PEIIYBJIUKA B'bJII'APUS
MUHHCTEPCTBO Ha 3/IpaBeoONa3BaHETO

MUHHCTBp Ha 3[[paBEOIa3BaHETO

3AITOBE [

18.8.2026 r.

X PA-01-536/18.08.2026

Signed by: Elizabeta Svetoslavova Ruseva
3a nonbanenne Ha 3anosen Ne PJ1-01-427/24.06.2026 r., n3aMeHeHa U JOIMBJIHEHA ChC
3anmosen P/1-01-479/23.07.2026 r., 3anoBea Ne P/1-01-506/29.07.2026 r. u 3anosea Ne PJ1-01-
512/03.08.2026 r.

Ha ocHoBanue ui. 25, an. 4 ot 3akoHa 3a aAMUHUCTpaLUsITa, Wi. 266a, an. 2 ot 3akoHa 3a
JIEKApCTBEHHUTE MPOJAYKTH B XyMaHHATa MeAUIMHA, 4. 16, ai. 6 or Hapenba Ne 10 ot 2011 1. 32
YCIIOBUSATA M PeJia 3a JICUCHUE ¢ Hepa3pelieHu 3a ynoTpeda B Penyonuka beiarapus nekapcTBeHU
MIPOJYKTH, JIEKAPCTBEHU MPOAYKTH, IPUJIAraHU U3BBH YCIOBUATA Ha Pa3pelIeHUETO 3a ynorpeoa, u
JIEKapCTBEHH MPOJIYKTH 3a ChCTpaJaTelHa ynoTpeda, KakTo U 3a YCIIOBUSATA U pefia 3a BKIIIOYBAHE,
MIPOMEHH, U3KJII0YBAHE U JOCTaBKA Ha JIEKAPCTBEHU MPOAYKTH OT CHUCHKA 10 wi. 266a, an. 2 oT
3aKkoHa 3a JICKapCTBEHUTE MPOJAYKTH B XyMaHHATa MEIUIIMHA U BBB BPB3Ka C MPEIJIOKEHHUE C PET.
Ne 33-12-34/24.07.2026 r. ot CBAJIB ,,IIpo¢. UBan Mutes* EAJ, rp. Codus u ctaHOBHUIIIA C BX.
Ne 33-12-34/06.08.2026 1. ot M3mbinuTenHaTa areHmus mo JjekapctBara u Bx. Ne 61-00-
138/06.08.2026 r. ot ExcriepTHHS CHBET 10 MEIUITMHCKATA CIICIIMATHOCT ,,J[eTCKa €HIOKPHUHOIOTHSI

u OostecTy Ha oOMsHaTa™

HAPEXIAM:

B Ilpunoxenuero ,,CruChK Ha JIEKAPCTBEHUTE MPOIYKTH IO WI. 2664, an. 2 oT 3akoHa 3a
JIEKapCTBEHHUTE MPOAYKTH B XyMaHHarta meauuuHa™ kpM 3amoBen Ne P/1-01-427/24.06.2026 r.,
HM3MEHEeHa U JombiaHeHa ¢be 3anoBen PJ1-01-479/23.07.2026 r., 3anosex Ne P/1-01-506/29.07.2026
r. u 3amoBeq Ne PJ1-01-512/03.08.2026 1. ce cp3maBa pex Ne 126:



Ne ATC kox | Mexnynapoan | JlekapcrBena ¢opma u | 3aGoasiBane mo | JlombiaHuTe/HA
0 HENATeHTHO | KOJMYeCTBO MesKayHapoaeH | HH(opmanus
HAHMEHOBaHHUE KO/ HA
3200/I5IBAHUATA
126 | LO2AEQ4 | Triptorelin 11.25 mg powder and | E22.8
solvent for prolonged-
release suspension for
injection,
HacrosimaTa 3anoBen 1a ce myOJuKyBa Ha MHTEPHET CTpaHHUIaTa Ha MUHUCTEPCTBOTO Ha
3/IpaBeoIa3BaHeTo.

17.8.2026 1.

Cl 4
X =t

KaTs MBKkoBa
MWHUCTBP Ha 34paBeona3BaHeToO
Signed by: Katya Georgieva Ivkova




