O IIPUTEXATEJUTE
HA PASBPEHIEHME 3A ThPT'OBHS HA EAPO C TEKAPCTBEHHA
DPOAYKTH, ITIOJTYYEHO IO PEJIA HA THABA JIEBETA O
Henogo n. 9?}?

Per. Nj/’ Wﬂ?ﬂ&)

IIOKAHA Ex3. No

3a mpegocTaBsie Ha oepTa 3a JOCTABKA JIeKAPCTBEHH MPOJYKTH OT
cnuchKa nmo 4. 266a, an.2 or 3JIIIXM, no pena na Hapenba Ne
10/17.11.2011 r. na M3

Ha ocuoBanme wi. 156 m ui. 158, an. 1 ot Hapen6a Ne 10 o1 17.11.2011r. Ha M3

BOEHHOMEAUIIMHCKA AKAJAEMHUS - rp. Codus ormnpass
HacTosIIaTa TIOKaHa 3a MpeaocTaBsHe Ha odepTH 3a JOcTaBKa Ha JIEKapCTBEHU
TIPOIYKTH C MEKIYHapOIHO HENMAaTeHTHO HAMMEHOBAaHHE, BKIIOYEHH B CIIMCHKA
1o 4. 266a, ain. 2 ot 3JI[IXA, kakTo ciensa:

I MexknyaapoaHo
yHap JlekapcrBena ¢gopma H
HENATeHTHO
KOJIMYeCTBOTO HA AKTHBHOTO BeIeCTBO

HaumenoBanue (INN) B 103082 eTHHHIA

l HA AKTHBHOTO BELECTBO
i

'DACARBAZINE 200 MG POWDER FOR SOLUTION INJECTION
! i

OdgepruTe 3aXBIKUTENHO ClIE/[Ba Ia ChABPAKAT cleqHaTa HHPOpMAaLHs:

1. MexnyHapoaHo HenaTeHTHO HanMeHoBaHMe (INN) Ha akTHBHOTO BEILECTBO;
2. TpproBcko HaMMEHOBaHUE HA JIEKapCTBEHUS MPOAYKT;

3.Bun Ha nekapcTBeHaTa (POpMa U KOIUYECTBOTO Ha aKTUBHOTO BEIIECTBO B
J1030Ba €IUHUIIR;

4.IIpousBonured;

5. KomudecTBO B eJHa OITIAKOBKA,

6. Llena na nexapCTBEHHUS MTPOAYKT;

7. Cpok 3a IOCTaBKa;

8. Cpox Ha BaJIMIHOCT Ha IIpefocTaBeHaTa ieHoBa odepTa.

JlexapCTBEHHAT IIPOMYKT ClEABa Jia € C OCTaThueH CPOK HAa FOJHOCT, HE O-
KpaTbK OT 1 (elHa) rofmHa OT JaTaTa Ha JOCTaBSIHETO.



IIpenoctaBenute oT Bamma ctpana odepTH ce MomaBaT Ha XapTHEH HOCHTEN KK
110 enekTpoHeH obT 10 14.00 4. Ha 30.04.2026 r. BKIL.

Odeptu, nomajeHu IO eNEKTPOHEH IIBT ClleABa Ja Ca WM3TOTBEHH IIPU
ycnosusta U pena Ha 3EJEYY u nmomamenu Ha email: mml(@vima.bg

Odeptu, uU3roTBeHH Ha XapTHeH HOCHTel Cce€ ajapecHpar [0
Boennomenunuucka akagemus, Cayxba ,Dapmanus ©  MEAHIHHCKH
MapkeTuHr, 1606 rp. Codus, yn. ,,['eopru Coduiicku* Ne 3.

OdepTH, KOUTO HEe OTTOBAPAT Ha W3UCKBAHMSTA HA HACTOAIIATA ITOKAHA WK
ca ¢ M3TEKJIa BATUAHOCT, He IIOJJIeXar Ha pasriiexzaane. B croTBeTcTBHE € W12
or Hapenba Ne 10 mpu nocTtaBkaTa Ha JEKapCTBEHHUTE MPOAYKTH, BKIIOUECHU B
odepTHTe, 3aABIDKUTENHO TPAOBa Jla Ce MPeAOCTaBs HapTHACH CEePTH(QUKAT 3a
KayecTBO, CBOTBETHO cepTU(UKAT 3a OCBOOOXKIAaBaHe Ha MapTHIATa Ha
JIEKapPCTBEHUS IIPOAYKT.

3AMECTHUK - HAYAJTHUK HA BOEHHOMEI[I/II_[I/IH CKA
AKAJTEMUA IO TMATHOCTAYHO-TEYEBHATA HEHHOCT

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



