[poTokon
Ne

rp. Cocpua, 04.02.2026 .

AOMUHUCTPATUBEH Cb[ - COPUA-TPA, Btopo oTaeneHue 72 cbCTas, B
ny6nunyHo 3acenaHue Ha 04.02.2026 r. B crnegHnst CbCTaB:
CbOUA: Mapusa CtoeBa

NpWn ydacTMeTo Ha cekpeTaps 3opHuua OumMuTpoBa, kato pasrnena Aeno Homep
9413 no onuca 3a 2025 roguHa goknagBaHO OT CbAusTa, M 3a Ja ce NpousHece B3e
npeasua CrnegHoTo:

Crnen m3nbiHeHHE Ha pasnopendute Ha 4i.142, an.1 I'TIK Bp. ¢ un.144 AIIK, Ha uMeHHOTO
nmoBukBane B 14,24 gaca ce sBuxa:

KAJIBOIIOJATEJIAT — ,,CTAIA APITHAUMUTEJL AT — penoBHo mpusosa. IIpefcTaBissa ce ot
aznB. L. ¢ mbJIHOMOIIIHO MO JAEI0TO.

OTBETHUKBT — HAIMOHAJIEH CBBET 110 HEHWU MW PEMMBYPCUPAHE HA
JIEKAPCTBEHUTE I[POAYKTU - penoBHo mnpuzoBaH. llpeacrasinsBa ce ot ropuck. [ c
II'BJIHOMOIIHO TIO JIEJIOTO.

CTPAHUTE (nootnenno): [a ce nane xon Ha JEJOTO.

CbIbT namupa, ye HE ca HAJIUIIE IPOLIECYATHU IPEUKH 3a JIaBaHE X0 Ha JACJIOTO U

OIIPEJIEJIN:
JIABA XOJI HA JIEJIOTO.

JOKIJTIAJIBA onpenenennero cu ot 11.12.2025 1., ¢ k0eTO BH300HOBSIBA MPOU3BOACTBOTO MO aaM.a. Ne
9413/2025 r. mo onuca Ha ACCT, 72 c-B, 1 TO HaCpoUBa 3a Pa3MICKIAHE B OTKPUTO 3aceIaHuE.
JOKIJTAJIBA nenoto, ch00pa3HO pa3nopekaaHeTo 3a HACpOUBaHE, KakTo ciieaBa: [Ipon3BoaCcTBOTO € 1Mo
pena Ha un. 145 u cn. ot AamunuctparuBHomnpoiecyannus kogaeke (AIIK) Bp. ui. 266, an. 3 ot 3akoHa
3a JIEKAPCTBEHUTE MPOAYKTH B XymMaHHaTa MeaunuHa (3JI[IXM).

Ob6pa3yBano e no nocrenmia xanda ot ,,CTAIA Apunaiimuren A, npyxecTBo, yUpeaeHO U
CBIIIECTBYBAIIO ChIvIacHO 3akoHUTEe Ha I., ¢ anmpec: Cramampace 2-18, 61118 bax Bunben, I, upe3
nbiHoMonHuKa aaB. A. 1., cpenty Pemenne Ne HCP-37980 ot 25.06.2025 1. Ha HanmonanHusi ChbBET 1O
1neHn U peumOypcupane Ha JekapcrBerute npoaykru (HCLIPJIIT), ¢ xoero HCILIPJIIT yTBBpKIaBa
npomsiHa Ha neHara no wi. 26la, an. 1 3JIIIXM B Ilpunoxenue Ne 1 u B Ilpunoxenue Ne 2 Ha
[To3uTuBHUS JIEKApCTBEH CHUCHK Ha JiekapcTtBeHusi mpoaykr Cardiostad tablet 5 mg x 30 (Blister



PVC/AI).

JOKIJIAJIBA xanbara.

JOKJIA/IBA anMuHuCTpaTUBHaTa MpenucKa.

JIOKJIAJIBA otroBop Ha jxanbara, MHKOPIOPUPAH B MOCTBHIMIOTO O JI€JI0TO CTAHOBUILE OT OTBETHATa
CTpaHa, MPEeJCTaBeH B MPEAXOAHOTO ChICOHO 3aceaHue.

JOKJIAJIBA mon6a ot »)anbomnoaaress, mocrbiumia mo Aenoro Ha 04.12.2025 1., ¢ KosTO B U3IIBIHEHUE
yKazaHUsATa Ha Cchla OT CchAeOHO 3acemanue or 29.10.2025 1. ce mpencrtaBs npenuc oT Pemenue Ne
KTII-16/18.11.2025 1. Ha KomucusTa 1o nmpo3pavqHocT.

JOKIJIAJIBA mon6a or Komucus mo mpospaunoct m3x. Ne KII-00-8/10.12.2025 r., mocThmmia 1o
nenorto upe3 CCEB na 10.12.2025 1., ¢ kosiTo BbB Bpb3Ka ¢ pasznopexaane Ha cbaa ot 08.12.2025 1. ce
MpeCTaBs 3aBepeHo komue oT pemieHue Ha Komwmcusara mo mpospadnoct ¢ Ne KIT-16/18.11.2025 . u
MoJ10a C UACHTUYHO ChAbpXKAHUE, TOCThIMIA 0 Aenoto Ha 10.12.2025 1.

Ang. 11.: TTognbprkam xkanbara. Jla ce mpremar mpencTaBeHUTe MMCMEHU JJOKa3aTelicTBa ¢ ykanbarta U ¢
npenuckara. Hsama na coua npyru gokaszarenctBa. HaMmam apyru goka3aTrencTBEeHU HCKaHUS.

1O.. .: OcnopBam >xanbara. [la ce mpuemar mpeacTaBeHUTE MUCMEHHU JIOKa3aTesiCTBa C »kKajabara u ¢
npenuckara. HsaMa ia coua apyru nqokaszarenctsa. Hamam npyru 1oka3aTeicTBEHU HCKaHUSI.

CbADbT Hamupa, ye TpeNCTABEHUTE IMMHCMEHU JOKa3aTelCTBa C jkajbara W C aJMHHHCTPATHBHA
MPEenucKa, KaTo HeoOXOAMMH, OTHOCUMH U JOIYCTHUMH, Clie[iBa Ja ObJaar npueTu mno aenoto. Crneasa aa
ce npuioxwu npeacraBenoro Permenne Ne KI1-16/18.11.2025t. Ha Komucusita mo mpo3paqHocT.
Taka MOTHBHUpAH MO JOKa3aTeJICTBATa,
CbABT

OIIPE/JIEJIM:

[MTPUEMA u TIPUJIATA mocThnuinTe NMUCMEHU J0KA3aTelICTBa, a MMEHHO C aJMHHHUCTpaTHBHATa
MPETNUCKa o ONMKC U NpeAcTaBeHus 3aBepeH npenuc Ha Pemenne Ne KI1-16/18.11.2025 1. Ha Komucusita
IO MTPO3pavHOCT 10 kanda ¢ per. Ne KI1-00-8/21.07.2025 .

CTPAHUTE (mootnenno): Monst na umare NpeaBU], Y€ LHUTHpPaHaTa IO MpernucKaTa CIpaBKa-
neknaparust Ne 110-6686/10.09.2021 1. He e yacT OT mpoliecHaTa aIMUHUCTPATHBHA MPETHCKa U ChIlaTa
HsiMa Ja ObJie MpeJCTaBeHa B HACTOSIIOTO MPou3BOACTBO. [Ipenuckara e npeacraBeHa B 1suiocT. Hsma
Jla COYUM APYTH JI0KazarejacTBa. HaMaMe mokazareacTBEHN UCKAHMS.

CBbAbT namupa 1em0TO 3a U35CHEHO OT (haKTHUECKa CTpaHa

OITPEEJIA:
[MTPUKJIIOYBA CBAEBHOTO JWUPEHE.
JABA XO/1l HA YCTHUTE CbCTE3AHUAL.

Ang. I1.: Monst 1a MOCTaHOBHTE PEIICHHE, ¢ KOCTO J1a OTMEHUTE OCTIOPBAHUS A IMHUHHCTPATUBCH
aKT MO0 ChOOpaKCHHs M3JIOKEHHW B »kaynbara. He mperenaupam pasHOCkH. Mol 32 CpPOK 3a IMHUCMEHH
OEIIEkKKH.



10.. JI.: Mons ma orxBwbpiaute sxkanmbara. [Iperenaupam pasHocku. He mpaBs Bb3pakeHHE 3a
MIPEKOMEPHOCT, ThH KaTo Kaja0omoaaTessaT He IPETeHIUpa Pa3HOCKH.

CbABbT TIPENOCTABSA na aas. L. 10-gHeBeH CpoK 3a MpeACTaBIHE HAa MUCMEHH OCJIEKKH IO
cemectBo Ha genoro u OBSJABU, YUE HIE CE ITPOU3HECE C PEHHIEHHE B CPOK.

[IpoToKOIBT € U3rOTBEH B CHACOHO 3aceaanue, KoeTo npukitoun B 14,33 yaca.

CBHINS:

CEKPETAP:



