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Visx. Ne 1839 1F. 29, 2025 1.

J10 MIPUTEXKATEJIUTE HA
PA3PEHIEHME 3A THhbPI'OBUS
HA EJIPO C JIEKAPCTBEHH
MPOAYKTH, IIOJYYEHO 11O
PEJIA HA I'/TABA JJEBETA OT
3JIIIXM

MOKAHA

3a npejcTaBsiHe Ha 0epTH 3a J0CTaBKa Ha JIEKapCTBEHU NPOAYKTH,
BKIroueHd B Crimcpka o wi.266a, an.2 ot 3akoHa 3a JIEKapCTBEHUTE TPOIYKTH B XyMaHHaTa
MeIUIIHA

YBAXKAEMMU JIAMU U I'OCIIOJIA,

Ha ocuoBanue wi.266a, an.2 oT 3akoHa 3a JIEKApCTBEHUTE MNPONYKTH B XyMaHHaTa
MeauuHa ¥ wi. 156 or Hapen6a Nel0 ot 17 noemspu 2011 r. 3a ycnoBusTa H pe/ia 3a JICUCHHUE C
HepaspelieHn 3a ynorpeda B PemyOnmka beiarapus jgekapcTBEHU NPOAYKTH, MPUIAraHd M3BBH
YCIIOBHSTA HA Pa3pelIeHHETo 3a YNoTpebda, U JEKapCTBEHH IPOIYKTH 3a ChCTpajiaTeNHa ynoTpeoa,
KaKTO W 3a YCJIOBHSTA M pelia 3a BKJIIOYBAHE, IPOMEHH, M3KIIFOYBAHE U JI0CTABKa Ha JICKAPCTBCHU
IPOAYKTU OT CIMCHKA MO Wi. 266a, ai. 2 oT 3aKoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHaTa
MEIUIMHA,

Ywmban ., Kanes* AJl - rp. Pyce oTnpass HacTosiIara okaHa 3a IpeJCTaBiHe Ha oepTH 3a
JIOCTaBKa Ha JIEKAPCTBEHM MPOJYKTH C MEXTyHApOJHO HENATEHTHO HAaMMEHOBAHHUE, BKIIIOYEHH B
CIIHCEHKA 110 w1.2664a, an.2 oT 3aKoHa 3a JIEKApCTBEHUTE NPOJLYKTH B XyMaHHaTa MEMIIMHA, KaKTO
crenBa:
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i ion for 10 amp.
Etomidate- : 2mg/ml emulsion ——— p
1 Lipuro (etomidate) injection, amp. 10 ml
Aqua ad : solvent for parenteral
2 iniectabilia (INN water for injection) 55610 ml ONaKOBKAa 20 amp.
Braun
powder and solvent for
3 Samyr 400 mg ademetionine solution for injection ONAKOBKA 51
Sml

1. W3HCcKBaHHUS KbM y4aCTHULHTE:

[IpuTeaTeny Ha pa3peleHre 32 ThProBHsA Ha €PO C JICKapCTBEHU MPOIYKTH, MOJIydEHO IO
pena Ha [naBa mesera or 3JIIIXM. YuacTHHK dyXASCTPaHHO JIMIE MOXC Ja IPUTEKABA
paspelieHHe 3a THPrOBHS Ha €IpO C JIEKAPCTBEHW NPOIYKTH, HM3IAICHO OT ChOTBCTHHA
peryJaTopeH OpraH, ChIJIaCHO 3aKOHOATENICTBOTO Ha IbPKaBaTa, B KOATO ¢ yCTAaHOBCH.

B cayuaii, 4e THProBEIBT Ha €IPO C JIEKapPCTBEHHU NPOIYKTH HMaa CKJIaJl0BH MOMCIICHUS Ha
TeputopusaTa Ha Peny6iuka Beirapus, To ToO# crieaBa Ja MpUTeXaBa paspelieHUe 33 ThProBHA,

u3naneno ot UAJL

2. Cbabp:xkaHueTo Ha odepraTa:

Mexaynapoano HenareHTHO HaumeHoBaHHe (INN) Ha axkTHBHOTO BELIECTBO,
JiekapcTBeHa popma;
TBproBcko HaMMEHOBAHKE HA JIGKAPCTBEHUS IIPOIYKT;
Bun Ha nexapctBeHaTa popMma M KOJMYECTBOTO HAa aKTMBHOTO BEIIECTBO B JI030Ba
eIVHHIIA,
[IpousBoguten;
KonnyecTBo B €1Ha OMMaKoBKa;
Enunndna nena Ha jekapcTBeHHs MPOMYKT 3a MEpHA €IUHHIA B OBJIrapcKu JieBa
6e3 IJ1C, cpots. ¢ BkI. JJJIC; '
Cpok 3a nocTaBka;
Jpyru, 110 nperieHka Ha odepeHTa;
[TsnHOMOIIHO, IpH MoAaBaHe Ha odepTa OT YIIBIHOMOILIEHO JIHIIE.

* OdepraTa He MOXe J1a Ce Npeiara BbB BAPHAHTH.

3. VYcaoBus M pex 3a npeacTaBsiHe, pasriexk/aaHe H OLEHKA Ha odepTUTe:

3.1.

OdepruTe, n3rotBenu mpu ycioBusaTa u 1o peaa Ha 3EJIEII ce moxasar Ha email:

irina.georgieva@hospitalruse.org,;

3.2

Cpoxk 3a npeacrassie Ha opeptu — 10 23.09.2025r.

*He ce paseneacoam ogpepmu, noyuenu uzgvbH onpedesenus 6 Hacmosuama noKand Cpox.

3.3. Cpoxk 3a BamuaHOCT Ha npeicTaBeHute opeprtu: 60 /mecTaeceT/ KaleHIapHA JHH,
CYMTAHO OT KpailHaTa JaTa 3a IoJaBaHe Ha oQepTH;

3.4. OuensBane Ha nomydenute odepru: Komucusra o w4, an. 1, onpeaenena mno peaa
Ha Hapen6a Nel0 or 17 noemBpu 2011 r. Ha M3 n36upa 3a u3mbianuTten odepraTa Ha THProBell Ha
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€[pO C JIEeKApPCTBEHHU TIPOTYKTH, IIPH yCJIOBUSTA OCOYCHH B w1.156. an. 4 ot Hapen6a NelO ot 17
noemBpu 2011 r. Ha M3. Pesynrature oT paboTaTa Ha KOMHCHATA CE OTpassBaT B IIPOTOKOI,
KOHTO Ce MOIMHMCBA OT BCHUKH wieHose. Kommcusta Klacupa y4acTHHIWMTE, KaTo pasriexaa
npejcTaBeHuTe OQEpTH, YCTAHOBSBA CHOTBETCTBHETO UM € HM3UCKBAHUATA HA BB3JIOKHUTENS U TH
OlIEHsIBA CHIJIACHO KPUTEPHUHUTE 3a OIICHKA.

*Ha ocnoeanue un. 156, an. 3 om Hapeoba Nel() om 17 noemepu 2011 2. na M3, ne
noonexcam na pasenexcoane ogepmu, KOUmo He 0m06apsam Hd USUCK6AHUAMA HA Hacmoawama
NOKGHA UIU €A C U3MEKIA 6aNUOHOCT.

3.5. KpuTepust 3a OlleHKa: HKOHOMHYECKH Haii-u3rojHa odepra, OnpesiesieHa Bbh3 0CHOBA
na KPUTEPUSA “HAN-HUCKA LIEHA”. |

B ciyuail Ha odepupaHe Ha eTHAKBU KpalHM IEHH 32 JICKPCTBEH MPOIYKT OT JBAMA MK
[I0BeYe YYACTHHIM, KJIACHPAHETO CE W3BBpIIBA NMPH CbOOpa3sBaHE HA CJICAHUTC ACMCKTH Ha

O(bepTI/ITEZ opraHm3anusaTra Ha JocTaBKaTa HJIn Ka4eCTBOTO, 6e30MacHOCTTa WU/UIH e(i)I/IKaCHOCTTa
Ha JICKapCTBCHUS ITPOAYKT.

4. OcTraTrb4eH CPOK HA FOHOCT HA JIeKAPCTBEHUs MPOAYKT: KbM JlaTaTa Ha

U3BBpIIBAHE HA JOCTABKAaTa, JOCTABEHUST JEKapCTBEH MPOIYKT Clie/(Ba [a € C OCTaTh4CH CPOK Ha
FOIHOCT HE I10-MaJIKO OT 1 /emHa/ roguHa.

[Ipunoxenue 1: O6pasen Ha [Ipennoxxenne 3a UIMTbIHCHHE

3ajuueHo Ha
OoCHOBaHHe 4J1.37
3011 }
U3I1. IUPEKTOP: .... é\;
Usan Credanos Usang pa S omyr
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