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TIEP’KABHA CJIYKBA 3 JIIKAPCBKHUX 3ACObIB
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KepiBHHKAM Ta YTIOBHOBa’KeHHAM ocobaM
anTevHHX Ta MEIUTHHX 3aK1aliB
Kiposorpaacbkoi o6aacTi

Jlo yBaru YoBHOBaXKeHHX 0ci6!

HazmaeMmo posmopsukeHHs JlepiaBHoi CITy)OH YKpaiHIl 3 JNTiKapchKHX 3ac00iB Ta KOHTPOIIO
3a HapKOTHKAMH II0JI0 3a60poHu 06iry Jikapcbkoro 3acoby.

3a HASBHOCTI, BKA3aHUX y DO3NOPSUKCHHI NIKApCHKHX 3acoOiB, noBigoMutn [lepxaBHy
cryx0y 3 JiKapchKuX 3acobiB Ta KOHTPOJIO 32 HAPKOTHKaMH y KipoBorpajicekiii obnacTi Opo
BKHTI 3aX0JH IIOX0 BUKOHAHHS PO3MOPAIKECHHS.

TrcopMaIlito HaIaBaTH Ha NANIEPOBHX HOCIAX TIOIITO, 3a aIpecolo: 6. IIpeodpasicercoKa, 2,
M. Kponuenuuyskuii, 25006, 3 1o1aTKaMi:
a) [IpH BMillIeHH] B KAPAHTHH TOJA€THCS KOs npuOyTKOBOI HAKJIAIHOI,
6) IIpH [OBEpHEHH] I0CTAYATLHAKY JOAKTHCS: KOs NPHOYTKOBOT HAKIIAIHOL,
KOTIis HaKJaJHOI Ha NOBEPHEHHA.

B) y_BHOAIKY Mepefadi BiIXOMiB JIKApChKOro 3acoby Ha yTumizauiio abo 3HMINEHHS,
y JIBOTIDKHEBHIT CTPOK noiHdopmysat JlepxaBHy cIyx0y 3 JKapChKHX 3aco0iB Ta KOHTPOJIO 32
HapkoTHKamu y KipoBorpajchkiit 06:1acTi Ta HalaTH KOTiO NpHOYTKOBOI HAKIAIHOIL.

TIpy HACTYNHHX IOCTABKaX JIKapchKHX 3aco0iB, BKA3AHHX Y POSMOPSIKEHHAX, cy0’€eKT
OCMOAAPIOBAHHA TOBHHEH BXHTH 3aXOMiB INOJIO 3anmobiragHs OpuaGaHHA, peamizamii Ta
3aCTOCYBAHHA JIKApCHKIX 3aC00iB, 3a3HAYCHIX Y PO3MOPAUKEHHAX.

Y BHNOAAKY BiICYTHOCTiI JHKAapChKHX 3aco0iB, BKa3aHHX Y PO3MOPSUKEHHAX i JHICTAaX
Jlepikcyx0On, Biamonini B nucbMOBOMY BHUIISUT HAAaBaTH He NOTPifHO.

OJHOYACHO HAragyeMo, LIO0 3 PO3NOPA/DKCHHAMH Ta JIHCTaMH JIepATIKCITY)KOH MOXKHA
o3HajffomnTHCs Ha odimifiHomMy BeGeaiiti JlepkaBHOI cIyxOH YKpaiHH 3 NiKapChKHX 3aco0IB Ta
KOHTPOJIO 33 HAapKOTHKaMH (https://www.dls.gov.ua/) B  po3aull PO3MOPAKEHHA
JEPXJIIKCIIY2KBH.

JonaTku: -
1. Komist posmopskeHHs JlepKaBHO1 ciyx0n YKpaiHH 3 JIKapChKIX 3ac001B Ta KOHTPOJIIO 33
HapKoTHKaMH Bi1 27.08.2026 Ne 412-001.001/002.0/17-26 Ha 1 apK.;
2. Kormis posnopsokeHHs [lepxkaBHoi ciry )01 YKpainH 3 JIKapCHKHX 3ac001B Ta KOHTPOIIO 32
HapKoTHKaMH Bif 27.08.2026 Ne 413-001 .001/002.0/17-26 Ha 1 apK..
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JEPKABHA CIYXBA YKPAIHU 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU
(depsxiikciy:x0a)

npocnekt bepecteiicbkuii, 120-A, m. Kuis, 03115, ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua
https://www.dls.gov.ua, Kon €JIPTIOY 40517815

No Ha Ne BiZ
KepiBaukam cy6’exTIB
rocrnojapoBanHs, AKi 3alMa0TbCs
peaJtizauicro, 30epiraHHAM i
32CTOCYBAHHAM JiKapChbKHX
3ac00iB
KepiBunkam TepUTOPiaIbHHUX

oprauis Jdep:aikciryou

PO3ITOPS/UKEHHS

Binmnosiguno no Koscruryuii Ykpainu, crarei 15, 22, 55 3akoHy YkKpaiHu
«OCHOBH 3aKOHOIaBCTBa Y KpaiHH PO OXOPOHY 310pOB's», cTatedt 15,17, 21 3aKonHy
Yxpainu «[Ipo sikapchki 3aco6u», ITonoXeHHS Mpo Jlepxapry ciryx0y Ykpaiuu
3 NiKapCHKHX 3ac00iB Ta KOHTPOJIO 32 HAPKOTHKAaMU, 3aTBEPIUKCHOrO NOCTaHOBOK
Kabinery MiHicTpiB YKpaiHu Bim 12.08.2015 Ne 647, Tlopsaky 3aifcHeHHs
JIEPKABHOTO KOHTPOJIIO SIKOCTI JiKapChKHX 3aco0iB, 10 BBO3ATbCA B YKpaiHy,
3aTBEPKEHOr0 rocraHoBor KabiHeTy Misictpis Ykpainu Bix 14.09.2005 Ne 902,
nynkry 3.2.2 [Ilopanxy BcTaHOBIEHHS 3a6opoHK  (TUMYacoBoi 3abopoHK)
Ta TIOHOBIEHHS 00iry JiKapchKMX 3acofiB Ha TEpUTOPIi YKpaiHH, 3aTBEPKCHOTO
Haka3oM MiHicTepcTBa OXOPOHHU 3gopos’s VYkpaimum Bix 22.11 2011 No 809
(31 3MiHaMu), 3apeecTpoBaHoOro MiHiCTEpCTBOM foctuiii Ykpainu Big 30.01.2012
3a No 126/20439, IlopsaaKy KOHTPOJIO SKOCTI JIIKAPCHKUX 3aco0iB Mmij Yac OIITOBO]1
Ta po3piGHOI TOPTiBIi, 3aTBEP/DKEHOI0 HAKa30M MiHicTepcTBa OXOPOHH 30POB's
Yxpainu Bix 29.09.2014 Ne 677, 3apeecTpoBaHoOro MinicTepcTBOM IOCTHIIIT YKpaiHu
Bim 26.11.2014 3a Ne 1515/26292, TIpaBun yTwuiisauil Ta 3HHIICHHS JIKapChbKUX
3ac06iB, 3aTBep/KEHMX HakasoM MiHicTepcTBa OXOpPOHM 3M0poB’s  YKpaiHu
pin 24.04.2015 Ne242, 3apeectpoBaHMX MIHICTEPCTBOM focTHIi  YKpaiHu
Bix 18.05.2015 3a Ne 550/26995, na MmicTaBl HAAXOMIKEHHS MIDKXHAPOJHOIo
[TOBiJIOMJIEHHS Bijl peryJjstopHoro opradgy TypedduHH LIOIO BUSBICHHI B o0iry
cepil/it 2032307 danscudikoBaHuX JIKaPCHKUX 3aco0iB 3 MapKyBaHHIM BHPOOHHKA

BSP Pharmaceuticals S.p.A., Latina Scalo, ITanis. UB  [lepxana ciysk0a 3
JNKapCbKUX 3aco0iB Ta
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3 MeTOI0 aKTWUBHOI MpPOTHIil TNOMIMPEHHIO JIKAapCBKMX 3aco0iB, MLIAXH
HaIXOMKEHHA Ta YMOBHM 30epiraHHd SKHX HEBiOMi, BHU3HAYHTH SKICTH Ta
Oe3reunicTh IKUX HEMOKITHBO, 3 OITISIY Ha Te, W0 Taka MPOAYKIUS € HeGe3neuHor
Ta MOXC HECTH 3arpo3y XHUTTIO Ta 3/I0POB O HaCeIeHH:

3ABOPOHSIIO peaJizaiiiio, 30epiranHs Ta 3aCTOCYBaHHs
¢panbendikoBanux  JikapebkHX  3ac06iB, 3 MapKyBaHHSAM ~ BHPOOHHKA
BSP Pharmaceuticals S.p.A., Latina Scalo, ITaxis (¢poto nonaroTscs):

- cepii 2032307 mixapcekoro 3acoby MOUNJARO (Tirzepatide),
5 mg/0.5 ml, pozunn A5 in'exniii, praxon 3 ogHOpazoBoIO 703010 Y NAYN;

- cepii 2032316 nikapcekoro 3acoby MOUNJARO (Tirzepatide),
15 mg/0.5 ml, pozyun ans in'exnii, ¢piakoH 3 0HOPAZ0BOI0 03010 Y NAYII.

Cy6’ekram rocmogaproBanHns, sKi 3AIMCHIOIOTH peanizaliio, 30epiraHHs Ta
3aCTOCYBaHHS JIKapChKUX 3aco0iB, HEBiAKIagHO, Micis OJICpXaHHS JIaHOTO
PO3MOPSKEHHS IIEPEBIPUTH HAsABHICTh BKa3aHUX Cepiil JIIKApCHKUX 3ac00iB, BIKUTH
3aXOAM INOAO BHWIYYECHHA iX 3 0OIry IIISXOM 3HUIIEHHS a00 HOBEPHEHHS
MOCTaYAIIBHUKY, PO 110 IOBIJOMHTH TePUTOpiabHIM opraH JlepxkIikcyx6u.

V' pasi 3HUINEHHS BIAXOMIB 3a3HAYEHHX Cepill JIKAPCHKUX 3acobis,
B JBOTI)KHEBHH CTPOK HAIPaBUTH 10 TEPHUTOpIaNbHOTO oprany Jepxiikciyx6u
KOIIIIO aKTa MpOo 3HUIIEHHS BIIXO/IB NIKAPCLKUX 3aC00iB.

KoHTponr 3a BUKOHaHHSAM  JIaHOTO  PO3MOPSUKEHHS  3J1iHCHIOIOTH
TEPUTOpianbHi oprau JepxitikeTyOu Ha BimoBiAHii TepuTopii.

HeBUKOHAHHS JaHOTO PO3MOPSUKEHHS TATHE 3a COGOI BiAMOBINATBHICTE
3riIHO YNHHOTO 3aKOHOJABCTBA YKpaiHH.

Komnii 1aHoro po3nopsiJUKeHHs HalpagieHi:
MiHicTepcTBO OXOpPOHM 3[0pOB's YKpaiHu;

HIT «/lepxaBHuii eKcrepTHUH ueHTp MiHiCTepcTBA OXOPOHH 3J0POB'S
Vkpaiamy. i

T'osi0Ba sikBinaniiinoi komicii Tapac IIPOHIB

Onena BA3OBCBKA, ten.(044) 422-55-76 (127)
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AEPKABHA CJIY)KBA YKPATHHU 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU
(Mepxmikeayx6a)

npocnexT bepecreiichkuii, 120-A, m. Knie, 031 15, Ten/daxc: (044) 422-55-77, e-mail: dis@dls.gov.ua,
https://www.dls.gov& Koa €IPTIOY 40517815

Ne Ha Ne BiJ
Kepieunkam cy0’ekTiB
rocnoaaproBanHs, siki 3alMaOTbCS
peaiizanicio, 30epiranusam i
3aCTOCYBaAHHAM JKAPCHKHX
3ac00iB
Kepinukam TepHTOpiaAILHUX

opranis [Aep:kiikcay:x6u

PO3NOPSIIXKEHHS

Bianosigao no Koneturynii Vipainu, crareii 15, 22, 55 3akony Ykpaiuu
«OCHOBH 3aKOHOHABCTRA Yxpainu npo oxopony 310pOB's», cTareii 15, 17, 21 3akony
Ykpaian «IIpo Jikapcski 3acobm», [lonoxenns mpo [lepkasHy ciryx6y Yxpainu
3 JIKapChKUX 3aco0iB Ta KOHTPOJIIO 32 HAPKOTUKAMH, 3aTBEPKEHOrO MOCTAHOBOIO
Kabinetry Minictpis Yxpainu Bixm 12.08.2015 Ne 647, Tlopsnxy 3nilficHeHHSs
ACPXKABHOIO KOHTPOIFO SAKOCTi JHKAPCHKMX 3aco0iB, 1[0 BBO34THCH B Ykpainy,
3aTBEPIPKEHOTO NOCTaHoBoI0 Kabinety Minictpis Vipainu Bix 14.09.2005 Ne 902,
OyHKTY 3.2.2 TlopssKy BCTAHOBIICHHS 3a00pOHH  (THMYacoBoi 3a00pouw)
Ta TIOHOBINICHHS O0Iry JiKapchbkux 3acoGiB Ha TepuTopii YKpaiHu, 3aTBepmkeHOro
HakazoM MiHicTepcTBa 0XOpoHH 3M0pOB’st Vkpainu Bim 22.11.2011 Ne 809
(31 3minamm), 3apeectpoBanoro MinicrepctBoM 1ocTHmii Ykpainu Big 30.01.2012
3a Ne 126/20439, Iopsaky KOHTPOJIIO SIKOCTI JTiKapChKUX 3ac06iB Mif Yac onToBo]
Ta po3/piOHOT TOPriBil, 3aTBEPIKEHOTO HAKAZOM MinictepcTBa oxoponu 3[I0POB'st
Ykpaiuu Bix 29.09.2014 Ne 677, 3apeecTpoBaHoro MiHicTepcTBoM focTuIii YKpainu
Big 26.11.2014 3a No 15 15/26292, TipaBmi YTHI3anii Ta 3HUIMIEHHS JKapCHKUX
3aC00iB, 3aTBEPIKEHHX HAKA30M Minicrepcta  oxoponu 300pOB’s  YKpaiHu
Bin 24.04.2015 Ne 242, 3apeecTpoBanuX MiHiCTepcTBOM  fOCTHII] Ykpaiau
Bix 18.05.2015 3a No 550/26995, ma mincrasi HaZXOIUKEHHST MIXHAPOLHOTO
TIOBITOMJIEHHS Bij perynsropHoro oprady bpasunii Ne BR/ Falsifica¢d0/450.1.0
IIOA0 BusABNEHHS B 06iry cepii 955010 danscudikoparoro niK@ECLKgg@Ka%am@}Mas
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MOUNIJARO (tirzepatide) Smg/ml, acenTuunuii NapeHTEPaJIbHUNA PO3UYHH MAJIOro
00’emy, 3 MapKyBaHHsAM Bupo6rHKa ELI LILLY AND COMPANY.

3 MeTOI0 aKTMBHOI NPOTHAIT MOUIHPEHHIO NKapChKUX 3aC00iB, LLIAXH
HalIXOJUKCHHS Ta yMOBHM 30€piraHHd SKHMX HeBiZOMi, BUSHAYUTH SKICTH Ta
Oe3neuHiCTh SKUX HEMOXITHBO, 3 oIy Ha Te, L0 TaKa HPOAYKIIIA € HeOe3MeYHOI0
Ta MOJKE HECTH 3arpo3y XHTTIO Ta 3/I0POB 10 HACEIeHH:

3ABOPOHSAIO peanizayito, 30epiraHHst Ta 3acToCyBaHHs cepii 955010
danbcudikoBanoro aikapcbkoro 3acody MOUNJARO (tirzepatide) Smg/ml,
ACeNTHYHHI NapeHTepaIbHUI PO3YHH MAJOIO 00’eMy, 3 MapKyBaHHSIM
BupoOHuka ELI LILLY AND COMPANY.

Cy0’eKkTaM TOCITONApIOBAHHS, SKi 3MIHCHIOIOTH peanizauiro, 36epiranHs Ta
3aCTOCYBaHHs JIIKApCBKMX 3aco6iB, HEBiNKIAAHO, mic/s OJIEP)KaHHS JaHOI'O
POSTIOPS/DKEHHS TIePEBIPUTH HASBHICTD BKa3aHOI cepii JKapChKOTO 3ac00y BIKUTH
3aX00U IOJO 'BnnyquH;I fi 3 ob6iry HUIAXOM 3HHIICHHS abo ITOBEpPHEHHS
TIOCTA4ANIBHUKY, PO LI0 NOBIJAOMHTH TEPUTOPIaNbHUI OpraH Hepxmikenyxou.

Y pa3si 3HUINEHHS BiXOAIB 3a3HAYEHO] cepii mikapcekoro 3acoby, B
ABOTH)XHEBUH CTPOK HANPABUTH N0 TEPHTOPIaILHOIO oprany Jepxumikcayx6u
KOMI0 aKTa MPO 3HUIIEHHS BiIXOJiB JIKapChKOro 3acofy.

KOHTpOIIb 32 BUKOHAHHSM J2HOTO PO3MOPSIKEHHS 3 HCHIOIOTS TEPUTOPIATIBHI
opranu JlepxJikeiy>«Ou Ha BimoBinHiN TepuTopil.

HeBUKOHaHHS aHOTO PO3MOPAMKEHHS TATHE 332 COBOK BiJTIOBI IATbHICTh
3TiIHO YMHHOIO 3aKOHOIABCTBA VYkpainu.

Komii janoro posnopsimkenns Hanpagnieni:
MiHicTepcTBO OXOpOHH 310pOB's YKpaiHy;

AT «JlepxaBuuii  excnepTHuil ueHTp MinicrepctBa oxopoHu 3m0poB's
Vkpailamy.
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T'onoBa gikBinaniiinoy xomicii : 1! Tapac IIPOHIB

Onena BA3BOBCBKA, ten.(044) 422-55-76 (127)



