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Ha Ne BiJ

KepiBunkam cy0’€KTiB rocnogapoBaHHs,
siki 3afiMaloThCA peaJtizauielo,
30epiraHHAM i 3aCTOCYBAHHAM JIKAPCBKHX
3acobiB

KepiBHHKaM TepHTOpiaIbHUX OPraHiB
HepxnikeayxOn

PO3INOPANKEHHS

Bignosinno no Koncrutynii Ykpainu, cratedt 15, 22, 55 3akoHy Ykpaidu
"OCHOBY 3aKOHOJABCTBa YKpaiHM MPO OXOpOHY 3mopoB's”, crated 15, 21 3akony
Vkpainu "IIpo nikapceki 3aco0u", Ionoxenns npo JlepxaBHy ciyx0y YkpaiHu 3
JIKapChKMX 3ac0o0iB Ta KOHTPOJIO 3a HAapKOTMKAaMH, 3aTBEPIKEHOTO MOCTaHOBOIO
Kabinery Minictpis VYkpainu Bix 12.08.2015 Ne 647, Ilopsaxy 3midCHEHHs
JEP)KAaBHOIO KOHTPOJIKO SKOCTi JIKapChbKUX 3aco0iB, IO BBO3ATECA B YKpaiHy,
3aTBEpIKEHOro nocradoBoto KaGinety MiHictpiB Ykpainu i 14.09.05 Ne 902,
T[TopsiaKy BCTaHOBNEHHS 3a60pOHM (THM4YacoBoi 3a0OPOHM) Ta IOHOBIEHHS 06iry
NikapchKuX 3aco0iB Ha TepuTopil YKpaiHu, 3aTBepIDKEHOTo HakasoM MiHicTepcTsa
OXOpOHM 3710poB'ss Ykpainu Big 22.11.2011 Ne 809, 3apeectpoBarum B MiHicTepCTBI
foctulii Ykpaimm 30.01.2012 3a Ne 126/20439, ITlopsfKy KOHTPOIIO SKOCTI
JiKapChKUX 3aco0iB Mig 4Yac OMTOBOI Ta pPO3JApPiOHOI TOPriBii, 3aTBEPAXKEHOIO
HakazoM MiHictepcTBa oxopoHd 310poB's Ykpainu Bim 29.09.2014 Ne 677,
3apeecTpoBaHUM B MiHicrepcTBi toctuiii Ykpainu 26.11.2014 3a Ne 1515/26292,
[MpaBun yTuiisanii Ta 3HULICHHS JIKapChbKUX 3aC00iB, 3aTBEPIKCHMX HAKa3oM
MiHicTepcTBa 0XOpOoHH 310poB's YKpain# Bif 24.04.2015 Ne 242, 3apeecTpoBaHUM B
MinicrepcTBi roctunii Vkpainu 18.05.2015 3a Ne 550/26995, wa miacTasi
HagXoKeHHs indopmanii Bim [onoBHOro chigyoro ympaBiliHHS HamioHanbHOT
noniuii YkpaiHu momo BUSBIEHHs Ha TepuTopil Ykpainu cepii 1932498 nikapcekoro
3acoby MPIVIROPACK PLUS, 400 mg (sofosbuvir) + 90 mg (ledipasvir) 28, Film
Coated Tablets, pupoGuuursa "Marcyrl Pharmaceutical Industries”, EGYPT, 3
MapKyBaHHSAM iHO3€MHMMH MOBaMmH, 3 METOI0 aKTUBHOI INpPOTHAil MOLIMPEHHIO
HEe3apeeCTPOBAHHUX JIIKAPCHKUX 3ac00iB Ta TakUX, IO OQIiHHO He BBO3WIHCH Ha
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TepuTOpit0 YKpaiHK Ta MOXYTb CIPHYMHUTH PO3BHTOK XBOPOOH ab0 HeHaleKHe
JKYBaHHS:

3ABOPOHSIO peanizauito, 30epiranHs Ta 3acTOCyBaHHA Bceix cepii
HezapeecTpoBanoro Jjikapcekoro 3aco6y MPIVIROPACK PLUS, 400 mg
(sofosbuvir) + 90 mg (ledipasvir) 28, Film Coated Tablets, BupoOHuITBa
"Marcyrl Pharmaceutical Industries", EGYPT.

Cy6’eKTaM TOCMOJapIOBaHHS, SKi 3HiHCHIOIOTH pealisalito, 30epiraHHs Ta
3aCTOCYBaHHS JIIKapChKUX 3aco0iB, HEBIAKIAAHO IICIA OJEPKaHHA JaHOro
PO3IOPSKEHHS TIEPEBIPUTH HASBHICTh BKa3aHOI'O BHILE JiKapChKoro 3acoly Ta
BXHUTH 3aXOoOM W00 HOro BHWJIYYeHHS 3 0OIry HUISXOM 3HHILEHHS, IIpO IO
MIOBIIOMUTH TepUTOpiaibHUil oprad JlepkmikciayxOu. Y pa3i 3HHUIIEHHS BiIXOJIB
NiKapchKOro 3aco0y B JBOTH)XHEBHUH CTPOK HANPaBUTH A0 TEPHUTOPIANILHOIO OpPraHy
Jepxmikcnyx6H KOIito akTa npo 3HUIIEHHS BIIXOAIB J1IKapChKOT0 3ac00y.

KoHTposib 32  BHKOHaHHSAM  [JaHOrO  PO3MOPSIKEHHS  3/iHCHIOIOTH
TepuTOpiaibHi opranu epxiikcayx61 Ha BiANOBIHIN TEPUTOPI.

HeBUKOHAaHHS /JaHOTO PO3MOPA/KEHHS TArHe 3a co0OI0 BiNOBIJAIBHICTH
3riHO 3 YAHHUM 3aKOHOJABCTBOM Y KpaiHH.

Komii ganoro po3nopsaKeHHs HanpaBJIeHi:
MiHiCTepCTBO OXOPOHH 3[I0pOB'st YKpaiHH;
JI1 " [lepxxaBHHi excriepTHUI LeHTp MiHicTepcTBa OXOPOHH 3/10pOB's YKpaiHu'.
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