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NMPUTEXATEJUTE HA
PA3SPEHIEHUE 3A ThbPI'OBUS HA
EJPO C JEKAPCTBEHHU ITPOAYKTH

NMOKAHA
3a

nodasane Ha oghepmu 3a OOCMABKA HA IeKAPCMEEHY NPOOYKMY, exniodeny 6 Cnucvka no
yn.266a, an.2 om 3axona 3a nexapcmeenume nPOOYKMU 6 XYMAHHAMA MeOUYUHA

YBAJKAEMHU JAMU U T'OCIIOJA,

. YHHBepcuTeTcKa MEOTonpodHa GOHHLA 32 AKTHBHO JISYEHUE U CTIeTTHA MeuIHa H.
U. Iuporos“ EAJl —rp. Codus, Ha ocHOBaHHe W1.266a, al.5, T.3 0T 3aKOHA 3a JICKapCTBEHHUTE
IIPOAYKTH B XyMannaTa Meaununa /3JIIIXM/ i wi1.156 or Hapenba Nel0 ot 17 noemspu 2011 .,
C HacTOd1aTa MOKaHa, B KaHu Aa mpejacTaBaTe odepra 3a JOCTaBKa Ha JIEKAPCTBEHH MPOAYKTH,
pmoueHy B Cnmebka 1o wi.266a, ain. 2 ot 3JIIIXM, npu cieIHHUTE yCIOBHs:

I. NPEIMET HA ITIPOUHEAYPATA:

[IpenMer Ha mIpoLeAypaTa € JOCTaBKaTa Ha JIEKapCTBEHH IPOAYKTH, BIIIFOUEHHU B CIIMCHKA
o wWI.266A, an.2 or 3axoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEIULIMHA 32 HYXXIMTE Ha
LYMBAJICM H. U. ITuporos“ EAJl — rp. Codus, CHINIACHO TeXHHMUYECKa CremupuKais,
IpHITOKeHa B HacTosmara [lokaHa.

II. TEXHHYECKA CIEINU®UKAIIHUA:

MesxyHaapoano nenatenTtno | Jlekapcrsena dgopma 1 konnuectso Ha | Koanuecrso/
HAHMEHOBAHHE AKTHBHOTO BEeMIECTBO Opoii

Fentanyl Amnyna 50 mcg/ mil 2 ml 3500 opos

II1. HW3NCKBAHHA KbM YYACTHHIHUTE:

Ilokanara ce OTHpass 4O BCHYKM IIPUTEXKATEIH HA paspelleHKe 3a ThProBUSA Ha €IpO C
JNleKapcTBEHH NPONYKTH, HOJNydeHo 10 peda Ha Iuasa gesera ot 3JIIIXM. VYwuacTHHK



gyKOCCTpaHHO JIMIE CleaBa fa TPHUTEXaBa paspelICHHEC 3a ThpProBuUA Ha eApo ¢ JNCKAPCTBCHH
MIPOAYKTH, H3JaACHO OT CBHOTBCTHHS KOMICTCHTCH OpraH, CBIJIACHO 3aKOHOAATEJICTBOTO HA
AbpiKaBaTta, B KOATO € YCTAHOBCH.

B ciyuait ye ThproBelsT Ha eApo € JEKaPCTBEHH [IPOYKTH UMa CKIIAI0BH IOMEIICHS Ha

teputopHsTa Ha PemryOmuka bbiarapus, To To# cieBa 1a npuTekaBa paspeIlcHue 33 ThProBusd,
M304JIEH0 OT W3IBIHATETHES aupekTop Ha MAJL

IV. YCJOBUS U PEJ 3A NPEJACTABSAHE, PA3IJIEXKIAHE H

OLEHKA HA O®OEPTHUTE

1.

Mscro 3a mogaBaHe Ha odepTH: Beeku paboten feH, oT 08:00 u. go 15:30 u. B Otzen
,Jenorozctso 1 apxup” Ha YMBAJICM ,,H. 1. ITuporos” EAJT — rp. Codus, Oyr. ,,I'eH.
E. Torneber” Ne21. Odeprara ce afpecupa A0 H3IBIHHTEIHAS TUPEKTOP Ha JIE4eOHOTO
3aBejieHHe M ce IIOANACBA OT 3aKOHHUS/TE NpPEICTaBHTEN/M HAa IPYKECTBOTO HIIH
ITBJIHOMOIIHHK C IIPEJCTaBEHO IIBJIHOMOIIHO.

*BeekM yuacTHHK MOXE Jla VUAcTBa 34 BCIKAa HOMEHKIATYpA. KitacupaneTo Ha y4acTHHIIATE

C€ M3BLPINBA OT/ICIIHO 34 BCIKAa HOMEHKIATYPA.

2.
3.

Kpaen cpok 3a noaasase Ha odepru: 04.09.2025 1.

OtBapsiHe Ha nojay4enute opeprn: 05.09.2025 r., ot 10:00 waca B bonauyHa anrexa Ha
L,YMBAJICM H. 1. Tuporos* EAJL, anpec: rp. Codus, 6ym. ,,Torneben™ Ne21. Odeprute
I0e ce PasriexkTAT OT KOMHCHS, Ha3HaUYeHa ChC 3alI0BE]( HA W3MBIHUTEIHNS JUPEKTOP.

PesynraTute 0T paboTara Ha KOMECHATA C€ OTPa3aBaT B IIPOTOKOJ, KOMTO CE IOAIMCEA OT
BCHUKH wieHOBe. KOMHCHATA KiIacHpa YYacTHHIMTE, KaTO Dasriiexaa MpeJCTaBeHUTE
odepTH, yCTAHOBSIBA ChOTBETCTBHETO MM C H3MCKBaHMATA Ha Bb3noxuTens ¥ OLCHABA
odepTHTe HA TOMYCHATHTE YYACTHHIIH, CHIJIACHO KPHTEPHHTE 3a OLIEHKA Ha O(epTHTE.

Ha pasrnexaane NOLIEKAT €IHHCTBEHO O(epTH, KOHTO CHABPXKAT CjleAHATA
uHpopMaLHS:

» Mexaynapozno HenaTreHTHO HamMeHoBaHHe (INN) Ha aKTHBHOTO BEIIECTBO;
»  ToproBcko HaMMeHOBaHHE Ha JEKapCTBEHHUS MPOIYKT;

> Buy Ha nekapcTBeHaTa hopMa U KOJIMIECTBOTO Ha aKTHBHOTO BEIIECTBO B J1030Ba
eIMHHIA;

> [IpouzBowurem;

> KonuuecTBo B €/1Ha OITAKOBKA;

»  EuHW4HA [eHA Ha JIEKapCTBEHHS MPOIYKT 3a €AUH Opoit B OBIrapcKy eBa;
> Cpok 3a BOCTaBKa;
>

CpoK 3a BaTAAHOCT HA IIPeOCTaBeHaTa leHoBa odepra —MuHUMYM 30 KaleHIAPHU
JTHU,

* [TRTHOMOLITHO 3a MOAaBaHe Ha odepTa, Korato odepraTa ce NoAaBa OT YIIbJIHOMOIICHO JIULIE.



5. OcraTb4eH cPOK HA FOJHOCT HA JIEKAPCTBEHHUS NPOAYKT: KBM fatara Ha IpHCMaHe Ha
JIOCTABKATA, JOCTABCHUAT JICKAPCTBEH IPOAYKT CJIEABA 1a € ¢ OCTATHUCH CPOK HAa FOAHOCT
He mo-MaJiko ot 1 /emna / romuHa.

*3abenexncka: He ce pazznesxcoam oghepmu, nony4enu u3evH onpedesleHusa CpoK Ha nOKanama.

V. KPHUTEPHHU 3A OLIEHKA

M360phT Ha M3MBIHUTEN L€ Ce MPOBEJe Bh3 OCHOBA HA HKOHOMHYECKH Hal-M3roJHaTa
opepra. Chmiara e ce ONpeNeNd IO KPUTEpUii, KOHTO OleHsBa Hal-HHUCKaTa HPEIOKEHA
eINHUYHA IIeHA.

IIpu m36opa Ha THProBEIl HA eIPO ¢ JEKApCTBEHH IPOAYKTH OCBEH IpeAnaraHa LeHa ce
00CHKIAT M chOOpassaBaT W APYrd acleKTH Ha odepTHTe, KOMTO ca CBBP3aHU C KadeCTBOTO,
6€e30I1aCHOCTTA U/HIIH e(PUKACHOCTTA Ha JIEKAPCTBEHHS IIPOAYKT.

Ha mBpBO MACTO Ce Kiacupa YHACTHHKA, IPeUIOXKHUIT Hall —HUCKA I[eHa 33 JEeKapCTBEHHS
MIPOIYKT.

Ipuioxkenne: npoexkm na 002080 30 QOCMABKA HA NEKAPCMBEEHU NPOOYKIMU.




