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KepipHuKaM Ta YIIOBHOBAKEHUM 0C00aM
ANTEYHHX TA MEAUYHUX 3AKNALIB
Kiposorpaacbkoi o6aacti

Jlo yBaru Y noBHOBa’KeHHX 0Ci6!

Hagnaemo posnopspkeHns JlepxaBHoi ciy6u YKpaiHH 3 JIKapChKuX 3ac0o0iB Ta KOHTPOIIIO
3a HapKOTHKaMH 010 3a60poHH 00iry JIiKapcLKOro 3aco0y.

3a HASBHOCTI, BKA3aHUX Yy PO3NOPSDKEHHI JKapChKHX 3aco0iB, MOBLIOMHTH HepxaBHy
cinyx6y 3 JiKapCbKHMX 3aco0iB Ta KOHTPOJIO 32 HAapKOTHKaMH y KipoBorpajiceKiii obnacti 1po

" BXKHUTI 3aX0H [0J0 BUKOHAHHS PO3IOPSA/DKCHHS.
IrbopMaIliio HaJABATH Ha [IAIIePOBMX HOCIAX MOLITOL, 3a ajpecoro: ey [Ipeobpasicencoka, 2,
m. Kponuenuywvxuii, 25006, 3 10JaTKaMu.
a) IIpH BMIIIIeHHi B KADAHTHH T0A€ThCA KOs NMPHOYTKOBOT HaKJIaHOl,
0) IpH OBEPHEHHI NOCTAaYa/IbHUKY J101al0ThCA: KoIis NpUOyTKOBOT HAKJIA/IHOT,
KOIIisl HAKJIAJHOT Ha NOBEPHEHHS.

B) Y BMIAJAKYy Iepejadi BiIXONB JIKAaPCHKOIO 3aco0y Ha yTwlizalipo abo 3HHIICHHS,
v IBOTHIKHEBHil cTpok moindopmysaty JlepiaBHy cilykOy 3 JIKapChKHX 3ac00IB Ta KOHTPOJIO 34
HapkoTHKaMu y KipoBorpajchbKii o61acti Ta HajlaTu KOIiro IpUOYTKOBOI HAK/IaJAHOL.

[Ipy HACTYNHHX MOCTaBKaX JIKapChKHX 3ac06iB, BKa3aHHUX y PO3IOPSDKEHHAX, CyO eKT
rOCMO/IapIOBaHHA IIOBHHEH BIKMTH 3axomiB momo 3anobiraHHs mnpuabanns, peanizauii Ta
3aCTOCYBaHHS JIKapChKHX 3aC00iB, 3a3HAYCHHX Y PO3MOPS/UKEHHAX.

VYV BHOAAKY BIICYTHOCTI JIIKapChKHUX 3aco0iB, BKa3aHHX Y PO3NOPAUKCHHAX HM JIMCTAX
JlepatikcinyxOH, BiINOBili B MHCbMOBOMY BUIJISI/1i HAIABATH He NMOTPiOHO.

OHOYAaCHO HAraayeMo, IO 3 PO3MNOPSADKCHHAMH Ta JIMCTaMU JIepKTiKCIy)KOH  MOXHA
o3HaloMuTHCS Ha odiniitHoMy Bebcaitri JlepkaBHoi cyx6n YKpaiHd 3 NiKapChKUX 3acobiB Ta
KOHTPOTIO 32 HapKOTHUKaMH (https://www.dls.gov.ua/) B  posaini PO3IOPAKEHHA
JEPXJIIKCITY XBH.

JonaTku:
1. Komis posnopskerHs JepxapHoi ciyx0u YKpainu 3 NiKapChKUX 3ac001B Ta KOHTPOIIO 32
HApKOTHMKaMH Bix 30.04.2026 Ne 225-001.2/002.0/17-26 na 1 apK..
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JNEPXABHA CJIYKBA VYKPAIHM 3 JIKAPCHKHX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA
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B Ha Ne Bif
KepiBHUKaM cy0’€eKTIiB
rocnojapIoBaHus, AKi 3aAMalOTbCH
peanizauielo,  30epiraHHsM i
3aCTOCYBaHHAM JIKApCHLKUX
3ac00iB
KepiBHHKaM TepUTOPIaJIbHUX

opranis Jep:kaikery:kou

PO3IOPSIKEHHS

Bixnosizno no Konctutywii YXpaiHu, crare 15, 22, 55 3akoHy YKpaiHu
 «OcHOBH 3aKOHOZIABCTBA Vxpaiau mpo 0XOpoHy 3710poB'si, ctatedi 15, 17,21 3axoHy
Yxpaian «[Ipo nixapcbki zacobuy, ITonoxenus npo JlepxaBHy cinyx0y Ykpainud
3 NiKapChKUX 3aC00iB Ta KOHTPOJIO 33 HAPKOTHKAMHU, 3aTBEPKEHOr0 IIOCTAaHOBOIO
Ka6inery MiunicTpiB Ykpainu Bin 12.08.2015 Ne 647, Ilopsaky 3MiiCHEHHS
JEPIKaBHOTO KOHTPOITIO SKOCTI JiKapChKMX 3aco0iB, IO BBO3ATECA B VYkpainy,
3aTBEP/KEHOT0 TTOCTAHOBOIO Ka6inery MinictpiB Ykpainu Bif 14.09.2005 Ne 902,
nyakty 3.2.2 Tlopsaky BCTaHOBJICHHA 3aGoponr  (TEMUACOBOI 3a00pOHN)
Ta HOHOBIEHHS 00Ty JNKapchKuX 3acobiB Ha TepuTOpii YKpaiHu, 3aTBEPIKCHOTO
HakazoM MIiHICTEPCTBA OXOPOHHU 310poB’st  YKpainu Bl 22.11.2011 Ne - 309
(31 3MiHamu), 3apeeCTPOBAHOTO MinicTepcTBoM FOCTHI  YKpalHU 30.01.2012
3a Ne 126/20439, Tlopsanky KOHTPOIIO SKOCTI JIKapChKUX 3ac00iB M 4ac OIITOBO{
Ta pO3/PIOHOT TOPriBI, 3aTBEP/DKCHOIO HAKA3OM MigicTepcTBa OXOPOHH 3/10POB'S
‘VYxpainu Big 29.09.2014 Ne 677, 3apeecTpoBaHoro MiHicTepcTBOM ocThLil YKpaiHu
26.11.2014 3a Ne 1515/26292, I1pasui yTUi3AI[] Ta 3HALIEHHS JIiKapChKHX 3ac00iB,
3aTBEPHKCHUX HaKa3oM MiHicTepcTBa OXOPOHU 3I0POB’S Yxpainu Bix 24.04.2015
No 242, 3apeectpoBanMx MIiHiCTEPCTBOM foctuiii  Yxpaimm Bim 18.05.2015
3a Ne 550/26995, Ha TiACTaBl HAJIXOJIKEHHS TepMiHOBOIO  IIOBIIOMJICHHSA
Bim 29.04.2026 Ne 86-01.1/02.0/06.08-26 Bin JepxaBHOl cngnc6n 3 JIKapChbKHX

] . .o B. .JepxaBHa cixsk6a-3
3acOGiB Ta KOHTPONIO 33 HApKOTHKamMM y 3amopi3bKid o6IacTi, iRORMAHILCHEH

KOHTPOJIIO 3a

. HAPKOTHKAMH y
M2 nep)K;chny)K a 26 Bin 30.04.2026 KipoBorpachkiii
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Criguoro ynpasninps ['0710BHOTO yIpaBiiHHsL HarionanbHol noniii YKpaihu B
3anopisbkiit 061acTi (JIMCT BiZL 24.04.2026 Ne 415/372/56/6-2026) 11010 BUABICHHA
B 00iry BBE3E€HHX 3 MOPYIICHHAM niKapchKUX 3aco0iB, 3 MAPKYBAHHAM 1HO3EMHOI0
MOBOIO, 110 OGilifHo HE BBO3WIMCH HA tepuTopito YKpaiHu, 3 METOIO aKTUBHO1

NPOTUAILl MOMIMPEHHIO MKapchKUX 3acobiB, UUISIXH HAJXOKCHHT Ta yMOBU
30epiranHs sIKUX HeBilOMi, BU3HAYWTHU gKicTh Ta OC3MEeUHICTh AKUX HEMOXIHBO,
3 OrNsAAy Ha Te, IO TaKa IPOyKIis € HeGE3MeYHOo Ta MOXKe HECTH NOTEHIIHY
3arpo3y XUTTIO Ta 3710pOB’I0 HACENCHH!

3ABOPOHSIIO peanizaiio, 30epiranHs Ta 3aCTOCYBAHHA cepii D-142002
iKapchKOro 3acody DACFOS PLUS' TABLETS (Sofosbuvir and Daclatasvir),
tablets 400 mg/60 mg, N28, BUPOOHUITBA LEOVIN HEALTHCARE LLP MFG.
AT.: P-2, BIO-TECH PARK, MANJUSAR, SAVLI, INDUSTRIAL ESTATE,
VADODARA-391775, GUJARAT, Innisi, 110 o¢iuiiiHO He BBO3MBCA HA TEPUTOPIIO
YkpaiHu.

Cy6’ektaM TIOCIOJAprOBaHH, aKi  3iMCHIOIOTH peanizallito, 30epiranHs
Ta 3aCTOCYBaHHS IIKapChKHX 3ac00iB, HEBIAKIANHO, MICIs OJEpXKaHHI HaHOTO
PO3MOPSA/IKEHHS, nepeBipUTH HAsBHICTH Cepil BKA3aHOTo JIKAPCHKOTro 3ac00y, BIKUTH
3axOmM IWIONO BWIydeHHS 1 3 0biry IsAXoM 3HUIICHHSA ab0o TOBEpPHEHHS
[OCTAYaNbHUKY, TPO IO TOBIAOMHTH TepuTOpiaJIbHUI Oprat TepxKnikeyxOmu.
VY pa3i 3HAUICHHA Bi/IXO/IiB 3a3HAYEHOI cepii JiKapchKoro 3ac00y y ABOTUKHEBUH
CTPOK HAIpaBUTH IO TepUTOPIaTIbHOTO OpraHy JlepKIKCIyKOKM KOTII0 aKTa
TPO 3HHUILEHHS BiJIXO/IB JIIKapChKOTro 3ac00y.

KOHTpOb 32 BUKOHAHHAM [IaHOTO PO3MOPA/IKCHHA 3UCHIOIOTH TEPUTOPiaJIbHI
oprafHu Jlepaxtikeiyx0u Ha BiMOBIHIN TEPUTOPIL.

HeRUKOHAHHS HAHOTO PO3MOPAHKCHHA TAIHE 32 co0OI0 BiTOBITANIBHICTH
3rifIHO 3 YUHHUM 3aKOHOJABCTBOM VkpaiHu.

Korii TaHOTo PO3MOPs/KEHHS HallpaBIeHi:

MiHiCTepcTBO OXOPOHH 310POB’ s Ykpainu,

T «JlepxaBHUH eKCIepTHUH 1eHTp MiHicTepCTBa OXOpOHH 3710pOB’4
VkpaiHm». /

3actynnuk I'ojoBu S Tapac IPOHIB

Onena BSI3OBCBKA, ten.(044) 422-55-76 (127)



