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1606 - Cocbu EJIPO C JJEKAPCTBEHM MPOIYKTH
IHIOKAHA
3a

nooasarne na ogepmu 3a 00CMABKA HA ReKapcmeeru npooykmuy, ernodenu 8 Crucobka no
wn. 266a, an.2 om 3axona 3a nexapcmeenume nPOOYKMU § XyMARHAMA MEOUYUHA

YBAKAEMH JAMH U I'OCIIOJIA,

» Y HEBEPCHTETCKA MEOTONPOGIIHA 60IHMIA 32 AKTHBHO J€YeHIe | crielHa Meannyaa H.
W. Imporog” EAJl —rp. Codus, Ha ocHoBanme wi.266a, an.5, 1.3 oT 3akoHa 34 TEeKapCTBEHHTE
IMPOJYKTH B XymanHarta Meauumaa /3JITIXM/ u 41.156 or Hapenba Nel0 ot 17 noemspu 2011 r.,
¢ HacToOsImaTa noxkana, BE KaHu 1a npeactasuTe odepra 3a TOCTABKA Ha JISKAPCTBEHH IPOIYKTH,
BkmioyeHH B Coucepxa mo 4i.266a, an. 2 ot 3JINIXM, nipu clieHUTE yCIOBHS:

1. TIPEAMET HA ITPOLEAYPATA:

[penmer Ha ipolleAypaTa e IOCTABKaTa Ha JIEKapCTBeHH MPOIYKTH, BKIOYEHH B CIIHCHKA
o wi.266A, an.2 ot 3aK0Ha 3a NEKapCTBEHHUTE NPOAYKTH B XyMaHHAT4 MEAHIIHHA 38 HYM/IMTE Ha
»YMBAJICM H. U. Tluporos® EAJl — rp. Codms, CBIIACHO TEXHHYECKa CHENMUpHKALHASL,
npuiIokKeHa B HacTosmaTa [lokana.

II. TEXHHUYECKA COIEINUOHUKAIIMA:

Me:xaynapoauno nenarenTo | Jlekapcreena dopma n koandecrso Ha | KoaugecTso/
HaHMEHOBaHHE AKTHBHOTO BEMIECTBO Opoi

Fentanyl Amnyna 50 mcg/ mi 2 ml 3500 6pos

IIT. MU3UCKBAHHMSI KbM YYACTHHIIHUTE:

[loxanara ce OTIpaBs O BCHUKH IPHTEKATEINA HA PaspeilieHUe 3a ThPrOBHSA HA €IpO C
JEeKAPCTBEHE NPOAYKTH, NOJydeHo mo pena Ha ['maBa gesera ot 3JIIIXM. VuacTHHK



HYXICCTPAHHO JTHIIE CJIEIBA Ja NPHTEXKABA Pa3pellcHHe 32 THPIOBHA Ha €Ip0O ¢ JISKApCTBEHH
HPOOYKTH, H3JaJCHO OT CBbOTBETHHA KOMIICTCHTCH OpraH, CBITIACHO 3aKOHONATEICTBOTO Ha
ObpiKaBaTa, B KOsATO € YCTaHOBCH.

B Cﬂy‘[&ﬁ H9C ThpPIrOBEUBT HA €OPO C IEKAPCTBCHU IIPOAYKTH MMa CKJIaJ0BH [IOMCINECHHS Ha

TepATopusATa Ha Pemybinka briarapus, To ToM clieiBa [ia UPATEkKABA Pa3pelicHue 38 THProBus,
H3IaJICHO OT H3IIbIHKUTEIHUA JupekTop Ha MAJTL.

IV. VYCJOBHA U PEJX 3A TNIPEACTABSHE, PA3TJIEXKJIAHE N

OIIEHKA HA O®EPTUTE

;

Msicro 3a nogasane Ha opepTh: Beexu paboren mex, oT 08:00 u. mo 15:30 4. B Otaen
»eI0BOCTBO ¥ apxuB” Ha YMBAJICM ,H. U. [Tuporoe” EAJ] — rp. Codus, 6yi. ,,['en.
E. Torneben” No21. Odeprara ce anpecupa 10 H3OEIHATEIHAS AUPEKTOP HA Ne4eOHOTO
3aBEICHHE M C€ IOAUMCBA OT 3aKOHHHS/TE IpPEJCTABHTEN/W Ha APYXKECTBOTO WIH
IBIHOMOLIHUK C MPEICTABCHO IBIHOMOIIHO.

*Beexn y4acTHHK MOe /I8 Y4aCTBA 3a Bk HOMeHKnaTypa. KiacupaneTo Ha yacTHHLHMTE

CE HM3BBLPINBA OTACITHO 33 BCAKA HOMEHKIIATYDA.

2.
3.

Kpaen cpok 3a nopasane ua opepra: 18.09.2025 .

Orsapsane Ha moayqennTe odepru: 19.09.2025 r., ot 10:00 gaca 8 Boanuyna arrrexa Ha
»YMBAJICM H. H. ITmporos* EAJL, axpec: rp. Codus, 6y ,, Totneben* Ne21. Odeprute
LIe Ce pasryiexaar OT KOMACHS, Ha3HA4EHA ChC 3AII0BE]] HA M3 BIHUTEIHAN JUPEKTOD.

Pesynrarure oT paboTaTa Ha KOMHCHSTA C€ OTPa3ABAT B IPOTOKOI, KOUTO C€ MOJIIHCBA OT
BCHYKM wieHOBe, KoMmucuaTa Kiacupa y4aCTHHITHTE, KATO DPasIyexiud NpeicTABEHUTE
odepTH, YCTAHOBABA CHOTBETCTBHETO UM ¢ M3MCKBAHMATA HAa Bh3NoxMTeNs W OLEHABA
odepTHTE HA AOTMYCHATHTE YYACTHHIIH, CHITIACHO KPUTEPHHTE 34 OLICHKA HA OEPTHTE.

Ha pasriexnanHe momaexar ecXHHCTBeHO O(epTH, KOHTO ChALPKAT CJIEAHATA
undopmanun:

»  MexIyHapoHO HenareHTHO HanMeHoBaHue (INN) Ha aKTHRHOTO BEINECTEO;
> THproseko HaMMEHOBAHUE HA JICKAPCTBEHUS HPOAYKT;

»  Bup Ha nexapcrBenata Gopma ¥ KOJMYECTBOTO HA AKTHBHOTO BEIIECTBO B 103084
COMHHUIA;

»  llpouspomuren;

KommryecTBo B €1jHa ONaKoBKa;

> Enwnwrgna neHa Ha IEKapCTBEHUA NPOAYKT 3a efuH Opoi B OBIrapcku Jesa;

> Cpok 3a nocraBska;

» Cpoxk 3a BANHIHOCT Ha PEOCTABCHATA eHOBa 0(epTa ~MuHEEMYM 30 KallCHAapHM
JHH;

* ITeiHOMONIHO 33 OaBaHe Ha odepTa, KOraTo odeprara ce 104asa OT YIhITHOMOIIEHO JIHUIIE.



5. Ocrarbyen CpPoK Ha roHOCT HA JIEKAPCTEeHMs NPOAYKT: KbM fa1aTa Ha NpueMaHe Ha
JOCTABKATa, HOCTABEHHUAT JEKApPCTBEH MPOLYKT CIICHBA Ja ¢ ¢ OCTATHYEH CPOK Ha IOIHOCT
He no-mManko ot 1 /enna / roguHa.

*3abenexncra: He ce pazznexcoam oghepmu, noayueny u3ebs onpedeienun CPoK Ha ROKaHama.

V. KPHUTEPHH 3A OLEHKA

M360psT HA H3IBIHATEN IIe C& NPOBEIEC Bb3 OCHOBA HA HKOHOMHUYECKH HAH-H3rOJHATA
odepra. Cemara me ce Ompejend HO KPUTEPHUH, KOHTO OleHsBa Hal-HHUCKATA MpEIOKEHA
€INHWYHA [IeHA.

Ilpu m3bopa Ha THProBel Ha €/Ipo C JISKAPCTBEHH NPOIYKTH OCBEH IpejiaraHa IeHa ce
00CHAIAT H CHOOpa3ABAT M IPYTU aclekTd Ha o(epTHTE, KOMTO 2 CBBP3AHHM C KAYeCTBOTO,
OesomacnocTTa M/MAKM eQUKACHOCTTA Ha JIEKAPCTREHHS IIPOIYKT.

Ha mepBo MscTO ce KiacHpa y4acTHHKE, NPEeVIOKA Hall —HHCKA TIena 3a JEKAPCTBEHTs
IIPOJTYKT.

IIpunoxenne: npoexm na doz060p 30 OCMABKA HA HEKAPCMBEHU NPOOYKM.
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