2| PEIIYBJIMKA BBJITAPUSA

MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MUHHCTBp Ha 3[[paBEOIa3BaHETO

3ANOBE ]I

m Recoverable Signature

X PA-01-659/18.11.2020

AOKYMEHT,
perncrTpupan ot:
Signed by: Aneta Lyubenova Todorova

3a nombJjHeHue Ha 3anoBea Ne P/1-01-388/07.07.2020 r., nonbaHeHa cbe 3anmoea Ne P/1-01-
400/13.07.2020 r., 3anmoBex Ne P/1-01-486/31.08.2020 r., 3amoBen Ne P/1-01-516/15.09.2020 r.,
3amosea Ne PJ1-01-550/30.09.2020 r., 3anoBex Ne P/1-01-568/06.10.2020 r., 3anoBex Ne P/[-
01-605/16.10.2020 r. u 3anosBex Ne P/1-01-632/04.11.2020 r.

Ha ocnoBanue ui. 25, an. 4 ot 3akoHa 3a aAMUHUCTpaUATa, Wi. 266a, ain. 2 ot 3akoHa 3a
JIEKapCTBEHUTE MPOJIYKTU B XyMaHHATa MeAUIMHA, Wwi. 16, an. 4 u 6 ot Hapen6a Ne 10 ot 2011 r.
3a yCIIOBHSATA U Pe/ia 3a JICUCHHE C Hepa3peleHu 3a ynorpeda B PemyOiinka beiarapus nekapcTBeHn
MPOYKTHU U JIEKAPCTBEHH MPOJIYKTH 3a ChCTpaJaTesiHa yIoTpeOa, KaKTO U 3a YCIIOBUSATA U pefa 3a
BKJIIOUBAHE, IPOMEHH, U3KJIFOUBAHE U IOCTaBKa Ha JIEKAPCTBEHH IPOAYKTHU OT CIIUCHKA 110 WiI. 266a,
an. 2 ot 3akoHa 3a JIEeKapCTBEHUTE MPOIYKTH B XyMaHHATa MEIUIIMHA U BHB BPH3Ka C MMHUCMa C BX.
Ne 33-18-76/23.10.2020 r. or YHUBepCHTETCKa MHOTONPOQIIHA OOJHHIA 32 aKTUBHO JICUCHHE
,2Anekcauaposcka™ EAJ], cranosuine ¢ BX. Ne 33-18-76/11.11.2020 r. ot M3mrbIHUTEIHATA AT €HITUS
no JjekapcTBata M craHoBumia ¢ BX. Ne 33-18-76/12.11.2020 r. ot ExkcnepTHus CbBET 1O
MeAHUIMHCKaTa ClennanHocT ,,[[neBMonorus u Gprusuarpus®, EkcriepTHUs ChbBET MO METUITMHCKATA
crienranHocT ,l'actpoenteposiorus u ExkcnepTHus CbBET MO MEAUIMHCKATA CHEHHUATHOCT

LHllennatpus‘

HAPEXIAM:

I. B [Ipunoxenuero ,,CUCHK Ha JIEKaPCTBEHUTE MPOJYKTH MO 4il. 2664, ai. 2 oT 3aKoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MmemuiuHa“ kpM 3amoBen Ne PJ[-01-388/07.07.2020 r.,
nombiiHeHa c¢be 3amoBen Ne PJ1-01-400/13.07.2020 r., 3amoBex Ne PJ/1-01-486/31.08.2020 r.,
3amoBen Ne PJ1-01-516/15.09.2020 r., 3anoBen Ne PJ1-01-550/30.09.2020 r., 3amoBex Ne P/1-01-



568/06.10.2020 r., 3anosex Ne P/1-01-605/16.10.2020 r. u 3anosex Ne P/1-01-632/04.11.2020 r. ce

ch3naBa pexa ¢ Ne 72:

Meiknynapoyo JlexapcrBena ¢gopma
HENMATEHTHO 3a0oJABaHe MO
H KOJHYECTBO JlombJaHUTEIHA
Ne ATC koa | HaMMeHOBaHHE, KbM MeKIYHAPOEeH KO/
HAa aKTUBHOTO uHdopmanus
KOETO NMPUHAJIeKU HAa 3200/ 19BaHUATA
BeIIeCcTBO
npoaykTsT (INN)
Ivacaftor/Tezacaftor/ Film-coated tablets E84.0; E84.1; E84.8;
72 RO7AX3 ’ ’ ’

Elexacaftor

75mg/50mg/100mg

E84.9

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

3APaBCOIIa3BaHCTO.

ﬁ Recoverable Signature

X KoctaguH AHrenos

Mpod. a-p KoctagnH AHrenos, 4. M.
MWHWUCTBP Ha 34paBeona3BaHeTo
Signed by: Kostadin Georgiev Angelov




