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EJAPO C JIEKAPCTBEHU ITPOAYKTH

ITOKAHA
3a

nooasane na oghepmu 3a JOCMABKa Ha NeKAPCMBEHY npooykmu, exknouenu 6 Cnucvka no
u1.266a, an.2 om 3axona 3a nexapcmeenume NPOOYKML 6 XYMAHHAMA MeOUYUHA

YBAXKAEMH JAMU U I'OCIIOJIA,

» YHUBEPCUTETCKA MHOTOLPOQUITHA GOIHIIA 32 AKTHBHO JTeUeHHE U CIIELTHA MEIUITHA
H. W. Tluporos*“ EAJ[ -rp. Codus, Ha OCHOBaHHeE 41.266a, an.5, 1.3 or 3akoHa 3a
JICKapCTBEHUTE TIPOYKTH B XyMaHHaTa Meyuimna /3JITTXM/ 1 un.156 ot Hapen6a Nel0 ot 17
HoemBpd 2011 r, ¢ HacTosmaTa nokana, Bu xanu na npezicTaBuTe odepra 3a JOCTaBKa Ha
JICKapCTBEHY NPONYKTH, BKOYcHH B CIHCEKa MO WI.2663, ain. 2 ot 3JIITXM, npu ciexaute
YCJIOBHUS:

I. TPEIMET HA ITPOLIE{YPATA:

IIpeamer Ha mpoueaypata e g0CTaBKaTa Ha JICKAPCTBEHH IPOYKTH, BKIIOYEHH B CIIHCHKA II0
41.260A, an.2 or 3aKoHa 3a JIEKAPCTREHUTE IPOAYKTH B XyMaHHaTa MEOUIMHA 33 HYKIUTE Ha
»YMBAJICM H. H. IMuporos* EAJ] —tp. Codus, CHIIACHO TeXHHUCCKA crenuQUKaIus,
TIPHJIOXEHA B HacTosara [Tokana.

II. TEXHHUYECKA CHIEITU®HUKAILUS:

Me:xaynaponno menmarentno| Jlexapereena dopma u kommuecrBo ma| Koamdecrso/
HaHMeHOBaHHe AKTHBHOTO BEIIECTBO Opoii

4 micrograms/ml solution for injection

Desmopressin acetate
amp.

10 6pon

Etomidate 2 mg/ml-10ml 2 mg/ml-10ml solution for injection 200 6pon




1. M3MCKBAHUS KbM YYACTHUIINTE:

Ilokanara ce oTnpaBs 0 BCHUKH IPUTEXKATENN Ha pa3pelieHne 3a THProBHs Ha eIpo ¢
JICKApCTBEHW MPOAYKTH, MOIy4eHO mo pena Ha [maBa mepera ot 3JIIIXM. YuactHHK
YYXISCTPAHHO JIMIIE CEABA Aa MPUTEKAaBa pa3pelieHUE 3a THPrOBUA Ha €Ip0 C JeKapCTBEHH
MPOAYKTH, W30aJe€HO OT ChOTBETHHS KOMIIETCHTEH OPraH, CHITIaCHO 3aKOHOAATENCTBOTO Ha
ABpXKaBaTa, B KOATO € YCTAaHOBEH.

B citydaii 4e ThproBenbT Ha €PO C IEKAPCTBSHH MIPOJIYKTH HMa CKJII0BH MOMEIIEHHS
Ha TepuTOopusATa Ha PenmyGmuxa Bbarapus, To TOH ciefBa na mpuTexaBa paspenieHHe 3a
ThProBus, H3/Ial€HO OT U3NIBJIHUTENHUA TupekTop Ha MAJL.

IV. YCJ/IOBHA U PE] 3A IIPEACTABSIHE, PASIVIEIKIAHE 1 OLIEHKA
HA O®EPTUTE

1. Mscro 3a nogaBane Ha odeprH: Bceku paboren jer, ot 08:00 4. mo 15:30 u. B
Otnen ,,JlenoBonctso u apxus” Ha YMBAJICM , H. U. TTuporos” EAJT —rp. Codus, Oyi. ,.Ten.
E. Totneben” Ne2l. Odeprara ce agpecupa 10 HU3IBJIHHTEIHHS IUPEKTOP HA JEICOHOTO
3aBCIICHME W C€ MOANHCBA OT 3aKOHHHS/TE IIPEACTABUTEN/H HAa JAPYXKECTBOTO MK
IIBIHOMOIIHUK € TPEACTABEHO IIHIHOMOIIHO.,

2. O(bepTaTa CC IIPCACTAaBA B 3allcdaTaH, HEMPO3PAvCH MUK B HEHAPYIICHA IIAJIOCT U
CC HU3NHUCBA IIPOIIeAypara, 3a KOSATO KaHAHAaTCTBA YYACTHHKBT.

*Beexn yYaCTHUK MOXE Jla yJacTBa 3a BCiIKa HOMEHKIaTy pa. KimacupaHeTo Ha VIACTHHIIATE
CC M3BBLPUIBA OTACIHO 34 BCAKA HOMCHKJIATYpa.

3. Kpaen cpok 3a nonasane Ha odpeptr: 16.07.2026 .

4. OtpapsHe Ha moay4deHnTe odepru: 17.07.2026 ., or 10:00 gyaca B Bonauuna anreka
Ha ,,YMBAJICM H. . ITuporos™ EAJ], anpec: rp. Codust, Oyn. ,,Totneoen* Ne21. Odeprure
IIe Ce PasTiIeXkIaT OT KOMHCHUS, Ha3HAYEHA ChC 3all0BE] Ha M3IBIHATETHHS TUPEKTOP.

PCBYJITaTI/ITe OT pa60TaTa Ha KOMUCHATA C€ OTPA3ABAT B IIPOTOKOJI, KOHMTO Ce MOINHCBA OT
BCUYKH uleHoBe. KoMucusaTa KJIaCupa y4aCTHUIIUTE, K&TO PasrlICxKaa NpCaCcTaBCHUTC OCbepTI/I,
YCTAaHOBABA CBHOTBCTCTBHETO MM C H3MCKBaHHUATA HA Bu3noxuTent u OLCHSABA O(bepTI/ITC Ha
AOIIyCHATHUTC YHACTHHHH, CBIJIACHO KPUTCPHUHUTE 34 OIICHKA Ha O(bepTI/ITC.

S. Ha pasrne:kgane moaiexarT eJHHCTBEHO 0 ePTH, KOHTO ChALP:KAT CJIeAHATA
uHdopManus:

Me:xxyHnapoaso HenareHTHO HauMeHoBaHue (INN) Ha aKTHBHOTO BEIECTBO;
TBProBCKO HAaMMEHOBaHUE HA JICKAPCTBCHHUS IPOIYKT;

Bun Ha nekapcTBeHara GopMa u KOJIHYSCTBOTO Ha aKTHBHOTO BEIECTBO B [030Ba
eMUHHIA,

IIpouzsonuren;
KonwgecTBo B e/1Ha OIIAKOBKA;

Enunndna 1ieHa Ha 1€KapCTBEHAS IPOAYKT 3a eIMH OpOi B €BpO;



> CpoK 3a 1OCTaBKa;

> Cpok 3a BANMAHOCT Ha HPEIOCTABEHATA [IEHOBA odepra —MuEEMYM 30 KaseHaapHA
AHH;

* IIsHOMOITHO 32 mofaBane Ha obepTa, KoraTo odeprara ce MOIARA OT YITBITHOMOIIEHO
JTHITE.

6. OcraTh4eH cpOK Ha FOAHOCT HA JEKAPCTBEHHS npoaykr: KeM narara Ha nipuemane
Ha NOCTaBKATA, NOCTABCHUAT JIEKapCTBEH IIPOYKT CJIEBA Jia € C OCTATHYEH CPOK HA FOJTHOCT
HE Mo-MaJko ot 1 /enHa / roguna.

*3abenexncka: He ce pasenescoam oepmu, RONYHEHU U36BH OnpedeNleHUA CPOK Ha
noKanama.

V. KPHUTEPUHU 3A OIIEHKA

VI300phT Ha M3NBIHATEN HIE CE IIPOBE/IE BH3 OCHOBA HA HKOHOMUYECKY Hal-H3roIHaTa
obepra. Criuara me ce onpeeny Mo KPUTEPHi, KONTO OIeHABa Hall-HECKATa IpeIoKeHa
€TMHUYHA I[CHA.

pu n360pa Ha THPTOBEI! Ha APO ¢ JEKAPCTREHH IPOLYKTH OCBEH Ipe/siarasa neHa ce
00CBKIAT M cboGpPa3ABAT U JPYTH ACTIEKTH HA O(ePTHTE, KOMTO ca CBBbp3aHHU C Ka4€CTBOTO,
Oe30macHOCTTa H/HiIKM €PUKACHOCTTA HA JICKAPCTBEHUS MIPOJYKT.

Ha nepBo MsicTo ce ki1acupa yuacTHUKa, HPeIOKAT Hall ~HHCKA 1IeHA 3a NeKapcTBEHUS
IIPOIYKT.

Ipunoxenne: npoexm na 002069p 3a Puemafixa na JleKapcmeeHy npooyKmu.



