Jonatok 3

10 Haka3y MiHicTepcTBa 0X0poHH
3n0poB’s Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeectpaniio) JikapcbKux
3ac00iB (MeJUYHHX IMYHOO0i0JIOrTYHMX
npenaparis) Ta BHeCeHHs 3MiH /10

MEPEJIIK
JIKAPCBKHMX 3ACOBIB (MEJAYHUX IMYHOBIOJIOITYHUX IPEMAPATIB), IIOJ0 SIKUX BYJIM BHECEHI
3MIHHU JJO PEECTPALIMHUX MATEPIAJIIB, SIKI BHOCSITHCS 1O JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

peecTpauiiiHux MatepiaaiB»
Big 22 kBiTHs 2025 poky Ne 699

Ne Ha3sea nikapcbko20 Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauitina npouyedypa Ymoeu Peknam Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eidnycky yeaHHs1 | peecmpayiliHo20
ynakoeka) noceio4yeHHs1
1. | ABEJIOKC® TabneTkn, BKpUTI Banep Al HimeyunHa BECb LKI BUpOBHMLTBA Himeyvumna/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/4071/01/01
o6onoHkoto, no 400 (BUPOBHMLTBO ITanis matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
mr; no 5 TabneTok y HeposdacoBaHoi A®|. BupobHuuteo. 3miHa BUpobHuKa

Gnictepi; no 1
Gnictepy B
KapTOHHiI kopobLyi

npoaykKuii, nepBMHHa

ynakoBka, BTOPMHHA

ynakoBKa, KOHTPOIb

AKOCTI, BUNYCK cepil):
Baviep Al', HimeuuunHa;

BVXiHHOro/npomi>kHoro
npoaykTy/peareHTy, LWo
BVIKOPVCTOBYIOTLCS Y BUPOOHUYOMY
npoueci A®Il, abo 3miHa BUpoOHUKa
(Bkntovatoun, ge HeobXxigHo, micue
npoBefeHHs KOHTpornto sikocTi) APl (3a

anbTepHaTUBHUIN
BUPOBHWK (BUPOBHNLTBO BiACYTHOCTi cepTudikaTta BignoBigHOCTI
Hepo3adpacoBaHoI €Bponevicbkint hapmakonei y

NPOAYKLUii, NepBUHHA
yrnakoBKa, BTOPUHHA
ynakoBka, KOHTPOmb
SIKOCTI, BUNYCK cepii):
Banep Xenckep
Manydakrypinr C.P.J1.,
ITanis; anbTepHaTUBHWUIA
BUPOBHVK (BTOPUHHA
ynakoBka): LLiteremaHH
v6X i Ko. KT, HimevunHa

3aTBEpAKEHOMY [0CLE)(3MiHW [0 3axopAiB,
noe'si3aHnx 3 koHTponem A®I, abo
AoAaBaHHA AinbHULI, Ae NPOBOAUTLCA
KOHTpOnb/BUNpobyBaHHst cepii)
[04aBaHHA [inbHULb, Ae NPOBOAUTLCS
KOHTpOnb/BUNpobyBaHHs cepii Aitoyoi
PEYOBUHN MOKCUMOKCALIMHY
rigpoxnopuay Currenta GmbH & Co.
OHG, Leverkusen, Germany Ta Eurofins
Biolab Srl, Italy no Bxe 3aTBepmXeHoi
ainbHuui Bayer AG, Wuppertal, Germany.
- 3miHu | TMny - 3MiHKM 3 sIKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchKin
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BiZNOBIgHOCTI 260 BUNYYEHHS
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
cepTuddikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: ana ADI; onsa BUXigHoro
MaTepiany/peareHTy/npoMixKHOro
NpoAyKTY, LU0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiXKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€Bponewckkin hapmakonei) - Hosui
cepTudikaT Bif HOBOro BUpOGHUKa (3aMiHa
abo OONOBHEHHS) MOA4AHHSA HOBOTO
cepTudikaTta BignoBigHOCTI €Bponenchkin
capmaxkonei Ne CEP 2021-411 - Rev 00
ans A®l mokeudnokcauuHy rigpoxnopuay
Bi] HOBOrO anbTepHaTMBHOIO BUPOGHMKa
Zhejiang NHU Company Ltd., China.
2. | AAEHOMA-TPAH rpaHynmno 10 r MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 6e3 UA/8296/01/01
rpaHyn y neHani "HauioHanb omeonaTnyHa Cninka" MaTepianis: 3miHu | Tuny - 3MiHun Wwopo peuenma
noniMepHomy; no 1 Ha 6esnekn/edeKTMBHOCTI Ta
neHany B nayui 3 [omeonaTtuy cdapmakoHarnsgy. BeegeHHsi abo 3aMiHM
KkapToHy abo no 10 r Ha Cninka" 00 y3araribHeHNX AaHWX NPO CUCTEMY
rpaHyn y gnakoHi 3 apmakoHarnsagy (BeaeHHs
KpuLLkoto; no 1 y3aranbHeHVX JaHUX Npo cuctemy
cbnakoHy B nayui 3 tbapmakoHarnagy, aMmiHa ynoBHOBaXeHOi
KapToHy, abono 5r ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
rpaHy”n y KOHTenHepi capmakoHarnsgy; KOHTakTHoi ocobu 3
3 0O3yBaHHSAM; Mo 2 dapmakoHarnsgy 3asiBHVKa ans
KOHTeWHepu B nayui 3AiNCHEeHHA dapmakoHarnsay B YkpaiHi,
3 KapTOHYy SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKIOYaKUM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darina cuctemu chapmakoHarnsigy). 3miHa
YMOBHOBaXeHOI 0cobu 3asiBHMKa,
BignosiganeHoi 3a hapMakoHarnsag.
[itova pepakuis: TkayeHko TeTsHa
MeTpiBHa. NponoHoBaHa peaakuis: Enb
Kasnb Haranis FOpiisHa.
3. | AOEHYPIK® 120 TabneTkn, BKpUTI MeHapiHi Jlrokcembypr | BupoGHuuTBO «in bulk» Ta PpaHuisi/ BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/13527/01/01
Mmr NniBKOBOO IHTepHeLLoH KOHTpOrb cepivi: MNaTeoH Himeuumna/ marepianis: 3mMiHu Il Tuny - 3miHn woao peuenmom
obornoHkot, no 120 an ®paHuia, OpaHuis; Yexis 6e3nekn/edekTMBHOCTI Ta
Mr; no 14 TabneTok OnepeiLoH Bupo6HuuTBO «in bulky, dapmakoHarnsgy. BHeceHHs abo 3miHa(u)
y 6nicTepi; no 2, abo c nepBrHHE Ta BTOPUHHE 0o 3060B'A3aHb Ta yMOB BUAaui
no 4, abo no 6 TTrokcembypr nakyBaHHs1, KOHTPOINb Ta peecTpaLiiHOro NOCBIgYEHHS, BKIOYaoum

GnicTepiB y
KapTOHHiI kopobLyi

BUNYycK cepin: MeHapiHi-

®oH XengeH MbX,
HimeuumHa; KoHTponb

cepivi roTOBOro NPOAyKTY,

BWUIrOTOBIIEHOTO TiNbKN
MeHapiHi-PoH XengeH
'M6X (KinbkicHe
BU3HaYEHHS,
iAeHTudiKaLis, cynyTHi

MnaH ynpaeniHHsA puaukamm (iHLWi 3MiHK) -
3asBHMKOM HagaHoO OHOBMEeHWN MNnaHx
ynpasniHHa puankamu Bepcis 11.0. 3miHn
BHeceHo Ao YacTuH: |l «Cneuudikauis 3
6esnekny, Il «MnaH 3 bapmakoHarnsagy»,
V «3axogu 3 MiHimizauii pusukie», VI
«Pestome nnaHy ynpasniHHS pUsukamm»
3rigHo BUMoOr Ao IHTerpoBaHoro cpopmary
MYP (Rev.2.0.1 accompanying GVP
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
PEYOBUHM | PO3YNHEHHS): Module V Rev.2, Human Medicines
AJIC Yecbka Pecnybnika, Evaluation Guidance on the format of the
c.p.o., Yexis risk management plan (RMP) in the EU —
in integrated format). Pestome MNnaHy
ynpasniHHA pu3nkamu Bepcis 11.0
[0[a€eTbCs.
4. | ADEHYPIK® 80 MI' | Tabnetku, BKpuTi MeHapiHi Niokcembypr | BupobHuuTtBo «in bulk» Ta PpaHuis/ BHECEHHS 3MiH 40 peecTpauifiHuX 3a UA/13527/01/02
NniBKOBOO IHTepHeLLoH KOHTpOnb cepivi: MNaTeoH marepianis: 3MiHu Il Tuny - 3miHn woao peuenmom
obonoHkoto, no 80 an ®paHuin, OpaHuis; 6e3nekn/edeKkTMBHOCTI Ta
™mr; no 14 TabneTok OnepenLoH Bupo6bHmuTBO «in bulky, capmakoHarnsgy. BHeceHHs abo 3miHa(n)
y 6ricTepi; no 2, abo c nepBrHHe Ta BTOPUHHE [0 3000B'A3aHb Ta yMOB BMAaYi
no 4, abo no 6 TTrokcembypr nakyBaHHS, KOHTPOMb Ta peeCcTpauUinHOro NOCBIAYEHHS, BKOYao4um
GnictepiB y C BUNyck cepint: MeHapiHi- [MnaH ynpaeniHHSA puamkamMm (iHLwi 3MiHKn) -
KapTOHHIN kopobLi ®oH XengeH MvbX, 3asBHMKOM HadaHo oHoBneHwn MNnax
HimeyumnHa; KoHTponb ynpaBniHHS puamkamm Bepcis 11.0. 3miHn
Cepin roToBOro NPoAayKTy, BHeceHo g0 YacTuH: || «Cneumndikadis 3
BWrOTOBIIEHOTO TiNbKN 6esnekuy, Il «[MnaH 3 dhapmakoHarnagy»,
MeHapiHi-PoH XengeH V «3axogu 3 MiHimizauii pusukisy, VI
'MBX (kinbkicHe «Pestome nnaHy ynpasniHHA pu3nkamm»
BU3HAYEHHS, 3rigHo BUMOT [0 IHTerpoBaHoro popmary
ineHTndikauisa, cynyTHi MYP (Rev.2.0.1 accompanying GVP
PEYOBUHWM | PO3YNHEHHS): Module V Rev.2, Human Medicines
AJ1C Yecbka Pecnybnika, Evaluation Guidance on the format of the
c.p.o., Yexis risk management plan (RMP) in the EU —
in integrated format). Pestome MNnaHy
ynpasniHHA pu3nkamu Bepcig 11.0
00[a€eThCs.
5. | ASAPTA® Kpanni o4Hi no 5 mn Hosaprtic LLisenuapis AnkoH KyBpbop Benbrisa BHECEHHS 3MiH 10 peecTpauiiHnX 3a UA/10400/01/01
y donakoHi- dapma Al maTtepianis: 3MiHu | Tuny - 3MiHK 3 AKOCTI. peuernmom
KpanenbHuui; no 1 CeptudikaT BignosigHocTi/lE-cepTudikat
dnakoHy- BiZNOBIOHOCTI €BpONEenchKii
KpanenbHuLi y capmaxkonei/moHorpadii. lMogaHHA HOBOrO
KOpoO6Li 3 KapTOHY abo oHoBneHoro ceptudikaTta
BigNoBigHOCTI abo BUMy4eHHs
cepTudikaTta BignoBigHOCTI €BpONEnchbKin
dapmakonei: gna A®l; ons BUxigHoro
marepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; AnNs 4ONOMiKHOI
peyvoBUHYM (cepTudikaT BiaNoBIgHOCTI
€Bponevicbkin bapmakonei) - Hosun
cepTudikart Big BXe 3aTBEpAXXEHOro
BMPOGHMKa - MNMoaaHHs HOBOro
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
dapmakonei Ne R1-CEP 2014-300 - Rev
00 (Process Il) (3atBepaxeHo: R1-CEP
1996-049 - Rev 06 (Process 1)) ana A®|
TMMOrony Mareary Bif 3aTBEPKEHOIO
BUpoGHMKa PCAS.
6. | A3yunon TabneTkn, BKpUTI AT Monblwa AT «Apameg ®apmay, Monblwa BHECEHHS 3MiH [0 peecTpauiiHnx 3a UA/14380/01/01
NNiBKOBOK «Apamen [NonbLua; BignoBigansHUN matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.

peuenmom
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

o6onoHkoto, no 250
Mr no 3 TabneTtku B
Gnictepi; no 2
Gnictepn B
KapTOHHiI kopobui

Papma»

3a KOHTponb cepii: TOB
"MT NaGopatopiec",
MNonbLa

CepTudikat BignosigHocTi/[E-cepTudikat
BiANOBIQHOCTI €BpONEenchbKiin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBeHoro cepTudikara
BiANOBiAHOCTI 260 BUMYyYeHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBMHM (CepTUdikaTt BiANOBIAHOCTI
€Bponeiickkin thapmakonei) - Hosui
cepTudgikat Big HOBOro BUpobHMKa (3amiHa
abo OONOBHEHHSA) - NOAAHHSA HOBOrO
cepTudikaTta BignoBigHOCTI €Bponenchkii
capmakonei Ne R1-CEP 2007-165 - Rev
04 ang gitoyoi peyoBuHm Azithromycin,
Dihydrate Big HoBOro BUpo6HuMKa
ALEMBIC PHARMACEUTICALS LIMITED
(BONOBHEHHS).

A3unon

TabneTtkn, BKPUTI
NniBKOBOIO
obornoHkoto, no 500
Mr no 2 abo 3
Tabnetku B GnicTepi,
no 1 6nictepy B
KapTOHHiI kopobui

AT

«Apamepg
dapma»

MonbLwa

AT «Apameg ®apmay,
MonbLua; BignosiganbHM
3a KOHTpOrnb cepii: TOB
"MT JlaGopaTopiec",
MNonbla

Monbwa

BHECEHHS 3MiH [0 peecTpauinHnX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat

BiNOBIgHOCTI €Bponenchkin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUMy4eHHs
cepTucpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/npoMiXXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyYoBMHM (CepTUdikaT BiaNoBIgHOCTI
€Bponevicbkint hapmakonei) - Hosui
cepTudikaT Bij HOBOro BUpoOHuKa (3aMiHa
abo JONOBHEHHS) - MOAaHHS HOBOTO
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei Ne R1-CEP 2007-165 - Rev
04 ans gioyoi pevosuHn Azithromycin,

Dihydrate Big HoBOro BUpo6Huka
ALEMBIC PHARMACEUTICALS LIMITED

(QOMOBHEHHS).

3a
peuenmom

UA/14380/01/02

A3TEK

TabneTku, BKPUTI
NniBKOBOKO
o6GornoHkoto, no 500
mr, in bulk: no 1000
Tabnetok y
NnacTukoBUx 6aHkax

€Bpo
Jlandkep
Mpawnsit
Nimiten

IHaisa

&0C Nimiteq

IHaisa

BHECEHHS1 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
rOTOBOrO fikapcbKkoro 3acoby (iHLi 3MiHu)
nepeknap tekcty MKA ykpaiHcbkoto
MOBOI0. BBeaeHHs 3MiH NpoTsarom 6-Tu
MicauiB nicnsa 3aTBepAXeHHs. 3MiHu | Tuny
- 3MiHK 3 gKocTi. [oTOBUIA NiKapCbKuii
3aci6. KoHTponb roToBoro nikapcbkoro

UA/6636/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
3acoby. 3miHa napameTpiB cneuudikaui

nikapcbKkoro 3acoby (iHWi 3MiHM y meToaax

[OOMOBHEHHS)) - 3MiHa BUMOT crnieyudikauii

Ta/abo [onyCTUMUX MEX roTOBOro
nikapcbkoro 3acoby (LONOBHEHHSs!
cneumdikaLii HOBMM NOKa3HUKOM 3
BiAANOBIAHUM METOAOM BUNPOGYBaHHS) -
[OMOBHEHHS cneundikaii HoBUM
NokasHWKoM «laeHTudikauia A.
AsutpomiumnH (Metogom I4) 3 BignosigHUM
MEeTOAO0M KOHTPOSHO Y BignNoBiAHOCTI A0
MeToaMKM BUpobHUKa. BBeaeHHs 3MiH
npoTarom 6-Tn micauis nicns
3aTBepAKEHHS. 3MiHu | TUny - 3MiHK 3
sKoCTi. [0TOBMI NikapcbkuiA 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikadi Ta/abo
[OMNYCTUMKX MEX rOTOBOTO NiKapCbKOro
3aco0y (iHwi 3miHn) - CynyTHA 3miHa -
3MiHu 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BunpobyBaHHS roTOBOro
nikapcbKkoro 3acoby (iHwi 3MiHM y meTogax
BMNpoOyBaHb (BKItoYaouM 3amiHy abo
[OMNOBHEHHS)) 3MiHa BMMOT crneumdikaLii
113 3a nokasHunkom «CynpoBigHi
aomiwkn». Mexi cneuundikauii
BCTaHOBIIEHO Y BiAMOBIAHOCTI MOHOrpadii
BP Azithromycin Tablets BBeaeHHsi 3miH
npoTSArom 6-Tu MicsLiB nicns
3aTBEpAKEHHS. 3MiHu | TUny - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
3acoly (iHwWi 3miHun) - CynyTHS 3miHa -
3MiHu 3 skocTi. FoTOBMIA Nnikapcbkuii 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS! rOTOBOrO

BMNpoOyBaHb (BKIO4aoun 3amiHy abo

Ta OHOBJIEHHSI METOAMKUN BUNPOBYBaHHS
'N3 3a nokasHukom «KinbkicHe
BU3HauveHHs1» (BEPX). BBeaeHHs 3MiH

npoTtsarom 6-Tu MicauiB nicns
3aTBepAKEHHSI. 3MiHu | TUny - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
KoHTpOnb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
A0MYyCTUMMX MEX roTOBOTrO NiKapCbKOro
3aco0y (iHwi 3miHn) - CynyTHS 3miHa -

3MiHu 3 sikocTi. [0TOBMIA NiKapcbkui 3acib.
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KoHTponb roToBoro nikapcbkoro 3acoby
(iHLWi 3MiHW) pepakuinHi Npasku B
crneungikauii Ta metogax koHTponio M3,
y BignoBigHOCTI 4O MaTepianis BUpoOHMKa
3a nokasHukamu «lgeHTudikadis b.
AsuntpomiunHy, «lgeHTudikauis. B.MoHco
4R», «OgHopigHICTL Macuy,
«OaHOpIgHICTb 4O30BAHUX OAMHULILY,
«MikpobionoriyHa ynctotay. BeegeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy (iHwi 3mMiHW) - BHECEHHS
3MiHM 0o po3giny «MapkyBaHHs». [itoua
pepakuia: Tekct
mMapkuposku.MNpunaraeTcs. MNponoHoBaHa
peaakuisa: BignosigHo o 3aTBepOKEHOro
TEKCTY MapKyBaHHS! - 3MiHW BHECEHO B
TEKCT MapKyBaHHS BTOPUHHOIT YNaKOBKM
nikapcbkoro 3acoby y nyHktn 2, 3, 4, 8, 9,
11, 12, 13, 14, 17 Ta B TEKCT MapKyBaHHS
NepBMHHOI YNaKoBKM Yy NyHKTU 3, 4, 5, 6.
BBeneHHs 3MiH NpoTsArom 6-T1 MicsauiB
nicnsa 3aTBepaXKEHHs

A3TEK

TabneTtkn, BKPUTI
NniBKOBOO
obonoHkot, no 500
Mr, no 3 TabneTtku y
Gnictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLj

€Bpo
TNandkep
Mpawnsit
Nimiten

IHgia

O[1C Nimiten

IHgia

BHECEHHS 3MiH [0 peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby (iHLi 3MiHu)
nepeknap tekcty MKA ykpaiHcbkoto
MOBOI0. BBeeHHs 3MiH NpoTarom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny
- 3MiHK 3 gKocTi. [oTOBUIA NiKapCbKui
3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB crneumdikaLin
Ta/abo [oNyCTMMUX MEX roTOBOro
nikapcbkoro 3acoby (4ONOBHEHHS
cneundikaLii HOBUM MOKa3HWKOM 3
BiANOBIAHMM MeTOAOM BUNPOByBaHHS) -
O0MOBHEHHS cneundikauii HoBUM
nokasHukom «laeHTudikauis A.
AsnTpomiumH (MeTogom 1Y) 3 BignoBigHNM
MEeTOAOM KOHTPOIIO Y BignoBigHOCTi A0
mMeToAauKM BUpobHUKa. BBeaeHHs 3miH
npoTtsarom 6-Tu MicauiB nicns
3aTBepKEHHS. 3MiHu | Tuny - 3miHK 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6.
KoHTpOmb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
A0MYyCTUMMX MEX roTOBOrO NiKapCbKOro
3aco0y (iHwi 3miHn) - CynyTHS 3miHa -
3MiHu 3 sikocTi. FoToBUIA NiKapcbkui 3aci6.

3a
peuenmom

UA/6635/01/01




[TponoBkeHHs 1oaarka 3
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
KOHTpOosb roToBOro nikapcbkoro 3acoby.

3MiHa y MeTofax BUNPoBYyBaHHsSI rOTOBOrO
nikapcbKkoro 3acoby (iHwwi 3MiHM y meTogax

BMNpOoOyBaHb (BKIoYa4m 3amiHy abo
[AOMNOBHEHHS)) 3MiHa BMMOT crneumdikauii

113 3a nokasHunkom «CynpoBigHi
nomiwwkn». Mexi cneumdikauii

BP Azithromycin Tablets BBegeHHsi amiH
NpoTSArom 6-Tn MicsiLiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3
sKoCTi. [0TOBMI Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
3aco0by (iHwWi 3MiHM) - CynyTHs 3MiHa -
3MiHn 3 skocTi. [oTOBMI Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOrO
nikapcbKoro 3acoby (iHWi 3MiHM y meToaax
BMNpoOyBaHb (BKItoYaum 3amiHy abo
[OMOBHEHHS)) - 3MiHa BUMOT crieumdikauii
Ta OHOBJIEHHS METOAVKM BUNPOGYBaHHS
'N3 3a nokasHukom «KinbkicHe
BU3Ha4yeHHs» (BEPX). BBegeHHs amiH
npoTtsarom 6-Tu micauis nicns
3aTBepOKeHHs. 3MiHu | Tuny - 3miHun 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco0y (iHwi 3miHn) - CynyTHS 3miHa -
3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby
(iHLWi 3MiHW) pefakuinHi NpaBku B
crneundikauii Ta meTogax koHTponio M3,
y BiANoBigHOCTI Ao MaTepianis BUpoOHUKa
3a nokasHukamu «lgeHTudikadis b.
AsuTpomiumHy, «lgeHTudikauisa. B.MoHco
4R», «OgHOpPIAHICTL Macuy,
«OfHOPpIgHICTb O30BAHUX OAMHULILY,
«MikpobionoriyHa uncrora». BeeaeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3miHM Wwoao
6e3nekn/eceKkTUBHOCTI Ta
dapmakoHarnsgy (iHwWi 3MiHW) - BHECEHHS
3MiHM 0o po3giny «MapkyBaHHs». [itoya
pepakuis: Tekct
mapkupoBku.[punaraetcs. MponoHoBaHa

pepakuisa: BignosigHo o 3aTBepO)KEHOro
TEKCTY MapKyBaHHs! - 3MiHW BHECEHO B

BCTaHOBIIEHO Y BiAMOBIAHOCTI MOHOrpadii




[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
TEKCT MapKyBaHHS BTOPUHHOI yNaKkoBKW
nikapcbkoro 3acoby y nyHktu 2, 3, 4, 8, 9,
11, 12, 13, 14, 17 Ta B TEKCT MapPKyBaHHS
NEPBUHHOI YNaKoOBKWN Y NyHKTN 3, 4, 5, 6.
BBeaeHHs 3MiH NnpoTsarom 6-T1 Micsauis
nicns 3aTBepAKEHHs!
10. | AKBAMAKC crpen HasanbHui TOBAPUCT Ykpaina ToBapucTBO 3 0OMEXEHOID Ykpaina BHECEHHS 3MiH 40 peecTpauifiHuX bes UA/12832/02/01
0,65 %, no 20 mny BO 3 BignoBiganbHICTO MaTepianis: 3miHn | Tuny - 3miHn Wwoao peuenma
cnakoHax 3 OBMEXEH "papmaueBTUYHa 6e3nekn/edeKkTMBHOCTI Ta
KnanaHoM-HacocoM, (0],0) KoMnaHisi "3gopos'a”, capmakoHarnagy (iHwi 3miHu)
Ha3arnbHOo BIAMOBIOA Ykpaina 3MiHN BHECEHO Y TEKCT MapKyBaHHS
HacaaKot- JIBHICTHIO (Bci cTagii BUpobHUUTBA, nepBuHHOI (N. 5, 6) Ta BTOpUHHOI (. 11,
po3nunoBavem; no «KOPIMOPA KOHTPOIb SKOCTI, BUMYCK 17) ynakoBOK nikapcbKoro 3acofy, a Takox
1 dpnakoHy B LA cepii) BUIMYY€EHO iHopMaLito, 3a3Ha4eHy
KOpobLUi 3 KAPTOHY; «300POB’A ToBapuncTBO 3 0OMEXEHOI0 POCINCBLKOIO MOBOIO; BHECEHO HE3HAYHI
no 50 mn a6o no » BiANOBIgaNbHICTIO penakuinHi npaekn. TepmiH BBEOEHHS 3MiH
100 mn y donakoHax "®apmaueBTnyHa npoTArom 6 MicsAUIB MiCNsA 3aTBEPMHKEHHS
3 KnanaHom- KoMnaHisi "3gopos'a”,
Hacocom, YkpaiHa (Bci cTagii
Ha3arnbHOo BMPOBHMLTBA, OKPIM
HacagKoto- KOHTPOIMIO SIKOCTi Ta
posnunosayem; no BUMNYCKY cepii)
1 dpnakoHy B
KOpoO6Li 3 KAPTOHY;
no 50 mn, no 100 mn
abo no 150 mny
6anoHi 3 knanaH-
nakeTom,
Ha3anbHo
HacagKoto-
po3nunioBayem Ta
3aXMCHUM
KoBMnaykom; no 1
6anoHy y kopobui 3
KapTOHY
11. | AKHECTOMN® kpem, 200 mr/r; no MAT YkpaiHa MAT "KviBmeannpenapat” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX bes UA/7011/01/01
30 ry Ty6i, no 1 1y6i | "KuiBmeanp matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenma
B nayui enapart” 6esnekn/edeKTMBHOCTI Ta
apmakoHarnsgy (iHwi 3amiHun). 3MiHu
BHECEHO B TEKCT MapKyBaHHS1 NEPBUHHOI
(nyHKT 6) Ta BTOPUHHOI (MyHKTK 3, 8, 17)
ynakoBOK nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEPAKEHHS.
12. | AKTEMPA® KOHLIeHTpaT ans TOB «Pouwu YkpaiHa Bupo6HuuTBO Anonis/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/13909/01/01
pPO34MHy Ang YkpaiHa» Hepo3dhacoBaHoi CLIA/ matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
iHdpysin, 20 mr/mm; npoaykuii, nepBuHHe LLisenuapis A®I. KoHTponb A®I. 3miHa y meTogax

no 80 mr/4 mn abo
200 mr/10 mn abo
400 mr/20 mn y
dnakoHi; no 1 abo 4

nakyBaHHsi: Yyran ®apma
ManydektypuHr Ko. J14,
AnoHist; BUpobHULTBO
Hepo3sdpacoBaHoi

BunpobysaHHa APl abo BuxigHoro
MaTepiany/npomiKHOro
NpoAYKTY/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea AP (iHwi 3miHK y




[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
dnakoHu y npoayKuii (4ns ynakoBku MeTofax BUNpobyBaHHs (BKHOYaoum
KapTOHHiI kopobui no 400 mr/20 mn), 3amiHy abo gonoBHeHHs1) AD| abo
BMNPOOYBaHHS KOHTPOO BVXiHOro/npoMi>KHOro NPoAayKTy) -
SIKOCTi (4N ynakoBKku no [DopnasaHHsa metoay MJIP B peanbHoMy
400 mr/20 mn): [keHeHTek yaci Ha NapBOBIPYC rPU3YHIB 5K
IHK., CLUA; BunpobyBaHHsi anbTepHaTUBHOIO 4O NOTOYHOrO MeToay
KOHTPOIMIO SKOCTI (ans Ha OCHOBI KniTUH (TecT 324 K) ans
ynakosku no 400 mr/20 KOHTpOMo B npoueci BupobHuutea AdI
Mn): [hkeHeHTek IHK., Toumnisymaby (PHCCF) BeegeHHs 3MiH
CLIA; BropuHe NpoTSArom 6-Tn MicsiLiB nicns
nakyBaHHs!, BUNpobyBaHHsI 3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3
KOHTPOSIO SIKOCTi, BUMYCK skocTi. A®l. KoHTponb A®I. 3miHa y
cepii: . XodhdmaHH-J1s mMeTogax BunpobyBaHHst APl abo
Pow Jlta, Weenuyapis BUXIQHOro Matepiany/npoMikKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuutea AP (iHLwi 3miHM y
mMeTofdax BMNpobyBaHHS (BKMHOYao4n
3amiHy abo gonoBHeHHs1) A®I abo
BUXigHOro/MPOMIXKHOIO NPOAYKTY) -
[opaBaHHA meToay Y®-cnekTpockonii 3a
HaxuWIom sik anbTepHaTUBHOIO A0
noto4Horo Y®-metoay 3 ikcoBaHO
[OOBXWHOIO LUNSIXY ANS BUSHAYEHHSI BMICTY
6inka B akTUBHIN cybcTaHuii
Toumnisymaby. BBegeHHs 3MiH NpoTsirom
6-Tn MicsauiB nicnsa 3aTBepAXEHHS. 3MiHN |
Tuny - 3MiHn 3 sikocTi. A®l. BupobHmuTBo.
3MmiHu BUNpobyBaHb abo AONYCTUMMX MEX
y npoueci BupobHuutea AdI, o
BCTaHOBIMEHI Y cneuudikaisx (BUNyYEHHst
HeCyTTEBOro BUNpobyBaHHs1) - BunyyeHHs
Tecty MIP Ha nenTocnipy AN KOHTPOIiO B
npoteci BUpoGHMLTBa akTMBHOI cybcTaHLii
Toumnizymaby (PHCCF) BeegeHHst 3MiH
npoTtsarom 6-Tu micauis nicns
3aTBEPAKEHHS
13. | ANFTESNKAM® PO34MH ANS iH'EKLN, MpusaTHe YkpaiHa [MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/16968/01/01
10 mr/mn no 1,5 mn akuioHepHe TOBapUCTBO "Jlekxim- matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
B amnyni, no 5 TOBapuCTBO Xapkis" CeptudikaT BignosigHocTi/lE-cepTudikat
amnyn y 6nictepi, no "Nekxim- BiQNOBIAHOCTI €EBpONENChHKIl
1 6nictepy B nayui XapkiB" dapmakonei/moHorpadii. MogaHHA HoBoro

abo oHoBneHoro ceptudikaTta
BiANOBiAHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
dapmakonei: gna A®l; ons BUxigHoro
maTepiany/peareHTy/npoMiXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiIKHOI
peyYoBUHYM (cepTUdikaT BiaNoBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudikart Bif yKe 3aTBEepA>KEHOrO




[TponoBkeHHs 1oaarka 3

10
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BMPOGHKKA - NOAAHHS! OHOBIIEHOIO
cepTudikaty BigNOBIAHOCTI EBPONENCHKI
capmakonei CEP 2014-261-Rev 02 Big
3aTBepAkeHoro BMpobHuka SWATI
SPENTOSE PVT. LTD gito4oi pe4oBuHu
MENOKCUKaM Y 3B’s13Ky 3 HE3HaYHOO
3MiHO afpecu BUpoOHuKa, a came
BBE[EHHA AOAATKOBOroO cknagy 3
Homepom A-2/2120, micue BUpobHULTBA
He 3MiHunoch (3aTBepaxeHo: CEP 2014-
261-Rev 01; 3anponoHosaHo: CEP 2014-
261-Rev 02).

14. | ANNIEKEH3A® Kancynuv Teepai no TOB «Pow YkpaiHa BUNYyCK cepii: LLseviuapis/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a He UA/16997/01/01
150 mr; no 8 kancyn Ykpaina», ®.XodpdmaHH-Ns Pow ITanis/ marepianis: 3MiHu Il Tuny - 3miHn woao peuyenmom | nidnszae
TBEpAMX y bnicTepi; YkpaiHa Jta, Weenuapis; Himeyumna 6e3nekn/edeKkTUBHOCTI Ta
no 7 Gnictepis y NepBUHHE Ta BTOPUHHE capmakoHarnagy. 3MiHu y KopoTKil
KapTOHHIN nayui, no nakyBaHHsi, BUNpobyBaHHs XapakTepucTuLi Nnikapcbkoro 3acoby,

4 Naykn y KapTOHHIN CTabinbHOCTI, BUMYCK TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
KopobuUi cepii: . XodhdmaHH-J15 MeON4YHOro 3aCTOCyBaHHS y 3B'A3KY i3
Pow Jitg, Weenuapis; HOBMMW JA@HUMU 3 SIKOCTi, AOKMiHIYHUMN,
BUNpoByBaHHsI KMiHIYHUMW JaHUMKW Ta AaHUMU 3
CcTabinbHOCTI tapmakoHarnagy - 3MiHM BHECEHO 0
(mikpobionorivyHa IHCTPYKUIiT ANA MEANYHOro 3aCTOoCyBaHHS
ynuctoTa): . XodbdmaHH- nikapcbkoro 3acoby o posginis
Ia Pow J1ta, WBenuapis; "OcobnueocTi 3acTocyBaHHs",
BUMNPOOYBaHHSA "3acTocyBaHHSA y nepioa BariTHOCTi abo
cTabinbHOCTi, NepBUHHE rogyBaHHs rpyaar” BignosigHo 4o
Ta BTOPVHHE NaKyBaHHS: iHcpopMmalii 3 6e3neku nikapcbkoro 3acoby,
Henbdapm MinaHo, sika 3a3HayeHa B maTtepianax
C.P.N., Itanis; peecTpauiiHoro gocbe. BBegeHHs 3MmiH
BUNPOOYBaHHS KOHTPOO npoTSArom 6-Tu MicsLiB nicns
AKocTi (MikpobionoriyHa 3aTBEePPKEHHS
ynctorta): Jlabop J1IC CE
eHp Ko. KIM, HimeuunHa;
BUNPOOYBaHHS KOHTPOIO
SIKOCTi (eTunxnopua):
EBoHik OnepeiwHa M6X,
HimeuunHa; BupobHMUTBO
Hepo3adpacoBaHoI
npoaykuii, BUNpobyBaHHsi
KOHTponto sikocTi: Exkcenna
'M6X eHp Ko. KT,
HimeyunHa
15. | AlICOKAM PO3YMH ANS iH eXUiN, MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/18067/01/01
10 mr/mn no 1,5 mn akuioHepHe TOBapuCTBO "JleKkxim - matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenmom
B amnyni; no 5 TOBapuCTBO Xapkis" CeprudikaT BignosigHocTi/lE-cepTudikat
amnyn y 6nictepi; no "Nekxim - BiZNOBIQHOCTI €BpONEenchKii
1 6nictepy B nayui Xapkis" dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponenchki
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

dapmakonei: gna APl; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepAXeHoro
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTy BianoBigHOCTI €BpONEnCchbKil
capmakonei CEP 2014-261-Rev 02 Big
3aTBepakeHoro BupobHuka SWATI
SPENTOSE PVT. LTD gito4oi pe4oBuHM
MENOKCUKaM Y 3B’s13Ky 3 HE3HAYHOIO
3MiHO afpecu BUpobHYKa, a came
BBEJEHHS [OAAaTKOBOrO cKkragy 3
Homepom A-2/2120, micue BupobHULTBA
He 3miHunoch (3aTBepaxeHo: CEP 2014-
261-Rev 01; 3anponoHoBaHo: CEP 2014-
261-Rev 02).

16.

AJNb®AXOJIH®

PO34MH ANis iH'EKLIN,
1000 mr/4 mn, no 4
M B amnyni; no 5
amnyn y KOHTYPHin
YapyHKOBIn
ynakosui; no 1
KOHTYPHIW
YapyHKOBIN ynakoBLi
B nayui

MpAT
"dapmaueBT
nyHa dipma

"NapHuug”

YkpaiHa

MpAT "®apmaueBTnyHa
dipma "dapHuuga"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuii 3aci6. 3miHK y
BMPOBHMUTBI. 3MiHM y npoueci
BMPOGHMLTBA rOTOBOrO fiKapCbKOro
3acoly, BKMYa4m NPOMKHUI NPOaYKT,
LLIO 3aCTOCOBYETLCH NPU BUPOBHULTBI
roTOBOrO fikapcbKkoro 3acoby (iHLi 3MiHu)
3MiHu B po3ginu 3.2.P.3.3 Ta 3.2.P.3.4: 3
TexHonoriyHoi cxemu Ha Ctagii 4
BWUITYYUTU OAMH i3 CNOCOGIB KOHTPOMHO
amnyn Ha repMeTUYHICTb, a came:
BWIYYUTM KOHTPOIMb amnyn Ha
repMeTUYHICTb Ha IHCNEKLiNHIN MiHiT;
oCKinbku Bua obnagHaHHs, wo 6ys
3afigHN y AaHOMy MpOLECi, He
3aCTOCOBYETLCSI 41151 KOHTPOIO aMnyn Ha
repmMeTuYHicTb Ans npenapaty. KoHTponb
amnyn Ha repMeTUYHICTb 3AINCHIOETLCS 3a
[0MOMOrOH KOHTPOSBbHOI PiAVHY Y
aBToOKNaBi. 3 MeTol onTuMi3auii Ta
[eTanisalii TEXHONOri4YHOI CXeMu BHECEHO
pedakuinHi Ta CTURICTUYHI YTOYHEHHS 3
METOI0 YCYHEHHS! Pi3HOUUTAHHS Y po3Ainax
3.2.P.3.3 Ta 3.3.P.3.4 Ha onepauijsax 1.2
[MpurotyBaHHs po3unHy, 1.3 dinbTpauis
po3unHy, 2.1 lnpuuesa Muika amnyn, 2.2
CyLuka i cTepunisauis amnyr, a Takox Ha
cTagii 5 MapkyBaHHsi, ynakoBka,
BiBAHTAXXEHHS1 TOTOBOrO MPOAYKTY.

3a
peuenmom

UA/17917/02/01

17.

AMIKCHUH® IC

TabneTkn, BKpUTI
o6onoHkoto, no 0,06

ToBapucTBO
3

YkpaiHa

ToBapwucTBo 3
[00aTKOBOK

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwono

be3
peyenma

nionsieae

UA/2559/01/01
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

r, no 3 Tabnetkn y
GnicTepi; no 1, 2 abo
3 BnicTepu B navuj;
no 5 TabneToky
GnicTepi; no 2
Gnictepu B nayui

[04aTKOBOK
BianoBsiganb
HiCTIO
"IHTEPXIM"

BiANOBIgANbHICTIO
"IHTEPXIM"

6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3amiHun) - BHeceHHs
3MiH o MKA 13 (po3aginy "MapkyBaHHS")-
3rigHO 3aTBEPOKEHOrO TEKCTY
MapKyBaHHS. 3MiHN 4O TEKCTY MapKyBaHHS
ynakoBKM nikapcbKoro 3acoby Loao
BUYYEeHHS iHdhopMaLlii poCiicbKolo MOBOLD
Ta oHoBneHHA n.17 IHLWE BTopuHHOI
ynakoBKK ANns [o3yBaHHsA 60 mr.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicns 3aTBepaXeHHs. 3MiHu | Tuny -
AOMiHICTPaTUBHI 3MiHW. (iHLWi 3MiHK) -
3MiHa Ha3Bu J13 aHrninceko MoBoto, a
came gogaBaHHA cumeony "®". [itova
penakuis:
AMIXIN IC
AMIKCNH® IC
[NponoHoBaHa peaakuisi:
AMIXIN® IC
AMIKCNH® IC
3MiHV 0o IHCTPYKUiT Ans MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ta
TEKCTY MapKyBaHHS1 YMaKOBKU LLOAO
HanncaHHs Ha3BM NikapcbKoro 3acoby
aHrnincbKo MOBOIO i3 cMMBOIOM "®" 3
MeTOl0 YHidiKaLjii HanMcaHHSA Ha3BM B
peecTpauinHnx maTtepianax.
BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis
nicns 3aTBepOXKEHHS.

18.

AMIKCUH® IC

TabneTkn, BKpUTI
o6onoHkKoto, no
0,125r,mo 3
Tabnetku y 6nictepi;
no1,2a6o 3
6nictepu B nayui; no
5 tabnetok y
GnicTepi; no 2
Gnictepu B nayui

ToBapucTBo
3
[08aTKOBOK
Bignosiganb
HiCTIO
"IHTEPXIM"

YkpaiHa

ToBapucTtBo 3
[0AaTKOBOK
BiAnoBiganbHICTO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
©e3nekn/eeKkTuBHOCTI Ta
papmakoHarnsgy (iHwi amiHun) - BHeceHHs
3MmiH go MKA N3 (po3ainy "MapkyBaHHSA")-
3riHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs1. 3MiHW [0 TEKCTY MapKyBaHHsI
ynakoBKM nikapcbKkoro 3acoby Lioao
BUITyYEHHS iHbopMaLlii POCINCbKO MOBOID
Ta oHoBneHHs N.17 IHLWE BTOpUHHOI
ynakoBKW ANns fo3yBaHHs 60 mr.
BBeneHHs 3MiH NpoTsarom 6-Tu mMicauis
nicnsi 3aTBepaXKeHHs. 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHW. (iHLWI 3MiHK) -
3MiHa Ha3Bu J13 aHrinceKko MOBOLO, a
came gofaBaHHsl cumBony "®". [itoya
pefakuis:

AMIXIN IC
AMIKCUH® IC
[MponoHoBaHa peaakuis:
AMIXIN® IC
AMIKCHH® IC

6e3
peuenma

nidnsieae

UA/2559/01/02
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n/n

3acoby

(nikapcbka ¢ghopma,
ynakoeka)

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

19.

AMILUN®

nioginisat anga

MNAT

3MiHM 40 IHCTPYKUiT Ans MeanyHoro
3acToCyBaHHs Nikapcbkoro 3acoby Ta
TEKCTYy MapKyBaHHS YNakoBKW LLOAO
HanncaHHs Ha3BM NikapcbKoro 3acoby
aHrNiNCcbKOK MOBOIO i3 CMMBOMOM "®" 3
METOH0 YHidpikauii HanncaHHa Ha3BM B
peecTpauiiHux MaTtepianax.
BBeaeHHs 3MiH NnpoTsarom 6-T1 mMicsauis
nicnsi 3aTBepOXXEHHS.

20.

AMILUN®

PO34MHY Ans iH eKuUin
no 0,5 r; chnakoHu 3
nioginizatom

niodpinizat gna

"Kviemegnp
enapar”

YkpaiHa

MAT "KnisBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHuM) 3miHn
BHECEHO Y TEKCT MapKyBaHHS NePBUHHOI
ynakoBKM nikapcbKkoro 3acoby, a came
3MiHeHo iHdopmauio y n. 4 "[aTa
3aKiH4YeHHS TepMiHy npugatHocTi" Tay n. 6
"IHLWE" KOHKpeTM30BaHO NoroTun
3asiBHMKa, a TaKoX NPUBEAEHHS TEKCTY
MapKyBaHHsi MEPBUHHOI YNaKoBKM
(eTukeTKa Ha nakoH) y BignoBigHiCTb 40
3aTBepaxkeHoi hopmn. TepMmiH BBEAEHHSA
3MiH NpOTSArom 6 MicsLiB micnsi
3aTBEPKEHHS.

3a
peuenmom

UA/1036/01/03

21.

AMILMN®

PO34MHyY Ans iH eKUin
no 1,0 r; pnakoHu 3
niodinizatom

NAT
"Kvnismegnp
enapat”

YkpaiHa

MAT "KniBmegnpenapat”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTtepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI
ynaKkoBKu nikapcbkoro 3acoby, a came
3MiHeHo iHdpopmauito y n. 4 "[aTa
3aKiH4YeHHS TepMiHy npugatHocTi" Tay n. 6
"IHLLIE" KOHKpeTM30BaHO noroTun
3asBHWMKa, a TaKoX NPUBEAEHHS TEKCTY
MapKyBaHHsi MEPBUHHOI YNaKoBKM
(eTukeTKa Ha donakoH) y BiANOBIAHICTb A0
3aTBepaxeHoi popmu. TepMiH BBEAEHHS
3MiH NpOTArom 6 MicsiLiB micnsi
3aTBEPAKEHHS.

3a
peuenmom

UA/1036/01/04

niocpinizat gna
PO34MHY Ans iH eKUin
no 250 mr, dpnakoHu
3 niogoinisatom

NAT
"KvniBmegnp
enapat”

YkpaiHa

MAT "KniBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3amiHn) 3miHn
BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI
ynakoBKM nikapcbkoro 3acoby, a came
3MiHeHo iHdpopmauito y n. 4 "[aTa
3aKiH4YeHHS TepMiHy npugatHocTi" Tay n. 6
"IHLE" KOHKpeTM30BaHO noroTun
3asBHMKa, a TaKoX NpUBEAEHHS TEKCTY
MapKyBaHHsi MEPBUHHOI YNaKoBKM

(eTvkeTKa Ha oNakoH) y BiANOBIAHICTb A0

3a
peuernmom

UA/1036/01/02




14

[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
3aTBepakeHoi chopmu. TepMiH BBEAEHHSI
3MiH NpoTSArom 6 MicsiliB nmicnsi
3aTBEPAKEHHS.
22. | AMILUUTPOH® NOPOLLIOK ANA Tosapucteo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/14117/01/01
®OPTE BE3 oparibHOro po3ynHy 3 [04aTKOBOK MaTepianis: 3miHn | Tuny - 3miHn Wwoao peuenma
UYKPY no 13 ry cawe; no [000aTKOBO BianoBiganbHiCcTO 6e3nekn/edeKkTMBHOCTI Ta
13 ry cawe, no 10 Bignosigans "IHTEPXIM" dapmakoHarnsgy (iHwi 3amiHun) - OHoBNEeHo
cawe y naJui 3 HiCTIO TEKCT MapKyBaHHS NepBUHHOI Ta
KapTOHY "IHTEPXIM" BTOPWHHOI YNakoBKW NMikapCcbkoro 3acoby,
a came BUNYyYeHO iHdopmaLito, 3a3HadeHy
POCINCBbKO MOBOI. BBeaeHHs 3MiH
npoTsarom 6-Tu Micauis nicns
3aTBEPKEHHS.
23. | AMOKCUUWUIIH- NOPOLLIOK ANA Mictpan AHrniga Crepwunisauisa gitovoi Kurtaw/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/20228/01/01
KNABYJIAHAT- PO34MHY ANg iH'eKUin Kenitan PEYOBMHN, BUPOBHMK IcnaHia maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
BICTA abo iHdpysin no 1000 | MeHemxmeH NPOMIDKHOTO MPOAYKTY [oToBMI Nikapcbkui 3aci6. 3MiHN Y
mr/200 mry T Nimiteq (cTepunbHoI cymili) ans BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
dnakoHi; no 10 roTOBOIO NPOAYKTY: OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
chnakoHiB B YKYXAW IOHAUTEL cneumdikauisix, nig yac BUpoBHMLTBA

KapTOHHIN kopobLi

JTABOPATOPI3 KO, NTA,
Kutan; ImnopTtep
NPOMIDKHOTO MPOAYKTY
(cTepunbHa cymil),
BUPOBHMK roTOBOI
nNpoAaykKuii, NepBMHHA Ta
BTOPWHHA yNaKkoBKa,
KOHTPOMb AKOCTI
(XiMiYHWUIA/DI3NYHUA,
BionoriyHui Ta
MiKpOBionorivHui:
CTepUIbHICTb), BUNYCK
cepii:
NIABOPATOPIO PENI
XOO®PE, C.A., IcnaHis

rOTOBOIO MiKapCbKOro 3acoby (3BY)XEHHS
[ONYyCTUMUX MeX) 3BY>XEHHSA AONYCTUMMX
MEX 3arULLKOBOro PO34MHHUKA
Awisonponinaminy 3 3000 ppm o 2500
ppm B cneumdikauii NPOMiIPKHOro NPoAayKTy
BigMNOBIOHO 4O OHOBMEHOI cneuudikauii
A®| Zhuhai United Laboratories Co., Ltd.,
Kutaii. 3minm | Tvny - 3miHuM 3 skocTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MEX, BCTAHOBIIEHUX Y
crneundikalisx, nig yac BUpobHuLTBa
roTOBOrO fikapCbKoro 3acoby (AoaaBaHHs
HOBOro MeToAy BUNpPobyBaHHA Ta
[onycTummx mex) [lonaBaHHs HOBOrO
meToay BunNpobyBaHHS Ta 4OMYCTUMOT
MeXi ANns KOHTporto AoMmiku Amoxicillin
penicilloic ethyl ester ans npomixHoro
npoaykTy y cneuudikauii npomikHOro
npoaykty 3 mexeto £0,3%. 3minu | Tuny -
3MiHu 3 sikocTi. FoTOBUIA Nikapcbkuii 3aci6.
3MiHM y BUpOOHMLTBI. 3MiHM BUNpobyBaHb
abo 4onyCTUMKX MeX, BCTAaHOBIIEHUX Y
cneuudikauisx, nig 4ac BUpobHULTBa
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
3miHa hopmynu po3paxyHKy 3aranbHoi
KiNbKOCTi AOMILLOK MPOMDDKHOIO NPOAYKTY
nvLIe B aHaniTMYHUX MeToAax BUPOGHMKa
A®| Zhuhai United Laboratories Co., Ltd.,
Kutan. ®opmyna po3paxyHKy 3aranbHux
[OMILLOK 3MIHIOETLCSI 3 METOH
BiJOGPaKeHHs BMICTY aMOKCULUIIHY B
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
[ocnigpKyBaHin pedoBuHi. 3MiHu | Tuny -
3MiHu 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikadiv Ta/abo
A0MYyCTUMMX MEX roTOBOTIO NiKapCbKOro
3acoby (oonoBHEHHs creumdikaLii HoBUM
NoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BMNpobyBaHHs) [lonoBHeHHs cneumdikauii
Ha roToBU NPOAYKT ANt BUNPobyBaHHA
"CynpoBigHi gomiwkn" < 0,3% HoBuUM
nokasHukom Amoxicillin penicilloic ethyl
ester 3 BignoBigHMM METOAOM
BunpobyBaHHs. 3MiHu Il TUny - 3MiHK 3
AKkocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHNn y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
crneundikauisx, nig yac BUpobHuLTBa
roTOBOro NMikapcbKoro 3acoby
(pO3LUMPEHHS 3aTBEPHKEHUX AOMYCTUMUX
MEX AN NOKa3HUKIB, siKi MOXYTb MaTh
iCTOTHWI BNNUB Ha 3aranbHy SKiCTb
roTOBOrO JlikapCbKoro 3acoby)
PoswwupeHHs gonycTumoi mexi
eTunaueTaTty B cneumadikauii NpoMiXKHOro
npoaykty (3 500 ppm o 4000 ppm) wo6
BiZNoOBigaT OHOBMNEHUM crieundikaLiam
BMpo6HWKa Zhuhai United Laboratories
Co,, Ltd., Kutan
24. | AHANbIIH- po3uunH Ang iH'ekuin, | TOBAPUCT YkpaiHa ToBapncTBO 3 0OMEXEHOI0 Ykpaina BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/5706/02/01
300POB'A 500 mr/mn, no 1 mn BO 3 BianoBiganbHicTO matepianis: 3MiHu | Tuny - 3MiHn wWono peuenmom
abo 2 mn B amnyni; OBMEXXEH "®apmaueBTuyHa 6e3nekn/edekTMBHOCTI Ta
no 10 amnyny (0],0) KomnaHis "3gopos's” dapmakoHarnsagy (iHwi 3miHm)
KapTOHHiI kopobuyj; BIAMNOBIOA 3MiHM BHECEHO Y TEKCT MapKyBaHHS
no 1 mn abo 2 mn B JIBHICTIO nepBuHHOI (n. 5, 6) Ta BTOpMHHOT (n. 11,
amnyni; no 5 amnyn «KOPTIOPA 17) ynakoBOK nikapCbKoro 3acofy, a Takox
y 6nicTepi; no 2 LA BUIYyYeHO iHpopmaLito, 3a3HaYeHy
Gnictepu y «300POB’A POCIICbKOIO MOBOIO; BHECEHO HE3HauHiI
KapTOHHI kopobuyj; » peAakuinHi npaBku. TepMiH BBEAEHHS 3MiH
no 10 amnyny - IpoTAroM 6 micAauis nicns
GnicTepi; no 1 3aTBEPAXKEHHS.
Gnictepy y
KapTOHHI kopobui
25. | APKOKCIA® TabneTkn, BKPUTI OpraHoH LLisenuapis BUPOOHMK Icnanis/ BHECEHHS 3MiH [0 peecTpauifiHmX 3a UA/10704/01/02
NniBKOBOKO CeHTpan Ict Hepo3dhacoBaHoi Hinepnangm matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
o6onoHkoto, no 60 m6X npoaykKuii, KOHTpOnb / Benbris [oToBWI Nikapcbkuil 3aci6. 3MiHK y

MF: no 7 TabneTok y
Gnictepi; no 1 abo 4
Gnictepu y
KapTOHHiI kopobui

AKOCTI, NaKyBaHHS:
Posi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis;
nakyBaHHS1, BUMYCK cepii:
Mepk Wapn i Joym B.B.,

HigepnaHaw;

BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO
AIKOCTi FOTOBOTO NikapcbKoro 3acoby
(3amiHa abo foaaBaHHS AinbHULL, Ha SKi
3[iNCHIOETLCS KOHTPOIB/BUNPOGYBaHHS
cepii). lonaBaHHs AinbHuui Mepk Wapn i
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

nakyBaHHs1, BUMNYCK cepii:

OpraHoH XelcT 68,
Benbriga

Doym JINC, 4633 Mepk Poyg, BincoH, HK
27893, CLUA, sk NOTOYHOI AinbHUUj, Ha
SKI 30iACHIOETBLCS BUNPOOYBaHHS
cTabinbHocTi. [laHn BUPOGHMK BHOCUTLCS
Tinbku B p 3.2.p.3.1 BUPOBOHWK(M). 3MiHn |
TMNYy - 3MiHK 3 AKOCTI. [OTOBMIA NikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOIH SAKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo
[oOaBaHHSA adinbHULI, Ha SKin
30iNCHIOETLCSI KOHTPOIbB/BUNPOBYBaHHS
cepii). JoaasaHHs OpraHoH Papma (FOK)
JlimiTen, WoTToH, JlerH, KpamniHrToH,
HI23 3 0xHO, Benvka bputaHis, sik
NOTOYHOI AiNbHULI, Ha AKIN 30iINCHIOETLCA
BMNpobyBaHHsA cTabinbHoCTi. [laHun
BUPOBHMK BHOCUTLCA Tinbku B p 3.2.p.3.1
BUPOGHMK(K). 3MiHKM | TURY - 3MiHK 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOOHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHMUTBA Anst
YacTVHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbkoro 3acoty
(BiNbHUUS ANs BTOPUHHOTO NakyBaHHS) -
HopaBaHHA OpraHoH XencT 6B, benbrist Ak
[0AaTKOBOI AifbHUL ANS BTOPUHHOMO
nakyBaHHs ans J13 60 mr, 90 mr, 120 mr.
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB
nicns 3aTeepaKeHHs. 3MiHu | Tuny - 3MiHK
3 gKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHu
y BUpOGHMLTBI. 3amiHa abo BBEAEHHSI
[o4aTKoBOI AinbHULUI BUpoOHULTBa Ans
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKoro 3acody
(AiNbHUUSA ANS NEPBMHHOIO NaKyBaHHS).
HopaBaHHst OpraHoH Xe#cT 6B, Benbria sik
[0AaTKOBOI AiNbHULI 4118 NEPBUHHOIO
nakyBaHHsi ans J13 60 mr, 90 mr, 120 wmr.
BBeaeHHs 3MiH NnpoTsarom 6-Tu Micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHn
3 AkocTi. [oToBUIA Nnikapcbkuin 3aci6.
Cunctema KOHTeNHep/3akynoproBarnbHUiA
3aci6. 3miHa dopmm abo posmipy
KOHTEMHepa YuM 3aKynoptoBasribHOro 3acoby
(NepBWHHOI yNakoBKu) (HECTEPUIbHI
nikapcbki 3acobu). 36inbLweHHs 06'emy
BiNbHOro NpocTopy Gnictepa Hag
nikapcbknM 3acobom npubnuaHo Ha 21%
onsa Tabnetok no 60 mr, 90 mr i
3MEHLLEHHS 00'eMy BiNbHOro NPOCTOpYy
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

Gnictepy Hag nikapcbkum 3acobom
npunbnmaHo Ha 4,5 % ans Tabnetok no 120
Mr 4Nns 4oaaTtkoBoi AinbHui OpraHoH
XecT 6B, benbrisi. 3aTBepmkeHo: blister
pocket design feature:

Punch diameter (mm) 60 mg /90 mg: 18.0;
120 mg: 19.40. Punch depth (mm) 60 mg
/90 mg 5.60; 120 mg 6.10.
B3anponoHoBaHo: blister pocket design
feature: Punch diameter (mm) 60 mg /90
mg /120 mg: 18.90. Punch depth (mm) 60
mg /90 mg /120 mg: 6.10. 3mium | Tuny -
3MiHK woao 6e3nekn/eddekTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHun). 3MiHn
BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOI YNakoBOK fikapcbkoro 3acoby,
a came: - 3aTBEPAXKEHHSI TEKCTY
MapKyBaHHs yNakoBOK NikapCbKoro 3acoby
OKpPEMO A51s1 ABOX BUPOBHMKIB y 3B'sI3KY i3
BBEAEHHSAM HOBOI AinbHUL,
BiANoOBiganNbHOI 3a (PYHKUi0 NaKyBaHHS; -
YTOYHEHHS iHbopMaLii WoAo noroTmny
3asBHUKA. BBeaeHHS 3MiH npoTarom 6-Tn
MicsLiB Micnsa 3aTBEPAXEHHS.

26.

APKOKCIA®

TabneTtkn, BKPUTI
NniBKOBOO
o6onoHkoto, no 90
Mr: no 7 TabneTok y
6nictepi; no 1 abo 4
Gnictepuy
KapTOHHiI kopobui

OpraHoH
CeHTpan Ict
m6X

LLsenyapis

BUPOBHUK
Hepo3dhacoBaHoi
NPOAYKLiT, KOHTPOIb
AKOCTI, NaKyBaHHS:
Posi ®apma IHpacTpian
Cepsicec, C.A., IcnaHis;

nakyBaHHS, BUMNYCK cepii:

Mepk Wapn i Joym B.B.,
HigepnaHaw;

nakyBaHHS, BUMNYCK cepil:

OpraHoH XeWncT 0B,
Benbris

Icnanis/
Hinepnangn
| Benbris

BHECEHHS 3MiH [0 peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWMI Nikapcbkuin 3aci6. 3MiHN Yy
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO
AKOCTi FOTOBOrO NikapcbKoro 3acoby
(3amiHa abo foaaBaHHS AinbHULLI, Ha SKi
3[iNCHIOETLCS KOHTPOIbL/BUNPOGYBaHHS
cepii). JoaasaHHsA ainbHuui Mepk Wapn i
Ooym JINC, 4633 Mepk Poyg, BincoH, HK
27893, CLUA, sk NOTOYHOI AinbHULj, Ha
AIKi 3AiACHI0ETBCS BUNPOBYBaHHS
ctabinbHocTi. [laHni BUPOBHUK BHOCUTBLCS
Tinbku B p 3.2.p.3.1 BUPOGHWK(M). 3MiHu |
Tuny - 3MiHK 3 siKkoCTi. [OTOBMI Nikapcbkui
3aci6. 3MiHM y BUpoOHUUTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYHOTBCS BUMYCKY
cepii Ta KOHTPOIH0 SIKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo
[oaaBaHHSA OinbHULI, Ha SKiR
30iICHIOETLCA KOHTPOML/BUNPOBYBaHHS
cepii). JopaBaHHs OpraHoH ®apma (FOK)
Timiten, LWoTToH, J1erH, KpamniHrToH,
HI123 3 0xtO, Benvka BputaHis, sk
NMOTOYHOI AiNbHULI, Ha AKIN 30iINCHIETLCA
BMNpoOyBaHHs cTabinbHocTi. [laHun
BMPOGHMK BHOCUTbCS TiNbku B p 3.2.p.3.1

3a
peuenmom

UA/10704/01/03
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BUPOGHMK(M). 3MiHM | TURy - 3MiHK 3
skocTi. FoToBUIA Nikapcbkuit 3aci6. 3MiHK y
BMPOBGHMUTBI. 3amiHa abo BBeAEHHS

[04aTKOBOI AinbHULI BUpOBHMUTBA Anst
YacTuHu abo BCbOro BUpoGHUYOro
npoLiecy roToBOro nikapcbKoro 3acoty
(AiNbHUUS ANs BTOPUHHOTO NakyBaHHS) -
HopaeaHHst OpraHoH XelcT 6B, Benbris sik
[0[aTKOBOI AiNbHULI ANS BTOPUHHOMO
nakyBaHHsi gns J13 60 mr, 90 mr, 120 wmr.
BBeaeHHs 3MiH NnpoTsarom 6-T1 mMicsauis
nicnsa 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn
3 sikocCTi. FOTOBMIA NikapCbKMin 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo BBeAEHHSI
[04aTKOBOI AinbHULI BUPpOBHMUTBA Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKoro 3acoby
(BiNbHUUS ANs NEPBUMHHOIO NakyBaHHS).
[opaBaHHsA OpraHoH XeWncT 6B, benbrist Ak
[0AaTKOBOI AiNbHULI 4518 NEPBUHHOIO
nakyBaHHsi ans J13 60 mr, 90 mr, 120 wmr.
BBegeHHs 3MiH NpoTArom 6-Tn micsuis
nicns 3atBepaKeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTI. [0TOBMIA NikapCbKuMin 3aci6.
Cunctema KoHTeNHep/3akynoproBarnbHUiA
3aci6. 3miHa dopmm abo posmipy
KOHTEeWHepa Y1 3aKynopioBarnbHOro 3acoby
(NepBWHHOI yNakoBKu) (HECTEPUIbHI
nikapcbki 3acobu). 36inbLeHHs 06'emy
BiNbHOro npocTtopy 6nicrepa Hag
nikapcbknm 3acobom npubnuaHo Ha 21%
ansa Tabnetok no 60 mr, 90 mr i
3MEHLLEHHSI 06'EMy BiNbHOroO NPOCTOpy
6nictepy Hag nikapcbkum 3acobom
npubnusHo Ha 4,5 % ans Tabnetok no 120
Mr 4Nns 4oaaTkoBoi AinbHuLi OpraHoH
Xewct 6B, Benbrisi. 3aTBepakeHo: blister
pocket design feature:
Punch diameter (mm) 60 mg /90 mg: 18.0;
120 mg: 19.40. Punch depth (mm) 60 mg
/90 mg 5.60; 120 mg 6.10.
B3anponoHoBaHo: blister pocket design
feature: Punch diameter (mm) 60 mg /90
mg /120 mg: 18.90. Punch depth (mm) 60
mg /90 mg /120 mg: 6.10. 3miHun | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHun). 3MiHK
BHECEHi B TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPUWHHOI YNaKOBOK NikapCbKoro 3acoby,
a came: - 3aTBEPPKEHHS! TEKCTY

MapKyBaHHS yNaKoBOK NiKapCbKoro 3acoby
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
OKpeMO A51si ABOX BUPOBHWKIB y 3B'AI3KY i3
BBEAEHHSAM HOBOI AinbHUL,
BignoBiganbHoI 3a (OYHKLH0 NakyBaHHS; -
YTOYHEHHS iHdopMaLlii LWoao norotuny
3asBHUKa. BBeaeHHs 3MiH npoTarom 6-Tn
MicsUiB MicNsa 3aTBepAXEHHS.
27. | APKOKCIA® TabneTku, BKPUTI OpraHoH LLisenuapis BUPOBHMK Icnanis/ BHECEHHS 3MiH 40 peecTpauifiHuX 3a UA/10704/01/04
NniBKOBOO CeHtpan lct HeposdacoBaHoi Benbrisa matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
o6onoHkoto, no 120 m6X NPOAYKLiT, KOHTPOSb

Mr: no 7 TabneTok y
GnicTepi; no 1
Gnictepy B
KapTOHHIl kopobui

AIKOCTi, NaKyBaHHs:
Posi ®apma IHgacTtpian
Cepsicec, C.A., IcnaHis;

nakyBaHHS, BUMYCK cepii:

Mepk Wapn i Joym B.B.,
Higepnanau;

nakyBaHHS, BUMYCK cepii:

OpraHoH XeWncT 6B,
Benbriga

["oToBMI nikapcbkuit 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOO
SIKOCTi FOTOBOIO fikapcbKoro 3acoby
(3amiHa abo goaaBaHHs OinbHULI, Ha SAKiA
3[iNCHIOETLCS KOHTPONbL/BUNPOOYBaHHS
cepii). logaBaHHs ginbHuui Mepk Wapn i
Doym JTNC, 4633 Mepk Poyg, BincoH, HK
27893, CLUA, sk NOTOYHOI AinbHUUj, Ha
SKi 3QiACHI0ETBLCS BUNPOOYBaHHS
cTabinbHocTi. [laHni BUPOGHMK BHOCUTLCS
Tinbku B p 3.2.p.3.1 BUPOBHWK(M). 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBUIA NikapCbKuii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/amiHu, L0 CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOI SAKOCTi FOTOBOro
nikapcbkoro 3acoby (3amiHa abo
[oOaBaHHSA AOinbHULI, Ha SKin
3[iNCHIOETLCSI KOHTPOIbL/BUNPOBYBaHHS
cepii). JopaBaHHs OpraHoH ®apma (FOK)
JimiTen, LWoTToH, J1erH, KpamniHrToH,
HI123 3 0xtO, Benvka BputaHis, sk
NOTOYHOI AiNbHULI, Ha AKIN 30iINCHIETLCA
BMNpoOyBaHHs cTabinbHoCTi. [laHun
BMPOGHMK BHOCUTLCS Tinbkn B p 3.2.p.3.1
BUPOGHWK(M). 3MiHK | TUNY - 3MiHKM 3
sKkocTi. [oTOBMI Nikapcbkuin 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[o[aTKoBOI AinbHULUI BUpobHULTBa Ans
YacTMHKU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbkoro 3acoty
(BiNbHUUS NSt BTOPUHHOTO NaKyBaHHS) -
[opaBaHHA OpraHoH XencT 6B, benbrist Ak
[0AaTKOBOI AiNbHUL ANS BTOPUHHOMO
nakyBaHHst ans J13 60 mr, 90 mr, 120 mr.
BBeneHHs 3MiH NpoTsarom 6-Tu mMicauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
3 AKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3miHK
y BUpoOHMLTBI. 3amiHa abo BBeaEeHHS
[o4aTKoBOI AinbHULI BUpoBHULTBa Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLecy roToBOro fikapCbKoro 3acody
(BinbHUUS ANs NEPBMHHOIO NaKyBaHHS).
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

[opnaBaHHsA OpraHoH XeWncT 6B, benbrist Ak
[0AaTKOBOI AiNbHULI A8 NEPBUHHOIO
nakyBaHHsi gns J13 60 mr, 90 mr, 120 wmr.
BBepneHHs 3MiH NpoTsarom 6-Tu mMicauis
nicns 3aatBepmKeHHs. 3MiHu | Tuny - 3MiHn
3 AKOCTI. [0TOBMIA NikapcbkuMin 3aci6.
Cunctema KoHTenHep/3akynoproBanbHUi
3aci6. 3miHa dhopmm abo poamipy
KOHTEeWHepa Y1 3aKynopioBarnbHOro 3acoby
(NepBUHHOT yNakoBKkW) (HECTEPUIbHI
nikapcbki 3acobu). 36inbLueHHs 06'emy
BiNbHOro NpocTopy Gnictepa Hag
nikapcbknM 3acobom npnbnmnsHo Ha 21%
ons Tabnetok no 60 mr, 90 mr i
3MEeHLLEHHS 06'EMy BiNbHOro NPoOCcTopy
Gnictepy Hag nikapcbkum 3acobom
npubnusHo Ha 4,5 % ansa Tabnetok no 120
Mr Ans gogaTtkoBoi AinbHuUi OpraHoH
XelicT 6B, bBenbrisi. 3aTBepmxeHo: blister
pocket design feature:

Punch diameter (mm) 60 mg /90 mg: 18.0;
120 mg: 19.40. Punch depth (mm) 60 mg
/90 mg 5.60; 120 mg 6.10.
B3anponoHoBaHo: blister pocket design
feature: Punch diameter (mm) 60 mg /90
mg /120 mg: 18.90. Punch depth (mm) 60
mg /90 mg /120 mg: 6.10. 3miHun | Tuny -
3miHun wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHun). 3MiHn
BHECeHi B TEKCT MapKyBaHHS1 NepBUHHOI Ta
BTOPUWHHOI YNaKOBOK NikapCbKoro 3acoby,
a came: - 3aTBEpPPKEHHS! TEKCTY
MapKyBaHHs1 yNakoBOK NikapCbkoro 3acoby
OKpPEMO A11s1 ABOX BUPOGHMKIB y 3B'sI3KY i3
BBEAEHHSAM HOBOIT AinbHUL,
BignoBiganbHOI 3a OYHKLiH0 NaKyBaHHS; -
YTOYHEHHS iHdopMaLii Woao norotuny
3asBHUKa. BBeaeHHs 3miH npoTarom 6-tn
MiCSILiB MicNsi 3aTBEPAXKEHHS.

28.

APKOKCIA®

TabneTku, BKPUTI
NniBKOBOO
o6onoHkoto, no 30
Mr: no 7 TabneTok y
6nictepi; no 1 abo 4
Gnictepuy
KapTOHHiI kopobui

OpraHoH
CeHTpan Ict
m6X

LLisevuapis

BUPOGHMK
Hepo3dhacoBaHoi
NPOAYKUii, KOHTPOIb
AKOCTI, NaKyBaHHS:
Posi ®apma IHpacTpian
Cepsicec, C.A., IcnaHis

nakyBaHHS1, BUMYCK cepii:

Mepk Wapn i Joym B.B.,
Higepnanaun
BUMYCK cepii:

OpraHoH XeWcT 6B,
Benbris

Icnanis/
Benbris

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkuil 3aci6. 3MiHK y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYITbCS BUMYCKY Cepii Ta KOHTPOH
AIKOCTi FOTOBOrO NikapcbKoro 3acoby
(3amiHa abo foaaBaHHS AinbHULL, Ha SKi
3[iNCHIOETLCS KOHTPOIbL/BUNPOGYBaHHS
cepii).

[opasaHHs ainbHuui Mepk Wapn i Joym
JINC, 4633 Mepk Poyg, BincoH, HK 27893,
CLUA, sk NOTOYHOI AiNbHULI, Ha AKil

3a
peuernmom

UA/10704/01/01
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3[iACHI0ETBECS BUNPOOYBaHHS
cTabinbHocTi. JaHni BUPOBHNK BHOCUTBCS
Tinbkn B p 3.2.p.3.1 BUPOGHUMK(M). 3MiHK |
My - 3MiHK 3 AKOCTI. [OTOBMIA NikapCbKuii
3aci6. 3MiHM y BUpoOHMLTBI. 3MmiHa
iMnopTepa/amiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIH SIKOCTi FOTOBOroO
nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHsA AiNbHULI, Ha sKin
3[iNCHIOETLCSI KOHTPOIbL/BUNPOBYBaHHS
cepii). JogasaHHsa OpraHoH Papma (FOK)
JimiTea, WoTToH, JlenH, KpaMniHrToH,
HI23 3 0xHO, Benvka bputaHis, sik
NOTOYHOI AiNbHULI, Ha SKI 30iINCHI0ETLCA
BUNPOOYBaHHSA cTabinbHocTi. [JaHni
BUPOBHMK BHOCUTLCA Tinbkn B p 3.2.p.3.1
BMPOGHWK(M). Mepk Wapn i Joym JIJIC,
4633 Mepk Poya, BincoH,HK 27893, CLLUA
(BMNpobyBaHHst Ha cTabinbHICTb). 3MiHK |
TMny - 3MiHK Wwopao 6esnekn/ePeKTUBHOCTI
Ta chapmakoHarnsay (iHwi 3mMiHu). 3MiHu
BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI Ta
BTOPWHHOI YNaKOBOK NikapCbKoro 3acoby,
a came: - 3aTBEPIKEHHS TEKCTY
MapKyBaHHs yNakoBOK NikapCbKoro 3acoby
OKpPeMO Arsi ABOX BUPOGHWKIB y 3B'A3Ky i3
BBEAEHHSIM HOBOI AiNbHULL,
BignoBiganbHOI 3a OYHKL0 NakyBaHHS; -
YTOYHEHHS iHcpopmallii Lwoao norotuny
3asiBHUKa. BBeaeHHs 3MiH NpoTArom 6-u
MicsiLiB Micnsi 3aTBEPAXKEHHS.

29.

APOKCUKAM

Tabnetkun no 7,5 wr,
no 10 Tabnetok y
6nicTepi; no 1
Gnictepy y
KapTOHHIN navui

AypobiHgo
®dapwma ITa

IHAia

AypobiHgo Papma fNimiten

- FOHiT I

IHais

BHECEHHS 3MiH 10 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHeHUX AaHuX Npo cUcTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHEHUX AaHUX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOi
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
apmakoHarnsaay; KOHTaKkTHoOi ocobu 3
apmakoHarnsay 3asiBHVKa Ansi
34icHeHHs bapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsay (BKMHOYaKYM KOHTaKTHI
naHi) Ta/abo 3MiHK y po3MiLLleHHI MacTep-
aina cuctemu chapmakoHarnsgy) -3miHa
KOHTaKTHOI 0cobu 3asiBHUKA,
BiNoOBiganbHoi 3a papMakoHarnag B
YkpaiHi.

3a
peuenmom

UA/11516/01/01
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

[itoua pegakuisi: CamoiineHko Aptem
MaBnoswuy. MNponoHoBaHa peJakuist:
CasueHko Omutpo CepriioBndy. 3miHa
KOHTaKTHUX JaHMX KOHTaKTHOI ocobum
3asBHMKa, BignoBiganbHoI 3a
chapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaXoQKeHHA MacTep-ganna
cucTeMun dhapmakoHarnsgy Ta noro
HoMepa.

30.

APOKCUKAM

Tabnetku no 15 wr,
no 10 Tabnetok y
Gnictepi; no 1
Gnictepy y
KapTOHHIN navui

AypobiHgo
®dapwma JlTg

IHgia

AypobiHgo ®apma Jlimiteq

- FOHiT Il

IHgia

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta
cdapmakoHarnsgy. BeegeHHsi abo 3aMiHn
00 y3aranbHEHUX AaHux Npo cucTemy
capmakoHarnsgy (BBegeHHs
y3aranbHEHUX 4aHux Npo cuctemy
dapmakoHarnsay, 3MiHa yNnoBHOBaXEHO
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHuKa ons
30iNCHEHHs hbapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
capmakoHarnsgy (BKoYaym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
danna cuctemu dpapmakoHarnsgy) -3miHa
KOHTaKTHOT 0cO0M 3asiBHUMKA,
BiAgnoBiganeHoi 3a hapMakoHarnsag B
YkpaiHi.

[itoya pepakuisi: CamonneHko Aptem
MaBnoswuy. MNponoHoBaHa peJakuis:
CasyeHko [imutpo CepriioBuy. 3miHa
KOHTaKTHMX JaHMX KOHTaKTHOI ocobu
3asBHMKa, BiAnNoBiaanbHoI 3a
bapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxoMKeHHs MacTep-danna
cuctemu chapmakoHarnsgy Ta noro
HoMepa.

3a
peuenmom

UA/11516/01/02

31.

APTPO-TPAH

rpanHynu, no 10ry
neHani nonimepHomy
abo crakoHi 3
KpULLIKOIO; No 1
neHany abo
dnakoHy B nauui 3
KapToHy abo no 5r
rpaHyn y KoHTenHepi
3 [O3yBaHHAM; Mo 2
KOHTEWHepu B nayui
3 KapTOHY

MpAT
"HauioHanb
Ha
[omeonaTtuy
Ha Cninka"

YkpaiHa

MpAT "HauioHanbHa
omeonaTnyHa Cninka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn WwWono
6e3nekn/ecdeKkTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHeHWX JaHuxX Npo cucTemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHUX AaHux npo cucTemy
bapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi
ocobwu, BignoBifanbHOI 3a 34iNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
hapmakoHarnagy 3asBHuKa Ans
3AiNCHEeHHA dhapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA BiJ YNOBHOBaXEHOI

6e3
peuyenma

UA/8451/01/01




23

[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMIOYayM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
canina cuctemn chapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOI 0cobu 3asiBHUKA,
BignoBigansHoi 3a hapMakoHarnsag,.
[Litova pepakuis: TkadyeHko TeTsHa
MeTpieHa. MponoHoBaHa pepakuis: Enb
Kasinb Hatanis KOpiisHa.
32. | ATOMOKCUH® Kancynu Teepgi, no TOB YkpaiHa BUPOOBHMLTBO, NaKyBaHHS, peuis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/18978/01/01
10 mr, no 7 kancyn y "ACIHO KOHTPOIb SKOCTi Ta BUMYCK matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
Gnictepi; no 1 YKPAITHA" cepii nikapcbkoro 3acoby: CepTudikat BignosigHocTi/[E-cepTudikat

Gnictepy B
KapTOHHIN navui

®APMATEH

IHTEPHELLUHN C.A.,

[peuiqa; nakyBaHHs,

KOHTPOb SIKOCTi Ta BUNYCK
cepii nikapcbkoro 3acoby:
SAPMATEH C.A., Ipeuis

BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBneHoro cepTudikata
BiNOBIigHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BPONENChKiN
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/NpoMixXHOro
NPOAYKTY, O BUKOPUCTOBYOTLCA Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponewicbkin bapmakonei) - Hosun
cepTugikat Bia HOBOro BUpobHMKa (3amiHa
abo J0NOBHEHHS) - NOAaHHSA HOBOTO
cepTudikaTta BignoBigHOCTI €BpONenchbKin
dapmakonei Ne R1-CEP 2015-150 - Rev
00 ans A®l aTomokceTuHy rigpoxnopuay
BiJj HOBOrO anbTepHaTUBHOIO BUPOOHMKa
ZCL CHEMICALS LTD., IHgia. 3miHu |
TMny - 3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiQMNOBIAHOCTI €BpONENChHKIl
dapmakonei/moHorpadii. MogaHHsa HoBoro
abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUMyYeHHs
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/npoMiXXHOro
NpOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyvoBuHu (FE-cepTudpikat BignosigHocTi
€Bponelicbkiii hapmakonei ans
Adl/BuxigHoro
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo gonomixHoi pevoBuHM) - HoBui
cepTudikaT AN BUXiAHOIO
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo [onoMiXkHOI pe4oBMHM Big HOBOro abo
BXe 3aTBEpPKEHOro BUPOOHMKaA - NOAaHHS
Hosoro E-cepTudikaTa BignosigHoCTI
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

€Bponeicbkin dapmakonei Ne R1-CEP
2015-138 - Rev 00 gns xenatuHy Big
HoBoro BupobHuka GELITA AG,
HimeyumnHa.

33.

ATOMOKCUH®

Kancynuv Teepai, no
18 mr no 7 kancyny
GnicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa,
YkpaiHa,
Ykpaina

BUPOGHMLUTBO, NaKyBaHHS,
KOHTPOIb SIKOCTi Ta BUMYCK
cepii nikapcbkoro 3acoby:
SAPMATEH
IHTEPHELLHI C.A.,
[peuiqa; nakyBaHHS,
KOHTPOIb SIKOCTi Ta BUMYCK
cepii nikapcbkoro 3acoby:
SAPMATEH C.A., peuis

[peuis

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-ceptudikat

Bi4NOBIQHOCTI €BpONEenchbKiin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBMeHoro cepTudikara
BiANOBiAHOCTI 260 BUMYyYeHHS
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro

MaTepiany/peareHTy/NpoMiKHOroO

NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (CepTUdikaTt BiAMOBIAHOCTI
€Bponeiickkin hapmakonei) - Hosui
cepTugikart Bia HOBOro BUpobHMKa (3amiHa
abo OONOBHEHHSA) - NOAAHHSA HOBOMO
cepTuddikata BignoBigHOCTI €Bponenchkii
capmakonei Ne R1-CEP 2015-150 - Rev
00 ansa A®Il aTomoKkceTHHy rigpoxnopuay
Bi] HOBOrO anbTepHaTMBHOIO BUPOGHUKa
ZCL CHEMICALS LTD., IHgis. 3miHu |
Tmny - 3MiHn 3 gxkocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat
BigMNOBIAHOCTI €BpONENChHKiIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BigNoBigHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
dapmakonei: gna A®l; ons BUxigHoro
marepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BUPOGHMUTBI ADI; AnNs 4ONOMiKHOI
peyoBuHu (FE-cepTudikat BignosigHocTi
€Bponelicbkini hapmakonei ans
Adl/BuxigHoro
matepiany/peareHTy/npoMiXKHOro NPOAYKTY
abo fonomixHoi pevoBuHM) - HoBui
cepTudikaT ons BUXigHoro
matepiany/peareHTy/npoMiXKHOro NPOJYyKTY
abo JONOMIDKHOT peyYoBMHM Bif HOBOro abo
BXE 3aTBEPAXEHOro BUPOOHMKA - MOAaHHS
HoBsoro [E-cepTudikaTa BignosigHoCTi
€poneicbkini hapmakonei Ne R1-CEP
2015-138 - Rev 00 gns xenatuHy Big
HoBoro Bupo6Huka GELITA AG,
HimeyumHa.

3a
peuenmom

UA/18978/01/02

34.

ATOMOKCUH®

Kancynu Teepgi, no

TOB

YkpaiHa,

BMpO6HI/1LlTBO, NakyBaHHA,

peuis

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

UA/18978/01/03
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

25 Mr no 7 kancyny
GnicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIN nayui

"ACIHO
YKPAIHA"

YkpaiHa,
Ykpaina

KOHTPOIb SIKOCTi Ta BUMYCK
cepii nikapcbkoro 3acoby:
®APMATEH
IHTEPHELLHI C.A.,
[peuis; nakyBaHHS,
KOHTPOIb SIKOCTi Ta BUMYCK
cepii nikapcbkoro 3acoby:
SAPMATEH C.A., INpeuisi

matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/l E-ceptudikat
BiZNOBIgHOCTI €Bponenchkin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudikaTta
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: ana ADI; onsa BUXigHoro
MaTepiany/peareHTy/npoMixkHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiIXKHOI
peyoBUHM (cepTudikaT BiaNOBIAHOCTI
€Bponeiickkin thapmakonei) - Hosui
cepTudikaT Bi HOBOro BUpOOHWKa (3aMiHa
abo JONOBHEHHS) - NOAaHHSA HOBOTO
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei Ne R1-CEP 2015-150 - Rev
00 ans A®l aTomMOKceTHHyY rigpoxnopuay
Bi] HOBOrO anbTepHaTMBHOIO BUPOGHUKa
ZCL CHEMICALS LTD., IHgisi. 3MiHn |
Tmny - 3MiHu 3 sikocTi. CepTudpikaT
BignosigHocTi/lE-cepTudikaT
BiZNOBIQHOCTI €BpONEnChKiN
capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBneHoro cepTudikata
Bi4NOBIgHOCTI abo BUNYyYeHHs
cepTudcpikaTa BignoBigHOCTi €Bponenchkin
dapmakonei: gna A®l; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOrO
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; AnNs 4ONOMiKHOI
peyosuHu (FE-cepTudikat BignosigHocTi
€Bponelicbkini hapmakonei aons
Adl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOJYKTY
abo gonomixHoi pevoBuHK) - Hosui
cepTudikaT ans BUXigHOro
matepiany/peareHTy/npoMiKHOro NPOJYKTY
abo JOonNoMiXKHOT peyYoBMHM Bif HOBOro abo
BXE 3aTBEPAXEHOro BUPOOHMKA - MOAaHHS
HoBoro [E-cepTudikaTa BignosigHoCTI
€ponericbkini hapmakonei Ne R1-CEP
2015-138 - Rev 00 gns xenatuHy Big
HoBoro BupobHuka GELITA AG,
HimeyumnHa.

peuenmom

35.

ATOMOKCUH®

Kancynu TBepgi, no
40 mr no 7 kancyny
GnicTepi; no 1 abo
no 2 6nictepu B
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

BMPOOHMLITBO, NaKyBaHHS,
KOHTPOIb SKOCTi Ta BUMYCK
cepii nikapcbkoro 3acoby:
®APMATEH
IHTEPHELLHIT C.A.,
peuis; nakyBaHHS,

peuis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta

3a
peuernmom

UA/18978/01/04
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOHTPOIb SKOCTI Ta BUMYCK
cepii nikapcbkoro 3acoby:
SAPMATEH C.A., Ipeuis

BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONEnchbKiin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixkHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€sponewicbkin dbapmakonei) - Hosun
cepTugikart Big HOBOro BUpobHMKa (3amiHa
abo OONOBHEHHS) - NOAAHHSA HOBOTO
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
¢apmakonei Ne R1-CEP 2015-150 - Rev
00 ans A®l aTomMoOKceTHHyY rigpoxnopuay
B, HOBOrO anbTepHaTUBHOIO BUPOOHMKa
ZCL CHEMICALS LTD., IHais. 3miHu |
Tmny - 3MiHK 3 sikocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT
BiNOBIgHOCTI €Bponenchkii
capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBreHoro ceptudikara
BiNoOBIigHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna ADI; onsa BUXigHoro
MaTepiany/peareHTy/NpoMixXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peyoBuHu (FE-cepTudikat BignosigHocTi
€Bponelicbkini hapmakonei aons
Adl/BnxigHoro
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo gonomixHoi pevoBuHM) - HoBui
cepTtudikaT Ansa BUXigHOIO
matepiany/peareHTy/npoMiXKHOro NPOJYKTY
abo [onoMiXKHOI pe4oBMHM Big HOBOro abo
BXe 3aTBEpOKEHOro BUPOBHMKa - NOAaHHS
HoBoro [E-cepTudikata BignosigHOCTI
€Bponelicbkini papmakonei Ne R1-CEP
2015-138 - Rev 00 gns xenatuHy Big
HoBoro Bupo6Huka GELITA AG,
HimeyumnHa.

36.

AYPOKCETUN

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 500
mr; no 10 TabneTok
y GnicTepi; no 1
Gnictepy B
KapTOHHiI kopobLyi

AypobiHgo
®dapwma ITa

IHaia

AypobiHgo ®apma J14.
IOHiIT VI, Bnok D

IHaia

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn WwWono
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHWX JaHuxX Npo cucTemy
apmakoHarnagy (BBegeHHs
y3aranbHeHVX JaHUX Npo cucTemy
bapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsaay; KOHTaKkTHoOi ocobu 3
dapmakoHarnsagy 3asBHvKa ans

3a
peuenmom

UA/12973/01/02
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNMOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy (BKoYaym KOHTaKTHi
AaHi) Ta/abo 3miHWM y po3MilLEeHHi MacTep-
canina cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHYMKA,
Bi4noBiganbHoi 3a papMakoHarnsag B
YkpaiHi. [itoya pegakuis: CamonneHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuisa: CaB4eHko Omutpo Ceprinosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKa, BiANoBiganbHoI 3a
bapmakoHarnag B YkpaiHi. 3miHa
MiCLie3HaXoMKeHHA MacTep-ganna
cuctemun cpapmakoHarnagy Ta mnoro
Homepa.

37.

AYPOKCETUN

TabneTkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 250
mr; no 10 TabneTtok
y 6nictepi; no 1
Gnictepy B
KapTOHHIl kopobui

AypobiHgo
dapwma JITg

IHgia

AypobiHgo dapma JlTa.

HOHiT VI, Briok D

IHgia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3miHK Wwopo
6e3nekn/edeKkTuBHOCTI Ta
cdapmakoHarnsgy. BeegeHHsi abo 3aMiHM
00 y3ararnibHEHUX AaHUX Npo CUCTemMy
capmakoHarnsgy (BBeaeHHs
y3aranbHEHUX AaHUX Npo cuctemy
tbapmakoHarnagy, aMmiHa ynoBHOBaXeHOi
ocobu, BignoBiganbHoi 3a 34iINCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
dapmakoHarnsgy 3asiBHVKa ans
3AiNCHEeHHA hapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKIOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darina cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BiAgnoBiganeHoi 3a hapMakoHarnsag B
YkpaiHi. [itoya pegakuis: CamoneHko
ApTtem MNasnosuy. MNMponoHoBaHa
pepakuis: CaB4yeHko Omutpo CeprioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLe3HaxomKeHHs macTep-danna
cuctemun chapmakoHarnsgy Ta noro
HoMmepa.

3a
peuenmom

UA/12973/01/01

38.

AYPOKCOH

NopoLLOK Anst
PO34MHY AnIs iH'eKLin
abo iHdysin, no 500
Mmr, no 1 onakoHy y
navui 3 KapToHy

AypobiHgo
®dapwma JITg

IHaia

AypobiHgo ®apma T4

IHaina

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHu
[0 y3aranbHEHUX AaHUX NMPO CUCTEMY
dapmakoHarnsigy (BBeAeHHs

3a
peuernmom

UA/11624/01/01
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

y3aranbHEHUX AaHUX Npo cucTemy
dapmakoHarnsay, 3MiHa yNnoBHOBaXEHOT
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsgy 3asiBHuKa ans
34iicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BignoBigansHoOi 3a 30iNCHEHHS!
chapmakoHarnsgy (BKoYaym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
danna cuctemmn apmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiANoOBiganbHoOI 3a hapMmakoHarnag B
YkpaiHi. [itova pegakuis: CamonneHko
ApTtem Nasnosuy. NponoHoBaHa
pegnakuis: CaByeHko ImuTtpo CeprioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHOI 3a
capmakoHarnag B YkpaiHi. 3MiHa
MicLie3HaxoMKeHH MmacTep-danna
cuctemn cpapmakoHarnagy Ta noro
HoMepa.

39.

AYPOKCOH

NOPOLLIOK ANis
PO34MHY ANg iH'eKUin
abo iHdya3in, no
1000 mr, no 1
dnakoHy y nayui 3
KapTOHY

Aypobingo
dapwma JITg

IHaisa

Aypob6iHgo ®apma T4

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHeHUX AaHuX Npo cUcTemy
dapmakoHarnsay (BBeAeHHs
y3aranbHEHUX AaHUX Npo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOi
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
dapmakoHarnsgy 3asiBHVKa ans
3AicHeHHs hapmakoHarnsagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6U 3asiIBHYMKA,
BifnoBiganbHoi 3a papMakoHarnag B
YkpaiHi. [itoua pegakuis: CaMmonneHko
Aptewm MNasnosuy. MponoHoBaHa
pepakuisa: CaByeHko AmuTtpo Ceprinosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHMKA, BianoBiganbHoi 3a
cbapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxomKeHHs macTep-danna
cuctemun chbapmakoHarnsgy Ta noro
HoMepa.

3a
peuenmom

UA/11624/01/02

40.

AYPOKCOH

NOpOLLOK Ansa

AypobiHgo

IHOisa

AypobiHgo ®apma N1

IHOisa

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

UA/11624/01/03
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

PO34MHY ANg iH'eKUin
abo iHdysin, no
2000 mr, no 1
bnakoHy y nayui 3
KapTOHY

dapwma JITg

MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/ePekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHn
[0 y3araribHEHUX AaHUX NPO CUCTEMY
dapmakoHarnsgy (BeaeHHs
y3aranbHEHUX AaHUX Npo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi
ocobu, BignoBigansHoOi 3a 30iNCHEHHS!
chapmakoHarnsgy; KOHTakTHoOi ocobu 3
chapmakoHarnsigy 3asiBHMKa ons
3AiNCHEHHA apmakoHarnagy B YkpaiHi,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaUM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
daiina cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BiANoOBiganbHoOI 3a hapMmakoHarnag B
YkpaiHi. Jitoya pegakuis: CamoineHko
ApTtem MNasnosuy. MNMponoHoBaHa
pegakuis: CaByeHko AmuTtpo CeprioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIganbHOI 3a
capmakoHarnag B YkpaiHi. 3MiHa
MicLie3HaXoMKeHHA MacTep-danna
cuctemu cbapmakoHarnsigy Ta noro
Homepa.

peuenmom

41.

AYPOMITA3

NopoLLOK Ans
PO34MHy Anis iH'eKLin
no 1000 wmr; 1
PNaKoH 3 NMOPOLLKOM
Y KapTOHHIl kopobui

AypobiHgo
®dapwma g

IHaia

AypobiHgo Papma

Nimitea, HOHIT-VI

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHUX Npo CUCTeMy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeH/X JaHUX Npo cuctemy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsigy 3asiBHUKa ons
3AicHeHHs hapmakoHarnsagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHU y po3milLleHHi MacTep-
chanina cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0co6U 3asiBHYMKA,
BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. [itoua pegakuis: CamonneHko
Aptewm MNasnosuy. MponoHoBaHa
pepakuisi: CaB4yeHko Omutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBiganbHOI 3a

3a
peuenmom

UA/13165/01/01
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20

3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
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capmakoHarnag B YkpaiHi. 3miHa

MicLie3HaxoMmKeHH macTep-danna

cuctemun cpapmakoHarnagy tTa moro
Homepa.

42.

AYPOMNOOOKC

TabneTku, BKPUTI
NniBKOBOIO
o6onoHkoto, no 100
mr, no 10 TabneTok
y 6nictepi; no 1
Gnictepy B
KapTOHHiI kopobui

AypobiHao
dapwma JITg

IHaisa

AypobiHgo ®apma JiTa.

HOHiT VI, Brniok D

IHaisa

BHECEHHS 3MiH 40 peecTpauifiHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/ePekTMBHOCTI Ta
apmakoHarnagy. BeegeHHst abo 3amiHn
[0 y3araribHEHUX AaHUX NMPO CUCTEMY
capmakoHarnsgy (BBegeHHs
y3aranbHEHUX AaHUX Npo cucTemy
tbapmakoHarnagy, aMmiHa ynoBHOBaXeHOi
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
hapmakoHarnsay; KOHTaKTHOi ocoou 3
chapmakoHarnsigy 3asiBHMKa ons
30iNCHEHHs hapmakoHarnaay B YKpaii,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
capmakoHarnsgy (BKoYaym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
daiina cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiANoBiganbHoi 3a papMakoHarnsag B
YkpaiHi. Jitoya pegakuis: CamoineHko
ApTtem Nasnosuuy. NponoHoBaHa
pepakuisa: CaByeHko AmuTtpo CeprinoBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BianoBiganbHoi 3a
bapmakoHarnag B YkpaiHi. 3miHa
MicLe3HaxoMmKeHHs MacTep-danna
cuctemun chbapmakoHarnsgy Ta noro
HoMepa.

3a
peuenmom

UA/13403/01/01

43.

AYPOMOAOKC

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkoto, no 200
mr, no 10 TabneTok
y bnicTepi; no 1
6nictepy B
KapTOHHiI kopobui

AypobiHgo
®dapwma ITa

IHaia

AypobiHgo ®apma N14.

tOHiT VI, Briok D

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
00 y3aranbHeHUX AaHuX Npo cUcTeMy
capmakoHarnsgy (BBeLeHHs
y3aranbHeHVUX JaHUX Npo cuctemy
bapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
apmakoHarnsgy 3asiBHVKa Ans
3AiNCHEHHSA dhapmakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
bapmakoHarnsgy (BKMYa4ym KOHTaKTHi
[OaHi) Ta/abo 3MiHM y po3MmilLLeHHi MacTep-
darina cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a dpapMakoHarnsg B

3a
peuenmom

UA/13403/01/02
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YkpaiHi. [itoya pegakuis: CamonneHko
ApTtem MNasnoswuy. MNMponoHoBaHa
pegakuis: CaByeHko [AmuTtpo CeprinoBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asiBHKKA, BiagnosiganbHoi 3a
chapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaXoQKeHHA MacTep-ganna
cucTeMun dhapmakoHarnsgy Ta noro
HoMepa.

44,

AYPOTA3-P

NOpOLLOK ANs
pPO34nHy Ans
iH'ekuin, no 2,25 r
NOPOLLIKY Y dONaKoHi;
no 1 dnakoHy B
KapTOHHIl kopobui

AypobiHgo
®dapwma JlTg

IHgia

AypobiHgo ®apma Jlimiteq

HOHiIT XII

IHgia

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta
cdapmakoHarnsgy. BeegeHHsi abo 3aMiHn
00 y3aranbHEHUX AaHux Npo cucTemy
capmakoHarnsgy (BBegeHHs
y3aranbHEHUX 4aHux Npo cuctemy
dapmakoHarnsay, 3MiHa yNnoBHOBaXEHO
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHuKa ons
30iNCHEHHs hbapmakoHarnaay B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
capmakoHarnsgy (BKoYaym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
darna cucremu dpapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiAgnoBiganeHoi 3a hapMakoHarnsag B
YkpaiHi. [itova pegakuis: CamonneHko
Aptewm MNasnosuy. NMponoHoBaHa
pepakuis: CaB4eHko Omutpo CeprioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHMKA, BianoBiganbHoOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxXOMKeHH MacTep-danna
cuctemun chbapmakoHarnsgy Ta noro
Homepa.

3a
peuenmom

UA/12809/01/01

45.

AYPOTA3-P

NMopOLLOK A1
PO34MHyY Ans
iH'ekuin, no4,5r
NOPOLLIKY Y ¢priakoHi;
no 1 dnakoHy B
KapTOHHiIl kopobui

Aypobingo
®dapwma ITa

IHAia

AypobiHgo Papma fNimiteq

HOHiT XII

IHais

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
[0 y3aranbHeHUX AaHuX Npo cucTemy
dapmakoHarnsigy (BBeAeHHS
y3arasnbHeHMX JaHuX Npo cuctemy
bapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsaay; KOHTaKkTHOi ocobu 3
dapmakoHarnsay 3asiBHVKa Ans
3AicCHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BiAnoBiaanbHOI 3a 3[iNCHEHHS

3a
peuenmom

UA/12809/01/02
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chapmakoHarnsgy (BKoYaym KOHTaKTHi
AaHi) Ta/abo 3miHM y po3MilLEeHHi MacTep-
canina cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHYMKA,
BignoBiganbHoi 3a papmakoHarnsag B
YkpaiHi. [itoya pegakuis: CamonneHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuis: Cas4eHko Omutpo Ceprinosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
apmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaXoMKeHHA MacTep-danna
cuctemn cpapmakoHarnagy Ta moro
HomMepa.

46.

ADJTYBIH®
NEHUKUKNOBIP

kpem 1 %; no2rB
Ty6i, no 1 1y6i y
KapTOHHIN kopobLi

TOB
«MEPPIFO
YKPAIHA»

YkpaiHa

BUPOBHMLUTBO 3a NOBHUM
umknom: MegxeHikc
BeHentokc HB

Benbria

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
A®|. BupobHuuTteo. 3miHa BUpobHuKa
BUXigHOro/MPOMiXKHOIo
npoaykTy/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoBOHUKa
(Bkntoyatoumn, oe HeobxigHo, micue
npoBeaeHHs KOHTpornto skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeickkin dapmakonei y
3aTBepAKEHOMY A0ChE)(3anpornoHOBaHUM
BMPOGHWK HanexuTb 4o Tiei camoi
BUPOGHMYOT Fpynu MigNpUEMCTB, LLO 1
3aTBEpAKEHNIN) AO4aBaHHA HOBOTO
BMPOGHYKa fit040i pevoBUHM Tiei camoi
BMPOGHMYOI rpynu NignpuemMcTs, WO i
3aTBepakeHun — Zhejiang Charioteer
Pharmaceutical Co., Ltd., China (Fengxi
West Road No.5, Modern Industry Zone,
Xianju, Zhejiang Province, 317300, P.R.
China), BignoBigansHoro 3a BUpOGHMLITBO
Bif, BUXiAHOT CUPOBUHM OO MPOMIKHOIO
NPOAYKTY HEOUMLLIEHWUIA NMEHLUMKITOBIP.
3aTBepaoxeHnit BUpobHuk Zhejiang
Charioteer Pharmaceutical Co., Ltd.,
China (Tongyanxi, Dazhan, Xianju,
Zhejiang Province, 317321, P.R)
3AifcHIOBaTMME BUPOGHMLTBO BiA
NPOMiXKHOTO HEOYMLLLEHOTO NMEHUMKITOBIPY
0o kiHuesoro A®l.

BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis
nicns 3aTBepaXeHHs. - 3MiHu | Tuny -
3miHu 3 sikocTi. A®I. CtabinbHicTb. 3miHa
nepioy NOBTOPHWUX BUNpobyBaHb/nepioay
30epiraHHst abo ymoB 36epiraHHst Al (3a
BiJCYTHOCTI Y 3aTBEpAKEHOMY [1OCbE

6e3
peuenma

UA/7440/01/01
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cepTuddikaTta BignoBigHOCTI €Bponenchkin
dapmakonei, Lo BKHOYae nepioq
NOBTOPHOro BMNpOoGyBaHHs) (Nepiog
NOBTOPHOro BUNpobyBaHHs/nepios
36epiraHHs) - 36inbLUeHHss abo BBEAEHHS
nepiogy NOBTOPHOrO
BUNpoOyBaHHs/nepioay 36epiraHHsA Ha
OCHOBI pe3ynbTaTiB A4OCHIAKEHD Y
peanbHOMY 4Yaci 3GinbLUEHHS TEPMiHY
nepekoHTposto AdI (retest period).
3artBepokeHo: 36 mic, 3anponoHoBaHo: 48
Mmic. BBeaeHHs 3MiH NpoTarom 6-Tn micauis
nicnsa 3aTBepaKeHHsI. - 3MiHu | Tuny -
3miHu 3 gxkocTi. A®Il. KonTtponb A®I. 3miHa
y napameTpax cneumdikauin Ta/abo
OONYyCTUMUX MEX, BU3HAYEHUX Y
cneundikauisx Ha A®I, abo
BUXiOHWUIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BUKOPWCTOBYIOTBCS Y NMPOLIECI
BMpo6HMUTBa ADI (BUMYy4YEHHSA HE3HAYHOTO
nokasHuKa siIKoCTi (Hanpuknag, BUIyYeHHs
3acTapinoro nokasHuka)) BUNy4eHHs 3i
cneundikauii A®I nokasHmka «ACP» (2-
Amino-6-chloropyrine) 3 HopMyBaHHSIM <5
ppm. BBeaeHHsa 3MiH npoTarom 6-tn
MicsILiB Micnsi 3aTBEPOKEHHS. - 3MiHu |
Tuny - 3MiHn 3 sikocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo
[OMYyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha AdI, abo
BVXiAHWIA/MPOMiXXHWI NpoayKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y NMPOLIECI
BUPOGHMUTBa ADI (BUNYyYEHHS HE3HAYHOTO
nokasHuKa siIKoCTi (Hanpuknag, BUIy4YeHHs
3acTapinoro nokasHuka)) BUNMyYeHHs 3i
cneundikadii A®| nokasHuka «DMAP» 3
HopMyBaHHAM <180 ppm. BeBegeHHs 3MiH
npoTtsarom 6-Tu micauis nicns
3aTBEPKEHHS. - 3MiHM | TUNY - 3MiHK 3
sikocTi. A®Il. KoHTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo
BMKOPVCTOBYIOTBCS Y NMPOLIECI
BUPOGHMLUTBa AD| (BUNYyYEHHS HE3HAYHOTO
noKasHuKa sSIKOCTi (Hanpuknag, BUIyYeHHs
3acTapinoro nokasHuka)) BUNy4YeHHs 3i
cneuudikauii A®| nokasHuka LOD (Loss of
drying) (EP 2.2.32). B cneuudikauii API
NPOJAOBXYE KOHTPOIMHOBATUCS MOKa3HMK
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«Water» (2.5.12). BeegeHHs 3amiH
npoTarom 6-Tn micauis nicns
3aTBEPOKEHHS.

- 3MiHu | TNy - 3miHn 3 akocTi. API.
KoHTponb A®Il. 3miHa y napameTtpax
cneungikaui Ta/abo gonycTMMmMx Mex,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIOHWI/MPOMDKHWIA NpOdYyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLIEC
BUpoGHMLTBa ADI (BUNYYEHHS HE3HAYHOro
noKasHuKa siKOCTi (Hanpuknag BUy4YeHHs
3acTapiforo NokasHuka)) BUNy4YeHHs 3i
cneumndikauii A®| nokasHuka «Residual
solvents». BBegeHHs 3MiH NpoTsarom 6-Tu
MicsiLiB nicnsi 3aTBepOXKEHHS. - 3MiHu |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL.
3miHa y napameTpax cneuudikauin Ta/abo
OOMNYCTUMUX MEX, BUSHAYeHUX y
cneungikauisx Ha A®l, abo
BVXiAHWN/MPOMDKHUI NpoAyKT/pearexT, LWo
BMKOPUCTOBYIOTLCA Y NPOLIEC
BUpobHMuTBa AP (iHLWi 3MiHM) 3MiHK B
n.3.2.S.2.3.KoHTponb maTepianis Ta
n.3.2.S.2.4.KoHTpOrnb KPUTUYHKX CTagin Ta
NPOMIKHOT NPOAYKLIT, @ caMe PO3LLUMPEHHS
Mex cneuwmdikauii napameTpa «related
substances» npu BUNpoGyBaHHS peareHTy
auxrnopmeTaHy (3akpuTa YactuHa ASMF).
BBeneHHs 3MiH NnpoTsarom 6-Tu MicauiB
nicns 3aTBepaXeHHs. - 3MiHu | Tuny -
3miHu 3 akocTi. A®Il. KonTponb A®l. 3miHa
y napameTpax cneuudikauin Ta/abo
[ONYCTUMUX MeX, BUSHAYeHUX y
cneuudikauisx Ha AdI, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y NMPOLIECI
BUpOoGHMUTBa ADI (iHLWI 3MiHM) 3MiHU B
n.3.2.S.2.3.KoHTponb maTepianis Ta
n.3.2.S.2.4.KOHTpOnb KpUTUYHUX CTadin Ta
NPOMIXXHOI NPOAYKLi, a caMe pO3LLUNPEHHS
MexX cneuwmdikalii napameTpa peareHTy
«AekapbokcurnboBaHa crosyka» 3a
nokasHvKoM aekapbokcunboBaHa cronyka
A (3akpuTa yactmHa ASMF). BBegeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBEpOKEHHSL. - 3MiHK | TUny - 3MiHK 3
skocTi. A®Il. Kontponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo
OOMNYCTUMUX MeX, BUSHAYeHUX y
crneundikauisx Ha A®l, abo
BUXiOHWIA/MPOMIDKHWUIA NpOJYyKT/peareHT, Wwo
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BMKOPUCTOBYIOTLCA Y NPOLIEC
BUPoOHMUTBA ADI (iHLWi 3MiHW) 3MiHW B
n.3.2.S.2.3.KoHTponb MaTepianis Ta
n.3.2.S.2.4.KoHTpOrnb KPUTUYHKX CTagiln Ta
NPOMIXHOI NPOAYKLIii, 8 Came POo3LLUNPEHHS
MeXx crneundikauii napameTpa «Boga»
npv TecTyBaHHi nokasHuka «Recovered
DMF» (3akpuTa yactmHa ASMF).
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicna 3aTBepaKeHHs1. - 3MiHu | Tuny -
3MmiHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa
y napameTpax cneumdikauin Ta/abo
OONYCTUMUX MEX, BUSHAYeHNX y
cneundikauisx Ha A®l, abo
BUXiOHWUIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLIEC
BMPOGHMLUTBa ADI (3BY>KEHHS AOMYCTUMMX
MeX, BU3Ha4YeHux y crneumdikaLii) amiHn B
n.3.2.S.2.3.KoHTponb maTepianie, a came
3BYXKEHHS JONYCTUMUX MeX Npu
TEeCTYBaHHi BOAU OYULLEHOI 3a NMOKa3HUKOM
«Hitpatn» (3akputa yactuHa ASMF).
BBeneHHs 3MiH NpoTsArom 6-T1 MicsauiB
nicnsa 3aTBepaKeHHsI. - 3MiHuM | Tuny -
3MiHn 3 skocTi. A®l. KoHTponb A®I. 3miHa
y MeTofax BunpobysaHHa A®l abo
BUXiAHOro Matepiany/npomMixxHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BupobHuuTea AP| (He3HauHi
3MiHW Y 3aTBEPAKEHUX MeToaax
BUNPOOYBaHHS) BHECEHHS 3MiHU 10
posginy 3.2.S.2.3 KoHTpornb matepianis B
mMeToAax BunpobyBaHHA peareHTy (kanito
kapboHaTy) (3akputa YyactuHa ASMF).
BBeneHHs 3MiH NpoTarom 6-Tu MicauiB
nicns 3aTBepOXKEeHHS.

- 3miHu | TMny - 3miHKM 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
mMarepiany/npoMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AP| (He3HauHi
3MiHW Y 3aTBEPAKEHUX MeToaax
BUNpPObyBaHHS)

BHECEHHS 3MiHM Ao po3giny 3.2.5.2.3
KoHTponb matepianis, a came oo
npouenypv BunpobysaHHa DMF Ha
BVIXi]HY PEYOBVHY, LLO CTOCYHOTbCS
nepernsigy onucy MeToay po3paxyHky Ta
YTOYHEHHS Yacy BUTPUMKU (3akpuTa
yactuHa ASMF). BBeieHHS 3MiH NpoTArom
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36
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
6-TK MicAuiB nicna 3aTBepAXEHHS. - 3MiHM
| Tuny - 3miHn 3 skocTi. A®I. KoHTponb

A®I. 3miHa y meTogax BunpobysaHHsa AdI
abo BuxigHoro martepiany/npomikKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (HesHauHi
3MiHM Y 3aTBEpPOXKEHNX METOAAX
BUNPODYBaHHS) BHECEHHS 3MiHW 4O
po3giny 3.2.S.4.2 AHaniTu4Hi MeToankn 3a
nokasHukom «Related substances», a
came 3miHa Ha3B pyxomoi da3n A i
pyxomoi ¢asu B. BBeaeHHs 3amiH
npoTsarom 6-Tu Micauis nicns
3aTBEPKEHHS. - 3MiHM | TUNY - 3MiHK 3
skocTi. A®l. KoHTponb A®I. 3miHa y
mMeTogax BunpobyBaHHst APl abo
BUXIQHOro Matepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (HesHauHi
3MiHW Y 3aTBEPAXKEHUX MeToaax
BUNPOOYBaHHS) BHECEHHS 3MiHU 4O
po3giny 3.2.S.2.3 KoHTponb MaTepianie.
3miHa npouenypw «BTtpatn B maci npu
BUCYLLYyBaHHi» 3 meTtogy ChP Ha «meToq
CYLUiHHSI» NS aKTMBOBAHOIO BYFiNns»
(3akpuTa yactuHa ASMF). BBeaeHHs 3amiH
npoTSArom 6-Tu MicsLiB nicns
3aTBEpOKEHHS. - 3MiHM | Tuny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y
mMeTogax BunpobysaHHs A®Il abo
BUXiAHOro Matepiany/npomMixxHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AD| (HE3HAYHI
3MiHW ¥ 3aTBEpPOXKEHNX METOAAX
BUNPOOYBaHHS) BHECEHHS 3MiHU 0
posginy 3.2.S.2.3 KoHTponb marepianis.
3wmiHa npouenypu «BTpatu npu
BUCYLLYBaHHI» 3 meTody ChP Ha «meToz
CYLUIHHSA» ANS O4mMLLEeHOl eTepudpikoBaHoi
cnonyku (3akputa yactuHa ASMF).
BBeneHHs 3MiH NpoTsarom 6-Tu mMicauis
nicns 3aTBepaXeHHs. - 3MiHm | Tuny -
3miHu 3 gkocTi. A®Il. KonTponb A®l. 3miHa
y MeToaax BunpobysaHHs APl abo
BUXIQHOro matepiany/npoMixkHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHmuTea AP| (He3HauHi
3MiHW Y 3aTBEPAKEHUX MeToAax
BUNPOOYBaHHS) BHECEHHS 3MiHU 10
po3ainy 3.2.S.5 CtaHgapTHi 3pa3ku Ta/abo
npenapatu. OHOBNEHHSI MeToay
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMNpobyBaHHs poboymnx cTaHaapTiB
pomiwkn E i pomiwkm F.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicna 3aTBepaKeHHs1. - 3MiHu | Tuny -
3MmiHu 3 gxkocTi. A®Il. KoHTponb A®I. 3miHa
y MeTofax BunpobyeaHHs APl abo
BUXIQHOro matepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci Bupo6Huutea A®I (HesHauHi
3MiHM Y 3aTBEpPOXKEHNX METOAAX
BUNPODYBaHHS) BHECEHHS 3MiHW 40
po3giny 3.2.S.2.3 KoHTponb MaTepianie.
OHOBEHHA MeToay BMNPODbyBaHHS
CYNyTHiX PE4YOBUH | YNCTOTM ANs 2-
amiHOXMOpNYpUHY (3akpuTa YacTuHa
ASMF). BBeaeHHsi 3MiH npoTsroM 6-u
MicsILiB Micnsi 3aTBEPOXKEHHS. - 3MiHu |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb AdL.
3miHa y MeTofax BunpobyBaHHs A®I abo
BUXIQHOro Matepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (HesHauHi
3MiHW Y 3aTBEPAXKEHUX MeToaax
BUNPOOYBaHHS) BHECEHHS 3MiHU 4O
po3ainy 3.2.S.2.4 KoHTpornb KpUTUYHMX
cTagin Ta NPOMiXXHOT NpoayKuii
OHOBMEHHS MeToay BUNPODYyBaHHS
CYNYTHIX PEYOBUH i YACTOTK AN
HEOYNLLEHOrO NEHUMKITOBIPY. (3akputa
yactuHa ASMF). BBeeHHs1 3MiH NpoTarom
6-Tv MicaLiB NicNsa 3aTBEPAXEHHSI. - SMiHK
| Tuny - 3miHn 3 skocTi. A®I. KoHTpornb
A®I. 3miHa y meTogdax BunpobyBaHHst ADI
abo BMxigHoOro matepiany/npoMikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP| (He3HauHi
3MiHW Y 3aTBEpPOXKEHNX METOAAX
BUNPOOYBaHHS) BHECEHHS 3MiHU 10
po3giny 3.2.S.4.2 AHaniTU4Hi MeToaNKM.
OHOBIEHHS OMUCY METOAY BU3HAYEHHS
[OMILLOK, @ came pedepeHTHOTO PO34KHY,
PO34MHy 3paska, Yacy yTpuMyBaHHSI.
BBeaeHHs 3MiH NnpoTsrom 6-Tu Mmicauis
nicnsa 3aTBepXKEHHS.

- 3miHu | TMny - 3miHm 3 skocTi. ADI.
KoHTponb A®I. 3miHa y meToaax
BunpobyBaHHs APl abo BuxigHOro
MaTepiany/npomiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHmuTea AP| (He3HauHi
3MiHW Y 3aTBEpAKEHUX MeToaax
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[TponoBkeHHs 1oaarka 3
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

BUNPOoOyBaHHS)
BHECEHHS 3MiHu Ao posginy 3.2.5.3.2
Homiwkn. OHOBNEHHS MeToay
BMNpoOyBaHHs BUXiZHOro mMaTepiany
TpueTun 3-6pomnponax-1,1,1-
Tpukapbokcunar (3akpuTa YacTuHa
ASMF). BBeaeHHsi 3MiH NpoTaromM 6-tu
MicsILiB Micnsi 3aTBEpPOXKEHHS. - 3MiHu |
Tmny - 3MiHm 3 sikocTi. A®Il. KoHTponb ADL.
3miHa y MeTofax BunpobyBaHHs APl abo
BUXIQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (HesHauHi
3MiHW y 3aTBEPOKEHNX METOAAX
BUNPOOYBaHHS) BHECEHHS 3MiHW 4O
po3ainy 3.2.S.2.4 KoHTpornb KpUTUYHMX
cTagin Ta NPOMiKHOT NpoayKuii
OHoBREHHS NpoLueaypy BUNpobyBaHHSA
CYNYTHIX PEYOBWUH | YNCTOTW OaNd
nekapboKCnnbOBaHOI CNOMyKW. (3akputa
YactnHa ASMF). BBegeHHs1 3MiH NpoTsirom
6-TK MicAuiB nicnsa 3aTBepAXEHHS. - 3MiHM
| Tuny - 3miHn 3 akocTi. A®I. CTabinbHIiCTb.
3MiHa nepioay NOBTOPHMX
BMNpoOyBaHb/nepiogy 36epiraHHa abo
ymoB 36epiraHHsa A®I (3a BigcyTHOCTI y
3aTBeEpOKEHOMY [0Cbe cepTudikata
BigMNoBigHOCTI €Bponenchkiii hapmakonei,
LLIO BKITHOYAE Nepios NOBTOPHOIO
BUNpoOyBaHHs) (3MiHa y 3aTBEPAXXEHOMY
npoToKoni cTabinbHOCTi) BHECEHHS 3MiHM
Ao po3sginy 3.2.S.7.2 Mpotokon
nicnapeecTpauinHoro BUBYEHHS
cTabinbHoCTI Ta 3060BA3aHHSA LLIOAO0
ctabinbHocTi. commitment 1. Stability
protocol, a came 36inblUeHHs nepioay
[ocnigpkeHHs AOBroCcTPOKOBOi
cTabinbHOoCTI 3 36 o 48 micsauiB.
BBeneHHs 3MiH NpoTarom 6-Tu MicauiB
nicns 3aTBepaXKeHHs. - 3MiHu | Tuny -
3miHu 3 gkocTi. A®Il. KonTtponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo
O0NYyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo
BUXiOHWIA/MPOMDDKHUIA NpOAYKT/peareHT, Wwo
BUKOPUCTOBYIOTBCS Y NMPOLIECI
BUpo6HMLUTBa AD| (BUIMy4YEHHSA HE3HAYHOTO
nokasHuKa sSIKOCTi (Hanpuknag, BUITyYeHHs
3acTapinoro nokasHuka)) BHECEHHS 3MiHW
no posginy 3.2.5.2.3 KoHTponb

MaTtepianis, a came B1ganeHHs
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BunpobyBaHHsA Hatpito Boporigpuay
(3akputa yactuHa ASMF). BBegeHHs 3miH
NpoTSArom 6-Tn MicsLiB nicns
3aTBEPKEHHS. - 3MiHM | TUNY - 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y
napameTpax cneuudikadin Ta/abo
OONyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha Adl, abo
BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y NMPOLIECI
BMpobHMUTBa AD| (BUNYyYEHHSI HE3HAYHOIO
nokasHuKa sIKoCTi (Hanpuknag, BUIyYeHHs
3acTapinoro nokasHuka)) BHECEHHS 3MiHW
Ao po3giny 3.2.5.2.3 KoHTponb
martepianis. BuganeHHs napameTtpa
cneumaikauii akTMBOBaHOro BYrinns
«HekapbigHa, KUCNIOTOPO34YMHHA PeYOBUHA
Ta pH" (3akpuTta yactnHa ASMF).
BBegeHHsA 3MiH NpOTArom 6-Tn Mmicsuis
nicns 3aTBEpAXEHHS.
47. | AUETUNUUCTEIH Tabnetku no 200 mr, | ToBapucTBO YkpaiHa ToBapuncTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX bes UA/16936/01/01
no 10 TabneTtok y 3 BignoBiganbHICTO maTepianis: 3miHu | Tuny - peuenma
Gnictepi, no 2 obmexeHo «PapmaueBTuyHa dipma AamiHicTpaTuBHi 3MiHU. 3MiHa
Gnictepn y Kopobky Bignosiganb «Beptekc», YkpaiHa HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
3 KapTOHYy HiCTIO (BMPOGHULTBO 3 NpoayKLUii (BnacHuKka peecTpaLiiHoro NocBig4YeHHs) -
"®apmaueBT in bulk BupobHuka 3MiHa agpecu 3asiBHUKa
nyHa cipma ToBapuctBa 3 06MEXEHO
"BepTekc" BiANOBiganNbHICTIO
"®apmaueBTUYHa
KoMnaHis "3aopos's”,
Ykpaina)
48. | ALETUNUUCTEIH Tabnetku no 600 mr, | ToBapucTBO YkpaiHa ToBapuncTBO 3 0OMEXEHOI0 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx bes UA/16936/01/02
no 10 Tabnetok y 3 BignoBiganbHiCcTO matepianis: 3miHu | Tuny - peuenma
6nicTepi, no 1 obmexeHo «®dapmaueBTnyHa cipma AamMiHicTpaTuBHI 3MiHU. 3MiHa
Gnictepy y kopobky Bignosigans «BepTtekey, HaviMeHyBaHHs Ta/abo agpecu 3asBHUKA
3 KapTOHYy HicTIO YkpaiHa (BnNacHuka peecTpauinHoro NocBia4YeHHS) -
"®apmaueBT (BUPOBOHULTBO 3 NpoaykKuii 3MiHa agpecu 3asiBHUKa
n4yHa cipma in bulk Bupo6Huka
"Beptekc" ToBapuctBa 3 06MEXEHO
BiANoBiganbHICTIO
"®apmaueBTyHa
KoMnaHisi "3popos's"”,
YkpaiHa)
49. | BEPIINPUN® 10 Tabnetku no 10 mr BEPJIH- HimeyuunHa MakyBaHHsi: MeHapiHi-®oH HimeyuunHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/7553/01/01
no 10 Tabnetok y XEMI Al XevigeH M'vbX, matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenmom

Gnictepi; no 3
Gnictepn y
KapTOHHiI kopobui

Himewuunna; BEPJTIH-XEMI
AT, HimewyunHa; Knoke
®epnakyHrc-Cepgic MM6X,
HimeuuuHa;
Bupo6HuuTeo "in bulk" Ta
KOHTponb cepin: BEPJIIH-

CeprudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBreHoro cepTudikara
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponenchki
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

XEMI Al', HimevuuHa;
Knoke ®apma-Cepsic
'M6X, HimeuyuunHa;
KoHTponb Ta BMNyck
cepini:
BEPJIIH-XEMI AT,
HimevuunHa

dapmakonei: gna APl; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepAXeHoro
BMPOGHWKa. MNogaHHs OHOBNEHOrO
cepTuddikaTta BignoBigHOCTI €Bponenchkin
dapmakonei Ne CEP 2000-053-Rev 07
(3atBepmxenunin: R1-CEP 2000-053-Rev
06) onsa A®| eHananpuny manearty Big,
BXe 3aTBepAKeHOro BUpobHuKa
ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD., China.

50.

BE-CTEQNI

Tabnetku no 16 mr
no 10 tabnetok y
Gnictepi; no 3
Grictepn y nayui 3
KapTOHY

AypobiHgo
®dapwma JlTg

IHgia

AypobiHgo Papma Jliviteq
(FOwiT )

IHgia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta
cdapmakoHarnsgy. BeegeHHsi abo 3aMiHM
00 y3aranbHEHUX AaHuX Npo CUcTemy
cdapmakoHarnsgy (BBegeHHs
y3aranbHEHUX AaHux Npo cuctemy
dapmakoHarnsay, 3MiHa ynoBHOBaXEHO1
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
capmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsigy 3asiBHUKa ons
3AicHeHHs hapmakoHarnsgy B YKpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darna cucremu dpapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHYMKA,
BiAgnoBiganeHoi 3a hapMakoHarnsag B
YkpaiHi. [itova pegakuis: CamonneHko
Aptewm MNasnosuy. MNMponoHoBaHa
pepakuis: CaB4eHko Omutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHMKA, BiANoBiganbHoOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MiCcLie3HaxXOMKeHHA MacTep-danna
cuctemun cbapmakoHarnsgy Ta noro
HoMmepa.

3a
peuenmom

UA/11611/01/02

51.

BE-CTEAI

Tabnetkun no 24 mr
no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y nayui 3
KapTOHYy

AypobiHgo
®dapwma ITa

IHaia

AypobiHgo Papma fNimiten
(KOHiT III)

IHaia

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn WwWono
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3aMiHn
[0 y3aranbHeHWX faHux Npo cucTemy
apmakoHarnagy (BBegeHHs
y3aranbHeHVX JaHUX Npo cucTemy
¢hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi

3a
peuenmom

UA/11611/01/03
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Ne
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Homep
peecmpayiliHo2o
noceio4yeHHs1

ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
hapmMakoHarnsgy; KOHTakTHoi ocobu 3
chapmakoHarnsgy 3asiBHMKa ons
3aiicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
chapmakoHarnsgy (BKYaym KOHTaKTHi
AaHi) Ta/abo 3miHM y po3MilLEeHHi MacTep-
cavnina cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHYMKA,
BignoBiganbHoi 3a papMakoHarnsag B
YkpaiHi. Jitoya pegakuis: CamoineHko
ApTtem Nasnosuy. NponoHoBaHa
pepakuia: CaB4eHko Omutpo Ceprinosuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiaNoBiganbHOI 3a
bapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaXoMKeHHA MacTep-ganna
cuctemn cpapmakoHarnagy tTa moro
Homepa.

52.

BE-CTEQNI

Tabnetku no 8 wmr,
no 10 TabneTtok y
6nictepi; no 3
Gnictepn y nayui 3
KapTOHY

AypobiHgo
dapwma JITg

IHgia

AypobiHgo Papma Jliviteq

(KOHiT 1)

IHgia

BHECEHHS 3MiH [0 peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3MiHn Wwopo
6e3nekn/eeKkTuBHOCTI Ta
cdapmakoHarnsgy. BeegeHHst abo 3aMiHM
[0 y3aranbHeHUX AaHuX Npo cucTemy
capmakoHarnsgy (BBeLeHHs
y3aranbHeHNUX JaHUX Npo cuctemy
hbapmakoHarnsgy, 3MiHa YnoBHOBaXeHOi
ocobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
apmakoHarnsgy 3asiBHVKa ans
3AiNCHEeHHA dapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHO|
ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaymM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darina cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BiAgnoBiganeHoi 3a hapMakoHarnsag B
YkpaiHi. [itoua pegakuis: CaMmonneHko
ApTtem MNaenosuy. MNMponoHoBaHa
pepakuisi: CaB4eHko Omutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLe3HaxomKeHHs macTep-danna
cuctemun chapmakoHarnsgy Ta noro
HoMmepa.

3a
peuenmom

UA/11611/01/01

53.

BIIATIC

Tabnetku no 20 wr,
no 10 Tabnetok y
GnicTepi; no 1 abo 3

AT
"®apmak”

YkpaiHa

AT "dapmak”, YkpaiHa
(BTOPVHHE MaKyBaHHS,

MapKyBaHHs1, BUNYycK cepii

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3MiHu | Tuny: 3miHM 3 AKoCTi.
ADI. KoHTponb API. 3miHa y napameTpax

3a
peuernmom

UA/19043/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep

n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

Gnictepu y navui

3 npogykuii in bulk dipmu-
BMPOBHYMKa
JNNABOPATOPIOC
HOPMOH, C.A., IcnaHis)

crneungikaii Ta/abo gonycTMMmMx Mex,
BM3Ha4eHux y cneuundikauisx Ha API, abo
BUXiOHWIA/MPOMDKHWUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLIEC
BUPOGHMUTBa AD| (4ONOBHEHHS
cneumdikaLii HOBMM NOKa3HWKOM SIKOCTi Ta
BiANOBIAHMM METOAOM BUNPOOYBaHHS)
[onoBHeHHs cneumdikauii BUpobHWKa
npogykuii in bulk JJTABOPATOPIOC
HOPMOH, C.A., IcnaHist) HoBUM
NoKa3HUKOM SIKOCTi Ta BigMNOBIiAHUM
MeTOAOM BUNPObYBaHHS, a came
KOHTPOIb igeHTudikauii metogqom
peHTreHiBcbkoi andppaxuii (PXRD) Ta
MeTOoAOM AndepeHuianbHO CKaHy4oto
kanopomeTpii (DSC) gns HoBoro
BMpo6HuKa ADI(6inacTuH, nonimopdHa
cdopma |) Symed Labs Limited, IHgis.
3MiHn | TMny: 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
MaTepiany/npomixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea AP (iHLwi 3miHM y
mMeToAax BUNpobyBaHHA (BKNOYaoun
3amiHy abo gonoBHeHHs) AD| abo
BWXiAHOro/NPOMIDKHOrO NPOAYKTY) 3MiHM B
mMeTofax BunpobysaHHsa ADI, foaaHHs
BU3HaYeHHst gomiwkm BIM/BIM-IV gnsa
HoBoro BMpo6Huka APl (binacTuH,
nonimopdHoi chopmu I) Symed Labs
Limited, IHgis. 3miHu | Tuny: 3miHn 3
sikocTi. A®Il. KonTtponb A®I. 3miHa y
mMeTogax BunpobysaHHs A®Il abo
BUXIQHOro MaTepiany/npoMixkKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP (iHwWwi 3miHn y
mMeToAax BUNpobyBaHHSA (BKIOYaK4n
3amiHy abo gonoBHeHHs) AD| abo
BUXiaHoro/npomixkHoro npoaykty) doaaHHs
anbTepHaTMBHY METOAMKY BU3HAYEHHS 3a
nokasHukom «CynpoBifHi AOMILLKW» AnS
HoBoro BMpo6Huka A®I (binacTuH,
nonimopdHoi copmu I) Symed Labs
Limited, IHgis.
3minu | Trny: 3miHu 3 sikocTi. AdI.
KoHTpone A®I. 3miHa y meTogax
BunNpobyBaHHa APl abo BuxigHOro
mMaTepiany/npoMixxHoro
NpoAyKTY/peareHTy, WO BUKOPUCTOBYETLCS

y npoueci BupobHuutea A®I (iHwi 3miHW y
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Homep

peecmpayiliHo2o

noceio4yeHHs1

mMeToAax BUNpobyBaHHS (BKMoYakun
3amiHy abo gonoBHeHHs1) AD| abo
BUXIiQHOro/NpomipkHoro npoaykTy) LoaaHHs
anbTepHaTUBHY METOAMKY BU3HAYEHHS 3a
NOKa3HUKOM.

«KinbkicHe BU3Ha4YeHHA» ANst HOBOIO
BMpobHuka A®PI (6inacTuH, noniMopdHoi
cdopmu 1) Symed Labs Limited, IHgis.
3Mminn Il Tuny: 3miHn 3 akocTi. ADI.
Bupo6HMLTBO. 3MiHa BUPOOHHMKa
BUXigHOro/MPOMiXKHOIO
npoaykTy/peareHTy, LWo
BVKOPVCTOBYIOTbCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpobHuKa
(Bkntoyatoumn, oe HeobxigHo, micue
NpoBeAeHHs1 KOHTponto sAkocTi) AdI (3a
BiICYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeWckkin dapmakonei y
3aTBEpKEHOMY A0ChE)(BBEAEHHSI HOBOMO
BMpo6HWKa AD| 3 HagaHHAM macTep-
danina Ha APl) BBegeHHs1 HOBOro
anbTepHaTUBHOIO BUPOOHMKa cybcTaHLii
6inactuH (nonimopdHoi gpopmm 1) Symed
Labs Limited, IHgis oo Bxe
3aTBepAyKeHOro BUpobHuUka cybeTaHuii
6inactuH (monimopdHoi dopmu 1) MSN
Life Sciences Private Limited 3 HapgaHHaM
macTep - pavna Ha AdI, BignosigHi amiHu
B MeToAax BunpobyBaHHs, a came
BBEAEHHS METOOMKW BU3HAYEHHS
PO34YMHHOCTI Ans noniMopdHoi dopmu |
AdIl, meToankm BnsHauyeHHs 3KOP
(3anmMLLKOBOI KiNbKOCTi OpraHivyHMX
PO34MHHUKIB) ANs noniMopdHoi dhopmu |
Adl.

54.

BITATIC®

Tabnetku no 20 mr
in bulk: no 10
Tabnetok y 6nictepi,
no 84 6nictepu 'y
NPOMIXHIl kopobLi,
no 4 abo 8
NPOMIXXHUX KOPOBOK
y TPaHCMOPTHIN
KopobLi

AT
"®apmak”

YkpaiHa

NABOPATOPIOC

HOPMOH, C.A.

IcnaHia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny: 3miHuM 3 AKocTi.
A®I. KoHTponb A®I. 3miHa y napameTpax

cneuudikauin Ta/abo JonycTUMmnX MeX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo

BUKOPUCTOBYOTHCS Y NMPOLIECI
BMPOGHMUTBa AD| (4ONOBHEHHS

cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta

BiAMOBIAHUM METOZIOM BUNPOBYBaAHHS).

[onoBHeHHs cneumdikaLii BUpobHuka

npoaykuii in bulk (JTABOPATOPIOC

HOPMOH, C.A., IcnaHisi) - HoBUM

NOKa3HUKOM SIKOCTi Ta BignoBigHMM

MEeTOAOM BUNPODYBaHHs, a came

KOHTpOnb igeHTUdiKaLii MeTogom

3a
peuenmom

UA/19042/01/01
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Hasea nikapcbko20
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Bupo6Huk

Kpaina
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PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

peHTreHiscbkoi gudpakuii (PXRD) Ta
MeToAoM AndepeHLianbHO CKaHyyol
kanopomeTpii (DSC) gns HoBoro
BUpobHMKa API(GinacTuH, nonimopdHa
cdopma |) Symed Labs Limited, IHais.
3MiHn | TMny: 3miHK 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y meToaax
BunpobyBaHHs APl abo BuXigHOrO
mMaTepiany/npomixHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci Bupo6Huutea AP (iHLWi 3MiHK y
MeToAax BUNpobyBaHHS (BKMOYaK4n
3amiHy abo gonoBHeHHs1) A®Il abo
BVXiAHOro/MPOMIDKHOTO MPOAYKTY).
3MmiHn B meTogax BunpobysaHHsA AdI,
[oaaHHsa BU3HadYeHHs aomiwku BIM/BIM-
IV anst HoBoro BMpoGHuka Al (6inacTuH,
nonimopdHoi popmu 1) Symed Labs
Limited, IHgisi. - 3miHun | TUNY: 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y
mMeTogax BunpobyBaHHst APl abo
BUXiQHOro matepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea AP (iHLwi 3miHM y
MeTogax BUNpobyBaHHS (BKMOYaun
3amiHy abo gonoBHeHHs) AD| abo
BWXiAHOro/NPOMI>XKHOTO NMPOAYKTY). -
[opaHHst anbTepHaTUBHY METOAMKY
BM3HaYeHHS 3a nokasHnkoM «CynpoBigHi
OOMILLKMU» Anst HOBOro BUpPOGHKKa ADI
(6inacTuH, noniMopdHoi opmm ) Symed
Labs Limited, IHgis. - 3miHu | TMny: 3miHn 3
sikocTi. A®Il. KonTtponb A®I. 3miHa y
mMeTogax BunpobysaHHs A®Il abo
BUXIQHOro MaTepiany/npoMixkKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP (iHwWwi 3miHn y
mMeToAax BUNpobyBaHHSA (BKIOYaK4n
3amiHy abo gonoBHeHHs) AD| abo
BUXiZAHOro/MPOMI>XKHOTO MPOAYKTY). -
[onaHHsi anbTepHaTUBHY METOANKY
BM3HaYeHHS 3a nokasHunkoM «KinbkicHe
BMU3HAYEHHSI» NS HOBOro BUPOGHMKa ADI
(6inacTuH, nonimopdHoi dopmm ) Symed
Labs Limited, IHgis. - 3miHn Il TUNy: 3MiHn
3 sikocTi. A®l. BupobHuuTBo. 3MiHa
BMPOGHVKa BUXiAHOTO/MPOMIXKHOIO
npoaykTy/pearenTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpobHuKa
(BKrOYato4K, Ae HeobXxigHo, Micue
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3acoby
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3aseHUK
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Bupo6Huk

Kpaina
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eionycky

Peknam
yeaHHs1
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peecmpayiliHo2o

noceio4yeHHs1

55.

BITATIC®

NpoBeAEHHs KOHTPoIto AkocTi) AdI (3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponewckkin dhapmakonei y
3aTBepOKeHOMY A0Che)(BBEAEHHSI HOBOMO
BMpobHuka APl 3 HagaHHsSM macTep-
davina Ha A®l). BeegeHHst HoBoro
anbTepHaTUBHOIO BUPOGHMKa cybcTaHLii
6inacTvH (nonimopdHoi dhopmum |)
Symed Labs Limited, IHgis go Bxe
3aTBEepAKEHOro BUPOOHUKa cybecTaHuii
6inactuH (nonimopdHoi popmu 1) MSN
Life Sciences Private Limited 3 HapgaHHaM
macTep - darina Ha AdI, BignosigHi 3miHn
B MeToaax BunpobyBaHHs, a came
BBEAEHHS METOAWKW BU3HAYEHHS
PO34YMHHOCTI T8 METOAMKN BU3HAYEHHS
3KOP (3anuLiKoBOi KinbKOCTi OpraHivqHmnx
PO34YNHHUKIB) Ans noniMopdHOi chopmu |
Al BupobHmka Symed Labs Limited,
lHAiN.

Tabnetku no 20 mr
in bulk: no 10
Tabnetok y 6nictepi,
no 84 6nictepun y
NPOMiXHi kopobui,
no 4 abo 8
NPOMIXXHUX KOPOOOK
y TPaHCMOPTHIN
KopobLi

AT
"dapmak”

YkpaiHa

NABOPATOPIOC

HOPMOH, C.A.

IcnaHia

BHECEHHS 3MiH [0 peecTpauinHnX
maTepianis: 3miHu | Tuny -
AnMmiHicTpaTuBHi 3MiHW. 3MiHa Ha3Bu
nikapcbkoro 3acoby. 3MiHa TOproBoi Ha3Bu
nikapcbkoro 3acoby — oAaBaHHS 3HaKy
TOproBoi Mapku. 3atBepaxeHo: binaric.
B3anponoHoBaHo: binaric®. BBegeHHs 3MiH
npoTSArom 6-Tu MicsLiB nicns
3aTBEpAKEHHS. 3MiHu | TUny - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
Cunctema KoHTeNHep/3akynoproBarnbHUiA
3acib (iHWi 3MiHW) - AOAaBaHHS
[0[aTKoBOT BTOPMHHOI ynakoBku (in bulk),
3 BHECEHHS BiAnoBiAHNX 3MiH A0 p.
«YnakoBKa», a caMme NpPOMnOHY€ETLCA
posLwmpeHHs dopmaTy ynakosku in bulk 3
8 NpOMiXXHMX 0AMHMUB Y kKopobLi Ha: 4
NPOMiXKHI KOPODOKM Ta 8 MPOMIDKHMX
KOPOBOK B TPaAHCMOPTHIl kKopobui —
BiAMNOBIAHO 40 BUPOGHMYMX NOTPeb Ta
OTPUMaHNX AaHux Big BUpobHMKa in bulk
Laboratorios Normon S.A., IcnaHis.
BBeaeHHs 3MiH NnpoTsrom 6-Tu micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3miHW)- BunyyeHHs
POCIICbKOI MOBW 3 TEKCTY MapKyBaHHs!
nepBUHHOI ynakoBku J13, a came 3 MeTo
BMKMNaAEHHS TEKCTY MapKyBaHHsI NuLle
YKPaiHCbKOK MOBOIO, 3aMpOrnoHOBaHO

BUMy4MTM Oy6ntoBaHHs iHpopmaLii

UA/19042/01/01
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POCIICbKOIO MOBOIO 3 TEKCTY MapKyBaHHs!
nepBuHHOI ynakoBku J13. BBegeHHst 3miH
NpoTSArom 6-Tn MicsLiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/ePekTMBHOCTI Ta
capmakoHarnsgy (iHwi 3mMiHW) - BHECEHHS
3MiH O TEKCTY MapKyBaHHS ynakosku bulk
(yTOuHEHHs iHdopmaLlii TekcTy
MapKyBaHHs1). BBeeHHs 3miH npoTsrom 6-
TV MicAUiB Nicnsa 3aTBepaKeHHS

56.

BINATIC®

Tabnetku no 20 wr,
no 10 TabneTtok y
6nictepi; no 1 abo 3
Gnictepn y navui

AT
"dapmak”

Ykpaina

AT "®apmak”, YkpaiHa
(BTOpYHHE MaKyBaHHS,
MapKyBaHHs1, BUMYCK cepii
3 npoaykuii in bulk dipmn-

BUPOGHMKa
JNNABOPATOPIOC

HOPMOH, C.A., IcnaHis)

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHuX
maTepianis: 3miHu | Tuny -
ApOMiHicTpaTUBHI 3MiHW. 3MiHa Ha3BuM
nikapcbKoro 3acoby - 3MiHN BHECEHI o0
Ha3BM Nikapcbkoro 3acoby. 3aTBepaXeHo:
BINATIC (BILAGIS). 3anponoHoBaHo:
BITATIC® (BILAGIS). BBegeHHs 3miH
npoTsarom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKkTuBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHW) - 3MiHK
BHECEHO B TEKCT MapKyBaHHS yNakoBOK
nikapcbKoro 3acoby, a caMme BUITyYEHHs!
ny6niotody iHbopMaLito pociicbko
MOBO. BBeaeHHs1 3MiH NpoTsirom 6-Tu
MicaUiB Micnsa 3aTBepaXeHH:. 3miHu | Tuny
- 3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy (iHwWi 3mMiHW) - 3MiHK
BHECEHO B TEKCT MapKyBaHHsSi BTOPUHHOI
ynakoBKM nikapcbkoro 3acoby y n.17,
NepBUHHOI YNakoBku y n. 6. BBeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB Micnsi
3aTBEPKEHHS.

3a
peuenmom

He
nidnsieae

UA/19043/01/01

57.

BNEMAPEH®

TabneTku LWwunyyi; no
20 wunyunx
Tabnetok y
noninponineHosomy
KOHTenHepi; no 4
abo 5 koHTelHepiB y
KapTOHHiIl kopobui
pasom 3
iHAMKaTOPHUM
nanepom i
KOHTPOMbHUM
KaneHgapem

Ecnapma
m6X

Himeyumna

INa6opaTopioc
MegikameHTOC

IHTepHacboHanec, C.A.

IcnaHia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaAXXeHHSA AiANbHOCTI BUPOOHMKa
(Bkntovaroum, 3a HeobxigHoOCTI, Micue
NpOBEeEHHS KOHTPOJH SIKOCTi), abo
BnacHuka macrep-ganina Ha A®l, abo
noctadanbHuka A®l/BuxigHoro
maTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
BUPOGHMLTBI ADI (SIKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkuii 3acib) 3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei y 3aTBepXeHOMY JOCbE,
abo BMpOoGHMKa HOBOI [OMOMIKHOI
PEYOBUHY (SIKLLO 3a3HAYEHO Y JOCHE) -
3miHa 3asiBneHa y 3B’s13Ky 3i 3MiHOK Ha3BU

6e3
peuenma

UA/9419/01/01




a7 [TponoBkeHHs 1oaarka 3
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BUpobHmka APl (Kucnota numoHHa
6e3BoHa), MiCLLE3HaXOMKEHHS
BMPOGHWKa, BUPOOHMYa AinbHWLA Ta yCi
BMpOGHMYI onepaldlii 3anuwatoTbest
He3MiHHMMuW. [litoya pegakuis:
S.A. Citrique Belge N.V., Belgium
[MponoHoBaHa pegakuis: Citribel, Belgium
58. | BOM-BEHTE MA3b | ma3b, mo25ry MpAT Ykpaina MpAT dapmaueBTnyHa Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/7622/01/01
KOHTENHepax dapmanesT cabpuka "Biona" matepianie: 3miHu | Tuny - peuenma
nracTMacoBux; no n4yHa AOMiHiCTpaTuBHI 3MiHW. BunydeHHs
20 ry Tybax; no20r chabpuika BMPOOHWYOI AiNbHUL (BKMHOYa4m
y Ty6i; no 1 1y6i y "Biona" AinbHUUi gnsa A®l, npomixkHoro npoaykTy
nayui 3 KapToHy; Mo abo roToBoro nikapcbkoro 3acoby,
20 r abo no 25 r abo AiNbHWL ANS NPOBEAEHHS MaKyBaHHS,
no 30 ry Tybax BMpoGHMKa, BignoBiganbHOro 3a BUMycK
namiHatHux; no 20 r cepil, MicLie NpoBeaeHHs KOHTPONO cepii)
abo no 25 r abo no abo nocTayanbHVKa BUXIQHOTO marepiany,
30 ry TyGi peareHTy abo 4ONOMiIKHOT pe4oBUHM
namiHaTHin, no 1 (SIKLLO 3a3HAYEHO Y Aocbe). BunyyeHHs
Ty6i y mayui BMpo6HuKa AD| (neBomeHTON), a came:
IND-SWIFT LABORATORIES LIMITED,
India. 3aTBepaxeHo : KAIZEN ORGANICS
PVT. LTD., India,
IND-SWIFT LABORATORIES LIMITED,
India, SILVERLINE CHEMICALS, India
Bhagat Aromatics LTD., India,
3anponoHoBaHo : KAIZEN ORGANICS
PVT. LTD., India, SILVERLINE
CHEMICALS, India, Bhagat Aromatics
LTD., India
59. | BPIAEKC PO34MH AN iH'eKLN, K.T. PymyHis K.T.POM®APM KOMIAHI PymyHis BHECEHHS 3MiH 10 peecTpauiiHnX 3a He UA/20284/01/01
100 mr/mn; no 2 mn POM®APM C.P.11., PymyHisi MaTtepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom nionsizae
y donakoHi, no 5 KOMMAHI (BTOpYHHE MaKyBaHHS, 6e3nekn/edekTMBHOCTI Ta
drakoHiB B C.P.JL KOHTPOSb KiHLEBOro apmakoHarnsgy. 3miHa y KopoTkil
KOHTYPHIW npoayKTy Ta BUNYCK cepil; XapaKkTepucTuLi nikapcbkoro 3acoby,
YapyHKOBIN BMPOGHMLTBO Ta TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
ynakoBLi, no 2 NepBUHHE NaKyBaHHS MeAMNYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
yrnaKkoBKu B nikapcbkoro 3acoby) perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn

KapTOHHIN navui

nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3aCcTocyBaHHSs MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepion, abo
SIK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
nNpoBeAeHWX BiANoBigHO A0 nnaHy
nepiaTpuyHux gocnigxens (PIP) (3Miny
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm)
3MiHV BHECEHO [0 iHCTPYKLUii Ans
MELMYHOrO 3aCTOCYBaHHS! NiKapCbKOro
3acoby y po3ain "Mo6iyHi peakuii”
BiZNOBIOHO 1O OHOBMEHOI iHGhopMmaLlii 3
6e3neku fitoyoi peHoBuHU. BBeAEHHS 3MiH
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NpoTSArom 6-Tn MicsLiB nicns
3aTBEePAKEHHS

60.

BPYCTAH

TabneTtkn, BKpUTI
NniBKOBOO
o6onoHkoto; no 10
Tabnetok y Gnictepi;
no 1 6nictepy B
KapTOHHiI kopobui

CaH
dapmacblot
ukan
IHoacTpi3
Jlimiteq

IHgia

CaH dapmacbtoTukan
IHgacTpi3 JlimiTeq

IHgia

BHECEHHS 3MiH 0O peecTpauinHuX
MaTepianis: 3miHn | Tuny - 3miHn Wwoao
6e3nekn/ePekTMBHOCTI Ta
dapmakoHarnagy (iHwi amiHm) - 3miHn
BHECEHO B TEKCT MapKyBaHHS NEPBUHHOI
(nyHKTM 4, 6) Ta BTOPUHHOI (MyHKTK 3, 8,
17) ynakoBoK nikapcbkoro 3acoby.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicns 3aTBepAXEHHSI.
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOOYBaHHS rOTOBOrO NiKapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
MeToAax BUNpobyBaHHs1) - HeaHauHi 3mMiHn
B MeToAax KOHTPOSHO 3a NoKasHuKamu
«KinbKicHe BU3Ha4YeHHA» Ta
«laeHTndikauisi — bapeHuk XKoBTuin 3axig
FCF». 3a nokasHukom «KinbkicHe
BM3HAYEHHSI» 3MIHIOETBCS hopMyna Ans
PO3paxyHKy i3 BpaxyBaHHSAM Macu
CTaHAapTHUX 3pas3kiB Ta BBOAUTLCS
npuMiTKa Woao cTabinbHOCTi TeCTOBOro
po3umHy. 3a nokasHnkom «lgeHTudikauisa
— BapsHuk XKosTtuii 3axin FCF» gogaetbcs
iHdbopMaLisa Wwoao TemnepaTypun BoasiHOI
OaHi.

be3
peuenma

UA/4617/01/01

61.

BYTUKOPT

Masb 1 mr/r; o 10 r
ab6o no 30 r B Ty6i,
no 1 Ty6i B nayui 3
KapTOHY

MPAT
"XIMGAPM3
ABOf]
"YEPBOHA
3IPKA"

YkpaiHa

MNPAT "XIMGAPM3ABO[

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecy 3asiBHUKa
(BnacHuka peecTpaLiiHoOro NocBig4eHHS).
3MiHa HallMeHyBaHHSA 3asiBHMKa Ta 3MiHW Y
HanucaHHi agpecu 3asBHWKa (BNacHuKa
peecTpauiHoro noceigyeHHs). 3miHu |
TMNy - AOMiIHICTPaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXeHHSs QisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKNoYa4m AinbHULI
BMNycKy cepii abo micLie npoBeaeHHs
KOHTPOMIO SIKOCTI. (BiANbHICTb, 3a AKy
BignoBigae BUpoGHuMK/iMnopTep,
BKI0MAKO4M BUMNYCK cepiit). 3MiHa
HaliMeHyBaHHSA BUPOGHUMKa 113 Ta 3miHn y
HanucaHHi agpecy BupobHuka 3. 3miHn
BHECEHO B iHCTPYKLUIiO ANSt MeaNYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu «BrupoGHuk» Ta

3a
peuenmom

He
nidnsieae

UA/17097/01/01




49
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
«MicuesHaxompkeHHs BUpOOHMKa Ta
agpeca Micusa NpoBafKeHHS Noro
OiSNbHOCTI» 3 BiANOBIOHUMU 3MiHAMK Y
TEKCTi MapKyBaHHS1 YNaKkoBKW NiKapCbKOro
3acoby. BBegeHHsi 3MiH npoTsirom 6-Tn
MicsUiB MicNsa 3aTBepAXEHHS.
62. | BA3OCTAT- TabneTku, BKPUTI TOBAPUCT YkpaiHa BCi cTagii BMpoGHMLUTBa, YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/3579/01/02
3[00POB'A NniBKOBOO BO 3 KOHTPOIb SKOCTi, BUMYCK matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
obonoHkoto, no 20 OBMEXEH cepii: ToBapucTBo 3 CepTudikat BignosigHocTi/[E-cepTudikat
mr; no 10 TabneTtok (0]/0] obmexeHow BiZNOBIgHOCTI €Bponenchkin
y 6nictepi; no 3 BIAMOBIOA BiAMOBIAANBLHICTIO dapmakonei/moHorpadii. lMoaaHHA HoBoro
Gnictepu B kOpoOLj JIBHICTHIO "papmaueBTnYHa abo oHoBeHoro cepTudikata
«KOPINOPA KomMnaHis "3gopos's”, BiNOBIgHOCTI 260 BUNYYEHHS
LA Ykpaina ( Bci cTagii cepTtudpikaTa BiaNoOBIAHOCTI €BPONENChKin
«30POB’A BUPOBHMUTBA, KOHTPOSIb dapmakonei: gna Adl; ons BuxigHoro
» SIKOCTi, BUNYyCK cepii); marepiany/peareHTy/npoMiXXHOro
ToBapncTBO 3 06MEXEHOI0 NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BiANOBIgaNbHICTIO BUPOGHMLTBI ADI; onst ONOMKHOI
"®APMEKC I'PYyI", pevoBUHM (cepTudikaT BiANOBIAHOCTI
Ykpaina ( Bci cTagii €Bponelicbkin hbapmakonei) - OHoBReHWN
BMPOGHMLTBA, KOHTPOIb cepTudikaT Big yxxe 3aTBepaKEeHOro
SIKOCTi, BUNYCK cepil) BMPOGHVKa NOAaHHS OHOBIIEHOTO
cepTudikaTta BignoBigHOCTI €BPONENChKiN
dapmakonei Ne CEP 2005-300 - Rev 06
(3aTBepakeHo: R1-CEP 2005-300 - Rev
05) gna APl CumBacTaTuHy Big
3aTBepgkeHoro BupobHuka SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD.,
China, skuii 3miHuB Ha3By Ha SHAOXING
JINGXIN PHARMACEUTICAL CO., LTD.,
China.
63. | BA3OCTAT- TabneTkn, BKpUTI TOBAPUCT YkpaiHa BCi cTagii BMpobHuuTBa, Ykpaina BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/3579/01/03
300POB'A nniBKOBOO BO 3 KOHTPOIb SIKOCTi, BUMYCK matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI. peuenmom
o6onoHkot, no 40 OBMEXXEH cepii: ToBapucTBo 3 CeptudikaT BignosigHocTi/lE-cepTudikat
mr; no 10 TabneTtok (0];0] obMexeHow BiZNOBIOHOCTI €BpONEenchKii
y bnicTepi; no 3 BIAMNOBIOA BignoBiganbHiCcTO dapmakonei/moHorpadii. MogaHHA HoBoro
Gnictepn B kKopobui JIBHICTIO "®apmaueBTuyHa abo oHoBneHoro ceptudikaTta
«KOPIOPA KoMnaHisi "3gopos's”, Bi4NOBIgHOCTI abo BUNyYeHHs
LA YkpaiHa ( Bci cTagii cepTudcpikaTa BignosigHoCTi €Bponenchkin
«300POB’A BMPOGHMLTBA, KOHTPOIb dapmakonei: gna A®l; ons BUxigHoro

»

AIKOCTIi, BUNYCK cepii);
ToBapucTBO 3 06MEXEHOI0
BiANoBiganbHiCTIO
"®APMEKC IPyr",
YkpaiHa ( Bci cTagii
BMPOOHMLTBA, KOHTPOSb
SIKOCTi, BUNYCK cepil)

MaTepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOGHMUTBI ADI; AnNs 4ONOMKHOI

peyYoBUHM (CepTUdikaT BiAMOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikat Bif ye 3aTBEpA>KEHOrO

BMPOBHVKa NOAAHHS OHOBIIEHOTO

cepTudcpikaTa BignoBigHOCTi EBponenchkin

dapmakonei Ne CEP 2005-300 - Rev 06

(3aTBepakeHo: R1-CEP 2005-300 - Rev
05) ana A®l CumBacTaTuHy Bifg




50

[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
3aTBepakeHoro BMpobHuka SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD.,
China, sikui 3amiHmB Ha3By Ha SHAOXING
JINGXIN PHARMACEUTICAL CO., LTD.,
China.
64. | BA3SOCTAT- TabneTtkn, BKPUTI TOBAPUCT YkpaiHa BCi cTagii BUpobHMLTBA, YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/3579/01/01
3[00POB'A NniBKOBOO BO 3 KOHTPOIb SKOCTi, BUMYCK matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
obonoHkoto, no 10 OBMEXEH cepii: ToBapucTeo 3 CeptudikaT BignosigHocTi/l E-ceptudikat
mr; no 10 TabneTtok (0]/0] obmexeHow BiZNOBIgHOCTI €Bponenchkin
y 6nicTepi; no 3 BIOMOBIOA BignoBiganbHicTo capmakonei/moHorpadii. MogaHHA HOBOrO
Gnictepu B KopobUi JIBHICTIO "®apmaueBTUYHa abo oHoBneHoro ceptudikaTta
«KOPINOPA KoMnaHis "3gopos's”, BiNOBIigHOCTI 260 BUNYYEHHS
LA YkpaiHa ( Bci cTagii cepTudikaTta BignoBigHOCTI €Bponenchkii
«300POB’A BUPOBHMUTBA, KOHTPOIb dapmakonei: gna A®I; onsa BUXigHoro
» SIKOCTi, BUNYyCK cepii); marepiany/peareHTy/npoMiXXHOro
ToBapucTBO 3 0OMEXEHOH NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BiAnoBiganbHICTO BUPOOHMLTBI API; Anst 4ONOMDKHOI
"®APMEKC IPYyI", peyoBUHM (cepTudikaT BiANOBIAHOCTI
YkpaiHa ( Bci cTagii €Bponecbkin dhapmakonei) - OHoBNeHWiA
BMPOGHMLTBA, KOHTPOINb cepTudikaT Bif ye 3aTBepaXeHOro
SIKOCTi, BUNYCK cepil) BMPOGHVKa NOAaHHS OHOBIIEHOIO
cepTuddikata BignoBigHOCTI €Bponenchkii
apmakonei Ne CEP 2005-300 - Rev 06
(3aTBepakeHo: R1-CEP 2005-300 - Rev
05) gns APl CumBacTtaTuHy Big
3aTBepakeHoro BupobHmka SHANGYU
JINGXIN PHARMACEUTICAL CO., LTD.,
China, sikuii 3miHuB Ha3By Ha SHAOXING
JINGXIN PHARMACEUTICAL CO., LTD.,
China.
65. | BAnoain TabneTkn, BKPUTI KPKA, a.a., CnoBeHis BiAnoBiganbHWM 3a CnoBeHis BHECEHHS 3MiH 0O peecTpauiiHnx 3a He UA/14358/01/01
NniBKOBOO Hoso mecTo BMpO6HMLUTBO "in bulk", marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuyenmom | niidnseae

o6onoHkoto no 5
Mr/160 mr; no 7
Tabnetok y 6nictepi,
no 2, no 4, no 8 abo
no 14 Gnicrepis y
KapTOHHI KOpoOLyi;
no 10 Tabnetok y
GnicTepi, no 3, no 6,
no 9 abo no 10
GnicTepiB y
KapTOHHiIl kopobui

nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb Ta
Bunyck cepii: KPKA, o.4.,
HoBo mecTo, CroBeHis;
BignoBiganbHUN 3a
KOHTporb cepii: KPKA,
Aa.4o., Hoeo mecTo,
CnoBeHisi

6e3nekn/edekTMBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkil
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3aCcTocyBaHHSs MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepion, abo
SIK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
nNpoBeAeHWX BiANoBigHO A0 nnaHy
nepiatpnyHnx gocnigpkeHs (PIP) (iHwi
3MiHu) 3MiHU BHECEHO A0 IHCTPYKUIii Ans
MELMYHOrO 3aCTOCYBaHHS! NiKapCbKOro
3acoby no posginis "OcobnmBocTi
3actocyBaHHs", "MobiuHi peakuii"
BiA4NOBIgHO A0 OHOBMEHOI iHhopmaLlii 3
6e3neku gito4oi peyoBUHM (BancapTaHy)
3rigHo 3 pekomeHgauismm PRAC. TepmiH
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BBeAEHHS 3MiH NPOTSrom 6 micauis nicns
3aTBEPKEHHS.
66. | BAnoain TabneTtkn, BKpUTI KPKA, a.4., CnoBeHis BiAnoBiganbHWI 3a CnoBeHis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/14357/01/02
NniBKOBOO Hoso mecTo BMpobHMLUTBO "in bulk", marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom | niidnseae
o6ornoHkoto no 10 nepBrHHe Ta BTOPUHHE 6e3nekn/ePekTMBHOCTI Ta
Mr/160 mr no 7 nakyBaHHsi, KOHTPOSb Ta dapmakoHarnagy. 3MiHa y KopoTKil
TabneTok y 6bnictepi, Bunyck cepii: KPKA, a.4., XapaKTepucTuLi nikapcekoro 3acoby,
no 2, no 4, no 8 abo HoBo mecTo, CrnoBeHis; TEKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
no 14 Gnictepis y BignoBiganbHUN 3a MeAMYHOro 3acToCcyBaHHS Ha nigcrasi
KapTOHHi KOpoOLyi; KOHTponb cepii: KPKA, perynsipHo OHOBJOBAHOrO 3BiTy 3 6e3neku
no 10 TabneTtok y a.a., Hoeo mecTo, nikapcbkoro 3acoby, abo gocnimxeHb 3
Gnictepi, no 3, no 6, CnoBeHis 6e3nekn 3acTocyBaHHS fikapCbKOro
no 9 abo no 10 3acoby B nicnsipeecTpauiiHuii nepiog, abo
Gnictepis y SIK pe3ynbTaT OLiHK/ 3BiTy 3 JOCMIAKEHb,
KapTOHHIl kopobui npoBefeHnx BigNOBIAHO 4O NnaHy
neaiatpuyHmx gocnigxeHs (PIP) (iHwwi
3MiHM) - 3MiHM BHECEHO [0 iHCTPYKUiT Ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby go posginis "OcobnmBocTi
3actocyBaHHs", "lNMobivHi peakuii”
BiANOBIOHO 4O OHOBNEHOI iHGopMaLii 3
6e3neku gito4oi peyoBUHM (BancapTaHy)
3rigHo 3 pekomeHaauismmn PRAC. TepmiH
BBEAEHHSA 3MiH NpOTAroM 6 micauis nicns
3aTBEPAKEHHS
67. | BANnoain TabneTkn, BKPUTI KPKA, a.a., CnoBeHis BiAnoBiganbHWI 3a CnoBeHis BHECEHHS 3MiH 0O peecTpauiiHnx 3a He UA/14357/01/01
NNiBKOBOK HoBo mecTto BMpOGHMLUTBO "in bulk", matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom nionsieae
obornoHkow no 5 nepBUHHE Ta BTOPUHHE ©e3nekn/eeKkTuBHOCTI Ta
mr/80 mr, no 10 nakyBaHHs1, KOHTPOIb Ta dapmakoHarnaay. 3miHa y KopoTkil
Tabnetok y 6nictepi, Bunyck cepii: KPKA, a.4., XapakTepucTuLi Nnikapcbkoro 3acoby,
no 3, no 6, no 9 abo HoBo mecTo, CnoBeHis; TEKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
no 10 GnictepiB y BiAnoBiganbHWI 3a MEeOUYHOro 3aCTOCyBaHHsI Ha niacTa.i
KapTOHHiI kopobuyj; KoHTponb cepii: KPKA, perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
no 14 Tabnetok y n.a., Hoso mecTo, nikapcbkoro 3acoby, abo gocnimxeHs 3
6nictepi,no 1, no 2, CnoBeHisi; BUpobHuk, 6e3nekn 3aCToCyBaHHS MiKapCbKoro
no4 abono7 BignoBiganbHUN 3a 3acoby B nicnsipeecTpaLiiinii nepiog, abo
GnicTepiB y BUPOGHMLUTBO "in bulk": SK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
KapTOHHIN kopobLyi Hinréo MeHoBo TiaHkaHr npoBeaeHVX BiANoOBiAHO A0 MnaHy
dapmacbtotukanc Ko., nepiatpuyHux gocnigxeHs (PIP) (iHwi
NTa, Knuran 3MiHM) - 3MiHM BHECEHO A0 IHCTPYKUIii Ans
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posainis "OcobnmeocTi
3actocyBaHHs", "MobiuHi peakuii"
BiZNOBIOHO O OHOBMEHOI iHGhopMmaLlii 3
6e3neku Qjto4oi pe4yoBUHM (BancapTaHy)
3rigHo 3 pekomeHaauismm PRAC. TepmiH
BBEAEHHS 3MiH NPOTSIrom 6 micauiB nicns
3aTBEPKEHHS
68. | BAIIbIMPOKOM 500 | TabneTku, BKpUTI TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a He UA/2169/01/02
XPOHO NniBKOBOKO "ACIHO MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom nidnsieae
060MoHKOIO, YKPAIHA" 6e3neku/edeKTMBHOCTI Ta
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

NPOSOHroBaHoi Aii,
no 500 mr, no 10
TabneTtok y Gnictepi;
no1,3ab6o6
6nictepis B
KapTOHHIN nayui

dapmakoHarnagy. 3MiHa y KopoTKil
XapaKTepucTuui nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ansi
MeJMYHOro 3aCTOCyBaHHs Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiinii nepiog, abo
SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHb,
npoBefeHnx BigNoBiAHO 4O NnaHy
nepiaTpnyHmx gocnimpkens (PIP) (iHwi
3MiHNn).
3MiHM BHECEHO B iHCTPYKLUit0 Ans
MeOMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Oo posainy "3actocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaar”
BiZNOBIgHO O OHOBMEHOI iHhopMmaLlii 3
Ge3neku Oito4oi pe4oBUHU 3rigHO 3
pekomeHgauieto PRAC (wono
3aCcTOCyBaHHs Banbnpoary nig Yac
BariTHOCTI, AiTAM XIHOYOI cTaTi Ta XiHKam
penpoayKTUBHOrO Biky). BBeaeHHs 3MiH
npoTtarom 6-Tu micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEeAMNYHOro 3aCTOCYBaHHS Ha MiacTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
©e3nekn 3acToCyBaHHSA NiKapCbKOro
3acoby B nicnsipeecTpadiiiuii nepiog, abo
SK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
NpOBEAEHMX BiANOBIAHO 4O NnaHy
nepiaTpnyHnx gocnigpkens (PIP) (iHwi
3MiHK). 3MiHU BHECEHO B iHCTPYKLUilo Ans
MeOMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby no posainis: "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHSA rpyaato”,
"Cnocib 3acTocyBaHHsi Ta fo3n"
BiA4NOBIgHO 40 OHOBMEHOI iHpopmaLlii 3
6e3neku Qit4oi pevyoBUHU 3rigHO 3
pekomeHaadieto PRAC (wono nnuvsy
Banbnpoary Ha YOnoBiKiB Ta pU3NKY
nopyLleHb HEPBOBO-MCUXIYHOrO PO3BUTKY
y HallaakiB, HAPOMKEHMX Bif NauieHTiB
YOIOBIYOI CTaTi, SIKi OTpMMyBanu
Barbnpoar npoTsarom 3 MicsiLiB nepen,
3a4aTTsM, a TaKOX LL0J0 PU3MKY
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

BPOKEHWNX Baf, PO3BUTKY AN OiTen, aKi
3a3Hanu BHYTPILLHLOYTPOBHOro BNNuUBY
Basibnpoaris). BBegeHHs 3MiH npoTsirom 6-
TV MicsiLiB nicnst 3aTBepaKeHHS. 3MiHu |
Tuny - 3MiHK Wwoao 6esnekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTu1Li Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeON4YHOro 3aCcToCyBaHHs Ha nigcTa.i
perynsipHo OHOBJOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxkeHb 3
6e3nekn 3acTocyBaHHS fikapCbKoro
3acoby B nicnsipeecTpauiiHuii nepios, abo
SIK pe3ynbTaT OUiHKK 3BiTY 3 LOCTIOKEHb,
npoBefeHnx BigNOBIAHO 4O NnaHy
neaiatpuyHmx gocnigxeHs (PIP) (iHwwi
3MiHM). 3MiHM BHECEHO B iHCTPYKLIO Ans
MeOM4YHOro 3acToCyBaHHSA NikapcbKoro
3acoby no posainis: "B3aemopis 3 iHWMMK
nikapcbknmmn 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmneocTi 3acTtocyBaHHs",
"MoGiyHi peakuii" BignoBigHO Ao
OHOBIEHOI iHhopMmalii 3 6e3neku aitoyoi
pevoBUHY 3rigHo 3 pekoMeHaauieto PRAC
(lwono B3aemogii 3 kro3aniHom; Po3BUTKY
TSKKUX LLKIPHUX NoBiYHuX peakuin (TLUTP)
Ta aHrioHeBPOTUYHOrO HabpsIKy) pu3nkis
PO3BUTKY €03UHOQINBHOT NHEBMOHIT Ta
rinepnirmeHTadii). BBegeHHs amiH
npoTSArom 6-Tv MicsLiB nicns
3aTBEPKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
apmakoHarnsgy. 3miHu y KopoTkii
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi
MEANYHOrO 3aCTOCYBaHHs!
reHepuYHUX/ribpnaHux/6ionogibHNx
nikapcbkux 3acobiB nicns BHECEHHS Tiel
caMoi 3MiHW Ha pedepeHTHUI npenapaT
(3miHa He noTpebye HagaHHSA XOOHUX
HOBUWX JOAATKOBUX AaHMX) . 3MiHN
BHECEHO B iHCTPYKLIO Ans MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby oo
posginis: "lMNokasaHHa" (peaaryBaHHs),
"®apmakornorivyHi BnactusocTi”,
"MpoTunokasanHs", "Baaemopgisa 3 iHLWMMK
nikapcbkumm 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTI abo
rogyBaHHs rpyaak”, "Cnocib
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

3acTocyBaHHA Ta gosun”, "Oitn"
(yTouHeHHs ), "MobiyHi peakuii” BinnosigHO
[0 OHOBNEHOI iHhopMaLii Npo meanyHe
3acToCcyBaHHs ped)epeHTHOro nikapcbkoro
3acoby (denakiH XpoHo 500 mr, TabneTtku
BKPUTi 0BOOHKOI, MPOSIOHIOBaHOI Aii).
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicns 3aTBEpAXEHHS.

69.

BAJIbTPOBIP

TabneTkn, BKpUTI
NniBKOBOK
o6ornoHkoto, no 500
mr, no 10 TabneTtok
y bnicTepi; no 1 abo
no 5 6nictepis y
navui

MAT
"Knismegnp
enapat”

YkpaiHa

MAT "KnisBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edeKTUBHOCTI Ta
tapmakoHarnagy (iHwi 3amiHn) OHoBREHHS
TEKCTY MapKyBaHHS1 yNaKoBKM NiKapCbKoro
3acoby BignosigHO Ao BUMor Hakasy MO3
Ykpainu Big 23.07.2015 p. Ne 460. Takox
3MiHM BHECEHO B TEKCT MapKyBaHHS
BTOPWHHOI YNakoBku y NyHkT 3, 8, 17 Ta B
TEKCT MapKyBaHHS NEPBUHHOI YNaKoBKN Y
nyHKTW 4, 6. BHeceHHs 3miH oo MKA
(posginy "MapkyBaHHs") — 3rigHO
3aTBEPAKEHOMY TEKCTY MapKyBaHHS.
BBegeHHsA 3MiH NpoTArom 6-Tn micsuis
nicns 3aTBepaKeHHs

3a
peuenmom

UA/2951/01/01

70.

BONbTAPEH
EMYNbrENb

eMyrnbrenb ans
30BHILUHLOIO
3actocyBaHHsA 1 %;
no20r,abono50r,
abo no 75, abo no
100 ry Ty6i, no 1
Ty6i B KQPTOHHIl
KopobLi

XaneoH KX
CAPI

LLsenyapis

BMPOOHMLITBO MiKapCbKOro
3acoby, nepBuHHe Ta
BTOPWHHE NaKyBaHHS,

KOHTPOMb AKOCTi, BUNYCK
cepin: XaneoH KX C.a.p.n.

, WBeeviuapisa; nepsuHHe Ta
BTOPVHHE NakKyBaHHS,

KOHTPOIb SKOCTi, BUMYCK
cepin: XaneoH ltani
Manydpekuypinr C.p.J1.,
ITania

LLseviuapis/
ITanis

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax

cneuudikauin Ta/abo JonycTUMmNX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, LWo
BMKOPUCTOBYIOTLCH Y NPOLIEC
BMpo6HMLUTBa AD| (BUMy4YEHHSA HE3HAYHOTO
noKasHuKa sSIKOCTi (Hanpuknag BUIy4YeHHs
3acTapinoro nokasHuka)) - BUaaneHHs
nokasHuka «Baxki meTanuy» 3i
cneuudikauii A®| BupobHuka M3 y
3B’A3KY i3 BUNYYeHHAM BUPOGHMKIB ADI
KoHUepHy HoBapTic (y cneumdikauii skux
AaHui NokasHuk 6yB NpMcyTHIM). 3MiHu |
TMny - 3MiHu 3 sikocTi. CepTudikat
BignoBigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchKii
apmakonei/moHorpadii. 3miHK, noB's3aHi
3 HeOOXiAHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponeicbkoi chapmakonei, abo iHwoi
HaLujioHanbHoT dhapmakonei aepxasu €C
(3miHa y cneuundikauisix, nos'a3aHa 3i
3MiHamu B [1DY, abo €Bponencokin
hapmakonei, abo iHLWiN HauioHanbHil
dapmakonei gepxasu €C) - BUNy4YeHHs
nokasHvka «Temnepartypa nnaBneHHs» 3i

6e3
peuenma

UA/1811/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

cneungikaii APl BupobHuka Unique
Chemicals, India y 38’A3Ky i3 OHOBNEHHAM
MoHorpadii BP. 3miHu | Tuny - 3MiHu 3
sikocTi. CepTudikat BignosigHocTi/l E-
cepTudikar BiaANoBIAHOCTI €EBpONENChKIN
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HEOOXiAHICTIO MPUBEOEHHS Y
BiANoBigHiCTb o MoHorpadii AdPY abo
€Bponewickkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C
(3miHa y cneundikauisix, nos'asaHa 3i
3MmiHamu B J®Y, abo €Bponeicbkin
capmakonei, abo iHLWin HauioHanbHin
dapmakonei aepxasu €C) BUNyYEHHS
nokasHuka «lgeHtundikauis metogom
TLWX» 3i cneundikauii APl BUpoGHuka
Unique Chemicals, India y 38’s13ky i3
OHOBIEHHSAM MoHorpadii BP. 3miHu | Tuny
- 3MiHu 3 sikocTi. CepTudpikaT
BignosigHocTi/lE-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HeoOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HaujioHanbHoi dapmakonei gepxasu €C
(3miHa y cneuwmdikauisix, nos'a3aHa 3i
3MiHamu B [1DY, abo €Bponencokin
dapmakonei, abo iHLWin HauioHanbHin
apmakonei aepxasu €C) 3miHW B MeTOAI
BuNpobyBaHHa A®I 3a nokasHUKoM
«CnopigHeHi gomiwkm metogom BEPX»
Bupo6HMka Unique Chemicals, India, a
came 3MiHeHO konoHKy BEPX, kinbkicTb
0pTOdOCHOPHOI KUCIOTK Ta HATPIO
pvrigpodpocdarty, vacy
xpomatorpadyBaHHsi. 3MiHu | Tuny - 3MiHu
3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI €EBpONENChKIN
apmakonei/moHorpadii. 3miHu, noB'a3aHi
3 HeOOXiHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C
(3miHa y cneuundikauisix, nos'asaHa 3i
3MiHamu B [1DY, abo €Bponenchkin
dapmakonei, abo iHLWin HauioHanbHin
capmakonei gepxasu €C) 3MiHM B
npoboniaroToBLi BUNpo6oByBaHOro 3paska
y MeTopai BunpobysaHHA ADI 3a
nokasHukom «KinbkicHe BU3HAYEHHS»
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
Bupo6Hmka Unique Chemicals, India 'y
BigMNOBIgHOCTI OHOBNEHOI MoHorpadii BP.

3MiHn | TMny - 3MiHn 3 sikocTi. ADI. (iHLWi
3MiHM) - OHOBMEHHsA macTep-ganny Ha ADI
BMpobHuka Unique Chemicals, India
3artBepokeHo: AP/08/2022-11-28
(November 2022) 3anponoHoBaHo:
AP/09/2023-04-17 (April 2023) 3miHu |
Tmny - 3MiHun 3 akocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaT
BiANOBIQHOCTI €BpONEenchbKii
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HEOOXiAHICTIO MPUBEOEHHS Y
BigNoBIgHICTb A0 MoHorpadii PY abo
€Bponeicbkoi hapmakonei, abo iHwWoi
HauioHanbHoi hapmakonei gepxasu €C
(3miHa y cneundikauisix, nos'asaHa 3i
3miHamu B J®Y, abo €Bponeicbkin
capmakonei, abo iHLWin HauioHanbHin
dapmakonei gepxasu €C) - BUNy4YeHHs
nokasHuka « TemnepaTtypa nnaBneHHs» 3i
cneungikauii A®l BupobHuka Amoli
Organics Private Limited, India y 38’a3ky i3
OHOBIEHHAM MoHorpadii BP. 3miHun | Tuny
- 3MiHu 3 sikocTi. CepTudpikaT
BignosigHocTi/E-cepTudikaT
BigMNOBIAHOCTI €EBpONENChHKIl
apmakonei/moHorpadii. 3miHu, nos'a3aHi
3 HeoOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HaujioHanbHoi dapmakonei gepxasu €C
(3miHa y cneuwmdikauisix, nos'a3aHa 3i
3MiHamu B [1DY, abo €Bponencokin
dapmakonei, abo iHLWin HauioHanbHin
dapmakonei gepxasu €C) - BUNy4YeHHs
nokasHuka «laeHTudikauis metogom
TWX» 3i cneumndikauii AP| BupobHuka
Amoli Organics Private Limited, India 'y
3B’A13KY i3 OHOBMEHHAM MoHorpadii BP.
3miHu | Trny - 3miHm 3 akocTi. CepTudikat
BignoBigHocTi/l'E-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. 3miHu, nos'asaHi
3 HeOOXiHICTIO NPUBEAEHHS Y
BignoBigHicTb o MoHorpadii APY abo
€Bponewicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C
(3MiHa y cneuudikaLisix, noB'sa3aHa 3i
3miHamu B [J®Y, abo €Bponencbkin
dapmakonei, abo iHLWin HauioHanbHIn
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

capmakonei gepxaeu €C) - 3MiHM B
meTopai BunpobyBaHHa AD| 3a NokaszHMKOM
«CnopigHeHi gomiwkm metogom BEPX»
BnpobHuka APl Amoli Organics Private
Limited, India, a came 3MiHEHO KONMOHKY
BEPX, kinbkicTb 0pTOh0oCHOpPHOI KNCNOoTH
Ta HaTpito gurigpodocdaTy, Yacy
xpomarorpadysaHHs. 3MiHu | Tuny - 3MiHn
3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BiaNnoBiaHOCTI €BpONEnCchbKin
dapmakonei/moHorpadii. 3miHW, NoB'aA3aHi
3 HEOOXiAHICTIO MPUBEOEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C
(3miHa y cneumdikauisix, nos'a3aHa 3i
3miHamu B J®Y, abo €Bponencbkin
capmakonei, abo iHLWin HauioHanbHin
capmakonei gepxaeu €C) - 3MiHM B
npoboniaroToBui BUNpo6oBYBaHOrO 3pas3ka
y meTogi BunpobysaHHs AdI 3a
nokasHUKoM «KinbKicHe BUSHAYEHHS»
Bmpo6Huka Amoli Organics Private
Limited, India y BignosigHOCTi OHOBNEHOI
MoHorpadii Bp.®apm. 3MiHu | Tuny -
3MiHn 3 gkocTi. API. (iHLi 3MiHW)
OHOBIEHHs MmacTep-danny Ha AdDI
Bupo6HmKa Amoli Organics Private limited,
India. 3aTBepaxeHo: AOPL-
VAP/RDDA/AP-BP/09/2022-07
B3anponoHosaHo: AOPL-VAP/RDDA/AP-
BP/10/2023-06 - 3miHn | Tvny - 3miHu 3
sikocTi. A®Il. KonTtponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®I, abo
BVXiAHWIA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPVCTOBYIOTBCS Y NMPOLIECI
BMpOGHMLUTBa ADI (4OMNOBHEHHSA
cneundikaLii HOBUM NOKa3HWKOM SIKOCTi Ta
BiAMNOBIAHMM MeTOAOM BUNPOByBaHHS) -
[o[aBaHHSA nokasHuka « TonepaHTHi 4o
XKOBUYi rpaMHeraTuBHi 6akTepii» oo
cneundikauii A®I BupobHmnka Amoli
Organics Private Limited, India. 3miHn |
TMNy - AOMIHICTPaTMBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHULI (BKITHOYaO4M
AinbHUUi ans A®l, npomixkHOro NpoayKTy
abo roToBoro nikapcbkoro 3acoby,
AiNbHULI ANa NpoBeAeHHs NaKyBaHHS,
BMpo6HMKa, BigNOBiAaNbHOro 3a BUMYCK
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
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Ymoeu
eionycky
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yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

cepin, MicLe NpoBeaeHHs! KOHTPONKO cepii)
abo nocTavarnbHvKa BUXigHOrO MaTepiany,
peareHTy abo LONOMiIKHOT pe4oBUHM
(SIKLLLO 3a3HaYeHO Y [OCbE) BUITYHEHHSI
AinbHMUb KoHuepHy Hosapric - Novartis
Grimsby Ltd., Novartis Pharma Stein AG,
Novartis Pharma AG, SGS International
Services Laboratory (ISL) Limited y
3B’A3KY i3 3MiHAMW y CTPYKTYpPi KOMMaHii
3asiBHMKA. 3MiHuM | TMNY - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-ceptudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HeoOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb 4o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWwoi
HauioHanbHoi dhapmakonei gepxasu €C
(3miHa y cneumdikauisix, nos'a3aHa 3i
3miHamu B J®Y, abo €Bponencbkin
dapmakonei, abo iHLWin HauioHanbHiIN
capmakonei gepxaeu €C) BuganeHHs
anbTepHaTMBHOI METOAMUKM ineHTUdiIKaLii
meTogom TLUX 3i cneumdikavii ADI
BUpo6Huka 113 y BignoBigHOCTI 40 3MiH y
MoHorpadii BP. 3minHu Il Tuny - 3MiHu 3
skocTi. A®I. (iHLWi 3mMiHW) OHOBNEHHSA
macTtep-danny Ha APl BupobHuka Unique
Chemicals, India 3atBepmxeHo: AP/001-
10/2010-06-01 (February 2011)
3anponoHoBaHo: AP/08/2022-11-28
(November 2022) - 3miHn Il Tuny - 3miHn 3
akocTi. A®L. (iHLwi 3MiHW) - OHOBNEHHS
mactep-darny Ha APl BupobHmka Amoli
Organics Private Limited, India
3areepoxeHo: AOPL/DDA/AP/02/2013-04
3anponoHoBaHo: AOPL-VAP/RDDA/AP-
BP/09/2022-07

71.

BYrinnsa
AKTUBOBAHE

Tabnetkn no 0,25,
no 10 Tabnetok y
Gnictepax; no 10
TabneTtok y 6nictepi;
no 2 abo no 10
GnicTepiB y nauui 3
KapTOHY

NPAT
"XIMOAPM3
ABOQ
"YJEPBOHA
3IPKA"

YkpaiHa

MPAT "XIMOAPM3ABO[
"4YEPBOHA 3IPKA"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnX
MaTepianis: YTOYHEHHS cTaTycy
peknamyBaHs B Haka3i MO3 YkpaiHu Ne
633 Big 11.04.2025 B npoueci BHECEHHS
3MiH (3MiHu | TNy - AaMiHicTpaTUBHI
3MiHWU. 3MiHa HalMeHyBaHHs1 Ta/abo
agpecy 3asiBHMKa (BnacHvKa
peecTpaLiinHoro noceigyeHHs) 3miHa
HaliMeHyBaHHS 3asiBHMKa Ta 3MiHW Y
HanucaHHi agpecu 3asBHUKa (BnacHuka
peecTpaLiiHoro noceigyeHHs). TepmiH
BBeAEHHS 3MiH NPOTAroMm 6 micauis nicns
3aTBepAKeHHA. 3MiHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. 3MiHa

be3
peuenma

nionsza
€

UA/9148/01/01




59

[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
HaiMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHSs QisiNbHOCTI
BMpOGHMKa/iMnopTepa rotToBOro
nikapcbKkoro 3acoby, BKMoYaum ginbHULi
BMNYyCKy cepii abo MicLe npoBeaeHHs
KOHTPOJHO SIKOCTI. (QiSANbHICTb, 3a sIKy
BignoBigae BMPOOHMK/iMnopTep,
BKJIOYAIOUM BUMYCK cepiil) 3MiHa
HaiMeHyBaHHsi BUpoOHuKka M3 Ta aMiHn y
HanucaHHi agpecy BUpobHuka M3. 3MiHn
BHECEHO B IHCTPYKLUIiO ANs MeanyHoro
3aCTOCYBaHHs! NiKapCcbKoro 3acoby y
po3ainu "BupobHuk" Ta
"Micue3Haxoa)XeHHs1 BUpoOHUKa Ta
agpeca Micua NnpoBagKeHHst Noro
[DisanbHOCTI" Ta K HacnigokK - y BiANOBIAHI
pO3[inu TEKCTY MapKyBaHHS MEPBMHHOI Ta
BTOPWHHOI YNakoBKW NikapCcbkoro 3acoby.
TepmiH BBEAEHHA 3MiH NpoTAromM 6 micsauis
nicnsa 3aTBepAXeHHs1). Pegakuis B Hakasi -
He nignsrae. BipHa pegakuis - nignsrae.
72. | TABAHA® kancynu no 50 mr; MNAT YkpaiHa MAT "KviBmegnpenapat" YkpaiHa BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/14764/01/04
no 10 kancyny "Knismegnp MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
Gnictepi; no 2 enapat” 6e3nekn/edeKkTMBHOCTI Ta
Gnictepu B nayui tapmakoHarnagy (iHwi 3MiHm) - 3miHn
BHECEHO B TEKCT MapKyBaHHsSi BTOPUHHOI
yNaKoBKM fikapcbKoro 3acoby y nyHkTu 3,
8, 17 Ta B TeKCT MapKyBaHHS NEePBUHHOI
YMaKOBKW y MYyHKT 6. BBeAEHHSA 3MiH
npoTSArom 6-Tv MicsLiB nicns
3aTBEPOKEHHS
73. | TAHIPENIKC PO34MH AN iH'EKLN BAT YropwuHa BTOPWHHA YrakoBKa, YropwuHa BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/20422/01/01
FEOEOH PIXTEP y nonepeaHbo "lepeoH Bunyck cepii: BAT matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI. peuenmom
HanoBHEHOMY PixTep" "'epeoH PixTep", oToBWI Nikapcbkuin 3aci6. KoHTponb
wnpwdi no 0,25 YropLuHa; BUpo6HULTBO roTOBOro fikapcbKkoro 3acoby. 3miHa y
Mr/0,5 Mn; ckNsiHWIA Hepo3dpacoBaHoro MeToAax BUNpobyBaHHS roTOBOro
wnpuy o6'emom 1 NPOAYKTY, KOHTPOMb SKOCTI nikapcbkoro 3acoby (He3HayHa 3MiHa y
MIT i3 3aKpinneHo (kpim cTepunbHoCTi), 3aTBepAKEeHVX MeTofax BUNpobyBaHHS)
rornkoto 3 nepBuHHa ynakoska: BAT HesHayHi 3miHu 3a nokasHukom "KinbkicHe
HepxxaBitoyoi cTani 3 "'egeoH PixTep", BU3HAYeHHS Ta igeHTudikauis gioyoi
XOPCTKOIO YropLuHa; KOHTpOrb peyoBuHM" meTogom YBEPX. BBegeHHs
HacagKot, 3aKpUTUin SIKOCTi (CTEPUMBHICTB): penakuinHux 3mMiH. 3MiHu | Tuny - 3miHu 3
npobkoto-nopLuHem BAT "legeoH PixTep”, sikocTi. [oTOBMIA Nikapcbkui 3aci6.
3i WwTokom, no 1 abo YropuuHa KoHTponb rotoBoro nikapcbkoro 3acoby.
6 wnpwuuis y 3miHa y MeToaax BUNpobyBaHHS! rOTOBOrO
KapTOHHiI kopobui nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBepOKEHVX MeTofax BUNpobyBaHHS)
HesHauyHi 3MiHM 32 NoKasHWKOM
"CynpoBigHi gomiwwku" metogom YBEPX.
BBefeHHs pegakuinHnX 3MiH
74. | TAH®OPT® Kpanni o4Hi, no 3,0 E66BI HimeydmHa AnnepraH IpnaHais BHECEHHS 3MiH 0 peecTpauifHmX 3a UA/11121/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
Mn Yy pnakoHi- Honuneng dapmackioTikans lpnaHgis MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom
KpanenbHuui 3 M6X i Ko. 6e3nekn/edeKTUBHOCTI Ta
nonietunexy, no 1 KIr capmakoHarnsgy. 3MiHa yactotu Ta/abo
abo 3 conakoHu- TEPMIiHIB MOAAHHA perynsapHo
KpanenbHuLi B OHOBIIOBAHWX 3BiTiB 3 6e3nekn nikapcbkux
KapTOHHIN nayui 3acobiB - 3MiHK y YacToTi Ta gatax
NnoAaHHs perynsipHo OHOBIHOBAHOIO 3BiTY
3 6e3nekun MaHdopT. [itoya pepakuis:
YactoTa nogaHHs perynspHo
OHOBOBAHOrO 3BiTY 3 6e3nekun 3 poku.
KiHueBa gata Ans BKMIOYEHHS AaHWX 0
PO3b - 19.11.2018 p. lata nogaHHs -
17.02.2019 p. lNponoHoBaHa peaakuis:
YactoTa nogaHHsA perynspHo
OHOBJHOBAHOrO 3BiTY 3 Ge3nekn 5 pokis.
KiHueBa fata Onsi BKMIOYEHHS AaHWX 0
POSB - 19.11.2026 p. flata nogaHHs -
17.02.2027p. PekomeHgoBaHo oo
3aTBepAKEHHSA BIOMNOBIAHO 40
nepioanMYHOCTI NOAAHHSA perynsipHo
OHOBIOBaHWX 3BITIB 3 6€3nekun nikapcbknx
3acobis y €C.
75. | TENb rens, 1000 MO/r no Tosapwucteo YkpaiHa ToBapncTBO 3 06MEXEHOI0 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/16419/01/01
FrENAPUHOBUNA 25 abo 50 r y TyGi; 3 BignoBiganbHicTo maTepianis: 3miHu | Tuny - peuenma
no 1 Ty6i y kopobLi 3 | obmexeHow "dapmaueBTUYHa ipma AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
KapTOHY Bignosigans "Beprekc", HariMeHyBaHHs Ta/abo agpecu 3asBHUKA
HicTIO YkpaiHa" (BNacHuWka peecTpauinHoro NocBia4YeHHS) -
"®apmauesT (BUpOBOHULTBO 3 NpoaykKuii 3MiHa agpecu 3asiBHUKa
n4yHa cipma in bulk ToBapuctsa 3
"BepTekc" obmexeHoto
BiANOBiganNbHICTIO
"®apmaLeBTUYHa
KoMnaHis "3aopos's”,
Ykpaina)
76. | FIHO®NOP Tabnetkn MepgiHoBa LLiBeviLapis BUPOBHMLTBO, NEPBUHHE HimeuumHa/ BHECEHHS 3MiH 0O peecTpauiiHnx bes UA/1851/01/01
BariHanbHi; no 2 Al Ta BTOPVHHE NaKyBaHHS: LLisenuapis matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenma
Tabnetku y 6nictepi; XaynTt ®apma Amaper 6e3nekn/edekTMBHOCTI Ta
no 1 6nictepy B 'm6X, HimeuunHa; dapmakoHarnsgy (iHwi 3amiHun) - 3MiHu
KapTOHHiI kopobuyj; KOHTPOrb SIKOCTi Ta BUMYCK BHECEHO B TEKCT MapKyBaHHS NEPBUHHOT
no 6 Tabnetok y cepii: MegiHoBa AT, (n. 6) Ta BTOpUHHOI (N. 17) ynakoBok
6nicTepi; mo 1 abo 2 LLiBenuapis nikapcbkoro 3acoby Wwoao norotuny
Gnictepu B 3asBHVKa. BBegeHHs 3MiH npoTsrom 6
KapTOHHI kopobui MicsILiB Micnsi 3aTBEPAXKEHHS.
77. | FTNIBEHKNAMIA Tabnetkv no 5 mr, MAT YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a UA/6631/01/01
no 10 Tabnetok y "®apmak” matepianis: 3MiHu | Tuny - 3MiHM Wono peuenmom

6nictepi; no 5 abo
no 10 GnicTepiB y
navui

6e3nekn/eeKkTUBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHm)
BHeceHO He3HauHi 3MiHU y TeKCT
MapKyBaHHs NepBUHHOI (. 6) Ta
BTOPUWHHOI (n. 11, 16, 17) ynakoBku
nikapcbkoro 3acoby, a TakoX YTOYHEHO
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
iHdopmauito woao norotuny. BeegeHHa
3MiH MPOTAroM 6-Tu micsAuiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsagy (iHwi 3miHu). OHoBNEHO
TEKCT MapKyBaHHS NepBUHHOI Ta
BTOPWHHOI YNakoBKW NMikapCcbkoro 3acoby,
a came BUIy4eHo iHpopmallito, 3a3Hadvery
POCINCbKOK MOBOIO, Ta BUKMAAEHO i
aHrMiCbKOIO MOBOIO.
BBeaeHHs 3MiH NnpoTsarom 6-T1 mMicsauis
nicnsi 3aTBEpOXEHHS.
78. | TMIBEHKNAMIO- Tabnetku no 5 mr; TOBAPUCT YkpaiHa TOB "dapmaueBTuyHa YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/4647/01/01
300POB'A no 10 tabnetoky BO 3 KomMnaHis "3gopos's"” MaTepianis: 3miHn | Tuny - 3miHn Wwono peuenmom
Gnictepi; no 5 OBMEXEH 6e3nekn/edeKkTUBHOCTI Ta
GnictepiB y (0]}0) capmakoHarnagy (iHwi 3miHu)
KapTOHHIN kopobuyj; BIAMNOBIOA OHOBMEHHA TEKCTY MapKyBaHHS
no 50 Tabnetok y JIBHICTHIO NepBUHHOI Ta BTOPMHHOI YNakoBOK
KOHTelHepi; no 1 «KOPIMOPA nikapcbkoro 3acoby, a came:
KOHTEeWHepy y LA - BUNMYYeHO iHopMmaLito, 3a3Ha4eHy
KapTOHHiI KOpoOLyi; «300POB’A POCINCBHKOK MOBOIO;
no 50 Tabnetok y » - YTOYHEHO iHhopMaLito Woao norotmny
KOHTeWHepax 3asiBHMKA Ta TEXHIYHOI iHbopmaLii;
- BHECEHO HEe3HauHi peaakuinHi npaBkn B
TEKCT MapKyBaHHS NepBUHHOI Ta
BTOPWHHOI YNaKOBKM NiKapCbKoro 3acoby.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBEpPAXKEHHS.
79. | TAITENK niodinisat ans MAT YkpaiHa MAT "KviBmeanpenapat” Ykpaina BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/12177/01/01
po3unHy Ans iH'ekuin | "KuiBmeanp matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom
no 400 mr, 1 dpnakoH enapart” 6esnekn/edeKTMBHOCTI Ta
3 niocpinisatom B dapmakoHarnsaay (iHwi 3miHn) 3miHn
KoMnnekTi 3 1 BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
amnyrnot yNaKoBKM fikapcbKoro 3acoby y nyHkTu 3,
pPO34MHHUKA (Boda 8, 17 Ta B TEKCT MapKyBaHHS NEPBUHHOI
ans iH'ekyin) no 3,2 yMNaKoBKW Y MYyHKT 6. BBeAeHHSA 3MiH
MI1 B KOHTYPHIW npoTSArom 6-Tv MicsLiB nicns
YapyHKOBIN 3aTBEpPAXKEHHSA
ynakosui; no 1
KOHTYPHIV
YapyHKOBIN ynakoBLi
B nayui 3 KapTOHy
80. | rmoAy HACTOWMKA | nacToiika no 25 mn MPAT YkpaiHa MPAT "XIM®GAPM3ABO[ YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHnX bes UA/8383/01/01
abo 100 mny "XIMOAPM3 "YEPBOHA 3IPKA" matepianis: 3miHu | Tuny - peuenma nionszae
drakoHax CKNSHUX; ABO[ AaMiHicTpaTMBHI 3MiHU. 3MiHa
no 1 dnakoHy B "YEPBOHA HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
nayui; no 25 mn abo 3IPKA" (BnacHuKka peecTpaLiiHoro NocBigYeHHs) -

100 mn y donakoHax
cknsaHux; no 100 mn
y 6aHkax;

no 100 mny

3MiHa HaliMeHyBaHHS 3asiBHUKA Y 3B’3KY
3i 3MiHOIO OpraHi3aLiiHo-NpaBoBOi hopMu

nignpuemcTtea.BeegeHHsA 3MiH NpoTsirom 6-
TV MicsiliB nicnsi 3aTBepAXKEHHS. 3MiHu |
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

bnakoHax
nonimepHux; no 100
Mn Yy pnakoHax
nonimepHux; no 1
dnakoHy B nauuii 3
KapTOHY

TMny - AOMiHiCTpaTMBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
nNpoBafXXeHHS QisnNbHOCTI
BMpOoGHMKa/iMnopTepa rotToBOro
nikapcbKoro 3acoby, BKNOYa4U AinbHUL
BUMYCKy cepii abo micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QiSANbHICTb, 3a sIKy
BiAgnoBigae BUpoGHMK/iMnopTep,
BKITHOYAK04M BUMYCK Cepiit)
3MiHa HaiMeHyBaHHs BUPOOHMKa Y 3B’A3KY
3i 3MIHOI0 OpraHi3aLinHO-NpaBoBOi HOpMKU
nignpvemMcTaa. Takox AONOBHIOETHCS
HanucaHHa agpecu y BiAMNOBIAHICTb 4O
aitoyoi niyeHsii. BupobHuua ginbHuus ta
BCi BUpOBOHMYi onepadii 3anuwatTbes 6e3
3MiH.
3MiHn BHeceHo y po3ainv "BupobHuk" Ta
"Micue3Haxoa)XeHHsi BUpobHUKa Ta
agpeca Micua NnpoBagKeHHst Noro
DisiNbHOCTI" B IHCTPYKLiO AN1S1 MEOUYHOro
3aCTOCYBaHHsI Ta K HACMidoK - Y TEKCT
MapKyBaHHs1 yNakoBKM MikapCbKoro
3acoby. BeBegeHHst 3MiH npoTsarom 6-1u
MicsLiB Micnsa 3aTBEPAXEHHS.

81.

OAJIMAKCIH

ma3sb, 20 mr/r; no 25
ry Ty6i; mo 1 Ty6i B
nadui 3 KapToHy

MPAT
"XIMOGAPM3
ABO[Q
"YEPBOHA
3IPKA"

YkpaiHa

MNPAT "XIM®GAPM3ABO[

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecy 3asiBHUKa
(BnacHuka peecTpaLiiHOro NoCBiAYEHHS).
3MiHa HallMeHyBaHHS 3asiBHUKa Ta 3MiHW Y
HanucaHHi agpecu 3asBHWKa (BNacHuka
peecTpauinHOro noceigyeHHs). TepmiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBepOKEHHS. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBafXeHHS QisinNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKNOYaum AinbHULI
BMNycKy cepii abo micLie npoBeaeHHs
KOHTPOMIO SIKOCTI. (BiANbHICTb, 3a AKy
BignoBigae BUpoGHuMK/iMnopTep,
BKI0MAKO4M BUMYCK cepiit). 3MiHa
HaliMeHyBaHHSA BUpOGHMKa 113 Ta 3miHn y
HanucaHHi agpecy BupobHuka 3. 3miHn
BHECEHO B po3ainu "BupobHuk" Ta
"Micue3Haxoa)XeHHs1 BUpoOHUKa Ta
agpeca Micusi NpoBaKEHHS NOro
[isinbHOCTI" B IHCTPYKLUiO ANs Meau4Horo
3acTocyBaHHS Nikapcbkoro 3acoby, sk

HacnigokK - BigNoBIiAHi 3MiHW Y TEKCTi

6e3
peuenma

nionsieae

UA/4182/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

MapKyBaHHs! yNakoBKM MikapCbKoro
3acoby.

TepMiH BBEAEHHSI 3MiH - NPOTSrom 6
MicauiB nicnst 3aTBepoKeHHs. 3MiHu | Tuny
- 3MiHM wopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi amiHm). 3MiHn
BHECEHO B TEKCT MapKyBaHHS NEPBUHHOI
(nyHKT 5) Ta BTOpUHHOI (MyHKTN 11, 17)
yNaKoBOK fikapcbKkoro 3acoby; BMUIy4YeHo
iHcbopMaLito, 3a3Ha4YeHy POCINCLKO
MOBOI. TepMiH BBEAEHHSA 3MiH - NPOTArOM
6 MicauiB nicnsa 3aTBepaXKeHHsA

82.

ABALE200
FAPSYUIA HATIVA

rpaHynu ons
OopanbHOro po3vnHy
no200mr/1r;no1r
y cawe; no 20 cawe
B navuj

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT "®apmaueBTnyHa
dipma "OapHuuga"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuii 3aci6. 3miHK y
BUPOOHMLTBI (iHLI 3MiHW) - BHECEHHS 3MiH
B po3gin 3.2.P.3.3. Onuc BMpobHuyoro
npoecy Ta KOHTPOIo NpoLecy, a came:
npowec nakyBaHHs 4OAATKOBO A0
3aTBEPPKEHOTO paHille NpoLecy py4HOro
nakyBaHHs1 JOMOBHEHO anbTepHaTUBHUM
METOA0M BTOPUHHOIO NaKyBaHHS
(nakyBanbHa niHis).

6e3
peuenma

UA/19261/01/01

83.

ABALIE OHI
FAPSYUIA HATIVA

rpaHynu ons
0OparnbHOro po3ynHy
no 600 mr/3r;no3r
y cawue; no 6 cawe B
nayui

MpAT
"®apmaueBT
n4yHa chipma

"OapHuus”

YkpaiHa

MpAT "®apmaueBTnyHa
dipma "OapHuuga"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BUPOGHMLTBI (iHLLI 3MiHW) - BHECEHHS 3MiH
B po3gin 3.2.P.3.3. Onuc BMpobHuyoro
npoLiecy Ta KOHTPOSIO NpoLecy, a came:
npouec nakyBaHHs AOAATKOBO A0
3aTBEPPKEHOTO paHille npoLecy py4YHoro
nakyBaHHs1 [JONOBHEHO anbTepPHATUBHUM
METOAOM BTOPUHHOTO MaKyBaHHS
(nakyBanbHa niHist).

bes
peuenma

UA/19262/01/01

84.

IKAPLOIHC®

TabneTkn, BKpUTI
NniBKOBOIO
obornoHkKoto, no 25
mr; no 10 TabneTok
y nepcgopoBaHoMy
6nictepi; no 1 abo 3
Gnictepn y
KapTOHHiIl kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwwHN

m6X

Himeyumna

Bupo6HMLTBO, NakyBaHHS,
MapKyBaHHs!, KOHTPOb
SIKOCTIi, BUNYCK cepii:
BepiHrep IHrenbxanm
®apma 'mbX i Ko. KT,
HimeyuunHa; MNepBurHHE Ta
BTOPWHHE NaKyBaHHS,
MapKyBaHHs: PoTTteHgopd
®apma 'M6X, HimeuumHa;
BupobHmLTBO TabneTok
"in-bulk", kKOHTPOMb SAKOCTI
(3a BUHATKOM TeCTy
"MikpobionoriyHa
ynctoTa"), BUMYCK Cepii:
Pottenpopd ®apma
'm6X, Himeuunna

Himeyumna

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny - 3miHK 3 sKOCTi.
A®I. KoHTponb A®I. 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHOro
marepiany/npoMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHmuTBa AP| (He3HauHi
3MiHW Y 3aTBEPAKEHUX MeToaax
BUNpobyBaHHS) -

HesHauHi 3MiHn y meTogi X gnsa
KOHTPOSIO OpraHiyHMX AOMILLOK Y BUXIAHIN
peyoBuHi Glucono-delta-lactone, sika
BMKOPWCTOBYETLCH ANsi BUpobHuutea A®I
emMnarnidnosuH. HeaHayHa 3miHa y
NPUroTyBaHHi BUXIAHUX PO34YMHIB; 3MiHa
column stationary phase Ha ekBiBaneHTHy;
He3HauHi peaakuiviHi 3MiHu. 3MiHu | Tuny -

3a
peuenmom

UA/14980/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa
y MeToaax BunpobysaHHs APl abo
BUXIQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BUpobHuUTBa A®| (He3HauHi
3MiHM Y 3aTBEpPOXKEHNX METOAAX
BMNPOOYBaHHS) - HeaHauHi 3MiHM y MeTogj
X ANs KOHTPOIO OPraHiYHNX JOMILLOK Y
npomixkHomy npoaykti TMS Lactone, sikuii
BUKOPUCTOBYETbCS ANst BupobHuutea APl
emnarnidno3vH. HesnayHa 3amiHa y
NPUroTYBaHHI BUXIOHUX PO3YUHIB; 3MiHa
column stationary phase Ha ekBiBaneHTHy;
He3HayHi pedakuiviHi 3miHn. 3miHu | Tuny -
3MiHun 3 skocTi. A®l. KoHTponb A®I. 3miHa
y MmeTofax sunpobyeaHHs APl abo
BUXIQHOro Matepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (HesHauHi
3MiHM y 3aTBEpOXKEHUX MeToAax
BUNPOoOyBaHHS) - HeaHauHi 3MiHM y MeTogj
BEPX Anst KOHTPOIO OpraHiYHUX SOMILLOK
y npomixHomy npoaykTi Bl 10733 lodide,
SIKUIA BUKOPUCTOBYETLCS ANS BUPOOHMLTBA
A®Il emnarniconosunH. HesHauHi pegakuinHi
3MiHW.

85.

DXKAPOIHC®

TabneTkn, BKpUTI
NniBKOBOKO
obonoHkoto, no 10
mr; no 10 TabneTok
y nepcgopoBaHoMy

BepiHrep
IHrenbxanm
IHTEepHeLwHN

mM6X

Himeyunna

Bupo6HMLTBO, NakKyBaHHs,

MapKyBaHHS!, KOHTPOb
SIKOCTIi, BUNYCK cepii:
BepiHrep IHrenbxanm
®apma 'mbX i Ko. KT,

Himeyumna

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI.
A®I. KoHTponb A®I. 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixxHoro

3a
peuenmom

UA/14980/01/02

6nictepi; no 1 abo 3
Gnictepu y
KapTOHHiI kopobui

HimeuuuHa; MNepBrHHE Ta
BTOPWHHE NaKyBaHHs,
MapKyBaHHs: PoTTteHgopd
®apma 'M6X, HimeuumHa;
Bupo6HuuTBO TabneTok
"in-bulk", kKOHTpoOnb sIKOCTi

npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHmuTBa AD| (HE3HAYHI
3MiHW Y 3aTBEPAKEHUX MeToaax
BUNpobyBaHHS) -
HesHauHi 3MiHn y meTogi X ansa
KOHTPOSO OpraHiYHNX AOMILLOK Y BUXIAHIN

(3a BUHATKOM TeCTy
"MikpobionoriyHa
ynctoTa"), BUMYCK Cepii:
Pottenpopd ®apma
m6X, HimeuunHa

pevoBuHi Glucono-delta-lactone, sika
BUKOPUCTOBYETbCS ANsi BUpobHuutea AdI
emMnarnidnosvH. HeaHayHa 3miHa y
NPUroTyBaHHi BUXIAHUX PO34YMHIB; 3MiHa
column stationary phase Ha ekBiBaneHTHy;
He3HauHi pegakuiviHi 3MiHu. 3MiHu | Tuny -
3miHu 3 gkocTi. A®Il. KonTtponb A®I. 3miHa
y MeTofax BunpobysaHHs A®l abo
BUXiaHOro Matepiany/npomMixkHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AD| (HE3HAYHI
3MiHW Y 3aTBEPAKEHUX MeToaax
BUNPoOyBaHHs) - He3HauHi 3mMiHW y meTopi
"X Ans KOHTPOMO OpraHiYHNX JOMILIOK Y
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yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

npomixkHomy npoaykti TMS Lactone, sikuii
BMKOPUCTOBYETLCS ANs BUpoBbHMLTBa ADI
eMnarnicno3unH. HeaHayHa 3miHa y
NPUroTyBaHHI BUXiOHUX PO3YUHIB; 3MiHa
column stationary phase Ha ekBiBaneHTHy;
He3HayHi pefakuiviHi 3miHn. 3miHu | Tuny -
3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa
y MeToaax BunpobysaHHs APl abo
BUXIQHOro mMatepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BUpobHuUTBa AD| (He3HauHi
3MiHM Y 3aTBEpPOXKEHNX METOAAX
BUNpoOyBaHHS) - HeaHauHi 3MiHM y MeTogj
BEPX ans kOHTpOnto opraHivyHmnx JOMiILIOK
y npomixkHomy npoaykti Bl 10733 lodide,
SIKUIA BUKOPUCTOBYETLCS ANS BUPOOHMLTBA
A®I emnarnidpnosnH. HesHauHi pegakuinHi
3MiHN.

86.

AWKno-o

kpanni o4Hi 0,1 % no
5 mn y cpnakoHi-
KpanenbHuui; no 1
bnakoHy-
KpanenbHWLi B naywi

CEHTICC
DAPMA
MNBT. ATA.

IHgia

CEHTICC ®APMA MBT.
nTA.

IHgia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKkTMBHOCTI Ta
tapmakoHarnagy. 3MiHa y KopoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MeOU4YHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3acToCcyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepios, abo
SIK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
nNpoBeAeHWX BiANOBIAHO A0 NnaHy
nepiaTpuyHnx gocnigxens (PIP) (3Miny
Y3rO[KEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHM BHECEHO [0 iHCTPYKLUii Ans
MELMYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby B po3ain "3acTocyBaHHs y nepioa
BariTHoCTi abo rogyBaHHsi rpyaaw”
BiANOBIgHO [0 OHOBMEHOI iHpopmaLlii 3
6e3neku fitoyoi pev4oBuHU. BBeAEHHS 3MiH
npoTtsarom 6-Tu MicauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby B
po3ain "MoGiyHi peakuii" LwLoao 3BiTyBaHHS
npo nob6iyHi peakLii, a Takox nepemileHo
agpecy KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa 3 po3ainy
"Mob6iyHi peakuii" B po3ain "3asBHUK".

3a
peuenmom

He
nidnsieae

UA/2905/01/01
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicnsa 3aTBepaKEeHHs
87. | OUKITOD®EHAK renb 50 mr/r,no 40 r MPAT YkpaiHa MPAT "XIMOGAPM3ABO[ YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx be3 nionsieae UA/0708/02/02
rento y Tybi "XIMOAPM3 "YEPBOHA 3IPKA" matepianis: 3miHu | Tuny - peuenma
antominieBin Ne 1; y ABOL AMmiHiCTpaT1BHI 3MiHW. 3MiHa
naywi 3 KapToHy; no "YEPBOHA HaiMeHyBaHHs Ta/abo agpecu 3asBHUKA
100 ry Ty6i 3IPKA" (BNacHuka peecTpauinHoro NoCBiAYEHHS) -
namiHatHin Ne 1; y 3MiHa HaNMeHyBaHHS 3asiBHUKa Ta 3MiHW Y
naywi 3 KapToHy HanucaHHi agpecu 3asiBHUKa (BnacHuka
peecTpaLiiHoro Noceig4eHHs). 3MiHu |
TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBafXXeHHA OisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMoYaum ginbHuLi
BUMYyCKy cepii abo Micue npoBeaeHHs
KOHTPOMIO SKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BMPOGHMK/iMnopTep,
BKITHOYa04M BUMYCK Cepiit) - 3mMiHa
HaniMeHyBaHHSA BUpOoGHMKa 113 Ta 3miHn y
HanucaHHi agpecy BupobHuka M3. 3MiHn
BHECEHO B iHCTPYKLIO Ans MegnyHoro
3aCTOCyBaHHS nikapcbKoro 3acoby y
po3ainu "BupobHuk", "MicLe3HaxomKeHHs
BMpOGHMKa Ta agpeca Micus
NPOBaXXEHHS NOro JiAnbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHs1 ynakoBoK. BBegeHHs 3MiH
npoTtsarom 6-Tu micauis nicns
3aTBEPAKEHHS
88. | AUKNO®PEHAK renb 50 mr/rno 40 r MPAT YkpaiHa MPAT "XIM®GAPM3ABO[ Ykpaina BHECEHHS 3MiH 10 peecTpauiiHnX bes He UA/0708/02/02
rento y Ty6i "XIMOAPM3 "YEPBOHA 3IPKA" marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuenma nionszae
antomiHiesin Ne 1; y ABO[ 6e3nekn/edeKTUBHOCTI Ta
nayui 3 KapToHy; no "YEPBOHA apmakoHarnsgy. 3miHa y KopoTkil
100 ry TyGi 3IPKA" XapakTepucTuli nikapcbkoro 3acooby,

namiHaTHin Ne 1; y
nadui 3 KapToHy

TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3aCcTocyBaHHSs MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepion, abo
SIK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
nNpoBeAeHWX BiANoBigHO A0 nnaHy
nepiaTpuyHux gocnigxens (PIP) (3Miny
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOBaXXEHVM OpraHoMm)
3MiHM BHeceHo Ao IHCTpykLuii ons
MELMYHOrO 3aCTOCYBaHHS! NiKapCbKOro
3acoby Ao posainis: "MpoTunokasaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTI abo
roflyBaHHs rpyaaw” wono 6esnekm




67 [TponoBkeHHs noaaTKa 3
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
3aCTOCyBaHHS Jit040i pe4oBUHM
auknodpeHak BianoBiaHO A0 pekomeHaaLin
PRAC. BeegeHHs 3MiH NpoTsarom 3-ox
MicaUiB Nicnsa 3aTBepAXeHHs
89. | AONOKC PETAPO TabneTku, BKPUTI "HOHik IHgis HOHik ®apmacbloTvkan IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/3939/02/01
NniBKOBOK dapmacbloT JlabopaTopis (BigaineHHs matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
060n0HKo10, ukan dipmun "x. b. Kemikan3 [oToBWI Nikapcbkuii 3aci6. KoHTponb

NPOSOHroBaHoi Al
no 100 mr, no 10
Tabnetok y 6Gnictepi;
no 1, no 2, abo no
10 GnicTepiB y
KopobLUi

JlabopaTtopis

(BiaaineHHs
dipmu "Ix.
B. Kemikana
eHg
dapmacbloT
vkana Jitg.")

eHg PapmacboTukana
Nra.")

roTOBOrO MikapCbKoro 3acoby (iHLUi 3MiHM)
OHOBIEHHS BXe 3aTBEepAXeHUX MeTogiB
KOHTPOMIO AKOCTi MikapcbKkoro 3acoby, a
came: BUKINaAEeHHS TEKCTY AepXKaBHOK
MOBOIO 3riAHO CYy4aCHUX BUMOT.
BBegeHHsA 3MiH NpoTArom 6-Tn micsuis
nicns 3atBepaKeHHs. 3MiHu | Tuny - 3miHn
3 AKOCTi. [0TOBMIA NikapcbkuMin 3aci6.
CT1abinbHicTb. 3miHa y TepMiHax
npuaaTHOCTi abo ymoBax 36epiraHHs
roTOBOrO flikapcbkoro 3acoby (iHLUi 3MiHW)
- NpuBeAeHHs iHdopmalLlii 3a3HadeHol y
po3gini “YmoBu 36epiraHHa” o matepianis
BMPOOHYKa. 3aTBepAKeHO: XpaHnUTb Npu
TemnepaType He Bbiwe 30°C B cyxom,
3aLlMLLEHHOM OT CBeTa MecTe. XpaHuTb B
HeAoCTYNHOM Ans AeTen MecTe.
3anponoHoBaHo: 36epirati B
opuriHanbHiln ynakoBLi npu Temneparypi
He BuLe 30°C. 36epiraTv B HeQOCTYMHOMY
ans giten micui. BeegeHHs 3MiH npotarom
6-Tn MicsauiB nicnsa 3aTBepAXEHHS. 3MiHN |
Tuny - 3MiHK 3 siKkoCTi. [OTOBMI Nikapcbkui
3aci6. KoHTpornb rotToBoro nikapcbkoro
3acoby. 3miHa napameTpis crneumdikaLin
Ta/abo [onMyCTUMUX MeX roTOBOro
nikapcbkoro 3acoby (iHLwi 3MiHK) - CynyTHst
3MiHa - 3MiHu 3 siKocTi. [oToBMN
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKOro
3acoby (iHwWi 3MiHW y meTodax
BMNpobyBaHb (BKMoYakoun 3amiHy abo
[OMNOBHEHHS)) MPVBEAEHHS crieumdikaLii
Ta MeTOAiB KOHTPOMo A0 maTepianis
BUPOGHMKa, peaKkTOpPChbKi 3MiHU.
BBeneHHs 3MiH NpoTsarom 6-Tu mMicauis
nicnsi 3aTBepOXeHHs - 3MiHu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy (iHwWi 3mMiHW) - 3MiHK
BHOCATbCS A0 po3ainy "MapkyBaHHS" B
3aTBepaxeHnx MKA y 3B'a3ky 3
OHOBMEHHAM iHbopMmaLlii.
3aTBepaxeHo:Mapkuposka Npunaraetcs.
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3anponoHoBaHo: MapkyBaHHs. 3rigHo

3aTBEPAKEHOro TEKCTY MapKyBaHHSI.

BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicnsa 3aTBepaXXEHHS.

90.

AOOMErT®

Tabnetku no 250 wmr;
no 50 Tabnetok y
cdnakoHi; no 1
dnakoHy B
KapTOHHil kopobui

3AT
dapmanesT
WNYHWIA 3aBOA

EriC

YropwuHa

3AT dapmaueBTUYHUIA
3asopg ElNC

YropwwmHa

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHW. BunyyeHHs
BMPOOHWYOI AinbHULL (BKMIOYa4m
AinbHUUi gnsa A®l, npomixkHoro NnpoaykTy
abo roToBOro fikapcbkoro 3acoby,
[inNbHULI AN NPOBEAEHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAanNbHOro 3a BUMYCK
cepil, MicLe NpoBeaeHHs KOHTPONo cepii)
abo nocTayanbHVKa BMXIQHOTO marepiany,
peareHTy abo 4ONOMiIKHOT pe4oBUHM
(AIKLLLO 3a3HaYeHO Y AOCbE) - BunyyeHHs
BMPOBHMKa Aito40i pevyoBUHM MeTungona -
TEVA PHARMACEUTICAL INDUSTRIES
LTD, I3painb. 3anuwaroTtbes
anbTepHaTVBHI 3aTBEpAXKeHi BUPOOHMKH, a
came: Egis Pharmaceuticals PLC,
YropwuHa Ta Zhejiang Chiral Medicine
Chemicals Co. Ltd., Kutan.

3a
peuenmom

UA/9455/01/01

91.

AOOTABICT

PO34MH NS iH eKUN,
279,32 mr/mn (0,5
MMOnb/Mn);

no 5 mn a6o 10 mn,
abo 15 mn, abo 20
mn, abo 60 mn, abo
100 mn 'y conakoHi;
no 1 cnakoHy B
nauvui;

no 10 mn a6o15 mn,
abo 20 mny
nonepeaHLo
HanoBHEHOMY
wnpwui; no 1
nonepeaHLo
HanoBHEHOMY
Lwinpuuy y 6nictepi,
no 1 abo 5 6nictepis
y nadui 3 KapToOHy;
no 10 mn a6o 15 mn,
abo 20 mny
nonepeaHLo
HanoBHEHOMY
wnpwdi; no 1
nonepeaHLo
HanoBHEHOMY
LINpuLy, 3 OKPEMO
BKMagEeHO ronkow

AT
"®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwono
©e3nekn/eeKkTuBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi
MeAMNYHOro 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3aCToCyBaHHSs MikapcbKoro
3acoby B nicnsipeecTpadiiHnii nepiog, abo
SIK pe3ynbTaT OLiHKK 3BIiTY 3 LOCTIOKEHb,
nNpoBeAeHWX BiANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigxens (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHW BHeceHi o IHcTpykuii ans
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posainis "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHA rpyaa” Wwono
6e3nekn 3aCToCyBaHHS Ailo40i peYoBUHM
BignosigHo Ao pekomenaauin PRAC EMA.
BBeneHHs 3MiH NpoTarom 6-Tu mMicsauis
nicnsi 3aTBEpOXKEHHS.

3a
peuenmom

He
nidnsieae

UA/16798/01/01
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
y KOHTeWHepi Ta
/abo ynopom gns
nanbuis y énicrepi;
no 1 abo 5 Gnictepis
y nayui 3 KAapTOHy;
no 10 mn a6o 15 mn,
abo 20 mny
nonepeaHLo
HanoBHEHOMY
wnpwui; no 1
nonepeaHLo
HanoBHEHOMY
wnpuuy y énictepi 3
OKpeMO BKMNadeHo
ronKow y
KOHTeWHepi Ta/abo
yrnopoM Ans nanbLisB
y nayui; no 1 aéo 5
GnicTepis y nayui
92. | DOUETAKCEN KOHLieHTpart Ans Akkopa Icnanis BMPOGHMLTBO, KOHTPOIb IHais/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/17408/01/01
AKKOP[ pPO34MHy Ang Xenckea SKOCTi, NEPBUHHE Ta Benuka maTepianis: 3miHu | Tuny - peuenmom
iHy3in, 20 mr/mn; C.JLY. BTOPVHHE NaKyBaHHS: BpwuTaHis/ AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs
no 1 mn (20 mr) abo IHTac ®apmachbtoTikanc YropwmHa/ BMPOGHWYOI AiNbHULI (BKITHOYA04M
4 mn (80 mr) abo 8 NimiTeq, IHais; TypeuunHa AinbHUUi gnsa A®l, npomixkHoro npoaykTy
mn (160 mr) y IHTac ®apmacbtoTikanc abo roToBOro fikapcbkoro 3acoby,
dnakoHax, no 1 Nimitea, IHAois; [inbHUL AN NPOBEAEHHS MaKyBaHHS,
nakoHy B BTOPWHHE NaKyBaHHS: BMPOGHWKa, BiAMNOBiAanbHOro 3a BUMYCK
KapTOHHIN navui Akkopg Xenckea Jlimiteq, cepii, MicLe NpoBeAeHHs KOHTPOMO cepii)
Benuka bpuTaHis; abo nocTayanbHVKa BMXIQHOTO marepiany,
CuvHonTtus IHgacTpian Cn.3 peareHTy abo AONOMiXHOT pEYOBUHM
0.0., MonbLya; (KO 3a3Ha4veHo y Aocbke). BunyyeHHs
KOHTPOIb SIKOCTi cepii: BUPOBHMYOT AinbHULI BiANOBiAanbLHOI 3a
€BpodiHc AHaniTikan Bunyck cepii, a came AKKOP[ XEJICKEA
Cepsices XaHrepi K., NIMITEL, Benuka Bputanis/ACCORD
YropwuHa; HEALTHCARE LIMITED, United Kingdom.
dapmapokc Xernckea J174., 3anuwaeTbcs anbTepHaTUBHUN BUPOOHMK
ManbTa; Akkopp Xenckea Moncka Cn. 3 0.0. Cknag
BUPOBHMLTBO, NEPBUHHE Imnoptepa/Accord Healthcare Polska Sp.
Ta BTOPVHHE NaKyBaHHS: z 0.0. Magazyn Importera. BBegeHHs1 3MiH
OHko Inak CaH. Be Tigx. nNpoTSArom 6-Tv MicsLiB nicns
A.C., TypeyuuunHa; 3aTBEPKEHHS.
KOHTPOrb SIKOCTi cepii:
SAPMABANIA N1a.
MikpobionoriyHa
nabopartopis, YropLiuHa;
BignoBiganbHWIM 3a BUNYCK
cepii:
Akkopg Xenckea [Noncka
Cn. 3 0.0. Cknag
Imnoptepa, Monbwa
93. | APOBEIJIC TabneTku, BKPUTI BAT YropwuHa BMPOGHMUTBO roTOBOI YropumHa/ BHECEHHS 3MiH 10 peecTpauiiHuX 3a He UA/20281/01/01
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
NniBKOBOK "TeneoH nikapcbkoi hopmu, Himeyumna maTepianis: 3minu |l Tuny - 3miHn WwWoao peuenmom nidnsieae
obonoHkoto, 3 PixTep" dacoBka, ynakoBka, 6e3nekn/ePekTMBHOCTI Ta
mr/14,2 mr, no 28 KOHTPOIb AKOCTi (XimiKo- dapmakoHarnagy. 3MiHu y KopoTKil
TabneTok, BKPpUTMX Di3nYHi NoKasHMKK), XapaKTepucTu1Li Nnikapcbkoro 3acoby,
NniBKOBOO BUMNYyCK cepii: BAT TEKCTi MapKyBaHHS Ta iHCTPyKLUii Ans
0BOSOHKOM, Y "lepeoH PixTep", MeONYHOro 3aCTOCyBaHHS y 3B'A3KY i3
6nictepi (24 poxesi YropLumHa; KOHTPOsb HOBWMW aHMMW 3 AKOCTI, AOKMIHIYHUMM,
aKTVBHi TabneTku Ta AKoCTi (Mikpobionoris): KMiHIYHUMW SaHUMKW Ta JaHUMK 3
4 6ini TabneTtkn BAT "l'egeoH PixTep", dapmakoHarnagy - 3MiHM BHECEHO 0
nnaue6o); no 1 abo YropLuHa; BUpo6HNLTBO IHCTPYKUIT ANA MeAWYHOro 3aCTOCYBaHHS
no 3, abo no 6, abo roToBOi nikapcbKoi nikapcbkoro 3acoby fo po3ainie
no 13 Gnictepis copmu, dhacoska, "dapmakonoriyHi BnactmBocTi"
pa3oM i3 KapTOHHUM ynakoBKa, KOHTPOJSIb SIKOCTi ("dapmakokiHeTrka") Ta "Cnocit
dyTnapom Ans (ximiko-gpiznyHi 3acTocyBaHHs Ta Jo3un". BBegeHHs 3MiH
36epiraHHs Gnictepa nokasHukm): Xaynt ®apma npoTsarom 6-Tu Micauis nicns
Ta1,3,6a6o013 MioHcTep T'MBX, 3aTBEePYKEHHSsI
caMoKIneyMMm HimeuyumHa; koHTponb
TMXKHEBUMU sKocTi (Mikpobionoris):
KaneHgapsmm- TEX®apm M'mbX,
cTUKepamn y HimeuyumHa; koHTponb
KapTOHHIl kopobui sKocTi (Mikpobionoris):
JTa6op J1C CE eHg Ko. KT,
HimeyunHa
94. | OPOTABEPWUH Tabnetkn no 0,04 r; MPAT YkpaiHa MPAT "XIMOGAPM3ABO[ YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx be3 He UA/2014/01/01
no 10 Tabnetok y "XIMOAPM3 "YEPBOHA 3IPKA" maTepianis: 3miHu | Tuny - peuenma nidnsieae
6nictepi; no 1 abo 2 ABO[ AamiHicTpaTuBHi 3miHW. 3MiHa
Gnictepu B nayui 3 "YEPBOHA HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
KapTOHY 3IPKA" (BnacHuka peecTpaLiiHOro NocBig4YeHHs)

3MiHa HallMeHyBaHHSA 3asiBHMKa Ta 3MiHW Y
HanucaHHi agpecu 3asBHWKa (BNacHuKka
peecTpaLiiHoro noceigyeHHs). TepmiH

BBEOEHHS 3MiH - NPOTArom 6 MicauiB nmicnsi

3aTBepOKEHHS. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHS QisinbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKMYa4m ginbHULI
BMNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QiiNbHICTb, 3a Ky
BignoBigae BMpOGHMK/iMnopTep,
BKIOYaK0UM BUMYCK cepiit) 3MiHa

HaliMeHyBaHHs1 BUpoGHUMKa 113 Ta 3miHn y

HanucaHHi agpecy BMpobHuka M3. 3MiHn
BHECEHO B iHCTPYKLUIO ANst MeaNYHOro

3aCTOCyBaHHS fnikapcbkoro 3acoby y
po3ginu "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUpobHuKa Ta
agpeca Micusi NpoBaKEHHS NOro
[isinbHOCTI" Ta SIK HAcNigokK - y BiaNoBigHi
pPO34iNn TeKCTY MapKyBaHHsi NEPBUHHOI Ta
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BTOPWHHOI YNakoBKW NMikapCbkoro 3acoby.
TepmiH BBEAEHHS 3MiH — NpOTArom 6
MicsUiB MicNsa 3aTBepAXEHHS.
95. | APOTABEPUH- PO34MH ANS iH'eKLN, MpAT Ykpaina MpAT "®apmaueBTnyHa Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/7468/02/01
OAPHUUA 20 mr/mnno 2 mn B "®apmanesT dipma "OapHuusa" marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom
amnyni; no 5 a6o no n4yHa cbipma 6e3nekn/edeKkTMBHOCTI Ta
10 amnyny "NapHuug" dapmakoHarnsagy (iHwi 3amiHn) OHOBNEHHS
KOHTYPHIW TEKCTy MapKyBaHHS NEPBUHHOI Ta
YapyHKOBIN BTOPUWHHOI YNaKoOBOK NikapCbKoro 3acoby,
ynakoBui; no 1 a came: - BUny4YeHo iHpopmalito,
KOHTYPHIW 3a3HayeHy poCiiCbKO MOBOIO; - M. 3.
YapyHKOBIN ynakoBLi "MEPENIK JOMNOMPKHUX PEHOBUH"; -
y navui YTOYHEHO iHGOpMaLLito LWoJo noroTuny
3asBHUKa/BUPOBHUKA; -goaaHo QR-kog Ha
BTOPVHHII yNaKoBLj; a TAKOX BHECEHO
He3HayHi pefakuinHi NpaBKkn B TEKCT
MapKyBaHHS! yMaKoBOK MiKapCbKOro
3acoby. TepMiH BBEAEHHSI 3MiH - MPOTArOM
6 MicauiB nicnsa 3aTBepAXEHHS.
96. | E3OMEP Tabnetkn MEPPEPI ITanisa (Bunyck cepii, nepBuHHE ITanisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16273/01/01
racTpope3nCTEHTHI SAPMAYEY Ta BTOPVHHE NaKyBaHHs) MaTepianis: 3miHn | Tuny - 3MiHn Wwopo peuenmom
no40 mr;no 7 TIHI CPN JTAMIM CAH MPOCIMNEPO 6e3nekn/eeKkTuBHOCTI Ta
Tabnetok y bnictepi; C.MN.A., ITANIA; apmakoHarnsgy. BHeceHHs abo 3miHa(n)
no 2 abo no 4 (NpuUroTyBaHHA NPOayKTy 0o 3000B'AA3aHbL Ta yMOB BuAadi
Gnictepny in bulk) BAIT®PAPMA peecTpaLinHOro NOCBIAYEHHS, BKITOYa04n
KapTOHHIN kopobLyi IHTEPHELWWHAN C.N.A,, MnaH ynpaeniHHA pusnkamm (iHLWwi 3MiHK) -
ITanis 3asiBHMKOM HagaHo oHoBneHun MNnax
ynpasniHHA puankamu Bepcia 2.0. 3MiHn
BHECEHO A0 YacTuH: | «3aranbHa
iHdpopmauis» Il «Cneumndikauis 3
6esnekn» Il «Mnan 3 dapmakoHarnagy»
V «3axogu 3 miHimizauii puaukis» VI
«Pestome nnaHy ynpasniHHA pusukamm»
VIl «QopaTku» (nogatku 1-8) y 3B’A3Ky 3
OHOBMEHHAM iHcbopMmallii 3 6e3neku fjitoyoi
peyYoBMHM €30Menpa3on BiAMNoBiAHO A0
aKTyanbHOI pedepeHTHOI iHdopmalii, a
TaKoX y 3B'A3KY i3 3MiHOO cbopmaty
BianosiaHo Ao sumor Evaluation Guidance
on the format of the risk management plan
(RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018
Rev.2.0.1 accompanying GVP Module V
Rev.2 Human Medicines).
97. | EK30NIK PO34MH HaLLKipHUIA 1 MPAT YkpaiHa MPAT "XIM®GAPM3ABO[ YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHuX bes nignsrae UA/16629/01/01
%; no 10 mn a6o no "XIMOAPM3 "YEPBOHA 3IPKA" matepianis: 3miHu | Tuny - peuenma
20 mn y chnakoHi; no ABO[ AamiHicTpaTuBHI 3MiHU. 3MiHa
1 donakoHy B nauyui "YEPBOHA HalMeHyBaHHsI Ta/abo agpecu 3asiBHUKA
3IPKA" (BnacHuka peecTpaLiiHOro NocBig4YeHHS).
3MiHa HallMeHyBaHHSA 3asiBHMKa Ta 3MiHW Y
HanucaHHi agpecu 3asiBHUKa (BnacHuka
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

peecTpaLiiHoro Noceig4eHHs). 3MiHum |
TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs Ta/abo agpecu micus
nNpoBafXXeHHS QisNbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMoYaum ginbHuLi
BUMYCKy cepii abo micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BMPOGHMK/iMnopTep,
BKITHOYa04M BUMYCK cepiit). 3miHa
HanMeHyBaHHs BUpobHuka 13 Ta 3amiHn y
HanucaHHi agpecy BupobHuka M3. 3MiHn
BHECEHO B iHCTPYKLIO Ans MegnyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3ainu «BupobHuk» Ta
«MicuesHaxompkeHHs BUpOOHMKa Ta
agpeca Micusa npoBafKeHHS Moro
OiSNbHOCTI» 3 BiANOBIGHUMUN 3MiHAMK Y
TEKCTi MapKyBaHHS1 YNaKkoBKW NikapCbKoro
3acoby. BeBegeHHst 3MiH npoTsarom 6-1u
MicsuiB nicns 3aTBepoKeHHs. 3MiHu | Tuny
- 3MiHu wopno 6eanekn/edeKTUBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHun). 3MiHn
BHECEHO B TEKCT MapKyBaHHsi BTOPUHHOI
yNaKoBKM MikapcbKoro 3acoby y nyHkTu 3,
17. BBegeHHs 3MiH NpoTSIrom 6-Tu micsuis
nicnsi 3aTBEpOXKEHHS.

98.

ENIFAPA 22,5 MI'

NopoLLOK Ans
NPUroTyBaHHS
PO34mMHY Ans
NiALKIPHWX iH'eKLin
no 22,5 mr;
KOMMNEKT MiCTUTB 1
TNOTOK Ta CTEPUIBbHY
ronky. Jlotok
MIiCTUTb NaKeTuK 3
BOJIOrOnorfmMHaym
M areHToM Ta
nonepeaHL0
3'eQHaHy LWnpuueBy
cuctemy:
nonepeaHLo
HanoBHEHWIA LLINpUL,
A 3 pPO34YMHHUKOM,
nonepeaHLo
HanoBHEHWIA LLNpULL
B 3 nopotukom,
dikcyrounin
3'egHyBad ans
wnpuuiBAtab 3
KHOMKot. Komnnekt

Pekoppari
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWUIM 3a BUNYCK
cepii:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BUPOBHMUTBO Wnpuua A,
wnpwuua b, kiHueBy
yMakoBKy Ta KOHTPOIb
SIKOCTI:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTpONb/BUNpobyBaHHs
cepii:

Tonmap IHk., CLUA;

BignoBiganbHUN 3a
KOHTpOnb/BUNPOBYBaHHSI
cepii:

Tonmap IHk., CLUA;

BiAnoBiganbHWI 3a
KOHTpOnb/BUNpoByBaHHsI

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWMI Nikapcbkuin 3aci6. 3MiHN Yy
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisx, nig 4ac BUpobHuUTBa
roTOBOrO fliKapCbKoro 3acoby (BMny4YeHHs
HeCyTTEBOro BUNpObyBaHHS B MpoLECi
BUPOGHMLUTBA) - BunyueHHs 3 IPC (in-
process control) BunpobysaHHsi «Burst
testing of the thermoformed trays» (Tect
Ha MiLHICTb TEPMIYHO (DOPMOBAHNX
KOHTerHepiB Ans wnpuua A Ta wnpuua
B). 3minu | TMny - 3miHuK 3 akocTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3miHu BUNpobyBaHb abo gonycTuMmx
MeX, BCTAHOBIEHMX Y cneumdikauisx, nig
Yac BUpOGHULITBA rOTOBOIO fiKapCbKoro
3acoby (BUINYYEHHSI HECYTTEBOTO
BMNpoOyBaHHS B NpoLeci BUpobHWLTBA) -
BunyuyeHHs 3 IPC (in-process control)
napameTpiB KOHTPOSHO, L0 CTOCYOTbCS
raMmMa-onpomiHeHHs wnpuua A. 3MiHum |
TMny - 3MiHM 3 sikocTi. [oToBMI Nikapcbkui

3a
peuenmom

He
nidnsieae

UA/5758/01/02
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
Y KapTOHHil kopobLi. cepii: 3aci6. 3MiHM y BUPOGHULITBI. 3MiHM
Cnektpan fata Cepsic, BMNpobyBaHb abo JoMyCTUMUX MEX,
IHk., CLLA BCTaAHOBMEHUX Y crieumdikauisax, nig vyac

BMPOGHMLTBA rOTOBOrO fiKapCbKOro
3aco0by (BUIYyYEHHs1 HECYTTEBOIO
BMNPOOYBaHHSA B NpoLeci BUpoOGHMLTBA) -
BunyuenHs 3 IPC (in-process control)
napameTpiB KOHTPOIHO, LLO CTOCYHOTLCS
cTepwunisauinHoi dinbTpauii npu
BUPOGHMLUTBI Wwnpuua b. 3miHn | Tuny -
3MiHu 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
3MiHN y BUPOOHMUTBI. 3MiHM BUNpobyBaHb
abo gonycTUMUX MeX, BCTAHOBIEHUX Y
crneundikauisx, nig yac BUpobHuLTBa
rOTOBOrO fikapCbKoro 3acoby (BUny4YeHHs
HeCcyTTeBOro BUNPoByBaHHS B MPOLECi
BUpO6HMUTBA) - Bunyyenns 3 IPC (in-
process control) napameTpis, L0
CTOCYIOTbCS BidyarnbHOro KOHTPOIO
wnpuua b. 3miHum | Tuny - 3miHK 3 AKocTi.
["oToBMI Nikapcbkuii 3aci6. 3miHK y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
OOMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneunikalisx, nig yac BUpoGHULTBA
rOTOBOrO fikapcbKoro 3acoby (BUny4YeHHs
HeCyTTEBOro BUNpobyBaHHS B NpoLeci
BUPOGHMLUTBA) - BunyueHHs 3 IPC (in-
process control) napameTpis, L0
CTOCYHOTbCSI Bi3yarnibHOro KOHTPOMiO LWOA0
nakyBaHHsi wnpuua b. 3minm | Tuny -
3MiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6.
3MiHM y BUpOOHMUTBI. 3MiHM BUNpobyBaHb
abo fonycTUMUX MeX, BCTAHOBIEHUX Y
cneuudikauisx, nig 4ac BupobHuUTBa
roTOBOrO fikapcbKoro 3acoby (AoaaBaHHs
HOBOro MeToy BUNpobyBaHHA Ta
[ONyCTUMUX MeX) - [lodaHo HOBUIA
napameTp «Removal torque»
(BMMipIOBaHHSI KPYTHOrO MOMEHTY) 3
MEeTOA0M BUMNPOOYBaHHS Ta 4ONYCTUMUMMU
mexamu go IPC (in-process control).
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3MiHM BUNpobyBaHb abo JonycTUMmX
MeX, BCTAHOBIEHMX Y cneumdikauisx, nig
yac BUPOGHMLTBA rOTOBOIO MikapCbKoro
3acoby (qogaBaHHSA HOBOTO METOAY
BMNPOBYBaHHS Ta ONYCTUMUX MEX) -
HopaHo HoBun napameTp «Burst testing»
(TecT Ha MiLHICTb) 3 MeToAOM
BMNPOBYBaHHS Ta JONYCTUMUMU MEXaMM
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n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

no IPC (in-process control), sike
BUKOHYETbCH Ha KOHTEWHEPI, Lo MICTUTb
nonepeaHLo 3'€HyBanbHy CUCTEMY
wnpuyie. 3miHn | TMNy - 3MiHK 3 SKOCTI.
['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
[OMNYCTUMUX MeX, BCTAHOBMEHUX Y
cneumdikauisix, nig yac BMpobHuUTBa
roTOBOrO fiKapCbKoro 3acoby (aoaaBaHHs
HOBOro MeToAy BUNpobyBaHHA Ta
ponyctummnx mex) - logaHo HoBwiA
napameTp «Bioburden»
(bioHaBaHTaXeHHs1) 3 MeToaAoM
BMNPOBYBaHHS Ta AONYCTUMUMMW MEXaMM
0o IPC (in-process control), sike
BUKOHYETLCA Ha nonepeaHbo
3’eQHyBarnbHi CUCTeMI LWNpULIB Nepeq
KiHLLeBOI cTepurisalieto 3a 4oNoOMOrot
eneKTPoHHoro npomeHs (E-beam). 3minu |
Tuny - 3MiHM 3 SKOCTi. [O0TOBMI NiKapCbKun
3aci6. 3MiHM y BUPOGHULITBI. 3MiHM
BUNpobyBaHb abo 4ONyCTUMUX MEX,
BCTaHOBIEHUX Y cneumdikauisx, nig yac
BMPOOHMLITBA FOTOBOTO MikapCbKOro
3acoby (aoaaBaHHs HOBOTO MeToAy
BMNPOOYBaHHSA Ta OMYCTUMMX MEX) -
HopaHo HoBun napameTp «Delivered
radiation» (onpoMiHIOBaHHs, Lo
HaaXo4uTb) 3 METOAOM BMNPODYBaHHA Ta
gonyctummnmmn mexxamm go IPC (in-process
control). 3miHu | TUNY - 3MiHK 3 FKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneundikaisx, nig yac BUpobHuLTBa
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
- 3MiHU KpUTEPIiB NPUAHSTHOCTI 3a
napameTtpom «Target fill weight» (uinboBa
Maca 3anoBHEHHs) Ang wnpuua A Ta
wnpuua B npu IPC. 3minHu | Tuny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3aci6. 3MiHNn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
OOMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneundikalisx, nig yac BUpobHMLTBa
rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW)
- 3MiHU KpUTEPIiB NPUAHSITHOCTI 3a
napameTtpom «Bioburden» ans Bulk
Leuprorelin Acetate Solution 3rigHo 3
pekomMeHaaui €C
EMA/CHMP/CVMP/QWP/850374/2015
N5 OCTAaTOYHO CTEPUNI30BaHOro NPOAYKTY
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ynakoeka)

npu IPC. 3MiHu | Tuny - 3MiHKn 3 AKOCTI.
['oTOBWI NiKapCbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneumdikauisix, nig yac BMpobHuUTBa
roTOBOrO JlikapCbKoro 3acoby (iHLUi 3MiHW)
- Buny4yeHHs 3 poaginy
3.2.P.3.4.KOHTpONb KPUTUYHUX CTadin i
NPOMIXKHOT NpoAyKLii BUNpoOyBaHb, ki
BiAHOCATLCA A0 po3ainis
3.2.P.5.1.Cneundpikauis Ta
3.2.P.5.2.AHaniTnyHi metoaukn. 3miHum |
TMny - 3MiHK 3 AKOCTI. [0TOBMIA NikapCbKuii
3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikaui
Ta/abo [onyCTUMUX MeX roToBOro
NiKapCcbKoro 3acoby (3BY>KEHHs1
OOMYCTUMUX MEX) - 3BY)KEHHSI
OOMNYCTUMUX MEX 33 NMOKa3HUKOM
«BbakTepianbHi eHOOTOKCUHWY Y
cneumdikauisax gns wnpuua A ang Bcix
no3yBaHb. 3MiHW | TUNy - 3MiHM 3 IKOCTI.
[oToBMI Nikapcbkui 3acib. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPobyBaHHs) -
3MiHU MeToaMKM 3a NOKa3HUKOM
«CTepunbHiCTb» Y MeToAax KOHTPOMO Ans
wnpuua A Ta wnpuua b Ha meToauky Ans
nonepegHbo 3'€4HaHOi CUCTEMU LLNPULIB,
a came [0AaHO OMNuC NepeBipkn
nonepegHbo 3'e€QHaHOi CUCTEMM LLUNPULIB,
6e3 3MiHM MeTOAMKU, sika NPOBOAUTLCS Y
BiANOBIAHICTb A0 3aranbHoi cTaTTi EP
2.6.1.Sterility. 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMUX MEX FOTOBOTO NiKapCbKOro
3acoby (OoNoBHEHHS crieumdikaLlii HoBUM
NMoKa3HUKOM 3 BifNoBiAHUM METOOOM
BuNpobyBaHHs) - [lo cneundikauii gns
BiJHOBITEHOrO PO34MHY J0AAHO MOKa3HUK
«Onuc wnpuueBoi cuctemmu» Ans Beix
[03yBaHb 3 BiANOBIAHUM METOAOM
BUNpoOyBaHHs. 3MiHN | TUNy - 3MiHn 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOOHMUTBA Anst
4YacTMHKU abo BCbOro BUPOGHMYOro
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
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ynakoeka) noceio4yeHHs1

npoLiecy roToBOro nikapcbKkoro 3acoty
(minbHUUS, Ha Ak NpoBoasATLCA Oyab-siKi
BUPOGHMYI cTagii, 3@ BUHATKOM BUMYCKY
cepii, KOHTPOIO SKOCTi Ta BTOPUHHOIO
nakyBaHHs ANsi CTEPUNBHUX NiKapCbKuUX
3acobiB (BKO4aO4M BUPOGEeHi
acenTUYHUM MeTodOoM), KpiM NiKapCbKUX
3acobiB 6ionori4Horo/iMmyHonoriYHoro
NOXOMXKEHHs1) - 3amiHa BUPOOHUYOT
ninbHuUui Steris Isomedix Services, USA,
LLIO BignoBigae 3a cTepunisadito wnpuua A
raMMa-ornpoMiHEHHSIM Ha HOBY BUPOOHUYY
ninbHuuto Smart World LLC, DBA Steri-
Tek, USA, wo Bignosigae 3a KiHUeBYy
cTepwunisauito nonepeaHLo 3'€QHaHol
CUCTEMM LUNPULIB ENEKTPOHHUM
npomeHeM (E-beam). 3miHn | Tuny - 3mMiHn
3 sikocCTi. FOTOBMIA NikapCbKMin 3aci6. 3MiHK
y BUPOBHULTBI. 3MiHM ¥ npoueci
BMPOGHMLITBA rOTOBOrO J1iKapCbKOro
3aco0y, BKMYa4m NPOMKHUI NPOAYKT,
LLIO 3aCTOCOBYETLCH NPU BUPOBHNLTBI
roTOBOro NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpoGHMLTBA) - 3MiHKN B
npoveci nakyBaHHsi 113, y 38’A3ky i3
3aMiHOI KOMMNEKTY 3 OKpEMMX LINPpULLB
Ha nonepeaHbo 3'€QHaHy cUCTeEMY
wnpuuis. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa po3Mipy cepii
(Bkntoyatoum dianasoH po3Mipy cepii)
roTOBOrO MiKapCbKoro 3acoby (36inbLUeHHS
0o 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
po3mipoM) - 3miHa po3mipy cepii M3.
3arteepoxeHo: anst ENNIFAPA 7,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size: 3958.7 g
(3931.2 ml); ana ENIFAPL 22,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 6.5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:6598.3 g
(6539.4 ml); ana ENICAPL 45 wmr: Syringe
A: ATRIGEL® Delivery System / Typical
Commercial Batch size: 4.0/5.66 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size:5.51/7.78
kg. 3anponoHoBaHo: ans ENIFAPL 7,5 mr:
Batch Formula for Syringe A (Atrigel
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Delivery System) / Typical Commercial

Batch size: 6300 g / Batch Formula for
Syringe B (Lyophilised Leuprorelin
Acetate) / Typical Commercial Batch
size:4145 g; gna ENIFCAPA 22,5 wmr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 7400 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size:6905 g; ans ENIFAPLI 45 wr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 6100 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size: 7780 g. 3miHn | TUNY -
AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AiNbHULI (BKITHOYA04M
AinbHUUi gnsa A®l, npomixkHoro npoaykTy
abo roToBOro fikapcbkoro 3acoby,
[inNbHUL AN NPOBEAEHHS MaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAaNbHOroO 3a BUMYCK
cepil, MicLie NpoBeaeHHs KOHTPONo cepii)
abo nocTayanbHVKa BUXIQHOTO marepiany,
peareHTy abo 4ONOMiIKHOT pe4oBUHM
(AIKLLLO 3a3HaYeHO Y AOCbE) - BunyyeHHs
BUpPOBGHMYOT AinbHUui Tonmap IHk., CLUA,
1201 KopHepcToHe [pand, BiHasop, Ko
80550, CLUA / Tolmar Inc, USA, 1201
Cornerstone Drive, Windsor, CO 80550
USA, wo Bignosigae 3a BUpobHMLTBO
wnpuua b Ta noro BTOpUHHY ynakoBky Ans
po3yBaHHa Enirapg 22,5 mr. 3minnm 1l Tuny
- 3MiHu 3 gKocTi. FoToBUIA NiKapCbkuii
3aci6. 3MiHu y BUPOGHMUTBI. 3MiHK Y
npotieci BUPOGHMLITBa FOTOBOrO
nikapcbKoro 3acoby, BKIoYaum
NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCSI
npn BUPOOHULITBI rOTOBOIO MiKapcbKoro
3acoby (cyTTeBa 3miHa y npoueci
BUPOGHMLTBA, Sika MOXe MaTu iCTOTHUIA
BNVB Ha SAKICTb, O6e3neky Ta edpeKTUBHICTb
nikapcbkoro 3acoby) - 3miHu B npoLeci
cTepunisadii npu BupobHuuTBi M3, a
came oKpeMi MeToau cTepunisadii Ans
wnpuua A Ta wnpuua b 3amiHeHo Ha
MeTOoA cTepunisaLii enekTpoOHHUM
npomeHeM (E-beam) ans nonepeaHs0
3’egHaHoi cuctemu wnpuuis. 3mibm |l Tuny
- 3MiHU 3 sKocTi. FoTOBUIA NiKapCbKuii
3aci6. 3MiHn y BUPOGHMLTBI. 3MiHN Y

npoLieci BUPOGHMLTBA rOTOBOIO
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby, BKnoyaun
NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS
npu BUPOBHULITBI rOTOBOIO MikapcbKoro
3acoby (cyTTeBa 3miHa y npoLueci
BMPOGHMLTBA, Sika MOXe MaTu iCTOTHUIA
BJIMB Ha 5IKiCTb, 6e3neKy Ta ehekTUBHICTb
nikapcbkoro 3acoby) - 3miHa napameTpis
umkny niodpinisauii npu BUpobHMUTBI MM3.
3MminHun Il TMny - 3miHmn 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHN y BUPOOHMUTBI.
3MiHn y npoueci BUpobHMLTBa rOTOBOrO
nikapcbkoro 3acoby, BKnoYaun
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCSI
npu BUPOBHULITBI rOTOBOIO MiKapCbKOro
3acoby (cyTTeBa 3miHa y npoueci
BMPOGHMLTBA, SKa MOXe MaTu iCTOTHUIA
BIINB Ha 5IKiCTb, 6e3neky Ta ehekTUBHICTb
nikapcbKkoro 3acoby) - 3MiHWN Y KiNbKOCTi
HanoBHeHHS Wwnpuuy A Ta wnpuuy b npu
B1po6HMUTBI M3, 3Mikn Il Tuny - 3MiHn 3
sKocTi. MegnyHi npucTtpoi. 3MiHa
NPUCTPOIB ANsi BUMipOBaHHA £03n abo
BBEOEHHS NikapCbKOro 3acoby
(nopaBaHHs abo 3aMiHa NPUCTPOLD, KU €
HEeBiA'EMHOI0 YaCTUHOK NEPBUHHOI
yMakoBKM) - 3MiHa KOMMMEKTY, KU
CKINagaeTbCsl 3 OKPEMUX LLNPULIB Ha
KOMMMEKT 3 nonepeaHbo 3'egHaHy
cvcTemy WnpuuiB. 3MiHN BHECEHO A0
IHCTpYKUiT AN MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby ao posginis "Cknag”,
"Cnocib 3acTocyBaHHsi Ta fo3n",
"YnakoBka" (3aMiHa KOMMNEKTY 3 OKPEMUX
LNpuUiB Ha nonepegHeo 3'eAHaHy
cMCTeMy LUNPULIB) Ta SIK HACMiAOK
[oaaBaHHSA OHOBNEHOI iHbopmaLii o
TEKCTYy MapKyBaHHS1 YNaKOBKW NikapCbKOro
3acoby 40 BTOPUHHOI yNakoBku N. 2, n. 3
Ta [0 NepBMHHOI yNakoBku Nn. 6 (lwnpuu A),
[ofaBaHHs! TEKCTY MapKyBaHHS NEPBUHHOT
YyNakoBKM (ITOTOK MonepeaHbo 3'egHaHol
wnpuuesoi cuctemu). 3minm |l Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n)
[0 3060B'A3aHb Ta yMOB BMAAYi
peecTpaLiiHOro NOCBIgYEHHS, BKIOYaoum
MnaH ynpaeniHHA pusmkamm
(3acTtocyBaHHS 3miH(1), SAki(a)
BMMaratoTb(€) noganbLLoro
06r'pyHTYBaHHS HOBUMY OOAATKOBUM
[aHUMU, Lo MarTb HagaBaTucs
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n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)
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Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHNM OpraHoMm) - 3asiBHUKOM
HagaHo oHoBNEeHWN MNnaH ynpaBniHHA
pu3ankamm, Bepcisa 7.9. 3MiHM BHECEHO A0
yactuH: |l «Cneuudikadis 3 6esnekn», Il
«lMnaH 3 dhapmakoHarnsgy», V «3axoau 3
MiHimi3auii pusukisy, VI «Pe3iome nnaHy
ynpaeniHHa pusmkamny, VI «Jognatkmy», y
3B’A3KY 3i 3MiHOIO KOMINIIEKCY 3 OKPEMMX
LUNpULIB Ha nonepeaHbo 3'egHaHy
CcYCTEMY LUMPULIB, @ TaKoX NOCMigoBHa
3MiHa 40 iHCTPYKUii 4Nna MeanyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3aini "Cnoci6 3actocyBaHHsl Ta 4o3n",
Ha nigcTasi NigTBEPIPKEHHS
3aTBEpAKEHHS 3MiH B KpaiHi
3asiBHUKa/BUpOOHMKa. Pestome MnaHy
ynpaeniHHA pu3nkamu Bepcis 7.9
AopaeTbes. 3MiHM BHeCeHo A0 IHCTpyKuii
Onsi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posainy "Cnocio
3aCTOCyBaHHS Ta J031"™: A0AABaHHSA
iHdopmauii 4o IHCTpyKUii Wwoao
3aCTOCYBaHHs! i MOBOAXXEHHS 3i LWNpuuamm
(kpok 3).

99.

ENIFAPA 22,5 MI'

NopOoLLOK Ans
NPUroTyBaHHs!
PO34MHy Anis
NiALKIPHKX iH'eKUin
no 22,5 mr;
KOMMNNEKT MiCTUTb 1
TNOTOK Ta CTEPUIBbHY
ronky. Jlotok
MiCTUTb NaKeTUK 3
BOJIOrONorfMHaym
M areHToM Ta
nonepeaHeo
3'egHaHy WnpuueBy
cucTemy:
nonepegHeo
HanoBHEHWIA LLINpUL,
A 3 PO3UYMHHKKOM,
nonepegHeo
HanoBHEHWIA LLNpUL,
B 3 nopotukom,
dikcyouuni
3'egHyBad ans
wnpuuis Ata b 3
KHOMKO. Komnnekt

Y KapTOHHIl kopobLi.

Pekoppari
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWIM 3a BUNYCK

cepii:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a

BMPOBHMLTBO Wnpuua A,

wnpwuua b, kiHueBy
yMakoBKy Ta KOHTPOIb
SIKOCTi:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a

KOHTpOnb/BUNPOBYBaHHSI

cepii:
Tonmap IHk., CLUA;

BiAnoBiganbHWI 3a

KOHTpOMNb/BUNPOBYBaHHSI

cepii:
Cnektpan [ata Cepsic,
IHk., CLLA

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI.
[oToBMI Nikapcbkuin 3acib. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHU METOAVKM 32 MOKA3HUKOM
«lpeHTudikauis nonimepy» metogom NMR
spectroscopy (wnpwy A) (3MiHU B onuci
npuaaTHocTi cuctemu. Kpim Toro, Ans
rapMoHisadii posginie 3.2.P.5.2 ansa Bcix
po3yBaHb J13, onvc uboro BUNpobyBaHHS
6yno BkntoyeHo Ao po3ginis 3.2.P.5.2 ans
[o3yBaHb 7,5 Mr Ta 22,5 mr), sikuin Hapasi
MicTUTbCA nuwe y po3aini 3.2.P.5.2 ana
no3yBaHHsA 45 mr. 3MiHu | Tuny - 3MiHm 3
sKocTi. [0TOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeToaax BUNpobyBaHHS! rOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTofax BUNPobyBaHHs) -
3MiHU METOAVKM 32 NMOKA3HUKOM
«MonekynsapHa maca MNoni(D,L-naktna-
kornikoniga) PLG» mMeTogoMm renb-

3a
peuenmom

He
nidnsieae

UA/5758/01/02
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

npoHukatoya xpomatorpagis (GPC)
(wnpwy A) (3MiHK B ONUCi NPUroTYBaHHSA
PO34MHIB Ta TEPMiHY iX npuaaTtHocTi. [o
ymoB [T1X-aHanisy Takox goaaHo vyac
BMKOHAHHS, a iHhopmalLito Lwoao
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cvcTeMu nepedopmMaToBaHo B Tabnuuo).
3minn | Tuny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKAapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
MeTo4ax BUNpoOyBaHHS) -
3MiHM METOOMKM 3@ NMOKA3HUKOM
«KinbkicHe Bu3HayeHHs N-meTun-2-
niponiaoHy» MeTo4oM rasoBa
xpomaTtorpadisi (wnpuu A) (3miHM Ao
NPUroTYBaHHSI PO34MHIB Ta TEPMiHY
npuaaTtHocTi. Nomunka B 4Yaci yTpyumaHHs,
3a3Ha4YeHOMy B METOAi, OnMMcaHoMy Ans
posyBaHb Enirapay 7,5 mr ta Enirapgy
22,5 mr, 6yna BunpaeneHa BignoBigHoO 4o
iHbopmalii, 3a3HaveHoi AN 403yBaHHS
Enirapay 45 wmr, a iHdopmauisa wono
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cvcTemu Byrna oHoBrieHa Ta
nepecdopmaToBaHa B Tabnuuo Ans BCix
[o3yBaHb. Takox 6yno cnpoLleHo MeToq
po3paxyHKy). 3miHn | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeToaax BunpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHVM METOAUKM 32 NOKa3HUKaMM
«lpeHTndikauisi», «KinbkicHe BU3Ha4YEHHs!
nennpopeniHy auetaty», «OQHOPIAHICTb
[03yBaHHA» Ta « CTOPOHHI JOMILLKMY
metogom BEPX (wnpwuy B) (3miln go
NPUroTyBaHHS PO34YUHIB Ta TEPMIHY X
npuaaTtHocTi. Ymosu BEPX 6ynu oHoBreHi
LUMISIXOM AoAaBaHHs «MakcMmanbHoro
TUCKY» Ta « TemnepaTtypu fnoTtka ans
3paskiBy». IHbopmaLisa wono
nocnigoBHOCTI BBEAEHHS | NpuaaTHOCTI
cuctemu Byna oHoBreHa i
nepecopmatoBaHa B Tabnuuito. 3miHun
TakoX Oyrnu BHECEHi B METO/ PO3PaxyHKy).
A TakoXx BHECEHO pefaKLifiHi NnpaBku 3
METOH rapMoHi3aLlii MeTOAiB KOHTPOSO
ans Bcix gosysaHb J13 Enirapg, a came
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ynakoeka)

nofaHo iHopmalito woao igeHTudikauii
nennpopenidy auetaty metogom FT-IR
(I4-dyp’e) go posginie 3.2.P.5.2 ana
nosyeaHb 7,5 Mr Ta 22,5 mr, sika Hapasi
MicTUTbCA nuwe y po3aini 3.2.P.5.2 ana
no3yBaHHs 45 mr. 3miHum | Tuny - 3MiHun 3
sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOyBaHHS) -
3MiHN METOAWKM ANt BUHAYEHHS
NPOJSIOHIOBaHOMO BUBIMNbHEHHSI
nennpopeniHy auetaTy 3a NoKa3HUKOM
«BuBinbHeHHsi» meTogom BEPX
(BiZHOBMNEHWIA PO34MH) (3MiHM OO
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY iX
npugaTHocTi. Ymoeu BEPX 6ynu oHoBneHi
LUNSIXOM Ao4aBaHHs napameTpis
«MakcumanbHun Tuck» Ta « Temnepartypa
noTtka ana 3paskis». lHopmadisa wono
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cuctemu Byna oHoBMeHa i
nepecopmatoBaHa B Tabnuuto. 3miHn
Takox Oynun BHECEHI B METOA PO3PaxyHKy).
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
MeToAax BUNpobyBaHHS) - 3MiHK
MeTOAMKM 3a NokasHnkoM «KinbkicHe
BM3HAYEHHS NennpopeniHy aueTaty»
meTogom BEPX (BigHOBNEHW po3unH)
(3MiHM 0O NPUrOTyBaHHS PO3YMHIB Ta
TepMiHy npugaTHocTi. IHdopmaLiio Lwoao
TeCTyBaHHs! iHAMBIAyanbHUX OAUHUL
(n=1) 6yno BuganeHo, ocKinbkn MeTos
BUKOHYETLCS BiAMNoBigHO 4O npouenypu
TECTYBaHHS! CKNagHUX oauHuUb (N=6).
Ywmou BEPX 6ynu rapMmoHizoBaHi B onuci
MeToay 3a TpbOMa [03YBaHHSAM.
IHdopMaLis woao nocnigoBHOCTI
BBEJEHHS Ta npuaaTHoOCTi cuctemu byna
OHOBMeHa Ta nepedopmaroBaHa B
Tabnuuto. 3miHM Takox Bynu BHeCeHi B
MeTOof po3paxyHky). 3MiHu | Tuny - 3miHu 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO

SIKOCTi rOTOBOrO fNiKapcbKoro 3acoby
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Homep

peecmpayiliHo2o
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(3amiHa abo JoaaBaHHs OinbHULI, Ha AKiA
30iICHIOETLCS KOHTPOMbL/BUNPODYBaHHS
cepii) - BBEAEHHSA AiNbHULI, Ha SKin
3[iNCHIOETLCSI KOHTPOIbL/BUNPOBYBaHHS
cepii Tonmap Ixk., CLUA 2409 Pecbopy
Boynesapg, ®opT Konnixe, Ko 80526,
CLWUA / Tolmar, Inc., USA 2409 Research
Boulevard Fort Collins, Co 80526, USA.
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHN y BUPOOHMUTBI.
3MiHa imnopTepa/3miHu, Lo CTOCYHThCS
BUMYCKY CEePii Ta KOHTPOSO SAKOCTI
roToBOro Jlikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA BUpOOHMKa, Lo BiANOBiAae 3a
BBe3eHHs Ta/abo Bunyck cepii) - He
BKITHO4A04YM KOHTPOSL/BMNPOBYBaHHS cepil
- 3amiHa BMpOGHWMKa, Lo Bignosigae 3a
Bunyck cepii. 3MiHu | Tuny - 3miHn 3
sikocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lwo
CTOCYHOTbCS BUMYCKY CEpii Ta KOHTPOSHO
SIKOCTi FOTOBOIO fikapcbKoro 3acoby
(3amiHa abo goaaBaHHs OinbHULI, Ha SAKiN
3[iNCHIOETLCSI KOHTPOIL/BUNPOBYBaHHS
cepii) - BBeAEHHSNA AinNbHULI, Ha SKin
3[iNCHIOETLCS KOHTPOIbL/BUNPOOYBaHHS
cepii Cnektpan Jarta Cepsic, IHk., 818
MioHep Crpit WamnaHs, 171 61820, CLUA /
Spectral Data Services, Inc., 818 Pioneer
Street Champaing, IL 61820, USA. 3MiHu |
Tuny - 3MiHK 3 siKkoCTi. [OTOBMI NikapCbkui
3aci6. 3MiHn y BupobHmuTBi. 3amiHa abo
BBEAEHHS 40AAaTKOBOI AinbHUL
BMPOGHMLTBA ANst YacTMHU abo BCbOro
BMPOBHMYOro NpoLecy rotoBoro
nikapcbKkoro 3acoby (ainbHuUs ans
BTOPWHHOIO NakyBaHHs1) - 3aMiHa
BUPOOHMYOT AinbHUL, WO BiAMNOBIAAE 3a
BTOPVHHY ynakoBky J13.

100.

ENIFAPA 22,5 MI'

NopOoLLOK Ans
NPUroTyBaHHS
PO34mMHY Ans
NiALWKIPHKX iH'eKUin
no 22,5 mr;
KOMMAEKT MiCTUTB 1
TNOTOK Ta CTEPUIBbHY
ronky. Jlotok
MIiCTUTb NaKeTUK 3

Pekopparti
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWIM 3a BUNYCK

cepii:
Tonmap IHk., CLUA;
BignoBiganbHUNA 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a

BMPOBHMUTBO LWnpuua A,

wnpwuua b, kiHueBy

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHsI rOTOBOrO
nikapcbkoro 3acoby (He3Ha4yHa 3MiHa y
3aTBEPKEHUX MeTofax BUNPobyBaHHs) -
3MiHM METOAUKM 3a NOKA3HUKOM
«KinbkicHe Bu3Ha4yeHHs N-meTun-2-

BOoronornmMHatoym yNakoBKy Ta KOHTPOSb niponigoHy» (NMP) meTonom rasosa
M areHToM Ta AKOCTI: xpomatorpadisi (wnpuu A)
nonepeaHLo Tonmap IHk., CLUA; (npo6onigroToBka (OCHOBHUI PO34NH

3a
peuernmom

UA/5758/01/02
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
3'eQHaHy WwnpuueBy BignosiganbHWM 3a BHYTPILWIHbOrO cTanaapTy (Stock Internal
cuctemy: KOHTPOIb/BUNPOBYBaHHS Standard Solution (Stock ISTD);
nonepegHbO cepii: BHYTPILUHI CTaHAaPTHWUIA PO34MH

HanoBHEHWIA LLNpUL,
A 3 PO3UYNHHKKOM,
nonepeaHL0
HanoBHEHWIA LLNpUL,
B 3 nopotukom,
ikcyroumn
3'egHyBay ons
wnpuuiBAtab 3
KHoMkot. Komnnekrt
Y KapTOHHIl kopobLi.

Tonmap IHk., CLUA;

BignoBiganbHUN 3a
KOHTPOb/BUNPOOYBaHHS
cepii:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTPONb/BUNPOBYBaHHSI
cepii:
Cnektpan [aTa Cepsic,
IHKk., CLLUA

po3umHHMKa (ISTD Diluent);0CHOBHi
po3ynHu ctaHgapty NMP 1 Ta 2;po6oui Ta
KOHTPOMbHi CTaHAAPTHI pO34nHK; BnaHk
BHYTpIiWHbOro craHaapTy( Internal
Standard Blank); po3unH 3paska). 3minu |
My - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y MeTodax BUNpPobyBaHHS
roTOBOro NMikapcbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEpOXXEHNX METoAaxX
BUNpobyBaHHs) - 3MiHN METOAMKM 3a
nokasHukamu «lgeHTtudikauis», «KinbkicHe
BM3HAYEHHS NENnpopeniHy aueTaty»,
«OpaHopigHicTb Ao3yBaHHA» Ta «CTOPOHHI
nomiwkn» metogom BEPX (wnpuy B)
(noGonigroToBka cTaH4APTY PO3AiINbHOI
3aaTHoCTi. 3MiHu | Tuny - 3MiHK 3 AKOCTi.
["oToBMI Nikapcbkmit 3aci6. KoHTporb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y
mMeToAax BMNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHM MeToaMKN 3a MOKa3HUKOM
«KinbkicHe BU3Ha4YeHHs nennpopeniHy
auetaty» metogom BEPX (BigHOBREHui
PO34KH) (3MiHM 0O onucy NPoboniaroToBKK
pO34uMHy 3paska; 3MiHa napameTpy
«MakcumanbHuin Tuck» B ymoBax BEPX).
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUPOGHULTBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTbCS
BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
roToOBOro fikapcbKkoro 3acoby (3amiHa abo
[oAaBaHHs AiNbHULI, Ha sKin
3[iNCHIOETLCS KOHTPOINbL/BUNPOOYBaHHSA
cepii) - BBegeHHs ginbHuui Tonmap IHK.,
1201 KopHepcToHe Opand, BiHasop, Ko
80550, CLLA / Tolmar, Inc., 1201
Cornerstone Drive, Windsor, CO 80550,
USA, Ha sKilt 30ilCHI0ETBCA
KOHTpOmb/BUNPobyBaHHs cepii. 3MiHu |
Tmny - 3MiHn 3 gxkocTi. CepTudikar
BignoBigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikata BignoBigHOCTI €EBpONenchKin
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dapmakonei: gna APl; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepAXeHoro
BUPOGHMKa - [MogaHo oHOBNEHUI
cepTudgikart BignosigHocTi € No. R1-CEP
2011-274-Rev 01 ans gito4oi pe4oBrHU
nennpopeniHy BiA 3aTBeEpAXEHOro
BMpobHuka Piramal Pharma Limited, India
Ha 3aMiHy cepTudikaTy BignosigHocTi €
No. R1-CEP 2011-274-Rev 00, y 38’3Ky 3i
3MiHOl Ha3BW BracHUKa/BUpobHMKa
(3aTBepmkeHo Hemmo Pharmaceuticals
Private Ltd., India) Ta yTouHeHHAM agpecu
BUPOGHMYOI AinbHuMui (3MiHa PIN-koay 3
400613 Ha 400703, wo BHeceHa
perioHarnbHUM Aep)XaBHUM OpraHoM npwu
npu3HayeHHi kogy perioHy). ®akTuyHa
agpeca BUPOBHMYOI ginbHULi, cuctema
SKOCTi, BUPOOHMYI NpOLIeCH Ta KOHTPOIb
AKOCTi 6e3 3MiH. 3MiHu | Tuny - 3MiHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y
meTogax BunpobysaHHA A®Il abo
BUXiAHOro Matepiany/npomMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP| (He3HauHi
3MiHW ¥ 3aTBEpPOXKEHNX METOAAX
BUNpobyBaHHs1) - 3MiHN METOAMKM 3a
nokasHukamu «Assay», «ldentification» ta
«Related Substances» metogom HPLC
ONs BUXIQHOT CUPOBWUHKW Nennponigy
aueTtaTy npu KOHTponi akocTti AdI
(npobonigrotoBka (B onNuci NPUroTyBaHHs
€TarnoHHOro Ta TECTOBOIO PO34MHIB
[0[aHO MeXi BiOXUNEHHS HaBaXKn
nennpopeniHy), oHoeneHi ymosn BEPX
CTOCOBHO MaKCMMarbHOro TUCKY Ta
BVMMOIM [0 NPUAATHOCTI cuctemu). 3MiHu |
Tmny - 3MiHn 3 skocTi. A®Il. KoHTtponb AdI.
3miHa y MmeToaax BunpobyBaHHs ADI abo
BUXIQHOro matepiany/npoMixkHOro
NpPoAYKTY/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AD| (HE3HAYHI
3MiHW Y 3aTBEPIKEHUX MeToaax
BUNpobyBaHHs) - 3MiHN MeTOAWKM 3a
nokasHukom «Acetic Acid» metogom HPLC
(npobonigrotoBka (B onuci nigrotoBka
3paska A0L4aHO MeXi BiOXUNEHHs!
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HaBaXKu), 3MiHEHO Ha3BYy BMPOGHMKa
KOFOHKM, OHOBIEHI BUMOTM [0
npugaTHocTi cuctemm). 3MiHn | Tuny -
3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa
y MeToaax BunpobysaHHs APl abo
BUXIQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BUpobHMUTBa AD| (He3HauHi
3MiHM Y 3aTBEpPOXKEHNX METOAaX
BUNpoOyBaHHS) - 3MiHM METOAMUKM 3a
nokasHukom «Residual Triethylamine»
metogom GC (npobonigrotoBka (B onuci
NPUroTyBaHHs1 €TanoHHOro Ta TECTOBOrO
PO34MHIB AOAAHO MEXi BiAXUINEHHSI
HaBaxkm)). 3MiHu | TMNy - 3MiHM 3 AKOCTI.
A®I. KoHTponb ADI. 3miHa y meTogax
BunpobyBaHHa APl abo BmxigHOro
MaTepiany/npomixHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHmuTea AD| (He3HauHi
3MiHW Y 3aTBEpPOXKEHNX METOAAX
BUNpobyBaHHS) - 3MiHM METOAMNKM 3a
nokasHukom «Residual Methanol, Ethanol
and Acetonitrile» meTogom GC
(npo6onigrotoBka (B ONMCI NPUroTyBaHHS
€TanoHHOro Ta TECTOBOIO PO3YMHIB
[0[aHO MeXi BiAXWIIEHHS HABAXKM).

101.

ENIFAPA 45 MI’

NopoLLOK Ans
NPUroTyBaHHS
PO34mMHY Ans
NiALKIPHWX iH'eKLin
no 45 mr; KOMNNexT
MiCTUTb 1 NOTOK Ta
CTepUIbHY rorky.
JloTok micTuTb
nakeTuk 3
BOJIOrOnorfmMHaym
M areHToM Ta
nonepeaHL0
3'eQHaHy LWnpuueBy
cuctemy:
nonepeaHLo
HanoBHEHWIA LLINpUL,
A 3 pPO34YMHHUKOM,
nonepeaHLo
HanoBHEHWIA LLNpULL
B 3 nopotukom,
dikcyrounin
3'egHyBad ans
wnpuuiBAtab 3
KHOMKot. Komnnekt

Pekoppari
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWUIM 3a BUNYCK
cepii:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BUPOBHMUTBO Wnpuua A,
wnpwuua b, kiHueBy
yMakoBKy Ta KOHTPOIb
SIKOCTI:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTpONb/BUNpobyBaHHs
cepii:

Tonmap IHk., CLUA;

BignoBiganbHUN 3a
KOHTpOnb/BUNPOBYBaHHSI
cepii:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTpOnb/BUNpobyBaHHs
cepii:

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWMI Nikapcbkuin 3aci6. 3MiHN Yy
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisx, nig 4ac BUpobHuUTBa
roTOBOrO fliKapCbKoro 3acoby (BMny4YeHHs
HeCyTTEBOro BUNpObyBaHHS B MpoLECi
BUPOGHMLUTBA) - BunyueHHs 3 IPC (in-
process control) BunpobysaHHsi «Burst
testing of the thermoformed trays» (Tect
Ha MiLHICTb TEPMIYHO (DOPMOBAHNX
KOHTerHepiB Ans wnpuua A Ta wnpuua
B). 3minu | TMny - 3miHuK 3 akocTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3miHu BUNpobyBaHb abo gonycTuMmx
MeX, BCTAHOBIEHMX Y cneumdikauisx, nig
Yac BUpOGHULITBA rOTOBOIO fiKapCbKoro
3acoby (BUINYYEHHSI HECYTTEBOTO
BMNpoOyBaHHS B NpoLeci BUpobHWLTBA) -
BunyuyeHHs 3 IPC (in-process control)
napameTpiB KOHTPOSHO, L0 CTOCYOTbCS
raMmMa-onpomiHeHHs wnpuua A. 3MiHum |
TMny - 3MiHM 3 sikocTi. [oToBMI Nikapcbkui

3a
peuenmom

He
nidnsieae

UA/5758/01/03
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Y KapTOHHil kopobLi.

Cnektpan [data Cepsic,
IHk.,CLUA

3aci6. 3MiHM y BUPOGHULITBI. 3MiHM
BMNpobyBaHb abo JoMyCTUMUX MEX,
BCTaAHOBMEHUX Y crieumdikauisax, nig vyac
BMPOGHMLTBA rOTOBOrO fiKapCbKOro
3aco0by (BUIYyYEHHs1 HECYTTEBOIO
BMNPOOYBaHHSA B NpoLeci BUpoOGHMLTBA) -
BunyuenHs 3 IPC (in-process control)
napameTpiB KOHTPOIHO, LLO CTOCYHOTLCS
cTepwunisauinHoi dinbTpauii npu
BUPOGHMLUTBI Wwnpuua b. 3miHn | Tuny -
3MiHu 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
3MiHN y BUPOOHMUTBI. 3MiHM BUNpobyBaHb
abo gonycTUMUX MeX, BCTAHOBIEHUX Y
crneundikauisx, nig yac BUpobHuLTBa
rOTOBOrO fikapCbKoro 3acoby (BUny4YeHHs
HeCcyTTeBOro BUNPoByBaHHS B MPOLECi
BUpO6HMUTBA) - Bunyyenns 3 IPC (in-
process control) napameTpis, L0
CTOCYIOTbCS BidyarnbHOro KOHTPOIO
wnpuua b. 3miHum | Tuny - 3miHK 3 AKocTi.
["oToBMI Nikapcbkuii 3aci6. 3miHK y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
OOMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneunikalisx, nig yac BUpoGHULTBA
rOTOBOrO fikapcbKoro 3acoby (BUny4YeHHs
HeCyTTEBOro BUNpobyBaHHS B NpoLeci
BUPOGHMLUTBA) - BunyueHHs 3 IPC (in-
process control) napameTpis, L0
CTOCYHOTbCSI Bi3yarnibHOro KOHTPOMiO LWOA0
nakyBaHHsi wnpuua b. 3minm | Tuny -
3MiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6.
3MiHM y BUpOOHMUTBI. 3MiHM BUNpobyBaHb
abo fonycTUMUX MeX, BCTAHOBIEHUX Y
cneuudikauisx, nig 4ac BupobHuUTBa
roTOBOrO fikapcbKoro 3acoby (AoaaBaHHs
HOBOro MeToy BUNpobyBaHHA Ta
[ONyCTUMUX MeX) - [lodaHo HOBUIA
napameTp «Removal torque»
(BMMipIOBaHHSI KPYTHOrO MOMEHTY) 3
MEeTOA0M BUMNPOOYBaHHS Ta 4ONYCTUMUMMU
mexamu go IPC (in-process control).
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3MiHM BUNpobyBaHb abo JonycTUMmX
MeX, BCTAHOBIEHMX Y cneumdikauisx, nig
yac BUPOGHMLTBA rOTOBOIO MikapCbKoro
3acoby (qogaBaHHSA HOBOTO METOAY
BMNPOBYBaHHS Ta ONYCTUMUX MEX) -
HopaHo HoBun napameTp «Burst testing»
(TecT Ha MiLHICTb) 3 MeToAOM
BMNPOBYBaHHS Ta JONYCTUMUMU MEXaMM
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no IPC (in-process control), sike
BUKOHYETbCH Ha KOHTEWHEPI, Lo MICTUTb
nonepeaHLo 3'€HyBanbHy CUCTEMY
wnpuyie. 3miHn | TMNy - 3MiHK 3 SKOCTI.
['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
[OMNYCTUMUX MeX, BCTAHOBMEHUX Y
cneumdikauisix, nig yac BMpobHuUTBa
roTOBOrO fiKapCbKoro 3acoby (aoaaBaHHs
HOBOro MeToAy BUNpobyBaHHA Ta
ponyctummnx mex) - logaHo HoBwiA
napameTp «Bioburden»
(bioHaBaHTaXeHHs1) 3 MeToaAoM
BMNPOBYBaHHS Ta AONYCTUMUMMW MEXaMM
0o IPC (in-process control), sike
BUKOHYETLCA Ha nonepeaHbo
3’eQHyBarnbHi CUCTeMI LWNpULIB Nepeq
KiHLLeBOI cTepurisalieto 3a 4oNoOMOrot
eneKTPoHHoro npomeHs (E-beam). 3minu |
Tuny - 3MiHM 3 SKOCTi. [O0TOBMI NiKapCbKun
3aci6. 3MiHM y BUPOGHULITBI. 3MiHM
BUNpobyBaHb abo 4ONyCTUMUX MEX,
BCTaHOBIEHUX Y cneumdikauisx, nig yac
BMPOOHMLITBA FOTOBOTO MikapCbKOro
3acoby (aoaaBaHHs HOBOTO MeToAy
BMNPOOYBaHHSA Ta OMYCTUMMX MEX) -
HopaHo HoBun napameTp «Delivered
radiation» (onpoMiHIOBaHHs, Lo
HaaXo4uTb) 3 METOAOM BMNPODYBaHHA Ta
gonyctummnmmn mexxamm go IPC (in-process
control). 3miHu | TUNY - 3MiHK 3 FKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneundikaisx, nig yac BUpobHuLTBa
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
- 3MiHU KpUTEPIiB NPUAHSTHOCTI 3a
napameTtpom «Target fill weight» (uinboBa
Maca 3anoBHEHHs) Ang wnpuua A Ta
wnpuua B npu IPC. 3minHu | Tuny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3aci6. 3MiHNn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
OOMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneundikalisx, nig yac BUpobHMLTBa
rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW)
- 3MiHU KpUTEPIiB NPUAHSITHOCTI 3a
napameTtpom «Bioburden» ans Bulk
Leuprorelin Acetate Solution 3rigHo 3
pekomMeHaaui €C
EMA/CHMP/CVMP/QWP/850374/2015
N5 OCTAaTOYHO CTEPUNI30BaHOro NPOAYKTY
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npu IPC. 3MiHu | Tuny - 3MiHKn 3 AKOCTI.
['oTOBWI NiKapCbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneumdikauisix, nig yac BMpobHuUTBa
roTOBOrO JlikapCbKoro 3acoby (iHLUi 3MiHW)
- Buny4yeHHs 3 poaginy
3.2.P.3.4.KOHTpONb KPUTUYHUX CTadin i
NPOMIXKHOT NpoAyKLii BUNpoOyBaHb, ki
BiAHOCATLCA A0 po3ainis
3.2.P.5.1.Cneundpikauis Ta
3.2.P.5.2.AHaniTnyHi metoaukn. 3miHum |
TMny - 3MiHK 3 AKOCTI. [0TOBMIA NikapCbKuii
3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikaui
Ta/abo [onyCTUMUX MeX roToBOro
NiKapCcbKoro 3acoby (3BY>KEHHs1
OOMYCTUMUX MEX) - 3BY)KEHHSI
OOMNYCTUMUX MEX 33 NMOKa3HUKOM
«BbakTepianbHi eHOOTOKCUHWY Y
cneumdikauisax gns wnpuua A ang Bcix
no3yBaHb. 3MiHW | TUNy - 3MiHM 3 IKOCTI.
[oToBMI Nikapcbkui 3acib. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPobyBaHHs) -
3MiHU MeToaMKM 3a NOKa3HUKOM
«CTepunbHiCTb» Y MeToAax KOHTPOMO Ans
wnpuua A Ta wnpuua b Ha meToauky Ans
nonepegHbo 3'€4HaHOi CUCTEMU LLNPULIB,
a came [0AaHO OMNuC NepeBipkn
nonepegHbo 3'e€QHaHOi CUCTEMM LLUNPULIB,
6e3 3MiHM MeTOAMKU, sika NPOBOAUTLCS Y
BiANOBIAHICTb A0 3aranbHoi cTaTTi EP
2.6.1.Sterility. 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMUX MEX FOTOBOTO NiKapCbKOro
3acoby (OoNoBHEHHS crieumdikaLlii HoBUM
NMoKa3HUKOM 3 BifNoBiAHUM METOOOM
BuNpobyBaHHs) - [lo cneundikauii gns
BiJHOBITEHOrO PO34MHY J0AAHO MOKa3HUK
«Onuc wnpuueBoi cuctemmu» Ans Beix
[03yBaHb 3 BiANOBIAHUM METOAOM
BUNpoOyBaHHs. 3MiHN | TUNy - 3MiHn 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOOHMUTBA Anst
4YacTMHKU abo BCbOro BUPOGHMYOro
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npoLiecy roToBOro nikapcbKkoro 3acoty
(minbHUUS, Ha Ak NpoBoasATLCA Oyab-siKi
BUPOGHMYI cTagii, 3@ BUHATKOM BUMYCKY
cepii, KOHTPOIO SKOCTi Ta BTOPUHHOIO
nakyBaHHs ANsi CTEPUNBHUX NiKapCbKuUX
3acobiB (BKO4aO4M BUPOGEeHi
acenTUYHUM MeTodOoM), KpiM NiKapCbKUX
3acobiB 6ionori4Horo/iMmyHonoriYHoro
NOXOMXKEHHs1) - 3amiHa BUPOOHUYOT
ninbHuUui Steris Isomedix Services, USA,
LLIO BignoBigae 3a cTepunisadito wnpuua A
raMMa-ornpoMiHEHHSIM Ha HOBY BUPOOHUYY
ninbHuuto Smart World LLC, DBA Steri-
Tek, USA, wo Bignosigae 3a KiHUeBYy
cTepwunisauito nonepeaHLo 3'€QHaHol
CUCTEMM LUNPULIB ENEKTPOHHUM
npomeHeM (E-beam). 3miHn | Tuny - 3mMiHn
3 sikocCTi. FOTOBMIA NikapCbKMin 3aci6. 3MiHK
y BUPOBHULTBI. 3MiHM ¥ npoueci
BMPOGHMLITBA rOTOBOrO J1iKapCbKOro
3aco0y, BKMYa4m NPOMKHUI NPOAYKT,
LLIO 3aCTOCOBYETLCH NPU BUPOBHNLTBI
roTOBOro NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpoGHMLTBA) - 3MiHKN B
npoveci nakyBaHHsi 113, y 38’A3ky i3
3aMiHOI KOMMNEKTY 3 OKpEMMX LINPpULLB
Ha nonepeaHbo 3'€QHaHy cUCTeEMY
wnpuuis. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa po3Mipy cepii
(Bkntoyatoum dianasoH po3Mipy cepii)
roTOBOrO MiKapCbKoro 3acoby (36inbLUeHHS
0o 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
po3mipoM) - 3miHa po3mipy cepii M3.
3arteepoxeHo: anst ENNIFAPA 7,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size: 3958.7 g
(3931.2 ml); ana ENIFAPL 22,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 6.5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:6598.3 g
(6539.4 ml); ana ENICAPL 45 wmr: Syringe
A: ATRIGEL® Delivery System / Typical
Commercial Batch size: 4.0/5.66 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size:5.51/7.78
kg. 3anponoHoBaHo: ans ENIFAPL 7,5 mr:
Batch Formula for Syringe A (Atrigel
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Delivery System) / Typical Commercial

Batch size: 6300 g / Batch Formula for
Syringe B (Lyophilised Leuprorelin
Acetate) / Typical Commercial Batch
size:4145 g; gna ENIFCAPA 22,5 wmr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 7400 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size:6905 g; ans ENIFAPLI 45 wr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 6100 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size: 7780 g. 3miHn | TUNY -
AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AiNbHULI (BKITHOYA04M
AinbHUUi gnsa A®l, npomixkHoro npoaykTy
abo roToBOro fikapcbkoro 3acoby,
[inNbHUL AN NPOBEAEHHS MaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAaNbHOroO 3a BUMYCK
cepil, MicLie NpoBeaeHHs KOHTPONo cepii)
abo nocTayanbHVKa BUXIQHOTO marepiany,
peareHTy abo 4ONOMiIKHOT pe4oBUHM
(AIKLLLO 3a3HaYeHO Y AOCbE) - BunyyeHHs
BUpPOBGHMYOT AinbHUui Tonmap IHk., CLUA,
1201 KopHepcToHe [pand, BiHasop, Ko
80550, CLUA / Tolmar Inc, USA, 1201
Cornerstone Drive, Windsor, CO 80550
USA, wo Bignosigae 3a BUpobHMLTBO
wnpuua b Ta noro BTOpUHHY ynakoBky Ans
po3yBaHHa Enirapg 22,5 mr. 3minnm 1l Tuny
- 3MiHu 3 gKocTi. FoToBUIA NiKapCbkuii
3aci6. 3MiHu y BUPOGHMUTBI. 3MiHK Y
npotieci BUPOGHMLITBa FOTOBOrO
nikapcbKoro 3acoby, BKIoYaum
NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCSI
npn BUPOOHULITBI rOTOBOIO MiKapcbKoro
3acoby (cyTTeBa 3miHa y npoueci
BUPOGHMLTBA, Sika MOXe MaTu iCTOTHUIA
BNVB Ha SAKICTb, O6e3neky Ta edpeKTUBHICTb
nikapcbkoro 3acoby) - 3miHu B npoLeci
cTepunisadii npu BupobHuuTBi M3, a
came oKpeMi MeToau cTepunisadii Ans
wnpuua A Ta wnpuua b 3amiHeHo Ha
MeTOoA cTepunisaLii enekTpoOHHUM
npomeHeM (E-beam) ans nonepeaHs0
3’egHaHoi cuctemu wnpuuis. 3mibm |l Tuny
- 3MiHU 3 sKocTi. FoTOBUIA NiKapCbKuii
3aci6. 3MiHn y BUPOGHMLTBI. 3MiHN Y

npoLieci BUPOGHMLTBA rOTOBOIO




91

[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby, BKnoyaun
NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS
npu BUPOBHULITBI rOTOBOIO MikapcbKoro
3acoby (cyTTeBa 3miHa y npoLueci
BMPOGHMLTBA, Sika MOXe MaTu iCTOTHUIA
BJIMB Ha 5IKiCTb, 6e3neKy Ta ehekTUBHICTb
nikapcbkoro 3acoby) - 3miHa napameTpis
umkny niodpinisauii npu BUpobHMUTBI MM3.
3MminHun Il TMny - 3miHmn 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHN y BUPOOHMUTBI.
3MiHn y npoueci BUpobHMLTBa rOTOBOrO
nikapcbkoro 3acoby, BKnoYaun
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCSI
npu BUPOBHULITBI rOTOBOIO MiKapCbKOro
3acoby (cyTTeBa 3miHa y npoueci
BMPOGHMLTBA, SKa MOXe MaTu iCTOTHUIA
BIINB Ha 5IKiCTb, 6e3neky Ta ehekTUBHICTb
nikapcbKkoro 3acoby) - 3MiHWN Y KiNbKOCTi
HanoBHeHHS Wwnpuuy A Ta wnpuuy b npu
B1po6HMUTBI M3, 3Mikn Il Tuny - 3MiHn 3
sKocTi. MegnyHi npucTtpoi. 3MiHa
NPUCTPOIB ANsi BUMipOBaHHA £03n abo
BBEOEHHS NikapCbKOro 3acoby
(nopaBaHHs abo 3aMiHa NPUCTPOLD, KU €
HEeBiA'EMHOI0 YaCTUHOK NEPBUHHOI
yMakoBKM) - 3MiHa KOMMMEKTY, KU
CKINagaeTbCsl 3 OKPEMUX LLNPULIB Ha
KOMMMEKT 3 nonepeaHbo 3'egHaHy
cvcTemy WnpuuiB. 3MiHN BHECEHO A0
IHCTpYKUiT AN MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby ao posginis "Cknag”,
"Cnocib 3acTocyBaHHsi Ta fo3n",
"YnakoBka" (3aMiHa KOMMNEKTY 3 OKPEMUX
LNpuUiB Ha nonepegHeo 3'eAHaHy
cMCTeMy LUNPULIB) Ta SIK HACMiAOK
[oaaBaHHSA OHOBNEHOI iHbopmaLii o
TEKCTYy MapKyBaHHS1 YNaKOBKW NikapCbKOro
3acoby 40 BTOPUHHOI yNakoBku N. 2, n. 3
Ta [0 NepBMHHOI yNakoBku Nn. 6 (lwnpuu A),
[ofaBaHHs! TEKCTY MapKyBaHHS NEPBUHHOT
YyNakoBKM (ITOTOK MonepeaHbo 3'egHaHol
wnpuuesoi cuctemu). 3minm |l Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n)
[0 3060B'A3aHb Ta yMOB BMAAYi
peecTpaLiiHOro NOCBIgYEHHS, BKIOYaoum
MnaH ynpaeniHHA pusmkamm
(3acTtocyBaHHS 3miH(1), SAki(a)
BMMaratoTb(€) noganbLLoro
06r'pyHTYBaHHS HOBUMY OOAATKOBUM
[aHUMU, Lo MarTb HagaBaTucs
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHNM OpraHoMm) - 3asiBHUKOM
HagaHo oHoBNEeHWN MNnaH ynpaBniHHA
pu3ankamm, Bepcisa 7.9. 3MiHM BHECEHO A0
yactuH: |l «Cneuudikadis 3 6esnekn», Il
«lMnaH 3 dhapmakoHarnsgy», V «3axoau 3
MiHimi3auii pusukisy, VI «Pe3iome nnaHy
ynpaeniHHa pusmkamny, VI «Jognatkmy», y
3B’A3KY 3i 3MiHOIO KOMINIIEKCY 3 OKPEMMX
LUNpULIB Ha nonepeaHbo 3'egHaHy
CcYCTEMY LUMPULIB, @ TaKoX NOCMigoBHa
3MiHa 40 iHCTPYKUii 4Nna MeanyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3aini "Cnoci6 3actocyBaHHsl Ta 4o3n",
Ha nigcTasi NigTBEPIPKEHHS
3aTBEpAKEHHS 3MiH B KpaiHi
3asiBHUKa/BUpOOHMKa. Pestome MnaHy
ynpaeniHHA pu3nkamu Bepcis 7.9
AopaeTbes. 3MiHM BHeCeHo A0 IHCTpyKuii
Onsi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posainy "Cnocio
3aCTOCyBaHHS Ta J031"™: A0AABaHHSA
iHdopmauii 4o IHCTpyKUii Wwoao
3aCTOCYBaHHs! i MOBOAXXEHHS 3i LWNpuuamm
(kpok 3).

102.

ENIFAPA 45 MI’

NopOoLLOK Ans
NPUroTyBaHHs!
PO34MHy Anis
NiALKIPHKX iH'eKUin
no 45 mr; KOMNNeKT
MiCTUTb 1 NTOTOK Ta
CTepUIbHY rorky.
JloTok MicTUTb
nakeTuK 3
BOJIOrONorfMHaym
M areHToM Ta
nonepeaHeo
3'egHaHy WnpuueBy
cucTemy:
nonepegHeo
HanoBHEHWIA LLINpUL,
A 3 PO3UYMHHKKOM,
nonepegHeo
HanoBHEHWIA LLNpUL,
B 3 nopotukom,
dikcyouuni
3'egHyBad ans
wnpuuis Ata b 3
KHOMKO. Komnnekt
Y KapTOHHIl kopobui

Pekoppari
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWIM 3a BUNYCK
cepii:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BMPOGHMUTBO LWinpuua A,
wnpwuua b, kiHueBy
yMakoBKy Ta KOHTPOIb
SIKOCTi:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTpOnb/BUNPOBYBaHHSI
cepii:

Tonmap IHk., CLUA;

BiAnoBiganbHWI 3a
KOHTpOMNb/BUNPOBYBaHHSI
cepii:
Cnektpan [ata Cepsic,
IHk., CLLA

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI.
[oToBMI Nikapcbkuin 3acib. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHU METOAVKM 32 MOKA3HUKOM
«lpeHTudikauis nonimepy» metogom NMR
spectroscopy (wnpwy A) (3MiHU B onuci
npuaaTHocTi cuctemu. Kpim Toro, Ans
rapMoHisadii posginie 3.2.P.5.2 ansa Bcix
po3yBaHb J13, onvc uboro BUNpobyBaHHS
6yno BkntoyeHo Ao po3ginis 3.2.P.5.2 ans
[o3yBaHb 7,5 Mr Ta 22,5 mr), sikuin Hapasi
MicTUTbCA nuwe y po3aini 3.2.P.5.2 ana
no3yBaHHsA 45 mr. 3MiHu | Tuny - 3MiHm 3
sKocTi. [0TOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeToaax BUNpobyBaHHS! rOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTofax BUNPobyBaHHs) -
3MiHU METOAVKM 32 NMOKA3HUKOM
«MonekynsapHa maca MNoni(D,L-naktna-
kornikoniga) PLG» mMeTogoMm renb-

3a
peuenmom

He
nidnsieae

UA/5758/01/03
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

npoHukatoya xpomatorpagis (GPC)
(wnpwy A) (3MiHK B ONUCi NPUroTYBaHHSA
PO34MHIB Ta TEPMiHY iX npuaaTtHocTi. [o
ymoB [T1X-aHanisy Takox goaaHo vyac
BMKOHAHHS, a iHhopmalLito Lwoao
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cvcTeMu nepedopmMaToBaHo B Tabnuuo).
3minn | Tuny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKAapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
MeTo4ax BUNpoOyBaHHS) -
3MiHM METOOMKM 3@ NMOKA3HUKOM
«KinbkicHe Bu3HayeHHs N-meTun-2-
niponiaoHy» MeTo4oM rasoBa
xpomaTtorpadisi (wnpuu A) (3miHM Ao
NPUroTYBaHHSI PO34MHIB Ta TEPMiHY
npuaaTtHocTi. Nomunka B 4Yaci yTpyumaHHs,
3a3Ha4YeHOMy B METOAi, OnMMcaHoMy Ans
posyBaHb Enirapay 7,5 mr ta Enirapgy
22,5 mr, 6yna BunpaeneHa BignoBigHoO 4o
iHbopmalii, 3a3HaveHoi AN 403yBaHHS
Enirapay 45 wmr, a iHdopmauisa wono
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cvcTemu Byrna oHoBrieHa Ta
nepecdopmaToBaHa B Tabnuuo Ans BCix
[o3yBaHb. Takox 6yno cnpoLleHo MeToq
po3paxyHKy). 3miHn | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeToaax BunpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHVM METOAUKM 32 NOKa3HUKaMM
«lpeHTndikauisi», «KinbkicHe BU3Ha4YEHHs!
nennpopeniHy auetaty», «OQHOPIAHICTb
[03yBaHHA» Ta « CTOPOHHI JOMILLKMY
metogom BEPX (wnpwuy B) (3miln go
NPUroTyBaHHS PO34YUHIB Ta TEPMIHY X
npuaaTtHocTi. Ymosu BEPX 6ynu oHoBreHi
LUMISIXOM AoAaBaHHs «MakcMmanbHoro
TUCKY» Ta « TemnepaTtypu fnoTtka ans
3paskiBy». IHbopmaLisa wono
nocnigoBHOCTI BBEAEHHS | NpuaaTHOCTI
cuctemu Byna oHoBreHa i
nepecopmatoBaHa B Tabnuuito. 3miHun
TakoX Oyrnu BHECEHi B METO/ PO3PaxyHKy).
A TakoXx BHECEHO pefaKLifiHi NnpaBku 3
METOH rapMoHi3aLlii MeTOAiB KOHTPOSO
ans Bcix gosysaHb J13 Enirapg, a came
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

nofaHo iHopmalito woao igeHTudikauii
nennpopenidy auetaty metogom FT-IR
(I4-dyp’e) go posginie 3.2.P.5.2 ana
nosyeaHb 7,5 Mr Ta 22,5 mr, sika Hapasi
MicTUTbCA nuwe y po3aini 3.2.P.5.2 ana
no3yBaHHs 45 mr. 3miHum | Tuny - 3MiHun 3
sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOyBaHHS) -
3MiHN METOAWKM ANt BUHAYEHHS
NPOJSIOHIOBaHOMO BUBIMNbHEHHSI
nennpopeniHy auetaTy 3a NoKa3HUKOM
«BuBinbHeHHsi» meTogom BEPX
(BiZHOBMNEHWIA PO34MH) (3MiHM OO
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY iX
npugaTHocTi. Ymoeu BEPX 6ynu oHoBneHi
LUNSIXOM Ao4aBaHHs napameTpis
«MakcumanbHun Tuck» Ta « Temnepartypa
noTtka ana 3paskis». lHopmadisa wono
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cuctemu Byna oHoBMeHa i
nepecopmatoBaHa B Tabnuuto. 3miHn
Takox Oynun BHECEHI B METOA PO3PaxyHKy).
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
MeToAax BUNpobyBaHHS) - 3MiHK
MeTOAMKM 3a NokasHnkoM «KinbkicHe
BM3HAYEHHS NennpopeniHy aueTaty»
meTogom BEPX (BigHOBNEHW po3unH)
(3MiHM 0O NPUrOTyBaHHS PO3YMHIB Ta
TepMiHy npugaTHocTi. IHdopmaLiio Lwoao
TeCTyBaHHs! iHAMBIAyanbHUX OAUHUL
(n=1) 6yno BuganeHo, ocKinbkn MeTos
BUKOHYETLCS BiAMNoBigHO 4O npouenypu
TECTYBaHHS! CKNagHUX oauHuUb (N=6).
Ywmou BEPX 6ynu rapMmoHizoBaHi B onuci
MeToay 3a TpbOMa [03YBaHHSAM.
IHdopMaLis woao nocnigoBHOCTI
BBEJEHHS Ta npuaaTHoOCTi cuctemu byna
OHOBMeHa Ta nepedopmaroBaHa B
Tabnuuto. 3miHM Takox Bynu BHeCeHi B
MeTOof po3paxyHky). 3MiHu | Tuny - 3miHu 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO

SIKOCTi rOTOBOrO fNiKapcbKoro 3acoby
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Hasea nikapcbko20
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Popma sunycky
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ynakoeka)

3aseHUK

Kpaina
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Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

(3amiHa abo JoaaBaHHs OinbHULI, Ha AKiA
30iICHIOETLCS KOHTPOMbL/BUNPODYBaHHS
cepii) - BBEAEHHSA AiNbHULI, Ha SKin
3[iNCHIOETLCSI KOHTPOIbL/BUNPOBYBaHHS
cepii Tonmap Ixk., CLUA 2409 Pecbopy
Boynesapg, ®opT Konnixe, Ko 80526,
CLWUA / Tolmar, Inc., USA 2409 Research
Boulevard Fort Collins, Co 80526, USA.
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHN y BUPOOHMUTBI.
3MiHa imnopTepa/3miHu, Lo CTOCYHThCS
BUMYCKY CEePii Ta KOHTPOSO SAKOCTI
roToBOro Jlikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA BUpOOHMKa, Lo BiANOBiAae 3a
BBe3eHHs Ta/abo Bunyck cepii) - He
BKITHO4A04YM KOHTPOSL/BMNPOBYBaHHS cepil
- 3amiHa BMpOGHWMKa, Lo Bignosigae 3a
Bunyck cepii. 3MiHu | Tuny - 3miHn 3
sikocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lwo
CTOCYHOTbCS BUMYCKY CEpii Ta KOHTPOSHO
SIKOCTi FOTOBOIO fikapcbKoro 3acoby
(3amiHa abo goaaBaHHs OinbHULI, Ha SAKiN
3[iNCHIOETLCSI KOHTPOIL/BUNPOBYBaHHS
cepii) - BBeAEHHSNA AinNbHULI, Ha SKin
3[iNCHIOETLCS KOHTPOIbL/BUNPOOYBaHHS
cepii Cnektpan Jarta Cepsic, IHk., 818
MioHep Crpit WamnaHs, 171 61820, CLUA /
Spectral Data Services, Inc., 818 Pioneer
Street Champaing, IL 61820, USA. 3MiHu |
Tuny - 3MiHK 3 siKkoCTi. [OTOBMI NikapCbkui
3aci6. 3MiHn y BupobHmuTBi. 3amiHa abo
BBEAEHHS 40AAaTKOBOI AinbHUL
BMPOGHMLTBA ANst YacTMHU abo BCbOro
BMPOBHMYOro NpoLecy rotoBoro
nikapcbKkoro 3acoby (ainbHuUs ans
BTOPWHHOIO NakyBaHHs1) - 3aMiHa
BUPOOHMYOT AinbHUL, WO BiAMNOBIAAE 3a
BTOPVHHY ynakoBky J13.

103.

ENIFAPA 45 MI’

NopOoLLOK Ans
NPUroTyBaHHS
PO34mMHY Ans
NiALWKIPHKX iH'eKUin
no 45 mr; KOMNNexT
MiCTUTb 1 NOTOK Ta
CTEpUIbHY rorkKy.
JloTok MicTUTb

Pekopparti
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWIM 3a BUNYCK

cepii:
Tonmap IHk., CLUA;
BignoBiganbHUNA 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a

BMPOBHMUTBO LWnpuua A,

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeTofAax BUNpoOyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEpPKEHNX MeToAax BUNPObyBaHHS) -
3MiHM METOAMKM 3a NOKA3HUKOM

nakeTuk 3 wnpwuua b, kiHueBy «KinbkicHe BM3Ha4YeHHs N-meTun-2-
BOoronornmMHatoym yNakoBKy Ta KOHTPOSb niponigoHy» (NMP) meTonom rasosa
M areHToM Ta AKOCTI: xpomatorpadisi (wnpuu A)

nonepeaHLo Tonmap IHk., CLUA; (npo6onigroToBka (OCHOBHUI PO34NH

3a
peuernmom

UA/5758/01/03
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
3'eQHaHy WwnpuueBy BignosiganbHWM 3a BHYTPILWIHbOrO cTanaapTy (Stock Internal
cuctemy: KOHTPOIb/BUNPOBYBaHHS Standard Solution (Stock ISTD);
nonepegHbO cepii: BHYTPILUHI CTaHAaPTHWUIA PO34MH

HanoBHEHWIA LLNpUL,
A 3 PO3UYNHHKKOM,
nonepeaHL0
HanoBHEHWIA LLNpUL,
B 3 nopotukom,
ikcyroumn
3'egHyBay ons
wnpuuiBAtab 3
KHoMkot. Komnnekrt
Y KapTOHHIl kopobLi.

Tonmap IHk., CLUA;

BignoBiganbHUN 3a
KOHTPOb/BUNPOOYBaHHS
cepii:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTPONb/BUNPOBYBaHHSI
cepii:
Cnektpan [aTa Cepsic,
IHKk., CLLUA

po3umHHMKa (ISTD Diluent);0CHOBHi
po3ynHu ctaHgapty NMP 1 Ta 2;po6oui Ta
KOHTPOMbHi CTaHAAPTHI pO34nHK; BnaHk
BHYTpIiWHbOro craHaapTy( Internal
Standard Blank); po3unH 3paska). 3minu |
My - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y MeTodax BUNpPobyBaHHS
roTOBOro NMikapcbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEpOXXEHNX METoAaxX
BUNpobyBaHHs) - 3MiHN METOAMKM 3a
nokasHukamu «lgeHTtudikauis», «KinbkicHe
BM3HAYEHHS NENnpopeniHy aueTaty»,
«OpaHopigHicTb Ao3yBaHHA» Ta «CTOPOHHI
nomiwkn» metogom BEPX (wnpuy B)
(noGonigroToBka cTaH4APTY PO3AiINbHOI
3aaTHoCTi. 3MiHu | Tuny - 3MiHK 3 AKOCTi.
["oToBMI Nikapcbkmit 3aci6. KoHTporb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y
mMeToAax BMNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHM MeToaMKN 3a MOKa3HUKOM
«KinbkicHe BU3Ha4YeHHs nennpopeniHy
auetaty» metogom BEPX (BigHOBREHui
PO34KH) (3MiHM 0O onucy NPoboniaroToBKK
pO34uMHy 3paska; 3MiHa napameTpy
«MakcumanbHuin Tuck» B ymoBax BEPX).
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUPOGHULTBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTbCS
BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
roToOBOro fikapcbKkoro 3acoby (3amiHa abo
[oAaBaHHs AiNbHULI, Ha sKin
3[iNCHIOETLCS KOHTPOINbL/BUNPOOYBaHHSA
cepii) - BBegeHHs ginbHuui Tonmap IHK.,
1201 KopHepcToHe Opand, BiHasop, Ko
80550, CLLA / Tolmar, Inc., 1201
Cornerstone Drive, Windsor, CO 80550,
USA, Ha sKilt 30ilCHI0ETBCA
KOHTpOmb/BUNPobyBaHHs cepii. 3MiHu |
Tmny - 3MiHn 3 gxkocTi. CepTudikar
BignoBigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikata BignoBigHOCTI €EBpONenchKin




97

[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

dapmakonei: gna APl; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepAXeHoro
BUPOGHMKa - [MogaHo oHOBNEHUI
cepTudgikart BignosigHocTi € No. R1-CEP
2011-274-Rev 01 ans gito4oi pe4oBrHU
nennpopeniHy BiA 3aTBeEpAXEHOro
BMpobHuka Piramal Pharma Limited, India
Ha 3aMiHy cepTudikaTy BignosigHocTi €
No. R1-CEP 2011-274-Rev 00, y 38’3Ky 3i
3MiHOl Ha3BW BracHUKa/BUpobHMKa
(3aTBepmkeHo Hemmo Pharmaceuticals
Private Ltd., India) Ta yTouHeHHAM agpecu
BUPOGHMYOI AinbHuMui (3MiHa PIN-koay 3
400613 Ha 400703, wo BHeceHa
perioHarnbHUM Aep)XaBHUM OpraHoM npwu
npu3HayeHHi kogy perioHy). ®akTuyHa
agpeca BUPOBHMYOI ginbHULi, cuctema
SKOCTi, BUPOOHMYI NpOLIeCH Ta KOHTPOIb
AKOCTi 6e3 3MiH. 3MiHu | Tuny - 3MiHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y
meTogax BunpobysaHHA A®Il abo
BUXiAHOro Matepiany/npomMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP| (He3HauHi
3MiHW ¥ 3aTBEpPOXKEHNX METOAAX
BUNpobyBaHHs1) - 3MiHN METOAMKM 3a
nokasHukamu «Assay», «ldentification» ta
«Related Substances» metogom HPLC
ONs BUXIQHOT CUPOBWUHKW Nennponigy
aueTtaTy npu KOHTponi akocTti AdI
(npobonigrotoBka (B onNuci NPUroTyBaHHs
€TarnoHHOro Ta TECTOBOIO PO34MHIB
[0[aHO MeXi BiOXUNEHHS HaBaXKn
nennpopeniHy), oHoeneHi ymosn BEPX
CTOCOBHO MaKCMMarbHOro TUCKY Ta
BVMMOIM [0 NPUAATHOCTI cuctemu). 3MiHu |
Tmny - 3MiHn 3 skocTi. A®Il. KoHTtponb AdI.
3miHa y MmeToaax BunpobyBaHHs ADI abo
BUXIQHOro matepiany/npoMixkHOro
NpPoAYKTY/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AD| (HE3HAYHI
3MiHW Y 3aTBEPIKEHUX MeToaax
BUNpobyBaHHs) - 3MiHN MeTOAWKM 3a
nokasHukom «Acetic Acid» metogom HPLC
(npobonigrotoBka (B onuci nigrotoBka
3paska A0L4aHO MeXi BiOXUNEHHs!
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

HaBaXKu), 3MiHEHO Ha3BYy BMPOGHMKa
KOFOHKM, OHOBIEHI BUMOTM [0
npugaTHocTi cuctemm). 3MiHn | Tuny -
3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa
y MeToaax BunpobysaHHs APl abo
BUXIQHOro matepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BUpobHMUTBa AD| (He3HauHi
3MiHM Y 3aTBEpPOXKEHNX METOAaX
BUNpoOyBaHHS) - 3MiHM METOAMUKM 3a
nokasHukom «Residual Triethylamine»
metogom GC (npobonigrotoBka (B onuci
NPUroTyBaHHs1 €TanoHHOro Ta TECTOBOrO
PO34MHIB AOAAHO MEXi BiAXUINEHHSI
HaBaxkm)). 3MiHu | TMNy - 3MiHM 3 AKOCTI.
A®I. KoHTponb ADI. 3miHa y meTogax
BunpobyBaHHa APl abo BmxigHOro
MaTepiany/npomixHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHmuTea AD| (He3HauHi
3MiHW Y 3aTBEpPOXKEHNX METOAAX
BUNpobyBaHHS) - 3MiHM METOAMNKM 3a
nokasHukom «Residual Methanol, Ethanol
and Acetonitrile» meTogom GC
(npo6onigrotoBka (B ONMCI NPUroTyBaHHS
€TanoHHOro Ta TECTOBOIO PO3YMHIB
[0[aHO MeXi BiAXWIIEHHS HABAXKM).

104.

ENIrAPA 7,5 MI'

NOPOLLIOK ANs
NPUroTyBaHHS
PO34nHY Ans
NiALKIPHWX iH'eKLin
no 7,5 Mmr; kKoMnnekt
MiCTUTb 1 NOTOK Ta
CTEPUIbHY FOrnKy.
JloTok micTuTb
nakeTuk 3
BOJIOrOMoOrfnHaKym
M areHToM Ta
nonepegHL0
3'eAHaHy Wwnpuuesy
cuctemy:
nonepegHb0
HaMoOBHEHWN LWNpuUy,
A 3 pPO34YMHHUKOM,
nonepegHb0
HaMoBHEHWN LWNpuUyY,
B 3 nopotukom,
dikcyrounin
3'egHyBad ans
wnpuuiBAtab 3
KHonkow. Komnnekt

Pekoppari
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWUIM 3a BUNYCK
cepii:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BUPOBHMUTBO Wnpuua A,
wnpwuua b, kiHueBy
yMakoBKy Ta KOHTPOIb
SIKOCTI:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTpONb/BUNpobyBaHHs
cepii:

Tonmap IHk., CLUA;
BiAnoBiganbHWI 3a
KOHTpOMNb/BUNPOBYBaHHSI
cepii:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTpOnb/BUNPOBYBaHHSI
cepii:
Cnektpan Jata Cepsic,

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWMI Nikapcbkuin 3aci6. 3MiHN Yy
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[ONYCTUMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisx, nig 4ac BUpobHuUTBa
roTOBOrO fliKapCbKoro 3acoby (BMny4YeHHs
HeCyTTEBOro BUNpObyBaHHS B MpoLECi
BUPOGHMLUTBA) - BunyueHHs 3 IPC (in-
process control) BunpobysaHHsi «Burst
testing of the thermoformed trays» (Tect
Ha MiLHICTb TEPMIYHO (DOPMOBAHNX
KOHTerHepiB Ans wnpuua A Ta wnpuua
B). 3minu | TMny - 3miHuK 3 akocTi. FoToBMIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3miHu BUNpobyBaHb abo gonycTuMmx
MeX, BCTAHOBIEHMX Y cneumdikauisx, nig
Yac BUpOGHULITBA rOTOBOIO fiKapCbKoro
3acoby (BUINYYEHHSI HECYTTEBOTO
BMNpoOyBaHHS B NpoLeci BUpobHWLTBA) -
BunyuyeHHs 3 IPC (in-process control)
napameTpiB KOHTPOSHO, L0 CTOCYOTbCS
raMmMa-onpomiHeHHs wnpuua A. 3MiHum |
TMny - 3MiHM 3 sikocTi. [oToBMI Nikapcbkui

3a
peuenmom

He
nidnsieae

UA/5758/01/01
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Y KapTOHHil kopobLi. IHk., CLLA 3aci6. 3MiHM y BUPOGHULITBI. 3MiHM

BMNpobyBaHb abo JoMyCTUMUX MEX,
BCTaAHOBMEHUX Y crieumdikauisax, nig vyac
BMPOGHMLTBA rOTOBOrO fiKapCbKOro
3aco0by (BUIYyYEHHs1 HECYTTEBOIO
BMNPOOYBaHHSA B NpoLeci BUpoOGHMLTBA) -
BunyuenHs 3 IPC (in-process control)
napameTpiB KOHTPOIHO, LLO CTOCYHOTLCS
cTepwunisauinHoi dinbTpauii npu
BUPOGHMLUTBI Wwnpuua b. 3miHn | Tuny -
3MiHu 3 siKocTi. FoTOBWI Nikapcbkuii 3acib.
3MiHN y BUPOOHMUTBI. 3MiHM BUNpobyBaHb
abo gonycTUMUX MeX, BCTAHOBIEHUX Y
crneundikauisx, nig yac BUpobHuLTBa
rOTOBOrO fikapCbKoro 3acoby (BUny4YeHHs
HeCcyTTeBOro BUNPoByBaHHS B MPOLECi
BUpO6HMUTBA) - Bunyyenns 3 IPC (in-
process control) napameTpis, L0
CTOCYIOTbCS BidyarnbHOro KOHTPOIO
wnpuua b. 3miHum | Tuny - 3miHK 3 AKocTi.
["oToBMI Nikapcbkuii 3aci6. 3miHK y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
OOMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneunikalisx, nig yac BUpoGHULTBA
rOTOBOrO fikapcbKoro 3acoby (BUny4YeHHs
HeCyTTEBOro BUNpobyBaHHS B NpoLeci
BUPOGHMLUTBA) - BunyueHHs 3 IPC (in-
process control) napameTpis, L0
CTOCYHOTbCSI Bi3yarnibHOro KOHTPOMiO LWOA0
nakyBaHHsi wnpuua b. 3minm | Tuny -
3MiHu 3 skocTi. FoToBUMIA Nikapcbkuii 3aci6.
3MiHM y BUpOOHMUTBI. 3MiHM BUNpobyBaHb
abo fonycTUMUX MeX, BCTAHOBIEHUX Y
cneuudikauisx, nig 4ac BupobHuUTBa
roTOBOrO fikapcbKoro 3acoby (AoaaBaHHs
HOBOro MeToy BUNpobyBaHHA Ta
[ONyCTUMUX MeX) - [lodaHo HOBUIA
napameTp «Removal torque»
(BMMipIOBaHHSI KPYTHOrO MOMEHTY) 3
MEeTOA0M BUMNPOOYBaHHS Ta 4ONYCTUMUMMU
mexamu go IPC (in-process control).
3miHu | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3MiHM BUNpobyBaHb abo JonycTUMmX
MeX, BCTAHOBIEHMX Y cneumdikauisx, nig
yac BUPOGHMLTBA rOTOBOIO MikapCbKoro
3acoby (qogaBaHHSA HOBOTO METOAY
BMNPOBYBaHHS Ta ONYCTUMUX MEX) -
HopaHo HoBun napameTp «Burst testing»
(TecT Ha MiLHICTb) 3 MeToAOM
BMNPOBYBaHHS Ta JONYCTUMUMU MEXaMM
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no IPC (in-process control), sike
BUKOHYETbCH Ha KOHTEWHEPI, Lo MICTUTb
nonepeaHLo 3'€HyBanbHy CUCTEMY
wnpuyie. 3miHn | TMNy - 3MiHK 3 SKOCTI.
['oTOBWI NiKapCbkWiA 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
[OMNYCTUMUX MeX, BCTAHOBMEHUX Y
cneumdikauisix, nig yac BMpobHuUTBa
roTOBOrO fiKapCbKoro 3acoby (aoaaBaHHs
HOBOro MeToAy BUNpobyBaHHA Ta
ponyctummnx mex) - logaHo HoBwiA
napameTp «Bioburden»
(bioHaBaHTaXeHHs1) 3 MeToaAoM
BMNPOBYBaHHS Ta AONYCTUMUMMW MEXaMM
0o IPC (in-process control), sike
BUKOHYETLCA Ha nonepeaHbo
3’eQHyBarnbHi CUCTeMI LWNpULIB Nepeq
KiHLLeBOI cTepurisalieto 3a 4oNoOMOrot
eneKTPoHHoro npomeHs (E-beam). 3minu |
Tuny - 3MiHM 3 SKOCTi. [O0TOBMI NiKapCbKun
3aci6. 3MiHM y BUPOGHULITBI. 3MiHM
BUNpobyBaHb abo 4ONyCTUMUX MEX,
BCTaHOBIEHUX Y cneumdikauisx, nig yac
BMPOOHMLITBA FOTOBOTO MikapCbKOro
3acoby (aoaaBaHHs HOBOTO MeToAy
BMNPOOYBaHHSA Ta OMYCTUMMX MEX) -
HopaHo HoBun napameTp «Delivered
radiation» (onpoMiHIOBaHHs, Lo
HaaXo4uTb) 3 METOAOM BMNPODYBaHHA Ta
gonyctummnmmn mexxamm go IPC (in-process
control). 3miHu | TUNY - 3MiHK 3 FKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
[OMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneundikaisx, nig yac BUpobHuLTBa
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
- 3MiHU KpUTEPIiB NPUAHSTHOCTI 3a
napameTtpom «Target fill weight» (uinboBa
Maca 3anoBHEHHs) Ang wnpuua A Ta
wnpuua B npu IPC. 3minHu | Tuny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3aci6. 3MiHNn y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo
OOMYCTUMUX MeX, BCTAHOBIIEHUX Y
crneundikalisx, nig yac BUpobHMLTBa
rOTOBOrO fikapcbKoro 3acoby (iHLi 3MiHW)
- 3MiHU KpUTEPIiB NPUAHSITHOCTI 3a
napameTtpom «Bioburden» ans Bulk
Leuprorelin Acetate Solution 3rigHo 3
pekomMeHaaui €C
EMA/CHMP/CVMP/QWP/850374/2015
N5 OCTAaTOYHO CTEPUNI30BaHOro NPOAYKTY
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npu IPC. 3MiHu | Tuny - 3MiHKn 3 AKOCTI.
['oTOBWI NiKapCbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHM BMNpobyBaHb abo
OONYyCTUMMUX MEX, BCTAHOBINEHUX Y
cneumdikauisix, nig yac BMpobHuUTBa
roTOBOrO JlikapCbKoro 3acoby (iHLUi 3MiHW)
- Buny4yeHHs 3 poaginy
3.2.P.3.4.KOHTpONb KPUTUYHUX CTadin i
NPOMIXKHOT NpoAyKLii BUNpoOyBaHb, ki
BiAHOCATLCA A0 po3ainis
3.2.P.5.1.Cneundpikauis Ta
3.2.P.5.2.AHaniTnyHi metoaukn. 3miHum |
TMny - 3MiHK 3 AKOCTI. [0TOBMIA NikapCbKuii
3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikaui
Ta/abo [onyCTUMUX MeX roToBOro
NiKapCcbKoro 3acoby (3BY>KEHHs1
OOMYCTUMUX MEX) - 3BY)KEHHSI
OOMNYCTUMUX MEX 33 NMOKa3HUKOM
«BbakTepianbHi eHOOTOKCUHWY Y
cneumdikauisax gns wnpuua A ang Bcix
no3yBaHb. 3MiHW | TUNy - 3MiHM 3 IKOCTI.
[oToBMI Nikapcbkui 3acib. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeToAax BUNPobyBaHHs) -
3MiHU MeToaMKM 3a NOKa3HUKOM
«CTepunbHiCTb» Y MeToAax KOHTPOMO Ans
wnpuua A Ta wnpuua b Ha meToauky Ans
nonepegHbo 3'€4HaHOi CUCTEMU LLNPULIB,
a came [0AaHO OMNuC NepeBipkn
nonepegHbo 3'e€QHaHOi CUCTEMM LLUNPULIB,
6e3 3MiHM MeTOAMKU, sika NPOBOAUTLCS Y
BiANOBIAHICTb A0 3aranbHoi cTaTTi EP
2.6.1.Sterility. 3miHu | Tuny - 3miHn 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMUX MEX FOTOBOTO NiKapCbKOro
3acoby (OoNoBHEHHS crieumdikaLlii HoBUM
NMoKa3HUKOM 3 BifNoBiAHUM METOOOM
BuNpobyBaHHs) - [lo cneundikauii gns
BiJHOBITEHOrO PO34MHY J0AAHO MOKa3HUK
«Onuc wnpuueBoi cuctemmu» Ans Beix
[03yBaHb 3 BiANOBIAHUM METOAOM
BUNpoOyBaHHs. 3MiHN | TUNy - 3MiHn 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOOHMUTBA Anst
4YacTMHKU abo BCbOro BUPOGHMYOro
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npoLiecy roToBOro nikapcbKkoro 3acoty
(minbHUUS, Ha Ak NpoBoasATLCA Oyab-siKi
BUPOGHMYI cTagii, 3@ BUHATKOM BUMYCKY
cepii, KOHTPOIO SKOCTi Ta BTOPUHHOIO
nakyBaHHs ANsi CTEPUNBHUX NiKapCbKuUX
3acobiB (BKO4aO4M BUPOGEeHi
acenTUYHUM MeTodOoM), KpiM NiKapCbKUX
3acobiB 6ionori4Horo/iMmyHonoriYHoro
NOXOMXKEHHs1) - 3amiHa BUPOOHUYOT
ninbHuUui Steris Isomedix Services, USA,
LLIO BignoBigae 3a cTepunisadito wnpuua A
raMMa-ornpoMiHEHHSIM Ha HOBY BUPOOHUYY
ninbHuuto Smart World LLC, DBA Steri-
Tek, USA, wo Bignosigae 3a KiHUeBYy
cTepwunisauito nonepeaHLo 3'€QHaHol
CUCTEMM LUNPULIB ENEKTPOHHUM
npomeHeM (E-beam). 3miHn | Tuny - 3mMiHn
3 sikocCTi. FOTOBMIA NikapCbKMin 3aci6. 3MiHK
y BUPOBHULTBI. 3MiHM ¥ npoueci
BMPOGHMLITBA rOTOBOrO J1iKapCbKOro
3aco0y, BKMYa4m NPOMKHUI NPOAYKT,
LLIO 3aCTOCOBYETLCH NPU BUPOBHNLTBI
roTOBOro NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpoGHMLTBA) - 3MiHKN B
npoveci nakyBaHHsi 113, y 38’A3ky i3
3aMiHOI KOMMNEKTY 3 OKpEMMX LINPpULLB
Ha nonepeaHbo 3'€QHaHy cUCTeEMY
wnpuuis. 3MiHu | TUNY - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa po3Mipy cepii
(Bkntoyatoum dianasoH po3Mipy cepii)
roTOBOrO MiKapCbKoro 3acoby (36inbLUeHHS
0o 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
po3mipoM) - 3miHa po3mipy cepii M3.
3arteepoxeHo: anst ENNIFAPA 7,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size: 3958.7 g
(3931.2 ml); ana ENIFAPL 22,5 mr:
Syringe A: ATRIGEL® Delivery System /
Typical Commercial Batch size: 6.5 kg /
Syringe B: Lyophilised Leuprorelin Acetate
/ Typical Commercial Batch size:6598.3 g
(6539.4 ml); ana ENICAPL 45 wmr: Syringe
A: ATRIGEL® Delivery System / Typical
Commercial Batch size: 4.0/5.66 kg /
Syringe B: Lyophilised Leuprorelin Acetate
| Typical Commercial Batch size:5.51/7.78
kg. 3anponoHoBaHo: ans ENIFAPL 7,5 mr:
Batch Formula for Syringe A (Atrigel
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Delivery System) / Typical Commercial

Batch size: 6300 g / Batch Formula for
Syringe B (Lyophilised Leuprorelin
Acetate) / Typical Commercial Batch
size:4145 g; gna ENIFCAPA 22,5 wmr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 7400 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size:6905 g; ans ENIFAPLI 45 wr: Batch
Formula for Syringe A (Atrigel Delivery
System) / Commercial Batch size: 6100 g /
Batch Formula for Syringe B (Lyophilised
Leuprorelin Acetate) / Commercial Batch
size: 7780 g. 3miHn | TUNY -
AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AiNbHULI (BKITHOYA04M
AinbHUUi gnsa A®l, npomixkHoro npoaykTy
abo roToBOro fikapcbkoro 3acoby,
[inNbHUL AN NPOBEAEHHS MaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAaNbHOroO 3a BUMYCK
cepil, MicLie NpoBeaeHHs KOHTPONo cepii)
abo nocTayanbHVKa BUXIQHOTO marepiany,
peareHTy abo 4ONOMiIKHOT pe4oBUHM
(AIKLLLO 3a3HaYeHO Y AOCbE) - BunyyeHHs
BUpPOBGHMYOT AinbHUui Tonmap IHk., CLUA,
1201 KopHepcToHe [pand, BiHasop, Ko
80550, CLUA / Tolmar Inc, USA, 1201
Cornerstone Drive, Windsor, CO 80550
USA, wo Bignosigae 3a BUpobHMLTBO
wnpuua b Ta noro BTOpUHHY ynakoBky Ans
po3yBaHHa Enirapg 22,5 mr. 3minnm 1l Tuny
- 3MiHu 3 gKocTi. FoToBUIA NiKapCbkuii
3aci6. 3MiHu y BUPOGHMUTBI. 3MiHK Y
npotieci BUPOGHMLITBa FOTOBOrO
nikapcbKoro 3acoby, BKIoYaum
NPOMIKXHUIA NPOAYKT, L0 3aCTOCOBYETLCSI
npn BUPOOHULITBI rOTOBOIO MiKapcbKoro
3acoby (cyTTeBa 3miHa y npoueci
BUPOGHMLTBA, Sika MOXe MaTu iCTOTHUIA
BNVB Ha SAKICTb, O6e3neky Ta edpeKTUBHICTb
nikapcbkoro 3acoby) - 3miHu B npoLeci
cTepunisadii npu BupobHuuTBi M3, a
came oKpeMi MeToau cTepunisadii Ans
wnpuua A Ta wnpuua b 3amiHeHo Ha
MeTOoA cTepunisaLii enekTpoOHHUM
npomeHeM (E-beam) ans nonepeaHs0
3’egHaHoi cuctemu wnpuuis. 3mibm |l Tuny
- 3MiHU 3 sKocTi. FoTOBUIA NiKapCbKuii
3aci6. 3MiHn y BUPOGHMLTBI. 3MiHN Y

npoLieci BUPOGHMLTBA rOTOBOIO
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby, BKnoyaun
NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS
npu BUPOBHULITBI rOTOBOIO MikapcbKoro
3acoby (cyTTeBa 3miHa y npoLueci
BMPOGHMLTBA, Sika MOXe MaTu iCTOTHUIA
BJIMB Ha 5IKiCTb, 6e3neKy Ta ehekTUBHICTb
nikapcbkoro 3acoby) - 3miHa napameTpis
umkny niodpinisauii npu BUpobHMUTBI MM3.
3MminHun Il TMny - 3miHmn 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHN y BUPOOHMUTBI.
3MiHn y npoueci BUpobHMLTBa rOTOBOrO
nikapcbkoro 3acoby, BKnoYaun
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCSI
npu BUPOBHULITBI rOTOBOIO MiKapCbKOro
3acoby (cyTTeBa 3miHa y npoueci
BMPOGHMLTBA, SKa MOXe MaTu iCTOTHUIA
BIINB Ha 5IKiCTb, 6e3neky Ta ehekTUBHICTb
nikapcbKkoro 3acoby) - 3MiHWN Y KiNbKOCTi
HanoBHeHHS Wwnpuuy A Ta wnpuuy b npu
B1po6HMUTBI M3, 3Mikn Il Tuny - 3MiHn 3
sKocTi. MegnyHi npucTtpoi. 3MiHa
NPUCTPOIB ANsi BUMipOBaHHA £03n abo
BBEOEHHS NikapCbKOro 3acoby
(nopaBaHHs abo 3aMiHa NPUCTPOLD, KU €
HEeBiA'EMHOI0 YaCTUHOK NEPBUHHOI
yMakoBKM) - 3MiHa KOMMMEKTY, KU
CKINagaeTbCsl 3 OKPEMUX LLNPULIB Ha
KOMMMEKT 3 nonepeaHbo 3'egHaHy
cvcTemy WnpuuiB. 3MiHN BHECEHO A0
IHCTpYKUiT AN MEANYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby ao posginis "Cknag”,
"Cnocib 3acTocyBaHHsi Ta fo3n",
"YnakoBka" (3aMiHa KOMMNEKTY 3 OKPEMUX
LNpuUiB Ha nonepegHeo 3'eAHaHy
cMCTeMy LUNPULIB) Ta SIK HACMiAOK
[oaaBaHHSA OHOBNEHOI iHbopmaLii o
TEKCTYy MapKyBaHHS1 YNaKOBKW NikapCbKOro
3acoby 40 BTOPUHHOI yNakoBku N. 2, n. 3
Ta [0 NepBMHHOI yNakoBku Nn. 6 (lwnpuu A),
[ofaBaHHs! TEKCTY MapKyBaHHS NEPBUHHOT
YyNakoBKM (ITOTOK MonepeaHbo 3'egHaHol
wnpuuesoi cuctemu). 3minm |l Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n)
[0 3060B'A3aHb Ta yMOB BMAAYi
peecTpaLiiHOro NOCBIgYEHHS, BKIOYaoum
MnaH ynpaeniHHA pusmkamm
(3acTtocyBaHHS 3miH(1), SAki(a)
BMMaratoTb(€) noganbLLoro
06r'pyHTYBaHHS HOBUMY OOAATKOBUM
[aHUMU, Lo MarTb HagaBaTucs
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Kpaina
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Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHNM OpraHoMm) - 3asiBHUKOM
HagaHo oHoBNEeHWN MNnaH ynpaBniHHA
pu3ankamm, Bepcisa 7.9. 3MiHM BHECEHO A0
yactuH: |l «Cneuudikadis 3 6esnekn», Il
«lMnaH 3 dhapmakoHarnsgy», V «3axoau 3
MiHimi3auii pusukisy, VI «Pe3iome nnaHy
ynpaeniHHa pusmkamny, VI «Jognatkmy», y
3B’A3KY 3i 3MiHOIO KOMINIIEKCY 3 OKPEMMX
LUNpULIB Ha nonepeaHbo 3'egHaHy
CcYCTEMY LUMPULIB, @ TaKoX NOCMigoBHa
3MiHa 40 iHCTPYKUii 4Nna MeanyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3aini "Cnoci6 3actocyBaHHsl Ta 4o3n",
Ha nigcTasi NigTBEPIPKEHHS
3aTBEpAKEHHS 3MiH B KpaiHi
3asiBHUKa/BUpOOHMKa. Pestome MnaHy
ynpaeniHHA pu3nkamu Bepcis 7.9
AopaeTbes. 3MiHM BHeCeHo A0 IHCTpyKuii
Onsi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posainy "Cnocio
3aCTOCyBaHHS Ta J031"™: A0AABaHHSA
iHdopmauii 4o IHCTpyKUii Wwoao
3aCTOCYBaHHs! i MOBOAXXEHHS 3i LWNpuuamm
(kpok 3).

105.

ENIrAPA 7,5 MI'

NopOoLLOK Ans
NPUroTyBaHHs!
PO34MHy Anis
NiALKIPHKX iH'eKUin
no 7,5 Mr; KOMNNeKT
MiCTUTb 1 NTOTOK Ta
CTepUIbHY rorky.
JloTok MicTUTb
nakeTuK 3
BOJIOrONorfMHaym
M areHToM Ta
nonepeaHeo
3'egHaHy WnpuueBy
cucTemy:
nonepegHeo
HanoBHEHWIA LLINpUL,
A 3 PO3UYMHHKKOM,
nonepegHeo
HanoBHEHWIA LLNpUL,
B 3 nopotukom,
dikcyouuni
3'egHyBad ans
wnpuuis Ata b 3
KHOMKO. Komnnekt

Y KapTOHHIl kopobLi.

Pekoppari
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWIM 3a BUNYCK
cepii:
Tonmap IHk., CLUA;

BignoBiganbHUN 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;
BignoBiganbHUN 3a
BUPOBHMUTBO Wnpuua A,
wnpwuua b, kiHueBy
yMakoBKy Ta KOHTPOIb
SIKOCTI:

Tonmap IHk., CLUA;
BignoBiganbHUN 3a
KOHTpONb/BUNpobyBaHHs
cepii:

Tonmap IHk., CLUA;

BignoBiganbHUN 3a
KOHTpOnb/BUNPOBYBaHHSI
cepii:
Cnektpan Jata Cepsic,
IHk., CLLA

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI.
[oToBMI Nikapcbkuin 3acib. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHU METOAVKM 32 MOKA3HUKOM
«lpeHTudikauis nonimepy» metogom NMR
spectroscopy (wnpwy A) (3MiHU B onuci
npuaaTHocTi cuctemu. Kpim Toro, Ans
rapMoHisadii posginie 3.2.P.5.2 ansa Bcix
po3yBaHb J13, onvc uboro BUNpobyBaHHS
6yno BkntoyeHo Ao po3ginis 3.2.P.5.2 ans
[o3yBaHb 7,5 Mr Ta 22,5 mr), sikuin Hapasi
MicTUTbCA nuwe y po3aini 3.2.P.5.2 ana
no3yBaHHsA 45 mr. 3MiHu | Tuny - 3MiHm 3
sKocTi. [0TOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeToaax BUNpobyBaHHS! rOTOBOIO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHUX MeTofax BUNPobyBaHHs) -
3MiHU METOAVKM 32 NMOKA3HUKOM
«MonekynsapHa maca MNoni(D,L-naktna-
kornikoniga) PLG» mMeTogoMm renb-

3a
peuenmom

He
nidnsieae

UA/5758/01/01
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npoHukatoya xpomatorpagis (GPC)
(wnpwy A) (3MiHK B ONUCi NPUroTYBaHHSA
PO34MHIB Ta TEPMiHY iX npuaaTtHocTi. [o
ymoB [T1X-aHanisy Takox goaaHo vyac
BMKOHAHHS, a iHhopmalLito Lwoao
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cvcTeMu nepedopmMaToBaHo B Tabnuuo).
3minn | Tuny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BUNPOBYBaHHS rOTOBOrO NiKAapCbKOro
3acoly (He3HayHa 3MiHa y 3aTBEPKEHUX
MeTo4ax BUNpoOyBaHHS) -
3MiHM METOOMKM 3@ NMOKA3HUKOM
«KinbkicHe Bu3HayeHHs N-meTun-2-
niponiaoHy» MeTo4oM rasoBa
xpomaTtorpadisi (wnpuu A) (3miHM Ao
NPUroTYBaHHSI PO34MHIB Ta TEPMiHY
npuaaTtHocTi. Nomunka B 4Yaci yTpyumaHHs,
3a3Ha4YeHOMy B METOAi, OnMMcaHoMy Ans
posyBaHb Enirapay 7,5 mr ta Enirapgy
22,5 mr, 6yna BunpaeneHa BignoBigHoO 4o
iHbopmalii, 3a3HaveHoi AN 403yBaHHS
Enirapay 45 wmr, a iHdopmauisa wono
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cvcTemu Byrna oHoBrieHa Ta
nepecdopmaToBaHa B Tabnuuo Ans BCix
[o3yBaHb. Takox 6yno cnpoLleHo MeToq
po3paxyHKy). 3miHn | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeToaax BunpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHVM METOAUKM 32 NOKa3HUKaMM
«lpeHTndikauisi», «KinbkicHe BU3Ha4YEHHs!
nennpopeniHy auetaty», «OQHOPIAHICTb
[03yBaHHA» Ta « CTOPOHHI JOMILLKMY
metogom BEPX (wnpwuy B) (3miln go
NPUroTyBaHHS PO34YUHIB Ta TEPMIHY X
npuaaTtHocTi. Ymosu BEPX 6ynu oHoBreHi
LUMISIXOM AoAaBaHHs «MakcMmanbHoro
TUCKY» Ta « TemnepaTtypu fnoTtka ans
3paskiBy». IHbopmaLisa wono
nocnigoBHOCTI BBEAEHHS | NpuaaTHOCTI
cuctemu Byna oHoBreHa i
nepecopmatoBaHa B Tabnuuito. 3miHun
TakoX Oyrnu BHECEHi B METO/ PO3PaxyHKy).
A TakoXx BHECEHO pefaKLifiHi NnpaBku 3
METOH rapMoHi3aLlii MeTOAiB KOHTPOSO
ans Bcix gosysaHb J13 Enirapg, a came
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nofaHo iHopmalito woao igeHTudikauii
nennpopenidy auetaty metogom FT-IR
(I4-dyp’e) go posginie 3.2.P.5.2 ana
nosyeaHb 7,5 Mr Ta 22,5 mr, sika Hapasi
MicTUTbCA nuwe y po3aini 3.2.P.5.2 ana
no3yBaHHs 45 mr. 3miHum | Tuny - 3MiHun 3
sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOOyBaHHS) -
3MiHN METOAWKM ANt BUHAYEHHS
NPOJSIOHIOBaHOMO BUBIMNbHEHHSI
nennpopeniHy auetaTy 3a NoKa3HUKOM
«BuBinbHeHHsi» meTogom BEPX
(BiZHOBMNEHWIA PO34MH) (3MiHM OO
NPUroTyBaHHS PO3YMHIB Ta TEPMIHY iX
npugaTHocTi. Ymoeu BEPX 6ynu oHoBneHi
LUNSIXOM Ao4aBaHHs napameTpis
«MakcumanbHun Tuck» Ta « Temnepartypa
noTtka ana 3paskis». lHopmadisa wono
nocnigoBHOCTI BBEAEHHA Ta NPUAATHOCTI
cuctemu Byna oHoBMeHa i
nepecopmatoBaHa B Tabnuuto. 3miHn
Takox Oynun BHECEHI B METOA PO3PaxyHKy).
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meTogax
BMNPOOYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y 3aTBEPKEHUX
MeToAax BUNpobyBaHHS) - 3MiHK
MeTOAMKM 3a NokasHnkoM «KinbkicHe
BM3HAYEHHS NennpopeniHy aueTaty»
meTogom BEPX (BigHOBNEHW po3unH)
(3MiHM 0O NPUrOTyBaHHS PO3YMHIB Ta
TepMiHy npugaTHocTi. IHdopmaLiio Lwoao
TeCTyBaHHs! iHAMBIAyanbHUX OAUHUL
(n=1) 6yno BuganeHo, ocKinbkn MeTos
BUKOHYETLCS BiAMNoBigHO 4O npouenypu
TECTYBaHHS! CKNagHUX oauHuUb (N=6).
Ywmou BEPX 6ynu rapMmoHizoBaHi B onuci
MeToay 3a TpbOMa [03YBaHHSAM.
IHdopMaLis woao nocnigoBHOCTI
BBEJEHHS Ta npuaaTHoOCTi cuctemu byna
OHOBMeHa Ta nepedopmaroBaHa B
Tabnuuto. 3miHM Takox Bynu BHeCeHi B
MeTOof po3paxyHky). 3MiHu | Tuny - 3miHu 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOIO

SIKOCTi rOTOBOrO fNiKapcbKoro 3acoby
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(3amiHa abo JoaaBaHHs OinbHULI, Ha AKiA
30iICHIOETLCS KOHTPOMbL/BUNPODYBaHHS
cepii) - BBEAEHHSA AiNbHULI, Ha SKin
3[iNCHIOETLCSI KOHTPOIbL/BUNPOBYBaHHS
cepii Tonmap Ixk., CLUA 2409 Pecbopy
Boynesapg, ®opT Konnixe, Ko 80526,
CLWUA / Tolmar, Inc., USA 2409 Research
Boulevard Fort Collins, Co 80526, USA.
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHN y BUPOOHMUTBI.
3MiHa imnopTepa/3miHu, Lo CTOCYHThCS
BUMYCKY CEePii Ta KOHTPOSO SAKOCTI
roToBOro Jlikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA BUpOOHMKa, Lo BiANOBiAae 3a
BBe3eHHs Ta/abo Bunyck cepii) - He
BKITHO4A04YM KOHTPOSL/BMNPOBYBaHHS cepil
- 3amiHa BMpOGHWMKa, Lo Bignosigae 3a
Bunyck cepii. 3MiHu | Tuny - 3miHn 3
sikocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lwo
CTOCYHOTbCS BUMYCKY CEpii Ta KOHTPOSHO
SIKOCTi FOTOBOIO fikapcbKoro 3acoby
(3amiHa abo goaaBaHHs OinbHULI, Ha SAKiN
3[iNCHIOETLCSI KOHTPOIL/BUNPOBYBaHHS
cepii) - BBeAEHHSNA AinNbHULI, Ha SKin
3[iNCHIOETLCS KOHTPOIbL/BUNPOOYBaHHS
cepii Cnektpan Jarta Cepsic, IHk., 818
MioHep Crpit WamnaHs, 171 61820, CLUA /
Spectral Data Services, Inc., 818 Pioneer
Street Champaing, IL 61820, USA. 3MiHu |
Tuny - 3MiHK 3 siKkoCTi. [OTOBMI NikapCbkui
3aci6. 3MiHn y BupobHmuTBi. 3amiHa abo
BBEAEHHS 40AAaTKOBOI AinbHUL
BMPOGHMLTBA ANst YacTMHU abo BCbOro
BMPOBHMYOro NpoLecy rotoBoro
nikapcbKkoro 3acoby (ainbHuUs ans
BTOPWHHOIO NakyBaHHs1) - 3aMiHa
BUPOOHMYOT AinbHUL, WO BiAMNOBIAAE 3a
BTOPVHHY ynakoBky J13.

106.

ENIrAPA 7,5 MI'

NOPOLLIOK Ans
NPUroTyBaHHS
pPO34MHy Ans
NiALWKIPHKX iH'eKUin
no 7,5 mr; KOMnnexkT
MiCTUTb 1 NOTOK Ta
CTEPUIbHY rorKy.
JloTok MicTUTb

Pekopparti
IHpacTpia
Ximika e
dapmacesTi
ka C.n.A.

ITania

BignoBiganbHWIM 3a BUNYCK

cepii:
Tonmap IHk., CLUA;
BignoBiganbHUNA 3a
BTOPUHHY YMaKOBKY:
Tonmap IHk., CLUA;

BiAnoBiganbHWI 3a

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeTofAax BUNpoOyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEpPKEHNX MeToAax BUNPObyBaHHS) -
3MiHM METOAMKM 3a NOKA3HUKOM

nakeTuk 3 BMPOGHMUTBO LWinpuua A, «KinbkicHe BM3Ha4YeHHs N-meTun-2-
BOoronornmMHatoym wnpwuua b, kiHueBy niponigoHy» (NMP) meTonom rasosa
M areHToM Ta yrNaKkoBKy Ta KOHTPOIb xpomatorpadisi (wnpuu A)

nonepeaHL0 AKOCTi: (npobonigroToBka (OCHOBHW PO34MH

3a
peuernmom

UA/5758/01/01
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3'eQHaHy WwnpuueBy Tonmap IHk., CLUA; BHYTPILWIHbOrO cTanaapTy (Stock Internal
cuctemy: BiANOBiAaNbHUIA 3a Standard Solution (Stock ISTD);
nonepeaHL0 KOHTpONb/BUNpobyBaHHst BHYTPILLHIA CTaHOAPTHUIA PO34MH

HanoBHEHWIA LLNpUL,
A 3 PO3UYNHHKKOM,
nonepeaHL0
HanoBHEHWIA LLNpUL,
B 3 nopotukom,
ikcyroumn
3'egHyBay ons
wnpuuiBAtab 3
KHoMkot. Komnnekrt
Y KapTOHHIl kopobLi.

cepii:
Tonmap IHk., CLUA;

BignoBiganbHUN 3a
KOHTPONb/BUNPOBYBaHHSI
cepii:

Tonmap IHk., CLUA;

BignoBiganbHUN 3a
KOHTPOMb/BUNpoByBaHHS
cepii:
Cnektpan [aTa Cepsic,
IHk., CLLA

po3umHHMKa (ISTD Diluent);0CHOBHi
po3ynHu ctaHgapty NMP 1 Ta 2;po6oui Ta
KOHTPOMbHi CTaHAAPTHI pO34nHK; BnaHk
BHYTpIiWHbOro craHaapTy( Internal
Standard Blank); po3unH 3paska). 3minu |
My - 3MiHK 3 AKOCTI. [OTOBUIA NikapCbKuii
3aci6. KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y MeTodax BUNpPobyBaHHS
roTOBOro NMikapcbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEpOXXEHNX METoAaxX
BUNpobyBaHHs) - 3MiHN METOAMKM 3a
nokasHukamu «lgeHTtudikauis», «KinbkicHe
BM3HAYEHHS NENnpopeniHy aueTaty»,
«OpaHopigHicTb Ao3yBaHHA» Ta «CTOPOHHI
nomiwkn» metogom BEPX (wnpuy B)
(noGonigroToBka cTaH4APTY PO3AiINbHOI
3aaTHoCTi. 3MiHu | Tuny - 3MiHK 3 AKOCTi.
["oToBMI Nikapcbkmit 3aci6. KoHTporb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y
mMeToAax BMNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
3MiHM MeToaMKN 3a MOKa3HUKOM
«KinbkicHe BU3Ha4YeHHs nennpopeniHy
auetaty» metogom BEPX (BigHOBREHui
PO34KH) (3MiHM 0O onucy NPoboniaroToBKK
pO34uMHy 3paska; 3MiHa napameTpy
«MakcumanbHuin Tuck» B ymoBax BEPX).
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUPOGHULTBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTbCS
BWMNYCKY Cepii Ta KOHTPOIO AKOCTi
roToOBOro fikapcbKkoro 3acoby (3amiHa abo
[oAaBaHHs AiNbHULI, Ha sKin
3[iNCHIOETLCS KOHTPOINbL/BUNPOOYBaHHSA
cepii) - BBegeHHs ginbHuui Tonmap IHK.,
1201 KopHepcToHe Opand, BiHasop, Ko
80550, CLLA / Tolmar, Inc., 1201
Cornerstone Drive, Windsor, CO 80550,
USA, Ha sKilt 30ilCHI0ETBCA
KOHTpOmb/BUNPobyBaHHs cepii. 3MiHu |
Tmny - 3MiHn 3 gxkocTi. CepTudikar
BignoBigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikata BignoBigHOCTI €EBpONenchKin
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

dapmakonei: gna APl; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepAXeHoro
BUPOGHMKa - [MogaHo oHOBNEHUI
cepTudgikart BignosigHocTi € No. R1-CEP
2011-274-Rev 01 ans gito4oi pe4oBrHU
nennpopeniHy BiA 3aTBeEpAXEHOro
BMpobHuka Piramal Pharma Limited, India
Ha 3aMiHy cepTudikaTy BignosigHocTi €
No. R1-CEP 2011-274-Rev 00, y 38’3Ky 3i
3MiHOl Ha3BW BracHUKa/BUpobHMKa
(3aTBepmkeHo Hemmo Pharmaceuticals
Private Ltd., India) Ta yTouHeHHAM agpecu
BUPOGHMYOI AinbHuMui (3MiHa PIN-koay 3
400613 Ha 400703, wo BHeceHa
perioHarnbHUM Aep)XaBHUM OpraHoM npwu
npu3HayeHHi kogy perioHy). ®akTuyHa
agpeca BUPOBHMYOI ginbHULi, cuctema
SKOCTi, BUPOOHMYI NpOLIeCH Ta KOHTPOIb
AKOCTi 6e3 3MiH. 3MiHu | Tuny - 3MiHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y
meTogax BunpobysaHHA A®Il abo
BUXiAHOro Matepiany/npomMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP| (He3HauHi
3MiHW ¥ 3aTBEpPOXKEHNX METOAAX
BUNpobyBaHHs1) - 3MiHN METOAMKM 3a
nokasHukamu «Assay», «ldentification» ta
«Related Substances» metogom HPLC
ONs BUXIQHOT CUPOBWUHKW Nennponigy
aueTtaTy npu KOHTponi akocTti AdI
(npobonigrotoBka (B onNuci NPUroTyBaHHs
€TarnoHHOro Ta TECTOBOIO PO34MHIB
[0[aHO MeXi BiOXUNEHHS HaBaXKn
nennpopeniHy), oHoeneHi ymosn BEPX
CTOCOBHO MaKCMMarbHOro TUCKY Ta
BVMMOIM [0 NPUAATHOCTI cuctemu). 3MiHu |
Tmny - 3MiHn 3 skocTi. A®Il. KoHTtponb AdI.
3miHa y MmeToaax BunpobyBaHHs ADI abo
BUXIQHOro matepiany/npoMixkHOro
NpPoAYKTY/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AD| (HE3HAYHI
3MiHW Y 3aTBEPIKEHUX MeToaax
BUNpobyBaHHs) - 3MiHN MeTOAWKM 3a
nokasHukom «Acetic Acid» metogom HPLC
(npobonigrotoBka (B onuci nigrotoBka
3paska A0L4aHO MeXi BiOXUNEHHs!
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
HaBaXKu), 3MiHEHO Ha3By BMPOOHWKa
KOJIOHKW, OHOBIEHi BUMOTY [0
npugaTHocTi cuctemm). 3MiHn | Tuny -
3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa
y MeToaax BunpobysaHHs APl abo
BUXIQHOro matepiany/npoMiKHOro
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BUpobHMUTBa AD| (He3HauHi
3MiHW Y 3aTBEPAKEHNX MeToaax
BUNpoOyBaHHS) - 3MiHM METOAMUKM 3a
nokasHukom «Residual Triethylamine»
metogom GC (npobonigrotoBka (B onuci
NpUroTyBaHHSA €TanoHHOro Ta TECTOBOrO
PO34MHIB AOAAHO MEXi BiAXUINEHHSI
HaBaxkm)). 3MiHu | TMNy - 3MiHM 3 AKOCTI.
A®I. KoHTponb ADI. 3miHa y meTogax
BunpobyBaHHa APl abo BmxigHOro
MaTepiany/npomixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BupobHmuTea AD| (He3HauHi
3MiHW Y 3aTBEPAKEHUX MeToaax
BUNpobyBaHHS) - 3MiHM METOAMNKM 3a
nokasHukom «Residual Methanol, Ethanol
and Acetonitrile» meTogom GC
(npo6onigrotoBka (B ONMCI NPUroTyBaHHS
eTarloHHOro Ta TECTOBOrO PO34UHIB
[0[aHO MeXi BiAXWIIEHHS HABAXKM).
107. | ECCEHUIANE® kancynu no 300 mr; TOB YkpaiHa BMPOGHMLTBO, NEPBUHHE Himeuumna/ BHECEHHS 3MiH 10 peecTpaLiiHuX bes UA/8682/01/01
®OPTE H Ne 30 (10x3): no 10 "Onenna Ta BTOPUHHE NaKyBaHHS, Monbuya matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenma
Kancyn y énictepi, Xernckea KOHTPOrb Ta BUMYCK Cepilt: oToBWI Nikapcbkuin 3aci6. KoHTponb
no 3 Gnictepn y YkpaiHa" En. HattepmaHH eHg roTOBOro NMikapcbKoro 3acoby (iHLi 3miHw).
KapTOHHI KOpoOLyi; Cawi. F'm6X, HimeuunHa; OHOBEHHSA BXe 3aTBEPIKEHNX METOAIB
Ne 100 (10x10): no nepBrvHHe Ta BTOPUHHE KoHTponto sikocTi M3, a came BMkNageHHs
10 kancyny nakyBaHHS, BUNYCK CePin: TEKCTY AepXXaBHO MOBOIO 3rigHO
6nictepi, no 10 Onenna Xenckea NonaHg CyYacHuX BMMOT. TakoxX BHECEHHS!
GnicTepiB y Cn. 30.0., MonbLua pedakuinHMX NpaBoK BignoBigHoO A0
KapTOHHiI kopobui opuriHanbHoI cneuudikauii Ta meToais
KOHTporto J13 BupobHuka.

108. | ETON ®OPT TabneTkn, BKpUTI HOBEN TypeyunHa HOBEN INAY CAHAI BE TypeuunHa BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/3962/01/01
o6onoHkoto, no 400 INAY CAHAIT TIOXKAPET A.LL. matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenmom
Mr no 14 TabneTtok y BE [oToBMI Nikapcbkuin 3aci6. KoHTponb
GnicTepi; no 1 abo TIOXKAPET roTOBOrO fikapcbkoro 3acoby. 3miHa y
no 2 6nictepu B A.L. MeToax BUNpobyBaHHS roTOBOro
KapTOHHIN ynakoBL; nikapcbKkoro 3acoby (iHLWi 3MiHM y meToaax
no 4 Tabnetku y BUNpobyBaHb (BKMoYakoun 3amiHy abo
GnicTepi; no 1 OonoBHeHHs1)). CynyTHS 3MiHa
Gnictepy B - 3MiHM 3 AkocTi. [0TOBMIA NiKapCbKuii
KapTOHHIN ynakoBLj 3aci6. KoHTpornb roToBoro nikapcbkoro

3acoby. 3miHa napameTpiB cneumdikaLin
Ta/abo [oNyCTMMUX MEX roTOBOro
nikapcbkoro 3acoby (iHLi 3MiHK) -
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BHECEHHSs1 3MiHM [0 crneundikauii Ta
meToay BunpobyBaHHs 13 3a
nokasHukoMm «laeHTtudikauisa. Etogonak.
MeTtoa BEPX», a came 3miHeHO
NPUroTyBaHHS PO34YUHIB, Ta SIK HACMiAoK,
YyTOYHEHO BMMoru cneumdikauii IN13.
109. | ETONO3UAO-TEBA KOHLleHTpaT ans TOB «TeBa YkpaiHa dapmaxemi b.B., Higepnangm BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/7277/01/01
po34nHy Ans YkpaiHa» Hinepnanau | Xopsaris matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
iHy3in, 20 mr/mn; anbTepHaTUBHA ["oToBMI nikapcbkuit 3aci6. 3miHn y
no 5 mn a6o no 10 nabopatopis gns BMPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
My donakoHi; no 1 KOHTPOIIO Cepii: CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOO
cnakoHy B [MJ1IBA XpBaTtcka 4.0.0., SIKOCTi rOTOBOrO fikapcbKkoro 3acoby
KapTOHHIl kopobui Xopsaris (3amiHa abo goaaBaHHs OinbHULI, Ha SAKiA
3[iNCHIOETLCS KOHTPONbL/BUNPOOYBaHHS
cepii). JogaBaHHs anbTepHaTUBHOI
OinbHULI BigNOBIAanNbHOI 3a KOHTPOSb
akocTi MJ1IBA Xpeartcka a.0.0. (PLIVA
Hrvatska d.0.0.) no 3atBepgxeHoi
OinbHUUI KOHTpOno sikocTi Papmaxemi
B.B., Higepnangn (Pharmachemie B.V.
PCH)); pegakuiinHi amiHm go p. 3.2.P.3.1
BUPOGHMK(M). 3MiHM BHECEHO Ha TUTYIbHY
CTOPIHKY TEKCTY MapKyBaHHS yNaKkoBOK
nikapcbkoro 3acoby, a came 3a3Ha4yeHHs
iHdbopmauii Woao anbTepHaTUBHOI
naboparopii AN KOHTPOIIO cepii.
110. | E®EPANTAH cynosuTtopii YIMNCA CAC ®paHuis YIMNCA CAC ®paHuis BHECEHHS 3MiH 10 peecTpaLiiHuX bes UA/5237/03/01
pekTanbHi no 80 mr, MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenma
no 5 cynosutopiis y 6esnekn/edeKTMBHOCTI Ta
GnicTepi; no 2 hapmakoHarnsgy (iHwi 3amiHun) - 3miHn
Gnictepu B BHECEHO B TEKCT MapKyBaHHS NEPBUHHOI
KapTOHHIN kopobLyi (n. 6) Ta BTOpWHHOI (nyHKTK 15, 17)
yNaKoBOK fikapcbkoro 3acoby. BBeaeHHs
3MiH NpoTsirom 6 MicsiliB nicns
3aTBEPAKEHHS
111. | E®EPANTAH cynosuTtopii YIMNCA CAC ®paHuis YIMNCA CAC ®paHuis BHECEHHS 3MiH 10 peecTpaLiiHuX bes UA/5237/03/02
pekTanbHi no 150 MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenma
Mr; 1o 5 ©e3nekn/edeKkTuBHOCTI Ta
Cyno3uTopiiB y hapmakoHarnsgy (iHwi 3amiHun) - 3miHn
GnicTepi; no 2 BHECEHO B TEKCT MapKyBaHHS NEPBUHHOI
6nictepu B (n. 6) Ta BTOpWHHOI (nyHKkTK 15, 17)
KapTOHHiIl kopobui yNaKoBOK fikapcbkoro 3acoby. BBeaeHHs
3MiH MpoTsroM 6 MicauiB nicns
3aTBEPAKEHHS
112. | E®EPANTAH cynosuTtopii YIMNCA CAC ®paHuis YIMNCA CAC ®paHuis BHECEHHS 3MiH 10 peecTpauiiHuX bes UA/5237/03/03
pekTanbHi no 300 MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenma

Mr; No 5
Cyno3nTopiia y
Gnictepi; no 2
6nictepu B
KapTOHHI kopobui

6e3nekn/eeKkTUBHOCTI Ta
hapmakoHarnsigy (iHwi 3amiHu) - 3miHu
BHECEHO B TEKCT MapKyBaHHS! NepBUHHOT
(n. 6) Ta BTOpWHHOI (nyHKkTK 15, 17)
yNakoBOK fikapcbkoro 3acoby. BeeaeHHs
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3MiH NpoTsArom 6 MicsuiB nicnsi
3aTBEPOAKEHHS
113. | €EBPOMILMH rpaHynu ons ToBapucTBO YkpaiHa MPAT "XIMOGAPM3ABO[ YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/20195/01/01
oparnbHOro po34nHy 3 "YEPBOHA 3IPKA" matepianis: 3miHu | Tuny - peuenmom | niidnseae
no3r,no8r obmexeHo AamiHicTpaTuBHi 3MiHU. 3MiHa
npenapaty (3 r Bignosigans HariMeHyBaHHs Ta/abo agpecu micus
AitoY0I pevoBUHN) y HiCTIO NpoBaAXeHHS AiANbHOCTI
cawue; no 1 a6o 2 "KOHAPK BMPOOHMKa/iMnopTepa rotoBoro
calle y nayui 3 IHTENMEL" nikapcbKoro 3acoby, BKMoYaum ginbHuLi
KapTOHY BUMYCKy cepii abo micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BMPOGHMK/iMnopTep,
BKIHOYa04M BUMYCK cepiit). 3miHa
HalMeHyBaHHSA BUPOOHMKa y 3B’3Ky 3i
3MiHOI OpraHisauinHo-npaBoBoi hopmun
nignpvemctea. 3MiHM BHECEHO B
IHCTPYKLUIilO0 AN MeAWNYHOr0o 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ain "BupobHuk" 3
BiANOBIAHMMW 3MiHAMW B TEKCTi
MapKyBaHHSI YNaKOBOK.
BBegeHHs 3MiH NpoTArom 6-tn micsuis 3
natuv 3atBepKeHHs. 3MiHum | Tuny - 3MiHu
wono 6esnekun/edekTMBHOCTI Ta
tapmakoHarnagy (iHwi amiHm). 3MiHn
BHECEHO B TEKCT MapKyBaHHsi BTOPUHHOI
YMaKOBKM MiKapCbKOro 3acoby y NyHKTU 2,
3,4,8,11,12,13, 17 Ta B TekcT
MapKyBaHHs1 NEPBUHHOI YNaKOBKW Y MYHKTU
3, 4, 5, 6. BBegeHHs 3MiH npoTsirom 6-Tn
MicsiLiB 3 JaTu 3aTBEPKEHHS.
114. | 3AKUC A30TY ras MeguyHun HouipHe YkpaiHa Meccep AscTpis 'M6X ABcTpis BHECEHHS 3MiH 10 peecTpauiiHnX 3a UA/19853/01/01
MEQNYHUN CTUCHEHUN Y nignpuemcTs marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuenmom
MECCEP H6anoHax o6'eMom 1 o "Meccep 6e3nekn/edekTMBHOCTI Ta
n,3,1n,45n,5n, YkpaiHa" dapmakoHarnsgy. BeeaerHs abo 3MiHu

10n,50n

[0 y3aranbHeHUX AaHuX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeH/X JaHUX Npo cuctemy
dapmakoHarnsay, 3MiHa ynoBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
dapmakoHarnsagy 3asiBHVKa Ans
34icHeHHs bapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHU y po3MmilLleHHi MacTep-
chanina cuctemn chapmakoHarnsgy) -
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsg.
[itova pegakuisi: JloroBcbka IpuHa
IBaHiBHa. [1ponoHoBaHa pegakuis:
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ApemeHko MapiaHHa MukonaiBHa. 3miHa
KOHTaKTHWUX JaHUX YNOBHOBAaXEHOT 0cobu
3as1BHMKA, BianoBiganbHoI 3a
chapmakoHarnsag.
115. | 3ACMOKIUNTMBUNA 36ip no 60 r abo no MpAT Ykpaina MpAT "Miktpasun" Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX bes UA/6044/01/01
3B6IP Ne 2 75 ry naykax 3 "NikTpasun" matepianis: 3miHu | Tuny - 3miHK 3 AKoCTiI. peuenma
(CEOATUBHUN) BHYTPILLUHIM [oToBWI Nikapcbkui 3aci6. Cuctema
naketom; no 1,5ry KOHTeNHep/3akynoptoBanbHUIA 3aci6 (iHLi
inbTp-NakeTi; No 3MiHK)
20 cinbTp-nakeTiB y BHeceHHs1 3MiH O HOPMYBaHHS
nayui; no 1,5ry nokasHWKiB «laeHTudikauis (30BHILLHI
inbTp-NakeTi; No 03HakW)» (godaBaHHs onucy NniBku
20 dinbTp-nakeTiB y nakyBarsbHOI ); « TOBLUMHA MIiBKMY
nauui 3 BHYTpILHIM (YyTOYHEHHS AONYCTUMMX HOPM MOKA3HUKA)
nakeTom cneumaikauii 3 KOHTPO NEPBUHHOIO
nakyBarnbHOro matepiany ANns ynakoBku no
60 r Ta mo 75 r y nayui 3 BHYTPILLHIM
nakeTom (nnieka nakysanbHa (NepBuHHA)).
116. | 3OKAPAOIC® 30 MI' | TabneTku, BKpUTI MeHapiHi TTrokcembypr BupobHuuTeo "in bulk”, Himeuunna BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/3246/01/02
NniBKOBOIO IHTEepHeLLoH nepBrHHE Ta BTOPUHHE [/ITanis marepianis: 3MiHu | Tuny - 3MiHn Wwopo peuyenmom | niidnseae
o6onoHkoto, no 30 an nakyBaHHS, KOHTPOMb Ta 6e3nekn/edeKkTUBHOCTI Ta
Mr; no 7 TabneTok y OnepenioH BUMNYCK cepinn: MeHapiHi - dapmakoHarnsaay. 3miHa y KopoTkiv
Gnictepi; no 1 [ ®oH XengeH MbX, XapaKTepucTu1Li Nnikapcbkoro 3acoby,
Gnictepy B TTrokcembypr HimevunHa; BupobHuuTBO TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
KapTOHHIN KOpoOLyi; A "in bulk", nepBuHHE Ta MeOUYHOro 3aCTOCyBaHHs Ha niacTas.i
no 14 Tabnetok y BTOPWHHE MaKyBaHHS, perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
6nicTepi; no 1 abo 2 BUnNyck cepin: A. MeHapiHi nikapcbkoro 3acoby, abo gocnigxeHs 3
Gnictepu B MaHydakTypiHr JloricTikc 6e3nekn 3aCToCyBaHHS MiKapCbKoro
KapTOHHIl kopoOLi eHp Cepsicec C.p.J1., 3acoby B nicnsipeecTpauiiiuii nepion, abo
ITanis; KoHTponb cepint: SIK pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHb,
Oowmne cdapmaveyTiui NpOBEAEHNX BiANOBIAHO 4O NnaHy
C.n.A,, Itanis; A. MeHapiHi nepiaTpuyHmx gocnigxens (PIP) (3Miny
MaHydaktypiHr JloricTike Y3ro4>KeHO 3 KOMMETEHTHUM
eHg Cepsicec C.p.J1,, YMNOBHOBaXEHNM OpraHom) - 3MiHu
ITanig; €spodiHc bionab BHeceHo A0 po3ainy "MobivHi peakuii”
C.p.n., Itanis BignoBigHo oo pekomeHaauin PRAC.
3minu | TNy - 3miln wWoao
©e3nekn/eeKkTuBHOCTI Ta
hapmakoHarnsgy (iHwi 3amiHun) - 3miHn
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3acTocyBaHHS NikapcbKoro 3acody Ao
po3ainis "®apmakonoriyHi BnacTnsocTi”,
"OcobnueocTi 3acTocyBaHHs" Ta "MobiuHi
peakuii” Bi4NoBigHO 4O OHOBMEHOT
iHpopmalii 3 6e3nekun 3acTocyBaHHs
nikapcbkoro 3acoby
117. | 3OKAPAOIC® 7,5 MI' | TabneTkun, BKpUTI MeHapiHi Trokcembypr Bupo6HuuTeo "in bulk”, Himeuunna BHECEHHS 3MiH IO peecTpaLiiHnX 3a He UA/3246/01/01
NNiBKOBOIO IHTepHeLLoH nepBrYHHe Ta BTOPUHHE [/ITanis matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom | nidnsizae
obornoHkoto, no 7,5 an nakyBaHH4, KOHTPOMNb Ta 6e3nekn/eeKkTUBHOCTI Ta
Mr; no 7 TabrneTok y OnepenoH BUMNYCK cepinn: MeHapiHi - dapmakoHarnsaay. 3miHa y KopoTkiv
GnicTepi; no 1 c ®oH XengeH M'vbX, XapaKkTepuCTuLL Nikapcbkoro 3acoby,
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
Gnictepy B JTrokcembypr HimeyuunHa; BupobHuuTBO TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ansi
KapTOHHiI kopobuyj; C.A. "in bulk", nepBuHHe Ta MeAMNYHOro 3aCTOCyBaHHS Ha MiAcTasi
no 14 Tabnetok y BTOPWHHE NaKyBaHHS, perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
6nictepi; no 1 abo 2 BUnyck cepin: A. MeHapiHi nikapcbkoro 3acoby, abo gocnigpkeHb 3
6nictepu B MaHydakTypiHr JloricTikc 6e3neku 3acToCyBaHHS NikapcbKoro
KapTOHHIl kopobui eHp Cepsicec C.p.J1., 3acoby B nicnsipeecTpauiiiuii nepiog, abo
ITania; KoHTponb cepin: SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHb,
Oowmne cdapmaueyTiui NpoBeAEHMX BiANOBIAHO A0 NnaHy
C.n.A., Itanis; A. MeHapiHi neaiatpuyHmx gocnimkeHs (PIP) (3MiHy
MaHydakTypiHr JloricTikc Y3roXKeHo 3 KOMMETEHTHUM
eng Cepsicec C.p.J1,, YMOBHOBaXEHNM OpraHom) - 3MiHu
ITanis; €spodiHc bionab BHeceHo fo po3ainy "lMobivHi peakuii”
C.p.n., Itanis BignoBigHo Ao pekomeHaauin PRAC.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edeKkTUBHOCTI Ta
tapmakoHarnagy (iHwi 3MiHm) - 3miHn
BHECEHO A0 iHCTPYKUii AN MeANYHOro
3acTocyBaHHS NikapcbKkoro 3acody Ao
po3ainis "®apmakonoriyHi BnacTueocTi",
"OcobnuBocTi 3actocyBaHHA" Ta "MoGiYHI
peakuii" BiANOBIgHO 4O OHOBMNEHOI
iHdopMaUii 3 6e3nekn 3acTocyBaHHsI
nikapcbkoro 3acoby
118. | 30JIONEHT® TabneTkn, BKPUTI TOB YkpaiHa TOB "KYCYM ®APM", YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a He UA/9814/01/01
060OHKO1, "TNEQPAP YkpaiHa maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom | nidnsieae
KWLLIKOBOPO34MHHI MO MnaTao" abo [oToBMI Nikapcbkuin 3aci6. 3MiHN Y
40 wmr; no 14 TOB "TNMEO®APM NTO", BMPOGHMUTBI. 3amiHa abo BBeAEHHS

Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHIN ynakoBLi;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu y
KapTOHHIN ynakoBLj

YkpaiHa

[o[aTKoBOI AinbHULI BUpobHULTBa Ans
YacTMHKU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbkoro 3acoty
(minbHUUS, Ha sk NpoBoAATLCA OyAb-siKi
BMPOGBHWYI CTagii, 3a BUHATKOM BUMYCKY
Cepiln, KOHTPOO SKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, Ans
HeCTepurbHMX Nikapcbkunx 3acobis)
CynyTHs 3miHa - 3MiHK 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. 3mMiHW y BUPOGHULTBI.
3amiHa abo BBeeHHSA [oOaTKOBOI
AinbHWUi BUpobHULTBa AN YacTuHu abo
BCbOIO BUPOGHMYOro NpoLECy rOTOBOrO
nikapcbkoro 3acoby (gineHUUA Ans
BTOPUHHOIO NakyBaHHs1) - 3MiHU 3 SIKOCTi.
[oToBWI Nikapcbkuil 3aci6. 3MiHK y
BUPOOHMUTBI. 3amiHa abo BBeAEHHS
[o4aTKoBOI AinbHULI BUpoBHULTBa Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKoro 3acoty
(BiNbHUUS ANs NEPBUHHOIO NaKyBaHHS)
BBEJEHHS anbTepHaTUBHOIO BUPOBHUKa
TOB «[MEO®APM NTO», YkpaiHa
BiAMNOBigaNbLHOro 3a NEPBMHHE NaKyBaHHS,
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BTOPWHHE NaKkyBaHHs Ta Oyab-ski
BMPOOHWYI cTagii, 32 BUHATKOM BUMYCKY
Cepin, KOHTPOIMIO AKOCTI, NEPBUHHOIO
nakyBaHHs1, BTOPMHHOIO NMakyBaHHS ANs
HecTepurbHKX Nikapcbkux 3acobiB.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicnsa 3aTeepaXXeHHsi. 3MiHu | Tuny - 3miHn
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPOMIO SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo gogaBaHHs
BMPOGHMKa, Lo BiANOBigaE 3a BBE3EHHS
Ta/abo BMnyck cepii) - Bkniovatoun
KOHTpOnb/BUNpoByBaHHs cepii - BBegeHHs
anbTepHaTUBHOro BMpoOHuka TOB
«FMEO®APM NTO», BiognosinanbHoro 3a
BUMYCK Cepii, BKNIOYAKYN KOHTPOMb AKOCTI.
3MiHM BHECEHO B iHCTPYKLUito Ans
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ainu "BUpobHuK",
"Micue3Haxoa)XeHHsi BUpobHUKa Ta
agpeca Micusa npoBafKeHHS Moro
nianbHOCTI" 3 BiANOBiAHNMM 3MiHAMK B
TEKCTi MapKyBaHHS1 ynakoBok. BBegeHHs
3MiH NPOTArom 6-Tu MicsiLiB Micnsi
3aTBepOKeHHS. 3MiHu | Tuny - 3miHn Wwopao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO B TEKCT MapKyBaHHsi BTOPUHHOI
ynakoBKM Nikapcbkoro 3acoby y nyHkTn 16,
17

BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis
nicnsi 3aTBEpOXEHHS.

119.

3O0JIONEHT®

TabneTkn, BKpUTI
060noHkoto,
KMLLKOBOPO34MHHi MO
20 mr; no 14
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHIl ynakoBLj;
no 10 Tabnetok y
GnicTepi; no 3
Gnictepn y
KapTOHHIN ynakoBLj

TOB
"TMEOPAP
mnaTa"

YkpaiHa

TOB "KYCYM ®APM",
YkpaiHa
abo

TOB "MEAOPAPM NTAO",

YkpaiHa

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi.
[oToBMI Nikapcbkuii 3aci6. 3MiHN y
BMPOOHMUTBI. 3amiHa abo BBeAEHHS
[o4aTKoBOI AinbHULI BUpoOHULTBa Ans
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKoro 3acoty
(minbHUUS, Ha Ak NpoBoAATLCA Oyab-siKi
BMPOGHUWYI cTagii, 3a BUHATKOM BUMYCKY
cepiii, KOHTPOIO AKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, Ansi
HeCTepUIbHUX NikapCbkux 3acobiB)
CynyTHs 3MiHa - 3MiHKM 3 siKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3amiHa abo BBeeHHS [0aaTKOBOI
[inbHULI BUPOOHULITBA AN YacTMHM abo
BCbOI0 BUPOBGHMYOro NpoLECY rOTOBOrO

3a
peuenmom

He
nidnsieae

UA/9814/01/02
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nikapcbkoro 3acoby (ainbHUUa ans
BTOPWHHOIO NaKyBaHHS) - 3MiHW 3 SKOCTI.
["oToBMI nikapcbkuit 3aci6. 3miHK y
BMPOBHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULUI BUPOBHULTBA Ans
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKoro 3acoty
(AiNbHMUSA ANS NEPBMHHOIO NaKyBaHHS)
BBEJEHHS anbTepHaTUBHOIO BUPOBHUKa
TOB «[MEO®APM NTO», YkpaiHa
Bi4NOBIgAaNbHOro 3a NepBMHHE NaKyBaHHS,
BTOPUHHE NaKkyBaHHs Ta Oyab-ski
BUPOGHMYI cTagii, 38 BUHATKOM BUMYCKY
Cepii, KOHTPOIO AKOCTi, MEPBUHHOIO
nakyBaHHsl, BTOPMHHOIO NMakyBaHHS NS
HecTepurbHUX nikapcbkux 3acobis.
BBeneHHs 3MiH NpoTsArom 6-T1 MicsAuiB
nicnsa 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn
3 sikocCTi. FOTOBMIA NikapCbKuMin 3aci6. 3MiHK
y BUPOOHMLTBI. 3MiHa imnopTepa/3minu,
LLIO CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHS
BMPOGHMKa, Lo BiANOBiAaE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkntoyatoun
KOHTponb/B1nNpobyBaHHs cepii - BBeaeHHs
anbTepHaTUBHOro BUpobHunka TOB
«MEOAPAPM NTTO», BignoBiganbHoro 3a
BUWMYCK Cepii, BKIOYAOUMN KOHTPOIb AKOCTI.
3MiHM BHECEHO B iHCTPYKLUito Ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu "BupobHuK",
"Micue3HaxomKeHHs1 BUpobHuka Ta
appeca Micusi NpoBaKEHHS NOro
nisnbHOCTI" 3 BiANOBiAHUMK 3MiHAMK B
TEKCTi MapKyBaHHS1 yNakoBOK. BBegeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3miHK Wwoao
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy (iHwi 3amiHu) 3miHn
BHECEHO B TEKCT MapKyBaHHsI BTOPUHHOT
yMakoBKM NikapcbKoro 3acoby y nyHkTn 16,
17.
BBeneHHs 3MiH NpoTsarom 6-Tu mMicauis
nicns 3aTBepOKEHHS.

120.

IBYNPO®EH

kancynu no 400 wmr,
no 10 kancyny
GnicTepi, no 1 abo 2
Gnictepu y kopobui 3
KapTOHY

ToBapucTBo
3
obGMexeHo
BignoBsiganb
HiCTIO
"®apmaueBT

YkpaiHa

ToBapuCTBO 3 06MEXeEHO

BiAnoBiganbHIiCTO

"®PapmaLeBTUYHa dipma

"BepTekc",
YkpaiHa

(BUPOBHULTBO 3 NpoaykKLuii

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHsI Ta/abo agpecu 3asiBHUKA
(BNacHuka peecTpauinHoro NocBiAYeHHS) -
3MiHa agpecu 3asiBHUKa

6e3
peuenma

UA/16147/01/02
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
nyHa dipma in bulk ToBapucTsa 3
"BepTekc" obmexeHor
BiANOBIgANbHICTIO
«PapmaueBTUYHa
KOMMaHist «340poB’sA»,
YkpaiHa)
121. | IBYNPO®EH kancynu, no 200 wr, Tosapucteo Ykpaina ToBapucTBO 3 0OMEXEHOID Ykpaina BHECEHHS 3MiH 40 peecTpauifiHuX bes UA/16147/01/01
no 10 kancyny 3 BiAMOBIAANBHICTIO matepianis: 3miHu | Tuny - peuenma
Gnictepi, no 1 abo 2 oBMexXeHo "papmaLeBTUYHa ipma AOMiHicTpaTUBHI 3MiHW. 3MiHa
Gnictepu y kopobui 3 | Bignosiganb "BepTekc", HaiMeHyBaHHs Ta/abo agpecu 3asBHUKA
KapTOHY HiCTIO Ykpaina (BNacHuka peecTpauinHoro NoCBiAYEHHS) -
"dapmaueBT (BMPOGHULITBO 3 NpoayKuii 3MiHa agpecu 3asiBHUKa
nyHa dipma in bulk ToBapuctsa 3
"Beptekc" 0BMexeHo
BiANOBIgaNbHICTIO
«®apmaueBTnyHa
KOMMaHist «300poB’a»,
Ykpaina)
122. | I3OHIA3UAO- Tabnetku no 300 wmr, MpAT YkpaiHa MpAT "®apmaueBTnyHa Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/2671/01/01
OAPHUUA no 10 Tabnetok y "®apmanest dipma "OapHuuga" matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom
KOHTYPHil nyHa cipma A®I. KoHTponb AdI. 3miHa y napameTpax
YapyHKOBIN "OapHuus” crneundikaiv Ta/abo gonycTUMUX MeX,
ynakoBLi; no 5 BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
KOHTYPHUX BUXiOHWUIA/MPOMDKHUIA NpoayKT/peareHT, Wwo
YapyHKOBUX BMKOPVCTOBYIOTBCS Y MPOLIECI

yMakoBOK y navi; no
1000 a6o no 1500,
abo no 2500
Tabnetok y
KOHTeWHepax

BMPOGHMLUTBa ADI (iHLLI 3MiHK).
CynyTHs 3MmiHa - 3MiHK 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
marepiany/npoMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP| (He3HauHi
3MiHW Y 3aTBEPAKEHUX MeToaax
BUNPOOYBaHHS) - BHECEHHS 3MiH [0
po3ainy 3.2.S.4.1. Cneuundpikadisi Ta
po3giny 3.2.S.4.2. AHaniTu4Hi METOAUKN
3a NoKasHVKamm:

- «Po34mnHHiCTbY - iHbopMaLto Lwoao
po3unHHocTi A®| nepeHeceHo o
3aranbHVX BNacTMBOCTEN; -
«loeHTUdikauis» - BUNy4YeHHs TecTiB
apyroi ineHTudikauii (apyra: A, C),
3anuLInnM TecTu nepLuoi igeHTudikadii A,
C (OdY, 2.2.14 Ta PY, 2.2.24);

- «3anuLLUKoBi PO34YNHHUKN» - BHECEHO
pedakuinHi NpaBky BHACIAOK 3MiHN
HallMeHyBaHHS po3giny 3 «3anuLLKoBi
KiNIbKOCTI OpraHiYHMX PO34MHHUKIB» Ha
«3anuLUKOBi PO34YMHHUKUY» Ta BHECEHO
3MiHN B METOAWMKY KOHTPOIIO y 3B’AA3KY 3i
3MiHOIO OAAMHWLIb BUMIPIOBAHHS Y
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HOpMyBaHHi (3 «%» Ha «ppmy),
BiJKOPMrOBaHO pO3paxyHKOBY OpMyITy.
3MinHn | Tuny - 3MiHm 3 akocTi. ADI.
KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JonycTUMmNX MEX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDKHWUIA NpoAyKT/peareHT, Wwo
BUKOPUCTOBYOTHCS Y MPOLIECI
BUpobHMLTBa ADI (BUNYYEHHS HE3HAYHOro
noKasHuKa sIKOCTi (Hanpuknag, BUIyYeHHs
3acTapinoro NokasHUkKa)) - BUNyYeHHs
KOHTPOIIO 32 NOKasHMKOM "AHomarbHa
TOKCUYHICTL" 0OyMOBreHe NpuBeAeHHAM
Ao Bumor moHorpadii EP.
3MinHn | Tuny - 3MiHm 3 sikocTi. ADI.
KoHTponb A®L. 3miHa y meToaax
BunpobyBaHHa APl abo BmxigHOro
MaTepiany/npomixHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHmuTea AD| (He3HauHi
3MiHW Y 3aTBEpPOXKEHNX METOAAX
BUNpoOyBaHHS) -

BHECEHHS 3MiH O METOAUKN KOHTPOMO
Adl izoHia3nay 3a nokasHukom «KinbkicHe
BM3HAYEHHSI» Y 3B’SI3Ky 3 BHECEHSAM
pefakuiiHMX NpaBoK BignoBigHoO 40
pekoMeHaaui MoHorpadii €. 3minu |
TMny - 3MiHn 3 sikocTi. A®Il. KoHTponb AdI.
3miHa y meToaax BunpobyBaHHa AD| abo
BUXiAHOro Matepiany/npomMixxHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci Bupo6Huutea AP (iHwi 3miHn y
MeToAax BUNpoOyBaHHS (BKMOYaK4n
3amiHy abo gonoBHeHHs) AD| abo
BVXifHOro/npoMmiXXHOro NpoAayKTy) -
BHECEHHS 3MiH O METOAUKN KOHTPOMO
Al i3oHiasnagy 3a nokasHukom «[omiluka
E», a came: BHECEHO 3MiHU B
NPUroTyBaHHS po3ynHy A Ta 30inblUeHHS
BiJHOCHOrO Yacy BUxoay nika
OeHszanbaerigy asvHy 3 13 xB Ha 14 xB,
Bi4NOBIgHO 0 MOHOrpadii €
«ISONIAZID» Ta matepianis cipmu
BMPOBHMKa.

123.

IHAIPAB
BAKUUHA
AHTUPABIYHA
OYULLEEHA,
IHAKTUBOBAHA

niodpinisoBaHun
NopOoLLOK Ans
PO34MHY AnIs iH'eKLin
He MeHLwe 2,5
MO/po3a Ta
PO3YMHHUK; in bulk:

1 donakoH 3

TOB
"®apma
Nang"

YkpaiHa

BMPOGHMLTBO in bulk,
BUNYCK cepii:
Bxapat bioTtek
IHTepHewHn JlimiTea,
IHAis; BUpOGHMLTBO
posumHHuka: CoBepeiH

Papwma MNpansart JlimiTea,

IHaisa

BHECEHHS1 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHsi FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHM y meTogax
BMNpobyBaHb (BKNOYaoym 3amiHy abo

UA/15391/01/01
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nioginizoBaHnm IHAis [OMoBHEHHS)) - logaHHsa

nopotukom Ta 1 anbTepHaTUBHOIO MeToAy Ans

amnyna 3 BM3HaYeHHs BoAW, a came «BuaHayeHHs

PO34nHHUKOM Mo 0,5 BOAM MiKPOMETOAOM» (3aTBEPKEHO

M (HaTpito xnopuay «Bun3HayeHHs Boan HaniBMiKpOMETOA0M»)

PO34MH NS iH'eKuin ONA NPUCKOPEHHSA NPOBEAEHHS KOHTPOSO

0,3%)B sikocTi 113 y ¢popmi in bulk.

nnacTukoBoMy

neHani y nayui 3

KapToHy; no 10

Nnayok 3 KapTOHY Y

KOpoO6Li 3 KAPTOHY;

no 12 a6o 32

KOPOBKM 3 KAPTOHY Y

KapTOHHOMY KOpObGi

(TpaHcnopTHOMY

Kopobi)

124. | IHOIPAB niodpinisoBaHmi TOB YkpaiHa TOB "dapma Nang" YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/15402/01/01
BAKUWHA NOPOLLOK ANng "dapma (nakyBaHHs i3 oopmm in maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
AHTUPABIYHA pOo34nHy AnA Nand" bulk dipmun-BrpobHuKa [oToBMI Nikapcbkui 3acib. KoHTponb
OYMLLEHA, iH'eKUin; He MeHLwwe Bxapat bioTek roToBOro flikapcbkoro 3acoby. 3miHa y
IHAKTUBOBAHA 2,5 MO/pgo3a Ta IHTepHewwHn JlimiTea, MeToAax BUNpoGyBaHHSI rOTOBOMO

PO3YNHHWK; 1 IHAis) nikapcbKkoro 3acoby (iHWi 3MiHM y meToaax
drakoH 3 BMNpoOyBaHb (BKIoYa4uM 3amiHy abo
nioginizoBaHnm [OMoBHEHHS)) - ogaHHs
nopoLukom Ta 1 anbTepHaTUBHOIO MeToay Ans
amnyna 3 BMU3HaYeHHs BOAW, a came «BusHayeHHs
po34nHHMKOM o 0,5 BOAW MIKPOMETOAOM» (3aTBEPAXEHO
M1 (HaTpito xnopuay «Bun3HayeHHs Boan HaniBMikpOMETOA0M»)
PO34MH AN iH'eKuin ONS NPUCKOPEHHS MPOBEAEHHS KOHTPOS0
0,3%)8B akocTi M3 3 dopmu in bulk
nnacT1koBoMy

neHani; no 1 aéo 10

nnacTUKoBMX

neHariB y KapTOHHIN

KopobLi

125. | IHOAHPUKC INB cycneHsis ans makcoCmit Benuka nakcoCmiTKnanH Benbris BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/13939/01/01
KOMBIHOBAHA iH'ekuin; no 0,5 mny KnanH BpuTaHis Bionogxikans C.A. MaTepianis: 3miHu Il Tuny - 3MiHM 3 SIKOCTI. peuenmom
BAKLUUHA ONA nonepegHL0 Ekcnopt A®I. BupobHuTBo. 3MiHU B npoueci
NMPO®INAKTUKA 3arnoBHEHOMY Nimiteq BMpOGHMUTBa ADI (3miHa cToCcyeTbCst
OUOTEPII, OflHOpa3oBOMY aKTUBHOI PEYOBUHU
NMPABLA, wnpui y KOMMMeKTi 6ionoriYHoro/iMyHOMNOri4YHOro NOXOAXEHHS!

KALLINIOKA 3 ronkoto; no 1 abo abo BUKOpUCTaHHS XiMibyHUX ADI y
(ALENONAPHUA 10 nonepeaHLO BUPOBHMUTBI Nikapcbkoro 3acoby
KOMMOHEHT) TA 3aMoBHEHNX 6ionori4Horo/iMyHONOr4YHOrO NOXOAXKEHHS,
noniomMmienity O[lHOpPa30BUX fKka MOXKe MaTu 3HaYHWUI BMNNUB Ha SKICTb,
wnpuuis y 6e3neky Ta eeKTUBHICTb NiKapCbKoro
nnacT1koBoMy 3acoby, i He CTOCYETbCS MPOTOKONY)

KOHTelHepi; no 1
KOHTEeWHepy B
KapTOHHI kopobui

BanpoBagxeHHsi kBanidikaLiiHoro
NPOTOKONY AN NPUroTyBaHHA pobo4oro
cepeposua (WS) Corynebacterium
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

diphtheriae (C. diphtheriae) 3 paHiwe
3aTBepaKeHoro nepeapobo4voro
cepegouia T9 (pre-WS T9) Ta goaaHHs
TPbOX HOBWX Cepili poboyoro cepegoBmLLa
(ADTOHWMO004, ADTOHWMO0O05,
ADTOHWMOO06), BUroToBrneHnx Ha
ninbHUUi GlaxoSmithKline Biologicals Kift,
YropwuHa. Kpim Toro, 3miHoeTbCA
KpUTEPI NPUAHATHOCTI TECTY Ha
iaeHTMdiIKaLito, WO BUKOHYETLCSA NpKn
KOHTPOMi SIKOCTi NpW BUMYCKY ANS
po6ouyoro cepegosuia C. Diphtheria 3 «C.
diphtheriae, GioTn mitis/belfanti» Ha «C.
diphtheriae». 3minn Il Tvny - 3miHn 3
skocTi. A®l. BupoGHuUTBO. 3MiHa
BUPOGHMKA BUXIOHOrO/MPOMIDKHOIO
npoaykTy/pearexTy, Lo
BVKOPVCTOBYIOTbCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoBOHUKa
(Bkrtovatoun, ge HeobXxigHo, micue
nNpoBeAeHHs KOHTponto skocTi) AdI (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€sponewicbkin bapmakonei y
3aTBEepAXeHOMY Aocbe)(3MiHa B AD|
GionoriyHoro NoxomkeHHs abo BUXiGHOMY
matepiani/peareHTi/MPoMiXXHOMY MPOAYKTI,
LLIO BUKOPUCTOBYHOTLCS AN BUPOBHULTBA
6ionori4Horo/iMyHONOri4YHOro fikapcbkoro
3acoby ) JoaaHHsa GlaxoSmithKline
Biologicals Kft, YropwuHa, sik
anbTepHaTUBHOI AiNbHULI Ans
BMPOGHMLTBA Ta NPOBEAEHHS] KOHTPOIO
sikocTi poboyoro cepepoBuLLa
Corynebacterium diphtheriae (C.
diphtheria WS), 3 BignosigHumun amiHamu B
npoveci BMpobH1uTBa (TEMnepaTypa
PO3MOpPOXKYBaHHS, TeMnepaTypa iHkybauii,
LUBWAKICTb | TpMBanNicTb NepeMillyBaHHs
Towo). YHidikauis iHpopmalii y
p.3.2.S.2.1 aons 3aTBEPAXEHOrO
BMpobHuka GSK Vaccines GmbH,
HimeuunHa, Ta 3anponoHOBaHOI AiNbHULI
GlaxoSmithKline Biologicals Kft,
YropLiuHa, BHECEHHS peaakLuinHmuX
NpaBoK.

126.

IH®JIAMIH

PO34MH AN iH eKUiN,
10 mr/mn; no 1,5 mn
B amnyni; no 100
amnyn y nayuj; no
1,5 mn B amnyni; no
5 amnyn y nayui; no

MpuBaTHe
akuioHepHe
TOBapuCTBO

"Nekxim-
Xapki"

YkpaiHa

[MpuBaTHe akuioHepHe
TOBapUCTBO "Jlekxim-
Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiANOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta

3a
peuernmom

UA/16007/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

1,5 mn B amnyni; no
5 amnyn y 6nictepi;
no 1 Gnictepy B
navui

BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONEnchbKiin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixkHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBReHWN
cepTudikaT Big yXXe 3aTBepAXeHoro
BMPOGHYKA - NOAAHHS! OHOBIIEHOIO
cepTudikaty BigNOBIAHOCTI EBPONENCHKI
capmakonei CEP 2014-261-Rev 02 Big
3aTBepakeHoro BMpobHuka SWATI
SPENTOSE PVT. LTD gito4oi pe4oBuHM
MENOKCUKaM Y 3B’s13Ky 3 HE3HAYHOIO
3MiHO afpecu BUpobHuKa, a came
BBEOEHHS OOATKOBOIo cKnaay 3
Homepom A-2/2120, micue BupobHULTBA
He 3MiHunoch (3aTBepaxeHo: CEP 2014-
261-Rev 01; 3anponoHoBaHo: CEP 2014-
261-Rev 02).

127.

uwon

pO34unH Ans
30BHILUHLOIO
3acTOCyBaHHS,
cnupToBuit 5 %; no
10 mn, abo no 20
M, abo no 1000 mn
y tbrnakoHax

MPAT
"XIMOGAPM3
ABO[Q
"YEPBOHA
3IPKA"

YkpaiHa

MNPAT "XIMGAPM3ABO[

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asBHUKa
(BnacHuka peecTpaLinHOro NocBig4eHHS)
3MiHa HaMMeHyBaHHS 3asiBHMKa Ta 3MiHU Y
HanucaHHi agpecu 3asBHWKa (BNacHuka
peecTpaLiiHoro NocBig4YeHHs). 3MiHum |
TMNy - AOMiHICTpaTuBHI 3MiHW. 3miHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS QiSANbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKNOYaum AinbHULI
BMNYCKy cepii abo micLie NpoBeaeHHs
KOHTPOIO SIKOCTI. (QiNbHICTb, 3a Ky
BignoBigae BUpoGHuK/iMnopTep,
BKITI0MAK04M BUMNYCK Cepil) 3MiHa
HaliMeHyBaHHS BUpoGHUMKa 113 Ta 3miHn y
HanucaHHi agpecy BupobHuka 13, 3miHn
BHECEHO B iHCTPYKLiO ANs MegnyHoro
3aCTOCyBaHHS fnikapcbKkoro 3acoby y
po3ginu "Bupo6HuK", "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca micus
NPOBaXeHHs Noro AisnbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTi
MapKyBaHHs1 yrakoBoK. BBeeHHs 3MiH
npoTSArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS.

6e3
peuenma

nidnsieae

UA/8247/01/01

128.

KAOYET 5/10

TabneTkn, BKpUTI
NNiBKOBOO

BiaTpic
CnewenTi

CLA

Mdparnzep
MeHiodekyypuHr

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny -

3a
peuenmom

He
nidnsiecae

UA/5635/01/02
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
obonoHkoto, no 5 ninc DonuneHp MmoX AOMiHicTpaTUBHI 3MiHW. 3MiHa
mr/10 mr; no 10 HaliMeHyBaHHS Ta/abo agpecy micus
TabneTtok y Gnictepi; nNpoBafXXeHHS QisnNbHOCTI
no 3 6nictepu B BMpOoGHMKa/iMnopTepa rotToBOro
KapTOHHiI kopobui nikapcbKkoro 3acoby, BKMHOYa0UM AinbHUL
BUMYCKy cepii abo micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QiSANbHICTb, 3a sIKy
BiAgnoBigae BUpoGHMK/iMnopTep,
BKITHOYaK04M BUMNYCK cepil) 3miHa iHgekcy B
appeci BupobHuka. bes 3amiHu micus
3HaXOKEHHS1. 3MiHN BHECEHO B
{HCTPYKUilO ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
«MicuesHaxomkeHHs BUpOOHMKa Ta
agpeca Micua NnpoBagKeHHst Noro
OiSNbHOCTI» 3 BiANOBIOHUMWN 3MiHAMK Y
TEKCTi MapKyBaHHS YNakoBKW NiKapCbKOro
3acoby. TepMiH BBEAEHHSI 3MiH - MPOTArOM
12 micsauiB nicns 3aTBepOKEHHS.
129. | KAQYET 5/10 TabneTkn, BKpUTI BiaTtpic CLWA Mdpanszep HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/5635/01/02
NniBKOBOKO CnewenTi MeHodeKk1ypuHr maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom nidnsieae
obonoHkolo, no 5 ninc DonuneHp MvoX [oToBMI nikapcbkuit 3aci6. Onuc Ta cknag,.
mr/10 mr; no 10 3miHa abo gogaBaHHSA WwTamnie,
Tabnetok y 6nictepi; NoTOBLUEHb ab0 iHLWMX MapKyBaHb,
no 3 Gnictepu B yKro4aroumn 3amiHy abo goaaeaHHsl hapb
KapTOHHIl kopoOLi 0N MapKyBaHHSA MikapCbkoro 3acody
(3miHa wTamniB, NoToBLLeHb abo iHLWKX
MapKyBaHb) - BUAAMNEHHS TUCHEHHS!
(rpaBipyBaHHs) «Pfizer» Ha TabneTkax 3
opHoro 6oky, 3 BignoBiAHUMM 3MiHaMK1 B
po3gin «3oBHiLwHi Burnag» MKA J13.
3MiHM BHECEHO B iHCTPYKLUIil0 Ans
MELMNYHOro 3aCTOCYBaHHS NikapCbKOro
3acoby y po3ain «Jlikapcbka hopmar»
(OCHOBHI (hi3nKo-XiMiYHI BMAcTMBOCTI).
BBeaeHHs 3MiH npoTsarom 12-Tu micauis
nicnsi 3aTBEpOXEHHS.
130. | KANbUIO Tabnetku no 500 wmr, MAT YkpaiHa MAT "Fanuudpapm”, Ykpaina BHECEHHS 3MiH IO peecTpauiiHnX bes UA/8542/01/01
FMIOKOHAT no 10 Tabnetok y "Mannydap YkpaiHna; MAT matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenma
cTtpunax; no 10 M" "KuiBmegnpenapart”, 6e3nekn/edekTMBHOCTI Ta
TabneTtok y 6nictepi; YkpaiHa dapmakoHarnsgy (iHwi 3amiHun). 3MiHK
no 1 6nictepy B BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
navui ynakoBKM (Navka) nikapcbkoro 3acoby y n.
8 Ta yTOYHEHO iHcbopmaLito Wwoao
noroTuny 3asiBHUKa. BBeaeHHs TekcTy
MapKyBaHHs1 yNaKoBOK NikapCbKoro 3acoby
(bnictep, nayka) ans BupobHuka MAT
«lanuudapm». TepMiH BBEAEHHS 3MiH -
npoTsArom 6 MicsiLiB Nicnsi 3aTBEpPAXKEHHS.
131. | KAHOEUMN H Tabnetkn 16 mr/12,5 | OPFAHOCU OAE EBepTomkeH Jland IHais BHECEHHS 3MiH [0 peecTpauiiHnx 3a He UA/12313/01/01
mr no 10 TabneTtok y H CaeHcus Jlimiten matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom nionsieae




124
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

6nictepi; no 1 abo
no 3, abo no 10
GnictepiB y
KapTOHHIl kopobui

NAVGCAEH
CU3 (E®
3ET )

6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y KopoTkiv
XapaKkTepucTuLi NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ansi
MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3nekn 3aCToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepiog, abo
SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHb,
NpoBeAEHMX BiANOBIAHO A0 NnaHy
neaiatpuyHmx gocnimxkeHs (PIP) (3MiHy
Y3rOo[KEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpPraHoMm)
3MiHN BHeceHo B |HCTpykKUito ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby ao posainis "OcobnmBocTi
3acTocyBaHHs" Ta "Mo6iyHi peakuii”
BigNoBigHO A0 iHpopmalii woao 6esneku
3aCTOCYBaHHS [il0401 Pe4OBUHN —
KaHZecapTaHy - 3rifHO 3 pekoMeHzaaLieto
PRAC. BeeaeHHs 3MiH npoTsirom 6-Tu
MicsLiB nicnsi 3aTBEpAKEHHS

132.

KAHOELUMN HD

Tabnetkn, 32 mr/25
mr, no 10 TabneTtok
y bricTepi, mo 1, no
3, no 10 G6nictepis B
KopoobLi

OPrAHOCH

H
NAVSCAEH
CU3 (E®
3ET)

OAE

EBepToaxeH JNand
CaeHcus Nimiten

IHgia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
©e3nekn/eeKkTuBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi
MeAMNYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxkeHb 3
6e3nekn 3aCToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiHnii nepiog, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 JOCTIOKEHb,
NpoBeAeHMX BiANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigxens (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHM BHeceHO B |HCTpyKLito aAns
MeOMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posainis "OcobnmeocTi
3actocyBaHHs" Ta "MobiyHi peakuii™
BiAMOBIAHO A0 iHcbopMmalii Lwoao 6e3neku
3acTOCyBaHHS Aito40l pevyoBUHU —
KaHZecapTaHy - 3riHO 3 pekoMeHzaLlieto
PRAC. BBeaeHHs 3MiH MPOTAroM 6-Tu
MicsiLiB nicns 3aTBepoKEHHS

3a
peuenmom

He
nidnsieae

UA/12282/01/01

133.

KANOTIA3NO®

Tabnetku; no 10
Tabnetok y 6nictepi;

no 2 6nictepu y

NAT
"KvniBmegnp
enapat”

YkpaiHa

MAT "KniBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edPekTMBHOCTI Ta

3a
peuernmom

UA/5474/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

navui

dapmakoHarnagy (iHwi 3amiHn) OHoBREHHS
TEKCTY MapKyBaHHS YNaKoOBKW NikapCbKOro
3acoby BianosiaHo Ao BuMor Hakasy MO3
Ykpainum Big 23.07.2015 p. Ne460. Takox
3MiHVM BHECEHO B TEKCT MapKyBaHHS!
BTOPUHHOI YNaKOBKW fikapCbkoro 3acoby y
nyHkTn 3, 8, 17 Ta B TEKCT MapKyBaHHS
NEePBUHHOI YMaKoBKM B MyHKTK 4, 6.
BHeceHHs1 amiH go MKA (po3giny
"MapkyBaHHsA") — 3rigHO 3aTBep)KEHOMY
TEKCTy MapKyBaHHs. BBegeHHs 3miH
npoTsarom 6-Tu Micauis nicns
3aTBEPAKEHHS

134.

KAPBAMASENIH

NOPOLLIOK
(cybeTaHuin) y
NOABINHNX
nonieTuneHoBmx
nakeTax gns
dapmaLeBTUYHOro
3aCTOCyBaHHs

TOB
«MEQPAP
M NTO»

YkpaiHa

nTa

BAIDKAIDK XENTXKEP

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHa 3asBHuka J13 (MIBIM)
(BnacHuka peecTtpauiiHoro nocBig4YeHHs)
(3rigHo Haka3zy MO3 Big 23.07.2015 Ne
460). 3MiHu | Tuny - 3miHK 3 skocTi. ADI.
KoHTponb A®I (iHwi 3miHM) - OHOBMEHHSI
MKA ansa nikapcekoro 3acoby, a came -
BUKINaOEHHS TEKCTY iepXXaBHOK MOBOH,
3rigHO cy4acHux BUMor. 3miHu | Tuny -
3miHn 3 akocTi. CepTudikart
BignosigHocTi/lE-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHu, Nos'asaHi
3 HeoOXiHICTIO NpUBEAEHHS Y
BignNoBigHicTb o MoHorpadii APY abo
€Bponewicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C
(iHwWi 3miHn) - MpuBeaeHHs Cneuudikauii
Ta MeToAiB koHTponto AP| oo moHorpadii
EP «Carbamazepine». 3minu | Tuny -
3miHu 3 akocTi. A®I. KoHnTponb A®l. 3miHa
y napameTpax cneuudikauin Ta/abo
OONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha AdI, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, LWo
BUKOPWCTOBYIOTBCS Y NMPOLIECI
BMPOGHMUTBa AD| (4ONOBHEHHS
cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiANOBIgHMM METOAOM BUNPOBYBaHHS) -
MpuBeaeHHst BUNPoGyBaHHSA «3anuLUKoBi
PO3YMHHUKUY» Y BigNOBIHICTE OO
cneundikauii Ta metogiB KoHTpornio AdI,
3rigHo IM® Bupob6HuKa ADI, a came-
[OMOBHEHHS cneundikaLii HoBUM
NOKa3HMKOM SKOCTi «BeH30mn» 3 Kputepiem
npunHaTHocTi «NMT 2 ppm» Ta
BigNOBIOHMM METOLOM BUMNPODYBaHHS. -
3MmiHu | TMny - 3miHK 3 sikocTi. API.

UA/11570/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa
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Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JonycTUMMmNX MEX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiOHWIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BUKOPUCTOBYOTHCS Y MPOLIECI
BMpobHMuTBa AD| (ZONOBHEHHSI
cneumdikaLii HOBMM NOKa3HWKOM SIKOCTi Ta
BiAANOBIAHUM METOAOM BUNPOGYBaHHS) -
MpuBegeHHs BunpobyBaHHA «Onuc» y
BigNOBIgHICTb 40 cneumdikaLii Ta meTogis
koHTponto A®I, srinHo JM® BupobHUKa
A®I. 3minm | Tuny - 3MiHK 3 akocTi. ADI.
KoHTponb A®L. 3miHa y meToaax
BunpobyBaHHa APl abo BuxigHOro
MaTepiany/npomixHoro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHmuTea AD| (He3HauHi
3MiHW Y 3aTBEpPOXKEHNX METOAAX
BUNpobyBaHHs) - HeaHauHi 3MiHK y
3aTBEPAXKEHNX MeToAax BUNPoOyBaHHS 3a
nokasHMKoM sikocTi «MikpobionoriyHa
YncToTar, a came 3MiHU NPUroTyBaHHS!
PO3BEAEHHS.

135.

KAPLYPA®

Tabnetku no 1 mr;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B
KapTOHHIN ynakoBLj

Biatpic
CnewenTi
nnc

CLIA

BupoBHULTBO Npenapaty

in bulk, KOHTPONb AKOCTI

npwv BUMYCKY, NaKyBaHHS,

BUMYCK cepii:
Mdpansep
MeHtodek4ypuHr
DonuneHp Mv6X

Himeyumna

BHECEHHS 3MiH 4O peecTpauinHnX
maTepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXeHHS QisinbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKNOYaum AinbHULI
BUNYCKy cepii abo micLe npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUpoGHuK/iMnopTep,
BKIOYaK04M BUMYCK cepiit). 3MiHa iHgekcy
B agpeci BUpobHMKa BiAnoBigansHoro 3a
BMPOGHMUTBO in bulk, nepeuHHe Ta
BTOPWHHE NaKyBaHHs1, KOHTPOJSIb SIKOCTI,
BUNyck cepii. bes amiHn micus
3Haxo4keHHs. 3MiHM BHECEHO B
iHCTPYKLUilO ANst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
«Micue3HaxomkeHHs1 BUpOOHUKa Ta
agpeca Micusi NpoBapKEHHS NOro
LiSANbHOCTI» 3 BiAMOBIAHUMN 3MiHAMW Y
TEKCTi MapKyBaHHS1 YNaKkoBOK NikapCbKoro
3acoby. TepMiH BBEAEHHS1 3MiH NPOTArom
12 micsLiB nicnsi 3aTBEPOXKEHHS.

3a
peuenmom

He
nidnsieae

UA/5972/01/01

136.

KAPLYPA®

Tabnetku no 2 mr;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B

BiaTpic
CnewenTi
inc

CLUA

Bupo6HuLTBO Npenapary

in bulk, koHTpOMb SKOCTI

npwv BUMYCKY, NaKyBaHHS,

BUNYCK cepii:

Himeuunna

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHsi Ta/abo agpecu Micus

3a
peuernmom

He
nidnsieae

UA/5972/01/02
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Ne
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3acoby
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Kpaina
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Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHIN ynakoBLj

Mdpansep
MeHtodek4ypuHr
DonuneHp MvoX

nNpoBafXXeHHS QisnNbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMoYaum ginbHULi
BUMYCKy cepii abo Micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BMPOGHMK/iMnopTep,
BKITHOYaK04M BUMYCK cepilt). 3MiHa iHoekcy
B apeci BUpobHMKa BiANoBiaansHoro 3a
BUPOGHMLTBO in bulk, nepBrHHe Ta
BTOPWHHE NaKyBaHHS!, KOHTPOSb SIKOCTI,
BUNyck cepii. bes amiHn micus
3Haxo4keHHs. 3MiHM BHECEHO B
{HCTPYKUilO ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
«MicuesHaxompkeHHs1 BUpOOHMKa Ta
agpeca Micua npoBagKeHHst Noro
iSiNbHOCTI» 3 BiAMOBIAHUMW 3MiHAMW Y
TEKCTi MapKyBaHHS1 YNaKkoBOK NikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH MPOTArOM
12 micsuiB nicnsi 3aTBEpOXEHHS.

137.

KAPLYPA®

TabneTtku no 4 wmr;
no 10 TabneTtok y
6nictepi; no 3
Gnictepu B
KapTOHHIN ynakoBLj

Biatpic
CnewenTi
nJc

CLIA

Bupo6HuuTBO Npenapaty
in bulk, KOHTPONb AKOCTI
npv BUNYCKY, NaKyBaHHS,
BUMYCK Cepil:
Mdbansep
MeHtodek4ypuHr
DonuneHp Mv6X

Himeyumna

BHECEHHS 3MiH [0 peecTpauinHnX
maTepianis: 3miHu | Tuny -
AOMiHiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBafXXeHHA QisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKNOYaum AinbHULI
BMNyCKy cepii abo MicLe npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUpoGHWK/iMnopTep,
BKIOYaK04M BUMYCK cepiit). 3MiHa iHaekcy
B agpeci BUpobHMKa BignoBigansHoro 3a
BMPOGHMUTBO in bulk, nepeuHHe Ta
BTOPWHHE NaKyBaHHs1, KOHTPOJSIb SIKOCTI,
BUNyck cepii. bes amiHn micus
3Haxo4keHHs. 3MiHM BHECEHO B
iHCTPYyKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
«MicuesHaxomkeHHs1 BUpoOHUKa Ta
agpeca Micusi NpoBaPKEHHS NOro
OiSINbHOCTI» 3 BiAMOBIAHUMN 3MiHAMW Y
TEKCTi MapKyBaHHS1 YNakoBOK NikapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH NPOTArom
12 micsliB nicnsi 3aTBEPOXKEHHS.

3a
peuenmom

He
nidnsieae

UA/5972/01/03

138.

KAPLYPA®

Tabnetku no 2 mr;
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B
KapTOHHIN ynakoBLj

BiaTpic
CnewenTi
inc

CLUA

BnpobHuuTBO Npenapaty
in bulk, koHTpOMb SKOCTI
npu BUMYCKY, NaKyBaHHS,
Bunyck cepii: MNMdpansep
MeHioekyypuHr
Honuneng MbX

Himeyunna

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oToBMI nikapcekmi 3acib. Onuc Ta cknag,.

3MmiHa abo goaaBaHHA WwTamnis,

NoToBLUEHb ab0 iHLWMX MapKyBaHb,
yKro4arumn 3amiHy abo goaaeaHHs apb

Ansi MapKyBaHHs nikapcbkoro 3acoby

3a
peuernmom

He
nidnsieae

UA/5972/01/02
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Homep
peecmpayiliHo2o
noceio4yeHHs1

(3miHa WTamnie, NOTOBLLEHb abo iHLWNX
MapKyBaHb) - 3MiHa TUCHEHHS
(rpaBipyBaHHs1) Ha TabneTkax, Nnikapcbkoro
3acoby Kapaypa®, Tabnetku no 1 mr, no 2
mr abo no 4 mr 3 «Pfizer» Ha «VLE».
3MiHV BHECEHO B iHCTPYKLit0 Ans
MELMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby B po3ain «Jlikapcbka hopmay, a
came 3MiHa TUCHEHHS (rpaBipyBaHHs1) Ha
TabneTkax 3 «Pfizer» Ha «VLE». TepmiH
BBeAEeHHS 3MiH npoTarom 12 micauis nicns
3aTBEPAKEHHS

139.

KAPLYPA®

Tabnetku no 4 wmr;
no 10 tabnetoky
Gnictepi; no 3
Gnictepu B
KapTOHHIN ynakoBLi

Biatpic
CnewenTi
nnc

CLIA

Bupo6HuuTBO Npenapaty
in bulk, kOHTpONb SIKOCTI
Npu BUMYCKY, NaKyBaHHs,
BuUnyck cepii: MNdpansep
MeHtodek4ypuHr
DonuneHp Mv6X

Himeyumna

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oToBMI nikapcbkuin 3acib. Onuc Ta cknag,.

3MmiHa abo goaaBaHHs WwTamnis,
NOTOBLUEHb abo0 iHLWMX MapKyBaHb,
yKntoyaroun 3amiHy abo gogasaHHs chapb
Ansi MapKyBaHHS fikapcbkoro 3acoby
(3miHa WTamnis, NOTOBLLEHb abo iHLWINX
MapKyBaHb) - 3MiHa TUCHEHHS
(rpaBipyBaHHs1) Ha TabneTkax, Nnikapcbkoro
3acoby Kapaypa®, Tabnetku no 1 mr, no 2
Mmr abo no 4 mr 3 «Pfizer» Ha «VLE».
3MiHM BHECEHO B iHCTPYKLUito Ans
MELMYHOrO 3aCTOCYBaHHS! NiKAPCbKOro
3acoby B po3ain «Jlikapcbka popmay, a
came 3MiHa TUCHEHHS (rpaBipyBaHHs1) Ha
TabneTkax 3 «Pfizer» Ha «VLE». TepmiH
BBeAEeHHS 3MiH npoTsarom 12 micauis nicns
3aTBEPAKEHHS

3a
peuenmom

He
nidnsieae

UA/5972/01/03

140.

KAPOYPA®

Tabnetku no 1 wmr;
no 10 Tabnetok y
6nicTepi; no 3
Gnictepu B
KapTOHHIN ynakoBLj

BiaTpic
CnewenTi
nnc

CLA

BupobHuuTBO Npenaparty
in bulk, koHTpOMb SAKOCTI
npu BUMYCKY, NaKyBaHHs,
BMnyck cepii: Mdansep
MeHtobekyypuHr
DonuneHp Mv6X

Himeyumna

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI.
[oToBMI Nikapcbkuit 3aci6. Onuc Ta cknag.

3miHa abo gogaBaHHSA WwTamnie,

MoTOBLLEHb abo iHLIWX MapKyBaHb,
ykrovatoum 3amiHy abo gogasaHHsa dapb

ANs MapKyBaHHS fikapcbkoro 3acoby
(3miHa wTamniB, NoToBLLEHb abo iHLWKX
MapKyBaHb) - 3MiHa TUCHEHHS1
(rpaBipyBaHHs1) Ha TabneTkax, Nnikapcbkoro
3acoby Kapaypa®, Tabnetku no 1 mr, no 2
Mr abo no 4 mr 3 «Pfizer» Ha «VLE».
3MiHM BHECEHO B iHCTPYKLit0 Ans
MeaMYHOro 3aCTOCYBaHHSI NikapCbKoro
3acoby B po3ain «Jlikapcbka popmay, a
came 3MiHa TUCHEHHS (rpaBipyBaHHs1) Ha
TabneTkax 3 «Pfizer» Ha «VLE». TepmiH
BBeAEeHHS 3MiH npoTsarom 12 micauis nicns
3aTBEPAKEHHS

3a
peuenmom

He
nidnsieae

UA/5972/01/01

141.

KBAOPOLIE®®

NOpOLLOK Ansa

MNAT

YkpaiHa

MAT "KniBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

UA/11759/01/01
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129
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
po34MHy ons iH'ekuin | "KuiBmegnp matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
no 1,0 r; 1 dnakoH 3 enapart” ['oTOBWI NiKapCbkuii 3aci6. 3miHn y
BUPOBHMLTBI. 3MiHM y Npoueci

NOPOLLUKOM Yy nauui

BMPOOHMLITBA FOTOBOTO MiKapCbKOro
3acoby, BKoYa4n NPOMKHUIA NPOAYKT,
LL|O 3aCTOCOBYETBCS MPU BUPOOHULTBI
roTOBOrO JlikapCbKoro 3acoby (iHLUi 3MiHW)
BHECEHHS 3MiH y po3ain 3.2.P.3.3 Onuc
BMPOBHMYOro NpoLiecy Ta KOHTPOIio
BMPOOHMLTBA, 30KpeMa: BUKNaAeHHsS
TEKCTY KOPOTKOro OMUCY TEXHOSOTYHOro
npoLecy Ta TEXHOSOrYHOT cxemmn
BMPOOHMLITBA FOTOBOTO MikapCbKOro
3acoby B OHOBMEHIN pefakuii ons
HaCTYMHUX 3MIHEHWX YaCTWH POo3Ainy:
1) BUNy4eHHs eTany caHitapHoi
niAroToBKMN BUPOGHMLITBA 3 KOPOTKOrO
onmMcy TEXHOSOrYHOro npouecy Ta
TEXHOSOrYHOI cXemMun BUpobHMLTBa
roTOBOrO fikapcbKoro 3acoby;

2) Ha onepadii OP 1.2. «MigrotoBka
antoMiHieBUX koBnadkiBy» y 6rok-cxemi Ta
Onu1ci BUPOBHWNYOro NpoLecy BUIMY4UTH
iHCbopMaL,ito NPO MUTTS KOBMNAYKIB Ta
cTepwvni3auito KoBNaykis B anaparti 4ns
NoBITPAHOI TepMOOBPOBKHN, OCKINBbKM
KOBMaYKW 3aKynoBYIOTbCS OApa3y roTo.i
[0 cTepwnisadii (M1Ti, cCOpTOBaHi) B
NaponpoOHMKHNX NakeTax rotToBux Ao
cTepunisauii B napoBoMy CTepurni3aTopi;
3) y 6nok-cxemi TexHoMoriYHoro npowecy
KOHTpOMb Ha «LinicHicTe donakoHiB» Ha
onepauii T 2.1. «PacyBaHHs,
3aKynopIoBaHHS i 3akaTyBaHHS (OriakoHIB»
BUITY4EHO Y 3B’AI3KY i3 KOHTPOMEM 3a LM

MOKa3HUKOM Ha HacTymHin onepadii TI1
2.2. «lgeHTudikauia dnakoHis
CKOPOYEHOI Ha3BOK Ta MaKyBaHHS
NPOMIXKHOrO MPOAYKTY B KOHTENHEPUY;
4) yTOYHEHHSI KOHTpOnto Ha onepadii TI1
2.2. «lpeHTndikauia dprakoHis
CKOPOYEHO Ha3BOK Ta MaKyBaHHS

NMPOMDKHOrO NPOAYKTY B KOHTENHEPU»
(BHECEHHSI KOHTPOIO 30BHILLIHBOrO

BUrNsAY PNakoHiB 3 MOPOLLKOM).

Onunc TeXHONOriYHOro NpoLecy NogaHo y

OHOBIEHiV pefakuii Ha yKpaiHCbKii MOBI.
3MiHM 1O TEXHONOrIYHOro NpoLecy He

BHOCMIINCb.

BBeneHHs 3MiH NpoTarom 6-Tu mMicauis

nicns 3aTBeppKeHHA




130

[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

142.

KBEHTIAKC® SR

TabneTtku
NPOOHroBaHoI Al
no 50 mr; no 10
TabneTtok y 6nictepi;
no 6 abo 9 6nictepis
Y KapTOHHiIl kopobui

KPKA, 8.4,
HoBo mecTo

CnogBeHisi

BUPOGHMLTBO "in bulk”,
NnepBUHHE Ta BTOPUHHE
nakyBaHHsI, KOHTPOJSIb
cepii Ta BUNyCK cepii:
KPKA, a.a., HoBo mecTo,

CnoBeHisi; KOHTPOnb cepii:

KPKA, a.4., HoBo mecTo,
CnoBeHis

CnogeHis

BHECEHHS 3MiH 4O peecTpauinHuX
MaTepianis: 3miHu Il Tuny - 3miHn Woao
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n)
[0 3060B's13aHb Ta YMOB BuAavi
peecTpauUinHOro NOCBIAYEHHS, BKMOYaoum
MnaH ynpaBniHHA pu3nkamu
(3actocyBaHHs 3miH(1), Ski(a)
BUMaratoTb(e) noganbLIoro
06r'pyHTYyBaHHSI HOBUMYW JOAATKOBUM
OaHumu, WO MaloTb HagaBaTUCs
KOMMETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLliHKa
KOMMETEHTHNM OopraHoM) 3asBHUKOM
HagaHo oHoBNEeHWN MNnaH ynpasBniHHA
pusmkamm Bepcis 3.0. 3MiHN BHeceHo 4o
YaCTWH:
| «3aranbHa iHdopmauis» Il
«Cneumdikauis 3 6e3nekun» V «3axoam 3
MiHimi3auii pusmkiB» VI «Pestome nnaHy
ynpaBmiHHA pu3nKamm»

VII «dopatkm» (goaatkv 6 Ta 8) y 3B’s3ky
3 OHOBIIEHHAM Mepeniky npobnem 3
Ges3nekun Ta 3axoaiB 3 ix MiHimi3aLii, y Tomy
yncni BBeAEHHS [OAaTKOBKX 3axodiB, Ans
[ito401 pevyoBMHU KBETIaNiH BigNoBigHO A0
aKTyanbHOI pedepeHTHOI iHdopmallii.
Pestome MNnaHy ynpasniHHS pu3nkamm
Bepcis 3.0 goaaeTbes.

3a
peuenmom

UA/16479/01/01

143.

KBEHTIAKC® SR

Tabnetku
NPONOHroBaHoi Al
no 150 mr; no 10
Tabnetok y 6nictepi;
no 6 abo 9 bnictepis
Y KapTOHHIl kopobui

KPKA, 8.4,
HoBo mecto

CnogBeHisi

BMpOGHMLUTBO "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPOIb
cepii Ta BUNYycK cepii:
KPKA, a.a., HoBo mecTo,

CnoBeHisi; KOHTPOIb cepii:

KPKA, a.a., HoBo mecTo,
CnoBeHisi

CnoeeHis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu Il Tuny - 3miHn wopao
©e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo amiHa(u)
[0 3060B'A3aHb Ta yMOB BMAadi
peecTpaLiiHOro NOCBIAYEHHS, BKIOYa4um
MnaH ynpasniHHA puankaMmum
(3acTocyBaHHs 3MiH(1), ski(a)
BMMaratTb(€) noaanbLLoro
06r'pyHTYBaHHS HOBUMW AOAATKOBUM
AaHUMK, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpPraHoOM, OCKiflbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) 3asiBHUKOM
HafaHo oHoBneHwn MNnaH ynpasniHHA
pu3ukamm Bepcis 3.0. 3miHM BHeceHo Ao
YacTuWH:
| «3aranbHa iHdopmauis» 1l
«Cneundikauis 3 6e3nekm» V «3axoam 3
MiHimi3auii pusukie» VI «Pestome nnaHy
yRpaBniHHA pUsnKkammy»

VIl «JogaTku» (godaTku 6 Ta 8) y 3B’A3Ky

3a
peuenmom

UA/16479/01/02
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3 OHOBJIEHHSIM Nepeniky npobnem 3
Gesnekn Ta 3axoAdiB 3 ix MiHiMi3auii, y Tomy
yncni BBEAEHHSI OOATKOBUX 3ax04iB, Ans
nitoY40i pevyoBMHU KBETIaNiH BignoBigHO A0

akTyanbHoi pedepeHTHOI iHbopmaLii.
Pestome NMnaHy ynpaeniHHA pu3nkamm
Bepcis 3.0 gogaetbes.

144.

KBEHTIAKC® SR

TabneTku
NPONOHroBaHoi Aii
no 200 mr; no 10
TabneTtok y Gnictepi;
no 6 a6o 9 Gnictepis
Y KapTOHHIl kopobui

KPKA, a.4.,
HoBo mecTo

CnoBeHisi

BUPOGHMUTBO "in bulk",
nepBrvHHE Ta BTOPUHHE
nakyBaHHS, KOHTPOIb
cepii Ta BUNycK cepil:
KPKA, a.a., HoBo mecTo,

CnoBeHisi; KOHTpPOnb cepii:

KPKA, a.a., HoBo mecTo,
CnoBeHis

CnoBeHis

BHECEHHS 3MiH 40 peecTpauifiHnX
maTepianis: 3minu |l Tuny - 3miHn WwWoao
6e3nekn/edeKkTMBHOCTI Ta
apmakoHarnagy. BHeceHHs abo 3miHa(u)
0o 3000B'AA3aHbL Ta yMOB BuAadi
peeCTpauUinHOro NOCBIAYEHHS, BKMOYao4um
lMnaH ynpaeniHHA pyu3nkamm
(3acTocyBaHHs 3aMiH(K), siki(a)
BUMaratoTb(e) noganbLIoro
06r'pyHTYBaHHSA HOBMMMW JOAATKOBUM
AaHyMu, WO MaoTb HagaBaTucs
KOMMNETEHTHNM OpraHoM, OCKiflbK1
BMMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHUM opraHoM) 3asiBHUKOM
HagaHo oHoBNEeHW MNnaH ynpasniHHA
pu3nkamm Bepcia 3.0. 3miHM BHeCeHO Ao
YacTuH:
| «3aranbHa iHdopmauis» Il
«Cneumdikauisa 3 6e3nekun» V «3axoam 3
MiHimi3auii pusukie» VI «Pestome nnaHy
ynpaBniHHA puU3vKammy»

VIl «QopaTkun» (odaTku 6 Ta 8) y 3B’A3Ky
3 OHOBIIEHHAM nepeniky npobnem 3
6e3nekn Ta 3axodiB 3 iX MiHiMizaUii, y Tomy
yncni BBEAEHHsI [OOATKOBUX 3axX0AiB, AN
AitoY401 pevyoBMHU KBETianiH BignoBigHO A0
aKTyanbHOI pedepeHTHOI iHdopmallii.
Pestome MNnaHy ynpasniHHA pusnkamu
Bepcis 3.0 gogaeTbes.

3a
peuenmom

UA/16479/01/03

145.

KBEHTIAKC® SR

Tabnetku
NPOOHroBaHoI Al
no 300 mr; no 10
Tabnetok y 6nictepi;
no 6 abo 9 brictepis
Y KapTOHHIl kopobLi

KPKA, o.4.,
HoBo mecTo

CnogBeHisi

BMpOGHMLUTBO "in bulk",
nepBrHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOIb
cepii Ta BUNYyCK cepii:
KPKA, o.a., HoBo mecTo,

CnoBeHisi; KOHTPOIb cepii:

KPKA, a.a., HoBo mecTo,
CrnioBeHis

CnoeeHis

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3minu Il Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo 3miHa(u)
[0 3060B'A3aHb Ta yMOB BMAAYi
peecTpaLiiHOro NOCBIgYEHHS, BKIOYaoum
MnaH ynpasniHHA puamkaMmu
(3acTtocyBaHHS 3miH(n), Ski(a)
BMMaratoTb(€) noganbLLoro
06r'pyHTYBaHHS HOBUMW AOAATKOBUM
AaHUMK, Lo MaoTb HaaaBaTucs
KOMMNETEHTHUM OpPraHoM, OCKifbKu
BMMaraeTbCsi CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHom) 3asiBHUKOM
HagaHo oHoBMeHWN MNnaH ynpasniHHg

3a
peuenmom

UA/16479/01/04
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
pusmkamm Bepcia 3.0. 3MiHN BHeCeHO 40
YaCTWH:
| «3aranbHa iHdopmauis» 1l
«Cneumdpikauis 3 6e3nekun» V «3axoam 3
MiHimi3auii pusmkiB» VI «Pestome nnaHy
ynpaBriHHA pu3nKamm»
VII «dopatkm» (gopatkv 6 Ta 8) y 3B’s3Ky
3 OHOBIEHHSM nepeniky npobnem 3
Ge3nekun Ta 3axodiB 3 ix MiHimi3auii, y Tomy
yncni BBeAEHHS AOAaTKOBKX 3axodiB, Ans
Lito401 pevoBMHU KBETIaniH BigNoBigHO A0
aKTyanbHoi pedepeHTHOI iHdbopmaLii.
Pestome NMnaHy ynpaBniHHA pu3nkamm
Bepcis 3.0 gogaeTbcs.
146. | KWCEHb ra3 y 6anoHax HouvipHe YkpaiHa [odvipHe nignpuemcTBo YkpaiHa BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/18225/01/01
MEONYHUN o6emomno 1,2 n, | nignpuemcTs "Meccep Ykpaina", MaTepianis: 3miHu | Tuny - 3MiHun Wwopo peuenmom
FA30MoaIsHUM 3n,5n,6n8n,10 o «Meccep YkpaiHa (MOBHUM LWKI 6e3nekn/eeKkTuBHOCTI Ta
n,20n,40n,50n,y YkpaiHa» BUPOBHMLTBA, 3a cdapmakoHarnsgy. BeegeHHsi abo 3aMiHM
rpynax 6arnoHis BUHSITKOM BUMYCKY cepii); [0 y3aranbHeHUX AaHuX Npo cucTemy
o6’emom 480 n (40 n [HouipHe nignpuemcTeo apmakoHarnsagy (BeaeHHs
x 12), 600 n (50 n x "Meccep Ykpaina", y3aranbHeHUX AaHux Npo cuctemy
12), 640 n (40 n x YkpaiHa (BMpPOGHUK chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi
16), 720 n (40 n x BignoBiganbHWI 3a BUNYCK ocobu, BignoBiganbHoi 3a 34iINCHEHHSA
18), 800 n (50 n x cepii); MpuBaTHe capmakoHarnsgy; KOHTakTHoi ocobu 3
16), 800 n (40 n x akuioHepHe TOBapUCTBO bapmakoHarnagy 3asBHuKa ang
20), 840 n (40 n x "XapkiBCbKMI1 aBTOreHHWN 3AiNCHEeHHA dapmakoHarnsay B YkpaiHi,
21), 1050 n (50 n x 3aBoa", YkpaiHa (noBHuiA SKLLO BOHA BigMiHHA Bi YNOBHOBaXEHO|
21), y meranakax C4 LMK BUpOOHMLUTBA, 3a ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
(4 x 150 ), C6 (6 x BVHSATKOM BUMYCKY Cepii) dapmakoHarnsaay (BKIOYaKUM KOHTaKTHI
150 n) Ta 3 OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
rasudikaTopis darina cuctemu papmakoHarnsgy) -
KpioreHHuxas3 3MiHa ynoBHOBaXeHOI 0cobu 3asBHUKa,
BignosiganeHoi 3a hapMakoHarnsag.
[itova pepakuis: Jloroscbka IpuHa
IBaHiBHa - lMponoHoBaHa pepakuis:
ApemeHko MapiaHHa MuvikonaiBHa. 3MiHa
KOHTaKTHMX JaHWUX YNOBHOBaXEHOi 0cobu
3asiBHMKA, BignosiganbHoi 3a
dapmakoHarnsg.
147. | KNIMAKTO-TPAH rpanynu, no 10 r MpAT YkpaiHa MpAT «HauioHanbHa YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/3822/01/01
rpaHyn y nexani «HaujoHanb [omeonaTtnyHa Cninka» MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenma
nonimepHomy, no 1 Ha 6e3nekn/edekTMBHOCTI Ta
neHany B navui 3 [omeonaTtny dapmakoHarnsgy. BeeaeHHs abo 3MiHu
KapToHy; abomo 51 Ha Cninka» [0 y3aranbHeHUX AaHuX Npo cucTemy

rpaHyn y KoHTenHepi
3 103yBaHHSM, M0 2

KOHTeWMHepu B nayui

3 KapTOHY

apmakoHarnagy (BBegeHHs
y3aranbHeHUX AaHux npo cucTemy
bapmakoHarnsgy, 3miHa ynoBHOBaXXeHO
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsify; KOHTaKkTHoi ocobu 3
apmakoHarnsagy 3asiBHVKa Ans
34icCHeHHs bapmakoHarnsgy B YKpaiHi,
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BignoBigansHoi 3a 30iNCHEHHS!
dapmakoHarnsaay (BKMOYaKUM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
danna cucremmn apmakoHarnsgy) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignoBiganeHoi 3a hapMakoHarnsag,.
[itova pegakuis: TkadyeHko TeTsiHa
MeTpisHa. MNMponoHoBaHa pepakuia: Enb
Kasinb Hatanis KOpiisHa.
148. | KIIOHA3ENAM IC Tabnetku no 0,5 wr; Tosapucteo Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauifiHuX 3a UA/4532/01/01
no 10 TabneTtok y 3 [04aTKOBOK MaTepianis: 3miHu | Tuny - 3MiHun Wwopo peuenmom
Gnictepi; no 5 [04aTKOBOK BiANOBIgaNbHICTIO 6e3nekn/edeKkTUBHOCTI Ta
GnictepiB y navui Bignosigans "IHTEPXIM" dapmakoHarnsagy (iHwi 3amiHn).
HiCTIO OHOBMEHO TEKCT MapKyBaHHS NePBUHHOT
"IHTEPXIM" Ta BTOPUHHOI YNaKOBKM NiKapCbKOro
3acoby, a came Buny4eHo iHgopmatlito,
3a3HaveHy pocicbKo MOBO. BBegeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPAKEHHS.
149. | KITIOHA3ENAM IC Tabnetku no 1 mr; ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/4532/01/02
no 10 tabnetok y 3 [0AaTKOBOKO MaTtepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
Gnictepi; no 5 [04aTKOBOIO BiAMOBIAANBHICTIO 6esnekn/edeKTMBHOCTI Ta
GnicTepiB y navui Bignosiganb "IHTEPXIM" tapmakoHarnagy (iHwi 3miHu).
HiCTIO OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOT
"IHTEPXIM" Ta BTOPWMHHOI YMaKOBKU MiKapCbKOro
3acoby, a came BuUry4eHo iHdopmaLito,
3a3HayeHy pOoCiiCbko MOBOK. BBeaeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBEPKEHHS.
150. | KIIOHA3ENAM IC Tabnetkn no 2 mrno | ToBapucTBO YkpaiHa ToBapucTso 3 Ykpaina BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/4532/01/03
10 TabneTok y 3 [0[AaTKOBOO marepianis: 3MiHu | Tuny - 3MiHn Wwopao peuyenmom
6nicTepi; no 3 [04aTKOBOK BiANOBiganNbHICTIO 6e3nekn/edekTMBHOCTI Ta
Gnictepu y navui Bignosigans "IHTEPXIM" dapmakoHarnsagy (iHwi 3amiHn).
HiCTIO OHOBMEHO TEKCT MapKyBaHHSA NEPBUHHOT
"IHTEPXIM" Ta BTOPWMHHOI YNaKoBKM fikapCbKOro
3acoby, a came Buny4eHo iHgopmatlito,
3a3HayeHy pOoCiiCbko MOBOK. BBeaeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
151. | KITOCAPT® TabneTtkn, BKpUTI TOB YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a He UA/8765/01/01
NNiBKOBOK "TNEOPAP matepianis: 3MiHu | Tuny - 3MiHn WwWono peuenmom nionsieae
obonoHkoto, no 25 M NOTa" 6e3nekn/eceKkTUBHOCTI Ta

Mr, no 14 Tabnetok
y 6nicTepi, no 1, 2
abo 6 bricTepis B
KapTOHHIN ynakoBLi

dapmakoHarnagy. 3miHa y KopoTKi
XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
MeAMNYHOro 3aCTOCYBaHHS Ha MiACcTaBi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3nekn 3aCToCyBaHHS MiKapCbKoro
3acoby B nicnsipeecTpadiiiunii nepioa, abo
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXEHb,
NpoBeAEHMX BiANOBIAHO A0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy
Y3ropKEHO 3 KOMMETEHTHUM
YMOBHOBaXEHNM OpraHom) - 3MiHu
BHECEHO [0 iHCTPYKLii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y
po3gainu "OcobnueocTi 3acTocyBaHHS",
"MoGiyHi peakuii" BignoBigHO 4o
OHOBJEHOI iHhopMmalii 3 6e3neku aitoyoi
PEYOBUHW. BBEOEHHS 3MiH MPOTAroM 6-Tn
MicsaUiB nicnsa 3aTBepAXeHHsA

152.

KNOCAPT®

TabneTkn, BKPUTI
NniBKOBOKO
o6onoHkoto, no 50
mr, no 14 TabneTtok
y 6nictepi, no 1, 2
abo 6 GnicTepiB y
KapTOHHIN ynakoBLj

TOB
"TMEODAP
mnaTa"

YkpaiHa

BMPOGHWLTBO, NEPBUHHE
naKyBaHHs, BTOPUHHE
nakyBaHHsi, KOHTPOIb

SIKOCTI, BUNyck cepii abo
BTOPWHHE MaKyBaHHS,

KOHTPOIb SIKOCTi, BUMYCK

cepii npoaykuii i3 in bulk:
TOB "KYCYM ®APM",

YkpaiHa; BUpobHMLTBO,
nepBUHHE NaKyBaHHS,
BTOPWHHE MaKyBaHHS,

KOHTPOIb SIKOCTi, BUMYCK
cepii abo BUpOGHMUTBO

npoaykuii in bulk: KYCYM
XENTXKEP NBT NTA,

IHAis

Ykpaina/
IHais

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwono
6e3nekn/edeKkTUBHOCTI Ta
capmakoHarnagy. 3MiHa y KopoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MeOU4YHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3acTocyBaHHS NikapCbKOro
3acoby B nicnsipeecTpauiiiui nepios, abo
SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHb,
npoBefeHnx BigNOBIAHO 4O NnaHy
nepiaTpuyHnx gocnigxens (PIP) (3Miny
Y3rO[KEHO 3 KOMMNETEHTHUM
YMNOBHOBaXEHNM OpraHom) - 3MiHu
BHECEHO [0 iHCTPYKUii Anst MeanyHoro
3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ginu "OcobnuneocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BignoBigHO A0
OHOBIeHOI iHopMaLii 3 6e3neku gitoyoi
PEYOBUHW. BBEAEHHS 3MiH MPOTSAroM 6-Tu
MicsLiB nicnsi 3aTBEpAKEHHS

3a
peuenmom

He
nidnsieae

UA/8765/01/02

153.

KNOCAPT®

TabneTku, BKpUTI
NniBKOBOO
o6onoHkoto, no 100
mr: no 14 TabneTtok
y 6nicTepi, no 1, 2
abo 6 bricTtepis B
KapTOHHIN ynakoBLj;
no 10 Tabnetok y
Gnictepi, no 3, 9 abo
10 6nicTepis B
KapTOHHIN ynakoBUj

TOB
"TNEOGAP
M NTO"

YkpaiHa

BMPOOHWLITBO, NEPBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHs1, KOHTPOIb

SIKOCTi, BUNyCK cepii abo
BTOPVHHE NakKyBaHHS,

KOHTPOMb SIKOCTi, BUNYCK

cepii npogykuii i3 in bulk:
TOB "KYCYM ®APM",

YkpaiHa; BMpobHMLUTBO,
nepBUHHE NaKyBaHHS,
BTOPVHHE NakKyBaHHS,

KOHTPOMb SIKOCTi, BUNYCK
cepii abo BUPOGHMLTBO

npoaykuii in bulk: KYCYM
XENTXKEP NBT NT[,

IHAis

Ykpaina/
IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
©e3nekn/eeKkTuBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkil
XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKLUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3nekn 3acToCcyBaHHS NikapcbKoro
3acoby B nicnsipeecTpaLiiHnii nepioa, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 JOCTIOKEHDb,
nNpoBeAeHWX BiANoBIAHO A0 nnaHy
nepiatpuyHux gocnigxens (PIP) (3MiHy
Y3ro[KeHO 3 KOMMETEHTHUM
YNOBHOBaXEHUM OpraHom) - 3MiHu

3a
peuenmom

He
nidnsieae

UA/8765/01/03
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayitiHo20

noceio4yeHHs1

BHECEHO A0 iHCTPYKUii AN MeAUYHOro
3aCTOCYBaHHsI NiKapCbKoro 3acoby y
po3ginu "OcobnmneocTi 3acTocyBaHHSA",
"MoGiyHi peakuii" BignoBigHO 4o
oHoBIeHoi iHhbopmaLii 3 6e3neku aitoyoi
PEYOBVHW. BBEAEHHS 3MiH MPOTHAroM 6-Tu
MicaUiB Nicnsa 3aTBepAXeHHs

154.

KOMBOIMI3A XR

TabneTku, BKPUTI
NniBKOBOIO
obornoHkKot, no 2,5
mr/1000 mr no 7
TabneTtok y Gnictepi;
no 4 Gnictepu B
KapTOHHIN kopobLi

Actpa3eHek
a Ab

LBeuis

Actpa3eHeka
dapmacbtotukanc I

CLA

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikat

Bi4NOBIQHOCTI €BpONEenchbKii
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HEOOXiAHICTIO MPUBEAEHHS Y
BigNOBIgHICTb A0 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HauioHanbHoi hapmakonei gepxasu €C
(3miHa y cneumdikauii HedbapmakonenHoro
A®| onsa npuBedeHHs y BioNOBIOHICTb A0
Bumor [J®Y abo €sponeiicbKol
dapmakonei, abo iHLWOT HaLioHanbHOT
capmakonei gepxaeu €C) - AD| - 3miHn
0o cneundikaLii Ha gitody pevyoBuHy
CakcarninTuH, a came 3abe3nevyeHHs
BiZNOBIgHOCTI HOBII MOHOrpadii €P Ha
CakcarninTuH. BBegeHHs 3MiH npoTsirom
6-TK MicsLiB nicns 3aTBepAXKEHHS

3a
peuenmom

UA/12952/01/01

155.

KOMBOIMMI3A XR

TabneTku, BKpUTI
NniBKOBOO
obornoHkKoto, no 5
Mr/500 mr no 7
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHiI kopobui

Actpa3eHek
a Ab

LLBeuis

Actpa3eHeka
dapmacbtotukanc JI

CLUA

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat

BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. 3miHW, NoB'asaHi
3 HeOOXiAHICTIO NPUBEAEHHS Y
BignNoBigHicTb o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C
(3MiHa y cneuundikaLii HedpapmakoneHoro
A®I ona npuBedeHHs y BIANOBIAHICTb A0
Bumor I®Y abo €sponewcbkoi
papmakonei, abo iHLoi HaLioHanbHOT
dapmakonei gepxasu €C) - APl - 3miHu
0o cneundikauii Ha Ailovy peqyoBUHY
CakcarninTuH, a came 3abe3neveHHs
BiQMNOBIAHOCTI HOBI MOHorpadii €® Ha
CakcarnintuH. BBegeHHst 3MiH MpoTarom
6-TW MicaUiB nicnsa 3aTBepAXXEHHS

3a
peuenmom

UA/12952/01/02

156.

KOMBOIMI3A XR

TabneTkn, BKpUTI
NniBKOBOKO
06ornoHkKoto, no 5
mr/1000 mr no 7
Tabnetok y 6nictepi;
no 4 6nictepu B

Actpa3eHek
a Ab

LBeuis

Actpa3eHeka
®apmacbtotukanc 1

CLA

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiZNOBIQHOCTI €BpONenchKii
dapmakonei/moHorpadii. 3miHu, NoB'asaHi
3 HeobXiAHICTIO NpUBEAEHHS Y

3a
peuernmom

UA/12952/01/03
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

KapTOHHil kopobui

BignoBigHiCTb A0 MoHorpadii APY abo
€sponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C
(3miHa y cneumdikauii HedhapmakonenHoro
A®I onsa npuBeaeHHs y BiANOBIAHICTb A0
Bumor [J®Y abo €sponeiicbKol
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C) - AP - 3miHn
0o cneundikauii Ha gitoyy pedyoBUHY
CakcarninTuH, a came 3abe3neyeHHst
Bi4NOBIQHOCTi HOBIV MoHOrpadii €® Ha
CakcarninTuH. BBegeHHs 3MiH npoTsirom
6-TV MicsuiB nicns 3aTBEPAXKEHHSA

157.

KCTAHAI

kancynu no 40 wr;
no 28 kancyny
Gnictepi; no 1
6nictepy B
KapTOHHOMY
cyTnapi; no 4
KapTOHHUX dPyTRsApu
Y KapTOHHIM nayui

Acrtennac
dapma
Opon B.B.

Hinepnanan

BMPOGHMLTBO bulk:
KataneHt ®apma
ContowHc, JINC, CLA;
nepBUHHE NaKyBaHHS:
AHOEepCOHBPEKOH IHK.,
CLUA; BTOpWHHE
nakyBaHHsi, BUNYyCK cepii:
Dendapm Mennen B.B.,
Higepnanam

CLA/
Higepnangu

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: 3miHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
npoBaXXeHHs AisAnbHOCTi BUPOGHMKa
(BKntovarouun, 3a HeobxigHOCTI, Micue
NPOBEAEHHST KOHTPOIIO SIKOCTI), abo
BnacHuka macrep-aiina Ha Adl, abo
noctadanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOroO
NpoAyKTy, L0 3aCTOCOBYIOTLCS Y
BUPOGHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkui 3acib) 3a BigcyTHOCTI
cepTudcikaTa BignosigHoCTi €Bponenchkin
dapmakonei y 3aTBepXeHOMY JOCLE,
ab0 BMPOOGHMKA HOBOT JOMOMIKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y OOCHE) -
3miHa Ha3BM NigNpueMCTBa,
BignoBigansHoOro 3a BUpOOHULTBO Ta
KOHTPOSb SIKOCTi aKTUBHOI PEYOBUHN.
Apnpeca 3anuwaetbest 6e3 3MiH. [itova
pepakuis: AMRI Rensselaer, Inc., USA
MponoHoBaHa pepakuis: Curia New York,
Inc., USA

3a
peuenmom

UA/14503/01/01

158.

JIAKTYJIO3A

cupon, 670 mr/mn,
no 100 mny
driakoHax
noniMepHux 3
KPWLLIKOIO 3
KOHTPONEeM NepLLoro
BigKpuTTS; Mo 1
dnakoHy 3
[03y04nM
NPUCTPOEM Y
KapTOHHiIl kopobuyj;
no 200 mny
cdrakoHax
noniMepHux 3

ToBapucTBO
3
obGMexeHo
BiAanoBsiganb
HiCTIO
"®apmaueBT
n4yHa cipma
"Beptekc"

YkpaiHa

ToBapncTBO 3 0OMEXEHOI0
BiANOBiganNbHICTIO
«®dapmaueBTnyHa cipma
«BepTtekey,
YkpaiHa
(BUPOBHULITBO 3 NpoayKLuii
in bulk Bupo6H1ka
®peseHiyc Kabi AscTpist
'm6X, ABCTpist)

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
(BnacHuka peecTpauinHoro NocBig4YeHHS) -
3MiHa agpecu 3asiBHUKa

bes
peuenma

UA/16601/01/01
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
KPULLIKOO 3
KOHTPOMNEeM NepLLoro
BigKpuTTS; Mo 1
bnakoHy 3 MipHUM
CTaKaH4YMKOM Y
KapTOHHI kopobui
159. | NAHOTAH® T Kpanni O4Hi, PO34uH; AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauifiHuX 3a He UA/14936/01/01
no25mny "®apmak” marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom | niidnseae
cnakoHi; no 1 6e3nekn/edeKkTMBHOCTI Ta
bnakoHy y nayui 3 dapmakoHarnagy. 3MiHa y KopoTKil
KapTOHY XapaKTepucTuLi nikapcekoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MeAMYHOro 3aCTOCYBaHHs! Ha MiAcTaBi
perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3aCcToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHui nepioa, abo
SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHb,
npoBefeHnx BigNOBIAHO 4O NnaHy
nepiaTpnyHnx gocnigxens (PIP) (3Miny
Y3rO[KEHO 3 KOMMETEHTHUM
yNOBHOBaXEHNM opraHoM) 3MiHU BHECEHO
[0 IHCTPYKLUii Ans Mean4Horo
3acTocyBaHHS NikapcbKoro 3acody Ao
po3ainy "Mo6iyHi peakuii" BianoBigHO Ao
pekomeHgauin CMDh. TepmiH BBeAEHHSA
3MiH NpoTsrom 6 Micsilis nicns
3aTBEPKEHHS.
3MiHn | TMny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy (iHwi amiHn) 3miHn
BHECEHO [0 TEKCTY MapKyBaHHs
BTOPWHHOI YNaKOBKW fikapcbkoro 3acoby
no posginis 1, 16,17 Ta 4o TekcTy
MapKyBaHHsi MEPBUHHOI YNaKoBKM
nikapcbkoro 3acoby fo posginis 1, 6, a
TaKOX i3 TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby BUMy4YeHo
Ay6ntoBaHHsi poCiNCbKo MOBO. TepMiH
BBeJEHHS 3MiH NPOTAroMm 6 micauis nicns
3aTBEPAKEHHS.
160. | NEBOKIN3 TabneTku, BKPUTI AypobiHgo IHAis AypobiHgo Papma Nimiten IHAis BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/13743/01/01
NNiBKOBOK ®dapwma ITa - KowiT VI matepianis: 3MiHu | Tuny - 3MiHM Wono peuenmom

obornoHkKot, no 250
MF; no 5 TabneTok y
GnicTepi; no 1
6nictepy B
KapTOHHiI kopobuyi

6e3nekn/eeKkTUBHOCTI Ta

dapmakoHarnsgy. BeeaeHHs abo 3MiHu

[0 y3aranbHeHWX faHuX nNpo cucTemy

apmakoHarnsagy (BBefeHHs
y3aranbHeHUX AaHux npo cucTemy

bapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi

ocobwu, BignoBifanbHOI 3a 34iNCHEHHS

dapmakoHarnsifly; KOHTaKTHoOi ocobu 3
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

chapmakoHarnsigy 3asiBHMKa gns
3AiNCHEHHA apmakoHarnsay B YkpaiHi,
SIKLLO BOHA BigMiHHA Bi YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaymM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
canina cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0Co6U 3asiBHMKA,
BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. [itoya pegakuis: CamonneHko
ApTtem MNasnosuy. MNMponoHoBaHa
pegnakuis: CaByeHko ImuTtpo CeprioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanbHOI 3a
capmakoHarnag B YkpaiHi. 3MiHa
MiCLie3HaXoMKeHHA MacTep-danna
cuctemun cbapmakoHarnsgy Ta noro
HoMepa.

161.

JNIEBOKIN3

TabneTkn, BKPUTI
NniBKOBOKO
obornoHkoto, no 500
mr; no 5 TabneTok y
Gnictepi; no 1
Gnictepy B
KapTOHHIl kopobui

AypobiHgo
®dapwma JlTg

IHgia

AypobiHgo ®apma Jliviteq

- KOHiT VI

IHgia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKkTMBHOCTI Ta
cdapmakoHarnsgy. BeegeHHsi abo 3aMiHM
00 y3aranbHEHUX AaHux nNpo cucTemy
dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX JaHUX Npo cuctemy
dapmakoHarnsay, 3MiHa ynoBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
bapmakoHarnsigy 3asiBHUKa ons
3AicHeHHs hapmakoHarnsagy B YKpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darna cucremu dpapmakoHarnsgy) -
3MiHa KOHTaKTHOI ocobu 3asiBHUKA,
BiAgnoBiganeHoi 3a hapMakoHarnsag B
YkpaiHi. [itova pegakuis: CamonneHko
Aptewm MNasnosuy. NMponoHoBaHa
pepakuisi: CaByeHko Omutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3aaBHMKA, BiANoBiganbHoI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MiCLie3HaxXOMKeHH MacTep-danna
cuctemun cbapmakoHarnsgy Ta noro
HoMmepa.

3a
peuenmom

UA/13743/01/02

162.

JIEBOMIH® 30

TabneTkn, BKpUTI
NniBKOBOKO
ob6ornoHkoto, no 0,03
mr/0,15 mr; no 21

Tabnetui y 6nictepi;

TOB «MIBE
YKPATHA»

YkpaiHa

Mibe Mm6X
ApuHanmiTTens

Himeyunna

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwono
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHa y KOpoTKi
XapaKTepuCcTuLi nikapcbkoro 3acoby,

3a
peuernmom

He
nidnsieae

UA/16583/01/01
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[TponoBkeHHs 1oaarka 3

Homep

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

peecmpayiliHo2o

noceio4yeHHs1

no 1 abo no 3, abo
no 6 6nictepis y
KapTOHHIl kopobui

TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ansi
MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynsipHo OHOBJOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3nekn 3aCToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepiog, abo
SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHb,
NpoBeAEHMX BiANOBIAHO A0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy
Y3ropKeHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpPraHoMm)
3MiHV BHECeHO [0 iHCTpYyKUii ans
MeOMYHOro 3acToCyBaHHSA Nikapcbkoro
3acoby y po3gin "MNobivHi peakuii”
BiANOBIQHO 4O OHOBMEHOI iHGOpMaLii 3
6e3neku gitoumx pevoBuH. BBegeHHs 3MiH
npoTtarom 6-Tu micauis nicns
3aTBEPOXKEHHS.

UA/11924/01/01

163.

JIEBONPO®

PO34MH NS iHDY3in,
500 mr/100 mn; no
100 mn a6o no 150
M5y KOHTeNHepi; no
1 KOHTeViHepy B
nonieTMneHoBoMy
nakeTi B kopobui

TOB
"KoHapk
IHTenven"

YkpaiHa

[odvipHe nignpuemcTBo
"®apmatpeng”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKkTMBHOCTI Ta
tapmakoHarnagy. 3MiHa y KopoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MeOU4YHOro 3acTocyBaHHs Ha nigcTasi
perynsipHo OHOBIIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3acToCcyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepios, abo
SIK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
nNpoBeAeHWX BiANOBIAHO A0 NnaHy
nepiaTpuyHnx gocnigxens (PIP) (3Miny
Y3rO[KEHO 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHom) - 3MiHu
BHECEHO [0 iHCTPYKUii ANst MeanyHoro
3aCTOCyBaHHsI NikapCcbKoro 3acoby y
po3gin "Mob6iyni peakuii" BignosigHo Ao
OHOBIIEHOI iHGhopMmaLii 3 6e3neku aitoyoi
peyoBuHW. BBEAEHHSA 3MiH NpOTSArom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

3a

He
nidnsieae

UA/11952/01/01

164.

JIEBO®JIOKCALIM
H-TEBA

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 250
Mr; no 5 TabneTtok y
GnicTepi; no 2
Gnictepu B
KapTOHHiI kopobLyi

TOB «TeBa
YkpaiHa»

YkpaiHa

Aktasic 1T

ManbTta

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
CeprudikaT BignosigHocTi/lE-cepTudikat

BiZNOBIQHOCTI €BpONenchKii
dapmakonei/MoHorpadii. MoaaHHs HoBoro
abo oHoBneHoro ceptudikaTta
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudcpikaTa BignoBigHOCTi EBponenchkin
dapmakonei: gna A®l; ons BUXigHoro
MaTepiany/peareHTy/npoMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y

peuenmom
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yXXe 3aTBepAXeHoro
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €Bponenchkin
capmakonei Ne CEP RO- 2019-161 - Rev
02 (3atBepaxeHo: RO- 2019-161 - Rev 01)
ans gitoyoi pevosuHmn Levofloxacin
hemihydrate Big BXe 3aTBepaXeHoro
BMpobHuka Mylan Laboratories Limited,
lHAis.

165.

JIEBO®JIOKCALM
H-TEBA

TabneTkn, BKPUTI
NniBKOBOKO
obornoHkoto, no 500
mr; no 5 TabneTok y
6nictepi; no 2
Gnictepu B
KapTOHHIl kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

AxTtasic 1T

ManbTta

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat

BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBeHoro cepTudikata
BiNoOBIigHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €EBPONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro

MaTepiany/peareHTy/NpoMixKHOro

NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMLTBI ADI; onst ONOMIKHOI
peyoBUHM (cepTudikaT BiaNOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif ye 3aTBEpA>KEHOrO

BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €BpoONenchkin
dapmakonei Ne CEP RO- 2019-161 - Rev
02 (3aTBepaxeHo: RO- 2019-161 - Rev 01)

ans gitoyoi pevoBuHmu Levofloxacin
hemihydrate Big BXe 3aTBepaxeHOro
BUpoGHKKa Mylan Laboratories Limited,
IHAiN.

3a
peuenmom

UA/11952/01/02

166.

JIEBO®NOLUNH
500

TabneTku, BKpUTI
NniBKOBOKO
obonoxkoto, no 500
mr; no 5 a6o 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
maTepianis: yTOYHeHHs peecTpaLiliHoro
Homepa B Haka3i MO3 YkpaiHu Ne 632
Big 11.04.2025 B npoueci BHeCeHHs
3MiH (3MiHu | TUny - 3MiHM 3 siKOCTI.
CeprudikaT BignosigHocTi/lE-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/MoHorpadii. MoaaHHs HoBoro
abo oHoBreHoro cepTudikarta
BiANOBiAHOCTI abo BUMyYeHHs
cepTudpikaTa BignoBigHOCTi EBponenchkin
dapmakonei: gna ADl; onsa BUxigHoro
maTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peYOBUHM (CepTUdiKaT BiANOBIgHOCTI

3a
peuenmom

UA/2397/01/02
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bifg yxe 3aTBepaXeHoro
BMpOGHWKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei No. CEP 2019-023-Rev-04
(3aTBepmkeHo: No. RO-CEP 2019-023-
Rev-03) ansa [ito4oi pe4oBuHM
JleBodhnokcauuHy remirigpart, Big
3aTBepAxeHoro BMpo6Huka Neuland
Laboratories Limited, IHgis). Pegakuis B
Hakasi - UA/2397/01/01. BipHa peaakuis -
UA/2397/01/02.

167.

JIEBO®OIJIIK

PO34MH NS iH eKUin
abo iHdyasin, 50
mr/mn, no 1 mn, 4
Mn, 9 Mn y hnakoHi;
no 1 abo 5 donakoHis
3 PO34YMHOM Y
KapTOHHIN ynakoBLj

Mepak
[esenbwad
T cbrop
KniHiwe
Lneuianbnp
enapaTte
M6X

Himeyunna

BTOPWHHE NaKyBaHHs,
MapKyBaHHS, KOHTPOIb Ta
BUNycK cepin: Mepak
[e3enbwadT crop
KniHiwe
Lneuiansnpenapate mM6X,
HimeuumnHa;
BUPOBHMLTBO rOTOBOrO
nikapcbkoro 3acoby,
nepBUHHE NaKyBaHHS,
MapKyBaHHS1 Ta BTOPUHHE
nakyBaHHSsi, KOHTPOIb
BUNPOOYBaHHS cepii:
3irdpia NamensH MvM6X,
HimeyuunHa

Himeyumna

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat

BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBeHoro cepTudikata
BiNoOBIigHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €EBPONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro

MaTepiany/peareHTy/NpoMixKHOro

NpoAYKTY, LLIO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMIKHOI
peyoBUHM (cepTudikaT BiaNOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif ye 3aTBEpA>KEHOrO

BUPOGHYKA - NOAAHHSI OHOBIIEHOIO

Ceptudikaty R1-CEP 2004-183 Rev 03
ans A®| Calcium Levofolinate Hydrate, wo
BVKOPUCTOBYETbLCS Y BUpOOHULTBI ADI Big

BXe 3aTBepaxeHoro BupobHuka Cerbios-
Pharma SA. 3ateepaxeHo: R1-CEP 2004-

183 Rev 02 3anponoHoBaHo: R1-CEP

2004-183 Rev 03

BBeaeHHs 3MiH NpoTsrom 6-Tu Micauis
nicns 3aTeepaKeHHs. 3MiHu | Tuny - 3MiHK

3 akocTi. A®Pl. BupobHuuteo. 3MiHu B

npoueci BupobHuuTea AP| (HesHayHa
3MiHa y 3aKpu1Tin YacTuHI MacTep-darina

Ha AQDI) - OHOBMEHHS Bepcii 3aKpuTOoi

yacTuHu MancTep-cainna Ha AdI.
3atBepaxeHo: ASMF for API
manufacturer Cerbios-Pharma SA, 6917
Barbengo/Lugano, Switzerland - version
01. 3anponoHosaHo: ASMF for API
manufacturer Cerbios-Pharma SA, 6917
Barbengo/Lugano, Switzerland - version
002). BeeaeHHsi 3miH npoTsirom 6-tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

UA/16366/01/01

168.

JIEKAOOJ1 NOHI

TabneTku, BKPUTI

Canpgos

CnoseHisi

[O03BiN Ha BMNYCK cepint:

CnoseHis/

BHECEHHS 3MiH 40 peecTpauiiHnx

be3

nidnsiecae

UA/18643/01/01
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
NniBKOBOK dapmachHoTi Jlek ®apmaueBTnyHa Ipeuia matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma
obonoHkoto, 200 Kans a.a. KomnaHis A.4a., CnoeeHis; [oToBWI Nikapcbkuii 3aci6. CTabinbHiCTb.
mr/500 mr no 6, 8, BUPOBHMLTBO 3a NOBHUM 3MiHa y TepMiHax npuaaTHocTi abo
abo no 10 TabneTok umknom: PoHTic Xennac ymoBax 36epiraHHsi roTOBOro fikapCbKoro
y 6nictepi; no 1 Megpikan eng 3acoby (3miHa B ymoBax 36epiraHHsi
Gnictepy no 6 dapmachbtoTikan MNpogakTtc roTOBOro nikapcbkoro 3acoby abo nicrns
Tabnetok abo no 2 C.A., I'peuisn PO34YMHEHHS/BIGHOBNEHHS) 3MiHa YMOB
6nictepu no 8 36epiranHa [T13. [itoya pegakuis: Ymosu
Tabnetok abo no 1 36epiraHHs. CneuianbHi ymoBu 36epiraHHs
un 2 6nictepm no 10 He BUMaraloTbcs. 36epiratn B
TabneTok y HefoCTYNHOMY AnS AiTen Micui.
KapTOHHIl kopobui [NponoHoBaHa peaakuisi: YmMosu
36epiraHHs. CneuianbHi ymoBu 36epiraHHs
He BMMaratTbcs. 36epiratv B
opuriHanbHi kKopobui anst 3axmcTy Big
cBiTna. 3MiHN BHECEHO B iHCTPYKLUilo 4
MeaMYHOro 3aCTOCYBaHHsI NikapCbKoro
3acoby y po3agin "YmoBu 36epiraHHs" 3
BiANOBIAHMMW 3MiHAMW B TEKCTi
MapKyBaHHS YNaKOBOK
169. | NEKAPHITA PO34MH NS iH'EKLiN, Meppepi ITania XENM C.A. [peuia BHECEHHS 3MiH [0 peecTpauinHnX 3a UA/13814/01/01
1r/5vn, no5mne dapmaveyri MaTepianis: TexHi4Ha nomunka (3rigHo peuenmom
amnyni; no 5 amnyn yi CPJ Hakady MOS Big 23.07.2015 Ne460)
y nayui 3 KapToHy BUMNPaBIEHHsI TEXHIYHMX NOMWITOK 3rigHO
n.2.4. poaginy VI Hakady MO3 YkpaiHu Big
26.08.2005p. Ne 426 (y pepakuii Hakasy
MO3 Ykpainu Big 23.07.2015 p Ne 460),
sika Oyna gonylieHa npu nepeHeceHHi
iHdpopmaLii 3 peecTpauiiHoro 4ocbe y
po3gin «Cknag» MKA 13, a came y Haz3Bi
BMPOGHMKa Aito40T pevoBUHU
neBoKapHiTUH Byna nponylieHa nirepa
«s» 3a3HaveHo: «Chengda Pharmaceutical
Co., Ltd., Kutai» Togi sik B opuriHanbHux
marepianax Bia BupobHuka: «Chengda
Pharmaceuticals Co., Ltd.», Kutai.
3a3HaueHe BMMNpaBreHHs Bignosigae
martepianamM peecTpauiiHoro JOchbe.
170. | NECO®ANL® PO34MH ANs iH'EKUIN, AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHuX 3a He UA/12317/01/01
50 mr/mn no 5 mn B "®apmak” matepianis: 3miHu | Tuny - peuenmom | nidnsizae

amnyni; no 5 aéo 10
amnyn y nadui 3
KapToHy; no 5 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepu y nayui 3
KapTOHY

AfMiHicTpaTMBHI 3MiHK. 3MiHa Ha3BK
nikapcbkoro 3acoby - 3MiHa TOproeoi
Ha3Bw J13, a came goaaBaHHA cMMBONY
"®" po Ha3Bw J13 ykpaiHCbKOK MOBOIO.
[Hitoua pepakuisi: Lesfal Nlecdanb
MponoHoBaHa pepakuis: Lesfal Jlechans®
BBeneHHs 3MiH NpoTarom 6-Tu mMicsauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
wopno 6e3nekn/edeKTBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHn) 3miHn oo
TEKCTY MapKyBaHHS1 yNakoBKW NiKapCbKoro
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

3aco0by LLoa0 BUYyYeHHs iHdopMaulii
POCINCLKOK MOBOIO Ta 3aMiHa ii
aHrnincbko MoBot. BBeaeHHS 3miH
nNpoTSArom 6-Tn MicsiLiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnsgy (iHwi 3amiHn) 3miHn 8o
TEKCTY MapKyBaHHS YNaKoOBKM NikapCbKOro
3acoby Woao pegaryBaHHs TekcTy y nn. 1,
11, 17 BTOpPUHHOI ynakoBku Ta nn. 1, 6
NepBUHHOI yNakoBKM NikapCbKoro 3acoby.
BBegeHHs 3MiH NpOTArom 6-Tn micsuis
nicnsi 3aTBepOXEHHS.

171.

NIAOKCAH
MEHTON

NboAsHUKN, 5 mr/1
Mmr; no 12
NbOASIHUKIB Y
6nictepi; no 2
Gnictepn y
KapTOHHIl kopobui

TOB
"CaHpos
YkpaiHa"

YkpaiHa

Bunyck cepin: ek
dPapmaLeBTUYHa KOMNaHis
n.0., CnoseHis;
BUPOBHMLTBO 32 MOBHUM
uuknom: Jlabopatopia
Keanidap HB (Keanidap
HB), Benbriga

Benbris

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkmit 3aci6. KoHTporb
roTOBOro fikapcbKkoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeTofax BUnpobyBaHHs) -
HesHauHi 3miHn y meTtogi YBEPX gna
BU3HAYEHHS KiNbKiCHOro BMIiCTYy Ta
npoaykKTiB po3nagy. 3MiHu CTOCYHTbCS
LLIOAO NOSACHEHb BIQHOCHO KOHLEHTpaLin
Ta po3paxyHkiB. He3HauHi pegakuiviHi
3MiHN. BBeAeHHS 3MiH NpoTarom 6-Tu
MicauiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny
- 3MiHK 3 gKocTi. FoToBUIA NiKapCbKuii
3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB crneumdikaLin
Ta/abo [oMyCTUMUX MeX roTOBOro
NiKapcbKoro 3acoby (3BY>KEHHsI
OONyCTUMUX MEX) - 3BY>KEHHS
gonyctummnx mex cneuudikadii M3 ans
nokasHuka "lMpoaykTu po3nagy" Ha
MOMEHT BUMYCKY Ta Ha TEPMIH
npuaaTHOCTI.
3aTBepaxeHo:

Howmiwka B (xnoprekcugunHy) — makc. 1%
Howmiwka N (xnoprekcuanHy) — makc. 1%
Dowmiwka K (xnoprekcugmny) — makc. 0,5%
Howmiwka D (nigokaiHy) — makc. 2%
Howmiwka B (nigokaiHy) — makc. 0,5%
Byab-ski HeineHTUgIKOBaHI LOMILLKN —
makc. 0,2%

CyMa BCix OMILLIOK (XIOprekcuanHy) —
makc. 3%

Cyma Bcix gomilok (nigokaiHy) — makc.
3%
3anponoHoBaHo:

Howmiwka B (xnoprekcuanHy) — BUNycK

bes3
peuenma

UA/16208/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

cepii: makc. 0,2%; TepMiH NpuaaTHOCTI:
makc. 0,4%

Howmiwka N (xnoprekcmaunHy) — BUMNycCK
cepii: makc. 0,4%; TepMiH NpuaaTHOCTI:
makc. 0,4%

Howmiwka K (xnoprekcuamHy) — Bunyck
cepii: makc. 0,5%; TepmiH NnpugaTHOCTI:
makc. 0,5%

Howmiwka D (nigokaiHy) — Bunyck cepii:
makc. 0,4%; TepMiH NpuaaTHOCTI: Makc.
1,6%

Howmiwka B (nigokaiHy) — Bunyck cepit:
makc. 0,3%; TepMiH NpuaaTHOCTI: Makc.
0,5%

Byab-siki HeigeHTudikoBaHi AOMILLKN —
Bunyck cepii: makc. 0,2%; TepMmiH
npugaTHocTi: Makc. 0,2%

Cyma BCiX AOMILLIOK (XNOpreKCUamnHy) —
Bunyck cepii: makc. 1,0%; TepMmiH
npugaTHocTi: makc. 1,5%

Cyma BCixX AOMILIOK (NigokaiHy) — BUMycK
cepii: makc. 0,9%; TepMiH NpuaaTHOCTI:
makc. 2,1%

BBegeHHsA 3MiH NpoTArom 6-Tn micsuis
nicnsi 3aTBepOXEHHS.

172.

NIM3EP

kancynu, no 10
Karcyn y ctpuni, no
3 abo no 10 cTpunis
Y KapTOHHI kopobLyi;
no 14 kancyny
cTpuni; no 1 cTpuny
Y KapTOHHIl kopobui

Mera
ITandpcaneH
ci3
(ABcTpanis)
MTi ltg

ABcTpanis

IHBeHTia Xenckea Jlta

IHais

BHECEHHS 3MiH IO peecTpauiiHnX
maTepianis: TexHi4Ha nomurnka (3rigHo
Haka3y MOS Big 23.07.2015 Ne 460),
BunpaBneHo TexHiYHy NoMumKy B po3gini
"BupoBHMK" IHCTPYKLIT ANs MeguyHoro
3acTOCyBaHHS fikapcbKoro 3acoby,
AonyLeHy npu npotieaypi BHECEHHS 3MiH,
3aTBepakeHux Hakazom MOS Big
09.10.2024 p. Ne1720. 3aTBepaxeHo:
IHBeHTia Xenckea JIta, IHAis.
B3anponoHoBaHo: IHBeHTia Xenckea JITa
3asHaveHe BUNpaBneHHs BignoBigae
martepianamM peecTpauiiHoro JOchbe.

3a
peuenmom

UA/6148/01/01

173.

NIPACHIM

PO34nH ANS iH'EKLN,
6 mr/mn, no 3 mn
PO3YMHY Y
nonepeaHLo
3arnoBHEHIN Wnpuu-
pyuui; mo 1
nonepeaHLo
3arnoBHEHIN Wnpuu-
pyuLi B KAPTOHHIW
Kopoo6Li

MicTtpan
Kenitan
MeHeXmeH
T JlimiTeq

AHnia

KOHTpOrb cTabinbHOCTI:
Ambiodpapm, IHk., CLUA;
BTOPWHHA yNaKkoBKa:
EHTadapma YAB, NuTtea;
KOHTpOnb cepil:
€spodpanHc MNpokci
JlabopaTtopiec b.B.,
HigepnaHaw;
BMNYCK cepii:
KeBaPo I'PYM EOOLN,
Bonrapis;
BMPOGHMLTBO roTOBOI
nikapcbkoi dopmMu 1a

CLUA/
Iutea/
Bonrapis/
ManbTta

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn WwWono
6e3nekn/ecdeKkTUBHOCTI Ta
hapmakoHarnsigy. 3miHa y KopoTkiii
XapakTepucTuL Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKLUii Ans
MEAMNYHOrO 3aCTOCYBaHHsI Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3nekn 3aCcTocyBaHHSs MikapcbKoro
3acoby B nicnsipeecTpaLiiHnii nepioa, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 JOCTIOKEHDb,
npoBeAeHWX BigNoBIAHO A0 nnaHy

3a
peuenmom

He
nidnsieae

UA/20550/01/01
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

eionycky

yeaHHs

peecmpayiliHo2o
noceio4yeHHs1

nepBUHHA ynakoBKa:
HOBOKOIN
®APMALIEBTIKAN O®
KAHALA IHK., KaHaga;
KOHTpOIb cepii:
MNpodapma YAB, Jlutea;
KOHTPOrb CTabinbHOCTI:
CI'C Hops Amepika IHK.,
CLUA;
KOHTPOJb Ta BUMYCK cepii:
dapmagokc Xenckemnp
JlimiTeq, ManbTa

neaiatpuyHmx gocnimkeHs (PIP) (3MiHy
Y3ro4>KEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHoMm)
3MiHV BHECEHO [0 iHCTPYKUii aAns
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby B po3ain "OcobnueocTi
3acTocyBaHHs" BignoBigHO 4O OHOBIEHO|
iHcbopmaLii 3 6e3nekwu Aito4oi pevoBMHM.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
nicnsa 3aTeepaXXeHHs. 3MiHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnagy. 3MiHa y KopoTKil
XapaKkTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeOU4YHOro 3acTocyBaHHs Ha nigcTa.i
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3acTocyBaHHS NikapCbKOro
3acoby B nicnsipeecTpauiiHuii nepiog, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 OCTIOKEHb,
npoBefeHnx BigNoOBIAHO 4O NnaHy
neaiatpuyHmx gocnimxkeHs (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM
YNOBHOBaXeHMM opraHom) 3MiHM BHECEHO
00 iHCTPYKUiT 4na MeguyHoro
3acTocyBaHHS NikapCbKoro 3acody B
po3ginu "Cnoci6 3actocyBaHHs Ta [o3u",
"MobiuHi peakuii" BignoBigHo oo
OHOBJIEHOI iHGhopMmalii 3 6e3neku aitoyoi
peyoBuHW. BBEAEHHSA 3MiH NpoTSArom 6-tu
MicsiLiB nicns 3aTBepAKEHHS

UA/4884/02/01

174.

MEOAKCA

KOHLEHTpaT Ansi
PO34MHyY Ans
iHdpy3in, 5 mr/mn; no
10 mn (50 mr) abo
20 mn (100 wr), abo
40 mn (200 mr) y
cdnakoHi; no 1
dnakoHy B
KapTOHHiIl kopobui

Mepak
[esenbwad
T dorop
KniHiwe
LWneuiansnp
enapate
MB6X

Himeyumna

BUPOBHMK, LLIO BianoBinae
3a BMNyCK cepil,
MapKyBaHHS Ta BTOPUHHE
nakyBaHHs: Megak
[esenbliadt drop
KniHiwe
LLineuianbnpenapate M6X,
HimeuyumHa; BUpobHUK, Lo
BignoBigae 3a
BMPOGHMLITBO
Hepo3dhacoBaHoI
NPOoAYKLUii, NepBUHHE
nakyBaHHsi, MapKyBaHHS
Ta BTOPUHHHE MaKyBaHHs,
KOHTpOnb/BUNPOBYBaHHSI
cepii: OHkOmen
MeHblodbekyepiHr, a.c.,
Yecbka Pecny6nika

Himeuuunna/
Yecbka
Pecny6bnika

BHECEHHS 3MiH 10 peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnaay. 3miHa y KopoTkil
XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHoO OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxkeHb 3
6e3nekn 3aCToCyBaHHS MiKapCbKoro
3acoby B nicnsipeecTpaLiiHunii nepioa, abo
SIK pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHb,
NPOBEAEHMX Bi4NOBIAHO 4O NnaHy
nepiaTpuyHux gocnigxeHs (PIP) (3MiHy
Y3rof>KeHO 3 KOMMETEHTHUM
YNOBHOBaXKEHNM OpPraHoM)
3MiHM BHeceHO B |HCTpyKLito aAns
MeAMYHOro 3aCTOCYBaHHSI NikapCbKoro
3acoby no posginis "OcobnmBocTi

3actocyBaHHs" Ta "MobiyHi peakuii”

3a
peuenmom

He
nidnsieae
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BiNOBIgHO A0 iHhopmalii Wwoao 6esneku
3aCcTOCyBaHHS Ail040i PEYOBUHM.
BBepneHHs 3MiH NnpoTsarom 6-Tu mMicsauis
3aTBEPAKEHHS.
175. | MEITOKCUKAM NOPOLLIOK MpAT Ykpaina Csarti Cnentoas .. J1TA. IHAisa BHECEHHS 3MiH 40 peecTpauifiHnX - UA/20321/01/01
(cybeTaHuin) y "dapmaueBT matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
NnoABINHNX nyHa cipma CepTudikat BignosigHocTi/[E-cepTudikat
nonieTuneHoBmx "OapHuus” Bi4NOBIQHOCTI €BpONEenchbKiin
naketax gns capmakonei/moHorpadii. MogaHHA HOBOrO
hbapmaLeBTUYHOrO abo oHoBMeHoro cepTudikara
3acTocyBaHHsA BignoBigHocTi abo BUNyYeHHs
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/NpoMiKHOroO
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (CepTUdikaTt BiAMOBIAHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHui
cepTudikaT Big ye 3aTBepAXeHOro
BUPOGHYKA - NMOAAHHS! OHOBIIEHOIO
cepTuddikata BignoBigHOCTI €Bponenchkii
cdapmakonei Ne CEP 2014-261 - Rev 02
(3atBepakeHo: R1-CEP 2014-261 - Rev
00). Ak Hacnigok 3MiHW y agpeci
BUPOBHMYOT OinbHUL.
176. | METUNNPEQHI3O TabneTtku no 4 mr no TOB YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a He UA/3183/01/01
JNIOH-®C 10 TabneTok y "ACIHO matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom | nidnsizae
6nicTepi; no 3 YKPATHA" 6eanekn/edeKTMBHOCTI Ta

Gnictepu y navui
KapTOHHIN

dapmakoHarnsaay. 3miHu y KOpoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MEeOUYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/GionoaibHux
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUI npenapar
(3MiHa He noTpebye HajaHHS KOAHMX
HOBWX JOAATKOBUX AaHUX) 3MiHWU BHECEHO
[0 IHCTPYKLUii Ana Mean4Horo
3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ainu "®apmakoTepaneBTUYHa rpyna.
Kog ATX " (woao Ha3Bu 6e3 3miHu Koy
ATX), "B3aemogis 3 iHLIMMK NikapCbkumu
3acobamMu Ta iHLWi BUaM B3aemopnin",
"OcobnueocTi 3acTocyBaHHs", "3aaTHicTb
BMMMBATU Ha WWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHcnopToM abo iHWMMK
mexaHiamamu”, "lMobivHi peakuii” 3rigHo 3
iHopMaUj€to Woa0 MeanyYHOro
3aCTOCyBaHHsi pehepeHTHOro NikapCcbKoro
3acoby (MEOPOIJT). TepmiH BBeAEHHS 3MiH
npoTsrom 6-Tv MicsiliB nicns
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBEpOKEHHSA HE peKOMEHOO0BaHWN.
3MiHn | Trny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnagy. 3MiHa y KopoTKil
XapaKTepucTuui nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ansi
MeJMYHOro 3aCTOCYBaHHs Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpadiiinii nepiog, abo
SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHb,
npoBefeHnx BigNOBIAHO 4O NnaHy
nepiaTpnyHnx gocnigxens (PIP) (3Miny
Y3rO[KEHO 3 KOMMNETEHTHUM
yNOBHOBaXEHNM opraHoM) 3MiHU BHECEHO
[0 IHCTPYKLUii Ans Mean4Horo
3acTocyBaHHS NikapcbKoro 3acody B
po3ain "OcobnueocTi 3acTocyBaHHNA"
BiZNOBIgHO O OHOBMEHOI iHpopMmaLlii 3
6e3neku 4ito4oi pe4oBUHU

177.

METUNNPEQHI3O
JIOH-®C

Tabnetku no 8 Mr no
10 Tabretok y
6nictepi; no 3
Gnictepu y nayui
KapTOHHIN

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edeKkTMBHOCTI Ta
capmakoHarnagy. 3MiHu y KopoTKil
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEANYHOrO 3aCTOCYBaHHs!
reHepuYHUX/ribpnaHux/6ionogibHNx
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
caMoi 3MiHW Ha pedepeHTHUI npenapaT
(3miHa He noTpebye HagaHHSA XOOHWUX
HOBWX JOAATKOBUX AaHUX) 3MiHWU BHECEHO
00 IHCTPYKUii Ans Mean4Horo
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3ainu "®apmakoTepaneBTU4Ha rpyna.
Kopg ATX " (wopo Ha3su 6e3 3miHu koay
ATX), "B3aemopis 3 iHWMMK nikapcbkumm
3acobamMu Ta iHWi BUaAM B3aemonin",
"OcobnueocTi 3acTocyBaHHs", "3aaTHicTb
BMNMBATU Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHcnopToM abo iHWMMK
mexaHiamamu", "MobiuHi peakuii” 3rigHo 3
iHdbopmalLiieto Lwoao MeanyHoro
3aCTOCyBaHHsi pehepeHTHOro nikapCcbKoro
3acoby (MEQPOIJ). TepMiH BBEAEHHS 3MiH
npoTtsarom 6-Tu MicauiB nicns
3aTBEPOKEHHS] HE PEKOMEHOOBaHUN.
3minu | TMny - 3miln Wwoao
6e3nekn/eeKkTUBHOCTI Ta
apmakoHarnsigy. 3miHa y KopoTkil

3a
peuenmom

He
nidnsieae

UA/3183/01/02
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
XapaKkTepucTuLi NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi
MeJMYHOro 3aCTOCYBaHHs Ha MiAcTaBi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxkeHb 3
6e3nekn 3acTocyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepiog, abo
SIK pe3ynbTaT OUiHKK 3BiTY 3 OCHIOKEHb,
npoBefeHnx BigNoBiAHO 4O NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy
Y3ro[DKEHO 3 KOMMETEHTHUM
yNOBHOBaXEHNM opraHoM) 3MiHU BHECEHO
0O iHCTPYKUiT 4na MeguyHoro
3acTocyBaHHS NikapCbKoro 3acoby B
po3ain "OcobnueocTi 3acTocyBaHHNA"
BiANOBIQHO 4O OHOBNEHOI iHGopMaLii 3
6esneku gityoi pe4oBMHM
178. | MET®OPMIH- TabneTkn, BKPUTI MicTtpan AHrnis BUPOBHMLTBO FOTOBOrO Icnania BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a He UA/20457/01/02
BICTA NniBKOBOKO Kenitan nikapcbkoro 3acooy, MaTepianis: 3miHu | Tuny - 3miHK Wwopo peuenmom nidnsieae
obonoHkoto, no 850 MeHnepxmeH nepBrHHA Ta BTOPUHHA 6e3nekn/edeKkTuBHOCTI Ta
mr; no 10 TabneTtok T JlimiTeq ynakoBKa, KOHTPOnb cepii, tapmakoHarnagy. 3MiHa y KopoTKil
y 6nicTepi; no 3 BUMYCK Cepil: XapaKkTepucTuLi Nnikapcbkoro 3acoby,
Gnictepu B CAI' MAHY®AKTYPIHT, TEKCTi MapKyBaHHS Ta iHCTPyKLUii Ans
KapTOHHil kopobui C.N.Y., IcnaHia MEAMYHOro 3acTocyBaHHS Ha niacrasi
abo no 10 Tabnetok perynsipHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
y bnicTepi; no 5 nikapcbkoro 3acoby, abo gocnimxeHs 3
GnicTepis B 6e3nekn 3aCcToCyBaHHS MikapcbKoro
KapTOHHiI kopobui 3acoby B nicnsipeecTpadiiHnii nepiog, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 LOCTIOKEHb,
nNpoBeAeHWX BiANOBIAHO A0 NnaHy
nepiaTpuyHux gocnigxens (PIP) (3MiHy
Y3rO[DKEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHM BHeceHo [0 iHCTpyKUii aons
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby B po3ginu "OcobnueocTi
3acTocyBaHHs" BignoBigHO 4O OHOBMEHO!
iHpopmalii 3 6e3nekn Airoyoi pe4YoBUHM.
179. | MET®OPMIH- TabneTkn, BKpUTI Mictpan AHrnis BUPOGHMLTBO rOTOBOrO IcnaHis BHECEHHS 3MiH 10 peecTpaLiiHuX 3a He UA/20457/01/03
BICTA NNiBKOBOIO Kenitan nikapcbkoro 3acoby, matepianis: 3MiHu | Tuny - 3MiHn WwWono peuenmom | nidnsizae
obonoHkoto, no 1000 | MeHemxmeH nepBrHHA Ta BTOPUHHA 6e3nekn/ecdeKkTUBHOCTI Ta
mr; no 10 TabneTok T NimiTeq ynakoBKa, KOHTPOb cepii, hapmakoHarnsigy. 3miHa y KopoTkiii

y 6nicTepi; no 3
6nictepu B
KapTOHHiIl kopobui
abo no 10 TabneTok
y 6nicTepi; no 5
GnicTepis B
KapTOHHiI kopobui

BUMYCK cepii:

CAI" MAHY®AKTYPIHT,

C.J.Y., IcnaHnia

XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKLUii Ans
MeAMYHOro 3acTOCYBaHHS Ha niacTasi
perynsipHo OHOBIIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3neku 3acToCcyBaHHS NikapcbKoro
3acoby B nicnsipeecTpaLiiHnii nepioa, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 JOCTIOKEHDb,
npoBeAeHWX BigNoBIAHO A0 nnaHy
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy
Y3ro[DKEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHVNM OpraHom)
3MiHV BHECEHO [0 iHCTPYKUii aAns
MEAMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby B po3ginu "OcobnmsocTi
3acTocyBaHHs" BignoBigHO 4O OHOBIEHO|
iHbopmalii 3 6e3neku Aito4oi pevoBMHU.
180. | MET®OPMIH- TabneTkn, BKpUTI MicTtpan AHrnis BUPOBHMLTBO FrOTOBOrO Icnania BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/20457/01/01
BICTA NniBKOBOK Kenitan nikapcbkoro 3acooy, MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom nidnsieae
obonoHkoto, no 500 MeHepxmeH nepBUHHa Ta BTOPUHHA 6e3nekn/edeKTUBHOCTI Ta
mr no 10 TabneTok y T JlimiTeq ynakoBKa, KOHTPOnb cepii, capmakoHarnagy. 3MiHa y KopoTKil
6nictepi; no 3 BUMYCK Cepil: XapaKkTepucTu1Li Nikapcbkoro 3acoby,
Gnictepu B CAI' MAHY®AKTYPIHT, TEKCTi MapKyBaHHS Ta iHCTPyKLUii Ans
KapTOHHIl kopobui C.JLY. MEAMYHOro 3acTocyBaHHS Ha niacrasi
abo no 10 TabneTok perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
y bnicTepi; no 5 nikapcbkoro 3acoby, abo gocnimkeHs 3
GnicTepis B 6e3nekn 3acTocyBaHHS NikapCbKOro
KapTOHHIl kopobui 3acoby B nicnsipeecTpauiiHuii nepiog, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 OCTIOKEHb,
npoBefeHnx BigNOBIAHO 4O NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy
Y3rO[DKEHO 3 KOMMETEHTHUM
YMNOBHOBaXXEHVM OpraHom)
3MiHV BHECeHO [0 iHCTpYyKUii ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby B po3ginu "OcobnueocTi
3acTocyBaHHs" BignoBigHO 4O OHOBMEHO!
iHpopmalii 3 6e3nekn Airoyoi pe4YoBUHM.
181. | MET®OPMIH- TabneTkn, BKpUTI TOB YkpaiHa Bupo6HMLTBO TAabneTok, IHAis BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/15295/01/03
CAHO®I NniBKOBOO "CaHodi- nepBuYHHe Ta BTOPUHHE /PymyHis marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuenmom
obornoHkoto, no 1000 ABeHTiC nakyBaHHs: CaHodi IHAis 6es3nekn/edeKTMBHOCTI Ta
mr, Ne30 (15x2): no YkpaiHa" TNimiTen, IHais; KoHTponb dapmakoHarnagy. BeeaeHHs abo 3aMmiHn
15 TabneTok y Ta Bunyck cepii: C.C. 00 y3aranbHEeHUX AaHux npo cuctemy
GnicTepi, o 2 «3eHTiBa C.A.», PymyHis dapmakoHarnsagy (BBeaeHHs
Gnictepu y y3aranbHeH/X JaHUX Npo cuctemy
KapTOHHiI kopobuyj; hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOi
Ne120 (20x6): no 20 ocobu, BianoBiganbHOT 3a 3AiNCHEHHS
Tabnetok y 6nictepi, dapmakoHarnsay; KOHTaKkTHoi ocobu 3
no 6 Gnictepis y hapmakoHarnsgy 3asiBHuKa ans
KapTOHHiI kopobLyi 3AiNCHEHHSA hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
thbapmakoHarnsgy (BKMYa4m KOHTaKTHi
[OaHi) Ta/abo 3MiHM y po3MmilLLeHHi MacTep-
darina cuctemu papmakoHarnsgy) -
3MiHa Micue3HaxomKeHHa MacTep-canna
cucTemMu chapmakoHarnsigy. 3miHa micus
3[iACHEHHS OCHOBHOI AOisiNbHOCTI 3
chapmakoHarnagy
182. | ME®OEHAMIHOBA Tabnetkn no 500 wmr; MNPAT YkpaiHa BignoBiganbHUIN 3a YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnx be3 UA/17139/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
KUCJIIOTA no 10 Tabnetok y "®ITOPAPM BUPOBHMLTBO, NEPBUHHE, matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma
6nictepi; no 2 " BTOPWHHE MaKyBaHHS, [oToBwIn nikapcbkuin 3aci6. Cuctema
Gnictepu B nayui 3 KOHTPOSb SKOCTi Ta BUNYCK KOHTeNHep/3aKynoptoBanbHuii 3acit.
KapTOHY cepii: MPAT 3miHa napameTpiB cneundikadiv Ta/abo
"®ITOPAPM", YkpaiHa; A0NYCTUMUX MEX NEPBUHHOT YMAKOBKM
BignosiganbHWM 3a roTOBOrO JlikapCbKoro 3acoby (iHLUi 3MiHW)
BUPOBHMLTBO, NEPBUHHE, - BHeceHHs 3miHu B po3ain 3.2.P.7.
BTOPWHHE NaKyBaHHS, Cunctema KoHTenHep/3akynoproBanbHUi
KOHTpoOnb sikocTi: AT 3acib, a came oHoBNeHHs Cneuundikauii Ha
"INy6Hndapm", YkpaiHa; NepBUHHE NMaKyBaHHSA: NiBKy
BiANOBIAANbHUIA 3@ BUMYCK noniBiHINXNOpMAHY Ta onbry anoMiHiesy.
cepii, He BKMNoYyar4mn 3MiH siKicHOro Ta KinbkicHoOro cknagy
KOHTpOnb/BUNpobyBaHHsI NepBUHHOIO NakyBaHHS He Bigbynocsk.
cepii: MPAT "®ITOPAPM" 3MiHN BHOCATBCA 3 METOH YHidikauii
, YKpaiHa [OKyMeHTaUil 4Ns KOHTPOM0 NepPBUHHOIO
nakyBaHHS.
183. | MIHOKCUKYTAH® Crpen HaLKipHUA, TOB «MIBE YkpaiHa mibe Mm6X HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX bes UA/20350/01/01
po34mH, 20 Mr/mn no YKPAIHA» ApuHanmiTTenb maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma

60 Mn po3ynHy y
dnakoHi i3
3MOHTOBaHO
HaCOCHOI0
cUCTEMOIO Ta
aganTtepom i3
NOAOBXEHNM
HaKOHEYHNKOM; Nno 1
dnakoHy y navui

CepTudikat BignosigHocTi/[E-cepTudikat
BiNOBIgHOCTI €BpONEnchKii
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBeHoro cepTudikata
BiANOBIgHOCTI abo BUNyYeHHs
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; Ans 4ONOMiKHOI
peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTuddikat Bif yxe 3aTBEepA>KEHOro
BMPOBHVKa - NOAAHHS OHOBIIEHOIO
cepTudcpikaTa BignosigHoCTi €Bponenchkin
capmakonei R1-CEP 2002-212-Rev 06
ONs Ailo4ol peYOBMHU MIHOKCUAWN Bif, BXE
3aTBepakeHoro BupobHuka Flamma
S.P.A. B 3B’s93Ky 3 floAaBaHHSAM
MangaH4uKy ans BupobHuuTea
NPOMIDKHOrO NPOAYKTY (3aTBepmxeHo: R1-
CEP 2002-212-Rev 05; 3anponoHoBaHo:
R1-CEP 2002-212-Rev 06). 3minu | Tvny -
3miHu 3 sikocTi. CepTuddikat
BignoBigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchkii
dapmakonei/MoHorpadii. MogaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BiNOBIgHOCTI 260 BUNYYeHHS
cepTudpikaTa BignoBigHOCTi EBponenchkin
dapmakonei: gna A®l; ons BUXigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, LU0 BUKOPUCTOBYHOTLCS Y
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yXXe 3aTBepAXeHoro
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €Bponenchkin
capmakonei CEP 2002-212-Rev 07 ans
LitoY0i pevoBMHN MIHOKCUAWN Bif BXe
3aTBepaKeHoro BupobHuka Flamma
S.P.A. B 3B’A3Ky 3 fOOaBaHHAM
MargaHumKy ans BupobHuutea AdI.
184. | MIO3UM NOPOLLIOK A4S CaHodpi 6.B. | HigepnaHnamn HanoBHEHHS hNakoHIB Ta Ipnangis/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/11618/01/01
NPUroTyBaHHA BUPOBHMLUTBO KiHLEBOro Benbria maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
KOHLieHTparty Ans NPOAYKTY, MapKyBaHHSA Ta [oToBMI Nikapcbkui 3acib. KoHTponb
PO34mMHY Ans nakyBaHHsi, KOHTPOIb rOTOBOrO fikapcbKoro 3acoby (iHLi 3miHu)
iHdy3in no 50 mr; 1 sikocTi 113, Bunyck cepii: - OHOBIEHHSI BXX€e 3aTBepKEHUX MeTOosiB
riakoH 3 NOPOLLKOM [bxeHsanm lpnaHg KOHTponto AkocTi M13, a came BUKageHHs
Y KapTOHHIM nayui TimiTeq, lpnangis; TEKCTY AEPKaBHOK MOBO 3rigHO
BUpo6HMUTBO AC, CyYacHWX BUMOT, MPUBEAEHHS Y
NPUroTyBaHHsA po3ynHy J13 BigNOBIgHICTb cneuudikadii Ta meToais
ana niodginisauii: koHTponto J13 go maTepianis BUpoGHMKa
[xeHsarim dnaHgepc, (po3ginn 3.2.P.5.1.Ta3.2.P.5.2.) Ta
Benebrig BHECEHHS pefaKLiNHNX y3rofpkeHb
185. | M-KACT TabneTku XyBarnbHi AypobiHgo IHais AypobiHgo Papma Jliviteq IHais BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/14341/01/02
no 5 mrno 10 ®dapwma JlTg - KOHiT VI MaTepianis: 3miHn | Tuny - 3miHn Wwono peuenmom

Tabnetok y 6nictepi;
no 3 Gnictepu B
KapTOHHIN kopobLyi

©e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHeHUX AaHuX Npo cucTemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHVUX JaHUX Npo cuctemy
dapmakoHarnsay, 3MiHa ynoBHOBaXeHO|
ocobwu, BigNoBifanbHOI 3a 34iNCHEHHS
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
apmakoHarnsgy 3asiBHVKa ans
3AiNCHEeHHA dapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHO|
ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMIOYaymM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-
darina cuctemu papmakoHarnsgy) -
3MiHa KOHTaKTHOT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag B
YkpaiHi. [itoua pegakuis: CaMmoneHko
ApTtem MNaenosuy. MNMponoHoBaHa
pepakuisi: CaB4eHko Omutpo CepriioBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiaANOBIAanbHOI 3a
dapmakoHarnsg B YkpaiHi. 3miHa
MicLe3HaxomKeHHs macTep-danna
cuctemun cbapmakoHarnsgy Ta noro
HoMmepa.
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
186. | M-KACT TabneTku XyBarsnbHi AypobiHgo IHais AypobiHgo ®apma Jlimiteq IHais BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/14341/01/01
no 4 mrno 10 ®dapwma JlTg - FOHiT VI MaTepianis: 3miHn | Tuny - 3miHn Wwoao peuenmom
TabneTtok y Gnictepi; 6e3nekn/edeKkTMBHOCTI Ta
no 3 6nictepu B capmakoHarnsgy. BeegeHHst abo 3MiHn
KapTOHHiI kopobui [0 y3aranbHEeHUX AaHuX npo cuctemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHVX AaHUX Npo cuctemy
dapmakoHarnsay, 3MiHa ynoBHOBaXEHOT
ocobu, BianoBiaanbHOT 3a 3AiNCHEHHS
chapmakoHarnsigy; KOHTakTHoOi ocobu 3
bapmakoHarnsgy 3asiBHVKa ansi
30iNCHEHHs hapmakoHarnagy B YKpaii,
SKLLO BOHA BiAMiHHA BiJ YNOBHOBaXEHOI
ocobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay (BKMHOYaUmM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
darnna cuctemun papmakoHarnsgy) -
3MiHa KOHTaKTHOI ocobu 3asiBHUKa,
BiANoOBiganbHOI 3a hapMmakoHarnag B
YkpaiHi. [itova pegakuis: CamornneHko
ApTtem Nasnosuy. NponoHoBaHa
pegnakuis: CaByeHko AmuTtpo CeprinoBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHOI 3a
capmakoHarnag B YkpaiHi. 3mMiHa
MiCLie3HaxXOMKeHHA MacTep-danna
cuctemu cbapmakoHarnsgy Ta noro
Homepa.
187. | MOBECNA3M TabneTkn, BKpUTI TOB «Mosi YkpaiHa Caa Xenckea J1ta, IHgis; IHais/ BHECEHHS 3MiH IO peecTpauiiHnX bes UA/10010/01/01
o6onoHkoto, no 10 Xenc» Megiton ®apmacbtoTikan YropwuHa matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI. peuenma
Tabnetok y 6nictepi; IiTA., YropwuHa oToBWI Nikapcbkuin 3aci6. KoHTponb
no 1 abo 2 6nictepu roTOBOro fikapcbKkoro 3acoby. 3miHa y
Y KapTOHHIN nauui; MeToAax BUNpobyBaHHS roTOBOro
no 20 TabneTtok y nikapcbkoro 3acoby (He3HayHa 3MiHa y
6nicTepi; no 1 3aTBEpKEHNX MeTofax BUNpobyBaHHs) -
Gnictepy B HesHauHi 3miHn go metoay I4-
KapTOHHIN navui cnekTpodoToMeTpii ANA KinbKiCHOro
BM3Ha4Y€HHHA CUMETVKOHY, a came: -
YTOUHIOETBCS Npunag Ans nepemMillyBaHHst
Ta yacToTa nepemillyBaHHsi 3paskis npu
npo6oniaroToBLj; - YTOYHIOETLCSA AOBXMHA
XBUMi Npu Makcumymi abcopbuii; -
He3HauHi pefakuiviHi NpaBKM N0 TEKCTY
188. | MOBECNA3M TabneTtkn, BKpUTI TOB «Mosi YkpaiHa CaBa Xenckea J1lta, IHais; IHgis/ BHECEHHS 3MiH 0O peecTpaLiiHnx - UA/10011/01/01
o6onoHkoto, in bulk: Xenc» Megiton ®apmacbtoTikan YropwuHa matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.

no 5000 TabneTtok y
noAgiiHoMy
nonieTuneHoBomy
nakeTi y KOHTenHepi

Jita., YropwuHa

oToBWI Nikapcbkuii 3aci6. KoHTponb
roTOBOroO fikapcbkoro 3acoby. 3miHa y
MeTofax BUNpobyBaHHS roTOBOroO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPIAKEHNX METOAAX BUNPOOYBaHHS) -
HesHauHi 3MiHn go metoay 14-
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
cnekTpodoToMeTpii A4ns KirbKicHOro
BMU3HAYEHHS CUMETUKOHY, a caMme: -
YTOYHIOETBCH Npunag Ans nepemMilyBaHHst
Ta yacToTa nepemillyBaHHs 3paskiB npu
npo6oniAroToBLi; - yTOYHIOETECS AOBXMHA
XBUIi Npy MakcumyMi abcopbuii; -
He3HayHi pefakUinHi NpaBKu No TEKCTY
189. | MOMETA3OH- crpen HasanbHui TOBAPUCT Ykpaina KOHTPOIb SKOCTi, BUMYCK Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a He UA/18999/01/01
300POB'A [030BaHUN, BO 3 cepii: MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom nionsieae
CyCneHasis, OBMEXEH ToBapuncTBO 3 0OMEXEHOI0 6e3nekn/edeKkTMBHOCTI Ta
50 mkr/gosy, no 60 Oto BiAMOBIAANBLHICTIO dapmakoHarnsagy. 3miHn y KOpoTKiv
no3 abo no 140 go3 BIAMNOBIOA "papmaueBTnYHa XapaKkTepucTu1Li Nnikapcbkoro 3acoby,
y dhnakoHi 3i cnpen- JIbHICTIO KoMnaHisi "3gopos'a”, TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
Hacocom Ta «KOPIOPA YkpaiHa; Bci cragii MEANYHOro 3aCTOCYBaHHS
3aXMCHUM uiA BUPOGHMLTBA, BMMYCK reHepUYHMX/ribpnaHnx/GionogiGHNX
KOBMa4ykom; no 1 «300POB’A cepii: nikapcbkux 3acobiB Nicns BHECEHHS Tiel

dnakoHy y kopobui 3
KapTOHY

»

ToBapncTBO 3 06MEXEHOI0
BiANOBIgaNbHICTIO
"papmaueBTnYHa

KoMnaHisi "3gopos's”,
YkpaiHa;
KOHTPOSb SIKOCTi:

ToBapncTBO 3 06MEXEHOI0

BiANOBIgaNbHICTIO
"®APMEKC I'PYyI",
YkpaiHa

camoi 3MiHu Ha pedepeHTHUI npenapar
(3MiHa He noTpebye HajaHHS KOAHMX
HOBWX JOAATKOBUX AaHWX). 3MiHN BHECEHO
[0 IHCTPYKLUii Ans Mean4Horo
3aCTOCYBaHHs! NiKapCcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactTueocTi",
"MokasaHHsA", "lMpoTunokasaHHs",
"B3aemogia 3 iHWNMK NikapCbKUMm
3acobamu Ta iHWi BUaM B3aemonin",
"OcobnuBocTi 3acTocyBaHHA",
"BacTocyBaHHs1 y nepiog BariTHocTi abo
rofyBaHHs rpyaar”,"Cnocib 3actocyBaHHS

Ta go3un", "Oitn", "MNepeno3yBaHHs",

"MobiuHi peakuii" BignoBigHoO oo
iHdbopMmaUii Wwoao MeguyHoro
3aCTOCyBaHHS pedepeHTHOro nikapcbKoro
3acoby (Ha3oHekc, cnpeit HazanbHui, 50
MKr/go3y). BBegeHHsi 3MiH npoTsirom 6-Tu
MicauiB nicnsa 3aTBepmkeHHs. CynyTHs
3MiHa - 3MiHn Woao
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3miHa(n)
[0 3060B'A3aHb Ta yMOB BMAadi
peecTpaLiiHOro NOCBIgYEHHS, BKIOYaoum
MnaH ynpaeniHHA pusmkaMmm
(3acTocyBaHHS TEKCTY, SIKUI NOTOMKEHUN 3
KOMMETEHTHUM opraHoMm). 3asiBHUKOM
HafaHo oHoBneHwn MNnaH ynpasniHHA
pu3ukamm Bepcis 1.0. 3miHM BHeceHo Ao

yacTtuH: | «3aranbHa iHdopmauis» Il

«Cneumdikauis 3 6eanekm»

V «3axogu 3 MiHimizauii puaukis» VI
«Pestome nnaHy ynpasniHHS pusukamm»
VIl «JopaTkun» (odaTku 7,8) y 3B’A3Ky 3

OHOBMEHHsIM iHbopMalii 3 6e3neku giroyoi
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
PEeYOBMHY MOMETA30H BiAMNOBIAHO A0
OHOBIEHOI iHchopmalLlii 3 6e3neku
pedhepeHTHOro nikapceKoro 3acoby
HasoHekc, cnpen HazanbHun. Pestome
MnaHy ynpasniHHA pusnkamm Bepcia 1.0
[0[aeTbes.
190. | MOHYPAN rpaHynu gns 3amboH ITanis 3amboH CaiTuepnaHng LLiBenuapis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/9833/01/01
oparnbHOro po34nHy C.INA. Iira. matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
no3r;no8r CepTudikat BignosigHocTi/[E-cepTudikat
npenapaty (3 r BiZNOBIgHOCTI €Bponenchkin
AitoY0i pevoBuHN) B dapmakonei/moHorpadii. lMoaaHHA HoBoro
nakeTi; no 1 abo 2 abo oHoBeHoro cepTudikata
NnakeTn B KAPTOHHIN BiNOBIgHOCTI 260 BUNYYEHHS
navui cepTtudpikaTa BiaNoOBIAHOCTI €BPONENChKin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixKHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
pevoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkin hbapmakonei) - OHoBReHWN
cepTudikaT Big yxXe 3aTBepAXeHOro
BMPOOHWKa - NogaHHsA HOBOro cepTudikaTty
BiAMOBIAHOCTI €Bponencokin dapmakonei
CEP 2020-370-Rev 03 ans AdI
cocchoMiumHy TpomeTamon Big BXe
3aTBEepAKEHOro BMpobHuka Zach System
S.A., France B 3B’3Ky 3 MOJOBXEHHSAM
nepiogy nepekoHTponio A®I, BUNy4YeHHAM
BMPOGHMKa MPOMIXXHOIO NPOAYKTY,
[ofdaBaHHAM KofiB igeHTudikaTopiB Ha3BKn
Ta agpecu BUpobHuka ADI, BUNyYeHHs
3a3HayYeHHs hopmu BriacHocTi «S.A.» 3
Ha3Bu BnacHuka CEP Ta BupobHuka ADI
(3aTBepgkeHo: RO-CEP 2020-370-Rev 02
Zach System S.A., France;
3anponoHoBaHo: CEP 2020-370-Rev 03
Zach System, France).
191. | HA3O-CMPEN 3 crpen HasanbHuw, TOBAPUCT YkpaiHa ToBapncTBO 3 0OMEXEHOI0 Ykpaina BHECEHHS 3MiH IO peecTpauiiHnX bes UA/12989/01/01
EKCTPAKTOM 0,5 mr/mMmn no 15 mn BO 3 BianoBiganbHicTO matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi. peuenma
AINOE y bnakoHi 3i ckna 3 OBMEXXEH "®apmaueBTuyHa [oToBWI Nikapcbkuil 3aci6. 3MiHK y
KnanaHoM-HacocomM, Olo KomnaHis "3aopos's”, BMPOGHMLTBI. 3MiHa po3Mipy cepil
HasarnbHO BIAMNOBIOA YkpaiHna: (Bci ctagii (Bknrtovatoum AdianasoH po3Mipy cepii)
Hacafkoto- JIbHICTIO BMPOGHMLTBA, KOHTPOIb roTOBOrO MikapcbKoro 3acoby (36inbLUueHHs
posnuniosayem Ta «KOPIOPA AIKOCTI, BUNYCK cepii); 0o 10 pasiB NOPIBHSHO i3 3aTBEPAKEHUM
3aXUCHUM LA ToBapucTBO 3 06MEXEHOH po3mipom) - BBeeHHs goaaTkoBoro
KoBMaykom; no 1 «300POB’A BignoBiganbHiCcTO po3mipy cepii npenapaTty AN ynakoBKku no

nakoHy y kopobuyj;
no 20 mn y donakoHi
noniMmepHomy 3
KrnanaHoM-HacocoM,
Ha3anbHo

»

"®apmaueBTnyHa
KoMnaHisi "3popos's”,
YkpaiHa (Bci cTagii
BMPOBHMLTBA, OKPIM
KOHTPOIIO SIKOCTi Ta

15 mn y dnakoHax Ne1 uexy ®XL,
ainbHuui MPJTOCTaA y 3B’3ky 3
BUPOGHMYOK HEODXIAHICTHO,
3aTBepakeHo: Lex ®XL, ainbHuus
MPJ1®CraA po3swmip cepii cknagae: 12,000
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
HacaaKot- BWMNYCKy cepii) TMC. yn. no 15 mn y conakoni (180,000 n)
posnuniosayem Ta 9,000 tuc. yn. no 20 mn y cpriakoHi
3aXUCHUM (180,000 n) uex MIN®, ginbHMLA MXKK
KOBMaykom; no 1 po3mip cepii cknngae: 12,000 Tuc.yn. no
nakoHy y kopobui 15 mn y dnakoni (180,000 n)
3anponoHoBaHo: uex PXLI, ginsHuusa
MPJ1®CtaA po3awmip cepii cknagae: 12,000
Tunc. yn. no 15 mn y conakoni (180,0001)
9,000 TrC. yn. no 20 mn y crakoHi
(180,000 n) 33,333 Tnc. yn. no 15 mny
cnakoHi (500,000n) uex MJT®, ginbHUus
MK posmip cepii cknngae: 12,000 Tuc.
yn. no 15 mn y donakowi( 180,000 n)
192. | HANTE3IH® TabneTkn, BKpUTI KPKA, o.4., CnoseHis BMpOo6HMUTBO "in bulk", CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/8938/01/02
POPTE NniBKOBOKO HoBo mecTo NepBUHHE Ta BTOPUHHE IHgis/ maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
o6ornoHkoto, no 550 nakyBaHHsi, KOHTPOSb Ta Cepbis [oToBMI nikapcbkuii 3aci6. 3miHK y
mr no 10 TabneTtok y BMNYCK cepii: BMPOGHMLTBI. 3amiHa abo BBeAEHHSA
6nictepi, no 1 abo 2 KPKA, a.a., HoBo mecTo, [04aTKOBOI AiNbHULI BUpOBHMUTBA Anst
Gnictepn y CnoBeHisi; 4YacTMHKU abo BCbOro BUPOBHMYOro
KapTOHHIN kopobLi BMpOo6HMUTBO "in bulk", npoLiecy roToBOro nikapcbKkoro 3acoby
nepBUHHE Ta BTOPUHHE (BiNbHMUS ONst NEPBUHHOIO NakyBaHHS). Y
nakyBaHHS: 3B'A3KY 3 BUPOOHUYO HEOOXiOHICTIO
lOHiyem JlabopaTopiec [0[AETbCs BUPOOHUK Ans NEPBUHHOIO
NimiTen, IHais; nakyBaHHsi Hemofarm a.d. Vrsac, Serbia.
NnepBUHHE Ta BTOPUHHE 3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nakyBaHHs: nikapcbkuii 3aci6. 3mMiHM y BUPOOHULTBI.
XEMO®APM A.L., Cepbist 3amiHa abo BBeAeHHS 4OAaTKOBOI
AinbHWUi BUpobHULTBa Ans YacTuHu abo
BCbOr0 BUPOBHMYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (ginbHuUUsA Ans
BTOPUHHOIO NaKyBaHHS)-
Y 3B'A3Ky 3 BUPOGHWYOI HEObXiAHICTO
nofaeTbest BUPOOHUK A5t BTOPUHHOTO
nakyBaHHst Hemofarm a.d. Vrsac, Serbia.
193. | HANPO®® TabneTkn, BKpUTI TOB YkpaiHa YOoPNA MEOVLMH INAY TypeuunHa BHECEHHS 3MiH 10 peecTpauiiHnX 3a He UA/12506/01/02
NniBKOBOO "yorPng CAH. BE TIK. A.LL. matepianis: 3MiHu | Tuny - 3MiHn Wwopno peuenmom nionsieae
obonoHkot, no 550 MEOMLINH" 6e3nekn/edekTMBHOCTI Ta

mr; no 10 TabneTok
y bnicTepi; no 1 abo
2 6nictepu B
KapTOHHiI kopobLyi

dapmakoHarnaay. 3miHa y KopoTkil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MEeOUYHOro 3aCTOCyBaHHsI Ha niacTa.i
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
©e3nekn 3acToCyBaHHS fikapCbKOro
3acoby B nicnsipeecTpaLiiHunii nepioa, abo
SIK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
NPOBEAEHMX Bi4NOBIAHO 4O NnaHy
nepiaTpuyHux gocnigxens (PIP) (3MiHy
Y3rO[DKEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHVMM OpraHom)
3MiHM BHECEHO [0 iHCTpyKUii aAns
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
MELMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ainu "OcobnmeocTi
3acTocyBaHHs", "lMobivHi peakuii”
BiZNOBIgHO O OHOBMEHOI iHGhopMmaLlii 3
6e3neku Aitlo4oi pevoBuHW. BBeaeHHS 3MiH
NpoTArom 6-Tn MicsiLiB nicns
3aTBEpPAKEHHS
194. | HEBIAP® MIOC TabneTku, BKPUTI TOB Ykpaina MAT "KniBmegnpenapart”, Ykpaina BHECEHHS 3MiH 40 peecTpauifiHnX 3a He UA/17352/01/01
NniBKOBOIO "APTEPIYM YkpaiHa MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom | nidnsieae
060s0oHKOo0, No 5 nTao” (BUPOBHMLTBO 6e3nekn/edeKkTMBHOCTI Ta

mr/12,5 mr, no 10
TabneTtok y Gnictepi;
no 3 Gnictepu B
nayui

(dbacyBaHHs) 3 npoayKuii
in bulk cipmn-BUPOGHHMKa
danH dyac eHg
®apmacsbtoTikanc H.T.M.
C.MN.A., ITanis
(BMPOGHULITBO, NEPBUHHE
Ta BTOPUHHE MaKyBaHHS,
KOHTPOIb SIKOCTi, BUMYCK
cepii))

dapmakoHarnsagy. 3miHn y KOpoTKiv
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MEeOUYHOro 3aCTOCyBaHHS
reHepUYHMX/ribpnaHnx/GionogiGHNX
nikapcbkux 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHu Ha pedepeHTHUI npenapar
(3MiHa He noTpebye HajaHHS KOAHMX
HOBWX JOAATKOBUX AaHWUX) 3MiHW BHECEHO
[0 IHCTPYKLUii Ans Mean4Horo
3aCTOCYBaHHs! NiKapCcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactTueocTi",
"MokasaHHs", "B3aemogis 3 iHwWumun
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemogin", "OcobnmneocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaat”, "Oitn", "MobiuHi
peakuii” 3rigHo 3 iHpopmalieto Wwoao
MeOMYHOro 3aCTOCYBaHHSA pedepeHTHOro
nikapcbkoro 3acoby (HEBINIET® MJKOC
5/12,5, TabneTku, BKpUTi NNIBKOBOO
000noHKO)

BBeaeHHs 3MiH NpoTsrom 6-Tu Micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
wono 6esnekun/edekTMBHOCTI Ta
apmakoHarnsgy. 3miHa y KopoTkil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi
MeAMNYHOro 3aCTOCYBaHHs! Ha MiACcTaBi
perynsipHo OHOBIOBaHOrO 3BTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3nekn 3aCcTocyBaHHSs! MikapcbKoro
3acoby B nicnsipeecTpaLiiHnii nepioa, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 JOCTIOKEHb,
nNpoBeAeHWX BiANoBigHO A0 nnaHy
nepiatpuyHux gocnigxens (PIP) (3MiHy
Y3ro4)KEHO 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHoM) 3MiHU BHECEHO
00 IHCTPYKUii Ans Mean4Horo
3aCTOCYBaHHS nikapcbKkoro 3acoby y
po3ainu "B3aemogis 3 iHWrMun
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n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
nikapcbkumu 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs"
BiZNOBIgHO O OHOBMEHOI iHGhopMmaLlii 3
Ge3neku fito4oi pe4yoBnHU. BBeaeHHs 3miH
npoTarom 6-Tn micauis nicns
3aTBEpPAKEHHS
195. | HEMPOHTIH TabneTku, BKPUTI MPO®APM ManbTta Axragic Jltg ManbTta BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/13402/01/01
NniBKOBOO A marepianis: 3MiHu | Tuny - 3MiHn Woao peuenmom | niidnseae
obonoHkoto, no 10 IHTepHeLHN 6e3nekn/edeKkTMBHOCTI Ta
mr, no 14 TabneTok TpenguHr dapmakoHarnagy. 3MiHu y KopoTKil
y GricTepi; no 2 Jlimiteq XapakTepucTuL Nnikapcbkoro 3acoby,
Gnictepn y TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
KapTOHHIN navui MeONYHOro 3acToCyBaHHS
reHepuYHMX/ribpnaHnx/6ionogidHNx
nikapcbkux 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHM Ha pedepeHTHUI npenapat
(3miHa He noTpebye HagaHHSA XOOHWUX
HOBWX JOAATKOBUX AaHWX). 3MiHN BHECEHO
00 iHCTPYKUiT 4na MeguyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3ainu "®apmakoTepaneBTMYHa rpyna.
Kog ATX" (wono Ha3eu 6e3 3aMiHu kogy
ATX), "®apmakonoriyHi BnacTneocTi",
"Moka3aHHa", "B3aemogis 3 iHwWumMmn
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemogin", "3acTocyBaHHS y nepiog
BariTHoOCTi abo rogyBaHHs rpyaar”,
"Cnocib 3acTocyBaHHs Ta go3u", "Oitn",
"MepenosyBaHHa", "TobIuHI peakwii”
3rigHo 3 iHhopMmaLliero Woa0 MegnyHoro
3aCTOCyBaHHsi pehepeHTHOro nikapcbKoro
3acoby (ABIKCA, TabneTku, BKpUTI
nniskoBot 060noHkow, 10 Mr).
196. | HIPYPOKCA3UAO cycneHsist oparnbHa, TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/10558/01/01
200 mr/5 mn; no 90 "TepHodap marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuyenmom
mn y 6aHui abo m" 6e3nekn/edekTMBHOCTI Ta
dnakoHi; no 1 dapmakoHarnsgy (iHwi 3amiHn) 3miHn
dnakoHy abo 6aHui BHECEHO Y TEKCT MapKyBaHHS NepBUHHOI
B nayui pasom 3 (n. 7, 17) Ta BTOPUMHHOI (N. 3, 7, 11, 17)
MipHOI MOXKOH YNaKoBOK fikapcbKkoro 3acoby; a Takox
BUIyYEHO J0AaTKOBI TEKCTU MapKyBaHHsI
yNakoBOK 3 iH(opMaLi€to Woao norotuny
ancTtpub'toTopa. TepMiH BBEAEHHS 3MiH
NpoTSArom 6 MicsLIB Micnsi 3aTBEPAXKEHHS.
197. | HYPO®EH® TabneTkn, BKPUTI PekkiTT Benuka PekkiTT BeHkisep Xenckep Benuka BHECEHHS1 3MiH 40 peecTpauiiHnx bes UA/6313/02/02
obornoHkot, no 200 BeHkizep BputaHisa IHTepHewwHn MimiTeq BpuTtaHisa marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma nionszae
Mr ro 6 Tabnetok y Xenckep 6e3nekn/edeKTMBHOCTI Ta
GnicTepi; no 1 IHTepHeLwHn hapmakoHarnsigy. 3miHa y KopoTkiii
Gnictepy B TimiTen

KapTOHHiI kopoOLyj;
no 8 Tabnetok y

XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPyKLUii Ans
MeAMYHOro 3acTOCYBaHHs Ha NiacTasi
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ynakoeka) noceio4yeHHs1
6nicTepi; no 1 perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
6nictepy B nikapcbkoro 3acoby, abo gocnigxkeHb 3
KapTOHHi KOpooLyi; 6e3nekn 3acToCcyBaHHS fikapCbKOro
no 12 rabnetok y 3acoby B nicnsipeecTpauiiiuii nepiog, abo
6nictepi; no 1 abo 2 AIK pe3ynbTaT OLiHKV 3BITy 3 AOCHIAKEHD,
Gnictepn B npoBefeHnx BigNoBiAHO 4O NnaHy
KapTOHHIl kopobui neaiatpuyHmx gocnigxeHns (PIP) (iHwi
3MiHM) - 3MiHM BHECEHO [0 iHCTPYKUiT Ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby no po3giny "lMepenosyBaHHs"
BiANOBIgHO [0 OHOBMEHOI iHhopMmaLlii 3
Ge3neku gito4oi pedoBmHM (iBynpodeHy)
3rigHo 3 pekomeHaauismm PRAC.
BBeneHHs 3miH npoTtarom 12-tu micauis
nicns 3aTBepAKEHHS!
198. | HYPO®EH® 12+ TabneTkn, BKpUTI PekkiTT Benvka PekkiTT BeHkisep Xernckep Benvka BHECEeHHs1 3MiH 40 peecTpauiiHnx be3 nidnsieae UA/10906/01/01
obornoHkoto, no 200 BeHkizep BpuTtaHis IHTepHewHn fimiteq BputaHisa marepianis: 3MiHu | Tuny - 3MiHn Wwono peuenma
Mmr; no 12 TabneTtok Xenckep 6e3nekn/edeKkTUBHOCTI Ta
y bnicTepi; no 1 abo IHTEepHeLwWwHnN tapmakoHarnagy. 3MiHa y KopoTKil
2 6nictepn B JlimiTen XapaKTepucTu1Li Nnikapcbkoro 3acoby,
KapTOHHIl kopobui TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MeAMNYHOro 3aCTOCYBaHHs! Ha MiAcTaBi
perynspHO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHs 3
6e3nekn 3aCcToCcyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepion, abo
SIK pe3ynbTaT OUiHKK 3BIiTY 3 AOCHIOKEHb,
NpoBeAeHMX BiANoBIAHO A0 NnaHy
nepiaTpnyHmx gocnigpkens (PIP) (iHwi
3MiHW) - 3MiHM BHECEHO A0 IHCTPYKUIii Ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby no posainy "lMepenosyBaHHs"
BiANOBIgHO [0 OHOBMEHOI iHpopmaLlii 3
6e3neku gitoyoi pevoBuHM (iIBynpodeHy)
3rigHo 3 pekomeHaauisvm PRAC.
BBeaeHHs 3MiH npoTsarom 12-Tu micauis
nicns 3aTBEpPAXKEHHS!
199. | OKCANIMNATUH KOHLIeHTpaT Ans Akkopa MonbLa BMPOGHMLITBO NiKapCbKOro IHgis/ BHECEHHS 3MiH IO peecTpauiiHnX 3a He UA/19530/01/01
AKKOPO PO34MHY Ans Xenckea 3acoby, nepBuHHE Ta Benvka matepianis: 3miHu | Tuny - peuenmom | nidnsizae
iHdpy3int no 5 mr/mn; Moncka Cn. BTOPWHHE MaKyBaHHS, BpuTanis/ AamiHicTpaTVBHI 3MiHW. 3MiHa Ha3BU
no 10 mn, 20 mn, 40 3.0.0. KOHTPOIb SKOCTI cepii, YropmHa/ nikapcbKkoro 3acoby - 3miHa Ha3Bu
MA 'y cnakoHi; no 1 €eKCMopT Ha AiNbHULI0 ITanis/ nikapcbkoro 3acoby. [livova pefnakuis:
BUWMYCKY cepii: MonbLya OKCAJAK / OXALAC. MNponoHoBaHa

dnakoHy B nadui

IHTac ®apmachktoTikanc
NimiTen, IHAis;
IHTac ®apmacstoTikan3a
Nimiten, IHois;
OiNbHULUS 3 KOHTPOMO
AKOCTI:
ACTPOH PECbOPY
JIIMITE[, Benuka

pepakuis: OkcaninnatuH Akkopg, /
Oxaliplatin Accord
BBeaeHHs 3MiH NnpoTsrom 6-Tu Micauis
nicns 3aTBepoXeHHs. 3MiHn | Tuny -
AOMiHiCTpaTUBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHULI (BKMHOYa4M
AinbHUUi ans A®l, npomixkHOro NpoayKTy
abo roToBoro nikapcbkoro 3acoby,
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BpuTtaHis; OiNbHUUI NS NPOBEAEHHS NaKyBaHHS,
OiNbHMUSA 3 KOHTPOIIO BMPOGHWKa, BiAMoBiAanNbHOMO 3a BUMYCK
SIKOCTI: cepin, MicLe NpoBeaeHHs KOHTPONO cepii)

PAPMABATNIA NTa.
MikpobionoriyHa
nabopaTopisi , YropLuHa;

OiNbHMLUSA 3 KOHTPOIIO
SAKOCTI:
JIABAHANIBIC
C.P.JlItanis;

BTOPWHHE NaKyBaHHS:
AKKOP[ XEJICKEA
NIMITE[, , Benuka
BpuTtaHis;

BignoBiganbHWM 3a BUNYCK
cepii:
Akkopp Xenckea [Noncka
Cn. 3 0.0. Cknag
ImnopTepa, MonbLwa

abo nocTayanbHVKa BMXIQHOrO maTepiany,
peareHTy abo AONOMiKHOT pEYOBUHM
(sKWo 3a3HayveHo y focbke). BunyyeHHs
BMPOGHWKa, BiAMNOBiAaNbHOro 3a BUMYCK
cepii: Akkopg Xenckea Jlimiteq, Benuka
BpuTaHis. 3anuwaroTbea anbTepHaTUBHUN
BUPOGHMK BigNoBiganbHUin 3a BUMYCK cepii:
Akkoppa Xenckea Moncka Cn. 3 0.0. Cknag
IMnopTepa, MNonbLua. 3MiHK BHECEHO 40
IHCTPYKUIT ANS MeaNYHOro 3acTocyBaHHs
nikapcbkoro 3acoby y posginu "BupobHuk",
"Micue3Haxoa)XeHHsi BUpobHUKa Ta
agpeca Micua npoBagKeHHst Noro
DisinNbHOCTI", SIK HACMIAOK BUNYYEHHS
TEKCTYy MapKyBaHHS YNaKoOBKW NiKapCbKOro
3acoby. BeeaeHHst 3MiH NpoTaroM 6-tu
MicAUiB Micnsa 3aTBepAXeHHS. 3miHu | Tuny
- 3MiHu wopno 6eanekn/edeKTUBHOCTI Ta
capmakoHarnagy. 3MiHu y KopoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MEAMNYHOrO 3aCTOCYBaHHS!
reHepuyHMX/ribpnaHux/6ionogidHNx
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
caMoi 3MiHW Ha pedepeHTHUI npenapaT
(3miHa He noTpebye HagaHHSA XOOHNX
HOBWX JOAATKOBUX AaHWX). 3MiHN BHECEHO
00 IHCTPYKUii Ans Mean4yHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3gin "Mob6iyni peakuii" BignosigHo go
iHdbopMaUii Wwoao MeguyHoro
3aCTOCyBaHHS pedepeHTHOro nikapcbKoro
3acoby (ENNIOKCATWH, koHueHTpaT ans
pO34unHy Ans iHdys3iit). BBeaeHHs 3miH
npoTtsarom 6-Tu micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK Wwoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil
XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans
MEeOUYHOro 3aCTOCyBaHHS
reHepUYHMX/ribpnaHux/6ionodidHNX
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUIA Npenapar
(3miHa He noTpebye HagaHHSA XOOHWX
HOBUWX JOAATKOBUX AaHWX). 3MiHU BHECEHO
[0 IHCTPYKLUii Ana Mean4Horo
3aCTOCYBaHHS NiKapcbKoro 3acoby y
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PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

po3ainu "®apmakonoriyHi BnactTueocTi",
"OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHH4A rpyaar” BignosigHo ao
iHcpopmaii Lwoao meanyHoro
3acToCyBaHHs pedepeHTHOro nikapcbkoro
3acoby (ENTOKCATWH, koHueHTpaT ans
pO34unHy ans iHdysin). BBeaeHHs 3miH
NpoTSArom 6-Tn MicsLiB nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/ePekTMBHOCTI Ta
capmakoHarnagy. 3MiHa y KopoTKil
XapaKkTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeOU4YHOro 3acTocyBaHHs Ha nigcTa.i
perynsipHo OHOBIOBAHOrO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHs 3
6e3nekn 3acTocyBaHHS NikapCbKOro
3acoby B nicnsipeecTpauiiHuii nepiog, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 OCTIOKEHb,
npoBefeHnx BigNoOBIAHO 4O NnaHy
neaiatpuyHmx gocnimxkeHs (PIP) (3MiHy
Y3ro4KEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHom). 3MiHu
BHECEHO A0 iHCTPYKLUii ANS MeanyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3ainu "B3aemogis 3 iHWmMmn
nikapcbknuMu 3acobamu Ta iHWi BUuaun
B3aemopin", "OcobnmneocTi 3acTocyBaHHS",
"MobiuHi peakuii" BignoBigHoO oo
OHOBIeHOI iHopMaLii 3 6e3neku gitoyoi
peyoBuHW. BBEeAeHHS 3miH npoTarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS

200.

OKCUA A30TY
MECCEP

ras MmegudHmnin
CTUCHEHUR, Y
6anoHax o6'emom 2
n,10n

HouipHe
nignpuemMcTs
o «Meccep
YkpaiHa»

YkpaiHa

Meccep AscTpis TM6X

ABCTpIs

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3miHn | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHeHUX AaHuX Npo cucTemy
apmakoHarnagy (BBegeHHs
y3aranbHeHUX AaHux npo cuctemy
bapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsify; KOHTaKTHoi ocobu 3
dapmakoHarnsagy 3asiBHVKa Ans
34icHeHHs bapmakoHarnsgy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobwu, BignoBifanbHOI 3a 34iNCHEHHS
apmakoHarnagy (BKMYarym KOHTaKTHi
[OaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
canina cuctemn chapmakoHarnsgy) -
3miHa ynoBHOBaXkeHOT 0cobu 3asiBHUKA,

3a
peuenmom

UA/19268/01/01
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Ymoeu
eionycky
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yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

BignoBiganeHoi 3a hapMakoHarnsag,.
Litova pegakuisi: JloroBcbka IpuHa
IBaHiBHa. NponoHoBaHa pefakuis:
ApemeHko MapiaHHa MukonaiBHa.

3MiHa KOHTaKTHMX AaHWX YNOBHOBAaXXEHOI
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
chapmakoHarnsag,.

201.

ONACIH®

TabneTtku, Wo
avcnepryoTecs B
POTOBIV NOPOXHWHI,
no5wmr;no7
TabneTtok y Gnictepi;
no 4 Gnictepu B
KapTOHHIN navui

TOB
"ACIHO
YKPATHA"

Ykpaina

IxeHedapm CA

[peuis

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikat

Bi4NOBIQHOCTI €BpONEenchbKii
dapmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBeHoro cepTudikata
BiANOBIgHOCTI abo BUNy4YeHHs
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro

MaTepiany/peareHTy/NpoMiKHOro

NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (CepTUdikaT BiAMOBIAHOCTI
€Bponecbkin dhapmakonei) - OHoBNEeHWiA
cepTudikaT Big yXXe 3aTBepAXEHOro

BUPOOHMKA - MOAAHHSA OHOBMNEHOrO
cepTudikaTta BignoBigHOCTI €Bponenchkii
capmakonei Ne R1-CEP 2012-050-Rev 02

(nonepeans Bepcia R1-CEP 2012-050-
Rev 01) anst A®| onaH3aniHy Big Bxe
3aTBepakeHoro BupobHuka Solara Active
Pharma Sciences Limited.

3a
peuenmom

UA/18649/01/01

202.

OJIACIH®

TabneTkn, Wo
avcnepryoTecs B
POTOBI NOPOXHWHI,
no 10 mr; no 7
Tabnetok y 6nictepi;
no 4 6nictepu B
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

Dxenedapm CA

peuis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/lE-cepTudikat

BiQMNOBIAHOCTI €BpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUMy4eHHs
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna ADI; onsa BUXigHoro
marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peyvoBUHYM (cepTudikaT BiANOBIgHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro

BMPOOHWKa - NoAaHHSA OHOBMEHOrO
cepTudpikaTa BignoBigHOCTi EBponenchkin
dapmakonei Ne R1-CEP 2012-050-Rev 02

(nonepepaHs Bepcis R1-CEP 2012-050-
Rev 01) anst A®| onaH3aniHy Big Bxe
3aTBepaKeHoro BMpobHuka Solara Active
Pharma Sciences Limited.

3a
peuenmom

UA/18649/01/02
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n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
203. | ONONATAAMH Kpanni O4Hi, pO34mH, TOB CnoBaulbka TOB «YHIMEL ®APMA» CrnoBaubka BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/20019/01/01
YHIME[] ®APMA 1 mr/mn, no 5 mn «YHIME[ Pecny6nika Pecny6nika | marepianis: 3minu Il Tuny - 3miHun 3 siKOCTI. peuenmom
abono 10 mny DPAPMA» AODI. (iHwWi 3MiHM) 3MiHK y 3B’A3KY 3
dnakoHi- OHoBreHHAM Bepcin ASMF Ha AdI
KpanenbHu1ui; no 1 ornonartaavHy rigpoxnopua BUpoOHMUTBA
dnakoHy- F.I.S. FABRICA ITALIANA SIN-TETICI
KpanenbHuui B S.p.A., ltaly. 3aTBepaxeHa Bepcisi:
KapTOHHiI kopobui Applicant’s Part, Version 04 - June 2018
Applicant’s Part, updating - February 2019
Applicant’s Part, updating - March 2021
OHoeneHa Bepcia: Applicant’s Part, v.05 -
June 2023 BeeaeHHs 3MiH npoTarom 6-tn
MicsLiB Micnsa 3aTBEpPAXEHHS.
204. | OMHOMNOH HEO PO3YMH ANS iH EKUiN TOBAPUCT YkpaiHa ToBapncTBO 3 06MEXEHOI0 Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/17471/01/01
no 1 mn B amnyni; BO 3 BignoBiganbHICTO maTepianis: 3miHu | Tuny - peuenmom
no 5 amnyny OBMEXEH "XapkiBcbke AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs
6nictepi; no 1, 2 abo (0];0] dapmMaueBTUYHE BUPOBHMYOT OinNbHUL (BKITHOYA0UM
20 GnicTepiB y BIAMNOBIOA nignpmemcTteo "300poB's AinbHUUi gnsa A®l, npomixkHoro npoaykTy
KopobLi 3 KapTOHY JIBHICTHIO Hapoay" abo roToBOro fikapcbkoro 3acoby,
«KOPIOPA [inNbHUL AN NPOBEAEHHS MaKyBaHHS,
LA BMpoGHMKa, BignoBiganbHOro 3a BUMycK
«300POB’A cepil, MicLe NpoBeaeHHs KOHTPONo cepii)
» abo nocTayanbHVKa BMXIQHOTO marepiany,
peareHTy abo 4ONOMiIKHOT pe4yoBUHM
(AIKLLLO 3a3HaYeHO Y AOCkE) - BunyyeHHs
BMpo6HuKa AD| MNManasepuHy
rigpoxnopuay dipmu BAT "Ip6iTcbkuin
XiMiko-chapMaLeBTUYHMI 3aBOA",
Pocivicbka ®epepauis 3atBepmkeHo: BAT
«|pbiTcbkuiA XiMiko-dbapmaLeBTUYHUIA
3aBof», Pociicbka ®epepauisi; Recordati
Industria Chimica E Farmaceutica S.P.A.,
Italy. 3anponoHoBaHo: Recordati Industria
Chimica E Farmaceutica S.P.A., Italy.
3miHn | Tvny - 3miHu 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHW y BUPOGHULTBI.
3miHa po3mipy cepii (Bkntovatouu AianasoH
po3Mipy cepii) roTOBOro nikapcbkoro
3acoby (3meHweHHs go 10 pasis) -
BBEJEHHs foAaTKoBoro po3mipy cepii 13
3artBepgxeHo: 75,0 n (68181 amnyn)
3anponoHoBaHo: 75,0 n (68181 amnyn)
popaTtkoBui po3mip cepit 15,0 n (13636
amnyn)
205. | OHIMNI3A TabneTku, BKPUTI Actpa3eHek Benuka Bupo6HuuTBO: CLA/ BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/10715/01/02
NNiBKOBOIO a oK BpuTaHis AcTtpa3eHeka Benvka matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
o6ornoHkKoto, no 5 wmr, Timiteq dapmacbtotukanc I, Bpuranis/ CeprudikaT BignosigHocTi/lE-cepTudikat
no 10 Tabnetok y CLUA; MakyBaHHs1, BUMYCK Lseuis BiANOBIAHOCTI €EBpONENChHKIl

GnicTepi; no 3
6nictepu B
KapTOHHI kopobui

cepii: Actpa3eHeka HOK
Tlimiten, Benuka
BpuTaHis; KoHTponb

apmakonei/moHorpadii. 3miHK, noB's3aHi
3 HeOOXiHICTIO NPUBEAEHHS Y
BiANoBigHiCTb o0 MoHorpadii APY abo
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
sikocTi: AcTpa3eHeka AB, €Bponewckkoi hapmakonei, abo iHWwoi
LLIBeuisi; KoHTponb sIKOCTi: HauioHanbHoiI hapmakonei gepxasu €C
Actpa3eHeka Ab, LLBeuis (3miHa y cneumdikauii HedhapmakonenHoro
A®| ona npuBeneHHs y BiANOBIOHICTb A0
Bumor ®Y abo €Bponencbkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
capmakonei gepxasu €C) - AD| - 3miHn
0o cneundikadii Ha Aoy peyoBUHY
CakcarnintvH, a came 3abeaneyeHHs
BiZNOBIgHOCTi HOBI MOHOrpagii €P Ha
CakcarnintuH. BeegeHHs 3MiH npoTsrom
6-TV MicauiB nicns 3aTBEPAKEHHSA
206. | OHIMNI3A TabneTkn, BKPUTI AcTtpa3eHek Benvka Bupo6HuLTBO: CLIA/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/10715/01/01
NniBKOBOIO a oK BpuTtaHis Actpa3eHeka Benuka matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
obonoHkKoto, no 2,5 Nimiteq dapmacbtotukanc I, BpwuTaHis/ CepTudikat BignosigHocTi/[E-cepTudikat
mr, no 10 TabneTtok CLUA; MakyBaHHs, BANYCK LLBeuis BiNOBIgHOCTI €Bponenchkin
y bnicTepi; no 3 cepii: Actpa3eHeka FOK dapmakonei/moHorpadii. 3miHW, NoB'asaHi
Gnictepu B Nimiten, Benuka 3 HEOOXiAHICTIO MPUBEAEHHS Y
KapTOHHIl kopobui BpuTtaHis; KoHTponb BignoBigHicTb 4o MoHorpadii APY abo
akocTi: Actpa3eHeka AB, €sponewcbkoi dapmakonei, abo iHwoi
LLBeuis; KOHTponb siKOCTi: HauioHanbHoi hapmakonei gepxasu €C
Actpa3eHeka Ab, LLBeuis (3miHa y cneumdikauii HedhapmakonenHoro
A®I ona npuBedeHHs y BiANOBIAHICTb A0
Bumor [J®Y abo €sponeiicbkol
tapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C) - AP - 3miHn
0o cneundikadii Ha Aito4y peyoBUuHy
CakcarnintuH, a came 3abe3neyeHHs
BiZNOBIQHOCTI HOBI MOHOrpadii €P Ha
CakcarnintuH. BBegeHHst 3MiH NpoTarom
6-TW MicauiB nicna 3aTBepAXKEHHS
207. | OMEPOHIKC NOPOLLIOK ANA AHaHTa Benuka AnaHTa Megikeap Jlimiteq IHAisa BHECEHHS 3MiH IO peecTpauiiHnX 3a He UA/15264/01/02
PO34MHY AN iH eKuin Megikeap BpuTaHis matepianis: 3miHu | Tuny - peuenmom | nidnsizae
abo iHdysinno 2r; 1 Inra. AOMiHicTpaTMBHI 3MiHW. 3MiHa Ha3BU
(NaKoH 3 MOPOLLKOM nikapcbKkoro 3acoby.
y kopobLji 3 kapToHy 3MiHM BHECEHO LLOAO Ha3BM MikapcbKoro
3acoby - 3atBepmxeHo: AEHILE®
(DENICEF) 3anponoHoBaHo:
OlMNEPOHIKC (OPERONIKS)
BBegeHHs 3miH npoTsarom 3-x micauis
nicns saTBepaAXeHHs
208. | OPTO®EH- TabneTku, BKPUTI TOBAPUCT YkpaiHa BCi cTagii BUpo6bHMLUTBa, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/7252/01/02
300POB'Ad ®OPTE | o60mnoHkoto, BO 3 KOHTPOIb SIKOCTi, BUMYCK MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom
KMLLIKOBOPO34UHHi, OBMEXEH cepii: 6e3nekn/edeKTMBHOCTI Ta
no 50 mr; no 10 (e]0] ToBapucTBO 3 06MEXEHOH dapmakoHarnsgy (iHwi 3amiHu) 3miHn
Tabnetok y 6nictepi; | BIOAMNOBIAA BiAMOBIAANbHICTIO BHECEHO B TEKCT MapKyBaHHsi BTOPVUHHOI
no 1 abo no 3 JIbHICTHIO "PapmaLeBTUYHa YMNaKoOBKM NikapCbKOro 3acody y nyHKTH 3,
Gnictepu B «KOPIOPA KoMnaHisi "3popos's”, 5, 6, 11, 17 Ta B TEKCT MapKyBaHHS
KapTOHHiI kopobLyi LA YkpaiHa NEepBUHHOI YNaKoBKW B NYHKTU 2, 5, 6.
«300POB’A BCi cTagii BUpobHMLTBA, Takox BUNy4YeHo JoOaTKOBUM TEKCT

»

KOHTPOIb SIKOCTI, BUNYCK

MapKyBaHHsi (i3 3a3Ha4YeHHsSIM TOpProBoi
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
cepii: Mapku "Solution pharm"). BBegeHHs1 3MiH
ToBapucTBO 3 0OMEXEHOID npoTarom 6-Tn micauis nicns
BiANOBIgANbHICTIO 3aTBEpPAKEHHSA
"®APMEKC Py,
YKpaiHa

209. | NAHTOrAM Tabnetku no 250 mr TOB YkpaiHa MAT «MoHdapm» YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/15416/01/02

no 10 Tabnetok y "POKET- matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom | niidnseae

6nictepi, no 5 DAPM" ['oTOBWI NiKapCbkWii 3aci6. 3miHn y

GnictepiB y
KapTOHHIN nayui

BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO
SIKOCTi FOTOBOIO MikapcbKoro 3acoby
(3amiHa abo goaaBaHHsi BUPOOHUKa, Lo
BignNoBigae 3a BBe3eHHsi Ta/abo Bunyck
cepii) - Bkntoyaroun
KOHTpOnb/BUNpobyBaHHsA cepii - BBeaeHHs
BMPOGHMKa, Lo Bignosigae 3a BUMNycK
cepii, BKIovaum
KOHTpOnb/BUNpobyBaHHs cepii MAT
"MoHdapm" YkpaiHa, Yepkacbka 061.,
YMmaHcbKkuin paiioH, ceno AespamiBka, Byn.
3aBogackka, 8. 3MiHM BHECEHI B iIHCTPYKL0
Onsi MEOUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby y posginu "BupobHuk",
"MicuesHaxoaxeHHsi BUpoOHUMKa Ta noro
agpeca Micus NpoBamKEHHs AisnbHOCTI" 3
BiANOBIOHUMW 3MiHAMWN B TEKCTi
MapKyBaHHs ynakoBok. 3MiHu | Tuny -
3MiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHun y BUpo6HMLTBI. 3amiHa abo
BBEAEHHS 0AAaTKOBOI AinNbHUL
BMPOGHMLTBA ANst YacTUMHU abo BCbOro
BMPOBHMYOro NpoLecy rotoBoro
nikapcbkoro 3acoby (AinbHWUS, Ha skl
npoBoasTbcs Oyab-ski BUpOOHMYI cTag;l,
3a BUHATKOM BUMYCKY CEpil, KOHTPOMIO
SIKOCTi, NEPBMHHOIO Ta BTOPUHHOIO
nakyBaHHs, ANl HECTEPUNbHUX MiKapCbKMX
3acobiB) BeegeHHs BUpobHuKa, Lo
BignNoBigae 3a NOBHUIA LMK BUPOBHMLUTBA
MAT "MoHdapm" YkpaiHa, Yepkacbka
061., YMaHcbKuiA paiioH, ceno ABpamiBka,
Byn. 3aBoacbka, 8 CynyTHs 3miHa - 3MiHK
3 AKocTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUpoOHMLTBI. 3aMiHa abo BBeAEHHS
[o4aTKoBOI AinbHULI BUpoBHULTBa Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLecy roToBOro fikapCbKoro 3acody
(BiNbHUUS ANst BTOPUHHOTO NaKyBaHHS) -
3MiHu 3 sikocTi. FoTOBUMIA Nikapcbkuii 3aci6.
3MiHun y BUpo6HMLTBI. 3amiHa abo
BBEJEHHS [0AAaTKOBOI AiNbHULL
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMPOGHMLTBA ANs YacTMHU abo BCbOro
BMPOGHMYOro NPOoLECY rOTOBOrO
nikapcbkoro 3acoby (ainbHUUa ans
NepBUHHOIO NakyBaHHs1) 3MiHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. BunyyeHHs
BUPOBHMYOT OinNbHUL (BKMHOYa04M
AinbHUUi onsa A®l, npomixkHoro NnpoaykTy
abo roToBoro nikapcbkoro 3acoby,
AiNbHWLI ANst NPOBEeAEHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOro 3a BUMYCK
cepin, micLe NpoBeaeHHS KOHTPOMO cepir)
abo nocTavyanbHKKa BUXIQHOrO matepiany,
peareHTy abo 4ONOMiIXKHOT pe4oBUHM
(IKLLO 3a3HAYEHO Y AOCHE)
BunyuyeHHs BUpoOHUYOI ainbHuui 3AT
"OB6HiHCbKa XiMiko-(hapMaLeBTUYHA
komnaHis" Pocincbka ®epnepadis, 249036,
Kanyabka obnactb, M. OGHiHCEK, KuiBcbke
woce, 6ya. 103, 6ya.107. BeegeHHst 3MiH
npoTtarom 6-Tu micauis nicns
3aTBEpPOKEHHS

210.

NIPAUETAM

Tabnetku no 200 wmr;
no 10 tabnetoky
Gnictepi; no 6
GnicTepiB y nayui 3
KapTOHY

MPAT
"XIMOGAPM3
ABO[Q
"YEPBOHA
3IPKA"

YkpaiHa

MNPAT "XIMGAPM3ABO[

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asBHUKa
(BNacHuka peecTpauinHoro NocBiAYEHHS) -
3MiHa HaMMeHyBaHHS 3asiBHMKa Ta 3MiHU Y
HanucaHHi agpecu 3asBHWKa (BNacHuka
peecTpauiiHoro noceiayeHHs). BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEpOKEHHS. 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBafXeHHSs QisinbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKNOYaum AinbHuULI
BMNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUpoGHWK/iMnopTep,
BKITH0MAKO4M BUMNYCK CEPIlt) - 3MiHa
HaliMeHyBaHHSA BUpOGHMKa 113 Ta 3miHn y
HanucaHHi agpecy BupobHuka 13, 3miHn
BHECEHO B po3ainu "BupobHuk" Ta
"Micue3Haxoa)XeHHs1 BUpoOHUKa Ta
agpeca Micusi NpoBapKEHHS NOro
[isinbHOCTI" B IHCTPYKLUiIO ANs Meau4Horo
3aCTOCYBaHHS Ta SK HACMidOK - Y TeKCT
MapKyBaHHS YNaKoBKW NikapcbKoro
3acoby. BBegeHHsi 3MiH npoTsirom 6-Tu
MiCsILiB Micnsi 3aTBEPAXKEHHS.

3a
peuenmom

He
nidnsieae

UA/5788/01/01

211.

MNIPALUETAM

Tabnetku no 400 wmr;

MPAT

YkpaiHa

NPAT "XIM®PAPM3ABO[

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

He

UA/5788/01/02
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

no 10 Tabnetok y
GnicTepi; no 6
GnicTepiB y nayui 3
KapTOHY

"XIMOAPM3
ABOf]
"4EPBOHA
3IPKA"

"4YEPBOHA 3IPKA"

matepianie: 3miHu | Tuny -
AMmiHiCTpaTu1BHI 3MiHW. 3MiHa
HalMeHyBaHHS Ta/abo agpecu 3asiBHUKa
(BnacHuKka peecTpaLiiHoro Noceig4eHHs) -
3MiHa HaMeHyBaHHS 3asiBHUKa Ta 3MiHW Y
HanucaHHi agpecu 3asiBHUKa (BnacHuka
peecTpauiiHoro noceigyeHHs). BBeaeHHs
3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS. 3MiHM | TUny -
AOMiHicTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
NpoBafXXeHHA QisNbHOCTI
BMpoGHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKMoYa4m ginbHULi
BUMYCKy cepii abo Micue npoBeaeHHs
KOHTPOJIO SIKOCTI. (QiSANbHICTb, 3a sIKy
BignoBigae BMpoGHuk/iMnopTep,
BKITHOYa04M BUMYCK Cepiit) - 3MiHa
HaiMeHyBaHHsi BUpoOHuKa M3 Ta 3aMiHn y
HanucaHHi agpecu BupobHuka 13, 3miHn
BHECEeHO B po3ainu "BupobHuk" Ta
"Micue3Haxoa)XeHHsi BUpobHUKa Ta
agpeca Micusa npoBafKeHHS Moro
DisnbHOCTI" B IHCTPYKUiO AN MeQUYHOro
3aCTOCYBaHHsI Ta K HACMidoK - Y TEKCT
MapKyBaHHS YMaKoBKW NikapCbKOro
3acoby. BBegeHHst 3MiH npoTsirom 6-1u
MicsiLiB Micnsi 3aTBEPAXKEHHS.

peuenmom

nidnsieae

212.

NMONI3AHON

CyCneH3isl opanbHa,
40 mr/mn, no 105 mn
y cbnakoHi; no 1
dnakoHy y nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”, YkpaiHa
(BTOPUHHE NaKyBaHHS,
KOHTPOMb AKOCTi, BUNYCK
cepii 3 mpoaykuii in bulk
ipM-BMpobHUKiB Padapm
C.A,, Ipeduis
(BUMpPOBOHMLTBO, NEPBUHHE
Ta BTOPWHHE rpynose
nakyBaHHSI, KOHTPOIb
cepii, Bunyck cepii in bulk)
abo OxxeHedapm C.A.,
[peuis (BTOpUHHE rpynose
nakyBaHHSI, KOHTPOIb
cepii, BUNycK cepii in
bulk))

Ykpaina
[Tpeuis

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn wWono
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKin
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MEeAMYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
©e3nekn 3acToCyBaHHS MiKapCbKOro
3acoby B nicnsipeecTpadiiHnii nepiog, abo
SIK pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHb,
NPOBEAEHMX Bi4NOBIAHO 4O NnaHy
nepiaTpuyHux gocnigxens (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YNOBHOB&XXEHUM OpraHom). 3MiHu
BHECEHO A0 iHCTPYKUii Ans MeanyHoro
3aCTOCYBaHHsI NikapCcbKoro 3acoby y
po3ainu "B3aemogisi 3 iHWMMK
nikapcbkuMu 3acobamu Ta iHWi BUuau
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"Mo6iyHi peakuii" BignoBigHO A0
OHOBIeHOI iHdopMaLii 3 6e3neku gitoyoi

3a
peuenmom

He
nidnsieae

UA/18482/01/01




167

[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

peyoBUHM BBegeHHs 3MiH NpoTsarom 6-tm
MicsLIB 3 4aTV 3aTBEPKEHHS.

UA/10626/01/02

213.

NPAJAKCA®

Kancynu TBepAi no
110 mr; no 10
Kancyn y énicrepi;
no 6 Gnictepis y
KapTOHHiI kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwwHN

m6X

Himeyumna

BepiHrep IHrenbxamm
®apma MmbX i Ko. KI"

Himeyumna

BHECEHHS 3MiH 0O peecTpauinHuX
matepianis: 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. BunyyeHHs
BUPOBHMYOT OinNbHUL (BKIHOYa04M
AinbHuUi ana A®l, npomikHOro NpoaykTy
abo roToBoro nikapcbkoro 3acoby,
AiNbHWL ANs NPOBeAEHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOro 3a BUMYCK
cepin, micLe NpoBeaeHHS KOHTPOMO cepir)
abo nocTavyanbHKKa BUXIQHOrO matepiany,
peareHTy abo 4ONOMiIKHOT pe4oBUHM
(IKLLO 3a3HAYEHO Y AOCHE) -

[Onsa posdysaHHa 75 wmr, 110 mr: BuganexHsa
anbTepHaTUBHUX NOCTaYanbHUKIB
BVXifHOro martepiarny Aito4oi pe4oBUHN
BIBR 1048 Diamine:
-Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany; -Bidachem S.p.A, Italy;
-Lonza Ltd, Switzerland; -Siegfried
Evionnaz SA, Switzerland; -Boehringer
Ingelheim Chemicals, Inc, USA.
3anuwatoTbes anbTepHaTUBHI
nocTayanbHVKM BUXIQHOTO maTepiany
nitovoi pevoBuHu BIBR 1048 Diamine:
Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China; Koei
Chemical Co. Ltd., Japan; AGC Pharma
Chemicals Europe, S.L.U., Spain.
BupaneHHs anbTepHaTUBHUX
nocTayanbHVKIB BUXIGHOTO martepiany
gitoyoi pevosuHn BIBR 1048 Oxa Acid: -
Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany; -Boehringer Ingelheim
Chemicals, Inc, USA. 3anuwatotbest
anbTepHaTWBHI NocTavanbHUKW BUXIOHOTO
MaTepiany gito4oi pedosuHu BIBR 1048
Oxa Acid: Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China;
AllessaProduktion GmbH, Germany;
Bidachem S.p.A., Italy. Takox BHOCATb
penakTopchki NpaBky 40 Ha3BW | agpecu
BMPOGHVKa BUXIQHOTO MaTepiany Aito4oi
peyvoBuHM n-hexyl Chloroformate: (Byno:
Saltigo, CAE Betrieb, CHEMPARK
Leverkusen, 41538 Dormagen, Germany;
Crano: Saltigo GmbH, CAE Betrieb,
CHEMPARK Dormagen, 41538
Dormagen, Germany).

3a
peuenmom

214.

Kancynu Teepai no

BepiHrep

Himeyymna

BepiHrep IHrenbxanm

HimeyuymHa

BHECEHHS 3MiH 40 peecTpauiiHnx

3a

UA/10626/01/03

NPAJAKCA®
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168
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

150 mr; no 10 IHrenbxanm dapma 'M6X i Ko. KI matepianie: 3miHu | Tuny - peuenmom

Kancyn y énictepi; IHTEepHeLwwHN AaMiHicTpaTMBHI 3MiHU. BunyyeHHs

no 3 abo 6 Gnictepis m6X BUPOBHMYOT OinNbHUL (BKIHOYa04M

AinbHUUi onsa A®l, npomixkHoro NnpoaykTy

Y KapTOHHIl kopobui

abo roToBoro nikapcbkoro 3acoby,
AiNbHWLI ANA NPOBeAEHHS NaKyBaHHS,
BMPOOHWKa, BiANOBIAANLHOrO 3a BUMYCK
cepin, micLe NpoBeaeHHS KOHTPOMO cepir)
abo nocTavanbHvKa BUXigHOro Matepiany,
peareHTy abo LONOMIKHOT pe4oBUHM
(AKLLIO0 3a3HaveHo y Aocbe) - Ans
posyBaHHAa 150 mr: BuganeHHs
anbTepHaTMBHMX NOCTavanbHUKIB
BVXifHOro Marepiarny Aito4oi pe4oBUHN
BIBR 1048 Diamine:
-Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany;
-Bidachem S.p.A, ltaly; -Lonza Ltd,
Switzerland;

-Siegfried Evionnaz SA, Switzerland,;
-Boehringer Ingelheim Chemicals, Inc,
USA.
3anuwarTbesa anbTepHaTUBHI
nocTayanbHUKN BUXIAHOTO MaTepiany
nitoyoi peyosuHun BIBR 1048 Diamine:
Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China; Koei
Chemical Co. Ltd., Japan; AGC Pharma
Chemicals Europe, S.L.U., Spain.
BvpaneHHsa anbTepHaTUBHUX
noctavanbHUKIB BUXiAHOrO MaTepiany
nitoyoi pevosuHn BIBR 1048 Oxa Acid:
-Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany;
-Boehringer Ingelheim Chemicals, Inc,
USA.
3anuwatoTbCs anbTepHaTUBHI
nocTayarnbHVKW BMXIQHOTO maTtepiany
nitoyoi pevosuHn BIBR 1048 Oxa Acid:
Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China;
AllessaProduktion GmbH, Germany;
Bidachem S.p.A., Italy. Takox BHOCATb
penakTopchbki NpaBku [0 Ha3BW | agpecu
BMPOGHVKa BUXIQHOTO MaTepiany Aito4oi
peyoBuHM n-hexyl Chloroformate: (Byno:

Saltigo, CAE Betrieb, CHEMPARK

Leverkusen, 41538 Dormagen, Germany;

Crano: Saltigo GmbH, CAE Betrieb,
CHEMPARK Dormagen, 41538

Dormagen, Germany).
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Ymoeu

Peknam

Homep

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

eionycky

3a

yeaHHs

peecmpayiliHo2o
noceio4yeHHs1
UA/10626/01/01

215.

NPAJAKCA®

ynakoeka)
Kancynu Teepgi no
75 mr; no 10 kancyn
y BnicTepi; no 1 abo
3, abo 6 bnictepiB y
KapTOHHiI kopobui

BepiHrep
IHrenbxanm
IHTEepHewWwHn
m6X

Himeyumna

BepiHrep IHrenbxamm
®apma MmbX i Ko. KI

Himeyumna

BHECEHHS 3MiH 4O peecTpauinHuX
matepianis: 3miHu | Tuny -
AOMiHiCTpaTuBHI 3MiHW. BunydeHHs
BUPOBHMYOT OinNbHUL (BKIHOYa04M
AinbHuUi ana A®l, npomikHOro NpoaykTy
abo roToBOro fikapcbkoro 3acoby,
AiNbHWLI ANs NPOBeAEHHS NaKyBaHHS,
BMPOGHWKa, BiAMoBiAanNbHOMO 3a BUMYCK
cepin, MicLe NpoBeaeHHs KOHTPONKO cepii)
abo nocTayanbHKKa BMXIQHOrO maTepiany,

peareHTy abo AONOMiKHOT PEYOBUHM
(SIKLLLO 3a3HAYEHO Y AOCbE) -

[Onsa posdysaHHa 75 wmr, 110 mr: BuganexHs
anbTepHaTVBHUX NOCTaYanbHUKIB
BUXiAHOro maTepiany Aito4oi pe4oBUHN
BIBR 1048 Diamine:
-Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany; -Bidachem S.p.A, ltaly;
-Lonza Ltd, Switzerland; -Siegfried
Evionnaz SA, Switzerland; -Boehringer
Ingelheim Chemicals, Inc, USA.
3anuwatoTbesa anbTepHaTUBHI
nocTayarnbHVKV BUXIGHOTO maTtepiany
nitoyoi peyvosuHu BIBR 1048 Diamine:
Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China; Koei
Chemical Co. Ltd., Japan; AGC Pharma
Chemicals Europe, S.L.U., Spain.
BupaneHHs anbTepHaTUBHUX
nocTavarnbHUKIB BUXiAHOrO MaTepiany
gitoyoi pevosuHn BIBR 1048 Oxa Acid: -
Boehringer Ingelheim Pharma GmbH &
Co. KG, Germany; -Boehringer Ingelheim
Chemicals, Inc, USA. 3anuwatotbest
anbTepHaTWBHI NocTavarnbHVKW BUXIOHOMO
MaTepiany gito4oi pedosuHu BIBR 1048
Oxa Acid: Zhejiang Hisoar Chuannan
Pharmaceutical Co., Ltd, China;
AllessaProduktion GmbH, Germany;
Bidachem S.p.A., Italy. Takox BHOCATb
penakTopchKi NpaBky 40 Ha3Bu | agpecu
BMPOGHMKa BUXIQHOTO MaTepiany Aito4oi
peyoBuHM n-hexyl Chloroformate: (Byno:
Saltigo, CAE Betrieb, CHEMPARK
Leverkusen, 41538 Dormagen, Germany;
Crano: Saltigo GmbH, CAE Betrieb,
CHEMPARK Dormagen, 41538
Dormagen, Germany).
BHECEHHS 3MiH 40 peecTpauiiHnx

peuenmom

3a

UA/10626/01/01

216.

NPAJAKCA®

Karncynu Teepgi no
75 wr: no 10 kancyn

BepiHrep
IHrenbxanm

y bnicTepi; no 1 abo

IHTepHeLHN

Himeyunna

BepiHrep IHrenbxanm
Papma 'M6X i Ko. KIT

Himeuunna

matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.

peuernmom

ADI. KoHTponb API. 3miHa y napameTpax




170 [TponoBkeHHs 1oaarka 3
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
3, abo 6 bnictepiB y m6X crneungikaii Ta/abo gonycTMMmMx Mex,
KapTOHHiI kopobui BM3Ha4eHux y cneuundikauisx Ha API, abo

aueTaT: BuaaneHHs nokasHuka "Onuc" ta

BUOaneHHsa anbTepHaTuBHUX NOKa3HWUKIiB

"BigHocHa ryctunHa". -kapboHart Kanito:

BUXiOHWIA/MPOMDKHWUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y NMPOLIECI
BMpobHuuTBa A®I (iHWi 3MiHKW) - AnNs 003K
75 wr, 110 mr - 3MiHM cneuudikauin
BUXiOHWX MaTepianie ans BMpobHuuTBa
nitovoi pevoBuH aabiraTpaHy eTekcunaTy
(y Burnsgi mesunaty): -aueToH, YUCTUi
Onsi aHanisy (BUNyYeHHs anbTepHaTUBHUX
NokasHUKIB cneumdikauii Ha
ineHTndikauito: "laeHtndikauia bIY-
cnektpa", "lMokasHuK 3anoMneHHs",
"BigHOCHa ryctnHa"; BuaaneHHs
anbTepHaTUBHOIO BUNPOGYBaHHS Ha
BMU3HA4YeHHs Boau "CnekTpomeTpis
6nxHbOI iHppadepBoHoi obnacTi "BIY". -
aKTUBOBAHE BYTiNMs: BUOANEHHS
nokasHukiB crneumdikadii "Baxki metanun",
"3aniso", "Kanbuin", "Xnopnaun",
"CynbaTtn"; BUganeHHs
anbTepHaTUBHOIO BUNPOGYBaHHS Ha
BM3Ha4veHHs Boau "biamnepomeTpuyHe
TUTPYBaHHs 3a Kaprnom diwepom". -amiaky
po34unH 25% (TEXHIYHOT YncToTK):
BUOANEHHS NOKa3HUKa "30BHILLHIN
BUMSA"; AOAaBaHHS anbTepHaTUBHOIO
BUNpoOYyBaHHS Ha BU3HaAYEHHS 3ani3a
""paHnyHe BMNpobyBaHHSA 3rigHo USP
<241>. -meTaHcynbdOoHOBa K1croTa:
BupaneHHs nokasHuka "30BHiLLIHIl
Burnag; "loeHtudpikauis"; BuoaneHHs
anbTepHaTUBHOIO BUNPOGYBaHHS ANsi
BU3HAYEHHS BMICTY [il040i pe4oBUHN
"BigyanbHe TUTpyBaHHA". -H-ByTun

anbTepHaTMBHOIO BUNPobyBaHHSA Ha
BM3Ha4YeHHs Boau "CnekTpomeTpis
GnKHBOI iHPpadepBOHOI obnacTi;

ineHTndikauii "laeHTudikauis bIY-
cnektpa", "MNokasHuK 3anomMneHHs",
"BigHocHa rycTtuHa". -po3uunH
xnopvpynanagito (I1): BuganeHHs
nokasHuka "30BHilLHI BUrnsa”,
BuAaneHHs anbTepHaTUBHOIO
BMNPOOYBaHHSA Ha ifgeHTudiKau;to

BUOANEHHs NokasHuKa "30BHiLLHil

Burnag". -TeTparigpodypaH: BuaaneHHs
anbTepHaTMBHUX BUNPobyBaHb Ha
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
ineHTndikauito "MNMokasHUK 3anoMneHHs",
"BigHocHa ryctuHa"
217. | NPAOAKCA® Kancynuv Teepai no BepiHrep HimeuyunHa BepiHrep IHrenbxanm HimeuyunHa BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/10626/01/02
110 mr: no 10 IHrenbxanm ®apma MmbX i Ko. KI" matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
Kancyn y énictepi; IHTEepHeLwwHN A®I. KoHtpone A®I. 3miHa y napameTpax
no 6 Gnictepis y m6X crneungikauii Ta/abo gonycTMMmMx Mex,

KapTOHHiI kopobui

BM3Ha4eHux y cneuudikauisx Ha API, abo
BUXIOHWI/MPOMDKHWIA NpOdYyKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y NMPOLIECI
BUpobHMLTBa ADI (iHWi 3MiHW) - ANs [o3n
75 wr, 110 mr - 3MiHn cneuudikauin
BUXiOHWX MaTepianie ans BupobHuuTBa
nitoyoi pevoBuH gabiraTpaHy etekcunaTy
(y Burnsai mesunaty): -aueToH, YuCcTuin
Onsi aHanisy (BUNyYeHHs anbTepHaTUBHUX
nokasHuKiB cneumdikauii Ha
ineHTndikadito: "laeHTndikauis BIY-
cnektpa", "lMokasHuK 3anoMneHHs",
"BigHOCHa ryctnHa"; BuoaneHHs
anbTepHaTUBHOIO BMNpobyBaHHA Ha
BMU3HA4YeHHs Boaun "CnekTpomeTpis
GnmKHbLOI iHbpadepBoHoi obnacTi "BIY". -
aKTMBOBaHE BYTiNns: BUOaneHHsi
nokasHukiB crneumdikadii "Baxki metanun",
"3aniso", "Kanbuin", "Xnopuaun",
"CynbdaTtn"; BUOaneHHsi
anbTepHaTUBHOIO BUNPOGYBaHHS Ha
BU3Ha4YeHHs Boau "biamnepomeTpuyHe
TUTpyBaHHA 3a Kapriom ®iwepom"”. -amiaky
PO34MH 25% (TEXHI4YHOi YNCTOTH):
BUOANEHHS NoKasHUKa "30BHiLLHI
BUrMAA"; 4oAaBaHHSA anbTepHATUBHOMO
BUNpoOYyBaHHS Ha BU3HaAYEHHS 3ani3a
""paHnyHe BUNpobyBaHHs 3rinHo USP
<241>. -meTaHcynbdoHoBa KucnoTa:
BupaneHHs nokasHuka "30BHiLLIHIl
Burnag; "laeHtudikauis"; BuganeHHs
anbTEpPHATUBHOIO BUNPODYBaHHsS ANs
BU3HAYEHHS BMICTY [it040i pe4oBUHN
"BisyanbHe TUTpyBaHHS". -H-ByTnn
aueTaT: BuaaneHHs nokasHuka "Onuc" ta
anbTepHaTUBHOMO BUNPOGYBaHHS Ha
BU3Ha4YeHHs Boau "CnekTpomeTpis
OnKHbLOI iHbpauepBOHOI obnacTi;
BUAArNeHHs anbTepHaTUBHUX NMOKa3HUKIB
ineHTudikauii "laeHTudikauis bIY-
cnektpa", "MNoka3HuK 3anomMmneHHs",
"BigHocHa rycTtuHa". -po3uunH
xnopuaynanagito (I1): BuganeHHs
nokasHuka "30BHilLHI BUrnsa”,
BMAANEHHs1 anbTepHaTUBHOIO
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BMNPOOYBaHHSA Ha igeHTudikauito
"BigHocHa ryctuHa". -kapboHar kanito:
BUOANEHHs NokasHUKa "30BHiLLHIN
BUrngaa". -tetparigpodypaH: BuganeHHs
anbTepHaTUBHUX BUNPoByBaHb Ha
ineHTndikauito "MNMoka3HUK 3anoMneHHs",
"BigHoCcHa ryctnHa"
218. | NIPAOAKCA® Kancynu Teepgi no BepiHrep HimeyvunHa BepiHrep IHrenbxanm HimeyunHa BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/10626/01/03
150 mr, no 10 IHrenbxanm dapma 'M6X i Ko. KI matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
kancyn y énicrtepi, IHTepHeLwHnN A®I. KoHTponb A®I. 3miHa y napameTpax
no 3 abo no 6 mM6X cneumdikauin Ta/abo 4OMyCTUMUX MEX,

GnictepiB y
KapTOHHIl kopobui

BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXiOHWUIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BVKOPVCTOBYIOTBCS Y NMPOLIECI
BUpobHuLTBa ADI (iHWi 3MiHW) - Ans go3n
150 mr - 3miHKn cneundikaLii BUXiGHMX
MaTepianis 4ns BMpobHMUTBa Aitoyoi
peyoBuWH gabiraTpaHy eTekcunaty (y
BUIMA4i Me3unary): -aueToH, YuCTuiA onsi
aHanisy (BMNyYeHHs anbTepHaTUBHUX
nokKasHuKiB cneumdikauii Ha
ineHTndikauito: "laeHtndikauia bIY-
cnektpa", "MNoka3HuK 3anomMmneHHs",
"BigHOCHa ryctnHa"; BuoaneHHs
anbTepHaTUBHOMO BUNPOGYBaHHS Ha
BM3Ha4YeHHs1 Boau "CnekTpomeTpis
6nxHbOI iHppavepBoHoi obnacTi "BIY". -
aKTUBOBaHE BYTiNns: BUOANEHHS
nokasHUKIiB cnevudikauii "Baxki metanm",
"3anizo", "Kanbuin", "Xnopuan",
"CynbaTn"; BuganeHHs
anbTepHaTUBHOIO BMNpPobyBaHHA Ha
BU3Ha4YeHHs Boau "biamnepomeTpuyHe
TUTpyBaHHS 3a Kaprnom ®diwepom"”. -amiaky
po34unH 25% (TEXHIYHOI YncToTh):
BUOANEHHS NoKasHUKa "30BHiLLHI
BUMSA"; AOAaBaHHS anbTepHaTUBHOIO
BUNPOOYyBaHHSA HA BU3HAYEHHS 3ani3a
""paHnyHe BUNpobyBaHHs 3rinHo USP
<241>. -meTaHcynbdOoHOBa K1CroTa:
BupaneHHs nokasHuka "30BHiLLIHIN
Burnag; "laeHtudpikauis"; BuganeHHs
anbTepHaTUBHOMO BUNPOOYBaHHS Ansi
BM3HAYEHHS BMICTY Ail040i pEYOBUHM
"BisyanbHe TUTpyBaHHS". -H-ByTun
aueTaT: BuaaneHHs nokasHuka "Onuc" ta
anbTepHaTUBHOIO BMNpPobyBaHHSA Ha
BM3HaYeHHs1 Boau "CnekTpomMeTpis
GnxHBOI iHppavepBoHOiI obnacTi;
BUAANEHHs arnbTEPHATUBHNX MOKA3HWKIB
ineHTndikauii "lgeHTndikadis bIY-
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

cnektpa", "lMokasHuK 3anomMneHHs",
"BigHocHa ryctuHa". -po3unH
xnopvaynanagito (I1): BuganeHHs
nokasHuka "30BHilLHI BUrnsa”,
BUAANeHHs anbTepHaTUBHOIO
BMNPOOYBaHHSA Ha igeHTudikadito
"BigHocHa ryctmHa". -kapbGoHaT Kanito:
BUOANEHHS NOKa3HUKa "30BHILLHIN
BUrngaa". -tetparigpodypaH: BuganeHHs
anbTepHaTMBHUX BUNpobyBaHb Ha
ineHTudikauito "MNoka3HMK 3anoMneHHs",
"BigHocHa ryctnHa"

219.

NPAMINEKC®XR

TabneTtku
NPOOHroBaHoI Al
no 1,5 mr; no 10
TabneTtok y Gnictepi;
no 3 Gnictepny
KapTOHHIN nayui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

JTaBGopaTopioc HopMOH,

C.A.

IcnaHia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHn | Tuny - 3miHn Wwono
6e3nekn/edeKkTUBHOCTI Ta
capmakoHarnagy. 3MiHu y KopoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MEAMNYHOrO 3aCTOCYBaHHS!
reHepuYHMX/ribpnaHux/6ionogibHNx
nikapcbkux 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHM Ha pedhepeHTHUIN npenapar
(3miHa He noTpebye HagaHHS XOOHWUX
HOBWX JOAATKOBUX AaHWX). 3MiHN BHECEHO
0O iHCTPYKUiT 4na MeguyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3ainu "®apmakoTepaneBTUYHa rpyna.
Kog ATX " (wopo Ha3su 6e3 3miHu koay
ATX), "®apmakonoriyHi BnacTneocTi",
"MokasaHHs", "lMpoTunokasaHHs",
"B3aemogis 3 iHWKMM nikapCbKummn
3acobamu Ta iHWi Buam B3aemopnin",
"OcobnuBocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepiog BariTHocTi abo
rogyBaHHsa rpyaat”, "3gatHicTb BnnvBaTtu
Ha WBMAKICTb peakuii Npu KepyBaHHI
aBTOTpaHcnopToM abo iHWMMK
mMexaHiamamu”, "Cnocib 3actocyBaHHsA Ta
po3n", "MobiuHi peakuii” 3rigHo 3
iHbopMaUi€to WoA0 MeANYHOro
3acTOCyBaHHS pedepeHTHOro nikapcbKoro
3acoby (Mipanekc®r1, TabneTku
nponoHrosaHoi Aii, no 0,375 wmr, no 0,75
mr, no 1,5 mr). BBeaeHHs1 3MiH NpoTarom
6-TW MicsILiB Nicns 3aTBEPOXEHHS.

3a
peuenmom

He
nidnsieae

UA/15481/01/02

220.

NPAMINEKC®XR

TabneTtku
NPOOHroBaHoi Al
no 0,75 mr; no 10
Tabnetok y 6nictepi;
no 3 Gnictepny
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

JTabopatopioc HopmoH,

IcnaHia

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy. 3miHu y KopoTKili
XapaKTepucTumLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ans

3a
peuernmom

He
nionsieae

UA/15481/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

MeAMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionodibHUx
nikapcbkux 3acobiB Nicns BHECEHHS Tiel
caMoi 3MiHM Ha pedbepeHTHUI NpenapaT
(3MiHa He nNoTpebye HafaHHS KOAHMX
HOBWX JOAATKOBUX AaHKX). 3MiHN BHECEHO
00 IHCTPYKUii Ana MeaMyHoro
3aCTOCYBaHHsI NiKapCbKoro 3acoby y
po3ginu "®apmakoTepaneBTuMYHa rpyna.
Kog ATX " (woao Ha3su 6e3 3aMiHu Koy
ATX), "®apmakonoriyHi BnacTneocTi",
"MNokasanHs", "lMpoTnnokasaHHa",
"B3aemogia 3 iHWNMK NikapCbKUMmn
3acobamu Ta iHWi Buav B3aemopain",
"OcobnueocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaat”, "3gatHicTb BnnvBaTtu
Ha WBWAKICTb peakLuii Npu KepyBaHHi
aBTOTpaHcnopToM abo iHWMMK
mexaHiamamm”, "Cnocib 3actocyBaHHA Ta
nosun”, "Mo6iyHi peakuii” 3rigHo 3
iH(bopMauieto Wo40 MegnuyHOro
3aCTOCyBaHHS pedepeHTHOro nikapcbKoro
3acoby (Mipanekc®Il1[, TabneTku
nposioHrosaHoi Aii, no 0,375 mr, no 0,75
mr, no 1,5 mr). BBeaeHHs1 3mMiH npoTarom
6-TW MicsLiB Nicns 3aTBEPOXEHHS.

221.

MPUYENU TPABA

TpaBano 50ry
naykax 3 BHYTPILLHIM
naketom; no 1,5ry
dinbTp-nakeTi; No
20 ginbTp-nakeTiB y
nayui 3 BHYTpILWHIM
naketom; no 1,5ry
dinbTp-nakeTi; No
20 dinbTp-nakeTiB y
nayui.

MpAT
"IMikTpaBun"

YkpaiHa

MpAT "Mliktpasn"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6 (iHLwi
3MiHN) - BHeCeHHS 3MiH 40 HOpMyBaHHS
nokasHukiB «loeHTudikalis (30BHiLLHI
03HakM)» (JogaBaHHst onucy NiBKK
nakyBarnbHOI ); « TOBLUMHA MIiBKN»
(YTOYHEHHS1 oNYCTUMMX HOPM MOKa3HWKa)
cneungikaLii 3 KOHTPOSO NEPBUHHOIO
nakyBasnbHOro matepiany Ansi ynakoBku no
50 r y nayui 3 BHYTpiLLHIM nakeToM (nniBka
nakyBanbHa (MepBUHHA)).

6e3
peuenma

UA/5688/01/01

222.

NMPOHOPAH®

TabneTkn, BKpUTI
060noHkoto,
NPOOHroBaHoi Aii,
no 50 mr; no 15
Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHiI kopobLyi

ne
NABOPATY
AP CEPB'E€

®paHuis

JTabopaTopii Ceps' €
IHpacTpi

®paHuis

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
ADI. KoHTponb AdI. 3miHa y meToaax
BuNpobyBaHHs APl abo BuxigHOro
mMarepiany/npoMixxHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHmuTea AP| (He3HauHi
3MiHW Y 3aTBEPAXKEHUX MeToaax
BUMNpobyBaHHs) - HeaHauHi 3mMiHW y MeTopj
"X nns koHTponto nokasHuka "Related
substances" BuxigHoi pevyoBuH® 495-

3a
peuenmom

UA/4995/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayitiHo20
noceio4yeHHs1

Piperazine, sika BUKOPUCTOBYETLCS Nif Yac
BMpoGHMUTBa ADI Pirebidil. HeaHauHi
pegakuiviHi 3miHn

223.

npPonoeon
OAPMIOHIOH

emynbcia ans
iHdpysin, 10 mr/mn,
no 20 mn B amnyni,
no 5 amnyn y kaceti
B KapTOHHI Kopobui

Oonr Kyk
dapmacbioTi
kan Ko.,
Nra.

Kopes

Oonr Kyk ®apmachbtoTikan

Ko., N1Aa.

Kopes

BHECEHHS 3MiH 40 peecTpauifiHnX
marepianis: 3MiHu | Tuny - 3MiHn WwWoao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y KopoTkiv
XapaKTepucTuui nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ansi
MeAMYHOro 3aCTOCyBaHHs Ha MiAcTaBi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3
6e3nekn 3aCcToCyBaHHS MikapcbKoro
3acoby B nicnsipeecTpauiiHui nepiog, abo
SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHb,
npoBefeHnx BigNOBIAHO 4O NnaHy
nepiaTpnyHnx gocnigxens (PIP) (3miny
Y3rOo[KEHO 3 KOMMETEHTHUM
YNOBHOBaXEHUM OpraHom) - 3MiHu
BHECEHO [0 TEKCTY MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby, a came go n. 7 (IHLLI
OCOBJIMBI BACTEPEXXEHHA)
BTOPUHHOI YMaKOBKW 040 A0AABaHHSA
3acTepexeHHs 3 6e3nekn 3acTocyBaHHst
Ail0Y0i peyoBMHU Nponodon BianoBigHO
0o pekomeHgauin PRAC

3a
peuenmom

He
nidnsieae

UA/7499/01/01

224.

NPOCTATOH

rpaHynmno 10 r
rpaHyn y neHarni
noniMepHomy; no 1
neHany B nayui 3
KapToHy abono 5r
rpaHyn y KOHTenHepi
3 103yBaHHSAM; M0 2
KOHTEWHepu B nayui
3 KapTOHY

MpAT
"HauioHanb
Ha
[omeonaTtuy
Ha Cninka"

YkpaiHa

MpAT "HauioHanbHa
[omeonaTtuyHa Cninka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTepianis: 3miHu | Tuny - 3miHn Wwopo
©e3nekn/eeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
[0 y3aranbHEHUX AaHuX Npo CUcTemy
capmakoHarnsgy (BBeoeHHs
y3aranbHeH/X JaHUX Npo cuctemy
hbapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi
ocobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnsay; KOHTaKkTHoi ocobu 3
dapmakoHarnsgy 3asiBHVKa ans
3AiNCHEeHHA dapmakoHarnsay B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
tbapmakoHarnsgy (BKMYa4m KOHTaKTHi
OaHi) Ta/abo 3MiHM y po3MmilLleHHi MacTep-
darina cuctemu papmakoHarnsay) -
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHMKA,
BignosiganbHoI 3a hapMakoHarnsag.
[itova pegakuis: TkayeHko TeTsHa
MeTpiBHa. MNponoHoBaHa peaakuis: Enb
Kasnb Hartanis FOpiisHa

6e3
peuenma

UA/3827/01/01

225.

NyNbMIKOPT
TYPBYXAIEP

NMOPOLLOK Ans
iHransauin, 200
MKr/go3a; no 100

Actpa3eHek
a Ab

LBeuis

BUTOTOBJIEHHA,

HaroBHEHHS!, KOHTPOJb
AKOCTi, MapKyBaHHs,

LBeuis

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
CeptudikaTt BignosigHocTi/l E-cepTudikat

3a
peuernmom

UA/5552/02/02
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

003 y NNacTUKoBOMYy
iHransTopi; no 1
iHranaTopy y
KapTOHHIl kopobui

BTOPWHHE NaKkyBaHHSA Ta
BUMNYCK cepil:
Actpa3eHeka Ab

BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MNoaaHHA HoBoro
abo oHoBeHoro cepTudikara
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixKHOro
NpOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€sponewicbkin bapmakonei) - Hosun
cepTu@ikar Bif BXe 3aTBepaKEHOro
BMPOGHMKa - NogaHHsS HOBOro cepTudikaTy
BiAMOBIAHOCTI €Bponencokin apmakonei
Ne R1-CEP 2010-190-Rev 03 gns gitoyoi
peyvoBuHM Budesonide Big Bxe
3aTBepAKeHoro BupobHuka Minakem
Dunkerque Production, ®paHujsi. 3miHu |
Tmny - 3MiHK 3 sikocTi. CepTudpikaT
BignosigHocTi/lE-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBreHoro ceptudikara
BiNoOBIigHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna ADI; onsa BUxigHoro
marepiany/peareHTy/npoMixXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyYoBMHM (CepTUdikaT BiaNoBIgHOCTI
€Bponevicbkint hapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEpAXEHOro
BMPOGHMKa - MogaHHs HOBOro cepTudikaTy
BianosiaHocTi EP CEP R1-CEP 2016-043-
Rev 01 ans gitovoi peyosmHy Budesonide
Bif] BXXe 3aTBEPKEHOro BUPOOHUKA
ASPEN OSS B.V., Higepnanagm, 3
BKITHOYEHHSAM nepiogy NOBTOPHOrO
BUNpoOyBaHHs (24 micaui). 3miHu | Tuny -
3miHu 3 sikocTi. CepTuddikat
BignoBigHocTi/'E-cepTudikat
BiZNOBIQHOCTI €BpONenchkin
dapmakonei/MoHorpadii. MoaaHHs HoBoro
abo oHoBreHoro cepTudikarta
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
PeYOBUHM (CepTUdiKaT BigMOBIAHOCTI
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
€Bponewckkin hapmakonei) - Hosui
cepTudikaT Bif BXe 3aTBEpAXEHOrO
BMPOGHMKa - NogaHHs HOBOro cepTudikaTy
BianosigHocTi CEP RO-CEP 2021-491-Rev
01 gng gitoyoi peyosnHn Budesonide Big
BXe 3aTBepkeHoro BupobHnka ASPEN
OSS B.V., Higepnangw.
226. | NYNbMIKOPT NOPOLLOK ANs Actpa3eHek LBeuis BUIOTOBJIEHHS, LBeuis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/5552/02/01
TYPBYXANEP iHransyin, 100 a Ab HaMoOBHEHHS, KOHTPOSb matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom

MKr/go3a; no 200
03 y NNacTUKoBOMY
iHranaTopi; no 1
iHranaTopy y
KapTOHHIN kopobLi

SIKOCTi, MapKyBaHHS,
BTOPUHHE NaKkyBaHHS Ta
BUMYCK Cepii:
Actpa3eHeka Ab

CepTudikat BignosigHocTi/E-cepTudikat
Bi4NOBIQHOCTI €BpONEenchbKii
dapmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBeHoro cepTudikata
BiANOBIgHOCTI abo BUNy4YeHHs
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (CepTUdikaT BiAMOBIAHOCTI
€Bponeiickkin hapmakonei) - Hosui
cepTudikarT Bif BXe 3aTBepaKEHOro
BUPOOHMKA - MOAAHHA HOBOTO cepTudikaTy
Bi4NOBIgHOCTI €BponeWnchkin hapmakonei
Ne R1-CEP 2010-190-Rev 03 gns gitoyoi
peyoBuHM Budesonide Big Bxe
3aTBepAKeHOro BMpobHuka Minakem
Dunkerque Production, ®paHuis. 3miHu |
Tmny - 3MiHn 3 gxkocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat
BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BigNoBigHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI €BpONenchbKin
dapmakonei: gna A®l; ons BUxigHoro
marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BUPOGHMUTBI ADI; AnNs 4ONOMiKHOI
peyvoBUHM (cepTuUdikaT BiaNoBIgHOCTI
€Bponevicbkin bapmakonei) - Hosun
cepTudikart Big BXe 3aTBEpAXXEHOro
BMPOGHKKa - MoAaHHs HOBOro cepTudikaTy
BianosigHocTi EP CEP R1-CEP 2016-043-
Rev 01 ans gitovoi pevoBuHn Budesonide
BiJ BXe 3aTBEPOKEHOrO BUPOGHMKa
ASPEN OSS B.V., HinepnaHau, 3
BKITHOUYEHHSIM Nepioy NOBTOPHOIO
BUNpobyBaHHs (24 micsui). 3miHu | Tuny -
3miHu 3 akocTi. CepTudikar
BignoBigHocTi/lE-cepTudikat
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MNoaaHHA HoBoro
abo oHoBeHoro cepTudikara
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixKHOro
NpOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€sponewicbkin bapmakonei) - Hosun
cepTu@ikar Bif BXe 3aTBepaKEHOro
BMPOGHMKa - NogaHHsS HOBOro cepTudikaTy
BignosigHocTi CEP RO-CEP 2021-491-Rev
01 gns gitoyoi peyvoBuHn Budesonide Big
BXe 3aTBepmkeHoro BupobHuka ASPEN
OSS B.V., Higepnangw.

227.

PAMI CAHOO3®
KOMMO3UTYM

Tabnetku no 5 mr/25
mr; no 10 TabneTtok
y 6nicTepi; no 3
Gnictepn B

Canpos
dapmachHoTi
Kans g.n.

CnogeeHisi

ek C. A., MNonbwa
(BUPOBHMLTBO

Hepo3dacoBaHoro

NPOAYKTY, 4O3BIN Ha

MNonbwa/
Himeyumna

BHECEHHS 3MiH 4O peecTpauinHnX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat

BiNOBIgHOCTI €Bponenchkin

3a
peuenmom

UA/4259/01/02

KapTOHHil kopobui Bunyck cepii); Nek C. A.,
MonbLa (nepeuHHa Ta
BTOPWHHA yNaKkoBKa,
[03BiN Ha BMNycK cepii);
Cantotac ®apma 'M6X,

HimeyumHa (BUpoGHMUTBO

capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBreHoro cepTudikara
BiNOBIgHOCTI 260 BUNYYEHHS
cepTuddikata BignoBigHOCTI €Bponenchkii
dapmakonei: gna ADI; onsa BUXigHoro
marepiany/peareHTy/npoMiXXHOro

3a NOBHUM LI,IAKJ'IOM)

NPOAYKTY, L0 BUKOPUCTOBYHOTLCH Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyYoBMHM (CepTUdikaT BiaNoBIgHOCTI
€Bponevicbkint bapmakonei) - Hosui
cepTudikaT Bi HOBOro BUpOOHWKa (3aMiHa
abo JOoNoOBHEHHS)
noAaHHsi HOBOro cepTudikaTa
BiAMOBIAHOCTI €Bponencokin apmakonei
Ne R1-CEP 2009-083 — Rev 05 ans gito4doi
peyoBuHM Ramipril Big HOBOro BUpoGHWKa
Aarti Industries Limited (qonoBHeHHs).

228.

PAMIPA® 100

NopoLLOK Ans
0oparnbHOro po3vnHy
no 100 mr/0,5r, no
0,5ry cawe; no 10
abo 20 cawe y nayui
3 KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax

cneuudikauin Ta/abo JonycTUMUX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiOHWIA/MPOMDDKHUIA NpOJYKT/peareHT, Wwo

BUKOPUCTOBYOTHCS Y NMPOLIECI

BUPOGHMLUTBa AD| (BUNYyYEHHS HE3HAYHOTO
nokasHuKa sSIKOCTi (Hanpuknag, BUIy4YeHHs

3acTapinoro nokasHuka)) - BUNYYEHHs i3

cneuudikauii/MeToAiB KOHTPOO Aitoyoi

PEYOBUHM aLETUNLUCTEIH NOKa3HUKA

«Baxki meTanu» (ans BupobHukis MOEHS

6e3
peuyenma

UA/16428/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

IBERICA S.L., IcnaHis;; Wuhan Grand
Hoyo Co., Ltd., Kutan). 3minu | Tuny -
3MmiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneumdikauin Ta/abo
OONYCTUMUX MEX, BUSHAYEHUX Y
cneungikauisx Ha A®l, abo
BUXiOHWIA/MPOMDKHWUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTBLCS Y NPOLIEC
BUpobHMLTBa ADI (BUNYYEHHS HE3HAYHOro
noKasHuKa sIKOCTi (Hanpuknag, BUIyYeHHs
3acTapinoro NOKasHMKa)) - BUNyYEHHs i3
crneundgikaLii/MeToziB KOHTPONO Aitoyol
PEYOBUHM aLeTUINLMCTEIH NoKa3HUKa
«pH» ans supobHukis MOEHS IBERICA
S.L., Icnanisi; Wuhan Grand Hoyo Co.,
Ltd., Kutan). 3miHu | Tuny - 3miHn 3 sikocTi.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
MaTepiany/npomixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea AP (iHLwi 3miHM y
MeTofdax BUNpobyBaHHS (BKMOYaKun
3amiHy abo gonosHeHHs) AD| abo
BUXigHOro/MPOMIXKHOIO NPOAYKTY) - 3MiHN Y
MeTogax BUNpobyBaHHs Ans Aitoyoi
PEYOBMHN aLETUIUUCTEIH BUPOOHWKIB
MOEHS IBERICA S.L., Icnanis; Wuhan
Grand Hoyo Co., Ltd., Kutan 3a
NOKa3HMKOM «[1po30piCTb PO3UNHY». SMiHM
| Tuny - 3MmiHn 3 sikocTi. A®I. KoHTpornb
A®I. 3miHa y meTogdax BunpobyBaHHst ADI
abo BuxigHOro martepiany/npoMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP (iHWwi 3miHn y
mMeToAax BUNpobyBaHHSA (BKIOYao4n
3amiHy abo gonosHeHHs) AD| abo
BVXiIHOro/NpOMIDKHOTO MPOAYKTY) - 3MiHW Y
mMeToaax BUNpobyBaHHA ANS AitoYOoi
PEYOBMHM aLEeTUINUNCTEIH BUPOOHWKIB
MOEHS IBERICA S.L., Icnanis; Wuhan
Grand Hoyo Co., Ltd., Kutan 3a
NokKasHUKOM «LiMHK». 3miHn | TMny - 3miHn
3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBiAHOCTI €BpONENChKin
dapmakonei/moHorpadii. 3miHu, noB'asaHi
3 HeoOXiHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponewicbkoi hapmakonei, abo iHwoi
HaLujioHanbHoT dhapmakonei aepxasu €C
(iHLWi 3MiHW) - NpuBeAeHHS
crneungikaLii/MeToiB KOHTPOSO AiYoi
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

PEYOBVHM aLETUNUUCTEIH 3a NOKa3HUKOM
«lpeHTndikauisi» y BiANOBIAHICTb 4O BMMOr
MOHorpagii € 3 fogaBaHHAM NOCUNAHHSA
Ha €. 3MiHn | TUNY - 3MiHM 3 SKOCTI.
CeprudikaT BignosigHocTi/l E-ceptudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HEeOOXifHICTIO NpYBeAEHHs y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponewckkoi hapmakonei, abo iHWwoi
HauioHanbHoi hapmakonei gepxasu €C
(iHWi 3miHW) - NpuBeaeHHs
crneunikaLii/MeToaiB KOHTPONO Aitoyol
PEYOBMHM aLETUIUUCTEIH 32 MOKa3HMKOM
«KinbkicHe BU3Ha4YeHHSA» Y BiANOBIOHICTb
00 BUMOr MoHorpadgii €9 3 goaaBaHHSAM
nocunanHsa Ha €P. 3minm | Tuny - 3miHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BianoBiaHOCTI €BpONenchbKin
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi
3 HEOOXiAHICTIO MPUBEAEHHS Y
BignoBigHicTb 4o MoHorpadii APY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C
(iHWi 3miHW) - NpuBeaeHHs
crneundikaLii/MeToAiB KOHTPOIO AitoYoT
PEYOBVHM aLETUNUUCTEIH 3a NOKa3HUKOM
«CynpoBigHi AOMILLKM» Y BiANOBIOHICTb A0
BMMOr MoHorpadii €P 3 foaaBaHHAM
nocunanHsa Ha €. 3minm | Tuny - 3miHK 3
sikocTi. CepTudpikat BignosigHocTi/lE-
cepTudikar BiANOBIAHOCTI €EBpONENChKIN
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBneHoro ceptudikaTta
Bi4NOBIgHOCTI abo BUNyYeHHs
cepTudikaTta BignoBigHOCTI €BpONenchbKin
dapmakonei: gna A®l; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; AnNs 4ONOMKHOI
peyYoBUHM (CepTUdikaT BiAMOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWI
cepTudikat Bif ye 3aTBEPI>KEHOIO
BUPOOHMKA - MOAAHHSA OHOBIIEHOTO
cepTudikaTy BiaNoBIAHOCTI €BpONENChbKil
dapmakonei Ne R1-CEP 2010-092-Rev 01
(3aTBepmkeHo: R1-CEP 2010-092-Rev 00)
ONs OiloYoi PeYOBUHM aLeTUNUMCTETH Big,
BXe 3aTBepaxeHoro BupobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3minu |
Tmny - 3MiHu 3 gxkocTi. CepTudikat
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignosigHocTi/lE-cepTudikaT
BiANOBIQHOCTI €BpONEenchbKiin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBeHoro cepTudikara
BiANOBiAHOCTI 260 BUMYyYeHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBMHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWiA
cepTudikaT Big yxe 3aTBepAXeHOro
BUPOOHMKA - MOAAHHSA OHOBMNEHOrO
cepTudikaTy BianoBigHOCTI €BpoONenchbkil
capmakonei Ne R1-CEP 2010-092-Rev 02
AN Ailo4oi peYOBUHM aLeTUNUMCTEIH Big
BXe 3aTBepakeHoro BupobHmka WUHAN
GRAND HOYO CO., LTD., Kutait. 3minu |
Tmny - 3MiHn 3 gxkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiNOBIgHOCTI €Bponenchkii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBeHoro cepTudikata
BiNoOBIigHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €EBpoONenchbkin
dapmakonei: gna A®l; ons BUxigHoro
marepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; AnNs 4ONOMiKHOI
peyYoBMHM (cepTUdikaT BiaNOBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWN
cepTuddikat Bif yxe 3aTBEepA>KEHOro
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTy BigNOBIAHOCTI €BpONENChKil
dapmakonei Ne R1-CEP 1996-002-Rev 05
(3aTBepmkeHo: R1-CEP 1996-002-Rev 04)
ONs 4il040i PeYOBUHM aLeTUNUUCTEIH Big,
BXe 3aTBepaxeHoro BupobHuka MOEHS
IBERICA S.L., IcnaHis. 3minu | Tuny -
3miHu 3 akocTi. CepTudikart
BignoBigHocTi/l'E-cepTudikat
BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBreHoro cepTudikara
BiANOBiAHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei: gna ADI; onsa BUxigHoro
maTepiany/peareHTy/npoMiXXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BUPOGHMLTBI ADI; Anst LONOMiKHOI
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponecbkin hapmakonei) - OHoBReHWN
cepTudikaT Big yXe 3aTBepAXeHoro
BMPOGHYKA - NOAAHHS! OHOBIIEHOIO
cepTudikaty BigNOBIAHOCTI €EBPONENCHKI
dapmakonei Ne R1-CEP 1996-002-Rev 06
0N 4ilo4oi peYoBUHM aLeTUNUMCTeiH Big,
BXe 3aTBepaKeHoro BupobHnka MOEHS
IBERICA S.L., IcnaHisi. 3minu | Tuny -
3MiHu 3 akocTi. CepTudcikat
BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HeoOXiAHICTIO NPUBEAEHHS Y
BignoBigHicTb 4o MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWwoi
HauioHanbHoi dhapmakonei gepxasu €C
(iHWi 3MiHK) - 3miHa y MeToaax
BUNPOOYBaHHA 4N 4il040i pevyoBUHN
aueTunuMCTeiH 3a NOKa3HUKOM
«MikpobionoriyHa yncTtoTtay, a came
BWITy4EHO OMNUC NPOBEAEHHS METOAMNKMU,
OCKiNIbKM MeTOoAMKa KOHTPOIO 3a AaHUM
NOoKa3HWMKOM NPOBOAWTLCS BiAMOBIGHO A0
Bumor EP*, dY* (*- gitoue BMaaHHs);
MeToAvKa Ta BUMOrM 3anuiuarTbes 6e3
3MiH. 3MiHu | TUNYy - 3MiHKM 3 AKOCTI.
CeptudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIgHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBneHoro ceptudikaTta
Bi4NOBIgHOCTI abo BUNyYeHHs
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna A®l; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMLUTBI ADI; AnNs 4ONOMiKHOI
peyoBUHM (CepTUdikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikart Bif ye 3aTBEpPI>KEHOrO
BMPOBHVKa - NOAAHHS OHOBIIEHOIO
cepTudikaTy BiaNoOBIAHOCTI €BpONENChbKil
dapmakonei Ne CEP 2010-092-Rev 03
ONs AiloYoi peYOBUHM aLeTUNUMCTETH Big,
BXe 3aTBepakeHoro BupobHmka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3minu |
Tmny - 3MiHn 3 gxocTi. A®Il. KoHTtponb AdI.
3miHa y MeTofax BunpobyBaHHs APl abo
BUXiAHOro Matepiany/npomMixkHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (iHwi 3miHW y
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
mMeToAax BUNpobyBaHHS (BKMoYakun
3amiHy abo gonoBHeHHs1) AD| abo
BUXIiQHOro/NMPOMIDKHOIO NPOAYKTY) - 3MiHa B
MeToAax KOHTPOIO AitoY0i peYOBUHM
aueTnnuMcTeiH 3a NOKa3HUKOM
«CynpoBigHi SOMILLKMY.
229. | PANMIPA® 200 NOPOLLIOK ANA AT Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpauifiHuX bes UA/16428/01/02
oparnbHOro po34nHy "®apmak” matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenma

no200mr/1rno1r
y cawe; no 10 abo
20 cawe y nayui 3
KapTOHY

A®I. KoHTponb A®I. 3miHa y napameTpax
crneungikauii Ta/abo gonycTMMmMx Mex,
BM3Ha4eHux y cneuudikauisx Ha API, abo
BUXiOHWUIA/MPOMDKHWUIA NpoayKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLIECI
BMpo6HMUTBa ADI (BUMYy4YEHHSA HE3HAYHOTO
noKasHWKa SKOCTi (Hanpuknag BUMyYeHHS
3acTapinoro nokasHuka)) - BunyyeHHs is
crneundikaLii/MeToAiB KOHTPOIO AitoYol
PEYOBVHM aUEeTUNUMCTEIH NOKa3HMKa
«Baxki metanuy (ons sBupobHukis MOEHS
IBERICA S.L., Icnanis; Wuhan Grand
Hoyo Co., Ltd., Kutait). 3miHun | Tuny -
3MiHun 3 skocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo
OOMNYCTUMUX MeX, BUSHAYeHNX y
crneungikauisx Ha A®l, abo
BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTLCA Y NPOLIECI
BUPOGHMUTBa ADI (BUNMYyYEHHS HE3HAYHOTO
noKasHuKa sSIKOCTi (Hanpuknag BUIy4YeHHs
3acTapinoro nokasHuka)) - BunyyeHns i3
cneuudikauii/MeToAiB KOHTPOO Aito4oi
PEeYOBMHM aueTUNUMCTEIH NoKa3HuKa
«pH» (ans Bupo6Hukis MOEHS IBERICA
S.L., Icnanis; Wuhan Grand Hoyo Co.,
Ltd., Kutan).
3MmiHu | TUNYy - 3miHK 3 skocTi. API.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
mMaTepiany/npoMixxHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (iHwi 3miHM y
mMeToAax BUNpobyBaHHS (BKNOYaoum
3amiHy abo gonoBHeHHs) AD| abo
BVXiAHOro/MPOMIDKHOTO MPOAYKTY) - 3MiHN Y
MeTofax BUNpoOyBaHHSA ANs Aitoyoi
PEYOBUHM aLETUNUUCTEIH BUPOBHWKIB
MOEHS IBERICA S.L., Icnanis; Wuhan
Grand Hoyo Co., Ltd., Kutai 3a
NnokasHUKOM «[1po30opicTb PO3UMHY». SMiHK
| Tuny - 3miHn 3 skocTi. A®I. KoHTpornb
AQIl. 3miHa y meToaax BunpobyBaHHs ADI
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

abo BuxigHoro martepiany/npomikKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuutea AP (iHwWwi 3miHM y
mMeTogdax BUNpobyBaHHS (BKMoYakun
3amiHy abo gonoBHeHHs1) AP| abo
BUXIiQHOro/NMPOMIDKHOTO NPOAYKTY) - 3MiHW Y
MeTofax BUNpobyBaHHs Ans Aitodoi
PEYOBMHM aLeTUNUMCTEIH BUPOBHIKIB
MOEHS IBERICA S.L., Icnanis; Wuhan
Grand Hoyo Co., Ltd., Kutai 3a
nokasHUKoM «LiMHK». 3miHn | TMny - 3miHn
3 akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BianoBigHOCTI €BpONenchbKin
dapmakonei/moHorpadii. 3miHW, NoB'a3aHi
3 HEOOXiAHICTIO MPUBEAEHHS Y
BignoBigHicTb 4o MoHorpadii APY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C
(iHWi 3miHN) - MpuBegeHHs
crneundikaLii/MeToAiB KOHTPOIO AitoYol
PEYOBVHM aLETUNUUCTEIH 3a NOKa3HUKOM
«lpeHTndikauisy y BignoBigHiCTe 4O BUMOr
MOHorpagii € 3 fogaBaHHAM NOCUNAHHSA
Ha €. 3MiHn | TUNY - 3MiHM 3 SKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BiZNOBIOHOCTI €BpONEenchKii
apmakonei/moHorpadii. 3miHu, nos'a3aHi
3 HeoOXiHICTIO NpUBEAEHHS Y
BigNoBigHICTb A0 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C
(iHwWi 3miHn) - MNpuBeaeHHs
cneuudikauii/MeToAiB KOHTPOO Aito4oi
PEYOBVHM aLETUNUUCTEIH 3a NOKa3HUKOM
«KinbkicHe BU3Ha4YeHHs» y BiANOBIOHICTb
[0 BUMOr MoHorpadii €P 3 goaaBaHHAM
nocunanHsa Ha €. 3minu | Tuny - 3miHK 3
akocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikar BiANOBIAHOCTI €EBpONENChKIN
apmakonei/moHorpadii. 3miHu, noB'a3aHi
3 HeOOXiHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C
(iHwWi 3miHM) - MNpuBeaeHHs
cneuudikauii/MeToAiB KOHTPOO Aito4oi
PEYOBUHM aLETUIUUCTEIH 3a MNOKa3HMKOM
«CynpoBigHi goMmilkn» y BIANOBIAHICTb 0
BMMOT MoHorpadgii €EP 3 foaaBaHHAM
nocunaHHsa Ha €. NprBegeHHs
crneungikaLii/MeToiB KOHTPOSO AiYoi
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

PEYOBVHM aLETUNUUCTEIH 3a NOKa3HUKOM
«CynpoBigHi goMmilKku» y BIANOBIAHICTb A0
BUMOT MoHorpadii € 3 foaaBaHHSAM
nocunaHHs Ha €. 3MiHu | Tuny - 3miHn 3
sKkocTi. CepTudikat BignosigHocTi/l E-
cepTudikaT BiaNnoBiaHOCTI €BpONEnCchbKin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudikaTta
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: ana ADI; onsa BUXigHoro
MaTepiany/peareHTy/NpoMixKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHWiA
cepTudikaT Bif ye 3aTBepaXeHOro
BUPOGHKKa - [MogaHHs OHOBMNEHOro
cepTudikaTy BianoBigHOCTI €BpoONenchbkil
dapmakonei Ne R1-CEP 2010-092-Rev 01
(3aTBepmkeHo: R1-CEP 2010-092-Rev 00)
0N Oil0Y0i peYOBMHU auLeTUNUMCTEIH Big
BXe 3aTBepaxeHoro BupobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3minu |
Tmny - 3MiHu 3 sikocTi. CepTudpikaT
BignosigHocTi/E-cepTudikaT
BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUMy4eHHs
cepTudcpikaTa BignoBigHOCTi €Bponenchkin
dapmakonei: gna ADI; onsa BUXigHoro
marepiany/peareHTy/npoMixXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaXeHoro
BMpOGHWKa - [MogaHHA OHOBMEHOro
cepTudikaTy BignoBigHOCTI €EBponeinchbkii
dapmakonei Ne R1-CEP 2010-092-Rev 02
ONs Ailo4oi peYOBUHM aLeTUNUMCTETH Big,
BXe 3aTBepaxeHoro BupobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3minu |
Tmny - 3MiHn 3 gxkocTi. CepTudikar
BignoBigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikata BignoBigHOCTI €EBpONenchKin
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Ne
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Hasea nikapcbko20
3acoby

Popma sunycky
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PeecmpauyitiHa npoyedypa

Ymoeu
eionycky
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yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapmakonei: gna APl; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepAXeHoro
BUPOGHWKa - [MogaHHs OHOBMNEHOro
cepTudikaTy BianoBigHOCTI €BpONEnCchbKil
dapmakonei Ne R1-CEP 1996-002-Rev 05
(3atBepakeHo: R1-CEP 1996-002-Rev 04)
0N Oil0Y0i peYOBMHU auLeTUNUMCTEIH Big
BXe 3aTBepakeHoro BupobHmka MOEHS
IBERICA S.L., IcnaHis. 3minu | Tuny -
3MiHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiZNOBIQHOCTI €BpONEenchKin
capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBeHoro cepTudikata
BiANOBIgHOCTI abo BUNy4YeHHs
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/NpoMiKHOrO
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHYM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTuddikat Bif yxe 3aTBEepA>KEHOro
BMPOGHMKa
MNogaHHA oHoBREHOro cepTudikaty
BigMNoBigHOCTI €Bponenchki hapmakonei
Ne R1-CEP 1996-002-Rev 06 ans gitoyoi
pPEeYOBUHU aLeTUNUUCTEIH Bif BXe
3aTBepgkeHoro BupobHuka MOEHS
IBERICA S.L., IcnaHrig. 3minu | Tuny -
3miHm 3 akocTi. CepTudikart
BignoBigHocTi/'E-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
dapmakonei/moHorpadii. 3miHW, NoB'asaHi
3 HeOOXiAHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponericbkoi hapmakonei, abo iHwoi
HaLujioHanbHoi dhapmakonei aepxasu €C
(iHLWi 3MiHK)
3miHa y MeTogax BUNpoOyBaHHSA Ans
Lit0Y0i pevyoBVHN aueTUnuUCTeiH 3a
nokasHukom «MikpobionoriyHa yncroray,
a came BUITy4eHO ONnC NPOBEAEHHS
METOAMKM, OCKINbKN MEeTOAUKa KOHTPO0
3a JaHMM MOKa3HWKOM MPOBOANUTLCS
BignoBigHo fo Bumor EP*, AdY* (*- gitoye




187

[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
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PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BMAAHHS); METOAMKA Ta BUMOTU
3anuwatoTbest 6e3 3MiH. 3mitm | Tuny -
3MiHu 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
Bi4NOBIQHOCTI €BpONEenchKii
capmakonei/moHorpadii. MogaHHA HOBOTO
abo oHoBeHoro cepTudikara
BiANOBiAHOCTI 260 BUMYyYeHHS
cepTuddikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (CepTUdikaT BiAMOBIAHOCTI
€Bponecbkin dhapmakonei) - OHoBNEeHWiA
cepTudikaT Big yXe 3aTBepAXeHOro
BMpOGHMKa - [ogaHHA OHOBMEHOro
cepTudikaTy BianoBigHOCTI €BpoONenchbkil
dapmakonei Ne CEP 2010-092-Rev 03
Ons 4ilo4oi peYOBUHM aLeTUNUMCTEIH Big
BXe 3aTBepmkeHoro BupobHmka WUHAN
GRAND HOYO CO., LTD., Kuraw.
3miHu | TUny - 3miHn 3 akocTi. API.
KoHTponb A®L. 3miHa y meToaax
BunpobyeaHHsA APl abo BMXigHOrO
MaTepiany/npomMiKHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuuTea AP (iHwWwi 3miHn y
mMeToAax BUNpobyBaHHSA (BKMOYaK4n
3amiHy abo gonoBHeHHs) AD| abo
BUXiAHOro/NPOMIXKHOrO NPoAyKTY) - 3MiHa
B METOax KOHTPOSIO Aito40i pe4OBUHN
aueTUnuUMCTEIH 3a NOKas3HNKOM
«CynpoBigHi 4OMILLKN».

230.

PANIPA® 600

NOPOLLIOK ANis
0parnbHOro po34nHy
no 600 mr; no 3,0ry
cawe; no 6 aéo 10
cawle y nayui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi.
A®I. KoHTponb A®I. 3miHa y napameTpax

crneundikauiv Ta/abo JonycTMMmUX Mex,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, Wo
BMKOPWCTOBYIOTBCS Y NMPOLIECI
BUPOGHMLUTBa ADI (BUNYyYEHHS HE3HAYHOTO
nokasHuKa sIKoCTi (Hanpuknag BUMyYeHHS
3acTapinoro NokasHuka)) - BUIyYeHHs i3
cneuudikauii/MeToAiB KOHTPOMO Aito4oi
PEYOBMHM aLEeTUNUMCTEIH NOKa3HWKa
«Baxki meTanu» (ans BupobHukis MOEHS
IBERICA S.L., Icnanis; Wuhan Grand
Hoyo Co., Ltd., Kutait). 3minu | Tuny -
3miHu 3 gkocTi. A®Il. KonTtponb A®I. 3miHa
y napameTpax cneuudikauin Ta/abo

be3
peuenma

UA/16428/01/03
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

AONYCTUMUX MEX, BUSHAYeHNX y
cneuudikauisix Ha Adl, abo
BUXiOHWIA/MPOMDKHWUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCA Y NPOLIEC
BMpobHMUTBa AD| (BUNYYEHHSI HE3HAYHOIO
MoKasHWKa SAKOCTi (HanpuKnag BUMyYEHHS
3aCTapinoro NokasHvka)) - BUyYeHHs i3
crneundikaLii/MeToAiB KOHTPONMO AitoYol
PEYOBVHM aLEeTUNUMCTEIH NOKa3HMKa
«pH» (ans supobHukis MOEHS IBERICA
S.L., Icnanis; Wuhan Grand Hoyo Co.,
Ltd., Kutain).
3MinHn | Tuny - 3MiHm 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
MaTepiany/npomixHoro
npoayKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea AP (iHLwi 3miHK y
mMeToAax BUNpobyBaHHA (BKNOYaoun
3amiHy abo gonosHeHHs) AD| abo
BUXIiQHOro/MPOMIDKHOIO NPOAYKTY)- 3MiHW Y
MeTogax BUNpobyBaHHs Ans Aitodoi
PEYOBVHM aUeTUNLUUCTEIH BUPOBHWKIB
MOEHS IBERICA S.L., Icnanis; Wuhan
Grand Hoyo Co., Ltd., Kutai 3a
nokasHukom «lpo3opicTe PO3UMHY».
3MmiHu | TMNY - 3miHK 3 skocTi. API.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHOro
mMaTepiany/npoMixxHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci Bupo6Huutea AP (iHwi 3miHn y
mMeToAax BUNpobyBaHHS (BKNOYaoun
3amiHy abo gonoBHeHHs) AD| abo
BVIXiIHOro/npOMIDKHOTO MPOAYKTY) - 3MiHW Y
mMeToAax BUNpobyBaHHA ANS AitoYOoi
PEYOBUHM aUeTUNUUCTEIH BUPOBHWKIB
MOEHS IBERICA S.L., Icnanis; Wuhan
Grand Hoyo Co., Ltd., Kutan 3a
nokasHUKOM «LIMHk». 3MiHn | Tuny - 3MiHK
3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBiAHOCTI €BpONENChKin
papmakonei/moHorpadii. 3miHu, noB's3aHi
3 HeOOXiHICTIO NPUBEAEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi dhapmakonei gepxasu €C
(iHLWi 3MiHW) - NpuBeAeHHS
cneuudikauii/MeToAiB KOHTPOO Aitoyoi
PEYOBVHM aLETUINLUMCTEIH 3a NOKa3HUKOM
«lgeHTndikauisi» y BigNOBIgHICTb O BUMOr
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

MOHorpagii € 3 fogaBaHHAM NOCUNAHHSA
Ha €®. 3miHu | TUNYy - 3MiHKM 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'aA3aHi
3 HEOOXiZHICTIO MPUBEOEHHS Y
BignoBigHiCTb 40 MoHorpadii APY abo
€sponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C
(iHWi 3miHN) - NpuBeaeHHS
crneundikaLii/MeToAiB KOHTPONMO AitoYol
PEYOBVHM aLETUNUUCTEIH 3a NOKa3HUKOM
«KinbkicHe BU3Ha4YeHHA» Y BiANOBIOHICTb
00 BUMOr MoHorpadii €® 3 goaaBaHHAM
nocunaHHs Ha €P. 3MiHu | Tuny - 3miHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI EBPONENChKIN
dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi
3 HEOOXiAHICTIO MPUBEAEHHS Y
BigNoBIgHICTb 4O MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi
HauioHanbHoi hapmakonei gepxasu €C
(iHLWi 3MiHW) - npuBeAeHHs
crneunikaLii/MeToAiB KOHTPONtO Aitoyol
PEYOBVHM aLETUNUUCTEIH 3a NOKa3HUKOM
«CynpoBigHi goMmilKkn» y BIANOBIAHICTb 0
BMMOr MoHorpadgii €D 3 foaaBaHHAM
nocunanHsa Ha €. 3minu | Tuny - 3miHK 3
skocTi. CepTudikaT BignosigHocTi/l'E-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/moHorpadii. MogaHHsa HoBoro
abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUMyYeHHs
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkiit hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro
BUPOOHMKA - MOAAHHSA OHOBIIEHOMO
cepTudikaTy BignoBigHOCTI €Bponeichkii
dapmakonei Ne R1-CEP 2010-092-Rev 01
(3aTBepmkeHo: R1-CEP 2010-092-Rev 00)
Ons Ailo4oi pe4oBUHM aLeTUNUUCTeiH Big
BXe 3aTBepmkeHoro BupobHmka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3minu |
Tmny - 3MiHu 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat

BiNOBIgHOCTI €BpONenchKin
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capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBneHoro ceptudikaTta
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna ADI; onsa BUXigHoro
MaTepiany/peareHTy/npoMi>kHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiXKHOI
peyoBUHM (CepTudikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bifg yxe 3aTBepaXeHoro
BMPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaty BianoBigHOCTI €BpoNenchbkil
dapmakonei Ne R1-CEP 2010-092-Rev 02
0N Oil0Y0i peYOBMHU auleTUNUMCTEIH Big
BXe 3aTBepmkeHoro BupobHmka WUHAN
GRAND HOYO CO., LTD., Kutai. 3minn |
Tmny - 3MiHu 3 sikocTi. CepTudpikaT
BignosigHocTi/lE-cepTudikaT
BiZNOBIQHOCTI €BpONenchKin
dapmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBeHoro cepTudikata
BiANOBIgHOCTI abo BUNYyYeHHs
cepTuddikata BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; AnNs 4ONOMiKHOI
peyoBUHYM (CepTUdikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTuddikat Bif yXe 3aTBEpA>KEHOrO
BUPOOHMKA - MOJAHHSA OHOBINEHOrO
cepTudikaTy BignoBigHOCTI €EBponeinchkii
dapmakonei Ne R1-CEP 1996-002-Rev 05
(3aTBepmkeHo: R1-CEP 1996-002-Rev 04)
ONs Oilo40i PeYOBUHM aLeTUNUMCTEIH Big,
BXe 3aTBepaxeHoro BupobHuka MOEHS
IBERICA S.L., IcnaHrig. 3minu | Tuny -
3miHm 3 akocTi. CepTudikart
BignoBigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONenchkii
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBneHoro ceptudikaTta
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
dapmakonei: gna A®l; ons BUXigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiIKHOI
peyvyoBUHM (CepTUdikaT BiAMoBIAHOCTI
€Bponelicbkini hapmakonei) - OHoBNeHWN
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

cepTudikaT Big yXXe 3aTBepAXeHoro
BMPOOHWKa - NoAaHHSA OHOBMEHOrO
cepTudikaty BianoBigHOCTI €BpONENChbKil
dapmakonei Ne R1-CEP 1996-002-Rev 06
Ons Ailo4oi peYoBUHM aLeTUNUMCTEIH Big
BXe 3aTBepakeHoro BupobHmka MOEHS
IBERICA S.L., IcnaHisi. 3minu | Tuny -
3miHm 3 akocTi. CepTudikart
BignosigHocTi/lE-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. 3miHW, NoB'aA3aHi
3 HEOOXiAHICTIO MPUBEOEHHS Y
BignoBigHicTb 40 MoHorpadii APY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C
(iHWi 3MiHK) - 3miHa y MeToaax
BMNPOOYBaHHSA ANS Ai040i PEYOBUHN
aueTUNUMCTEIH 3a NOKa3HNKOM
«MikpobionoriyHa yncTtoTtay, a came
BWITY4EHO OMNUC NPOBEAEHHS METOAMNKM,
OCKiNIbKM MeToaMKa KOHTPOTIO 3a AaHUM
NOKa3HWMKOM NPOBOAWTLCS BiAMOBIGHO A0
Bumor EP*, A®Y* (*- giloue BMOoaHHS);
MeToauKa Ta BUMOrv 3anuiiarTbest 6e3
3MiH. 3MiHuM | TRy - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUMy4eHHs
cepTudcpikaTa BignoBigHOCTi €Bponenchkin
dapmakonei: gna ADI; onsa BUXigHoro
marepiany/peareHTy/npoMixXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyoBUHM (CepTudikaTt BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaXeHoro
BMPOBHVKa - NOAAHHS OHOBIIEHOIO
cepTudikaTy BignoBigHOCTI €EBponeinchbkii
dapmakonei Ne CEP 2010-092-Rev 03
ONs Ailo4oi peYOBUHM aLeTUNUMCTETH Big,
BXe 3aTBepaxeHoro BupobHuka WUHAN
GRAND HOYO CO., LTD., Kutaii. 3minu |
Tmny - 3MiHn 3 sxocTi. A®I. KoHtponb AdI.
3miHa y MmeToaax BunpobyBaHHs ADI abo
BUXIQHOro Matepiany/npoMixkKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AP (iHWi 3miHK y
mMeToAax BUNpobyBaHHS (BKIOYaK4n

3amiHy abo gonoBHeHHs) AP| abo
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n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
BUXIiQHOro/MPOMIDKHOIO NPOAYKTY) - 3MiHa B
MeToAax KOHTPOIIO AitoH0i PeYOBUHMN
auUeTUNUMCTEIH 3a NOKa3HUKOM
«CynpoBigHi SOMILLKMY.
231. | PEBAMINIA KpucTaniyHnmn MAT Ykpaina LizsHeun CiHepaxi Kutaricbka BHECEHHS 3MiH 40 peecTpauifiHnX - UA/17275/01/01
NOPOLLIOK "Knismegnp dapwmac’toTikan Ko., ITO HapogHa matepianis: 3miHu | Tuny -
(cybeTaHuis) y enapat” pecnyb6nika AMiHiCTpaT1BHI 3MiHW. 3MiHa
noABINHNX HalMeHyBaHHs Ta/abo agpecu Micus
nonieTUneHoBnx npoBagXXeHHs AisnbHOCTi BUPOOHMKa
nakeTax ans (BKntoYaouun, 3a HeobXxigHOCTI, MicLe
dapmaLeBTU4HOro npoBeAeHHs KOHTPOHO AKOCTi), abo
3acTocyBaHHs BnacHuka mactep-gaiina Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOroO
NpoAyKTy, L0 3aCTOCOBYIOTHCS Y
BUPOGHMUTBI ADI (SIKLLO 3a3HAYEHO Y
[0Cbe Ha nikapcbkui 3acib) 3a BiaCyTHOCTI
cepTuddikata BignoBigHOCTI €Bponenchkii
chapmakonei y 3aTBepaKeHOMY LOChE,
ab0 BMPOGHMKA HOBOT JOMOMDKHOI
PEYOBYVHY (SIKLLO 3a3HAYEHO Y OOCHE) -
3MiHa HaliMeHyBaHHs1 agpecy BUPOGHMYOI
AinbHUUi A®L. BupobHuya ginbHuus,
MiCcLLe3HaxXOMKEHHS Ta yCi BUPOOHWUYI
onepauii 3anuwarTbCa HE3MIHHUMN.
BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB
nicnsi 3aTBEpOXKEHHS.
232. | PEOOUTYKC KOHLIeHTpaT Ans O-p Peapi'c IHAisA -p Penpi'c NNabopatopic IHAisa BHECEHHS 3MiH 10 peecTpauiiHnX 3a He UA/12905/01/01
po34nHy Ans ITabopaTopi INto marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuyennmom | niidnseae
iHdpysin, 10 mr/mm; chntp 6e3nekn/edekTMBHOCTI Ta

no 10 mn (100 mr)
abo no 50 mn (500
Mr) y conakoHi; no 1
drakoHy B
KapTOHHI KOpoOLyi;
no 1 KapTOHHIN
KopobLi y
NnacTUKoBOMY
MiLLKy

dapmakoHarnaay. 3miHa y KopoTKin
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHS Ha NiacTasi
perynspHO OHOBIOBAHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxkeHb 3
6e3nekn 3acTocyBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiiuii nepion, abo
SIK pe3ynbTaT OUiHKK 3BiTY 3 AOCHIOKEHb,
nNpoBeAeHWX BiANoBigHO A0 nnaHy
nepiaTpuyHux gocnigxens (PIP) (3MiHy
Y3rof>KeHO 3 KOMMETEHTHUM
YMNOBHOBaXEHNM OpraHoMm) - 3MiHu
BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3acTocyBaHHS fikapcbKkoro 3acoby Ao
po3ginie "OcobnunBocTi 3acTocyBaHHS",
"MobiyHi peakuii" WoAo0 3acTepexeHb
CTOCOBHO EHTEePOBIPYCHOro
MeHiHroeHuedanity BignosigHo 4o
OHOBIeHOI iHdopmaLii 3 6esneku gitoyoi
peyoBuHM (puTyKcMMaby) 3rigHo 3
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pekomeHaauismn PRAC. BeeaeHHst amiH
npoTarom 6-Tn micauis nicns
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHM Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y KopoTkiv
XapaKkTepucTuLi NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ansi
MeOU4YHOro 3aCToCyBaHHs Ha nigcTasi
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekn 3aCToCyBaHHS! MikapcbKoro
3acoby B nicnsipeecTpauiiHuii nepiog, abo
SIK pe3ynbTaT OUiHKM 3BIiTY 3 AOCNILXKEHD,
NpOBEAEHMX BiANOBIAHO A0 NnaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy
Y3rO[KEHO 3 KOMMNETEHTHUM
YMOBHOBaXXEHNM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKLUii ANS MeanyHoro
3acTocyBaHHS NikapcbKoro 3acoby Ao
po3ainy "OcobnueocTi 3acTocyBaHHA"
Loao XMbHOHEeraTMBHUX pe3ynbTaTiB
CEepOonoriYHNX TECTIB Ha iHAeKLT
BiZNOBIgHO O OHOBMEHOI iHhopMmaLlii 3
6e3neku gito4oi pe4oBUHU (PUTYKCUMaby)
3rigHo 3 pekomeHaauismm PRAC.
BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB
nicnsi 3aTBEpOXKEHHS.

233.

PE30rN10BIH

PO34MH ANS iH eI,
1500 MO (300 mkr
iMyHorno6ynivy); no
2 mn B amnyni, no 1
abo 3, abo 5 amnyn
B mayyi; no2 mny
nonepeaHL0
HarMoBHEHOMY
wnpwui, no 1
wnpuuy B navui

TOB
"BIO®APMA
MIA3MA"

YkpaiHa

BMPOOHWLITBO, NEPBUHHE
nakyBaHHs (amnynu),
BTOPWHHE MNaKyBaHHSA

(amnynu, wnpuuw),

KOHTPOMb SIKOCTi, BUNYCK

cepint:

TOB "BIO®APMA
MNA3SMA", YkpaiHa;
NepBUHHE MaKyBaHHSA
(wnpwvuwn), BTOPUHHE
nakyBaHHs (amnynw,
LINpULK):

TOB "®3 "CTAOA",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS QiSANbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKNOYaum AinbHULI
BMNYCKy cepii abo micLie NpoBeaeHHs
KOHTPOIO SIKOCTI. (QiNbHICTb, 3a Ky
BignoBigae BUpoGHWK/iMnopTep, He
BKJTO4aI0UM BUMYCK cepiil) 3MiHa
HaliMeHyBaHHs BUpoGHuka 113 3 TOB
«DAPMALIEBTUYHIN 3ABOO»
«BIO®APMA» Ha TOB
«DAPMALIEBTUYHIM 3ABO[,
«CTAOA», 6e3 3MiHu MicLs BUpOBHMLTBA.

3a
peuenmom

UA/13033/01/02

234.

PE3OINOBIH

PO34MH Anis iH EKUIN,
1500 MO (300 mkr
iMyHorno6yniny); no
1 mn B amnyni, no 1
abo 3, abo 5 amnyn
B mayui; no 1 mny
nonepeaHLo
HanoBHEHOMY

TOB
"BIO®APMA
MIA3MA"

YkpaiHa

BMPOBHWLTBO, NEPBUHHE
nakyBaHHs (amnynu),
BTOPWHHE NaKyBaHHS

(amnynu, wnpuum),
KOHTPOMb SKOCTi, BUNYCK
cepin:
TOB "BIO®APMA
MNA3MA", YkpaiHa;

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTuBHI 3MiHU. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micud
NPOBaXeHHSs QisiNbHOCTI
BMPOGHMKa/imnopTepa roToBoro
nikapcbKoro 3acoby, BKMoYa4m ginbHULI
BMNYycKy cepii abo MicLe npoBeaeHHs

3a
peuenmom

UA/13033/01/01
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wnpwui, no 1
LNpuuy B nayui

nepBUHHE NaKyBaHHS

(wnpwvum), BTOPUHHE

nakyBaHHsi (amnynw,
LnpuLm):

TOB "®3 "CTAOA",
YkpaiHa

KOHTPOJIO SIKOCTI. (QiANbHICTb, 3a sIKy
BiAgnoBigae BUpOGHWK/iMnopTep, He
BKITHOYAK04M BUMYCK cepiil) 3miHa
HaviMeHyBaHHsi BUpobHuka M3 3 TOB
«DAPMALIEBTUYHN 3ABO»
«BIO®APMA» Ha TOB
«DAPMALIEBTUYHNM 3ABO[,
«CTALA», 6e3 3MiHM MicLs BUPOGHMUTBA.

235.

PEMAHTAWH-KP

Tabnetkm no 0,05r
no 10 Tabnetok y
GnicTepi; no 2
Gnictepy B nayui 3
KapTOHY

MPAT
"XIMGAPM3
ABOf]
"YEPBOHA
3IPKA"

YkpaiHa

MNPAT "XIMOGAPM3ABO[

"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX
matepianis: 3miHu | Tuny -
AMiHiCTpaT1BHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
(BnacHuKka peecTpaLiiHoro NocBig4YeHHs) -
3MiHa HaMeHyBaHHS 3asBHUKa Ta 3MiHW Y
HanucaHHi agpecu 3asiBHUKa (BnacHuka
peecTpaLiiHoro noceig4eHHs). 3Minu |
TMny - AGMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBafXXeHHA QisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMoYaum ginbHuLi
BUMYCKy cepii abo Micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
Bignosigae BMPOGHMK/iMnopTep,
BKITHOYa04M BUMYCK Cepiit) - 3MiHa
HaniMeHyBaHHSA BUpoGHUuKa 113 Ta 3miHn y
HanucaHHi agpecu BupobHuka 13, 3miHn
BHECEHO B iHCTPYKLIO Ansi MegnyHoro
3aCTOCyBaHHS nikapcbKkoro 3acoby y
po3ginu "BupobHuk", "MicuesHaxomKeHHs
BMpOGHMKa Ta agpeca Micus
NPOBaXXEHHS NOro JiAnbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTi
MapKyBaHHs1 ynakoBoK. BBegeHHs 3MiH
npoTtsarom 6-Tu micauis nicns
3aTBEPKEHHS.

be3
peuenma

He
nidnsieae

UA/5426/01/01

236.

PUHT
HA3ANbHUNA
CMPEW® 3
MEHTOJIOM

crpew HasanbHui,
0,5 mr/mn, no 10 mn
y cbrakoHi pa3om 3
HacoCoM-[103aTOPOM
3 po3nunBaYvem; no
1 donakoHy B nauui 3
KapTOHY

AT
"®apmak”

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. CtabinbHicTb.

3miHa y TepMiHax npugaTtHocTi abo
ymoBax 306epiraHHsi roTOBOrO NiKapCbKOro
3acoby (36inbLIeHHst TepMiHy NPUAATHOCTI
roToBOro nikapcbkoro 3acoby) - Ons
TOProBOi yNakoBKy (NiaTBEPOAXKYETbCA
OaHnMKU peanbHoro Yacy). 36inbLUeHHs
TepMiHy NpuaaTHOCTI y 3B'A3KY i3
OTPUMAHHSAM MO3UTUBHUX AAHWX LLOAO
[OCHimKEHHs cTabinbHOCTI y peanbHOMY
yaci. [lirova pegakuis: TepmiH
npuaaTtHocTi: 2 poku. [NpornoHoBaHa
pegakuis: TepmiH npuaaTHoCTi: 3 poKu.

6e3
peuenma

nidnsieae

UA/12119/01/01
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ynakoeka) noceio4yeHHs1
3MiHV BHeceHo B po3ain "TepmiH
npuaaTHOCTI" B IHCTPYKLIO AN MeanyHoro
3acTocyBaHHS NikapcbKoro 3acooy.
BBepneHHs 3MiH NpoTsarom 6-Tu mMicauis
nicns 3aTBEpAXEHHS.
237. | PUHT cnpew HasanbHUi, AT YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHnx be3 nidnsieae UA/12120/01/01
HA3AIbHUN 0,5 mr/mn, no 10 mn "®apmak” matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenma
CMNPEU® y cbrakoHi pasom 3 [oToBWI nikapcbkuin 3aci6. CtabinbHiICTb.
3BOJTIOXYIOUYUA HaCOCOM-03aTOPOM 3MiHa y TepMiHax npuaaTHocTi abo
3 po3nunBaYvem; no ymoBax 36epiraHHsi FoTOBOro NikapcbKoro
1 cpnakoHy B nauvui 3 3acoby (36inbLUeHHS TepMiHy NpuaaTHOCTI
KapTOHY roToBOro nikapcbkoro 3acoby) - Ans
TOProBOi ynakoBku (MiATBEPOKYETHCSA
AaHnMKn pearnbHoro Yacy). 36inbLUeHHS
TEPMiHy NpMAAaTHOCTI Y 3B'A3KY i3
OTPUMaHHSAM MO3UTUBHUX JAHUX LLOAO
AOCMimKeHHs cTabinbHOCTI y peanbHOMY
yaci. [itoua pepakuia: TepmiH
NpuMaaTHOCTI: 2 POKW.
lMponoHoBaHa pepakuisi: TepmiH
npuaaTHOCTI: 3 pokn. 3MiHM BHECEHO B
po3ain "TepMiH NnpuaaTHOCTI" B IHCTPYKLitO
AN MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeegeHHst 3MiH
npoTsarom 6-Tu Micauis nicns
3aTBEPAKEHHS.
238. | POHOUUT PO34MH OparnbHUi, TOB YkpaiHa yYorng MEOVLUMH INAY TypeuunHa BHECEHHS 3MiH 10 peecTpaLiiHuX 3a He UA/18790/01/01
100 mr/mn, mo 10 mn "YOPIA CAH. BE TIIK. A.LL. matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuyenmom | nidnszae
y dnakoHi; no 10 MEONLNH" [oToBMI Nikapcbkuin 3aci6. 3MiHN Y

drakoHiB y
KapTOHHiI kopobLyi

BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHMUTBA Anst
YacTMHKU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbkoro 3acoty
(minbHUUS, Ha sk NpoBoAATLCA OyAb-siKi
BMPOGBHWYI CTagii, 3a BUHATKOM BUMYCKY
Cepiln, KOHTPOO SKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, Ans
HeCTepUIbHUX NiKapCbKNx 3acobiB).
CynyTHs 3miHa - 3MiHK 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3amiHa abo BBeOeHHs J0OaTKOBOI
AinbHWUI BUpobHULTBa Ans YacTuHu abo
BCbOIO BUPOGHMYOr0 NpoLECY FOTOBOrO
nikapcbkoro 3acoby (gineHUUA Ans
BTOPUHHOIO NakyBaHHs1) - 3MiHW 3 SIKOCTi.
[oToBWMI Nikapcbkuil 3aci6. 3MiHN y
BUPOOHMUTBI. 3amiHa abo BBeAEHHS
[o4aTKoBOI AinbHULI BUpoBHULTBa Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKoro 3acody
(QiNbHMUS ANst NEPBMHHOIO NaKyBaHHS) -
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239.

POTAPUTMIN

3aMiHa BMPOOHWMKa, BignoBigansHoro 3a
BUPOGHMLTBO, NEPBUNHHE Ta BTOPUHHE
nakyBaHHs. BBegeHHs 3MiH npoTsarom 6-Tu
MicauiB nicnst 3aTBepoKeHHs. 3MiHu | Tuny
- 3MiHK 3 gKocTi. [0TOBUIA NiKapCbKUI
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOSIO AKOCTi rOTOBOro
nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHs BUpobHMKa, Lo Bignosigae 3a
BBe3eHHsi Ta/abo Bunyck cepii) -
Bkntoyatoun KoHTponb/BUNpobyBaHHS
cepii - 3amiHa BUpoBGHMKa NikapCcbkoro
3acoby, Lo BiANoOBigae 3a BBE3EHHSI
Ta/abo BMNycK cepii BKNtoYaoum
KOHTPOMb/BUNPoBYyBaHHS: cepii. 3MiHK
BHECEHO B iHCTPYKLUIiO ANs MeanyHoro
3aCTOCYBaHHs! NiKapCcbKoro 3acoby y
po3ain "MicuesHaxoaxeHHs1 BUPOOHMKa Ta
agpeca Micusa NpoBafKeHHS Noro
nianbHOCTI" 3 BiANOBIAHNMM 3MiHAMK B
TEKCTi MapKyBaHHS1 ynakoBok. BBegeHHs
3MiH NPOTArom 6-Tu MicsILiB Micnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3MiHW Woao
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO B TEKCT MapKyBaHHsi BTOPUHHOI
yNaKoBKM fikapcbKoro 3acoby y nyHkTu 8,
12, 13, 17 Ta B TEKCT MapKyBaHHSA
NepBUHHOI YNaKoBKW Y NyHKTW 3, 4, 6.
BBeaeHHs 3MiH NpoTsrom 6-Tu Micauis
nicns 3aTBepOXKEHHS.

Tabnetku no 200 mr
no 10 Tabnetok y
Gnictepi; no 3
Gnictepu B
KapTOHHiI kopobui

TOB
«YOoPNg
MEOVLNH»

YkpaiHa

Pusochapm CA

LLisenuapis

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTepianis: yTOMHeHHs peecTpauiliHoi
npoueaypu B Hakasi MO3 YkpaiHu Ne

171 Big 28.01.2025 - 3minu | TMny - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil
XapaKTepucTuLi nikapcekoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAUYHOrO 3acTOCYBaHHS
reHepu4HuX/ribpuaHnx/GionoadibHUx
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUIA Npenapar
(3miHa He noTpebye HaaaHHS XOOHMUX

HOBMX AOAATKOBUX AaHUX) - 3MiHM
BHECEHO [0 iHCTPYKLUii Anst MeanyHoro

3aCTOCyBaHHS fnikapcbkoro 3acoby y

po3gin "Mob6iyni peakuii" 3rigHo 3

iHbopmalLiieto Lwoao MeanyHoro

3a
peuenmom

3aCTOCYBaHHSA PedhepPEeHTHOTO MIKapChKoro

UA/12887/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
3acoby (KopaapoH®, Tabnetku no 200 mr).
BBeneHHs 3MiH NpoTsarom 6-T1 MicsauiB
nicnsi 3aTBepOXXEHHS.
240. | CANO®AIIbK rpaHynm Op. ®anbk HimeyvunHa Bnpo6Huk BignosiaanbHWi HimeyunHa BHECEHHS 3MiH 40 peecTpauifiHnX 3a UA/3745/01/02
racTpOPesnCTEHTHI, dapma 3a BUMYCK Cepilt KiHLEBOro marepianis: yTOYHEHHs HanucaHHA peuenmom
NPOJIOHroBaHoI Aji m6X NPOAYKTY: BUPOOHMKIB B Haka3si MO3 YkpaiHu Ne
no 1000 mr; no 1860 [Op. ®anbk ®apma Mv6X, 1543 Bip 05.09.2024 B npoueci
Mr rpaHyny HimeuuunHa; BHECEHHS 3MiH (3MiHu | Tuny - 3MiHu 3

nakeTtukax "lpaHy-
Crukc"; no 50
nakeTukiB y kopobui

Bupo6HumK, Ao30BaHOI
dopmu, NepBUHHE,
BTOPWHHE NaKyBaHHs Ta
KOHTPOSb SIKOCTi:
JlosaH ®apma 'mbX ,
Hime4vuuHa;

®apbin Papma 'm6X,
Hime4vuuHa;

Bupo6Huk,
BignoBiganbHUN 3a
nepBuUHHE, BTOPUHHE
nakyBaHHsi Ta KOHTPOIb
SAKOCTI:

JlozaH ®apma M'mbX,
HimeuuuHa;
Bupob6Huk,
BignoBiganbHUN 3a
BTOPWHHE NaKyBaHHS:
JNokcecc dapma Mm6X ,
HimeuvuuHa;

Bupo6Huku, BignosiganbHi
3a KOHTPOIb SIKOCTI:
HaykoBo-gocnigHui

iHcTuTyT Xennenep MvbX,

HimeuvuuHa;
anndamen PAPBIN
ApuHanmitrenb F'M6X,
Hime4yumnHa

siKkocTi. [oToBUI Nikapcbkui 3aci6. 3miHn y
BMPOOHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPOBHULTBA Ans
YacTMHKU abo BCbOro BUPOBHMYOro
npoLecy roToBoro fikapcbkoro 3acoby
(AiNbHMUS ANS BTOPUHHOMO NaKyBaHHS).
[lopaBaHHs anbTepHaTMBHOIO BUPOBHMKA,
BignoBigansHOro 3a BTOPMHHE NakyBaHHS:
JTokcecc dapma 'mM6X (Ambeprep LLTp. 1-
3, 82538 NepeTcpig-renbTiHr, HimeuyunHa)
| Loxxess Pharma GmbH (Amberger Str.
1-3, 82538 Geretsried-Gelting, Germany).
TakoX BHOCATBLCS HE3HAYHI peaakuinHi
3MiHM o posginy 3.2.P.3.1 BupobHuk(n)) y
3B'A3KYy 3 NPOBEAEHHAM MpoLenypu Bo
BKNaaui 4O peecTpauinHOro NocBig4YeHHS.
Mpoueaypa B Hakasi - BUpobHuk
BignoBiganbHWIA 3a BUMYCK cepin
KiHLLEBOro NPOAYKTY:

Op. ®anbk ®apma M'v6X, HimewunHa;
BupobHuk, 4o30BaHOi hopmu, NEPBUHHE,
BTOPUHHE NaKyBaHHS Ta KOHTPOJSIb SIKOCTi:
JlozaH ®apma 'm6X, HimevunHa; ®apbin
dapma 'mM6X, HimeuumHa; BUpo6HuK,
BignosiganbHW 3a NepBUHHE, BTOPUHHE
nakyBaHHsi Ta KOHTPOIb SIKOCTi:
JlozaH ®apma M'M6X, HimeuyuunHa;
Bupo6Huk, BignoBigansHWii 3a BTOPUHHE
nakyBaHHs:: Jlokcecc ®apma M'mbX,
HimeuunHa; Bupo6Huk, BignoBigansHui 3a
KOHTpOrb SKOCTi: HaykoBo-gocnigHumn
iHcTuTyT Xennenep MM6X, HimeuunHa;
Bupo6HuK, BignoBiganbHUii 3a KOHTPOSb
sikocTi: anndamen Papbin ApuHenmiTTenb
'M6X, HimeuunHa. BipHa pegakuis -
Bupo6HuK BignoBiganbHUM 3a BUNYCK
cepii KiHueBoro npoaykty: Ap. ®anbk
®apma 'm6X, HimevyunHa; BupoGHuk,
[030BaHoi (hopMu, NepBUHHE,
BTOPUHHE NaKyBaHHA Ta KOHTPOnb
fAkocrTi: JlozaH Papma 'm6X,
HimeuyunHa; Papbin ®apma M'm6X,
HimeyuunHa; BUpoGHuK,
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BiANOBiAaNbHUI 32 NepBUHHeE,
BTOPMHHE NaKyBaHHSA Ta KOHTPOIb
fAikocTi: JlozaH ®Papma 'M6X,
HimeuunHa; BUpo6HuK,
BignoBiganbHUM 32 BTOPUHHE
nakyBaHHs: Jlokcecc ®apma M'm6X,
Hime4yunHa; Bupo6Huku, BianoBiganbHi
3a KOHTponb AKocTi: HaykoBo-
pocnigHun iHctutyT Xennenep M'voX,
HimeuuuHa;
anndamen ®APBII ApuHanmitrenb
'm6X, HimeyuunHa

241.

CAHAKOM

PO34MH NS iH eKUin
10 mr/mn; no 1,5 mn
B amnyni; no 5
amnyn y 6nictepi, no
1 6nictepy B nayui

MpuBaTHe
akuioHepHe
TOBapUCTBO

“INekxim —

Xapkis”

YkpaiHa

[NpuBaTHe akuioHepHe
TOBapucTBO “flekxim —
Xapkis”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat

BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBeHoro cepTudikata
BiNoOBIigHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €EBPONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro

MaTepiany/peareHTy/NpoMixKHOro

NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMLTBI ADI; onst ONOMIKHOI
peyoBUHM (cepTudikaT BiaNOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif ye 3aTBEpA>KEHOrO

BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTy BigNOBIAHOCTI €BpONENChKil

dapmakonei CEP 2014-261-Rev 02 Big
3aTBEpOKEHOro BUpobHUKka SWATI

SPENTOSE PVT. LTD gito4oi pe4oBuHM
MENOKCUKaM Y 3B’s13Ky 3 HE3HAYHOO
3MiHO afpecu BUpobHuKa, a came

BBE[IEHHHA [OAATKOBOrO ckrnagy 3

Homepom A-2/2120, micue BUpobHUUTBa

He 3miHunocb (3aTBepaxeHo: CEP 2014-

261-Rev 01; 3anponoHoBaHo: CEP 2014-
261-Rev 02).

3a
peuenmom

UA/18792/01/01

242.

CAHOMEH

crpew HasanbHUi,
[030BaHUN,
cycneHsisa 50
Mkr/go3y no 60 abo
120, abo 140 pos y
KOHTelHepi; no 1
KOHTeWHepy y
KopobLi

Canpos
dapmacbioTi
kans3 g.a.

CnoseHis

Jlek ®apmaueBTn4Ha
KoMnaHisa a.a.

CnoseHis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
CeprudikaT BignosigHocTi/lE-cepTudikat

BiQNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BiANOBiAHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei: gna A®l; ons BUXigHoro
maTepiany/peareHTy/npoMiXXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiXKHOI

3a
peuernmom

UA/15870/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
peyoBUHM (CepTudikaT BiANOBIAHOCTI
€sponecbkin hapmakonei) - OHoBReHWN
cepTudikaT Big yXe 3aTBepAXeHoro
BMPOGHYKA - NOAAHHS! OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
dapmakonei Ne RO-CEP 2018-303-Rev 01
(3aTBepmkeHo: RO-CEP 2018-303-Rev 00)
ans gitoyoi peyosnHn Mometasone
furoate monohydrate Big Bxe
3aTBEepAKeHoro BupobHunka AARTI
INDUSTRIES LIMITED, Ingis.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiZNOBIgHOCTI €BpONEnchKii
capmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBeHoro cepTudikata
Bi4NOBIgHOCTI abo BUNYyYeHHs
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/NpoMiKHOroO
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (CepTUdikaTt BiAMOBIAHOCTI
€Bponecbkin dhapmakonei) - OHoBNeHui
cepTudikaT Big ye 3aTBepAXeHoro
BMPOBHVKa - NOAAHHS OHOBIIEHOIO
cepTudcpikaTa BignoBigHOCTi €Bponenchkin
dapmakonei Ne RO-CEP 2018-303-Rev 02
ans giroyoi peyoBnHun Mometasone
furoate monohydrate Big Bxe
3aTBEpOKEHOro BUPOBHUKA, SIKUIA 3MiHMB
Ha3By Ha AARTI PHARMALABS LIMITED,
lHAis.
243. | CEOA®ITOH® Kancynu no 6 kancyn MPAT YkpaiHa BigNoBiganbHUiA 3a YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHuX bes UA/4826/02/01
DOPTE y brictepi; no 2 abo | "®ITO®APM BMPOGHMLTBO, matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenma
4, abo 8 6nictepiB y " nepBUHHE/BTOPUHHE oToBWI Nikapcbkuin 3aci6. KoHTponb
nadui; no 30 kancyn nakyBaHHS, KOHTPOIb OOMOMIXKHUX PEYOBUH (iHLLI 3MiHW) -
y KOHTenHepi 3 SIKOCTi Ta BUNYCK cepil: MpuBepeHHs po3giny 3.2.P.4 oo sumor
KPULLIKOIO 3 MPAT "®ITOPAPM", MoHorpadii Ph. Eur. Ta A®Y Ta HO
KOHTPOMeM nepLuoro YkpaiHa; BignosigansHumn BUPOGHWKa At AONOMIKHUX PEYOBUH:
BigKkpuTTS, Mo 1 3a BMPOOHULITBO, MarHis kapboHaT Baxkkui, Tanbk,
KOHTeNHepy B navui nepBUHHE/BTOPUHHE Kpoxmanb kaptonnsHui, MarHito cteapar,
nakyBaHHS Ta KOHTPOSb MosigoH, Kancynu.
akocti: AT "lNy6Hudapm”,
YkpaiHa; BignosigansHumn
3a BMNyCK cepii, He
BKITOYa04N
KOHTpOnb/BUNPOBYBaHHSI
cepii: MPAT
"®ITOPAPM", YkpaiHa
244. | CEPTUKAH Tabnetku no 0,75 HoBapric LLiBeviuapis Buvpo6HMLTBO, KOHTPOMb LLIsenuapis/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/3913/01/03




200 [TponoBkeHHs noaaTKa 3
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
mr, no 10 TabneTok dapma Al SIKOCTi, NEPBUHHE PymyHis matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom | nidnsieae

y 6nictepi; no 6
GnicTepis y kopobui
3 KapTOHY
nakyBarbHOro

nakyBaHHs!, BTOPUHHE

nakyBaHHs1, BUMNYCK cepii:

Hoeaprtic ®apma LUTenH
AT, lWsenuapis;

KoHTponb aKocTi:
dapmaHanituka CA,
LLisenuapis

Bupo6HULTBO 3a NOBHUM
LIMKIIOM:
CaHnpos C.P.J1., PymyHis

['oTOBWI NiKapCbkuii 3aci6. 3miHn y
BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOS0
SIKOCTi FOTOBOIO ikapcbKoro 3acoby
(3amiHa abo goaaBaHHs OinbHULI, Ha AKiA
3[iCHIOETHECSA KOHTPOSL/BUNPOBYBaHHS
cepii) - pogasaHHsa ginbHuudi CAHOO3
C.P.J1., PymyHisi, Ha siKiA 30ilCHIOETbCA
KOHTPOIb AKOCTi. BBeaeHHS 3MiH
npoTarom 6-Tn micauis nicns
3aTBepAKEHHS. 3MiHu | TUny - 3MiHK 3
sikocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
BMpPOBHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPpOBHMUTBA Anst
4acTMHKU abo BCbOro BUPOBHMYOro
npoLiecy roToBOro nikapcbKoro 3acoby
(BiNbHUUS ONs BTOPUHHOMO NaKyBaHHS) -
nofaBaHHs AinbHUL Ans BTOPUHHOMO
nakyBaHHs CAHOO3 C.P.J1., PymyHis.
BBegeHHs 3MiH NpoTArom 6-Tn micsuis
nicnsa 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn
3 gKocTi. FoToBUI NiKapcbkuii 3aci6. 3MiHKn
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSsI
[04aTKOBOI AinbHULI BUPpOBHMUTBA Anst
YacTHKU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbkoro 3acoty
(BiNbHMUS ONst NEPBUHHOIO NaKyBaHHS) -
[0AaBaHHSA AiNbHULI AnS NePBUHHOMO
nakyBaHHsi, CAHOO3 C.P.J1., PymyHis.
BBeaeHHs 3MiH NpoTsrom 6-Tu Micauis
nicns 3atBepaKeHHs. 3MiHu | Tuny - 3miHn
3 gKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHu
y BUpOGHMLTBI. 3MiHa iMmnopTepa/3miHu,
LLIO CTOCYIOTBCS BUNYCKY Cepii Ta
KOHTPOIIO AKOCTi FOTOBOIO NiKapCbKoro
3acoby (3amiHa abo gofaBaHHst
BUpOGHMKa, LLIO BiAMOBIAAE 32 BBE3EHHSA
Ta/abo Bunyck cepii) - Bkntovyatoun
KOHTpOnb/BUNpobyBaHHs cepii -
[opnaBaHHs BUpoOHMKa, LLO BiaMoBigae 3a
Bunyck cepii CAHOO3 C.P.J1.,PymyHis.
3MiHU BHECEHO B iHCTPYKLUito Ans
MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ginu «BupobHuk» Ta
«Micue3HaxomkeHHs1 BUpOOHUKa Ta
agpeca MicLsa npoBafKeHHS 1oro
DiSNbHOCTI», IK HACNIAOK — 3aTBEPAXKEHHS
TEKCTY MapKyBaHHS1 YNaKOBKW NikapCbKOro
3acoby ansi 4oaaTKoBOro BUpOGHuKa.
BBefeHHs 3MiH NpoTsaArom 6-T1 Micsauis
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noceio4yeHHs1

nicna 3aTepaXXeHHs. 3MiHu | Tuny - 3miHn
3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUpOoGHMLTBI. 3amiHa abo BBEOEHHSI
[04aTKOBOI AinbHULI BUpOBHMUTBA Anst
YacTuHu abo BCbOro BUpoGHUYOro
npoLiecy roToBOro nikapcbKoro 3acoty
(BinbHUUS, Ha SAKiM NpoBOAATLCS Oyab-AKi
BMPOOHWYI cTagii, 32 BUHATKOM BUMYCKY
Cepin, KOHTPOMIO AKOCTI, NEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, Ans
HecTepurbHKX Nikapcbkux 3acobis) -
[oAaBaHHS 404aTKOBOI AiNbHULI
nikapcbkoro 3aco6y CAHOO3
C.P.J1.,,PymyHis. BBeaeHHs 3MiH npoTsrom
6-TK MicsauiB nicnsa 3aTBepAXeHHS. 3MiHN |
TMny - 3MiHK 3 AKOCTI. [0TOBUIA NikapCbKuii
3aci6. Cucrema
KOHTeNHep/3aKynoptoBanbHuii 3acit.
3miHa napameTpiB cneundikadi Ta/abo
AOMNYCTUMUX MEX NEPBUHHOT YMaKOBKM
roTOBOrO flikapcbkoro 3acoby (iHLi 3MiHW)
3MmiHn napameTpie cneundikauii
NEepPBUHHOI YNaKOBKW, HE3HaYHa 3MiH
TOBLLMHA NEPBMHHOI YNaKoBKM (NNiBKK
(PA/AL/PVC) 3 120-155 ym Ha 114-155
Um. BBeAeHHst 3MiH NpoTArom 6-Tn MicsauiB
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) OHOBNEHHS!
TEKCTYy MapKyBaHHS1 YNaKoOBKW NikapCbKOro
3acoby, a came: BUNy4eHHs iHpopmallii,
3a3HaYeHOI POCINCHKO MOBOK, KOPEKTHE
HanucaHHs TepMiHy NpuaaTHOCTI Ha
NEepPBUHHIN Ta BTOPUHHIM ynakoBKax Ta
YTOYHeHHS iHcpopmalii Lwoao norotuny
3asBHUKa. BBeaeHHs 3MmiH npoTarom 6-tn
MicsiLiB Micnsi 3aTBEPAXKEHHS.

245,

CUMETUKOH

Kpanni opanbHi, 40
mr/mn no 30 mny
cnakoHi; no 1
dnakoHy y kopobui 3
KapTOHY

ToBapucTBO
3
obGMexeHo
BianoBiganb
HiCTIO
"®apmaueBT
n4yHa cipma
"Beptekc"

YkpaiHa

ToBapncTBO 3 0OMEXEHOI0

BiANOBiganbHICTIO

"®PapmaLeBTUYHa dipma

"BepTekc"

(BUPOBHULITBO 3 NpoayKLuii

in bulk ToBapwucTtBa 3
obmexeHo
BiANoBiganbHiCTIO
"PapmaLeBTUYHa
KoMnaHisi "3gopos's”,
YkpaiHa)

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny -
AaMiHicTpaTMBHI 3MiHU. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHUKA
(BnacHuka peecTpauinHoro NocBiAYEHHS) -
3MiHa agpecu 3asiBHUKa

3a
peuenmom

UA/16197/01/01

246.

CIHOXAPOI®

TabneTku, BKPUTI
NniBKOBOKO
obGonoHkoto, 12,5

BepiHrep
IHrenbxanm
IHTepHeLHN

Himeyunna

BUPOGHULTBO, NEPBUHHE
Ta BTOPUHHE NaKyBaHHs,

KOHTPOIb SIKOCTI, BUNYCK

Himeuumnna/
peuis/
PpaHuisi/

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
ADI. KoHTponb ADI. 3miHa y meTogax

3a
peuernmom

UA/15722/01/01
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no 6 Gnictepis y
KapTOHHIl kopobui

BMPOGHMLTBO, KOHTPOIb
AKOCTI (32 BUHATKOM TECTY
«MikpobionoriyHa
yucToTa»), NEPBUHHE Ta
BTOPWHHE NaKyBaHHS,
BUMYyCK cepii: bepiHrep
IHrenbxanm Xennac
CuHrn Membep C.A.,
[peuisa; nepBrHHe Ta
BTOPWHHE NaKyBaHHs,
KOHTPOIb SIKOCTi, BUMYCK
cepii: MATEOH
OPAHLLIA, ®paHuis;
BMpOBHMUTBO TabneTok "in
bulk" Ta KOHTPONb AKOCTI:
MateoH lMyepTo Puko. IHK.,
Cnonyyeni WraTn
AMEPUKM; KOHTPOSb SIKOCTi
(3a BUHATKOM TeCTy
"MikpobionoriyHa
unctota"): A eHg Em
LUTABTECT Na6op dyp
AHaniTuK yHa
CrabinitatcnpydyHr
'm6X, HimeuunHa;
KOHTPOMb SKOCTi Npu
pocnigkeHHi ctabinbHocTi
(3a BUHATKOM TeCTy
"MikpobionoriyHa
ynctota"): EBpodpiHc
®ACT 'mM6X, HimeuwumHa;
anbTepHaTMBHa
nabopatopis ans
KOHTPOSIO TECTy
"MikpobionoriyHa
ynctorta": CI'C IHctutyT
®peseHiyc MM6X,
Himeuuuna; Nabop J1IC CE
eHa Ko. KI, HimeuuuHa;
K'toENCiEc EME, MNpeuis

y npoueci BupobHuutea A®I (HesHauHi
3MiHW Y 3aTBEPAKEHUX MeToaax
BUNpobyBaHHs) - [N nikapcbkoro 3acoby
CIHIXXAPLI®, TabneTtkn, BKpUTI
nniBkoBow o6onoHkoto, 12,5 mr/1000 mr.
BHeceHHs1 amiH go po3giny 3.2.S.2.4.
KOHTpOIb KpUTUYHMX CTagdiit i NPOMiDKHOT
npoaykKLuii, a came KopuryBaHHs onucy
aHaniTU4HOT METOANKN ANst BU3HAYEHHS
OpraHiyHMX JOMILLOK Y NPOMiIKHOMY
npoaykTi Bl 10773 lodide, skun
BMKOPWCTOBYETLCS A5t BUPOOHMLTBA
Lil040i peyoBMHU emnarnicpnosunH.
KpwuTepii NpUMHATHOCTI Ta iHWi aHaniTuYHi
npowenypv 3anuwarTbCsl HE3MIHHUMU.
3MinHn | Tuny - 3MiHm 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BunpobyeaHHsA APl abo BMXigHOrO
MaTepiany/npomixHoro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (HesHauHi
3MiHW Y 3aTBEpPOXKEHNX METOAAX
BMNpobyBaHHs) - [ins nikapcbkoro 3acoby
CIHOXAPLI®, TabneTku, BKpUTI
nniskoBot o6onoHkot, 12,5 mr/1000 mr.
BHeceHHs 3miH Ao posginy 3.2.5.2.4.
KOHTpOnb KpUTUYHMX CTadin i IPOMDKHOT
NPOAYKLiT, a came- KopUryBaHHs onucy
aHaniTM4HOT METOAMKN AN BU3HAYEHHS
OpraHiYHMX AOMILLOK Y NPOMDKHOMY
npoaykTi TMS nakToH, sikui
BMKOPUCTOBYETLCS ANs BUPOBHMLITBA
Ait0Y0i pevoBUHM eMnarnicnosnH.
KpuTtepii NpUAHATHOCTI Ta iHWi aHaniTUYHi
npoueaypu 3anualoTbCst HE3MIHHUMN.
3MmiHu | TUnYy - 3miHm 3 akocTi. API.
KoHTponb A®I. 3miHa y meToaax
BuNpobyBaHHs APl abo BuxigHOro
MaTepiany/npomikHOro
npoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuuTBa AP| (He3HauHi
3MiHW Y 3aTBEPAKEHUX MeToAax
BUNpobyBaHHs1) - [ins nikapcbkoro 3acoby
CIHIKAPLI®, Tabnetkn, BKpUTI
nniBkoBot o6omnoHko, 12,5 mr/1000 Mr.
BHeceHHs 3miH Ao po3giny 3.2.5.2.3.
KoHTponb maTepianis, a came-

KOPUIyBaHHS OMUCY aHaniTM4YHOI METOAMKMN

202
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
mr/1000 mr no 10 m6X cepii: bepiHrep Cnony4eHi BunNpobyBaHHsA APl abo BMXigHOrO
TabneTok B GnicTepi; IHrenbxanm ®apma M'v6X i LWratn marepiany/npoMiKHOro
Ko. KT, HimeuyunHa; Amepukn/ NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
ANsi BU3HaUYEeHHS opraHiyHUX JOMILLOK y
BMXiOHOMY MaTepiani rmokoHodensTa-
NaKTOH, KNI BUKOPUCTOBYETLCS AI151
BUPOBHMUTBA Ait040i pe4OBUHU
emnarnicdnosunH. Kputepii npuiHaTHOCTI Ta
iHLWIi aHaniTU4HI Npoueaypu 3anuwarTbCs
HE3MiHHUMU
247. | CIHOXAPAOI® TabneTku, BKPUTI BepiHrep Himeuumna BMPOGHMLTBO, NEPBUHHE HimeuumHa/ BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/15724/01/01
NniBKOBOK IHrenbxamm Ta BTOPMHHE NaKyBaHHS, peuis/ matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
obonoHkKot, 5 IHTepHeLwHnN KOHTPOIb SIKOCTi, BUMYCK PdpaHuis/ A®I. KoHTponb AdI. 3miHa y meTogax
mr/1000 mr no 10 mM6X cepii: bepiHrep CronyyeHi BunpobyBaHHs APl abo BuXigHOrO
TabneTtok B 6nicTepi; IHrenbxanm ®apma M6X i LWraTtn MaTepiany/npomixHoro
no 6 Gnictepis y Ko. KT, HimeuyunHa; Amepuku/ NPOAYKTY/peareHTy, Lo BUKOPUCTOBYETLCS

KapTOHHIN kopobLi

BMPOGHMLTBO, KOHTPOIb
AKOCTi (32 BUHATKOM TECTY
«MikpobionoriyHa
4ncToTa»), NEPBUHHE Ta
BTOPVHHE NakKyBaHHS,
BUNyck cepii: bepiHrep
IHrenbxanm Xennac
CwuHrn Membep C.A,,
[peuisa; nepBrHHe Ta
BTOPVHHE NaKyBaHHS,
KOHTPOMb AKOCTi, BUNYCK
cepii: MATEOH
OPAHUIA, ®paHuis;
BMPOGHMLUTBO TabneTok "in
bulk" Ta KOHTpONb AKOCTI:
MaTeoH MyepTto Puko. IHK.,
CnonyyeHi WraTn
AMEpPUKM; KOHTPOIb AKOCTI
(3a BUHATKOM TeCTy
"MikpobionoriyHa
ynctota"): A eHg Em
LUTABTECT Jlabop dyp
AHaniTuK yHg
CrabinitatcnpydyHr
'm6X, Himevuuha;
KOHTPOMb AKOCTi Npu
pocrnigkeHHi crabinbHocTi
(3@ BUHATKOM TecTy
"MikpobionoriyHa
unctota"): EBpodpiHc
OACT 'mM6X, HimevumHa;
anbTepHaTMBHa
nabopatopis ans
KOHTPOJIO TECTY
"MikpobionoriyHa
ynctota": CI'C IHcTutyT
®peseHiyc MM6X,
HimeuuunHa; Jlabop JIC CE

y npoueci BupobHuuTea AD| (He3HauHi
3MiHW Y 3aTBEPAKEHUX MeToaax
BunpobyBaHHs) - [lns nikapcbkoro 3acoby
CIHIXKAPLI®, TabneTkn, BKpUTI
nniskoBoto 06onoHkoto, 5 mr/1000 mr.
BHeceHHs1 amiH go po3giny 3.2.S.2.4.
KoHTpOnb KpUTUYHUX CTadiv i MPOMiXKHOI
npoayKuii, a came KopuryBaHHs onmcy
aHaniTM4HOT METOANKN ANst BU3HAYEHHS
OpraHiyHMX JOMILLIOK Y MPOMKHOMY
npoaykTi Bl 10773 lodide, akun
BMKOPUCTOBYETLCS ANSA BUPOOHMLITBA
Ait0Y0i pevoBUHM eMnarnicnosnH.
KpuTepii NpUAHATHOCTI Ta iHWi aHaniTUYHi
npoueaypu 3anualoTbCst HE3MIHHUMU.
3MmiHu | TUnYy - 3miHm 3 akocTi. API.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA
y npoueci BupobHuuTBa AD| (HE3HAYHI
3MiHW Y 3aTBEpPOXEHNX MeTodax
BUNpobyBaHHs1) - [ins nikapcbkoro 3acoby
CIHOXAPLI®, TabneTku, BKpUTI
nniskoBoto o6omnoHkoto, 5 mr/1000 mr.
BHeceHHs 3miH Ao po3sginy 3.2.5.2.4.
KOHTpOnb KpUTUYHMX CTadin i IPOMDKHOT
npoaykLuii, a caMme- KOpUryBaHHs onmcy
aHaniTU4HOT MeTOANKN ANst BUHAYEHHS
OpraHiyHMX AOMILLOK Y NPOMIKHOMY
npoaykTi TMS nakToH, sikui
BMKOPUCTOBYETLCS AN BUPOOHMLITBA
Aito40i peyoBrHU eMnarnicpnosuH.
KpuTepii NpUAHATHOCTI Ta iHWI aHaniTUYHi
npoueaypu 3anualoTbCst HE3MIHHUMU.
3MmiHu | TUNYy - 3miHK 3 sikocTi. ADI.
KoHTpone A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
eHa Ko. KI, HimewuuHa; mMaTepiany/npomikHOro
K'toEnCiEc ETIE, Npeuis NPOAYKTYy/peareHTy, Lo BUKOPUCTOBYETLCS
y npoueci BupobHuutea A®I (HesHauHi
3MiHW Y 3aTBEPAXKEHNX MeToaax
BMNpobyBaHHs) - [ins nikapcbkoro 3acoby
CIHXKAPLI®, TabneTtkn, BKpUTI
nniskoBoto 06onoHkoto, 5 mr/1000 mr.
BHeceHHs 3miH Ao posgainy 3.2.5.2.3.
KoHTponb maTepianis, a came-
KOPUryBaHHA OMUCY aHamniTU4HOI METOAUKN
ANs BU3HAYEHHS OpraHiyHnX JOMILLOK Y
BUXiOHOMY MaTepiani rniokoHogensTa-
NaKTOH, KW BUKOPUCTOBYETLCA ANS
BMPOGHMLITBA [it040I Pe4OBUHM
emnarniconosuH. Kputepii npuiHATHOCTI Ta
iHLWIi aHaniTU4HI Npoueaypu 3anuwarTbCs
HE3MIHHUMW.
248. | CKIHOPEH® kpem 20 %; no 30ry | JIEO ®dapma Oania JIEO dapma ITanis BHECEHHS 3MiH 40 peecTpauiiHnx 6e3 UA/1074/02/01
Ty6i; no 1 1y6i y A/C MaHydakTypiHr Itani CPJ1 MaTepianis: 3miHu | Tuny - 3miHK Wwopo peuenma
KapTOHHIN kopobLi 6esnekn/edeKTMBHOCTI Ta
tapmakoHarnagy (iHwi amiHm). 3MiHn
BHECEHO B TEKCT MapKyBaHHS NepBUHHOT
(. 6) Ta BTOPMHHOI (OHOBMEHHSA n. 17)
ynakoBOK fikapcbKkoro 3acoby. BeeaeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBEPAKEHHS
249. | COMABEPT nioginisat ans Mdpanzep CLA BupobHMLTBO, KOHTPOb Benbris/ BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/17108/01/01
PO34MHY ANS iH'eKLiN Eny.Ci.NMi. SIKOCTi Ta BUNYCK cepii IpnaHais matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom
no 10 mr; 10 Kopnopei BOAW ANSA iH €KUY A®|. BupobHuuteo. 3miHn BunpobysaHb
nakoHiB 3 H nonepeaHbL0 HanoOBHEHUX abo 4onycTMMKX MeX Yy NpoLeci
niocpinizatom y wnpuuax, ogHovacHe BUpobHMuTBa ADI, 1110 BCTAHOBNEHI Y
NMPOMIDKHI KAPTOHHIW nakyBaHHsi Ta MapKyBaHHsi cneumdikauisx (nogasaHHa abo 3amiHa
Kopobui; 3 NpoMiXHi BOAM ANS iH eKUin Ta BUNpobyBaHHs 3a pesynbTatamm
KapTOHHI KOpo6kM B nikapcbkoro 3acoby; pocnigpkeHb 3 6e3nekn abo sKocTi) -
komnnekTi 3 30 BMPOGHMLITBO NiKapCbKOro [ofaBaHHS MOHITOpUHry pH go posginy
nonepeaHL0 3acoby in bulk Ta 3.2.S.2.2. Onuc BpoGHMYOro npotecy Ta
HanoBHEHVMM nepBUHHE NakKyBaHHS; noro koHTponto, Ao PEGylation of B2036
wnpuuamm 3 BUWMYCK Cepii NikapcbKoro Process Controls and Specifications
PO34MHHMKOM (BOAA 3acoby; KOHTPOb SIKOCTI (Table 3.2.5.2.2-22).
ans inv’ekuin) no 1 nikapcbkoro 3acoby, 3a
mn Ta 30 BUKITFOYEHHSM TECTY
6e3neyHnmmn "BioaHanis": MNdansep
rofikamu y KapTOHHI MeHiodpekyypuHr Benbris
KopobLi HB, benbrist; KoHTponb
SIKOCTi NMikapCbKOro
3acoby: MNdaiizep lpneHa
dapmaceyTukanc,
Ipnangis
250. | COMABEPT niodinisat ans Mdpbanszep CLA BupobHnLTBO, KOHTPOIb Benbria/ BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/17108/01/02
PO34MHY ANS iH'eKLiN Eny.Ci.Ni. SIKOCTi Ta BUMYCK cepii IpnaHais matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuernmom
no 15 wmr; 10 Kopnopeiiww BOAM ANS iH eKuin y AdI. BupobHuLTBO. 3MiHM BUNpobyBaHb
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
dnakoHiB 3 H nonepeaHbLO HAaNOBHEHUX abo gonycTMUX Mex y npoueci
niodpinizatom y wnpuuax, ogHovacHe BMpOGHMUTBa ADI, L0 BCTAHOBIEHI Y
NPOMIXHIV KApTOHHIN nakyBaHHA Ta MapKyBaHHA crneungikalisx (aogasaHHA abo 3amiHa
Kopobui; 3 NpoMiXHi BOAM 4115 iH eKUin Ta BUNpOoOyBaHHSA 3a pe3ynbTatamu
KapTOHHI KOPOGKM B nikapcbkoro 3acoby; pocnimxeHb 3 6e3nekun abo skocTi) -
komnnekTi 3 30 BUPOBHMUTBO NiKapcbKoro [ofasaHHA MOHITOpuHry pH o posginy
nonepegHL0 3acoby in bulk Ta 3.2.S.2.2. Onnc BnpoBbHMYOro npouecy Ta
HarnoBHEeHVMM nepBUHHE NakyBaHHS; noro koHTponio, Ao PEGylation of B2036
wnpuuamm 3 BUNYCK Cepii Nikapcbkoro Process Controls and Specifications
PO34YMHHUKOM (BOAA 3acoby; KOHTPOSb AKOCTI (Table 3.2.5.2.2-22).
anst inv’ekuin) no 1 nikapcbkoro 3acoby, 3a
mn Ta 30 BUKIIOYEHHAM TECTY
6e3neyHnmmn "Bioanania": MNdansep
ronkaMu y KapTOHHIN MeHtodekdypuHr Benbris
KopobLUi HB, Benbris; KoHTponb
SKOCTi NiKapCbKOoro
3acoby: MNdarsep Ipnena
dapmaceyTukanc,
Ipnangis
251. | COMABEPT niodinisat ans Mdpansep CLWA BunpobHnLTBO, KOHTPOb Benbria/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/17108/01/03
PO34MHY ANg iH'eKUin Eny.Ci.Mi. SKOCTi Ta BUMYCK cepii Ipnangis maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
no 20 mr; 10 Kopnopewww BOAM AN iH eKUin y A®I. BupobHMLTBO. 3MiHN BUNpobyBaHb
drakoHiB 3 H nonepegHbO HanoBHEHUX abo gonyCcTuMmnx Mex y npoueci
nioginizatom y wnpuuax, ogHovacHe BMpobHMuTBa ADI, LLL0 BCTAHOBIEHI Y
NPOMIXHIV KApTOHHIN nakyBaHHSA Ta MapKyBaHHSA crneungikauisax (aogasaHHA abo 3amiHa
Kopobui; 3 NPOMiXKHi BOAW AN iH eKUi Ta BMNpobyBaHHs 3a pesynbTatamu
KapTOHHI KOpOo6kM B nikapcbkoro 3acoby; pocnigpkeHb 3 6e3nekn abo sKocTi) -
komnnekTi 3 30 BMPOBHMLTBO NiKapCbKOro JofasaHHA MOHITopuHry pH go posginy
nonepeaHeo 3acoby in bulk Ta 3.2.S.2.2. Onnc BnpobHMYOro npoLecy Ta
HanoBHEHVMM nepBUHHE NakKyBaHHS; noro koHTponto, Ao PEGylation of B2036
wnpuuamu 3 BUWMYCK Cepii NikapcbKoro Process Controls and Specifications
PO34YMHHMKOM (BOAA 3acoby; KOHTPOIb SKOCTI (Table 3.2.5.2.2-22).
ans inv’ekuin) no 1 nikapcbkoro 3acoby, 3a
mn Ta 30 BUKIIOYEHHAM TECTY
6e3nevyHnmmn "Bioananis": MNdawnsep
rofikamu y KapTOHHI MeHiopekyypuHr Benbris
KopoobLi HB, Benbris; KoHTponb
SIKOCTi NMikapCbKoro
3acoby: MNdaiizep lpneHg
dapmaceyTukarnc,
IpnaHgis
252. | COMABEPT niogpinisat ans Mcpanzep CLA Bupo6HULTBO, KOHTPOb Benbris/ BHECEHHS 3MiH 10 peecTpauiiHuX 3a UA/17108/01/04
PO34MHY AN iH'eKuin Eny.Ci.Ni. SIKOCTi Ta BUNYCK cepii Ipnangis matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenmom
no 30 wmr; 10 Kopnopew BOAW OIS iH €KUY A®|. BupobHuuteo. 3miHu BunpobyBaHb
dnakoHiB 3 H nornepeaHbLO HANOBHEHUX abo gonycTMUX Mex y npoueci

niodpinizatom y
NMPOMIDKHI KAPTOHHIW
KopobLi; 3 NpoMiXHi
KapTOHHI KOPOOKM B
komnnekTi 3 30
nonepeaHL0

Lunpu1uUax, ogHo4acHe
nakyBaHHs Ta MapKyBaHHS!
BOAW ANS iH eKUin Ta
nikapcbkoro 3acoby;
BMPOGHMLITBO NiKapCbKOro
3acoby in bulk Ta

BMpOGHMLUTBa AQDI, L0 BCTAHOBIEHI Y
crneungikalisx (aogaBaHHa abo 3amiHa
BMUNpobyBaHHs 3a pe3ynbTatamu
pocrnimkeHb 3 6e3neky abo skocTi) -
[oaaBaHHA MOHITopuHry pH go posginy
3.2.8.2.2. Onuc BUpoGHMYOro npoecy Ta
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
HanoBHEHMM NepBUHHE NaKyBaHHS; noro koHTponto, o PEGylation of B2036
wnpuyamm 3 BWMYCK Cepii NikapcbKoro Process Controls and Specifications
PO34YMHHUKOM (BOAA 3acoby; KOHTPOSb AKOCTI (Table 3.2.5.2.2-22).
ans iH’ekuin) no 1 nikapcbKkoro 3acoby, 3a
mn ta 30 BUKINIOYEHHAM TECTy
6e3neyHnmmn "BioaHanis": MNdansep
rofikamu y KapTOHHIN MeHtodekuypuHr benbris
KopobLi HB, Benbris; KoHTponb
SAKOCTi NikapcbKoro
3acoby: MNdpansep Ipnens
dapmaceyTtukanc,
Ipnangis
253. | COMATYNIH PO34MH Ans iH eKLin INMCEH ®paHuin IMCEH ®APMA BIOTEK, DdpaHuis/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/13432/01/01
AYTOXEIJb 120 NPOIOHrOBaHOro DPAPMA PpaHuis Benbrisa matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI. peuenmom
Mmr BUBINbHEHHS, 120 mr ramma-BuNPOMIHIOBaHHS: ["oToBMI Nikapcbkuit 3aci6. KoHTporb
/wnpuy; no 1 IMCEH ®APMA BIOTEK, roToOBOro flikapcbkoro 3acoby. 3miHa y
nornepegHbLo PpaHuis mMeToAax BMNpobyBaHHSA roToBOro
HanoBHEHOMY abo nikapcbkoro 3acoby (HeaHayHa 3MiHa y
wnpuuy ans CTEPIOIXEHIKC 3aTBEPAKEHNX MeToAax BUNPOOYBaHHS) -
O[1HOpPa30Boro BENbLIA CA (PNEPYC), BHeceHHsi He3HayHMX 3MiH, LWo6 OHOBUTH
BVIKOPUCTaHHS Benebris cTaHgapTHY nigrotoBky Ao Onucy
micTkicTio 0,5 mn 3 npouenypv BunpobyBaHHsA ansi TECTy Ha
aBTOMaTUYHO PO34mMHEHHS in vitro (Anapart 4, sk
3aXMCHOL0 onucaHo B po3aini 2.9.3 dapmakonei €C).

cuctemoto, 1 ronkoto
(1,2x20 mm) B
3aXMCHOMY
KOBMauKy, y
baraTowapoBomy
nakeTuky B
KapTOHHiI kopobui

3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo onyCTUMUX MeX
roTOBOrO MikapCbKoro 3acoby (BUIy4YeHHs
He3Ha4HOro nokasHuka (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cmak, abo ineHTudikauis 6apBHUKIB YK
cMakoBux fob6aBok)) - BuganeHHs 3i
cneuudikauii M3 TecTy Ha poO3YNHEHHS in
vitro, BUKOHaHoro 3a metogom Basket
(Anapart 1, sk onvcaHo B po3aini 2.9.3
dapmakonei €C). 3miHu | TUny - 3miHu 3
sKocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa y MeToaax BUNpobyBaHHS! rOTOBOrO
niKapcbKoro 3acoby (Buny4yeHHs metoay
BUMNPOOYBaHHS, SIKLLO BXe 3aTBEPOKEHUN
anbTepHaTUBHWUIA MeToA) - BuaaneHHs 3
MeTogis KoHTponto 113 TecTy Ha
PO34YMHEHHS in Vitro - BUKOHYETbCS 3a
meToaom Basket , BHacnigok Yoro
oHoBunacs Cneundikauis N3 Tay
npuMiTKax Ao cneumdikauii Buny4eHo
NPUMITKY «a)» LLOAO0 HasiBHOCTI 2X
npoueayp in vitro, Hapasi nig NPUMITKo
«¥» 3HaxoamUTbCs iHdopMaLis Woao TecTy
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

«CTepunbHiCTb», TOMY LLO B TECTI
«CTepunbHICTbY 3HaK MPUMITKM «*»
3MiHEHO Ha «a)». 3MiHu | Tuny - 3MiHn 3
sIKOCTi. [0TOBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikaui Ta/abo
[OMNYCTUMKX MEX rOTOBOTO NiKapCbKOro
3acoby (3BY>XEHHS1 ONYCTUMMUX MEX) -
3BYXXEHHS [OMYCTUMUX MEX NOoKa3HuKa
«CepenHe BBeeHe [03YBaHHS
naHpeoTtuay» B cneuudikadii M3 sk ans
BUMYCKY, TaK i ANst TEPMiHY NpUaaTHOCTI y
BiZNOBIQOCTi 3 3aTBEPAKEHNMM BinbLu
XOPCTKMMM BUMOramu cneuundikauiv M3,
3apeecTpoBaHux B [aHii, ABCTpiii Ta
MNonbLyi, BUKOHYETLCA Y BiANOBIAHOCTI A0
MeToAy NPOTOYHUX KNITUH (Anapart 4, sk
onucaHo B rnaei 2.9.3 ®apmakonei €C).
3artsepaxeHo: [ns gosyeaHHs 60 mr: Mpu
BbInycke (TeopeTtunyeckn +5%) 57.0-63.0,
Cpok rogHocTu (TeopeTuyeckn +5%) 54.0-
66.0. [Ona nosyBaHHA 90 mr: Mpu Bbinycke
(TeopeTtuueckn +5%) 85.5-94.5, Cpok
rogHocTu (Teopetudeckn +5%) 81.0-99.0.
[nsa posysaHHa 120 mr: Mpu Bbinycke
(TeopeTnyeckn +5%) 114.0-126.0, Cpok
ropHocTu (Teopetuyeckn £5%) 108.0-
132.0. 3anponoHoBaHo: [ins 4o3yBaHHSA
60 mr: Ha Bunyck Ta Ha TepMmiH
npuaartHocTi (TeopeTuyHo +5%) 57.0-63.0.
[Ons gosysaHHa 90 mr: Ha Bunyck Ta Ha
TepMiH NpUAaTHOCTI (TeopeTndeckn +5%)
85.5-94.5. ins posysaHHA 120 mr: Ha
BUMYCK Ta Ha TEPMiH NPUAATHOCTI
(TeopeTnyeckn +5%) 114.0-126.0. 3miHm |
Tuny - 3MiHM 3 SKOCTi. [OTOBMI NikapCbKun
3aci6. KoHTpornb rotToBoro nikapcbkoro
3acoby. 3miHa napameTpis crneumdikaLin
Ta/abo [oNyCTMMUX MEX roTOBOro
nikapcbkoro 3acoby (3BY>KEHHS
OONYCTUMMUX MEX) - 3BY>KEHHS
[OMYCTUMUX MEX TECTY Ha PO3YMHEHHS in
vitro B cneuudikauii M3 sk gns Bunycky,
TaK i AN TepMiHy NpuaaTHOCTI Y
BiZNOBIQOCTi 3 3aTBEPKEHNMM BinbLu
XKOPCTKMMU BUMOramu cneuudikadiv M3,
3apeecTpoBaHux B Ipnangii Ta HimeuunHi,
BUKOHYETLCS Y BiAMNOBIOHOCTI 0 MeToay
NPOTOYHUX KMiTUH (AnapaT 4, sik onnucaHo
B rmagi 2.9.3 ®apmakonei €C). 3miHu |
TMNy - AOMiHICTpaTuBHI 3MiHW. BunyyeHHs
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUPOBHMYOT OinNbHUL (BKIHOYa04M
AinbHuUi ana A®l, npomikHOro NpoaykTy
abo roToBOro fikapcbkoro 3acoby,
AiNbHWLI ANs NPOBeAEHHS NaKyBaHHS,
BMPOGHWKa, BiAMNOBiAaNbHOMO 3a BUMYCK
cepin, MicLe NpoBeaeHHs KOHTPONKO cepii)
abo nocTayanbHKKa BMXIQHOrO maTepiany,
peareHTy abo 4ONOMiKHOT pEHOBUHM
(AKLLO 3a3HayYeHo y AOCkE) - BunyyeHHs
ninbHuui CtepumpkeHike ITanis CMA,
ITanis, BianoBiganbHoi 3a ramma-
BUMNPOMIiHIOBaHHS. BUpOGHMK, Lo
3anuLWnBCS, BUKOHYE Ti XX cami yHKUIT WO

i BUny4eHun. 3minu | Tuny - 3MiHn 3 SKOCTiI.

["oToBMI nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3MiHa po3Mipy cepii
(BktoYatoum diana3oH po3mipy cepii)
roTOBOrO Jlikapcbkoro 3acoby (36inbLUeHHst
0o 10 pasiB NOpIBHSAHO i3 3aTBEPHKEHUM
po3mipom) (ans godyBaHb 90 mri 120 wr).
[1BopasoBe 36iNnblUeHHs1 MakcuMarbHOI
KiNbKOCTI LWNpuLiB, WO BUNYCKaOTLCS ANS
Cowmarynin AyTtorenb 90 mr i Tpupasose
36iNbLUEHHSI MaKCUMarbHOI KiNbKOCTi
LINpuLiB, LLO BUMNYCKalOTbCS ANst
Comartynid Aytorens 120 mr. 3miHn | Tuny
- 3MiHu 3 gKocTi. FoToBUIA NiKapCbKuii
3aci6. 3MiHn y BUPOGHMUTBI. 3MiHK Y
npotieci BUPOGHMLITBA rOTOBOrO
nikapcbkoro 3acoby, BKnoYaun
NPOMIXHUIA NPOAYKT, L0 3aCTOCOBYETLCSI
npu BUPOBHULTBI rOTOBOIO MiKapcbKoro
3acoby (He3HayHa 3MiHa y npoueci
BMpOGHMLUTBA) (ans fo3ysaHb 90 mri 120
Mr). 36inbLUEHHS Yacy BUTPUMKM ANs
36epiraHHs bulk npenapaty nepen
HaMNOBHEHHAM B LUNpUL B4 6 AHiB 00 8
AOHiB Npy BurotoeneHHi ComatyniH
AyTtorenb 90wmr i 120 mr

254.

COMATYNIH
AYTOXEIb 60 MI

PO34MH AN iH eKuin
NPOTOHrOBaHOro
BUBINbHEHHS, 60 mMr
/wnpwuy; no 1
nonepegHeo
HanoBHEHOMY
Lwnpuuy Ans
O[HOPa30BOro
BUKOPUCTaHHS
micTkicTio 0,5 mn 3
aBTOMaTUYHOO
3aXMCHO

INCEH
PAPMA

®paHuia

INCEH ®APMA BIOTEK,
PpaHuis
ramma-BunpOMiHIOBaHHS:
INCEH ®APMA BIOTEK,
PpaHuis
abo
CTEPIAXEHIKC
BENbLIA CA (PNEPYC),
Benebris

PpaHuis/
Benbris

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeTofAax BUNpoOyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEpPKEHNX MeToAax BUNPObyBaHHS) -
BHeceHHs1 He3HaYHUX 3MiH, LWo6 OHOBUTK
cTaHgapTHY nigrotoBky Ao Onucy
npoueaypv BUnpobyBaHHA ANs TECTY Ha
PO34MHEHHS in vitro (Anapart 4, ak
onvcaHo B po3aini 2.9.3 ®apmakonei €C).

3a
peuernmom

UA/13432/01/02
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

cucTemoto, 1 roskot
(1,2x20 mm) B
3aXMCHOMY
KOBMauky, y
GaraToLiapoBomMy
nakeTuky B
KapTOHHIl kopobui

3MiHn | TMny - 3MiHK 3 siKocTi. [oToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo JonycTUMMX Mex
roTOBOrO MiKapCbKOro 3acoby (BMNyYeHHs
He3Ha4HOro nokasHuka (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cmak, abo iaeHTudikauisa 6apBHUKIB UK
CMaKkoBUx o06aBoK)) - BuoaneHHs 3i
cneumndikauii M3 TecTy Ha po34MHEHHS in
vitro, BUKOHaHOro 3a MeTogoM Basket
(Anapart 1, sik onmMcaHo B po3gini 2.9.3
dapmakonei €C). 3miHu | TUny - 3miHn 3
[KocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
niKkapcbKoro 3acoby (Buny4yeHHs metogy
BUNPOOYBaHHS, SIKLLO BXe 3aTBEpPOKEHUN
anbTepHaTMBHWUIA MeToA) - BuaaneHHs 3
MeTogais KoHTtponto 113 TecTy Ha
PO34MHEHHS in Vitro - BUKOHYETbCH 3a
meToaom Basket , BHacnigok Yoro
oHosunacs Cneundikauis M3 tay
npumiTKax 4o cneumdikadii Buny4eHo
NPUMITKY «a)» LLLOAO HasABHOCTI 2X
npoueayp in vitro, Hapasi nia NPUMITKo
«¥» 3HaxoamUTbCs iHhopMaLis Woao TecTy
«CTepunbHicTby, TOMY LLO B TECTI
«CTepunbHICTb» 3HaK MPUMITKM «*»
3MiHEHO Ha «a)». 3MiHu | Tuny - 3miHK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMNYCTUMUX MEX FOTOBOTO NiKapCbKOro
3acoby (3BY)XEHHS1 AOMYCTUMNX MEX) -
3BYXXEHHS AOMYCTUMUX MEX NOKasHuKa
«CepefiHe BBeEHE [03YBaHHS
naHpeoTtuay» B cneuudikadii M3 sk ans
BUNYCKY, TaK i ANs TepMiHy NpuaaTHOCTI y
BiQMNOBIAOCTi 3 3aTBEPAXEHUMU BinbLL
YKOPCTKMMM BUMOramu cneuudikaiv 13,
3apeecTpoBaHux B [aHii, ABCTpiil Ta
[MonbLyi, BUKOHYETLCS Y BIANOBIAHOCTI 40
MeToAy NPOTOYHUX KNITUH (AnaparT 4, sK
onucaHo B rnasi 2.9.3 ®apmakonei €C).
3aTBepaxeHo: [ina nosysaHHs 60 mr: MNpu
BbInycke (TeopeTunyeckn +5%) 57.0-63.0,
Cpok rogHocTu (TeopeTuyeckn +5%) 54.0-
66.0. Onsa posyBaHHsa 90 mr: [Npu Bbinycke
(TeopeTtuueckn +5%) 85.5-94.5, Cpok
rogHocTu (Teopetuyeckn +5%) 81.0-99.0.
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[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

[ns gosyeaHHsa 120 wmr: Mpu Bbinycke
(TeopeTtnyeckn +5%) 114.0-126.0, Cpok
rogHocTu (Teopetuyeckun £5%) 108.0-
132.0. 3anponoHoBaHo: [1ns fo3yBaHHS
60 mr: Ha Bunyck Ta Ha TepMmiH
npuaaTtHocTi (TeopeTuyHo +5%) 57.0-63.0.
[nsa gosyBaHHs 90 mr: Ha Bunyck 1a Ha
TepMiH NpuaaTHOCTI (TeopeTudeckn +5%)
85.5-94.5. [ins posyeaHHsA 120 mr: Ha
BUMYCK Ta HAa TEPMiH NPMAATHOCTI
(TeopeTtnyeckn +5%) 114.0-126.0. 3miHm |
TMny - 3MiHK 3 AKOCTI. [0TOBUIA NikapCbKuii
3aci6. KoHTposb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis crneumdikauin
Ta/abo [onMyCTUMUX MeX roTOBOro
nikapcbkoro 3acoby (3BY)KEHHsI
A0NYCTUMMUX MEX) - 3BY>KEHHS
OONYyCTUMMUX MEX TECTY Ha PO3YMHEHHS in
vitro B cneumdikauii '3 sk gna sunycky,
Tak i AN TepMiHy NpuaaTHOCTI Y
BiZNOBIQOCTi 3 3aTBEPKEHNMM BinbLu
YKOPCTKMMM BUMOramu crneundikadin N3,
3apeecTpoBaHux B Ipnangii Ta HimevunHi,
BUKOHYETbCS Y BigNOBIAHOCTI 4O MeToay
NPOTOYHUX KNiTUH (AnapaT 4, sik onnucaHo
B rmasi 2.9.3 ®apmakonei €C). 3miHu |
TMNYy - AOMIHICTPaTMBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHULI (BKMHOYa4m
AinbHUUi ana A®l, npomixkHOro NnpoaykTy
abo roToBoro nikapcbkoro 3acoby,
AiNbHWLI ANst NPOBEAEHHS NaKyBaHHS,
BMPOGHMKA, BiAMNOBIAANbHOMO 3a BUMYCK
cepii, MicLe NpoBeAeHHs KOHTPOMO cepii)
abo nocTavanbHKKa BUXIQHOrO matepiany,
peareHTy abo [ONOMIKHOT pEe4OBUHM
(AKLLLO 3a3HaYeHo y AOCbE) - BunyyeHHs
ainbHuLi CtepumxeHike Itanis CMA,
ITanis, BianoBiganbHoi 3a ramma-
BUNPOMIiHIOBaHHA. BUpOBHWK, Lo
3anuLLNBCA, BUKOHYE Ti XX caMi yHKLiT WO
i BUIyYeHu.

255.

COMATYNIH
AYTOXEJb 90 MI

PO34MH AN iH eKuin
NPOSIOHIOBaHOIO
BUBINbHEHHS, 90 mMr
/wnpwuy; no 1
nonepeaHLo
HarnoBHEHOMY
Lwnpuuy Ans
0HOPa30BOro
BUKOPUCTAHHSA
micTkicTio 0,5 mn 3

INCEH
DAPMA

®paHuia

IMCEH ®APMA BIOTEK,
DdpaHuis
ramMmma-BUMNPOMIHIOBAHHS:
INMCEH ®APMA BIOTEK,
DdpaHuis
abo
CTEPIOXEHIKC
BENbLIA CA (PNEPYC),
Benbris

PpaHuis/
Benbrisa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
[oToBMI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHsi FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPObyBaHHS) -
BHeceHHs1 He3HauYHUX 3MiH, LWo6 OHOBUTM
CcTaHAapTHY nigrotoBky Ao Onucy
npoueaypv BUunpobysBaHHsA ANst TECTY HA

3a
peuenmom

UA/13432/01/03
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[TponoBkeHHs 1oaarka 3

Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
aBTOMaTUYHOO PO34MHEHHS in vitro (Anapart 4, sk
3aXMCHOLO

cucTemoto, 1 roskot
(1,2x20 mm) B
3aX1CHOMY
KOBMaukKy, y
GaraToliapoBomy
nakeTuky B
KapTOHHIl kopobui

onucaHo B po3aini 2.9.3 dapmakonei €C).
3MiHn | TMny - 3MiHK 3 sKocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikaLii Ta/abo JonycTUMMUX MeX
roTOBOrO fikapcbKoro 3acoby (BUny4YeHHs
He3Ha4Horo nokasHuka (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax
Ta cMak, abo ineHTudiKkaLis 6apBHUKIB UM
cMakoBux fo6aBok)) - BuganeHHs 3i
cneumdikauii T3 TecTy Ha po34MHEHHS in
vitro, BUKOHaHoro 3a metogom Basket
(Anapart 1, sk onmcaHo B po3aini 2.9.3
dapmakonei €C). 3miHn | TUny - 3MiHn 3
sKoCTi. [0TOBMI Nikapcbkuii 3aci6.
KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa y MeTogax BUNpobyBaHHS rOTOBOroO
nikapcbkoro 3acoby (BUIyYeHHst MeToay
BUNPOOYBaHHS, SKLLO BXe 3aTBepoKEHUN
anbTepHaTUBHWUIA MeToA) - BuaaneHHs 3
MeTogie KoHTponto 113 TecTy Ha
PO34YMHEHHS in Vitro - BUKOHYETbCA 3a
meToaom Basket , BHacnigok 4oro
oHoBunacs Cneumndikauia N3 Tay
npuMiTKax Ao cneumdikauii Buny4eHo
NPUMITKY «a)» LLOAO0 HasiBHOCTI 2X
npoueayp in vitro, Hapasi nig NPUMITKo
«» 3HaxoAuUTLCS iHopMaLis LWoJo TecTy
«CTepunbHicTb», TOMY LLO B TECTI
«CTepunbHICTb» 3HaK NPUMITKM «*»
3MiHEHO Ha «a)». 3MiHu | Tuny - 3miHn 3
sikocTi. [oTOBMIA Nikapcbkui 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
AOMNYCTUMKX MEX rOTOBOrO NiKapCbKOro
3acoly (3BY>KEHHS1 AOMYCTUMUX MEX) -
3BYXeHHSA [OMYCTUMUX MEX NOoKa3HuKa
«CepefHe BBeAeHe [O3YBaHHS
naHpeoTtuay» B cneuudikadii M3 sk gns
BWNYCKY, TaK i ANs TepMiHy NpuaaTHOCTI y
BiZNOBIQOCTi 3 3aTBEPKEHNMM BinbLu
XKOPCTKMMU BUMOramu cneuudikauiv M3,
3apeecTpoBaHux B [aHii, ABCTpiil Ta
MonbLyi, BUKOHYETLCS Y BiANOBIAHOCTI OO
MeToAy NPOTOYHUX KNiTUH (AnapaT 4, sik
onucaHo B rnasi 2.9.3 ®apmakonei €C).
3atBepaxeHo: [ina nosysaHHs 60 mr: MNpun
BbINycke (TeopeTunyeckn +5%) 57.0-63.0,
Cpok rogHocTu (TeopeTuyeckn +5%) 54.0-
66.0. Ansa gosysaHHsA 90 mr: Mpu BbInycke
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(TeopeTtuyeckn +5%) 85.5-94.5, Cpok
rogHocTtu (Teopetuyeckn £5%) 81.0-99.0.
[ns gosyeaHHsa 120 wmr: Mpu Bbinycke
(TeopeTtunyecku £5%) 114.0-126.0, Cpok
rogHocTu (Teopetuyeckn £5%) 108.0-
132.0. 3anponoHoBaHo: [Ins fo3yBaHHS
60 mr: Ha Bunyck Ta Ha TepMiH
npuaaTHocTi (TeopeTnyHo +5%) 57.0-63.0.
[ns gosyBaHHs 90 mr: Ha Bunyck 1a Ha
TepMiH NpuaaTHoCTi (TeopeTuyeckn +5%)
85.5-94.5. ina go3ysaHHA 120 mr: Ha
BUMYCK Ta Ha TEPMIH NPMUAATHOCTI
(TeopeTtunyecku £5%) 114.0-126.0. 3minn |
Tuny - 3MiHM 3 SKOCTi. [O0TOBMI NiKapCbKun
3aci6. KoHTposb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikaui
Ta/abo oNyCTMMUX MEX roTOBOro
nikapcbKkoro 3acoby (3BY)KEHHsI
OOMYCTUMUX MEX) - 3BY)KEHHSI
OONYCTUMUX MEX TECTY Ha PO3YMHEHHS in
vitro B cneumdikauii 13 sk gna sunycky,
TakK i Ans TepmiHy npuaaTHOCTI y
BiZNOBIQOCTi 3 3aTBEPKEHNMM BinbLu
YKOPCTKMMU BUMOramu crneundikadiv N3,
3apeecTpoBaHux B Ipnangii Ta HimeyuuHi,
BUKOHYETLCS Y BiANOBIAHOCTI 4O MeToay
NPOTOYHUX KNiTUH (AnapaT 4, sik onucaHo
B rnasi 2.9.3 ®apmakonei €C). 3miHu |
TMNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs
BMPOGHWYOI AinbHULI (BKMHOYa4m
AinbHuUUi ana A®l, npoMixkHoro NnpoaykTy
abo roToBoro nikapcbkoro 3acoby,
AiNbHWLI ANst NPOBEAEHHS NaKyBaHHS,
BMPOGHMWKa, BiAMNOBiAaNbHOro 3a BUMYCK
cepiin, MicLe NpoBeAeHHSA KOHTPOIO cepil)
abo nocTayanbHVKa BUXIQHOrO marepiany,
peareHTy abo AONOMiXHOT pEYOBUHM
(AKLLIO 3a3HaYeHo y AOCbE) - BunyyeHHs
oinbHuyi Ctepumxkenike ITanis ClNA,
ITaniqa, BignosiganbHOI 3a ramma-
BUMPOMIiHIOBaHHSA. BUpoOHMK, Lo
3annLLMBCS, BUKOHYE Ti X cami pyHKLIT Lo

i BUny4eHun. 3mMiHu | Tuny - 3MiHM 3 siKOCTi.

[oToBMI Nikapcbkuin 3aci6. 3MiHNM Y
BMPOGHMLTBI. 3MiHa po3Mipy cepil
(Bkntovatoum dianasoH po3Mipy cepii)
roTOBOrO MiKapCbKOro 3acoby (36inbLueHHS
00 10 pasiB NOPIBHSAHO i3 3aTBEPHKEHUM
po3amipom) (ans gosyeaHb 90 Mri 120 mr).
[BopasoBe 36iNnblUeHHs1 MakCUMarnbHOI
KifTbKOCTi LUNPULIB, LLO BUNYCKAKTLCA Anst
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
ComatyniH Aytorens 90 Mmr i Tpupasose
36iNbLUEHHS] MaKCUMAarlbHOT KinbKOCTi
LUNpULIB, LLO BUMNYCKalOTbCS ONst
Comartynid Aytorens 120 mr. 3minn | Tuny
- 3MiHK 3 gKocTi. [0TOBUIA NiKapCbKUI
3aci6. 3MiHM y BUPOOHULTBI. 3MiHN Y
npoteci BUpoGHMLTBA rOTOBOrO
nikapcbkoro 3acoby, BKIoYa4n
NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCS
npv BUPOBHULITBI rOTOBOIO MikapcbKoro
3acoby (HeaHa4Ha 3MiHa y npoueci
BMpobHMUTBA) (ans go3yeaHb 90 mri 120
Mr). 36inbLUEHHSI Yacy BUTPUMKWN Onsi
36epiraHHs bulk npenapaty nepeg
HaMoOBHEHHSM B LUNpWUL, Big 6 AHIB o 8
OHiB npu BurotoeneHHi ComatyniH
AyTorenb 90mr i 120 mr
256. | COPBEHTOrEJb renb opanbHui, 0,7 ToBapucTBO YkpaiHa ToBapuncTBO 3 0OMEXEHOI0 YkpaiHa BHECEeHHs1 3MiH 40 peecTpauiiHnx 6e3 UA/15993/01/01
BEBI r/r no 50 ry TyGi; no 3 BignoBiganbHICTO maTepianis: 3miHu | Tuny - peuenma
1 Ty6i y kopobui; no obmexeHo "®apmaueBTUYHa dipma AOMiHiCTpaTUBHI 3MiHW. 3MiHa
5rabono10ry Bignosiganb "BepTtekc" HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
cawe; no 20 cawey HiCTIO (BMPOGHULITBO 3 NpoayKuii (BnacHuKka peecTpaLiiHoro NocBig4YeHHs) -
Kopobui; no 5ry "®apmanesT in bulk ToBapuctsa 3 3MiHa agpecu 3asBHUKa
cawe; no 20 cawey nyHa dipma oBMmexeHo
KopobLUi "BepTtekc" BiANOBIgaNbHICTIO
"®apmaLeBTUYHa
KoMnaHis "3aopos's”,
Ykpaina)
257. | CNA3ro Tabnetkn, no 10 AHaHTa Benvka dnamiHro IHais BHECEHHS 3MiH [0 peecTpauiiHnx Ne 10 - 6e3 He UA/4544/01/01
Tabnetok y 6nictepi; Megikeap BpuTaHis dapmacbtotukanc 14, matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi. peuenma; nionsizae
no 1 abo 10 TitA. IHAis [oToBMI Nikapcbkuin 3aci6. 3MiHNM Y Ne 100 — 3a
GnicTepis y kopobui BMPOGHMLTBI. 3amiHa abo BBeAEeHHSA peuenmom

AHaHTa Megikeap JlimiTea,
IHAis

[o4aTKoBOI AinbHULI BUpoOHULTBa Ans
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKoro 3acoby
(minbHUUS, Ha sk NpoBOAATLCA OyAb-siKi
BMPOGHUWYI cTagii, 3a BUHATKOM BUMYCKY
Cepiii, KOHTPOIO AKOCTi, MEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS, Ans
HECTEpUIbHMX NiKapCbKUX 3acobiB).
CynyTHs 3MiHa - 3MiHKM 3 siKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHM y BUPOBHULTBI.
3amiHa abo BBeeHHS [0aaTKOBOI
[inbHULI BUPOOHULITBA AN YacTMHM abo
BCbOIO BUPOGHMYOr0 NpoLECY FOTOBOrO
nikapcbkoro 3acoby (ginbHUUSA Ans
BTOPWHHOIO NaKyBaHHS) - 3MiHW 3 SIKOCTi.
[oToBWI Nikapcbkuil 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUpOOHMUTBA Anst
4YacTuHU abo BCbOro BUPOGHMYOro
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
npoLecy roToBOro Nikapcbkoro 3acoby

(AiNbHMUSA ANS NEPBMHHOIO NaKyBaHHS) -
BBe[EHHS 40A4aTKOBOro BUPOBGHMKa
AHaHTa Megikeap llimiteq,
BiANOBIganbHOro 3a BUPOBHULTBO,
NepBMHHE Ta BTOPUHHE NaKyBaHHS
roTOBOrO Jlikapcbkoro 3acoby. 3miHu
BHECEHO B iHCTPYKLUIiO ANs MeanyHoro
3acToCyBaHHS nikapcbkoro 3acoby y
po3ainu "BupobHuk", "Micue3HaxomKeHHs
BMpPOOHYMKa Ta agpeca Micus
NPoBafXXeHHS NOro QisinbHOCTI" -
BBeOEHHS 404aTKOBOI BUPOGHMYOI
OiNbHUL Ta SK HAcNigoK - 3aTBEPPKEHHS
TEKCTY MapKyBaHHs1 ynakoBku. BBegeHHs
3MiH NpoTAroMm 3-X Micsauis nicnsa
3aTBEPAKEHHS.
3MiHn | TMny - 3MiHK 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. 3mMiHN y BUPOOHMUTBI.
3miHa imnopTepa/3miHu, Lo CTOCYHThCS
BUMYCKY CEePii Ta KOHTPOSO SKOCTI
roToBOro Jlikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA BUpoOHMKa, Lo BiANOBiAae 3a
BBe3eHHs Ta/abo BuUnyck cepii) -
Bkntoyatoum KOHTpOnb/BUNPOGyBaHHS
cepii - - BBEJ€HHA AOAATKOBOIO
BMPOGHMKa rOTOBOrO Nikapcbkoro 3acoby,
BiANOBIgaNbLHOro 3a KOHTPOIb Ta BUMYCK
cepii - AHaHTa Megikeap Jliviten, IHais.
3MiHM BHECEHO B iHCTPYKLUito Ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu "BupobHuK",
"Micue3HaxomKeHHs1 BUpobHuka Ta
appeca Micusi NpoBaKEHHS NOro
nisnbHOCTI" - BBEAEHHS A0AaTKOBOI
BMPOBHMYOT OinbHULI Ta K HAcNigokK -
3aTBEPKEHHS TEKCTY MapKyBaHHS
ynakoBku. BBegeHHs 3MiH npoTsarom 3-x
MicauiB Micnsa 3aTBepaAXeHHS. 3miHu | Tuny
- 3miHu wopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsagy (iHLWi 3miHm)
PeparyBaHHs1 iHCTPYKLji Ans MeguyHoro
3acTocyBaHHs Nnikapcbkoro 3acoby 3a
posginamu "BupobHuk" Ta
"Micue3Haxoa)XeHHs1 BUpoOHUKa Ta
agpeca Micusi NpoBaKEHHS NOro
AiSnbHOCTI" ANS MOXNMBOCTI APYKyBaTH
iHCTpYKLUii ANs KOXHOro BUpobHuka J13
okpeMo. BBeeHHs 3MiH npoTarom 3
MicAUiB Micnsa 3aTBepAXeHHS. 3miHu | Tuny

- 3MiHu woao 6esnekn/epeKTUBHOCTI Ta




215

[TponoBkeHHs 1oaarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

dapmakoHarnagy (iHwi 3amiHn) OHoBREHHS
TEKCTY MapKyBaHHS YNaKoOBKW NikapCbKOro
3acoby, a came Buny4eHo 3 n. 6 IHLWE
TEKCTy MapKyBaHHS NMEPBUHHOT YMaKoBKU
iHdpopmalLiito LWoao dapMakonorivyHnX
BriacTuBocTen. BBeaeHHs 3MiH NpoTarom
3 MicsauiB nicns 3aTBEpAXKEHHS.

258.

CTPENTOLUMAO

Tabnetkun no 300 wr,
no 10 Tabnetok y
ctpuni; no 10
Tabnetok y Gnictepi,
no 1 Gnictepy B
navui

MAT
"Tanuudap
M

Ykpaina

MAT "Fanuudpapm”,
Ykpaina; MAT

"Kuismegnpenapart”,

Ykpaina

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkmin 3aci6. KoHTponb
AOMNOMIKHMX PeYOBUH. 3MiHa napameTpis
cneumndikauii Ta/abo 4onycTUMUX MEX
ONs LONOMIKHOT pevoBUHY (iHLWi 3MiHWK) -
CynyTHs 3MiHa - 3MiHKM 3 sAKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTponb 40NOMiXKHUX
peyoBuWH. 3MiHa y MeTofax BUNpobyBaHHS
OOMOMIKHOI pe4OBUHM (iHLWi 3MiHW Y
MeTozax BUNpobyBaHHS (BKMOYa4n
3amiHy abo gonaeaHHsl)) - MNpuBeaeHHs
cneuudikaLii i METOAIB KOHTPOIO
[OMOMIKHMX pevOoBUH HaTpito
Kpockapmeno3sa Ta Metunuentonosa o
Bumor moHorpadii EP "Croscarmellose
sodium (09850)" Ta moHorpadii EP
"Methylcellulose (0345)".

3a
peuenmom

UA/7258/01/01

259.

CTPEC-TPAH

rpaHynu no 10 r
rpaHyn y nexani
noniMepHomy; no 1
neHarny B navui 3
KapToHy abono 5r
rpaHyn y KOHTewHepi
3 O3yBaHHAM; Mo 2
KOHTEMHepu B nayui
3 KapTOHY

MpAT
«HauioHanb
Ha
[omeonaTtuy
Ha Cninka»

YkpaiHa

MpAT «HauioHanbHa
[omeonaTtuyHa Cninka»

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
©e3nekn/eeKkTuBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHeHUX AaHuX Npo cUcTemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHVX AaHuxX Npo cuctemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOi
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
apmakoHarnsay; KOHTaKkTHOi ocobu 3
dapmakoHarnsgy 3asiBHVKa ans
3AicHeHHs hapmakoHarnsagy B YKpaiHi,
SIKLLO BOHA BigMiHHA Bif YNMOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsay (BKMHOYaKUmM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu papmakoHarnsay) -
3miHa ynoBHOBaXeHOT 0cobu 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsag,.
[itova pepakuis: TkayeHko TeTsiHa
[MeTpiBHa. NponoHoBaHa pegakuis: Enb
Kasne Haranig FOpiisHa.

be3
peuenmy

UA/3829/01/01

260.

TEBOKAH

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, no 120
mr; no 20 TabneTtok

Op. Binbmap
LLisabe
'mbX i Ko.
K

Himeyunna

Op. Binbmap LLBabe M6X

i Ko. KI

Himeuunna

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTepianis: 3miHu | Tuny - 3miHn Wwopo
6e3nekn/eeKkTUBHOCTI Ta
apmakoHarnsigy (iHwi 3miHu) - 3miHn

6e3
peuenma

UA/14890/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
y 6nictepi; no 1, 2 BHeceHo y n. 17. IHLWE Tekcty
abo 3 6nictepu B MapKyBaHHSI BTOPMHHOI YMaKoBKK
KapTOHHIl kopobui NiKapcbKoro 3acoby LLOAO0 BUITYYEHHS!
norotuny Ta iHpopmaluii npo
EKCKIMHO3NBHOIO NpeAcTaBHUKA.
261. | TUTANAHT TabneTtkn, BKPUTI KPKA, a.4., CnoBeHis BUPOGHMLTBO "in bulk”, CnoBeHis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/20338/01/01
NniBKOBOO Hoso mecTo nepBrvHHe Ta BTOPUHHE marepianis: BUNPaBNeHHS TEXHIYHMX peuenmom
o6onoHkoto, no 90 nakyBaHHs, KOHTPOSb noMunok 3rigHo n.2.4. poaginy VI Hakasy
™mr; no 14 TabneTok cepii Ta BUNyCK cepii: MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y
y 6nicTepi, no 4 KPKA, o.a., HoBo mecTo, pegakuii Hakasy MOS Ykpainu Big
6nictepu B CnoseHis; 23.07.2015 p Ne 460), sika 6yna gonyLieHa
KapTOHHIl kopobui KOHTpOrb cepii (hisnyHi Ta npu peecTpauii (Hakaza MO3 Ykpainu Big
XiMivHi meToam 15.01.2024 p Ne 76) B MKA y
KoHTponto): HI30X cneuudikaLii TepMiHy NPUAATHOCTI B
(HauioHanbHi NPUMITL LLOAO NOKa3HMKa
nabopartopisi 3a 3gpas'e, «MikpobionoriyHa sikicTe» 6yna gonyuieHa
OKOIE iH XpaHo), nomwunka nig Yac nepeknagy, a came:
CnoBeHisi; nponyLieHa iHopmadis Npo BUKOHAHHS
KOHTpOrb cepii (hisnyHi Ta TECTY HanpwKiHLi BUNPobyBaHHs
XiMi4Hi meToamn cTabinbHoCTi.
KOHTPOS0): KeMmincbki
iHCTUTYT, LleHTp 3a
Banigauiicke TEXHONoXie
iH aHanituko (LUBTA),
CrnoBeHisi; KOHTpoOnb cepii
(hi3nyHi Ta ximivHi meToamn
KoHTpornt): JlabeHa a.0.0.,
CnoBeHist; KOHTpOIb cepii
(hi3nyHi Ta ximivHi meToamn
KOHTpornt): Keminab
0.0.0., CrnoseHis
262. | TIBAPIH-H PO3YUH ANS iHDY3iN, TOB YkpaiHa Bunyck cepii: TOB Ykpaina/ BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/19033/01/01
42 mr/mn no 100 mn «PAPMACE «OAPMACEI/», YkpaiHa; peuis matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI. peuenmom
abo no 200 mny I» HeposdacosaHuit oToBWI Nikapcbkuin 3aci6. KoHTponb
dnakoHi, no 1 npoaykKT, NepBUHHA roTOBOrO fikapcbKoro 3acoby. 3miHa
dnakoHy y nayui 3 yrnakoBKa, BTOPUHHA napameTpiB cneuudikauin Ta/abo
kapToHy; no 100 mn ynakoBKa, KOHTPOrb: [OMNYCTUMUX MEX rOTOBOTO NiKapCbKOro
abo no 200 mny BIOCEP C.A. 3acoby (iHwi 3mMiHn). BHeceHHs 3miH Ao
cdnakoHi, no 10 NMAPEHTEPAI cneuudikauii M3, a came npvBegeHHs
nakoHiB y kopobui CONKOLWHC IHOACTPI, HOPMYBaHHSI 32 NOKa3HUKOM «MexaHiuHi
Ipeuis BKJTHOYEHHSA» 40 BUMOT 3ararnbHoi cTaTTi
LY, gk Hacnigok BHECEHHS 3MiH 40
METOAIB KOHTPOIO AKOCTI
263. | TOBPAOJEKC® Masb O4Ha; no 3,5t HoBaprtic LLiBenuapis AnkoH KyBpbop Benbrisa BHECEHHS 3MiH IO peecTpaLiiHnX 3a UA/2448/02/01
y Ty6i; no 1 Ty6i y dapma Al matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenmom

KopobLi 3 KapTOHY

CeprudikaT BignosigHocTi/lE-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBreHoro cepTudikara
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudpikaTa BignosigHOCTi EBponenchki
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dapmakonei: gna APl; ons BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTUdikaTt BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Big yxe 3aTBepAXeHoro
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTuddikaTta BignoBigHOCTI €Bponenchkin
dapmakonei Ne R1-CEP 1997-046 - Rev
06 gns A®| ToGpamiuuHy Bif BXxe
3aTBepgkeHoro BMpobHuka Teva
Pharmaceutical Works Private Limited
Company. 3MiHu | TUnNy - 3MiHK 3 AKOCTiI.
CepTudikat BignosigHocTi/[E-cepTudikat
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBeHoro cepTudikata
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €EBpONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLTBI ADI; onst ONOMKHOI
pevoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif yXe 3aTBEpA>KEHOrO
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €BpoONenchkin
dapmakonei Ne R1-CEP 1997-046 - Rev
05 (3aTBepaxeHo: R1-CEP 1997-046 -
Rev 04) ana A®| TobpamiumHy Bif BxXe
3aTBepOkeHoro BUpobHuka Teva
Pharmaceutical Works Private Limited
Company

264.

TONPA3

MOpOLLIOK AN
PO34MHyY Ans

iH ekuin, 40 mr; no 1
dnakoHy y
KapTOHHiIl kopobui

AypobiHgo
®dapwma ITa

IHaia

AypobiHgo ®apma Jimiteq

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
©e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnsgy. BeeaerHs abo 3MiHu
00 y3aranbHeHUX AaHuX Npo cUcTemy
dapmakoHarnsagy (BBeaeHHs
y3aranbHeHUX AaHUxX Npo cuctemy
bapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi
ocobwu, BignoBifanbHOI 3a 34iNCHEHHS
dapmakoHarnsify; KOHTaKTHoi ocobu 3
apmakoHarnsgy 3asiBHVKa ans
3AiNCHeHHSA dhapmakoHarnsgy B YkpaiHi,
SKLLO BOHA BigMiHHA Bif YNOBHOBaXEHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
bapmakoHarnsgy (BKMYa4ym KOHTaKTHi
[aHi) Ta/abo 3MiHK y po3MilLeHHi MacTep-

3a
peuenmom

UA/16735/02/01
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canina cuctemn chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0CcObM 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg B
YkpaiHi.

Litova pegakuisi: CamonneHko Aptem
MaBsnosuy. NponoHoBaHa peaakuis:
CasueHko Omutpo CepriioBndy. 3miHa
KOHTaKTHUX JaHUX KOHTAKTHOI ocobu
3as1BHMKA, BianoBiganbHoi 3a
chapmakoHarnag B YkpaiHi. 3miHa
MicLie3HaxoMmKeHHs macTep-danna
cuctemun cpapmakoHarnagy Ta mnoro
HoMmepa.

265.

TPAHAAP

PO34MH ANis iH'EKLIN,
100 mr/mn, no 5 mn
B amnyni, no 4
amnynu y énictepi,
no 1 Gnictepy B
KapTOHHIl kopobui

AAP dapma
®3-N1cC

O6'eaHaHi
Apabcbki
Emipatun

MaHnkaning Papma fNimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3miHK Wwopo
6e3nekn/edeKkTMBHOCTI Ta
dapmakoHarnsaay. 3miHu y KOpoTKil
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii anga
MeANYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpnaHux/GionogiGHNX
nikapcbkux 3acobiB Nicns BHECEHHS Tiel
camoi 3MiHu Ha pedepeHTHUI npenapar
(3MiHa He noTpebye HafaHHS KOAHMX
HOBWX JOAATKOBUX AaHWUX) 3MiHWU BHECEHO
[0 IHCTPYKLUii Ana MeaM4Horo
3aCTOCyBaHHsI NikapCcbKoro 3acoby y
po3ainu "®apmakornoriyHi BnactusocTi",
"OcobnuBocTi 3acTocyBaHHA",
"8acTocyBaHHs1 y nepiog BariTHocTi abo
rogyBaHHs rpyaat” 3rigHo 3 iHpopmatdieto
00 MEANYHOrO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby
(Cyklokapron® 100 mg/ml solution for
injection)

3a
peuenmom

He
nidnsieae

UA/18866/01/01

266.

YrPECON

nocbioH 10 % no 30
MA 'y donakoHi, no 1
dnakoHy B
KapTOHHiI kopobui

dapmacaiiH
¢ IHK.

KaHaga

dapmacanHc IHk.

KaHaga

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwopno
©e3nekn/eeKkTuBHOCTI Ta
hapmakoHarnsgy (iHwi 3amiHun) - 3miHn
BHECEHO B TEKCT MapKyBaHHS1 NEPBUHHOI
(nyHKT 6) Ta BTOPUHHOI (MyHKTK 8, 17)
ynakoBOK nikapcbkoro 3acoby. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEPYKEHHS

bes
peuenma

UA/8219/01/01

267.

YrPUH®

HacTomka, no 100
My donakoHi abo y
6aHuj; no 1 cdonakoHy
abo no 1 6aHuj y
nauui 3 KapToHy

MPAT
"XIMGAPM3
ABOf
"4EPBOHA
3IPKA"

YkpaiHa

MNPAT "XIMGAPM3ABO[
"YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asiBHYKa
(BNacHuka peecTpauinHoro NocBiAYeHHS) -
3MiHa HalMeHyBaHHS 3asiBHUKa Ta 3MiHW Y
HanucaHHi agpecu 3asiBHWKa (BNacHuka

6e3
peuenma

nidnsieae

UA/8220/01/01
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peecTpaLiiHoro Noceig4eHHs). 3MiHum |
TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs Ta/abo agpecu micus
nNpoBafXXeHHS QisNbHOCTI
BMPOOHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKMoYaum ginbHuLi
BUMYCKy cepii abo micue npoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BMPOGHMK/iMnopTep,
BKITHOYA04M BUMYCK Cepiit) - 3MiHa
HanMeHyBaHHs BUpobHuka 13 Ta 3amiHn y
HanucaHHi agpecy BupobHuka M3. 3MiHn
BHECEHO Yy po3ainu "BupobHuk" Ta
"Micue3Haxoa)XeHHs1 BUpoOHUKa Ta
agpeca Micua NnpoBagKeHHst Noro
DisnbHOCTI" B IHCTPYKUiO AN MeQUYHOro
3aCTOCYBaHHS Ta K HACMiAOK - y TEKCT
MapKyBaHHs1 yNakoBKM MikapCbKoro
3acoby. BeeaeHHst 3MiH NpoTaroM 6-tu
MicAUiB Micnsa 3aTBepAXeHHS. 3miHu | Tuny
- 3MiHu wopno 6eanekn/edeKTUBHOCTI Ta
dapmakoHarnagy (iHwi amiHm). 3MiHn
BHECEHO Y TEKCT MapKyBaHHS BTOPUHHOI
ynakoBKW nikapcbkoro 3acoby (n. 17.
IHLWE).
BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB
nicns 3aTBEpAXKEHHS!

268.

YKPIIB®

Tabnetku no 500 wmr,
no 10 Tabnetok y
6nicTepi; no 3 abo
no 10 GnictepiB y
KapTOHHIN ynakoBLii

TOB
"TMEOPAP
mnaTa"

YkpaiHa

BMPOOHWLITBO, NEPBUHHE
naKkyBaHHs, BTOPUHHE
naKyBaHHSI, KOHTPOIb

SIKOCTI, BUNYCK cepil
abo
BTOPVHHE NakKyBaHHS,

KOHTPOMb AKOCTi, BUNYCK

cepii 3 npoaykuii in bulk:
TOB "KYCYM ®APM",

Ykpaina;
abo

BMPOOHWLITBO, NEPBUHHE
nakyBaHHs!, BTOPUHHE
nakyBaHHSI, KOHTPOIb

SIKOCTI, BUNYyCK cepil
abo

BMPOGHMLTBO NpoaykKuii in

bulk:

KYCYM XENTXKEP MBT

NTAO, IHais;

abo
BTOPWHHE NaKyBaHHS,
KOHTPOJIb SIKOCTi, BUNYCK

Ykpaina/
IHais

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWMI Nikapcbkuin 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpOBHMUTBA Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbkoro 3acoty
(AiNbHUUS ANS BTOPUHHOMO NakyBaHHSA) -
BBEJEHHS anbTepHaTUBHOIO BUPOBHUKa
TOB «[MEO®APM NTO», YkpaiHa,
BiZNOBIgANbHOroO 3a BTOPMHHE NaKyBaHHSI
3 npoaykuii in bulk, BurotoBneHoi
BUpoGHMKoM KYCYM XEJNTTXKEP MBT
NITA B IHAIT 3 MeToo 36inbLLEHHS 06'eMiB
BMPOGHMLTBA NpoayKLUii y 3B'A3Ky 3
pilLEHHSIM KepiBHULUTBA KOMMaHii. 3MiHM
BHECEHO B iHCTPYKLit0 ANs MeANYHOro
3aCTOCYBaHHsI NiKapCbKoro 3acoby y
po3ginu "BupobHuk", "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca Micus
NPOBaXeHHs Noro AisnbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTi
MapKyBaHHS yNakoBOK. BBeeHHs 3MiH
npoTsrom 6-Tv MicsiliB nicns

3a
peuenmom

He
nidnsieae

UA/11750/01/02
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cepii 3 npoaykuii in bulk:
TOB "MMEQ®APM NTO",
YkpaiHa

3aTBepPAKEHHS. 3MiHM | TUNy - 3MiHK 3
skocTi. FoToBUIA Nikapcbkuit 3aci6. 3MiHK y
BUPOBHMUTBI. 3MiHa iMnopTepa/3amiHu, Lo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO

SIKOCTi FOTOBOIO ikapcbKoro 3acoby
(3amiHa abo foaaBaHHsi BUPOOHUKA, Lo
BiANoBigae 3a BBe3eHHsi Ta/abo Bunyck
cepii) - Bkntoyaroun
KOHTPOrb/BUNPoOYyBaHHSA cepii - BBeAEHHS
noaartkoBoro BMpobHuka TOB
«MEO®APM NTO», YkpaiHa,
BiANOBIAANbHOrO 3a KOHTPOSb AKOCTI Ta
BUMYCK cepii 3 npoaykuii in bulk 3 meToto
36inbLUeHHs 06'eMiB BUPOOHULITBA
NpoAYKLii y 3B'A3KY 3 piLLEHHAM
KepiBHMLTBA KOMMNaHii. 3MiHM BHECEHO B
IHCTPYKLUIilO AN MeAWNYHOrOo 3aCTOCYBaHHSI
nikapcbKkoro 3acoby y po3ainu "BupoGHuk",
"Micue3Haxoa)XeHHsi BUpobHUKa Ta
agpeca Micusa NpoBafKeHHS Noro

nianbHOCTI" 3 BiANOBIAHNMM 3MiHAMK B

TEKCTi MapKyBaHHS1 ynakoBok. BBegeHHs
3MiH NPOTArom 6-Tu MicsILiB Micnsi
3aTBEPKEHHS.

269.

YKPIIB®

Tabnetkn, no 250
mr, no 10 TabneTok
y bnicTepi; no 3 abo
no 10 GnictepiB y
KapTOHHIN ynakoBLi

TOB
"TMEOPAP
mnaTa"

YkpaiHa

BMPOOHWLITBO, NEPBUHHE
naKkyBaHHs!, BTOPUHHE
naKyBaHHSI, KOHTPOIb

SIKOCTI, BUNYCK cepil
abo
BTOPVHHE NaKyBaHHS,

KOHTPOMb AKOCTi, BUNYCK

cepii 3 npoaykuii in bulk:
TOB "KYCYM ®APM",

YkpaiHa
abo

BUPOOHWLITBO, NEPBUHHE
nakyBaHHs!, BTOPUHHE
naKkyBaHHS, KOHTPOIb

SIKOCTI, BUNYCK cepil
abo

BMPOGHMLTBO NpoaykKuii in

bulk:

KYCYM XENTXKEP MBT

NTAO, IHais;

abo
BTOPWHHE NaKyBaHHS,
KOHTPOMb SKOCTi, BUNYCK
cepii 3 npoaykuii in bulk:
TOB "MEQ®APM NTAO",
YKpaiHa

Ykpaina/
IHais

BHECEHHS 3MiH [0 peecTpauinHnX
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
[oToBWMI Nikapcbkuin 3aci6. 3MiHN Yy
BMPOGHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpObHMUTBA Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbkoro 3acoty
(AiNbHUUS ANS BTOPUHHOTO NakyBaHHSA) -
BBEJEHHS anbTepHaTUBHOIO BUPOOHUKa
TOB «[MEO®APM NTO», Ykpaina,
BiZNOBIgANbHOroO 3a BTOPMHHE NaKyBaHHSI
3 npoaykuii in bulk, BurotoBneHoi
BMpo6HMKom KYCYM XENTTXKEP MBT
JNITA B IHAIT 3 MeTo 36inblUeHHS 06'emiB
BMPOGHMLTBA NpoayKLUii y 3B'A3Ky 3
pilLEHHSIM KepiBHULUTBA KOMMaHii. 3MiHM
BHECEHO B iHCTPYKLit0 ANs MeAUYHOro
3aCTOCYBaHHsI NiKapCbKoro 3acoby y
po3ginu "Bupo6HuK", "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca micus
NPOBaXeHHs Noro AisnbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTi
MapKyBaHHs yakoBOK. BBejeHHs1 3MiH
npoTSArom 6-Tv MicsLiB nicns
3aTBepKEHHS. 3MiHu | Tuny - 3miHK 3
sKkocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHNn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo

3a
peuenmom

He
nidnsieae

UA/11750/01/01
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CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOS0
SIKOCTi FOTOBOIO TikapcbKoro 3acoby
(3amiHa abo foaaBaHHsi BUPOOHUKA, Lo
BignoBigae 3a BBe3eHHs Ta/abo BMNyck
cepii) - Bkntoyaroun
KOHTPOrb/BUNPoOYyBaHHSA cepii - BBeAEHHS
noaartkoBoro BMpobHuka TOB
«MEO®APM NTO», YkpaiHa,
BiANOBIAANbHOrO 3a KOHTPOSb AKOCTi Ta
BUNYycK cepii 3 npoaykuii in bulk. 3miHn
BHECEHO B IHCTPYKLUIiO ANs MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y
po3ainu "Bupo6Huk", "Micue3HaxomKeHHs
BMPOGHMKa Ta agpeca micus
NPoBafXXeHHSA NOro AisinbHOCTI" 3
BiANOBIAHMMW 3MiHAMW B TEKCTi
MapKyBaHHS yNakoBOK. BBegeHHs 3MiH
npoTsarom 6-Tu Micauis nicns
3aTBEePAKEHHS!

270.

YKPIIB®

Tabnetku no 500 wmr,
in bulk: Ne 3510
(10x351): no 10
Tabnetok y bnictepi;
no 351 6nictepy y
KapTOHHIl kopobui

TOB
"TMEQDAP
mnaTa"

YkpaiHa

KYCYM XENTXKEP MBT
nTa

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
maTepianis: 3miHu | TMny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkuii 3aci6. 3miHK y
BUpPOBHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPpOBHMUTBA Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKoro 3acody
(BiNbHWUSA AN BTOPUHHOTO NaKyBaHHS) -
BBEAEHHA anbTepHaTUBHOIO BUPOOHUKa
TOB «[MEO®APM NTO», Ykpaina,
BiANOBiAaNbHOro 3a BTOPUHHE NaKyBaHHSA
3 npoaykuii in bulk, BurotoBneHoi
Bupo6HuKkom KYCYM XEJTTXKEP MBT
NTA B IHAIT 3 MeTolO 36inbLUEHHS 06'eMiB
BMPOGHMLTBA NpoayKLUii y 3B'A3Ky 3
PiLLEHHSIM KEPIBHMLITBA KOMMaHii.
BBeaeHHs 3MiH NpoTsrom 6-Tu Micauis
nicns 3aTeepaKeHHs. 3MiHu | Tuny - 3MiHK
3 gKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHK
y BUpOGHMLTBI. 3MiHa iMmnopTepa/3miHu,
LLIO CTOCYHOTbCS BUMYCKY cepil Ta
KOHTPOIO SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo fofaBaHHst
BMPOOHMKa, LLIO BiANOBiAA€E 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkntoyatoun
KOHTpOnb/BUNpPobYyBaHHS cepii - BBEAEHHS
nopatkoBoro Bupo6Huka TOB
«MMEQPAPM NTH», YkpaiHa,
BignoBiganbHOro 3a KOHTPOsb SKOCTi Ta
BUNYCK cepii 3 npogykuii in bulk 3 meTol0
36inbLUeHHst 06'eMiB BUpOOHMLTBA
NPOAYKLIT Y 3B'A3KY 3 pileHHAM

UA/20454/01/02
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KepiBHMLTBA kOMNaHii. BBeAeHHs 3MiH
npoTarom 6-Tn micauis nicns
3aTBEPOKEHHS.

271.

YKPIIB®

Tabnetku, no 250
mr, in bulk: Ne4860
(10x486): no 10
Tabnetok y Gnictepi;
no 486 6nictepis y
KapTOHHil kopobui

TOB
"TMEOPAP
mnaTa”

Ykpaina

KYCYM XENTXKEP MBT

nTa

IHais

BHECEHHS 3MiH 40 peecTpauifiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
["oToBMI nikapcbkui 3aci6. 3miHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULUI BUpOBHULTBA Anst
YacTuHU abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKkoro 3acoty
(AiNbHUUSA ANS BTOPUHHOTO NakyBaHHSA) -
BBEJEHHS anbTepHaTUBHOIO BUPOBHUKa
TOB «IMEOPAPM NTL», YkpaiHa,
BiZNOBIgANbHOro 3a BTOPMHHE NaKyBaHHSI
3 npoaykuii in bulk, BurotosneHoi
BnpobHmkom KYCYM XENTTXKEP MNMBT
JITQ B IHAIT 3 MeTo 36inblUEHHS 06'emiB
BMPOBHMUTBA NPOAyKLii y 3B'A3Ky 3
piLLEHHAM KepiBHMLTBA KOMNAHiII.
BBeneHHs 3MiH NpoTsArom 6-T1 MicsauiB
nicnsa 3aTBepaXXeHHsi. 3MiHu | Tuny - 3miHn
3 sikocCTi. FOTOBMIA NikapChKMin 3aci6. 3MiHK
y BUpOBHMLTBI. 3MiHa imnopTepa/3minu,
LLIO CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPOIO SIKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fonaBaHHSA
BMPOGHMKa, Lo BiANOBiAaE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bknroyaroum
KOHTpOb/BMNPOOYBaHHS cepii - BBEAEHHS
nopatkoBoro Bupo6Huka TOB
«MEQPAPM NTO», YkpaiHa,
BiNoBiganbHOro 3a KOHTPOIb SKOCTi Ta
BUNYCK cepii 3 npoAykuii in bulk. BBeaeHHs
3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHSI

UA/20454/01/01

272.

YNCAPUH YNCA 3
BITAMIHOM C

TabneTku WMnyyi; no
10 Tabnetok y Ty6i;
no 1 abo 2 tyéuy
KapTOHHiI kopobui

YMNCA CAC

®paHuia

YMCA CAC

®paHuia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI.
A®I. CtabinbHicTb. 3miHa nepiogy
NoBTOPHUX BuUNpobyBaHb/nepioay
36epiraHHst abo ymoB 36epiraHHs ADI (3a
BiJCYTHOCTi y 3aTBepAXEHOMY JOChE
cepTudcpikaTa BignoBigHoOCTi EBponenchkin
dapmakonei, Lo BKIOYae nepioq
NOBTOPHOro BUNpobyBaHHs) (nepioa
NoBTOPHOrO BMNpobyBaHHs/nepiof,
36epiraHHs) - 36inbLueHHst abo BBEAEHHS
nepioy NOBTOPHOIO
BUNpobyBaHHsa/nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCHigXKeHb Y
peanbHOMYy Yaci - BBeAEeHHS nepiogy
NOBTOPHMX BUNPoboBYBaHb 3 pokx Ans

bes
peuenma

UA/7598/01/01
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niroyoi pevoBumHM Ascorbic acid, wo
BMpPOBNSETbCSt BUpobHukom CSPC
WEISHENG PHARMACEUTICAL
(SHIJIAZHUANG) CO., LTD., China.
3miHn | Tuny - 3minm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. lMoaaHHA HoBoro
abo oHoBMeHoro cepTudikara
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (cepTudikaT BiaNOBIAHOCTI
€Bponelicbkin hbapmakonei) - OHoBReHWN
cepTudikaT Big ye 3aTBepAXeHoro
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €EBpONENChKiNn
capmakonei Ne R1-CEP 1996-078-Rev 04
(3aTBepmkeHo: R1-CEP 1996-078-Rev 02)
ans gitodoi peyosuHu Ascorbic acid Big
3aTBEepaKeHoro BMpobHuka DSM
Nutritional Products Ltd., LLiBenuapis.
3miHu | Trny - 3minm 3 akocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat
BigMNOBIAHOCTI €EBpONENChHKiIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BigNOBigHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI €BpONenchbKin
dapmakonei: gna A®l; ons BUxigHoro
marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peyvoBMHM (cepTuUdikaT BiaNoBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yke 3aTBepaKeHOro
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
dapmakonei Ne R1-CEP 1996-078-Rev 05
ans gitodoi peyosunHu Ascorbic acid Big
3aTBepgkeHoro BupobHuka DSM
Nutritional Products Ltd., Lseriuapis.
3miHu | TMny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat
BiZNOBIQHOCTI €BpONEenchKii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBreHoro cepTudikara
Bi4NOBIgHOCTI 260 BUNYYEHHS
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1

cepTuddikaTta BignoBigHOCTI €Bponenchkin
dapmakonei: ana ADI; onsa BUXigHoro
MaTepiany/peareHTy/npoMixKHOro
NpoAyKTY, LU0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; Ans 4ONOMiXKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bifg yxe 3aTBepaXeHoro
BMPOGHYKA - NOAAHHS! OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei CEP R2-CEP 1993-007-Rev
06 gns gitoyoi peyvoBuHU Acetylsalicylic
acid Big Bxxe 3aTBepaKEHOro BUpoOHUKa
Novacyl, France. 3miHu | Tuny - 3miHn 3
sikocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BianoBiaHOCTI €BpONenchbKin
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBeHoro cepTudikata
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €EBpONENChKiNn
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixKHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI ADI; onst ONOMKHOI
pevoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTuddikat Bif yXe 3aTBEpA>KEHOrO
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €BpoONenchkin
dapmakonei CEP R2-CEP 1993-007-Rev
05 (3aTBepaxeHo: R2-CEP 1993-007-Rev
04) ansa gitovoi peyosuHu Acetylsalicylic
acid Big Bxe 3aTBEPKEHOr0 BUPOOHMKa
Novacyl, France.
3miHu | Tuny - 3minm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BigMNOBIAHOCTI €EBpONENChHKiIl
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBreHoro cepTudikara
BiANOBiAHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
dapmakonei: gna A®l; onsa BUxigHoro
maTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
peyYoBUHYM (cepTUdikaT BiaNoBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBRNeHWIN
cepTudikaT Bif yke 3aTBepaKeHOro
BUPOGHYKA - NOAAHHSI OHOBIIEHOIO
cepTudikaTta BignoBigHOCTI €BpoNenchbkin
dapmakonei Ne R1-CEP 2004-019 - Rev




225 [TponoBkeHHs 1oaarka 3
Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
06 (3aTtBepmkeHo: R1-CEP 2004-019 -
Rev 05) ans gitoyoi pevosuHn Ascorbic
acid Big BXxe 3aTBepAKeHOro BUPObHMKa
CSPC WEISHENG PHARMACEUTICAL
(SHIJIAZHUANG) CO., LTD., China
273. | YPCO®AIbK kancynu no 250 wmr; Op. ®anbk Himeyuunna BignoBiganbHWIA 3a BUNYCK Himeyumna BHECEHHS1 3MiH 40 peecTpauiiHnx 3a He UA/3746/02/01
no 10 kancyny dapma Cepil KiIHLeBOro NPOAYKTY: marepianis: 3MiHu | Tuny - 3MiHn WwWoao peuenmom | niidnseae
6nictepi; no 1 mM6X [Op. ®anbk ®apma M'M6X, 6e3nekn/edeKTUBHOCTI Ta
Gnictepy B Kopobui 3 HimeuuunHa; dapmakoHarnagy (iHwi 3miHu).
KapToHy; no 25 BHeceHHs1 amiH go MKA (po3giny
Kancyn y énictepi; BMPOOHVKM [O30BaHOT "MapkyBaHHs")-BiANOBIAHO A0
no 2 a6o 4 6nictepu dopmMu, NepBUHHE Ta 3aTBEPKEHOTO TEKCTY MapKyBaHHS.
B KOpoOLji 3 KapTOHY BTOPWHHE NaKyBaHHs, 3MiHN BHECEHO B TEKCT MapKyBaHHS
KOHTPOIb SKOCTI: nepBuHHOI (NyHKTK 3, 4, 5, 6) Ta BTOPMHHOI
JlozaH ®apma M'mbX, (nyHkTn 7, 8, 13, 14, 16, 17) ynakoBok
Hime4vuuHa; nikapcbkoro 3acoby. 3mMiHu | Tuny -
AamiHicTpaTuBHi 3miHW. 3miHa
anndamveg PAPBIN HaliMeHyBaHHs Ta/abo agpecu micus
ApuHanmitTens MmoX, NpoBafXXeHHA QisNbHOCTI
HimeuuunHa; BMPOGHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMoYaum ginbHuLi
BupoGHuK, BUMYCKy cepii abo Micue npoBeaeHHs
BiAnoBiganbHWN 3a KOHTPONMIO AKOCTI. (QiSANbHICTb, 3a SIKy
nepBuHHE, BTOPUHHE Bignosigae BMPOGHMK/iMnopTep,
nakyBaHHsi Ta KOHTPOIlb BKITO4AKUM BMMNYCK cepin). 3miHa agpecu
SIKOCTI: MiCList NPOBAMKEHHS AisiNbHOCTI
JlozaH ®apma 'mbX, BMPOGHWKa, BiAMNOBiAanbHOro 3a BUMYCK
HimeuumnHa; cepin kiHueBoro npoaykty (Op. ®anbk
dPapma 'M6X, HimeuwunHa) 6e3 3miHn
Bupob6Huk, daKTUYHOro MicLepo3TallyBaHHs
BignoBiganbHUN 3a BUPOGHYMKA. 3MiHM BHECEHO B iHCTPYKLIitO
KOHTPOIb SKOCTI: O MeQUYHOro 3aCTOCyBaHHS
HaykoBo-gocnigHui nikapcbkoro 3acoby y po3ainu
iHcTuTyT Xennenep MvbX, «BunpobHuk» Ta «MicuesHaxomKeHHs
Himeyuunna BMpobHMKa Ta agpeca Micusi
NPOBaXEeHHS NOro AisnbHOCTI» 3
BigMNOBIgHVMM 3MiHAMM Y TEKCTI
MapKyBaHHS YNakoBKW ikapCbKOro
3acoby.
3MiHn | TUny - AOMiHICTpaTUBHI 3MiHW.
3miHa HalimeHyBaHHSA Ta/abo agpecu
3asiBHUKA (BnacHUKa peecTpaLinHoro
NOCBiOYEHHS).
3miHa agpecu 3asiBHMKa (BnacHuka
peECTPaLiHOro NOCBIAYEHHS)
274. | ®EPBEKC Onsd NopoLLOK Anst YIMCA CAC ®paHuis YIMNCA CAC ®paHuis BHECEHHS 3MiH 10 peecTpauiiHuX be3 UA/5441/01/01
OOPOCIUNX BE3 OparnbHOro PO34nHy; matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenma
UYKPY no 8 cawe 3 CeprudikaT BignosigHocTi/lE-cepTudikat
NOPOLLIKOM Y BiANOBIAHOCTI €EBpONENCHKIl

KapTOHHiI kopobLyi

dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
noceio4yeHHs1

ynakoeka)

BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONEnchbKiin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixkHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCA Y
BUPOGHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€sponelicbkin hapmakonei) - OHoBReHWN
cepTudikaT Big yXXe 3aTBepAXeHoro
BMpOGHMKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
capmakonei Ne R1-CEP 2000-124-Rev 09
(3aTBepmkeHo: R1-CEP 2000-124-Rev 08)
ans gitoyoi pevouHu Paracetamol Big
BXe 3aTBepaKeHoro BupobHuka Angiu
Lu'an Pharmaceutical Co Ltd, China. Ak
HacnigoK, NpUBEAEHHS HanMCaHHSA Ha3Bu
BUpobHuMKa B p. «Cknag» MKA N3y
BianoBiaHicTe Ao Bumor CEP
(3aTBepmkeHo: Anqui Lu'an
Pharmaceutical Co Ltd; 3anponoHoBaHo:
Angiu Lu'an Pharmaceutical Co., Ltd.) -
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBneHoro ceptudikaTta
BigNoBigHOCTI abo BUMyYeHHs
cepTudikaTta BignoBigHOCTI €BpoONenchkin
dapmakonei: gna A®l; ons BUxigHoro
marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCA Y
BUPOGHMLUTBI ADI; AnNs 4ONOMiKHOI
peyYoBMHM (CepTUdikaT BiaNoBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHWN
cepTudikaT Bif yke 3aTBepAKeHOro
BUPOGHKKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
dapmakonei Ne R1-CEP 2000-124-Rev 10
ans gitoyoi pevouHu Paracetamol Big
BXe 3aTBEpKeHOro BUpobHuKka Angiu
Lu'an Pharmaceutical Co., Ltd., China.
3miHu | Tuny - 3minm 3 sikocTi. CepTudpikat
BignoBigHocTi/l'E-cepTudikat
BiZNOBIQHOCTI €BpONenchkii
dapmakonei/moHorpadii. MoaaHHA HoBoro
abo oHoBreHoro cepTudikara
BiNOBIgHOCTI 260 BUNYYeHHS
cepTudpikaTa BignosigHOCTi EBponenchkin
dapmakonei: gna ADI; onsa BUxigHoro
MaTepiany/peareHTy/npoMiKHOro
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

NpoAyKTY, LU0 BUKOPUCTOBYHOTLCS Y
BUPOGHMUTBI ADI; AN 4ONOMiIKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bifg yxe 3aTBepaXeHoro
BMpOGHMKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei Ne R1-CEP 2002-214-Rev 03
(3aTBepmkeHo: R1-CEP 2002-214-Rev 02)
ons gitoyoi pevouHu Paracetamol Big
BXE 3aTBEPKEHOro BUPOOHUKA
NOVACYL (WUXI) PHARMACEUTICAL
CO., LTD., China, sikuit 6yB LONOBHEHUI
OLLIHKOKO PU3UKIB LLIOAO €NEMEHTHUX
Oomilwok BignosigHo go sumor ICH Q3D
Guideline for elemental impurity, wo
npencraeneHo B goaatky 2 no CEP.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiZNOBIQHOCTI €BpONenchKin
dapmakonei/moHorpadii. MogaHHA HoBOrO
abo oHoBeHoro cepTudikata
BiANOBIgHOCTI abo BUNYyYeHHs
cepTuddikata BignoBigHOCTI €Bponenchkii
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOGHMLUTBI ADI; AnNs 4ONOMiKHOI
peyoBUHYM (CepTUdikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTuddikat Bif yXe 3aTBEpA>KEHOrO
BMpOGHMKa - [NogaHHA OHOBMNEHOro
cepTudcpikaTa BignosigHoCTi €Bponenchkin
dapmakonei Ne R1-CEP 2002-214-Rev 04
(3aTBepmkeHo: R1-CEP 2002-214-Rev 03)
ans gitoyoi pevouHu Paracetamol Big
BXE 3aTBEpAKeHOro BUpobHUKa
NOVACYL (WUXI) PHARMACEUTICAL
CO., LTD., China, y 3B’A3ky 3i 3MiHOIO
HanucaHHsl agpecu BupobHuka AdI,
aKkTMyHe micue posTallyBaHHSA He
3MiHeTbCs. [itova pegakuis: Novacyl
(Wuxi) Pharmaceutical Co., Ltd. 8 Guang
Shi Xi Road China-214 185 Wuxi, Jiangsu
Province - NponoHoBaHa peaakuisi:
NOVACYL (WUXI) PHARMACEUTICAL
CO., LTD., 16, Guangshi Road, Meijing
Village, Luoshe Town, Huishan District
China-214 185 Wuxi, Jiangsu Province -
3miHu | Trny - 3miHm 3 AkocTi. CepTudikat
BignoBigHocTi/l E-cepTundikat
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. MNoaaHHA HoBoro
abo oHoBeHoro cepTudikara
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixKHOro
NpOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; onst ONOMKHOI
peyoBUHM (CepTudikaT BiaNOBIAHOCTI
€sponewicbkin bapmakonei) - Hosun
cepTugikat Bia HoOBOro BUpobHMKa (3amiHa
abo gonoBHeHHS) - MogaHHsA HOBOrO
cepTudikaTta BignoBigHOCTI €BPONENChKiN
capmakonei Ne R1-CEP 2004-019 - Rev
06 ons gitoyvoi peyvoBuHU Ascorbic acid Big
HoBoro BupobHuka CSPC WEISHENG
PHARMACEUTICAL (SHIJIAZHUANG)
CO., LTD. (gonoBHeHHS). 3MiHn | Tuny -
3MiHn 3 akocTi. ADI. CTabinbHicTb. 3miHa
nepiogy NoOBTOPHWX BUNpobyBaHb/nepiogy
36epiraHHst abo ymoB 36epiraHHst AdI (3a
BiJCYTHOCTI y 3aTBEpPAXEHOMY AOChE
cepTuddikata BignoBigHOCTI €Bponenchkii
chapmakonei, Lo BKYae nepioq
NOBTOPHOro BUNpobyBaHHs) (nepioa
NOBTOPHOro BUNpobyBaHHs/nepios
36epiraHHs) - 36inbLueHHss abo BBeAEHHS
nepiofy NOBTOPHOrO
BUNpobyBaHHs/nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AoCHioXKeHb Y
peanbHoMy yaci - BBegeHHsi nepioay
NOBTOPHOIO BUNPOBYyBaHHs1 3 poku Ansi
firovoi pevosuHn Ascorbic acid
BupobHuuTBa CSPC WEISHENG
PHARMACEUTICAL (SHIJIAZHUANG)
CO,, LTD

275.

®ECTAN® HEO 10
000

TabneTkn, BKpUTI
060noHkolto,
KMLLKOBOPO34MHHi Ne
20 (20 x 1): no 20
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHiI kopobLyi

TOB
"Onenna
Xenckea
Ykpaina"

YkpaiHa

TOB "®APMEKC I'PY"

Ykpaina

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
rOTOBOrO fikapCbKoro 3acoby (iHLi 3MiHW)
- OHOBINEHHS BXe 3aTBEpPAKEHUX MeToAiB
KOHTponto sikocTi 113, a came BuUknageHHs
TEKCTY iep>XaBHO MOBOIO 3rifHO
Cy4acHWUX BUMOT. TaKox BHOCSTLCA
pedakuinHi npasky BignoBigHo A0
marepianis BUpobHWKa

be3
peuenma

UA/14533/01/01

276.

®IBPUTA

MOPOLLIOK Ta
PO3YMHHUK Arist
PO34KHy Ans
iH'exUin/iHdy3in no 1

OxkTtadapma
dapmauesT
nKa
MpoaykTioHC

ABcTpis

Bupo6Huk,
BignoBiganbHUN 3a
NEPBUHHY YNaKoBKY,
KOHTPOIb SIKOCTi, BUMYCK

LLBeuis/
ABcTpis/
Himeyunna

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3MiHu Il Tuny - 3miHK 3 sKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro

3a
peuenmom

UA/18890/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

r; no 1 r NOpoLLKyY Yy
CKNSAHOMY (praKoHi;
no 50 mn
po34nHHKKa (BoAa
ans iH’ekuin) y
CKNAHOMY (PraKoHi;
no 1 donakoHy 3
nopoLuKom, no 1
bnakoHy 3
PO34YMHHUKOM, MO 1
npuctpoto Octajet
ans nepeHocy, no 1
iNbTPY B KAPTOHHIN
KopobLi

rec. m.6.X.

cepii: Oktacbapma Ab,
LLseLjsi; Bupo6Huk,
BignoBiganbHUN 3a
BUpoBHMUTBO in bulk,
NepBUHHY Ta BTOPUHHY
yNaKoBKY, MapKyBaHHS,
BidyarbHy iHCNeKLito,
KOHTPOIb SIKOCTi, BUMYCK
cepii: Oktachapma
dapmaneBTuka
MpopykTioHcrec. m.6.X.,
ABCTpist; BUpOGHWK,
BignoBiganbHUN 3a
BidyanbHWI KOHTPOb,
MapKyBaHHS, BTOPUHHY
ynakoBky: Oktadhapma
Oeccay 'M6X, HimeuunHa;
BupoGHuK,
BignoBiganbHUN 3a
BUPOGHMLUTBO PO3YMHHMKA
(Boga ons iH’exuin): b.
BpayH MencyHreH AT,
HimeuunHa; BUpobHuk,
BignoBiganbHUN 3a
BUPOBHMLTBO PO3YMHHMKA
(Boga ons iH’exuin):
Contochapm
dapmavonTiwe
EpuorirHicce TM6X,
HimeyuymHa

mMaTepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci BupobHuutea AdI (cyTTeBa
3MiHa y
GionoriyHoMy/iMyHonoriYHoOMy/iMyHOXIMiYH
omy meToAi BunpobyBaHHsa abo meTogi, y
SIKOMY BUKOPUCTOBYETLCA BionorivyHmm
peareHT ans GionoriuHoro A®Il, abo 1oro
3amiHa) - BnpoBampkeHHs aHaniTu4Horo
metogy CORP-MMOA-00218 gns
Bu3HaveHHs dpaktopa VIII (FVIII) ansa
BUPOGHMYMX Npo6 1 i 3 Nnpy BUPOBHULITBI
nitoyoi pevoBuHu dibpura

277.

®IEPUHA3A-10

TabneTkn, BKpUTI
060onoHKoto,
KMLLKOBOPO34MHHi MO
10 wr, in bulk: no
2500 TabneTok y
KOHTeWHepax

OPTAHOCHU
H
NAMSCAEH
CU3 (Ed
3ETI)

OAE

EBepTomxeH and
CaeHcuns Jimiten

IHgia

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI Nikapcbkuin 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
mMeTofAax BMNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHUX MeTofax BUNpobyBaHHs) -
YTOYHEHHs1 po3paxyHKoBOi hopmynu Ans
BM3HAYEHHSI BMICTy cepparTionentnaasu B
meToauui "KinbkicHe BU3HAYEHHS".
KpuTepii npuiHATHOCTI 6€3 3MiH.

UA/10427/01/01

278.

®IEPUHA3A-10

TabneTku, BKPUTI
060noHKot,
KMLUKOBOPO3YMHHi MO
10 mr, no 10
Tabnetok y 6nictepi;
no 1, 3 abo no 10
GnicTepiB y
KapTOHHIN navui

OPrAHOCH
H
NAVI®GCAEH
cu3 (Eo
3ET )

OAE

EBepTomxeH Jand
CaeHcus Jimiten

IHaisa

BHECEHHS1 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI.
["oToBMI Nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
mMeToAax BUNpobyBaHHsi FOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPObyBaHHS) -
YTOUHEHHS po3paxyHKoBOI hopmynu Ans
BU3HAYeHHs1 BMiCTy ceppaTionenTuaasu B
meToanui "KinbkicHe BU3HAYeHHS".

3a
peuerimom

UA/10426/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
KpuTepii npuiHATHOCTI 6€3 3MiH.
279. | ®IBPUHA3A-20 TabneTku, BKPUTI OPIrAHOCHU OAE EBepTomxeH Jland IHgis BHECEHHS 3MiH 40 peecTpauiiHnx 3a UA/10426/01/02
060SOHKOH, H CaeHcus Jlimiteq matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
KULLIKOBOPO34MHHi No | JIAGCAEH oToBWI nikapcbkuin 3acib. KoHTponb
20 mr, o 10 CUN3 (E® roToBOro fnikapcbkoro 3acoby. 3miHa y
Tabnetok y Gnictepi; 3ET ) MeTodax BUNpobyBaHHsSI rOTOBOMO
no 1, 3 abo no 10 nikapcbkoro 3acoby (HesHayHa 3miHa y
6nictepiB y 3aTBEPKEHNX MeToAax BUNPOOyBaHHS) -
KapTOHHIN nayui YTOYHEHHS1 po3paxyHKOBOI hopmynu ans
BM3HAYeHHs BMICTy cepparTionentunaasu B
mMeTtoamui "KinbkicHe BU3HaAYeHHS".
KpwuTepii npuiiHATHOCTI 6€3 3MiH.
280. | PIBPUHA3A-20 TabneTkn, BKpUTI OPrAHOCU OAE EsepTtomxeH Jland IHAisa BHECEHHS 3MiH [0 peecTpauiiHnX - UA/10427/01/02
060mnoHKot, H CaeHcus Jlimiteq matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
KULLKOBOPO34MHHi no | JTAMDCAEH ["oToBMI Nikapcbkmit 3aci6. KoHTporb
20 wr, in bulk: no CH3 (Eo roTOBOro fikapcbKkoro 3acoby. 3miHa y
2500 TabneTok y 3ET ) mMeToAax BMNpobyBaHHSA roToBOro
KOHTeWHepax nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeTofax BUnpobyBaHHs) -
YTOYHEHHs1 po3paxyHKoBOi dhopmynu Ans
BM3HAYEHHsI BMICTy cepparTionentnaasu B
meTtoauui "KinbkicHe BU3Ha4eHHs".
KpuTepii npuiHATHOCTI 6€3 3MiH.
281. | ®IPMAIOH NOPOLLIOK A4S deppiHr LLiseviLapis BUPOBHMK rOTOBOrO Himeuuunna/ BHECEeHHs1 3MiH 40 peecTpauiiHnx 3a UA/10182/01/01
PO3YMHY AN iH'EKLiN | IHTEepHeLHN npoaykTy, BiAnoBiAanbHNM Yecbka matepianis: 3miHu | Tuny - peuenmom
no 80 mr: CeHTtep CA 3a nepBUHHE MaKkyBaHHS, Pecny6bnika AamiHicTpaTuBHI 3MiHU. 3MiHa

1 donakoH 3
NOPOLLIKOM Y
KOMMNeKTi 3 1
nonepeaHL0
HarMoBHEHUM
npuLom 3
PO34MHHMKOM (BOAA
ans iH'ekyin) no 5
MIT (3 MapKyBaHHAM
4,0 mn Ta 06'emMoM
HanoBHeHHS 4,2
M), 1 agantepom
ans cnakoHa, 1
ronkoto Ans
BBeAeHHs Ta 1
CTEPXXHEM MOPLLHS B
KapTOHHIN ynakoBLii
3 MapKyBaHHSAM
YKpaiHCbKOIO MOBOIO;
1 dprakoH 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
nonepegHeo
HaMoBHEHUM
LINPULIOM 3

KOHTPOIb SIKOCTi Ta BUMYCK
cepii:

PeppiHr M'M6X,
HimeyumnHa;
BiAnoBiganbHWI 3a
BTOPWHHE MaKyBaHHS:
®eppiHr-fleuunsa, a.c.,
Yecbka Pecnybnika

HalMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXXEHHS QiSANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKNOYaum AinbHuULI
BMNYCKy cepii abo micLie NpoBeaeHHs
KOHTPOMIO SIKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUpoGHWK/iMnopTep, He
BKITHO4AK04M BUMYCK cepiil) 3miHa agpecu
BMPOBHVKa BTOPUHHOIO NaKkyBaHHs. 3MiHK
| Tuny - 3miHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo onyCTUMUX MeX
roTOBOrO nikapcbKoro 3acoby
(BonoBHEHHS cneumdikaii HOBUM
NMoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BuNpobyBaHHs) [lonoBHeHHst cneumdikawii
PO34YnHHUKA (BoAa ANs iH ekwin)
Noka3HUKOM «3ararnbHa KinbKicTb
opraHivyHoro Byrnuuto (TOC) 3
BigMNOBIOHMM METOAOM BMNPOOYBaHHS
(meTop okuncHeHHst ®. CLLUA)
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

PO34YMHHUKOM (BOAA
ans iH'ekyin) no 5
M (3 MapKyBaHHSIM
4,0 mn Ta 06°emMoM
HanoBHEHHS 4,2
mn), 1 aganTepom
ans conakoHa, 1
ronkow Ans
BBeAeHHs Ta 1
CTEPXKHEM MOPLLHSA
(3 MapkyBaHHSAM
aHrmMincbKo
MOBOIO) B KAPTOHHIl
ynakoBLii 3
MapKyBaHHSAM
aHrMiNCbKO MOBOH
3i CTUKepom
YKpaiHCbKOK MOBOO

282.

®IPMAIOH

NOPOLLIOK Anis
PO34MHY Ans iH'eKLin
no 120 wr:

2 cnakoHu 3
MOPOLLKOM Y
KOMMAEKTi 3 2
nonepegHLo
HanoBHEHUMM
wnpuuamu 3
PO34MHHMKOM (BOAA
ans iH'ekyin) no 5
M1 (3 MapKyBaHHSIM
3,0 mn Ta 06’emom
HanoBHeHHs 3,0
M), 2 agantepamu
ans onakoHis, 2
ronkamu ans
BBEAEHHs Ta 2
CTEPXHSIMU NMOPLUHS
B KapTOHHIN
ynakoBLii 3
MapKyBaHHsIM
YKPaiHCbKOK MOBOIO;
2 dnakoHu 3
MOPOLLIKOM Y
KOMMNEKTi 3 2
nonepeaHLo
HaMnoBHEHMMM
wnpuuamm 3
PO34MHHMKOM (BOAA
ans iH'ekuin) no 5
MIT (3 MapKyBaHHSAM
3,0 mn Ta 06'emom

deppiHr
IHTEepHeLwHN
CeHtep CA

LLsenyapis

BI/IpO6HI/IK roToBoOro

npoaykTy, BignoBigansHUn
3a NepBUHHE NaKyBaHHS,
KOHTPOIb SIKOCTi Ta BUMYCK

cepii:
deppiHr M'M6X,
HimeuumnHa;
BiAnoBiganbHWN 3a
BTOPWHHE NaKyBaHHS:
®eppiHr-fleuunsa, a.c.,
Yecbka Pecnybnika

Himeuuunna/
Yecbka
Pecny6bnika

BHECEHHS 3MiH 4O peecTpauinHnX
matepianis: 3miHu | Tuny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHSs QisiNbHOCTI
BMpoGHMKa/iMnopTepa roToBOro
nikapcbKkoro 3acoby, BKMoYaum ginbHuLi
BMNYCKy cepii abo micLie NpoBeaeHHs
KOHTPOIO SIKOCTI. (QiSNbHICTb, 3a Ky
BignoBigae BUpoGHWK/iMnopTep, He
BKITHO4AK04M BUMYCK cepiil) 3miHa agpecu
BUPOGHVKa BTOPUHHOIO NakyBaHHs1. 3MiHM
| Tuny - 3miHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo onycTUMUX Mex
roTOBOro nikapcbKkoro 3acoby
(monoBHeHHs cneuudikaLii HoBUM
NMoKa3HUKOM 3 Bi4MNOBiAHUM METOAOM
BuNpobyBaHHs) [lonoBHeHHst cneumndikawii
po34MHHUKa (BoAa Ans iH ekui)
NoKa3HUKOM «3ararnbHa KinbKicTb
opraHiyHoro Byrnuuto (TOC) 3
BiANOBIgHMM MeTo4OM BUNPOBYyBaHHS
(meTop okuncHeHHst @. CLUA)

3a
peuenmom

UA/10182/01/02
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

HanoBHeHHs 3,0
Mn), 2 aganTepamu
ans onakoHis, 2
rofnikamu ansi
BBEAEHHS Ta 2
CTEPXKHAMM MOPLUHS
(3 MapKkyBaHHsIM
aHrnincopKo
MOBOIO) B KAPTOHHIl
ynakosLii 3
MapKyBaHHSIM
aHrMiNCbKO MOBOH
3i CTUKEpPOM
YKPaiHCbKOK MOBOHO

283.

OITOAEHT®

HacTonka no 100 mn
y hnakoHi CKrsiHomy
abo nonimepHomy;
no 1 conakoHy B
nayui 3 KapToHy; Mo
100 mn y 6aHui
cKNaHin; no 1 6aHui
B nayui 3 KApTOHY

MPAT
"XIMGAPM3
ABOf]
"4EPBOHA
3IPKA"

YkpaiHa

MNPAT "XIMGAPM3ABO[

"4YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHnX
maTepianis: 3miHu | Tuny -
AJMiHiCTpaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpauiiHoro NocBig4eHHs)
3MiHa HallMeHyBaHHSA 3asiBHMKa Ta 3MiHW Y
HanucaHHi agpecu 3asiBHUKa (BnacHuka
peecTpaLiiHoro noceig4eHHs). Tepmin
BBEOEHHS 3MiH NPOTArom 6 micauis nicns
3aTBEepPAKEHHS. 3MiHU | TUny -
AOMiHIiCTpaTUBHI 3MiHW. 3MiHa
HariMeHyBaHHs Ta/abo agpecu micus
NPOBafXeHHS QisAnbHOCTI
BMPOGHMKa/imnopTepa rotToBoro
nikapcbKoro 3acoby, BKMYa4m ginbHULI
BMNYyCKy cepii abo micLe npoBeaeHHs
KOHTPOIO SIKOCTI. (QiNbHICTb, 3a Ky
BignoBigae BMpoOHuK/iMnopTep,
BKITOYaK04M BUMNYCK cepiil) 3MiHa
HaliMeHyBaHHS BUpoGHUMKa 113 Ta 3miHn y
HanucaHHi agpecu BupobHuka 13, 3miHn
BHECEHO B iHCTPYKLIO Ansi MegnyHoro
3aCTOCyBaHHsI NikapCcbKoro 3acoby y
po3ginu "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUpobHuka Ta
agpeca Micusi NpoBaPKEHHS NOro
LisinbHOCTI" Ta sIK HAacNigokK - y BiaNoBigHi
pO34iNu TeKCTY MapKyBaHHsI NEPBUHHOI Ta
BTOPUWHHOI YNaKoBKM NiKapCbKoro 3acoby.
TepmiH BBeOEHHS 3MiH NPOTAroM 6 micauis
nicns 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHK
wopno 6e3nekn/edeKTBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn) 3miHn
BHECEHO B TEKCT MapKyBaHHS1 NEPBUHHOI
(NyHKT 6) Ta BTOPUHHOT (NyHKTN 15, 17)
YNaKoOBOK NiKapCbKOro 3acooby.
TepmiH BBeQEHHS 3MiH NPOTAroM 6 micauis

6e3
peuenma

nidnsieae

UA/3681/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
nicns 3aTBepAKEHHs!
284. | ®IYOMI3NH TabneTku BariHanbHi MegiHoBa LLiBeviuapis BignosiganbHuii 3a HimeuumHa/ BHECEHHS 3MiH 40 peecTpauiiHnx bes UA/1852/01/01
no 10 mr; no 6 Al BUPOBHMLUTBO: LLiseviapis MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenma
TabneTok y bnictepi; Pottengopd dapma 6e3nekn/edeKTUBHOCTI Ta
no 1 6nictepy B 'mM6X, HimeuunHa; dapmakoHarnsgy (iHwi 3amMiHu) - 3MiHu
KapTOHHi KOpoOLyi; BignosiganbHuii 3a BHECEHO B TEKCT MapKyBaHHs1 NEPBUHHOT
no 2 tabnetku y nepBrvHHe Ta BTOPUHHE (n. 6) Ta BTOPUHHOI (N. 17) ynakoBok
6nictepi; no 1 nakyBaHHs: PotTengopd nikapcbkoro 3acoby Logo noroTumny
Gnictepy B dapma 'M6X, HimeuumHa; 3asiBHMKa. BBegeHHs 3MiH npoTsarom 6
KapTOHHil kopobui BignosiganbHui 3a MicaUiB Micnsa 3aTBepAXeHHS.
KOHTPOIb SIKOCTi Ta BUMYCK
cepii: MegiHoBa AT,
Llisenuapis
285. | ®NYPA-5 PO34MH AN iH'eKLN, Mini Benuka Benyc Pemegic Nimiteq IHAisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a He UA/10633/01/01
50 mr/mn; no 5 mn Xenckepe BpuTtaHia MaTepianis: 3miHn | Tuny - 3miHn Wwopo peuenmom nidnsieae
abo 10 mny JlimiTen 6e3nekn/eeKkTuBHOCTI Ta
dnakoHi no 1 dapmakoHarnsaay. 3miHa y KopoTkiv
cnakoHy B XapaKkTepucTu1Li Nikapcbkoro 3acoby,
KapTOHHIN kopobLi TEKCTi MapKyBaHHS Ta iHCTPyKLUii Ans
MEeAMNYHOro 3aCTOCYBaHHS Ha MiAcTaBi
perynsipHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimkeHs 3
©e3nekn 3acToCcyBaHHS MikapCbKOro
3acoby B nicnsipeecTpauiiHuii nepiog, abo
SIK pe3ynbTaT OLUiHKK 3BiTY 3 LOCTIOKEHb,
NpOBEAEHNX BiANOBIAHO 4O NnaHy
nepiaTpuyHux gocnigxens (PIP) (3MiHy
Y3rO[DKEHO 3 KOMMETEHTHUM
YMOBHOBaXXEHVM OpraHom)
3MiHM BHeceHO B |HCTpyKLito Ans
ME[MNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby no posginis "OcobnmBocTi
3actocyBaHHs" Ta "lMobiyHi peakuii™
BiAMNoOBiAHO A0 iHcbopMalii Lwoao 6e3neku
3aCTOCYBaHHS fit040i pe4OBUHM 3rigHO 3
pekomMeHgauieto PRAC.
286. | PPEHOPMA Tabnetku no 10 wr, Makneopc IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpauiiHnx 3a He UA/18697/01/01
no 10 Tabnetok y dapmacbioT dapmacbtotukanc flimiteq marepianis: 3MiHu | Tuny - 3MiHn Wwoao peuyenmom | nidnseae
6nicTepi; no 3 abo 6 nkanc 6e3nekn/edekTMBHOCTI Ta
abo 10 GnicTepiB y Timiteq dapmakoHarnsaay. 3miHu y KOpoTKil

KapTOHHiI kopobLyi

XapaKTepucTumLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeAMNYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpnaHux/6ionodidHNX
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUIA Npenapar
(3miHa He noTpebye HagaHHSA XOOHWX
HOBUWX [OAATKOBUX AaHWX) 3MiHU BHECEHO
[0 IHCTPYKLUii Ana Mean4Horo
3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactusocTi",
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

"Moka3aHHa", "B3aemogis 3 iHwWumMmn
nikapcbkuMu 3acobamu Ta iHLWi BUAK
B3aemogin", "OcobnuneocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo
rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHsA Ta go3un”, "Oitn", "Mob6iyHi
peakuii” 3rigHo 3 iHhopmalieto Wwoao
MeOMYHOro 3aCTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (Abilify®). BeegeHHs
3MiH NPOTArom 6-Tn MicsiLiB nicns
3aTBEPAKEHHS

287.

®PEHOPMA

Tabnetku no 15 wr,
no 10 Tabnetok y
6nictepi; no 3 abo 6
abo 10 GnictepiB y
KapTOHHIl kopobui

Makneoac
dapmacbloT
mKarnc
Nimiten

IHgia

Makneoac

dapmacktoTukanc Jlimiteq

IHgia

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3miHu | Tuny - 3MiHK Wwopo
6e3nekn/edeKkTuBHOCTI Ta
dapmakoHarnagy. 3MiHu y KopoTKil
XapaKkTepucTu1Li Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUii Ansi
MeON4YHOro 3acToCyBaHHs
reHepUYHMX/ribpnaHnx/GionogiGHNX
nikapcbkunx 3acobis nicns BHECEHHS Tiel
camoi 3MiHM Ha pedbepeHTHUIN npenapat
(3miHa He noTpebye HagaHHS KOQHUX
HOBMX JOAATKOBUX AaHWX) 3MiHM BHECEHO
00 iHCTPYKUiT 4na MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y
po3ainu "®apmakonoriyHi BnacTuBocTi",
"Moka3aHHa", "B3aemogist 3 iHwWumMmn
nikapcbknuMu 3acobamu Ta iHWi BUuaun
B3aemopin", "OcobnmneocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepiog BariTHocTi abo
rogyBaHHs rpyaak”, "Cnocib
3acTocyBaHHs Ta gosu", "Oitn", "MobiyHi
peakuii” 3rigHo 3 iHpopmalieto Wwoao
ME[MYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (Abilify®). BeegeHHs
3MiH NPOTHArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS

3a
peuenmom

He
nidnsieae

UA/18697/01/02

288.

dPOMITIA®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 500
Mr; N0 7 TabneTok y
GnicTepi; no 2
Gnictepu B
KapTOHHiI kopobLyi

KPKA, o.4.,
HoBo mecto

CnoBeHis

BUpPOOHMLTBO "in bulk”,

nepBUHHE Ta BTOPUHHE

nakyBaHHs1, KOHTPOIb
cepii Ta BUNyckK cepil:

KPKA, a.a., HoBo mecTo,
CnoBeHisi; KOHTPOIb cepii:
KPKA, ao.4., HoBo mecTo,

CnoseHis

CnoBeHis

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi.
CeptudikaT BignosigHocTi/lE-cepTudikat

BiZNOBIQHOCTI €BpONenchKii
dapmakonei/MoHorpadii. MoaaHHsA HoBoro
abo oHoBneHoro ceptudikaTta
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTucpikaTa BignoBigHOCTi EBponenchkin
dapmakonei: gna A®l; ons BUXigHoro

MaTepiany/peareHTy/npoMiKHOro

NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOGHMUTBI ADI; Ans 4ONOMiIKHOI
peyvyoBUHM (CepTUdikaT BiAMoBIAHOCTI
€Bponelicbkiii hapmakonei) - OHoBNeHUI

3a
peuenmom

UA/5026/02/02
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

cepTudikaT Big yXXe 3aTBepAXeHoro
BUPOGHWKa - [MoaaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei Ne CEP 2004-148-Rev 09
ans A®| knaputpoMiuuHy Bia
3aTBepaKeHoro BupobHuka IND-SWIFT
LABORATORIES LIMITED, India, sikui
3MiHMB Ha3By Ha Synthimed Labs Private
Limited, India.
3MiHn | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT
BiNOBIgHOCTI €Bponenchkin
capmakonei/moHorpadii. MogaHHA HOBOrO
abo oHoBreHoro cepTudikara
BiNOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei: gna ADI; onsa BUXigHoro
MaTepiany/peareHTy/npoMixKHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUPOOHMLTBI ADI; Anst ONOMDKHOI
pevoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - OHoBNeHWi
cepTudikaT Bif ye 3aTBepaXeHOro
BUPOGHKKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei Ne R1-CEP 2004-148-Rev 08
(3aTBepmkeHo: R1-CEP 2004-148-Rev 06)
ansa A®| knapuTpoMmiumHy Big
3aTBepgkeHoro BupobHuka IND-SWIFT
LABORATORIES LIMITED, India.
BBeaeHHs 3MiH NpoTsrom 6-Tu Micauis
nicnsa 3aTBepAXKEHHSI.

289.

dPOMINIA®

TabneTku, BKpUTI
NniBKOBOO
o06ornoHkot, no 250
Mr; no 7 TabneTok y
GnicTepi; no 2
Gnictepu B
KapTOHHiI kopobui

KPKA, 8.4,
HoBo mecto

CnogBeHisi

BMpOGHMLUTBO "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPOIb
cepii Ta BUNycCK cepii:
KPKA, a.a., HoBo mecTo,

CnoBeHisi; KOHTPOIb cepii:

KPKA, a.a., HoBo mecTo,
CnoseHis

CnoseHis

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI.
CeprudikaT BignosigHocTi/l E-cepTudikat

BigMNOBIAHOCTI €EBpONENChHKIl
dapmakonei/moHorpadii. MogaHHA HoBoro
abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUMyYeHHs
cepTudcpikaTa BignoBigHoOCTi EBponenchkin
dapmakonei: gna A®l; onsa BUxigHoro
maTepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCH Y
BUPOOHMLTBI ADI; Anst 4ONOMDKHOI
peyvoBUHYM (CepTUdikaT BiaNOBIgHOCTI
€Bponelicbkint hapmakonei) - OHoBNeHMI
cepTudikaT Bif yke 3aTBepaKeHOro
BMPOOHYKa - MNogaHHs OHOBREHOro
cepTudpikaTa BignosigHOCTi EBponenchkin
dapmakonei Ne CEP 2004-148-Rev 09
ans A®| knapuTpoMmiumHy Big

3a
peuenmom

UA/5026/02/01
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Ne
n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBepaKeHoro BupobHuka IND-SWIFT
LABORATORIES LIMITED, India, skui
3MiHMB Ha3By Ha Synthimed Labs Private
Limited, India.
3miHn | Tuny - 3minm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT
BiZNOBIgHOCTI €Bponenchkin
dapmakonei/moHorpadii. lMoaaHHA HoBoro
abo oHoBMeHoro cepTudikara
Bi4NOBIgHOCTI 260 BUNYYEHHS
cepTudikaTta BignoBigHOCTI €BpONENnchbKiin
dapmakonei: gna Adl; ons BuxigHoro
MaTepiany/peareHTy/npoMixXHOro
NPOAYKTY, O BUKOPUCTOBYHOTLCA Y
BUPOGHMLTBI ADI; onst ONOMiKHOI
peyoBUHM (cepTudikaT BiaNOBIAHOCTI
€Bponelicbkin hbapmakonei) - OHoBReHWN
cepTudikaT Big ye 3aTBepAXeHoro
BUPOGHKKa - [MogaHHs OHOBMNEHOro
cepTudikaTta BignoBigHOCTI €EBpONENChKiNn
capmakonei Ne R1-CEP 2004-148-Rev 08
(3aTBepmkeHo: R1-CEP 2004-148-Rev 06)
ans A®| knaputpoMiuuHy Big
3aTBepakeHoro BMpobHuka IND-SWIFT
LABORATORIES LIMITED, India.
BBeneHHs 3MiH NpoTsarom 6-Tu MicauiB
nicns 3aTBEpAXKEHHS.

290.

OYPAUUIIH-
TEPHO®APM

NopoLLOK Ans
NPUroTyBaHHS
PO34mMHY Ans
30BHILUHBLOrO
3acTocyBaHHs o 20
mr; no 0,94 r
MOPOLLIKY B calle; Nno
30 cawe y nayui 3
KapTOHY

TOB
"TepHodap
M

YkpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI.
oToBWI nikapcbkuin 3aci6. CtabinbHicTb.

3miHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHs FoTOBOrO NiKapCbKoro
3acoby (36inbLeHHst TepMiHy NPUAATHOCTI
roToBOro nikapcbKkoro 3acoby) - Ans
TOProBOi yNakoBKu (NiATBEPAXKYETHCA
AaHVMK pearnbHoro Yacy) - 36inbLieHHs
TepMiHy NpuaaTHOCTI y 3B'A3KY i3
OTPUMAHHSAM MO3UTUBHUX AAHWX LLOAO
[OCnimKeHHs cTabinbHOCTI y peanbHOMY
yaci.

[itoua pegakuisi: Po3gin «TepmiH
npuaaTHOCTI» 3 POKMK.
[MponoHoBaHa peaakuis:

Po3spin «TepmiH npugaTHOCTI» 4 poku.
3MiHu BHeceHo B po3gin "TepmiH
npuaaTHOCTI" B IHCTPYKLiO AN MegnyHoro
3aCcTOCyBaHHS NiKapCbKOro 3acofy.

bes
peuenma

nidnsieae

UA/17847/01/01

291.

XNOPrEKCMAUH-
KP

pO34unH Ans
30BHILIHLOrO
3actocyBaHHs 0,05
%, no 100 mny

MPAT
"XIMGAPM3
ABOf
"YEPBOHA

YkpaiHa

MNPAT "XIMGAPM3ABO[

"4YEPBOHA 3IPKA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu 3asiBHWKa

6e3
peuenma

nidnsieae

UA/9766/01/01
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
KOHTENHepi 3 3IPKA" (BnacHuKka peecTpaLiiHoro NocBig4YeHHs) -
HacafKoto Ans 3MiHa HaMMeHyBaHHS 3asiBHUKa Ta 3MiHW Y
CrpsiMoOBaHoOro HanucaHHi agpecu 3asiBHUKa (BnacHuka
BBeAEHHS; No 1 peecTpauiiHoro noceigyeHHs). BBeaeHHs
KOHTeWHepy y nauui 3MiH MPOTAroM 6-Tu micsAuiB nicns
3 KapToHy; no 100 3aTBEPAKEHHS. 3MiHM | TUNy -
M5y KOHTENHepi 3 AOMiHicTpaTUBHI 3MiHW. 3MiHa
Hacafkot Ans HaliMeHyBaHHS Ta/abo agpecy micus
CrpsiMoOBaHoOro NpoBagXXeHHS AisAnbHOCTI
BBegeHHs; no 100 BMpOGHMKa/iMnopTepa rotToBOro
MIT Yy KOHTENHepi 3 nikapcbKkoro 3acoby, BKMHOYa0UM AinbHUL
Hacagkoto ans BUMYCKy cepii abo Micue npoBeaeHHs
CrpsiMoOBaHoOro KOHTPOIO SIKOCTI. (QiSNbHICTb, 3a Ky
BBEJEHHS BignoBigae BMpoOHMK/iMnopTep,
nikapcbkoro 3acoby BKITHOYa04M BUMYCK Cepiit) - 3mMiHa
Yy KOMMNekTi 3 HaiMeHyBaHHsi BUpoOHuKka M3 Ta 3aMiHn y
BariHanbHUM HanucaHHi agpecu BupobHuka 13, 3miHn
annikaTopom 3i BHECeHO B po3ainu "BupobHuk" Ta
3poLUyBasnbHOK "Micue3Haxoa)XeHHsi BUpobHUKa Ta
NNALWEYKO agpeca Micusi NpoBaPKEHHS NOro
o6’emom 100 mn Ta DianbHOCTI" B IHCTPYKUiO AN MeQUYHOro
NUNo3axncHUM 3aCTOCYBaHHsI Ta SIK HACMidOK - Y TEKCT
KOBMA4KoM, Yy navuli MapKyBaHHS! yMaKoBKMN MiKapCbKOro
3 KapToHy; no 200 3acoby. BeeaeHHst 3MiH NpoTaroM 6-tu
Mn y pnakoHi 3 MicALiB Micnsa 3aTBEPAXEHHS.
Hacagkoto; no 1
dnakoHy B nayui 3
KapToHy; no 200 mn
y donakoHi 3
HacagKkoto
292. | ULENECTOOEPM- kpem no 30 ry Ty6i; OpraHoH LLisenuapis OpraHoH XelicT 68 Benbrisa BHECEHHS 3MiH 10 peecTpaLiiHuX 3a UA/3403/01/01
B®3 no 1 Ty6iy CeHtpan lct matepianis: 3miHu | Tuny - 3MiHM 3 AKOCTI. peuenmom
FAPAMILMHOM KapTOHHiI kopobui m6X oToBWI Nikapcbkuin 3aci6. KoHTponb
roTOBOrO fikapcbkoro 3acoby. 3miHa y
mMeTofAax BMNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (iHWi 3MiHM y MmeToaax
BMNpobyBaHb (BKkMoYakoun 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa NOTOYHOrO MeToAy
HPLC-CAD ans ouiHK/ AOMILLIOK
reHTamiuuHy cynbdary y nikapcbkomy
3acobi NpoTArom TepMiHy NpMAATHOCTI.
3miHu | Trny - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLwi 3MiHK) -
OHOBMEHHS BXE 3aTBEPKEHUX METOLIB
KOHTPONMIO sIKOCTi Mikapcbkoro 3acoby, a
came BVKNadeHHS TEKCTY AepXXaBHO
MOBOHO 3riJHO Cy4aCHUX BUMOT
293. | UE®ENIA NOPOLLIOK AN MicTtpan AHrnis nan - NABOPATOPIOC IcnaHia BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/18974/01/02
PO34MHY ANS iH'eKLiN Kenitan TOPNAH, C.A. matepianis: 3miHu | Tuny - peuennmom | nidnseae
abo iHdysin no 2000 | MeHemkmeH AgmiHicTpaTvBHI 3MiHW. 3MiHa Ha3BM
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
mr; no 1 a6o 10 T NimiTeq, nikapcbkoro 3acoby - 3MiHM BHeCEHO
nakoHiB, y o0 Ha3BM nikapcbkoro 3acoby.
KapTOHHIl kopobui 3artsepgxeHo: LIEGEMNIM-BICTA
(CEFEPIME-VISTA) 3anponoHoBaHo:
LIE®ENIA (CEFELIYA). BBeaeHHs1 3miH
NpoTArom 6-Tn MicsiLiB nicns
3aTBEpPAKEHHS
294. | LE®PENIA NOPOLLOK ANs Mictpan AHrnis N4an - NTIABOPATOPIOC Icnanis BHECEHHS 3MiH 40 peecTpauiiHnx 3a He UA/18974/01/01
PO34MHY Ans iH'eKLin Kenitan TOPJIAH, C.A. matepianie: 3miHu | Tuny - peuenmom | nidnsieae
abo iHdy3i no 1000 | MeHemxmeH AOMiHiCTpaTVBHI 3MiHW. 3MiHa Ha3BK
mr; no 1 a6o 10 T NimiTeq nikapcbKkoro 3acoby - 3mMiHW BHECEHO
cbnakoHiB, y LLIOA0 Ha3BM NikapCbKoro 3acoby.
KapTOHHIl kopobui 3arteepgxeHo: LLIEGEMNIM-BICTA
(CEFEPIME-VISTA) 3anponoHoBaHo:
LIE®ENIA (CEFELIYA). BBegeHHs1 3MiH
npoTsarom 6-Tu Micauis nicns
3aTBEPAKEHHS
295. | LE®TYM® NOpOLLOK ANng MNAT YkpaiHa MAT "KviBmegnpenapat" YkpaiHa BHECEHHS 3MiH 4O peecTpauinHnX 3a UA/0967/01/01
po3umHy ons iH'ekyin | "KvuiBmegnp MaTtepianis: 3miHn | Tuny - 3miHn Wwono peuenmom
no1,0r; no 10 enapart” 6esnekn/edeKTMBHOCTI Ta
crakoHiB 3 dapmakoHarnsgy. BHeceHHs abo 3miHa(n)
NOPOLLKOM y 0o 3060B'A3aHb Ta yMOB BUAaui
KOHTYPHIW peecTpauinHOro NOCBIAYEHHS, BKITOYa04n
YapyHKOBIn MnaH ynpaBniHHA pu3nkamm
ynakosui; no 1 (3acTocyBaHHsi TEKCTY, SIKUN MOTOMKEHNN 3
KOHTYPHIW KOMMETEHTHNM OpraHoMm) - 3asiBHUKOM
YapyHKOBIN ynakoBLi HagaHo oHoBMeHwn MNMnaH ynpasniHHS
B navui pusukamu Bepcis 2.1 3MiHn BHeceHo Ao
yacTuH: | «3aranbHa iHdopmauis»
Il «Cneuundikauisi 3 6e3nekm» Il «MnaH 3
hapmakoHarnsay» V «3axoam 3
MiHimi3auii pusmkiB» VI «Pestome nnaHy
ynpasniHHg pusmkammny VIl «dogatku»
(mnopatkm 4,7,8) y 3B’A3Ky 3i 3MiHOIO
cneumdikauii 3 6e3neku Ailo4oi peyoBMHU
uedTasmanm BiANOBIAHO A0 akTyarnbHOI
iHdpopmauii 3 Bebcanty CMDh, a Takox y
3B'A3Ky i3 3MiHOIO (hopmaTy BignoBiAHO A0
Bumor Evaluation Guidance on the format
of the risk management plan (RMP) in the
EU — in integrated format. 31 October
2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2
Human Medicines). Pe3tome MNnany
ynpaBniHHS pu3nkamu Bepcis 2.1
00[a€eTbCs.
296. | UMTAMNPA TabneTkn, BKpUTI xm Em pysis BMPOBHVIK BiANOBiAanNbHUIA IcnaHis BHECEHHS 3MiH IO peecTpaLiiHnX 3a He UA/20551/01/01
NNiBKOBOIO dapmacbloT 3a KOHTpOnb cepil, matepianis: 3MiHu | Tuny - 3MiHn Wwono peuenmom | nidnsizae
obonoHkoto, no 10 mKarnc nepBrHHE Ta BTOPUHHE 6e3nekn/eeKkTUBHOCTI Ta

Mr; N0 7 TabneTok y
GnicTepi; no 4

naKyBaHHS:
JNIABOPATOPIOC LIMHDA

dapmakoHarnsaay. 3miHu y KOpoTKil
XapaKTepuCcTuLi nikapcbkoro 3acoby,
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
Gnictepu B nayui 3 C.A., IcnaHisi; TEKCTi MapKyBaHHS Ta iIHCTPYKUiT ansi
KapTOHY BMPOOHWK BiANOBiganbHWN MeON4HOro 3acTocyBaHHs
3a BUPOBHULITBO, reHepuUYHMX/ribpnaHnx/GionogidHNX
KOHTPOrb cepii, NnepBuUHHE nikapcbkux 3acobiB Nicns BHECEHHS Tiel
Ta BTOPVHHE NaKyBaHHS, camoi 3MiHu Ha pedepeHTHUI npenapar
BUMYCK Cepii: (3miHa He noTpebye HagaHHSA XOQHNUX
JIABOPATOPIOC LINH®A HOBMX JOOATKOBUX AaHWX) 3MiHM BHECEHO
C.A,, IcnaHia 00 IHCTPYKUii Ans Mean4Horo
3aCTOCyBaHHsI NikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnactTueocTi",
"B3aemogisi 3 iHWMMM NikapCbKUMun
3acobamu Ta iHWi BUaM B3aemonin",
"OcobnueocTi 3acTocyBaHHs",
"3acTocyBaHHA y nepioa BariTHOCTi abo
rogyBaHHs rpygato”, "3gaTHicTb BnnmMBaTtu
Ha WBWAKICTb peakLuii Npu KepyBaHHi
aBTOTPaHCNOpPTOM abo iHWMMK
mexaHiamamu", "lMepeno3dyBaHHsA",
"Mo6iyHi peakuii” 3rigHo 3 iHpopmaLieto
LLIOAO0 MEANYHOIO 3aCTOCYBaHHSA
pedepeHTHOro nikapcbKoro 3acoby
(Lmnpanekc, TabneTkun, BKPUTI NiBKOBOIO
obornoHkot, no 10 mr, 20 mr).
297. | ULUTANPA TabneTkn, BKPUTI Doxn Em [pysis BUPOGHMK BignoBiganbHUi IcnaHia BHECEHHS 3MiH 4O peecTpauinHnX 3a He UA/20551/01/02
NniBKOBOKO dapmacbloT 3a KOHTPOrb cepii, MaTepianis: 3miHu | Tuny - 3miHn Wwopo peuenmom nidnsieae
obornoHkoto, no 20 nkanc nepBUHHE Ta BTOPUHHE

Mr; no 7 TabneTok y
GnicTepi; no 4
Gnictepn B nayui 3
KapTOHY

naKyBaHHs:

JTABOPATOPIOC LUMHDA
C.A,, IcnaHis;

BUPOGHVK BigNOBiganbHUI

3a BUpOBHMLTBO,

KOHTpOrb cepii, NepBUHHE

Ta BTOPWHHE MaKyBaHHS,
BUMYCK cepii:

JIABOPATOPIOC LINH®A
C.A., IcnaHis

©e3nekn/eeKkTuBHOCTI Ta
apmakoHarnsgy. 3miHu y KopoTkii
XapakTepucTuLi Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ansi
MEAMNYHOrO 3aCTOCYBaHHs!
reHepu4HuX/ribpnaHnx/GionoaibHux
nikapcbkux 3acobiB nicns BHECEHHS Tiel
caMoi 3MiHV Ha pedepeHTHUI npenapaT
(3MiHa He noTpebye HafaHHS KOAHMX
HOBUWX JOAATKOBUX AaHWX) 3MiHWM BHECEHO
00 IHCTPYKUii Ans Mean4yHoro
3aCTOCyBaHHsI NikapCcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnacTueocTi",
"B3aemogis 3 iHWKMM nikapCbKUmmn
3acobamu Ta iHWi BUaM B3aemonin",
"OcobnunBocTi 3acTocyBaHHS",
"8acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaatw”, "3aaTHicTs BNnvBaTtu
Ha LWBWAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMK
MexaHiamamu", "lMepeno3syBaHHs",
"MobiuHi peakuii” 3rigHo 3 iHopMmaLieto
OO0 MEAMYHOIO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby
(Uunpanekc, TabneTku, BKpUTI NNiBKOBOO
obonoHkot, no 10 mr, 20 mr).
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Ne Hasea nikapcbko20 Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoesu Peknam Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuUKa eionycky yeaHHs1 | peecmpauiliHo20
ynakoeka) noceio4yeHHs1
298. | UUDPAH TabneTkn, BKpUTI CaH IHpis CaH dapmacbloTukan IHpis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/2897/01/02
o6ornoHkoto, no 500 dapmacbloT IHaacTpi3 JlimiTeq matepianis: 3miHu | TMny - 3MiHK 3 AKOCTI. peuenmom
mr; no 10 TabneTok nKan ["oToBMI Nikapcbkmin 3aci6. KoHTporb
y 6nictepi; no 1 IHpacTpi3 roTOBOrO flikapcbkoro 3acoby. 3miHa y
Gnictepy y Jlimiteq MeTofax BUNpobyBaHHS rOTOBOrO

KapTOHHIl kopobui

nikapcbkoro 3acoby (HeaHayHa 3MiHa y
3aTBEPKEHMX MeTofax BUNpobyBaHHs )-
3wmiHa B 113 3a nokasHMKOM SIKOCTi
«lgeHTndikauia» metogom TLUX, a came
BBEAEHHS NPUMITOK LLI0AO NNacTUHOK Ta
BMCOTM MignomMy pyxomoi gasun. 3miHu |
TMny - 3MiHK 3 AKOCTI. [0TOBUIA NikapCbKuii
3aci6. KoHTposb roToBOro nikapcbkoro
3acoby. 3miHa y meTogax BunpobyBaHHSA
roTOBOro NMikapcbKoro 3acoby (HeaHayHa
3MiHa y 3aTBEpOXXEHNX MeEToAaxX
BunNpobyBaHHs) - 3miHa B 13 3a
nokasHUKom sikocTi «KinbkicHe
BU3Ha4YeHHsA» meTogom BEPX, a came
3MiHa POpMynn Ans po3paxyHKy,
BpaxoBYK4M Macu cTaHAapTIB i 3pasky,
6e3 3MiHu TecTy.

*y pa3i éHeceHHs1 3MiH Ao iHCmpyKUii Npo meduyHe 3acmocyeaHHs

B.o. HayaIbHUKA
dapManeBTHYHOIO YIIPABJIIHHA

Oaexkcanap I'PIHEHKO




