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Ha Ne Bi).'E

Kepisunkam cy0’exTiB rocnogaproBaHHs,
AKi 3aliMaThLes peajiizanicilo (Topris.aeio),
30epiraHHAM i 3aCTOCYBAHHAM JiXapChKHX
3acobiB

KepisHukxam TepnTobia.anHx oprasie
Mepxaikciyxou YK?a'l'HH
i

PO3NOPSIKEHHA

Ha migcrasi pesynbraty mno3amiaHoBoi NepeBipkd CY6’€KTa TOCTIOAAPIOBaHHA
[TAT "OAPMCTAHIAPT-BIOJIK", Ykpaina, snificaenoi depxiaikcnyxboro Ykpainu
(Axt nepesipku nopepxanus ITAT "®APMCTAHIAPT-BIQJIIK" Jliuen3iiHux yMmos
IIPOBaXKEHHS TOCIOXAPCHKOI JisUIBHOCTI 3 MPOMHMCIOBOIO BHPOGHHMUTBA JiKAPCHKHX
3acoGis Bim 06.12.2012 Ne 62-B), mojo BusABAEHHS KPUTMYHHMX [OpYILEHb, Ta Y
BiamosimHocTi mo cr. 15 3axomy Vkpaimm "[Ipo mixapeski 3acobu”, ITonoxeHHs Mpo
Hepxasny cnyx6by Yxpainn 3 nikapcpkux 3acobiB, saTBepIxeHoTo Ykasom Ilpesunenta
Yxpaiau Big 08.04.2011 Ne 440, "Hopsm}cy BCTGHOBJIEHHS 3a0OpOHH (THMYacoBoi
3a00pOHM) Ta IIOHOBAEHHA 0O0iry Jikapchkux 3acobib Ha TepUTOPl YKpaiHu",
3aTRepxeHoro HakasomM MO3 Vkpaiwm Big 22.11.2011 s3a Ne 809, sapeectpoBaHoro
MinicrepcreoM roctuuil Ykpainu Bia 30.01.2012 3a Ne 126/20439 "IHCTpYXLT npo
NOPAIOK KOHTPOJIO SKOCTI JTIKapChKUX 3acobiB Mmij vac OHTOBQI Ta po3mpiGHOI Topriemi"”,
satBepmkeHoi HakazoM MO3 Vkpaimn Bim 30.10.01 3a Ne 436, 3ape60Tp013aH01
MiunicrepctBoM toctumii  Yxpainm Big 05.02.02 3a NﬂE 107/6395, 3i 3miHaMy,
TUMYACOBO 3ABOPOHSAIO peanisauiro (TOprisio), 36ep1raHH5[ Ta 3aCTOCYBaHHS
BCix cepiii MeauuHoro iMyHoGiosoriuHoro Ipernapary M—M-Blo.nm, cycneHsis
g in'exniit mo 0,5 ma (1 x03a) a6o mo 1 ma (2 Ao3u) B amnyaax Ne 10, BupoGHHNTBA
AT "®APMCTAJAPT-BIOJIK", Vkpaina (peectpauifine NOCBIIMEHHA
Ne 26/12-300200000) mo oxpemMoro pimeHHs [lepxasHol cnyx{tiu VYKpaiHu 3 JiKapCchKHX
3ac00iB.

Cy6’exTaM FOCTIOAIAPIOBAHHS, AK1 3AIACHIOIOTD peamzauifo (TopriBmio), 36epiraHHs
Ta 3aCTOCYBaHHS JIIKAPCBKMX 3acobiB, HEBiAKNaaHO NiCAs oJepxaHHs [AAHOTO
pO3NOPsIKeHHA IIEPEBIPUTH HAABHICTh MEJHYHOrO iMyHOGioIOriYHOrO  fIpenapary
AJI-M-Bioaik, cycnemsis aas in'exuiii mo 0,5 ma (1 go3a) a6o nmo 1 ma (2 xo3m)
B amnyJax Ne 10, supoGuuursa IIAT "®APMCTAJAPT-BIOJIK", Ykpaina.
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[Ipu BusBAEHHI 3pa3KiB [[HOIO MEAMYHOTO iMYHOOIOOTIYHOTO MpENapaTy BKHTH
38X0/IM IOJI0 BIIYYSHHA HOTo 3 06iry IIISXoM BMillleHHSI B KAPAHTHH.

Cy6’eKTy  rocuojapioBaHHsS, LpM  BHSBICHHI  BK23aHOr0  MEJH4YHOro
iMyHOGiOIIOTi9HOTO  TIpenapary, TIOBi/IOMUTH TGpHTOpl&J‘IBHHH opran JlepxitikcayxOu
VkpaiHu 3a MicLEeM pO3TalllyBaHHA NpPO BXHTI 3aXOAM IIOJO BHKOHAHHA JAHOro
PO3NOPSKECHHS. Hpn HACTYIIHUX MOCTaBKaX MEIHYHOro iMyHOGioOriYHOro mnpenapary
Cy6’eKT TOCTIONApIOBAHHS MOBHHEH BXMTH 3aX0AiB oo 3anobiranus upuabaHHio,
peanizalii Ta 3aCTOCYBaHHIO MEJHYHOro iMyHOGIOJOTIYHOTO Mpenapary, HaBeJAEHOro B
JAHOMY PO3MOPSIKEHHI.

KOHTpOJE 32 BHKOHAHHSAM J@HOTO PO3MOPSIUKCHHA 3MIHCHIOIOTH TepHTOPIaibHI
opranu JepxutikenykOu YkpaiHy 3a MiclieM po3TalllyBaHHs.

HeBHKOHAHHS IAHOTO PO3NOPS/KEHHA TATHE 32 COGOIO BiAIOBIAANBHICTH 3TiAHO
YMHHOTO 3aKOHOJABCTBa YKpaliH.

Kormii JaHoro po3nopsmkeHHs HampaBleHi:

JITT " Nepxasuuit excrieptauit neHrp MO3 Vkpainu",
AT "©®APMCTAHHAAPT-BIOJIK", Vkpaina.
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