2| PEIIYBJIMKA BBJITAPUSA

MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MUHHCTBp Ha 3[[paBEOIa3BaHETO

3ANOBE ]I

m Recoverable Signature

X PA-01-516/15.09.2020

AOKYMEHT,
perncrTpupan ot:
Signed by: Olga Aleksandrova Boeva

3a fonmbjaHeHHe HA 3amoBen Ne P/1-01-388/07.07.2020 r., nonbjaHeHa cbe 3anmoBen Ne PJ1-01-
400/13.07.2020 r. u 3anoBen Ne PJ1-01-486/31.08.2020 r.

Ha ocnoBanue . 25, an. 4 ot 3akoHa 3a aJIMUHUCTpALIUATa, 4. 266a, aji. 2 oT 3akoHa 3a
JICKapCTBCHHUTE MPOJIYKTH B XyMaHHATa MeAWIMHA, Wi. 16, an. 4 u 6 or Hapen6a Ne 10 ot 2011 r.
3a yCIIOBHSTA U pe/ia 3a JICUeHHE ¢ Hepa3pellleHu 3a ynorpeda B PenmyOnuka bearapus nekapctseHu
MIPOJIYKTH U JIEKAPCTBEHH MPOIYKTH 3a ChCTpajaTeNiHa yrnoTpeda, KakTo U 3a YCIOBUATA U pelia 3a
BKJIIOYBaHE, IPOMEHU, U3KJIIOYBAHE U JOCTABKA HA JICKAPCTBEHU MPOAYKTH OT CIIUCHKA 10 4JI. 2664,
alr. 2 oT 3aKoHa 3a JICKaPCTBEHHUTE MPOIYKTH B XyMaHHATa MEIHUIIMHA U BHB BPH3Ka C IMHCMa C BX.
Neo 33-05-34/10.08.2020 r. or YHHBepcuTeTCKa MHOronpoduiHa OOJHUIA 32 AKTUBHO JICUCHUE
»Lapuma Noanna - UCYJI“, cranosumie ¢ BX. Ne 33-05-34/24.08.2020 r. or W3mbiuuTennara
areHIys 1o Jiekapcreata u craHoBuiie ¢ BX. Ne 33-05-34/14.09.2020 . ot ExcniepTHHsI CBBET 110

MEIMIIMHCKATa CIEeHaIHOCT ,,Kapauonorus‘

HAPEXIAM:

I. B [Ipunoxenuero ,,CUCHK Ha JIEKaPCTBEHUTE MPOJYKTH MO 4il. 2664, ai. 2 oT 3aKoHa 3a
JIeKapCTBEHUTE NMPOJYKTH B XyMaHHaTa MenuiuHa™ kbM 3amoBex Ne PJ1-01-388/07.07.2020 r.,
nomeiaHeHa ¢be 3amoen Ne PJ1-01-400/13.07.2020 r. u 3amosen Ne PJ1-01-486/31.08.2020 r. ce
chb3aaBa pexa ¢ Ne 62:



MexayHapoaHo
HENATEHTHO

JlekapcTBeHna ¢popma

3a0019BaHe Mo

H KOJIUY€eCTBO JonbJHUTEIHA
Ne ATC koa | HaMMeHOBaHHE, KbM MeKIYHAPOEeH KO/
HA AKTUBHOTO uHpopmanus
KOETO NMPUHAJIeKU BeIIeCTRO Ha 3200/I9BAHUATA
npoaykToT (INN)
62 | NO7XX08 Tafamidis 61 mg soft capsules E85.2; E85.4.

1. Hacrosiara 3anoBen aa ce HY6J'II/IKYB8. Ha MHTCPHCT CTpaHULIATa HA MI/IHI/ICTepCTBOTO Ha

3ApaBCOMa3BaHCTO.

m Recoverable Signature

X KoctagnH AHrenos

Signed by: Kostadin Georgiev Angelov

MPO®. JI-P KOCTAJIUH AHTEJIOB, JI. M.

Munucmvp na 30paseonazearemo




