PENNYBIUKA BBJITAPUA
HAIIMOHAJIEH CBBET 11O HEHU U PEUMBYPCUPAHE HA
JIEKAPCTBEHUTE ITPOAYKTH >

PEIMEHMUE

Ne HCP-38724
rp. Codust 30.09.2025 r.

Ha ocnoBanme wi. 36, an.1, 1. 15 ot HapenGara, BbB Bpb3Ka ¢ wi. 570, an. 1, BbB Bpb3Ka ¢
§25, an. 3 ot Ilpexoanu u 3akmounTenHu pasnopeadu kbM [locranosnenne Ne 323/20.11.2015 r. 3a
U3MeHeHue u nombiaHeHue Ha Hapenbara, o6H. B JIB, 6p. 92 ot 2015 r. u IIporokon Ne 675 or
25.09.2025 r., OTHOCHO MOJIbp)KaHe HA peMMOYpPCHHS CTAaTyC Ha JIEKAPCTBEHUS MPOAYKT, BKIIOUCH
B IIJIC c nputexaren Ha pa3penieHueTo 3a ynorpedba benganuc BG, bbarapus,

HAIMOHAJIHUAT CBBET 110 HEHU U PEUMBYPCHUPAHE
HA JIEKAPCTBEHUTE ITPOAYKTHU

PE I A:

1. U3KJIFOUYBA ot [Ipunoxenne Ne 2 ,,JIekapcTBeHH MPOAYKTH, 3aIUIAAHU OT OIOJpKETa
Ha Je4eOHUTE 3aBEIeHU 0 WI. 5 OT 3aKOHa 3a JieueOHUTE 3aBEeACHUS M OT OOHKETa Ha JIeUeOHUTE
3aBelIeHUs C AbPKaBHO W/WUIU OOMIMHCKO yyacTue mo wi. 9 u 10 ot 3akoHa 3a ieueOHUTE 3aBeieHUS
Ha [lo3uTUBHUS JIEKAPCTBEH CHUCHK JICKAPCTBEHUTE NPOAYKTH ¢ INN Vancomycin,

Vancomycin Bendalis Powder for solution for infusion 500 mg x 1(Vial, colourless glass
class I),
U HAallMOHAJICH HOMED 3a uaeHTUuuKams — 2173,

C IpuUTeXaTeN Ha pa3pelieHueTo 3a ynorpedba benpanuc BG, Brarapus.

2. BAJIMYABA or Ilpunoxenue 4 ,,IIpeaenHu ueHn Ha JEKAPCTBEHUTE NPOIYKTH BKIIOYEHU
B [lo3utuBHUA nexkapcTBeH cnuChK ‘Ha [IO3UTHBHUSA JIEKAPCTBEH CIIMCHK LIEHATA Ha JIEKAPCTBEHUS
npoaykt ¢ INN Vancomycin,

Vancomycin Bendalis Powder for solution for infusion 500 mg x 1(Vial, colourless glass
class I),
Y HallMOHAJICH HOMep 3a uaeHTudukanus — 2173,

C TIpUTEXkKaTes Ha pa3perieHnero 3a ynorpeda bengamuc BG, boarapus.

Motusu: JlekapctBenust npoaykt Vancomycin Bendalis Powder for solution for infusion
500 mg x 1(Vial, colourless glass class I), e Bkimtouen B [1o3uTHBHUS JIEKQpCTBEH CIUCHK C PEIICHUE
HCP-1385/10.10.2013 .

HanmonanHusiT chbBeT Mo LEHUM M peuMOypcupaHe Ha JIEKapCTBEHHUTE MPOAYKTH € H3all
peleHue 3a TOAIbPKaHE Ha PEMMOYpPCHHUS CTaryc Ha JiekapcTBeHUsAT mnpoaykr HCP-
23346/01.02.2021 1., B30 B cria Ha 15.02.2021 r.

[IputexxaTenar Ha pa3peleHueTo 3a ynoTpeda/HeroB yIbJIHOMOIIEH MPEICTaBUTEIN € CIIe/IBaJIO
Ja Tojalne 3asBIEHUE 3a MOAAbp)KaHE Ha PEUMOYpCHHUS CTaTyC 3a JIEKAPCTBEHUST MPOAYKT
Vancomycin Bendalis Powder for solution for infusion 500 mg x 1(Vial, colourless glass class 1),
npe3 M.HoeMBpH 2023 T., ChIVIACHO M3MCKBaHUATA Ha WI.57 0, ai. 1 oT Hapenbara BHB Bpb3Ka ¢ §25,
an. 3 ot Ilpexogun u 3akmountennu pasmopendu kbM I[loctanonenme Ne 323/20.11.2015 r. 3a
W3MEHEHUE U JOIbJIHeHNE Ha Hapeabara, ooH. B [IB, 6p. 92 ot 2015 r., Thil KaTo 3a JEKapCTBEHUSAT
MPOAYKT € M3JaJIeHO pelIeHHe 3a TMOJAbpKaHe Ha peuMOypCHHUs CTaTyc, BJS3JI0 B CHJa Ha
15.02.2021 r.

P
(Gl
1

gy -~ -



B HamumonanHus chBeT MO IEHM U perMMOypcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH HIMa
MOCTBIIMIIO 3asBJICHUE 3a TOJAbpKaHEe Ha PEUMOYPCHHUS CTaTyC Ha JIEKapCTBEHHUSAT MPOAYKT
Vancomycin Bendalis Powder for solution for infusion 500 mg x 1(Vial, colourless glass class I).

Pemennero mojuiexxu Ha oOkaiBaHe IO aJMHUHUCTpaTuBeH pexa mpen Komucusita mo
MPO3pavyHOCT KbM MUHHCTEPCKH CHBET WM MO chAeOeH pex mpen AIMUHUCTpaTUBEH cbI-Codus

rpaj, B 14-1HEBEH CPOK OT CHOOIIABAHETO MY.
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