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Ha No BiX

KepiBHukam cy6’exriB
rocnoaaproBaHHs, sKi 3aliMaloTbes
peanisauiero (ToprisJeio), 36epirannam i
3aCTOCYBaAHHAM JiKapChbKHX 3ac00iB

KepiBuukam TepHTOpiaabHuX opranis
Hepacaikenyx6u Ykpainn

PO3MMOPAIXKXEHHSA

Ha migcTaBi moBinomiieHHs mpo JeTanpHUM BHMALOK IpH 3aCTOCYBaHHI
cepii 306001/10 meauuHoro imyHOGionOriuHOrO npenapary AKJIII-Biodik,
cycneHsisi asis in’exuifi mo 1 ma (2 gosn) B ammymaax Nel0, BHPOOHHITBA
AT "®APMCTAHJAPT-BIOJIIK", Ykpaina (peecTpauiiiHe MOCBiqUEHHS
Ne 114/08-300200000), Ta y Bigmosigmocti mo cr. 15 3akoHy Ykpainu "TIpo
nmikapceki 3acob6u”, ITonoxeHHs mpo epxaBHy cyx0y YkpaiHu 3 miKapchKuX
3aco0iB, 3aTBepmKeHOro Vkasom IIpesunenta Ykpaiuu Big 08.04.2011 Ne 440,
m. 3.1.3 'Tlopsaky BCTaHOBJIEHHA 3a60pOHH (THMYacOBOT 3a00poHH) Ta
TIOHOB/IEHHS 00Iry JiKapchKUX 3aco6iB Ha Teputopii Ykpainu", 3aTBEepKEHOTr0
HakasoM MO3 Vkpainm Big 22.11.2011 3a Ne 809, 3apeeCTPOBAHOTO
Minicrepctsom toctuuii Yipainu sig 30.01.2012 3a Ne 126/20439, "THcTpykuil
NpO MOPSNOK KOHTPOJIIO SIKOCTI JTiKApChKMX 3aco0iB Mif 4ac onToBoi Ta po3zpiGHOL
TOpriBni", 3aTBepmxeHOi Haxkazom MO3 Ykpainn Bin 30.10.01 Ne 436,
3apeecTpoBaHol MinicTepcTBoM tocTuuii Vkpainu Big 05.02.02 Ne 107/6395, 3i
sminamd, THUMYACOBO 3ABOPOHSIO peanizauito (Topriemo) Ta
3aCTOCYBaHHS MEIMYHOro iMmyHoGionorivnoro mpenapaty AKOI-Biodik,
CycmeHsist ajis in’ekuii mo 1 mur (2 ao3u) B amnyaax Nelo, cepii 306001/10,
BHpoOHuuTBa IIAT "®APMCTAHIAPT-BIOJIIK", Ykpaina, 10 okpemoro
piiteHHs JlepxaBHOI ¢ty Gu YKpaiHu 3 TKapchKHX 3acobiB.

Cy6’extam rocmonaproBaHHS, fKi 30ifCHIOIOTH pealizalito (Toprismnmo),
30epiraHHs Ta 3aCTOCYBaHHS JiKapChKHX 3ac06iB, HEBIAKIATHO rmics OZlepXKaHHA
JaHOr0 pO3NOPSIMKEHHS NEePeBIPUTH HASBHICTh MEJMYHOIO iMyHOBiOMOTiYHOTO
npenapary AKAII-biouxik, cycnensis ais in’exuiit mo 1 mu (2 1o3u) B ammyJjax
Ne10, cepii 306001/10, Bupo6uunTea IIAT "®APMCTAHAAPT-BIOJIK",
Ykpaina.

M2 [epxasua cnywba Yipainm 3 Nikapcukiux 3acobis
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ITpu BHUABJIEHHI 3pa3KiB 1IBOTO MEIMIHOIO iMyHOGioTOTiYHOrO Mperapary
BIKATH 3aXO/IH LIIOZI0 BIITy4eHHs HOro 3 06iry msxoM NomilleHHs B KapaHTHH.

Cy6’exTy TroCloJaproBaHHsd, IIpH BUSBJIEHHI BKa3aHOTO MEAWTIHOro
iMynoGionoriqgoro  Inpemnapary, NOBifOMMTH  TepuTOpianbHUA  Oprad
JlepxikemyK0u VkpajHu 3a MicueM po3TallyBaHHA Mpo BXMTI 3aX0Au IIOJO
BHKOHAHHS [aHOrO pPO3NOPAIKCHHS. [Ipy HacTYNHMX MOCTaBKax MEIMYHOTO
imyHoGionoriysoro npernapary Cy6’€KT rOCTIO/@PIOBaHHS MOBUHEH B)KUTH 3aXOJiB
mopo 3amobiradHs NpuUAOaHHIO, peanizalii Ta 3aCTOCYBaHHIO MEINYHOTO
iMyHOGi0710TiUHOTO TIpeTiapary, HaBEJEHOr0 B JaHOMY PO3MOPSIKEHHI.

KoHTponb 32 BHKOHAHHAM  NAHOTO PO3NOPSIXKEHHS 311 ACHIOIOTh
TepuTOpiaNbHi OpraHy Hepxnikcnyx6u YKpalHu 32 MiclieM po3TallyBaHHS.

HeBUKOHAHHS JAHOTO PO3NOPSKEHHS TATHE 32 co6or0 BifMOBiAATEHICTD
3rigHO YHHHOTO 32KOHOaBCTBA YkpaiHy.

Komii 1aHoTo po3NOPALKCHHS HaIpaBJIeHi:
JIIT " JepxaBHuil eKCIIepTHAA UEHTP MO3 Ykpainu";
[IAT "®APMCTAHJAPT-BIOJIIK", Ykpaina.

3acmynnuk I'onosu AJ. 3axapaw
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