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Ha No BiJ

Kepisnukam c}(ﬁ’em‘na rocrnoaapooBaHH4,
AKi 3anmam'rbcp peaJizanicio (TOpl"lBJ'lelO),
30epiraHHaMm i *acrocynanﬂnm JIK2pChKHX
3ac00iB

KepiBauxam .Tepn'ropla.rlbﬂnx oprasib
I[epmmcnymﬁh Yxpainu

PO3OOPSI/KEHHSI |

Ha nigcraBi MoBimoMmeHHS Npo cepHo3HmMil BUfIAfOK (3arposa XXKUTTIO) MPH
sacTocyBanni cepii 311004/15 imyno6ionoriunoro nikapcekoro 3acoby Bakuuma
st npoginaxruxku renatuty B pexomGinamTma pinka, pupobuunrea ITAT
"OAPMCTAHJAPT -BIOJIIK", VYxkpaina (peecrpauiline nocpiguenns
Ne 528/10-300200000), Ta y Bimnosimsocti mo cr.. 15 3akoHy Ykpainu "Tlpo
nixapesxi 3aco6u”, Ilonoxenns mpo JlepxaBHy cmyOy VYkpaiHu 3 JiKapChKHX
3acobiB, 3aTmepmxeHoro Ykasom [lpesunmenra Yxpaimm Bim 08.04.2011 Ne 440,
. 3.1.3. "[opsiaxy BCcTaHOBIEHHS 3a60poHH (THMYacoBoi 3a00POHH) Ta IIOHOBJICHH
obiry mikapcekux 3acobiB Ha Tepuropil Ykpainm', sdTeepmxenoro Haxasom MO3
Vxkpaiz Big 22.11.2011 3za Ne 809, sapeectpoBaHero MiHicTepcTBOM HOCTHIII
Vkpainn Big 30.01.2012 3a Ne 126/20439, "[HcTpykmii mpo NOpSAOK KOHTPOIIO
SKOCTI MIKApCHKMX 3acoBiB TN/l 9ac onToBoi Ta po3ApifHOI Toprisii", 3aTBepmKeHO]
HakazoM MO3 Vkpaigm Big 30.10.01 Ne 436, 3apeecTpoBaHoi  MiHiCTEPCTBOM
jocrunii  Vipaimu Bim 05.02.02 Ne 107/6395, s3i- sminamn, THMYACOBO
3ABOPOHSIO peanizamiro (TOpriBmi©) Ta 3acToCyBaHHS iMyHOGionOriqHOro
nikapebkoro 3acoby Bakmuna s npogiiakTHKH renaTaty B pexombinanTHa
pinka, cepii 311004/15, supo6unursa IIAT "®APMCTAHIAPT -BIOJIIK",
Yxpaina, 10 okpeMoro piterss JlepxapHoi ciayx6u Ykpainu 3 nikapcskux 3acobis.

Cy6’ekTaM TOCTIONApIOBaHHsA, #AKi 3AIHCHIOOTs peamisamiio (Topriemo),
30epiraHH® Ta 3aCTOCYBaHHA JIiKapCLKHX 3aco6iB, HEBIAKIAAHO Michs OJepKAHHSA
[AHOTO PO3NOPS/IKEHAs IIEPEBIPHTH HAjABHICTH iMyHOOGiomoriuHOro mxapcaxoro
3acofy Bakuuma nast mpoijlakTHKH renatuty B pexombinanTna piaka, cepii
311004/15, BnpoﬁﬂﬂuTBa IIAT "®APMCTAHJAPT -BIOJIK", Ykpaina.

IIp BHSBJIEHHI 3pa3sKiB IBOTO JIIKAPCHKOro 3ac00y BXKHTH 3aXOAM IIONO
BHJIyY9eHHA HOro 3 o6iry HULIXOM NOMill¢HHS B KaPaHTHH.
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Cy6’exTy rocmofapioBaHHS, NpPH BUABIEHHI BKa3aHOro iMyHoOiolOrivHOro
nikapcskoro 3acofly, MoBiloMUTH TepuTopiansHuit opran JepxikcayxGu YkpaiHu
32 MiclleM pO3TAIIYBaHHA Npo BXHTI 3aXOJM INOAO BHKOHAHHA JAHOTO
posmopAmkeHHs. IIpy HACTYmMHMX TOCTaBKaxX JIKapchkoro 3acoby cy0’ekT
rOCIONApIOBAHHA [OBMHEH BXHMTH 3aXOfliB INOAO 3amoGiramus  HpuAGaHHIO,
peamizamii Ta 3aCTOCYBAHHK) JIKApCRKOro 3acoby, HaBEJEHOTO B JaHOMY
PO3NOPAIKEHHI.

KoHTponk 32  BHKOHAHHAM  JIaHOIO  POBMOPS/UKEHHA — 3AIHCHIOIOTH
TepUTOpianbHi opranu Jepxmikcinyx6n Ykpainu 3a MiclleM po3TallyBaHHS.

HeBuKOHAaHHS JaHOTO pPO3NOPSUKEHHS TArHe 3a coGOM BANOBINANBHICTH
3TiIHO UMHEOTO 3dKOHOABCTBA YKpaiHu.

Korii 1aHOI0 PO3NOpS/KEHHs HAIpaBIIeHi:
AIT "I[epmagnnﬁ ekcniepTHH nenTp MO3 Vipaiuu”;
ITAT "®APMCTAHJIAPT -BIOJIIK", Vkpaina.
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