HEPEJIIK

Honarok 2
A0 Haka3y MiHicTepcTBa 0X0poHH
3p0poB’a Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeectpaniio) JikapcbKux
3ac00iB (MeJUYHHX IMYHOO0i0JIOrTYHMX
npenapariB) Ta BHeceHHs 3MiH /10
peecTpauiiHuX MaTepiagiB»

Big 22 kBiTHs 2025 poky Ne 699

HEPEPEECTPOBAHUX JIIKAPCBKHX 3ACOBIB (MEAWYHUX IMYHOBIOJIOTTYHHUX ITPEITAPATIB), SIKI
BHOCATHCA 10 AEP KABHOTI'O PEECTPY JIIKAPCBKHUX 3ACOBIB YKPAIHHN

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Peknamye
aHHs

Homep
peecmpauyitiHo20
noceio4yeHHs1

ABABIP

PO34MH OpasnbHUi
20 mr/mn no 240 mn
y donakoHi; no 1
dnakoHy pasom i3
wnpuuom (10 mn) i
afanTepom y
KapTOHHIN kopobLyi

leTepo
Jla63
Nimiten

IHAinA

[eTepo J1ab3
Nimiten

IHaisa

[MepepeecTpalisi Ha HEOOMEXEHUI TEPMIH
OHoBMeHo iHhopMalLito B iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ainax: "®apmakonoriyHi BnactneocTi”,
"MokasaHHs", "B3aemMogis 3 iHWUMW fikapCbKUMU
3acobamu Ta iHWi Buan B3aemoginn”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaato”, "MobivHi
peakuii" BignoBigHo Ao iHpopmalii woao
ME[NYHOro 3aCTOCYBaHHs peepeHTHOro
nikapcbkoro 3acoby (Ziagen, oral solution, 20
mg/ml), a Takox y po3gini "MobiuHi peakuii" woao
BaXXIMBOCTI 3BiTyBaHHS NPO NobiYHi peakuii.

Pesiome nnaHy ynpasniHHSA puamkamu Bepcis 1.1
[oaaeTbes.

MepioanyHicTb NogaHHs perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BianoBigHo Ao
Mopsaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepKEHOro Haka3om MiHicTepcTBa OXOPOHM
3pa0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainm 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
penakuii Hakasy MiHicTepcTBa OXOpPOHU 340POB'S
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMM, 3a3Ha4YEeHMU Y
nepioAnMYHOCTI NoAAaHHS perynspHuX 3BiTiB 3
Besnexu.

3a
peuerimom

He
nidnsieae

UA/14957/02/01

A3BECTIB

TabneTku, BKPUTI

AT

YkpaiHa

AT

YkpaiHa

MepepeecTpallisi Ha HEOBMEXEHWI TEPMIH

6e3

nidnsiecae

UA/18149/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep
peecmpayiliHo2o
noceio4yeHHs1

NniBKOBOK
o6ornoHkoto; no 10
TabneTtok y Gnictepi;
no 6 Gnictepis y
nayui

"KUIBCbKW
n
BITAMIHHN
“ 3ABOL"

"KUIBCBKNM
BITAMIHHMI
3ABOL"

OHoBneHo iHdopmaLito B IHCTpyKLUii Ans
MeAMYHOro 3aCTOCyBaHHSI NikapcbKoro 3acoby y
posginax "lNpoTtunokasaHHs", "B3aemogia 3
iHLWMMK nikapcbkumy 3acobamu Ta iHLWi Buam
B3aemogin", "lNMepeno3yBaHHA" BigNoBigHO A0
iHdbopMalii 3 6e3nekn 3acTocyBaHHS NiKapcbKoro
3acoby Ta po3ain "Mo6ivHi peakuii" 4ONOBHEHO
iHdbopMmaLieto LLoao 3BiTyBaHHSA NPO NOGIYHI
peakuii.

Pestome nnaHy ynpasniHHA pu3nkamu Bepcis 1.1
OofaeTbes.

MepioanyHicTb NogaHHs perynspHo
OHOBJHOBAHOrO 3BiTY 3 Ge3neku, BiAnoBiaAHO A0
Mopsagaky 3aincHeHHsA dhapmakoHarnagy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
340poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepnakuii Hakady MiHicTepcTBa OXOpPOHW 300pOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKaMK, 3a3HAaYEHMU Y
nepiogu4HOCTI NOAAHHA PerynsapHuX 3BiTiB 3
6e3neku.

peuernma

KAPOIOCEL

Kpanni opanbHi; no
25 mn, no 40 mn,
abo no 50 mny
cnakoHi; no 1
cdnakoHy B nayui 3
KapTOHY

AT
"Ny6Hndap
et

YkpaiHa

AT
"Ily6Hnhapm"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHWI TEPMIH.
OHoBneHo iHopMaLio y po3ainax
"MpoTunokasanHs", "B3aemopisa 3 iHWMMKn
nikapcbkummn 3acobamu Ta iHWi BUAW B3aemogin",
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHocTi abo rogyBaHHs rpyaar”,
"Mo6iyHi peakuii” iIHCTPyKUii ANS MeauyYHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby BiAnoBiAHO A0
OHOBreHoI iHdopmaii woao 6eanekn
3aCTOCyBaHHSA [il04nX PevoBUH, Ta y po3gini
"Mob6iuHi peakuii" LWOAO BaXNUBOCTI 3BiTyBaHHSI
npo nobGiyHi peakuii.

Pesiome nnaHy ynpasniHHSA pusmkamu Bepcis 1.1
[o[aeTbeCs.

[MepiognyHicTb NogaHHA perynsipHo
OHOBMOBAHOrO 3BiTYy 3 6e3neku, BiANoBigHO A0
Mopsaky 3aifcHeHHs hapmakoHarnsgy,
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
3a0poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHictepcTsi tocTumuji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU 340POB'S
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKaMW, 3a3HaYEHNMU Y

6e3
peuenma

nidnsieae

UA/18003/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o
noceio4yeHHs1

nepiogu4HOCTI NOAAHHA PerynsapHuX 3BiTiB 3
6e3neku.

OPANTEK
(MOHOANEP
TEH)

cnpen
cy6niHrBanbHWi
30000 TO; no9 mny
dnakoHi, no 2
dnaKkoHu 3
Hacagkoto 3
NOBOPOTHUM
HOCMKOM, LLIO
obnagHaHa
BOygoBaHUM
posnunoBayem B
KopobuUi

IHMYHOTE
K, C.JI.

Icnanis

IHMYHOTEK,
C.n.

Icnanisa

MepepeecTpalisi HA HEOBMEXKEHWIN TEPMIH.
OHoBneHo iHbopMaLito B iIHCTPYKLii Ans
Me[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby B
posginax "Cknaf" (pegaryBaHHs TEKCTY po3Ainy
6e3 pakTnyHOI 3MiHM cknaay),
"®apmakoTepaneBTuyHa rpyna. Kog ATX"
(peparyBaHHs TekcTy po3ainy 6e3 dakTuyHoi
3MiHu kogy ATX), "®apmakonoriyHi BnactusocTi”,
"MokasaHHs" (pegaryBaHHsA TEKCTY po3ainy Ta
YTOYHEHHS iHbOopMaLii LLOAO 3aCTOCYBaHHS OiTAM
BiKOM Big 5 pokiB), "lNpoTunokasaHHs", "B3aemogis
3 iHLWKMMM Nikapcbknumm 3acobamm Ta iHLWi BUan
B3aemogin", "Ocobnuei 3axoaun 6esnekn",
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs rpyaato”
(peparyBaHHs TEKCTY Ta YTOUHEHHS iHdhopMalLii),
"3paTHICTb BNNMBAaTK Ha LWBMAKICTb peakuii npn
KepyBaHHi aBTOTpaHCNopToM abo iHWKMK
MexaHiaMamun" (pegaryBaHHs TEKCTY Ta YTOYHEHHS
iHdopmauii), "Cnocib 3acTocyBaHHs Ta go3un"
(peparyBaHHs TEKCTY Ta YTOUHEHHS iHdopMalLii),
"[itn" (pegaryBaHHs TEKCTY Ta YTOYHEHHS
iHpopmalLii LWoao 3acTocyBaHHA AiTAM BiKOM Big 5
pokiB), "lMo6iyHi peakuii" BignoBigHO Ao maTepianis
peecTpaLiiHoro 4oCbeE.

Pestome nnaHy ynpasniHHS pusmkamu Bepcisa 1.2
[0[aEeThCS.

MepioanyHicTb NogaHHs perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiAnoBigHo A0
Mopsiaky 3aincHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
3a0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi toCcTumLji
Ykpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
penakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKaMM, 3a3Ha4YEHMU Y
nepioAnMYHOCTI NoAaHHS perynspHyX 3BiTiB 3
6e3neku.

3a
peuenmom

He
nidnsieae

UA/17857/01/01

OPANTEK
(cymi
ANEPTEHIB)

cnpew
cybniHreanbHui
30000 TO; no9 mny
cdnakoHi; no 2

IHMYHOTE
K, C.1.

Icnanis

IHMYHOTEK,
C.JL

IcnaHia

MepepeecTpalisi Ha HEOBMEXEHWI TEPMIH.
OHoBneHo iHopMaLlito B iHCTPYKLii Ans
MeOMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby B
posginax "Cknag" (pefaryBaHHst TEKCTY po3ainy

dnakoHu 3 6e3 pakTnyHOI 3MiHM cknaay),
Hacaakoto 3 "®apmakoTepaneBTuyHa rpyna. Kog ATX"
NOBOPOTHUM (peparyBaHHsi TEKCTY po3giny 6e3 dakTuyHoi

3a
peuerimom

He
nidnsieae

UA/17858/01/01
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[TponoBkeHHs 1oaaTKa 2

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aidnycky

Peknamye
aHHs1

Homep

peecmpayiliHo2o

noceio4yeHHs1

HOCMKOM, LLIO
obnagHaHa
BOyaoBaHUM
poanunioBayem B
KopoOoLi

3MiHM kogy ATX), "®apmakonoriyHi BnacTueocTi”,
"MokasaHHs" (pegaryBaHHSA TEKCTY po3diny Ta
YTOYHEHHS iHopMaLlii LLoAO0 3aCTOCYBaHHSA OiTAM
BikOM Big 5 pokiB), "lNpoTunokasaHHs", "B3aemogis
3 iHWKMK NikapcbkMK 3acobamu Ta iHLWi BUAK
B3aemogin", "Ocobnuei 3axoaun 6e3nekn"”,
"OcobnuBocTi 3acTocyBaHHS", "3acToCyBaHHS y
nepiof BariTHocTi abo rogyBaHHs rpyaat”
(peparyBaHHs TEKCTY Ta YTOUHEHHS iHdopMaLii),
"3paTHiCTb BNMBATK Ha LWBWUAKICTL peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM abo iHLWMMM
MexaHiaMamun" (pegaryBaHHs TEKCTY Ta YTOYHEHHS
iHdopMawuii), "Cnocib 3acTocyBaHHs Ta 4o3un"
(peparyBaHHsI TEKCTY Ta yTOYHEHHS iHdopmalLlii),
"[itn" (pegaryBaHHsA TEKCTY Ta YTOYHEHHS
iH(bopMaLii Woao 3acTocyBaHHA AiTAM BikOM Big 5
pokiB), "lNo6iyHi peakuii" BignoBigHO Jo maTepianiB
peecTpauinHoro ochbeE.

Pestome nnaHy ynpaeniHHSA puaunkamu Bepcia 1.3
[0[aeTbCs.

MNepiognyHiCTb NogaHHA perynspHo
OHOBJIHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaHO A0
Mopsagky 3nincHeHHsA dhapmakoHarnagy,
3aTBEpAKEHOro Haka3om MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi toCcTuLji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 300pOB's
YkpaiHu Big 26 BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMU, 3a3HaYEHNMU Y
nepioaNYHOCTI NOAAHHS PErynApHUX 3BiTiB 3
6e3neku.

NMAHTOrAM

Tabnetkun no 250 wr,
no 10 Tabnetok y
6nicTepi; no 5
Gnictepis y
KapTOHHIN navui

TOB
"POKET-
OAPM"

YkpaiHa

NAT
«MoHdpapm»

YkpaiHa

MepepeecTpalisi HA HEOOMEXEHU TEPMIH.
OHoBneHo iHopMaLlito B iHCTPYKLii Ans
MeANYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3aini "MNobiyni peakuii" BianoBiaHO 4O OHOBMNEHOT
iHpopmaLlii 3 6e3neku aitovoi peyoBMHU Ta
iHdbopMaUii Woao BaXNMBOCTI 3BITYBaHHS Npo
nobiyHi peakuji.

[MepiognyHicTb NogaHHA perynsipHo
OHOBJTHOBAHOrO 3BiTy 3 6e3neku, BiAnoBiaAHO A0
Mopsiaky 3aincHeHHs hapmakoHarnsgy,
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi toCcTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHM 300pOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),

3a
peuerimom

He
nidnsieae

UA/15416/01/02
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[TponoBkeHHs 1oaaTKa 2

Ne
n/n

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
aidnycky aHHs1 peecmpauyitiHo2o
noceio4yeHHs1

CTaHOBUTb: 3iAHO 3i CTPOKAMW, 3a3HAYEHNMU Y
nepioaNYHOCTI NOAAHHSA PErynspHUX 3BiTiB 3
6e3neku.

B.o. HauaaLHHUKA
dapManeBTUYHOTO YIIPABJIiHHS

Oaexkcangp I'PINEHKO




