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otbun EJIPO C JJEKAPCTBEHH IPOIYKTH

HNOKAHA
3a

nodaeane na ogpepmu 3a docmaska Ha AeKapemeey nPooyKmu, exmosenu 6 Cnucvka no
wn.266a, an.2 om 3axona 3a rexapcmeenume nPOOYKMU 8 XYMAHHAMA MEOUYUHA

VBAJKAEMM JIAMH U TOCIIO/IA,

,» VHHBEPCHTETCKA MHOIONPoQHIHA 6OIHHKIA 32 AKTHBHO TCYCHHE U CIeIHa MeauuuHa H.
H. Iuaporos* EAJl —rp. Codus, Ha ocHoBanue wi.266a, an.5, 1.3 0T 3aKOHa 34 JIEKapPCTBEHHTE
NPOIYKTH B XyManHata Memuiuaa /3JITIXM/ 1 wi.156 or Hapen6a Nel0 ot 17 noemspu 2011 r.,
¢ HACTOMIIATA [I0KaHa, BH kaaw [Ja npeacraBuTe odepTa 3a JOCTABKA HA JEKapCTBEHH IIPOTYKTH,
ponoueny B Caceka no 9wi.266a, an. 2 ot 3JIIIXM, npu ciegHHTE YCIOBHS:

I. HNPEIMET HA IIPOLHEAYPATA:

[Ipeamer Ha mpouexypara € JOCTaBKaTa Ha JIEKapCTBEHH [IPOAYKTH, BKIIOYCHH B CIIHCHKA
1o wi.266A, an.2 ot 3akoHa 3a JEKApPCTBEHUTE NPOAYKTH B XyMaHHATa Me/THIIHHA 32 HyXXIHTE Ha
.YMBAJICM H. WU. Iuporos* EAJl -rp. Cobmus, chriacHO TeXHHYECKa CHeHU(pHAKALMS,
NPHJIOXKeHa B HacTosmara I lokana.

II. TEXHHUHYECKA CHEIIHOUKAIIWUA:

Mesxmynaponso gHenarenTtHo | Jlekapereena popma m kosmyecTso Ha | Koanuecrso/
HAHMEHOBAHHE AKTHBHOTO BEIECTBO Gpoii

Kanavit 10 mg/ml-Iml 2000 6po=n

III. H3UCKBAHHA KbM YYACTHHIHTE:

IToxanara ce OTIpaBd OO BCHYKH NpHTEXATEIH HA PaspelicHue 3a THProBHS Ha €Ipo ¢
TeKApCTBEHH NPOXYKTH, IIONYy4eHO mo pexa Ha I'masa nepera or 3JIIIXM. VuacTHHK
YyXKASCTPAHHO JIMIE Clie/(Ba [ia NMPUTEKaBa paspelieHHe 3a ThProBHS HA €lpo C JIEKapCTBEHH



TPOJYKTH, W3Ja[€HO OT ChOTBETHHUSA KOMIIETEHTEH OpraH, CBHIVIACHO 3aKOHOJATCICTBOTO HA
IBp/KABATa, B KOATO € YCTAHOBEH.

B ciyyait ue THPrOBEIBT Ha €O ¢ JIEKAPCTBEHH IPOIYKTH HMMa CKIaJ0BH MOMELICHHS HA

TepuTOpHsATa Ha PenyOnuka Bearapus, To TOH clie/iBa 1a IpATEXaBa pa3pelleHye 3a ThPropus,
H38J€HO OT U3IbJIHATENHUS qupekTop Ha MAJTL

1,

IV. YCJIOBHUS U PEJ 3A MNPEJCTABSHE, PA3IJEXJIAHE H

OILIEHKA HA O®EPTHUTE

Msicto 33 nmojasane Ha odepru: Bcekn paboter nen, ot 08:00 4. xo 15:30 4. B Otnen
»JlenosoacTeo ¥ apxue” #Ha YMBAJICM ,H. W. [Tuporos” EAJ] — rp. Codus, byiu. ,I'en.
E. Torne6en” Ne21. Odeprara ce anpecupa 10 U3IBIHHTEIHHS JUPEKTOP Ha JIEI€OHOTO
3aBEJ[EHHe M CE MOANHCBA OT 3aKOHHHS/TE NPEICTaBUTEN/H HA JPYXKECTBOTO WIH
MBIHOMOMIHUK C [IPEACTABEHO [IbITHOMOMIHO.

*Beek vUacTHHK MOXE /18 VHACTRA 34 BCAKA HOMeHKIarypa. KnacHpaHeTo Ha veacTHUIIHATE

CC H3BEHPINBA OTACIHO 34 BCAKA HOMCHKIIATYDA.

Ze
3

Kpaen cpok 3a noaasane Ha ofeprn: 10.04.2025 1.

Orpapsne Ha noxydennte odeprr: 11.04.2025 r., ot 10:00 yaca B borHu4Ha anTeka Ha
»YMBAJICM H. . [Tuporos” EAJL, ajpec: rp. Codus, Oyn. ,,Torneben™ Ne21. Odeprure
1€ Ce PasTJIeK AT OT KOMHCHS, Ha3HAYEHA ChC 3aN0Be/| HA H3ITBIHUTEHAS TAPEKTOP.

Pesynrarute oT paboTara Ha KOMHCHATA CE OTPa3ABaT B MPOTOKOJI, KOHTO Ce OIITHCBA OT
BCHYKH wieHoBe. KOMMCHATA Kiacupa yYacTHHIMTE, KaTo pasIyexia IpeiCTaBeHuTe
ojeprH, YCTAHOBIBA CHOTBCTCTBHETO HM C M3HCKBAHMATA HA BB3NOXKHTENI H OLCHABA
odiepTHTE Ha JONYCHATUTE YYACTHHIH, CHITIACHO KPHTEPHHATE 32 OLIEHKA Ha OdepTHTE.

Ha pasraexmane NOAJEXKAT eIHHCTBEHO OQepTH, KOMTO CHALPXKAT CJEIHATA
HHpOpMALHS:

» MexyHapoOHO HEMATeHTHO HanMeHoBaHHe (INN) Ha aKTHBHOTO BEIECTRO;
» THpProecko HaMMEHOBAHHWE HA JICKAPCTBECHHS IPOAYKT;

» Bun Ha JICKapCTBCHATA (l)OpMEl H KOIWYECTBOTO HA aKTUBHOTO BEIIIECTBO B JI030BaA
CIHHHIIA,

»  IlpomsBoauren;

»  KonmuecTBo B eHa ONAKOBKa,

»  EnuMpwuHa IIeHa Ha JEKapCTBEHUs IPOAYKT 3a equH Opoi B OBIrapcku nesa;

»  Cpox 3a nocraeka;

»  CpoK 34 BAJIM/IHOCT Ha IIpejlocTaBeHara neHopa odepra —-MuHUMYM 30 KaleHIapHH
JHH;

* [TL/HOMOIIHO 3a [OaBaxe Ha oepra, KoraTo odeprara ce [0/aga OT YIILITHOMOIIEHO JIULE.



5. OcrarpueH cpoK Ha rOAHOCT HA JIEKAPCTBEHHs NPoAyKT: KbM faTaTa Ha npueMane Ha
AOCTaBKaTa, JOCTABEHUAT JIEKaPCTBEH MPOJIYKT CIEIBA [Ja € ¢ OCTAThYEH CPOK HA I'OHOCT
He mo-Manko ot 1 /eqsa / roguna.

*3abenexncka: He ce pasznencoam opepmu, nonyuenu uesH onpedelenus cpox Ha NoKanama.

V. KPHTEPHHU 3A OLLEHKA

H360pbT Ha M3NBIHATEN Lie Ce IPOBeIe B3 OCHOBA HA HKOHOMMYECCKH Hal-H3rojHaTa
opepra. Crmara me ce ompenend Mo KpATEepHi, KOHTO OeHABA Hail-HUCKAaTa NpEUIOKEHA
€IMHUYHA [eHA.

IIpu u3bopa Ha THProeel Ha €IpO ¢ JIEKAPCTBEHM NPOYKTH OCBEH TIpe/UIaraHa NeHa Ce
00chxaaT ¥ choOpasdBaT M JIPYrH aclekTH Ha o(epTHTE, KOHTO Ca CBBP3aHH ¢ KaYecTBOTO,
Ge30nacHOCTTa M/HIH S(HKACHOCTTA HA JIEKAPCTREHHS POITYKT.

Ha nbpBo MsCTO ce Wiacupa y4aCTHHKA, IIPEATIONKMI Hall —HUCKA [eHA 3a JIEKapCTBEHHS
TIPOZYKT.

Hpunaoxenne: npoexm na 002060p 3a JOCMABKA HA JEKAPCMEEHU NPOOYKIMU.

»YMBAJICM H. H. THPOT'OB“ EAJ]



