PEITYBJIMKA BbJITAPUSA
MUHHUCTEPCTBO Ha 3/IpaBEOIIa3BaHETO

MI/IHI/ICT'bp Ha 3paBC€OIIa3BaHETO

3AITOBE I

28.6.2022r.

X PA-01-276/28.06.2022

Signed by: Aneta Lyubenova Todorova

3a nombJjaHeHue Ha 3anosen Ne P/1-01-253/17.06.2022 r.

Ha ocnoBanwue 4. 25, ain. 4 oT 3akoHa 3a aIMUHUCTpAIUATA, WI. 2664, an. 2 oT 3aKoHa 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHaTa MeAMIIMHA, 1i. 16, an. 4 u 6 or Hapen6a Ne 10 ot 2011
. 32 YCJIOBUATA U pela 3a JeUueHUe C HepaspelleHu 3a ynorpeba B Pemybnuka bwuiarapus
JICKApCTBEHH TPOMYKTH M JICKAPCTBEHU NMPOIYKTH 32 ChCTpajgaTenHa ynorpeda, KakTo U 3a
YCIIOBHSTa M pela 3a BKIIOYBAaHE, MPOMEHHU, W3KIIOYBAHE M JOCTaBKa Ha JICKAPCTBEHH
MIPOJAYKTH OT CIIUCHKA IO Wwi. 266a, ai. 2 oT 3aKOHa 3a JEKapCTBEHUTE IPOJYKTHU B XyMaHHAaTa
MEJUIIMHA ¥ BB Bpb3Ka ¢ mucMa ¢ BX. Ne 16-00-6/01.03.2022 r. ot ,,Amxubanem CUTH KIMHUK
YMBAIJI Tokyna“ EA/JL, Bx. Ne 20-17-45/02.03.2022 r. or YMBAIJI ,,Csetu I'eopru* EAJ], rp.
[TnoBmus, BX. Ne 33-05-29/02.06.2022 r. or YMBAII , Ilapuna Noanna — UCYIJT« EAL,
cranoBuma ¢ Bx. Ne 12-01-26/04.05.2022 r. u Bx. Ne 33-05-29/15.06.2022 r. ot
W3mbaHATEIHATA areHIHs 110 JIeKapcTBaTa U ctaHoBHIIa ¢ Bx. Ne 12-01-26/17.06.2022 r. ot
ExcriepTHusi chbBeT MO MeAMIIMHCKAaTa croenuanHoct ,Hepoxupyprus®, Bx. Ne 12-01-
26/22.06.2022 . ot EkcriepTHUS CBBET MO MEIMIIMHCKATA CIEIHATHOCT ,,JIeTCKa KIMHHYHA
xemaroyiorust U oHkojorus, BX. No 33-05-29/21.06.2022 r. ot ExcrnepTtHusi chBeT IO

MCIHUIMHCKAaTa CriCuaJIHOCT ,,I[CTCK@. KJIMHHYHA XEMaTOJIOTHS ¥ OHKOJIOT U

HAPEXIAM:

I. B Ilpunoxenuero ,,CuchKk Ha JEKapCTBEHUTE MPOAYKTH MO 4i. 266a, ai. 2 ot
3akoHa 3a JIGKAPCTBEHUTE MPOAYKTH B XyMaHHaTa MenuiuHa™ kpM 3amoBex Ne PJI-01-

253/17.06.2022 r. ce ch3naBar peaose ¢ NeNe 80, 81 u 82:



MeskayHapoaHo

HCIIATCHTHO
JlekapcTBeHa popma u | 3a00J19BaHe MO
HauMEHOBaHUE, KOJHY€eCTBO MeKIyHapoaeH | JlombJIHUTeIHA
Ne | ATC kogn KBbM KOETO yHap
HAa aKTUBHOTO KO/ Ha uHdopmanus
NPHUHALIEKHA
BeIeCTBO 3200/ 19BAHUATA
MPOAYKTBLT
(INN)
80 |Lo1XDo4 5-am|nol'evuI|n|c powder for oral solution c71.0
acid 30mg/ml - 50 mi
. Powder and solvent for
81 |B02BDO7 ioa?“'i‘z:?ln solution for D68.2
actor injection/infusion 250 1U
100 mg powder for
concentrate for solution
82 |LO4AC11| Siltuximab for infusion, 400 mg D47.7

solution for concentrate
for solution for infusion.

I1. Hacrosmara 3anoBen f1a ce myOJuKyBa Ha HHTEPHET CTpaHuIlaTa Ha MUHHUCTEPCTBOTO

Ha 3/IpaBC€OITIa3BaAHECTO.

28.6.2022 r.

X Mpo¢.AceHa CepbesoBa

Signed by: Asena Hristova Serbezova

MMPO®. ACEHA CEPBE30BA, 19

Munucmwvp Ha 30paseonassanemo




