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KepiBHHKAaM Ta YIOBHOBaKeHHM ocofam
ANTEYHHUX TA MeIHYHHX 3aKIAqIB
Kiposorpaacskoi o6aacri

Jlo yBaru Y moBHOBaKeHHX 0Ci0!

Hanaemo posmopsimkeHHs [JepxaBHoi ciy:0u YKpaiHu 3 JiKapchKuX 3ac00iB Ta KOHTPOIIIO
3a HApKOTHKaMH 10/I0 3a60poHH 06iry JikapcbKoro 3acoly.

3a_ HAsIBHOCTI, BKa3aHUX Yy PO3IOPS/DKEHHI JIKapcbkuX 3aco0iB, MOBLIOMUTH JlepKaBHY
ciyx0y 3 JiKapchkuX 3aco0iB Ta KOHTPOJNHO 3a HapkoTukamu y KipoBorpa/chkiii obnacti  mpo
' BKHTI 3aXO0JIM IOJI0 BUKOHAHHS PO3IOPSUKEHHS.

IndopMalliro HajaBaTH Ha ANepOBUX HOCIAX MOILITOIO, 32 aapecoro: eyt Ilpeobpadicencoka, 2,
M. Kponusnuyoxuii, 25006, 3 1oJaTKaMH:
a) OpH BMIIICHHI B KaPaHTHH JONA€ThCA KOMisd NPUOYTKOBOI HAKJIaJHOI;
6) IIpH OBEpHEHHI NOCTAYaNbHHUKY JOAAIOTHCS: KOIIis NPHOYTKOBOI HAKIIAAHOT;
KOTIisl HaKJIa{HOT Ha IOBEPHEHH.

B) Y BHMNAJKy Mepejadi BIIXOMIB JiKapchKoro 3acoby Ha yTupizamiio abo 3HHIICHHS,
y JIBOTHIKHEBHi CTpoK moiHdopmyBaTh JlepxkaBHy ci1ykOy 3 JIKapChbKHX 3aCO01B Ta KOHTPOJIIO 3a
HapkoTHKaMH y KipoBorpaichkiii o6nacTi Ta HaJaTH KOIIito IPUOYTKOBOI HAK/IaHOL.

IIpy HacTYMHMX MOCTABKaX JIKApCBKUX 3acO0iB, BKA3aHHUX Y PO3IOPSIDKCHHSX, CYO’€KT
TOCTONApIOBaHHA TOBMHEH BXHTH 3aXONiB OO 3amobiramHs npuabanHs, peamsauii Ta
3aCTOCYBaHHS JIKAPCHKHX 3aC001B, 3a3HAYEHUX y PO3MOPS/KECHHAX.

Y BHNAAKY BIACYTHOCTI JIIKaPCBKUX 3aco01B, BKAa3aHHUX Yy PO3MOPSIKCHHAX YU JHCTaX
JepxikciyxOu, BiANoBixi B MHCEMOBOMY BUIIIS/Ii HAIABATH He NOTPifHO.

O[HOYACHO HAraayeMo, LIO 3 pPO3IOPAMKEHHAMH Ta JaucTaMu JlepixiikcmyxOu MOKHa
o3HaffoMHTHCA Ha odiliiiHoMy BebGcaiiti JepkaBHoi cilyX0H YKpaiHM 3 JIKapchKHX 3aco0iB Ta
KoHTpomo 3a Hapkotukamu  (https://www.dls.gov.ua/) B posmini  PO3IIOPAJOKEHHA
JEPXJIIKCITYXXBN.

Tonatok: Komis posnopsmkenns [epxaBHoi cy)61 YKpaiHH 3 TIKapchbKHX 3ac00iB Ta KOHTPOITIO
3a HApKOTHKaMH Bif 23.02.2026 Ne 97-001.3/002.0/17-26 na 1 apk.,
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JNEP)KABHA CJIYXBA VKPATHM 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMHA
(Mepnixcysxba)
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Ne Ha Ne BiJ{
KepiBHuKaM cy0’exTiB
rocnoJapIOBaHH, AKi 3aiMaOThHCs
peajiizanicio, 30epiraHHsM i
3aCTOCYBaHHAM JiKapcbKHX
3ac00iB
KepiBHHKaM TepHTOPIaILHUX

opranis Jepaikenyon
PO3NOPSIKEHHSA

Bimmosigso a0 KoxctuTywii Vxpainu, crare#t 15, 22, 55 3akoHy Ykpainu
«OCHOBY 3aKOHOZIaBCTBA Y KpaiHU PO OXOPOHY 3710pOB's», crateii 15, 17,21 3akoHy
Vkpaian «[Ipo nikapceki 3aco0m», ITonoxeHHS TIPO JlepxaBHy CiIyx0y YKpaiHu
3 NiKapchKHX 3ac00iB Ta KOHTPOIIO 34 HAPKOTHKaMH, 3aTBEPKSHOr0 MOCTaHOBOIO
Ka6inery MinicTpiB YKpaiHu Bin 12.08.2015 Ne 647, Ilopanky 311MCHEHHSA
JE€PXKABHOTO KOHTPOJIIO AKOCTi JIIKapChKHX 3aco0iB, 10 BBO3ITHCA B Vkpainy,
3aTBEPPKEHOr0 IOCTaHOBOIO Ka6inery MimicTpiB Ykpainu Biz 14.09.2005 Ne 902,
nyekty 3.2.3 Tlopsnky BCTaHOBJICHHS 3a60poHH  (TMMYAcOBOI 3a00pOHH)
T4 ITOHOBJICHHS 0Giry JiKapchkux 3acobis Ha teputopil YKpainu, 3aTBEPUKEHOI0
HakasoM MiHicTepcTBa OXOpPOHU snopos’s Ykpaiam Bix 22.1 1.2011 Ne 809
(3i 3MiHamu), 3apeeCTPOBAHOTO MinicTepcTBOM FOCTHINT YXpaiH# 30.01.2012
3a No 126/20439, [Topsaaxy KOHTPOIXO SKOCTI JiKapChKMX 3aco0iB Mij Jac OIITOBOI
Ta po3ApPiOHOI TOPriBili, 3aTBEP/UKCHOTO HAKa30M MigicTepcTBa OXOPOHH 310POB'S
Vkpaisu Bij 29.09.2014 Ne 677, 3apeecTpOBaHOIO MiHicTepCcTBOM rocTuLii YKpaiHu
26.11.2014 3a Ne 1515/26292, ITpaBun yTHIi3alii Ta 3HUIICHHA nTiKapceKuX 3acobiB,
3aTBEPUKEHUX HAKa30M MinicTepcTBa OXOPOHH 310POB’s Vkpainn Big 24.04.2015
No 242, 3apeecTpoBaHuX MiHICTEPCTBOM roctumii  Yxpaimm  Bim 18.05.2015
za Ne 550/26995, Ha MiACTaBl HaIXOMKCHHA MiXKHApOAHUX IOBiOMIIEHb BIJI
PETYJSTOPHOTO OpraHy SInoHii MO0 BIIKIMKAHHS 3 00iry HESKICHMX TKapChKUX
3acobis, BupoOnuiTBa ONO PHARMACEUTICAL CO.LTD. Fujiyama Plant,

SInoHis, y 3B’ 3Ky 3 BUSIBIEHHIM IIiji Yac BUPOOHHMIITBA B ACAKAX (hIrakoHax npioHMX
MeTalIeBHX JacTOK.
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3 METOIO aKTHBHOI IIPOTHIIT IOIIHPEHHIO MKapchKHX 3ac00iB, 3 OrMANLY HA TE,
110 Taka MPOJYKLisi € HeGe3NeYHOI0 Ta MOXKE HECTH 3arpo3y XKHTTIO Ta 3JI0POB 10
HaCeJICHHA!

3ABOPOHSIO pearnizauiio, 30epiraHns Ta 3aCTOCYBaHHA iKapchKUX 3ac00iB
upoounursa ONO PHARMACEUTICAL CO. LTD. Fujiyama Plant, Slnomnis:

_ cepiit 2341FA, 2341FB, 2342FA, 2342FB, 2342FC, 2349FA, 2349FB,
2448FA, 2448FB, 2542FA, 2542FB, 2542FC, 2548FA nixapcskoro 3acoly
OPDIVO (Nivolumab) 20 mg, po3uud i indysiii, paaxon;

_ cepiit 2342FA, 2342FB, 2342FC, 2343FA, 2343FB, 2345FA, 2345FB,
2345FC, 2443FA, 2443FB, 2450FA, 2450FB, 2542FA, 2542FB, 2545FA
JNiKapchKOro 3acoly OPDIVO (Nivolumab) 100 mg, po34iuH A indy3i,
daakoH;

— cepiit 2345FA, 2345FB nikapcekoro 3acoby OPDIVO (Nivolumab)
120 mg, po3uus Aas indysii, ¢aaxon;

— cepiit 2343FA, 2343FB, 2343FC, 2349FA, 2349FB, 2544FA nikapchKOTo
3aco6y OPDIVO (Nivolumab) 240 mg, po3unH 1 indysiii, paaxon;

— cepit  T261021, T261521, T262321, T2Z1521, T322421, T332421,
T332921, T352221, T3Y0321, T3Z2621, T431221, T452521, T453121
JNiKapceKoro 3aco0y PROMOSTAN (Alprostadil Alfadex) 20 mg, po34HH 14
in’ exniii, pJIaKOH.

Cy6’ektaM TOCIIOJapIOBaHHS, aKki 3ifiCHIOIOTH peaiizalilo, 30epiraHH
Ta 3acTOCYBaHHS JiKapChKHUX 3aco6iB, HEBIAKIAAHO, MICIA OJEPIKAHHA HAHOTO
PO3MOPSIKEHHS, MEPEBIPUTH HASBHICTD BKA3aHUX Cepiil JTiKapChKUX 3ac001B, BIKUTH
3axo¥ IHMONO BHIyYeHHs 1X 3 0Oiry IIISAXOM MOBEPHCHHA nocTajdaibHUKy abo
3HUIIEHHA, MpO 1IN0 IIOBiJOMUTH TEpPUTOpiaIbHUM OpraH JlepKITiKCILy K OH.
V pasi 3HUIIEHHS BiIXOMIB 3a3HAYCHAX cepii mikapchkux 3acolis B IBOTHIKHEBUH
CTPOK HATPaBUTH O TEPUTOPIanbHOIO OpraHy Jepxmikcimyk0u KO0 aKTa
TIpO 3HHIIEHHS BiIXO/iB JIKapCHKOTO 3aco0y.

KOHTpPOJIb 38 BAKOHAHHAM J@HOTO PO3TOPSKEHHS 3/1iCHIOIOTh TEPUTOPialbHi
opranu JlepiIikciTyKOu Ha BiI[IOBiIHIN TEPUTOPIi.

HeBukoHaHHS JAHOTO PO3MOPAKCHHA TATHE 3a co0010 BiNOBIIATBHICTD
3riJIHO 3 YHHHIM 3aKOHONABCTBOM Y KpaiHH.

Komii masoro po3nopsampKeHH HAIlpaBJIeHI:
MiHicTEPCTBO OXOPOHH 30POB's Y KpaiHH;
NI «JlepaBHuii EKCTIEPTHHH IEHTP MinicTepcTBa OXOPOHH 3I0POB'

VkpaiHuy.
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