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BBegeHue

JaHHaAa meTon010rMA NPU3BaHa NOMOYb NOHATb, KaK BblM yNopAAoYEeHbl M NPeACcTaBAeHbl AaHHble
no MNepepauye ueHHocte (ML) ot KomnaHuu «unean CalieHcns UHK.» (Gilead Sciences Inc.) n ee
AdodununpoBaHHbiX nuy («fMneag») PaboTHuMkamu 3ppaBooxpaHeHua (P3), OpraHusauuam
3apaBooxpaHeHus (03) 1 MaumeHTCKUM opraHusaumam (COBMECTHO MmeHyemble Monyyatenamm,
OTparKaeMbiMM B OTYETHOCTU) Ha TeppuTopmm cTpaH EFPIA. [daHHaa meToao/10rMa 0XBaTbiBaET BCe
cTpaHbl EFPIA 1 oTpaxaeT Ntobble OT/IMUYMA B KOHKPETHbIX CTPaHax, raAe OHU MOTyT CyLLeCTBOBaTb.

,ﬂ,OKyMeHT coaepxut I'noccapm‘/'l C a]'ld)aBVITHbIM CNMNCKOM OCHOBHbIX TEPMUNHOB, UCMOJZIb3YyEMbIX B
AaHHOVI MeTo4010Trnn, N UX onpeaeneHuna. an nepsom MCNoaib3oBaHUN B AaHHOﬁ meTogon0rmmn
TEPMUHbI U3 TNOCCapnAa Bcerga nUyTcAa C 3arnaBHom 6yKBbI N BblAENAOTCA XXUPHbIM LLIpMd)TOM AanAa
obneryeHuma noucka. I'noccapm‘/'l TaKXXe COAEPHKUT TMNEPCCbINIKN HA APpyrne TepmMmuHbl, onpegeneHume
KOTOpPbIX AaeTCA B rnoccapun, ona obneryeHMA NOHUMaAHUSA.

KomnaHua «'mnean» B3ana Ha ceba obasatennbctsa no packpoituio ML, B pamkax kogekca EFPIA B 2013
rozy B fOMOJIHEHME K CYLLECTBYHOLLMM NOKA/IbHbIM MeXaHM3Mam no obecneyeHunto npospavHocTtu ML,
8 [aHun, ®PpaHumn, Huaepnangax, MopTyranmm mn BenukobputaHum. 3ITo 6bINO caenaHo Ana
obecneyeHnsa rotoBHOCTM «Mneas» K GUKCUMPOBAHUIO B NEPCMEKTUBE BCeX cooTeeTcTaytowmx ML, B
agpec MonyyaTteneid, oTpa)kaembiX B OTYETHOCTH, B TeyeHue Bcero 2015 roga 4o nepsoro
npeaocrtasaeHns nHpopmauum EFPIA B 2016 roay.

Y1o6bl KOMNaHUA «Maeag» morna 6bITb yBepeHa B Tom, 4To Bce [l B agpec Bcex Monyyatenen,
OTpakaemblx B oTyeTe, OyayT npencTaBieHbl B NPaBUIbHOM GopMaTe M Ha HYXKHOM f3blKe (A3bIKax)
ONA KaXKAO0M CTpaHbl, 6bl10 peleHo aBTOMATU3NPOBaTb M CTaHAAPTU3NPOBATL M3BEYEHME AAHHbIX,
HACKOJIbKO 3TO BO3MOXHO, U UCNONb30BaTb CUCTEMY MOArOTOBKU OTYETHOCTU, NpenoCTaBAfAEMYIO
MocTaBWMKOM CUCTEMbI NOATOTOBKM OTYETHOCTU A/1A pa3paboTKm oT4eToB.

C uenblo OKasaHUsA NOMOLLM B NPOBEPKE W YNPABAEHUW AaHHBbIMM HA NOKaJIbHOM YPOBHE KOMMNAHMWSA
«MMneag» ansa Kaxgoro csoero ApdpuampoBaHHOro nLa HaHana CneyManncTa No NPO3pPaYHOCTU U
MOHUTOPUHIY, OTBEYaloLWero 3a obecneyeHne NOHOTbI M TOYHOCTU AAHHbIX.

1 Onpepenenus

1.1 Nonyyatenu

«Mmneag» packpbiBaeT uHoopmaumto o MU, ocywecrsnsemon B nonbsy P3, O3 u MO, coBmecTHO
MmeHyembix onyyatenn, oTparkaemble B OT4eTHOCTU. KomnaHuAa «lmneag» oTmMeTMna B CBOMX
BHYTPEHHMX cuctemax Bcex Mosyyatenel, oTpakaembix B OTYETHOCTU, COrNAcHO onpeneseHnio n B
cooTBeTcTBMM ¢ Kogekcom EFPIA, utobbl 061eruntb nsBneveHune coorsetcraytowmx MNL. OnpegeneHne
Monyyatenemn, oTparKaemblx B OTYETHOCTU, NpMBOAUTCA B [Noccapum.

B HekoTopbix cnydyasx P3, nonyyaTtenb lNepefsauynm UEHHOCTEN, MOMKET MPEKPaTUTb MPaKTUKY [0
MOMEHTA PacKpbITUA MHbOPMaLMK O noaydeHHol ML, Hanpumep, BCieAcTBME BbIXOAA HA MEHCULO
Unun B cnyvyae cmeptu. Ecam «fmneaa» nonyyaet obpalleHne oT poACTBEHHUKOB UM paboToaaTens
OTHOCUTENbHO ONYBANKOBaHHbIX AaHHbIX O ML, B OTHOWEHNM ymepLIero meamumnMHCKOro paboTHMKa,
TaKMe AaHHble byayT pacKkpbiBaTbcA B 0606LEeHHOM BUAE, @ HE HAa MHAMBMAYANbHOM ocHoBe. ML,
ocyLecTB/éHHble B Nonb3y P3 oo BbiIxoga Ha NeHcuto (B nepuos Mx NpPakTUKK), NyO6AMKYoTCs Ha
MHANBMAYA/IbHON OCHOBE, €C/IU OTCYTCTBYIOT 3aKOHHbIE OCHOBaHMA AN MHOTO. B NpOTUBHOM cny4vae
OHU TaKKe pacKpbiBatoTcA B 0606LeHHOM BUAe (NogpobHoCcT cm. B pasgene 4).

Ecaun «'vneag» ocywecrenaet MU, 8 nonb3y noapasaenenuna sHytpu O3, Takaa nepegada
pacKpblBaeTcA No4 HAaMMEHOBAHUEM CaMOl OpraHmM3aLmm, a He eé nogpasaeneHus.

CtpaHuua 3 u3 14




MeTtopgonorua «f'mneag» no packpbituio lNMepenaum LeHHocTen

MpodeccnoHanbHble opraHM3aTopbl KoHrpeccos (MOK) He ABAAIOTCA NoAyYaTeNaAMU, OTPaKaeMbIMU B
oTyeTHOCTU. UHPopmauma o ML, B agpec MNOK packpbiBaeTcA B OTHOLWEHMM KOHEYHbIX NoayyaTtenei
(P3 nnm 03), ecnn UX MOXKHO YETKO MAEHTUOULMPOBATb, @ TOYHbIE LLEHHOCTWU, NepefaHHble UM,
npegoctasnatot MNOK.

1.2 Bugbl N,
ML, MO*KeT BO3HWKATb B pe3y/ibTaTe C/ieAyoLNX OCHOBHbIX BUAOB AeATeIbHOCTU (eCTb U gpyrue):

a. IJkcnepTtHble coBeTbl — P3 patoT «Mneas» He3aBUCMMbIE KOHCYAbTAUUU U AENATCA CBOMM
SKCMEepTHbIM OMbITOM MO KOHKPETHbIM acnektam ctpaTerum «mneaa» wanm UCNosib30BaHUA
nekapcts «lmMnead» B Tex CAy4vasx, Korga 3TU 3HAHWA He MOTYT ObITb MOAYYEHbI BHYTPU
KomnaHum «fmneasn». NauMeHTCKME OpraHM3aunmn Yepes CBOUX NPeCTaBUTENEN TaKKe MOTyT
hasaTb «Mnean» He3aBUCUMbIE KOHCYNbTaLMM M OKA3blBaTb COAENCTBME Yepes CBOM IMYHbIN
OMbIT B TEX C/Iy4asX, KOT4A 3HAHMA He MOTYT ObITb MOAyYeHbl BHYTPU KOMNaHuK «uneag».
«Mneag» MoKeT BbINNauMBaTb KaXKA0MY YYaCTHUKY rOHOPap U/uUan onaavnsaTh ero pacxodbl
Ha Npoesa A0 MecTa NPoBeAeHUA BCTPeUU.

b. Bctpeun — «luneag» opraHuayeT BCTpeun AnAa P3 no pasnmMyHbIM TeMaMm, TakKMM KakK
0byyeHne B KOHKPETHOM 061acTV Tepanum UaK gpyrve HayuyHble meponpuAatuA. s okasaHmA
NOMOLLM B NPOBEAEHMM STUX MEPONPUATUIN YaCTO HeOBX0AMMbI 3HaHUA U onbIT P3. «fnneag»
MOMET OpraHM30BbIBaTb BCTPEYM, MNOCBALLEHHbIE MOBLIWEHUID OCBEAOMIEHHOCTU O
3aboneBaHmax. [nA OKa3aHWMA MNOMOWM B NPOBEAEHUUM ITUX MEPONPUATUI 4YacTo
HeobxoaMMbl 3HAHWA M onbIT MauMeHTCKUX opraHM3auunit. «fnMneag» MOXKeT BbINIa4YnBaTb
roHopap W/vAuM onnaynBaTb pacxodbl Ha NpPOe3s, KOHCY/NbTaHTam M npeacTaBuTenam
MauneHTCKMX OpraHn3aLmMil., y4acTBYOLMM B 3TUX MEPONPUATUAX.

c. WUHaueBupyanbHaa noppep:kka — «lnneag» MOXKET OKasbiBaTb NOAAEPIKKY OAHOMY WU
HeckoslbKMM P33  umamM yneHam [lauMEHTCKMX oOpraHuM3auuii s y4acTMa B HayyHOWM
KOHbEpPEeHLMM AN KOHFPEeCCe, YTO MOXKET BK/OYaTb B cebsa onnaty B3Hocos P3 3a yyacTue B
KOHdepeHLMN 1 / K X pacxoaoB Ha npoesa,

d. CnoHcopctBo 03 — «[Mneaa» MoXeT COHCMPOBaTb OAHY UM HeCcKo/ibKo O3, KoTopble byayT
BblIOMpPaTb, KakMx P3 oTNpaBuTb Ha KOHpepeHuuto. B aTom cnyyae «Mnean» He 3HaeT, Kakue
umeHHo P3 noayunnm MU, v nostomy npeactaBuT oT4yeTHOCTb O [IU, B OTHOWeEHWUM
cooTBeTcTBYtOWMX O3.

e. KnuHuueckue uccneposaHua — «lunean» ocyllectsaseT Bbinaatbl P3 ¢ wenbto yyactua 8
KNAMHUYECKUX MCCNEOOBAHMAX, KOTOPble ABAAIOTCA HEOTbEMAEMOM YacTblo obecneveHus
3pPeKTUBHOCTN N Hagnexalwero npodpuna 6e30nacHOCTU NeKapcTB. «lunean» TakKe MoXeT
onfaymBaTb pacxoabl Ha npoesn ansa P3, yyacTBYOLWMX B KIMHUYECKUX UCCNeA0BaHUAX, C
Lenblo Mnoes3foK Ha BCTpeuu € apyrumu P3, yyacTBYHOWMMU B TeX e KAMHUYECKUX
nccnenosaHuax. ML, No KAMHUYECKUM UCCNef0BaHMAM OTPArKaAOTCA B OTYETHOCTM B COCTaBe
CBOAHOrO MOKa3aTens No Hay4YHbIM UCCAeAO0BAHUAM M pa3paboTkam B KaxKgoM CTpaHe, npu
YCNOBUU, UYTO peyb He UAET O HEUHTEPBEHLMOHHbIX MOCTPErnCTPALMOHHBIX KAUHUYECKUX
nccnefoBaHusax. CornacHo COOTBETCTBYIOWMM PYKOBOAALLMM yKa3aHuam EFPIA, nobble ML,
N0  HEWHTEPBEHUMOHHbIM  MNOCTPErncTPaUMOHHbIM  KJAWHUYECKMM  UCCAef0BaHUAM
OTparKaloTCA HAa MHANBMAYAbHOM OCHOBE KaK MniaTa 3a yCayrv 1 CoONyTCTBYOLWME pacxoabl Ha
npoesa.

f. MapketuHrosbie wuccnegoBaHma — P3 moryt nonyyaTb Hebonbwwme ML, B nopsagxe
BO3Harpa*kAeHua 3a OTBETbl Ha BOMPOCHI O NpoAyKuMn «fmneag» n / an TepanesTMYECKnNX
acnektax. KomnaHua «mneag» ob6blYHO y4yacTBYeT B «ABOMHbIX CAEMbIX» MAPKETUHIOBbIX
nccnefoBaHUAX, KOrA4a OHa He 3HAeT UAEHTUOMKALMOHHDBIX AaHHbIX Y4acTHMKOB. [loaTomy
«mneag» He nNpefoCTaBAANd OTYETHOCTM MO Kakum-nMbo ML, B OTHOWEHUM 3ITUX
MApPKETUHIOBbIX UCCAeA0BAHUNA.

g. WUccneposaHue, puHaHcupyemoe uccnepgoBartenem, — UCCAeL0BAHUA MOTyT NPOBOAUTLCA
otaenbHbiMu P3 1 / nnn O3 B Tex ciyyanax, Koraa oHM xotenun bbl uccienoBaTb KOHKPETHDIN
acneKkT nekapctea «lmuaeag». ITOT TUMN UCCNeLO0BaHUN, B CAy4ae UX MOALEPNKKM MyTem
BbinAaTbl FpaHTa cooTBeTcTBYOWeEMYy P3, oTparkaeTca Kak lL, B cooTBeTCcTBYIOWEM pasaene
OTYETHOCTH.
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h. TpaHTbl 1 MoXepTBOBaHUA — «MEaA» MOXKET NPeAOCTaBAATL FPAHTLI MW NOXKePTBOBAHUA
P3 nan MNauMeHTCKUM OpraHMsaumsam A yAydlleHWUsa yxo4a 3a NauMeHTaMu UK C Lenblo
NoAAEPKKU UCCNefoBaHWUIA UM 0bpa3oBaHuUs, NPU 3TOM B Aa/ibHEMLWIEM Ha MosyyaTensa He
HanaraeTcA 06a3aTeNbCTBO O NPeAOoCTaBNeHMM B3aMeH 3TUX TOBapOB MAW YCAYr B MOJb3y
KepTBOBaTeN .

2 06beM pacKpbITUS

2.1 dapmaueBTHMUECKME NPOAYKTbI, NOANEKaLUMe PacKPbITUIO

PackpbiTne uHbopmaumum o ML, B nonb3y MNonyyatenein, oTpaxkaemblXx B OTYETHOCTU, OrpaHNIMBaAETCA
AEeATEeNbHOCTbIO, CBA3AHHOM C (apMaueBTUYECKMMW MPOAYKTaMM, OTMYCKAeMbIMU TOMbKO MO
peuenTy. [JaHHaa MHPOPMaALMA AOCTYNHA HA OHMAMH pecypcax. «MMneag» He ocyuwecrsaset ML B
OoTHOLWeHMM be3peuenTypHbIX NpenapaTtos, MeAUUUHCKUX U3LENUI AN NoBbIX APYrMX KaTeropui

NPOAYKLUMN.
2.2 KomnaHuu, noanexawme packpbiTUio

Kak oTmeyeHo BO BBeAeHUK, oA «Mneaa» noHMmaeTca KomnaHua «unean CaneHcns UHK.» (Gilead
Sciences Inc.) a Takke Bce eé apPpnamMpoBaHHble nua (AoYepHUe 1 CBA3AHHbIE KOMMaHMM), BKAKOYas
Te, KOTOPbIe PACNo/IOXKeHbI B CTpaHax, He noAnajatolmx noa chepy npumeHeHus TpebosaHuii EFPIA.

MHbIMW cnoBamM, AaHHbIV TEPMUH UCNOb3YETCA B LUMPOKOM CMbIC/1€ U OXBATbIBAET BCHO rN06asbHYyO
KOpNopaTUBHYIO CTPYKTYpPY «Maeasa», a He TONIbKO OpUAMYECcKMe AnLa, AeACTBYIOLLME B CTPAHAX, rae
HenocpeacTBEHHO NPUMEHAIOTCA CTaHAAPTLI U KogeKcebl EFPIA.

2.3 WUcknwoueHun
Cnepytowme ML, nckntoyatotcs us obuero o6a3ateIbcTBa No PackpbITUO MHGOPMaLMK:

a. MU, npousBogMmble B pamKax OBbIYHOW  AEATeNbHOCTM MO KyMnjie-npoaaxku
bapmaLeBTUYECKMX NPOAYKTOB, OCYLLECTBAAEMON MeXAY KomnaHuen «funeaa» n P3 nam O3.

b. W3penunsa, nonesHble B MeAULMHCKOM NPaKTUKe.

c. [luTaHMe W HaNUTKU: 33 WUCKAKOYEHMEM Cy4YyaeB, Korga MX BKJKOYEHME B packpbiThe
npeaycMoTPEHO MECTHbIMW HOPMATMUBHbIMUK TpeboBaHUAMMU.

d. O6pasubl papmaueBTUYECKUX NPOAYKTOB.

e. Cb6op cpeacTB COTPYAHMKAMU: NOKEPTBOBAHMA, OCYLLECTBNEHHbIE B pe3yabTaTe
[AeATeNIbHOCTM COTPYAHMKOB no cb6opy cpeacTs.

f. ML, MOryT MCKNtoYaTbCA U3 PACKPBITUSA, €CIU UX 3HAYEHMe He NPEeBbIWaeT YCTaHOB/EHHbIE
Noporosble CyMMbl (Hanpumep, AN NUTaHKUA), onpeaenéHHble MeCTHbIMN KoAeKcamMu.
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2.4 JAarbi Ny

[ata, 3apernctpupoBaHHas no Kaxgoh [U, onpegenser cpok otyeTtHoctn no MU. Aaton ML,
3aperncTpupoBaHHOM KomnaHuen «mneaay, ABNSAIOTCS AaTa NAaTeXa, 3a UCKAIYEeHMEM cneayowmx
CNyYaes:

a. [poesn Bo3ayLHbIM/¥enesHoA0PoXKHbIM TpaHcnopTtom: Jata MU, — 310 aata oTbesaa.

b. ML B oTHoweHMn noesgok: Aata MU, — 310 gata npegocTtasnenua Mu,.

c. [Mpoxueanune: fata ML, — 3TO NocnegHAAa gata, NpeLoCTaBAEHNA MeCTa ANA NPOXKUBAHUA, T.
€. nocnegHUn geHb NpebobiBaHMA B OTeNeE.

HekoTopble naatexu 6b1im npomnssegeHbl B 2025 rogy 3a meponpusTus, Kotopble npowam B 2024
rogy, v B otyete 3a 2025 rog oHM oTpakeHbl Kak ML,. AHanorMyHbim 06pasom, H6biIM NPon3BeAEHbI U
6ynyT OTpa)keHbl B OT4eTHOCTM B 2025 roay HeKOTOpble MAATEXM, KOTOpble OTHOCATCA K
meponpuatmam, npoxogAawmm s 2026 roay.

2.5 Mpamble pacxoabl

«'mneag» ocywecrtsnaet HekoTopsble ML, Hanpamyto MonydyaTenam, oTpaxkaemblim B OTYHETHOCTU; Takue
MU nmenytotca Mpambimu pacxogamu. Mpamble pacxoabl 0ObIMHO MOKPbIBAOT TaKMe CTaTbM, KaK
nnata 3a ycayrm M COMyTCTBYHOLIME pacxodbl Ha npoes3n, a TakxKe nobble HepeHexHble ML,
npoussefeHHble B aapec P3 nocpeactBOM pacxofoB, ONiavyMBaemblX M3 COBCTBEHHbIX CPeacTB
COTPYAHMKOB «Mneag».

KomnaHua «lmneag» moamduumposana csoto cuctemy MaaHupoeaHua ob6uieopraHU3aLMOHHbIX
pecypcoe (ERP) 1 cucTemy BO3MELLEHMA pPacxodoB COTPYAHUKOB, 4Tobbl BblBECTU B
CTaHAaPTU3MpPOBaHHbIM dopmaT Bce lNpamble pacxodbl B NoAb3y Atoboro MNoayyatens, oTpaxaemoro
B OTYETHOCTU. ITW AaHHbIE 3arpy»KaloTcA BO BHYTPEHHIOK 6a3y AaHHbIX, F4e OHWM NPOBEPAIOTCA U
BpPEMEHHO XpaHATcA nepea nepegadeit 8 CUCTeMy NOArOTOBKM OTYETHOCTMY.

2.6 KocBeHHble pacxoapl

M, nponssognmblie I'IonyanenﬂM, OTpaxKaembiM B OTYHETHOCTWH, CTOpOHHVIMVI nocCTaswmKamm ot
nmeHu «mnean», HasbiBatoTcA KocBeHHbIMU pacxogamm. KocseHHble pacxobl 06bI4HO NOKpPbIBAOT
npoesn un npoxumeaHme BO BpemA BCTpeY U KOHd)EpEHLI,VIVI, a TaKXe MOryT BK/IlO4aTb B cebs
rOHOpPAapHbIE BbiNAATHI.

«MMneag» wcnosb3yeT WabNOHHYIO 3N1EKTPOHHY Tabauuy B Excel, nossonstowyo CTOPOHHUM
nocTaswmKam ¢ukcuposatb ML, B agpec Mosyyatenei, oTpaxkaemblix B OTYETHOCTM. LLIabnoHHas
3/1eKTPOHHasA Tabavua B dpopmate Excel npepoctaBnser gaHHble B TOM e CTaHAAPTU3MPOBAHHOM
¢dopmaTe, KoTopble 3aTeM 06pabaTbiBalOTCA TaKUM Ke 06pasom, uTo n gaa MpaMbIX Pacxodos, Kak
OMWCaHO BbiLLE.

2.7 Nepepaya HemaTepuanbHbIX LLeHHOCTe!

MHorve Bugbl AeATeNbHOCTU, NepeyYncieHHble B pasgene 1.2, MOryT NPpMBOAUTL K HegeHeKHbIm ML,
ocobeHHo B Tex caydasx, Koraa Takue ML, ocylecTBAAOTCA KOCBEHHO. Hanpumep, perucTpaumoHHble
B3HOCbI, OnnaTa Npoe3na, NPOXKMBAHUA U PacXodbl Ha rOCTENPUUMCTBO MOTYT BbiTb OpraHM30BaHbI
n/mnn onnayeHbl OT MMeHM P3 3apaHee, 4O NpoBeAeHMA BCTPeYM MAWM KoHrpecca. Takue L, He
ABNAIOTCA NPAMOI BbINAATOM WAM BO3MmelleHMem P3; BmecTo 3Toro P3 mosiyyaer BbIro4y 3a CYET
pacxofoBs «Mneas». B Takmx caydanax packpblBaeTCa CTOMMOCTb, MOHECEHHAA KoMMaHuel «nuneaa».

B cutyaumax, korga «vneag» He HeceT 3aTpaT, pPacCKpbiBaemaa CyMmMma onpeaenAaeTtca Ha OoCHOBe
npep,nonaraemoﬁ 3KBMBANEHTHOM CTOMMOCTH Ana nonydarend.

CtpaHuua 6 u3 14




MeTtopgonorua «f'mneag» no packpbituio lNMepenaum LeHHocTen

2.8 MNepepaua LEeHHOCTE B CAyyae YaCTUUHOIO YYacTMA UAM OTMEHbI YY4acTUA, BO3melleHue
«Mneag» packpbiBaeT cBegeHMA 0 GaKTUYECKM OCyLLEeCTBAEHHbIX ML,

B OTHOLWEHMM KOMMEHcaumMM pacxo4oB Ha NpoBeaeHMe MeponpuAaTUiA, ecim P3 He NpUCYTCTBYET Ha
BCTpeYe, CTOMMOCTb He PacKpbIBAeTCA, MOCKO/IbKY OH He MO/Y4YnA BbiroAbl OT pacxodos «luneagy.
Ecnm ke P3 npucyTcTBOBas HA BCTPEYE YACTMYHO, PACKpbiBaeTcA MHPOpMauMsa O Tex pacxonax
«nneagy, oT KOTOPbIX OH GpaKTUUECKM NOAYYMA BbIrO4Y BO BPEMA CBOEro yyacTus.

B cnyyasx, Korga paeHexHaa [l MNonyyaTento, oTparkaemomy B OTYETHOCTM, BMOCAEACTBUM
Bo3Bpatllaetca «mMneang», uHbopmaumsa o Takoi ML, He pacKpbIBaeTCa, 3a UCKAOYEHMEM Cay4yaes,
Koraa Bo3BpaT NPOMCXOAMUT B APYrol OTYETHLIN Nepuoa No cpaBHEHMIO ¢ UcxoaHoW aatoit ML,

2.9 TpaHcrpaHU4YHble MeponpuUATUA

Hekotopbie ML, B agpec [onyyaTesnei, OTPa)KaeMblXx B OTYETHOCTM, OCYLLECTBIAKOTCA
AddunumpoBaHHbIM AnMLoM «uneaa» Man oT UMeHn AdduamposaHHoro nmua «fmneag», Kotopoe
HaxoAmMTCA 3a npedenamm «PoOAHOM CTpaHbl» (CTpaHbl OCHOBHOM npakTuku) [onyyaTens,
OTpakaemoro B OTYeTHOCTW, nosyyatowero 3t MU. Hanpumep, 6puTaHckoe nogpasgeneHue
«Mneag» MoXKeT ocywecTBaATb L, HemeuKomy P3, naM areHTCTBO NO opraHM3aLMM MepPONpPUATUNA,
paboTatoLLee Ha eBpONENCKMIA rofioBHOM oduc «Mmneag», moxeT ocyuectsaaTb ML, Heckonbkum P3
M3 pasHbIX CTPaH. ITO Ha3biBaeTcA TPAHCIPAHMYHbBIMM PacXoAamu.

Nobble MU, ocywectBnsiemble ntobbiMu AbdUAMPOBAHHBIMUK AnLaMK «Mneas» uamnm oT UX UMeHM
Monyyatenam, oTparkaembliM B OTYETHOCTU, Ha Tepputopun ctpaH EFPIA, Bkntoyaa TpaHcrpaHMYHble
pacxonbl, GBUKCUPYHOTCA KaK ONUCAHO B AaHHOM METOL0N0IUM.

2.10 UccnepoBaHuA U pa3paboTku

MU, cBA3aHHbIE C KAMHUYECKMMM UCCe0BaHUAMM (BKAKOYAA Te, KOTOPble OCYLLECTBAAIOTCA ANSA
npoBefeHNa BCTPeY uccnegoBaTeneit), oTpaxaloTca B 0606LleHHOM MnoKasaTene pacxogoB Ha
Hay4YHO-UCCNeA0BaTE/bCKYIO AEATE/IbHOCTb B OTYETE NO PACKPLITUIO MHOOPMALMKU KaXKaoM CTpaHbI.
NcKkntodeHWe cocTaBAAOT NOCTPErNCTPALMOHHbIE HabatogaTeNbHble KIMHUYECKMEe nccnenosaHma. B
COOTBETCTBMM C  MNPUMEHUMbIMKU  pekomeHpaumamu  EFPIA,  nwbble MU, B  pamkax
NOCTPErnucTPauMoHHbIX  HabnoaaTeNbHbIX  KAMHUYECKUX  MCCNeAoBaHMIA  PacKpbiBalOTCA  Ha
WHANBMAYANbHOM OCHOBE KaK BbIN/IaTbl 32 YCAYTU U CBA3AHHbIE C HUMW Pacxosbl.

2.11 Ao6poBonbHOE packpbiTUe uHGopmaLuumn

«Mmneag» packpbiBaeT MHPopmaumto B cooTBeTcTBuM C Kopekcom EFPIA M HauMOHanbHbIMM
KOAEKCaMKM Tex CTPaH, B KOTOPbIX OH 6bln BHeapéH. Packpbitne nMHbopmaumm o ML, KomnaHuein
«nneag» He BbIXOAUT 338 PaMKM 3TUX KOLEKCOB.
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3 Ocobble nonoxeHua

3.1 YHUKanbHbIA naeHTUPUKaTOp CTpaHbl

KomnaHua «mneag» 6yaeT packpbiBaTb YHUKAAbHbIN MAEHTUOUKATOP CTpaHbl aaa P3 u/uamn O3 B Tex
CNy4asnAx, Korga MeCTHOe 3aKOHOAATeNbCTBO TpebyeT 06A3aTeNbHOTO  YKa3aHWA  AaHHOTO
naeHTndMKaTopa.

Ecnv npumeHnmo, YHUKanbHbIA naeHTMdMKaTopbl CTpaHbl cobupatloTesa U xpaHaTtca B cucteme CRM,
KOTOpas nepeaeT 3TW AaHHble B CUCTEMY MOAFOTOBKWM OTYETHOCTU AO/1A BK/KOYEHUA B OTYETbl O
PacKpbITUM MHOPMALUN.

3.2 UupguBmuAayanbHble npeanpUHUMaTenu

B cnyyasx, korga P3 3apernctpupoBaHbl B KauyecTBe MHAMBUAYA/bHbIX NpeanpuHumaTenei, Gilead
packpblBaeT nepegadvy LEHHOCTEW MO4 MMeHamMuM camux P3, ecanm MX MOMKHO OAHO3HA4HO
naeHTMGMUMpPOBaTb; B MPOTUBHOM C/ly4ae nepefaya LEHHOCTEW PacKpbiBaeTcA MNoL WMMeHem
IOPUANYECKOTO INLLA, KOTOPOE B 3TOM C/ly4ae paccmaTtpusaeTcs Kak 03.

3.3 flonrocpoyHble A0rosopbl

«Mnneas» oTpa)kaeT B OTYETe Kaxkayl oTaenbHyto [, Ha OCHOBaHMKM KOHKPETHOM AaTtbl eé
ocyulectsneHuna (cm. pasgen 2.4), He3aBUCMMO OT TOro, NPEBbILWAET N CPOK AehCTBUA Aorosopa 12
mecsLeB. ITO 03HayaeT, YTo ANA Leneli OTYETHOCTM AONTOCPOYHbIM AOTOBOP PaccCMaTPUBAETCA Kak
BKHOYAIOLWLMIA B cebA cepmio OTAENbHbIX, CAMOCTOATE/IbHbIX TPaH3aKLMNA.

3.4 JloKanbHble 0cObeHHOoCTU

B cnyyaax, korga BHegpeHune Kopgekca EFPIA B nOKanbHble KOAEKCbl MPUBOAUT K MNOABAEHWUIO
cneumduyecknx NoKanbHbIX 0COBEHHOCTEN, OHU MO0 OTpaKatoTcA B AaHHON MeToA0/0rMu, AMbo
MeToA0/10MMA afAanTUPYEeTCA Ha IOKAJIbHOM YPOBHe U NyHAMKyeTcA COBMECTHO C COOTBETCTBYHOLLMM
OTYETOM O PACKPbLITUM UHOPMALUMK.

3.5 MNpoBepka KayecTsa

Cneuymannctbl no NPO3PaA4YHOCTU U MOHUTOPUHTY TaKXKe NpPoBOAAT B Cucteme noaroTOBKM OTYETHOCTU
aHanms MU B agpec I'Ionyaneneﬁ, OTpa*XaemblX B OTYHETHOCTU, Ha NpegMeT TOYHOCTU U NONHOThHI.
HEKOTopre M3 Mep, KOTopble OHN NPEANPUHUMAIOT B PaMKaX 3TOro aHain3a, MOryT BK/1t04aThb B cebs:

a. BbifABNeHWe HecooTBETCTBMI B MoKasatensx OtyeTa nepepg EFPIA, Takux Kak pacxogbl Ha
npoess, CBA3aHHble C ycayramm 6e3 B3MMaHMA NAaThbl 33 YCAYMW, AW Pacxodbl Ha Npoess,
cBA3aHHble co CMOHCOPCTBOM AN MOKPbITUSA CTOMMOCTU MepOonpuUATUn 6e3 Kakux-1mbo
COMYTCTBYIOLWMX PEFUCTPALMOHHBIX PACXOA0B;

b. BblibopoyHan nposepkKa ML, B UCXO4HON AOKYMEHTALMM, TAKOW KaK NOANMCAHHbIE KOHTPAKTbI
MM cyeTa-paKTypbl NOCTABLLMKOB; U

c. OTcnexunsaHue oxuaaemsbix ML, OT JOKYMEHTOB NAAaHMPOBAHMA U 40 CUCTeMbl NOATOTOBKU
OTYETHOCTY;

d. [o nybauvKaumm oTyeTa o packpbiTMM MHPopMaumm MNonyyatenu, oTparkaemble B OTYETHOCTH,
KOoTopble [anuM CBOe cOrnacMe Ha MHAuBMAyanbHoe packpbitve ML (cm. pasgen 4.1)
npeaBapuTeNbHO yBeAOMAAOTCA O nepegasaembix ML, KoTopble «uneag» nnaHupyeT
PACKPbITb OT UX UMEHMW, U, TAKMM 06PA30OM, UMEIOT BO3MOKHOCTb BbISIBUTH NH06ble OWNBKK
WM HECOOTBETCTBUA U, MPU HEOBXOAMMOCTH, 3aMPOCUTL UX UCNPaBAEHME.

CtpaHuua 8 u3 14




MeTtopgonorua «f'mneag» no packpbituio lNMepenaum LeHHocTen

KomnaHua «uneag» Takke npeanpuHaaa pag Wwaros ans obecneyeHus Toro, 4ytobbl ML, oTpaxkanunco
B OTYETHOCTM TO/NIBKO OAWMH pa3. KawouyeBbIM LWArom ABAAETCA TO, YTO OTBETCTBEHHOCTb 3a
¢dukcnposaHue MU HeceT ApdunuposaHHoe nnuo «Mmneag», Kotopoe ocywecrensnert ML,

B Tex cnyyanx, Korga «mneag» COTpyLHMYAET C APYTMMU GapMaLLeBTUYECKMMM KOMMNAHUAMM, Kaxkaan
KOMMaHMA oTymTbiBaeTca o ML, cBA3aHHbLIX C MEpPONPUATUAMMK, KOTOpble OHa opraHusosana. lpu
COBMECTHO OpraHuM3yembiX MepPOMNpUATUAX KOMMNaHUM 3apaHee AOroBapuealoTcs, o Kakux ML, 6yaert
OTYMTBLIBATBLCA KarKaasa KOMMaHMA. ITOT MeXaHM3M MO3BOJISET n3berKaTb Ay6MPOBaHNA OTYETHOCTM
Npu COBMECTHOM AeATeNbHOCTH.

Cneumannuctol no NPO3Pa4YHOCTN U MOHUTOPUHIY OTBEYAIOT 3a NpoBedeHNE B Cncteme noarotoBKu
OTYeTHOCTM aHanu3a 1L, B agpec I'Ionyaneneﬁ, OTpa*aemblX B OTYETHOCTU, U NMPUHATUE PA3YMHbIX
Mep ONA BblABIEHUA N YCTPAHEHNUA noboro noTeHymnaabHOro ,El,y6I'IVIpOBaHI/IFI.

Takue AencTBUA, KaK Te, YTO ONUCAHbI Bbille, AT KOMMaHUK «nneag» pasyMHyO0 YBEPEHHOCTb B
TOM, 4TO [Ll, KOTOpblE OHA OTpa)KaeT B OTYETE O PACKPLITUM UHOOPMALLUK, ABAAIOTCA MAaKCUMA/IbHO
TOYHbIMM, NONHbIMKU U cooTBeTCTBYOT KogeKkcy EFPIA. MpepoctaBneHHas nHbopmaumnsa oTparkaeT
nobpocoBecTHble aencteua «luneag» M €€ MaKCUMAJbHblE YCUAMSA MO COBAOAEHUIO AaHHbIX
obszatenbcTs. Ecan BnocneacTBuM OyaeT YCTaHOB/EHO, YTO pacKkpbiTas MHopmauma sBAAETCA
HEMoOMIHOM WM HEeKOppeKTHoM, «luneag» HesamegAUTeNbHO NPOBEAET MPOBEPKY M, NpH
HeobxoaAMMOCTM, OBHOBUT AaHHble, 4TOObI 06ecneYnTb X aKTYaIbHOCTb M MPO3PAYHOCTD.

4 lOpmmqecxue OCHOBDBI 3dlIIMTHhI II€CPCOHAJ/IbHBIX JdHHBIX

4.1. C60p cornacwuii

B cooTBeTcTBMM C TPebOOBAHMAMMU MECTHOrO 3akoHozaTenbctBa 0 KoHpuaeHunanbHOCTU AaHHbIX
KomnaHua «luneag» 3anpocmna y [lonydatenei, oTpa)kaembix B oOT4eTHOCTW, Cornacve Ha
nHaAnBMAayanbHoe packpbitne mx ML, 8 Otyete nepeg EFPIA. Takoe Cornacue 66110 noayyeHo aMbo no
Ka*KAOMY C/lyyato B3auMmoaencTeus, Mbo no oTYETHOMY Mepuoay, Ha OcHOoBe GU3Hec-NpoLeccoB
dunnana «fmneany.

MonyuyaTtenn, oTpakaemble B OTYETHOCTU, MOTYT B Nt06Oe BpemMA 0TO3BaTb CBOE corniacue. B ciyyae
OT3bIBa COrNAcUA KomnaHua «fmnean» BHeceT HeObXooMMble M3MEHEHMSA, YTOObI FAPAHTUPOBATD, YTO
ML, packpbiTble Ha MHAMBMAYANbHOM OCHOBE B OTHYETHbIM Mepuod, Ha KOTOPbIA pacnpocTpaHsaeTca
OTO3BaHHOE cornacue, 6yayT BMECTO 3TOro PacKkpbIiTbl B 0606LEeHHOM BUAE.

«'mneag» He AonNycKkaetT NnpumeHeHue M36MpaTeJ’IbHOI’0 noaxoda: nmbo Bce MU, ocywecteneHHble 3a
OTYETHbIN nepunos I'Ionyanemo, OoTpaxKaemomy B OTYETHOCTU, PACKPbIBAOTCA Ha MHAMBMAyaﬂbHOVI
OCHOBE, 60 OHM PaCKpbIiBalOTCA B O606LLI,€HHOM Buae.

4.2 3aKOHHbIe UHTepecCbl

B HeKoTopbIx cTpaHax «Mneaa» MCNosb3yeT «3aKoHHbIN MHTepec» BMecTo «Cornacua» B Kadyectse
NPaBoOBOrO0 OCHOBaHWA A4 pPacKpbiTMA MHbopmaumm o ML, ocywectBasemoi B nonab3y P3, Ha
WMHAWMBWAYaNbHOW OCHOBE C yKa3aHWeM WX UMEH, eCan TOAbKo camu P3 He nonpocaT «fMneag» He
AenaTb 3Toro. B nocnegHem cnyyae Takasn ML, packpbiBaeTtca B 0606LWweHHOM BUAE.

Echu Bmecto «Cornacua» MCMNoOb3yeTca «3aKOoHHbIM WMHTepec», 3To 6yAeT OTpaskeHo B
IOKaNM30BaHHOW Bepcum AaHHOW meTogonormmn (cm. pasgen 3.4).
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5 ®dopma packpbiTUus UHGOpPMALUHU

5.1 flata ny6aMKauumn oTyeTa 0 PacKpbiTun nHpopmaumm

OTYET O pacKpbITUK MHOOPMALUM ONA KAKAOW CTPaHbl byaeT onyb/iMKOBaH B 4aTy, YKasaHHylo B
COOTBETCTBYHOLLEM JIOKA/IbHOM KOAEKCe, UAN 3apaHee A0 3ToM Aatbl. [nAa 6ONbLIMHCTBA CTpaH,
npeacTaBAAOWMX B paMKax obasaTtenbcTs nepeg EFPIA, otueT o ML, ocywecTBnéHHbIx B 2025 1., ByaeT
onybankoBaH He nosaHee 30 nioHA 2026 r. (30.06.2026).

5.2 Nnatdopma ana packpbiTua uHopmauum

Cneumanuctbl MO NPO3PaAYHOCTM U MOHWUTOPUHIY OTBEYAIOT 33 MOAFOTOBKY JIOKA/IbHOrO OTYeTa,
Tpebyemoro B pamMKax peanumsaumm nokanbHoro Kogekca EFPIA, n 3a ero onybavkoBaHue
Hagnexawmm obpasom. JIoKanbHbI OTYeT nybAMKyeTcA oAgHUM U3 cheayrolmx cnocobos, B
COOTBETCTBUU C JIOKaNbHbIMM TPEOOBaHUAMM: HA NAaTPOPMe SIOKaIbHOM OTPACAEBON accoumaLmMm; Ha
Beb-caiiTe /IOKa/IbHOM OTpac/eBOM accoumaumn; Ha Beb-caitTe SIOKAIbHOMO NPaBUTENbCTBA; Ha Be6-
cante AddnnmnpoBaHHoro nmua «Mneagy.

5.3 AA3bIK pacKpbiTna nHpopmayum

Bo Bcex cTpaHax, nNpeacTaBAAOWMX OTYET B pamKax obsasatennbcts nepeg EFPIA, ncnonbsyemblit
NIOKaNbHbIM WabMOH OTYETa COCTaB/IEH Ha JIOKa/IbHOM f3blKe (3blkax) U BKAoYaeT B cebs nobble
OONONHUTENbHbIE MOAA, Tpebyemble KOHKPETHbIMM  CTPaHaMK, TakKMe KakK YHWKaAbHbIN
naeHtudukatop ana P3 u/man O3.

6 ®duHaHCOBbIE JaHHBIE B OTYETE O PaCKpPBITHHA nH(])opmaunu

6.1 BanloTHbI pexxum

Kaxkpasa MU nepepaetcs B CucTemy NOArOTOBKM OTYETHOCTM B CBOEW NepBOHayasbHOW BantoTe —
Ba/loTe TpaH3aKumMn. CucTtema NnoAroToBKU OTYETHOCTU MMEET BO3MOXHOCTb KOHBEPTMPOBATL BaJIlOTY
TpaH3aKuuu B N06YI0 BaNtOTy, pa3pelleHHyo B cucTeme. ITo nossonseT «lmMneaa» nybaunkosaTb
JIOKaNbHbIA OTYET B MECTHOM BastoTe, XOTA HekoTopble ML, BO3MOMXKHO, OblAM OCyW,ecTBAEHbI B
Ba/ItOTe, OT/INYHOM OT MECTHOM.

MocTtaswmK CMcTeMbl NOAFOTOBKM OTYETHOCTHU noagaepXmMBaetT B paMKax Cuctembl 06MeHHbIe KypcCbil,
MCNoNb3yAa AaHHblE, NO/ly4eHHblE OT NU3BECTHOIO, aBTOPUTETHOIO NMNOCTaBLLMUKa.

6.2 Hanorosblii pexxum

B Tex cnyvanx, korga peanusaumsa Kogekca EFPIA B cTpaHe Mno3BOASieT KOMMaHMAM Bbl6UpaTh,
oTumTbIBaTHCA NN O ML, ¢ yueTom Mnu 6e3 yyeta Hanoros, KomnaHua «fmneag» Bbibpana OTYETHOCTL C
y4eTOM Hanoros.

Tpu cTpaHbl, NpeACTaBAAIOWMX OTYET B paMKax obssatenbcts nepen EFPIA, — AscTpus, Mpeuma u
Ntanua — notpebosanu otuntbiBaTbea o ML, 6e3 yueta Hanoros. KomnaHua «Mmneaa» BbINOAHWAR 3TO
TpeboBaHue.

7 JlonosiHMTe/IbHaA MHGoOpMaLus

B cTpaHax, npeacrasastowmx otyet o ML, B pamKax obasaTtenbcts nepes EFPIA, rae y «uneag» Het
AddunanposaHHOro anLa, Ho rae 6biam ocylectsaeHsl ML Nonyyatensm, oTpaxKaembiM B OTYETHOCTH,
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otyeTHOCTblO nepen EFPIA ueHTpanusosaHHO ynpasasetr Cneunanuct nNO  MPO3PaAYHOCTM U
MOHWUTOPUHTY B €BPONENCKOM roloBHOM oduce «mneaa».

B cTpaHax, npeacrasastowmx otyet o ML, B pamKax obasaTtenscts nepes EFPIA, rae y «Tuneaa» Het
AddunnnposBaHHOro NMUa, a MecTHbIn AnctpubbioTop ocywecteasneT MU, Monyyatensm, oTparkaembim
B OTYETHOCTK, 3a OTYeTHOCTb Nepen EFPIA oTBevaeT «mneag».

CpOK XPaHEHNA OOKYMEHTOB « f'vneag» coctasndaet 10 neT BmecTo noboro YCTaHOB/Z1IEHHOIO 3aKOHOM
CpOKa XpaHeHuA.

JNtobble Bonpockl, Kacatowmecs oT4eTHOCTU «nneag» B pamkax obsasaTtenbcts nepeg EFPIA, cheayet
HanpaBAATb No agpecy public affairs@gilead.com.
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8 TI'soccapmi

HaCTOHLLI,Mﬁ rnoccapmﬁ BK/IlOYAET B ceba TexHUYecKmne onpegeneHnAa BCex TepMNUHOB, UCMNOJ1Ib3yEMbIX
B HaCTOFlLIJ,EI';I METO,CI,VI'-IGCKOVI 3anncKe, BK/1l04aA COOTBETCTBYHOLWME COKPALLLEHHNA.

[ Tepwww  Wavewne |

Cornacue

Cornacue o3HayaeT cornacue [lonyyatens, OTPaXKaemMoro B OTYETHOCTM, Ha UCMOJIb30BaHME U
PacKpbITUE KoMMaHuewn «nneag» NepCcoHa/bHbIX AAHHbIX 3TOro MNonyyatens, oTparkaemoro B
OTYETHOCTH, ANnA u,eneﬁ KoHbuaeHUNanb5HOCTU AaHHbIX.

Y1o6bl 6bITb AencTBuTENbHbIM, Cornacue A[OMKHO 6bITb AaHO CBOBOAHO WM AO/KHO
npeacTaBaaTb cobon MHGOPMMPOBAHHOE cornacue.

Y1obbl Cornacue £BAANOCH «UHGOPMUPOBAHHBLIMY», KOMMaHUA «luaeag» [OOMKHA [0
npegocrasieHusa Cornacus coobwuTb Moayyatento, oTpaskaeMomy B OTYeTHOCTU: (i) Kakue
nepcoHasnbHble AaHHble 3Toro [loayyartesis, OTPaXKaeMoro B OTYETHOCTM, «[uiead» Xxoder
cobpartb; u (ii) Kak «[Mneag» HamepeBaeTCsA UCMO/b30BaTh 3TU NEPCOHA/IbHbIE AaHHbIE.

Cornacve MoXeT 6bITb OTO3BaHO cooTBeTcTBYIOWMM [losyyaTenem, OTparkaembiM B
OTY4ETHOCTU, B ntoboe Bpems nytem Hanpas/ieHWA yBeAOMIEHUA B agpec «mneaa».

TpaHCrpaHMYHble pacxoabl

Jltoboi nnaTex, NPon3BeAEHHbIV OAHON KOMNaHWel rpynnbl «FMaeady» noayvaTento naatexa
(MonyyaTento, OTparkaemMomy B OTYHETHOCTU), KOTOPbIN A0/KEH OblTb OTPaXKEH B OTYETHOCTU
apyrum  AddunvpoBaHHbIM _vuom  «luneafd» (Hanpumep, niaTex, NPOU3BEAEHHbIV
6puTaHCKUM  AGPUNMPOBAHHBIM ULOM repmaHckomy P3, posikeH ObiTb oOTpakeH B
OTYETHOCTW FrepMaHCKUM noapasaeneHvem «funeasy).

KoHbuaeHumanbHocTb
OaHHbIX / 3awWmTa AaHHbIX

3aKoHbl, Kacatowmecs 06paboTKM MepcoHaNbHbIX AaHHbIX (MHPOpPMauUUKM, OTHOCAWENCA K
naeHtTuduumMpyemomy nvuy), BrAtoYas OB6WMIA pernameHT no 3awmTe AaHHbix (GDPR) u
HaLMOHabHOEe 3aKOHOA4AaTeIbCTBO, 0becneynBatoLLee ero BbinoaHeHUe.

Cneumanuct no
NpoO3payvyHOCTU 1
MOHUTOPUHTY

Cnewuunanunct no Npo3payHoOCT! U MOHUTOPUHTY — 3TO COTPYAHMK Kaxaoro AdbduamposaHHoro
nvua «f'Mneasny, KOTOPbIV OTBEYAET 3a:

*  cocTaB/ieHue, BegeHue u ny6aMKaUMIO OTYETOB MO PACKPbITUIO MHbOPMaLMM O
Mepeaaye LeHHOCTENM

*  KOOpAMHAUMIO MHPOPMALMOHHOTO obmeHa c¢ [losyyaTenamu, OTpaXkaembiMu B
OTYETHOCTW, U MPUHATUE HALNENKALMX Mep ANA peleHus NobbiX BblABASEMbIX
npobnem

Mpsamble pacxoabl

Mpsamble pacxoAbl O3HavaloT Bce [lepefayuu LeHHocTen [losyyaTento, OTpakaemomy B
OTYETHOCTM, OCYLLECTB/IEHHbIE HEMOCPEACTBEHHO KoMNaHuel «funeag». Opyrumu caoBamu,
BCe CYMMbl, BbiM1IayBaemMble KoMnaHuen «fmneag» Hanpamyto MoayyaTtento, oTparkaemomy B
OTYETHOCTW. DT pacxoapl pernctpupytotca B cucteme ERP (drHaHcoBoW cucteme) «funeagy.

Takxe cM. KOCBEHHbIE pacxopbl.

KopgeKc no packpbiTuio

Cm. Kogekc EFPIA.

nHbopmaumm
MNokepTBOBaHME BnaroTBopuTe/IbHbIN B3HOC B N0/Ib3Y 3aperncTpMpoBaHHON 61aroTBOPUTENIbHOM OPraHn3aLLmK.
EFPIA EFPIA nnu EBponerickas dpeaepauns papmaLeBTUYECKOW MPOMBILWAEHHOCTM M accoumaumn —

3TO opraH, npeacTaBafloWMii dapmaLeBTUYECKYI0 NpoMbilieHHoCcTs B EBpone. Bonee

noApo6Hy0 MHGOPMALMIO MOXKHO HaWTU 34€eCh.

Kopgekc EFPIA

Kogekc EFPIA npeactaBnsetr cobol COBOKYMHOCTb 3TUYECKWUX MPaBWJ, COMNacoBaHHbIX
y4acTHMKamu EFPIA ans npogBuXKeHWs NeKapCcTBEHHbIX CpeacTB cpeamn PX v B3anmogencrems
c P3, 03 1 0O, c uenbto rapaHTUPOBaTb, YTO 3TU AENCTBUA OCYLLECTBAAIOTCA NPU COBAOAEHUN
CaMbIX CTPOTMUX 3TUYECKUX MPUHLMNOB MPOPECcCUOHANU3Ma U OTBETCTBEHHOCTWU. [aHHbIN
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KogeKe NpMMeHUM KO BCEM BMAAM KOMMYHMKaLMM M B3aMMOAEWUCTBUA (TPALMUMOHHBIM U
UMPPOBbLIM).

TpeboBaHMa K packpbiTuio MHPopmaumu o [L, npeabssasemobie K P3, O3 u MO, ssaawTcs
yactbto Kogekca EFPIA. Bonee noapobHbie cBeAeHUA MOXKHO HAaWTU 34eCb

OT1yeT nepeg EFPIA

MecTHbI otyeT o ML B agpec Mosyyatenei, oTpaxkaembix B OTYETHOCTU, B COOTBETCTBUM C
TpeboBaHuamun Kogekca EFPIA.

MNnaHnposaHue pecypcos
npegnpuatna (ERP)

Cuctema, KoTopas no3soset «[uaeaa» co3aasatb U aAMUHUCTPUPOBATL 3aKa3bl Ha MOCTABKY,
cyeTa-GpaKTypbl U Apyrue Katodesble 6U3HeC-LA0KYMEHTbI.

«Mvneap»

Komnanus «'mnean CalieHcns UHK.» 1 ee AbduanpoBaHHble aMua.

AddurnmpoBaHHOE MLO
«mneag»

Jltobaa KomnaHua rpynnbl «funean» B 060N cTpaHe, BKAOYAA KOMMNaHUK, He BXoAdAlme B
coepy KomneTteHumn EFPIA.

MpaHT ®PurHaHCMpOBaHMe, NpefoCTaBNAEMOe HEe3aBUCMMbIM OpraHusaumam, Takum Kak 03, gna
KOHKPETHbIX MPOEKTOB.
OpraHusaums B Kozekce EFPIA paetca cneaytoulee onpegeneHuve:

3apaBooxpaHeHus (03)

«1060oe ropuduyeckoe Auyo/cybvekm npaea,

(i) Komopeble npedcmasasom coboli op2aHu3ayuo 30pasooXpaHeHUS,
MEOUYUHCKYIO UAU HAYYHYH ACCOYUAUUIO Uau 0p2aHU3ayuto
(He3asucumo om npaeosoli Uau opP2aHU3AYUOHHOU POPMbI), MAKYIO KaK
6016HUYA, KAUHUKA, hOHO, yHUBepcumem, Opy2oe y4yebHoe 3a8edeHue
unu Hay4yHoe obujecmeo (3a uckarodeHuem Of1 8 pamkax cmamoeu 21),
yeli ropuduyecKkuli adpec, Mecmo peaucmpayuu usau 0CHO8HOe Mecmo
desamesnbHOCMU HaX00UMCA Ha meppumopuu Eeponsi uau

(ii) yepe3 KOMopbIX OKA3bI8AOMCA YCry2u 0OHUM UsU HECKObKUMU P3.

PaboTHuMK
34paBooxpaHeHus (P3)

B Koaekce EFPIA paetca cnegytollee onpeaeneHume:

«noboe usuyeckoe AUYO, Komopoe AesnAemca npedcmasumenem  MeOUYUHCKUX,
CMOMamos02u4ecKux, hapmayesmu4ecKux uau cecmpuHckux npogeccud, uau aoboe dpyzoe
Auyo, Komopoe 8 xo0e ceoeli NMpogeccuoHanbHoli 0eamenbHOCMU MOXem HA3Ha4ame,
npuobpemams, NOCMasnAmMe, PeKOMeHA08aMb UAU NMPUMeHAMb 1eKapcmeeHHoe cpedcmeo
U 4YbA OCHOBHAA MPAKMUKA, OCHOBHOU NMpogheccuoHanbHbIl adpec uau mecmo peaucmpayuu
Haxodumcsa Ha meppumopuu Esponel. [na uenei paHHoro Kogekca onpegeneHune P3
BK/ItOYaeT B ceba:

(i) M0boe 00AHHOCMHOe AUYO Uau CompyOHUKA Npasumenscmea, azeHmcmea uau
Opyaoli opearusayuu (6ydb mo 8 20cydapcmeeHHOM UsaU YaCMHOM cekmope),
Komopble Mo2ym Ha3Hayams, npuobpemams, nocmasasames, peKomeHA08ams Uau
MpUMeHAMb feKapcmeeHHble cpedcmsa;

(ii) 1106020 cCOMPYOHUKA KOMAAHUU-YYACMHUKQA, KOMOopbll A8A5eMCA MPAKMUKYIOWUM
P3, ymo npedcmasnsem coboli e2o ocHosHoli pod 3aHAMUU,

HO UCKato4Yaem:
(x) 8cex 0CMasnbHbIX COMPYOHUKO8 KOMIMAHUU-YYACMHUKQ;

(y) 011M08020 NPooasya uau OuCMpubbLIOMOoPa 1eKapPCMeeHHbIX cpeocmsy.

KocBeHHble pacxoabl

KocBeHHble pacxogbl O3HA4akOT BCe MNepenaun ueHHocTen [losyyaTento, OTparkaemomy B
OTYETHOCTU, KOTOpPble OCYLLEeCTB/IAOTCA CTOPOHHMM MOCTaBLUMKOM OT UMEHM «nneag».
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UccneposaHue,
duHaHcupyemoe
uccnegosaresniem

MawumeHTCKan opraHusaLma
(no)

MonyyaTtenb, oTpakaembli
B OTYETHOCTH

Pacxogapl, oTpaxkaemble B
OTYETHOCTH

Cuctema nogroToBKM
OTYETHOCTKU

MocTaBLmK cuctemsl
noAaroToBKU OTYETHOCTU

CnoHcopcTBO

CTOpPOHHMeE NOCTABLLMKM

Mepegaya weHHocTe (MLL)

NccnepoBaHna MoryT nNpoBOAMTLCA OTAENbHbIMU P3 1/ nan O3 B Tex Cayvasx, KOraa OHU
xoTenun 6bl UccnesfoBaTb KOHKPETHBIN AacNeKT eKapcTBa «Muneas». «mneag» MoXKeT NPUHATL
pelueHMe noaaepKaTb 3TO UCCNeA0BaHME, BbINAATUB FPaAHT cooTeeTcTByowen O3.

MauuMeHTCKMe opraHuMsaummM — 3TO HEKOMMEpPYECKMe OpraHm3auum (BKAOYas roN0BHble
OpraHM3aumu, K KOTOPbIM OHWM OTHOCATCA), B OCHOBHOM COCTOALLME M3 MALMEHTOB M/UAn auu,
OCYLLECTBASAIOWMX YXOZ, KOTOpble MNPEeACTaBAAT W/WAW NOAAEPKMBAOT MNOTPe6HOCTU
MauMeHTOB W/Wn NL, OCYLLECTB/IAIOWMX YXOA,

HekoTopble Hekommepyeckne opraHusaumm (HMO), KoTopble He cunTatoTcs «laLUeHTCKUMM
OpraHu3auMaMM», MOFYT MNoAyyYaTb OWHaHcMpoBaHue oT «luneag» [AnNA NOAAEPKKU
KOHKPETHbIX MPOEKTOB, KOTOPble HEMOCPEACTBEHHO NOAAEPKMBAIOT NOTPEOHOCTM NaLMeHTOB
B pamKax TepaneBTUYECKUX HanpaBneHun «funeagy». KomnaHua «funeag» CYMTAET, YTO STO
duHaHcMpoBaHWe oTBevaeT Kputepuam ML, oTparkaemoli B OTYETHOCTM, U MOSTOMY B AaHHbIX
obcToATENbCTBAX NPEACTAaBMUAA OTYET B OTHOWeHMM HMO.

370 ntobble P3/03/MO, B OTHOWEHWM KOTOPbIX KOMNaHua «lMneag» o6a3aHa pacKpbiBaTb
MHPopmaumio 06 ocywecTensemblx eto Mepeanayax LLEHHOCTU.

Bce [Nepesauun LeHHoOCTeN, ocyuiecTBaAemble tobbiMm AdOUANPOBAHHBIM NnLOM «Tuneag»
Wnn Ntoboi TpeTbel CTOPOHOW OT UMeHU Ntoboro AdduamposaHHoro anua «funeag» nlobomy
MosyyaTento, oOTpaykaemomy B OTYETHOCTMU.

ba3a AaHHbIX 1 cUCTEMA OTYETHOCTU, KOTOPas CoAePKUT AaHHble o MU 1 no3sonset «mneaa»
pa3pabatbiBaTe OT4eTbl nepes EFPIA B cooTBeTcTBylOWEM POpPMATE M Ha COOTBETCTBYIOLLEM
A3bIKe MO KaXKAoW CTpaHe, NpeacTaBastollelt otyeTHocTb EFPIA.

KomnaHua-pa3paboTumk nporpammHoro obecneyeHus, Cuctemoit

NOArOTOBKM OTYETHOCTU U NOAAEPKMBAET ero gna «fnunean».

KOTOpaa B/ageet

MHauBMAYanbHOE CNOHCOPCTBO — GUHAHCOBAsA NOALEPIKKa ANA NocelleHns
o06pasoBaTenbHbIX MeponpuaATUiA Moayyatenamm, OTpaXkaeMbIMU B OTYETHOCTU, BK/IKOYAs
nnaTy 3a npoess, NpoXunBaHue M/Mam perncTpaLmoHHble cb6opbl.

CrOHCOPCTBO MeponpuATUiA — ¢GUHAHCOBaA NOAAEpP)KKAa CTOPOHHUX 06pa3oBaTeNbHbIX
MeponpUATUIA.

JNlloboe areHTCTBO (Hanpmmep, areHTcTeo MeaAuuUnHCKOro 06pa3OBaHMH, areHTcTeo no
opraHusauumn Meponpmamﬁ, KOHTPaAKTHaA WuUccnenoBaTe/ibCKkana OpFaHM3aLI,MH), KOTOpoOoe
npou3BO4UT NNATEXN NonyyaTenam, oTpaxkaembiM B OTYETHOCTU, OT UMEHMU « aneag ».

Mepeaaya LEHHOCTEN O3HAYaeT NPAMYIO UM KOCBEHHYHO KOMMEHCaLMOHHYo Bbinnaty (byab
TO AEHbMU UM LEHEXHbl 3KBMBANEHT), NpeaocTaBnsemyto [osyyaTento, OTparkaemomy B
OTYETHOCTW, KOMNaHWen «uneany.

Kogekc EFPIA onpegenseT Takue nepegayv ciegyowmm obpasom:

«MpAmeble u KocgeHHble nepedayu yeHHocmu, 6yde mo 8 deHexcHol, HamypansHoli uau uHol
dopme, ocyujecmasnsemeole, 6y0b Mo 8 PeKAAMHbIX UU UHbIX Yessax, 8 CesA3U ¢ pazpabomkoli u
npodaxceli neKapcmeeHHbIX cpedcms, OMITyCKAeMbIX MOSLKO M0 peyernmy, UCKA4YumenoHO
0719 MeQUUUHCKO20 npumeHeHus. lMpameimu nepedayamu yeHHocmel A8AAIOMCA me, 4mo
ocyuwjecmenaomca HernocpedcmeeHHo KommnaHueli-y4acmHUKom 8 none3y [loaydamens.
KoceeHHbiMu nepedavamu yeHHocmeli A8AAIOMCA Me, YMO OCyu,ecmssalomca om UmeHU
KOMIMQHUU-YyYacmHUKa 8 rnosne3y loay4amens, uau nepedadu yeHHoOCMuU, ocyuwecmensemole
uepes NOCpPeOHUKa, ecau npu 3MOM KOMIMAHUSA-YYACMHUK 3Haem Uuau  moxem
udeHmuguyuposams P3/03, komopsie 6y0ym usesnekams rosas3y u3 lepedayu yeHHocmu».

CtpaHnua 14 ns 14




	Введение
	1 Определения
	2 Объем раскрытия
	3 Особые положения
	4 Юридические основы защиты персональных данных
	5 Форма раскрытия информации
	6 Финансовые данные в отчете о раскрытии информации
	7 Дополнительная информация
	8 Глоссарий

