NMpoTokon
Ne

rp. Cocpna, 01.06.2023 .

AOMUHUCTPATUBEH Cb[ - CO®PUA-TPAL, Btopo otaeneHue 41 cbeTas,
B NybnunyHo 3acegaHue Ha 01.06.2023 r. B cnegHusa CbCTas:
CbOuA: Nyusa Xpucrosa

npu ydacTueto Ha cekpetaps MapusiHa BeneBa, kato pasrnega geno Homep
3687 no onuca 3a 2023 rognHa goKnNaaBaHOo OT CbauATa, U 3a fa Ce Npou3Hece B3e
npeasug CregHoTo:
Crnen w3mrbiHeHUe Ha pasnopeaoute Ha wi. 142, an. 1 I'TIK, Bp. un. 144 AIIK Ha
nonMenHo nosuksane B 13.30 4. ce siBuxa.

XKAJIBOIIOJATEJIAT — "EJIM JIMJIM EHJ KBMIIAHU (AMPJIBHJ) JIUMUTE]",
PEIOBHO NMPU30BAH, MPEACTABIABA C€ OT aJB. ['., ¢ IBJIIHOMOIIHO 1O AEN0TO.
OTBETHUKDBT — HamnmonaneH CbBET MO I[€HW M pPEeUMOypCHpaHE Ha JICKAapCTBEHUTE
MPOJIYKTH, PEIOBHO MPHU30BAH, MPEICTABIISABA c€ OT IOpK. K., ¢ MbJIHOMOIIHO OT JTHEC.

CT'II He mpaBU MCKaHE 3a KOHCTUTYHPAHE KaTO CTpaHa U He U3Ipalla npeacTaBUTel.

CTPAHUTE /mootaenno/: [la ce name xox Ha A€I0TO.

CBbIAbT, kaTo B3e MpeaBU] CTAHOBUIIETO HA CTPAHUTE W MPEIBHJ JIMIICA HA MPOIlECyasiHa
Mpeyka 3a JaBaHe X0 Ha JEJIOTO
OINNIPEAEJNU:

JJABA XOJI HA JIEJIOTO.
JOKIJTAJIBA >xanbata, C NIpUI0KECHHUITA KbM Hesl.
JOKJIIAZIBA agMuHHCTpaTUBHATa MPENUCKA.
JOKJIAZIBA nucmo Ha mpencenartenss Ha Komucus mo nmpo3paunoct ot 27.04.2023 1., ¢
MPHJIOKEHHS O omuc; Moiiba Ha xkanbomomatens ot 03.05.2023 r., ¢ mpuiiokeHus: Mo
omuc; Moysba Ha otBetHuka or 17.05.2023 1., ¢ mpuioxeHus MoJ OmMuc; Moida Ha
x)anbononarens ot 26.05.2023 ., ¢ MpUIIOKEHHUS O] OMKC, MOJIOA Ha KaJOOMOoAaTeNs OT
31.05.2023 r., ¢ mpHUIIOKEHUS TIO]T OTTHC.
[Tperiuc ot mocnennara mondoa CbhBT BPBUU Ha mnpomecyanHus mpencraBuUTeN Ha
OTBETHHKA.



AJIB. T'.. ITognbpkam sxanbata. Mousis na ObJe OTIPABEHO 3alUTBAHE J10 WTAJIMAaHCKAaTa
AreHIys 1o JeKapcTBaTa, KOsITo Ja OTTOBOpH Ha BbIpoca aaiu reHata ot 3 038.10 eBpo e
Owia JeiicTBalia IieHAa Ha IPOW3BOAMUTEN HAa IPOLECHHS JIEKapCTBEH NPOIyKT B MTtamus
mexay 01.01.2022 r. u 07.06.2022 r., chriiacHO IPHIIOKUMOTO MECTHO 3aKOHOJIATEICTBO, 32
KOETO TPENICTaBsIM MOJI0a, ¢ Mpemnuc 3a oTBeTHUKA. KbM Monbara e mpuiokeHa pa3nedyaTka
OT caiiTa Ha OTBETHUKA.

FOPK. K.: OcnopBam xanbara. Cauram, 4e chlata € HeJOMyCTUMa U MPOCPOYEHA, 32 KOETO
CbM W3JIOXKHIIA JIOKa3aTelcTBa. AJITEPHATUBHO € HEOCHOBAaTEIHA U HEIOKa3aHa.
[TpencraBsimM craHoBHINE MO MoyiOaTa Ha xanoomoaarens oT 26.05.2023 r., kato cuutam, ue
MPEICTABEHUTE TaM JOKa3aTeJICTBA HE CJeABa Jla ce MpUeMar, Thi KaTo €Ha YacT ca 0e3
MPEBOJI, a Apyrara ca ¢ YaCTUYEH MPEBO U He OoTroBapsAT Ha u3nckBanuara Ha AIIK u I'TIK.
[To oTHOIIEHWE TIpEACTAaBEHUs THEC MPEBOJ, HE CbM CE 3alo3Hajia C Hero. Thi KaTo Te3u
JIOKA3aTeJICTBA Ca MPECTaBEHU ChITIACHO YKa3aHWs, HE MOra Jia B3eMa CTaHOBHUIIE Al ca
B HACOKAa Ha JAJCHUTE YKa3aHHUsS OT Chla. [l0 HampaBeHOTO JOKA3aTEJICTBEHO UCKaHEe 3a
3alMTBaHEe KbM HTANMAaHCKaTa ATCHIHUS 1O JIeKapCcTBaTa CYMTAM, Y€ HE € SICHO KOW Ja
HaIpaBu ToBa MckaHe. ChIIO Taka, 0 MOMEHTA JKaJIOOMoAATENAT € MMaJI JOCTAThYHO BpEME
Jla OpraHu3upa M HampaBH IMOJOOHO HMCKAaHE W CYMTAM, Y€ HE CJeBa Jla CE YBaXH.
[IpoBepsiBaxmMe Te3u OOCTOSATEICTBA B OQUIMATHUTE H3TOYHHMIIM Ha CHUCTEMaTa, KaKTo
pasrnopexaa Hapeadara.

AJIB. T'.: Monsa 3a mpenuc or craHoBuileTo Ha oTrBetHuka oT 17.05.2023 r. OtHOCHO
KOMEHTHPAHOTO OT KoJjerara, ’kajgdaTta € mojajeHa B CPOK, 32 KOETO CM€ IMPEeICTaBHIN
nokasaresictBa. CumTaMm, 4e ¢ MPEACTABEHUTE M B IpENHUcKaTa Mpea aIMUHUCTPATHUBHUS
oprad u B mosoaTa ot 26.05.2023 r. cMe npeacTaBuiId TaHHH 33 HAJIMYHA pedepeHTHa IIeHa
no cMuchbia Ha wi. 8, an. 1, T. 1 ot Hapenbara u To oT odunuaneH uzrounuk or 2018 r.,
2021 r. u 2022 r. TBbpaAuM, ue mpe3 uenus nepuos ot Hayaiaoro Ha 2019 r. - 1o MomeHTa,
nerara ot 3 038.10 eBpo B Mrtanusa e BaimaHaTa 1i€HAa Ha MPOM3BOAMTEN 3a NMPOLECHUS
JICKapCTBEH TPOAYKT W B ChINAaTa JIEKAPCTBEHA (GopMa M OMAKOBKA OT TPU IHCAJIKH.
OtrocHo mHpopmanmsara ot EURIPID, cerinacHo msuckBanusTa Ha 4i. 8 or HapenOata,
uH(pOpMAIUATa OT Ta3W CHCTEMa CJIe/Ba JIa € TIOCOYCHA B JIOMBIHEHHUE U MOTBBPKIICHUE Ha
ourmanes myoiudeH M3TOYHHUK. A ToBa € /IppkaBeH BecTHHK Ha PenmyOmmka Wtamus, ot
KOHTO CMe MpeACTaBUIN U3BaKu. [10 OTHOIIIEHHE HA MPEBOIUTE, MPEACTABUIN CME ITPEBO/T
Ha pemenusaTa ot 2018 r., 2021r. u 2022 r., oOHaponBaHU B ChOTBETHUTE Opoere Ha [IB, B
9acTTa, KOATO Kacae MPHIOKEHHE 2, OTHOCHO MH(oOpManusTa 3a MPOLECHUS JICKapCTBEH
MPOIYKT.

CBIAbT no nokazartencreara

OINIPEAEJNMU:
[TPUEMA npuiioxeHHUTE KbM >KajidaTa MUCMEHHU J10Ka3aTeJICTBA.
[TPUEMA anMuHUCTpaTHBHATA MPEMHUCKA.
I[TPUEMA nucmenuTe a0Ka3aTeNCTBA, NPWIOKEHN KbM LMTHPAHWUTE B JOKJIAJa MUCMa U
MOJIOU Ha CTpaHUTE.
Ha xan6omonarens JIA CE U3JIAJIE npenuc ot monbaTa Ha otBeTHHKA OoT 17.05.2023 1.
OCTABS BE3 YBAXXEHMUE noxa3zarteircTBEHUTE HCKAHUS HaA XKaa00moaaTens OT JHEC, Thid
KaToO CBHIIUAT TBBP/HU, Y€ € MPEICTaBUII JOKA3aTEJICTBA, KOUTO CIIOPE] HEro ca pejieBaHTHU
3a mepuoaa ot Hadanoto Ha 2019 r. - 10 MOMEHTa, B KOHTO MEPHOJ BJIM3a TIOCOYCHUSAT B
MosbaTa My OT aHec. OOCHKIaHeTO Ha TE3W JOKA3aTeNICTBA, KAKTO U Te3W OT OTBETHHUKA, €
MO CBHINECTBOTO HA CIIOpAa.



[IpenBupa nurcata Ha J0KAa3aTEJICTBEHUM HCKAHUS OT CTPAaHUTE M KaTO CYETe JEeNO0TO 3a
uzsacHeHo oT ¢aktuuecka crpana CbIbT
ONNPEAEJMU:
JABA XOl HA YCTHUTE CbCTE3AHNMAL.

AJIB. T.: Mons pa yBaxuTe XajbaTa Cpelry MpouecHoTo pemenue. ChIoTo €
HE3aKOHOCH00Pa3HO nopaju CBIIECTBEHU HapylIeHus Ha
aJIMUHUCTPAaTUBHONPOM3BOJCTBEHUTE TMpaBUJa M HECHOTBETCTBUE C II€JITa Ha 3aKOHA.
JlumcBat MOTHBH, KOETO € OCHOBaHHE CHIOTO Aa Obae oTMeHeHo. He ca Hanuile ocHOBaHUSA
3a yTBBPXKJAaBaHE Ha TPOMsSHA B IIEHATa Ha TMPOIECHUS JICKAPCTBEH TMPOAYKT. B
pa3MeHeHaTa KOPECIOHACHIIMS MEeXAY KalOOoMoAaTess U OpraHbT ca MPEACTaBeHU JaHHHU 32
HAJIMYHA BAJIMHA [[€HA HA CHINUS JICKAPCTBEH MPOJYKT MO CMUCHIA HAa wi. 8, ai. 1, 1. 1 ot
Hapen0aTa, KOSITO HE € MO-HUCKa OT 3asiBeHara lieHa B bwirapus. JlekapcTBEHUST MPOAYKT
ce mpenjara B chllaTa JekapctBeHa (opma B Wrtanus, karo uHpopManus 3a 1eHATA MY
MOXKE Jla Ce MOJIy4d OT O(HIMAICH M3TOYHHK — PELICHHS Ha MTaJIMaHCKaTa ATreHIHs IO
nexapcTBarta, nmyosmkyBand B JIB Ha Utamusa or 2018 r., 2021 r. u 2022 r. Karo He ¢
u3cienBaj MpeaocTaBeHaTa My HMHQoOpManus, a ITUPEKTHO € MPUCTHIMI KbM IPOBEPKA,
ChBETHT € M3BBHPIIMJ CHINECTBEHH HAPYIIEHUS HA aJIMUHHUCTPATHBHOINPOU3BOACTBEHUTE
npaBuia. AIMUHUCTPATUBHUAT OpraH € OWJI JUIkKEH Ja chbOepe JoKka3aTelICTBa Bb3 OCHOBA
Ha wi. 36 ot AIIK. Mosnst 1a oTMEHHTE M3ISII0 TOCTAHOBEHOTO PEIIeHUE Ha ChBeTa. Mods
Ja BbpPHETE MpernucKkara Ha aJMUHUCTPATUBHUS OpPraH, ako CYHUTaTe, 4ye € HEeoOXOIUMO
JOITBJIHUTEIHO M3CJIEIBAHE HAa BBIPOCA ChC 3a0bJDKUTEIHU YKAa3aHUs IO MPHJIAraHeTo Ha
3aKoHa. MoJid 1a MU IPUCBHAUTE PA3HOCKU IO CIIUCHK, KOMTO mpeacTaBsm. MoJist 3a Cpok 3a
MACMEHU OEJIEKKH.

IOPK. K.: Mons na otxBbpaute xkajbara. Chlata € HEIONyCTHMa U MPOCPOUYEHA ChITIACHO
u3puuHata pasnopenda Ha wi. 149, an. 3 or AIIK, xakto u TP Ne 6 or 2015 r.
ANTEepHATUBHO CUMTaM, 4Ye >kajbaTa € HEOCHOBaTelHa W HelnokaszaHa. I[lpeacrtaBenu ca
BCUYKH JIOKA3aTEJICTBA 332 M3BBPIUICHUTE MPOBEPKH, KAKTO HA LIEHUTE Mo aiu. 1, Taka U Ha
MPEACTABEHUTE OT JKAJIOOMOaTeNs B aIMUHUCTPATHBHOTO MPOU3BOICTBO. MOJIs 32 CpPOK 3a
NUCMEHU Oenexxku. Monis a MU NPUCHIUTE Pa3HOCKU IO CHUCHK, KOWTO IMPEICTaBSIM.
[IpaBsi Bp3pakeHUE 32 IPEKOMEPHOCT Ha a/IBOKATCKOTO Bb3HAIPAXKJICHUE.

CbADBT IIPEJOCTABS Ha crpaHure 7/-AHEBEH CPOK 3a MNPEICTaBSIHE Ha MHCMEHU
OENeKKH.
CbABT ObABHU, YE HIE CE ITPOU3HECE C PEIIEHUE B CPOK.
[TpoTOKOIBT U3rOTBEH B ChAEOHO 3aceaHue, KoeTo npukitoyu B 13.49 u.
CbhAuA:

CEKPETAP:



