2| PEIIYBJIMKA BBJITAPUSA

MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MUHHCTBp Ha 3[[paBEOIa3BaHETO

3ANOBE ]I

m Recoverable Signature

X PA-01-550/30.09.2020 r.

AOKYMEHT,
perncrTpupan ot:
Signed by: Ivo Cvetanov Manchev

3a fonmbjaHeHHe HA 3amoBen Ne P/1-01-388/07.07.2020 r., nonbjaHeHa cbe 3anmoBen Ne PJ1-01-
400/13.07.2020 r., 3anoBen Ne P/1-01-486/31.08.2020 r. u 3anoBen Ne P/1-01-516/15.09.2020 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 JICUeHHEe ¢ Hepa3pelleHu 3a ynorpeda B PenyOnuka bbarapus nekapcTBeHr
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,
ai. 2 oT 3aKoHa 3a JICKapCTBEHUTE MPOAYKTH B XyMaHHATa MEJIUIIMHA U BHB BPb3Ka C MHUCMa C BX.
Ne 33-19-50/31.07.2020 r. oT YHHBepcUTETCKa MHOTONpoduiiHa OOHUIA 32 aKTUBHO JICYCHHE U
cnemHa meauiuHa ,,H. U. [Tuporos* EAJI, Ne 33-YMBAJI-157/08.06.2020 1. oT ,,YHUBEpCcHUTETCKA
MHoromnpo¢mIHa O0NHUIA 32 akTHBHO JedeHne — byprac EAJl, Ne 20-00-479/24.07.2020 r. ot
Muoronpodwmiaa 6oHUIA 32 akTUBHO JieueHue ,,IleaTpan Ouko Xocrmuran“ OO/ u Ne 33-18-
68/29.09.2020 r. oT VYHuUBepcuUTeTCKa MHOromnpo¢puiHa OOJHMIA 32 aKTUBHO JIEYCHHE
,Anekcanaposcka®“ EAJI, cranoBuma ¢ Bx. Ne 33-19-50/17.08.2020 r. u Ne 33-YMBAIJI-
157/24.07.2020 . ot U3mbiHUTENTHATa areHIMA 10 JIeKapcTBaTa M cTaHoBUIIA ¢ BX. Ne 33-19-
50/16.09.2020 r. or ExcrnepTHusi chBEeT MO METUIIMHCKATa CIEIHAIHOCT ,,EHIOKpUHONOTHS U
6omnectu Ha oOMsHaTa®, Ne 33-YMBAJI-157/28.09.2020 r. ot ExcriepTHHS CHBET 110 MEAUIIMHCKATA
CIIENUAIHOCT ,, AHECTEe3MOJOIud M HUHTeH3uBHO JjeueHue, Ne 20-00-479/29.09.2020 r. or
ExcniepTHHsI CBbBET MO MeAWIIMHCKATa crenuanHocT ,,Ouan Oonectu u nucmo ot ExcneptHwust

ChBET IO MEIUIIMHCKATA CIIEUAaIHOCT ,,HykiieapHa megunuHa®.

HAPEXIAM:



|. B Ilpunoxenuero ,,CuchbK Ha JEKAPCTBEHUTE MPOAYKTH 1O WiI. 2664, ain. 2 oT 3akoHa 3a
JIEKApCTBEHHUTE MPOAYKTH B XyMmMaHHara memuimHa™ kbpM 3amoen Ne PJ[-01-388/07.07.2020 r.,
nonbiaHeHa cbe 3amoen Ne PJI-01-400/13.07.2020 r., 3amoBex Ne PJ[-01-486/31.08.2020 r. u
3amoBen Ne P/1-01-516/15.09.2020 r., ce nonssiBa pex Ne 51, kato B KosoHa ,,JIekapcTBeHna gpopma
1 KOJIMYECTBO Ha aKTUBHOTO BelecTBO ce 100aBs ,,s0lution for injection 10 mg/ml — 10 ml*“ u ce

ch3aaBar peaose ¢ Ne 63, 64 u 65:

Ne | ATC ko | MesxxkayHapoaHo JlekapcTBena | 3a0oasiBade mo | JlombaHuTeIHA
HENMaTeHTHO dpopma U | MeKIYHapoaeH uHopmanus
HAaNMMECHOBAaHHEC, KOJIN4YEeCTBO KO Ha
KBbM KOETO | Ha aKTHBHOTO | 3200JIIBAHUATA
NMPpUHAAJICKHA BelIECTBO
npoaykTsT (INN)
10 micrograms/
63 | HO1BAO2 Desmopressin dose nasal E23.2
spray solution -
2,5ml
64 | S01JA01 Fluorescein 500 mg/5ml Cwraacuo PY
solution for
injection — 5ml
65 | V10BX02 | Samarium (153Sm) 1.3 GBg/mL Cwraacuo PY
lexidronam solution for
pentasodium injection

I1. HacrosimaTa 3anoBen fa ce myOJMKyBa Ha MHTEPHET CTpaHHIaTa HA MUHUCTEPCTBOTO HA
3/1paBEOIIa3BaHETO.

ﬁ Recoverable Signature

X KoctaguH AHrenos

Signed by: Kostadin Georgiev Angelov

MPO®. 1-P KOCTAIUH AHI'EJIOB, /1. M.

Munucmvp na 30paseonazéaremo



