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Ha Ne BiJ

KepiBHuKaM cy0’€kTiB rocnojapionanns,
AKi 3aiiMalOThCA peanizamicio,
30epiraHasM i 32cTOCYBaHHAM JiKAPCHKHX
3ac00iB

KepiBHHKAM TepHTOpiaJibHHX OPranin
Hepaaikeaykou

PO3ITOPSAKEHHSA

Bignosigao no Kouctutyuii Yxpainu, crareii 15, 22, 55 3axony Ykpainu
"OcHOBH 3aKOHOJABCTBA YKpaiHM IpO OXOpPOHY 310poB's”, crareit 15, 21 3akoHy
VYxpainu "Tlpo nikapceki 3aco6u”, Ionoxennsa npo JepxasHy ciyxOy Ykpainu 3
JKapchKAX 3ac0o0iB Ta KOHTPOMIO 33 HAPKOTHKAMH, 3aTBEPIKEHOTO I[MOCTAHOBOKO
KaGinery MinicTpie VYkpaiuu iz 12.08.2015 Ne 647, Ilopsaxy 3ailicHeHHS
JEPKABHOTO KOHTPOMIO 3a AKICTIO JTIKApChKUX 3ac00iB, IO BBO3ATBCA B YKpaiHy,
3aTBep/KeHoro nocranosoro Kabinery MinicTpis Ykpaiau Bix 14.09.2005 Ne 902,
IMopaaxy BcraHoBaeHHs 3a0opoHH (THM4YacoBoi 3a0OpOHM) Ta HOHOBIEHHA ObIry
MKAapChKHX 3ac00iB Ha Tepuropii YKpaiHw, 3aTBep/xXeHoro HakasoM MiHicTepcTra
OXOpOHH 310poB’s YKpainu Bix 22.11.2011 Ne 809, 3apeecTpoBanuM B MinicTepcTsi
roctunii  Ykpainm 30.01.2012 3a Ne 126/20439, Tlopsaky KOHTpONIO SKOCTI
JMKapChKHX 3aco0iB mix wac omroBoi Ta po3npiGHOI TOpriBii, 3aTBEpIKEeHOro
HakaioM MigicrepcrBa oxopoHH 370poB’s Ykpainu Bix 29.09.2014 Ne 677,
3apeecTpoBaHNM B MiHicTepersi ocTuuii Yipainu 26.11.2014 3a Ne 1515/26292,
IMpaBun yTwmizanmii Ta 3HUNICHHA IiKAPCHKHX 3aco0iB, 3aTBEpPMKEHHX HAaKa30M
MiHicrepcTBa oxoponn 310poB’a Ykpainu BiJf 24.04.2015 Ne 242, sapeecTpoBaHHM B
MiHictepctBi 1octunii VYkpaind 18.05.2015 3a Ne 550/26995, Ha migcrasi
HaJXoMKeHHS iHgopManii OK0 BUABNEHHA B 00iry Ha TepUTOpil YKpaiHH cepii
A19A72G nikapcekoro 3acofy "ORALTEK®" (cymim aaeprenir), "perlingual
spray concentration 30000 TU/ml, 2x9 ml", supoonnurBa "IMMUNOTEK,
Spain', 3 MapKyBaHHAM iHO3€MHOI® MOBOK), 3 METOK. AaKTHBHO{ TpOTHAIl
NOMMPEHHIO JHKAPChKUX 3acobiB, mo oQililiHO He BBO3WINCH HA TEPUTOPIIO
YkpaiHu:

3ABOPOHAIO pearmizamito, 30epiraHHA Ta 34CTOCYBaHHA BCIX CepiH
nixapeekoro 3acoby "ORALTEK®" (cymim anaepreni), ''perlingual spray
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concentration 30000 TU/ml, 2x9 ml", upoouunrsa "IMMUNOTEK, Spain",
3 MapKyBaHHAM 1HO3E€MHOIO MOBOIO.

Cy6’exTaM TOCTIOHAPIOBAHHA, SKi 3AIACHIOOTH peanizauiio, 30epiraHHa Ta
33CTOCYBAHHS JIKAPCBKMX 3aCOGiB, HEBIMKIAIHO TWICIA OACPXaHHA JaHOTO
PO3MOPSIUKEHHS TIEPEBiPUTH HAABHICTb BKa3aHOTO NiKapchKOro 3acoby, BXHTH
3axomd  WIONO  BHIydeHEs  Woro 3 ofiry  (UIAXOM  MOBCPHEHHA
IOCTAYAIBHEKY/BHPOGHUKY Ta/a60 3HHIIEHHS, PO 110 TIOBIXOMHUTH TEPUTOpiaNbLHIH
opran Hepxurikcayx6u. VY pasi 3HUIUCHHSA BiJXOAiB Mpemapary B ABOTHXKHEBUH
CTPOK HAIIPaBUTH JI0 TEPUTOPIAIBHOIO OpraHy Hepxnixcmyx6u komio aKkta mpo
3HMIUEHHA BIIX0iB JIKapchKOro 3acoby.

KOHTpONb 332 BHKOHAHHAM  J4HOTO  PO3MOPS/UKCHHS  3MIHCHIOIOTE
TepuTOpiansHi opranm JlepactikcnyxGu Ha BiANOBiAil TepUTOPIL.

HeBHKOHAHHS NAHOTO DOSMOPSIKEHHA TArHE 33 o000 BiANOBINAIBHICTE
IrigHO 3 YAHHUM 3aKOHOJABCTBOM YKpaiHH.

Komiil 7aHOro po3IopskeHHs HalpaBIeHi:
MQ3 Vkpainu;
JIIT " JiepxaBuuit excrieptHuit nentp MO3 Ykpaiuu.

Mepmuii 3acTynuuk I'onosu Baaguenas Hinuna

MapumHa Tapan, Ten.422-55-76



