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KepiBaukam 1a YnoBHoBakeHHM 0cobam
ANTEeYHHX Ta MeIHYHHX 3aKJIa1iB
Kiposorpaacwkoi o6.1acTi

Jlo yBarn YnoBHOBa/KeHHX 0Cid!

Hanaemo posnopsypkensst JlepxaBHoi cyx6n YKpaiHH 3 J1IKapchKIX 3ac00iB Ta KOHTPO:TIO
32 HapKOTHKaMH I0/I0 3a60ponn obiry JikapcbKoro 3acofy.

3a_HasIBHOCTI, BKa3aHHX Y pO3NOPS/UKEHHI JIKapChKHX 3ac00iB, MOBLIOMHTH JlepkaBHY
cIyk0y 3 JMKapchKHX 3acOGiB Ta KOHTPOMIO 32 HapKOTHKaMH y KipoBorpazachkiit 0d1acti  mpo
BXKHTI 3aX0IH IOJ0 BHKOHAHHS PO3MOPAIKEHHS.

InpopMmanio HaTaBaTH Ha MaTePOBHX HOCIAX MOMITOO, 33 A;IPECOIO: eya. Ilpeodpasxcencora, 2,
m. Kponusnuysxuit, 25006, 3 nogaTkaMi:
a) IpH BMIIIEHHi B KADAHTHH 101A€Thes KOTIs MPHOYTKOBOI HAKIATHOI:
0) Ipu NOBepHEHHI MOCTAYANBHUKY J0JAI0THCH: KOMis npHOYTKOBOI HaKJIaIHOT;
KOIIis HAKJIAIHOI Ha IOBEPHEHHS.

B) Y BHIAJKy Tlepeiadi BiIXOJiB JIKApPCBKOrO 3aco0y Ha YTHII3aIiK0 _a00 3HHIIEHHS,
Y ABOTIKHEBHII CIPOK n0iHGopMyBati [lepikaBHy c1ykoy 3 JIKapChKHX 3ac001B Ta KOHTPO.IIO 3a
HapKoTHKaMH y KipoBorpaachkiii odnacTi Ta HaaaTH KO0 NpHOYTKOBOI HAKIaIHO!.

Ilpn HaCTYNHNX MNOCTABKaX TIKAPCBKHX 3acO0iB. BKA3AHIIX Y PO3NOPATARCHHAX. CVO €KT
TOCIIONAapIOBAHHS IIOBHHEH BKHTH 3aXOIiB IIOJIO 3amo0iraHHs NpILIOaHHS. peanizamii  Ta
3aCTOCYBAaHHS JIIKAPCHKHX 3aC00IB, 3a3HAYEHIX Y PO3TIOPSIKEHHSIX.

Y_BHDaaKy BIICYTHOCTI JiKapchKHX 3aco0iB. BKa3aHHX Y PO3IOPSUIKEHHSX Il JHCTaxX
Hepictikeinyx6n, BUIMOBIAI B NHCHLMOBOMY BHT/ISIi HaZaBaTH He MOTPIGHO.

OnHovacHO Haraayemo, IO 3 PO3NOPS/DKCHHAMH Ta JIHCTAMII JepAIKCTy KON MOKHA
O3HaHOMHTHCS Ha odimiifHomy BeGcaiiti [lepxaBHoi c1yK6H VKpaiHH 3 JKapchKHX 3aco0iB Ta
KOHTpomo 3a Hapkotnkamn  (https:/www.dls. govua’) B posaim PO3IOPSKEHHSA
HEPAJIIKCIIYIKBH.

Jlonarku:
1. Komist posnopsmxenns JlepkaBHoi cityxon Ykpaini 3 JTKapChKHX 3aC00iB Ta KOHTPOITIO 3a
HapKoTHKamH Bi1 11.09.2026 Ne 433-001.001/002.0/17-26 Ha | apkK.;
2. Komist posnopsvkeHns JlepkaBHoi cryk6n YipaiHi 3 TKapchKNX 3ac00iB Ta KOHTPOITIO 3a
HapkoTHKamH B11 11.09.2026 Ne 434-001.001/002.0/17-26 Ha | apKk.
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Ne Ha Ne BIJL
KepiBHukam cy0’exTiB
rocnoJaproBaHHA, sIKi 3aHMalTbeA
peaJiizauicio, 30epiraHHAM i

3aCTOCYBAHHSAM JIiIKAPCHKHX 3ac00iB

Kepisnukam TepPUTOPIaAIbHHX
oprauiB [lepaikeayxoun

PO3ITOPSIJDKEHHS

BinnosinHo mpo Konctutynii Vkpainu, crareit 15, 22, 55 3akony Ykpaiuu
«OCHOBH 3aKOHOJABCTBA YKpaiHU IPO OXOPOHY 370poB's», cTarel 15, 21 3akony
Yxpainu «IIpo nikapceki 3acodu», lonoxenus npo Jlepxapny cnyxk6y Yipainu
3 IIKapChKMX 3aC00IB Ta KOHTPOJIIO 32 HAPKOTHKAMH, 3aTBEP/KEHOrO IIOCTaHOBOO
Kabinery MinictpiB VYkpainu Binm 12.08.2015 Ne 647, Tlopsaaky 3ailicHEeHHS
AI€PIKaBHOIO KOHTPOIIO 3a AKICTIO JIIKAPCHKMX 3aco01B, 110 BBO3ATHECS B YKpaiHy,
3aTBEpKEeHOro nocraHoporo Kabinety MinicTpiB Ykpaiuu Big 14.09.2005 Ne 902,
nyHkry 3.2.1 Tlopsaxky BCTaHOBIEHHA 3a0OpoHH (TMMYacoBOi 3a0OpOHH)
Ta TIOHOBJIEHHSI 00Iry JIKapChbKMX 3ac00iB Ha TepuTopil YKpaiHw, 3aTBEpIKEHOro
Haka3oM MiHicrepcTBa OXOpPOHH 340poB’st Ykpainu Bim 22.11.2011 Ne 809,
3apeecTpoBanuM B MiHicTepeTsi roctunil Ykpainu 30.01.2012 No 126/20439,
[Topsiziky KOHTpOMIO SKOCTi JiKapchbKUX 3aco0iB Miji yac onToBoi Ta po3apiGHOT
TOpIriBil, 3aTBEPPKEHOTO Haka3oM MIiHICTEpPCTBA OXOpPOHHM 310poB'S YKpaiHu
Bix 29.09.2014 Ne 677, 3apeecTpoBaHMM B MinicTepeTsi roctunii  Ykpainu
BiZ 26.11.2014 3a Ne 1515/26292, TIpaBun yTumnizauii Ta 3HHIIEHHS JiKapChKHX
3ac001B, 3aTBEPIKEHMX Haka3oM MIHICTEpCTBA OXOPOHM  3/[0pOB’s VYkpainu
Bin 24.04.2015 Ne 242, 3apeectpoBanuM B MinicTepeTsi 1octuiii  Vkpainu
Bin 18.05.2015 3a Ne 550/26995, na migcTaBi Hamxo[KeHHs Ha MiACTaBi
HanxomkeHHs iHdopmanii Bin JI1 «llenTpanssa nabopatopis 3 aHamisy sKocTi
NIKapChKUX 3aco0iB i Meau4HOi mpomyKuit» (muctu Bim 28.08.2026 Ne 2/1103,
Big 02.09.2026 No 2/1126), HeratuBHOro cepTH}iKaTy aHani%% BiJi[I 27.08.202
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nokasHukoM «CrupanieTs» cepii 1004650 nikapcskoro 3acoby ACKOLIMH®,
TaOJIeTKH *KyBanbHi; 1o 10 Tabnetok y cTpuri; no 10 cTpuIIiB y KapTOHHI# ynakoBii,
upobHurea KYCYM XEJITXKEP TBT JITH, Iunis (peectpariiiine nocsig4eHHs
Ne UA/10673/01/01):

3ABOPOHSAIO peanizauito, 30epiranHs Ta 3actocyBanHs cepii 1004650
nixapcekoro 3acoby ACKOLIMH®, Ttabaerxku skyBanbhi; mo 10 Tabaerok y
crpunmi; mo 10 crpuniB y kaproHHiii ynakoBui, BupoOHuursa KYCYM
XEJTXKEP IIBT JIT/, Inais (peecTtpauifine nocBinuennst Ne UA/10673/01/01).

Cy6’extaM rocrnonapioBaHHs, SKi 3AIHCHIOIOTH peanizaiiio, 36epiranHs
Ta 3aCTOCYBAHHs JIKAPCBKMX 3ac00IB HEBIAKMAAHO, TICHS OJIEPXKAHHA JaHOIO
pO3MOPAMIKEHHSs, EPEBIPUTH HAsBHICTh BHIIIE3a3HAYECHOI Cepil JIiKapchKoro 3acoby,
BKUTH  3aXOAM  IIOJO BWIYYeHHs 11 3 00Iry LUIIXOM  TOBEPHEHHS
MoCTa4yalbHUKY/BUPOOHMKY ab0 3HHUILEHHS, IIPO IO MOBIJOMHUTH TEPUTOPialbHHA
opran /[lepxnikcayx6u. Y pasi 3HHUILUEHHs! BIIXOMAIB Mpenapary B JBOTHKHEBH
CTPOK HAaMpaBUTH [0 TEPUTOPIaNbHOrO opraHy Jlepiiikcmyx6u Komito akra mpo
3HHIIEHHA BIAXOMIB JiKapchKoro 3acoby. [Ipi HACTYNHHMX MOCTaBKax JiKapChKOIO
3ac00y Cy0’€KT rocrnoJapioBaHHs TMOBHHEH BXWTHM 3aXOMiB LIOAO 3arobiraHus
npuadaHHio, peanizalii Ta 3acTOCYBaHHIO cepil JIikapchbKoro 3aco0y, HaBeIeHO! B
JAHOMY PO3INOPSKEHHI.

KoHTpoub 32 BUKOHAHHAM JaHOTO PO3HOPSIKEHHS 3/1iiCHIOIOTE TEPUTOpiaIbHi
opranu [lepxkmikciy»Ou Ha BIAOBIAHIN TepuTopii.

HeBukoHaHHA [JAHOTO PO3MOPSKEHHS TATHE 33 COOOI BiNTOBINANBHICTS
3T1ZIHO 3 YHHHHM 3aKOHOABCTBOM YKpaiHu.

Konii gaHOro po3nopsikeH s HanpaBieHi:
MiHicTepcTBO OXOPOHHU 3/10pOB'st YKpaiHHu;
Al «JlepxaBuuii  ekcrniepTHHHl LeHTp MiHicTepcTBA OXOPOHH 3I0POB's

YKpainny; !
TOB «KYCYM». \\\

I'onoBa nikBimauiiinoi komicii ¢\ Tapac IIPOHIB

Onena BA3BOBCBKA, ten.(044) 422-55-76 (127)
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Ne Ha No B[
KepiBHukam cy6’ekTiB
rocnoJaproBaHHs, siKi 3aliMalOThbCs
peaJizauiero, 30epiraHHsM i
3aCTOCYBAHHAM JIKapChKHUX
3ac00iB
KepiBHnkam TEPHTOPIATILHHX

oprauis Jlepxiikcayxou

PO3MOPSI)KEHHS

Bimnosigno no Koucrurynii Ykpaiuu, crateit 15, 22, 55 3akony VYkpaiuu
«OcHOBH 3aKOHO/IaBCTBA Y KPalHHU PO 0XOPOHY 3J0pOB's», crateit 15, 17, 21 3aKoHy
Yxpaiuu «Ilpo nikapceki 3aco6u», TTonosxeHHs TIpo HepxaBHy crnyx0y Ykpainau
3 JIKAPCBKMX 3aCO0iB Ta KOHTPOJIIO 32 HAPKOTHKAMH, 3aTBEPIKEHOIO MOCTAHOBOIO
Kabinery MinictpiB VYkpainu Big 12.08.2015 Ne 647, [opsinky 3milicHeHHs
JCPHKaBHOTO KOHTPOJIKO SKOCTI JIIKAPCHKUX 3aco0iB, 110 BBO3ATHCH B Ykpainy,
3aTBEP/DKEHOro nocraHoBoto Kabinety MinicTpis Ykpainu sin 14.09.2005 Ne 902,
myHKTy 3.2.2 llopsaky BCTaHOBIEHHs 3a60poHM  (THMYAcoBOI 3a00pOHH)
Ta IOHOBJEHHS O0Iry JiKapChbKHX 3acobiB Ha TepuTopii YkpaiHw, 3aTBEPIKEHOTrO
Haka3oM MiHicTepcTBa OXOPOHH 310poB’s Ykpainu Big 22.11.2011 No 809
(31 3MiHamu), 3apeecTpoBaHoro MiHicTepcTBOM FOCTHIL Ykpainu Big 30.01.2012
32 No 126/20439, TMopsaxy KOHTPOIKO SKOCTI JTiKapchKHX 3aco6iB MiX Yac ONTOBOT
Ta PO3APIOHOI TOPriBIli, 3aTBEPIKEHOTO HAKA30M MinicTepcTBa OXOpOHH 3M0POB'S
Ykpainu Bizt 29.09.2014 Ne 677, 3apeecTpoBaoro MinictepcTBoM focTrLii YkpaiHu
Bif 26.11.2014 3a Ne 1515/26292, Ilpasun YTUNi3auii Ta 3HUIIEHHS JKApCHKHX
3ac00iB, 3aTBepIKEHMX Hakazom MinicTepcTsa OXOPOHHU 310poB’st Ykpaiuu
Bin 24.04.2015 Ne242, 3apeecTpoBanux MinictepcTBOM  tocTulii  Ykpainu
Bim 18.05.2015 3a Ne 550/26995, wa mimcTaBi HamXOKEHHS MI)KHapOJHOTO
MOBIZIOMJICHHS! BiZl PETYNSTOPHOro oprany bpasunii Ne BR/ Falsificacdo/453.1.0
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DYSPORT® 500 U (Botulinum toxin type A), niodinizoBanuii MopoImoK,
3 MapKyBaHHsM [psen Farmaceutica Ltda.

3 METOK AaKTHUBHOI MPOTHAIl TOUIMPEHHIO JKapChKUX 3aco0iB, IIIAXH
HaJXOJUKEHHS Ta YMOBM 30epiraHHs SKMX HeBiIOMi, BH3HAYMTH SKICTh Ta
Oe3MneyHICTh SIKUX HEMOXIIUBO, 3 OIJIS/Y Ha Te, 10 Taka NPOayKiis € Hebe3neyHor
Ta MOYE HECTH 3arpo3y JKUTTIO Ta 3JJ0POB 10 HACEJIEHHS:

3ABOPOHSANO peanizauito, 30epiranHs Ta 3actocyBaHHs cepii P08193
danbcudikosanoro nikapeskoro 3acoby DYSPORT® 500 U (Botulinum toxin type
A), niodinizoBaHui NMOPOWIOK, 3 MapKyBaHHAM Ipsen Farmaceutica Ltda.

Cy6’exTam rocrnopjaploBaHHs, sKi 3JIHCHIOIOTH peaizailito, 36epiraHHs Ta
3aCTOCYBaHHs JIIKAPCBKMX 3aco0iB, HEBIAKIAAHO, IICNs OJep)KaHHS JaHOTO
PO3MOPAIKEHHS EPEBIPUTH HAsBHICTh BKa3aHOI cepil JIIKAPCHKOTO 3aC00y BKUTH
3aXO[M [IOJO BHIYYEHHs 1i 3 00Iry LUIAXOM 3HHUILEHHS ab0 TMOBEpHEHHS
MOCTa4albHUKY, [TPO 110 MOBIAOMUTH TEPUTOPIaAIbHUE opraH Jepikiikcinyxou.

Y pasi 3HMIIEHHS BIAXOHIB 3a3HaueHol cepii Iikapcekoro 3acoby, B
ABOTHXKHEBHM CTPOK HANpaBMTH 10 TEpUTOpIialbHOTO oprany Jlepikiikciyxou
KOTIIO aKTa [IPO 3HUILEHHS BiJXO/IiB JIKapChKOro 3aco0y.

KonTposnb 3a BUKOHaHHAM JJaHOTO PO3NOPSKEHHS 3/1iCHIOIOTH TEPUTOPiaNbHi
oprauu [lepiikcity»Ou Ha BIAMOBIIHIHN TepuTOpIi.

HeBukonaHHs [aHOTO pO3MNOPSPKEHHsI TATHE 3a COOOI0 BiAMOBIZANBHICTD
3riIHO YHHHOTO 3aKOHO/1aBCTBA VYkpainu.

Komii naHoro po3nopspkeHHs HanpasiieHi:
MiHicTepcTBO OXOPOHU 3A0pOB'ss YKpaiHuy;
AIT  «/lepxaBHUll eKCHIEpPTHUH LEHTp a_MiHi(_:Tei)'CTBa OXOPOHHU  3J/I0pPOB's
Ykpaiamy. “‘

I'oroBa aikBiganiiiHoi Komicii \ | Tapac [IPOHIB

Onena BJ3OBCBKA, Ten.(044) 422-55-76 (127)



