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KepisHukam Ta Y HOBHOBAKEHHM 0c00aM
ANTEYHHUX TA MEAUYHHUX 3ﬁKJ]a,/1iB
Kiposorpaacbkoi odnacri

Jlo yBaru Y NOBHOBaKeHHX 0¢i0!

Hamaemo posnopspkennst depikaBroi cryxOn Yrpaiun 3 MKapehKNX 3acobiB Ta KG T‘po:ff{‘{
3a HApKOTHKAaMH II0J0 32a60poHH 00iry JiKapcbKoro 3aco0y.

3a HASIBHOCTI, BKA3aHHX Yy DO3MNOPA/DKCHHI JiKapchkux 3aco0iB, MOBLIOMMTH Jlepaarny
cayx0y 3 JiKapChbKUX 3ac00iB Ta KOHTPOJIKO 332 HApKOTHKaMH Yy KipoBorpajcbkiit obmacti  11po
BIKHTI 3aXOJH 100 BUKOHAHHS PO3IOPSIKEHHS. ‘

" IrbopMallio HAABATH Ha [IaIepOBUX HOCISX MOLITOR, 3a aipecoro: ¢y, [Ipeobpaycencokda, 2,
M. Kponuenuuskui, 25006, 3 1o1aTKaMu.

a) IpH BMIIICHHI B KapaHTHH 10Ja€Thes KOMis NPHOYTKOBOT HAKIaHOT;

6) [pH IOBEPHEHH] NIOCTAYANBHHUKY JI0JAI0ThCA: KOs IPHOYTKOBOT HAKJIA/HOT,;

KOTIisl HAKJIaJHOT Ha MTOBEPHCHHS. .

B) Y BHIAAKY Hepesiadi  BiXOJB JIiKApchkoro 3aco0y Ha yTHJI3aIl0 _abo 3HWIEHHHA.
v JIBOTHXHEBHI1 CTPOK noindopmyBati JepkaBry ciykOy 3 JIKapChKHX 3ac001B Ta KOHTPOJIO 32
HapkoTukamu y KipoBorpaichkiii obsacti Ta HaJaTu KOI1}0 [IpUOYTKOBOI HaK/1a/HOI.

IIpy HACTYMHHX [OCTAaBKAX JiKapchbKux 3aco0iB, BKA3aHMX Y PO3NOPAIKCHHAX. Cy0’eKT
FOCIIONapIOBaHHS [OBHHEH BKHTH 3aXOAIB MO0 3anoGiranng  npuabanHg, peamizaiii  Ta
3aCTOCYBaHHs JIKAPChKHX 3aC001B, 3a3HAYCHUX Y PO3NOPSA/UKCHHAX.

Y BHOAAKY BUICYTHOCTI JIIKQpChbKHX 3aco01B, BKasaHWX Y PO3MOPS/UKCHHAX HH JHCTaX
Jepaxikcnyx6y, Bilmosiai B MACbMOBOMY BUIVISLLI HAZABATH He MOTPIOHO.

OJIHOYAaCHO HAraiyeMo, L0 3 PO3NOPSILKEHHAMH Ta JHMCTaMK JlepKIIiKeIy KON MOKHA
o3HalomuTHes Ha odiliiiHoMy BeOcaiiti JepKaBHOI CiTy:KOM YKpaiHu 3 JKapchbKUX 3aco01B Ta
KOHTpPOJNIO 33 HapKOTHKaMyu (https://www.dls.gov.ua/) B  po3ini PO3IMOPADKEHHA
JEPXIIIKCITY XBH.

Jlomatok: Komist posnopsiipkerHs JepxaBHol ciryx0On YKpaitH 3 JIKAPCHKUX 3aCO01B Ta KOHTPO!TK
3a HApKOTHKaMH Bix 10.04.2026 Ne 187-001.2/002.0/17-26 na | apk..

HavaapHuk cayxou Jinis MAH®LTOBA

Octanenko Banentuna 32 14 41 ‘ Hepaanta cirykGa 3 AIKapebRHX 3ac001B T4 KOHTPOMio 34
napkorikami y Kiposorpascrkifi obaacti
Nol82-01.1/02.0/05.12-26 pist 14.04. 2026




NEPXKABHA CJIYXKbA YKPATHM 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM
(Mepaxtikeaynxda)

npocnekt bepecteficbkuii, 120-A, M. Kuig, 03115, Ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Koa €JIPTIOY 40517815

Ne Ha Ne BiJ
KepiBHnkam cy6’exTiB
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32CTOCYBAHHSIM JiKAPChKHX 32C00iB

KepiBHHKaM TepUTOPiaJIbHUX
opranis epaiikciayxon

PO3MOPSHKEHHS

Binrosizno no Koncturynii Vkpainu, craTedt 15, 22, 55 3akoHy YKpaiHu
«OCHOBH 3aKOHOJABCTBa Y KpaiHu PO OXOPOHY 3710poB's», cratedd 15,17, 21 3axony
Yipainu «[Ipo siKapchKi zacobuy, [Tonoxenus mnpo llepxaBHy cny0y YKpaiHu
3 JKapCHKHUX 3ac00iB Ta KOHTPONIO 32 HAPKOTHKAMH, 3aTBCPIUKCHOTO [I0OCTaHOBOO
Ka6inery MinicTpiB Yxpaina Bif 12.08.2015 No 647, Tlopsaky 3aifcHEHHS
JE€pPYKaBHOIO KOHTPOTIO AKOCTi JIKapChKUX 3aco0iB, 10 BBO3ATHCA B Ykpainy,
3aTBEpIPKEHOr0 MocTanopoto Kabimery Miunictpis Vkpainu Bin 14.09.2005 Ne 902,
nyskry 3.2.2 Tlopsaky BCTaHOBICHHSA 3a60poHn  (TMMuacoBoi 3a60pOHH)
Ta MOHOBJEHHS 00iry JiKapchkux 3aco0iB Ha TepuTopii YKpaiHu, 3aTBEPIKEHOTO
HakasoM MiHicTepcTBa OXOPOHH 370pOB’s YKpaiHu gig 22.11.2011 Ne 809
(31 3MmiHamWu), 3apEECTPOBAHOTO MinicTepcTBOM focTullii YKpaiHu 30.01.2012
3a Ne 126/20439, IMopsaKy KOHTPOIIO SKOCTI niKapchbKUX 3aco0iB T Hac OITOBO]
Ta PO3PIOHOT TOPTiBNi, 3aTBEPIUKEHOTO HAKA3OM MiHicTepcTBa OXOPOHHU 310POB's]
Y kpainau Big 29.09.2014 Ne 677, 3apeecTpOBaHOTO MiHiCTepcTBOM IoCTHIT YKpalHH
26.11.2014 3a Ne 1515/26292, Tpaswut yTrti3auii Ta 3HALICHHS JiKapCHKUX 3ac00iB,
3aTBEPKEHMX HaKa30M MiHiCTepcTBa OXOPOHH 3710poB’s YKpaiHK BiJ{ 24.04.2015
No 242, 3apeecTpoBaHUX MiHiCTEpCTBOM foctnmii Yxpainu  Big  18.05.2015
3a Ne 550/26995, na mizcTaBi HanxoKeHHs iHdopmaril Bix Komnanii TOB «ITICEH
IOKPEMH CEPBICI3» (muct Bim 09.04.2026 Ne 36) mono BUABICHHS B o0iry
cepii P31330 ¢anbcupikoBaHOIO JiKapchKoro 3acoly Dyqugg&\SOQe}gClostridi m
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Botulinum type Atoxin), 500 unit/vial, 3 MapKyBaHHIM AHIJI HEBROGIGX MOBOID
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(TepMiH HPUAATHOCTI — 04/2027), 3 3a3HadeHHAM BAPOOHMKA IPSEN BIOPHARM
LTD.

3 MeTOI0 AKTUBHOI MPOTUAIl TOIIMPEHHIO NiKapchKUX 3aco0iB, LUIIXH
HaIXO/KEHHs Ta YMOBU 30epiraHHs  AKUX HeBiloMi, BW3HAYMTH AKICTb Ta
Ge3neuHicTh SIKUX HEMOKIIMBO, 3 OTJIAly Ha T€, IO TaKa ITPOYKIIiS € HeOe3MeYHO0
Ta MO3Ke HECTH 3aTPO3y HKHTTIO Ta 3/I0pPOB 10 HACENCHHS:

3ABOPOHSIIO peanizaiiito, 30epiraHts Ta 3aCcTOCYBaHHI cepii P31330
danbcudikoBaHOro  JIIKAPCHKOTO 3acoby  Dysport®500, 500 unit/vial,
3 mapkyBanasm BupoGauka IPSEN BIOPHARM LTD.

Cy0’exTaM ToCHO/apiOBaHHs, sKi 3IIHCHIOIOTH peanizamniio, 30epiraHHsd
Ta 3aCTOCYBaHHS JIKapChKUX 3ac00iB, HEBIAKIAIHO, MICJA OAEP)KaHHA JaHOro
PO3MOPSIKEHHS, TIEPEBIPUTH HasIBHICTH BKa3aHMX cepili TIKapchKOTo 3ac00y, BXKUTH
2aXOJM OO BUIYYEHHS 1X 3 00Iry HUIAXOM 3HHUINEHHA a00 TOBEpPHEHHI
HOCTAYANBHUKY, TPO IO HOBIJOMHUTH TEPUTOPIAJIBHUN Opran JlepITiKCITy)KOu.
V pazi 3HUILEHHS BilIXOAIB 3a3HAYEHOL cepii MKapChKOro 3acody B JBOTHXXHEBUM
CTPOK HAIpPaBUTH JIO TEPUTOPIANbHOrO OpraHy JIepKMIKCTy KoM  KOTII0  aKTa
IIpO 3HUIIEHHS BiJIXO/B JIKaPChKOIO 3aco0y.

KOHTpOJIb 38 BAKOHAHHAM JAHOTO PO3TOPAIKCHHA 3/1iCHIOIOT TEPUTOPIANbHI
oprauu Jlepxmikciyx0Ou Ha BiZUMOBLHIN TepUTOPIl.

HeBuKOHAHHS AAHOTO PO3IOPS/DKEHHs TACHE 3a 00010 BiAMOBiZANLHICTH
3rifiHO 3 YMHHUM 3aKOHOJIAaBCTBOM VYkpainu.

Komii JaHOro PO3MOPSKEHHS HAIPABJICHI:

MiHicTepCTBO OXOPOHH 3I0pOB's YKPaiHU;

JIIT «J/lepxaBHU# EKCIEPTHHH LEHTP MiHnicTepcTBa OXOPOHH  3/I0POB'S
YKpainn»;

Kommanis TOB «ITTICEH FOKPEMH CEPBICI3».

T.s.0. 'ojxoBu

Onena BA3OBCBKA, Ten.(044) 422-55-75



