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N3x. Ne 1041/03.06.2026 T.

A0 IMTPUTEXATEJIUTE HA
PASPEHIEHUME 3A THhPT'OBUSA
HA EJAPO C JIEKAPCTBEHHA
IMPOAYKTH, IIOJTYUYEHO I10
PEJA HA T'JIABA JEBETA OT
3JIIXM

IMOKAHA

3a MpejcTaBsHe Ha oepTH 3a JOCTaBKa HA JIGKAPCTBEHU MPOAYKTH,
BKJIIOUYEeHM B CniMchbKa 1o 4i1.266a, an.2 ot 3akoHa 3a JICKApPCTBEHUTE MPOAYKTH B XyMaHHaTa
MCIUIIMHA

YBAXKAEMM JAMH U TOCHOJIA,

Ha ocHoBanme wi.266a, an.2 or 3akoHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHaTa
MeauiuHa ¥ Wwi. 156 ot Hapen6a NelO ot 17 HoemBpu 2011 1. 3a ycrmoBusaTa u peia 3a JiedeHUE ¢
HepaspeleHu 3a ynorpeba B PemyOnuka bbiarapus nekapcTBeHHM MPOIYKTH, MpHIIaraHu H3BBH
YCIIOBHUSATA Ha pa3pelIeHUEeTo 3a yrnoTpeda, U JeKapCTBEHU MPOIYKTH 3a ChCTpaaTeHa yrnoTpeoa,
KaKTO M 3a YCJIOBMSTA U Pelia 3a BKJIIOUBAHE, IPOMEHHU, U3KIIIOYBAHE U JIOCTABKa Ha JIEKAPCTBEHU
MPOAYKTH OT CHUCHKA MO 4. 266a, an. 2 oT 3aKoHa 3a JICKAPCTBEHUTE MPOAYKTH B XyMaHHaTa
MeJIMIINHA,

YMBAIJI ,,Kanes* AJl - rp. Pyce ornpaBs HacTosiara mokaHa 3a mpeacTaBsHe Ha odepTu
3a IOCTaBKa Ha JIEKAPCTBEHU MPOIYKTH C MEXAYHApOIHO HETAaTEHTHO HAMMEHOBAHUE, BKIIIOUECHU
B CIIUCHKa MO WiI.266a, an.2 oT 3akoHa 3a JICKAPCTBEHUTE MPOJIYKTH B XyMaHHATa MEIUIIMHA,
KaKTO CJIeJBa:
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AHaTOMO- JlekapcTBeHa
MexayHapoaHO
TepaneBTUYeH ¢opma u Mepna |KoauuecTBo
Ne HENATEeHTHO
koa /ATC KOJIN4eCTBO HA eIMHUIA
HAHMEHOBaHHUe
Kon/ AKTHBHO BellleCTBO
50mcg/ml solution
1 NO02ABO03 Fentanyl for injection, amp. Opoii 2000
2ml

1. U3uckBaHMs KbM YYaCTHULMTE:

[Iputexxatenu Ha pa3pelieHue 3a ThProBUs Ha €APO C JICKAPCTBEHU MPOAYKTH, MOTYYEHO 1O
pena Ha I'maBa neera ot 3JIIIXM. VY4acTHUK 4YyXKIECTpaHHO JHMIE MOXKE Ja IPUTEKABA
pa3pelieHue 3a THProBUS HA €ApO C JIEKApCTBEHU MPOIYKTH, H3JAAEHO OT CHOTBETHHS
peryJIaTOpeH oprat, ChbINIACHO 3aKOHOJIATEJICTBOTO HA AbprKaBaTa, B KOSITO € YCTAHOBEH.

B cnyuaii, ue ThproBembT Ha €APO C JIEKAPCTBEHU MPOAYKTH MMaa CKJIAJIOBU MOMEILEHUS Ha
teputopusTa Ha PenyOnuka bearapus, To Toi cienBa Aa mpUTeXaBa pa3pelieHHe 3a ThProBHS,
u3naneno ot MAJL

2. Cobabp:kaHueTo Ha odeprara:
-  Mexnaynaponno HemaTteHTHO HaumMmeHoBaHWE (INN) Ha aKTHBHOTO BEIIECTBO,
JeKapcTBeHa Gopma;
- Twprorcko HaMeHOBaHUE Ha JIEKAPCTBEHUS MPOAYKT;
- Bup Ha nekapcTBeHaTa (hopma U KOTMYECTBOTO HA aKTUBHOTO BEIIECTBO B JJ030Ba
eANHULIA;
- IIpousBomuren;
- KonudecTBo B e1Ha ONTAaKOBKA;
- Enununyna neHa Ha JeKapcTBEHUS MPOAYKT 3a MEpHa €IMHUIIA B OBJITapcKu JieBa
oe3 JI/1C, cpots. ¢ BriL. JJJ1C;
- Cpoxk 3a 10CTaBKa;
- Jpyrm, no npenenka Ha odepeHTa;
- IIsnHoMomHO, npu nojaBaHe Ha opepTa OT YITBIHOMOIIECHO JIUILIE.
* Odeprara HE MOKe J1a ce IpejyIara BbB BapUaHTH.

3. Ycaosus u pea 3a npeacTaBsiHe, pasriexxkIaHe U OLeHKA Ha odepTHuTe:

3.1.  Odeprute, uzrorsenu npu yciosusara u no pena Ha 3EJIEIT ce mogasar Ha email:
Sivana.maneva@hospitalruse.org ;

3.2.  Cpoxk 3a npeacrassse Ha opeptu — 10 08.06.2026 T.

*He ce pazenescoam ogpepmu, nonyuenu uzevbH onpeoeneHus 8 HACmoawama NOKAHa CPox.

3.3. Cpok 3a BanuaHOCT Ha TpeacTaBeHuTe odepTu: 60 /mectaeceT/ KalleHIapHU THU,

CUMTAHO OT KpaliHaTa JjaTa 3a MojaBaHe Ha 0pepTH;

3.4. OuensBane Ha nonydeHuTe opeptu: Komucusra no w4, an. 1, onpenenena mo pena
Ha Hapen6a Nel0 ot 17 noemBpu 2011 r. Ha M3 u3bupa 3a U3MbIHUTEN odepTaTa HAa THProBell Ha
€/IpO C JIGKApCTBEHU MPOIYKTH, IPH yCIOBUATA TocoueHU B 4i.156. an. 4 ot Hapen6a Nel0 ot 17
HoemBpu 2011 1. Ha M3. Pesynrature ot paboraTta Ha KOMHUCHUSITA C€ OTpa3siBaT B MPOTOKOJI,
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KOHTO ce MOJANMMCBA OT BCHYKM wWieHoBe. KoMucHsTa Kilacupa yYacTHHIIUTE, KaTO pasriiexkna
npencTaBeHuTe 0(hepTH, YCTAHOBSABA CHOTBETCTBUETO MM C U3MCKBAaHUATA Ha BB3IoXuTENs U TH
OIICHSIBA CHIIIACHO KPUTEPHUHTE 32 OICHKA.

*Ha ocnoeanue un. 156, an. 3 om Hapeoba NelO) om 17 noemepu 2011 2. na M3, ne
noozexcam Ha pasenexcoane oghepmu, Koumo He ome08apam HA UBUCKBAHUAMA HA HACOAWAMA
NOKAHA UNU CA C USMEKIA BATUOHOCT.

3.5. Kpurepusr 3a olieHKa: HKOHOMHUYECKH Haill-u3rogHa odepra, onpeaeeHa Bb3 OCHOBA
na KPUTEPUSA “HAN-HUCKA IIEHA”.

B cnyuait Ha odepupaHe Ha eTHAKBU KpalHHU LIEHH 3a JIGKPCTBEH MPOIYKT OT JBaMa WJIU
MOBEYE YYACTHUIM, KJIACHPAHETO C€ WM3BBHPINBA MPHU CHhOOpa3siBAaHE HA CICJAHUTE ACIEKTH Ha
odepTuTe: OpraHM3aIMATa Ha JOCTABKaTa MIM Ka4eCTBOTO, OE30MACHOCTTa /WK e()UKACHOCTTA
HAa JICKAPCTBEHUS TPOAYKT.

4. OcraTb4eH CPOK HA IOTHOCT HA JIEKAPCTBEHHS MPOAYKT: KbM JaTaTta Ha
M3BBPIIBaHE Ha JOCTaBKATa, JOCTABEHUSAT JICKAPCTBCH MPOAYKT CJIeBa Ja € C OCTaThUYeH CPOK Ha
TOIHOCT HE MO-MaJIKo OT 1 /eqHa/ roguHa.

[Tpunoxenune 1: O6pazern Ha [IpeanoxxeHue 3a U3MIbIHEHHE
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