PEITYBJIMKA BBJII'APUSA

KOMHUCHSA ITIO NPO3PAYHOCT KBbM MUHHHCTEPCKHSA CBBET

Msx. Ne KIT-00-145/ 78.09. 7
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I'-H AJJEKCAHJIBP ITAHYIIEB

U3 BJHHUTEJEH JUPEKTOP HA
“XUMHUMIIOPT ®APMA” AJl

I'P. CODUSI 1000,

PAHOH “CPEJEIT”

VI “KHA3 AJIJEKCAHJABP BATEHBEPT” Ne 1

/c obpamua paznucka/

Oraocno: Bama xanda ¢ Bx. Ne KIT-00-145/29.08.2017 1.

YBAXKAEMHU IN'OCINIOJHH TAHYUIEB,

B KomucusaTa 1o mpo3pavyHocT o 3aKOHA 34 JeKapCTBEHWTE MPOAYKTH B XyMaHHATa
meiaa (3JI1IXM) upes HaioHATHNS CBBET IO IEHU ¥ peHMOYpCHpaHe Ha JICKapCTBEHUTE
npoaykti (HCLIPJIIT) e noctbniia sxanba ¢ px. Ne KIT-00-145/29.08.2017 r. (Ne 8 HCLIPJIII
111-3815/17.08.2017 r.) ot ..Oxrtadapma“ (WI1) JIta., Bemuxobputanus upes Bac, B
ka4ecTBOTO BH Ha H3NBIHUTENEH JUPEKTOP Ha ,. Xumumiopt ®apma™ AJl, cpenty Pemenne Ne
HCP-13402/04.08.2017 r. ua HCLIPJIIL, ¢ koeTo ce YTBBpX/1aBa IIPOMsHA Ha 1leHa 1o 1. 261a,
an. 1 or 3JIITXM u ce nomycka mpomsHa Ha ueHata mo 4. 26la, amr 1 ot 3JI[IXM B
[punoxenne Ne 1, JlekapcTBeHM NIPOJAYKTH, NIPEJHA3HAYEHHN 3a JICUCHHE Ha 3a00JIBAHKS,
KOMTO ce 3amialiaT Mo pela Ha 3aKoHA 3a 34PaBHOTO OcHMrypsBaHe™ u IIpuioxkeHue Ne 2
..JIeKapcTBeHH TIPOIyKTH, 3aIIallaHi OT Olomxera Ha JieueOHHTE 3aBejieHHs MO I 5 OT

3aKoHa 3a NeueGHUTE 3aBEACHUS U OT OI0KeTa Ha JiedeOHNTE 3aBEACHHA C IBPKABHO U/HIIH



o01mHcko ydyacte no wi. 9 u 10 or 3akona 3a neueOHUTE 3aBeacHUA™ Ha 1I03MTUBHHA
JIEKAPCTBEH CHUCHK Ha JekapcTBeHHA NMpoayKT Wilate 500 Powder and solvent for solution
for injection 500 1U x 1.

Bre BpB3Ka ¢ nogaaeHara or Bac xanba no Komucusta no npos3paqnoct u cien
H3roTBEH AOKJan oT noarnoMaran opuct Ha 01.09.2017 r., oTHOCHO Pe/I0BHOCTTA Ha Kajndara,
CHITIACHO M3MCKBAHUATA HA AJIMMHHCTPATUBHONpoLecyanHus koeke (AITK), Bu yreiomsaram
CIEAHOTO:

3a ga ObJe peaau3upaHo MpOoW3BOACTEROTO Nped KomucHaTa mo Mpo3paqyHOCT MO
nojganeHarta orT Bac xanba e HeoOXoguMoO cbIIaTa [1a OTroBaps Ha H3HCKBAaHHATA HA
AJIMHHHCTpAaTHBHONpolecYanHHs kojdeke (AIIK).

Buano ot pasnopenbara Ha ui. 85, an. 1 or AIIK, Beska enHa xanba nojaajaesa 10
aJIMMHUCTPATHBEH OpraH TpsAOBa Aa ChIbpXKA 3aAB/DKUTEIHH PEKBH3UTH, €IHH OT KOHTO €
MCKAHETO TIO OTHOWICHHEe Ha oOxanBaHMA akT. B monanenara or Bac xan®a nuncea uckade
orHOCcHO obxanpanoto Penrenne Ne HCP-13402/04.08.2017 r. Ha HauumoHamHUs CBBET M0
[[EHU ¥ peUMOypcHpaHe Ha JIEKAPCTBEHUTE NPOAYKTH.

3a ga OBJe pealH3HpPaHO NPOM3BOACTBOTO Mped KoMHcHATa Mo Mpo3padHOCT MO
noxazeHara oT Bac xanfa e HeoOX0IMMO ChIaTa Aa OTToBapsA Ha u3uckBaHuATa Ha AIIK. B
T43H BpB3Ka B CHOTBETCTBUE ¢ M3UcKBaHeTo Ha wi. 85, am. 1, 1. 7 or AlIK, crnexsa na
GopMyHpaTe KOHKPETHO UCKaHe 0 oTHomeHHe Ha Pemenne Ne HCP-13402/04.08.2017 r. na
Hauuosansus cbBET MO IEHH H peuMOYPCHPAHE HA JIEKAPCTBEHUTE MPOJYKTH. .

Ha crnenpaino MAcTO B CHOTBETCTBHE ¢ H3UCKBanuaTa Ha wi. 86, T. 1 u T. 2 ot AIIK,
KbM BCIKA eHa xauba, [ojajJeHa A0 aJIMHHHCTPAaTHBEH OpPraH 3aJbJDKHUTE/IHO C¢ IIpHIara
II'BIHOMOILHO, KOTaTO Kanbara ce mojaBa OT IbJIHOMOIIHHMK, KaKTO M YAOCTOBEPEHHE 33
PErHCTPAIMATA U AaKTYAIHOTO ChCTOAHME HA ThPrOBELIA HITH KOPH/IMYECKOTO THLE.

Ha nbpBo MACTO KbM XKanbaTa HE € MPeACTABEHO [IbJIHOMOIIHO, [0 CHIATa Ha KOETO
,Oktapapma* (UI1) JITa., BenukoOpUTaHHs, IPHTENKATE HA PA3pElICHUETO 3a ynoTpeba Ha
nexapcteenns npoayktT Wilate 500 Powder and solvent for solution for injection 500 IU x
1 yneanomoinasa ,, Xumumnopt Gapma® AJl 1 ntnuno Bac B kauecTBOTO BU Ha H3NBIIHUTEIEH
JAHpPEKTOP Aa ro npejcrasnspare npea KoMucHsaTa no npo3pavsocT KbM MUHHCTEPCKHA ChBET.

ChbIL0 Taka KbM KaabaTta He € IPHJIOKEeHO Y J0CTOBEPEHHE 33 ThPrOBCKA PETUCTPALIHS,
CEIIIACHO HAIIMOHAJIIHOTO 3aKOHOJATE/ICTBO HAa APYKECTBOTO IPHTEKATEI HA Pa3pellIcHUCTO 3a
ynotpeba ,,Oxradapma™ (UI1) JIta., BennkoOpuTaHus, H3/1a/IEHO OT CbOTBCTHHS KOMIETCHTCH
opraH BsB BenukoOpuTaHus.

C 1en crna3BaHe M3UCKBaHMATA Ha wi. 86, 1. 1 u T. 2 oT AILIK, Mona ga npeacrasuTe

BAIMIHO ITHJIHOMOLIHO 1O cHiaTa Ha koeto .,,Oxtadapma“ (UII) Jlta., BemuxoGputanus,



TNpPUTEXATENT HA pa3pemieHHeTo 3a ymoTpeda ynbjaHoMowasa ., XuMmumiopr ®apma™ AJl n
muuHo Bac B kauecTBOTO BU Ha M3NBAHUTENSH AMPEKTOp Aa I'0 NpEACTaBIABATE Nped
KoMucHsTa 110 PO3pavHOCT KbM MUHUCTEPCKUS CHBET, KAKTO M Y 0CTOBEPEHHUE 33 THPTOBCKa
perucTpanus, ChIIaCHO HAIMOHAIHOTO 3aKOHOAATENCTBO Ha ApyXkecTBoTo ,,OkTadapma“
(WI1) JItxa., BenukoGpurtanus.

Ha ocnopanue wi. 87, an. 1 or AIIK, Mong B ceJeMAHEBeH CPOK OT ACHS CJIeABAI
IIOJIYYABAHETO Ha HACTOSIIOTO CHOOIICHHE Ja OTCTPaHUTE [OCOUCHHUTE HEPENOBHOCTH IIO

skamoara.

C yBaxeHHue,

MATL. ®APM. JILJIUSI HEHYEBA
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