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Ha No BI

Kepipnukam cy0’eKTiB rocroaapiosanii,

KI 3aiiMalOThCs peaJjizauiero,
36epiraHHAM i 3aCTOCY BAHHAM JiKapCchKHX
3ac00iB

KepiBnukam TepUTOPiaILHHX opranis
Jepaitikeayxon

PO3NOPSKEHHS

BianosigHO [0 Konctutyuii Y Kpaihu, crateit 15, 22, 55 3akoHny Ykpainu
"OCHOBM 3aKOHOJABCTBA YKpalHM IPO OXOPOHY sgopoB's”, cratedt 15, 21 3aKoHy
Vxpainu "llpo nikapebki 3acobu”, [Tonoxents Mpo Jlepxapny ciyx0Oy Ykpainu 3
niKapchKkUX 3aco0iB Ta KOHTPOIO 34 HApKOTUKAMH, 3aTBEPIKEHOTO MOCTAHOBOIO
Ka6inery MinicTpiB VYKpaiHu gin 12.08.2015 Ne 647, Ilopsanxy 31HCHEHHS
J€p)KaBHOr0 KOHTPOJIO SKOCTI Jlikapchkux 3aco0iB, M0 BBO3ATHCH B Yxpainy,
3aTBEPDKEHOr0 MOCTaHOBOO Ka6inety MinicTpiB YKpalHu Bin 14.09.05 Ne 902,
[Mopsinky BCTaHOBIECHHS 3a60pOHK (TUMHACcOBOT 3a00pOHM) Ta IOHOBJICHH 00iry
nikapchKMX 3acobiB Ha Tepuropii Ykpaihu, 3aTBEP/DKEHOTO HAKA3OM Minicteperna
OXOpOHH 3I0pOB'ss Y KpaiHH Big 22.11.2011 Ne 809, 3apeecTpoBaHUM B MiHicTEPCTBI
roctuiii Yipainu 30.01.2012 3a No 126/20439, Tlopsi/iy KOHTPOIIO AKOCT] JIIKAPChKUX
3acoGiB Mij uac OMTOBOI Ta PO3APIOHOI TOpriBi, 3aTBEPKEHONO  HAKa30M
MiHicTepcTBa OXOPOHHU 30POB'S Vpainy Bix 29.09.2014 Ne 677, 3apeccTpOBaHHUM B
MigictepcTsi tocTullii YKpainn 26.11.2014 3a Ne 1515/26292, llpaBui yTui3auil Ta
JHULIEHHS JKapchkux 3acobiB, 3aTBEp/UKEHUX HaKasoM MiHicTepcTBa OXOPOHH
310poB's YKpaiHu Bill 24.04.2015 Ne 242, 3ape€ecTpOBaHUM B MinicTepcTBi 10CTHILT
Vipainu 18.05.2015 3a Ne 550/26995, Ta na macrasi mucta TOB "Cona-®apm", 110
pefcTaBse IHTepecH xommanii Merck B VYkpaiHi, I10J10 BCTaHOBJICHHA dbakry
peanizauii cepii AU026482 sikapcbkoro 3acody "[leproepuc® 150 ME + 75 ME,
nuodunu3ar A NPUTOTOBIEHMS PacTBOPa s TIOAKOKHOTO BBEAEHUS", 3
MapKyBaHHSAM POCIHChKOIO MOBOIO, IHO Oysia BupobnieHa komrmanicto Merck Juist pUHKY
Pocii, 3 MeTOI0 aKTUBHOI MPOTUAIT ITOLIMPEHHIO HEesSKiCHUX JIIKapChKUX 3aco0iB Ta
TakuX, o oQiliiHO HEe BBO3WIMCH Ha TepuTOpito Y KpalHu:

3ABOPOHSIIO  peanizauilo, 30epiratHs Ta 3acTOCYBaHHi BCIX CCPIH
JiKapchKoro  3acody "[Meprosepuc® 150 ME + 75 ME, nuvodunnzatr s
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TIPUTOTOBJICHHUS PAacTBOpa IS IMOJKOXKHOIO BBelIeHHS", BUPOOJEHHX KOMIIAHICIO
Merck 3 MmapKkyBaHHSIM pOCilCBEKOIO0 MOBOIO.

Cy0’extaM rocrionapebkoi QisIHOCTI, SIKi 3lICHIOIOTE peaniszallito, 30epiranms
Ta 3aCTOCYBAaHHs JIIKAPCHKUX 3aco0iB, HEBIAKIAAHO IMICHA OJEPXNKAaHHS JAaHOro
pO3MOPAIXKCHHSt  [EPEBIPUTH  HAABHICTH  BKa3aHOrO  JIiKAPCHKOro  3acoly 3
MapKyBaHHIM POCIHChKOIO MOBOIO, BXHTH 3aXOJM LIOJAO BUJIYYEHHS #Horo 3 obiry
LUISIXOM 3HMUICHHS, NPO IO NOBIJXOMHMTH TE€PUTOpiaNbHUM opran Jlepxkiikciyxkou.
Y pasi 3HHUIUEHHA BIAXOMIB Tperapaty B [BOTHXHEBUH CTPOK HAMPABHUTH JI0
TepUTOplalibHOro oprany JlepxiikciyxOu KOMilo akTa Npo 3HUIIEHHS BIJIXO/IB
NIKapChKOTO 3aco0y.

KOHTpOJIb 38 BUKOHAHHSM JaHOTO PO3MOPS/UKEHHS 31IHCHIOIOTE TePUTOPIabHi
oprau Jlepkikciy:Ou Ha BiIMOBiAHIN TepuTOpii.

HeBUKOHAHHS J1aHOTO PO3MOPS/UKEHHS TSIHE 3a coOOO  BiAMOBIANBHICTD
3TIHO 3 YHHHHUM 3aKOHOAABCTBOM Y Kpailiu.

Komii 1aHoro po3nopsiKeHHS HarpaBieHi:
MiHicTepcTBO 0XOPOHH 310pOB’st YKpaitu;

AIT "[lepxxaBauit excnepTuuii neHTp MinicTepeTsa 0XopoHH 310poB’s Ykpainu';
TOB "Cona-®apm".
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