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HA PA3SPEIIEHME 3A ThPTOBUSI HA EAPO C JJEKAPCTBEHHU
MNPOAYKTH, MOJYYEHO IIO PEJA HA I'JIABA JEBETA OT
3JIIXM

IMMOKAHA

3a mpeJocTaBsiHEe HAa 0)epTa 32 /JOCTABKA JIEKAPCTBEHH POJYKTH OT
cnMebKa no wi. 266a, an.2 ot 3JIIIXM, no pena na Hapenba Ne
10/17.11.2011 r. na M3

Ha ocrosanue 4. 156 1 wi. 158, an. 1 or Hapen6a Ne 10 or 17.11.2011r. Ha M3

BOEHHOMEJUIIUHCKA AKAJEMHSA - r1p. Codust ornpass
HACTOSIIATA [TOKAHA 3a IPEJoCTaBiHe Ha O(epTH 3a JIOCTaBKa Ha JICKApCTBCHH
IPOLYKTU ¢ MEXIyHAPOIHO HENAaTEHTHO HAUMEHOBAHME, BKIIOUCHH B CIMCHKA
o 4. 266a, an. 2 ot 3JIITXA, KakTo cienBa:
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. JlekapeTBena (opma u
Memuyuaponno HeNMATEHTHO
. KOJIHYeCTBOTO Ha

nanmenoBanue (INN) ! KoanuecrBo/0p.
| aKTHBHOTO BeleCTBO
HA AKTHBHOTO BeLleCTBO
B /1030Ba eJMHHUA

'Solution for intravenous or

20 amp.

?S)jbidoxim? Chlorid_e. “iinhtramuscular injection 250 mg

Dimercaprol Solution for intramuscular 5 st

l P 7.|nject|on 100 mg x 2 ml b
; ; 'Solution for 11]_]601;101’1 10;

Leucovorin | 10 amp.
; mg/ml X 10 ml

lgL-carni G lSoiutlon for 1nJect10n 200f 11§ s
g mg/ ml 5 ml

%Methylene blue Iiﬁlu‘uon for mjec‘uon 10 mg/ | 20 s,
EDTA ~ Calcium dlsodlcﬁ;n Solution for 1Il_}€Ct10n 1 000 ”

ogetate | ‘mg/5 ml 20 amp.

OdepruTe 3aTBIDKUTENHO ClIE/Ba 1a ChABPXKAT CIe/HATa uHpOpMalU:

1. MexnyHapoHo HenareHTHO HauMeHoBaHUe (INN) Ha aKTMBHOTO BEILECTBO;
2. THproBcko HaMMEHOBaHKE Ha JIEKapCTBEHMS IIPOTYKT;



3.Bun Ha nexapcTBeHara hopMa ¥ KOJIMYECTBOTO HA aKTUBHOTO BELIECTBO B
71030Ba €IUHHULIA;

4.IlpousBoguren;

5. KosnmuecTBo B eJHa OIIAKOBKA;

6. LleHa Ha TeKapcTBEHUs MPOLYKT;

7. Cpok 3a nocTaBKa;

8. Cpox Ha BaJIMIHOCT Ha IIpeoCTaBeHara LIeHOBa odepTa.

KBeM naTtaTta Ha U3BBpILIBaHE Ha JOCTaBKATa, JIEKAPCTBEHUST IIPOAYKT Clle/Ba
Jla € ¢ OCTaThueH CPOK Ha TOJIHOCT, He MO-MaJbK OT 1 (exHa) roavHa OT Jarara
Ha JIOCTaBKa.

[IpenocraBenure oT Bama crpana odepTu ce monaBaT Ha XapTHEH HOCHTEN
WM 1o enekTpoHeHd neT 10 14.00 4. na 12.09.2025 r. BKJI.

Odepru, momazeHu Mo ejNeKTPOHEH BT Cie/Ba Ja Ca M3TOTBEHH IIpH
ycnoBusita u pena Ha 3EJIEYY u nojanenu Ha email: mmlvma.bg

OdepTH, H3rOTBEHH Ha XapTHeH HOCHTell ce aJpecupar 1o
BoenHomenuumHcka axanemus, Cuyxba ,PapManus U METULUUHCKU
mapkeTuHr*, 1606 rp. Codus, yiu. ,,['eopru Cocuiicku* No 3

OdepTy, KOUTO HE OTTOBAPT HA W3UCKBAHUATA HA HACTOSILIATA MOKaHA WK
ca ¢ U3TeKla BAIMIHOCT, He MOJJIeKar Ha pasriexuane. B crorBeTcTBUYE C 4il.12
oT Hapenba Ne 10 mpu mocraBkara Ha JIEKAPCTBEHHWTE MPOJYKTH, BKIIOUCHU B
odepTute, 3aABIDKUTENHO TPsIOBA /1a ce NMpelocTaBsl NMapTUJIeH cepTU(UKaT 3a
KayecTBO, CBHOTBETHO CepTHPHUKAT 3a OCBOOOXKJaBaHe Ha TMapTUAara Ha
JIEKapCTBEHUS NPOTYKT.
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3AMECTHHMK - HA‘IAJIHI?I){’HA\ { EHHOME,I[I/IIII/IHCKA
AKAJEMMA ITO I[I/IAFHQCTI/I“]YH,_:E JIEYHEBHATA ,[[EgIHOCT

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



