WVMEAII » KAHEB -

YHUBEPCUTETCKA MHOTIOMNPO®UITHA EOJ'IHl/ILlA
3A AKTMBHO JIEHEHWE ,KAHEB" ALl

M3x. No 2441/08.12.2025 .

JO MNPUTEKATEJIMTE HA
PA3SPELIEHHUE 3A ThPI'OBUS
HA EJIPO C JIEKAPCTBEHH
NMPOAYKTH, NOJYUYEHO 110
PEJIA HA I'JIABA JIEBETA OT
3JINIXM

IMOKAHA

3a Mpe/IcTaBsine Ha oQepTH 3a JOCTaBKa Ha JICKapCTBEHH ITPOIYKTH,
BKJItoueHu B CriMcbKa 1no 4wi.266a, an.2 ot 3aKoHa 3a JIEKapCTBEHUTE MPOJIYKTH B XyMaHHATa
Me/IMIIHHA

YBAKAEMH JAMHU U IT'OCITIOJA,

Ha ocnoBanme wi.266a, an.2 or 3akoHa 3a JIeKapCTBEHHTE MPOAYKTH B XyMaHHara
menuiiHa ¥ wi. 150 ot Hapen6a Nol0 ot 17 HoemBpu 2011 r. 3a ycioBusTa M pejia 3a JIeUeHHe ¢
HepaspeleHu 3a ynorpeda B PenyOnuka Bwirapusi jiekapeTBeHH MPOAYKTH, MPHJIATaHH H3BHLH
YCIIOBUSITA HA pa3pellIeHHeTo 3a yrnorpeda, v JIeKapcTBeHU POAYKTH 3a ChCTpajareta ynorpeoda,
KaKTO W 3a yCJIOBHATA U pejia 3a BKIIOYBAHE, POMEHHU, U3KJIIOYBAHE M JOCTABKa HA JIEKAPCTBEHH
NPOIYKTH OT CNUCHKA 10 wi. 266a, an. 2 oT 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa
ME/IMLIHHA,

YMBAIJI . Kanes™ AJl - rp. Pyce oTnpaBs HacTosara okaHa 3a npejicTaBsHe Ha odepTu
3a 10CTaBKa Ha JEKAPCTBEHH IPOAYKTH ¢ MEIK/IYHAPOHO HENAaTeHTHO HAHMEHOBAaHUE, BKIIFOUCHH
B CIMCBHKA 1Mo 4wiI.266a, an.2 or 3akoHa 3a JEKapCTBEHHUTE MPOAYKTH B XyMaHHaTa MeIHIMHA,
KaKTO Clie/iBa:
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50mcg/ml solution

1 NO02ABO3 Fentanyl for injection, amp. Opoii 2000
2ml
solution for
2 B02BAO1 Phitomenadione injection amp opoii 400
10mg/ml 1 ml

1. H3uckBaHMS KbM YYACTHHLHTE:

[IpuTekare/i Ha pa3pelieH e 3a ThProBUs Ha €/Ipo C JEKapCTBEHH NPOAYKTH, MOJIYyHCHO 110
pena Ha I'maBa gesera ot 3JIIIXM. VYyacTHHK 4y»KASCTpaHHO JIMLE MOXKE [a IpUTeXasa
paspelieHHe 3a THPrOBUS Ha €Ap0 C JIEKapCTBEHH MPOJAYKTH, H3JAACHO OT CHOTBETHHA
peryJatopeH Opra, ChIJIaCHO 3aKOHOIATEICTBOTO HA JIbPyKaBaTa, B KOATO € yCTAHOBEH.

B cnyuaii, ye ThproBeubT Ha €pO C JIEKAPCTBEHU IIPOLYKTH MMaa CKJIAJ0BU MOMEILEHHS Ha
Teputopusta Ha Penybnuka bwarapusi, To TOM clieiBa Ja MpHUTEkKaBa paspeleHne 3a ThproBus,
usaaaeHo or MAJL

2. CwabpkaHuero HA odepraTa:

Mexaynapoaso HenateHTHO HaumMeHoBaHue (INN) Ha aKTHBHOTO BEIIECTBO.
nekapcTBeHa popma;
Teproecko HauMeHOBaHUE HA JIEKAPCTBEHUS TPOIYKT;
Bux Ha nexapcrBenara opMa B KOIHYECTBOTO HA AKTHBHOTO BEILECTBO B J1030Ba
CAMHMLIA;
[Tpoussoauren;
KonxyecTBo B e/1Ha 0OMaKoBKa;
Ennnyyna neHa Ha jekapcTBEHHUs MPOJIYKT 3a MEPHA €IMHHMLA B OBJIrapckH jieBa
oe3 J1C, cvots. ¢ Bk, JJIC:
Cpoxk 3a nocTaBka;
Jpyru, no npenexnka Ha odepeHTa;
[Is1HOMOIIHO, P NoaBaHe Ha oepTa OT YITBLIHOMOLIEHO JIHIIE.

* Odeprara He MO’Ke J1a ce npeuIara BbB BapHAHTH.

3. VYcaosusi v pex 3a npeacrassine, pasriekiaHe H OIEHKA HA oepTHTE:

I

Odeprure, n3rorBenn npu ycnosusra u 1o peaa va 3EJIEIT ce nonasat Ha email:

irina.georgieva@hospitalruse.org;

3.2.

Cpok 3a npezacrassise Ha odepta — g0 11.12.2025r.

*He ce pasenesxcoam oghepmu, noiyuenu uzevH onpedeienus 6 Hacmosuama NOKaHa Cpox.
3.3. Cpoxk 3a BamMIHOCT Ha mpeacTaBeHuTe odeptu: 60 /mectaecet/ KaJIGHIApPHHU JTHM,
CYUMTaHO OT KpaiiHaTa jiaTa 3a IojiaBaHe Ha oepT;

3.4. OuensBane Ha nojiyuennte opepru: Komucusra o w4, an. 1, onpegenena no peja
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na Hapen6a Nel0 ot 17 Hoemspu 2011 r. Ha M3 n30upa 3a H3IBIHUTEN o(eprara Ha ThProBell Ha
eIpo C JIeKapCTBEHHU MPOAYKTH, IIPH YCIOBHATA OCOYEHHU B 4. 150. ai. 4 ot Hapenba NelO ot 17
noemspu 2011 r. va M3. Pesynrature or padoTara Ha KOMHCHSATa CE€ OTpasfiBaT B MPOTOKOI,
KOMTO Cce MOAMMcBa OT BCHUKM uieHoBe. KoMucusita kiacupa ydyaCTHUIMTE, KaTo pasriexia
npejcTaBeHnTe oepTH, YCTAHOBSBA CHOTBETCTBHETO UM C M3MCKBAHHMATA HA BB3/I0oXKUTENS U IH
OLIEHSIBA CHIIIACHO KPUTEPUUTE 3a OLIEHKA.

*Ha ocnosanue un. 156, ar. 3 om Hapeoba NelO om 17 noemepu 2011 2. na M3, ne
noonexdcam Ha pazenedcoane oghepmu, Koumo He 0meo6apsam Hd UUCKEAHUAMA HA HACMOAWAMA
NOKAHA UIU Cca C UBMEKIA GAIUOHOCM.

3.5. KputepusaT 3a olleHKa: HKOHOMHYECKH Hali-u3rojaHa odepra, onpejiesieHa Bb3 OCHOBA
na KPUTEPUS “HAN-HUCKA LIEHA”.

B cnyuaii Ha opepupane Ha eHAKBH KpaiHH [IEHU 3a JEKPCTBEH IMPOIYKT OT JBama Wiy
[I0BEYE Y4YaCTHHLH, KJIACHPAHETO C€ HM3BbpIIBA TMpH CboOpa3sBaHE Ha CIEJAHHTE AaCTEKTH Ha

o(epTuTe: OpraHU3alMATa Ha JOCTAaBKAaTa MM KAyeCTBOTO, 0€30MacHOCTTa W/MiK epHKacHOCTTa
Ha JIEKapCTBEHHUS MTPOIYKT.

4. OcrtarbueH CPOK Ha I'OAHOCT HA JICKAPCTBEHHS NMPOAYKT: KbM JlaTaTta Ha

H3BBPIIBAHE HA JOCTaBKara, JOCTABEHUST JICKApCTBCH IPOAYKT CJIC/JABa Ja € C OCTAThYCH CPOK Ha
TOZHOCT HE MO-MAJIKO OT 1 /ezma/ rojguHa.

[Ipunoxenne 1: Obpasen Ha [Ipewioxkenne 3a H3TbIHEHHE

3ajuueHo Ha
ocHoBanue 33J1/{

M3IL. TUPEKTOP: ....[
Hpan Credanon HBaHOB}:\\.
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