JEPXJIIKCIIYKBA
TIEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTAKAMU Y KIPOBOI'PAJICBKIH OBJACTI

By IIpeoGpaxercrka, 2, M. KponBHAILKHH, 25006, Ten/dake: (0522) 32-14-41,
e-mail: dls.kr@dls.gov.ua, https://www.dls.gov.ua, Kon €TPTIOV 37059505
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KepiBHHKaM Ta Y IOBHOBAKEHHM 0C00aM
ANTEYHAX TA MEAHYHHX 3AKJIANIB
Kiposorpaacbekoi obnacri

Jlo yaru YnoBHOBaXKeHHX 0Ci6!

Hapmaemo posmopsDkeHHs J{ep:kaBHOI cnyx6d VKpaiHy 3 JIKapCbKHX 3aco0iB Ta KOHTPOIIO
33 HApKOTHKAMH II0JI0 32a60poHH 00iry nikapcLKoro 3aco0y.

3a HASBHOCTI, BKA3aHHX Y PO3IOPAMKEHHI JIKapCHKUX zaco6iB, moBimoMuTH [epKaBHY
ciTyx0y 3 niKapchKHX 3ac00iB Ta KOHTPOJIO 33 HAPKOTHKAMH y KipoBorpaicekiit obnacti mpo
BOKHTI 3aXO0JM II0/I0 BUKOHAHHS PO3NOPS/KCHHA.

[HhopMAallilo Ha/laBaTH Ha NANePOBUX HoCisgX TOLITON, 3a afpecoro: ). IIpeobpadicencoka, 2,
m. Kponuenuywvkuii, 25006, 3 101aTKaMu:
a) IpH BMIIIeHH] B KAPAHTUH JI0JA€THCA Komis MpuOYTKOBOI HAKIAIHO];
6) IpH MOBEPHEHHI NOCTAYallbHUKY JONAI0THCSA: KOIIisl IpHOYTKOBOI HAKJIAJHOT,
KOIlis HAKJIaJIHOi Ha IOBEPHCHHA.

B) Y BMIAAKy Iepejadi BiIXONIB JIKAPCHKOIO 3aco0y Ha yruiizamiio abo 3HHUINCHHS,
v JIBOTHHEBHI CTPOK MoindopMyBaTi [lepikaBHy ciiyx0y 3 MiKapchKUX 3aco6iB Ta KOHTPOIIIO 3a
HapkoTHkaMi y KipoBorpasichkiii obiacti Ta HajaTH KOIIif0 MpHUOYyTKOBOI HAKIIA/IHOT.

[Ipy HACTYIHHX TIOCTABKAX JIKAPCHKHX 3ac06iB, BKa3aHHX Y PO3IOPSDKEHHAX, CYO’€KT
rOCHONAPIOBAHHS [OBUHEH BXHTH 3aXOMIB OO0 sanobiragEs npuabaHHd, peanmisauii Ta
3aCTOCYBAHHS JIIKAPCHKHX 3aC00iB, 3a3HAUECHHX y PO3MOPAUKCHHAX.

VY BHIAAKY BiICYTHOCTi JIKapCHKUX 3aco0iB, BKa3aHHX Yy PO3MOPADKCHHAX YU JIHMCTaX
JepxutikcimyxOu, BiANOBiAi B MHCEMOBOMY BUIJIS/Il HAABATH He MOTPIOHO.

OJHOYacHO HArajJyeMo, IO 3 PO3IOPSDKEHHAMHM Ta JHCTaMH JlepITiKCITyKOH MOXKHa
osHalfomuTHca Ha odiniiiHomy BebOcalTi [lepxaBHOl cyx6u YKpaiHu 3 JKapchKHX 3acoGiB Ta
KOHTPOMIO 32 HApKOTHKAMH (https://www.dls.gov.ua/) B pospimi PO3IOPAJKEHHA
JEPXIIIKCITYXBU.

Honartku:

1. Komist posmopsamkenus JepxapHoi cayxGu YKpaiHu 3 niKapchKHUX 3aco0iB Ta KOHTPOIIO 34
HapKOTHKaMH Bif 16.09.2025 Ne 630-001.1/002.0/17-25 Ha 1 apk.;

2. Komis posmopsipkeHns JlepxaBHoi ciyk6u YkpaiHH 3 NiKapchKuX 3ac06iB Ta KOHTPOIIO 3a
HapKOTHKaM¥ Bixl 16.09.2025 Ne 631-001.1/002.0/17-25 Ha 1 apk.;

3. Komnis posnopspkerss [lepxaHoi crmyk0d Ykpaihd 3 MiKapchbKHX 3aco0lB Ta KOHTPOMIO 33
HapkoTHKamu Bif 16.09.2025 Ne 632-001.1/002.0/17-25 na 1 apk.;

4. Komis posnopsupkenss JlepxapHoi cIyxOn YkpaiHu 3 NiKapchKUX 3ac06iB Ta KOHTPOIO 3a
HapkoTHKaMH Bifl 16.09.2025 Ne 633-001.1/002.0/17-25 na 1 apk..

HauanbHHEK CIyX0H Jlixis MTAH®IJIOBA

Ocranenxo Bamedruna 32 14 41 2% Mepacana c1yxGa 3 JiKapesKIX 3aco6iB Ta KOHTPOIO 34

SER yaproTiiam y Kipoporpancsxiif o6aicti
£5 Ned57-01.1/02.0/05.12-25 win 17.09.2025
=% KEIT: Mandinosa JI. B. 17.09.2025 12:06

Z4.2% 3FAAO2883SSEC00304000000B94F I FOOICBSD300



HEPXKABHA CJOYXBA YKPATHH 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(Jepxaixeayx6a)
npocnext bepecrelichkuit, 120-A, m, Kuis, 03115, tei/axc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kox E€APTIOY 40517815

Ha No BiX

KepiBHukam cy6’exriB
rocnojaproBaHHs, sIKi 3aliMalOTLes
peaJjizanicro, 30epiranusam i

32CTOCYBAHHAM JiKapehLKHX 32c06in

KepiBHukam TePUTOpiaAIbLHIX
oprauis Jep:xiikciy:x6u

PO3HOPSUKEHHS

BiamosigHo no Koncturynii Vkpainu, crarsii 15, 22, 55 3akoHy Ykpainu
«OcHOBY 3aKOHOKaBCTRA YKpainu PO OXOPOHY 340POB'sA», cTarei 15, 17, 21 3aKkony
Yxpainu "Tlpo nikapeski 3aco6u”, TTomoxeHHs npo Jlepxasuy cinyx6y Vkpainu 3
TMIKAapCBKUX 3aCO6IB Ta KOHTPOMIIO 33 HapKOTHKaMH#, 3aTBEPPKEHOI0 MOCTAHOBOIO
KabGinety Minictpis Vkpainu miz 12.08.2015 No 647, Ilopsiaky 3mificHenHs
ACPKABHOIO KOHTPOIIO SIKOCTI MIKapChKWX 3acO5iB, IO BBO3STECS B Ykpainy,
34TBEPILKCHOTO rocTanoBoo Kabinery MinicTpin Vipainu ix 14.09.2005 No 902,
1. 3.2.2 TIopsaaKy BCTAHOBJIEHHS 3a00pOoHM (TEM4acoOROL 3a00pOHHM) Ta MOHOBJICHHS
obiry nmikapcekmx 3acobiB Ha TEPUTOPIi VKpaiHH, 3aTBEpPIKEHOro HaKazoMm
Minictepcra oxoporu 310pos's Ykpainu Big 22.11.2011 Ne 809 (31 3miHamu),
3apeectposanoro MirictepersoM roctunii Yipainu Bix 30.01.2012 33 Ne 126/20439,
IlpaBun yrumizanii Ta 3HUmMEHHS JIKapChKHUX 34C06iB, 3aTBEPIKEHUX HAKAZOM
Minicreperaa 0xopony 300poB s Ykpainu i 24.04.2015 3a No 242, 3apEECTPOBAHOIO
MinicrepctBoM toctuuii Vipaiuu six 18.05.2015 za Ne 550/26995, Tlopsiaky
KOHTPOJIO fKOCTi JIKAapChKHX 3acobiB Mif 4ac OMNTOBOT Ta po3apibuoi TopriBmi,
3aTBEPIKEHOro Haka3oM MiHicTepcTBa 0xopoHu 310poB' g Ykpainu Bin 29.09.2014 Ne
677, 3apeectpoanoro MiuicrepcTom I0CTULIT YKpainu Bix 26.11.2014 Ne 1515726,
Ha IT1JICTaBl HAIXOHKEHHS MIDXHAPOHOTO HOBI JOMJICHHS BiJl PEryISTOPHOrO Oprany
Bpasunii Ne BR/Falsificaci0/382.1.0 IONI0 BUSEINCHHA B 00iry cepii 08 2024
danbcudikosanoro mikapcrkoro 3ac00y MOUNJAROQO® (tirzepatida), 15 mg/ml,
aCeNTHYHO 00pOGIeHi napeHTepaTbHi po3arHy Majoro 00'emy (P%M@iﬁﬁﬁ%%fa

KOHTPOJTIO 32
HapKOTHKaMH Y
KipoBorpachkiii
obmacTi
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08.2026), 3 mapkypaunsm BUpoOHKKa Razdo Social - BSP PHARMACEUTICALS
S.P.A.

3 Merow akTuBHOT NPOTUAIl HomMpeHHo JKApCBKHX 3ac0o6iB, LUISXH
HAIXOIDKEHHS Ta YMOBH 36epiranss skux HEBIJIOMi, BU3HAYMTH SKiCTE Ta OesreynicTs
AKUX HEMOXIIUBO, 3 OIVISIY Ha Te, IO Taka IPORYKUIA € HeBE3MEUHO0 Ta MOXKe HECTH
3arpo3y JKUTTIO Ta 37I0POB’ 10 HACEIIEHHS:

3ABOPOHSIO  peanisariro, 30epiraHns Ta 3acTocysamms cepii 08 2024
danscudikosanoro JiKapchkoro 3acoby MOUNJAROQ® (tirzepatida), 15 mg/ml,
ACCNTHYHO 00pob.aeni napenTepabhi PO3YIMHH MaJIOro 06'eMy, 3 MapKyBanHsIM
BHpoOHuKa Razdo Social - BSP PHARMACEUTICALS S.P.A.

Cy6’exram TOCIONaPIOBaHHS, SKi 3AiHCHICIOTE peamizanito, 36epiranus Ta
3aCTOCYBAaHHA JIKapChKMX 3acobis, HEBIIKNIANHO, micis OICPXKaHHS [[AHOTO
PO3MNOPSAKEHHS HepeBIpUTH HAsIBHICTH BKa3aHOI cepii JiKapChKOro 3ac00y BXHTH
3aXO0NM M0N0 BHIYYeHHA ii 3 06iry masxom BHUIICHHA abo IoBepHEeHHs
NIOCTAYaNIBHUKY, HPO 110 MOBi JOMUTH TePUTOPIaNbHUI Opran Hepxrikenyx6ow.

Y pasi 3HMINGHHA BigXOAiB 3a3HAYeHO] cepli  Jikapchkoro 3aco0y, B
ABOTHIXKHEBHH CTPOK HANPABUTH 10 TEPUTOPIAIBHOIO OpraHy Hepxiikenyx6u koriro
4KTa PO 3HAIICHHS BIIXOAIB JIKAPCHLKOro 3aco0y.

Kontpous 3a Buxonannsm nanoro POSIOPAIKEHHS 3IHCHIOIOTE TePUTOPiaibHi
opranu [Jlepxikcityx6u Ha Binmosimii TEPUTOPIL.

HeBukonanus nanoro POSHOPAIDKEHHSA TATHS 332 COGOO BiXIOBINANBLHICTE
3TiIHO YHHHOI'O 3aKOHO/aBCTBA Ykpainu.

Komii sanoro posnopsimkenns HalpaBJeHi:
Minicrepcreo oxoponn 300poB'st Ykpainu;
AT «/lepxaBHuii  excrepTHuix ueHTp MinictepeTBa  oxopouu 3[0pOB's

YKpainuy. -
-

/

T'osnoBa A Poman ICAEHKO

Onena BA3OBCLKA, Ten.(044) 422-55-76 (127)



JNIEP’KABHA CIYKBA YKPATHM 3 JTKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMU
(,D;epmnilccnymﬁa)

MPOCIIEKT Bepecreiicbkui, 120-A, M. Kuig, 03115, Ten/daxc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua, Kox CJIPTIOY 40517815

HaNe Bl

KepiBaukam cy0’exTiB
rocnogapioBanHs, AKi 3aAMalOTHCH
peaJisauiero, 30epiraHHsIM i

3acTOCY BAHHAM JIKAPCHKUX 3ac00iB

KepiBBHKaM TepUTOpiaJbHHX
oprasis Tepokikesy»0n

PO3MNOPSI/UKEHHS

BignopigHo A0 KoHcTuTyIlli YKpaiHH, crateit 15, 22, 55 3akoHy YKpaiHu
«OCHOBY 3aKOHOIABCTBA Y KpaiHU PO OXOPOHY 371070B's», cTated 15, 17, 21 3axoHy
Vxpaiau "Ipo mikapchKi 3acobu”, 11ojioxeHHs Tpo JlepskaBHy CIyXO0Y Vkpainu
3 MKapchKUX 3aco0IB Ta KOHTPOIIO 33 HApKOTHKaMH, 3aTBEPIDKEHOr0 [TIOCTAHOBOIO
Ka6inery MinicTpiB Ykpainu Bix 12.08.2015 Ne 647, Tlopsaxy 3MificHEeHHA
Jep)KaBHOTO KOHTPOITIO SKOCTi JIKapCBKMX 3acoDiB, IO BBO3ATHCH B Vxpainy,
3aTBEpP/IPKEHOr0 IIOCTAHOBOIO KaGinery MinicTpis Ykpainu BiX 14.09.2005 Ne 902,
. 3.2.2 [TopsiaKy BCTaHOBJICHHA 3a60poHN (THMYACOBOI 3a60pOHH) Ta TIOHOBJICHHS
06iry JiKapchKuX sacoGiB Ha TepurTopil VYKpaiHH, 3aTBEPKCHOIO HaKa3oM
MiHicTepcTBa OXOPOHHU 310poB's YKpaiHu Bift 22.11.2011 Ne 809 (3i 3MiHamMWu),
sapeecTpoBaHoro MiHiCTEpCTBOM rocrrnii Yxpains Big 30.01.2012 32 Ne 126/20439,
[MpaBun ytumizauil Ta 3HUIMCHHS miKapchKux 3acobiB, 3aTBEPIKEHMX HaKa3oM
MinicTepcTBa OXOPOHH 300pOB's  YKpaiHu Bin 24.042015 3a Ne 242,
3apeecTpoBaHOro MiHicTepCTBOM ocrumii Yxpaian sig 18.05.2015 3a Ne 550/26995,
Topsiaky KOHTPOJIO SIKOCTi TiKapChKHMX 3acobiB IMijl dac ONTOBOI Ta PO3ApPiOHOT
TOpriBiai, 3aTBEPIAKECHOTO HAKA3OM MisnicTepcr3a OXOPOHU 30pOB' S YKpaiHu
Bin 29.09.2014 Ne 677, 3apeecTpoBaHOro MiHiCTepCTBOM FOCTHIIIT Vkpaigu
Bin 26.11.2014 Ne 1515/26292, Ha MiACTaBi HaIXOKCHHA MIXHApOJHOTO
[IOBiJOMJICHHSL BijJl PEryIATOPHOTO Opramy bpasumii Ne BR/Falsifica¢do/381.1.0
0710 BHABJEHHS B 00iry cepii ACS1603 danbcidikoBaHOTO JTiKapcHKOro 3acoly
OPDIVO (nivolumabe), 40mg/4ml, acenTuiHo o5pobiieHi naggmeﬁﬁ%ﬁ;g%%ﬁﬁg
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Majoro o0'eMy, 3 MapKyBaHHAM pupobruka VETTER PHARMA-FERTIGUNG
GMBH & CO. KG.

3 METOI0 AKTHBHOI MPOTHAI MOUIMPCHHIO TiKapchKMX 3aco0iB, HLISXU
HAIXOMKeHHs Ta YMOBH 30epiraHHsa SKHX HeBijioMi, BU3HAYUTH aKICTh Ta
Ge3rmeuHiCTh SKAX HEMOXINBO, 3 OTJIANY Ha Te, 1o TaKa TPORYKILisl € Hebe3MeuHo
Ta MOYe HEeCTH 3arpo3y KUTTIO Ta 370pOB 10 HACETIeH s

3ABOPOHSIO peanizauito, 30epiranns Ta 3aCTOCYBaHHS Cepil ACS1603
danpcudikoBaHoro mKapceKoro 3acoly OPDIVO (nivolumabe), 40mg/4ml,
acenTH4HO 0GpOGIeHi HapeHTepaibHi PO3IHHHA MAJI0To 06'eMy, 3 MapKyBaHHIM
pupoonuka VETTER PHARMA-FERTIGUNG GMBH & CO. KG.

Cy6’exTaM TOCTIOAaproBaHi, aKi 3MIMCHIOIOTH peaiallo, 30epiraHHs Ta
3aCTOCYBAHHS JIKapCHKUX 3acoGiB, HEBIIKIA/AHO, TIC/s ONEPXKAHHA JAHOTO
PO3MOPAJDKEHHS nepeBipuTH HasBHICTD BKa3aHOI cepil JIIKapChKOTO 3ac00y BXXHUTU
jaxOmM WHOJ0 BwiydeHHs i 3 00iry NUIAXOM 3HMIICHHA ab0o MOBEPHECHHA
ocTaya bHUKY, IpO L0 MOBIIOMHTH TepUTOpianbHuil OpraH TepxikciyK0u.

Y pa3i 3HUILCHHA BiIXOMiB 3a3Had4eHOi Cepil JIKapcHKOro 3aco0y, B
JBOTHKHEBUM CTPOK HAmNpaBuTH 1O TEpUTOPiaILHOTO OpraHy JlepactikcmyKOu
KOIIifO aKTa MpoO 3HUICHHS BiIXOJIB JIKApCHKOro 3ac00y.

KOHTPOJIb 33 BAKOHAHHSAM JIAHOTO PO3TOPALKE HHST 3TifiCHIOIOTH TEPHUTOPiaIbHi
OpraHu TlepsKiikcryk0u Ha BiJIIOBiHiH TepUTOPIi.

HeBUKOHAHHS [AHOIO DO3MOPS/PKEHHA TATHE 33 coBO00 BiTIOBINAIBbHICTE
3riHO YMHHOTO 3aKOHO/ABCTBA VxpaiHu.

Komii ganoro po3nopsaKeHHA HaIpaBIeHi:

MiHicTepCTBO OXOPOHH 30pOB's Y KpaiHH;

M «JlepxaBHIH eKCIIEpTHHI TIEHTP MiHicTepcTBa OXOPOHH 3JI0pOB's
Vkpainmw. -

/ ///
L Poman ICAEHKO

ToJi0BA

Onena BA3OBCBKA, Ten.(044) 422-55-76 (127)



NEPKABHA CJIYKBA VKPAIHU 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH
(epsrnikeryx0a)

npocreKT bepecTeHchKmi, 120-A, m. Kuis, 03115, ren/daxc: (044) 422-55-T7, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kog €JIPTIOY 4051 7815

No Ha Ne Bif
Kepisunkam cy0’eKTiB
rocrojapioBaHus, SKi 3aiMalOTbhCs
peaJizamicio, 30epiraHHAM i
3aCTOCYBAHHAM JiKapcbKHX
3aco0iB

Kepisaukam TepuropiaJbHUX
oprauis Jepaikciyou

PO3IOPSKEHHS

Bimmosiguo g0 Kowcruryuii YKpaiH, crateit 15, 22, 55 3axoHy YKpaiHM
«OCHOBHY 3aKOHOJABCTBA YKpaiHU MPO OXOPOHY 310poB'sy, craredt 15, 21 3akony
Yxpainn «IIpo nikapchKi sacobuy, [lomoxenns npo [lepxaBHy cnyx0y YKpainu
3 TiKapChKUX 3aco0iB Ta KOHTPOJIO 33 HAPKOTAKAMH, 3aTBEP/’KEHOT'0 NIOCTAHOBOIO
Ka6inery Minictpis Vkpainu Bil 12.08.2015 Ne 647, Ilopsaaxy 3aificHeHHS
JepIKaBHOTO KOHTPO/IIO 32 SKICTIO JTiKapchKuX 3aco0is, 1110 BBO3ATECHA B Ykpainy,
3aTBEP/HKEHOTO TOCTAHOBOO Kabinety MinicTpiB YKpaiHu Bix 14.09.2005 Ne 902,
myukry 3.2.1 Tlopanxy BCTaHOBICHHA 3aGopolu  (THMUYACOBOI 3a0OpoHH) Ta
OHOBJIGHHS 06Iry NiKapchKHMX 3aco0iB Ha TepuTopil YKpaiHy, 3aTBEPIUKCHOIO
paxaszoM MiHicTepcTBa OXOPOHH 310pOB’A Viosalam Big 22.11.2011 Ne 809,
3apeecTPOBAHUM B MinicTepcti FoCTHLIl YKpaTHH 30.01.2012 Ne 126/20439,
TIopsAKY KOHTPOIIO AKOCTI MiKapchKUX 3acobiB mid wac onToBoi Ta po3ApiOHOI
TOPriBjli, 3aTBEPIXKEHOI0 HAKA30M MiuicTepcTBa OXOPOHU 370poB'ss  YKpaiHu
pig 29.09.2014 Ne 677, 3apeecTpoBaHMM B MinictepeTsi toctrllii YKpainu
76.11.2014 3a Ne 1515/26292, TlpaBun yTun3anii Ta 3HHLEHHS NTiKapChKUX 3ac001B,
3aTBEPKEHUX HaKa30M MiHicTepcTBa OXOPOHH ZIOPOB’S Vxpainu Bin 24.04.2015
No 242, 3apeecTpoBaHUM B MinictepeTsi tocTHI YKpaTHHA Big 18.05.2015 3a
Ne 550/26995, mna migcTasi  HaAXOJKEHHSI TEPMIHOBOTO TOBIAOMJICHHS

Bin 12.09.2025 Ne 471-01 2/03.0/06.11-25 JlepanHoi c1yx01 3 JIKapChKHX 3ac001B

UB HepxaBHa ciyx6a 3
JKapchKUX 3aco0iB Ta
KOHTPOJTIO 3a
M2 fepxnikenyxGa HapKOTHKaMH y
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Ta KOHTPOJIO 33 HApKOTHKaMH Y KuiBchKiii 06macTi CTOCOBHO HEBiAMOBIAHOCTI
sivoram MK$ 3a noxasnukami: «Omue» (pi3Huil KOJIP HOPOILIKY Ta BiJHOBJIEHOI
cychensii y (umaxoHax oxHiel cepii), «KilbkicHe BU3HAYCHHS» (3aHIDKeHNH),
«OHOpiAHICTE  1030BAHHX  OAHHHUDB» (zaprennit) cepii  KCSB24001
niKapchKoro 3acoby LEPMHAK®, mopommok s opanbHoT cycnensii, 100 mr/5 M,
1 p1aKoH 3 TOPOLIKOM JIIsi IPUTOTYBAHHA 100 M1 cycressii; mo 1 GraKkory 3 MIpHAM
CTAKAHYMKOM T4 MIPHOIO TOKKOI B KapTOHHIMA viakoBli, BupoOHmiTea Hekrap
JMaitdcaitaciz Jimiten-tOnit V1, Tamis (Ne UA/16758/02/01):

3ABOPOHAIO peaitizariro, 30epiraHHsI Ta 3aCTOCYBAaHHS
cepii KCSB24001 nikapcpKoro sacoby HIE@UHAK®, mopowok mis opaJbHOI
cycnensii, 100 mr/5 ma, 1 diakon 3 MOpOMIKON JId NPUrOTYyBAaHHH
100 mut cyenensii; o 1 d1akony 3 MipHUM CTAKAHYAKOM T2 MipHOIO JIOKKOI0 B
KapTOHHIl yNaKoBui, BHPOOHUUTB2 Hexrtap Jaiideaiincis Jimiten-FOnir VI,
Tugia (Ne UA/16758/02/01).

Cy6’ekTaM TroCITOaprOBaHHS, qKi 3AIACHIOITS Deanizauito, 30epiraHHs Ta
3aCTOCYBAHHS  BHIIC3a3HAIEHOTO nikapebkoro  3accOy,  HEBLIKIAHO, Ticis
oJepiKaHHs [JAHOTO PO3MOPATKCHHS, IepeBipuTH HA’BHICTh BKa3aHOI cepii
JHKapCHKOTO 3ac00Y, BIKUTH 3aX0/IU OO BITYHEHF iT 3 00iry IUISXOM MOBEPHEHHS
[1ocTa4anbHAKY/BUPOCHUKY abo SHUIIEHH:, Tpo 10 [IOBITOMUTH TEPUTOPIaIbHUN
opran JepxiikcnyxCu. Y pasi 3HMILCHHS BiAXONiE Ipenapary B IBOTIKHEBUH
CTPOK HAIpPaBUTH [0 TEPUTOPIaNbHOrO OpraHy JlzpoxnikcnyK0u KOmito axTa IIpo
SHULIEHHS BiIXOMiB IKapchKoro 3aco0y.

Konrpons 3a  BHKOHaHHAM  JaHOTO POMODSUKEHHA  3AIHCHIOIOTH
TepuUTOpiabHl OpraHy JlepKITiKcTy k6 Ha BIATOBi 1HIH TepUTOPIL.

HeBUKOHAHHS HAHOTO DO3IMOPSAIKEHHS TATHE 3a 0000 Bi/TIOBI JABHICTE
3rifHO 3 YUMHHMM 3aKOHOJABCTBOM Y KpalHH.

Komnii JaHoro po3nopsHKeHH HarpapJieHi:
MiHiCTEepCTBO OXOPOHH 30POB's VYkpainy, )
N1 «JlepkaBHuii €KCLIEPTHHH LEHTP Miy«’r’c"’Tepra OXOPOHU 3J0POB'S

Yxpaiany,
TOB «ABPHUJI GAPM».

Tosi0Ba Poman ICAEHKO

Hina YOPHEHDBKA, ten.(044) 422-55-76 (133)
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HAEP)KABHA CJIYIKBA YKPAIHU 3 JLIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM
(HAepxnikciryxoa)

TIPOCHeKT bepecTteiichbkuii, 120-A, m. Kuis, 031 15, Ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov.ua, Kon €PIIOY 40517815

Ha Ne BiJ

KepiBuukam cy0’exTin
rocnosaproBaHHs, sIKi 3alMalOTLCS
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3aCTOCYBaHHAM JIIKaAPCHKHX 32C00iB

KepiBnukam TEePUTOpiaNbHUX
opranis Jlep:kiikcayx6n

PO3MOPS IKEHHST

Binnosigno g0 Koucrutyuii Vkpainu, crareit 15, 22, 55 3akony Ykpainu
«OcHOBH 3aKoHOTAaBCTBA Ykpainu npo OXOpOHY 3/10LOB'sI», cTateit 15, 17,21 3aKoHy
Ykpaiuu "I1po nikapebki 3aco6u”, TTonosxeHHs npo Jlepxasry ciyx0y Ykpaiuu 3
JIKApCHKUX 3acO0iB Ta KOHTPOJIIO 33 HAPKOTHUKAMU, 3aTBEPIKEHOTO MOCTAHOBOIO
Kabinery Minicrpis VYkpaian Big 12.08.2015 No 647, Tlopsnky s3pilicHeHHs
ACPKABHOTO KOHTPOJIIO AKOCTi JKApChKUX 3acO6iB, 110 BBO3STHCS B Ykpainy,
3aTBEP/DKEHOTOo nocTaHoBoto Kabinery Minictpis Vipainu Bix 14.09.2005 No 902,
1. 3.2.2 IlopsiaKy BCTaHOBIEHHS 3a00pOHH (TUMUACOBOT 3a00POHM) Ta TIOHOBJIEHHS
o0iry Jikapcekux 3acobiB Ha TEpPUTOPii YKpaiiW, 3aTBEPIIKEHOTrO HaKa3OM
MiHictepcTBa 0xopoHn 310poB s Yxpaiau Big 22.11.2011 Ne 809 (31 3MmiHamm),
3apeectpoBanoro MinictepctsoM roctrwii Ykpainu Bix 30.01.2012 33 Ne 126/20439,
[lpaBun yrumizanii Ta 3HUIIEHHS JIKapCEKUX 3ac00iB, 3aTBEPIPKEHUX HAKa30M
MinicTepctBa  oxoponu 370poB'st  Vkpaind Bix 24.04.2015 33 No 242,
3apeecTpoBanoro MinicrepcTBoM foctuil Yipaitu 8ix 18.05.2015 3a Ne 550/26995,
Tlopsinky KoHTpOMIO siKOCTi JiKapchkux 3aco6is HiIl Yac ONTOBOI Ta po3apiéuoi
TOPIiBIli, 3aTBEPIKCHOTO HAKA30M Minicteperea oxoponu 30pOB' s YKpainu
Bin 29.09.2014 Ne 677, 33peeCTpoBaHOro MiHICTEPCTBOM  FOCTHIIIT Ykpaiuu
B1126.11.2014 Ne 151 5/26, Ha nTiicTaBi HAIXOMKEHHS MIXXHAPOIHOTO ITOBIIOMIICHHS
BiJ{ PETYIATOPHOIO Oprany Mekcuku Biz 03.09.2025 Ne 53/2025 mon0 BUSBIEHHS B
obiry cepiii  U18547, P08190 (anscudikosznoro JIiKapTBLKOﬁGPMW@?“
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DYSPORT® 500 U (clostridium botulinum type A toxin), posuun mns in’exmji,
(akon y Kapronsiii xopobi, 3 MapKyBaHHSM BUpOOHHKa Ipsen Biopharm Ltd.

3 METOI0 aKTHMBHOI MpPOTHAIT NOLIMPEHHK) JIIKAPCHKUX 3acO6iB, LIUTSAXH
HA/IXOIDKCHHS. Ta yMOBM 30€piraHHs SKMX HEBiOMi, BM3HAYMTH SKICTE Ta
Ge3neyHicTh SIKUX HEMOKIHBO, 3 O[Ty Ha Te, O TaKa MPOAYKIIS € HeGe3neuHoo
Ta MOXE HECTH 3arPO3y JKUTTIO Ta 310POB 10 HACETECHHS:

3ABOPOHSIIO peanizanito, 36epiranis Tta 3acrocyBaHHs cepiii U18547,
P08190 danscudixosanoro mikapcskoro 3acody DYSPORT® 500 U, posunn ans
iH’eknii, (iakoH y xapronmiii KOpoOIi, 3 MapKyBaHHSIM BUPOGHHKA Ipsen
Biopharm Ltd.

Cy0’exktaM rocmonapioBaHHA, sKi 3IiHCHIOITD peanizanito, 36epiranHsa Ta
3aCTOCYBAaHHS JIIKAPCBKHX 3aco0iB, HEBIIKIAHHO, Mmicis OJIEpXXaHHS JITaHOIO
PO3TOPS/KEHHS IePeBIPUTH HAABHICTD BKazaHoi cepii JIIKapCHKOTO 3ac00y BXKHUTH
3aXonu mon0 BMIyYeHHs ii 3 06iry HUISXoM 3HWINEHHS aGo [IOBEPHEHHS
TIOCTaYaIbHUKY, PO IO HOBIIOMHUTH TEPUTOPIANLHHUIN Opran Hepxnixciyxou.

Y pasi 3HHIIEHHS BiJXOMiB 3a3HAYEHOT cepii IiKapcpKoro 3acoby, B
ABOTHKHEBUH CTPOK HAMPABUTH [0 TEPUTOPIaNBHOrO oprany [lepxuikcnyx6u
KOIIIIO aKTa IpO 3HULICHHS BiIXOIiB JIKapCBKOT'0 3aC00y.

Koutpons 3a BukoOHanHIM MAHOTO  PO3MOPSI/DKEHHS  3iMCHIOIOTH
TepPUTOpiaibHi opranu Jepikcayx61 Ha BiAMOBIHii TepUTOpii.

HeBHKOHaHHS JTaHOTO PO3MOPS/PKEHHS TATEE 338 COGOIO BiATOBI TAJTbHICTH
3r1ZIHO YMHHOTO 3aKOHOIABCTBA Ykpainu.

Komii naroro posnopsmxenus HaIpagBJeHi:
MinicTepcTBo 0X0OpOHH 310poB's Ykpainu;
Al «[lepxaBHuii  excrepTHHiL neHTp MiHicTepcTBa OXOPOHH  3/[0pOB'S

YKpaiuu».
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