.| PEITYBJIMKA B'bJIFAPUA
\ MUuHUCTEPCTBO HA 3/IpaBEOIa3BaHETO

MI/IHI/ICT”bp Ha 3/IpaBC€OIIa3BaAHETO

3ANOBE ]I

24.11.2022 r.

X PA-01-608/24.11.2022

Signed by: Aneta Lyubenova Todorova
3a nonbjaHeHue Ha 3anmoBen Ne P/1-01-253/17.06.2022 r., u3aMeHeHa H JONBJIHEHA ChC
3anosen Ne P/1-01-276/28.06.2022 r., 3anmoBex Ne P/[-01-317/13.07.2022 r., 3anosen Ne P/I-
01-391/12.08.2022 r., 3anosex Ne P/1-01-410/23.08.2022 r., 3anoBex Ne P/1-01-434/08.09.2022
r. 1 3anosex Ne P/1-01-571/09.11.2022 r.

Ha ocnoBanue uin. 25, an. 4 ot 3akoHa 3a aAMHUHUCTpanuaTa, 4i. 266a, an. 2 oT 3aKoHa 3a
JIEKapCTBEHHUTE MPOIYKTH B XyMaHHATa MeAULIMHA, 4. 16, an. 4 u an. 6 ot Hapen6a Ne 10 ot 2011
I. 3a YCIOBHUATAa W pela 3a JeueHue ¢ HepaspemieHu 3a ymnorpeba B Pemybnuka bbiarapus
JIEKapCTBEHH TPOIYKTHU, JICKAPCTBEHU MPOIYKTH, MPUJIAraHu U3BHH YCIOBHITA HA Pa3pEIICHUETO
3a ynoTpe0a, U JIeKapCTBEHU MPOAYKTH 3a ChbCTpaJaTeIHa YIIOTpeOa, KaKTO U 3a YCIOBUATA U pefia
3a BKIIFOYBAHE, MPOMEHH, U3KJIIOYBAHE U JIOCTaBKa Ha JIEKAPCTBEHU MPOJYKTH OT CIUCHKA MO YIl.
266a, an. 2 or 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJIMIIMHA U BbB BpPb3Ka C
npemnoxenue ¢ BX. Ne 20-00-869/07.11.2022 r. ot ,,Amxkubanem Cutu Kimuank YMBAJI ,, Tokyna
Bomuuna““ EAJl, mucmo ¢ BXx. Ne 20-00-869/10.11.2022 r. ot M3mbaHuTedHATa areHIHS I10
nekapcrBata u craHoBuine 20-00-869/21.11.2022 r. ot EkchiepTHHsS CBBET MO MEAUI[MHCKATA

CHEIUATHOCT ,,MeqUIIMHCKAa OHKOJIOT U

HAPEXIAM:

B Ilpunoxenunero ,,COuChbK Ha JEKapCTBEHUTE MPOJIYKTH IO Wi. 266a, an. 2 oT 3aKoHa 3a
JICKQpCTBEHHUTE MPOJIYKTH B XyMaHHaTa MeaunuHa“ kbM 3amoBen Ne P/1-01-253/17.06.2022 r.,
M3MeHeHa M JombiHeHa cbc 3amoBen Ne PJ[-01-276/28.06.2022 r., 3amoBex Ne PJI-01-
317/13.07.2022 r., 3anmosen Ne PJ[-01-391/12.08.2022 r., 3amoBex Ne P/1-01-410/23.08.2022 .,



3amoBen Ne PJ[-01-434/08.09.2022 . u 3anoex Ne P/1-01-571/09.11.2022 r. ce cp3aaBa pen ¢ No
87:

MeskayHapoaHo
HEeIMaTeHTHO
JlekapcTBeHna popma u | 3aboJisiBaHe 10
HaUMCHOBAHUC, KOJHYECTBO MesKIyHapojeH | JlombJaHUTeIHA
Ne | ATC xon KBM KOETO yHap
HA aKTUBHOTO KOJ Ha uHpopmanus
NPUHALJIEKA
BelecTBO 3200JI9BaHUATA
NPOAYKTHT
(INN)
1 mg powder for
87 |LO1CX01| Trabectedin concentrate for solution C49
for infusion

Hacrosmiara 3amoBen ga ce HY6J'II/IKYB21 Ha MHTCPHCT CTpaHHIIaTa Ha MI/IHI/ICTepCTBOTO Ha

3APaBCOIIa3BaHCTO.

24.11.2022 r.

X A-p AceH Megxunamnes

[-p AceH Meaxunanes
MWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Asen Georgiev Medzhidiev




