PENIYBJMKA BBJI'APUSA
MuHECTEpPCTBO Ha 31paBEONIa3BaHETO

MuHECTBD Ha 3/]paBeolia3BaHETO

3AIIOBE ] —
NPI-_ Q-4 /[ AI.02. 2019r.

3a qonbjaHenne Ha 3anosen Ne P/1-01-146/29.05.2018 r., nonbauena cbe 3anosex PJ/1-01-
227/01.08.2018 r., 3anosex Ne P/1-01-228/02.08.2018 r., 3anmosen Ne P/1-01-243/23.08.2018
r., 3anosex Ne P/1-01-314/23.10.2018 r., 3amosex Ne P/1-01-365/29.11.2018 r., n3MeHeHa |
aonbjaHeHa cbe 3anopen Ne P/I-01-371/05.12.2018 r. u 3anosen Ne P/I-01-20/30.01.2019 r.

Ha ocnoBanme 4. 25, an. 4 ot 3akoHa 3a aIMHHHCTpANUATA, WI. 2664, ajl. 2 BB Bph3Ka
¢ an. 1 oT 3aKkoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIHIHHA, WI. 16, an. 4 u 6 oT
Hapen6a Ne 10 ot 2011 r. 3a ycnoBHsTa U pela 3a J€YEHHE C HepaspemieHHd 3a ynorpeba B
Peny6iuxa benrapus nexapcTBEHHM NPOLYKTH, KaKTO M 3a YCJIOBHSTA M PEla 3a BKJIFOYBAHE,
TIPOMEHH, H3KIIOYBAaHE U JOCTaBKa Ha JICKapCTBEHH MPOAYKTH OT CIIHCHKA IO Wi, 266a, ait. 2 oT
3aKkoHa 3a JIEKapCTBEHHUTE NIPOXYKTH B XyMaHHATa MEIHIMHA U BBB BPB3Ka C MUCMO C BX. Ne 74-
05-73/14.12.2019 r. ot YHHBEpCcHTETCKa MHOTOIIPOGHIIHA GOTHMIIA 38 AKTHBHO JiedeHHe ,,CBETH
I'eopru* EAJ] — ITnosaus, mucMo ¢ BX. Ne 74-05-73/04.01.2019 r. ot UAJI, cragoBuma ¢ BXx. Ne
74-05-73/01.02.2019 r. u Bx. Ne 74-05-73/11.02.2019 r. 0T HAUHOHAIHHMTE KOHCYITAHTH IO
lacTpoeHTepoIoras ¥ HalMOHAIHHISA KOHCYITAHT 110 J[eTCKa racTpOEHTEPOIOTHS

HAPEXIAM:

(™

I. B npunoxenuero ,,CIIMCBK Ha JICKapCTBEHHUTE IPOLYKTH 10 9. 2664, al. 2 oT 3akoHa
3a JICKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeauIuHa* kbM 3anoBen Ne PJ1-01-146/29.05.2018
I. ce cp3naBa pex Ne 49:

Ne | Kon Mexaynap | 3abonsiBane no | JlexaperBena <¢opma wu | Jonbanuren
no aHaTOMO | OAHO MEKIYHAPOAEH KOJ | KOJIH4eCTBO AKTHBHO | Ha
TepaneBTHYHA HEMaTeHTH | Ha 3a6oJABaHMATA | BeulecTBO uHpopmanns
XHMHYHA 0
KacHpuKaumsi HAUMEHOBa

HHE, KBM
KO0€eTO
TIpHHAAJIEK
H
NpOAYKTBT

49 Al6AX08 Teduglutide K91.2 1,25 mg powder and solvent

for solution for injection
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