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KepiBHukam anreqnnx Ta
JIKyBaJIbHHX 3aKJa/iB 06.1acri

Jlo yBaru ynosHoBazkeHHX 0¢i6!

Hanaemo posnopspkeHHs Ta juct JlepxaBroi cryx6n Ykpainu 3 TiKapchbKux 3aco6iB Ta
KOHTPOJIO 33 HAPKOTHKaMH JIONOBHEHHS! 110 PO3MOPSDKEHHS W00 3a00POHH Ta [IOHOBJICHHS obiry
JiKapCchKHX 3ac06iB.

3a HAjABHOCTi, BKa3aHUX y PO3MOPSHKEHHSX JKapChKHUX 3aco6iB, MOBiIOMHATH JlepxxaBHy
ciyx0y 3 JiKapchKHX 3acoGiB Ta KOHTpOIIO 3a HapkoTHKamMHu y KipoBorpaachkiit o6nacti mpo
BXKHTI 3aX0JIH IO/I0 BAKOHAHHS PO3IIOPSIKEHb.

Inbopmanito  HamaBaTh  Ha  mamepoBHX  HOCiSX NOWITO0, 32  aJPecolo:
sya. Ilpeobpasicencoka, 2, m. Kponusnuyvkuii, 25006, 3 nonatkamu:

a) IpY BMIllIeHHi B KAPAHTHH J0JAETHCS KOIIis npHOYTKOBOI HAKJIAHOT;
0) IpH NOBEPHEHHI IOCTAYANTLHHUKY OAAIOTHCS: KOTIis npuOyTKOBOI HAKJIaIHOT,

KOIIisl HAKJIAHOI HA IIOBEPHEHHS.
B) Y BMNAJKy mepejadi BifXOJB JHKADCHKOrO 3acoby Ha YTUITi3alifo ab0 3HHUINEHHS,
Y ABOTIXKHEBHH CTPOK n0iH(GopmyBaTH [lepxkaBHy ciyx0y 3 JIKapCHKHX 3aC00iB Ta KOHTPOIIO 3a
HapkoTHKamu y KipoBorpazcekiii o6nacTi Ta Hajath Kormiio NpHOYTKOBOT HAKJIAJHOT.

IIpn HacTymHMX mocTaBKax JKapCHKHX 3aco6iB, BKA3aHHX Y PO3NOPSIKEHHAX, CY0 €KT
TOCTIONApIOBAHHSA TOBMHEH BXHTH 3aXOAIB MO0 3amobiraHHs npuaGaHHs, peamizamii Ta
3aCTOCYBAHHS JIIKApChKHX 3aC06iB, 3a3HAYEHUX Y PO3MOPSIKEHHSX.

Y BUNanky BiICYTHOCTI JiKapchKHX 3ac06iB, BKa3aHHX Y PO3NOPSKEHHSAX YH JIHCTaX
HepsxikcmyxO6u, BIAMOBIAI B IMCEMOBOMY BHITIS HAZABATH He HOTpiOHO.

OznHouacHO HaraayeMo, MO 3 PO3MOPSIKEHHAMH Ta JHCTAMH Jepxuikcmyx0u MoxHa
O3HaHOMHTHCs Ha odiniifHOMy BeGcaiiti JlepkaBHOI ciyx6H YkpaiHu 3 nikapcebKux 3aco6iB Ta
KOHTpO/IO 32 HapkorWkamu  (http://dls.gov.ua/) B posmini  PO3IIOPSIDKEHHS
JEPXIIIKCITYXXBHU.

- OxpiM TOro, 03HaHOMHTHCS 3 MOBiZOMICHHSIMH NpO BCTAHOBJEHHA 3a00pOHHM Ta.
TIOHOBJICHHSI 00Iry JKapchKHX 3aco0iB, sIKi BHIaHi Hepxikciyx60i0, MoxHa Ha odimiiiHoMy
BeOcaiti [lepkaBHOI ciyx0M 3 JiKapchKHX 3acoGiB Ta KOHTPOJIIO 3a HApPKOTHKAMH Y
Kiposorpancekiit o6nacti (nus. muct Big 28.05.2019 Ne 320/03-1 9).

Jonarku:

1. Komis mmucra [lepxaBHoi ciyx6u YKpaiHH 3 JiKapchKHX 3aco0iB Ta KOHTPOIIO 3a
HapkoTHKamH Bix 21.11.2019 Ne 8591-001.1/002.0/17-19 Ha 1 apk.

2. Komnis posnopsmkenHs JlepxaBHoi ci1yx6u YKpaiHH 3 JlikapchKHX 3ac0o6iB Ta KOHTPOIIO
3a HapKkoTHKamH Bia 21.11.2019 Ne 8612-001.1/002.0/17-19 na 2 apk.

3. Komis posnopspkenns JlepxkasHoi cinyx6u Ykpainu 3 JIIKapCHKUX 3ac00iB Ta KOHTPOJTIO
3a HapkoTHKamH Big 21.11.2019 Ne 8613-001.1/002.0/17-19 Ha 2 apk.

4. Komis posnopsmkenns JlepxaBHoi ciyx6u YKpaiHu 3 JlikapchbKHX 3aC06iB Ta KOHTPOITIO
3a HapKoTHKamH Bix 21.11.2019 Ne 8614-001.1/002.0/17-19 ma 2 apk.

5. Komis posnopswkerns lepxasHoi ciyx6u YKpaiHu 3 TiKapchKHX 3aco6iB Ta KOHTPOJIIO
3a HApKOTRKAKAI IR 211% 2 0 FPNRELSEH(2 XPHIG2D/17-19 Ha 2 apK.

3a HapkOTUKaMK IpOBOrpaackkin obnacTi
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6. Komis posnopsymkenns JlepxasHoi ciyx0u YKpaiHH 3 JIiKapchbKHX 3ac00iB Ta
KOHTPOJIIO 32 HapKOoTHKaMH Bix 21.11.2019 Ne 8616-001.1/002.0/17-19 ua 2 apk.
7. Komis posnopsymxenns JlepxaBHoi ciyxOn YKpaiHH 3 JTiKapchKuX 3aco6iB Ta
KOHTPOJIIO 32 HapKoTHKamu Bix 21.11.2019 Ne 8617-001.1/002.0/17-19 ua 2 apK.
8. Komist posnopsmkerns JlepxaBHoi ciyx6u YkpaiHu 3 ikapcekux 3aco6iB Ta
KOHTpOJIXO 32 HapKOTHKaMH Bix 21.11.2019 Ne 8618-001.1/002.0/17-19 ua 2 apk.
9. Komis posnopsymkenns JlepxaBHoi ciyx0On YKpaiHH 3 TiKapchKuX 3aco0iB Ta
KOHTPOJIIO 32 HapKOTHKaMH Bix 21.11.2019 Ne 8619-001.1/002.0/17-19 ua 2 apk.
10.  Komnist posnopsimkenHs JlepkaBHoi ciryx6u VYkpainu 3 nikapcekux 3aco6iB Ta
KOHTPOJIIO 32 HapKOTHKaMH Bix 21.11.2019 Ne 8620-001.1/002.0/17-19 ua 2 apkK.

Havanbuuk cayx0n ﬁ// Jlinis TIAH®ILIOBA

Jlrogmuna lwnok 32 14 41
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Kepirnnkam  Teputopiaannunx Opramin
Hepaxutikeiyxon

Ha  migcrasi  moswtuBHMX pe3yJIbTaTIB  JJ0AAaTKOBOTO uocnimLcmm
cepii CV135 nikapcekoro 3ac00y MAIHE-B6®, Ta6ierkw, BKPHTI  06OJIOHKOIO,
Ne 50 (10x5): mo 10 Ta6nerok y Grmicrepi, mo 5 Guicrepis y KapTOHHIA Kopoobii,
Bupo6HuuTBa XTHOIH 3aron DapmaneBTHYHEX Ta XiMidHUX [TponykTin ﬂpam{r Ko.
JItn., VYropuwiea, 3a  noKasHMKAMH MeTOIB KOHTPOJIIO ~ AIKOCTi, MPOBCACHOIO
AIT "Lenrpansra naGopatopis 3 aHali3y SKOCTI JIKAPCHKUX 3acOBiB | MeUYHOT
MPOAYKILT", BiANOBiHO 10 TTosioxkenns npo Jlepxanny cryx6y Vkpaitm 3 JIiKapChKUX
3aco0iB Ta KOHTPOITIO 32 HADKOTHKAMH, 3aTBEPPKEHOIO 110CTAaHOBOO KabGinery MiH.’iCTpiB
Ykpainm Bin 12.08.2015 Ne 647, nyHkry 3.3.1 ITopsinky BcTanoBnenns 3a6 POHH
(TMMYacoBoi 3a60POHK) Ta IOHOBJIEHHS 00iry stikapcekux 3acobiB Ha TEPUTOPIT YKpaiiu,
3aTBEPIDKCHOr0 HakasoM MiHicTepcTBa OXOpOHM 3110poB’si Ykpainu Big 22.11.2011
Ne 809, 3apeectporannm B MinicTeperTsi locTuiii Ykpainn 30.01.2012 3a No 126/20439,
JI03BOJIAO TIOHOBJNIEHNs 00iry Jsikapcekoro 3aco6y MATHE-B6®, taGnerkn. KpHTI
obosorkolo, Ne 50 (10x5): mo 10 TabneTok y Guictepi, mo 5 Guicrepin y kaptonuiit
kopoGui, cepii CV135, Bupo6uuursa XIHOIH 3amox PapmaneBTHuHuX Ta XiMidinux
Ipoxyxris Tpaitsit Ko. JItx., Yropmuna.

Posnopsiokenns depxanhol ciryx6u Yxpainu 3 nikapchKux 3aco6iB Ta KoH poJito
3a HapkoTHkamu Bix 17.07.2019 Ne 5395-001.2/002.0/17-19 nmpo TUMYACORY
3ABOPOHY peanisauii Ta 3acrocysanns siikapchkoro 3aco0y MATI'HE-B6®, Tadlierku.
BKpHTI 060stoHKO010, Ne 50 (10x5): mo 10 Ta6nerox y Gaicrepi, o 5 Gictepin y kaptorniii
kopoOui, cepii CV135, Bupobrmnursa XTHOIH 3asox ®apmaueBTHIHHX Ta XiMiuHHX
Tponykris IMpaiisit Ko. JIT., Yropuwna, pinknukaerncs.

Konii naripasneni: , I'
MiHicTepcTBO 0XOPOHH 3/10poB’s Y Kpaiu; !
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JAEPXXABHA CJIYVKBA YKPATHHU 3 JIIKAPCHKHUX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM ‘
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Kepisaukam cy6’exTiB rocnoaapioBanpsi,
PO e £eooed siKi 3aliMaloThC peanizanicio,

30epiraHHsM i 3aCTOCYBaHHAM
/ AL -5 JiKapchbKHX 3aco0iB

KepiBaukam TepuTOpianbHux opranis
Hepacnikeay:xou

PO3IIOPSIJDKEHHST
Bignosigno no Koncrurynii Ykpainu, crareii 15, 22, 55 3akony yK}fl()aYHH
"OcHOBM 3aKOHOJIaBCTBAa YKpaiHH IPO OXOpOHY 3mopoB's", crateit 15, 21 3axomny
Ykpainu "IIpo nikapceki 3acobu”, TlonoxerHs npo depxaBHy ciyx0y Ykpaluu 3
JIKapChKHX 3aco0iB Ta-KOHTPOMIO 3a HAapKOTHKAMH, 3aTBEPPKEHOTO IOCTAHOBOIO
KaGinery MinicTpiB Vkpaimum Bix 12.08.2015 Ne 647, Ilopsaxy 3mificHeHHs
JIEPXKAaBHOTO KOHTPOJIO SIKOCTi JIKAapCHKHX 3aco0iB, IO BBO3ATECA B YKpaiHy,

3aTBep/UKeHoro nocranoBoro Kabinery Minictpie Vkpainu Bixg 14.09.05 Ngl 902, .
Iopsinky BCTaHOBJIEHHS 3a00pOHM (TMM4YacoBoi 3a0OpOHM) Ta MOHOBIEHHS OBIry
JiKapchKHX 3aco0iB Ha TepHTOpii YKpaiHH, 3aTBEpIXKEHOr0 HAKa30M MiHiCTe¢CTBa
OXOpoHH 3710poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBanum B MinicTepcTsi
roctunil Ykpaiau 30.01.2012 3a Ne 126/20439, TTopsiiky KOHTPOJIO SKOCTI JTiKapgbKHX
3aco6iB min wac onToBoi Ta pO3APiGHOI TOPriBNi, 3aTBEPIKEHOrO HAKA30M
MinicrepcTBa 0XOpOHH 310poB's Ykpaiuu Bix 29.09.2014 Ne 677, 3apeecTpoBaHUM B
MinictepcTsi roctunii Ykpainu 26.11.2014 3a Ne 1515/26292, Tlpasun yrumisatiii Ta
3HMINEHHs JIIKapChKUX 3aco0iB, 3aTBEpMKEHHX Haka3oMm MiHicTepcTBa oxo;;)onn
3opoB's Ykpainu Bif 24.04.2015 Ne 242, 3apeectpoBaHEM B MiHicTepCTBi FoCTHIIIT
Ykpainu 18.05.2015 3a Ne 550/26995, ta Ha miacrasi indopmauii Big depxaBHoi
CITyXO0H 3 JiKapchKuX 3ac06iB Ta KOHTPOIIO 32 HapKoTHKaM B OfechKiit 061acTi Mmoo
BUSBJIEHHS Ha TepUTOpii VYKpaiHH He3apeecTPOBAHOr0 JiKapchKoro 3acoly
COJIKOCEPWIJI, ma3s no 20 r, cepii 113423, Bupobuuntea "O00 "MenA (Daima“,
Pocilicbka @ezepalis, 3 METOI0 aKTHBHOi MNpPOTH/ii MOMIMPEHHIO HEAKICHUX,
He3apeecTPOBaHMX JIKApChKUX 3ac00iB Ta TakuX, L0 odiuiiiHo He BBOBPIJII/I?B Ha

TEPUTOPiI0 YKpaiHu: . |
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[epxasHa cnyx6a 3 nikapcbkux 3acoﬁJiJa Ta KOHTPONo
M2 33 HapkoTukamu y Kiposorpagcbkin o6racTi
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_ 3ABOPOHSIIO peanmizanifo, 3Gepiramms Ta 3aCTOCYBaHHS BCiX |cepiit
JIKapCBKOro 3acoby COJ]KOCEPI/IJI, Maspb 1o 20 r, Bupo6HHuuTBa "O00 "MenA

®apma", Pociiiceka Denepanis.

Cy6’exram T'OCIIOAapIOBalHs, sKi 3M4iHCHIOIOTE peaiizauiio, 36epiranus Ta

3aCTOCYBaHHS JIKAPCHKUX 3aco0iB, HeBimKmamHO micis ONlep)KaHHA [

HOTO

PO3NOPSAIKEHHS NEPEBIPUTH HASIBHICTE BKA3aHOro JiKapCEKOTO 3aC06Yy, BKHTH 34X0/1H
IMOAO BHIy4eHHs HoOro 3 o6iry umuisxom SHUIIEHHS, MNP0 M0 MNOBiOMHTH
TEPUTOpialbHUN OpraH Hepxmikenyx6u. V pasi summenns BIAXOJB Ipemapaty B
ABOTH)XXHEBUH CTPOK HAIIPaBHUTH JI0 TEPUTOPIAIEHOIO OpramHy Hepxumikcnyx6u Koriro

dKTa IpO 3HUIIEHHS BiZIXO/iB JIIKapChKOro 3aco0y.

Koutpouts 3a BukoHaHHM nanoro PO3NOPSJOKEHHS 3AiHCHIOIOTH TepUTOpiANEHi

opranu Jlepyxikciys«6u Ha BifmoBi quiii TEPHUTOPII.

HeBukonanus manoro POSNOPA/DKEHHSA TATHE 3a CO6OI0 BiAMOBimANbHICTS

3TiJHO 3 YUHHMM 3aKOHOIABCTBOM Ykpaiumu.

Konii nanoro posnopsmxenns HallpaBJIeHi:
MigictepcTBo oxoponu 310poB’s VYKpainu;

AT " lepxaBHuii excriepTruit nentp Minicrepcraa oxoponu 310poB s Ykpainu"|

I'osoBa

Mapuna Tapan 422-55-76

Poman ICAGHF(O




AEPKABHA CJIYIKEA YKPATHH 3 IIKAPCHKIIX 3ACOEIB
TA KOHTPOJIIO 34 HAPKOTHKAMHU
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Ha Ne Bif
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P Kepmmucam cy6’exrip rocrnoxapioBanns,
J© ‘Q%f S AKI 3aHMaIoThCs peauizanieo,
(/ L . 2 36epg:anmmizac'rocynanmm Jikapcpkux
3aco0iB

Kepieunkam TEPHTOpIAILHUX opraHis
Aepxnikenyxou

PO3IOPSI IPKEHHS

Binnosigno g0 Koncrurynii Ykpainu, crarei 15, 22, 55 3akoHy Vkpaimu
"OcHoBH 3aKkoHOmaBcTRa Ykpaiau npo OXOpOHY 3110poB'a", crarei 15, 21 3axony
Ykpainn "TIpo JKapeeKi 3acobu", ITonoxenns npo [lep:xasny ciyx6y YKP;II({H 3
JKapCEKUX 3aco6iB Ta KOHTpOMIO 3a HapkoTukamu, 3aTBEPIKEHOI0 IMOCTaH)BOIO
Kabinery Minictpis  Vkpaimu BiA 12.08.2015 No 647, Topaaky spificuenms

OXOPOHH 3710poB's Yipainu Bix 22.1 1.2011 Ne 809, 3apEECTPOBAHUM B MiHiCTepFTBi
octuuii Vipainm 30.01.2012 33 Ne 126/20439, Iopsinky KOHTPOJIIO AKOCTi JtikapcHkux
3aC00iB mix wac omropof T8 po3npi6HOI Topripni, 3aTBEPJUKEHOT0 HaKazoM
Minicrepcrra OXOpPOHH 3710poB's Ykpainu Bix 29.09.2014 Ne 677, 3apEECTPOBAHUM B
Minicrepcrsi YoCTUIii Ykpainu 26.11.2014 3a Ne 1515/26292, IlpaBun yrumnizanif ta
SHHICHHS JTIKapChKHX 3ac00iB, 3aTBepmKennx Hakasom Minicrepcraa OXOPOHH
310poB's Ykpainu Bix 24.04.2015 Ne 242, 3apeecTpoBannym B Minicrepersi roctimii
Ykpainn 18.05.2015 3a Ne 550/26995, Ta na migcrasi iHpopmaii Bin Hepxagnoi
CITyXOH 3 TiKapchKUX 3ac06iB Ta KOHTpOIIIO 332 HapkoTHKaM B Onieckkil oGnacTi uu@no
BUSBICHHS. Ha TepHTOpii VYkpainu HE3apeECTPOBAHOro JiKapChKOro 3ac Oy
"NICETILE", ta6netku no 500 mr Ne 30, cepii 190342, BHPOOHHUITRA "Alfasigma
SPA", Iranis, 3 wmeromo aKTUBHOI ~ NPOTHAIi  mommpeHHio HESKICHUX,
Hezapeecmoaauux NKapcChKUX 3acobiB Ta Takux, o odinifiHo He BBO3MWIMCH Ha
TEPUTOPiI0 YKpaiHu:

[epxasHa cnyx6a 3 nikapcbkux 3acobis 1a_ KOHTPON
M2 3a HapkoTukamu y Kiposorpaacskiii o6nagri

Ne2155/0/11-19 Big 22.11.2019
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3ABOPOHAIO peanizanito, 30epiraHHsi Ta 3acTOCyBaHHA BCiX ¢epiit
nikapcekoro 3aco6y "NICETILE", Tabmerku mo 500 mr Ne 30, BupoOHHUTB2

"Alfasigma S.P.A.", ITauis.

Cy6’ekTaM TrOCIOAapIOBaHHS, SKi 3/iHCHIOIOTH peanisamiio, 30epiraHds Ta
3aCTOCYBAaHHS JIKapchbKMX 3aco0iB, HEBIAKIAQHO ICJsS OAEPXaHHA JJHOro
PO3IIOPSUKEHHS IIEPEBIPUTH HAsBHICTh BKA3aHOTO JIIKapCHKOT0 3aC00Y, BXUTH 33X0/IH

OAO BHIYYEHHSA #Horo 3 o00iry NUIXOM 3HHIIEHHS, NP0 IO IOBif

HUTHU

TepuTOpiabHK# opraH Jlepxikcayx6u. ¥ pasi 3HMILEHHS BiXOAIB Iperapary B
JBOTH)KHEBHI CTPOK HANPABHUTH JI0 TEPUTOPiANILHOrO opraHy Jlepxlikcmyx6u Kormito

aKTa IO 3HMILEHHS BiZXO/IiB JlikapchKoro 3aco0y.

KOHTpOJIb 32 BUKOHAHHSIM JaHOTO PO3NOPS/DKEHHS 3/1iCHIOIOTh TEPATOPiabHI

opranH JlepiIiKCITy 0¥ Ha Bi/lTIOBiIHi i TEPUTOPII.

HeBUKOHAHHS IAHOTO PO3MOPADKEHHS TSrHe 32 COOON0 BiNOBIJAIEHICTH

3Ti/{HO 3 YUHHUM 3aKOHOJIABCTBOM Y KpaiHH.

Kormii JaHOr0o pO3MOpsKEHHS HAlpaBIIeHi:
MiHicTepcTBO OXOPOHH 3/10pOB s YKpaiHH;

T'osoBa

Mapuna Tapau 422-55-76

JII1 " [lepxaBHu# eKCIIepTHAH HEeHTp MiHiCTepcTBa OXOPOHH 3710pOB 1 YKpaiHH .

Pomaun ICAEHKO
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PO3IIOPSIKEHHS]

] Bimnosigno no Koncrurymii Ykpaiuu, crarei 15, 22, 55 3akoHy Ykpainn
OCH?BH 3aKOHONAaBCTBa YKpainu TIPO OXOpoHY 310poB's", crareit 15 21 3a
Y.xpaum "IIpo nmikapceki 3acobu", IMonoxenns npo Jlepxas

OXOPOHH 370poB's Vkpainu six 22.11.2011 Ne 809, sapeectposanum 5 Miricrepersi
focTaii Yipainn 30.01.2012 33 No 126/20439, Topsaxy KOHTPOJIIO AKOCTi NKapchKux
3ac00iB mig wac onToBo Ta po3api6HOi  TopriBmi, 3aTBEPIKEHOTO HAaKaBoM
MiHicrepcraa OXOpOHH 3110poB’s Vkpainu Bix 29.09.2014 No 677, 3apeectpoBanum B
Minicrepersi rocTwuil Ykpainu 26.11.2014 3a No 1515/26292, Mpasun yrumizanij ta
SHHINEHHS JIKapChKUX 3acobiB, 3aTBEp/DKCHMX Haka3oM MiHicTepcrea OXOPOHH
300pOB’s YKpaiHu Bix 24.04.2015 Ne 242, 3apeecTpoBaHHM B MiHicrepcTsi ocThuii
Ykpainu 18.05.2015 3a Ne 550/26995, Ta ma nincrasi indopmanii Bix HepxxaBHoi
CItyxO0H 3 nikapcekux 3acobis Ta KOHTpOJIIO 32 HapkoTHKaM B OfiechKiii o6nacTi momo
BHABIICHHA Ha TepuTopii YKpaiHH BBe3eHoro 3 NOPYLIEHHAM 3aKOHOJABC 13"a
nikapcekoro 3acofy ®JIOKCAJL, "kamm riasHse 3 MI/MJI TIO 5 MIJT BO (hakoHax",
cepii 328, BupoGHuuTBa "Bausch+Lomb", "Op. Tepxapx Mans, _Xumu o-
QapmanesTuueckoe npeanpusatae [M6X", HiMe.qtha, 3 METOIO aKTHBHOI MpOTHA]
NOLIUPEHHIO HEAKICHUX, HE3apCECTPOBAHMAX J1iKAPCHKHX 3ac00iB Ta Takmx,
O(piuiﬁHO s e Tepprropi}o yxpalHH: [epxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPOIO

M2 3a HapkoTukamu y KipoBorpajachkiit obnpcTi

Ne2156/0/11-19 Bin 22.11.2019
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3ABOPOHSIO peanizaniro, 36epiraHas Ta 3aCTOCYBaHHs JiKapchkoro 3acpby
®JIOKCAJI, "karuiy riasHelie 3 Mr/mit o 5 Mit Bo drakoHax", cepii 328, BUpoOHHMITBA
"Bausch+Lomb", "p. I'epxapny Mans, Xumuko-®apmaneBTHYECKOE MPEIIPUSTHE
I'm6X", HiMmeuuunHa.
Cy6’eKTaM rocrnoAapchKoi JisuIbHOCT, SKi 3/1iHCHIOIOTH peai3allilo, 30epiraHHs

Ta 3aCTOCYBaHHS JIKAapCBKHX 3aco0iB, HEBIAKJIAMHO IMICIA OJEPXKaHHA JAHOro
PO3HOPS/KEHHA NEPEBIPUTH HAABHICTH BKa3aHOI cepii JIKapCLKOro 3acoly, BXUTH
3aX0q¥ IIOAO BWIyYEHHs ii 3 06iry LUIAXOM 3HHUILEHHS, NPO IO IOBIJOMHTH
TepuTOpiaibHuil oprad Jlepiurikciyx6u. Y pasi 3HMILEHHS BiIXOAIB mpenapaty B
IBOTH)KHEBUH CTPOK HarpaBUTH A0 TEpUTOPIATEHOrO oprany JIepiIikciIy 0 KaIiio
aKTa Ipo 3HUILEHHS BiIXO/iB JiKapchKOro 3acoby.
KOHTpOJIb 32 BUKOHAHHAM JJaHOTO PO3NOPSKECHHS 3/1iHCHIOIOTb TePUTOPiaIbHI
opranu JIepxikciny0u Ha BiIIOBiIHi# TepUTOpIi.
' HeBHWKOHaHHS [AHOIO PO3MOPSKEHHS TATHE 3a COOOI0 BiIIOBIHANBHICTE
3riJHO 3 YUHHUM 3aKOHOZABCTBOM Y KpaiHH.

Komii aHoro po3nopsmKeHHsA HanpaBneHi'
MiHicTepcTBO OXOPOHH 310POB S YKpaiHH;
IIT " [lep>kaBHUi eKcriepTHUiE HeHTp MiHiCTepCTBa 0XOPOHH 3/10POB A Yxpainn",

TonoBa Poman ICAEHKO

Mapuua Tapan 422-55-76
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HAEPYKABHA CJIYV)KEBA YKPAIHU 3 JIIKAPCBKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH
(Mepaxcnixenyx6a)
npocnekt [lepemorn, 120-A, m. Kuis, 03115, Tes/pakc: (044) 422-55-77, e-mail: dls@dls.gov.lia,

hitp://www.dls.gov.ua, Ko E€JIPTIOY 40517815
Ha Ne Bij
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SIK1 3aHMaIOThCsl peaJtizanicio,

/0 a% LA g 30epirannsim i 3acrocyBannsm
: JIKapChbKHX 32c006iB
9/ RO

KepiBuukam TEPHTOPIaILHHX OpraHiB
Hepacnikenyxou

PO3NOPAKEHHS

Biamosigso no Koncrutyuii Ykpainn, crareii 15, 22, 55 3akomy Ykpainu
"OCHOBH 3aKOHONABCTBa YKpainu npo oxopoHy 310pOB'A", ctateii 15, 21 3akony
Yxpainu "IIpo mikapcski 3aco6u”, TTonoxerHs npo JlepxasHy ciryx6y Ykpaiku 3
JKapCHKUX 3aco6iB Ta KOHTPOJIIO 32 HAPKOTHKAaMH, 3aTBEPKEHOr0 IOCTAHABOO
Kabinery Minictpis Vkpainu sig 12.08.2015 Ne 647, Tlopsaxy suificuenns
ACPXKABHOI0 KOHTPOIIO 3a SKICTIO JIKAPCHKHX 3ac00iB, IO BBO3ATECH B Ykpainy,
3aTBEP/KEHOr0 [TOCTAHOBOKO Kabinery Minictpis Vkpaiuu six 14.09.2005 Ne 902,
Ilopsnxy BcTaHOBIEHHS 3a00pOHH (THMYacoBoi 3a00pPOHH) Ta NOHOBMNEHHS Oiry
JIKapChKUX 3aco6iB Ha TEPHTOpii YKpaiHu, 3aTBepIKeHOro HakazoMm MinicrepcTna
OXOpOHH 3/10poB's Ykpainu Bixg 22.11.2011 Ne 809, 3apeectpoBannM B MiHicTepcTsi
roctuuii Yxpainu 30.01.2012 3a No 126/20439, ITopsinky koHTpoTIO sTKOCT JIKapCHKUX
3aco0iB mix vac omToBOi Ta po3api6Hoi Topripmi, 3aTBEP/DKEHOI0  HaK430M
Minictepcrsa oxoponu 310pOB s Ykpainu Bix 29.09.2014 Ne 677, 3apPEeECTPOBAHHM B
MinicrepeTsi focTunii Yipainu 26.11.2014 3a No 1515/26292, Tpapun yrunizanii ta
SHHIICHHA JIKApCHKUX 3aco6iB, 3aTBEDKEHMX HAKa3oM Minicrepctsa oxopou
3710poB’s YKpaiuu Bixg 24.04.2015 No 242, 3apeecTpoBaHuM B Minicrepersi 1octumii
Yxpainu 18.05.2015 3a Ne 550/26995, Ta Ha mimcrasi indopmauii Bix JlepxanHoi
ciryx0u 3 JliKapceKkux 3aco6iB Ta KOHTPOJIIO 3a HapkoTHKaM B Ofeckkili o6macTi mpso
BUABIICHHA Ha TepUTOpii VKpaiHH BBesenoro 3 NOpyWIEeHHAIM 3aKOHOJAaBCTBA
JKapcKoro 3acoby "Trachisan”, Ta6nerkn No 20, cepii 18B086C, Bupo6HuLTEA
"Engelhard Arzneimitte] GmbH & Co. KG", Himeyuuna, 3 MeToro akTuBHOI npoTyii
TIOLIMPEHHIO HESKICHMX, HE3apeeCTPOBAHMX IKapChKHX 3acoGiB Ta TaKUX, |0
0(iniiHO He BBO3MIIHCE HA TEPUTOPIIO VKpaiHu:

NepxasHa cnyx6a 3 nikapcbkux 3acobiB Ta KOHTPONIO
M2 33 HapkoTukamu y Kiposorpagchkiii obrjacTi

Ne2157/0/11-19 Bin 22.11 .20‘|II9

M2 [epxnikcnywba
Ne28615-001.1/002.0/17-19 Bia 21.11.204
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3ABOPOHSIIO peanisaiio, 36epiraHHs Ta 3aCTOCYBaHHA JKapcHKOro 3a¢o0y
Trachisan", Ta6netku Ne 20, cepii 18B086C, BupoOHMUTBA "Engelhard Arzneimittel
GmbH & Co. KG", HimeuuuHa.
Cy6’ exTaM rocroiapChKol JisUTBHOCT, SIKi 3iHCHIOIOT peanizalio, 30epirgHHs
Ta 3aCTOCYBaHHsS JIKAapchKHX 3aco0iB, HEBiKJIAQHO TCHsA ONEpXKaHHA AaHOro
PO3OPSIKEHH s IEPEBiPUTH HasBHICTh BKa3aHOI cepii JiKkapchKoro 3aco0y, BXKHTH
3aXOMH IIOJO BHJIydeHHs ii 3 OOiry IUIIXOM 3HHMINCHHA, IIpO IO HOBi,ILO)lj UTH
TepUTOpialIbHUA OpraH Jepxctikcmyx6u. Y pasi 3HHIICHHS BiZIXOZiB Ipenapary B
JBOTM)XHEBHI CTPOK HAIPaBUTH 110 TEPUTOPIATEHOTO OpraHy JlepsKITiKCIyKO1 KO0
aKTa Mpo 3HUIIECHHS BiXO/1iB JliKapcHKOro 3aco0y.
KOHTpOb 38 BAKOHAHHAM JaHOTO PO3NOPAJKCHHA 3[i/CHIOIOTh TEPUTOPialIbHi
opranu Jlepxmikcnyx0u Ha BiZMOBiHI} TEPHUTOPIi.
HeBukoHaHHS JAHOTO PO3MOPS/DKEHHA TSATHE 34 coboro Bi}.’ll‘IOBiI[aJlLH#CTB
3ri/IHO 3 YAHHKM 3aKOHOJABCTBOM Y KpaiHH.

Komii faHoro po3nopsiKeHHs HapaBJIeHi:
MiHiCTEpCTBO OXOPOHH 3A0POB’ A Vkpainu;
JITT " Jlepr«apHuii €KCTIEPTHUM LEHTP MiHicTepcTBa OXOPOHHU 37I0POB s Vkpaiuu".

ToJjioBa Poman ICAGH{(O

Mapuna Tapan 422-55-76
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HAEPXKABHA CJIYXKBA YKPAIHH 3 JJIKAPCBKUX 3ACOBIB
TA KOHTPO.IIO 3A HAPKOTUKAMMU
(depxiikciay:xba)
npocnekT [Tepemoru, 120-A, M. Kuis, 03115, Ten/daxc: (044) 422-55-77, e-mail: ls@dls gov.ua
http://www.dls.gov.ua, Kox €EJIPTIOY 40517815

Ha Ne Bi,u

Zf/u%q // KepiBHnkam cy6’€KTiB rocnojgapioBaHHsi,

//4; 7 SIKi 3aiiMalOThCS peastizalicro,
9 E % ;;/ . o
/0 - “(feee v 30epiraHHAM i 32CTOCYBAHHAM

JikapcbKHUX 3ac00iB
3/ 20 S . . i
KepiBHHKaM TepHTOpia/IbHUX OpPraHiB

Hepaxiikeiyx0om

PO3IIOPAZKEHHSA

Bimnosigno mo Koncrutyuii Yxpainu, crareit 15, 22, 55 3akoHy Ykpainu
"OCHOBM 3aKOHOJABCTBa YKpaiHH IPO OXOpOHY 31opoB's", cratedt 15, 21 3akony
Ykpainu "Ipo nikapceki 3aco6u”, ITonoxenns npo [epxaBHy ciyx0y Ykpainu 3
NiKapCRKUX 3ac00iB Ta KOHTPOIIO 33 HAPKOTHKAMHM, 3aTBEPIKEHOIO IOCTaHOBOO
KaGinery MinicTpiB Ykpainu Bix 12.08.2015 Ne 647, Ilopsmky 3XiMCHEHHS
Jep>KaBHOrO KOHTPOJIIO 3a SKICTIO JKapChbKHUX 3aco0iB, 10 BBO3ATHECA B YKpaiHy,
3aTBepPKeHoro nocraHoBoo KaGinery MinictpiB Ykpainu Bix 14.09.2005 Ne 902,
ITopsaky BcTaHOBNEHHs 3a00pOHH (THMYacoBoi 3a0OpOHM) Ta MOHOBIEHHs 00iry
nikapchKUX 3aco0iB Ha TepuTopil YKpaiHH, 3aTBepIKeHOro Haka3oMm MiHicTepcTBa
0XOpOHH 310poB's Ykpaiuu Bix 22.11.2011 Ne 809, 3apeecTpoBanuM B MiHicTepCTBi
roctiii Yxpainu 30.01.2012 3a Ne 126/20439, ITopsiaKy KOHTPOJIO SIKOCTI JIIKAPCHKUX
3aco6iB mix uac onToBoi Ta po3apiOHOI TOPriBii, 3aTBEPMKEHOr0 HAKa30M
MinictepcTBa 0X0poHH 310poB’ 1 Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHUM B
Minicrepersi roctuuii Ykpainn 26.11.2014 3a Ne 1515/26292, INpasun ytunizauii Ta
3HUILEHHS JIIKApChKMX 3aco0iB, 3aTBepIXKEHMX Haka3oM MIiHicTepcTBa OXOpOHH
310poB s Ykpainu Bix 24.04.2015 Ne 242, 3apeecTpoBaHMM B MiHicTepCTBI I0CTHLIT
Yxpainu 18.05.2015 3a Ne 550/26995, ta Ha miactasi iHpopmauii Big JlepxaBHOI
ciryx6m 3 TiKapchKUX 3ac00iB Ta KOHTPOJIIO 32 HApKOTHKaM B OnechKii obnacTi 1oz
BUSBJIEHHS Ha TepHTOpil YKpaiHH BBe3eHOro 3 MOPYLIEHHSIM 3aKOHOAABCTBA
nikapcekoro 3aco0y "AKINETON", tabnmerku mo 2 mr Ne 50, cepii B48OA,
BupoOHuLTBa "Laboratorio Farmaceutico SIT S.r.l., Olaszorszag", 3 METOK aKTHBHOI
TMPOTHII MOMNPEHHIO HEAKICHUX, HE3apEECTPOBAHMX JiKapChKHX 3aco0iB Ta TakuXx,
o oilifHO He BBO3UIIKCH HA TEPUTOPi0 YKpaiHu:

AepxasHa cnyx6a 3 nikapcbkux 3aco6is Ta KOHTPOIO
M2 33 HapkoTukamu y Kpoaorpa,uctxm 06nac1'|

S Aabt Ne2158/0/11-19 sig 22.11.
[
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3ABOPOHJIIO peanizauito, 36epiranus Ta 3aCTOCYBaHHs JIiIKapChKOT0 3acoby
"AKINETON", Tabnetku mo 2 mr Ne 50, cepii B480OA, Bupob6uuuTBa "Laboratorio
Farmaceutico SIT S.r.1., Olaszorszag".

Cy6’exTaM rocrnonapcsKoi DisuTbHOCTI, SIKi 31iHCHIOIOTE peauizariito, 36epiranns
Ta 3aCTOCYBaHHS JIIKAPCHKUX 3ac00iB, HEBINKIAAHO MicIis OJIEP>KaHHS JIAHOTO
PO3NOPAIKEHHA NEPEBIPUTH HASBHICTH BKa3zaHOi cepil JIIKapCBKOTo 3acoby, BXHTH
3aXO[M INONO BHIIYYEeHHS il 3 06iry HUISXOM 3HHUILEHHS, PO LIO MOBIAOMUTH
TepUTOpianbHuit opran Jlepxiikcnyx6u. V pasi sHUmEHHS BiIXOmiB npenapary B
ABOTH)XHEBHH CTPOK HalPaBUTH [0 TEPUTOPIaNbHOro oprany JlepKIiKCIy 61 KOmio
aKTa Ipo 3HHUIUEHH BiXOIB JIIkapcbKOro 3ac06y.

KoHTpob 32 BUKOHAHHSM JaHOTO PO3MOPSIKEHHS 3/ HCHIOIOTH TEpUTOpiaJIbHi
opranu [lepxiikciy:x01 Ha BifOBiAHi# TepUTOpIT.

HeBHkOHaHHA NaHOTO pO3MOpSKEHHS TATHe 3a COGOK BiMOBINANBHICTS
3riZHO 3 YUHHHM 3aKOHOJABCTBOM YKpaiHH.

Komii 1anoro po3nopsimkeHHs HampapJieHi:
MiHicTepcTBO 0XOpOHH 340p0oB s YKpainy;
A1 " lepxaBHuii ekcriepTHUH HeHTp MiHicTepcTBa 0XOPOHH 30pOB s Ykpainu".

I'onosa Poman ICAEHKO

Mapuna Tapan 422-55-76



JAEPXXABHA CJIYXBA YKPAIHM 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHM
(depxaikcayxbda)
npocnekt I[lepemorn, 120-A, M. Knis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www.dls.gov.ua, Kog €EIPTIOY 40517815

Ha Ne BiJ
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36eplrammM 13aCTOCYBAHHAM

§/ LAl LS JiKapcbKHX 3ac00iB

KepiBuukam Tepu'ropiaubnnx opranis
Hepactikeayxou

PO3NOPAIKEHHS

BigmosigHo no Koncrutyuii Ykpainu, crareit 15, 22, 55 3akoHy YkpaiHu
"OCHOBH 3aKOHOJABCTBa YKpaiHH IpO OXOpOHY 310poB's", crareit 15, 21 3akony
Yxpamu "Ilpo mixapceki 3acobu”, Tlonoxerns npo JlepxasHy ciyxOy Yxpainu 3
JNiKapchKUX 3ac00iB Ta KOHTPOMIO 33 HAapKOTHKAaMH, 3aTBEPXKEHOIO MOCTaHOBOIO .
Ka6inery MinictpiB VYkpainu Bix 12.08.2015 Ne 647, Ilopsaaky s3amificHEHHs
JIEpXKaBHOTO KOHTPOJIIO SKOCTi JIIKapChbKHX 3aco0iB, IO BBO3ATECA B YKpaiHy,
3aTBepLKeHOro nocranosow KaGinery MinictpiB Ykpainu Bix 14.09.05 Ne 902,
ITopsaKy BCTaHOBJEHHs 3a60poHH (TMM4YacoBOi 3aGOpPOHH) Ta NMOHOBJIEHHSA 00iry
NiKapchKUX 3aco6iB Ha TepuTopii YKpaiHH, 3aTBepAXeHOro HakasoM MiHicTepcTBa
OXOpPOHH 3710poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepcTBi
roctuiii Ykpainu 30.01.2012 3a Ne 126/20439, [Topsinky KOHTPOJTIO SKOCTi JIIKAPCHKHX
3aco0iB mig vac omToBOi Ta po3ApiOHOI TOpriBimi, 3aTBEpMXKEHOIO HAKa3oM
MiHicTepcTBa 0XOpOHH 3710poB's YkpaiHu Bif 29.09.2014 Ne 677, 3apeecTpoBaHHM B
MinictepeTsi rocTuuii Ykpainu 26.11.2014 3a Ne 1515/26292, IIpaBun yrunizauii Ta
3HULICHHS JTKapChKHUX 3aco0iB, 3aTBEpKEHHX Haka3oM MIHICTepCTBa OXOPOHU
370poB's Ykpaiuu Bix 24.04.2015 Ne 242, 3apeectpoBaHuM B MiHicTepCTBI 0CTHLIT
Ykpainu 18.05.2015 3a Ne 550/26995, Ta Ha mixcrasi iHdopmauii Bin epxaBHoi
cmyx6H 3 NTiKapchbKUX 3ac06iB Ta KOHTPOJIIO 32 HAapKOTHKaM B OzieckKil o6nacTi 1ozo
BHSBIEHHS HAa TEPHUTOpii YKpaiHH He3apeecTPOBAHOTO JIiKapChKOro 3acoly
"UBEPOI'ACT, xamnu o 50 M1 Bo ¢pnakonax", cepii 01192760, Bupobnuursa "baiiep
Konceiomep Kep AI™, IllBeiiuapis, 3 METOI0 aKTHBHOI MNpPOTHALl MNOIUHPEHHIO
HEAKICHHX, HE3apeeCTPOBaHHX JIKapChbKMX 3aco0iB Ta TakHX, WO OdiLiAHO He
BBO3MJIUCH Ha TEPUTOPIIO YKpaiHH: -

HepxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPONIO
M2 3a HapkoTUkamu y Kpoaorpa.qcsxm oGnacn

N22159/0/11-19 Bin 22.1

M2 nepxn cnyx6a
1 N T

N28617-001.1/002.0/17-19 sia 21.11. 201
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3ABOPOHSIIO peanizaujio, 30epiraHHs Ta 3aCTOCYBaHHA BCiX cepid
nikapeskoro 3aco6y MBEPOI'ACT, xamiu no 50 mu Bo (akoHax", BUpOOHHMIITBA
"Baiiep Koncstomep Kep AI'™, [Iseitnapis.

Cy6’€eKTaM TOCIOAApIOBAHHS, AK 3ifCHIOIOTh peanizalilo, 30epiraHHi Ta
3aCTOCYBaHHS JIIKapCBKHX 3aco0iB, HEBIAKIAJHO TICISA OJAEPXKAaHHA JaHOTO
PO3MOpsPKEHHS NePeBiPUTH HAsBHICT BKA3aHOTO JIIKAPCHKOTo 3ac00y, BXUTH 3aX0/H
OO BHIYy4YEHHs HOro 3 06iry LUIIXOM 3HHMLICHHHA, [PO IO MOBiIOMHUTH
TepuTOpiallbHMi OpraH Jlepxuikcayx6u. Y pasi 3HHIICHHS Bi/IXO/iB Tpenapary B
JBOTH)XHEBHI CTPOK HAIIPaBUTH /10 TEPUTOPIANBHOTO OpraHy Jlepxnikciy0u Koriio
aKTa PO 3HUILEHH Bi/IXO/iB JiKapCHKOTO 3aco0y.

KOHTpOJIb 32 BUKOHAHHSM JaHOTO PO3NOPAKCHH 3/[iHCHIOKOTh TEPUTOPiaNbHI
opranu Jlepxiikciy>x0Ou Ha BiZMOBI/Hi# TEPUTOPII.

HeBHMKOHAHHSA AAHOTO PO3NOPS/DKEHHA TArHE 32 co0010 Bi/IMOBINANBHICTD
3riHO 3 YAHHMM 3aKOHOJABCTBOM Y KpaiHH.

Komii 1aHOro po3nopA/AXKEeHHA HaIpaBJIeHi:

MiHicTepCTBO OXOPOHH 37I0POB S VYxpainy,
JII1 "[lepkaBHuii eKCTIEPTHHH EHTP MiHicTepcTBa OXOPOHH 30POB’ 4 Vxpainn".

/..-"

Ponoia // Poman ICAEHKO

Mapuna Tapan 422-55-76



JEPXXABHA CJIYXBA YKPAIHM 3 IIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Mepaxikenmysx0a)
npocnekr [lepemorn, 120-A, . Kuis, 03115, ten/pakc: (044) 422-55-77, e-mail: dis@dls.gov.ua
http://www.dls.gov.ua, Kog €EIPTIOY 40517815
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30epiraHHsM i 3aCTOCYBaHHAM
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KepiBuukam TepuTOpiabHHX OpPraHin
Hepaikeiyxon

PO3MOPSKEHHS

Bimmosimso no Kowcruryuii Vpaimu, crareit 15, 22, 55 3axoHy YkpaiHu
"OCHOBH 33KOHOZABCTBA YKpaiHHM MpO OXOpOHY 310poB'a", craredt 15, 21 3axomy
Vipaiau "TIpo nikapcski 3acobu”, [TonoxenHs npo [lepxasHy cayx0y YkpaiHd 3
JKapchKUX 3ac00iB T4 KOHTPONIO 33 HAPKOTHKAMH, 3aTBEP/UKCHOTO IOCTAHOBOIO
Kabinery MinictpiB Ykpaimu Bix 12.08.2015° Ne 647, Ilopsnxy 3A1HCHEHHS
JIepKaBHOrO KOHTPOMIO 3a SIKICTIO JIIKapCHKHX 3aco06iB, 10 BBO3ATECA B YKpaiHy,
3aTBepIuKeHoro noctaHosoo KaGinery MinicTpis Ykpainu Big 14.09.2005 Ne 902,
ITopsiiky BCTAHOBJIEHHS 3a00pOHH (THM4YacoBOI 3a60pOHHM) Ta MOHOBJIEHH:A| 06iry
NiKapChKUX 3aco0iB Ha TepHTOpii YKpalHH, 3aTBEP/DKEHOro Haka3oM MiHicTepcTra
0XOpoHH 370poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeecTpoBatyM B MiHicTepcTsi
roctuwii Yipaiau 30.01.2012 3a Ne 126/20439, [TopsaaKy KOHTpOIIO SIKOCTI JIIKAPCHKHX
3ac06iB Mifi dYac ONTOBOI Ta pO3ApiGHOI TOPriBii, 3aTBEPDKEHOTO HAKA30M
MiHicTepcTBa 0XOpoHH 30poB s Ykpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHUM B
MinictepeTsi rocTumii Ykpainu 26.11.2014 3a Ne 1515/26292, Ilpasun yTHIi3aLIl Ta
3HUMIEHHA JIKapChKHUX 3aco0iB, 3aTBEP/XKEHHUX HAKa3oM MinicTepcTBa OXOpOHU
310poB 1 YKpainu Bix 24.04.2015 Ne 242, 3apeecTpoBaHuM B MinicrepcTBi IQCTUIIT
Vipainu 18.05.2015 3a Ne 550/26995, Ta Ha mixcTasi indopmanii Bix JepaBHOl
cyx6u 3 iKapchKMX 3ac00iB Ta KOHTPOIIIO 32 HAPKOTHKAM B Opechkiit obsact) L1010
BUSBJICHHS HAa TepuTOpii YKpaiHH BBE3€HOr0 3 IMOPYWICHHSM 3aKOHOAABCTBA
nixapeskoro 3aco6y MEJIPOJL, 4 mr tabnetku Ne 30, cepii AF6046, BupoGHHLITBA
[aitzep C.p.JI, Iramis, 3 Meror0 AKTMBHOI MPOTHJil MOIIMPEHHIO HEAKICHHX,
He3apeeCTPOBAHMX JKApChKUX 3ac00iB Ta TaKHX, IO odiLiHO HE BBO3WIMCH Ha
TEpUTOpil0 YKpaiHH:

3ABOPOHSIO peanizaniio, 36epiraHns Ta 3aCTOCYBaHHA JIKAPCHKOrO 3ac00y
MEJIPOJL, 4 mr ta6netku Ne 30, cepii AF6046, BupoGHHLTBa Idaitzep C.p.JI. | ITanis.

A [epxasHa cnyx6a 3 nikapcbkux 3acobie T4
38 HapkoTukamu y Kiposorpaachkiii o6nacti
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Cy6’exram rOCNIOAAPCHKOI AISTBHOCTI, SKi 3TiCHIOIOTE peanizaiio, 36epirar
Ta 3aCTOCYBaHHS JIKapCBKHMX 3aco6iB, HEBINKIATHO Imicis OllepXXaHHsA IaH
POMOPSDKEHHS TIEPEBIPATH HAABHICTH BKa3aHOI cepii JIIKapCBKOTo 3ac00y, BXKI
3aXOIU IIONO BHIYYEHHA 1i 3 06iry IUIIXOM 3HHMINEHHS, IIPO IO IOBiZOM]

THS
oro
ATH
MTH

TEPUTOpiabHuUi OpraH JlepxmikcmyxGu. Y pasi 3HMIEHHS BiIXoAiB mpemapaty B
ABOTHXXHEBHH CTPOK HANpPAaBUTH A0 TEPHTOPiaBHOIO opraty JlepImiKciyx0u Kofiio

aKTa IPO SHUIICHH BiAXO/iB JiKapchKoro 3acoby.

KoHTpo1s 32 BUKOHAHHAM JaHOTO PO3MOPS/KEHHS 3TIHCHIOITS TepUTOpiaNbHi
opranu Jlepxxiikcimyx6u Ha BifmoBiquii TEPUTOPII.

HeBukoHaHHA HaHOrO pO3MOPSIKEHHS TATHE 3a COGOIO BiJNOBiTaIbHICT
3TiZIHO 3 YHHHUM 3aKOHOJABCTBOM YkpaiHu.
Komii naHoro posnopsimxenns nanpasnei:
MiHicTepcTBO 0XOPOHH 370p0OB s YKpainu;
JIT " Iep>xaBuuit excriepTHuMi neHTp MiHicTepcTBa 0XOpOHH 300pOB’a YKpainu".

4
I'onoBa A A Poman ICA€EHKO

Mapuna Tapau 422-55-76
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AEPKABHA CJIYKFA YKPAIHU 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
; (Mepacnikctyx6a)
npocnekt [lepemory, 120-A, M. Kuis, 03115, Ten/akc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
http://www.dls.gov.ua, Kox €IPIIOY 40517815

Ha Ne BiJ

44 /:14 2 Ot C//L/ . ’ o
: KepiBuukam cy6’exris rocnoaapioBanus,
%@ 97[ esbaciais fIKi 3aliMalOThCA peaJizauicio,

30epiraHHsaM i 3acTocyBaHHAM
%/ g 23 JiKapchKHX 32¢00iB

KepiBuukam TepuTopianbaux opramis
Hepacnikcayxon

PO3IIOPSA)KEHHS

Bixnosigso no Koucruryuii Vkpaium, crareit 15, 22, 55 3akoHy Ykpainu
"OcHOBH 3aKOHOZABCTBA YKpaiHH 1poO OXOpOHY 310poB's", crareit 15, 21 3akony
Ykpainu "TIpo nikapceki 3aco6u”, ITonoxenns npo MlepxaBHy cnyx0y Ykpainu 3
NKapchKUX 3aco0iB Ta KOHTPOMIO 33 HAapPKOTHKAMH, 3aTBEPKEHOr0 IOCTAaHOBOIO
Kabinery MinictpiB Vkpainm Bim 12.08.2015 Ne 647, [Topsanpky 3gificHeHHs
ACPkKABHOr0 KOHTPOMIO AKOCTI JIKapChKMX 3aco0iB, IO BBO3ATECA B YKpaiHy,
3aTBEPAKEHOro mocTtaHoBow Kabinery Minictpis Vkpainm Bin 14.09.05 Ne 902,
Ilopsnxy BcTaHOBIEHHS 3a6OpPOHM (THMYAacoBOL 3a00pOHH) Ta NOHOBJIEHHs 06iry
JiKapchKHX 3aco6iB Ha TepuTOpii YKpaiHH, 3aTBEp/KEHOTO HAKa30M Minicrepcrsa
OXOPOHH 3/10pOB's YKpaiuu Bix 22.11.2011 Ne 809, 3apeecTpoBanuMm B MinicrepcTsi
tocTHuii Ykpainu 30.01.2012 3a Ne 126/20439, TTopsiaxy KOHTPOJIIO AKOCTI JIIKApCHKHX
3aco6iB min wac omToBoi Ta po3apiGHOI TOPriBlli, 3aTBEPIXKEHOI0 HAaKa3oM
MinicrepcTBa 0XOpOHH 310poB's Ykpainu Bix 29.09.2014 Ne 677, 3apeECcTPOBaHUM B
Minictepersi roctuuii Ykpainu 26.11.2014 3a Ne 1515/26292, ITpaBun ytunizauii Ta
3HULIEHHA JiKapChKHX 3ac06iB, 3aTBEPIKEHHX HAKa30M MiHicrepcTBa 0X0poHH
310poB's Ykpaitu Bix 24.04.2015 Ne 242, 3apeectposanumM B MinicTepctsi focTuuii
Ykpainn 18.05.2015 3a Ne 550/26995, Ta Ha nmixcrasi iHbopmauii Bix HepxaBHoi
CITy’OH 3 JiKapChKHX 3aC0GiB Ta KOHTPOJIIO 32 HApKOTHKaM B OechKiii 061acTi mo1o
BUABICHHA Ha TEpPUTOpli YKpaiHM He3apeecTPOBaHOro JiKapChKOro 3acoby
HEVIJIEIITUJL, 4 % po3unH y ¢uakonax mo 30 mu, cepii 9K0761, BHUpOOHHITBA
"Canopu-Asenruc", OpaHLis, 3 METOIO aKTHBHOI NPOTHAIT IOLUUPEHHIO HEAKICHUX,
HE3apeeCTPOBAHMX JIIKAPCBKHX 3aco0iB Ta TaKWx, IO OQilifiHO He BBO3MIMCH Ha
TepHUTOpilo YKpaiHu:

[epxasHa cnyx6a 3 nikapcbkux 3acobis Ta KOHTPOSIO
M2 3a HapkoTukamu y Kiposorpaachkiit obnacri

w2 flosakinss Ne2161/0/11-19 Bin 22.11.2019
Nasets.oot,oaaerar.ts sia 21112019 | [1{FEIMNIANIIL R
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3ABOPOHSIIO peamizauilo, 36epiranns Ta 3aCTOCYBaHHA BCIX cepiif
JiKapceKoro 3acoby HEVJIEITTHIIL, 4 % PO34MH y diakonax no 30 mu, BHPOOHHI[TBA
"CaHodm-ABeHmc", Dpanuis.

Cy6’exram FOCIIONapIOBaHHA, AKI 3AiMCHIOIOTE peaunisauiio, 36epiranus Ta
3aCTOCYBaHHA. JIIKapCHKHX  3aco6iB, HEeBINIKIAAHO mics ONCPXKaHHA JaHOro
PO3NOPAJUKEHHS NepeBipHTH HAsABHICTb BKa3aHOTO JIKapChKOro 3acoby, BXHTH 3aX0IH
IION0  BMIYYeHHSs HOro 3 o6iry uusxOM SHHILICHHSA, PO WLI0O MOBiHOMHTH
TEPUTOpiaNbHKUI Opran Hepxikenyx6u, V Pasi 3HHINEHHA Bigxonis npenapary B
ABOTH)XXHEBHH CTPOK HANPAaBHUTH 10 TEPUTOPIaNbHOTO OpraHy Hepxnikenyx6u komio
aKTa PO 3HUILEHHS BiAXOZIB JlikapchKoro 3aco0by.

Kontpos 3a Bukonannam nanoro PO3TIOPA/UKEHHS 3MiHCHIOIOTh TepPUTOpianbHi
oprauu Jlepxnikciy6u Ha Bignosinmiit TEPHUTOPII.

HeBukoHanus nanoro POSIOPA/UKEHHA TArHEe 3a co60I0 BigmOBimaNBHICTS
3riZHO 3 YHHHMM 3aKOHOJABCTBOM Ykpainm.

Konii nanoro posnopsmxenns HanpapJIeHi:
MiHictepcTBo oxoponu 310poB s YKpaiHu;
AIT " lepxaBHuit ekcriepTauit LeHTp MiHicTepcTsa 0Xoponu 310pOB’s Ykpainu".

I'onoBa / ﬂ/ Poman ICAEHKO

Mapuna Tapan 422-55-76
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JEPKABHA CJIYKBA YKPATHHU 3 JIIKAPCHKUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMUA
(Aepsxikcry:x6a)
npocnexkt [lepemoru, 120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
http://www.dls.gov.ua, Kog €EJIPTIOY 40517815

Ha Ne BiJ

/ 0 &%/Lé% Kepisnukam cy6’ekTiB rocnoapioBanusi,
fKi 3afiMaloThCs peaJiizauicro,

: 30epiraHHsAM i 3aCTOCyBaHHAM
g/ L2 g P _ il
, JIKapcbKHX 3ac00iB

KepiBHHKaM TepuTOpiaJibHUX OPraHiB
Hepaiikeayxou

PO3IIOPAJKEHHSA

BigmosinHo no Koncruryuii Ykpainu, crateit 15, 22, 55 3akony Ykpainu
"OcHOBH 3aKOHOJAaBCTBa YKpaiHM NpO OXOpOHY 3mopoB's", crareit 15, 21 3akony
Yxpainu "IIpo nikapceki 3aco6u”, ITonoxenHs npo [epxxaBHy ciyx0y Ykpainu 3
JIKapChKHX 3ac00iB Ta KOHTPOMIO 32 HapKOTHKAMH, 3aTBEPIUKEHOTO MOCTAHOBOKO
Kabinery MinicTpiB Ykpainu Bixg 12.08.2015 Ne 647, Ilopsaky 3mificHeHHs
JEpXKaBHOIO KOHTPOJIIO 3a SKICTIO JIIKAPCBKUX 3aco0iB, 110 BBO3AThCA B YKpaiHy,
3aTBepKkeHoro nocraHoBolo KabGinery Minictpis Ykpainu Bix 14.09.2005 Ne 902,
Ilopsiaky BCTaHOBIEHHS 3a60pOHM (TMMYacoBoi 3a60pPOHHM) Ta IOHOBJEHHs 06iry
NiKapchKUX 3acobiB Ha TepuTopii YkpaiHu, 3aTBepKeHOro HakazoMm MiHicTepcTBa
OXOpOHH 3/10poB's Ykpainu Bix 22.11.2011 Ne 809, 3apeectpoBanuM B MiHicTepCTBi
roctunil Ykpainu 30.01.2012 3a Ne 126/20439, [TopsiaKy KOHTPOJIIO AKOCTI JTIKapChKUX
3aco0iB miJ Yac oOmNToBOi Ta po3ApiOHOI TOPriBii, 3aTBEpPMKEHOTO HaKa3o0M
MiHicrepcTBa 0xopoHH 310poB s Ykpainu Bif 29.09.2014 Ne 677, 3apeecTpoBaHUM B
Minicrepctsi loctunii Ykpainu 26.11.2014 3a Ne 1515/26292, Ipasun yrumizauii Ta
3HUINEHHSA JIKapChbKUX 3aco0iB, 3aTBEpMKEHMX Haka3oM MiHicTepcTBa OXOpPOHH
310poB’s YKpainu Bix 24.04.2015 Ne 242, 3apeecTpoBaHuM B MiHicTepcTBi I0CTHLIT
Yxpainu 18.05.2015 3a Ne 550/26995, ta Ha minctasi iHpopmauii Bin epixaBHol
ciTy<OH 3 JTiKapchKUX 3ac00iB Ta KOHTPOIIIO 32 HapKoTHKaM B OiechbKiit obnacri 11010
BUSBJICHH Ha TepuTopii YKpaiHM BBe3eHOro 3 .MOPYLICHHAM 3aKOHOAABCTBA
nikapcekoro 3acoby "Keppra", 500 mr Tabnerku Ne 50, cepii 18653023A,
Bupo6HuLTBa "UCB Pharma A.S., Turkey", 3 MeToI0 aKTHBHOI IPOTU/IT NOLIKPEHHIO
HEAKICHHX, HE3apeeCTPOBaHHX JIKapChKUX 3aco0iB Ta TakuX, 1m0 oQiuifHO He
BBO3WJIUCh Ha TEPUTOPIIO0 YKpaiHH:

[epxasHa cnyxba 3 nikapcbkux 3acobiB Ta KOHTPONIO
M2 33 HapkoTUKamu y K'lpoaorpancn:xiﬁ obnacri
erhq‘n,;cny',,-‘gg Ne2162/0/11-19 Big 22.11.2019
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3ABOPOHJIIO peanizauito, 36epiranus Ta 3aCTOCYBaHHS JIIKapPChKOro 3acofy
"Keppra", 500 mr tabnerku Ne 50, cepii 18653023A, Bupo6uuutsa "UCB Pharma
A.S., Turkey".

Cy6’exram rocrogapcskoi HisIbHOCTI, SIKi 31 CHIOIOTE peanisatiito, 36epiranus
Ta 3aCTOCYBaHHA JIKapChKMX 3acobiB, HEBIIKIAOHO ITiC/Is OZIEpXXaHHA [aHOro
PO3MOPSDKEHHS NEPEBIPUTH HAsABHICTH BKa3aHOI cepii JIIKapCBHKOTO 3aco6y, BXKHTHU
3aXOMW INONO BWIY4eHHS 1i 3 OGIry WIIAXOM 3HHMIIEHHS, NPO 1O MOBiIOMHTH
TepUTOpianbuuil opran Jepxctikcayx6u. ¥ pa3si 3HMIIEHHs BiXoZiB mpemapary B
ABOTHXXHEBHH CTPOK HANPABUTH O TEPUTOPiaIbHOTO oprany Jlepxikciyx6u Kormiio
aKTa [pO 3HUIIEHHS BiAXO/IiB JTIkapChKOro 3acoby.

KonTtpons 3a BuKkoHaHHAM maHOro PO3NOPAKEHHS 311HCHIOIOTH TEPUTOpIiaNbHi
opranu JlepxJrikciyx61 Ha Bifmosiquiit TEPUTOPII.

HeBukoHanHa naHOro posmopsmkeHHs TsrHe 3a co6oio BI/ITIOBIJAIBHICTS
3TiZHO 3 YUHHMM 3aKOHOLABCTBOM VYxpainn.

Komnii gaHoro posmnopsmkeHss HaIlpaBJIeHi:
MiHicTepcTBO 0XOpOHH 3710poB’s Vkpaiy;
A1 "[lepxaBHuii ekcrepTHUI HEHTp MinicrepcTBa 0x0poHH 3710pOB s Ykpainu",

I'onoBa Poman ICAECHKO

Mapuna Tapau 422-55-76



