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ThproBunTe Ha eapo ¢ AEeKAPCTBEHN NPOAVKTH,

NPHTERABALTH paspelieH e 32 THProBHs Ha ¢/Ipo, HOJAYYeHO 110 Pe1a Ha [71aBa JeseTa ot 3a-
KOHA 32 JIEKaAPCTBEHHUTE NMPOAYKTH B XyMannata meguuuHa (3JTTX M)

IMOKAHA

3A

rpejacTagaHe Ha oQepTH 3a 10CTABKA HA HEPA3PELISHH NeKapCTBEHH NPOAYKTH. o ui, l.at 1. 1. 2 o7
Hapenda Ne 10 072011 r. 3A YCTIOBMATA M PEINA 3A JIEYEHHE C HEPA3ZPELLUEHM 3A YITOT-
PEBA B PEITYBJIMKA BBLJIFAPHMSA JIEKAPCTBEHH IMPOJAYKTH, JIEKAPCTBEHHM TTPO-
AYKTH, IMTPUJIATAHI M3BbH YCJIIOBUATA HA PA3SPEIIEHWETO 3A VITOTPEBA. W JIE-
KAPCTBEHHMTIPOOAYKTH 3A CBCTPAJATEJIHA VITOTPEBA. KAKTO M 3A YCJIOBHSITA U
PEJIA 3A BKJIOUBAHE, ITPOMEHHM. M3KIMIOUBAHE 1 JIOCTABKA HA JIEKAPCTBEHH
HPOOYKTH OT CITMCBKA TTO YUJL. 266A, AJL. 2 OT 3AKOHA 3A JIEKAPCTBEHHWTE ITPO-
AYKTH B XYMAHHATA MEJJMUHHA

YBAKAEMU JAMW/TOCITONA,
Menmuudeky yausepeuTeT — [Inesen, Ha ocHopanue Wi, 156, an. |, 1.2 oT nocoyeHara no-rope

Hapenda Ne 10 ot 2011 r.. Buotnpaesame HacTOSIIATA MTOKAHA 32 npeIcTaBsHe Ha odepTa 3a M0CTABKA
Ha CNIEIHUA HEpa3pelleH 3a YNoTpeda NeKapeTBeH MPOAYKT, MPH CIeHHTE VCIORHS:

MexayHapojinoTo e
No  IHAaTCHTHO HAMMCHOBAA
nue (INN)
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IECTBO HA AKTHBHOTO BEIECTRO [TEITHA 011 KOBKA Gp. DA KOHI H0L1EKA 1

HA 32Ky Iy BaHC

3 mg/ml Injection/25 mg
L. | Indocianine green [CG Powder for Selution for 3 6p. rakonn 120 6p. duaronn
Injection/flac.

B uzneanenue Ha Jlorosop Ne BGI16RFPR002-1.014-0002-C0O1 no IMpoexr BGI6RFPR002-1.014-
0002 . LieHTsp 32 KOMICTECHTHOCT 110 NEPCOHANH3MPaHa MeanLHa, 3] v Tenemeauumua, poGOTHIH-
paHa ¥ MuUHUManHo uHBasusHa xupyprus” (LK [Jleonapmao na Bunuw™)., dunancupan ot Iporpama

wwi. eufitnds. bg 1/2

Hpoexm BGLORFPROO2-1.014-0002 , Heumbp 3G KOMBEMeumuocn 1o pepeonancupara mecuyuna, 30w mereneduyima, podoni-

RUPAH 1 AHUALIHO MHGUZNGHA Xupyvpeus”, (hunancupar ont flpoepanta . Havaut u3caedeanis, BHOGAN I 1 OUSHIMGGEIGUUS 30 HH-
RICTUECHIHA IMPAHCROPAUAnIs ™, Cofhunancupano ont EGRoNeHckus o3,




LHayunu wsenenBanist, HHOBAUMH H M MHTANH3ALHA 32 HHTEIHMTeHTHA TpaHchopyanua™, chprHaucH-
pano ot EBponelickus chio3.

e 6baaT pasriesiani 0 oUueHsBaHy odepTH, MoJaAeHH CaMO OT ThPTOBIM HA €/1p0 Ha NeKkap-
CTBEHH NPOAVKTH, NPUTERABalM PazpeuieHue 3a THPTOBHA HA €APO C NEKAPCTBEHH NPOAYKTH, H3/1a-
aero ot FIAJI unw ot perynatopeH opraq Ha Apyra Ibpxaea uleHka, cbriacHo I'naea nesera Topro-
BHS HA €APO ¢ JeKapcTBeHH npoaykTH oT 3JTTTXM.

[Tpr u3bopa na THproBiM Ha eIHO ¢ NEKAPCTBEHU MPOAYKTH OCBEH MPEUIOREHATA LeHa Ce
obewiAa | cbOOpaAsABA MPEATOKEH S JTEKAPCTBEH MPOAYKT 10/ ChOTBETHO ThProBCKO HAWMEHOBAHHE
perucTpupas 11 e B EBponeiickara areHips no nekapetea v paznonara au ¢ GMP cepruduar or
NpoM3BOACTBEHATA (pabpHka Ha NEKAPCTBEHMS MPOTYKT.

3a yper1aHe Ha OTHOWeHHsITa M1y MeauiinHeku vaueepeurter —[1esen u ¢chboTBETHRS THP-
roBell Ha €AHO HA NeKAPCTREHH NPOYKTH e Obe ckmoued jgorosop. [Topaaenure opepru tpabpa ga
ObAaT ¢hC CPOK HE NO-MANKO OT TPUAECET KaneHaapHu AHU. KpuTepuii 3a 1300p Ha Hali-n0aX0A1La
odepra, cbraacHo 4a. 156 wan. 4 or Hapeaba Nel0/201 11,

YCJIOBUA U PEJL3A TIPEACTABSHE

1. Mscro 3a nogasade Ha ogepTH: Bcek padoteH aeH. o1 08:00 4. no 16:30 u. B Heno-
BOACTROTO HAa MeanuuHekn ynupepenTeT - Ilaeren, va agpec: rp. flaesen. ya. ..Ceetn Knunment Ox-
pHACKH™ Nel.

Odeprara MoXKe aa ce MPEACTABH M 110 SNCKTPOHEH ITBT MPH YCIOBHMATA M 110 Peia Ha 3aKoHa
33 eNCKTPOHHMSA JIOKYMEHT M eNeKTPOHH U MOANMC, HA el aapec: zop@mu-pleven.bg

2. HeobxoanMu JOKYMEHTH:

2.1. Odepra, noanucana oT 3aKOHHUA APSACTABHTEN Ha APYIKECTBOTO MM MHAHOMOUIHHK €
MPeJICTABEHO MBJIHOMOUIHO, ChC CAEIHOTO Cb/IbpPiKaHHE:

- OnucaHue Ha NPESIOREHUS ICKAPCTBEH MPOAYKT:

- B odeprara ce nocoupa MEXKIYHAPOJHO HenaTeHTHO HanMeHoBaHue (INN) Ha npoaykra.

- Twproscko HanMeHoBaHMe, JiekapeTseHa (popma 1 pasdacoBKa;
[Mpesnarana tieHa (Moco4Ba ce LEHA B JICBA H €BPO);
Cpox Ha panuaHocT Ha oeprata MuHHMYM - 30 KasieHZapHK IHK OT KpaiHus CPoK 3a 11o-
napae Ha oepTH: :

- TlpemnoskeH cpok 3a AOCTABKA HA IEKAPCTBEHUTE NPOAYKTH,

- OcTaTbueH cPOK HA TOAHOCT Ha JICKAPCTBATA;

- Tloanucan npoexTo-10r0BOP, NPHACKEHHE KbM HACTOAIATA NOKAHA]

- PaspenieHue 3a ThProBis HA €PO. NONYUCHO 110 Pea Ha r1apa ieBeTta OT JaKoHa 3a JICKap-
CTBEHMTE NPOIYKTH B XymaHHaTa mefuinHa (3J1TTXM) — zagepeno BApHO ¢ OpHIHHANA, KOMHE.

- Jpyru no npeueHka Ha ofepeHTa.

Odeprs, HEOTTOBAPAILHA HA TOPETIOCOUEHHTE 3abJBKUTCIHM H3HCKBAHHS 32 ChAbPKAHHETO
MM, HsIMa Ja ObJaT pasriaeIani.

[punoxenne Nel — [Tpoekt na norosop

Digitally signed by
KpaeH cpok 3a nogasare Ha odepry go 16:30 na 25.09.2025 r BOSSITZA RIFSSIZARARSSIMIBENA
PARIGPONES RopeRiRsim SN, SO S BRI T KRASSIMIROV rousseva

Date: 2025.09.18 09:06:06

A ROUSSEVA +o300

PiKoBoANTEN FPORIEE: .ivrninsmisi
Pocuua Pycesa

www. eufinids. bg 2,2

Hpoexm BGIORFPROG2-1.014-0602 ., Henmnp 3a Konnestenmuocm no nepeonamusupai seouord. 34 merenecutjiing, petomi-
RUPARA 1 ALHHUAUHG GHeaztiena xupvpeast . dhanarcupan o Hipoepasid . Havuni uzcaedGean i, diosayi 1 QU umaiu3aniis 3 wi-
MEAUCHITHA MPAHCHopyaiia ", cohunancipae om Feponeiickif coi3.




