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NEPYKABHA CJIYKBA 3 JIKAPCHKIX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH
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No Ha Ne Bix

KepiBHukam cy6 exriB rocnogapioaHus,
fKi 3aiiMaloThHCA peaizanielo (ToprisJero)
30epiraHHaM i 3aCTOCYyBaHHAM JIKAPChKHX
3aco6iB B Mukonaischkiii o6aacri

HepxaBHa ciayx0a 3 JiKapchKHX 3aco0iB Ta KOHTPONIO 3a HAapKOTHKaMH Yy
MukojiaiBebkisi o0macTi Hamae iH$opMaLilo IIoxo BeTaHOBICHHA JlepXaBHOIO
cnyx60r0 YKpalHd 3 JKapchKuX 3aco0iB Ta KOHTPOJIO 3a HapKOTHKaMH (Jami —
Hepxiikcinyx6a) 3a60poHn 06iry JikapchKuX 3aco0iB.

Bignosiguo no Komcrurynii Ykpainu, crareit 15, 22, 55 3axoHy YKpainu
"OCHOBH 3aKOHOJIaBCTBa YKpamn IIpO OXOpPOHY 30poB'a", ctareii 15, 17, 21 3akony
Vxpainu "IIpo nixapceki 3aco6u”, ITomoxxeHHs mpo )IepxcaBHy cyx0y Ykpainu 3
JIKapChKHX 3ac00iB Ta KOHTPOJIO 32 HAPKOTHUKaMH, 3aTBEPIPKEHOTO IOCTaHOBOIO
Kabinety MinictpiB Ykpainu Big 12.08.2015 Ne 647, Ilopsaky 3miiCHEHHS
JepKaBHOr0 KOHTPOJIIO 3a SIKICTIO JIKapChKUX 3ac00iB, IO BBO3ATHCA B YKpaiHy,
3aTBepaKkeHoro nocraHoBolo Kabinery MinicTpiB Ykpainu Big 14.09.2005 Ne 902,
nyHkty 3.2.2 Ilopsaky BcTaHOBJIEHHS 3a0opoHH (THM4acoBoi 3a0OpoHHM) Ta
IIOHOBNIEHHA O0Iry Jikapchkux 3aco0iB Ha TepUTOpili YKpalHH, 3aTBEPIKCHOIO
Haka3oM MiHicTepcTBa OXOpPOHH 310poB’s Ykpainm Bim 22.11.2011 Ne 809,
3apeecTpoBaHuM B MiHicrepctsi roctunii Yxpainu 30.01.2012 3a Ne 126/20439,
IMopsnky KOHTpPOMIO AKOCTI JIiKapChKHX 3acobiB mix dac omroBoi Ta po3ApibHOL
TOPIiBil, 3aTBEp/PKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHH 3H0pOB’S YKpaiHH Bif
29.09.2014 Ne 677, 3apeecrpoBanuM B MiHicTepeTsi rocTuii Ykpainu 26.11.2014 3a
Ne 1515/26292, Ipasui yTuiisanii Ta 3HAMEHHA JIIKapChKUX 3aC00iB, 3aTBEPIKEHUX
Haka3oM MiHicTepcTBa OXOpPOHH 310poB’ss Ykpainum Bin 24.04.2015 Ne 242,
3apeecTpoBaHuM B MiHicTepcTsi roctunii Ykpainu 18.05.2015 3a Ne 550/26995, 3
METOIO aKTHBHOI IIPOTH/II NOUIMPEHHIO HE3apeeCTPOBAHUX JIIKapChKUX 3aco0iB, IO
oQimiiiHO He BBO3WINCH Ha TEPUTOPII0 YKpaiHH, € HeOe3meuHUMH Ta MOXYTh
COPHYHHATH PO3BHTOK XBOpOOH a00 HEHalleXHe JIKyBaHHA, HECTH MNOTEHIiHHY
3arpo3y XHTTIO Ta 3/J0POB’I0 HaCEeJIEHHS,

3ABOPOHSACTHCSHA peaizanis, 36epiraHHs Ta 3aCTOCYBaHHS
He3apeecTPOBAHOIO JIIKapChKOro 3acody: \

» «Cafoline 300 mg/30 ml IM/IV EnjekSlyonluk Cozelti» Bcix cepii
Bnpoﬁnnuma Hayer Trakya Ilac San. ve Tic. A.S., 3 mapxysannam inosemHoio

a 3 fIKapCbKUX 33COGIB Ta KOHTPONIO
M2 33 HapkoTUKamu y Mukonaischskin oGnacw
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M080i0, Ha TIiACTaBi BUABJIEHHS B 00iry Ha TepuTOpil YKpaiHU He3apeeCTpOBaHOIO
nikapcekoro 3acoby «Cafoline 300 mg/30 ml IM/IV Enjeksiyonluk Cozelti»
supobuurea Haver Trakya Ilac San. ve Tic. A.S., 3 MapKyBaHHAM iHO3EMHOIO
MOBOIO /Posznopsdoicenns [epoicnikenyscou 6io 21.07.2023 Ne 6922-001.1/002.0/17-
23/. ,

Cy6’exTaM rocrnoaapchkoi isIBHOCTI, IKi 3A1HCHIOIOTH pealli3alio, 30epiranssa
Ta 3aCTOCYBaHHS JIKapChbKUX 3aco0iB, HEBIMINIAAHO MICHS OJEpXaHHA JaHOro
PO3IOPSDKEHHS IepeBipHTH HASABHICTH BKA3aHOTO JIKApChKOTO 3acoby, BXHTH
3aXO0/M IIOAO BUIIyYeHHS Horo 3 o6iry muiaxoM sHumeHHs. IIpn BusABIeHH 3pa3sKiB
BHIIE3a3HAYEHOTr0 JiKapchkoro 3aco0y noBizomMuTn JepxkaBHy ciyX0y 3 JiKapChKUX
3ac0o0iB Ta KOHTPOJIIO 38 HAPKOTHKaMK y MHUKoOJNaiBCEKill 0071aCTi PO BXKUTI 3aXOAH
IOZI0 BUKOHAHHS PO3NOPS/KEHHS 3 HaJaHHAM BiJNIOBIMHUX IOKYMEHTIB. Y pasi
3HUIIEHHSA BiAXOMIB JIiKapchbKoro 3aco0y B JBOTW)KHEBHUN CTPOK HAalpaBUTH O
JepxxaBHOI Ciy)kOM 3 JiKapcbKUX 3ac00iB Ta KOHTPOMIO 3a HApKOTHKaMH Y
MukonaiBeeKiit 001acTi KO0 aKkTy Mpo 3HUIIEHHS BIXOIB JIIKAPCHKOTO 3aco0y.

Hane posnopsdoicenns ne nowuproemvca Ha cepii nikapcvkozo 3acoby, wo
HAOIHWIY 3 Memoio_3abe3neuenns HACeleHHA ma 3aknadi@ 0XOpOoHU 300po8’s 8
akocmi 2YMAHIMAapHoi oonomozu, CYNPOBOOIHCYEMBCSL 810N0BIOHUMU
niomeepOXxCyIouuMy QOKYMEeHmami ma cepmughixamom axocmi 8upobHuKa.

Ilpy HACTYNHHX TIIOCTaBKaxX JIKApChbKHX 3aco0iB BXWTH 3aXONiB IIOZO
3anobiragHg OpuAOGaHHIO, peayizalii Ta 3aCTOCYBaHHIO JIKapchbKUX 3aco0iB,
HaBEJCHUX B PO3MOPSKEHHAX JepaITiKCITy)OH.

HeBHKOHaHHA  pPO3NOpPSAKEHb  JlepXimikcayx6m  TarHe 3a  co6oI0
BiJITIOBI JAJIBHICTH 3T1THO YHHHOT'O 3aKOHOAABCTBa Y KpaiHH.

YBAT'A! 3 mexcmom po3nopadsicens ma nucmie /Jepycasnoi cayymcou YKpainu 3
JAiKapcoKux 3acobie ma KoHmponaio 3a Hapxomuxkamu Bu moowceme o3naiiomumuce Ha
othiyiiinomy caiimi Jepacnixcayxucou http:/www.dls.gov.ua 6 po3odini «Po3nopadicenus
Hepacnixenyarcour.

B.o. navaabHHK2 CayKO0H J/ %/ AnTtonina KOBAJIBYYK

Tersana Ceprorina (0512) 47 56 07
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