OO IIPUTEXATEJIMTE
HA PA3PEHIEHHUE 3A ThPIOBHSI HA E/IPO C IEKAPCTBEHHN
— ____MPOAYKTHU, HOJYYEHO IO PEJA HA TJIABA IEBETA OT

BMA - Codusn
' Oen ﬁfﬂ)%ﬁﬁ) zfg / 3JIIIXM
Per. N e IMMOKAHA

3a llpe[lOCTanlHe Ha odepTa 3a J0CTABKA JIeKaPCTBEHH MPOAYKTH OT
CNHMCHKA N0 Wi 266a, aa1.2 ot 3JIIIXM, no peaa na Hapenta Ne
10/17.11.2011 r. na M3

Ha ocHoBanue wi. 156 1 wi. 158, an. 1 or Hapen6a Ne 10 ot 17.11.2011r. na M3

BOEHHOMEJUIIMHCKA AKAJIEMHUSA - rp. Codus ornpass
HACTOSILATA IIOKaHa 3a IpeJoCTaBsHe Ha OMEPTH 3a JOCTaBKa Ha JICKapCTBEHH
TMPOAYKTH C MEXIYHAPOJIHO HEMATEHTHO HAUMEHOBAHHE, BKITIOYEHH B CIMChHKA
1o 4. 266a, ai. 2 ot 3JIIIXA, xakto cienBa:

MekayHapoaHO
| HeNMaTeHTHO
. naumeHoBanmne (INN)
HA AKTHBHOTO BelleCTBO

JlexapcTBena popma H
KOJIHYeCTBOTO HA AKTHBHOTO BelECTBO
B 1030Ba eJUHHLA

TRABECTEDIN Powder for inf 1 MG
TRABECTEDIN " Powder for inf 0,5 MG

!

TRABECTEDIN Powder for inf 0,25 MG

O(I)epTI/ITC 3abJIKUTEIIHO CJIeABa Ja ChAbPXKAaT CJI€HATa I/IHq)OpMaLII/IH:

1. MexayHapoiHo HemaTteHTHO HauMeHoBaHue (INN) Ha akTHBHOTO BEILeCTBO;
2. ThproBckO HAMMEHOBAHUE HA JIEKAPCTBEHMSI TIPOIYKT;

3.Bun Ha nekapcTBeHaTa hopMa U KOJIMYECTBOTO Ha AKTHBHOTO BELIECTBO B
J1030Ba eIMHULIA;

4 [lpousBoaured,

5. KonnuecTBO B €Ha ONAKOBKA;

6. lleHa Ha JJexapCcTBEHUs NIPOAYKT;

7. Cpok 3a 10CTaBKa;

8. Cpok Ha BAIMIHOCT Ha MpeJocTaBeHaTa HeHoBa odepTa.



JlekapcTBeHMST MPOIYKT Cle/Ba Aa € C OCTaTbY€H CPOK Ha MOJHOCT, HE MO-
KpaTbk OT 1 (e{Ha) ronMHa OT faTaTa Ha JOCTaBSHETO.

IlpenocraBenute ot Baiua crpana odepTu ce 1ojaBat Ha XapTHEH HOCUTES WIH
IO eNleKTpoHeH 6T A0 29.12.202S5 r. BKA.

Odeprn, nomageHu mo enNeKTPOHEH WHBT ciiefBa Ja Cca U3NOTBEHH IpHU
ycnoBuata u pena Ha 3EJAEYY u noganenu Ha email: mml@ivima.be

Odepty, U3roTBEHH Ha XapTHEH HOCHUTEeJN ce aJpecupar [0
BoennoMmenuumHcka axanemus, Cayxb6a ,Dapmamms U MeIUUMHCKH
Mmapketunr®, 1606 rp. Codus, yi. ,,I 'eopriu Coduiicku® Ne 3.

Odepryu, KOUTO HE OTTOBAPAT HA M3UCKBAHUATA HA HACTOSIATA NTOKaHa WM
ca ¢ U3TeKJIa BaIMAHOCT, HE MOAJIeXAT Ha pasraexaaHe. B ceotBeTcTBHE C Wi.12
oT Hapenba Ne 10 npu ngocraBkara Ha JeKapCTBEHHUTE MPOAYKTH, BKJIHOYEHH B
odepTUTe, 3aABIDKUTEIHO TPSOBa j1a ce NMpelocTaBs MapTUAeH cepTHdHKAT 3a
Ka4ecTBO, CBHOTBETHO CEPTH(PHKAT 3a OCBOOOXKJaBaHe HA NapTHIaTa Ha
JNeKapCTBEHHUs TPOAYKT.

SAMECTHHUK - HAYAJTHUK HA BOEHHOMEIULIMHCKA
AKAJEMMUMS ITIO TNATHOCTHYHO-JEYEBHATA ,Zl@ﬂHOCT

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



