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Ha No BIJI

Kepisnukam cy6’exTiB rocnogaproBanns,
fIKi 3aitMaloThes peadiizadicio (Toprisaero),
30epiraMHAM i 3aCTOCYBaHHAM JIKAPCHKHX
3acobiB

Kepisnukam TepuTopiasbHHX  oprasin
Hepautikeay:k0n Ykpainu

PO3NOPATKEHHSA

Ha mnincrapi 3akiHUeHHS CTPOKY THMYacOBO! 3a00pPOHM Ta HEMOMIIMBOCTI
30IHCHEHHS KOHTPOIIO SIKOCTI JIKAPCRKOro 3acoby y BIAIOBIAHOCTI xo0 cT. 15, eT. 21
3akoHy VYkpainm "Ilpo mikapceki 3acobu", IlonoxenHs mpo [epkaBHy cayx6y
Yxpaiun 3 jikapceKux 3aco6iB, 3aTBepmkenoro Ykasom Ilpesunmenra Ykpaiuu Bif
08.04.2011 Ne 440, n. 4.3 '"Tlopsaky BCTAaHOBICHHS 3a00pPOHM (THMYacOBOL
3a00pOHM) Ta IOHOBJICHHA 0O0iry Iikapchkux 3acobiB Ha TepHuTopil Ykpainu”,
3aTBepIKeHOro Hakasom MO3 Vkpainu Big 22.11.2011 3a Ne 809, 3apeectpoBanoro
MinictepctBoM octunii Ykpainu Big 30.01.2012 3a Ne 126/20439, "lucrpykuii npo
MOPAOOK KOHTPOJH AKOCTI JiKapchbKUX 3aco0IiB MiJ 4ac ONTOROI Ta pPo3apiOHOI
TopriBm"”, 3aTBepmxkeHoi HakazoM MO3 Vkpaiam Big 30.10.01 3a Ne 436,
zapeecTpoBaHol MiHicrepcTBoM rocTuilii Ykpainu Big 05.02.02 za Ne 107/6395, 3i
sMmiHami, 3ABOPOHAIO peanizanito (Toprimwo), 30epirarHs Ta 3acTOCYBAHHS
mixapeekoro 3acoby CIT'AH, TaGjeTkH, BKpUTI IIIBKOBOK 000JI0HKOI0O, Ne 4,
cepii GS019, 3 mapkyBanuam BupobHuka Jkenom biotek IInT. JlTA., Inain.

Cy0’exTam rocrojaproBaHHs, fAKi 3AIHCHIOIOTE peamizaliio  (Toprismo),
30epiraHHa Ta 3acTOCYBAHHA JIKapChKHX 3ac00iB, HEBIOKIAOHO ITICHA OJEPXKAHHS
AaHOTO PO3NOPSANKEeHHA TIEpeBIpUTH HasSBHICTEH Jikapcekoro 3acoby CITAH,
Ta0J1eTKH, BKPHTI MJIiBKROBOIO 0060J0HKOI0, N 4, cepii GS019, 3 MapkyBaHHAM
BupoGHHKa [:kenom biorek IIBT. JdT1A., Inain.

ITlpr BuABNEHHI 3pazKiB LBOTO JIKAPCHKOTO 3aco0y BIKMTH 3aXOQH LHOJO
BWIYYEHHS HOro 3 00Iy ULIAXOM 3HHINEHHA a00 MOBepHeHHS NOCTAYAILHHKY
(BHpOGHUKY).

Cy0’exTy rocmonaproBaHHs, IPY HasSBHOCTI BKA3aHOTO JIKApCLKOro 3acoly,
TOBIIOMHTH TepUTOpiajbHUi opran Jepxkiikcayx6u VkpaiHH 3a MiclieM
PO3TalIyBaHHs PO BXKUTI 3aXOOM LOAO BUKOHAHHS JAHOIO PO3IOPA/LKeHHd. Y pazi
SHUIICHHS BiJXOMAIB JIKapchKoro 3aco0y, B JBOTHXKHEBHUM CTPOK HANIPARUTH IO
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TEpUTOPiabHOr0 Opraty Tepxnikemyxou YKpainH 3a MICLIEM pO3TAIYBaHHA KOIIIO
AKTa PO 3HULIEHHAS BiXOMIB JIIKAPCBKOTO 3ac0By. ITlpu HACTYMHUX M[OCTABKax
niKapeekoro 3acofy cy6’€KT TOCIOIAPIOBAHHA QOBHHEH BKUTH 3aXO/UB 10RO
samobiraHas OpUnGaHHIO, peamizauii Ta 3aCTOCYBaHHIO JIKapchKoTo 3ac00y,
HaBeIeHOTO B JaHOMY PO3TIOPSKEHHL

Koutpoib 3@  BUKOHaHHAM AAHOTO  PO3MOPAIKEHHA 3A1ACHIOIOTE
TepuTopiabHi Oprasy Tlepskmixciyx6u Y kpalti 3a MiCIieM po3TallyBaHHA.

HeBrKoHAHHS AAHOTO PO3IOPAUKEHHA TATHE 33 coBOK0 BIATOBITANBHICTE
3rijHO YHHHOTO 3aKOHOAABCTBA Y xpainu.

Komii faHoro po3nopsaaXKeHHs HallpaBJIeHl:
JII1 " Mepxasauil excrieptauit uentp MO3 Vxpainun';
TTpenctaBEuTBO [LKEHOM Biotex I1er. JITA. B YKpaiHi

3acmynnux I'onosu
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