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1. BbBegeHue
MopxoabT Ha AstraZeneca (AZ) 3a onoBecTABaHETO

CbBMecTHaTa pabota Mexagy MeauuuHCKUTE CchneuuManuctn u  3apaBHUTE
opraHu3aLun OT MHOTO BpEME € U3KIMHYMTENHO BaXKeH (hakTop 3a Hanpeabka Ha
rpwxuTe 3a nauumeHtTuTe U paspaboTBaHETO Ha WHOBATMBHU JEKAPCTBEHU
cpeacTea. MeguumHcknTe cneumanucti U opraHv3aummTe, ¢ KOMTO Te paboTsT,
npenocTaBsaT Ha hapmaueBTUYHATa UHAYCTPUS LEHHU U HE3aBUCUMWN EKCNEPTHU
3HaHUSA, NOMyYeHN OT TEXHWUSI KIIMHUYEH ONWUT U ONUTa B NIEYEHNETO Ha Pas3fUYHK
6onectn. Owe noseye, GMOENKN rMaBHa U HeENoOCpeacTBEHA ToYKa 3a KOHTaKT C
nauueHTa, MeauUMHCKUTE chneunanuct MoraT fa npenoctaBsaT 0e3ueHHM
€KCMepTHM 3HaHUS 3a pes3ynTaTuTe OT JleYeHMEeTO Ha MauueHTa M OT Heroeata
WHOMBMAYanHa TepaneBTuYHa nporpama. OT cBOS CTpaHa, TOBa HM mnomara ga
aganTupamMe HaluTe NPOAYKTU KbM HYXXAMTE Ha NauMeHTMTEe U No TO3M HayuH Aa
nogobpsiBame rpuxuTe 3a TsX.

MeguumHckuTe cneuvanucTu M 3gpaBHUTE opraHusdauum TpabBa ga nonyyar
cnpaBednuMBO  Bb3HarpaxgeHue 3a ycnyrmte, KOUTO MNpPeaocTaBAT  Ha
dapmaueBTuydHUTE hrpmun. KogekcbT Ha EFPIA 3a npakTukuTe ocurypsiea TOMHOCT
M NPO3payHOCT B pas3kpmBaHeTO Ha obxBaTa M CTOMHOCTTA Ha oOnucaHaTa
CbBMeCTHa paboTa 1 e BaXXHa CTbMNKa KbM U3rpaxgaHeTo Ha no-ronamo gosepue
Mexay apmaueBTnyHaTa UHOYCTPUA, MeguUUHcKaTa OBLWHOCT 1 NauneHTUTE.

B kauecTBOTO cM Ha 4yneH Ha ARPharM, n nbnHonpaBeH KOprnopaTUBEH YfeH Ha
EFPIA, Actpa3eHeka ("AZ") e Bb3npuena nuauano npuHuMna Ha npo3padHoCcT BbB
B3aMMOAENCTBMETO CU C MeguumHckuTe cneumanuctn (HCPS), 3gpaBHUTE
opranmsauun (HCOs) wn nauueHTcknte opraHudaumm (POS) M Ha TSXHOTO
perncTtpupaHe M OnoBecTsiBaHE B CbOTBETCTBME C BCUYKU MPUNOXKMMU MECTHU
N3UCKBaHUS 3a NPO3PaYHOCT.

CobcTtBEeHMTE nonNUTUMKM Ha AZ ca HanbfHO NpUBEOEHN B CbOTBETCTBUE C
uennute Ha Kopgekca Ha EFPIA 3a npakTukuTe M B3aMMOOTHOLUEHUS MexXay
drapmaueBTUYHaTa UHOAYCTPUS U NaUMEHTCKUTE OpraHuM3aunm, Kakto U Herosute
MecTHU nHTepnpeTauun B Kogekca Ha EFPIA 3a onoBectdBaHe Ha npefocTaBsiHe
Ha CTOMHOCTW OT dpapMaueBTUYHM KOMMAHUM Ha MEAUUMHCKM Cheuuanuctn um
34paBHM OpraHu3aumn, HacoYeHM KbM HacbpyaBaHe Ha €TUYHU U MPO3payHu
B3aMMOOENCTBMA CbC 34paBHaTa oOWHoOCT. Hawwute B3anmogencTsusi c
MEOVLMHCKM cneumnanncTtu, 3gpaBHn opraHmsaumm 1 naumMeHTCKM opraHu3aummn ce
ypexaat ot ETudHna kogekc Ha AZ n npuapyxasawute ru [nobanHu ctaHgaptm
Ha AZ, KOUTO M3NCKBaT Aa PbKOBOAMM BCSKa 4acT OT BM3Heca Cu NoYTEHO M Aa
OTKkaszBaMe f[a [afdeM WNU MOMNy4YuMM HsiKakBa LIEHHOCT, KOSITO MOXe Ada Obae
npegHasHayeHa unm moxe aa 6bae BL3NPUETO KaTo OKa3BaHe Ha HEMpaBOMEPHO
BnusiHne. [lpo3payHata OTYETHOCT € edHa BBb3MOXHOCT 3a AcTpa3eHeka da
AEMOHCTpUpa CBOS TBbPA aHraXKMMEHT KbM LLEHHOCTUTE U NPUHLUMANTE 3anerHanu
B Kopekca Ha EFPIA 3a npaktukute. w Opyrm eBpOMENCKN WN3UCKBAHUSA 3a
NpO3payHoCT.



Llenta Ha To31 OOKYMEHT e Aa 6bae SiCHO paskpuT noaxoabT Ha AcTpa3eHeka 3a
onoBecTABaHe; Aa ObaaT OOSACHEHM HSAKOW KI4YoBM AeduHuuMKM; Oa Gbae
npeactaBeH o6XBaTbT Ha ONOBECTEHUTE OENHOCTU, KAKTO U KITHOYOBUTE ENEMEHTM
Ha npoueca Ha cbbupaHe 1M oTYMTaHe Ha NoNyYeHUTE AaHHW.

B 06wy nMHMK, TpM ca OCHOBHUTE MOSIOXEHUSA, KOUTO XapakTepmusnpaTt Bb3npueTums
oT AZ, noaxon;:

(1) OTyeTHOCT Ha MEeCTHUTEe ApYXXeCTBa U pernoHanHaTta KoHconuaauums

MecTHUTEe OpyXecTBa HOCAT OTFOBOPHOCTTA 3a PErmMcTpupaHeTo Ha dopmuTe
Ha npefocTaBsHe Ha CTOMHOCT M 3a MNOTBbPXAABAHETO Ha TOYHOCTTA Ha
npeaocTaBeHUTe AaHHW. PermoHanHoOTO pelleHne 3a HadMHa Ha oTvuTaHe
KOHconuaupa opMuTEe Ha MpefoCTaBsiHe Ha CTOMHOCT U OCUrypsiBa HyxxHaTa
nocnefoBaTeNHOCT U aBTOMATU3NPAHOTO NpocreasBaHe Ha TpaHCrpaHUYHUTE
nnawanns B rpaHuunte Ha EBpona. [pyruTe TpaHCrpaHU4HM nnawiaHus ce
HabnogasaTt Ypes cuctemata 3a nnawaHe (CALL) nnu pbyHO (OCcTaHanarta yYacT oT
ceeTa).

(2) CboTBeTCTBME C MECTHUTE KOAEKCU

OcBeH nNpu HaNMYMeTo Ha CTPOru U 3a4bIDKUTENHM 3aKOHOAATENMHN U3UCKBAHWS,
MeCTHUTe Apy>xecTBa ca Bb3npuenu nsusano Kogekca, 1.e. 6e3 kakButo u ga 6uno
OTKNOHeHuA. BbB Bcaka cTpaHa AcTpa3eHeka e ce cbobpasun 1 ¢ NpunoxummuTe
MeCTHUTE U3NCKBaHUS 3a onoBecTaBaHe. Bb3aMoXHO e Aa ce nosABAT BapuaHTtu (Mno-
cTporu oT npeasugeHoto B Kogekca), unu oTKNoHeHus (B CTpaHu, KbAeTo nopaau
HAKOM 3a4biMKUTENHW HauuoHanHu pasnopendbu KopekcbT He moxe Aa Obae
npwunaraH nsusano).

(3) EaHO onoBecTsAABaHe 3a eAVH Na3ap — BKIIHOYBALO BCUYKM hOopMU Ha
CTOMHOCT, nMpeAoCcTaBeHU [OUPEKTHO OT [ApYXecTBO OT rpynarta Ha
Actpa3eHeKka, UNn HeMnpsKo, Ype3 TpeTU nuua, AeucTBawy OT UMEeTO Ha
AcTtpa3eHeka.

[pyxecTBOTO, M3BbpLIBALLO OnoBecTsiBaHEeTO B bwvnrapms e ,Actpa3eHeka
Bvnrapua“ EOO[.

3a bvnrapusa, onoeecTsBaHETO ce U3BbpLUBA Ha nogabpkaH oT AcTpa3eHeka
yebcanT/nnatcopma https://www.astrazeneca.bg/sustainability. htmI#ToV.
OnoBecTaABaHETO Ce M3BbpLWBA WM Ha BbHWHMA yebcanT Ha AcTtpal3eHeka -
www.astrazeneca.com, pasgen ,YcronumsocTt” (Sustainability).

2. DedmHuuumn
2.1. MNony4atenu
2.1.1. JeduHuumsa Ha meamumHckm cneumnanuct (HCP)

[ednHnumsarta Ha MegnumHCKN cneumanucT B bbnrapus e:


https://www.astrazeneca.bg/sustainability.html#ToV
http://www.astrazeneca.com/

MeauumHcKkn cneumanucT no cMucbna Ha Kogekca e Bceku oT M3bpoeHuTe: nekapw,
nekapu Mo AeHTanHa MeAuuuHa, mMarucTbp-chapmaueBT, MEOULMHCKA CEeCcTpu,
aKyLlepKku, MeguumMHCKU nabopaHTu, denawepu U NnoMOLLHMK-papMaLeBTn, 1Unm
BCAKO OpYro nvue, KoeTo, B paMKuTe Ha cBosiTa npodecroHanHa AelHOCT, uMa
npaBo Oa npeanucea, 3akynyBa, cHabasea, npenopbyBa WNU agMUHUCTPUpa
neKapCcTBEHM MPOAYKTU M YUSITO OCHOBHA MpaKTUKa, OCHOBEH MpodhecroHaneH
agpec Unv MsICTO Ha peructpauus e B EBpona.

3a un3bareaHe Ha CbMHeEHWMe, onpepeneHneTto Ha MeaununHCKM cneunannct
BKIOYBa:

1. BCSIKO AJTbXKHOCTHO JIULIE UINN CINY>KUTEN Ha NpaBUTENICTBEHA areHUmMs unu apyra
opraHusauus (B NyGrIMYHUS UNN YAaCTHUS CEKTOP), KOETO MMa NpaBo Aa Npeanncea,
3akynyBa, cHabasBa, npenopbyBa UM agMUHUCTPUPA NEeKapCTBEHN NPOAYKTU U

2. BCekM crnyxuTen Ha KomnaHusi, Ynsito OCHOBHa AEMHOCT € Ha MnpakTuKyBall
MeAULUHCKM cneuuarnmcr,

HO U3KMOYBa:
a) BCUYKM Apyru cnyxutenu Ha KomnaxHus no cmucbna Ha Kogekca v

b) Tbproeew Ha eapo unu AMCTPUBYTOPU Ha NEKAPCTBEHM NPOAYKTW.

2.1.2. [eduHuuma Ha 3gpaBHa opraHmsauus (HCO)

OnpepeneHveTo Ha 3apaBHa opraHusauust B bbnrapus e:

3opaBHa opraHu3auuss no cMmucbna Ha Kopekca e Bcsika 34paBHa
opraHusauusi, MeauLUmnHcKa Uy HaydHa opraHnsaumst unu capyxeHve (He3aBUCMMO
OT lopuanyeckata WM opraHusaumoHHa dopma), KaTto Hanpumep JfieyebHo
3aBegeHMe no cmucbna Ha 3akoHa 3a neyebHuTe 3aBedeHus, oHaauus,
YHUBEPCUTET UNun apyra obpasoBaTenHa MHCTUTYLNSA, NPOECUOHANHO MU HAY4YHO
APYXECTBO (C U3KIMOYEeHNe Ha opraHM3aumm Ha nauneHTuTe B paMkuTe Ha obxeaTta
Ha Kogekca 3a nauMeHTCKUMTe opraHm3auun), YMATO agpec Ha ynpasrieHne, MSACTO
Ha y4ypeasiBaHe Ui NbPBUYHO MSCTO Ha AerHOCT e B EBpona unu ypes koeTo eguH
NN NoBeYye MeAMLMHCKM CreunannucT NpegocTaBaT yCnyr.

2.1.3. [JeduHunumsa Ha npodecrmoHaneH opraHmsatop Ha koHrpecu (PCO)

HdeduHuumara 3a npodpecuoHaneH opraHusatop Ha koHrpecu (PCO) B
Bbunrapus e:



MpodecnoHaneH opraHmsatop Ha KoHrpecu (PCO) e apyxecTtBo/unanyecko
nvue, KoeTo MMa OnMUT B OPraHu3vpaHeTo U ynpaBneHWETO Ha KOHrpecw,
KOH(pepeHUMn, CceMuHapu WnNn nNoaobHU CbOUTMA (BCUMYKM  HapeyeHu
,Cboutna“).  lNpu npunaraHeTo Ha Te3an HacokM TbProBCKUTE OPYXKECTBa,
BKMIOYEHNW B OpraHuM3MpaHe Ha TpaHCnopT (MbTHUYECKM areHuuMu) wunm
HacTaHABaHMA (XoTenn, 6aHKeTHM YHKLUUKN B XOTENW U APYrn), HE ce cunTaT 3a
npodecmnoHanHu opraHmsatopu Ha KoHrpecu (PCOs).

2.1.4. [eduHunums 3a nauneHTcka opraHmsaums (POs)
HednHnumaTta 3a nauneHTcka opraHnsaumsa (PO) B bbunrapus e:

KOpugmyecko nuue/cybekt € HecTonaHcka uen (BKMYMTENHO BoellaTta
opraHusauus, No4 YMATO Lanka €), CbCTaBeHO NPeANMHO OT MauMeHTU u/unm
nviua, nonarawy rpmwxka, Koeto npeacrtaBnsBa W/unu NoAKpens HyxauTte Ha
naunveHTMTe U/unu nuuarta, nonarawy rpwxm, U YMeTo ceganuile, agpec Ha
perncTpauus UM OCHOBHO MSICTO Ha M3BbpLUBaHe Ha AenHocT e B EBpona.

2.2. ®opmu Ha npeaocTaBAHe Ha CTOMHOCT

2.2.1. [lapeHuna n rpaHToBe

AcTtpa3eHeka nognomara MeOWLMHCKOTO WM Hay4yHOTO obpasoBaHue,
Hanpeabka Ha  MEOULUMHCKATE M HayyHUTe  UM3CnedBaHus, KakTo U
3QpaBeonasBaHeTo W 3ApaBHUTE CUCTEMU 4pe3 (puHaHcoBa UNWU HeduHaHcoBa
noakpena Ha NerMTUMHU U YTBbPAEHU OpraHM3aLmun.

AcTpa3eHeka Moxe Ja NpeoCTaBu Takasa noakpena ypes:

e  @uHaHcoB npuHoc nnn CnoHcopcTBO (MM Hapuyanu owe paHToBE) B
nogkpena Ha: uHMUMaTMBM B cdepaTa Ha obpas3oBaHMETO Ha
MEOULNHCKMTE CNeLmanmnucTu, BKIoYMTeNHo obpasoBaHme 3a 3gpaBHUTe
CUCTEMW U MPAaKTUKK; HA MEeOULMHCKM NN HAayYHN U3CneaBaHus Unm Ha
NapTHbOPCTBA.

e [lapeHusas B nonsa Ha 34paBHU WM MALMEHTCKM OpraHusaumm c
HecTonaHcka uen, wunu 3gpaBHW, WM NaUMEHTCKM OpraHusauum ot
nyGnnyHnA cekTop, NpeaHasHavYeHn aa noakpensat TEXHUTE MUCUM UIN
AENHOCTW.

[apeHnsitTa B nonsa Ha 34paBHUATE OpraHu3auuMuM moraT ga ObaaTt KakTo
NnapuvyHK, Taka N gapeHus B Hatypa. [poaoykToBuTe gapeHusi ce npenocTaBaT B
CnyyauTe Ha CMeLHOCT B HauMoHaneH mawab, KakTo 1 Npu MexXayHapoaHu unm
pernoHanHn 6encTBUMS MM NpyM OPYrM criydam Ha peanHa HeobxoaMmocT B
obnacTtta Ha 3gpaBeona3BaHeTo. [1poaoyKTOBMTE OApeHUs U CBbP3aHUTE C TAX
npouecn ca cbobpaseHun ¢ HacokuTe Ha CBeToBHaTa 3gpaBHa opraHmsauus (C30)
3a gapsiBaHe Ha NekapCcTBEHM NPOOYKTMU.



2.2.2. [loroBopu 3a CNOHCOPCTBO

AcTtpa3eHeka cnoHcopupa, C (UHAHCOBM WM HedWUHaAHCOBUM CpeacTBa,
3aKOHHU M YTBBPAEHM OpraHm3aumm 3a MEQULMHCKO MM Hay4yHO obGpa3oBaHune Ha
BBbHLUHM 3aUHTEPECOBaHM NnLa, opraHmsmpalim obpasoBaTesiHm 1 Hay4YHN CbonTUS
(BKMIOYUTENHO He3aBUCUMM KOHrpecu). TakoBa nognomaraHe uma 3a uen ga
MOBMLUN HAy4YHOTO unn oBpasoBaTeNHOTO KaA4yeCcTBO Ha cbbutmaTa u/vnn ga rm
NOAMOMOrHe fOrMCTUYHO B CriydamTe Ha WMHMUMATUBM Ha CKPOMHM MecTa Wnu C
HE3Ha4YUTENTHO rOCTONPUEMCTBO, B CbOTBETCTBME C ETUYHUTE NPUHLMNK, CeaBaHu
oT AcTpa3eHeka. 3agbrmknTenHmuTe AOroBOpu 3a CMOHCOPCTBO ONMUCBAT HEroBuTe
Lienn, KakTo M 3a KakBO creaBa Aa ce U3nona3eaTt npejocTaBeHuTe CpeacTaa.

CﬂOHCOpCKVITe nakeTm Morat ga BK4BaT U MNMpoBeEXOAaHETO Ha cCaTeJInTHU
CUMIMO3NYMU U CMOHCOPUPAHETO Ha JTIEKTOPU U npenogaBaTesin.

MognomaraHeTo ce NpedocTaBs WM OUPEKTHO Ha 3[4paBHaTa opraHuMsauus,
WIM Ha opraHu3aTopa Ha CbOMTMETO, NN Ha TPETO 1L, Ha3Ha4YeHo OT 34paBHaTa
opraHusauus 3a opraHusvpaHe M npoBexaaHe Ha CbOTBETHOTO CbOuTMEe. BbB
BCUYKM Crnyyaun nognomaraHeTo ce OrnoBecTsBa KaTo NpeaocTaBeHo Ha 34paBHaTa
opraHmsaums, KoOAaTo B KpanHa cMeTka € 6eHeULNEHT.

KoraTo nognomaraHeTo B Nof3a Ha 3apaBHa opraHvM3aumns BKNKOYBA M pasxoau
3a TpaHCNopT W HacTaHABaHe Ha MeaVUMHCKM cheumanuctu no Bpeme Ha
y4yacTMeTo UM B HE3aBMCUMMU KOHIPECU U KOHKPETHUTE crneunanucTi, nosnssawm ce
OT Ta3u NoAkpena, ca HEN3BECTHW, HanpaBeHUTe NnawaHusa we 6baaT OTHECEHN B
kaTteropuaTa "[oroBopu 3a cnoHcopcTBO", hopmMynumpaHa ot EFPIA.

2.2.3. PerncrpaumoHHu Takcu

Kato 4act oT nogkpenata, npenocTtaBsHa 3a MeauuMHCKO oby4veHue,
AcTpaB3eHeka NoOKpuMBa pasxoauTe 3a PEerncTpauMoHHW TakCKM 3a yyacTue Ha
MEOULMNHCKM CneumnanncTy B M3bpaHyn HE3aB1UCUMU KOHIPECHK U, KOraTo noMoLlTa ce
NpefocTaBsa Ha 34paBHa OpraHu3auums, TakaBa NOMOL, ce NpeaocTaBs U 3a Apyru
obpasoBaTenHu/Hay4yHm cbouTus.

Korato nognomaraHeTo ce npegocTtaBs Ha 34paBHa  OpraHusauus,
Actpa3eHeka He B3uMa yvacTMe B K3bopa Ha KOHKPETHUTE MEOULIMHCKM
cneumanucTu.

Korato nognomaraHeTo € npegoCTaBeHO Ha KOHKPETEH MeOWMUMHCKM
cneuvanuct, uenTa e aa ce gage Bb3MOXHOCT Ha ferneraTtu (He noseye oT ABama
rOAWLLHO):
e [a MpUCbCTBAT Ha nNpes3eHTauuW WM ga yyacTBaT B HayyHuUss OBMeH
CBbp3aH CbC 3HaYMMM NPOMEHU N HanpeabK B paspaboTkaTa Ha NPOAYKTM
Ha AcTpa3eHeka unun Ha TaxHaTa ynotpeba, KakTo U 3a pasBUMTUETO Ha
Hay4Hu nscnenBaHus Ha Actpa3eHeka;

e 3a UenuTe Ha U3NbIIHEHME Ha JafeH AO0roBop 3a YCnyru



O6WoTO npaBUIO €, 4Ye BCUYKM CyMUM ce npeBexpaT LOUMPEKTHO Ha
TPAHCMOPTHUTE/XOTENCKM OpraHn3auun Unn opraHMsaTopuTe Ha cbouTmeTo.

2.2.4. T1bTHM N XOTENCKM pasxoau

B nogkpena Ha HenpekbCHATOTO MeAUUMHCKO obyyeHne, Actpal3eHeka
nognomara 3gpaBHUTE OpraHu3auMm W MeOUUMHCKUTE crneunanuctn  4Ypes
NMOKpMBaHE Ha pPa3xOAuMTe 3a MbTyBaHE W HACTaHsABaHe Ha cneuwanucTute no
BpeMe Ha yyacTMeto MM B u30paHM HE3aBUCUMW KOHTpecu w/unn cpeLum,
opraHuaupaHn oT AcTpa3eHeka, KakTo M 3a noanomaraHe Ha 3gpaBHUTE
opraHuMsauumn BbB Bpb3ka € Apyrn obpasoBaTefiHu/Hay4yHn CbOUTUS.

B onuceBaHuTe pasxoan moraT Aa GbAaT BKIOYEHM pas3xoauTe 3a camoreTHU
OGuneTtn, 3a BNakoBu OUNETW, HacTaHsiBaHe B XOTesl, TAKCMMETPOBWU MNpPeBO3M,
aBTOOYCHW TpaHcdepu 1 APy MbTHU pasxoaw.

PaaxoguTte 3a HaseMeH TpaHcnopT (Hanpumep aBTOByCeH UM TakCMMETPOB),
KOWUTO Ca OpraHu3npaHn 3a Lenu rpynmn oT y4acTHMUM, Ce ONOBEeCTSBaT arpermpaHo
3a uanata rpyna, HO Korato yyacTBawute crneuuanuctu moraT pga obaar
noeHTUnUMpaHn, cymarta ce pasgens u onoBecTsiBa 3a BCEKU OT TAX.

2.2.5. XoHopapu 3a yCnyru 1 KOHCYnTauun U CBbpP3aHUTe C TAX pasxoam

AcTpa3eHeka MOXe [da aHraxupa MeguUuMHCKM —cheuwanucT/3gpaBHa
opraHusauus/naumeHTcKka opraHnsaums 3a ycryrm eAMHCTBEHO NPU HanNn4mMeTo Ha
peanHa W JfierMTUMHaA HeobXxoOuMMOCT OT TAX W ako  MeAUUUHCKUAT
crneuvanuct/3gpaBHata opraHusauus/naumeHTckaTa opraHusaumsa nputexasa
HeobxogmmaTta kBanudukauusa 3a NnpeaocTaBsHe Ha CbOTBETHaTa ycnyra. Takvea
ycnyru ce 3annawaTt nog dopmarta Ha XOoHopap 3a ycnyra, ornpegeneH mno
cnpaseanueaTta v nasapHa CTOMHOCT.

TakmBa ycnyru morat Aa BKIHOYBaT:

M3kasBaHe Ha nnn npeacenaTencTBaHe Ha cpelyn/ceMmnHapu/3aceaaHus;
Ycnyrm no obyyeHue;

YyacTtue B KOHCYNTaTUBHU CbBETMU;

MeanumHckn MmoHorpadguu;

AHanmM3 Ha JaHHW;

PaspaboTBaHe Ha obpasoBaTenHn matepmanu;

KoHcynTauum oT obL xapakrep;

Ycnyru, n3BbpLUeHN BbB Bpb3Kka C KOHIPECU Ha TPETU CTPaHW;
PeTpocneKkTnBHM HEMHTEPBEHLMOHAHN MPOYYBaHUS;

YyacTue B nasapHu NpoyyBaHusi, Korato TakoBa yvacTue ce 3annaiia n/mnm
Ce U3nckKBaT cpefcTsa 3a NbTHM pa3xoau. Nnawanusa 3a nogobHu yecnyru ce
onoBecTsABaT eAMHCTBEHO ako AcTpa3eHeka 3Hae nMeHaTa Ha y4yacTHUUMTe
B CbOTBETHOTO Na3apHO Npoy4YBaHe.



KaTto yacT oT nucmeHus JOroBop 3a yCrnyru, CBbp3aHUTE C yCryrute pasxoam
moraT fa 6baart nnateHu 1 B Tax Aa 6baat BKIIKYEHN N pa3xoanTe 3a CaMONETHM
GuneTn, 3a Bnakoese, aBTOMOOUNM NOA4 HaeM, MbTHWU TakCU, TAKCK 3a NapKupaHe,
TakCMMETPOBM YCNyru, aBTobycHu TpaHcdepun, XOTENCKO HacTaHsBaHe, pasxoauTe
3a nony4yasaHe Ha Bu3n. Bcuukn pasxogm ce 3annawat ot Actpa3eHeka OUPEKTHO
Ha JOCTaBYMUMTE Ha TPAHCNOPTHUTE/XOTENCKN YCNYrn, UMM Ha OpraHM3aTopuTe Ha
cbbutneto (N0  uenecbLobpasHOCT), wunM OGuBaT BBL3CTAHOBEH  CpeLly
NpeaoCTaBAHETO HA CbOTBETHUTE NNATEXHU LOKYMEHTU.

2.2.6. N3cnegsaHus n passorHa genHoct (R&D)

Bcuukn coopmn Ha npefoctaBsHe Ha CTOMHOCT, CBbP3aHu C NiaHUpaHEeTO unm
NpoOBeXOaHeTO Ha HEeKNMHUYHU  U3cnefBaHus, KIUHWUYHW  U3NUTBAHUA U
HEWHTEPBEHLUMOHANMHM MpoyyYBaHud, peanuanpaHn oT AcTpa3eHeka wunuM oOT
opraHuMsauuun 3a KnMHUYHU U3NUTBaHUS OT UMETO Ha AZ, KOUTO ca MPOCNEKTUBHN,
ce pasrnexgaT kaTto puHaHcupaHe Ha ,/3cneaBaHnsa n pa3BonHa OEVHOCT” Uu ce
ornosecTsBaT arpermpaHo.

PeTpocnektnBHute  HEUHTEpPBEHLUMOHANHN npoy4saHunA wnn - gpyru
n3crneaBaHus, KOMTO He noanexar Ha opgobpeHve OT odwuunanHuTe opraHu
CboOpa3HO M3MUCKBaHUATA Ha MECTHOTO JieKapCTBEHO 3aKoHOOAaTeNcTBO, He
nonagat B kaTeropmata R&D. dopmuTe Ha npegocTaBAaHe Ha CTOMHOCT, CBbpP3aHu
C Te3n nNpoyyBaHus, we 6baaT oTYETEHN KaTO XOHOpapW 3a ycryrm Ha UMeTo Ha
MHOMBUAYaNHWUA nonyyaren.

3. ObxBaT Ha onoBecTAABaHeTo

3.1. 3acerHaTtv NpoAyKTU

AcTpa3eHeka € KOMNaHusi, KOATO pa3paboTBa WHOBATMBHM JlEKAPCTBEHU
NPOAYKTW, OTMYyCKaHM MO JieKkapcko npeanucaHve, W B3auMOAENcTBusTa C
MeOVLIMHCKUTE crneunanmucTu/aapaBHuTe opraHnsaunm/naumeHTcKUTe opraHnsaumm
€ Haco4yeHO BbPXYy pasBMTUETO U HacbpyaBaHeTO Ha pas3paboTBaHETO Ha
nekapctBa, OTNyckaHW Mo nekapcko npeanucaHve. CnegoBaTtenHo, Ha
onoBecTsiBaHe noanexaTt edVHCTBEHO (OpMM Ha NpedocTaBsiHe Ha CTOWMHOCT,
CBbP3aHU C NeKapcTBa, OTNycKaHW Mo Nekapcko npeanncaHue.

3.2. WUsknueHn hopmu Ha NnpegocTaBsiHEe Ha CTOMHOCT

3.2.1. Pasxogu 3a ,roctonpmuemcteo”

CobrnacHo uneH 10 Ha Kopgekca Ha EFPIA 3a npaktukute, pasxogute
,FOCTOMPMEMCTBO” HE Ce OMNOBecTsIBaT, ako ca B CbOTBETCTBME C rpaHULuTE,
onpefeneHn OT HauuoHanHata acoumaums. AcTpal3eHeka npunara Tesu
OrpaHMyeHnMss NO OTHOLIEHWE Ha cpelwmuTe/ceMmHapuTe OpraHuaupaHm oT
AcTtpa3eHeka, nopagn KOeTO pa3xoauTe 3a XpaHa W HanUTKM Ca WU3KIHYEHWU.
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Bbnpeku ToBa, ako xpaHaTa U HaNnUTKUTE NpeacTaBnsiBaT CbLLECTBEHa U Hegenuma
YyacT OT MpMHOCA KbM pas3xoauTe 3a MpoBeXOaHeTo Ha CbOUTMeTO WK
CMOHCOPCTBOTO, KaTO YacT OT CMOHCOPCKNTE AOTOBOPY ChC 3apaBHa opraHu3aums,
Te GuBaT BKMoYeHU B rpadata MNMpuHoC KbM pasxoam 3a cbouTus.

3.2.2. lHopMmaumoHHn 1 obpasoBaTenHu MaTepuanu U NpeamMeTu C
MeaMLUMHCKO NpeaHa3HavYeHne

CbobpasHo wm3nckBaHuaTa 3anerHanum B un. 17 Ha Kopekca Ha EFPIA 3a
NpakTuknTe BbBB apMaueBTUYHATa WHAYCTPUSA, MNpeaMeTuTe C MEeOULMUHCKO
npegHasHayeHne W UHpopMauMoHHUTE/OOpa3oBaTenHn Martepuann He ce
onoBectaABat korato "llpegaBaHeTo Ha WMHAOPMALMOHHM W obBpasoBaTenHM
mMaTtepuanu ce paspelwaBa npu ycrnosue 4e: (i) "Te He ca ckbnu"; (ii) ,ca Npsiko
CBbp3aHM C MpPaKTUKyBaHETO Ha MeAMUMHCKA OENHOCT unvM AEeVHOCTUTE Ha
dapmaueBTute”; u (iii) ,ca oT nonsa 3a rpyxaTa 3a naumeHTuTe".

[locTaBumuM, Ha KOUTO ca NpedocTaBeHUM CTOMHOCTM 4pe3 nporpamaTta Ha
Actpa3eHeka ,PaHeH poctbn“ (Early Access Program (EAP) wnu upes
,CBbp3BawjaTa nporpama“ (Bridging Program) ce cuuta, 4ye He nonagat B obxeaTta
Ha onoBecTABaHETO 3a uenute Ha EFPIA.

3.2.3. JloructnyHm pasxoau

Jlornctnynute pasxogum 3a  cpewuTe/CeMmHapuTe,  OpraHu3upaHm ot
AcTtpa3eHeka (Hanpumep HaeMaHeTO Ha MNOMELLEHUSA, TEXHMKA, NMepcoHarn), ca
n3knodeHn. Ho nognomaraHeTo Ha y4acTHUUUTE, HAanpuMep MbTHUTE U XOTENCKU
pasxoguM WNU XOHOpapu 3a Npes3eHTauumTe Ha MegULMHCKM CcrneumanucTtu, ca
BKITHOMEHN B CbOTBETHATA pa3xo4Ha KaTeropusi.

3.2.4. [JapeHus 3a 6naroTBOpPUTENHN U NALMEHTCKN OpraHn3aumm

Bcuukn doopmum Ha npegocTtaBaHe Ha CTOMHOCT B NOJSi3a Ha opraHM3auumu, KOMTo
He ca 34paBHU OpraHM3aLumm No CM1UCha Ha Ta3v MeTOAOoNOorMs, ca U3BbH obxBaTa
Ha onoBecTsBaHe.

Becuukn chopmmn Ha npegoctaBsHe Ha CTOMHOCT B MOfi3a Ha NaUMEHTCKM
opraHusauuu nonagaTt B o6xBaTa Ha onoBecTsiBaHeTO cbrinacHo Kogekca Ha EFPIA
OTHOCHO  B3aMMOOTHOLUEHMsITa Mexgy dapmaueBTUyHaTa WHAOYCTpUS WU
nauueHTCKNTe opraHn3aumu.

3.3. [Oara Ha npeaocTaBsAHETO Ha CTOMHOCT
KoraTto ctaBa gyma 3a nnaujaHe, CbLOTO Ce OTYMTa KbM JdaTaTa Ha HEroBoTo
n3sbpluBaHe. BkroyeHn ca n nnawaHmaTa HanpaseHn npe3 2024 r. 3a 4eUHOCTH,

peanuampanun npes 2023 r. B cnyyai Ha nonyyYeHoO cbrnacue 3a OnoBeCTsIBaHE Ha
Te3n nnailaHus, nocregHoTo ce npaByv Ha MMETO Ha nomnyyasawoTo nuvue. Ako
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TakoBa Cbrnacue He e JafeHo, NallaHeTo ce OMOBECTsIBa Ha arpervpaHa OCHoBa
(0606LLeHO onoBecTaBaHe).

KoraTto npenocraBAHUATA Ha CTOMHOCT Ce OTHaCAT 40 MHOroroguLLIHu aorosopwu,
B ONOBeCTABaHETO Ca BKIIlOYEHW CaMO Te3Wn, npenocrtaBeHUn npe3 oTvyeTHaTa
rogunHa.

Korato cToiiHOCTTa e npefocTaBeHa B HaTypa, cbliaTa ce oT4nTa KbM AaTara,
Ha KOsTO 6eHedUUMEHTLT A € Nony4un.

3.4. [OupeKTHM npenocTaBAHUSA Ha CTOMHOCT

®dn3MYECKOTO UNN HPUANYECKO NMLE, HAa YMEeTO MMe e OTKpuTa baHkoBaTa
CMeTKa, Mo KOATO ca NpexBbpIieHN NapuyHUTe CpeacTBa, ce cumTa 3a nonyyatenar
Ha npefocTaBeHaTa CTOMHOCT M TOM e 6bae ONOBECTEH.

AVpekTHNnTe NpefocTaBsHUA Ha CTOWMHOCT ce peructpupat B SAP 1 oT Tam
OmBaT NpexBbprieHN B CMCTEMATA 3a Npo3payHa oT4eTHOCT Ha AcTpa3eHeka. Crneq
TOBa, JaHHUTE ce CblfacyBaTt C oT4YeTHaTa kateropus cnopes Kogekca Ha EFPIA
3a onoBecTHABaHe.

3.5. KocBeHu npenocTaBsiHUA HA CTOMHOCT

3.5.1. KocBeHu npegocraBAHUA Ha CTOMHOCT ype3 TpeTn CTpaHn 3a KIMHUYHA
N3NNTBaAHUA

Korato pgapeHa TpeTa cTpaHa, ocurypsBalla ycrnyri, cBbp3aHn ¢ R&D
aKTMBHOCTW, gencrtBa OT MMmeTo Ha AcTpa3eHeka M npegoctaBs CTOMHOCT Ha
MEANLMHCKM crneunanucTn/agpaBHm opraHn3aumm, cblumMTe nonagart B obxearta Ha
OMoOBECTHABaHETO U ce oTyMTaT Ha 0bobLeHa ocHoBa B cekTop R&D, npu ycnosue,
ye TeXHUTE OEeNHOCTWU nonagaT B cpepata, geduHupanHa kato R&D.

3.5.2. KocBeHn npefoctaBsHUA Ha CTOMHOCT 4pe3  npodecuoHarnHu
opraHusaTopu Ha koHrpecu (PCOs)

CpepncrtBa, npegocTtaBsiHn Ha CbOUTKS Ypes3 npodecnoHanHM opraHm3aTopu Ha
koHrpecu (PCOs), kouto ca lNMony4aten Ha npegoCcTaBsAHUA Ha CTOMHOCT, creaBa
Aa ce cumtaT 3a KOCBEHW npeaocTaBsAHUA Ha CTOMHOCT. [NpepocTtaBaHMA Ha
CTOMHOCTM Ype3 NpodeCcMoHanH1M OpraHM3aTopyn Ha KOHIpecu ce gokKnageaT unm B
nonsa Ha  3gpaBHa opraHudauma (HCO) wnu B nonsa Ha [lonyyaten -
npodecrnoHaneH opraHmsatop Ha koHrpecu (PCO), ako 3gpaBHaTa opraHusauus
(HCO) e HewusBecTHa. ToBa Baxu M korato npodpecroHanHn opraHns3aTopu Ha
koHrpecu (PCOs) opraHunamnpat CbomTrsa No TsXHa MHULMATMBA UM NO UCKaHe Ha
3gpaBHa opraHmsaums (HCO).
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CpefctBa BbB Bpb3ka C pa3xoauTe, CBbp3aHu cbC CbOMTMSA, nnaTteHn ypes
npodecnoHanHn opraHmsatopu Ha koHrpecu (PCOs) B nonsa Ha ounsndeckn nuua
mMeanumnHckm cneunanuctn (HCPS), Tpabea ga ce onoBecTsiBaT Ha MHAMBMAOYanHa
nonMmeHHa 6asa kaTO KOCBEHW NpPenoCTaBsHUSA Ha CTOMHOCT Ha MEeAULNHCKM
cneunanuctn (HCPs) nnun B nonsa Ha lMNMonyyaten - npodecnoHaneH opraHmM3aTop
Ha KoHrpecun (PCO), ako meauumHckuaT cneuunanuct (HCP) e HewnsBecTeH.
OnoBecTaBaHNA Ha MHAMBMAYanHa noMmeHHa 6a3a U3McKBaT HaANEeXHo cbriacue;
KoraTo TakoBa Cbrrnacue He Moxe Aa 6bae ocurypeHo, CBbp3aHu nNpegoCcTaBsaHUA
Ha CTOMHOCTMU e 6baaT onoBecTABaHW 0000LLEHO.

3.5.3. KocBeHu npegocTtaBsHUsS Ha CTOMHOCT Yped HCO

KoraTo npegocTaBsHETO Ha CTOMHOCT B Mor3a Ha UHAMBMAOYaneH crneuyManuct
ce M3BbpLUBA KOCBEHO, Ype3 3[paBHa opraHusauus, u korato AcTpa3eHeka e
nony4yuna cbrnacve, cpeacteata Llie 6baaT ONoBEeCTEHN KaTo NpeaoCTaBeHn Ha
MeAMLNHCKNA CneumnanmucTt, CbobpasHo MECTHUTE HaCcoKM 3a ONOBeCTABaHe

3.5.4. KocBeHN npefocTaBsHUA Ha CTOMHOCT 4Ype3 Apyrn TpeTu CTpaHu 3a
ANarHoCTU4HU N nabopaTopHU ycnyru

AcTpa3eHeka HAMa OTHoWweHue KbM u3dbopa Ha HCPs unu HCOs, konto ca
n3bpaHn OT TPEeTU CTpaHU BbB Bpb3ka C MNPEeAOCTaBsAHE Ha OUArHOCTUYHU U
nabopaTtopHu ycnyru.

KoraTto TpeTu cTpaHu, NnpeaoCcTaBsALLMN OMarHOCTUYHN Unn nabopaTopHu ycnyru
OT nmeTo Ha AcTpa3eHeka, NpeaoCcTaBAT CTOMHOCT Ha MEeAULMHCKM CneumanmcTu,
AcTtpa3eHeka ce 3agbimkaBa ga nosioxn pasyMHn ycunus 3a cebupaHe Ha
NHopMaUUs 3a U3NNaTeHNTe CTOMHOCTU HA MEOULIMHCKUTE CneunanumucTn unm
opraHusauuu oT TpeTaTta CTpaHa 1 Aa npeaocrtasu MHgopmaums 3a Tesun
n3nnaTeHn ctonHocTn kato R&D.

3.5.5. KocBeHM NpeaocTaBsHUS Ha CTOMHOCT Ype3 ApYrv TPETU CTPaHu

Korato Tpetn nuua 6OuBaT HasHayeHM OT 3OpaBHA opraHuM3auus aa
opraHusupat/npoBegaT AgageHo cbbuTMe, Kato KpanHuAT ©OeHeduumeHT Ha
npeoocTaBeHOTO  noanomMaraHe Bce MNak €  34paBHaTa  opraHuMsauus,
nogromaraHeTo ce OrMoBecTsiBa KaTo [JadeHOo B Mon3a Ha Ta3uM 34paBHa
opraHmnsauusi. Korato cbbuMTMETO € OpraHn3npaHo OT MMEeTO Ha noBede OT efHa
3apaBHa opraHusaums, 6e3 pasnpegeneHneTo Ha cpeacTeaTa Aa € HaMbIHO SICHO,
CTOMHOCTTa Ce pa3aens NopaBHO MEeXAy BCUYKM 30paBHN OpraHmM3aLmu.
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Korato TpeTu nuua ca HasHadeHu oT AcTpa3eHeka 4a opraHM3upaT NbTyBaHETo
N HacTaHsIBAHETO Ha MeAMUMHCKM CreumanncT, KOUTo LWe NpeaocTaBaT YCryru
WUNn We yyacteaT B CEMUHaAPWU/KOHIpecK 1 ap., pasxoauTe We 6baaT onoBecTeHn
Ha UMETO Ha CbOTBETHUSA MeULIMHCKA CreLnanucrT.

Bcuukn gonbnHUTENHU aaMUHUCTPATUMBHM Takcu, cbOUpaHM OT areHumuTe, ca
N3KITIOYEHM OT OMOBECTABAHETO, Thil KATO Te He ca NPeaoCTaBsAHMSA HAa CTOVMHOCT B
nonsa Ha MeauUMHCKM cneunanucT Unu 3apaBHa opraHmMsauust.

3.6.MpepnocrtaBsAAHe Ha CTOMHOCT B Cly4Yall Ha YaCTU4YHO MocelleHue Unu
npu aHynupaHe

Korato gageH MeauMuUMHCKM crneumanuct/agpaBHa opraHusaums He ycrnee Aa
NPUCHLCTBa Ha CbOWUTME MNK NpU aHynMpaHe Ha CbOWUTMETO, CBbP3aHWUTE C TOBa
pa3xoau He ce OMoBECTABAT /Hanpumep pasxoauTe 3a aHynuMpaHe Ha XOTEeNCKM
pesepBauuM UNN HacTaHsiBaHe Apyrage/. B cnyyan Ha YacTUYHO nocellaBaHe Ha
cbbuTMeTO, LWe GbhaT onoBecTeHa eAMHCTBEHO TasWn 4yacT OT MpefocTaBeHaTa
CTOMHOCT, KOSITO € peariHo nosny4YyeHa u n3nonseaHa.

Korato AcTpa3eHeka TpsibBa Aa 3annatv Ha MeAULMHCKN crieuuanucT/3apaBHa
opraHvMsauusi Cymu 3a aHynupaHe CblflacHO OOroBop 3a ycryra Mo MnpuynHa Ha
aHYNMpPaHN MHULMATUBK UNN CbOUTKSA, TE3N CYyMK Ce OMOBECTSIBAT.

3.7. TpaHCrpaHM4YHU AENHOCTU
3.7.1. TpaHCcrpaHU4HU OEeNHOCTU

AcTpa3eHeka nonara BCUYKM YyCUNUS Oa YCTAHOBM M OMNOBECTHABA BCUYKM
npefocTaBaAHNA Ha CTOMHOCT B MON3a Ha MEOUUMHCKM crneumanuctu, 3gpaBHu
opraHusauun n NaumeHTCKU OopraHu3auun, Kouto ca 6asvpaHu 1 npakTukyBaT B
cTpaHa, npuena Kogekca Ha EFPIA 3a npaktukute. w/vnn gpyru TpaHcrpaHn4Hu
n3ncKkBaHMs 3a Nnpo3padyHocT. CTpaHaTa Ha ONoOBECTABAHETO ce onpeaens Ha 6asa
ajpeca Ha OCHOBHaTa MpakTuka Ha MeaWUMHCKUA creuuanucT unv agpeca Ha
perncTpauus Ha 3gpaBHaTa opraHusaums.

OnoBecTsaBaHeTO ce M3BbpLUBa JIOKalriHO, Ha WHTEPHEeT CTpaHuuaTta Ha
MeCTHOTO ACTpaSeHeKa OPYyXeCTBO, U Ha oTAelHa nnaTd)opma, KOrato ToBa €
3arierdarno Kato n3nmckBaHe Ha MeCTHOTO 3aKOHOOaTeJ1ICTBO UJTN KOOEKC.

4. CneuundunyHmn cbobpaxeHUs
4.1. YHuKaneH naeHtTudpukatop

AcTpa3eHeka onpenens yHuUKaneH WMAeHTUMUKATOp 3a BCEKM OMNOBecCTABaH
MEAMUMHCKMA CreuuanucT, 3apaBHa opraHvM3auus UnvM naumeHTcka opraHvsauus.
Toan naoeHTudUkaTop ce reHepupa ot Actpa3eHeka 1 ce M3nona3ea c Uen ga ce
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rapaHTupa, Ye TpaH3aKkuMMTe ce OMOBECTABAT HA MMETO Ha NPaBUHUS NosyyaTten,
3a Aa 6bae aBToMaTU3MpPaH NPoLECHT Ha CbOMpaHeTo Ha JaHHM 3a NPeaoCTaBsAHMUS
Ha CTOMHOCT 13 uana EBpona n oT apyru gpyxecTea B rpynaTta.

4.2. MepMUMHCKM cneumnanncT Ha cBoboaHa npakTuka

KoraTo MeOuMUMHCKMAT chneumanucTt € camMoHaeTo nuue U e  ydpeawurn
IOPUAMNYECKO NNLIE, HA KOETO TOW € COBCTBEHUK N eANHCTBEHO HaeTo nuue, Tol ce
cyMTa 3a M pasrnexaa kaTo 3apaBHa opraHusaums. B Tesn cnyyam He e
HEeo6XoAUMO CbrfacueTo Ha MeOUUMHCKUSA creumanucT 3a OroBecTABaHe Ha
[laHHUTE Ha PUANYECKOTO NnLIe, JOPU B HAMMEHOBAHNETO [a Ce CbabpXKaT NNYHK
AAaHHW Ha MeJULMHCKUA creumarnuct.

AKO MeOMUWHCKUAT crneunanuct e "camMoHaeTo" nvue, HO He e perucTpupan
tOpMAanNYecKo nuue, cneunanucTsT We 6bae TpeTupaH KaTo M3NYECKo NULE U e
ce npunaraT npaBunarta 3a 3aliMta Ha JIMYHUTE MY AaHHW.

4.3. OTCTpaHHBaHe Ha Nponycku B c1=6v|paHeTo Ha AaHHU

OTtuntame, Ye cMe yCTaHOBUIIM MPOMNYCK B NpoLeca H1N Ha cbOMpaHe Ha AaHHM
OTHOCHO NpPefoCTaBsHUA Ha CTOMHOCT KbM MEeAMUMHCKM crneunanucti nopagu
NPOMEHN BbB BbTpeLIHUTE HM BusHec npouecu. MponyckbT Belle ycTaHOBEH npes
aekemepu 2024 r. n Bb3OencTBneTo e cnabo, Ho HesabaBHO Gsxa npeanpueTn
noaxoasiLn MepKM 3a OTCTpaHsiBaHe Ha npobnema.

B ToBa ce BktouBa npeaocTaBsaHUS Ha CTOMHOCT, KOMTO He ca 06paboTeHn Ypes
KoprnopaTuBHa nnatdopma, WHTerpupaHa c (PUHAHCOBU cUCTEMU (Hanpumep
VEEVA, Cvent u gpyrn), n npeaoctaBsHUS Ha CTOMHOCT 3a YCNnyru, 3aKyneHu
ANpeKTHO Ypes areHuusi BCD. Tean enemMeHTn OT JaHHUTE HAMA Aa 6baat YacT oT
JaHHuTe 3a 2024 r., onoBeCTEHU B OTYETHUA UMKbN 3a 2025 T.

CbrnacHo npueTo pelueHne, HeobxoaMmuTe OaHHM Wwe O6baat cbbpaHn u
onoBecTeHn 3a nepuoga 2025 r. B oT4eTHMA UnKb 3a 2026 T.

5. YnpaBneHue cbrnacusita 3a onoBecTsiBaHe

5.1. Tlony4yaBaHe Ha cbrnacue

5.1.1. Cernacve Ha 3apaBHuTe opraHusaumm (HCO), npodhecnoHanHute
opraHusatopu Ha koHrpecu (PCO) n naumeHTckuTe opraHmsaumm (PO)

B Bbnrapus ctorMHoCTUTE, NpefocTaBeHu B Mof3a Ha 34paBHM OopraHuM3aumm
(HCOs), npogecnoHanHuTe opraHusatopu Ha KoHrpecu (PCOS) u naumeHTckuTe
opraHusauum (POs), busaTt onosecTtaBaHu 6e3 HeobxoaAMMOCTTa OT nosily4aBaHe Ha
TSAXHOTO Cbrnacue, Tb KaTo CbLUNTE Ca topuandecku nuua.
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5.1.2. Cvrnacue Ha megnuuHckuTte cneumanuct (HCP)

Ha MecTHO HMBO ca MOMOXeHN BCUYKM YCUMKS 3a NOCTUraHe Ha BUCOKO HMBO Ha
OMNoBecCTAIBaHe Ha nnallaHuATa, HanpaBeHM B MOn3a Ha MeaUUMHCKUTE
cneunanncTn, nNpu cbobpassiBaHe C M3UCKBaHUSATA Ha 3akoHa 3a 3awuTata Ha
NUYHUTE JaHHMW.

dopma 3a npegoctaBsHe Ha cbrnacne 3a obpaboTBaHe Ha NUYHUTE OaAHHU
BUHArn ce npegoctaBd Ha cboTBeTHUA HCP npum nbpBM aHraXmmMeHT C Hero.
CobrnacmeTto ce npenocraBs €QHOKPATHO M OO U3PUYHOTO My oTTernsiHe ot HCP
Bb3 OCHOBa Ha TOBa Cblflacue BCUYKM nocneaBalln nnawaHua KbM CbOTBETHUSA
HCP ce onoBectaBaTr wuHauMBmayarnHo. AKO He e npeaocTtaBeHO cbrnacue,
nnawaHuaTa kbm HCP ce onoBecTsiBaT Ha arpermpaHa ocHosa. B nocnegsauiu
aHraxunmeHTn Actpa3eHeka moxe ga npukaHn HCP, KouTo nbpBOHA4YanHo He ca
npegocTaBunuM cbrnacmMeTo cu, Aa obHOBAT n3bopa cu, ako xenaqr.

5.2. Cnyqau Ha OoTTernsiHe Ha Cbrinacue 3a onoBecTsiBaHe

CbrnacueTo 3a ornoBecTsiBaHe MoXe Aa 6be OTTerneHo no BCSKO BpeMe npeau
n cned nyGnukyBaHeTo Ha AaHHUTE.

- AKO cbrnacueto e OTTEerfieHo Mnpean OMOBECTSABAHETO, Ce CuyuTa, Ye
cbrnacue He e JadeHO U TOBa Ce OTpassiBa CbOTBETHO B cucTemaTa Ha
AcTtpa3eHeka,;

- B cnyyante Ha onoBecTsiBaHe Ha nnatdopma Ha AcTpa3eHeka, ako
CblnacueTo e OTTEerNeHo crnen onoBecTsiBaHeTo, NyOnMKyBaHUTE AaHHU ce
3anuyaBar, KaTo ce nyonnkyBa HOB OTYET, NPU KOWNTO NMNCBa MHAMBUAYANHO
OMNoOBEeCTSIBaHe 3a CbOTBETHMS MEeOULMHCKM CrieunanucT, a npegocTaBeHuTe
B Herosa nons3a CTOMHOCTM Ce OMNoOBecTsiBaT B 4acTTa C AaHHUTE Ha
obobLieHa ocHoBa.

5.3. WckaHus oT cTpaHa Ha nony4vaTtenuTe Ha NpeaocTaBeHa CTOMHOCT

NckaHmaTa nnm Bb3HMKHaNUTE CrMoOpoBe Ce ynpaBnsBaT Ypes3 CbhrnacyBaHe C
AcTtpa3eHeka Mo6BbN unu Apyro MapkeTUHroBO ApYyXecTBO Ha AcTpa3eHeka, ako
e NPUAOXKMUMO. CneumnaneH nmenn agpec (Global-Payment-
Transparency@astrazeneca.com) ce cb3aaBa 3a Lenute Ha komyHukaumnata c HCP
n HCO. AcTtpa3eHeka Lie ce cbobpassiBa C MMHUManHuTe CTaHAapTy 3a JaBaHe Ha
OTroBOp, KaTto MOemMa aHraXXMMeHT [a paspewn cnopa wnu ga nybnukyea
KopurmpaHaTa uHgopmauus B cpok ot 30 gHM OT nony4yaBaHe Ha CboOLLEHMETO 3a
Bb3HMKHanN cnop.

5.3.1. OTtTerngHe Ha cbrnacue
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WNckaHns 3a oTTernsgHe Ha cbrnacue ce manpaiiat 4o UMenn agpeca, NoCOYeH
no-rope, v we 6baat pasrnexgaHn B CbOTBETCTBME C NpoueaypaTa, npeasnaeHa
B pasgen 5.2 (Cnyyam Ha oTTernsiHe Ha Cbriacu 3a OnoBecTsiIBaHe).

5.3.2. Hecbrnacume c BepHocTTa Ha NyonmnkyBaHUTE AaHHM

B

cnyyante Ha HecCbllacne C I'Iy6]'IVIKyBaHVITe OaHHNn, MeguuMnHCKUTEe

crneuuanucT creisa aa M3npaTtar MUCMO Ha enekTPOHHWUA afpec, MOCOYEH Mo-
rope, CbAbpXallo onMcaHne Ha HeToYHoCTUTe. B pesynTarT Ha ToBa:

6.

6.1.

AKO HeTOYHOCTTa O6bAe NoTBbpAeHa OT MeCTHUSA ekun Ha AcTpa3eHeka,
Agetannute Mo KOpekumata W akTyanHuTe KOpUrMpaHu [daHHW 3a
nybnvkysaHe Wwe ObOaT nNpeaocTaBeHW Ha MeOVUMHCKUS crneuuanucT B
nnucmeHa goopma (rno Kypuep unm enekTpoHHa nowa). Cnea ToBa, CbriiacHo
npoueyparta, onnucaHa B pasgen 6.3, MeguLUMHCKUAT cneunanuct we 6bae
oCBeOMEH MNUCMEHO, Ye KopUrmpaHuTe gaHHu we 6baaT nybnukyBaHu.

B cnyyan, 4ye mecTtHnAT ekmn Ha AcTpa3eHeka He yCTaHOBM HETOYHOCTU B
ONOBECTEHUTE [aHHU, CbLUMAT We yBeAOMU MeAULUHCKUS cneuuanucT 3a
TOBa 3aKmo4veHme.

Bcnykun HeTouHOCTM B Ny6nMKyBaHUTE AaHHW, HE3aBUCMMO Aanu ca 06saBeHn
OT MEeAVLMHCKM Cneuuannuct, unu ca oTtkputn oT AcTpal3eHeka unm TpeTo
nmue, we 6vaaTt obpaboTeHn npu creaBaHe Ha npoleaypara, onncaHa B
TO3u pasgen (5.3.2).

CDopmynﬂ p 3a onoBecTsiBaHe

Mnatdopma

6.1.1. [lata Ha nybnukaumara

3a bbnrapus, gataTta Ha ny6nukyBaHeTO Ha JaHHUTE € He No-KbCHO 30 oHU, B
CbOTBETCTBUE C usnckBaHuaTa Ha ARPharM.

6.1.2. 3ana3BaHe Ha JaHHUTE

AcTpa3eHeka noaabpXa apxvB Ha OMNOBECTEHWTE [aHHW 3a nepuond oT
MUHUMYM 5 roguHu.

6.2.

E3uk Ha onoBecTsiBaHe

OnoBectaBaHETO Ha AaHHUTE € Ha 6'bJ'IFapCKI/1 €3UK.

6.3.

Mpernea npeau onoBecTsiBaHe
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AcTtpa3eHeka wWe onpegenu pdanv, U A0 KakBa CTENeH MeauuMHCKUTe
crneuvanucTi morat ga npernegart popmuTe Ha NpegocTaBsHe Ha CTOMHOCT, KOUTO
e 6baaT onoBecTeHn, npean nybrMkyBaHETO UM Ha cTpaHuuaTta Ha AcTpa3eHeka.

7. Pa3kpuBaHe Ha PpuHaAHCOBU AaHHU
7.1. Banyrta

OnoBecTaBaHETO Le ce n3BbpLluBa B 6bnrapcku nesa (BGN). MNpu TpaH3akummTe,
M3NCKBALLM KOHBEpTUpaHe Ha BarnyTaTta, M34YMCNSABaAHETO Ce WM3BbpLUBa Korato
TpaH3akumnata 6uBa BbBedeHa BbB (hMHAHCOBMTE OT4eTM Ha 6Gasa KypcoBseTe
onpepenexun B AZURE (Obwa pegpepeHmHa cpeda Ha Acmpa3eHeka). AZURE e
cuctemata, no koato AcTtpal3eHeka onpefgenss obMeHHWTE KypcoBe 3a BCska
BanyTa.

7.2. [aHbk pob6aBeHa ctonHocT (OAC) v apyru aaHbUM

N0C n gaHbuy Npy N3TOYHMKA Ca U3KMNHYEHN.
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