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MeTtoaunyecka 6esiexkka Ha EFPIA, 2022 r. - Eli Lilly bbarapusa

Tasn MeToguuecka benexka onmcea MeToaMTE 33 M3NbAHEHME HA WM3UCKBAHWATA, nocovyeHn B KopeKkca 3a
onosectaABaHe Ha EFPIA 3a MeguuuHcku cneuymanuctu (MC) u 3apasHu opraHusauyum (30).

CnpaBKaTta u3KA4Ba MaLMeHTCKM OpraHM3aLmn, Tbih KaTo 3a4b/IXKEHNATA 3a AOKNAABAHE Ce U3Mb/IHABAT Bb3 OCHOBA
Ha KopeKca Ha EFPIA 3a nauueHTCKU opraHusaumu.

Mo OTHOLLEeHMEe Ha TPETUPAHETO HA MHOroroAULHU A0r0BOPYU, [IOKNAANTE BKAOUBAT TpaHcdepu Ha cTorHocT (TC),
M3BbPLIEHM MNpe3 CbOTBETHATAa KajneHAapHa roauHa. CnpaBKMTe ce M3roTBAT B MeCTHa Banyta. Korato umma
aAMMHUCTPATUBHA Bb3MOXKHOCT, AAC n apyrn AaHbum cnegsa Aa 6baat mskntodeHu. 3a MC mn 30, Kouto camu
3anaawWarT AaHbk, CymaTa Ha JaHbKa e BK/IloYeHa B 06LWmMA pa3mep Ha nsateHaTa cyma.

Mo oTHoweHWe Ha AaTtata Ha panopTtyBaHe Ha TC, gatata Ha TC 3a Takem 3a ycnyrm cbBnaga C AataTa Ha naallaHe.
3a MpUHOC Kbm pa3xogu, CBbP3aHU CbC CbbuTUA, aatata Ha TC CbOTBETCTBA Ha AeHA (AHUTE) Ha cbbuTMeTo unm
cpeulsarta.

Mo oTHOLWeHMWe Ha cymuTe, NpeacTasasBalum TC 3a Takeu 3a yenyru v MpMHOC KbM pasxoam, CBbp3aHM CbC CboUTUSA,
nAaWaHnaATa u/Mam noanerkalmre Ha Bb3CTaHOBSABAHE Pa3XOAW, KaKTO M CaMONEeTHU BMneTn U NPeBo3n Ha Abru
pas3CcToAHMA C aBTODYCEH, Kenes3onbTeH WAM JIMYEH TPAHCMOPT, Ce OTYMTAT MO peanHaTa CTOMHOCT. TakcuTe 3a
perncTpauns, HacTaHABaHe W rpynoB TPAHCMNOPT Ce OTYUTAT NO OCpefHEeHU CTOMHOCTU. besnnaTHUTe perucrpauum He
ce BK/OYBAT B U3YMCNABAHETO Ha cCpefHATa CTOMHOCT. be3nnaTtHOTO HacTaHsiBaHe He ce BK/OYBA B OCpesHeHus
pasmep Ha TC.

Mo oTHoweHue Ha AeduHuuymuute Ha MC u 30, KaTo 0bWoO Npasuno ce npunarat gebuHuunmuTe Ha EFPIA 1 TC 3a
MC/30 ce oTuMTaT B CbOTBETHMUTE KaTeropuu.

OtHocHo Cbraacuero Ha MC/30, cbriacneTo onpeaens KateropuaATa, B KoATo ce onosectasa TC. Kato 060 npasuo,
3a onoBecTABaHeTO ce M3MCKBA cbrnacme ot MC n He ce m3nckea cbraacue ot 30. B HAKOW CTpaHWU ce U3UCKBA U
cbrnacne Ha MC, KOUTO Ca PerucTpmMpaHn Kato puamyeckm nuua, 3a onosectaBaHe Ha TC 3a MC B pasgena 3a
30, KaTo uenTa e ga ce oTpasn NPABUAHO MECTHOTO TpeTupaHe Ha MC perMcTpmpaHmn KaTto puamyeckm amua.

AKO e pgapeHo cbrnacme, Bcuuku TC ce onoBectABaT NOMMEHHO. AKO He e JageHo cbraacue, Bcmukm TC ce
OMnoBecTABaT B arperMpaHma, HEMNOMMeHeH pasgen Ha cnpaBKaTa. He ce gonycKa AaBaHETO Ha YAaCTUYHO cbraacue
(onoBecTtaBaHe Ha TC 3a OTAENHUN aHTAXKUMEHTH).

Mo oTHOWeEHME HA TPAHCTPAHUYHUA TPaHcdep, He3aBucMmo fanm TC ce M3BbPLUBA B CTPaHaTa UM B YyKbBUMHa, To ce
OMOBEeCTABa B CTPaHaTa, KbAETO Ce HamMpa OCHOBHATa NpakTMKa 3a MC 1 B cTpaHaTa Ha npousxog 3a 30.

DapeHusa u 6e3sbamesgHu nomowm 3a 30, T.e. AapeHns Ha NPOAYKTU, Ce BKIIOYBAT B CripaBKaTa.



CnopasymeHus 3a cnoHcopupaHe cbe 30 un Tpetn nnua onpegenenu ot 30 3a ynpasneHue Ha Cbbutue
opraHusupaHo ot 30 ce BK/IOYBAT B CpaBKaTa.

PerncrtpaumoHHUTe TaKcu 3a cnoHcopupanu ot Lilly MC ce onosecTtsBat B pasgena 3a MC Ha cnpaBkaTta. PasmepbT
Ha TC e paBeH Ha cpefiHaTa CTOMHOCT HA PErMcTpaLMOHHUTE Takeu, nnaTteHu ot Lilly 3a yyacteawmTe B cpewata MC.

Mo oTHOweHMe Ha MbTyBaHe M HacraHaBaHe, NbTyBAHETO BK/IKOYBA pPeasiHATa CTOMHOCT Ha camoneTHUTe bunetn m
NbTyBaHMATA Ha AbJATK Pa3CToAHUA C aBTo6yceH, xKenesonvreH U AMYeH TPaAHCNOPT, U CbOTBETHO CcpeaHuTe
CTOMHOCTM 33 rpynoBuv NbTyBaHUA. Mo oTHOWeHWe Ha HacTaHABAHETO, Pa3smMepbT Ha TCe PaBeH Ha cpegHaTa egnHU4YHa
LleHa 3a XOTe/NICKNTe CTaun, NNaTteHn oT L|IIy 3a HaCTaHABAHE Ha y4acCTBalWnNTE B CpellaTta MC.

LLlo ce oTHacs ao TakcuTe 3a yCyru U KOHcynTauum (xoHopapu) Ha MC, B cnpaBKaTa ce BK/AOUYBAT aHraKMMeHTUTe,
CBbP3aHM C M3HACAHETO Ha IeKLMU U KOHCYNTaLuu.

LLlo ce oTHaca go TakcuTe 3a YCAyru U KOHcyATauum Ha 30, B cnpaBKaTa ce BKAKYBAT aHTaXMMEHTUTE, CBbP3aH C
KOHCYANTaumu, Kato KoHcyATaHTCKK yenyru, CTaxose, PeTpoCcneKkTUBHU HEMHTEPBEHLMOHAIHM NPOYyYBaHMA, 34paBHN
napTHbopcTea n OBpasoBaTeNHM YCayrn.

Cebp3aHUTEe pasxoam, AO0roBopeHn KaTto 4acCT OT TaKCaTa NO AOrosop 3a ycCcayrn uUam KOHCynTauun, BKAKOYBAT
pPasIMyHM pa3xogm 3a NbTyBaHe M HaCTaHABaHe BbB BPb3Ka C AOroBopa. Te3nm pasxogm ce BKAOYBAT B CNpaBKaTa,
OCBEH aKO Ca 4acCT OT XOHOpapa U HAMa aAMUHUCTPATUBHA Bb3MOXHOCT Aa 6b,ﬂ,aT NoCoYeHU OTAENHO.

OnoBecTABaHMATA 32 HAYYHOMU3C/IeA0BaATE/ICKA U Pa3BoOiiHa AEUHOCT BKOYBAT TpaHchepyn Ha CTOMHOCT Ha MC nau
30 BbB Bpb3KA C MAAHMPAHETO MM MPOBEXKAAHETO Ha (i) HEKAMHWMYHM NpoyyBaHMA (KaKTo ca AeduHMpaHW B
MpuHunnute Ha OUCP 3a pobpa nabopaTopHa nNpakTuka); (i) KAMHUYHM NpoyyBaHMA (KaKTo ca AedpuHMpaHuK B
Ounpektusa 2001/20/EO) wnaun (iii) HeMHTepBEHUMOHANAHN MPOYYBAHMA, KOUTO Ca MPOCNEKTUBHW MO XapakTep u
BK/IIOYBAT CbOMPAHETO HA NALMEHTCKM JaHHU NPAKO UAKU OT UMETO Ha uHausuayanHu MC unum rpynu ot MC (pasaen
15.01 ot Kogekca 3a MC). OnosecTaBaHUATa BK/OYBAT NpoyyBaHua, ynpasasasaHu ot Lilly man ot [dorosopHu
n3cnenoBaTesickm opraHmsaumm (ANO) n ce nocoysaT B pasaena 3a HayYHOMU3CAeA0BaTENCKA M Pa3BOMHA AEWHOCT Ha
cnpasKara.

Lo ce oTHacA A0 HaHAacAHETO Ha NONPAaBKMU B AoKNAaguTte cies nybamMkyBaHeTo UM, UcKaHma oT MC 1 30 3a npomsaHa
Ha CbrAacCMETO UM UM 32 KOPUTMPAHE HA JaHHW MOTAT Aa U3UCKBAT aKTyaM3MpaHe Ha SOKNAAW, KOUTO ca Ny6NYHO
A0CTbNHU. Cnel BbBEXKAAHE HAa MONPABKUTE, MOXKE A3 Ce HANOXKM aKTyann3auma Ha Nyb6aMYHO HaMYHUTE A0KAagM C
Len oTpassasBaHe Ha NpomeHuTe.

[ata Ha nybaukyBaHe: 3a gata Ha nyb/iMKyBaHe ce npuvema [AaTata, Ha KOATO CrpaBKaTa € reHepupaHa oT
BbTPELLUHMUTE CUCTEMMN.
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