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Ha Ne BiJ

KepiBaukam cy6’ekTiB rocmogaploBaHus,
ki 3aifiMaloTbesl peanisanicio (Toprisiero),
30epiraHHAM i 3aCTOCYBAHHAM JIIKapChbKHX
3acobiB

KepiBHHKaM  TepHTOpiaJILHHX  OpraHis
Hepxaikeayxdn Ykpainu

PO3INOPSJKEHHSA

Ha migcrasi 3akiHYeHHs cCTpoky Tum4acoBoi 3a6oponm (90 mHiB) Ta
HEMOJXIMBOCT] 3IiHCHEHHS KOHTPONIO SAKOCTi Jjikapcekoro 3aco6y EHATIPLJI-H,
Tabmetkn, 10 Mr/12,5 mr Ne 20, cepii GEO2102, sBupo6uuntsa xeHoM BioTek ITET.
JItn., Inpia (peectpanifine nocsiguenns Ne UA/7571/01/01) ta y BIAMOBiZHOCTI [0
cT. 15, cT. 21 3akoHy Yxpainu "TIpo mikapchki 3aco6u”, [Tonoxenns mpo JepxaBHy
cmyx0y VkpaiHu 3 JiKapchKHMX 3aco0iB, 3aTBepiUKeHOro VYkazoM IlpesumeHTa
Yxpainu Big 08.04.2011 Ne 440, m. 4.3. "Ilopsaky BCTaHOBIEHHS 3aGOpOHH
(TMM4acoBoi 3a60pOHHM) Ta IOHOBIEHHS 00iry miKapchKux 3aco0iB Ha TepuTopil
VYkpainu", 3aTeepmxeHoro HakasoM MO3 Vkpaimm Bix 22.11.2011 3a Ne 809
(31 3MiHamn), 3apeecTpoBaHoro MiHictepcTBoMm roctunii Ykpainu Bixg 30.01.2012 3a
Ne 126/20439, "IncTpykuii mpo HOPSAOOK KOHTPOIIO SIKOCTi JIKApChKHX 3aco6iB Imin
uac omToBol Ta po3ApiGHOI TopriBm", 3aTBepmkeHol Hakazom MO3 Vkpaimu
Bif 30.10.01 3a Ne 436, sapeectpoBaHoi MiHicTepcTBoM tocTHmii YKpaind Bix
05.02.02 3a Ne 107/6395 (3i 3minamu), BABOPOHSIO peanizanito (Topriemio),
30epiraHHs Ta 3acTOCyBaHHs Jikapcekoro 3aco6y EHATIPLI-H, Ta6aerxs,
10 Mr/12,5 mr Ne 20, cepii GEO2102, Bupo6uunrsa JxeHom Biotek IIBT. Jra.,
Innain.

Cy6’ektam rocnonaproBaHHs, sKi 3AIHCHIOIOTH pearizamiio  (TopriBimo),
30epiraHHs Ta 3aCTOCYBaHHS JIlKapCBKHX 3ac06iB, HEBiAKIANHO MiCIsA OAEpPXKAHHS
A2HOTO PO3MOPS/KEHHs! [IEPEBIPUTH HAABHICTH Jikapebkoro 3acoby EHAITPLI-H,
Tabnerkn, 10 mr/12,5 mr Ne 20, cepii GE02102, BHpoOHuuTBa xeHom Biorex
sr. Jra., Ingis.

Ilpy BUsBNEHHi 3pa3KiB LHOTO JHKApCHKOro 3aco6y BXKHTH 3aXOH ILOHO
BUIy4€HHs HOro 3 obiry HLISiXoM 3HHIIEHHsl a6O NMOBepHEeHHsI MOCTAYaJbHHKY
(BHpPOOHHUKY).

M2 ,Elepxmxxcnymﬁa Ykpainu
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Cy6’exTy TOCIOAapIOBaHHA, MPHU HASBHOCTI BKa3aHOTO JIiKapChKOTO 3aco0y,
[OBiIOMUTH TePUTOpialbHUi OpraH TlepxmikcayxGu Ykpainu 32 Miciem
po3TalIyBaHHs IpoO BYKHTI 3aXOJI¥ LOJ0 BUKOHAHHS JI@HOTO PO3MOPAKCHEA. VY pasi
3HUIIEHHS BiAXOIB JIiKapChKOro 1aco6y, B [ABOTIDKHEBHIl CTPOK HAlpaBHTH i (o)
TEepUTOPiaIbHOTO OpraHy Tlepacixemyx6u Yipainu 3a MicrieM po3TallyBaHHA KOITiIO
aKTa TpO 3HMINEHHS BiIXOZiB nikapcekoro 3acoGy. Ilpu HAcTyMHHX II0CTaBKaX
nikapcekoro 3acoBy Cy0’exT FOCTIOZIapIOBaHHs TIOBMHEH BXHUTH 3aXOMiB IIOJO
3anoGiraHds [pUAGAHHIO, peanizalii Ta 3aCTOCYBaHHIO nikapceKoro  3aco0y,
HaBeICHOTO B IAHOMY PO3IIOPSDKEHHI.

KoHTpons 33  BHMKOHAHHAM  [AHOTO PO3IOPS/KEHHs  3AIHCHIOIOTE
TepuTOpiaibHi OpraHu Jlepoxikemyx6u Ykpainu 3a MiclieM po3TallyBaHHS.

HeBUKOHAHHS AAHOTO PO3MOPS/UKEHHS TATHE 32 coBor0 BiZNMOBIATBHICTH
3riJHO YMHHOTO 3aKOHOJaBCTBA VYkpaiHH.

Komii maHoro po3nopsKeHH HaIpaBleHi:

1 " HepxaBHuH excrieprauit nentp MO3 Vxpainu";
TIpenctaBHANTBO “JKEHOM Biotex IIBT JItn.” B YkpaiHi.
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