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BCHYKH THPIOBIIA HA EJPO C JIEKAPCTBEHH ITPOAYKTA,
MPUTEXABAIIHA PASPEIIIEHHUE 3A THPT'OBUA HA EJIPO,
IMOJYYEHO IIO PEJA HA I''TABA JTEBETA OT 3JIIIXM

IMOKAHA
3a TIpeJJOCTABsIHE Ha 0(ePTH 3a JOCTAaBKA Ha HepaspellleHH 3a ynoTpeba B PemyGiuka
Brirapus iekapcTBEHH MPOAYKTH

VBAKAEMH THPT'OBIIA HA EIPO C JIEKAPCTBEHH ITPOAYKTH,

B m3meiHenue pasnopendute Ha wi.156 or Hapenba Ne 10 ot 17.11.2011r. 3a ycmoBusita
Mpela 3a JieUeHHe C HepaspemieHH 3a ynotpeba B PemyOmvka bwarapus JiekapCTBEeHH
IPOAYKTH, JIEKAPCTBCHH NMPOAYKTH, IPUJIAaTaHH H3BbH YCIOBHSATA Ha DaspellicHHETO 3a
ynoTpe6a U IeKapCTBEHM MPOAYKTH 3a ChCTpajaTeNlHa ynoTpeba, Kakto U 3a yCIOBHATA M pela
3a BKIIIOYBAHE, IPOMEHH, M3KIIOYBAHE H JOCTaBKA Ha JEKAPCTBEHHW MPOAYKTH OT CIIHCBKA IO
11,2664, an.2 oT 3aKOHa 3a IEKapCTBEHHTE TIPOIYKTH B XyMaHHaTa MeauuuHa (Hapenta Ne 10),
oTnpaBsM KbM Bac HacTosmaTa HHAWBAAYAJAHA NOKAHA 32 MPeAOCTaBsiHe HA oepTH
32 JOCTABKa Ha HepaspemieH/m 3a ynorpeba B PemyGaumka Bnirapus JexapcrBeH/H
IPOAYKT/H, NPH CAECTHUTE YCIAOBHSE:

1. TIpegMer Ha npomeaypara
JlocTaBKa Ha HepaspemieH/u 3a ynorpe6a B Peny6nuka brirapus nekapcTBeH/H NPOAYKT/H,
a MIMEHHO:

Ne JlexapcTBeHna ¢popma 1 IIpornosno
1o | MexayHapoJHO HEMATEHTHO KOJIMYECTBO Ha aKTHBHOTO KOJINYECTBO
peJ | HAMMEHOBaHHE BENIECTBO /6poi/

25 mg, powder for solution for
1. | Indocyanine green injection, vial 5 vial

2. I3ucKkBaHAs KbM YYACTHHIIHTE U JOCTABKHTE

2.1.Bcuuky y9acTHHLM TpsAOBa Ja ca THPrOBIM Ha €IpO Ha JICKapCTBEHH IPOMYKTH,
puTeKaBauIk PaspemeHue 3a THProBUs Ha PO C JIEKapCTBEHH MPOXYKTH, n3faneno ot MAJI
M OT PETYNAaTOpEH OpraH Ha Apyra AbPiKAaBa WIEHKa, ChriacHO I'naBa pesera TpproBus Ha
eapo ¢ JekapcTBeHH nmpoayktu ot 3JIIIXM. _

2.2. KbM paraTa Ha J0CTaBKaTa, OCTAaTHYHUAT CPOK Ha TOTHOCT HAa ICKApCTBCHHTC
NpOAyKTH, cienBa Aa Objae He nmo—Mamek oT 40 % /ueTmpuaeceT Ha cTo/ otr o0sBEHUS OT
npom3BomuTens. OCTATHYHUAT CPOK Ha TOJHOCT Ha GHONPORYKT /GHONOI00CH IIPOYKT, CIIE/Ba
na 6bae He mo—Manbk oT 20 % /mBameceT Ha cTo/ OT OOABEHHSA OT MPOU3BOAUTENA KBM JlaTaTa
Ha BCSKa JJOCTABKa.




2.3. Ilpu_docmasxama 3a0b1ycumento _ce npedocmass u hapmuden cepmuduxam 3a

Kayecmeo, cbomeemno cepmudpuxam 3a oceoboxycoasane Ha napmudama Ha 1€KAPCMECHUR
RPOOYKm.

3. Mscro Ha nocraBka: bonanyna anreka Ha YMBAJI ,, Anekcannposcka“ EAJL, rp.
Codus, yn. Cs. T'eopru Codmiicku Ne 1.

4. YeaoBus 32 IUIalIane: 1o 6aHKOB BT, B CpOK 110 60 (1IecTaeceT) IHU OT J0CTAaBKaTa.

5. M3nckBaHuA KbM odepTHTE:
OdepTuTe 3aTbIKUTENHO CIIEABA A CHABPKAT ClICAHATa HHpOPMALHSL:
1. MexmyHapoaHo HenaTeHTHO HanMeHoBaHHe (INN) Ha akTHBHOTO BEIIECTBO;
2. THproBcko HAHMEHOBAHHUE HA JIEKAPCTBEHUS IPOXYKT;
3.Bug Ha nekapcTBeHaTa opMa M KOJIHYECTBOTO HAa aKTHBHOTO BEHIECTBO B J030Ba
eAMHUIIA;
4. IlpoussoamTem;
5. KoanuecTBo B €JHA OTIAKOBKA;
6. Ilena Ha nekapCTBEHUS IIPOAYKT;
7. Cpok 3a JOCTaBKa;
8.Cpox Ha BAIMIHOCT Ha MpEJOCTaBeHaTa LcHoBa odeprta. Ilpeacrasenute odeptr
cleBa Jja 6B1aT ChC CPOK Ha BAMAHOCT He HO-KPambK om mpudecem KaleHOapHu
OHu, CIATAHO OT [IaTaTa Ha H3THYaHe CPOKa 32 MoJaBaHe Ha odepTHTE.

6. Cpox 3a npeacrassitie Ha opeprara: go 16.30 gaca Ha 16.07.2026r.

BAYKHO! He ce pa3riexaat ogepTH nosrydeHn H3BLH Nocouenns cpok. C u3bpanns
AOCTABYHK Ce CKJII0YBA CIIOpa3yMeHHe 32 J0CTaBKa, KOETo 1e Nopoau JeiicTBHe
eJMACTBEHO IPH HAIHYMe Ha ChIJIacyBaHe Ha npoToxoja oT HAJL

7. MsicTo ¥ Ha4YMH Ha NMoJaBane Ha odeptHTe: OdepTHTE CEe MOAABAT B JEIOBOIACTBOTO
Ha YMBAJI ,, Anexcannporcka® EAJ] ¢ agpec: rp. Codus, yn. Cs. I'eopru Coduiicku Ne 1, B
3amniedaTal IUIMK, IOPHAPY)XCHH ChC 3asBICHHME, B KOETO € BIIMCaHO MMETO Ha KaHOMAATa M
MEKIYHAPOJHO HENATEeHTHO HAWMCHOBAHHC HA JIEKAPCTBEHMS IIPOAYKT, 32 KOWTO nofaBa
otdepra. Odeprr MoraT fa 6BIAT H3NPAIIAHM H II0 ENEKTPOHEH ITBT, NPH YCIOBUATA U MO pena
Ha 3aKoHa 323 €JICKTPOHHMS JOKYMEHT M €NIEKTPOHHHS NMOAIKC, Ha CIACAHUSA €IEKTPOHEH ajipec:
umbal.alexandrovska@gmail.com ¥ CBIO ce 3aBeXXHaT B MENOBOACTBOTO Ha JIE€Y4eOHOTO
3aBefICHUE.

8. He TIOUICKAT Ha pa3ricKIaHe 0(bCpTI/I, KOMTO HE CBIOBpXAT ITOCOUCHUTE B T.5
3aJb/DKHMTCIIHH PCKBU3UTH WIM Ca C U3TEKIAa BATHAHOCT, KaKTO M 0(1)epTHTC IMOJIY4YCHHU CJIEN
IMOCOYCHMS B HACTOAIIaTa [TIOKaHa CPOK.

MPO®. JI-P ATAHAC MOHKOB, JIM,
MannannTenen qupektop Ha YMBAJI ,Anexcangposcka” E




