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Ha Ne Bl

Kepisnukam cy6’exrin rocnosaposanns,
AKi 3afiMaloTeen peanizauicio (Toprisaeio),
3bepiranuam i sacTocyBamusam JikapcsKux
3acobis

Kepisunkam  repuropiansunx  opranis
Hepanikcaynxbu Yxpaiun

PO3NMOPAIKEHHS

Ha nigcrasi BcraHoBnenus dakry posGixuocti Y MapKyBaHHI BTOPHHHOI
YNAKOBKH Ta IHCTPYKUil Ui MeAM4YHOrOo 3aCTOCYBAHHSA nikapcekoro 3acoGy
HEYPOBEKC® ®OPTE, tabaerkwu, BKPHTI nuiskosolo oGosonkoio, Ne 30,
Ne 60, sBupoGuuursa «Axrasic PT», Intonesis, a came: Ha BTOPHHHIA ynakoBui y
posnini «Crnioci6 3acrocyBaHHs» 3a3naueHo «JlopocauM Ta miTaM Bin 12 POKiB;
I rabnerka 1-2 pasu Ha noGy», a B iHCTpYKLil Ansi MeauuHOro 3aCTOCYBaHHA
npeniapaty B posdini  «OcoGaMBOCTI  3aCTOCYBAHHA»  3a3HAYEHO «Jlocsimy
3acToCyBaHHA npenapaty y Aiteil BikoM o 14 pokiB Hemae OKpiM acTeHidHHX
cTaHiB» Ta y Bigmosimmocti mo cr. 15, et 21 3axony Ykpainu "ITpo mikapcbki
3acobu”, Ilonoxenns mpo Jlepskasny cnyxOy Ykpainm 3 TKapchKHX 3acobiB,
3aTBep/keHoro Ykasom Ilpesunenta Yxpainu sim 08.04.2011 Ne 440, "Tlopsaxy
BCTAHOB/EHHA 3a60poHH (THMHYacoBoi 3a60pOHH) Ta MOHOBIEHHS obiry nikapcexux
3acobiB Ha TepuTOpii VYkpainn", 3ateepmkeHoro Hakaszom MO3 Ykpainu Big
22.11.2011 3a Ne 809, sapeecTpoBaHOro MinicTepctBoM tocThuii Vkpaiuu Bin
30.01.2012 3a Ne 126/20439, "[uctpykuii npo mopszok KOHTPOJITIO AKOCT JIIKapChKHX
3ac06iB mix yac onToBoi Ta posapi6HOi TOprisni", 3aTBepKeHol Hakazom MO3
Ykpainu Big 30.10.01 3a Ne 436, 3apeecTpoBaHol MinicTepeTBoM toctuuii Vipaiuu
Bin 05.02.02 3a Ne 107/6395, 3i 3MiHaMHi, 3SABOPOHSIO peanisatito (Toprismo),
3bepiranHs Ta 3acTocysaHHs BCiX cepiii nikapchkoro 3acoby HEYPOBEKC®
@®OPTE, Tabnerkn, BKpHTI N1iBKOBOIO obosionkoro, Ne 30, Ne 60, BHPOOHHITBA
«Axrasic PT», Ingonesin, ki MaloTh BHIIeBKa3aH 030i2kHicTL V MapKYBaHHI

BTDEHHHD'II YIIAKOBKH Ta IHETEEKHIT AJH _MeaHYHOro 38CTOCYBAHHA uiono

BiKOBOTI'O LeH3y,

Cyb’extam rocnomaproBanHfl, fKi 3iHCHIOIOTH peaiizauio  (Topriemo),
30epiraHHs Ta 3acTOCYBAHHA /iKapChKHX 3acO6iB, HEBIKIALHO Mic/s OJepXKaHHs
AZHOTO  pO3MOPSMKEHHA  MEPEBIPUTH  HASBHICTH  JKAPCHKOrO 3acoby
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HEYPOBEKC® ®OPTE, tabaerkn, BKpuTi naiskosoio 06010HKOI0, Ne 30,
Ne 60, supobunuTBa «AKTaBic PT», Inpomesia 3 BHIIEBKa3aHHMH
HEBiAMOBIAHOCTAMH.

[lpy BusBAeHHI 3pa3KiB LBOro JIKAPCHKOro 3acoby BXKWTH 3aXOAH 1I0J0
BuslydeHHs Horo 3 ofiry masxom 3nMuleHHs abo MOBEPHEHHA NOCTAYAMLHHKY
(BHpOGHHKY).

Cy6’exty rocriojapioBaHHs, NpPH HAABHOCTI BKAa3aHOro JiKapchkoro 3acoby,
NOBiIOMMTH TepHTOpianbHuMit opran  Jepxctikenyx6u  Yipaiuu 32 MicLem
PO3TAIIYBAHHA NP0 BXKMTI 3AXOAHM LWIOA0 BUKOHAHHA JAHOTO POIMOPAIKEHHA, Y pasi
AHMILEHHA BIIXOMIB JiKapchkoro 3acoBy, B ABOTHXHEBMH CTPOK HANpaBuTH A0
TepuropiansHoro oprany Jepsxtikenyxbu Yipainu 3a MiclieM pO3TallyBaHHs KOIIilo
aKTa Npo 3HMIUEHHS BiIXOAIB JiKapchKkOro sacofy. [Ip¥ HacTynmHHUX MNOCTaBKax
nikapepkoro 3acofy cyb’ekT rocrnofaproBaHHs TOBHHEH BXKHTH 3aX0JiB IOJ0
sanobiranHs npuaGaHHio, peanisauii Ta 3acCTOCYBAHHIO JKApCHKOro 3acoby,
HABEJIEHOrO B JIAHOMY PO3IIOPSKEHH.

KonTpons 3a BUKOHAHHAM  JaHOrO  PO3MOPA/DKEHHA 3iCHIOIOTh
Tepuropianbui opranu epxikcayx6u YipaikH 3a MiclieM po3TallyBaHHA.

HeBHKOHAHHS LAHOTO PO3MOPAMKEHHS TArHe 3a coboro BiANOBIAQIBHICTE
3rifIHO YMHHOTO 3aKOHOJABCTBa Y KpaiHH.

Komii 1aHOr0 pO3TOPsKEHHS HAMPaBIIeHi:

IIT1 " Jleprkapuuii excrieprauit nentp MO3 Vipainn'";
TOB "Axrasic Ykpaina".
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