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Ha Ne BiJ

KepiBuukam cy6’ekTiB rocnoaaproBaHHs,
fKi 3aiiMaThHCH pealizauicio (TopriBiero),
36epiraHHsAM i 32CTOCYBAHHAM JIIKAPCHKHX
3ac00iB

KepiBHHKaM  TepHTOpiaJibHHX  OpraHiB
Hepautikcayxbn YkpainH

PO3ITOPATKEHHA

Ha migcTaBi IOBIIOMJICHHA MpO JITANBHWI BHUMAAOK NI 3aCTOCYBaHHA
cepii C16 mennusoro iMynoGionoriusoro mnpemapaty BakunHa TyGepky/ho3Ha
(BIDK), mioginisar ansi npuroTyBaHHs cycrnensil aasi BHYTPilUIHBOUIKipHOTO
Beelenns, 50 mkr/gosy mo 1,0 mr (20 no3) B ammynax Ne 5 y KOMIJeKTi 3
pozunHHAKOM (HaTpito xaopuay 0,9 %) no 2 ma B amnyaax Ne 5, BHpOOHHUTBA
degepannie aepkasie yHirapHe mianpuemcrso  "HaykoBo-BHpoGHHYe
06’cIHANHE 110 MeIMYHHM iMyHoGiosoriuuum mpenapatam "Mikporen”
MinicTepcTBa OXOPOHM 3A0POB’d  Ta COUiadbHOTO po3BHTKY Pocifickrol
Peaepauil, Pocilicbka (Megepauisn, (peecTpauiline MOCBITHEHHSA
Ne 166/11-300200000), Ta y simnosimmocti go cr. 15 3axony VYkpaiwu "IIpo
jikapebki 3acobu”, Tlonoxenns npo JepxasHy cmyx6y YKpaiHu 3 JHKapchKHX
3acobiB, 3aTBepmKeHOro Ykaszom [lpesunenta Yipalmum im 08.04.2011 Ne 440,
1. 3.1.3 "TlopsiaKy BCTaHOBJEHHs 3aG0OpOHK (TUMYAcOBOi 3a00pOHH) Ta MOHOBJICHHS
o6iry mikapcekux 3acobiB Ha Tepuropil Vkpainu", 3atBepikeHoro Hakasom MO3
Yxpaiuu Big 22.11.2011 3a Ne 809 (3i sminamu), 3apeectpoBanoro MiHiCTepCTBOM
jocTurii Vipaiam sig 30.01.2012 3a Ne 126/20439, "luctpykuil mpo MOpsoK
KOHTPOMIO SKOCTi JIKapchKUX 3acobiB IiA 4Yac ONTOBOI Ta po3ApibHON TOpriBi",
sarBepmkeHol Haxazom MO3 Vkpainu Bix 30.10.01 Ne 436, sapeectpoBaHoi
MinicrepcrtBoM toctumil Vkpaiuu Bix 05.02.02 Ne 107/6395 (31 3miHamn),
TUMYACOBO 3ABOPOHSAIO peanmizanito (TOpriBao) Ta 3aCTOCYBaHHA
MeIHMHOTO iMYHOGionoriyHoro mnpenapary Bakumua TyGepkyabosua (BIDK),
miodimizaT Aus NpUroTYBaHHs cycnensii 18 BHYTPIHBOMIKIPHOTO BBeIEHHH,
50 mxr/ao3y mo 1,0 mr (20 xo03) B ammynax Ne 5 y KomlexTi 3 pO3YHHHHKOM
(arpito xopuay 0,9 %) no 2 ma 8 amnyaax Ne §, cepii C16, Bupo6unuTBa
dexepanbne aepxapHe yniTapue nianpuemcrBo '"Haykoso-Bupodnute
006’cIHANHSI 1O MeAMYHHM iMyHoGiosoriynum mnpenapatam "Mikpored”
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MinicTrepcTBa OXOpPOHM 3A0pOB’Sl Ta comiajJbHOT0 po3BHTKY PociAcbkol
®egepanii, Pocilicbka ®exepanin, no okpeMoro pimenHs Hepxasroi cryx0u
Vkpaiau 3 TikapcbKHX 3aco0iB.

Cy6’exTaM rocnofapioBaHHs, sKi 3AiMCHIOOTH pearizalilo  (TOPriBilo),
30epiraHHs Ta 3aCTOCYBaHHA JIKAPCHKHUX 3acoiB, HEBIAKIAAHO MICHS OJEPHKAHHS
AAHOro PO3MOPSMMKEHHR TEPEBIPUTH HASBHICTE MEXMYHOFO iMYHOGIONOIMIYHOTO
npenapary BaxnuHa TyGepkyabosHa (BIDK), giodimizaTt ansi npuroTyBaHHsS
cyenensii 4Jisg BHYTPIlIKbLOUWIKIpHOTO BBeaeHHs, S0 mkr/ao3y no 1,0 mr (20 no3) B
amnyJjaax Ne 5 y kommiexri 3 po3unHHiKoM (HaTpito xaopuay 0,9 %) no 2 mi 8
amnyaax Ne 5, cepii C16, BupoGunuTea @PeepanbHe AepxaBHe yHiTapie
AT PHEMCTEO "HaykoBo-BHpoOHHYE 06’ cIHanuA no MeIUYHHM
imyHoGionoriynum npenapatam "Mixpores' MinicTepcTBa 0X0OpoHH 310pOB’S
Ta coUiaJbHOro po3BuTKY Pocifichkoi Pegepanii, Pocilicbka ®enepanis.

{lpu BHsBIEHH! 3pa3KiB LBOTO IpENapaTy BXUTH 3aXOAd INOA0 BHUIYYCHHS
fioro 3 00Iry LINISXOM NOMILLlEHHS B KAPAaHTHH.

CyG’ekTy TrocrnofaploBaHHs, TpW BUSBJIEHHI BKa3aHOTO  IIpeflapary,
MOBIZIOMUTH TepuTOpianpuui opran Jepxutikcayx6u VYxpaiHu 3a Micuem
PO3TAIYBAHHA IIPO BXWTI 3aX0Jd OO0 BUKOHAHHS NAHOro posmopsDkeHHA. Ilpu
HACTYITHKX ITOCTABKAX [Ipenapary ¢y6’eKT rOClofapioBaHH OBUHEH BXKHTH 3aXO/B
mono 3amobiraHHs npuabaHHIO, peatisallii Ta 3acTOCYBAaHHIO INpenapary,
HaBeIeHOrO B JIAHOMY PO3HOPSIKEHHI.

KoHTpons 32  BHKOHAHHAM  JaHOTO  PO3IOPSINKEHHA  3AIACHIOOTH
TepuTOopianbsHi oprauu Jepxurikenyx0u YKpaiHu 3a MICLIeM pO3TallyBaHHs.

HeBuKkoHaHHS JaHOIC PO3IOPS/UKEHHS TATHe 3a COOOK BIANOBIAANTBHICTE
3TIHO YMHHOTO 3aKOHOJABCTBa Y KpalHH.

Kormii gaHoro posmnopsiJkeHHA HalpaBJieH]:
OIT " Nepsxapuuit excrieptHuii neHrp MO3 Ykpainn".

T ”..'
- , /‘/
Hepwui 3acmynnux I'onoeu [ Lb. Jlemuenko



