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EJPO C JIEKAPCTBEHH INPOAYKTH

IHOKAHA
3a

nooasave Ha oghepmu 3a OOCMABKA HA EKAPCMEeHU NPOOYKmMU, Graoueny 8 CRucwska no
yn.266a, an.2 om 3axona 3a nexapcmeenume nPOOYKMU 8 XyMaHHAMA MeOUYUHA

YBAXKAEMH JTAMHA U TOCHOIA,

» YHHBEPCUTETCKA MHOTOIIpO(UIHA OOMHMIA 33 aKTHBHO JICUSHHE H CIECIIHA METULIHHA
H. M. ITuporos® EAJl -rp. Codus, Ha ocHoBaHue wi266a, an5, 7.3 or 3akoHa 3a
JIEKapCTBEHHTE TIPOAYKTH B XyMannara meauiusa /3JITIXM/ u wi.156 or Hapen6a Nel0 ot 17
HoeMmBpu 2011 r, ¢ HacTosmara ImoKaHa, Bi KaHH Oa mpeiacTasdTe odepra 3a [0CTaBKd Ha
JIEKAPCTBEHU NPONYKTH, BKIIodeHH B CHHCEKA 110 w1.266a, an. 2 or 3JIIIXM, npu cnensuTte
YCJIOBHS:

I. IPEJAMET HA IIPOLIE/{YPATA:

IIpenver ma npouenypata e JOCTaBKaTa Ha JIEKAPCTBEHU ITPOJIYKTH, BKJIFOYEHH B CLIMCHKA IO
1.266A, an.2 ot 3akoHa 3a IeKapCTBEHATE MPOMYKTH B XyMaHHATa ME/IMITMHA 34 HYK/IUTE Ha
»YMBAJICM H. W. Iluporor“ EAJl —tp. Codud, CHIIACHO TEXHHUECKA CHEMpHKALUS,
npHIoxkeHa B Hactogmara [Toxawa.

1. TEXHWYECKA CIEIHOHAKALMAI:

Mexnynapogso HenarenTno | Jlexapersena gopma u xoumdecrso Ha | KoamgecTso/

HANMEHOBAHIE AKTHBHOTO BElECTBO Opoit
Adenosin 6 mg/2ml injection amp. 50 Gpos
Fentanyl 50 mcg/ml 50 ml 3 000 opoii

Isosorbide dinitrate 1,25 mgrdose oromucosal spray — 20 mi |30 Gpos




. HW3UCKBAHUSA KBM YYACTHULIUTE:

[Tokanara ce OTIpaBs 10 BCHYKH NPHTEXATENH HA Pa3pelleHHE 3a THPTOBHS Ha PO C
JIEKapCTBCHH MNPOJAYKTH, Mony4eHo Mo peda Ha Inaea aesera ot 3JIMIXM. VuactruK
4yKIAECTPaHHO JIHLIE CIIS/BA [Ia IPUTEXaBa pa3pelieHHe 3a THPTOBHS Ha €O C JIEKAPCTBEHH
NPOXYKTH, U3MAaNeH0 OT CHOTBETHHS KOMIIETEHTEH OPraH, CHIVIACHO 3aKOHOIATEICTBOTO HA
JbpXaBara, B KOITO € YCTaHOBEH.

B ciy4aii e TProBensT Ha €APO C JIEKAPCTBEHH [IPOAYKTH MMa CKIIAJOBH TIOMEIEH S
Ha TepuTOopHATa Ha PenyOnuka Buarapus, To Tolf creaBa Ja MPHTEKABA paspelleHHE 34
TBPTOBHSA, H3TANIEHO OT H3NBJIHNTENHUs aupexTop Ha HAJL

1IV. YCIOBUs M PE/ 3A TIPEJICTABSIHE, PABIVIEXKIAHE M OIIEHKA
HA O®EPTHTE

1. MscTo 3a noxaBane Ha odepTH: Bceku paborten zen, ot 08:00 u. g0 15:30 u. B
Otaen . Jlenosonctso v apxus” Ha YMBAJICM , H. U. [Tuporos” EAJI ~rp. Codus, 6y1. ,,len.
E. TotneGen” Ne21. Odeprara ce ampecupa A0 M3NBLAHATENHHA JUPEKTOp Ha JieueGHOTO
3aBEICHHE M Ce€ MNOANHCBA OT 3aKOHHUSA/TE MPEACTABHTEN/H HA JPYXECTBOTO MM
ObIHOMOHIIHHK C NPEJCTABEHO IhIHOMOIIHO.

2. Odeprara ce npencTaBs B 3aIe4aTal, HENPO3PAYeH UMK B HEHAPYIIEHA HANOCT M
Ce U3IHCBa MPOLEYPaTa, 3a KOATO KAH/[M/aTCTBA YYaCTHHKBT.

*Beexy yYacTHHK MOXKE /12 YYacTBa 3a BCSKA HOMeHKIarypa. KnacupaHneTo Ha YYacTHHLHTE

CE U3 IIBa OTACTHO 33 BCAKA HOMEHKIIA a.

3. Kpaen cpox 3a noxasane ua odpeprn: 16.04.2026 .

4. Orsapsne Ha moayuenure odpepru: 17.04.2026 ., ot 10:00 yaca B Bonuuuna anrexa
Ha ,,YMBAJICM H. W. Tuporos“ EAJl, anpec: rp. Codus, 6ya. , TorieGen® Ne21, Odeprute
L€ C€ pasrIeHKIaT OT KOMHCHS, HA3HAYEHA CBC 3aII0BE] HA H3ITBIHUTEIHHUS THPEKTOP.

Pe3y1'ITaTHTC orT paﬁoTaTa Ha KOMHCHSATA C€ 0Tpas3aBar B IPOTOKOII, KOHTO Ce MONMHCBa OT
BCHYKH wieHOBe. Komucusara KJlaCHpa YYJacTHHIIHTE, XKaTo pasriexaa NpelcTaBeHUTe ocbepm,
YCTaHOBsABA CLOTBETCTBHETO HM C M3MCKBAHMATZ HA Buiamoxurens W oueHIBA odJep'm're Ha
AONMYCHATHTE yYaCTHUILH, CBIVIACHO KPHTEPHUTE 34 OLEHKA Ha oq)ep'mre.

5. Ha pasriexiaHe noaIekaT eJHHCTBEHO 0epTH, KOUTO CHALPKAT CITHATA
Hupopmanns:

MesxnyHapoiHO HENATEHTHO HAHMEHOBAHHUE (INN) Ha aKTHBHOTO BEINECTBO;

T‘Bpl"OBCKO HaUMEHOBAHHE HaA JIEKapPCTBEHUS IIPOOYKT,

v

Bun na JIeKapCTBEHAaTa cpopma H KOJJHYECTBOTO Ha aKTHBHOTO BEILIECTBO B H030Ba
CAUHHILIA,

ITponzBomuTen;
KonuuecTro B €/1Ha OnakoBKa;

EmuHndna uesa Ha nexapeTBeHHMs POYKT 33 €0|H 6o B eBpo;
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Cpok 3a nocTaBka;



» Cpok 3a BaNTHIHOCT Ha IIPE0CTABEHATA IEHOBA odepTa ~MHHEEMYM 30 xaneHnapHu
HHY;

* ITemoMomHO 32 MonaBaHe Ha oepra, KOrato opeprara ce Mojasa OT YIbIHOMOIICHO
THIE.

6. OcrarbueH cpok Ha roJHOCT HA JEKAPCTREHMS NPOAYKT: KbM narara Ha [pHEMaHe
Ha 0CTaBKara, JOCTaBeHHAT JICKAPCTBEH NMPOAYKT CIE/BA [ € ¢ OCTATHYEH CPOK HA TOJHOCT
HE 110-MaJKo oT 1 /enna / romuHa.

*3abenencka: He ce pasenescoam odepmu, noRyuenu usgvi onpedenenus cpox na
noxanama.

V. KPUTEPHUH 3A OLIEHKA

1360psT HA M3NBAHATEN LI Ce IPOBE/E Bb3 OCHOBA HA MKOHOMMYECKH Hai-M3rogHaTa
odepra. Chlnara me ce ONMpENent Mo KPHTEPHi, KOHTO ONeHsBa Hal-HMCKATa IpPeIIoKeHa
eMHHYHA [IeHa,

[pu u3Gopa Ha TEProBen Ha eIpo ¢ JICKAPCTBEHH NPOAYKTH OCBEH Ipe/IAraHa IIeHa ce
o6cBxkuaT u choOpasgBaT M APYru acleKT# Ha odeprHTe, KOMTO ca CBBP3AHH C KAYeCcTBOTO,
GesonacHocTTa H/HIM eHKACHOCTTA HA IEKAPCTBEHHSA IPOJLYKT.

Ha mepBo MacTO ce xacupa yuacTHUKA, IPeIOKUT Hall ~HECKA [IEHA 3 JeKAPCTBEHUS
IPOLYKT.

Hpnaoxenne: n;;¢xm@ 002080p 3a DOCMABKA HA NEKAPCMEEHU NPOOYKMU.




