PEITYBJIMKA BbJITAPUSA
MUHHUCTEPCTBO Ha 3/IpaBEOIIa3BaHETO

MI/IHI/ICT’bp Ha 3paBC€OIIa3BaHETO

3AITOBE I

10.3.2022 r.

X P-01-131/1003.2022

Signed by: Aneta Lyubenova Todorova

3a JonbjaHeHue HA 3amoBen Ne P/1-01-525/24.06.2021 r. nonmbJHeHa cbe 3anmoBe Ne
P/1-01-556/06.07.2021 r., P/1-01-602/19.07.2021 r., P/1-01-625/27.07.2021 r., P/1-01-
687/06.08.2021 r., P/1-01-789/24.09.2021 r., P/1-01-822/11.10.2021 r., P/1-01-
870/26.10.2021 r., P1-01-917/09.11.2021 r., P/1-01-993/03.12.2021 r., P/1-01-
1001/07.12.2021 r., P1-01-1039/20.12.2021 r. u P1-01-37/25.01.2022 r.

Ha ocHoBanwue 1. 25, ain. 4 ot 3akoHa 3a aAMUHUCTpALIMATA, Wi. 2664, ajl. 2 oT 3aKoHa 3a
JIEKApCTBEHUTE MPOAYKTH B XyMaHHATa MeIUIIUHA, wi. 16, an. 4 u 6 ot Hapen6a Ne 10 ot 2011
. 32 YCJIOBHATa W pela 3a JICUCHUE C HepaspemieHu 3a ynorpeba B Pemybnuka bearapus
JIEKapCTBEHH MPOAYKTU M JIEKAPCTBEHHM MPOAYKTU 3a ChCTpaJaTesiHa YrmoTpeda, KakTo U 3a
yCIOBUSITA U pela 3a BKIIOYBAHE, MPOMEHH, W3KIIOUBaHE M JOCTaBKa Ha IJIEKAPCTBEHU
MPOAYKTH OT CIUCHKA MO 4il. 266a, ain. 2 oT 3aKoHa 3a JIEKAPCTBEHUTE MPOJIYKTH B XyMaHHaTa
MeIUIMHA U BBB Bpb3Kka ¢ mucMo ¢ BX. Ne 20-03-106//21.12.2021 r. or YMBAJI ,,.Cseta
Mapuna“ EAJ], rp. Bapha, cranosuie ¢ Bx. Ne 20-03-106/18.01.2022 r. ot M3nbiHuTeNHATA
areHIys 110 JiekapcTBaTa u cranouiie ¢ BX. Ne 20-03-106/07.02.2022 r. ot ExcriepTHus ChBET

10 MCAUMIUMHCKATa ClriCIUuaJIHOCT ,,HCJ_'[I/IanI/ISI“

HAPEXIAM:

B IIpunoxenuero ,,COUChK Ha JEKAPCTBEHUTE NPOAYKTH IO Wwi. 266a, an. 2 oT 3akoHa 3a
JIeKapCTBEHUTE MPOIYKTH B XyMaHHaTa MeauiuHa* kbM 3arnosea Ne P/1-01-525/24.06.2021 r.
nombiHeHa cbe 3amoBen Ne PJI-01-556/06.07.2021 r., P/1-01-602/19.07.2021 r., P/1-01-
625/27.07.2021 r., P11-01-687/06.08.2021 r., P/1-01-789/24.09.2021 r., P/1-01-822/11.10.2021
r., P1-01-870/26.10.2021 r., P/1-01-917/09.11.2021 r., PA-01-993/03.12.2021 r., P/1-01-



1001/07.12.2021 r., P/1-01-1039/20.12.2021 r. u PA-01-37/25.01.2022 r. ce

ch3naBa peg Ne

75:
MeskayHapoaHo
HENaTEeHTHO
JlekapcTtBena ¢opma |3adonsBane mo
HaHMeHOBaHHeE,
" KOJIMYECTBO | MexayHapoaeH | lonmbaHuTeIHA
Ne ATC xoa | kpM KOETOo
HA AKTHBHOTO | KO/ Ha | uHpopMan s
NPUHATIEKH
BelleCTBO 3200/ 19IBaHHASATA
NPOAYKTHT
(INN)
_ 1 mg/ml granules for
75 BO1AF01| Rivaroxaban 180.1, 180.2

oral suspension

1. Hacrosmara 3amoBen ga ce HY6J'II/IKYB8. Ha MHTCPHCT CTpaHULlATa Ha MI/IHI/ICTepCTBOTO Ha

3APaBCOIIa3BaHCTO.

10.3.2022 r.

X MNpod. AceHa CepbesoBsa

npo¢. AceHa Cepbe3oBa, ad
MWHUCTBP Ha 34paBeona3BaHeTo
Signed by: Asena Hristova Serbezova




