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@

YHUBEPCUTETCKA MHOTIOMPO®UITHA BOJTHNUA
3A AKTMBHO JNIEMEHME ,KAHEB* AL}

U3x. Ne 4'7*5;6/‘74f tf')é' %ﬁ

A0 MPUTEXXATEJIUTE HA
PASPEHIEHHUE 3A ThbPI'OBUSA
HA EJIPO C JIEKAPCTBEHH
IMMPOAYKTH, IOJYHYEHO 11O
PEJIA HA T'JIABA JIEBETA OT
3JIIIXM

ITOKAHA

3a TIPE/ICTaBsiHE Ha OQEPTH 3a JOCTAaBKa Ha JIEKAPCTBCHH IPOTYKTH,
BKro4eHH B Crincpbka 1o wi.266a, a2 oT 3aKoHa 3a JIEKapCTBEHUTE MPOLYKTH B XyMaHHaTa
MeIUIHA

YBAKAEMU JAMHU U TOCIIOJA,

Ha ocHoBanwe ui.266a, an.2 oT 3aKkoHa 3a JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa
memunuHa 1 wi. 156 or Hapea6a Nel0 ot 17 noemspu 2011 r. 3a ycioBHATa ¥ pefia 3a JICYCHUE C
HepaspemeHu 3a ynorpeba B Penmy6muka boiarapust jieKapcTBEHH MPOAYKTH, MpUJaraiy W3BbH
YCIIOBUATA Ha Pa3peleHueTo 3a ynorpeda, 1 JICKapCTBEHU MPOLYKTH 3a ChCTpalaTe/iHa ynotpe0a,
KaKTO ¥ 3a YCIIOBUSATA U Pejia 3a BKIIOYBAaHE, IPOMEHH, U3KIIOUBAHE M I0CTaBKA Ha JIEKAPCTBCHH
IPOIYKTH OT CHHMCHKA MO Wi. 266a, an. 2 oT 3aKkoHa 3a JEKapCTBEHHTE MPOAYKTH B XyMaHHATa
MeJIUIIMHA,

VYMBAIJI ,,Kanes* AJl - rp. Pyce ornpaBs Hacrosinara rnokaHa 3a nNpeiacTaBsiHe Ha odeptu
3a JI0CTABKA HA JIEKAPCTBEHHU MPOJYKTH € MEXyHAPOJIHO HEMATEHTHO HAMMEHOBAHUE, BKIIOYCHH
B CIHCBHKA Mo WiI.266a, an.2 oT 3aKoHa 3a JIEKApCTBEHUTE MPOIYKTH B XyMaHHaTa MEJHUIIHMHA,
KaKTO ClIeJ[Ba:
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10ml solution for
1 B02BAO1 Konakion injection in a opoi

ampule

400 amp.

1. M3uckBaHHS KbM YYACTHHIHTE:

[IpuTexarenu Ha pa3pelIeHUE 3a THPrOBHs Ha €/IpO C JISKAPCTBEHH TPOYKTH, MOJTYHCHO T10
pena Ha [maa meBera or 3JIIIXM. VYyacTHHK 4yXXIECTPaHHO JIMIE MOXKE Ja TpUTEkKaBa
paspelieHHe 3a THPrOBHS Ha €IpO C JIEKapCTBEHH NPOIYKTH, HM3JAACHO OT CHOTBCTHHA
peryJaTopeH opra, CbIilacHO 3aKOHOAATENCTBOTO Ha AbPIKaBara, B KOATO € yCTaHOBCH.

B ciyuaif, 4e THProBewbT Ha €PO C JIEKapPCTBEHU MPOIYKTH HMMaa CKJIA0BH MOMCILICHHSA Ha

Teputopusita Ha PenyOuika Bwiarapus, To TOM cie/Ba Jla NPUTEXKaBa paspelIeHUe 3a Thprosusl,
n3naneno ot MAJL

2. CbabpkaHuero Ha odeprara:
- MexayHapogHo HemateHTHO HaumeHoBaHue (INN) Ha aKTHBHOTO BEINCCTBO,
JiekapcTBeHa popma;
- TbproBcko HAMMEHOBAaHUE HA JICKAPCTBEHUS IPOJYKT;
- Bwupx Ha nexapcTBenara gopMa M KOJIMYECTBOTO HA aKTHBHOTO BEIIECTBO B /1030Ba
CIMHULIA;
- IIpousBoaurern;
- KonmnygecTBO B €Ha ONIAKOBKA;
- EJII/IHI/I‘IHa II€CHa Ha JICKapCTBCHHUA IpOAYKT 3a MEpHa €AUHHIIa B 61>nrapcm/1 JieBa
6e3 JIJIC, cpots. ¢ BKI. JIJIC;
- Cpok 3a 10cTaBKa;
- Jlpyrw, 1o npeleHKa Ha opepeHra;
* OgepraTa He MOXKE J1a €€ IPE/JIara BbB BApHAHTH.

3. YcaoBus M pel 3a mpeicTaBsiHe, pa3sriiek/IaHe H OLCHKA Ha odepruTe:

3.1.  Odeprute, U3rOTBEHH IIPH YCIOBUATA U 110 pe/ia Ha 3EJIEII ce mozxaBar Ha email:
Sivana.maneva@hospitalruse.org ;

3.2.  Cpox 3a npezcrassse Ha odeptu — 10 01 .07.2026 1.

*He ce pazenesxcoam ogpepmu, noiy4eHu U36vH onpedenenus 8 HaCMosUjama NOKAHa cpox.

3.3. Cpok 3a BaIMIHOCT Ha npeactasenute odepru: 60 /mectaeceT/ KaJeHIapHU JTHH,
CYMTAHO OT KpaifHaTa jaTa 3a [ojaBane Ha opepTH;

3.4. Ouensiane Ha nonydennte odpepru: Komucnsra no wi4, ai. 1, onpejiesiena no peia
ua Hapen6a Nel0 ot 17 noemspu 2011 r. na M3 W30Mpa 3a W3MBIHUTEN ofepTara Ha THPTOBEIl Ha
e/Ipo C JIEKapCTBEHU IMPOIYKTH, IIPH YCIOBUATA MOCOYCHH B 41.156. an. 4 or Hapen6a NelO ot 17
noemspu 2011 r. ma M3. Pesynratute or paborara Ha KOMHCHSTA C€ OTpasfBatr B MIPOTOKOJI,

KOWUTO c€ MOJIMCBAa OT BCHYKH YJICHOBE. Komucusara kinacupa Y4aCTHHIHUTE, KaTo pasriexaa
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npesncraBenuTe 0epTH, yCTAHOBSIBA CHOTBETCTBUETO MM C M3MCKBAHHATA HA Bb3noxkuTeNIA U T
OLIEHsIBA CHIIIACHO KPUTEPUHTE 3a OLICHKA.

*Ha ocnosanue wn. 156, ar. 3 om Hapeoba NelO om 17 noemepu 2011 2. na M3, He
noonedcam na pasenescoane ogepmu, Koumo ne 0m206ApAM HA USUCKEAHUAMA HA HAcmoswama
NOKAHA Wi €A € U3MEKILA 6ANUOHOCH.

3.5. KpuTepHsT 3a OleHKA: MKOHOMHYECKHU Haii-u3ro/Ha opepra, onpejieicHa Bb3 0CHOBA
na KPUTEPUS “HAN-HUCKA LIEHA”.

B ciyuait Ha odepupaHe Ha eHAKBM KpaiHH LEHH 32 JICKPCTBEH MPOIYKT OT JBaMa HIiH
[I0BeYe YYACTHHIIM, KIACHPAHETO Ce M3BBpUIBA NPU CHOOpassBaHe Ha CICJHHUTE ACIEKTH HA
o(epTHTe: OpraHM3aMsTa HA JOCTAaBKaTa UM Ka4eCTBOTO, OE30MacHOCTTa u/wi e(UKacCHOCTTa
Ha JIeKapCTBEHHUS MPOJIYKT.

4. OcrarbyeH CPOK Ha roAHOCT Ha JIEKapCTBCHHA MPOJYKT: KBbM JlaraTta Ha
U3BBLPIIBAHE HA JIOCTABKATA, JIOCTABEHMSIT JIEKApCTBEH IIPOAYKT CJICIBa J1a € ¢ OCTaTh4Y€H CPOK HA

FOJIHOCT He MO-MaJKo oT 1 /enHa/ roguHa.

IMpunoxenune 1: O6pasen Ha [Ipeioxkenue 3a H3NBIHCHAC

3ajIu4eHo Ha
ocHOBaHue 4J1.37}.
3011

3A U3I1. IUPEKTOP: ....
JI-p JIuaus Credanosa, Ha o8y

12.06.2026 r.
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