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1. BBepeHue

Mopxopn A3 K packpbITUo MHopmauum

B3avmogencTeme C nNauMeHTCKUMU OpraHusauusimy, cneumanuctamum B obractu
MEOMUMHBbI WU OpraHM3auusiMn 30paBOOXPaHEHMS YyXKe [Oofnroe Bpemsi siBNsSeTcs
OBVKYLLIEN CUITON AN NOBbIWEHNS] YPOBHS MEOMLMHCKOrO 0BCNy>XMBaHMA NauMeHToB
N pas3BUTUSI MHHOBALMOHHON MeaWLUMHbI. [MauneHTckne opraHnsauumn, cneunanmcTtbl B
obnactn meguuMHbl U OpraHM3aumm 34paBOOXPAHEHUs, C KOTOPbIMK OHM paboTatoT,
aenarca ¢ paboTHWkamu  apMaueBTUYECKON MPOMBILWNEHHOCTU  LEHHbIMA - 1
HEe3aBUCMMbIMM 3KCNEPTHLIMU 3HAHMAMM, OCHOBAHHBLIMW HA UX KITMHUYECKOM OMbiTe U
onbITe neyeHus 3abonesanHnin. Kpome Toro, cneumanucTsl B 061acTv MeguumHbl vaile
OCTarnbHbIX KOHTAKTUPYIOT C NauMeHTamu, No3TOMy MOryT noaenutbes 6ecueHHbIMU
9KCMEPTHbIMWN 3HAHUAMU O pe3yrnbTaTax fiedeHMs NaUuMEeHTOB 1 O NPUMEHEHWM TON NN
NHOM Tepanuu. TakMe 3HaHWs MOMOratoT HaM Jydlle aganTUPoBaTh HaLly NPOOYKLUMIO K
noTpebHOCTAM MauMeHTOB W, Takum obpa3om, noBbiwWaTb OOWWA  YPOBEHb
MeLMLMHCKOro 00CNyXmMBaHuWs.

Cneumanuctbl U opraHM3auun 3gpaBOOXpPaHEHUss AOMMKHbI NonyyaTb CrnpaBeannByto
KOMNeHcaumo 3a Yycrnyrn, okasbiBaemble UMW apMaueBTUHECKUM  KOMMaHUAM.
dapmavueBTnyeCKass NPOMBILIIEHHOCTb Morna Obl NOMHOMpaBHO NoAAepXuBaTb
naumeHTCKMe opraHmsaumMm B UX AESATeNbHOCTM MO OOYyYEeHWU0 CBOWMX Y4YaCTHMKOB.
Kopekc Hapnexauwen npaktuku EBponenckon degepaunmn dapmMaleBTU4ecKkomn
npombiwneHHocTn n accoumaunn (EFPIA) obecneunBaeT TOYHOCTb M NPO3PAYHOCTb
NPV pacKpbITUN JAaHHbBIX O XapakTepe 1 CTeNeHn Takoro B3aMMOAENCTBUSA, YTO SBNAETCH
BaXHbIM LWIAroM Ha MNyTM K YKpenneHuwo [oBepuss Mexay paboTHMKamu
hapmaueBTMYECKOM MNPOMBILLNIEHHOCTN, YfeHaMuM MeAUUMHCKOro coobulectsa u
nauneHTamum.

KomnaHusa «Actpa3eHeka» («A3») aBnseTca yneHom Accouunaumm MexayHapoaHbIX
dapmaueBsTnyecknx npomssogutenen (AIPM) ©n  nonHonpaBHOW  KOMMaHWER-
yyactHukom EFPIA, ctpemuTtcs kK obecnevyeHnio npo3payHoCcTh B3auMOLENCTBUA CO
crneymanmuctTaMmm u opraHnsaumsaMm 3gpaBoOOXpaHeHNs], NaLMEHTCKUMM OpraHn3aunsamu.
Kpome Toro, komnauums A3 BbICTynaetr 3a To, 4TOObl MHGOpPMauUua O TakoMm
B3aMMoaencTBun cobupanacb u nybrnvkoBanacb COrfacHO BCEM MPUMEHUMbIM
nokanbHbIM TpeboBaHMAM MO 00ecnevYeHno NPO3PaYHOCTH.

MpyHUMnbl NoNUTUKM A3 MOMHOCTBIO COOTBETCTBYIOT uUensam Kogekca Hagnexailen
npaktukn EFPIA 1 ero nokanbHon uHTepnpetauun B Kogekce Hagnexailen npakTukm
AIPM, a uMMeHHO: HeobGXxoaMMOCTU COOEeNCTBOBATb B3aMMOOEWCTBUIO C oOpraHamu
34paBOOXPaHEHMsT B paMKax MPUMHUMNOB 3TUKM UK Mpo3padHocTu. Hawe
B3aMMOOENCTBME CO crneywanuctamm B obnactu MeOuuuHbl, OpraHM3aunamu
3[paBOOXpaHEHMs M NaUMEeHTCKUMKU OpraHusaumsamu pernameHtupyetca Kogekcom
genoson 3Tk A3, a Takke cooTBeTcTBylOWMMN [nobanbHbIMM CcTaHgapTamu,
cogepxawumm TpeboBaHne o TOM, 4YTOBbl BCA Halla KOMMepYeckasi AeATeNnbHOCTb
Benacb Ha OCHOBE MpuHUMNOB [OOPOCOBECTHOCTW, WCKMYaa nepegadvyy uwnuv
nosnlyyeHne Kakmx-nmbo LEHHOCTEN, paccMaTpuMBaeMbiX Kak 3roynotpebneHve
BNUSHMEM MW NpeAnonaratwLLnxX Hanmyme TakoBoro.

My6nukaums gaHHbIX B paMkax obecrneyeHns npo3pavyHOCTN — 3TO BO3MOXKHOCTb 4514
A3 npogemMoHCTpMpoBaTb MNPUBEPKEHHOCTb LIEHHOCTAM M NPUHLMNAM, 3ar0XeHHbIM
Kogekcom Hagnexawen npaktukn EFPIA, a Takke npoumnm eBponencknm TpeboBaHmam
no obecneyeHno NPO3payYHOCTH.
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3apadva HacTosWen MeToAOoNOrMYeckon 3arnmvcKM COCTOUT B TOM, UYTOObI OOBACHUTH
noaxoa A3 K packpbITUIO MHCpOPMALIMM U U3NOXNTb OCHOBHLIE OnpeaeneHnst, npeaMmeT
N COAepXXaHWe pacKpblBaeMbiX AaHHbIX, @ TaKKe KMYeBble 3M1EMEHTbI Npoueaypbl
cbopa n nybnmkaumm gaHHbIX.

B uenowm, nogxoa A3 k pacKpbITUO I/IHd)OpMaLWII/I XapaKkrtepunsyetTca TpemMda OCHOBHbIMU
npuHUnnamMmu:

(1) OTBeTCTBEHHOCTbL KOMMaHWUM, BXOASALWMX B COCTaB rpynnbl kKomnaHun A3, u
KOHCcoNnuaauus AaHHbIX Ha permoHaribHOM ypoBHe

KomnaHuu, Bxogsilme B cocTaB rpynnbl KomnaHuin A3, oTBe4varoT 3a cOop gaHHbIX NO
crny4asim ocyLlecTBrneHus nmmn nepegaym ueHHocten («IL)» n 3a npoBepKy TOYHOCTH
Taknx AaHHbIX. [ns KoHconuaauuu AaHHbIX MO cryvasM nepedayn LEeHHOCTEeN Ha
permoHanbHOM ypoBHe ncnonb3yeTcs TexHonorus, obecneynBaroLlas
cucTemMaTMyYecKMn 1 aBToOMaTUYeCKM COOP AaHHbIX O TPaHCTPaHUYHbIX MraTexax B
EBpone. C60p AaHHbIX O MPOYMX TPaHCrpaHMYHbIX MraTexax OCyLeCcTBnseTcs vyepes
nnatexHyto cuctemy (CLUA) nnm Bpy4Hyto (mpoune cTpaHbl Mmpa).

(2) CobniopgeHune nokanbHOro 3aKkoHoAaTenbLcTBa

Kpome crnyyaeB Hanuumss cTpormx u obsasaTenbHbiX K WCMOMHEHMIO 3aKOHHbIX
TpeboBaHui, TpeboBaHns Kogekca pacnpOoCTpaHATCA Ha KOMMaHWW, BXoAslMe B
cocTtaB rpynnbl kKomnauun A3, B NofHOM obbeme, T. e. 6e3 OTKIOHEHUIA OT HopM. B
Kaxxgon ctpaHe A3 GyaeT npuaepXxuBaTbCA NPUMEHMMbIX NOKanbHbIX TpeboBaHM B
OTHOLLEHUN PackpbITUst MHpopmaumn. [lonyCTmbl U3MEHEeHNA HOpM (B crny4vasix, korga
floKanbHble HOPMbl HOCAT Doree CTporMi xapakrep, Yem TpebosaHua Kogekca) nnm
OTKINOHEHMA OT HOpPM (B cry4yasx, Korda B CBSI3M C HanuuMeMm obs3aTernbHbIX K
WCMOSTHEHNIO TOCYAapCTBEHHbIX TpeboBaHun TpeboBaHusi Kogekca He moryT 6biTb
NPUMEHEHLI B MOJTHOM 00LEME).

(3) My6nukaumnsa oTAeNbHOro oT4YeTa ANA KaXA0M CTPaHbIl, BKIHOYaloLWero AaHHble
O chnyyvyasx nepefayyM LEHHOCTEM HamnpsiMyr Yepe3 HPUAUMYECKUX v,
npuHagnexawmx A3, unm KOCBEHHO Yepe3 TPeTbUX NUL, BbICTYyNarLWmMX OT UMEHU
A3

B Poccuun npeacraBnsatb 0TYeThl AOMKHbI Crieayoume opunanyeckue nuua:

000 «Actpa3eHeka PapmacboTuKana»

Anpec: Poccuiickaa ®egepaunsd, 123112, r. Mockea, 1-11 KpacHorsapaenckum npoesa,
aom 21, ctpoeHune 1, 30 atax.

PackpbiTne wuHdopmaumm B Poccum npousBoauTcsl Ha Beb-canWTe KOMMaHuu
www.astrazeneca.ru. Kpome T0ro, packpbitne nHdopmaumnmn npon3BoamTcsa B pasagene
«YcTonumBoe pasBuTME Ha BHewHeM Beb-cante AcTtpa3eHeka MO agpecy
www.astrazeneca.com.

2. OnpegeneHus
2.1. Nony4artenu

2.1.1. OnpepgeneHve TepMuHa «Cneunanunctbl 34paBooXpaHeHUa»

TepmuH «Cneuuwanuctel 3O0paBooxpaHeHusi» B Poccum  umeeT  cnepylollee
onpeaenexHue:

BJ2oUS7eIISY

CrtpaHuua 5


http://www.astrazeneca.ru/
http://www.astrazeneca.com/

Bpaun n npoune cneumanuctbl B 0611acTM MeAuLUMHbI, PyKOBOAUTENN MeAULMHCKUX
opraHusauumn, cneuywanuctel B obnactm capmaueBTukM (BKMOYAs anTeYHbIX
paboTHMKOB), PyKOBOOUTENN anTeYHbIX OpraHM3auun, a Takke npovvne crneunanucTbl,
npodeccmnoHarnbHas OeATeNlbHOCTb KOTOPbIX CBfi3aHa C  papmaueBTUYEeCKON
npoaykumMen N KoTopble B pamMkax Takon npodpecCuoHarbHON AeATerbHOCTU UMEIoT
npaBo Has3HayaTb, pPeKOMeHOoBaTb, npuobpeTaTb, OTNyCKaTb WU NPUMEHSTb
hapmaueBTUYECKYIO NMPOAYKLMIO.

2.1.2. OnpepeneHve TepMmuHa «OpraHusaumm 3gpaBooxXpaHeHnsa»

TepmuH «OpraHusaumMn 34paBOOXPaAHEHUsI» Ha TEpPpUTOpPUM WUMeeT crnegylollee
3HaYeHue:

Jloboe topuanyeckoe nuuo, Kotopoe (i) <dABnNsieTca  34paBOOXPAHUTENBHOWN,
MeOULMHCKON, (hapMaueBTUYECKOMW WM HayyYHOW accounaumen mnm opraHuvsauunen
(BHE 3aBMCMMOCTM OT OpraHM3auMOHHO-NPaBOBOM OPMbl), TakoW Kak OonbHMUA,
KnuHuka, OHA, YHMBEPCUTET WM WHOe obpasoBaTenbHoe YyypexaeHwe (3a
WCKITIOYEHMEM MALMEHTCKMX OpraHvM3auuni), MMeEoLEen HpUONYECKUA agpec, MEeCTOo
pernctpaumm nnm 0CHOBHOE MECTO OCYLLIECTBIEHUS OeATeNnbHOCTM B Poccuun, nnbo (ii)
KOTOpOE OKasblBaeT YyCryrm 4epes OAHOr0 MMM  HECKOMbKMX  CreunanucToB
34paBOOXPaHEHNA.

2.1.3. Onpepenenve TepmuHa «OpraHnsaTop KoHdepeHLUUn cneLmuanmncTos»

TepmuH «OpraHmsatop KOH(epeHUnin cneunanmucToB» Ha Tepputopumn Poccumn nmeet
crnepytollee 3HavYeHue:

OpraHnsaTtopom KoHpepeHUMin cneumanncToB SBMASETCHA topuanyeckoe/pusndeckoe
nnuUo, KOTOpOe CchneunanuaupyeTca Ha opraHuMsaumm un NpoBEeAEHUN KOHIPEecCoB,
KOH)EepeHUMIA, CEMUHAPOB MW aHanoru4HbIX MeponpuATUA (ganee MWMEHYTCS
«Meponpuatna»). B pamkax MNpuMMEHEHNS HacCTOsLWEN MHCTPYKUUK KOMMEpYeckue
KOMMNaHWK, KOTOpble MPUHUMAKOT yyacTMe B opraHusaumm npoesga (Typuctuyeckue
areHTcTBa) WNM nNpoXxuBaHus  (FOCTUHWUbBI, MUTaHWe B TrOCTUHWUAX W T.4.),
opraHusaTopamu KoHEepeHLUUI CneLmannucToB He NPU3HaoTCS.

2.1.4. OnpepeneHve TepMmuHa «llauneHTcKkas opraHmusaumsa»

TepmuH «lMaumneHTckaa opraHusauma» Ha Tepputopunm Poccum nmeeTt criegyrollee
3HaYeHue:

Hekommepuyeckass opraHusauusi, npeacTaBnslowas WHTEpecbl M NOTpeGHOCTU
NauMeHToB, UX CeMell W/MNU Nul, OCYLLECTBNSAKLWMX yXxod 3a nauuMeHtTamu u/wunm
NHBanNMaaMu.

2.2. Buabl nepeaayn LeHHoOcTeNn

2.2.1. ToxepTBOBaAHUSA U rPaHTLI

A3 okasbiBaeT nogaepkky B cdepax MeOULMHCKOro WM HayydyHoro obpasoBaHus,
MeANLUNHCKUX UMM HayYHbIX MCCnegoBaHUN, pasnUYHbIX CUCTEM 30paBoOOXpaHeHus, a
Takke B chepe AeATENbHOCTM MO OKa3aHUo NOMOLLM B Crlydae CTUXUNHbIX 6eacTeun,
NyTEM OCYLLECTBMNEHNA B OEHEXHOW M HaTypanbHon dopme nepegad LIEHHOCTEN B
nonb3y NPU3HaHHbIX NPaBOMOYHbIX OpraHn3aLmn.

BJ2oUS7eIISY

CrtpaHuua 6



A3 MOXeT OoKa3sblBaTb TaKyt NoaaepXKy criegyowmmm cnocobamu:

- BsHocbl Mnn cnoHcuMpoBaHue (ganee Takke MOXeT UCMOoNb30BaTbCHd TEPMUH
«paHTbl») B NOAAEPXKKY WHUUMATMB MO OOy4yeHuo  CchneumanvcToB
34paBOOXpaHeHnd, BKMOYas U3yvyeHme CUCTEM U NPaKTUK 34paBOOXpaHeHus, a
Takke B NOAAEPXKKY MEOULMHCKMX WKW  HaydHbIX wccrnegoBaHuni; nmnbo
napTHepPCTBO.

- [loxepTBOBaHMS B MOMb3y HEKOMMEPYECKUX OpraHunsauuin, rocyaapCTBEHHbIX
opraHusauui 3gpaBooOXpaHeHMs UNU NauMEHTCKUX OpraHmsaumin ¢ Lenbto
oKasaHus NOAAEPXKKN UX BraroTBOPUTENBHOM U NHOW AEATENBHOCTMW.

- WHdopmauusa o nobbix MHbIX MHBECTULMAX A3 HA MECTHOM YPOBHE B MOJb3Y
GnaroTBOpPUTENbHBIX U UHbIX HEKOMMEPYECKUX OpraHM3auun, He 3aHATbIX B
cthepe  3O0paBoOXpaHEeHUs  WuNM  He  SBAAIWUXCA  NaUMEeHTCKUMU
opraHusaumsmMmu, packpblBaeTcst OTAENbHO U, Takum ob6pasom, He BKITYaeTCs B
ny6nvkyemble AaHHbIE.

MoxxepTBOBaHWSA B NOSb3y OpraHn3auni 34paBoOXpaHEHUS MOTYT OCYLLIECTBIIATLCS Kak
B [ EHEXHOW, TaK N B HaTypanbHon dopme. lNpegocrtaBneHne npogykumm B Kadectee
NoXKepTBOBaHMS OCYLLECTBNAETCS B Crydae BO3HUKHOBEHMWS Ype3BblYaiHOW CUTyauun
B CTpaHe, B paMKax BeAeHUs1 MexayHapoaHOM Unu rocygapCTBEHHON AeATENBHOCTU MO
OKa3aHWIoO MOMOLUM B Criydae CTUXUMHBLIX GeOCTBMA UMK B MPOYUX CIyvasix OCTPOM
HeobXoOMMOCTM B TakMX MNOXepTBOBaHMAX B  cdepe  34paBOOXPaAHEHWS.
BnaroTBoputensHoe npegocTasneHne npoaykumm A3 n cooTBeTCTBYHOLME NpoLeaypbl
A3 cooTBeTCTBYIOT TpeboBaHuaM PykoBoACTBa MO NOXEPTBOBaHMAM MeOUKaMEHTOB
BcemupHon opranunsauumn agpaBooxpaHeHms (BO3).

2.2.2. CnoHcopcKkMe OoroBopsl

A3 okasbiBaeT, nyTem npedocTaBneHMss UMHAHCOBOM WM HemaTepuarbHON
NoAAEPXKKM, copencTaue NPU3HaHHbIM NPaBOMOYHbLIM opraHusaumsm,
OCYLLECTBALWMM MEANLNHCKOE UMM HayyHoe OOy4eHne CTOPOHHMX N, B paMKax
opraHusauum nnm nposegeHnsa nMmm obpasoBaTenbHbIX UM HAyYHbIX MEPONpUATUA (B
TOM YMCne HE3aBNCUMbIX KOHTPeccoB). Takoe cogencTBne HanpaBeHo Ha NOBbILWEHNE
KayecTBa HayuyHblX unn obpasoBaTernbHbIX MEPONpUSATUA  U/MAM  Ha OKa3aHue
noaaepXku Npu opraHn3auumn MeEponpUATUA Ha NoLwagKax ¢ YMepeHHOM CTOUMOCTbLIO,
UNN Ha OKa3aHWe NOAAEPXKM NyTemM OonnaTbl COMYTCTBYKOLMX MpeacTaBUTENbCKUX
pacxodoB B COOTBETCTBUMM C  aTudeckumm npuHuunammn A3. B obsasaTenbHbIX
CMOHCOPCKNX SOroBopax yKasblBalOTCA LieNb CMNOHCOPCTBA M CTaTbW NpeanonaraemMbixX
pacxogosB.

CI'IOHCOpCKI/le naketbl MOryT TaKXe BKNK4YaTb CcaTeJuyinTHble CUMNO3NnymMmbl U
CNoHCMpOBaHME BbICTyNawLLMX UK NMpenogaBaTeSIbCKOro cocrtaBa.

MNMepepnada  ueHHocTen  ocyuwectBnsetca  nNunbo  HanpaAMmyl  opraHusauumu
3QpaBooOXpaHeHnsi, NMbo opraHM3aTopy MEeponpUSATUS UMM UHOMY TpeTbemy nuuy,
Ha3Ha4YeHHOMY opraHusaumen 34paBoOOXpPaHEHUs AN ynpasneHus COOTBETCTBYIOLNM
MeponpusaTuem. Bo Bcex cnyvasax uHpopmaums o nepegade LeHHOCTEN packpbliBaeTCs
C YyKasaHMeM oOpraHu3auuMm 30paBOOXPaHEHMs, KOTOpas SBMSETCH KOHEYHbIM
BblirogonpuobpeTtaTtenem.

Ecnn okasbiBaeMoe opraHmsaunsam 34paBOOXpaHEHNA COAENCTBUE BKIOYAET B cebs
noaaepXkKy cneumanucToB 34paBOOXpPaHEHNst ¢ TeM, 4Tobbl obecneunTb Mx Npoesa u
pasMeLLeHme B pamMmKax y4acTus B HE3aBUCUMbIX KOHFpeccax, U Npu 3TOM CneumnanmncTbl
3[1paBOOXpaHeHMs, NonyyatoLLme Bbirody OT Takon NOAAEPXKKU, HE YKa3blBaKOTCS, TAkown

BJ2oUS7eIISY

CrtpaHuua 7



nnatex (nepegada ueHHocTen) oTHocuTca K kateropmm EFPIA  «CnoHcopckne
[0roBopbI».

2.2.3. PerucrtpauunoHHble coopbl

B pamkax okasaHuWsi nogaepkM HenpepbiBHOMY MeAMUMHCKOMY obpasoBaHuio A3
npeaocTaBnsieT NoaaepPXKKy creuuannuctam Unv opraHuM3auusM 34paBoOXPaHEHUS C
TeM, YTOObI MOKPbITb PACXOAbI CNELMANIUCTOB 34PaBOOXPaHEHUSI HA PErMCTPaLMOHHbIE
c6opbl, COBEPLUEHHbIE C LIENbo y4acTusi B 3GpaHHbIX HE3aBUCKUMbIX KOHrpeccax, a B
criydae okasaHusi MOAAEPXKKM OpraHvM3auusiM 34paBOOXPaHEHUS] - TaKkkKe B MPOYMX
obpa3soBaTernbHbIX/Hay4YHbIX MEPONPUATUSIX.

B cnyuyae okasaHua nogaepXKku opraHusaumsM 3gpaBooxpaHeHus A3 He yyacTByeT B
oTGOpe CrneLnanucToB 3apaBoOOXpPaHEHNS.

B cnyyae okasaHus nHaMBuayanbHOW NOAOEpPXKKM CaMOCTOSATENbHbIM crieuuanuctam
3[paBOOXpaHeHNs (He SABMAKLWMMCA PUANYECKUMU NULaMK) Takas noaaepXkka
OKa3blBaeTCA C Lenbko npenoctaBuTb generatam (He Gonee AByX YenoBek B rofd)
crneayoLme BO3MOXHOCTH:
e rocewaTb Npe3eHTauMm unm NnpMHMMaThb y4acTne B obMeHe Hay4HbIM OMbITOM
Mo CyLleCTBEHHO BaXHbiM pa3paboTkaM, MMEKLMM OTHOLLUEHME K NMPOAYKLMM
A3 nnn ee ncnonb3oBaHno, NMMOO K Hay4YHbIM UccnegoBaHuam A3, unum
o 0obecrneunTb 6onee KA4ECTBEHHOE OKa3aHWe ycnyr no 4OroBopam.

Onnata 3a nobylo opraHn3aTopckytd paboTy OObIMHO OCYLLECTBASIETCA HanpsMyto

nocTaBLUMKaM TPaHCMOPTHbLIX YCAYr W/Wnu ycnyr no pasmeLleHnio Unu opraHmsaTopy
npoesaa W/vnun pasmeLleHus.

2.2.4. [lpoe3n v pasmelueHune

B pamkax okasaHWsi NMOAAEpPXKU HenpepbiBHOMY MeauumMHckomy obpasoBaHuto A3
npeaocTaBnseT MoAAEPXKKY cneuvanuctTam U opraHusauusiM  34paBOOXpPaHeHUs,
HanpaBneHHYo Ha NOKPbITUE PAcXOd0B CMEeLManncToB 30paBoOXpPaHEHMS Ha Npoessa U
pa3smeLleHme, NOHECEHHBIX C LeNbio y4acTusi B M3bpaHHbIX HE3aBUCUMbIX KOHrpeccax
n/vnu BcTpeyax, opraHmM3oBaHHbIX A3, a B criyyae okasaHusi NoaaepXKkvM opraHn3aumnsm
30paBoOXpPaHEHMs - B NPOYNX 0GpasoBaTeribHbIX/HayYHbIX MEPONPUATUSAX.

Takme pacxogbl MOryT BKMuYaTb B cebs pacxodbl Ha MONb30BaHWE aBva- U
)KEeNe3HOOOPOXHbIM TPaAHCMOPTOM, pasMelleHMe B rOCTUHMLUAX, TakcW, aBTOOYCHble
TpaHcdepbl, a Takke NpoYme pacxodpbl Ha Npoes.

Pacxoabl Ha NepeBo3ky Ha3eMHbIM TPAHCMNOPTOM (Hanpumep, aBTobYCOM UMK Takch),
opraHvM3oBaHHble AN rPyNMnoBON NepeBo3kn U He NpeaHasHavYeHHbIe ANns KOHKPETHbIX
cneumanucToB 34paBOOXpPaHEHUs!, packpbiBaloTCA Ha OOLLEel OCHOBE, OfHAKO ecnui
NMIMYHOCTM  KOHKPETHbIX CMeuuanucToB 30paBOOXPaHEHUS W3BECTHbI, PacXofbl
yKasbIBaOTCA ANA KaXA0ro Takoro creunanvcTta oTaensHo.

2.2.5. [narta 3a ycnyru, KOHCynbTaLun U CONYTCTBYIOLLME pacxodbl

A3 npuenekaet aons oKasaHud ycnyr cneunanucta/opraHmsaumio
3[paBoOXpaHeHnA/NaUMEeHTCKY0 OpraHn3aumio, ecnun Ans 3Toro cyLecTByeT ocTpas u
npaBomMepHas Aenosas HeobxoanmocTb n ecnu COOTBETCTBYHOLLUN
crneuunanuct/opraHusaumnsa  3gpaBooxpaHeHus/nauneHTckas opraHusaums obnagaet

BJ2oUS7eIISY
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HeoGxoanmown KBanudukaunen 1 COOTBETCTBYET NPOYMM TpeboBaHMAM, HEOOXOAMMbIM
ANs oKasaHus ykasaHHbIX ycnyr. Takve ycrnyru onnadvMBalTcs No CTaBke nnaThl 3a
ycryry no cnpaBefiMBoi pbIHOYHOM CTOMMOCTM.

Takue ycnyrm MoryT BkntoyaTtb B cebs cnegytowlee:

- BblcTynneHus Ha BCcTpeyax, B TOM YMCNe B Ka4ecTBe npeaceaarens

- Ycnyrm no oby4yeHuto

- Yyactune B cOBbpaHUSAX KOHCYNbTaLMOHHbBIX COBETOB

- HanucaHvne meanumMHCKMX TEKCTOB

- AHanus gaHHbIX

- Paspabotka o6pasoBaTenbHbIX MaTepnanos

- ObLiee KOHCYNbTUPOBaHME/pekoMmeHaaunm

- Ycnyru, okasbiBaeMble B CBA3M C MPOBEAEHMEM KOHrpecca TPETbUM NIULOM

- PeTpocnekTBHble HEMHTEPBEHLMOHHbIE NCCeL0BaHS

- YyacTme B wWcCnegoBaHWSIX pPblHKA, €Criv Takoe yvacTue nogpasymeBaeT
KOMMneHcaumo n/unu pacxoabl Ha npoesa. PackpbiTue nHopmaumm no onnate
Taknx YCrnyr npoucxoamTt, TONbko ecnn A3 U3BECTHbl KOHKPETHble Nnuua,
yyacTBYHOLLME B UCCNEAOBaHUN pbiHKA.

B pamkax nucbMeHHoro [loroBopa O BO3ME3QHOM OKa3aHUWM YCINyr MOXeT
OCYLLIeCTBMATbLCS Onnata MMELMX OTHOLEHWE K [eny pacxXOofoB, KOTOpble MOryT
BKINOYaTb B cebs1 pacxofbl Ha NONb3oBaHME aBUa- U XXeNe3HOA0POXHbIM TPAHCMNOPTOM,
apeHy aBTOMOGUNEN, AOPOXHbIE NOLMMHLI, COOpbI 3@ NAPKOBKY, TakCcK, aBTODYCHbIE
TpaHcoepbl, pasMelleHne B roCTUHULE, a Takke Ntobble BM30OBble pacxonabl. Bce
pacxogbl onnaymBatoTca A3 nocTaBLUMKaM TPaHCMOPTHbIX YCRAyr Wunu ycnyr no
pasMELLEHMIO UMW OpraHmn3aTopamM BCTpeY (ecnu npuMeHnMo), NMbo Bo3meLlalTcs ¢
MCMONb30BAHMEM COOTBETCTBYHOLUMX KBUTAHLIMN.

2.2.6. WccnepoBaHusa 1 pa3paboTku

Bce cnyyanm nepepayn UEHHOCTEW, MMEKOLWME OTHOLUEHME K MMAaHMPOBAHUIO WIK
npoBeAeHnto A3 Unn KNMHUYECKUMIN NCCNefoBaTENBCKUMUN OpPraHM3aumsamMmn OoT UMEHN
A3 [OOKNMHUYECKUX MUCCNEAOBaHUN, KITMHUYECKUX UCMbITAHUA U HEUHTEPBEHLMOHHBIX
nccneaoBaHUn, KOTOpble SABMSKOTCA MPOCMEKTUBHBIMW MO CBOEMY XapaKkTepy,
paccmMaTpuMBalTCA KakK Cryyanm nepedadv LEHHOCTEN B paMKax WCCNeaoBaHWiA u
pa3paboTok, 1 MHpopmaLms N0 HUM pacKpbiBaeTcs Ha 06LLEeN OCHOBE.

PeTDOCI'IeKTI/IBHbIe HEMHTEPBEHUMNOHHbIE UCCNeaoBaHUA UMK nNpo4vune mnccrieaoBaHus,
I/IH(*)OpMaLI,VIFl Mo KOTOPbIM HE NpeacTaBnAeTCA opraHam BlnacTh CornacHo nokaribHOMY
3aKkoHOoA4aTeNbCTBY O JeKapCTBEHHbIX cpeacTBax, He noanagaktT noa Kateroputo
OeATerlbHOCTn no wuccrnegoBaHnaAM wu pa3pa60TKaM. |/|HCbOpMaL|,I/1$| no cny4yasav
nepegayun LLeHHOCTEN, UMEIOLLINM OTHOLLEHNE K TaKUM UCCNEeaOBaHUAM, pacKpbiBaeTCcA
KaK VIH(.bOpMaLI,VIﬂ O nnaTe 3a ycnyru c yka3aHmem MmMmeHn KOHKpETHOro nony4yarens.

3. Pamku packpbiTus nicpopmauum

3.1.Mpoaykums, B OTHOLIEHMU KOTOPOM [EeUCTBYHT TpeboBaHuA no
packpbITUiO UHhopMauumn

A3 npeacraenaeTt cobon KoMNaHui, CHOKYCUPOBAHHYIO HA HAy4YHOW AeATENbHOCTU U
paspabaTtbiBalolLyl0  MHHOBALUWMOHHbIE  NEeKapCTBEHHble  CpeAcTBa,  KOTOpble
OTMycKalTCA  TOMbKO N0 peuentaM; LUenb ee  B3aMMOAEWCTBMA  CO
cneunanuctTamu/opraHMsaumsMm  34paBoOXPaHEHNs/NAUMEHTCKUMU  OpraHn3aumsamm

BJ2oUS7eIISY

CrtpaHuua 9



3aknoyaeTcs B pa3paboTke U NpoaBMKEHUN NEKaPCTBEHHbIX CPEACTB, OTMyCKaeMbIX MO
peuentam. COOTBETCTBEHHO, PacKpbIBalOTCA AaHHble TOMbKO MO Cryyasm nepenaqu
LIEHHOCTEW, KOTOPbIE UMEIOT OTHOLLEHME K NTeKapCTBEHHLIM CPEACTBAM, OTMyckaeMblM
no pevenTtam.

3.2. [laHHbIe 0 nepepayve LeHHOCTEeN, He noasexaiime pacKkpbITUIO

BJ2oUS7eIISY

3.2.1. [NpeacraBuTeEnbCKME pacxoabl

CornacHo ctatbe 10 Kopekca Hagnexawewn npaktukn EFPIA, wvHdopmauma o
npeacTaBUTENBbCKUX pacxodax He packpblBaeTCcd B Criyyae COOTBETCTBUSA NUMUTaM,
YCTaHOBMEHHbLIM AENCTBYIOLEN B CTpaHe accouunaumen. A3 npuMeHsieT Takne NUMUThI
B OTHOLUEHUWN BCTPEY, OPraHn3yemMbix 1 cnoHcnpyembix A3, Takum obpasom, pacxogbl
Ha NUTaHMe N HanNUTKN He packpbiBatoTcsa. OgHako B criydae ecrnv NUTaHne U HanuTKu
COCTaBNAT HEOTHbEMIIEMYIO YaCTb B3HOCOB Ha pacxofbl, CBSA3aHHbIE C MEPONPUATUEM,
WM CMOHCUPOBAHMSA, OCYLLECTBIISIEMOrO COMMACHO CMOHCOPCKMM OOroBopam C
OpraHM3aumsiMm 30paBoOXPaHEHMs], pacxodbl HA MMTaHME U HaMUTKU PacKpbiBaKOTCS B
paMKax cBegeHu 0 B3HOCAxX Ha pacxoabl, CBsi3aHHbIE C MePOMNpUSATUEM.

3.2.2. NHdopmaLmnoHHble 1 obpasoBaTenbHble Marepuanbl;  13genus,
nosie3Hble B MEANLIMHCKON NPaKTUKE

CornacHo ctatbe 17 Kopgekca Hagnexawen npaktukn EFPIA, uHdopmaums no
n3genuaMm, nonesHbiIM AN MeAWUMHCKOW  NPakTUKW, Ang  cneumanucToB
3[paBoOXpaHeHnsl, a Takke No MHPOPMaLMOHHBLIM 1 obpasoBaTeNbHbIM MaTepranam
He packpbiBaeTcs, ecnu: «[llepegaya WHMOOPMALMOHHBIX UK  oGpasoBaTeNbHbIX
MaTepuarnoB paspelleHa Ha cnegyrowmx ycnosusx: (i) Takme martepuanbsl SBASIOTCS
«Hepoporumuny»; (i) nepepada TakMx MaTepuanioB MMeeT HenocpeacTBEHHOe
OTHOLUEHNE K MeauLMHCKON nnu dapmaveBTnyeckon npaktuke; 1 (iii) nepegadva takmx
mMaTtepuanoB MPUHOCUT MPAMYK MONb3y B cdepe MeauuMHCKOro obcnyxusaHus
nauneHToBY.

3.2.3. Pacxogbl Ha opraHmsaumio MEPONPUATUI

Pacxoabl Ha opraHv3auuio MeponpusTUid, MMelolmMe OTHOLLEHME K BCTpedvam,
opraHudyembim A3 (HanpymMep, apeHaa NoOMeLLEHUS, TEXHUYECKNE PacXxobl U pacXofbl
Ha nepcoHan), He packpbiBatoTcs. MNpy 3TOM cnyyam nepegayn LeHHOCTEN y4acTHUKaM,
HanpvMmep, okasaHue MoAAEPXKKM MO Mpoes3dy WM pasMeLLeHUo WUnu onnata ycnyr
BbICTYMatOLLMX CMeunanucToB 34paBoOXPaHEHNs], PACKPbIBalOTCS B COOTBETCTBYOLLEN
KaTeropum pacxomos.

3.2.4. [oxepTBOBaHUSA B 611aroTBOpUTENLHLIE N NALMEHTCKME OpraHu3aLmm

Mudbopmauua o060 Bcex cnydasix nepefaydnm LEHHOCTEM B OpraHuM3auuu, He
ABNAOLWMECH OpraHM3auusiMn 34paBOOXpPaHEHUsi, HEe paccMaTpuUBaeTCsl B paMKax
npouecca packpbiTust MHpopmaLmM N He packpbliBaeTcsl, HanpuMmep, MHopMauusa o
cnyyasx nepefadun LeHHoCTeN B 6r1aroTBOpUTENbHBbIE OpraHn3aunn.

NHudopmaunsa 060 Bcex cnydasix nepegayn LEeHHOCTEN B MaUMEHTCKME OpraHvM3aumun
noanexutT  packpbiTuio.  BbllwensnoxeHHoble  TpeboBaHMA  NpeayCMOTPEHbl B
Poccuinickom  kogekce Hagnexawen npaktukm MexayHapogHon —accouunaumm
Npoun3BoANTENEN NTEKAPCTBEHHbLIX CPEACTB.
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3.3. llaTtbl cny4yaeB nepeaayun LeHHOCTeN

Ecnu nepenaya ueHHocTen npeacTaBnseT cobon nnaTex, Aara nepeaayn LeHHOCTEN,
yKkasblBaeMass B OT4yeTe, COOTBETCTBYeT faTe onnatbl. Takke pacKpblBaeTcs
MHdopMaUMs 0 nnaTexax, ocywecTBrneHHbIX B 2021 r. 1 kacalwmxcs AeaTenbHOCTH,
oTHocsawenca Kk 2020 r. Ecnu nonydeHo cornacve Ha packpbiTve WHgopmauuu no
TakuMm nnatexam, TO Takasd MHGOPMaUUSA pacKpbiBAeTCs C yKadaHMEM KOHKPETHOro
nonyyaTens LueHHocTen. Ecnun cornacmne He Nony4eHo, MHpopMaUunsa packpbiBaeTCs Ha
obLen ocHoBe.

BJ2oUS7eIISY

Ecnn nepegaya uUeHHOCTEN oOcCyLecTBMASIETCA MO OONrOCPOYHbIM  [OroBopam,
pacKpbIBaOTCA TOMbKO Cryyan nepenayn LEeHHOCTEW, MMEBLUME MECTO B TeuyeHue
OTYEeTHOro roga.

Ecnu nepepaya LeHHOCTEN OCYLLECTBIISIETCA B HaTyparnbHOM hopme, Jata B oT4yeTe
COOTBETCTBYET AaTe NonyyYyeHUsa LeHHOCTU nonyvatenem.

3.4. Mpsaiman nepegaya LeHHOCTeN

dusmyeckoe Unu opugmdeckoe nuUo, ABnsoLLeecs BnagenbuemMm cyeTa, Ha KOTOopbIN
nepeBoadATCs [OeHeXHble CpeAacTBa, paccMaTpuBaeTCA Kak nonyvyatenb B pamkax
nepegayn LeHHOCTEN, U MHOPMaUNsa 0 HeM ByadeT packpbiTa.

[aHHble 0 criyyasx npsiMon nepegayvv LEHHOCTEN BHOCATCA B CUMCTEMY ynpaBreHus
pecypcamn SAP u nonagatoT B hpnHaHCOBYHO OTYETHOCTb A3 B pamkax obecnevyeHus
npo3pavyHocTu. [locne 9TOro Takme [AaHHble BKNHYAKTCS B COOTBETCTBYHOLLYHO
KaTeropuo packpbiBaemon nHpopmauum cornacHo TpedboeaHusm EFPIA.

3.5. Henpsimasa nepenaya LeHHOCTeEN

3.5.1. Henpsmasa nepegaya LEHHOCTEW Yepe3 TpeTbux JUL, B crhy4ae
OCVYLLIECTBNEHNS AeaTenbHOCTU Mo UccrneaoBaHuam 1 paspaboTkam

Ecnu Hekoe TpeTbe NWUO, OKasbiBatoLLee YCnyru NPUMEHUTENBHO K AEATENbHOCTU Mo
nccneaoBaHnaM U paspaboTkam, BbiCTynaeT oT umeHn A3 1 coBepluaeT Mpu 3TOM
nepefadvy LEHHOCTEN B Nomb3y CrneuuanncToB U opraHvM3auuii 34paBooXpaHeHunsl, To
TakMe crnyd4anm nepefadM LEHHOCTEW noafiexaT packpbiTUO, M OTYET MO HUM
npeacTaBnseTca Ha obllern OcHOBe C APYrMMW AaHHbIMKU MO WUCCMedoBaHusAM U
pa3paboTkam (ecnv COOTBETCTBYHOLLAA AEATENbHOCTb Takoro nvua noanagaeT nog
onpeaeneHve AeaTenbHOCTM No UCCNEAoBaHNAM U pa3paboTkam).

3.5.2. Henpsimasa nepegaya LIEHHOCTEN Yepes OpraHM3aumnmn 3gpaBooxXpaHeHns

Ecnn nepegada  UEHHOCTENM  OCYLLECTBNSIETCS  KOHKPETHOMY  Creunanucty
3paBOOXPAHEHNsI HE HAaNPSIMYHO, @ Yepe3 opraHM3aunio 3gpaBooxpaHeHns, n ecnu A3
nonyymna cornacue, uHOPMaUUa MO TakoMy Cry4val nepegadn LeHHOCTen
pacKpbIBaAeTCs C ykazaHMeM cneumanucTta 3gpaBoOXpaHEHNs COrfacHO PyKOBOASILLMM
npvHUMnNam fokanbHON accoumaumnn.

3.5.3. Henpsamasg nepepavya LLEHHOCTEN Yepe3 opraHmsaTopoB KoHdepeHuun
cneumnanucToB
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B3HOCbI Ha MeponpuaTUs 4Yepes3 OpraHM3aTopoB KOHdepeHUMn Ccneumanuctos,
KOTOpbIE B CBA3M C 3TUM CTAHOBATCS NofyvaTensimMm LEHHOCTEN, CYMTAOTCA KOCBEHHOM
nepegaden ueHHocten. [lepepaya LEHHOCTEN 4Yepe3 OpraHn3aTopoB KOHepeHuui
crneumanucToB packpbiBaeTcs B OTYETHOCTM NMMBO No HanmeHoBaHuo BeHedunumnapa-
opraHu3saLmm 3gpaBooxpaHeHus, nMbo, ecnmn TakoBas HEN3BECTHA — MO HAMMEHOBaHMIO
nony4arens-opraHusatopa  KOHEepeHuMn  cneumanucTtoB.  BblwensnoxeHHoe
NPUMEHSETCH, eCnu OpraHu3aTopbl KOH(EepeHUM CneumanucToB OCYLLEeCTBIAOT
opraHu3auuio MeponpuaTuin no cobCTBEHHOW WHuumaTuBe nnbo no obpalleHuto
opraHu3aumm 3gpaBOOXpaHEeHUS.

BJ2oUS7eIISY

OTYETHOCTb MO Y4aCcTUIO B CBSAA3AHHbLIX C MEPOMPUATUSIMU pacxodax, NepedyncnsieMbix
yepes OpraHM3aTopoB KOH(EPEHLMI CchneunanictoB B MOMb3y  OTAEMNbHbIX
CneunanucToB 30paBOOXPaHeHWs, noaaeTcs C pa3buBKOW Ha OTAENbHbIX NUL Kak
HenpsiMasi nepegada LEHHOCTEN crneumanuctam 34paBooXpaHeHusi, nubo, ecnu
cneumanucT 34paBoOXpaHeHUst HEM3BECTEH, C yKasaHueM norlyyYaTensi-opraHusaTopa
KOHbepeHUMin crneumanucToB. Ha OTYETHOCTb C yKasaHMeM OTAENbHbIX L,
HeoGxoQuMMO MonyyaTb Hagnexallee cornacue; ecnu ero mnonydYeHue sBnsieTcs
HEBO3MOXHbIM,  YKas3blBaeTCs  COOTBETCTBYHWLUIas nepedada  LEHHOCTEW B
COBOKYMHOCTMU.

3.5.4. Henpsmas nepegada LLeHHOCTEN Yepes NHbIX TPETbLUX ML

Ecnn TpeTby nvua HasHavalTCs opraHusauven 34paBOOXPaHEHUst AN yrpaBneHus
COOTBETCTBYIOLLMM MEPONPUATUEM U €CNM KOHEYHbIM BbIrogonpuobpeTtaTtenem B
pamMKax TakoW nepefayn LEHHOCTEN NABMSIETCA oOpraHu3aunst 34paBOOXpPaHEeHUs,
NHopMaLMsa NO TakUM CryyYasm nepefayn LEHHOCTEN packpbiBaeTcsi C yKkasaHuem
TAKOW  oOpraHuM3auMu 3gpaBooxpaHeHusi. Ecnu  meponpusTue  opraHuM3oBaHO
HECKONbKUMW OpraHu3aumsmMmn 3apaBoOXpaHeHUst 6e3 YeTKOro ykasaHusi KOHKPETHOro
pacnpefeneHusi, LEHHOCTb  pasdensieTca  Mexay TakMMu  opraHu3auusivMu
30paBOOXpPaHEHs! MOPOBHY.

B cnyyae npueneyeHus A3 TpeTbUX NuL, AN Oka3aHWs TPAHCMOPTHBIX YCYT U YCIyr no
pasMeLLEeHNI0  CreuManncToB  34paBOOXPaHEHWUsl, OKa3sblBalOLWMX  YCMAyrn  Wnu
nony4arLlmx noaaepkKy C Uenbio obecrneyeHus MNocelleHns MU MepPONpUSTUN,
MHopMaUMsa O TakuMx Cryyasx nepefayn LIeHHOCTEN pacKpblBAeTCsl C yKasaHuem
COOTBETCTBYHIOLLMX CMEeLnanncToB 34paBoOOXpaHEHMS.

Niobble OononHUTENbHbIE agMUHUCTPATUBHbIE COOpPbI, B3WMaemble PasnNYHbIMU
opraHvM3auusiMi, He pacKpbIBalOTCS, MOCKONbKY He MpeacTaBnstoT coboi cryyau
nepefayv LEHHOCTEN B NOMb3y CNeumanncToB U opraHn3aumin 34paBooXpaHeHus.

3.6. Mepenaya UeHHOCTEN B crny4vyae 4YacTUYHOrO MOCELUEHUS UNIU OTMEHbI
MeponpuaTus

Ecnun cneumanuct/opraHmsaums 3qpaBoOXpaHEHUs1 He MONlyYaeT Bbirodbl B CBSI3W C
HEesIBKOW UM ¢ OTMEHOW MepONpUSATUS, COOTBETCTBYIOLLME pacxobl HEe packpbiBaloTCs
- Hanpumep, pacxodbl, CBsi3aHHble C OTMEHON OpPOHMPOBAHUSI B TOCTUHWULE WU
pasMelleHusi. B cnyyae 4acTMYHOrO NOCELLEHUsI PacKpbiBAETCS TOMbKO MOfyYeHHas
BbIroaa.

Ecnn  cormacHo  pgoroBopam  Ha  okasaHue  ycnyr A3 ynnauuBaet

crneumanuctTam/opraHusaumsiM 34paBooxpaHeHns coopbl 3a OTMEHY B CBSA3M C OTMEHOW
MEpPONPUSTUIA, TaKNe NiaTeXn packpbiBaOTCS.
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3.7. TpaHcrpaHM4yHasa AeaTenbHOCTb

A3 npunaraeT MakcumarsbHble YyCUnus ¢ Lenblo cobpaTth U packpbiTe AaHHbIE 060 BCex
cnyyasx nepefgayv LEeHHOCTEN cneumanuctam M opraHm3aumsam 34paBoOXpaHeHus], a
TaKke NauneHTCKMM opraHvM3aumnsimM, OCHOBHOE MECTO BEAEHMUS AeATENTbHOCTU KOTOPbIX
HaxoguTCca B CTpaHe, B OTHOLUEHMM KOTOpOW npumeHsitoTca Tpebosanus Kogekca
Hagnexawen npaktukn EFPIA wwnn ppyrme TpeboBaHua no obecnedveHunto
NPO3PayYHOCTM MNPV BEAEHUWN TPaHCTPaHW4YHOW AeatenbHocTM. CTpaHa packpbITus
MHopMaumm onpeaensieTca Ha OCHOBaHWWM AaHHbIX 06 agpece OCHOBHOro Mecrta
BeAEHVA OeATEeNnbHOCTU cheuuanucta 3gpaBooxpaHeHnss u o6 agpece perncrpaumm
opraHu3auuun 34paBoOOXpPaHEHUS, a TaKkKe NaLUNEHTCKOM opraHu3aumnm.

BJ2oUS7eIISY

PackpbiTne mHOpMauuM NMPOUCXOAMUT Ha foKanbHOM ypoBHe: nNnbo Ha Beb-canTe
KaXKQoM 13 KOMMNaHUKM, BXOASALWMX B cOCTaB rpynmnbl Komnanuin A3, nnbo Ha oToenbHON
nnatdopmMe Onsi packpbiTvsi, NPeayCMOTPEHHON rocygapCTBEHHbLIMU TpeboBaHUAMM
WUNU 3aKOHaMMW.

4. Ocobble Bonpochbl

4.1. YHuKanbHbIN naeHTucuKaTop CcTpaHbl

A3 npucsanBaeT OAUH YHUKaNbHbIN MAEHTUMOUKATOP KaXKAOMY CNeunanucTy U Kaxaon
OopraHu3aumm 3gpaBoOXpaHeHus], a Takke NaUneHTCKON opraHnsaunmn, nHdopmauus no
KOTOpbIM packpbiBaeTcs. Takon ngeHTudmnkarop reHepmpyetcst A3 n ncnonb3yeTcs s
TOro, 4YToObl MpW packpbITUM MHGOPMaUUK obecnevnTb NPaBUITbHOCTbL YKa3aHUs
TpaH3aKUMI1 N0 KOHKPETHBIM nony4vatensam, 4Tobbl obnerdnts npouecc céopa AaHHbIX
no crny4asm nepefayv ueHHocten B EBpone u no gpyrMm KomnaHvsiM, BXOASALWMM B
cocTaB rpynnbl komnaHmim AS.

4.2. Cneunanuctbl 34paBOOXpPaHEHUsl, 3aperncTpupoBaHHble B KayecTBe
ropuanvYecKnx nuy

Ecnu camosaHnaTbI cneunanuct 30paBOOXpaHEeHNA 3aperncTtpupoBaH B KadecCcTBe
ropunanyeckoro nuuda, KOTOpOE€ COCTOUT TOJIbKO WMU3 TaKoro cneunanncrta
30paBoOOXpaHEHNA, TO Takoe punan4vyeckoe Nmuo paccMmatTpuBaeTCcA Kak cneunanmcr
30paBoOOXpaHEHUNA U, B COOTBETCTBUN C peKoMeHOaundamMmm no obecneyeHunto 3almnThl
OaHHbIX, B €ro OTHOLLUEHNW npoaoinKaeT nencTeoBaTb Tpe6OBaHVIe O npeaoctaBlieHnn
cornacusa.

Ecnu cneumanuct 3apaBoOXpaHEHUst ABNAETCA CaMO3aHSATBLIM, HO HE 3aperMcTpmMpoBaH
B KayecTBe lOpMOUYECKOro nuvua, TO OH paccMaTpuMBaEeTCsl Kak CaMOCTOSATENbHbIN
cneumnanucT 34paBoOXpaHeHs], He ABMNSALWNIACS PUANYECKAM FTULIOM.

5. YnpaBneHue cornacusamm

5.1. C6op cornacumn
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5.1.1. Cornacue OopraHmaaLum 30paBOOXPaHEHUS, opraHmsaTtopa
KoOHdepeHUM cneuyannucToB 1 NaLueHTCKON opraHmsaumm

B Poccun wnHdopmauus no opraHuMsauuam  34paBOOXpPaHEHusi, opraHuMsaTtopam
KOHg)EepeHUMIA CMeumanucToB M MauuMeHTCKMM OpraHusaumsiMm packpbiBaeTcs 6e3
Heob6XoaNMMOCTIN NOMyYEHMs Cornacus, T. K. OHW SIBNAIOTCA HOPUANYECKAMN NULLAMMN.

BJ2oUS7eIISY

5.1.2. Cornacue cneuvanucra 3gpaBooxpaHeHus

Ha mecTHOM ypoBHe Obinu MpeanpuHSTHl BCe ycunus aAns obecneyeHnss BbICOKOro
YPOBHS  pacKkpbiTUs MHopMauuM o nnatexax B MNOMb3y  CneuuanucToB
30paBOOXPAHEHUs, SABMAIOLIMXCA HUINYECKMMM NULAMW, C OOHOBPEMEHHbLIM
cobntoaeHnemM TpeboBaHUin B OTHOLLIEHUM 6Ee30MacHOCTM AaHHbIX.

Mpun 3akno4eHnn Nepeoro Aorosopa OT creuuanucTa 3apaBooxpaHeHuss TpebyeTcs
cornacue, KOTOpoe OCTaeTcs OeNCTBUTENbHbIM Afs AOroBOpHbIX 06A3aTenbCTB B
TeyeHue roaa cpoka, Ha KOTOpbI OHO AaHo.

[laHHble O cneumanucTe 34paBOOXpPaHEHMSI MOryT ObiTb PacKpbiTbl TOMbKO Mocne
Nony4yeHnst cornacusi oT Takoro cneuuanucta. B cnyyae HenonyyeHust oTBeTa OH
cyMTaeTcs oTpuuaTenbHbIM U aHHbIE PacKpbIBaOTCS Ha 0bLLEel OCHOBE.

5.2. Mpoueaypa oT3bIiBa corfacusa nosyyarens

Cornacne Ha packpbiTue MHOpPMaLUUN MOXET OblTb OTO3BaHO B NHOOOA MOMEHT
BPEMEHM KaK A0 NyONMYHOro packpbiTMs MHOpPMaLMK, Tak U NOCIe Hero.

- Ecnu cornacre 0T03BaHO 4O PacKpbITMS, 3HAYEHNE COornacusi U3MeHsieTcst Ha
«HeT».

- Ecnu cornacve oTto3BaHO nocne nyGrMyHOro packpbiTus, onybnukoBaHHbIE
AaHHble ybupalTca M3 OTKPbITOrO [OCTyna, Mocne Yero 3arpyxaetcs
CKOPPEKTUPOBAHHbIA OTYET, KOTOPLIN yXXE He COAEPXWUT CTPOKM MO nepeaaye
LEHHOCTEN cneumanucty 34paBOOXpaHeHus, sBnsolemycs uamdeckmum
NMLIOM, BMECTO 3TOr0 OH COAEPXUT AaHHble, NPUBEAEHHbIE B OAHOW CTPOKe Ha
obLen ocHoBe.

5.3. Mpouenypa o6paboTKM 3anpocoB OT nosiy4yarenen

3anpocbl nnm cnopbl 0bpabaTbiBaOTCA BO B3aMMOOENCTBMM C FONOBHOM koMnaHuen A3
unu, B 3aBUCUMOCTU OT CUTyauWUW, C MHbIMU MAPKETMHIOBbIMM KOMMaHusmu AS.
OcCHOBHOW agpec 3nNeKkTPOHHOM NOYTbI AN 3anpocoB NpeAHa3HayvYeH Asi KOHTaKTOB CO
crneunanuctamu/opraHmsaumamm  3gpaBooxpaHeHns. A3 obasyetca cobnogatb
MUHUMarnbHble TpeboBaHUA K CTaHAApTHbIM KOpNopaTMBHbIM OTBETaM, paspellaTb
BOMPOCHI Y U3MEHSTb ONYyGNMKOBaHHbIE JAHHbIE B CriydYae Heo6X0AMMOCTU B Te4eHne
30 gHen ¢ MOMeHTa Nony4YeHus yBeOMIIEHNS O Crope.

5.4. Cornacme Ha YaCcTU4HOE pacKpbiTue

Ecnu cornacue tpebyeTcs 4ns Kaxagoro criyyas v ecnv cneunanucT 3a4paBooxXpaHeHus
AaeT cornacue Ha 4acTUYHOE pPacKpbITUe MHAOPMaUWW, ero OKOHYaTelNbHbIN OTBET
(«da» nnn «HeT») 6yaeT NpUMEHATLCA KO BCEM TpaH3akUuMsM 32 COOTBETCTBYHOLLUIA
OTYETHbIN rof.
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6. ®opma packpbITUs
6.1. NMnartdopma ana packpbITUA

6.1.1. Oarta onybnukoBaHuA

[aTta onybnukoBaHus gaHHbIX B Poccum — nobas gata mexagy 20 n 30 uioHa B
cooTBeTCTBMU C TpeboBaHuamn AIPM.

BJ2oUS7eIISY

6.1.2. CoxpaHeHune gaHHbIX

A3 coxpaHsieT HeobXoaMMble yYeTHbIE 3anncy Nno cryyYasim packpbITUS MHGOPMaLun B
TeyeHue He MeHee 5 ner.

6.2. A3bIK pacKkpbITuA

PaCKprTI/Ie VIHCbOpMaLI,VII/I ocyullecTBnAeTCcAa Ha pyCCKOM 1 Ha aHIMUNCKOM A3blKaXx.

6.3. NMpeaBapuTenbHoe packpbIiTve
A3 onpegenseT, MOryT N cneumanmncTbl 30paBooXpaHeEHNs] 03HAKOMUTLCS C AaHHbIMU

no nepefadye LEHHOCTEW nepen Ux nybnukaumen, n ecrnv aa, To B Kakow CTENEHM.

7. ®uMHaHCOBbIe AaHHbIe NO PaCKPbITUIO

7.1. BanioTta
PackpbiBaemasi uHopmaumsa npvBoguTCA B POCCUNCKUX pybnax. B oTHoweHuu
nognexaiimx packpbITUIO TPaH3aKUMi, N0 KOTOPbIM TpebyeTca KoHBepTaums B pybnu,
pacyeT BbINOMHAETCA MpW  MNOMELWEHUN [aHHbIX O TpaH3akuMM B OT4YeT C

NCNONb30BaHMEM CTaBOK YHUUUUpoBaHHOW pacveTHon cuctembl A3 (AZURE).
CtaBku n3 cuctembl AZURE ncnoneaytotca A3 ang KoHBepTUpoBaHUA NiobbIX BasntoT.

7.2. Hanor Ha po6aBneHHyto ctoumocTb (HAC) n apyrmue Hanorun

HOC He yunTbiBaeTCsA. YunTbiBaeTCA HANor, yaepXmBaemblin y UICTOYHMKA Aoxoaa.
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