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ILEHB. NB o msmmaismesmsms e nn wa s 14 J—IO NPUTEKATEJATE
HA PA3SPEIIEHUME 3A THPT'OBUSI HA EJIPO C JEKAPCTBEHH
IMMPOAYKTH, MIOJYYEHO 11O PEJIA HA TJIABA AEBETA OT

3JIIXM

IHOKAHA

3a mpejocTaBsiHe Ha 0(epTa 3a J0CTABKA JIEKAPCTBEHH IPOAYKTH OT
CIHCBKA MO 4. 266a, an.2 o1 3JIIIXM, no peaa ua Hapea6a Ne
10/17.11.2011 r. na M3

Ha ocnosanwe . 156 1 wir. 158, an. 1 or Hapex6a Ne 10 ot 17.11.2011r. na M3

BOEHHOMEJUIIMHCKA AKAJEMMSI — rp. Codus ormpass
HACTOSIATA TIOKaHa 32 MPEJOCTaBsiHe Ha OepTH 3a JOCTaBKA HA JIEKAPCTBEHH
IPOOYKTH C MEXAYHAPOJIHO HEMATEHTHO HaUMEHOBAHHeE, BKIFOUCHHU B CIIHCHKA
10 4. 266a, ain. 2 ot 3JIITXA, kakTo cieasa:

JlekapcTBena dopma u
Me:xaQyHapoaHO HENIATEHTHO
; KOJIHYeCTBOTO HA AKTHBHOTO

Haumenosanue (INN) KonuvectBo

BE€IIECTBO
Ha aKTHBHOTO BeUIeCTBO
B 1030Ba eJHHHULA E
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ARSENIC TRIOXIDE

10 mg 20 fl

OdepruTe 3aIbIKUTEIHO CIeABA 1A CBABPIKAT ClIEJIHATA HHPOPMAIHS:

1. MexxnyHapoIHO HEIaTeHTHO HAMMEHOBAHUE (INN) Ha aKTHBHOTO BEIECTBO;
2. TpproBcko HaMMEHOBAHUE Ha JIEKAPCTBEHUS IPOJIYKT;

3.Bun Ha nexapcTBeHaTa GpopMa M KOIMIECTBOTO HAa AKTUBHOTO BEIIECTBO B
I1030Ba €IUHUIIA;

4 .IlpousBogurel;

5. KonudecTBO B €1Ha ONaKOBKa,

6. LleHa Ha JieKapCTBEHHS MIPOIYKT;

7. CpoK 3a TOCTaBKa,

8. Cpok Ha BalMIHOCT Ha NPeNOCTaBeHATA [[eHOBA odeprTa.



KeM nmaTarta Ha U3BBpIIBaHE HA JOCTABKATa, JIEKAPCTBEHUAT IMPOLYKT ClleBa 12
€ C OCTaThU€H CPOK Ha FOJIHOCT, He mo-KpaTbk oT 31.12.2024 r.

IIpesocTaBenuTe oT Baia cTpana odepTu ce mojaBaT Ha XapTHEH HOCHTEI
WM 110 esleKTpoHeH ObT 10 09.12.2024 1. BKIL

Odepry, mojaneHn MO eNeKTPOHEH IBT ClejiBa @ ca HW3roTBelld IpH
yenosusta ¥ pefa Ha 3EJAEYY u nomanenu va email: mml(@vma.bg

Odeptu, HU3roTBEeHU Ha XapTHeH HOCUTeJl ce ajApecupar Mo
Boennomenuuuncka axagemus, Cnyxkba ,Dapmauuss u  MeIULHWHCKH
Mapketunr, 1606 rp. Codus, yi. ,,I'eopru Coduitcku* Ne 3.

Odepru, KOUTO He OTrOBaPSAT HA U3UCKBAHUATA HA HACTOSILNATA ITOKAaHA HIIH
ca ¢ U3TeKJIa BAIMIHOCT, He MoJyIeXkaT Ha pasriexaane. B croTBeTCTBHE C 4. 12
ot Hapenba Ne 10 mpu poctaBkara Ha JIEKapCTBEHUTE NPOIYKTH, BKIFOUYESHU B
odepTuTe, 3aBJDKUTENHO TPsIOBa /a ce MpefocTaBsl MapTHIEH CepTHQHUKAT 3a
Ka4ecTBO, CBHOTBETHO cepTU(UKAT 3a ocBOOOXKIaBaHe Ha TMapTUpaTa Ha
JIEKapCTBEHUS TIPOIYKT.

3AMECTHUK - HAYAJJHUK %{A BOEHHOMEJJUIMHCKA
AKAJIEMMS IO l[I/IAI‘i-IQE”FI/I‘IHO JEYEBHATA JEAHOCT

3a/IMY€HO, ChIVIACHO YII. 5, § 1, 6ykBa ,,B“ ot Permamenta (EC) 2016/679
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