JO MPUTEXATEJHUTE

HA PA3SPEIIEHUE 3A ThPTOBUSI HA EJPO C JIEKAPCTBEHU

BMA -€

S
el AP, T

.EH3. No ... / ...............................

YKTH, [IOJYYEHO 110 PEJA HA I'VIABA JIEBETA OT

3JIXM

IIOKAHA

3a npeaocTaBsiHe HA oepTa 3a 10CTABKA JIeKAPCTBEHH NPOJYKTH OT
CNHCHKA MO 4. 266a, an.2 ot 3JIIIXM, no pena Ha Hapen6a Ne
10/17.11.2011 r. na M3
Ha ocnoBanue ui. 156 u 4. 158, an. 1 or Hapenba Ne 10 ot 17.11.2011r. Ha M3

BOEHHOMEJUIIMHCKA AKAJIEMHSI — rp. Codusi ormpass

HacCTOsiIaTa IIoOKaHa 3a IMpeaoCcTaBiAHE Ha OCl)epTH 3a OoCTaBKa Ha JICKapCTBCHU
MNPOAYKTH € MEXKIOYHAPOJAHO HENMAaTCHTHO HAUMEHOBAHHUE, BKIIFOYEHU B CIIMCBHKA

1o 4. 266a, ain. 2 ot 3JII1IXA, xakTo ciiejBa:

|

§ Me:skayHAPOAHO HENATEHTHO
naumeHoBanue (INN)

3f HA AKTHBHOTO BeIECTBO

CARBACHOL vial

|
JlexaperBena opma u
KOJIHYEeCTBOTO HA AKTHUBHOTO
BelleCTBO
B /1030Ba eJHHHLA

0,01% sol for inj 0,15 mg/1,5 ml

[ |
|

Odeprute 3aABKUTEITHO CIIEABA 1A CHABPIKAT CleIHaTa HHPOPMAIHS:

1. MesxxnyHaponHo HenmaTeHTHO HanMmeHoBaHue (INN) Ha aKTUBHOTO BELIECTBO;

2. TpproBcko HAUMEHOBAHHE Ha JIEKAPCTBEHHUS TPOIYKT;

3.Bun Ha nexapcTBeHaTa (popma U KOJIHYECTBOTO Ha aKTHBHOTO BELIECTBO B
1030Ba eAMHUIIA,;

4.IlpouzBoauTern,

5. KonmuuecTBo B e1Ha OIIAKOBKA;

6. Llena Ha eKapCTBEHHUs IPOYKT;

7. Cpoxk 3a JIOCTaBKa;

8. Cpox Ha BaJHIHOCT Ha IIpelocTaBeHara IieHoBa odepra.



KbM nmararta Ha u3BbplIBaHe Ha JOCTABKATA, JIEKAPCTBEHUTE IIPOIYKUT ClIEBA
Jla ca ¢ OCTaThUeH CPOK Ha FOAHOCT, He 110-KpaTbK oT 1 (e1Ha) roguHa oT garara
Ha JOCTaBSIHETO.,

IIpenocrasenure or Bama crpana odepru ce mojasar Ha XapTHEH HOCHTEI
WK 110 eneKTpoHeH T 10 14.00 4. va 20.03.2025 r. BKIL.

Odepry, NopageHu MO eJEeKTPOHEH NBT CleaBa 14 ¢4 WM3rOTBEHH npu
ycnosusita v pena Ha 3EJIEYY u noganenn Ha email: mml@vma.bg

Odeptu, wm3rorseHu Ha  XapTHeH HOCHUTEN Ce  aApecupar Jo
Boennomenumnuacka —axagemus, Ciyx0a S2PapManus W MeOUIHUHCKHA
mapketunr”, 1606 rp. Codus, yi. ,,['eopru Coduitcku Ne 3

OdeprH, KOUTO HE OTrOBapsT HAa U3UCKBAHUATA HAa HACTOSINATA TIOKAHA MK
Ca ¢ H3TEeKIa BVIMAHOCT, HE IIOJIJIEXKAT Ha pasriexkaane. B crorBeTcTBUE € Wit 12
oT Hapenba Ne 10 npu mocraBkara Ha JeKapcTBEHMTE MPOAYKTH, BKIIOUEHH B
odepTHTe, 3aXBIDKUTENHO TPsIOBA Na Ce [PEeNOCTaBs NAPTHAEH cepTHdUKAT 3a
Ka4ecTBO, CHOTBETHO CEPTU(UKAT 3a OCBOOOXKJABAHE Ha IApTUAATa Ha
JIEKapCTBEHUS TIPOJIYKT.

3AMECTHHK - HAYAJTHUK HA B@@H:L AETUIAHCKA
AKAJIEMUSI 11O TUATHOCTUYHO JEFABBHATA lIEHH?CT

€HO, CBhIVIAaCHO YI. 5, § 1, OykBa ,,B“ oT Pernmamenta (EC) 2016/679
3a/IMYeH 5, §1, Oy CHUIEB, v



