PEITYBJIMKA BbJIT'APUSA
MUuHUCTEPCTBO HA 3/IpaBEOIa3BaHETO

MI/IHI/ICT”bp Ha 3/IpaBC€OIIa3BaAHETO

3ANOBE ]I

7.12.2022r.

X PA-01-645/07.12.2022

Signed by: Aneta Lyubenova Todorova
3a U3MeHeHue U JonbjaHeHue Ha 3anmoBea Ne PJ1-01-253/17.06.2022 r., u3ameHeHa u
aombaHeHa ¢be 3amoBen Ne P/1-01-276/28.06.2022 r., 3anosen Ne PJ/1-01-317/13.07.2022 r.,
3amoBen Ne P/1-01-391/12.08.2022 r., 3anoBex Ne P/1-01-410/23.08.2022 r., 3anosex Ne PI-
01-434/08.09.2022 r., 3anoBex Ne P/1-01-571/09.11.2022 r. u 3anoBex Ne P/I-01-
608/24.11.2022 r.

Ha ocnoBanue ui. 25, an. 4 or 3akoHa 3a aAMUHHUCTpanuiTa, Wwi. 266a, an. 2 ot 3aKoHa 3a
JIeKapCTBEHUTE MPOJYKTH B XyMaHHATa MEIUIMHA, Wi. 16, an. 4 u ain. 6 ot Hapenba Ne 10 ot 2011
I. 3a YCIOBHATAa M pela 3a JeueHue ¢ HepaspelieHu 3a ynorpeba B Penybnuka bbiarapus
JIEKapCTBEHU MPOAYKTH, JIEKAPCTBEHHU MPOJYKTH, IPUJIAraHU U3BBH YCIIOBUATA HAa PAa3pELICHUETO
3a yrnotpeda, 1 JeKapCTBEHH NMPOAYKTH 3a ChCTpaJaTeIHa ynoTrpe0da, KakTo U 3a YCIOBUATA U pela
3a BKJIIOUBaHE, IPOMEHH, U3KIIIOYBAHE M JOCTaBKa Ha JEKapCTBEHM MPOJYKTH OT CIUCHKA MO UJl.
266a, an. 2 or 3akoHa 3a JEKApCTBEHWUTE NPOJIYKTH B XyMaHHAaTa MEIUIMHA U BbB BpPb3Ka C
npeiokenue ¢ Bx. Ne 12-01-95/22.11.2022 r. ot M3mbiaHATENHATA areHIUs TI0 JieKapcTBaTa 1 No
33-16-60/16.11.2022 r. or YHHBepcHTETCKAa MHOTOIPOo(HIIHA OOJTHHUIIA 32 aKTUBHO JieueHue ,,CB.
WBan Puncku® EAJL, cranosumie ¢ Bx. Ne 33-16-60/01.12.2022 r. ot U3nbiHUTEIHATA areHIIMS 110
JekapcTBaTa W craHoBuima ¢ BX. Ne 12-01-95/01.12.2022 r. u 33-16-60/24.11.2022 r. ot

ExcrniepTHHS ChBET MO MEIUIIMHCKATA CIIEHHAIHOCT ,, KIIMHUYHA XemMaToIorus

HAPE XK JTAM:

B ITpunoxenunero ,,CiUChK Ha JEKapCTBEHUTE MPOIYKTH IO WiI. 2664, an. 2 oT 3aKoHa 3a

JICKApCTBEHHUTE MPOIYKTH B XyMaHHaTa MeauiHa™ kbM 3amoBex Ne PJ1-01-253/17.06.2022 .,



M3MEHEeHa M JombiaHeHa cbc 3amoBen Ne PJI-01-276/28.06.2022 r., 3amoseny Ne PJI-01-
317/13.07.2022 r., 3anoBex Ne PJ1-01-391/12.08.2022 r., 3anmoen Ne PJ1-01-410/23.08.2022 r.,
3anoBen Ne PJ1-01-434/08.09.2022 r., 3amoBen Ne PJ1-01-571/09.11.2022 r. u 3anosen Ne PJ1-01-

608/24.11.2022 1. pen ¢ Ne 6 ce 3annuaBa u ce ch3aaBa pen ¢ Ne 88:

MexayHapoaHo
HENATEHTHO JlekapcTBeHa
3abossiBaHe 1O
HAHMCHOBAHHC, (bopma u MesKayHapojaeH | JlonmbJHUTeIHA
Ne ATC xon KBM KOETO KOJHNYECTBO yHap
KO/ HA unpopmanus
NMPUHATEKA HA AKTUBHOTO
3a00/11BAHUSATA
NPOAYKTHT BelleCTBO
(INN)
10 mg/mL solution
LOIF (Bce for injection 3ml x1
88 orie Teclistamab vial; 90 mg/mL C90.0
HEOIPEICIICH) solution for injection

1.7 ml x 1 vial

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

3APaBCOIIa3BaHCTO.

7.12.2022r.

X A-p AceH Megxunaves

[-p AceH Meaxunanes

MWHUCTBP Ha 3apaBeona3BaHeTo
Signed by: Asen Georgiev Medzhidiev




