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HO
HNPUTEXATEJUTE HA

PASPEHIEHHE 3A THPI'OBUS HA

EAPO C IEKAPCTBEHHM INPOAYKTH

IIOKAHA

34

nooasane Ha ogepmu 3a 00OCMABKA HA NeKAPCMEeHYU npooykmu, éxarodenu 6 Cnucvka no
yn.266a, an.2 om 3akoHa 3a 1eKapcmeenume npOOYKmMY 8 XyMaHHAMA MeOUyuHa

YBAXKAEMU JAMHA U TOCIIO/IA,

,» YHUBEPCUTETCKa MHOTOIIpOGdMIHA OOJIHUIA 32 aKTHBHO JICYCHUE U CHIEIIHA MEIUIIHHE
H. WU. IImporos“ EAJ] -rp. Codms, Ha ocHOBaHMe wWi266a, an.5, T.3 oT 3akoHa 3a
JIEKapCTBEHHUTE NPOAYKTH B XyMmanHaTa memuruHa /3JIIIXM/ u wi.156 ot Hapenba Nel0O ot 17
moemepH 2011 1., ¢ HacTosINaTa MOKaHa, BU KaHW Ja IpercTaBuTe odepra 3a JOCTaBKa HA
JeKapCTBEHM IIPONYKTH, BKIIOueHH B CriMchKa 1o 911.266a, an. 2 ot 3JIIIXM, npu cnenaute

YCIJIOBHA:

I. TIIPEIMET HA ITPOLIEAYPATA:

[IpenMeT Ha TpoIleAypaTa € JOCTaBKaTa Ha JIEKAPCTBEHHU MPOAYKTH, BKIIOYECHH B CIIHCHKA 110
41.266A, an.2 or 3akoHa 3a JIEKapCTBEHUTE IPOAYKTH B XyMaHHAaTa MEIHIMHA 32 HYKIUTC HA
»YMBAJICM H. U. Iuporos®“ EAJ] —rp. Codus, chriacHO TeXHWYecKa crelmpuKanus,

IIPpHUIIOXKCHA B HACTOAMIATa [Toxana.

II. TEXHNYECKA CIIEIU®UKAITMS:

Mexayuapoano nenatertno | JlekaperBeHa ¢popma H KommdecTBo Ha | KoamuecTso/
HAHUMCHOBAHHE AKTHBHOTO BEIIeCTBO opoii
Indocyanine green ICG, Injection 25 mg, powder for Solution for |S Opos
Verdye injection, Smg/ml, 5 ml vial

III. HW3UCKBAHUWSA KBM YYACTHHUILUTE:




[Tokanara ce OTIIpaBs A0 BCUYKM IIPATEXKATCIH Ha pa3pelleHue 3a TEPIOBYs Ha €1pO C
JIeKapcTBEHU TNPOAYKTH, IOJIy4eHO Mo pena Ha InaBa pmesera or 3JJIIIXM. VYuacthuk
YyX/IeCTpaHHO JIUIE CIIeNBa Jia IPUTEKaBa pa3pellieHHue 3a ThProOBHs Ha €IpO ¢ JIEKApCTBEHH
OPONYKTH, U3JANCHO OT CHOTBETHUS KOMIIETEHTEH OpraH, ChIJIACHO 3aKOHOJATENICTBOTO HA
IBPKaBaTa, B KOATO € YCTAHOBEH.

B ciydaii 1e ThproBeubT Ha €po ¢ JIEKAPCTBEHH MPOLYKTH UMa CKIIAAOBH IIOMEILICHUS
Ha TepuTopusata Ha PemyOmuxa benrapus, To TOH cienBa a IpUTEXaBa pa3pelICHHE 3a
THPIOBHS, U3NaIeHO OT M3NBIHUTENHUS qupekTop Ha AL

IV. YCJOBUS A PEA 3A IIPEACTABSIHE, PA3ITIEXKIAHE U OIIEHKA
HA O®EPTUTE

1. Mscro 3a nogasaHe Ha odeprn: Bcexu paboreH aeH, oT 08:00 9. go 15:30 4. B
Otnen ,,JlenoBonctso u apxus” Ha YMBAJICM H. U. ITuporos” EAJ] —rp. Codus, 6yi. .. en.
E. TorneGen” No21. Odeprara ce ampecupa J0 HU3IMBIHHTENHHMS AAPEKTOpP Ha JieueOHOTO
3aBelcHHE M C€ IOJITHCBAa OT 3aKOHHHS/TE€ TIPEACTAaBUTE/H Ha JAPYXKECTBOTO HIH
ITBIIHOMOIIHHK C TIPEICTABEHO IHIHOMOIMHO.

2. Odeprara ce npencTaBs B 3aleuaTaH, HENPO3PadeH IUIMK B HEHAPYINEHA LsIOCT ¥
Ce M3MHUCBA MPOLEAYPaTa, 38 KOATO KAaHAUIATCTBA YUYACTHUKBT.

*Beexkd YIACTHHK MOXKE Jla VIacTBa 3a BCAKA HOMEHKIaTypa. KiiacupaHeTo Ha VYaCTHUIIMTE

CC U3BLDIIBA OTICITHO 34 BCAKA HOMCHKIIATYPA.

3. Kpaen cpok 3a nogaBane Ha opepTu: 07.05.2026 .

4. Otpapane na noxyuennte opeprr: 08.05.2026 ., ot 10:00 yaca B bonHu4Ha anrexa
Ha ,,YMBAJICM H. . ITuporoe“ EAJL, anpec: rp. Codus, Oyn. ,,Tommeden* Ne21. Odpeprute
ITe C€ pasmIeaaT OT KOMHUCHS, HA3HaJ9eHa ChC 3all0BE/l HA M3NbIHUTEIHAS JUPEKTOP.

Pesyntarute ot paboTara Ha KOMHCHSTA c€ OTPa3sBaTr B IIPOTOKOJ, KOWTO CE IIOAIHCBA OT
BCHYKH dyieHOBe. KoMucHATa Kacupa yYacTHHITUTE, KaTo pa3riiex/a npeacTaBeHuTe odepTH,
YCTAHOBSIBA CHOTBETCTBHETO UM C H3WCKBAHHATA HA BB3JIOXUTENs U OlleHIBa odepTUTe Ha
JIOTYCHATHTE YYaCTHHIIH, CBIVIACHO KPUTEPHHTE 3a OIICHKA Ha odepTuTe.

S. Ha pasriexnane Noj/ie:KaT eTHHCTBEHO O0hepTH, KOUTO CHABPKAT CJICAHATA
HHpoOpMAUSI:

MexyHaponHo HenareHTHO HauMeHoBaHKe (INN) Ha akTHBHOTO BEIECTBO;
TBpProBcko HaMMEHOBAHUE HA JICKAPCTBEHUS IPOAYKT;

Bug na JCKapCTBCHATA (l)OpMa H KOJIMYCCTBOTO Ha AKTHBHOTO BCHICCTBO B A030Ba
CAUHHLA,

[TpousBoguren;
KomrgecTBo B €/IHa OTIAKOBKA;

EnmHEYHA 1ieHa Ha JIeKapCTBEHHS POJYKT 3a e1MH OpOH B €BpO;
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Cpok 3a AocTaBKa;



> Cpok 3a BaIMAHOCT Ha NIPeJOCTaBeHAaTa [eHoBa obepTa —MHEEMYM 30 KaleHIapHH
JHYE;

* Il nHOMOIIHO 32 IoaBaHe Ha odepra, Korato odeprara ce IoAaBa OT YIBITHOMOIICHO
JIHILIE.

6. Ocrarbuen cpoK Ha FOMHOCT HA JIEKAPCTBEHHs NPOXYKT: KtM Jarara Ha npreMane
Ha IOCTaBKara, JI0CTABEHHUAT JIEKAPCTBEH IIPOAYKT CIEABa 1A € C OCTAThUeH CPOK Ha TOJAHOCT
HE Mo-MaJIko OT 1 /exqua / roquHA.

*3abenencka: He ce pasznexcoam ogepmu, nonyuenu u3gvH onpedenenua cpox Ha
nokaunama.

V. KPUTEPHHU 3A OIIEHKA

M360pbT Ha M3NBJIHUTEN IE CE MIPOBEIE Bh3 OCHOBA HA HKOHOMMYECKH Hal-M3roqHaTa
oepra. Cpinara Ime ce OIpeNeNis M0 KPUTEPHH, KOUTO OleHsBa Hai-HHMCKATa IPeTosKeHa
€AVHWYHA I[eHA.

ITpu n360pa Ha THProBen Ha eAPO C JEeKapCTBEHH IPOLYKTH OCBEH IpeiaraHa [eHa ce
00CHXKIaT ¥ ChOOpa3sABaT M APYIH acleKTH Ha O(epTUTE, KOHTO ca CBBP3aHH C KadeCTBOTO,
Oe3onacHOCTTa H/UNM e(pHKACHOCTTA HA JEKAPCTBEHHS IPOLYKT.

Ha mbpBo MACTO ce KJIacHpa y9aCTHHKA, TIPELIOKIAI Hall ~HUCKA HEHa 33 JIEKApCTBEHUS
HPOAYKT.

Ipunoxkenne: npoexkm na 0020680p 3a OOCMABKA HA NEKAPCMBEHH NPOOYKMIL,
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3a/IM4eHo, CbI1. yn. J
A —P BAJIEHTUH JTUMHUTPOB; 5, nap.1,6."8"
/i oT PernameHTa
°016/679) ,

U3ITBJIHUTEJIEH TUPE
»YMBAJICM H. H. ITNPOI'O



