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3a

nodasare Ha ohepmu 3a OOCMABKA KQ AEKAPCMBEHU NPOOYKMY, 6KI04enu 6 Cnucvka no un.266a,
an.? om 3axona 3a rexapcmeeHume npoOyKmu 6 XyManHama MeOuyuna

YBAKAEMH JAMH H I'OCIIOJAA,

.- YHMBEpPCHTETCKA MHOronpoduiHa OoJHKHIA 32 aKTHBHO JICYEHUE | CIICIHA MEIHIIHHA H.
U. Muporos* EAJ] — rp. Codust, Ha ocHoBaHKe Wi.266a, a5, T.3 or 3aKOHa 32 JIEKAPCTBEHHTE
[IPOAYKTH B XymanHata memununa /3JITIXM/ 1 wi1.156 or Hapexba Nel0 or 17 HoemBpH 2011 r,c
HACTOSIIATA MOKaHa, BH KaHM [a hpeiacTaBuTe odepra 3a NOCTaBKa HaA JIEKapCTBEHH MPOAYKTH,
pxmodenn B Cnucbka 1o wi.266a, an. 2 ot 3JIIIXM, np# clielHATe YCIOBHA:

I. OPEAMET HA IIPOIE/AYPATA:

IIpeaMeT Ha mpoueaypaTa ¢ NOCTABKATA Ha JIEKAPCTBEHH NPOXYKTH, BKIIHOYCHHM B CITHCHKA
no 91.266A, an.2 oT 3aKoHa 3a JeKapCTBEHHTE HNPOAYKTH B XyMaHHATa MCAHIMHA 33 HYXWMTE Ha
LYMBAJICM H. HW. Ilmporos“ EAJl -rp. Codms, CHIIIACHO TEXHHYECKA crenupuKanms,
npHaoKeHa B HacTosmaTa [Iokana.

II. TEXHUYECKA CIIEHUPHKAITNA:

Jlexapcreena gopma H
MeKTyHApO/HO HENATEHTHO KommueerBo/
KOJIAY€CTBO HA AKTHBHOTO i
HAKMEHOBAHHE Opoit
BEMIECTBO
Sodium Chloride 3% Gpoit 150ml 500

1II. M3UCKBAHUA KbM YYACTHHUIHUTE:

[loxaHara ce OTHpaBs [0 BCHYKH NPHTEXATENH HA Pa3pelICHHE 33 ThProBHA Ha €Apo ¢
JleKapcTBEHH TIPOYKTH, I10J1y4eH0 [0 pena Ha I'nasa reseta ot 3JIIXM. VYacTHHK 9y>AECTPARHO
JIAIE CEeHBa Ja IIPHTEXKABA Pa3peleHAe 3a TProBys Ha epo ¢ JCKapCTBEHH IPOYKTH, H3aNCHO



OT CHOTBETHHS KOMIICTEHTEH OpraH, CBIIaCHO 3aKOHOJATENCTBOTO Ha AbP)KaBard, B KOATO €
YCTaHOBEH,

B ciayuaii 9e TEProBenbT Ha /PO € IEKAPCTBEHH NPOAYKTH HMA CKIIAIOBH MOMEINCHHS Ha
TepuropusTa Ha Penybinka beirapus, To TOH cleBa Ja NpHTEKAaBa pa3pellieHHE 34 THPTOBHH,
H3IaJEHO OT M3IBLIHUTEIHAL fupexTop Ha MAJL

IV. VYCJOBHUSA U PEI 3A HNPEACTABSHE, PA3IJIEXIAHE H
OIHEHKA HA O®PEPTHUTE

1. Mscro 3a mojgasane Ha odepru: Bcexu pabored nen. ot 08:00 9. mo 15:30 4. 8 O1nen
»ienososicTro u apxus” Ha YMBAJICM ,H. WU. ITaporos” EAJ[ — rp. Codus, Gyn. ,I'en. E.
Torneber™ Ne21. Odeprara ce agpecupa 10 H3TBIHKTEHNS AUPEKTOP Ha JIe4eDHOTO 3aBEICHHE H
CE MOJIMCRE OT 3aKOHHHAA/TE MPEeICTABUTEI/H Ha APYKECTBOTO WM NbIHOMOIIHUK C IPEACTABEHO
TBIHOMOTIHO.

*Beekn YYaCTHHK MOXKE /14 YYacTBa 3a Beska HoMeHkarypa. KnacHpaneTo Ha YYacTHHUHATE Ce
H3BHPIIBA OTIACNHO 33 BCSKA HOMEHKIATYPA.

2. Kpaesn cpok 3a nogaBane Ha opeprn: 15.05.2025 .

3. Orvsapsne Ha nonydenure opeprr: 16.05.2025 r., ot 10:00 gaca B bornuyna antexa Ha
»YMBAJICM H. U. Tluporos“ EAJ], anpec: rp. Codus, Gyn. ,, Totneben* Ne21. Odeprure
1IE CE PasIyIeXIaT OT KOMHCHS, Ha3HAYCHA ChC 3aIl0Be] Ha H3IBIHATEHAS MPEKTOP.

Pesynrarure 0T paboTara Ha KOMHCHSTA CE OTPA3ABAT B IPOTOKOJ, KOHTO CE MOAIMKCEA OT
BCHUKH uneHoBe. KommcmsaTa KiacHpa YJacTHHLMTE, KaTO pasriiexia IIpe/CTaBeHUTE
oepTH, yCTAaHOBSBA CHLOTBETCTBUETO UM C H3MCKBAHMATA Ha Boh3ouTeNsi W ONCHABA
otepTHTE Ha JIONYCHATATE YYACTHHIIA, CHITIACHO KPHTCPHATE 3a OlieHKa Ha odepTHTe.

4. Ha pa3sraexjaHe mNOJJI€KAT €JHHCTBEHO OQepTH, KOHTO CHABPKAT CJEIHATa
uHbpopManms:

> MexIyHapoaHO HemaTeHTHO HauMeHoBaHMe (INN) Ha akTHBHOTO BEIIECTBO;
»  TBproecko HaUMEHOBaHHE HA JIEKAPCTBEHHA IPOAYKT;

» Bun ma nexapcrBeHata JopMa M KOJHHYECTBOTO HA aKTHBHOTO BEIIECTBO B JI030Ba
eTAHHIA;

> [TpouapoguTen,

> KommyecTBo B €0Ha ONAKOBKA;

> EuawgHa IeHa HA IeKapCTBEHHS MPOJAYKT 32 €IHH Opoii B OBITapcKH J1eBa;

> Cpox 3a JoCTaBKa;

> Cpox 3a BAIHIHOCT Ha [IpefocTaBenara neHosa ofepra —~Mumnmy™m 30 kanenjapHu
AHW;

* [IbHOMOLUHO 32 noAaBaHe Ha odepra, KoraTo odeprara ce MoJaBa OT YIEIHOMOIIEHO JIHLIE.



S. OcraTh4yeH CPOK HA FOAHOCT HA JICKAPCTBEHHHA MPOAYKT: K'EM jaTara Ha NpHEMaHe Ha
JNOCTaBKATA, JIOCTABEHHAT JIEKAPCTREH NPOAYKT CJIeBa Jia € C OCTaThueH CPOK Ha rojIHOCT
He ITo-Manko or 1 /enna / rogdHa.

*3abenenncka: He ce pazznexcoam oghepmu, nojiy4enu u3evH ONPeOeeHuA CPOK Ha noKarnama.

V. KPHTEPHH 3A OLHEHKA

N360ppT HAa M3MBLIHHATEN M€ C€ IPOBEAC BB3 OCHOBA HA HKOHOMHYECKHM HaW-H3roJHaTa
opepra. Chmara Ime ce OMpeaenH 1O KpHTepHH, KOHTO OlleHsBa HaH-HUCKATa IPENJIOXKEHa
C€IHHHYHA IICHA.

ITpu w36opa Ha THProsel Ha €PO C JEKapCTBESHM HPOAYKTH OCBEH Npejularana [eHa ce
of0cexIaT U chobpa3sBaT W JAPYTH ACHEKTH Ha odeprure, KOWTO ca CBBP3aHH C Ka4ecTBOTO,
6ezonacHOCTTa H/HIH €DUKACHOCTTA HA JIEKAPCTBEHHS IIPOAYKT.

Ha noBpBO MACTO ce KjacHpa y4acTHHKA, IPEAONKHUI Hail —HHCKA [IeHa 3a JIEKapCTBEHHM
TIPOIYKT.

Mpuaoxenne: npoekm Ha 002080p 3a OOCMABKFTHA N1EKAPCMBEHU RPOOYKIMU,
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