[poTokon
Ne

rp. Codoma, 03.06.2025r.

AOMUHUCTPATUBEH Cb[ - COPUA-TPA, Btopo otaeneHue 50 cbeTas, B
ny6nunyHo 3acenaHue Ha 03.06.2025 r. B crnegHnst CbCTaB:
CbOUA: Mapus BoiknHoBa

npu y4acTneTo Ha cekpeTaps MBea Jlewaposa, kato pasrnega aeno Homep 2027 no
onuca 3a 2025 roguHa goknageaHO OT CbAuATa, M 3a Oa ce NpousHece B3e npensus
CrneaHoTo:
Cnepn crma3BaHe pasmnopeg6ara Ha wi. 142, an. 1 ot I'TIK BBB Bpb3Ka c wi. 144 ot AIIK, Ha
UMEeHHOTO NMoBHKBaHe B 15:50 vaca ce siBuxa:

JKAJIBOTIOJATEJIAT XENCOR, INC/KCEHKOP, THK — peoBHO yBe/IOMEH 3a [THEIIHOTO CheOHO
3aceflaHye, He Ce Mpe/ICTaB/IsBa.

OTBETHUKDBT 3amecTHuK-TipefcesaTenssiT Ha [laTeHTHOTO BefoMcTBO Ha Pemybmmka Bbarapus
(TIBPB) — pefoBHO yBeZiloMeH 3a JHEIIHOTO ChAEeOHO 3acesaHue, He ce sBsIBa, TPeCTaB/sABA Ce OT
IOpK. b., C MbJIHOMOIIHO OT JHecC.

CI'TI — pefoBHO yBejoOMeHa 3a AHEILIHOTO ChAeOHO 3ace/iaHie, He Ce TIpe/|CTaB/IsIBa.

FOPK. b.: [la ce mazme xof Ha Aenoro.

CBABT cumrta, ye He ca Ha/HI[e TIPOLIECYa/IHH MPEUKH 3a JlaBaHe X0 Ha [IeJI0TO B JHEIITHOTO CheOHO
3acefiaHue, ropajuy KOeTo

ONPENENU:
TIABA XO7 HA IEJIOTO

OOKJTA/ZIBA »kanbata Ha ,,XENOR, INC/KCEHOP, UHK, chC cemanuiie U afipec Ha yrpasieHue: 465
North Halstead Street, Pasadena CA 91107, CALL, upe3 azgs. ®. b., cpemty Pemenue Ne PC-226-
1/08.11.2024 1. Ha 3aMeCTHHUK-TIpefcenaresis Ha [laTeHTHOTO BeJOMCTBO, C KOeTO Ce MOTBbP’KJaBa
Pemienre ot 18.05.2022 1. 3a 0TKa3 OT u3ZlaBaHe Ha cepTU(UKAT 3a AOMbJIHKTE/HA 3aKpUIa 10 3asiBKa C
BX. Ne 2019/49, BeHO C Tpe/icTaBeHUTe KbM Hesl TMCMEHH Zi0Ka3aTe/ICTBa, KOUTO ca 06ocobeHu B 3 Op.
npunoxenusi, a uMeHHo [Ipunoxkenue Ne 4, ITpunoxenue Ne 5 u [Ipunokenue Ne 6.

OOKJITAJBA agMyHUCTpaTUBHATa TIpeINMCKa, MOCThbIW/AA OT aJAMWHHUCTPATUBHUS OpraH, BeJHO C



TIPWIOKEHUTEe KbM Hesl ITMCMEHM [l0Ka3aTe/icTBa, 000cobeHn B 3 Op. TIPWIOKEHHWS, a WMEHHO
[Tpunoxenue Ne 1, ITpunokenve Ne 2 v [Tpunoxenue Ne 3.

OOKJIAIBA moctenuia mo fAenoto Mojba Ha 12.03.2025 r. oT mpoliecyajsHHs MpeACTaBUTeN Ha
)Kanborozarens, ¢ KOATO AOITbJIHUTETHO TMpeZACTaBs ITMCMEHHW JoKa3aTe/cTBa, obocobenn B 2 Op.
rpunoxeHusi, a UMeHHoO [Ipunokenue Ne 7 v ITpunoxenue Ne 8.

OOKJTA/IBA tmocTbI/Ia MO Ze/IoTO Mojba 1o eyeKTpoHeH MbT Ha 16.05.2025 1. oT mpoiiecyanHus
Tpe/iCTaBUTes Ha >Kajborozaressi, aiB. b., ¢ KOSITO MOBTOPHO MOJM ChJia Zia Ce TIPOM3Hece 10 UCKaHe,
HampaBeHo B Mosiba oT 17.04.2025 1., ga ObJe mpemocTaBeHa Bb3MOKHOCT ChIjaTa Ja H3ITBIHH
yKa3aHusTa 3a (opmysnupaHe Ha 3aflaud 10 ChJeOHa eKCrepTH3a U yKa3aHWsTa 3a TMpefoCTaBsHe Ha
OTTOBOP U MOCOYBaHe Ha [J0Ka3aTesICTBa CJief] KaTo U3Tede Mepuo/ia Ha JiedeHneTo M ChIIacHO Oo/THUYeH
JIVCT, TIpe/ICTaBeH C mpeaxogHa Mosiba ot 16.04.2025 1., KaTo yBeZioMsiBa Ch/1a, Ue CBIIUAT € MPOb/DKEH.
IOKJTA/IBA mocTsIiia 10 1e/IoTo uaeHThuYHa Mosiba Ha 19.05.2025 1.

OOKJTAIBA moctbnuia 1o fenoto mosiba Ha 30.05.2025 1. ot ags. @. b., mporjecyaseH npeacTaBUTes
Ha >kasiboroziaTesisi, C KOSITO TIpe/iCTaBsi OOJTHUYEH JIUCT, KaTo TIPOb/DKeHHe Ha MPeJX0JHUS TaKbB, KaTo
M3pUYHO YTOUHSIBA Ye He3aBUCHMO OT MOCOYEHOTO MPernsATCTBHe He Bb3passBa Jja ce Jaje XOof U Ja ce
MPUCTBIIM KbM pasIyie)k[aHe Ha [IeloTO B HeWHO OTChCTBUe. BBB Bpb3Ka C yKa3aHUATA Ha ChAa,
rpejcTaBeHuy ¢ pasnopexzaaHe ot 25.03.2025 r. cbljaTa npeacTaBs MMCMEHU 0Ka3are/iCTBa, 8 UMEHHO:
ITbJIHOMOLIHO, TOJIMCAaHO OT OPraHHUS MpeJCTaBUTeN Ha [IPY)KeCTBOTO; 3asiBJieHHe 3a cepTU(UKaT 3a
nombaHUTeHa 3aiutal EVIK]; mucmo ot gupekius ,,I1aTeHTH OTHOCHO cepTU(UKATH 3a JOMTbIHUTETHA
3aiura: PermameHT Ne 469/2009 (nekapcTBenu npoaykTr); [TpaBusa 3a matreHTute ot 2007 T., 3asiBKa 3a
ceprudukar 3a gombaHUTenHa 3akpunaa Ne SPC/GB20/002 u u3gaBaHe Ha cepTUdUKAT; MUCMO 3a
MHUHUCThPA Ha WKOHOMHMKATa OT WHCIIEKTOD CIy)kba 3a UWHTe/eKTyaJiHa COOCTBEHOCT OTHOCHO
cepTUUKAT 3a [JOITbJHUTE/NHA 3allidTa Ha JiekapcTtBeH npoAykT Ne LUCO00142, kakTo W mpaBu
JTOKa3aTe/ICTBeHH WCKAHWs 3a Ha3HauaBaHe Ha ChbAebOHo-maTeHTHa ekcrieptusa (CITE) cbc 3amauw,
MOCOYEHU B MoJ1bara.

CBABT BPBUU nipervic ot Monbara, gero3vpana Ha 30.05.2025 r. oT mpoljecyaiHus Tpe[CTaBUTeNT Ha
»Kanborozaresnisi, BeAHO C [JOKa3aTesICTBaTa KbM He,sl Ha TMPOLleCyasHUs TIPeACTaBUTel Ha OTBETHHUKA 3a
CTaHOBHULIIE.

FOPK. B.: Ocriopeam >kanbara. He Bb3pa3siBaM fia ce TIpyeMar Jo0Ka3areCcTBaTa C a/[MUHHUCTPAaTHBHATA
MpenucKa, KakTo M Te3W C kajnbara. Mons Ja MU fazieTe Bb3MOXKHOCT Jia B3eMa CTaHOBUILE 10
HarpaBeHOTO [|0Ka3aTe/ICTBEHO WCKaHe U MPUJIOKEeHUTe MMCMEeHH Jl0Ka3aTesICTBa C JHeC BpbUyeHaTa MU
Mosiba OT HacpellHaTa CTpaHa, KAKTO ¥ OTHOCHO TIPe/ICTaBeHUTe TIMCMEHH /I0Ka3aTe/icTBa ¢ MojibaTa oT
12.03.2025 1.

ITo mokasarencrBara v JokasarenctBeHute uckanus, CbI'bT
OIMIPE OEJN:
[MTPMEMA npezfcTaBeHHTe C >KajidaTa MMMCMEHH J[OKa3aTe/ICTBa.
[TPUEMA npezcTraBeHUTe C aJMUHUCTPATUBHATA TMPENUCKa MMCMEeHHU [JOKa3aTesICTBa.

[TPUEMA mipeacraBeHuTe ¢ Mmonba ot 12.03.2025 r. AONMBJHHATENHO IMHMCMEHH [0Ka3aTeJICTBa,
000cobeHr B 2 Op. TIPUIOKEHWS OT TIPOILeCya/lHUsl TIPeJCTaBUTE/ Ha >Kajborojaress, a UMEHHO



[Tpunoxxenue Ne 7 u ITpunoxenue Ne 8.

[TPUEMA npexacraBenure ¢ mosbara ot 30.05.2025 r. mucMeHM J0Ka3aTe/lCTBa OT TPOLeCyayHUs
TIpe/ICTaBUTesT Ha »Kaboroarers.

OABA BBE3MOXHOCT B 10-gHeBeH CpOK, CYMTaHO OT [JHEC, Ha MpoLecya/jHUs TpefCTaBUTe/T Ha
OTBeTHHWKA [la B3emMe CTAHOBHILe [0 [0Ka3aTe/JICTBEHOTO MCKaHe 3a Has3HauaBaHe Ha CIIE u mno
MUCMEHNTE /10Ka3aTesICTBa, NpeAcTaBeHy ¢ mosbara ot 30.05.2025 . OT mporecyanHusi TpeCTaBUTe
Ha >kasiborioziaTesist, KaKTo | TI0 TPe/ICTaBeHUTe TaKKMBa C MoJi0ara Ha chinus oT 12.03.2025 r., a UMeHHO
[Tpunoxenue Ne 7 u Ilpunoxkenue Ne 8.

Cren, mipeficTaBsiHe Ha CTAHOBMILIETO OT IpoLieCyasiHus MpefCTaBUTe/l Ha OTBeTHUKA CbAbT B 3aKPUTO
3acefjaHye e Ce NPOM3HeCe IO MCKaHeTO 3a HasHauaBaHe Ha CIIE, HampaBeHO OT mnporecyanHus
Tpe/iCTaBUTesT Ha >Kanborozareris.

3a cvbupane Ha okasaresnctBa, ChHABT

OINPEOEJN:

OTJIATA u HACPOUYBA pgenoto 3a 23.09.2025 1. ot 14:30 yaca, 3a KOSTO JjaTa M 4yaC CTpaHUTe Ca
PeOBHO yBeIOMEHU.

[TpOTOKO/TBT € U3rOTBEH B Ch/IeOHO 3aceaHue, KOeTo NpuK/Ioun B 16:00 yaca.

CBHIN:

CEKPETAP:



