NMpoTokon
Ne

rp. Cocpma, 10.10.2024r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPAL, BTopo otaeneHune 77 cbCTas,
B NybnunyHo 3acegaHue Ha 10.10.2024 r. B cnegHusa CbCTas:
CbAWUA: EereHnn BaeBa

Npwu y4yacTmeTo Ha cekpeTapsi AHTOHMHa MwuTeBa, kaTo pasrnega geno Homep
8396 no onuca 3a 2024 roguHa goknagBaHO OT CbAuATa, U 3a fa Ce Npou3Hece B3e
npeasug CregHoTo:

Ha nMeHHOTO MOBHKBaHE Ha BTOpPO yereHe B 15,13 vaca ce siBuxa:

KAJIBOTIOAATEJIAT — ,,CAH103 ®APMAIEBTUYHO APYXXECTBO* /1, penoBHO
YBEIOMEH, HE ce sBsBa, nmpencrapissa ce or AJ[BOKAT II., HaiexxHO YITBITHOMOIIIEHA U
MpHETa OT ChJIa OT JTHEC.

OTBETHUKBT - HAIIMOHAJIEH CBHBET T10 IHEHU U PEMMBYPCHUPAHE HA
JIEKAPCTBEHUTE MPOAYKTU - CODPUS, penoBHO yBeaoMeH, MPEJCTaBisiBa ce OT
AJIIBOKAT I'. u AIBOKAT JI., HaanexHO YIIbIHOMOIIEHU U IPUETH OT ChAa OT JHEC.

AJIBOKAT I1.: YBaxkaema rocmmoxo cbAaus, MOJIS Ja ce AaJe X0 Ha JeJI0To.
AJIBOKAT T'.: VBaxkaeMa rocioxo ChIusl, MOJISI J1a CE€ AaJie X0 Ha JIEI0TO.
AJIBOKAT JI.: VBaxkaema rocroxo ChJusi, MOJIA JIa C€ AaJi€ X0/ Ha JCIO0TO.

CbIbT, namupa, ye He ca HaJIUIE MPOIECYaAHU IMPEUYKH T10 J]aBaHe X0/ Ha JeJI0TOo, opaau
KOETO
OINPEAEIIN:
JABA XOJI HA IEJIOTO U T'O 1OKJIA/IBA.

[TpousBoacTBOTO € 0OpazyBaHO MO xayndaTa Ha ,,CaH103 (apMaleBTUUHO JpyxkecTBO™ JI/]



ChC CelalIMIINe U aapec Ha ympasieHue [HacerneHo mscto], Penyomuka C., cpemty Pemenue
Ne HCP-34780/13.06.2024 roguna Ha HarpioHanHus ChBET IO IIEHH U peUMOypcupaHe Ha
JIEKapCTBEHUTE MPOIYKTH, B YaCTTa, C KOSATO € OMpe/eiieHa IeHaTa Ha JIEKAPCTBEH MPOIYKT
Vilspox, film tablet 50 mg x 30 blister.

AJZIBOKAT I1.: YBaxkaema rocrioxo ChIus, MOIbpKaM kaydaTa, KaKTO U HalpPaBEHUTE C
kan0bara JOKa3aTEJICTBEHW HCKAaHMS. 3all03HATH CME C aJIMUHHCTpAaTHBHATa IpEnucKa U
MOJIS 1a s mpueMeTe. Mol 1a He mpueMaTe MpefCTaBeHUTe ¢ OTTOBOpA JI0KA3aTeNCTBa, Thil
KaTO CBHIUTE HE Ca YacT OT aJ[MUHUCTPATUBHATA MpenucKka. ToBa ca JOKYMEHTHTE, KOUTO ca
HPUIIOKEHH O JIEJIOTO Ha JUCT 222 10 234 BKIIOYUTENHO (HAMMEHYBaHU KaTErOpH3anuu 1
1eHn). BUAHO OT mpencTaBeHUTe pasleyaTkd, B TOpHHUS JsiB brea cron jgara 02.07.2024
ronvHa. [Io OTHOLIEHHE HAa €AUH OT MPEACTABEHUTE JOKYMEHTH O3arjiaBeH ,,lIPOTOKOJI,
Haxonmsaml ce Ha ctp. 164 oT 1enoTo TBBPASA, Y€ CHINUAT HE MPEACTABIIABA T'OJHO
JIOKa3aTEJICTBEHO CPEACTBO, Thi KATO HE ChIBPIKa AaTa U MOJIIHUC.

AJIBOKAT TI'.: YBaxkaema Trocrnoxko ChJAMs, MpenuckaTa € npuiaokeHa B IsiocT. Hamame
JIOKA3aTeJICTBEHU MCKaHus. JlokymeHTuTe Ha JucT 222 no 234 ca pasneuyatka OT caiiTa Ha
MunucrepcTBo Ha 31paBeorna3BaHero Ha C. Ha IleHUTE Ha JiekapcTBaTa. [Ipu KUK B TO3U
CalT ca aKTMBHM Te3W cnuchiy. LleHurte ca 3a mepuona, npeamer Ha aenoto. [IpoTokomsbT
Ha JucT 164 OoT enoTo MpeACTaBisiBa ONUC HA JIOKA3aTEJICTBATa B MPEMUCKATa U € U3TOTBEH
oT Hac. To3u mpPOTOKOJ yaoCTOBepsiBa (halijioBETe, KOUTO ca KaueHU Ha €IEKTpOHEH (Gopmar
B JHcKa. B ciydas He craBa Jyma 3a €JICKTPOHEH IOJIKUC, a 3a CJIEKTPOHHA 3aBepKa, Thi
KaTo T€ ca M3BJICUEHHUS OT caiiTa HAa ChOTBETHUTE W3TOYHHUIM Ha JIbp)kaBuUTe. Te mMmar
EJIEKTPOHHO M300pakeHue U ChOTBETHO 32 Ja OhJIe BAJIMIHO TOBAa M300pakeHHUe, TPAOBa J1a
ObJIaT 3aBEPEHHU C CIIEKTPOHEH BPEMEBH IeUar.

AJIBOKAT 1I. (persnka): YBaxaema rocroXo ChIHs, MOJS Ja 3aJbJDKUTE OTBETHHKA Ja
MPECTaBU Ha JIOBEPEHOTO MU JPYKECTBO KOIMHUE OT JWCKA MPHUIOKEH IO JEJNO0TO, 3a Ja
MOJKE JIa ce 3aro3HaeM ¢ HH(OpPMAaIHITa HAa HETO U J]a B3EMEM CTAaHOBHIIIE.

AJZIBOKAT JI.: YBaxkaeMa rocroxo ChIusi, MOJISl 1Ja OCTaBUTE 0€3 yBa)KEHHUE HAIPaBEHOTO
uCKaHe. BCHYKHM eNeKTpOHHU JOKYMEHTH ca pasliedaTaHd W MPHIOKEHH, KaTo 4YacT OT
aJMUHUCTpAaTUBHATA TpeNnucka. B 1aucka He ce ChIbpKAaT IPYrd JTOKYMEHTH, OCBEH
pasreyaTaHuTe.

CbADbT namupa, 4ye mpeacraBeHaTa aJMUHUCTPATHBHA NpENUCKa CIEABA J1a CE IpHUEME,
KaTo J0Ka3aTeJICTBO.

CbADBT Hamupa, ye OTBETHUKBT HE Cje[Ba Ja ObJe 3aAbJDKEH J1a MPEACTaBs KOMUE OT
CJICKTPOHHUSA HOCHTCII. C’bI[’bp)I(aH_II/ITe C€ Ha CICKTPOHHHUA HOCUTCI OOKYMCHTHU Ca
pasn€dyaTaHn W IPUIIOKCHHU B aJMHHHUCTPpATHBHATA IIPCIIHUCKAa MW CbABT 1IC OCHOBC
PELIEHUETO CU CaMO Ha Hes.

C ornen ropuoto, CbAbT

OIIPENEJIN:

I[TPUEMA u ITPUJIAT' A npencraBeHaTa aAMUHUCTPAaTUBHA IIPEMMUCKA MO OMHKC, ChIbPKaILl



ce B nucmo ot 22.08.2024 ronuHa.
OCTABA BE3 VBAXEHHWE wuckanero Ha 1mpolecyajdHHsi MpPEICTaBUTEN Ha
x)anbormoaarens Aa Obe 3a1bDKEH OTBETHHUKA J]a TIPEACTaBH KOMHUE HA a]MUHUCTpATUBHATA
MPENKCKa Ha €IeKTPOHEH HOCUTET.

CBAbT namupa 1e10TO 32 H3ACHEHO OT (haKTUYecKa CTpaHa, mopau KOETo

ONPEJEIJIU:
JIABA XOJ1 HA IEJIOTO I10 C'BILIECTBO.

AJZIBOKAT II.: YBaxkaema rocrnoxo ChIusi, MOJIA J]a TIOCTAHOBUTE pEIICHUE, C KOETO Ja
YBOXUTE IMOJajeHaTa >kajda W Ja OTMEHUTE OCIOpPEHHUs aIMUHUCTpaTUBEH akT. He
IpeTeHupaMe pa3HOCKU. MoJsi, ¢ orjie[ mnpaBHaTa CIOXHOCT Ha JEJIOTO, ChIbT J1a HU
MPEAOCTaBU CPOK 32 MUCMEHU OENIeKKH.

AJZIBOKAT TI'.: VBaxaema rocnoxo CbhIusi, MOJI Jla TOCTAHOBUTE pEILIECHHUE, C KOETO 1A
OTXBBPJIMTE >KajbaTa, KaTO HEOCHOBATEIHA M HeIOKa3aHa. MoJii Ja HU TPHUCHIUTE
HaIpaBEHUTE Pa3HOCKHU, ChIIJIACHO MPHJIOKEH CIUCHK. MOJIS 32 CPOK 32 MUCMEHU OEJIeHKKH.
AJIBOKAT [I.: YBaxkaeMa rocnoxo ChIus, MOJIA Ja MOCTAHOBUTE PEUIEHUE, C KOETO 10
OTXBBPIIMTE JKajdaTa.

CBADBT cuete nenoro 3a uzsicieHo u ObBSBMU, ye e ce mponsHece ¢ pelieHue B CPOK.
CbABT JABA BB3MOXHOCT Ha ctpanute B 10-1HEBEH CpoK OT JHEC J1a MPEnCTaBsAT
MUCMEHU CTAaHOBMILA 110 JEJO0TO.

[TpOTOKOTBT € U3TOTBEH B ChICOHO 3aceaaHue, KoeTo npukioun B 15,32 vaca.

CBHIANS:

CEKPETAP:



