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~ HAPA3SPEUIEHWME 3A TLPT OBMA HA EJIPO C JEKAPCTBEHU
INPOAYKTH, MOJYYEHO TIO PEJIA HA T'JIABA JEBETA OT
3JIIXM

ITOKAHA

34 NpeocTaBsiHe HA oepTa 3a NOCTABKA JIeKAPCTBEHH NPOIYKTH OT
COHCBKA M0 WI. 266a, a1.2 ot 3JIIIXM, no peaa Ha Hapen6a Ne
10/17.11.2011 r. ua M3

Ha ocnoBanue . 156 1w, 158, an. 1 or Hapen6a Ne 10 ot 17.11.201 11 Ha M3

BOEHHOMEIHUIIMHCKA AKAJIEMUST - rp. Codusa  ormpass
HacTosIIaTa NMoKaHa 3a MPeNoCTaBsIHe Ha odepTH 3a mocraBka Ha JIeKapCTBEHU
IPOAYKTH C MEXAYHAPOIHO HEATEHTHO HauMEHOBaHHE, BKIIIOUEHH B CIIHCHKA
110 4. 2664, an. 2 ot 3JIITXA, kakTo cienBa:
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Mesxaynapoano nenarenTHo | JlekapcTBena dpopma u |
| HaumeHosanue (INN) | KOJIHYEeCTBOTO HA AKTHBHOTO BeL[eCTEO

Ha aKTHBHOTO BelIeCTBO B 1030Ba eJHHHIIA
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PHYTOMENADIONE Solution for injection 10 mg/1 ml
[FLUMAZENIL Amp. 0,5 mg/5 m |

~ Powder for sol. for inj. . 200 mg |

DACARBAZINE
POTASSIUM PHOSPHATE 51 mn.lol/ml + 0.6. mmol/ml Concentrate forf
I ) V‘Sol_utlron fmj lnquIOn o ‘

Odeprure 3anbmkurento cnensa na CBIAbPIKAT CleHaTa HHOpMALIHs:

1. MexaysaponHo HemaTeHTHO HanMeHOBAHME (INN) Ha aKTHBHOTO BelecTBO;
2. T'pproscko HauMeHOBanme Ha JIEKapCTBEHUS MIPOAYKT;

3.Bun Ha niekapcTBenara ()OpMa ¥ KOJIMYECTBOTO HA AKTHBHOTO BEILECTBO B
J1030Ba €/IHHHIIA,;

4.IlpomsBoputen;

5. KonruecTso B enma omaxoska;

6. Llena Ha nexapcraenus MIPOLYKT;



7. Cpok 3a nocraBka;
8. CpoK Ha BaJIMIHOCT Ha MPe/I0CTABEHATA [IEHOBA o(epra.

KoM AaraTa Ha U3BBbPIIBaHE Ha AoCTaBKara, JOCTABEHUAT JICKAPCTBEH NPOAYKT
ClIeBa Ja € ¢ ocTarbpyeH CPOK Ha I'OJJHOCT, HE II0-MalbK OT ¢IHa rogjuHa oT
AaTaTa Ha JOoCTaBKa.

IIpenocrasenute or Bama crpana odepTH ce MogaBAT Ha XAPTHEH HOCHUTEN
WA 110 eJeKTpoHeH nsT A0 10.07.2024 r. BxI.

Odeprn, momanenu mo enekTpoHeH mHT ClleZBa 1@ ca HM3TOTBeHH MpH
ycnosusita v peia Ha 3EJIEY'Y u nonanenu Ha email: mml@vma.be

Odeprn, wusrorsenn Ha  XapTHeH HOCHTell ce ajpecupar o
Boennomenuuuncka  axagemus, Ciyx6a »PapMallus W  MeIUIMHCKH
MapkeTuHr®, 1606 rp. Codus, yi. ,,['eopru Coduiicku™ Ne 3.

OdepTH, KOUTO He OTTOBAPAT HA M3WCKBAHUSITA LA HACTOALATA TTOKAHA MU
Ca C U3TCKJIA BATMAHOCT, HE MOAJIEXKAT Ha pasriexaane. B ¢choTBeTCTRHe ¢ wI.12
ot Hapenba Ne 10 npu mocraekara Ha JE€KapCTBEHUTE NPOAYKTH, BKIIOYCHH B
obeprure, 3aBIKUTENHO TPsGBa 1a ce TIPEIOCTaBs MAPTHIEH CepTH(UKAT 3a
Ka4eCTBO, CBOTBETHO CEPTH(UKAT 3a OCBOOOXKIABaHE Ha napTujata  Ha
JIEKAPCTBEHHS IIPOIYKT.

SAMECTHMK - HAYAJIHUK HA BOEHHOMEIALIMHCKA
AKAIEMHS] IO TUATHOCTUYHO-TEYEFHATA TEAHOCT

3a/IMYEHO, CBIVIACHO YJI. 5, § 1, 6ykBa ,B“ or Pernamenra (EC) 2016/679
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