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HA PA3PEIIEHUE 3A THPTOBHUSI HA EJPO C JEKAPCTBEHU
NPOAYKTH, MOJYYEHO ITIO PEJA HA I'JIABA JEBETA OT
3JIIXM

IMOKAHA

3a mpefocTaBsiHe HAa 0)epPTa 32 10CTABKA JIEKAPCTBEHH MPOAYRTH OT
CIHCHKA MO Wi. 2662, an.2 ot 3JIIIXM, mo peaa Ha Hapenoa Ne
10/17.11.2011 r. na M3

Ha ocHoBanye wi. 156 i wi. 158, an. 1 or Hapen6a Ne 10 o1 17.11.2011r. na M3

BOEHHOMEJUIIUHCKA AKAJEMMST - T1p. Codust oTmpass
HACTOAII[ATA TIOKAHA 3a NpeJocTaBsHe Ha odepTH 3a JOCTaBKa Ha JICKapCTBEHU
IIPOAYKTH C MEXAYHAPOLHO HENATEHTHO HaMMEHOBAHUE, BKIIOUEHH B CIIHCHKA
no 4. 266a, an. 2 ot 3JIITXA, xakTo ciesa:

|
g MeiyiyRapPOAHO ‘ JlekapcTBeHa popma H

HENATEeHTHO
| KOJHYeCTBOTO HAa aKTHBHOTO BeLIeCTBO
. naumenosanue (INN)

B J030Ba eHHHUIA

| HAa AKTHBHOTO BEWIECTBO |

'Somatostatin 3 mg powder for solution for injection or infusion
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i
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OdepTrTe 3aTBIDKUTENHO ClieBa Ja ChABPKAT CIeaHaATa HH(pOpMALHS:

1. MesxayHapoHO HemaTeHTHO HauMeHoBaHue (INN) Ha akTMBHOTO BEIICCTEO;
2. THproBcko HAUMEHOBAHHE Ha JIEKapCTBEHUA IPOIYKT;

3.Bun Ha nekapcTBeHaTa (opMa U KOJIHIECTBOTO Ha aKTHBHOTO BEIIEeCTBO B
JI030Ba CIUHULIA;

4 ITpon3BOIUTE,

5. KonyuecTBO B ellHA OIIAKOBKA;

6. Ilena Ha JeKapCTBEHUs IIPOJYKT;

7. Cpok 3a 1OCTaBKa,

8. Cpox Ha BaJMJIHOCT Ha [IPEI0CTABCHATA LIEHOBA odepra.

JlexapcTBEHMAT IPOIYKT CIEBa la € ¢ OCTaThyUeH CPOK Ha rOOHOCT, HE I10-
kparpk OT | (eZHa) rOfMHA OT JaTard Ha J0CTABIHETO.



ITpenocTaBenute OT Bamma ctpana oepTd ce IoJaBaT Ha XapTHEH HOCHTEIN
WM 110 eJIeKTpOoHeH mbT 1o 15.11.2024 r. BKIL.

OdepTr, MOjajeHy IO eNeKTPOHeH IpT clelBa [a Ca H3TOTBEHHM IIpH
ycnosusta U pefa Ha 3EJIEVY u monaneHu Ha email: mml@vma.bg

Odepry, H3rOTBEHU Ha XapTHeH HOCUTeN Ce ajpecupar [0
BoendoMmenuimacka akagemus, Cmoyxba ,@Qapmanis H  MEIMIHHCKH
mapretnar®, 1606 rp. Codus, yiu. ,,I'eopru Coduiicku™ Ne 3.

OdepTH, KOUTO HE OTrOBApAT HA U3UCKBAHUSATA HA HACTOALIATA IIOKaHA HITH
ca ¢ M3TeKIa BATUIHOCT, He TIOUIKAT Ha pasTiex/iane. B choTBeTcTBHE € 11,12
ot HapenGa Ne 10 mpu nocTaBkaTa Ha JICKApCTBEHUTE MPOAYKTH, BKIIIOUCHH B
odepTHTe, 3aBIDKUTEIHO TpsiOBa [a ce MpeJoCcTaBs MapTHACH cepTuuKar 3a
Ka4ecTBO, CHOTBETHO cepTudUKAT 3a O0CBOOOKIaBaHe Ha MapTujiaTta Ha
JleKapCTBEHUS IIPOIYKT.

3AMECTHUK - HAYAJTHUK BA‘BOEHHOME/IULITHCKA
AKAJIEMUSI TT0 TUATHOCTHYHO-TEYEBHATA TEAHOCT

3a/IMY€HO, ChIVIACHO YII. 5, § 1, 6ykBa ,,B“ ot Permamenta (EC) 2016/679 “VUIEB
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