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

CobBMmecTHata pabota Mexay MeguumMHcKkuTe crneuuanuctv u  3apaBHUTE
opraHu3aumm oT MHOIo Bpeme € U3KITIUYUTENHO BaxkeH (PaKTop 3a Hanpegbka Ha
rpyXxnMTe 3a nauueHtTuTe W pas3paboTBaHETO Ha WMHOBATUBHU JIEKAPCTBEHM
cpenctea. MeguumHcknTe cneumanicTM U opraHM3auumTe, ¢ KOMTo Te paboTAr,
NpeaocTaBsaT Ha papmaueBTUYHaATA UHOYCTPUS LLEHHU M HE3ABUCUMWN E€KCNEPTHU
3HaHUSA, MNONYYEHN OT TEXHUS KIMHUYEH OMUT MU ONUTa B NIEYEHMETO HA Pa3fnNYHK
6onectn. Owe noseve, GBuaenkn rnaBHa U HENOCPeACTBEHA TOYKA 3a KOHTaKT C
naumeHTa, MeAMUMHCKUTE CchneumanucTu morat ga npenoctaBsaT 6e3ueHHu
€eKCNepTHM 3HaHUA 3a pesynTaTuTe OT NIeYeHMEeTO Ha NaumeHTa M OT HerosaTta
nHOuBMayanHa TepaneBTuU4Ha nporpama. OT cBOsi CTpaHa, TOBa HW nomara ga
aganTupame HawmTe NPoAyKTU KbM HYXAUTE Ha NaUWEHTUTE U MO TO3M HA4YuH Aa
nogobpsieame rpyxuTe 3a TaX.

MeguumHckuTe cneumanucTn n 3gpaBHUTE opraHuMsaumm Tpsbsa ga nonyyat
cnpaBeanuBO  Bb3HarpaxkgeHue 3a  ycnyrute, KOUTO  MNpedocTaBAT  Ha
dapmaueBTudHUTE mpmn. KogekcwT Ha EFPIA 3a npakTukuTe ocurypsisa TO4HOCT
M NpO3payHOCT B paskpuBaHETO Ha obxBaTa W CTOMHOCTTAa Ha onucaHaTta
CbBMecCTHa paboTa u e BaXkHa CTbMKa KbM U3rpaxaaHeTo Ha Nno-ronsiMo Josepue
Mexay hapmaueBTUYHaTa MHOYCTPUS, MeAnLUMHCKaTa OBLWHOCT 1 NaumeHTuTe.

B kayecTBOTO cu Ha urneH Ha ARPharM, u nbnHonpaBeH KopropaTMBEH YNeH Ha
EFPIA, Actpa3eHeka ("AZ") e Bb3npuena n3uano npMHUmMna Ha npo3pavyHoCT BbB
B3aMMOOENCTBMETO CU C MeauuuHckuTe cneumanuctn (HCPs), 3ppaBHuTe
opraumsaumm (HCOs) wn nauuweHTckute opraHmsaumm (POs) m Ha TAXHOTO
peructpypaHe M OnoBecTsiBaHEe B CbOTBETCTBME C BCUYKM MPUSTOXKMMU MECTHMU
N3NCKBaHMA 3a NPO3PaYvyHOCT.

CobGcTBeHnTEe NONUTUKM Ha AZ ca HambfHO NPUBEOEHUM B CbOTBETCTBME C
uenute Ha Kopgekca Ha EFPIA 3a npakTukute M B3aMMOOTHOLLUEHUA MeXay
dapmaueBTUYHaTa MHAYCTPUS M NMALMEHTCKATE OpraHum3auuun, Kakto U HeroBute
MecTHM nHTepnpeTaumn B Kogekca Ha EFPIA 3a onoBecTsiBaHe Ha NpefocTaBsHe
Ha CTOMHOCTM OT dpapMauEeBTUYHM KOMMAHUM Ha MEeOMUMHCKW crneumanuctm m
34paBHM OpraHM3aummM, HacO4YeHM KbM HacbpyaBaHe Ha €TUYHW M Npo3payvHu
B3aMMOAENCTBUA CbC 3OpaBHaTa OOWHOCT. Hawwute B3anmMogencteusi c
MEAMLUMNHCKM CneumanucTu, 3apaBHM OpraHM3aumm 1 naumMeHTCKM opraHmMsaumm ce
ypexaat oT ETnyHma kogekc Ha AZ v npugpyxasawmte rm MnobanHu ctangapTtu
Ha AZ, KOUTO M3NCKBAT Aa PbKOBOAMM BCHKa 4YacT OT GM3Heca cu NoYTEeHO M da
oTKa3BamMe ga AafeM WUnv MNoSlyYMM HsIKakBa LIEHHOCT, KOSATO MOXe fa 6bae
npegHasHayveHa unn moxe Aa 6bae Bb3NPUETO KaTO OKa3BaHE Ha HENPaBOMEPHO
BnusiHne. [lpo3padHata OTYETHOCT € edHa Bb3MOXHOCT 3a AcTpa3eHeka Oa
OEMOHCTPUpPa CBOS TBbPA aHFAXXUMEHT KbM LLEHHOCTUTE U MPUHUUNUTE 3arnerHanu
B Kogekca Ha EFPIA 3a npaktukute. wn gpyrm eBpOMENCKM WU3NCKBaAHUSA 3a
NpPO3pa4yHoCT.



LlenTa Ha To3u OOKYMEHT e Aa 6bae ACHO paskpuT NoaxoabT Ha AcTpa3eHeka 3a
onoBecTABaHe, Oa ObaaT O0OACHEHM HAKOW KNoYoBU AeduHuuMKM; Oa Gbae
npeacTaBeH 06XBaTbT Ha ONOBECTEHUTE AEWHOCTU, KaKTO U KIMYOBUTE eNeMEHTU
Ha npoleca Ha cboupaHe 1 oTYNTaHe Ha NoMyYeHUTe JaHHMU.

B 06wy nuHUKM, Tpn ca OCHOBHUTE MONOXEHUS, KOUTO XapaKTepunanpart Bb3npueTns
oT AZ, noaxoa;

(1) OT4eTHOCT Ha MeCTHUTE ApYyXKeCcTBa U permoHanHaTa KoHconuaauums

MecTHUTe gpyXecTBa HOCAT OTFTOBOPHOCTTA 3@ PErmcTpMpaHeTo Ha popmMuTe
Ha npegocTaBsHe Ha CTOMHOCT M 3a MOTBbPXAABAHETO Ha TOYHOCTTA Ha
npegoctaBeHMTe [AaHHW. PermoHanHoOTO pelleHMe 3a HavMHa Ha OT4yuTaHe
KoHconuaupa ¢opMmnTe Ha nNpenocTaBsiHE Ha CTOMHOCT U OcuUrypsiBa HyXHaTta
nocrnefoBaTenHoCcT U aBTOMATU3NPAHOTO MpocneasiBaHe Ha TpaHCrpaHUYHUTE
nnawaHma B rpaHuumuTe Ha EBpona. [pyrute TpaHCrpaHWU4HM MnawaHusa ce
Habnogasart ypes cuctemara 3a nnawaHe (CALL) nnmn pbyHo (ocTaHanarta yacT oT
ceeTa).

(2) CroTBeTCTBUE C MECTHUTE KOOEKCHU

OcBeH Mpu HanNMYUeTo Ha CTPOTU N 3a4bIMKUTENHN 3aKOHOAATENMHU U3UCKBAHNS,
MeCTHWUTe ApYXecTBa ca Bb3npuenu ususano Kogekca, 1.e. 6e3 kaksuto 1 ga 6uno
OTKIMOHeHus. BbB Bcsika cTpaHa AcTpa3eHeka Le ce cbobpasu 1 ¢ NpUnoxXnMmnTe
MEeCTHWUTE N3MCKBAHUA 3a onoBecTaBaHe. Bb3MOXHO € fa ce NosiBAT BapuaHTK (no-
cTporu oT npeasuaeHoTo B Koaekca), Unv OTKNOHEHUS (B CTpaHW, KbAEeTO nopaau
HSKOW 3adbIDKUTENHW HauuoHanHu pasnopenbu KogekcbT He moxe Aa 6bae
npunaraH ususano).

(3) EHO onoBecTsiBaHe 3a eAMH Na3ap — BKNOYBaWo BCUYKM hopMU Ha
CTOMHOCT, nNpeaAocTaBeHW [AUPEKTHO OT [ApYyXecTBO OT Trpynata Ha
AcTpa3eHeKka, unm Henpsako, uYpe3 TpeTu nuua, gencTBalWyM OT MMETO Ha
AcTtpa3eHeka.

JpyXecTBOTO, M3BBLPLUBALLO OMOBecTsiBaHeTo B bbnrapua e ,Actpa3eHeka
Bvnrapua“ EOO[.

3a bwnrapus, onosecTsaBaHeTO ce M3BbpLIBA Ha nogabpxaH oT AcTpal3eHeka
yebcant/nnargopma https://www.astrazeneca.bg/sustainability.html#ToV.
OnoBecTtABaHeTO Ce u3BbPLIBA W Ha BbHWHUSA yebcanT Ha AcTtpa3eHeka -
www.astrazeneca.com, pasgen ,YcronumsocT (Sustainability).

2. OJednHuumnn
21. Tony4aTtenu
2.1.1. JeduHuuma Ha meguumHckm cneymanuct (HCP)

[dedunHnumata Ha MmeguMUMHCKK cneunanucT B bbnrapus e:



MeauumHCKM cneuuanucT No cMmucbna Ha Kogekca e Bcekun oT N3bpoeHnTe: nekapu,
nekapu no geHTanHa MeauuuHa, MarucTbp-chapmaueBTy, MeOULMHCKA CEecTpu,
aKyllepku, MeauUUHCKU nabopaHTu, denawepu U NoMOLLHUK-bapMaLeBTn, Unm
BCSIKO ApYro nuue, KOeTo, B pamMKUTe Ha cBosiTa NpodecrMoHanHa AenHocT, uma
npaBo fOa npeanucea, 3akynyBa, cHabasBa, npenopbyBa MMUM agMUHUCTPUpPA
neKapcTBEeHN MPOAYKTU U YMATO OCHOBHAa MpaKTUKa, OCHOBEH NpodecuoHarneH
agpec Unu MACTo Ha perucTpaums e B EBpona.

3a wu3bsArsaHe Ha CbMHeHWe, OnpederieHMeTo Ha MeOULMHCKU creuuanuct
BKMNOYBA:

1. BCAKO ANBXXHOCTHO NMLE UK CAYXXUTEN Ha NpaBUTENCTBEHA areHums unv apyra
opraHusaums (B Ny6nuYHMS nnm YacTHUSI CEKTOP), KOETO MMa NpaBo Aa npeanuncea,
3akynyBa, cHabasaBa, npenopbyBa NN agMUHUCTPUPA NeKapCTBEHN NPOAYKTU U

2. BCEKU CNnyxuTen Ha KomMnaHus, YnaTo OCHOBHa AEMHOCT € Ha NpakTuKyBalll
MeAMLIMHCKN crneunanucr,

HO U3KITOYBA:
a) BCUYKM Apyru cnyxmtenn Ha KomnaHua no cmucbna Ha Kogekca u

b) Tbproeew, Ha egpo NNy AUCTPUBYTOPU Ha NEKAPCTBEHWN MPOAYKTU.

2.1.2. [JeduHuums Ha 3gpaBHa opraHmsaumna (HCO)

Onpep,eneHVleTo Ha 3paBHa opraHun3auuna B 5bnrapm;| e:

3opaBHa opraHusauust no cmucbna Ha Kopekca e Bcsika 3apaBHa
opraHusauus, MeAMLMHCKa UMW Hay4YHa opraH13auns Unu capyxeHue (He3aBncMmo
OT lopuamMyeckaTa WnM oOpraHuW3auMoHHa dopma), kaTo Hanpumep neyebHo
3aBefleHVe No cMucbna Ha 3akoHa 3a ne4vyebHUTe 3aBedeHus, doHaauus,
YHUBEPCUTET NN Apyra o6pa3oBaTenHa MHCTUTYLMS, TPOGECMOHANHO UMK HaY4YHO
APYXXeCTBO (C U3KIMIOYEHNE Ha OpraHn3aLun Ha NauMeHTMTe B pamKuTe Ha obxBaTa
Ha Koaekca 3a naumMeHTCKUTe opraHusaunm), YUMTO agpec Ha ynpasrieHme, MSCTO
Ha yypeasiBaHe UNn MbpBUYHO MSCTO Ha AelHoCT e B EBpona munu ypes koeTo eavH
NNy NoBeYe MeaULMHCKM CneumuannucT NpegocTaBsaT YCnyri.

2.1.3. JeduHuumsa Ha npodecroHaneH opraHusaTop Ha koHrpecu (PCO)

HOeduHuumaTta 3a npodecrmoHaneH opraHu3aTop Ha KoHrpecu (PCO) B
Bbnrapus e:



MpodecroHaneH opraHusatop Ha koHrpecu (PCO) e apyxecTtBo/dun3anyecko
nvue, Koeto umMa onuT B OPraHU3MpaHeTo W YNpaBfieHWETO Ha KOHrpecw,
KOHPepeHunn, cemMuHapy unm nogobHM CbOUTUA  (BCMYKM  HapeveHu
,Croutnga“).  lNpu npunaraHeTo Ha Te3nM Hacokum TbProBCKUTE AOPYKECTBa,
BKIIOYEHW B OpraHu3mMpaHe Ha TpaHCnopT (MbTHUYECKM areHumn) wunm
HacTaHsiBaHus (XxoTenn, 6aHKeTHN (PYHKLMKM B XOTENM U OpYri), HE Ce cunTar 3a
npodecnoHanHn opraHmsatopu Ha koHrpecu (PCOs).

2.1.4. [JeduHuums 3a naumeHTcka opraHmsauma (POs)
HdeduHuumaTa 3a naumeHTcka opraHmsauus (PO) B Bbnrapus e:

KOpunguyecko nuue/cybekT € HecTomaHcka uen (BKAYMTENHO BogellaTta
opraHuMsauusi, Nog YMSTO LWanka €), CbCTaBeHO NPEAUMHO OT NauMeHTn n/mnm
nvua, nonarawm rpuxa, KOeto npeacTaBnsiBa M/MnvM NoAKpens HyXxaute Ha
naumMeHTuTe U/MnNn nuuarta, nonarawim rpuwxun, N YMeTo cedanuile, agpec Ha
perncTpaumsi UM OCHOBHO MSICTO Ha M3BbpLUBaHE Ha AerHocT e B EBpona.

2.2. ®opmu Ha npepocTaBsiHe Ha CTOMHOCT

2.2.1. JapeHuna n rpaHToBE

ACTpaSeHeKa nognomara MeaAWUMHCKOTO WM  HAYy4YHOTO 06p330BaHVIe,
Hanpeabka Ha MeOULUNHCKUTE n Hay4YHUTEe nacnenBaHus, KaKTO n
3gpaBeona3BaHeTo U 340paBHUTE CUCTEMU 4pel q.)VIHaHCOBa nnn HquVIHaHCOBa
nogkpena Ha NnermtTuMHn N yTBbpaeHun opraHn3aumn.

ACTpaSeHeKa MOXe Oa nNpenocCtaBu TakaBa nogkpera 4ypes:

e  ®uHaHcoB npuHoc nnn CnoHcopcTBo (MNKn HapuyaHu owle MpaHToBE) B
nogkpena Ha: WHAUMATMBM B cdepata Ha obOpa3oBaHMETO Ha
MeAMLMHCKMTE CneumanncT, BKIOYMTENHO 06pa3oBaHme 3a 3apaBHUTE
CUCTEMW N NPAKTUKN; HA MEAULMHCKM UMN HayYHU U3CcneaBaHus Unm Ha
NnapTHLOPCTBA.

e [lapeHuss B nons3a Ha 34paBHM MMAW MAUMEHTCKUM oOpraHusaumm ¢
HecTonaHcka uen, wunuv 34paBHW, UNU NaUWMeHTCKM opraHuvsaumm oT
nNyGnnMYHMS CeKTop, NpeaHa3Ha4YeHn aa NoakpenaT TEXHUTE MUCUX UIK
OENHOCTM.

[apeHusaATta B nonsa Ha 34paBHWTE OpraHusauMu Morat ga ObaaT KakTo
napu4HK, Taka u gapeHus B HaTypa. [poayKToBUTE OAapeHus ce NpenocTaBsaT B
criyyamTe Ha CreLHOCT B HauuoHaneH mMawabd, KakTo U Npyu MeXOyHapoaHW Unu
pervoHanHu 6GeacTBus UNW NpW Opyrn crnyvanm Ha peanHa HeobxoammocT B
obnacTtra Ha 3gpaBeonasBaHeTo. [MpoayKTOBUTE OApPEHUs U CBbp3aHUTE C TSX
npouecu ca cbobpaseHn ¢ Hacoknte Ha CeBeToBHaTa 3apaBHa opraHusauus (C30)
3a JapsiBaHe Ha NeKapCTBEHW NPOAYKTU.



2.2.2. [loroBopun 3a CNOHCOPCTBO

AcTtpa3eHeka cnoHcopupa, C MHaAHCOBM WNNU HeMUHAHCOBM CPenacTBa,
3aKOHHM N YTBBbPAEHN OpraHM3aumn 3a MeAULMHCKO UM Hay4yHO obpas3oBaHune Ha
BbHLUHW 3aMHTEPECOBaHN NLa, oOpraHn3npaLum obpasoBaTenHn 1 Hay4YHn cCbouTna
(BKNOUMTENHO HE3aBUCUMWM KOHrpecu). TakoBa nognomaraHe uMMa 3a uUen ga
NMOBULLM HAy4YHOTO MM 0oBpa3oBaTENHOTO KAyYecTBO Ha CbbuUTUATa wW/vnn ga rm
nognoOMOrHe fNOMMCTUYHO B CrlydamTe Ha WMHUUMATMBM Ha CKPOMHW MecTa Unu C
He3Ha4YMTEeNHO rOCTONPMEMCTBO, B CbOTBETCTBUE C ETUYHUTE NPUHLNNK, CneaBaHn
oT AcTpa3eHeka. 3agbimkutenHnTe 4OroBOpu 3a CNOHCOPCTBO OMNMUCBAT HEroBUTE
Llenun, KakTo 1 3a KakBO criefBa Aa ce u3nonssaTt NnpeaocTaBeHnTe cpeacrea.

CI'IOHCOpCKVITe nakeTu mMorat ga BKMo4YBaT U NpoBeXaaHeTo Ha CaTesiMTHU
CMMNO3NYMUN N CNOHCOPUPAaHETO Ha NEKTOPK Unu npenogaBaTenn.

MoanomaraHeTo ce NpefocTaBs UMM OUPEKTHO Ha 34paBHaTa opraHusauus,
UM Ha opraHn3aTopa Ha CbOMTMETO, UK Ha TPETO Nuue, Ha3Ha4YeHo OT 3apaBHaTa
opraHusaums 3a opraHmsanpaHe M MNpoBeXaaHe Ha CbOTBETHOTO CbbuTMe. BbB
BCUYKKN Crydau NoAnomMaraHeTo ce OnoBecTHABa KaTo NpeAoCTaBeHO Ha 34paBHaTa
opraHunsauusi, KOSITO B KpanHa cMeTKa € 6eHedUUMNEHT.

Korato nognomaraHeTo B Nosida Ha 3gpaBHa OpraHu3aums BKNOYBa U pa3xoam
32 TPaHCNOpPT M HacTaHABaHe Ha MEeOUUUWHCKM crneumanucTtu no Bpeme Ha
y4acTMETO UM B HE3ABUCUMM KOHIPECU U KOHKPETHUTE cneumanmcTu, nonaeaium ce
OT Tasu nogkpena, ca Hem3BeCTHU, HanpaBeHUTe nnawaHua we 6baaT oTHeCeHU B
KaTeropuaTta "[JoroBopu 3a cnoHcCopcTBO", hopmynunpaHa ot EFPIA.

2.2.3. PerncrpaumoHHn Takcu

Kato uvact oT nopgkpenata, npefocTaBsiHa 3a MeAMLUMHCKO oby4veHue,
AcTpa3eHeka NoOkpuBa pasxoauTe 3a PEermcTpauMoHHM TaKCu 3a yyacTue Ha
MeOULMHCKN CneLmanncT B usbpaHn He3aBUCUMU KOHIPECH U, KOraTto MoMoLLTa ce
npefocTaBst Ha 3apaBHa OpraHnsauusl, TakaBa NoMoLY, ce NpeaocTaBs U 3a ApYru
obpasoBaTenHu/Hay4YHN CbOUTUS.

Korato nognomaraHeto ce npeaocraedA Ha 34paBHa OpraHun3auund,
ACTpaSeHeKa HEe B3MMa Yy4acTthne B M360pa Ha KOHKpeTHuTe MeaNUNHCKA
cneunanncTun.

Korato nognomaraHeTo € MpefoCTaBeHO Ha KOHKPEeTeH MeAULMHCKU
crneuunanuct, uenta e ga ce gage Bb3MOXHOCT Ha ferneraTtu (He noseye OT ABamMa
rOOULLIHO):
e [a npucbCTBaT Ha Mpes3eHTauuMm WNM Aa yyacTBaT B Hay4HUA oOMeH
CBbp3aH CbC 3HAYNUMK NPOMEHU U Hanpeabk B pa3paboTkaTa Ha NPOAYKTU
Ha AcTpa3eHeka WM Ha TaxHaTa ynoTtpeba, KakTo U 3a pasBUTMETO Ha
Hay4Hu nacneaBaHusa Ha Actpa3eHeka;

e 3a LenuTe Ha U3NbfHEHNE Ha AadeH AOroBop 3a ycnyrm



O6woTo npasuiio €, 4Ye BCUYKM CyMU Ce npesexpgar AOUPEeKTHO Ha
TpaHCI'IOpTHVITe/XOTeJ'ICKVI opraHmsaunn nnmn opraHn3aTopuTe Ha cbbuTtmero.

2.2.4. TTbTHM N XOTENCKN pasxoamn

B nopgkpena Ha HenpekbCHATOTO MeauuMHCKO obyyeHune, AcTpa3eHeka
nognomara 3gpaBHUTE OpraHusaumm u MeaUUMHCKUTE crneumanuctn  4pes
NnoKpMBaHe Ha pasxoguTe 3a NbTyBaHe W HACTaHsIBaHe Ha cneunanucTuTe no
BpeMe Ha yyacTMeto UM B K3OpaHM He3aBUCUMMU KOHIpecu u/vnu cpeLumn,
opraHumsvMpaHu oT AcTpa3eHeka, KakTo M 3a noAanomaraHe Ha 34paBHUTe
opraHusaumm BbB Bpb3ka C Apyr1 obpasoBaTenHu/Hay4Hn cbouTuS.

B onunceaHuTe pasxoau moraTt Aa ObaaT BKMNOYEHM pa3xoguTe 3a camMoreTHU
ounetn, 3a BNakoBu OWNETW, HaCTaHsIBAHE B XOTEN, TaKCUMETPOBU MPEBO3M,
aBTOBYCHU TpaHcdepn 1 ApyrM MbTHU pa3xoau.

Pasxoante 3a HazemeH TpaHcnopT (Hanpumep aBTOOYCEH UM TakCUMETPOB),
KOUTO Ca OpraHM3vpaHu 3a Lenu rpynu oT y4acTHULN, Ce ONOBEeCTABaT arpernpaHo
3a udanata rpyna, HO Korato yyacTBawuTe cneuvanuctu moraT ga Obaar
noeHTUruMpaHnun, cymarta ce pasaens 1 OrnoBecTsBa 3a BCEKM OT TSX.

2.2.5. XoHOopapwu 3a yCnyru n KOHCynTauumn 1 cCBbp3aHuUTe C TSX pasxoam

AcTpa3eHeka MOXe [ga aHraxupa MeaMuMHCKM cneuvanucT/3gpaBHa
opraHusaumsa/naumeHTcka opraHmsaumns 3a ycnyrm equHCTBEHO Npu Hann4meTo Ha
peanHa W nermMTMMHa HeobGXoAMMOCT OT TAX W ako  MeaUUMHCKUAT
cneumanuct/3gpaBHaTta opraHuMsaumsa/maumeHTckaTa opraHmMsaumsa npuTexasa
HeobxoaumaTta KBanuukaumna 3a NnpegocTtaBsHe Ha CbOoTBETHaTa ycrnyra. Takusa
ycnyrm ce 3annawart nog dopmarta Ha XOoHopap 3a ycnyra, onpegeneH no
cnpaBeanueaTta i nasapHa CTOMHOCT.

TakuBa ycnyru morat aa BKMo4BarT:

M3ka3BaHe Ha nnun npeacepatencTBaHe Ha cpelun/ceMnHapu/3acegaHns;
Ycnyru no oby4eHue;

Yyactne B KOHCYNTaTMBHU CbBETH;

MeguunHckn moHorpadum;

AHanua Ha gaHHu;

Pa3paboTBaHe Ha obpasoBaTenHn maTepmanu;

KoHcynTaumm ot o6u, xapakrep;

Ycnyrm, n3sbpLUeHN BbB Bpb3Ka C KOHIPECU Ha TPETU CTPaHy;
PeTpocnekTMBHM HEMHTEPBEHLMOHAHN NPOYyYBaHWS;

YyacTtne B nasapHu NpoyyBaHusl, Korato TakoBa yvyacTue ce 3annaiia n/mnm
ce U3ncKBaT cpeacTea 3a NbTHU pa3xoau. MnawaHusa 3a nogobHu ycnyru ce
onoBecTsiBaT e4MHCTBEHO ako AcTpa3eHeka 3Hae MMeHaTa Ha yyacTHuumTe
B CbOTBETHOTO Mas3apHO Npoy4yBaHe.



KaTo yact oT nucmeHus JoroBop 3a ycryru, CBbp3aHUTE C YCNyrute pasxoau
Morat Aa O0baat nnateHu u B TAX Aa ObAaT BKIIYEHU U pa3XxoanTe 3a CaMOSIETHM
6unetn, 3a BNakoBe, aBTOMOOUNN NOA HAeM, MbTHM TaKCW, TakCU 3a MapkupaHe,
TaKCUMETPOBM YCNyrn, aBTOOYCHM TpaHcdepU, XOTENCKO HacTaHsBaHe, pasxoaute
3a nonyyaBaHe Ha BU3n. Bcuyku pasxoam ce 3annawiaT ot AcTpa3eHeka OUPEKTHO
Ha [OCTaBYMLNTE HA TPAHCTNIOPTHUTE/XOTENCKM YCINYru, UM Ha OpraHM3aTopuTe Ha
cbbutneto (no  uenecbobpasHocT), wunu OmBaT BbL3CTAHOBEH  CpeLly
NpeaocTaBssHETO Ha CbOTBETHUTE NITATEXHN AOKYMEHTW.

2.2.6. UscneagBaHus u passorHa genHocTt (R&D)

Bcunukn dopmum Ha npegocTtaBsiHE Ha CTOMHOCT, CBbP3aHW C MiaHMpPaHeTO UK
NPOBEXOAHETO HA HEKMMHUYHW  U3creaBaHusa, KIAUHUYHKM  M3NUTBaHUS 1
HEWHTEPBEHUMOHANHW MNpoyyYBaHuda, peanuavpaHn oT AcTpa3eHeka wunuM oT
OopraHusaummn 3a KNUHUYHKU U3NUTBaHUS OT MMETO Ha AZ, KOUTO ca NPOCMNEKTUBHY,
ce pasrnexgaT kaTo dmHaHcupaHe Ha ,/3cneaBaHus U pa3BolHa AENHOCT” U ce
OMOBECTSABAT arpernpaxo.

PeTpoCneKkTUBHUTE  HEUHTEPBEHLMOHANHM  MNPOYyYBaHWS UMW  OpYru
n3crnedBaHusi, KOUTO He mnoanexaTt Ha ogobpeHne oT oduuManHUTE OpraHu
CbOoOpa3HO W3UCKBaHMWATA Ha MECTHOTO JIeKapCTBEHO 3aKOHOAATeNicTBO, He
nonanat B kateropusata R&D. dopmuTe Ha NpegocTaBsHe Ha CTOWHOCT, CBbp3aHu
C Te3n Npoy4yBaHus, Lie 6baaT OTYETEHN KaTo XOHOpapW 3a YCrnyru Ha MMEeTOo Ha
VHOVBUAYaNHWS nony4yaTen.

3. ObxBaT Ha onoBecTsiIBaHeToO
3.1. 3acerHaTtv npoayKtu

ACTpaSeHeKa € KOoMMaHusA, KOATO pa3pa60TBa MHOBATUBHU J1IEKapCTBEHU
NnpoAyKTHU, OTNyCKaHM nNO JiIeKapCKo npeanncaHne, wu B3aMMoOJencTeuaTa ¢
MeOUUNHCKUTE CI'IeLl,VIaJ'IMCTl/I/3ﬂpaBHVITe OpI'aHl/I3aLI,VIVI/I'IaLI,VIeHTCKMTe opraHnsauum
€ HaCO4eHO BbPXYy pa3BuTMEeTo M HacbpyYaBaHETO Ha pa3pa60TBaHeTo Ha
JleKkapcTtBa, OTNyCKaHM MO JieKapCKo npeanncaHune. CnepoBaTtenHo, Ha
onoBecCTdABaHe noanexart ednHCTBEHO (*)OpMVI Ha npenoctaBdaHe Ha CTOMHOCT,
CBBbpP3aHu C JiekapCTtBa, OTMYyCKaHU No J1eKapCKo rnpearnncaHue.

3.2. Uskn4eHun bopmu Ha npeaocTtaBsAHe Ha CTOMHOCT

3.2.1. Pasxogu 3a ,roctonpmuemcreo”

CovrnacHo uneH 10 Ha Kopgekca Ha EFPIA 3a npaktukute, pasxogurte
,FOCTONPUEMCTBO” HE CE OMNOBECTSABAT, ako Ca B CbOTBETCTBME C rpaHuuUuTe,
onpedeneHn oOT HauuoHanHata acouuwauusi. Actpa3eHeka npunara Teau
OrpaHMYEeHUss NOo OTHOLUEHWE Ha cpelumTe/ceMmHapuTe OpraHuaupaHn oT
AcTpa3eHeka, nopaan KOETO pasxoauTe 3a XpaHa M HaMUTKM ca M3KIHYEHMN.
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Bbnpeku ToBa, ako xpaHaTa 1 HanUTKUTE NpPeAcTaBnaBaT CblUecTBeHa U Heaenuma
yacT OT MpMHOCa KbM pasxoauTe 3a MpoBEXAaHeTO Ha CbOUTMETO WK
CMOHCOPCTBOTO, KAaTo YacT OT CMOHCOPCKUTE [IOrOBOPY CbC 3[paBHa opraHu3aums,
Te GuBaT BKNoYEHM B rpadpaTa MpuHOC KbM pa3xoam 3a CbouTus.

3.2.2. NHdopmaunoHHn un obpasoBaTenHu maTepuanu W nNpegMeTM C
MeOMLMHCKO npeaHa3HadYeHne

CvobpasHo wusuckBaHuaTa 3anerHanu B 4n. 17 Ha Kogekca Ha EFPIA 3a
NpakTuKNTe BbB (papmaueBTMyHaTa WHAYCTPUSA, nNpeameTutTe € MeaAUUMHCKO
npegHasHayeHne U uMHpoOpMauMoHHUTe/obpa3oBaTenHn Martepuyann He ce
onosecTtsBaT Korato "lpegaBaHeTo Ha WHMOPMaUMOHHM K obpasoBaTesiHU
mMaTepuanu ce paspeluasa npu ycnosue 4e: (i) "Te He ca ckbnu"; (i) ,ca npsko
CBbp3aHW C MNpaKTUKyBaHETO Ha MeauuMHCKa OeWHOCT Wunu AenHocTuTe Ha
dapmaueBTuTe”; 1 (iii) ,ca OT Non3a 3a rpmwxara 3a naumeHTuTe".

JocTtaBunum, Ha KOMTO ca NpeaoCTaBeHM CTOMHOCTU 4pes3 nporpamata Ha
Actpa3eHeka ,PaHeH poctbn“ (Early Access Program (EAP) wnu upes
,CBbp3BaLwiaTa nporpama“ (Bridging Program) ce cunTta, 4ye He nonagat B obxBaTa
Ha onoBecTaABaHeTo 3a uenute Ha EFPIA.

3.2.3. JlornctnyHm pasxogm

NorncTnyHute pasxognm 3a  cpewuTe/CeMmHapuTe, OpraHuavMpaHu  oT
AcTpa3eHeka (Hanpumep HaeMaHeTO Ha MOMELLEHUs, TEeXHMKa, nepcoHan), ca
n3kntoYeHn. Ho nognomaraHeTo Ha y4acTHULMTE, HanpUMep MbTHUTE M XOTENCKM
pa3xXxodu WM XOHOpapW 3a Npes3eHTauMUTe Ha MEAMUMHCKM Creuuanuctui, ca
BKIIOYEHM B CbOTBETHATA pasxodHa KaTeropusi.

3.2.4. [apeHus 3a 6naroTBOpPUTENHM N NALMEHTCKN OpraHn3aumm

Benukn (bOpMVI Ha npegocrtaBdHe Ha CTOMHOCT B norisa Ha opraHmnsauunun, KOUTo
He Ca 34paBHWN opraHn3aunn no CMUCbHI1a Ha Ta3n MeTOO0J10ITnA, Ca U3BBH obxsaTta
Ha ornoBecTdBaHe.

Bcnukn copmmn Ha npepoctaBsHe Ha CTOMHOCT B MONi3a Ha NauMEHTCKU
opraHusaummn nonagat B o6xBaTa Ha onoBecTsABaHETO cbrnacHo Kogekca Ha EFPIA
OTHOCHO  B3aMMOOTHOLIEHUATaA Mexay dapmaueBTUdHaTa UHOYCTpUS U
NauMeHTCKUTE opraHmM3auumn.

3.3. [Oara Ha npegocTtaBAHETO Ha CTOMHOCT
KoraTo cTtaBa gyma 3a nnailiaHe, CbLIOTO Ce OTYMTa KbM [aTaTa Ha HEroBOTO
n3BbpLUBaHe. BknoveHu ca n nnawaHuaTa HanpaseHu npes3 2023 r. 3a 4eNHOCTH,

peanusnpaHu npes 2022 r. B crnyyan Ha nony4yeHo cbhriacue 3a onoBecTaABaHe Ha
Te3n nnawaHusi, NocnegHoTo ce NpaBv Ha UMETO Ha NonyvaBawoTo nvue. AKo

11



TaKoBa Cbrracue He e fafeHo, NallaHeTo ce ONoBecTsBa Ha arpernpaHa OCHOBa
(0606LWweHo onoBecTaBaHe).

KoraTo npegoctaBaHMATa Ha CTOMHOCT Ce OTHACAT 10 MHOFOrOAMLLIHKN JOrOBOPY,
B OMOBECTABAHETO Ca BKMYEHW caMo Te3u, MpeaocTaBeHW npe3 oT4yeTHaTa
roguHa.

KoraTo CTOMHOCTTa € npefocTaBeHa B HaTypa, cbllaTa ce oT4nTa KbM gartara,
Ha KOATO 6eHeMULUMEHTLT S e nony4un.

3.4. [OupekTHM npeaocTaBsAHUA Ha CTOMHOCT

®dun3M4eCcKOTO UNK PUONYECKO NULE, HA YMEeTo MMe e OTKpuTa GaHkoBaTa
CMeTKa, N0 KOSITO Ca NpexBbprieHn NapuyHMTE CpeacTBa, Ce cunTa 3a nonyyatensart
Ha npegocTaBeHaTa CTOMHOCT U TOW e 6bae OonoBeCcTeH.

OMpeKkTHUTE NpeaoCcTaBsHMS Ha CTOMHOCT ce peructpupat B SAP n ot tam
GvBaT NpexBbplIeHN B cUcTeMara 3a npo3payHa ot4yeTHocT Ha AcTpa3eHeka. Cnepg
TOBa, JaHHUTE Cce cbrnacyBaT Cc oT4yeTHaTa kateropusa crnopepn Kogekca Ha EFPIA
3a ornoBecTsABaHe.

3.5. KocBeHu npegoctaBAHUSA Ha CTOMHOCT

3.5.1. KocBeHu npegocTaBaHUSA Ha CTOMHOCT Ypes TPETU CTpaHM 3a KINHUYHK
N3NUTBaHWS

Korato papeHa TpeTa cTpaHa, ocurypsisawia ycnyri, cBbp3aHm ¢ R&D
aKTUBHOCTK, AencTtBa OT MMeTO Ha AcTpa3eHeka M npefocTaBs CTOMHOCT Ha
MeAMLMHCKM cneumanncTu/3gpaBHu opraHnsauum, coblunte nonagaT B obxeaTta Ha
OMNOBECTSIBAHETO U ce oTumTaT Ha ob6ob6uieHa ocHoBa B cektop R&D, npu ycnosue,
ye TeXHUTe AENHOCTM nonagat B cdepata, aepmHnparHa kato R&D.

3.5.2. KocBeHn npegoctaBsHMS Ha  CTOMHOCT 4pe3 npodeCuoHanHu
opraHumsaTtopu Ha koHrpecu (PCOs)

CpeactBa, npegocTtaBsHU Ha CbOMTUA Ypes NpodbecMoHanH opraHn3aTopu Ha
koHrpecu (PCOs), kouTo ca lNonyyaten Ha npeaocTaBsiHUSA Ha CTOMHOCT, cneaga
Ja ce cuuMTaT 3a KOCBEHW MNpedoCTaBsAHUA Ha CTOWHOCT. [MpegocTtaBsHWs Ha
CTOMHOCTM Ype3 NpochecnoHaniHM opraHn3aTopmn Ha KOHrpecu ce JoknaaBaTt unm B
nonsa Ha 3gpaBHa opraHmsauma (HCO) wnmn B nonsa Ha [lonyyaten -
npodecuoHaneH opraHmnsaTtop Ha koHrpecu (PCO), ako 3apaBHaTa opraHusauus
(HCO) e HeusBecTHa. ToBa Baxu M koraTo NpodhecuoHanHu opraHu3aTopu Ha
KoHrpecu (PCOs) opraHmaumpat Cubutna no TaxHa MHMUMaTMBa UM No UCKaHe Ha
3apaBHa opraHusauusa (HCO).
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CpenctBa BbB Bpb3ka C pa3xoguTe, CBbp3aHuM cbC CbbuTKs, nnaTeHu 4vpes
npodecnoHanHn opraHnsaTtopu Ha koHrpecu (PCOs) B nonsa Ha dmsmyeckn nuua
mMeguumHcku cneuynanunctm (HCPs), TpsbBa ga ce onoBecTsaBaT Ha MHAUBMAYaNHa
noMMeHHa 0a3a kaTo KOCBEHM MNPefOCTaBAHWS Ha CTOMHOCT Ha MEeOULMUHCKM
cneumanmctn (HCPs) unun B nonsa Ha lNMonyyaten - npochecroHaneH opraHnsaTop
Ha koHrpecun (PCO), ako meaumuunHckuaT cneumanuct (HCP) e HensBecTeH.
OnoBecTaABaHUS Ha MHAMBUAYanHa noMMeHHa 6a3a n3nckBaT Hag IeXHO Cbrnacue;
KoraTo TakoBa Cbriiacve He Moxe Aa O6bae ocurypeHo, CBbp3aHu NpeaoCcTaBsaHUSA
Ha CTOMHOCTY LWe 6baaT onoBecTsiBaHN 0600LeHO.

3.5.3. KocBeHu npefocTtaBsHMs Ha CToMHOCT Ype3 HCO

KoraTto npenoctaBsHETO Ha CTOMHOCT B MONi3a Ha MHAMBMAOYaneH cneunanucT
ce M3BbpLUBaA KOCBEHO, Ype3 3[paBHa opraHuMsauus, u korato AcTpa3eHeka e
nonyymna cbrrnacuve, cpeacteata e GbaaT ONOBECTEHM KaTo NpeaoCTaBeHU Ha
MeaULIMHCKUSA cneLmanmncT, cbobpasHo MECTHUTE HACOKM 3a ONoBecTABaHe

3.5.4. KocBeHN npenocTaBAHMS Ha CTOMHOCT 4pe3 Apyrn TpeTu CcTpaHu 3a
ANarHoCTUYHM 1 NabopaTopHK yCnyru

AcTtpa3eHeka HsaMa oTHoweHue kbM n3bopa Ha HCPs unu HCOs, kouTo ca
n3bpaHn OT TpeTM CTpaHM BbB Bpb3ka C MpeaocTaBsHE Ha OUArHOCTUYHU U
nabopaTopHu ycnyru.

KoraTo TpeTu cTpaHu, NpeaocTaBsALLM ANAarHOCTUYHU U nabopaTopHM yCnyrn
OT MMeTo Ha AcTpa3eHeka, NpeaocTaBAT CTOMHOCT HA MEAULMHCKM CneunanmcTu,
AcTtpa3eHeka ce 3agbmkaBa Aa nosioxu pasyMHu ycunua 3a cbbupaHe Ha
nHdopmaums 3a U3nnaTeHUTE CTOMHOCTN HA MEOULIMHCKATE CNeLnanmncT nunm
opraHu3aumm oT TpeTaTta CTpaHa W Aa npeaocTaBn MHopMauns 3a Tesun
nannateHu ctonHoctu kato R&D.

3.5.5. KocBeHu NpegocTaBsHUS Ha CTOMHOCT Ypes apyrn TpeTU CcTpaHn

Korato TpeT nuua 6uBaT HasHayeHM OT 3[ApaBHA oOpraHusauus ga
opraHusupaT/mpoBeaat [OadeHO CcbOuTMe, KaTo KpalHUAT OeHedUUMEHT Ha
npeaocTaBeHOTO MoAanomaraHe Bce MNak €  3apaBHaTta  opraHusauus,
nognoMaraHeTo ce OMnoBecTsABa KaTo [adeHo B Mon3a Ha Tasu 3apaBHa
opraHusauus. Korato cbbuUTHETO € opraHnsMpaHo OT MMETO Ha noBedye OT eaHa
3[paBHa opraHusaums, 6e3 pasnpeaeneHneTo Ha cpeacTeaTa [ia € HanmbIHO ACHO,
CTOMHOCTTa ce pasgens NopaBHO MEXAy BCUYKM 3O0paBHU OpraH13aLum.
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Korato TpeTu nmua ca HadHa4yeHun oT ACTpaSeHeKa Aa opraHun3mpart NbTyBaHETO
N HaCTaHABaHETO Ha MeaMUMHCKM cneunanunctn, KOUMTo e npenoctaBAT yCnyru
nnn we yvyacrteat B CeMVIHapVI/KOHI'peCVI n ap., pasxogute e ObaaT onoBeCTEHU
Ha UMEeTO Ha CbOTBETHUA MEANLUMNHCKN Creunarincr.

Bcuukn gonbaHUTENHN aaMUHUCTPATUBHU TaKCH, C'b6MpaHVI OT areHuyunuTte, ca
N3KIMIOYEHN OT ONOBECTABAHETO, Thi KaTo Te He ca npeanocrtaBAHNA Ha CTOWHOCT B
non3a Ha MegnumnHCKM cneunanmnct nnn 3gpaBsHa opraHm3auud.

3.6.MpenocraBsAHe Ha CTOMHOCT B Cly4anM Ha YaCTUYHO MocelleHue Unu
npu aHynupaHe

Korato gageH mMeauvuuHCKM cheumnanuct/3gpaBHa opraHu3auus He ycnee ga
NpPUCHCTBaA Ha CbLOUTME UMM NPU aHynMpaHe Ha CbOUTMETO, CBbP3aHUTE C ToBa
pa3xoan He ce OMnoBecTABaT /Hanpumep pasxoauTe 3a aHynupaHe Ha XOTercKu
pe3epBauun UnNu HacTaHsBaHe apyrage/. B cnyyanm Ha YacTnyHO nocellasaHe Ha
cbbutneto, we 6baaT onoBecTeHa eOUHCTBEHO Tasu 4acT OT npegocTtaBeHaTa
CTOMHOCT, KOATO € peasiHo nosiydeHa 1 ns3nonssaHa.

Korato AcTpa3eHeka TpsAGBa Aa 3annatv Ha MeaULMHCKK cneuuanvcT/3apaBHa
opraHusauus Cymu 3a aHynuMpaHe CbINlacHO [OroBop 3a ycnyra no npuynHa Ha
aHynMpaHu UHULMATUBKU UK CbOUTUSA, Te3n CyMn ce OnoBecTABaT.

3.7. TpaHcrpaHU4HM fEeNHOCTH
3.7.1. TpaHcrpaHM4Hu OerNHOCTU

AcTpa3eHeka nonara BCUYKM YCUNUS da YCTaHOBM W OMNOBECTSBA BCUYKM
nNpeaocTaBssHUA Ha CTOMHOCT B MOM3a Ha MeOMLUMHCKU cneunanuctui, 3gpasBHu
opraHmsaumMm M nNauueHTCKM opraHmsaumm, Kouto ca 6asvpaHu U NpakTUKyBaT B
cTpaHa, npuena Kogekca Ha EFPIA 3a npaktukute. w/vnu apyrm TpaHcrpaHuyHu
n3nckBaHuA 3a npo3payvyHocT. CTpaHaTa Ha onoBecTsBaHETO ce onpeaens Ha 6asa
agpeca Ha OCHOBHaTa MpakTUKa Ha MeOUUUHCKMSA cneunanuct unuv agpeca Ha
perncTpauns Ha 3gpaBHaTa opraHusauums.

OnoBecTsaBaHeTO cCe M3BbpLlBa JiOKaliHO, Ha WHTEepHeT CTpaHuuaTta Ha
MEeCTHOTO ACTpaBeHeKa OPYyXecTBO, UK Ha oTAes1Ha nnachopma, KOrato ToBa e
3anerHano Kato UsmckBaHe Ha MeCTHOTO 3aKoHOAAaTeSICTBO UMK KOOEKC.

4. CneuundcdpuyHn cbobpaxeHus
4.1. YHukaneH npeHtudunkarop

AcTpa3eHeka onpefens yHuUKaneH MAEeHTUUKATOP 3a BCEKU OMOBECTABaH
MEOMLMHCKM CneumnanucT, 3apaBHa opraHM3aums Unn naumeHTcka opraHmusauus.
To3n naeHTUdMKaTop ce reHepupa ot Actpa3eHeka M ce M3nonsea c uen ga ce
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rapaHTMpa, Ye TpaH3akuMMTE Ce OMOBECTABAT Ha MMETO Ha NpPaBUIHUS MonyyaTen,
3a Aa 6bAe aBTOMaTM3MpaH NpPoLechT Ha CbOVMPaHETO Ha AaHHW 3a NPEAOCTaBSAHUSA
Ha CTOMHOCT 13 usana EBpona n oT gpyrv opyxecTea B rpynara.

4.2. MeAauUMHCKMX cneunanncT Ha cBo6oagHa NpakTuKa

Korato MeauuMHCKMAT chneuuanuct € CaMOHaeTo nuue un e ydpeann
ropnanyecko numue, Ha KoeTo TON € COBCTBEHMNK N €ANHCTBEHO HaeTo nuue, Ton ce
cinTa 3a WU pasrnexaga KaTto 34paBHa opraHun3auud. B Tesn cnyvyam He e
HeobXxoAuMO cbrnacnMeTo Ha MeAMUMHCKMS Cheuuanuct 3a OrMoBEeCTsIBaHe Ha
OJaHHUTE Ha lopnan4eckoTo nmue, 4opn B HaMeHOBaAaHMETO Aa Ce CbAbpiXKaT JINYHU
OaHHW Ha MeJUnUnHCKNA cneunarnmct.

AKO MeOVUMHCKMAT cneumanuct e "camoHaeTo" nuue, HO He e perucTpupan
PUOMYECKO NULE, cneumnanucTsbT We Obae TpeTmpaH kato onsndecko nuue 1 we
ce npunaraTt npasunaTa 3a 3awuTa Ha JIMYHUTE MY JaHHMW.

5. YnpaBneHue cbrnacusita 3a onoBectsiBaHe
5.1. TlonyyaBaHe Ha cbrnacue

5.1.1. Cbrnacne Ha 3apaBHuTe opraHudauum (HCO), npodecuoHanHuTe
opraHusaTtopu Ha koHrpecu (PCO) n naumneHtckute opraHunsaumm (PO)

B Bbnrapus cTonHOCTUTE, NpefoCTaBeHN B MOM3a Ha 34paBHM OpraHuM3auum
(HCOs), npodecmoHanHntTe opraHusatopu Ha KoHrpecu (PCOs) n naumeHTckute
opraHmsaumm (POs), buBat onoBecTaBaHn 6€3 Heob6XxoaAnMMOCTTa OT NosfiyvYaBaHe Ha
TAXHOTO Cbrnacue, Tbi KaTo CbLUMTE Ca pUaMYECKH nuua.

5.1.2. Cbrnacue Ha meguumnHckmte cneyunanuctn (HCP)

Ha MeCTHO HMBO ca NOMNOXeHN BCUYKN yCcunma 3a rnocturaHe Ha BMUCOKO HMBO Ha
onoBecCtdBaHe Ha nMNnawaHundaTa, HanpaBeHun B NoJida Ha MeOUUMHCKUTE
cneumnanncTun, npu C'b06p83ﬂBaHe C U3NCKBaHMATA Ha 3akoHa 3a 3almTara Ha
JINYHUTE OaHHWN.

dopma 3a npegocTaBsiHe Ha cbrnacue 3a obpaboTBaHe Ha NUYHUTE LaHHU
BMHarn ce npegoctaBa Ha cboTBeTHUA HCP npuv nbpBWM aHraXXMmeHT C Hero.
CobrnacueTto ce npenocTaBs €AHOKPATHO U 0 U3PUYHOTO My oTTernsiHe oT HCP
Bb3 OCHOBa Ha TOBa CbrflacMe BCUMYKM MocneaBally nnawaHus KbM CbOTBETHUS
HCP ce onoectsiBaT wHOuBMOyanHo. AKO He e MpedocTaBeHO cbriacue,
nnawaHuaTa kbM HCP ce onoBecTsiBaT Ha arperMpaHa ocHoBa. B nocnegsaium
aHraxmmeHTn Actpa3eHeka Mmoxe fa npukaHn HCP, kouto nbpBOHa4yanHoO He ca
npegocTaBunn CbrnacneTo cu, Aa 06HOBAT n3bopa cu, ako xenaqr.
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5.2. Cnyqau Ha oTTerNnsHe Ha Cbrjlacue 3a onoBecTtsiBaHe

CbrnacmeTo 3a onoBecTtsBaHe MOXe Aa 6bae OTTerneHo no BCSKO BpemMe npean
ncnen ny6r|vu<yBaHeTo Ha JaHHUTEe.

- AKO cbrnacueTo € OTTErfieHO Nnpean OroBeCTABaHETO, Ce cuuTa, 4e
cbrnacve He e AafeHO M ToBa Ce OTpassiBa CbOTBETHO B CMCTEMarta Ha
AcTtpa3eHeka;

- B cnyyaute Ha onosectdABaHe Ha nnaTtgopma Ha AcTpal3eHeka, ako
CbINacneTo e OTTErNEHO cref ONoBeCcTABaHETO, NyOnNnKyBaHMTE AaHHU ce
3anu4yaBart, kaTo ce nybnukyBa HOB OTYET, MPU KONTO NIMNCBA UHONBMAYATHO
OnoBecTsiBaHe 3a CbOTBETHUSA MeaULMHCKN CrieumanucT, a NnpeaocTaBeHnTe
B HeroBa nonsa CTOMHOCTU Ce OMOBEecCTsABaT B 4acTTa C JaHHMTE Ha
obobuieHa ocHoBa.

5.3. WUckaHusa oT cTpaHa Ha nony4yaTenuTe Ha npegocTaBeHa CTOMHOCT

NckaHuaTa unu Bb3HMKHaANUTE CNOpPOBE Ce ynpaBnsBaT Ype3 CbrracyBaHe C
AcTpa3eHeka obbn nnu gpyro MapKeTMHIroBo ApYyXecTBo Ha AcTpa3eHeka, ako
e NPUOXMUMO. CneunaneH nmenn agpec (Global-Payment-
Transparency@astrazeneca.com) ce cb3aaBa 3a Lenute Ha koMyHukaumsTa c HCP
n HCO. AcTpa3eHeka Lie ce cbobpassiBa C MMHMMarHUTe CTaHgapTy 3a AaBaHe Ha
OTroBOp, KaTo MOEMa aHraXxXMMeHT Aa paspewuv crnopa unv ga nybnukysa
KopurmpaHaTta nHdopmaums B cpok ot 30 AHM OT Nosfy4YaBaHe Ha CbOOLWEeHNEeTOo 3a
Bb3HWKHanN crop.

5.3.1. OTTernsHe Ha cbrnacue

WNckaHusa 3a oTTernsaHe Ha cbriacue ce uanpatiiaT Ao UMenn agpeca, nocoyeH
no-rope, v e 6bAaT pasrnexanaHn B CbOTBETCTBUE C Npoleaypara, npeasuaeHa
B pasaen 5.2 (Cny4yau Ha oTTernsHe Ha cbrnacu 3a onoBecTsaABaHe).

5.3.2. Hecbrnacue c BepHocTTa Ha Ny6rnMkyBaHUTE AaHHU

B cny4yamnte Ha Hecbrnacume C I'Iy6J'Il/IKyBaHl4Te AOaHHW, MeaUUUHCKUTE
cneunanncTh cneasa ga n3npartat nMcMo Ha eNekTpoOHHUA afjpec, Noco4YeH Mo-
rope, CbAbpXawo onnmcaHne Ha HeToO4YHOCTUTE. B pes3ynTtaTt Ha ToBa:

AKO HeTo4yHocTTa O6bae NOTBbPAEHA OT MECTHMS ekun Ha AcTpa3eHeka,
JeTannute no KopekuusiTa W akTyanHuTe KOpUrupaHu [OaHHW 3a
nybnvkyBaHe we Obaat npegocTaBeHU Ha MegUUMHCKUA cneuunanuct B
nMcMmeHa cpopma (No Kypuep unm enekTpoHHa nowa). Crieq ToBa, CbriacHo
npouenyparta, onncaHa B pasgen 6.3, MegUUNHCKUAT cneumanncT we 6bae
0OCBEeAOMEH NMUCMEHO, Ye KOpUTrMpaHNTEe JaHHU We 6baat nybnmkyBaHu.
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- B Cnyqaﬁl, 4ye MECTHUAT eKun Ha ACTpaSeHeKa He yCTaHOBU HETOYHOCTU B
onoBecteHunTe AaHHWU, CbWUAT We yBeaomMn MeanumHCKunAa cneunanunct 3a
TOBa 3aKrio4yeHune.

- Bcunykn HeToYHOCTM B Ny6nMKyBaHUTE JaHHU, HE3aBMCUMO Aanu ca 06siBeHu
OT MEeAMUMHCKN cneumanucT, unu ca oTkputu ot AcTpa3eHeka unm TpeTo
nuue, we 6baat obpaboTeHu nNpu crieaBaHe Ha npouegypara, onucaHa B
TO3u pasgen (5.3.2).

6. Popmynsap 3a onoBecTsiBaHe
6.1. [Tnatcopma

6.1.1. [JaTa Ha nybnukauusata

3a bvnrapus, gatata Ha ny6nMKyBaHETO Ha AaHHUTE € He No-KbCHO 30 toHK, B
CcboTBeTCTBUE C n3ancksaHmaTa Ha ARPharM.

6.1.2. 3anasBaHe Ha JaHHUTE

AcTpa3eHeka nogaobpXa apxuB Ha OMOBECTEHUTE AdaHHM 3a nepuog oT
MUHUMYM S rOAVHMW.

6.2. E3uk Ha onoBecTsiBaHe
OnoBecTaABaHETO Ha AaHHUTE € Ha ObNrapcku e3suk.
6.3. [pernen npeau onoBecTsiBaHe

Actpa3eHeka We onpegenn pganu, M OO0 KakBa CTeneH MeauLUHCKUTE
crneumanucT moraT ga npernegaT dhopMuTe Ha NpegocTaBsHE HA CTOMHOCT, KOUTO
e 6baaT onoBecTeHU, Npean Ny6nnMKyBaHETO UM Ha CTpaHuuaTa Ha AcTpa3eHeka.

7. PaskpuBaHe Ha (hHaHCOBU AaHHU
7.1. BanyTta

OnoBecTaBaHETO Lie ce m3BbpLluBa B 6bnrapcku nesa (BGN). Mpwu TpaH3akuuuTte,
N3MCKBALLM KOHBEPTUPAHE Ha BarnyTtaTa, M34YNCNSABAHETO Ce M3BbPLUBA KOrato
TpaH3akumsiTa 6uBa BbBeaeHa BbB (QMHAHCOBMTE OT4YeTM Ha Oas3a KypcoBeTe
onpeaenenn B AZURE (O6wa pegpepeHmHa cpeda Ha AcmpaS3eHeka). AZURE e
cuctemarta, no koAato AcTpa3eHeka onpegens oOMeHHUTE KypcoBe 3a Bcska
BanyTa.

7.2. [OaHbk po6aBeHa ctonHocT (OAC) v apyrm aaHbum

OOC n gaHbumM Npy N3TOYHUKA Ca U3KITHOYEHN.
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