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KepiBankaM 1a YHOBHOBAKeHHM 0co6aM
anTeYHHUX Ta MeAHYHHX 3aKIaJiB
Kiposorpaacbkoi o6aacTi

o yBarn YnoBHOBaKeHHX 0cib!

HanaeMo posnops/pkeHHS YKpaiHCBKOro (papManeBTHIHOTO areHTCTBA MO0 3a60poHH
obiry ;1ikapcbKoro 3aco0y.

3a__HasBHOCTI, BKa3saHHX y pO3NOPAKEHHI JIKApChbKHX 3aco0iB, MOBLIOMHTI
Tepmopmﬂbmm opra YKpaiHCbKOTO ¢apMalleBTHYHOTO areHTcTBa y KipoBorpancekiii obnacti
HPO BKHTI 3aX0/H 1010 BUKOHAHHS PONIOPSIKEHHS.

Incdopmariro HalaBaTH Ha TTANEPOBHX HOCISX MOINTOIO, 32 afpecoro: eyt Ilpeodparcencoka, 2,
M. Kponusnuuyskuit, 25006, 3 JogaTKaMH.
a) OpH BMINICHH] B KapaHTHH J0Aa€ThCA KO NPHOYTKOBOI HAKIIAAHOL;
0) IpH [IOBEPHEHHI IOCTAYANIBHHKY J01AF0ThCA: KOs MPHOYTKOBOI HAKJIAIHOI;
KOsl HAKJIaAHOT Ha OBEPHEHHS.

B) Y BHIAJKY Tepejadi BIAXOJIB JikapchKoro 3acof0y Ha yTHiizanmiio aGo 3HHINeHHS,
y JBOTIDKHEBHIT cTpok moiHdopMmyBaTtH TepuTopiaipHHI opraH YKpaiHCEKOTO (hapMaleBTHIHOTO
areHTcTBa Yy KipoBorpajachekiii ob1acTi Ta HaJaTH KO0 NpHOYTKOBOT HAKIAJTHOI.

Ilpn HacTynHHX NOCTaBKaX JIKapchbKHX 3aco0iB, BKAa3aHUX Y PO3MOPSIDKCHHSX, CY0 €KT
rOCIONApIOBaHHS IIOBHHEH BKUTH 3aX0[IB IojJo 3anoOiraHHs npuaOaHHS, peamsaiii Ta
3aCTOCYBAHHA JIIKAPCHKHX 3ac00IB, 3a3HAYEHHX YV PO3MOPSI/IKEHHSX.

Y BHIAJAKY BiICYTHOCTi MKapChKUX 3aco01B, BKa3aHHX Y PO3MOPAUKEHHAX UH JIHCTAX
YkpdapMareHTcTBa, BiANOBiNi B NHCEMOBOMY BHTJISITI HAJIABATH He MOTPiGHO.

OnHOYacHO HaraJyeMo, II0 3 pO3NOPSDKCHHAMH Ta JHcTaMH YKp(apMmareHTCTBa MOXKHA
o3HaffomuTHCS Ha o¢imifiHoMy BeOcaliti  YKpaiHChKOro  (papMaleBTHYHOTO  aAreHTCTBa
{(https://www.dls.gov.ua/) B pozaun PO3ITOPSJKEHHSA YKPOAPMATEHTCTBA.

JlomaTki:

1. Konis po3nopsuKeHHs YKpaiHChKOTO japMalieBTHIHOTO areHTcTBa Bix 23.10.2026
Ne 535-001.1/002.1/17-26 na 1 apk.;
Komis posnopsijpkeHHs YKpaiHChKOT0 (papManeBTHIHOTO areHTcTBa Bix 23.10.2026
Ne 536-001.1/002.1/17-26 Ha 1 apk..
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Ne Ha Ne Bij
KepiBHukam cy0’ekriB
rocnoaaprBaHHA, sIKi 3aiiMaloTbhCcs
peaJjiizauicio, s0epiranusm i
3aCTOCYBaHHAM JIKapcbKHX
3ac00iB
KepiBHukam TePHTOPIaNIbHHX

opraHiB Ykpdapmarenrcrsa
PO3NOPAMKEHHS

Bignosinso no Koucrurynii Vkpainu, crareit 15, 22, 55 3akony Ykpainu
«OcHoBu 3aKoHORaBCTBA YKpaiHu IIPC OXOPOHY 3A0POB's», cTateit 15, 17, 21 3aKoHy
Yxpainu «IIpo nikapceki 3aco6uy», [TogoxeHHs po YKpaiHChbKe (hapMalleBTHUHE
areHICTBO,  3aTBEP/DKCHOTO  IoctaHoBowo — Kabimery  Minictpis VYkpainu
Bin 12.08.2015 Ne 647, Ilopsnky sailicHeHHs JIEP)KAaBHOTO KOHTPOJK SIKOCTI
JTiKapChKUX 3ac06iB, IO BBO3ATHCS B YKpaiHy, 3aTBEpI’KEHOT0 INOCTAHOBOIO
Ka6inery Minictpie Vkpainu sin 14.09.2005 Ne 902, nmymxry 3.2.2 Iopsamky
BCTaHOBJICHHA 3a00pOHM (TUMYacoBOi 3a60POHHM) Ta TOHOBICHHS 00iry JKapcekux
3ac00iB Ha TepuTopil VKpaiHH, 3aTBepKEHOTO HAKA30M Minicrepcta oxopoHH
3M0poB’s  VkpaiHu Bim 22.11.2011 Ne 809 (31 3MiHamu), 3apeecTpoBaHOro
MinicrepctBoM octuuii Vkpaiau sig 30.01.2012 3a Ne 126/20439, TIlopsaky
KOHTPOJIIO SIKOCTi JIIKapchKUX 3acobiB IMim Yac onToBol Ta po3zpi6HOI TopriBi,
3aTBEPIKCHOrO Haka3oM MiHicTepcTBa OXOPOHH 310poB's Vkpaitu Bix 29.09.2014
Ne 677, 3apeecrpoBanoro MiHicTepcTBOM FOCTHIL] Ykpainu Big 26.11.2014
32 Ne 1515/26292, TlpaBun yrumizamii Ta 3HEIIEHHS JIKapChKUX 3aco0iB,
3aTBEP/UKEHHX Haka3oM MiHiCTepcTBa OXOpOHM 3710poB’s Ykpainw Bix 24.04.2015
Ne 242, 3apeecTpoBanux MinicrepctBoM  rocTmiii Ykpainn Big 18.05.2015
3a Ne550/26995, wua mizcraBi HamxomKeHHS MDKHAPOJHOIO IOBiIOMIIEHHS
Bifl PEryIATOpHOro oprany Bpaswiii Ne BR/ Falsiﬁcag:éo/4gg.l 0 cTocoBHO

TepHTOplaHBHI/II/I opran

BUSBIIEHHS B 00iry cepii NDC 46785-162-03 danbcudikoBanoro i
(apMalleBTUYHOT O
areHTCTBa y
M2 YkpdapMareHTCTBO KipoBorpachkiii
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IR ORI
ot (NN DOMRAN TN

002.1



3acoby, XEOMIN 100 U (Botulinum toxin A), acenTu4HO 06pobeHi [IapeHTepabHi
PO3YHHU MAnoro 00’eMy, 3 MapKyBaHHIM BUPOOHHUKaA MERZ PHARMA
GMBH & CO. KGAA.

3 MeTOI0 aKTHUBHOI HpOTHIY MOIIMPEHHIO JIKapCBKUX 3aco0iB, MNLIAXH
HanXO/DKCHHA Ta yMOBM 30€piraHHsi sSKHX HEBifOMI, BH3HAYUTH AKICTh Ta
Oe3MEUHICTh AKUX HEMOXKITHBO, 3 OIVIsIY Ha Te, U0 TaKa NMPOAYKIIiS € HeOe3MeyHoo
Ta MOXE HECTH 3arpo3y >KHUTTIO Ta 370POB 10 HACEIEHHS:

3ABOPOHSIO peasnizario, 36epiraHHs Ta 3aCTOCYBaHHs
cepii NDC 46785-162-03 danbcudikoBaHoro  mikapcekoro 3aco0y
XEOMIN 100 U (Botulinum toxin A), acenTn4Ho 06poG.ieni napeHTepabHi
PO3YHMHH MaJIoro 06’eMy, 3 MapKyBaHHAM BUpOOHMKA MERZ PHARMA
GMBH & CO. KGAA.

Cy0’ekTaM rocrnosaproBaHHs, SKi 3/ifCHIOIOTE peanisanito, 36GepiraHHs
Ta 3aCTOCYBaHHS JIKapCBKUX 3aco6iB, HeBimKIagHO, micis OJIEP)KaHHS NaHOro
PO3MOPSIKEHHS], IIEPEBIPUTH HASABHICTE BKA3aHOI cepii JKaPCHKOTO 3ac06Y, BXKUTH
3aX0M  IMOIO BHIIYYEHHA 1 3 0Oiry LUIIXOM IOBEpHEHHS IIOCTaYaIbHUKY
abo 3HUIUEHHSA, PO IO IOBiTOMUTH TEPUTOpPiaTbHUM Opran Vxpdapmarenrcrsa.
Y pasi SHUINECHHS BiaXo.iB 3a3HaveHoi cepii JIiKapCBKOTo 3aco0y B JBOTIIKHEBHIA
CTPOK HAIIPABUTH 10 TEPUTOPIalbHOrO OpraHy YKphapMareHTCTBA KOMIIO akTa
TIPO 3HUILECHHS BIIXOMiB JIIKapchkoro 3acoby.

KOHTpOIIs 32 BUKOHAHHAM JaHOTO PO3IOPSKEHHS 3[iHCHIOIOTE TEPUTOPIANBHI
opranu YKp(apMareHTCTBa Ha Biamosinmiit TEPUTOPIT.

HeBukoHanHs HaHOrO pPOSMOPSMKEHHSN TATHE 33 COGOO BIJITIOBIIaNIbHICTh
3U1IHO 3 YUHHUM 3aKOHOIABCTBOM YKpaiHu.

Komii nanoro posnopsmxenns HaIpaRJieHi:
MiHicTepcTBO OXOPOHH 310pOB's VKpainu;

AT «JlepxaBHnii  ekcrepTHuit HeHTp MinicrepcTBa oxoponu 3m0poB's
Ykpaiumy.

T.B.0. I'o;10BH | o Ly Tapac IIPOHIB

Onexcannpa CABUEHKO, Ten.044-422-55-04, Bu.109
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Ne Ha Ne __BiX
KepiBaukam cy0’eKTiB
rocrnojaploBaHHs, AKi 3aliMalOThCA
peaJizauielo, 30epiranuaM i
3aCTOCYBAHHAM JiKapcbKHX
3aco0iB
KepiBauKam TepUTOpiaIbHHUX

opradiB YKppapmarentTcrsa
PO3IOPSIKEHHS

Bimmosinmo mo Koucrurynii Vkpainu, crarei 15, 22, 55 3axkoHy YKpaiHH
«OCHOBH 3aKOHOJABCTBa YKpAiHH [IPO OXOPOHY 310POB'D, crareit 15, 17,21 3akony
Ypaian «IIpo miKapcbKi 3aco6uy, [onoxeHHs mpo YKpaiHChke (QapManeBTHMHE
ATeHTCTBO,  3aTBEPIKEHoro mocraHoBo  Kabimety MinicTpie ~ Ykpaidu
Bim 12.08.2015 Ne 647, Ilopaaxky 3AiHCHEHHS ACPNKABHOTO KOHTPOIIO SKOCTI
NiKapChKUX 3ac00iB, IO BBO3ATHCA B Vxpainy, 3aTBEPIDKEHOTO IOCTaHOBOO
Ka6inery MinicTpis Ykpainu Bix 14.09.2005 Ne 902, mynkry 3.2.2 Tlopsmky
BCTAHOBJICHHS 3260pOHH (THMIacoBoi 3a60pOHM) T OHOBICHHS 00iry JiKapChKUX
3aco0iB Ha TepuTopii YKpaiHH, 3aTBEPDKCHOTO HaKa3OM MinicrepcTsa OXOPOHH
smopop’s Yxpainm Binx 22.11.2011 Ne 809 (3i 3MiHamm), 3apeecTpOBAHOrO
MiHicTepcTBOM HOCTHIIIL YKpaiHu Bim 30.01.2012 3a Ne 126/20439, Ilopsamky
KOHTPOJIIO SKOCTi JIKapChKHX 3acoGiB A Yac ONTOBOI Ta PO3APiOHOT TOPTiBII,
3aTBEP/PKEHOTO HaKa30M MiHicTepcTBa OXOPOHH 30POB's Vkpainu Bix 29.09.2014
Ne 677, sapeectpoBasoro MiHicTepCTBOM focTumii  Ykpainm Big 26.11.2014
sa Ne 1515/26292, TlpaBun yTumizamii Ta 3HHIICHHA nikapceKux 3acobiB,
3aTBEP/KCHUX HaKa3oM MigicTepcTBa OXOPOHH 310POB’S Vxpaiun Bix 24.04.2015
Ne 242, 3apeectpoBaHuX MIiHICTEPCTBOM foctumii Yxpaimu Bix 18.05.2015
sa. Ne 550/26995, Ha mMiACTaBI HAIXOIKEHHI Mi>KHApOJHOTO IOBiIOMIICHHS
BiJi PeryIsTOPHOrO OpraHy Bpasunii Ne BR/ Falsifica¢do/447.1.0  CTOCOBHO
BugBlIeHHS B 00iry cepii 025155 dasibcudikosaHoro UH K ApoBROFD-1BaQ00Y ,
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JIMCIIOPT/DYSPORT 500 U (Botulinum toxin type A), m1ioQinisoBaHnil NOPOLIOK,
3 MapkyBanHaM  BupoOHuka IPSEN BIOPHARMLTD.

3 METOK aKTHBHOI IPOTHIl MOMIMPEHHIO JIKapChbKUX 3acobiB, NLIAXH
HAIXOUKEHHS Ta yMOBHM 30epiraHHi SKHMX HEBillOMi, BU3HAYUTH IKICTE Ta
GesneuHicTh SKUX HEMOXKIIMBO, 3 OIVIAAY Ha Te, IO TaKa IPOAyKuid € HeOe3MeuHOo0
Ta MOJKE HECTH 3arpo3y XUTTIO Ta 3/[0POB 10 HACENICHHS:

3ABOPOHSIO peajizaio, 30epiraHHg Ta 3aCTOCYBaHH:A
cepii 025155 ¢banpcu}ikoBaHOrO JiKapChKOTo 3aco0y,
JTUCHIOPT/DYSPORT 500 U (Botulinum toxin type A), JiogimizoBanui
nopomoxk, 3 MapkyBaxHsaM BupobHuka IPSEN BIOPHARM LTD.

CyG’eKTaM TOCTO/IAPIOBAHHs, sKi 3MiMCHIOOTh peaisamiio, 30epiraHHs
Ta 3aCTOCYBaHHs JIKapChbKHUX 3acobiB, HEBIIKJIAMHO, IICJA OJepXXaHHS JaHOTo
PO3IOPSIKEHHES, TIepeBipUTH HAsBHICTH BKa3aHol cepil Jlikapcbkoro 3acoby, BKHUTH
3aXOAU IIOAO BWIydeHHS 11 3 00Iry MLUISXOM IIOBEPHEHHSA NOCTa4YalbHHUKY
260 3HMIEHHs, NPO IO MOBiIOMHUTA TEPUTOpialbHUM opraH YKpdapMareHTCTBa.
V pasi sHUINEHHS BiIXOJiB 3a3HaueHOi Cepii JiKapChKOro 3aco0y B JBOTMIKHEBUM
CTPOK HAIpPaBUTH LO TEPHTOPiabHOrO opraHy YKphapMareHTCTBa KOIIiI0 aKTa
TIIPO 3HMIIEHHS BiIXO/iB TiKapChKOro 3ac00y.

KOHTpONE 32 BUKOHAHHSIM J@HOTO PO3NOPSDKEHHS 3AiHCHIOIOTh TEPUTOPiaIbHI
oprasu YxphapMareHTCTBa Ha Bi/lIOBiHi} TepUTOPIL.

HeBMKOHAHHS AAHOTO PO3MOPSMKEHHS TATHE 3a COOOIO BiMOBINAIBHICTH
3rigHO 3 YMHHHMM 3aKOHOJABCTBOM Y KpaiHH.

Kormii gaHOTro PO3HOPSAKEHHS HalIPaBIIEHi:
 MiHicTepcTBO OXOPOHH 3[I0pOB'sl Y KparHy;
NIT «JlepxaBHuii excrepTHui HeHTp MiHicTepcTBa OXOPOHH 3JI0POB'S
Ykpaigu». e

Red

T.B.o. ToJioBH | o Tapac IIPOHIB

Onekcanapa CABUEHKO, ten.044-422-55-04, BH.109



