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rpaa XAC KO BO J NPUTEXATENUTE HA

PA3PELLEHUE 3A TbPrOBUA HA
EAPO C NEKAPCTBEHM NPOAYKTH

MOKAHA
3a

nodasaHe Ha oghepmu 3a docmaska Ha fiekapcmeeHu NPoAyKmU, BKMKOYEHU 8 CNUCBKa
no yn. 266a, an.2 om 3akoHa 3a nekapcmeeHume npodykmu  XymaHumapHama
meduyuHa

YBAXAEMU JAMU U TOCIO[A,

,MHoronpocdunHa GonHuLa 3a akTUBHO neveHne Xackoso , Afl- rp. Xackoso, Ha
OCHOBaHue 4n. 266a, an.5,7.3 ot 3akoHa 3a NekapcTBeHUTE NPOAYKTW B XyMaHUTapHaTa
meauumHa / 3MMNXM / v yn. 156 ot Hapenba Ne 10 ot 17 Hoemepu 2011r., ¢
HacTosLaTa nokaHa Bu kaHu aa npeacTtasuTe oepTa 3a A0CTaBka Ha NekapcTBeHu
NPOAYKTY, BKNKOYEHW B CNUCbKa No yn. 266a, an. 2 ot 3MMXM, npu cneaHuTe yCnosus

I.MPEAMET HA NPOLEAYPATA

MpeaMeT Ha NpoueaypaTa e A0CTaBka Ha NeKkapcTBeHN NPOAYKTU, BKMKOYEHU B CIUCHKA
no uyn. 266a, an.5,1.3 oT 3aKoHa 3a neKapCTBEHWTE NPOAYKTH B XyMaHUTapHarta
MeanumHa 3a Hyxaute Ha ,MBAJ1 Xackoso , ALl, CbrmacHo TexHUYecka cneyuukaums,
npunoxexa B HacToswara lNokawa.

Il. TEXHUYECKA CMELNOUKALIUA



Memxaynapoano Jlekapersena gopma n IMporuosno KoimyecTBoO

HENATEeHTHO KOJIHYeCTBO HA AKTHBHOTO
HaunmenoBaumne (INN) na BEIECTBO B /1030BA
AKTHBHOTO BeLIECTBO eIHHHIIA
Fluorescein Amp 10% solution for 50 amnyn

injection- 5 ml

INl. U3UCKBAHUA KbM YYACTHULIUTE

lMokaHaTa ce oTnpass 40 BCUYKM NPUTEXATEeNU Ha paspeLleHne 3a TbproBua Ha eapo ¢
NneKkapcTBeHn NpoayKTh, nonyveHo no peaa Ha Mnasa geseta ot 3MIMXM. YuyactHuk
YYKOECTPaHHO Nuue cneasa Aa npuTexasa paspelleHuWe 3a TbproBus Ha eapo ¢
NeKkapcTBEHW MPOAYKTH, WM3LafeHO OT CbOTBETHUS KOMMNETEHTEH OpraH, CbrnacHo
3aKOHOATencTBOTO Ha Abpxasata B KOSITO € YCTAHOBEH.

B cnyyait, Ye TbproBeUbT Ha eapo € NeKkapeTBeHn NPOAYKT MMa CKNaaoBy NOMELLEHUS
Ha TepuTopusaTa Ha Penybnuka Bbnrapus, To TOM cneasa Aa nputexasa paspelleHve 3a
TbProBus, U3gadeHo o1 MambnHuTenHus aupektop Ha UAJT.

VI. YCNOBUA U PEQ 3A NMPEAOCTABAHE, PASIMEXAAHE WU OLEHKA HA
O®EPTUTE

1. MsacTo 3a nonasaHe Ha odepTu: Beeku paboreH aeH, ot 08.30 4 o 15.00 u. B
nenosogcTeoTo Ha ,MBAJ1 Xackoso , Afl, agpec : rp. Xackoso, 6yn. , CbeanHeHne
» Ne 49, Ocbeprara ce agpecupa 4o M3mbnHUTENHWUA OUPEKTOp Ha nevebHoTo
3aBefieHne 1 e NoANCBa OT 3aKOHHWA /Te NpeacTaBuTen /M Ha APYXeCTBOTO UK
MbNHOMOLLHWK C NPEACTaBEHO MbIIHOMOLLHO.

*Bcekn y4acTHWMK MOXe Aa y4yacTBa 3a BCska HOMeHknaTtypa. KnacupaHeto Ha
y4YacTHUUMTE Ce U3BbpLBA OTAENHO 33 BCAKA HOMEHKNATypa.

2.KpaeH cpok 3a nogasaHe Ha odepty : 18.11.2024

OchepTute ce npeacTasaT:

» M0 eNeKTPOHEH MbT NpW YCMOBUSITA M NO peaa Ha 3akoHa 3a enekTPOHHUS
OOKYMEHT V1 eNeKTPOHHUTE  YAOCTOBEpPUTENHW  ycnyrm Ha  e-mail:
office@mbalhaskovo.bg

~ Ha XapTWeH HocuTen ce NpefcTaBsaT Ha agpec: rp. Xackoso, 6300, 6yn.
,CbeanHeHune” Ne49,

3. OrBapsiHa Ha nonyyeHute oceptn 19.11.2024 r. ot 10.00 yaca B BonHwW4Ha
anteka Ha ,MBAJl1 Xackoeo , All ¢ agpec : rp. Xackoso, byn. , Cbeaurerue , Ne 49.



OcbepTvTe wWe ce pa3srnexgar OT KOMUCKUA HasHavyeHa CbC 3anoBef Ha
M3mbnHUTENHNA OUPEKTOP.

Peayntatute oT paboTata Ha KOMUCKSTa C€ OTpa3sBaT B MPOTOKOM, KOWTO Ce
NOANUCBa OT BCUYKW YneHose. KomucuaTa knacupa yqacTHULMTE, KaTo pasrnexaa
npeacTaseHnTe OdepTy, YCTaHOBSBA CLOTBETCTBMETO WM C W3WUCKBAHWATA Ha
Bbanoxutens W oOueHsBa OQepTUTE Ha [AOMyCHATUTE Y4aCTHWUM, CbrNacHo
KpUTEpUUTE 3a OLIEHKa Ha oepTUTe.

4. Ha pasrnexgaHe noanexar eauHCTBEHO OMepTH, KOUTO CbAbpxar crnegHata
MHGopMaLWS

MexayHapoaHo HenaTeHTHO HaumeHoBaHue(INN) Ha aKTMBHOTO BELLECTBO;
TBProBCKO HaMMEeHOBaHWE Ha NeKapCTBEHNA NPOAYKT;

Bua Ha nekapcteeHata opma W KONMWUYECTBOTO Ha aKTMBHOTO BELLECTBO B
[030Ba eanHuLa;

Mpoussoauten;

Konu4ecTBo B eAHa ONaKoBkKa;

EavHWYHa LeHa Ha nekapcTBeHus NPoayKT 3a eanH bpon B Bbnrapcku nesa;
CpoK 3a fjocTaBska;

Cpok 3a BanuAHOCT Ha npeacTaBeHata LeHosa odeprta- Munumym 30
KaneHAapHU AHK

VOV Y
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*MbNHOMOLLHO 3@ noaaBaHe Ha odepTa, Korato odeprarta Cce NoLasa OT YMbIHOMOWEHO
nuue

» OcTaTb4eH CPOK Ha roAHOCT Ha NneKapcTBeHnA NpoaykT : Kbm garara Ha
npMeMaHe Ha [ocTaBKaTa, AOCTaBeHUs NekapcTBeH NPOAYKT cneasa aa e ¢
OCTaTbY€eH CPOK Ha rOAHOCT He No-Manko ot 1 /egHa / roguHa.

*3abenexka : He ce pasrnexaar odepTi, NONy4YeHU W3BLH OnpeaeneHna CPOK Ha noKaHara.

V. KPUTEPUW 3A OLIEHKA

360pbT Ha U3NMBHUTEN e Ce NPOBEAe Bb3 OCHOBA Ha MKOHOMUYECKN HaW-u3rogHaTa
otepra. Coblara we ce onpegeny no KpUTepuid, KOUTO OLEHABa Hau-HucKarta
npeanoxeHa eanHnYHa LieHa.

Mpu n3bopa Ha TbProBeL, Ha eapo C NEKAPCTBEHW NPOLYKTV OCBEH NpeanaraHa Uexa ce
obcbxaaT M CcbobpassBaT M Apyrv acnekTu Ha OodepTuTe, KOWTO Ca CBbp3aHu C
Ka4ecTBOTO, He30nacHOCTTa UM eUKacHOCTTa Ha NEeKApPCTBEHWUS NPOAYKT.



Ha mbpBo MSCTO Ce Knacvpa y4acTHUKa, NPeANoXMN Hal-HIUCKa LeHa 3a NekapCTBeHus
MPOYKT.

MscTo 3a u3anbnHeHue Ha goctaskarta: “MBAJT - Xackoso"Al ¢ agpec: rp.XackoBo
6300, 6yn."CbeauHeHne” Ne 49 — dpaHko cknag 60nHW4Ha anTexa.

Mpunoxenne : npoexm Ha 002080p 3@ docmaska Ha lekapCmeeHu NPoOYKMU.

JI-P TEOPIH 'EJIOB, JING

H3ITBITHUTELEH IHPEK
HA ,MBAJI - XACKOBO*



