YHUBEPCUTETCKA MHOTOITPO®W/THA BOJTHHLIA 3A AKTH BHO
JIEYEHUE MO HHOEKLMO3HU U ITAPASUTHHU BOJIECTH
“[IPO®. UBAH KMPOB” — EAQl, CO®USA

YMBANHUNB rp.Codusi — 1606, Gy.r. “Axan. Wsan l'emos™ Ne 17, 02/90 23 700;
-MPO®.MBAH KWPOB“EAL E-mail: shalipb@abv.bg
%:'1: Axan. Ha.@?a“ﬂnﬁ

1606 rp.Cochun
J1O IIPUTEXXATEJIUTE

HA PA3PEIIEHUE 3A THPTOBMSI HA E/IPO C JIEKAPCTBEHH IMPOAYKTH, ITOJY-
YEHO MO PEJIA HA IUIABA JIEBETA OT 3JIIIXM
IMMOKAHA

3a IpeIOCTABAHE HA 0epTa 32 10CTABKA HA JIEKAPCTBEHH NPOLYKTH 0T CIMCHLKA MO M.
266a, a.x. 2 ot 3JITIXM, no pena na Hapenoa Ne10/17.11.2011 1. na M3

Ha ocHopanue 4wi. 156 u um.158, an. 1 or Hapenba Nel( ot nara 17.11.2011 r. Ha M3
VMEBAJIMIIB ” ITPO®. UBAH KHPOB” EAJ - rp. Codust 0TIIpaBs HacTOAMIaTa 110~

KaHa 3a NPeJIoCTaBsHe Ha 0(epTH 32 IOCTABKA HA JICKAPCTBEHH NPOJAYKTH C MEK/IyHapOAHO Hema-
TeHTHO HANMEHOBAHHME, BKIIOYECHH B CHHMCHKA MO wi. 266a, ai. 2 0T 3JITTXM, kakTo cieaBsa:

Ne MexkyHapoaHO Jlekapcrsena opma M KOJHYECTBO HA am‘usﬂom—‘
HeNaTeHTHO BEIecTBO
HAHMEHOBAHHE, KbM
KOETO MPHHA/IeKH
npoayKTsT /INN/

50 mg powder for concentrate for dispersion
for infusion

WATER FOR INJEC- solvent for parenteral use — 500 ml;
TION solvent for parenteral use -10 ml

L. AMFOTERICIN B

2

OdeprHTe 32IBUKATENHO CIIEABA 1a CHABbPIKAT ClleHATA HH dbopmanns:

1. MesxayHapoaHo HenareHTHO HanmveHosanue (INN) Ha aKTHBHOTO BEIIECTBO;

2. THproBeko HaMMEHOBAHHE HA JIEKAPCTBEHHS MTPOAY KT,

3. By Ha JiekapcTBenara popMa H KOJHYeCTBOTO Ha aKTHBHOTO BELIECTBO B J1030Ba €/IMHULA,
4. [Tpou3BoauTEIl;

5. KonmuyecTBO B €/1Ha OMNaKOBKa;

6. Llena Ha TeKapCTBEHMs IPOTYKT:

7. Cpok Ha 10CTaBKa;

8. CpoK Ha BAIMHOCT Ha MPE/IOCTABEHATA ICHOBA ohepra.

KBM faTara Ha H3BBPIIBAHE HA IOCTABKATA, 0CTABCHHS JEKAPCTBEH IIPOAYKT CIIE/BA Jia € €
OCTaThYeH CPOK Ha FOJHOCT, He TO-Kparbk 0T | ( e/Ha ) roIHHA OT JaTara Ha JIOCTaBAHETO.



Ilpenocrasenute ot Bama crpana odepTu ce moxaBar Ha XapTHeH HOCHTE/ HIIH 110 €/IEKTPOHEH
nwT 10 05.03.2026 r. BKIL

Odepry, moranenn no eIeKTPOHEH ITBT CIIC/IBA JIa Ca H3TOTBEHH IIPH YCIIOBUSITA U Pe/la Ha
3EJIEVY u noganerw Ha email: sbalipb@abv.bg

Odepru, M3roTBeHH Ha XapTHEH HOCHTEN ce axpecupar 10 YMBAJIUIIB * Tpod. Usan Kupos ™
EAJL, otaen Anmunucrpauus - [1I i (tpetw )erax , 1606 rp. Codus 6ya. ~Axan. Usan
Esctparues I'emroB ™ Ne 17.

Odepry, KOMTO HE OTTOBAPSAT Ha H3MCKBAHUATA HA HACTOAIIATA TIOKAHA MITH Ca C H3TeKNa
BaJMIHOCT, HE IOUIEKAT Ha pasiiexlane. B cwoTBercTBHE ¢ wi. 12 ot Hapen6a Nel0 npu
A10CTaBKaTa Ha JIEKAPCTREHHUTE MMPOAYKTH, BKJIIOUCHHU B oepTHTE, 3a/Ib/DKHTEIIHO TPAOBa 1a ce
MIPEIOCTaBs MAPTHICH CePTH(UKAT 3a KaUECTBO, ChOTBETHO cepTH(dHUKAT 3a 0OCBOOOK1aBaHe Ha
TTApTH/IaTa Ha JIeKapCTBEHUS! ITPOIYKT.

H3II'bJI. IUPEKTOP:




