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Ha Ne Bill

KepiBunkam cy6’ekTiB rocrnogaproBaHHs,

AKI 3aiiMaloThCo peaJi3zauicto,
30epiraHHSAM I 32CTOCYBAHHAM JIIKApPChKUX
3aco0iB

KepiBHHKaM TepHTOpIiaJIbHUX OpraHis
Hepaiikcayxou

PO3IIOPAKEHHSI

Bigmosizno no Koncrurtynii Ykpainu, crareit 15, 22, 55 3akony VYkpainu
"OcHOBH 3aKOHOZABCTBA YKpaiHM IO OXOpOHY 370poB's", crarel 15, 21 3akony
Yxpaiuu "Ilpo nixapceki 3acobu”, TTonoxennst npo epxasHy ciyx0y Vkpainu 3
JIKapCBEKMX 3ac00iB Ta KOHTPOJIIO 338 HAPKOTHKAMH, 3aTBEPKEHOTO MOCTAHOBOIO
Kabinery Minictpis Ykpainu iz 12.08.2015 Ne 647, Ilopsanky 3ailcHeHHs
AEp>XaBHOI'O KOHTPOJIIO 3a AKICTIO JIIKapChbKUX 3aco0iB, IO BBO3SATHCA B YKpainy,
3aTBep/KeHoro rnocraHoBoro Kabinery MinictpiB Ykpainu Big 14.09.2005 Ne 902,
Iopsinky BcTaHOBiNEHHS 3a00poHH (THM4YacoBol 3a0OpPOHHM) Ta MOHOBJIEHHS 06iry
JIKapChKuX 3aco6iB Ha TepuTopii YKpaiHH, 3aTBEpIXKEHOro Hakazom MiHicTepcTsa
OXOPOHH 310poB’st YKpainu Bin 22.11.2011 Ne 809, 3apeectposanum B MiHicTepcTsi
roctuiil Ykpainn 30.01.2012 3a Ne 126/20439, TTopsiaky KOHTPOJTIO AKOCTI JTiKapehKX
3aco0iB mig 4ac oOMNToBOi Ta po3ApiGHOT TOPriBN, 3aTBEPIKEHOr0 HAKA30M
MinicTepcTBa 0XOpOHH 310poB’st YKpainu Big 29.09.2014 Ne 677, 3apeecTpoBaiim B
MiwnicTepeTsi roctunii Yxpainu 26.11.2014 3a Ne 1515/26292, [Ipasun yrunizauii ta
3HUIICHHS JIIKaPCBKUX 3acobiB, 3aTBepkeHHWX Haka3oM MiHicTepcTBa 0OXOpoHH
3710poB’st YKpainu Bix 24.04.2015 Ne 242, zapeectpoBanum B MiHicTepcTBi tocTHLIT
Yxpainu 18.05.2015 3a Ne 550/26995, Ha nimctaBi HamXOIKEHHsS TEPMiHOBOIO
nosioMiteHHs Bin [lepxaBHO! ciyxGu 3 JNiKApChKMX 3acobiB Ta KOHTPOIO 3a
HapkoTHkamu B Onecekiit obnacti wono sussnenns CY I'YHIT B Onechkiit ofnacTi
3a3HaYEeHOT0 HIKYE JIIKapChKOTro 3aco0y 3 MapKyBaHHAM IHO3EMHOK MOBOIO, 3 METOIO
aKTUBHO! [IPOTHAII NOMIMPEHHIO NiKapChKHUX 3ac06iB, o oiliiHO He BBO3MIKCH Ha
TePUTOPil0 YKpaiHM Ta MOXYThb CHPUYMHHTH DPO3BUTOK XBOPOOH ab0 HeHamexkHe
JiKyBaHHS: 3
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3ABOPOHSIO peanmizanito, 30epiranHs Ta 3acTocyBaHHS Beix —cepiii
nikapcekoro 3acoby "ALCAINE, picaturi oftalmice, solutie 5 mg/ml 1x15 ml",
BUpoOHHUTBa "«Alcon», Belgia", 3 MapkyBaHHSM iHO3eMHOI0 MOBOIO, BBE3CHHUX 3
MOpyILLIEHHSIM 3aKOHO1aBCTBA.

Cy6’exTam rocrnoapchKoi qisUTbHOCT, sKi 3/1iCHIOIOTH peati3allito, 36epiraHHs
Ta 3aCTOCYBaHHS JIIKApCbKUX 3aco0iB, HEBIAKIAIHO ICJs OJEPXaHHS [aHOro
PO3MOpPSIKEHHS IEPEBIPUTH HASIBHICTH BKa3aHOTO BHILE JIKAPCHLKOTO 3ac00y, BXHUTH
3aX0¥ 0[O0 BWIYYEHHS HOro 3 o0iry LUIAXOM 3HMILEHHS, PO IO IOBIJOMHUTH
TepuTOpiabHUM opran epxxiikcimyx0u. Y pa3i 3HUIIEHHS BIAXOLIB MpemnapaTy B
JBOTHXXHEBUH CTPOK HaIlPaBUTH A0 TEPUTOPIATBHOTO OpraHy JlepxItikcmyx 01 Komio
aKTy PO 3HUIIEHHS BiJXO/iB JIIKApCHKOTO 3aco0y.

KoHTpob 32 BUKOHAHHSM JAaHOTO PO3IOPSIKEHHS 3MIHCHIOIOTh TepUTOpiajibHI
opranu [lepxuikcnyx 64 Ha BiIMOBiMHIHM TepUTOPIi.

HeBuKoHaHHS HaHOTO PO3IOPSPKEHHS TArHe 3a co0o0 BiANOBINANBHICTH
3riIHO 3 YUHHHUM 3aKOHOaBCTBOM Y KpaiHH.

Konii 1aHOT0 pO3MOpPSIIKEHHS HapaBJleHi:
MiHIiCTEPCTBO OXOPOHH 30POB’s1 YKpalHu;
JIIT " [lepaBHuil eKcriepTHU# 1ieHTp MiHiCTepcTBa OXOPOHH 310pOB’s YKpainu .

T'onoBa Pomaun ICAEHKO

Onena llleuenko 422-55-76



