NMpoTokon
Ne

rp. Cocpma, 13.06.2024r.

AOMUHUCTPATUBEH Cb[ - CO®PUA-TPAL, Btopo otaeneHue 58 cbeTas,
B NybnunyHo 3acegaHue Ha 13.06.2024 r. B cnegHusa CbCTas:
CbAuNA: CHexaHka KboceBa

npyn y4yacTnmeTo Ha cekpeTapsa 3opHuua OumuUTpoBa, kato pasrneda Aeno
Homep 27 no onuca 3a 2024 roguHa [oknagBaHO OT cbauATa, M 3a ga ce
npousHece B3e Npeasua crieqHoTo:
Crnen usnmbiaHeHue Ha pasnopenoute Ha wi.142, an.l I'TIK Bp. ¢ wi.144 ATIK, Ha
MMEHHOTO noBukBaHe B 14,58 yaca ce sBuxa:

KAJIBOITOAATEJIAT — XEKCAJI AKIIUEHTESEJIIIA®T AI' (Hexal AG) — pemoBHO
YBEIOMEH, MPEACTABIABA C€ OT a/IB. B., C MbIHOMOIIIHO 1O A€70TO JHCT 37.
OTBETHUKBT — HAIIMOHAJIEH CBHBET I10 IEHU 1 PEMMBYPCHUPAHE
HA JIEKAPCTBEHMU ITPOAYKTMH — penoBHO yBenOMEH, IpeacTaBisaBa ce oT 1opuck. K., ¢
'BJIHOMOIITHO Ha JiucT 170 mo nenoro u opuck. B., ¢ MbIHOMOIIIHO IO IeI0TO Ha THUCT 657.
CT'II — penoBHO npu30BaHa, HE Ce MPEACTABIABA.
CTPAHUTE (mootaenno): [la ce naae xox Ha 1€I0TO.
CbAbT namupa, ye HAMA NpOLIECYaJIHA MPEUKHU 3a JaBaHE XOJ Ha JEJIOTO, MOopaau
KOETO

OIIPEJIEJIN:
JIABA XOJI HA JIEJIOTO

JOKJIAZIBA monba oT orBeTHHKa, mocthimia 1o agenoro Ha 04.06.2024 r. ¢
MIPHJIOKEH TIPEBOJ Ha OBJrapcku e€3uk Ha m3BiedeHue oT wi V.10, § 1-8 Bki. or KCO B
benrus, npunoxen kM mosabara ot 08.05.2024 r. no nenoto.

[Ipenuc ot monbara e moydeH ot xandononarens Ha 07.06.2024 r.

Ang. B.: 3ano3Har ¢bM ¢ npeacraBeHata mosioa. [IpaBs gonbiaHeHUe, ThH KaTO OTBETHUKBT
e npeactaBus camo vact oT riaaBa V ot KCII Ha benrus, a mokato mo apyro aam. aemno No
28/2024 r. na nacrosums cbj, 3a Sotahexal 160 mg, a HacrosioTo aerno ¢ 3a e Sotahexal 80
MQ mpu CXOHA 00CTAaHOBKA, CHBETHT € MPEACTaBUI MO-ITbJieH BapuaHT Ha riasa V ot KCII,



KOWTO JTHEC MPEICTABSM.

BbB Bpb3Ka ¢ npencraBeHoto onpeneiacare Ha BAC Ne 5778/13.05.2024 1. Mmons cbaAbT Aa
B3eMe MPEABU, Y€ BbB BPb3Ka C TE3W HElla € HajWIle MpoTHBOpeunBa npakTika Ha BAC u
ACCI, karo B ropecrnomenaroro aaMm. gemno Ne 28/2024 r. va ACCI npu abCoFOTHO
ChIlIaTa CUTYyaIUsl ChABT € MPUEJ, Ue KandaTa HU € JOMyCTUMA.

[IpeacraBsm mpenuc oT perieHneTo Ha 28 chetaB mo aaM. aeino Ne  28/2024 r. na ACCT u
MOJSL CHIBT Ja B3EMETe MpEABHI apryMEHTHUTE IO JOMYyCTUMOCTTAa Ha jkainbara Ha
JIOBEPEHOTO MH JPYKECTBO C TOBA pEIICHUE.

[TpencraBsiM U MUTHPAHUTE OT HAC 11O BEYE MPEJCTABEHUTE OT HAC CTAHOBHUIIA BHB BPH3Ka C
JIOITYCTUMOCTTA Ha xajnbara. [{utupamu cme penuna pemrenns Ha BAC, Kxouto npeacraBsim
3a CBEJICHUE Ha ChJa.

Monst cpABT Ja B3eMe MpeaBUJ BCUYKO H3JIOKEHO BBB Bpb3Ka C IMpeleHKaTa 3a
JOITyCTUMOCTTA Ha kaybaTta. HaMaM qpyru qoKa3eTeicTBeHN NCKAHUS.

Opuck. K.: Mons na mpuemere monbata or 04.06.2024 r. m mpHIIOKEHUTE KBM Hes
JIOKa3aTeJICTBa I10 IEJIOTO.

ITo oTHomIeHne Ha aHec aHraxxupanus npeog Ha KCII m3Biedenue ot riasa V, cuutam
ChIIMS JOKYMEHT 32 HECOTHOCHUM M MOJIS Jla HE C€ IpHeMa MO ACJIOTO, JOKOJKOTO TOBA €
JIOKA3aTeJICTBO aHTAXHPAHO, BUAHO OT TOBA KOETO M3JIara KojeraTta B PaMKUTE Ha JIPYTo
ChJICOHO TPOM3BOACTBO IO TOBOJ JPYr JIGKAPCTBEH NPOAYKT. B TpeaxomHo chIeOHO
3acejaHUe KOJISTUTE OCIIOpHUXa BEPHOCTTa Ha TPEBOJA MPEACTaBeH OT Hac, a JHeC
MPECTABCHHUAT MPEBOJ € aBTOMAaTU3MpaH. [10 TAXHO OcropBaHE HHUE CME MPEACTABUIM C
mosoaTta cu ot 04.06.2024 r. mpeBoa OT 3aKJIET MpPeBOAadY, OT KOHTO MOJUM Chiaa Jia ce
moJyi3Ba. B TO3M CMUCHI HE cuMTaM 3a HEOOXOaUMO aa ce npuema 1sia riaaBa ot KCIT u He
CUMTaAM, Y€ KoJlerata M3JI0XKH apryMEHTH OTHOCHO HEroBaTa OTHOCHMOCT KbM HACTOSIIUS
cbaeOeH crop.

[To oTHOmIeHWE TBBPACHHUATA 3a ChAcOHA TMPAKTUKA, HEWHUTE MPOTUBOPEUHUS, H
MpEACTaBsSHE Ha JIPyTa, MpeleHKaTa € U3Isuio Ha chaa. [1o To3u BBIIPOC HUE CME IUTHPATH
MPaKTHKa, KOATO CMATaMe 32 OTHOCHMMA. B TO3M CMHCBHI >KamOomomaTensT WMa Tasu
mporecyaiHa Bb3MOXKHOCT. HsiMa ma coua mokasarencrtBa. HaMam apyru noka3aTelcTBEHU
HCKaHMUS.

CBbAbT namupa 1emoTo 32 U3ACHEHO OT aKTUYecKa CTpaHa U
OITPEEJIA:

BKJIFOUBA B joka3aTelICTBEHHs MaTepuas IOKJIaJBaHaTa MOJ0a C IPHIIOKEHH,
Ipe/CTaBeHa OT OTBETHHKA W IPEACTABEHHS JTHEC IPEBOA HAa HOPMATHBEH aKT OT
)kajidonoaareis.

[TpencraBenara chacOHA MPAKTHKA ITpUEMa 32 CBEJICHHUE.

TTPUKJIIOYBA CBHAEEHOTO JUPEHE
JIABA XOJI IO CBIIECTBO

Ans. B.. Mons na B3emere TpeABUIl H3JIO0KEHOTO B JKajbaTa, HM3JIO)KEHOTO B
CTAaHOBHIIATA TIPEACTABEHH OT KajJOomojaTeass M MOJS Ja MPUEMETe OCIOPEHOTO
pEIICHNETO Ha ChBETAa WM 32 HHUIIOKHO WM 32 HE3aKOHOChOOpa3HO, CHOOPa3HO



U3JI0KEHUTE apryMEeHTH Ha JOBEPEHOTO MH JpPYKecTBO. Mol 3a CPOK 3a MHCMEHHU
OEJICKKH.

Opuck. K.: Mons na ocraBuTe mnopajaeHarta xajuba 0e3 pasriexiaHe Karo
MpoIleCyajlHO HeaomycTuma. B cimydait 4e pasriienare chmata, MOJISL J1a s OTXBBPIIMTE KaTO
HEOCHOBATEJHA W Ja TOTBBPAUTE CIOPHUS WHIAWBUAYAJICH aJIMUHUCTPATUBEH aKT KaTo
3aKoHOCHOOpaseH. [IpereHaupaMe pa3HOCKM 3a IOPUCKOHCYJITCKO BB3HATPAKICHHE U 3a
IJIATCHW Pa3HOCKH 3a MPEBOJI, ChINIACHO CIHUCHK MPUIIOKEH KbM Mojbara ot 04.06.2024 r.,
B CITydaii 4e yBaXXHUTE MPOBEIEHOTO OT HAC OCIIOpBaHe. MoJIs 1a CPOK 3a MUCMEHU OCIIeKKH.

CbABbT OBABU, YE HIE CE ITPOU3HECE C PEILIEHUE.

I[TPEJJOCTABSI Ha cTpaHuTe 7-AHEBEH CPOK 3a MPECTABSHE HA MUCMEHU OEIEKKH.

[TpOoTOKOIBT € U3TOTBEH B CHhAEOHO 3acenanne, koero npukioun B 15,05 gaca.

CBHAUS:

CEKPETAP:



