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Ha Ne BiX

KepiBHnkam cy6’ekriB rocnogaproBaHHs,
AKi 3alHMaloThCs peaJisauielo,
30epiraHHsM i 3acTOCYBaHHAM JIKapChKHX
3ac00iB

KepiBnnkam TepHTOpianLbHHX opramis
Hepatikesy:xou

PO3MIOPSITUKEHHS

Bignosinno no Koncrurtynii Vkpaimm, crareit 15, 22, 55 3aKkoHy YKpaiHu
"OcHOBH 3aKOHONABCTBa YKpaiHH NP0 OXOPOHY 340poB's", crareit 15, 21 3akoHy
VKpaum "IIpo nixapceki 3aco6u”, IonoxerHs mpo JepxkasHy ciyx6y YxpaiHu 3
JIIKapChKUX 3ac06iB Ta KOHTPOIO 32 HApKOTHUKAMH, 3aTBEPIKEHOTO MOCTAHOBOIO
Kabinery Minictpie Vkpainu Bix 12.08.2015 Ne 647, mymxry 3.2.2. ITopsaxy
BCTaHOBJICHHS 3a00pOHM (TMM4YacoBoi 3a60POHH) Ta IIOHOBJIEHHS 06iry JTiKapChKHX
3aco0iB Ha TepuTOpii YKpaiHW, 3aTBep/KEHOro Haka3oM MiHicTepcTBa OXOpOHH
370poB's YKpaitu Bix 22.11.2011 Ne 809, 3apeectpoBanum B MiHicTepcTBi rocTHITi
Yxpainu 30.01.2012 3a Ne 126/20439, ITpasun yTumisauii Ta SHUIIEHHS JIKapChKHX
3aco0iB, 3aTBep/UKEHHX HakasoM MiHicTepcTBa OXOpoHM 3710poB's  YkpaiHu
Bin 24.04.2015 Ne 242, 38pEECTPOBAHAM B MiHicTepcTBi roctuuii Ykpainu 18.05.2015
3a Ne 550/26995, Ha migctasi indopmauii Bupo6uuka Gilead Sciences Ireland UC,
Ipnanpis, saganol macrom TOB "Ilensra Megiken" om0 BHABIEHHS Ha TEPUTOPIi
YkpaiHu ¢axTiB peanizauii mikapcekoro 3aco6y "Epclusa, 400 mg/100 mg, Gilead
Sciences Ireland UC", 3 MapkyBaHHAM (paHIy3bKOIO MOBOIO, L0 HE Bnpo6n;mac5
i APUEMCTBOM:

3ABOPOHSIO peanisauito, 36epiranHs Ta 3aCTOCYBaHHS (ba.HBCI/I(l)lKOBaHOI‘O
jiKkapcskoro 3acoly ""Epclusa, 400 mg/100 mg, Gilead Sciences Ireland UC", cepii
ZCBNE ta inmux cepiii 3 MapKyBaHHSIM BHKJII0OYHO iHO3eMHOIO MOBOIO.

Cy6’extaM rocnogapcskol AisIbHOCTI, AKi 3iHCHIOIOTE peaizariito, 36epiranHs
Ta 3aCTOCYBaHHS JIKapCBKHX 3aco0iB, HEBIOKIAJHO MICHS OJEpPXKAHHA JAHOTO
PO3MOPSUKEHHS TNEepeBIPUTH HAsBHICTh BHINE3a3HAYCHOro JKapchkoro 3acofy,
BXHTH 3aXO[H IIOJO0 BUIIyYEHHs HOro 3 o6iry IIIAXOM 3HMIUEHHS alo IIOBEpHEHHS
NOCTa4allbHUKY, T4 IIOBIIOMATH TepUTOpianbHuil opran JepxmikciIyx6u Ipo BXHUT
3aX0Id INOAO BHMKOHAHHSA NAHOIrO pPO3MOPSIXEHHS. Y pa3i 3HHINEHHS BiIXOIiB
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3a3HavYeHOro BHILE JiKapchkoro 3acofy B JBOTMXKHEBHH CTpPOK HampaBUTH [0
TepUTOpiaNbHOro opraHy JlepXmikciyxOu Komilo axra Mpo 3HHMIICHHS BiXO/iB
niKkapceKoro 3aco0y.

KOHTpOIIb 33 BUKOHAHHSM JAHOTO PO3NOPKEHHS 3MIACHIOIOTH TePUTOpPiaNbHi
opranu JlepxtikciyxGH Ha Bi/IOBi/Hil TepHTOPIi.

HeBHKOHAHHS NaHOIO PO3NOPSAMXKEHHS TATHE 3a CODOIO BiANIOBiAANBHICTh
3riHO 3 YUHHHUM 3aKOHOJABCTBOM Y KpaiHH.

Komnii faHOro po3nopspKeHHs HampapJIeHi:

MiHicTepcTBO OXOPOHHM 310POB'S YKpaiHH,

III1 " [lepaBHuii excriepTHH LenTp MiHicTepCTBa OXOPOHH 340POB's YKpaiHu';
TOB "ensra Menixen".

Poman ICAEHKO

IOmnis Kepnnu 422-55-76



