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1. TIONOXEHMA HALMOHA/bHbIX 3aKOHOAATE/IbHbIX U HOPMATUBHbIX
aKTOB B OTHOLLIEHMM NPO3PaYHOCTM MHDOPMaLMK

lpynna HoBapTMC cobatogaeT 3aKoHOAATesbHble M HOPMAaTMBHbIE aKTbl, obecrnedynsatoLpe
NpPO3pPa4YHOCTb OTHOLWIEHWI Mew Oy (PapmMauesmuyeckumu KOMNAHUAMU U ChneumanmcTamm
3[paBOOXPaHeHMA / OpraHM3aLuuAMK 34paBOOXpaHeHna’ Npy nepesade BO3HarpaxkaeHua u/unm
LUEeHHOCTEN B CBA3M C pa3paboTKOM M NpoJaxkeir peuenTypHbIX /IeKapCTBEHHbIX NpPenaparos,
co34aBas TakMm 00pasom eamHblli CTaHAapT Mpo3pavHoCcTM MHbopmMauum Ha EBponeiickom
YPOBHE, pacKpblBas nepeadvy LEHHOCTEM BO BCex noApasaeneHuax v EBponenickmx crpaHax,
cneaya TpebosaHusm  Esponeiickon  deaepaumm  GapmMaLeBTUYECKON  MPOMbILLJIEHHOCTU 1
accoumaupmin (European Federation of Pharmaceutical Industries and Associations — EFPIA) K
npo3pa4yHocTM MHbopMaLumn 1 TpeboBaHMAM AccoumaLmm MeXAyHapoaHbIX ¢GpapmaLeBTUYeCKMNX
npomnssoauTenen (Association of International Pharmaceutical Manufacturers — AIPM) K
cobtoAeHNI0 NOKaNbHbIX MPABOBbLIX HOPM K MPO3PaYHOCTV MHOPMALIMK.

Kak KomnaHua rpynnbl HOBapTUC, MOATBEPMKAAA MPUBEPHEHHOCTb BbICOKMM 3STUYECKMM
ctaHmaptam, OO0 «HosapTuc ®apma» BbINOMHAET CBOM 0bBA3aTesNbCTBa N0 COHOPY, PACKPLITUIO
MHPOPMALIMM M OTYETHOCTM MO nepefade BO3HATPaKAEHUA W/UAM LEHHOCTEN, CBA3aHHbLIX C
peLenTypHbIMM NIeKapPCTBEHHbIMM npenapaTtamu, npeaoCcTaBAAeMbIX cneunanmcTam
34paBoOOXpaHeHNs / opraHM3aLmMam 34paBOOXPaHEHUA B COOTBETCTBUM C:

o Kodekcom packpbimus uHpopmayuu EFPIA?
e KoldeKkcom Haonexcawel npakmMuKu Accoyuauuu MEMOYHAPOOHbIX
papmauesmuyeckux npoussooumeneti (AIPM)
MpumeyaHue: nogpobHaa uHPopmauma o nosvumm OO0 «Hoeaptuc dapma» B OTHOLUEHUM
npo3paYHOCTM NpeacTaBneHa B [nase 3.

2. UenbConpoBoanTENbHOM 3aMNCKM

HacToAawmin AOKYMeHT ABNAETCA CONPOBOAMTENbHLIM AOKYMEHTOM K OTYETYy O PACKPbITUM AaHHbIX
3a 2020 roa komnannm 000 «HosapTuc Papma». Mosmums OO0 «HosapTnc Papma» HaxoamTcA B
COOTBETCTBMM C Tekyllen Bepcunelt Kogekca packpbiTia EFPIA, a Takke C 10KaAM30BaHHOM Bepcueit
Koaekca Haanexallen npaktnkmn AIPM.

ConpoBoanTeNbHAA 3aMMCKa OMUCLIBAET METOAMKU WMAEHTUOUKALUMM AaHHbIX AN PACKPbITUA W
CBSI3aHHblE C HWMM OU3HEC-pelleHns, a TaK¥Ke JoKajbHbli noaxod, npumeHeHHbln 000
«HoBaptnic ®apma» npu wunaeHTMdMKaumm, cbope M COCTaBAEHUW OTYETHOCTM MO nepedade
LEeHHOCTEN ON19 KaXKOoW MX KaTeropum, cornacHo pasaeny 23.05 Kogekca packpblitis EFPIA.

1 OnpepeneHre TepPMMHOB CMELMANNCTOB 34PaBOOXPAHEHNA / OpraHW3alii 34paBOOXPaHEHNs, Nepeaayn LeHHoCTell
byaet paccmoTpeHo B 9 Mnase «CNUCOK TEPMMHOBY HACTOALLErO JOKYMEHTA.

2- KoZEeKC pacKkpbiTUA nepefaHHbIX LeHHOCTel oT dapmalleBTUYECKOM KOMMaHWU CreLmanmncTam 3paBooXpaHeHua v
OpraHusaumam 3apasoxpaHeHms (ganee — Koaekc packpbitma EFPIA)
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3. ObaszatenbctBa u  otBeTcTBEHHOCTL OO0 «HoBapTuC
®apma» B OTHOLLIEHWM PACKPbITUA AaHHbIX

000 «HoBapTtc Papma» cobnoaaeT 3aKoHOAATEIbHbIE M HOPMATUBHbIE aKTbl, obecneynsatoLme
NpPO3pPayHOCTb OTHOWEHUA Mexay GapMaLEeBTUYECKMMM  KOMMAHWAMKM W Cheuuanuctamm
34paBOOXPaHEHNsA/ OpPraHM3aLMAMM 34PABOOXPAHEHMA NPK Nepesade LEHHOCTEN, OTHOCALLMXCA K
peuenTypHbIM NeKapCTBEHHbIM NpenapaTam.

000 «Hosaptic ®apma» npuaepkmMBaeTcd eaMHOro EBpPOMEMCcKoro craHgapTa  PacKpbiTvs
nepefayn LeHHOCTEN.

4. Obbem packpbiTMa  MHPoOpmaumMm O nepedade  LEHHOCTEN
komnaHnen 000 «HosapTnc Papmar»

Hactoawmi OtueT (Aanee oTYET) MO PACKPbITUIO AaHHbIX 3a 2020 roa komnaHun OO0 «HoBapTuc
®apma» CcOCTaBNeH B COOTBETCTBUWM CO CTAHAAPTaMM PACKPbITMA A3HHbIX, OTPAKEHHbIMW B
Koaekce packpbitma EFPIA. B OtyeTe oOTpaskeHbl BCe C/Ayy4au nepedaynm LEHHOCTeN o
peLenTypHbIM JIEKAPCTBEHHbIM Mpenapatam, Mpou3BeaeHHble KomnaHuen OO0 «HosapTuc
®apma» NPAMO WMAM KOCBEHHO B MNOAb3Y CMELManMcTa WAW OpPraHM3aumm 34PaBOOXPaHEeHMs,
ABNAOWMXCA MOAyYaTeNAMM YKa3aHHbIX LeHHocTel. [leTanbHoe onucaHue obbema pPacKpbITUS
npeAcTaBneHo B [naBe 4 HACTOALWEro AOKYMEHTA.

tOpuanyeckoe  onpegeneHve  pPeuenTypHOro  JIEKApCTBEHHONO  NpenapaTta  YCTaHOB/NEHO
®epnepanbHbiM 3akoHOM Ne 61-®3 «O6 obpalleHMM nekapcTBeHHbIX cpeacTts» oT 12.04.2010.
Mepenaya LEHHOCTEN, CBA3aHHAA C rPynmnoi peLenTypHbIX NpPenapaTos NpeacTasaeHa B TOYHOCTU
c TpeboBaHMAMM Koaekca packpbitma EFPIA

HacToawmin OT4yeT 3a 2020 roa komnanum OO0 «Hoaptuc Papma» OTpaskaeT Mpamyto U
KOCBEHHYIO Mepesady LEeHHOCTEN, OCYLLECTBAAEMYO B GOPME AeHeXHbIX CPeACTB, B HAaTypabHOM
BbIpaXKeHUN nam B Ntoboi apyroin dopme B LLEAAX KaK NPOABUNKEHNA GapMaLLeBTUYECKOro NPOAYKTa
Ha PbIHKE, TaK M B /tODbIX WMHbIX LEAsX, CBA3AHHbIX C pa3paboTKoM M Npoaarken peuenTypHbIX
NIEKAPCTBEHHbIX NMPENapaToB UCKAUYUTENBHO 418 MeANLLMHCKOrO NPUMEHEHMA.

Hactoawmi OtyeT KomnaHum OO0 «HoBapTnc Papma» OTparkaeT nepesayy LEHHOCTEN 3a nepuos,
¢ 1 sauBapa 2020 roga no 31 aekabps 2020 roaa. PackpbiTve MHOOPMALMM OCYLLECTBASETCS 3a
NO/IHbIN KaneHaapHbii 2020 roa.

Bo Bcex BO3MOMHbIX cnydaax OOO «Hosaptrc ®apma» ciedyeT npuMHLUMNAM  PaCKPbITUA
MHGOPMALIMM HA WHOMBUAYANbHON OCHOBE AR CMeUManucToB 34paBooXpaHeHus / opraHusaumil
34paBOOXPaHEHNA TakUM 06pa3om, 4Tobbl He OCTaBasIOCh COMHEHMIA MO NMOBOAY MAEHTUDUKaLMM
OTAENbHBIX CMELMannCcToB 34paBooXpaHeHms / opraHM3aLmii 34paBooXpaHeHns, B NMoJb3y KOTOPbIX
OCYLIEeCTBMANACL Nepejada LEeHHOCTEN. PackpbiTve MHPOpMaLMM Mo nepeade LEHHOCTEN, He
CBA3AHHbIX C UCCNEA0BaHUAMM U pa3paboTkamm, B 06LLIEM BUAE AOMYCKAETCA B UCKMOUMTENbHbBIX
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C/lydaax, Hanpmmep, B Caydae HEBO3MOXKHOCTK MOay4YeHNA COornaca HeECMOTPA Ha NMPUNOXKEHHbIE
YCUAnA, nmbo B C/lydae OT3blBa COrnacuA.

ITOT OTYET TaKKe BKItOYaeT B ceba packpbiTne MHbopmaLumm no komnaHuam «Advanced Accelerator
Applications» n «Novartis Gene Therapies ».

5. MeTtoanKka unaeHTUPUKaumMmM MHOOPMALMM  ANA  PACKPbITMA
komnaHmen 000 «HosapTnc apma» 1 cBA3aHHbIE C Hel BU3Hec-
pelleHns

[aHHas rnasa sBASETCA OCHOBHOWM YacTbio CONpoBOAMTENLHOM 3anUcKU. OHAa COAEPXMUT MONHYIO
NHOOPMALIMIO MO UCMOb3YyEMON TEPMUHONOTUM, METOAMKe cbopa MHOOPMaLIMK A8 PACKPLITUA U
BU3HEC-pelleHnAM, KOTopble onpeaensaoT NAEHTUOUKALMIO AaHHbIX A4 NyOAMKaLMK NO KaxaoMn
KaTteropuun OTueTa.

5.1 OnpeaeneHne NPSMOM N KOCBEHHOM Nepeaayn LeHHOCTEN

000 «HoBapTtuc ®apma» pyKoBOACTBYETCA onpeaeneHMeM nepeaaydm LeHHOCTEN, YCTaHOBAEHHbIM
Koaekcom packpbitna EFPIA.

CornacHo Kogekcy packpbltna EFPIA B AaHHOM oTYeTe NPUMEHAIOTCA Caeaytolme onpeaeneHmns:

- [lpAmas nepefaya LEHHOCTEN, OCyLLeCTBASEMas B AEHEXHOM WAM HaTypasbHOM dopme,
npomssoautca 000 «Hosaptuc ®apma» HEMocpeacTBEHHO B MOJb3Y CheuuanncTa uam
opraH13auUmm 34paBooXpaHeHus.

- KocBeHHas nepegaya LEHHOCTEH MPOM3BOAMUTCA OT MMeHM Komnanum OO0 «HosapTtuc
dapma» B NOAb3y nojydaTens WAM Yepes nocpeaHMKa (Hanpumep, areHTCTBO Mo
opraHvsaumm meponpuatuin) B caydae, eci 000 «Hosaptic Gapma» 3HAET MU MOMKET
NOEHTUGMUMPOBATL OPraHM3aLMio 34paBoOXpaHeHus/ cneumanmcTa 34paBooxpaHeHus, B
NO/1b3Y KOTOPbIX OCYLECTBAAETCA Nepeaada LeHHOCTEN.

Mo obwemy npasuay nHbopmaLmm O nepefaye LEHHOCTEW OTPAMKaeTcA B OTYETE MO KaMIOMy
MOEHTUOUUMPYEMOMY  MOMIyYaTeNto, KOTOPbLIA MOMafaeT noj OonpedesneHue  crneumanmcra
34paBOOXPaHEHNA/OpraHN3aLMM  34PABOOXPAHEHNA.  [1pU  HANMUMKM  BO3MOMKHOCTMU, Takoe
PacKpbITUE [OMKHO OCYLLECTBAATBCA Ha WHAMBUAYaNAbHOM OCHOBE, UAEHTUOULMPYA NOUMEHHO
KaX[O0ro OTAEeNbHOro crneuyanucta 34paBOOXPaHEHUA WAM  OPraHM3auMio  34paBOOXPaHeHus,
obecrneunBan AOCTAaTOYHYIO CTereHb TOYHOCTM, MOCNEeA0BATENbHOCTM U COBMOAAA MONOKEHUSA
Koaekca packpbiTna EFPIA. Ecnn nepedaya LLEHHOCTEN NPOM3BOAMTCA B MOJb3y ONpeaeneHHoro
cneunanncTa 34paBOOXPAaHEHMA KOCBEHHO Yepe3 OpraHW3auuio  34paBOOXPaHeHMA, Takan
nepesaya packpbIBaeTCcA TONbKO O4MH Pas.

Mepepjava ueHHocTeN aucTpubbiotopom 00O «HosapTuc ®apma» B NOAb3Y CheuManmcra
34paBoOXpaHeHNs/opraHn3aummn 3apaBooxpaHeHms oT umeHn OO0 «HosapTuc Papma» (C Lenbto
NPOMOUMOHHOM aKTUBHOCTW) TaKKe MOANENKMT pacKkpbiTuio . MNepesaya LEeHHOCTEN cneumanmnctam
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3PaBOOXPaHEHMS/OpraHM3aLUmMaMm  34paBoOXpaHeHNs nocpeacTBOM HenpepbiBHOTO
MeanumHckoro ObpasoBaHua (HMO) noanekuT packpbiTuio ecan opranmnsatop HMO aeitcteyeT oT
nmeHn 000 «HosapTnc Papma» n 000 «HosapTuc ®apma» BAMSET Ha BbIOOP crneunanncTos /
npenogasatenen ana HMO.

5.2 OnpeaeneHune TPaHCrPaHNUYHOM Nepeaayn LeHHOCTEN

000 «Hoaptnc ®apma» pykosoacTayetca Koaekcom AIPM ana onpeaeneHuns TpaHCrpaHW4YHOM
nepefayn UEeHHOCTEN, COracHO KOTOPOMY nmepejadya LeHHOCTU CneumanmcTy 34paBooxpaHeqns /
OpraHuMsaumMy 34paBOOXPAaHEHMA MNPOBOAMTCA 3a MNpedenamu CTpaHbl, B KOTOPOM noayvatens
OCYLLLECTBNAET CBOK OCHOBHYIO AeATENIbHOCTb, MMEeT YKa3aHHbIW B 40rOBOPe HOPUANYECKMIA aapec
WK PErnCTpaLmio FOPUANYECKOro LA, NPU YCAOBUM, YTO Ha TEPPUTOPUM 3TOM CTPaHbl AENCTBYET
koaekc EFPIA.

Mo obuemy npasuay noaobHaa nepegada UEHHOCTEN MNOANENKMT PACKPLITUIO B CTPaHe, B KOTOPOW
nosly4aTenb OCYLLECTBAAET CBOK OCHOBHYI [eATeNbHOCTb, MMEEeT YKa3aHHblIM B A0rosope
IOPUOMYECKMA  agpec WAM  PermcTpaumio  topuamyeckoro  amua, cornacHo §7.2.5 Kopaekca
Haanexallen npakTukm AIPM.

000 "HosapTtnc ®apma" MmeeT NpasBo pas3mMellaTb CBeAEHMA O CNeumanncTax 34paBoOXPaHeHNs
n/Van opraHm3aLmax 34paBoOOXPAHEHWA, KOTOPbIE BEAYT CBO NPOdECCMOHAbHYIO AeATENbHOCTb Ha
NOCTOAHHOM ocHoBe B Poccuiickolt ®enepaunn n koTopble npusaekaancs OO0 "Hosaptuc dPapma”
WMAN MHOM KOMNaHWeN, BXOAALLEN B rpynny KomnaHuin HoBapTtuc.

5.3 Kateropuu nepenaym LEHHOCTEM COrNacHO TpeboBaHUAM K PACKPbITUIO
EFPIA

000 «Hosaptnc ®apma» PYKOBOACTBYETCA OMNpeAeseHMEM KaTeropui nepefayy LEHHOCTENR,
yCTaHOB/IEHHbIM KogeKkcom packpbiTna EFPIA.

HuKenepeuncneHHble KaTeropumn nepeaad LeHHocTe OT4eTa No packpbiTUio MHbopmauun 3a 2020
rof, komnanum OO0 «HosapTnc Papma» Haxo4ATCA B COOTBETCTBMM CO CTPYKTypolr Tabauupl no
pacKkpbIT1io MHdopMaLmm EFPIA:

o [loKepTBOBaHMA M rPaHTbl, OCYLLECTBAAEMbIE B NO/b3Y OPraHM3aLmMii 34paBooXpaHeHuUs
o TloKpbiTUE  PacXoA0B, CBA3AHHbIX C MNPOBEAEHWEM  MEPONpPUATWA B OTHOLLEHMM
CMNeLumnanmcToB 34paBooXpaHeHNA / opraHmnsaLmil 30paBooXpaHeHNs:
- CnoHCcopcKuWe cornatlieHms;
- PernctpaumoHHble B3HOCHI;
- Tpoesa v NposxmBaHme.
e [lfaTeskn 3a OKaszaHMe YCAYr U KOHCY/NbTUPOBaAHME Creumanmuctam 34paBooxpaHeHus /
OpraHM3aLmMam 34paBOOXPaHEHNA:
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- TlnaTexu 3a OKasaHme yCAYr U KOHCYNbTUPOBaHME;
- Pacxogpl, cBA3aHHbIE C JOTOBOPAMM OKa3aHUA YCAYT U KOHCY/IbTUPOBaHMS;
- BK/IIOYaA PacxXo/pl Ha NPOe3/ U NPOXMBaHWUE, YCTaHOBAEHHbIE B I0rOBOpE.
e [llepefaun LEHHOCTE B CBA3M C NPOBEAEHMEM UCCAEA0BaHNI U pa3paboToK
MoApobHOCTM MO METOAUKE MAEHTUOMKAUMM M BU3HEC-peLleHUAM, KOTopble onpeaenstoT coop
[JaHHbIX MO PaCcKPbITUIO MHGOpMaLMM A0S MyBAMKALMKM MO KaxOOW KaTeropuu, npuseaeHbl B
nocneayoLLmMX pasaenax.

5.3.1 [Mepenaya LEHHOCTEN B CBA3M C NOXEPTBOBAHUAMM U FPaHTaMM

000 «HoBapmiuc ®apma»  pykoBoAcCTByeTcA  onpedeneHnmem  EFPIA  ana  Kateropuwu
«[ToXKepTBOBaHMA M PaHTbI», AaHHbIM B Kogekce packpbitna EFPIA CtaTtbe 23.05.

Mepensaya rpaHToB AnA GONbHUL, MAM 0BPA30BaTE/IbHbIX YUYPEXAEHMH pacKpblBaeTca B afpec
HOPMAMYECKOrO ML - NOJydYaTeNa nepenasaemoit LEeHHOCTU, a MMEHHO BO/IbHULIE, YHUBEPCUTETY
WM HE3aBUCUMOMY NMOAPa3AeAeHMI0 YKa3aHHbIX OpraHM3aLuii.

Mepenaya UeHHOCTel 61aroTBOPUTENbHBIM — OPraHM3aUMAM  PaCKPbIBaeTCA B KaTeropuu
«[MoXXepTBOBAHMA M FPAHTLI» MO KaXKAO0W OpraHW3aumMu, B MOAb3y KOTOPOW MOCTYNUAA LEHHOCTb,
ecnn BnaroTBopuUTENbHAA OPraHM3aLLMA COOTBETCTBYET OPraHM3aLmm, B N0Ab3Yy KOTOPOM NOCTynuaa
LLeHHOCTb, cornacHo Koaekcy EFPIA. BnarotBopuTe/ibHble MOMEepPTBOBAaHWA B BUAE MNPOAYKTOB,
nepefaHHble OpraHM3aUMaM 34paBOOXPAaHEHUA B  BUAE TYMaHUTApHOM MOMOLLM, TaKxkKe
PaCKpbIBAOTCA B KaTeropmn «1oXKepTBOBaHUA U TPaHTbI».

Ecnv 3aABKM Ha rpaHT OT OpraHu3auMi 34paBOOXPaHEHMA COAep)KaT YeTKOo 0003HaYeHHYHo
NOALEPKKY NybauKaumun, nofobHasa nepefaya LLEHHOCTM TaKXKe PacKpbIBAaeTCA B KaTeropmu
«MoKePTBOBAHUSA U FPAHTbIY.

5.3.2 Mepepaya UEHHOCTEM B CBA3W C MOKPLITUEM PACXOA0B, CBA3AHHbIX C
npoBeaeHNneM MeponpuUaTUA

MeponpuaTus - BCE BCTPEYM, KOHIPECChbl, KOHEpeHUMM, CUMMO3UMyMbl U ApyrMe noAobHble
MEPONPUATUS MaPKETUHTOBOrO, Hay4yHOro MaM NpPodeccMoHaNbHOTO XapaKkTepa (BK/to4as, Kpome
NpoYero, KOHCY/NbTAaTUMBHbIE COBETbl, MOCELWEHMA HaYYHO-UCCAeA0BaTENbCKMX LLEHTPOB U
NMPOW3BOACTBEHHbIX MNAOWEAA0K, a TaKKe TPEHWHIW, OpraHU3aLMOHHbIe COBELlaHMA Mo
NNAaHWMPOBAHWUIO WAM COBellaHMA wuccnegoBaTenein B 061acTM MNPOBEAEHMA KAMHUYECKMX WU
HEMHTEPBEHLUMOHHbBIX WUCCNeA0BaHUI), OPraHWM30BaHHblE WKW  GUHAHCUPYEeMble KOMMaHWeMN
000 «HoapTtmc Papma» nnm oT ee nmeHK, cornacHo MNepeynto 1 Koaekca packpbitns EFPIA .

[Nepenaya LLEHHOCTeﬁ B CBA3M C NOKPbITUEM PACXOA0B, CBA3aHHbIX C NMpoBedgeHNEM MepOﬂpVIHTVIVI,
nonagarowmx noa ykasaHHOEe onpegeneHune, cneumasnctam 34paBOOXpPaHEHUNA / opraHmsaumnam
34PaBOOXPaHEHNA PaCKpbiBaeTCA B noaKateropmax «CnoHcopckme cornaweHnar,
«PeructpaumoHHble B3HOCbI» UK «lpoe3n n npoxkmsaHue». [lepenava LJ,eHHOCTeVI, KOTOpaAd B
BUAE UCK/IKYEHMA pacKpbiBaeTcA B KaTeropuax  «llnaTexu 3a OKa3aHue ycnyr n
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5.3.2.1 MNepenaya LEHHOCTEM B CBA3M C MOKPbLITUEM PACXOAOB, CBA3AHHBLIX C MPOBEAEHMEM
MeponpuaTUiA — COHCOPCKME CornalleHns

000 «Hoaptnc ®apma» pykoBoacTByeTcs onpeaeneHnem EFPIA kaTeropum «CnoHcopckue
cornawenuna» (pasgen 23.05 EFPIA Kogekca packpbiTia) v ciedyeT NpUHLUMMY, COracHO KOTOPOMY
«CnoHCOpCKMe cornalleHns» npeactaBsieHbl B GOpMe A0r0BOPOB C ONUCAHUEM LiesIv CMIOHCOPCKOM
NOMOLLM M CONYTCTBYIOLLEN NPAMOW MW KOCBEHHOM Nepeaymn LLeHHOCTeN

Mo O6LLI,eN\y npasunsly KOCBeEHHOE CIMNOHCOPCTBO B OTHOWEHWMKM Cheunanncta 34PpaBOOXPAHEHNA,
OKa3blBaemMoe 4epe3 OpraHmn3aunto 34PpaBOOXpPaHEHUNA, PACKPbIBAETCA B KaTeropmm <<CI'IOHCOpCKVIe
cornaweHma», KaK nnartexX OopraHuM3auun 340paBOOXPaHeHUA. 370 NMPUMEHMMO K Ceayrounm
KaTeropmam: nepegada LI,eHHOCTel;I B CBA3M C onaaToun ycnyr nocpeaHWKoB, npuraallatowmx

cCneunanncTtoB 34paBOOXpPaHEHNA ONA BbICTYN/1IEHMA Ha MepOonpuATHUAX; nepenada LLEHHOCTEVI B
CBA3M C ONaaTon PEKNaMHbIX NAOWaaoK, CI'IOHCOpCKOﬁ nomouwmn B CBA3N C onnaTon
l'IeI-(TOpaN\/,ELOK/'Ia,DHVIKaM, CaTeNN/INTHbIX CMMMO3NYMOB Ha KOHIpeccCaX, KypCoB, MNPOBOANMBIX
OpraHn3aumaAMmmn 34PpaBOOXPaHEHNA.

Mepenaya LEHHOCTEN, OCyLIeCTBAAEMan Yepes NPodeccMoHaibHbIX OPraHn3aToOPOB KOHGepeHLui,
BbICTYMaIOLLMX B Ka4ecTBe NOCPeHMKOB, Hanpumep, Npu apeHae CTeHA0B WAKM NAOLAA0K OT AMLa
opraHvsaumMn 34paBoOXpPaHeHMs, PacKpblBaeTCA KaKk nepegada LEHHOCTeid nnbo B KaTeropuu
«CroHcopcKkne — cornaiienuna», nubo B  Kateropuu  «[lnaTeskm 3a  OKasaHue ycayr U
KOHCY/IbTMPOBaHMUA» — B 3aBUCUMOCTM OT XapaKTepa 3aTparT, NpM 3TOM CNOHCUMPYEMas OpraHmn3aLms
30paBOOXPaHEHNS BbICTYMAET B KayecTse Nno/ayyaTens nnarexa.

Ecnv OOrOBOP MOKPbLIBAET A8 OpraHM3aumMn 34paBoOOXpaHeHus MpurialeHe Ha Meponpuatue
onpeaeseHHOro Yncaa CneumnanmcToB 34paBooXpaHeHus, npuyem Bbibop CneumasmcToB ocTaeTcs
3a 000 «Hosaptnc ®apma», nepedaya LEHHOCTEN PaCKPbIBAETCA WMHAMBWAYANbHO Ha WMSA
crneumanncTa no COOTBETCTBYIOLIMM  KaTeropuam  («CMOHCOPCKUI  B3HOC» WAM FOHOpap 3a
uTeHME NeKLMNK,

«PErNCTPALIMOHHBIN B3HOC» UK «NPOE3., Y MPOXMUBAHUE».

Ecim nocpeaHWK opraHn3osas MeponpuaTie MNpu CNoHCOpcKor nogaepxke OO0 «HosapTtuc
dapma» oT nvua 6onee uYem OAHOM OpraHM3auuuM 34paBoOXpaHeHusa, nepedada LEeHHOCTU
PaCKpPbIBAETCA Ha OCHOBe (aKTUYeCKoW nepefaqn LEeHHOCTM, MO BO3MOMHOCTM, OTHECEHHOW K
Ka)K[0M opraHusaumm 34paBooXpaHeHus, B NOIb3y KOTOPOM OCYLLECTBSETCA nepenaya LeHHOCTMU.
ECiM HEBO3MOXKHO C TOYHOCTBIO OnpedesnTb obbem nepefayn LEeHHOCTER ON08  KaskOoM
3a[€MCTBOBAHHOM B MEepONpUATUM OpraHM3aumMy 34paBoOXpaHeHus, npednonaraetcd pasHas
CTeMeHb y4YacTus KakAoM opraHMsaumm 3apaBooxpaHeHus. CnefoBaTenbHO, nepefaBaemas
LEHHOCTb AOENNTCA Ha  KOAMYECTBO OpraHu3auMin 34paBoOXpaHeHusa, Mpu 3TOM B OT4YeTe
YKa3bIBAOTCA paBHble A0AM MepeaaBaemMol LeHHOCTU A8 Kax 40N U3 HUX.
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KomnaHua OO0 «HoBapTuc ®apma» nNpuHANa pelleHne pacKkpbiBaTb nNepefady LeHHocTel B
CBA3M C MPOXOXAEHMEM BpayebHOro obmeHa OMbITOM, y4uTbiBad TOT akT, 4to noaobHoe
HesaBMcMMoe

«MNpaKkTMyeckoe» obyyeHne MPOXOAUT, Kak Mpasuao, B ob6nactu cneumdumyecknx 3abosesaHnin B
M3BECTHOM Yy4ebHOM 3aBedeHMM (Ha MeAMUMHCKOM ¢aKryabTeTe, B yHMBepcuteTe, 60/bHULE
yHMBEpCUTETa) — MoMagaer noa onpedeneHne «MnatexmM 3a  OKasaHue  ycayr w
KOHCY/IbTMPOBAHME» 1 PACKPbIBAETCA B OTHOLIEHWUM 3aK/N0UMBLLEN AOrOBOP CTOPOHDI.

5.3.2.2 MNepenaya UEHHOCTEM B CBA3M C MOKPbITUEM PACXOAOB, CBA3AHHbLIX C MPOBEAEHMEM
MEepPONPUATUI — PerncTpaLMoHHble B3HOCHI

00O «HoapTtnc ®apma» pykoBoacteyetca onpegeneHnem AIPM «PernctpaumoHHbIX B3HOCOBY,
OTHOCALLErocA K KaTeropuMam pacxodoB Ha NpoBeAeHMEe MeponpuATUi, AaHHbIM B Koaekce
packpblTia EFPIA (CTaTba 23.05)

Mo obliemy nNpaBu/y, PErvcTpaUMOHHbIE B3HOCLI, OMaTa KOTOPbIX BXOAMT B OPraHM3aLmio
MEpONpPUATMA MAKM MOCTyNaeT B BWUAE CMOHCOPCKOM MOAAepsKKM OT KomnaHumu OO0 «HosapTuc
dapma» MM OT ee AMLA, PaCKPbIBAOTCA B OTHOLIEHUM KaMA0ro MAEHTUOGULMPYEMOTO
cneumanucTa 34paBoOXPaHEHUA WAM  OpraHU3aumMmM  34paBOOXPaHEHMA, B MOMb3Y  KOTOPbIX
npovsseneHa

nepegava LeHHocTU. ObLWaa cymma permcTpaLMoHHbIX B3HOCOB, OMNIaYeHHbIX 33 OTAENbHO B3ATbIN
rof, OpraHW3auMK 37PAaBOOXPAHEHWA, AO/KHA PACKPbIBATbCA Ha WHAMBMAYaNbHOW OCHOBe (C
YKa3aHWemM HavMeHOBaHUS OpraHuW3auum 34paBOOXPaHEHUsA) B KaTeropum «IOKpbITUE PacXOAoB,
CBA3aHHbIX C MNpoBeaeHWeM Mmeponpuatui». OOWas cymma pPerucTpaLyoHHbIX B3HOCOB,
OMJIa4YeHHbIX 33 OTAE/bHO B3ATbIN roA, CNeuuanncTy 34paBooxpaHeHma, AOMKHA PAacKpbIBaTbCA AnA
KaK[0ro WAeHTUOULMPYEMOrO MoyYaTens Ha WHAMBUAYyasbHOM OCHOBE (C yKaszaHMeM VMeHM
cneumanucTa 34paBooxpaHeHnsa) B8 Kateropun «loKpbITME Pacxo0B, CBA3AHHbIX C NPOBeAeHUEM
MepOonpUATUNY.

MNepenaya LLeHHOCTel)II B CBA3M C npoBedeHMem BUPTYa/ZibHbIX KOHIpeccos (aﬂeKTpOHHbIe
I'II'IOLLI,a,EI,KM) PaCKpbIBaeTCA Kak d)aKquecme 3aTpatbl. ACKNtOYeHWe BO3MOXHO B C/yyae, eciu
y4actne B meponpuatnmn noarsepanin 3Ha4nTe/IbHO MeHbllee YMCNO YH4aCTHUMKOB B CPaBHEHWUN C
3an/1aHMPOBaHHbLIM. B 3TOM C/lyyae pacKkpbiTMe [O/KHO OCYLLEeCTBAATLCA B COOTBETCTBUMM C
yCTaHOBﬂeHHOl‘;I M3Ha4a/lbHO CTOVIN\OCTbFO/CI'IpaBeLLﬂVIBOVI prHOHHOVI CTOMMOCTbHO. AFpeFV]pOBaHHbIe
pacxodbl PacKpbIBatOTCA Ha OPraHM3auuto 34pPaBOOXPaHEHUA B Kamaoﬁ CTpaHe B KaTeropum
«PerncrpauoHHble B3HOCbI». [laHHble NO onaTe 3a y4acTue B BUPTYaJIbHbIX KOHIPeccax AOJIXKHbI
PacKpbIBaTbCA A4 KaxXaoro VILI,EHTMCI)VILI,MDVEMOFO nony4atena Ha MHLI,MBMLI‘yaﬂbHOVI OCHoBe (C
YKa3aHnem nmeHun cneumanmncra 3,£I,paBOOXpaH8Hl/IH).

5.3.2.3 [epepaya LEeHHOCTEN B CBA3M C MOKPbITUEM PACXOAO0B, CBA3AHHbIX C MPOBEAEHUEM
MmeponpuaTuin — Mpoesa, n NpoXKMBaHue

000 «HoBapTnc ®apma» pykoBoacTByeTcs onpedeneHnem EFPIA nepefayn LEeHHOCTEN B CBA3M C
NOKPbITUEM PACXOL08B, CBA3AHHbIX C MPOBEAEHMEM MEPONPUATUI — «[poe3a 1 NPOXMBaAHME»
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Nepefaya UeHHOCTEN B KaTeropuu «[1poess M MpPOXKMBAHME» BK/KOYAET pacxofbl Ha npoess
(Hanpumep, asuabuneTbl, /O 6uneTbl, aBTobyC, TakcW W T.4.) M NPOXMBaHWE (Hanpumep,
TOCTUHULLbI, apeHAA KBapTUPbI U T.4.)

Mo obuwemy npasuay, nepedaya UEHHOCTEN, CBA3aHHaA C NPOe3aoM W MPOMKMBAHMEM,
PaCKPbLIBAETCA MO  KaXkAOMy WAeHTMGMUMPYEMOMY nonydaTeno. Ecam nepegada  LEHHOCTM
NPOMUCXOOMT Yepes OpraHM3aLmMio 34PaBOOXPaHEHNA UAM NOCpeaHWKa (TPeTblo CTOPOHY), OHa, Mo
BO3MOXHOCTW, PAcKpbIBAeTCA Ha WHAMBMAYa/bHOM OCHOBE ANA Cheluanncra 34paBooXpaHeHus
(cm. Tnasy 5.1).

Mepedaya LEHHOCTEM B CBA3M C OMMATOM NPoe3da W MPOMKMBAHWA 44 rPYNMbl CNeuMaancTos
34paBOOXPaHEHMS, KaK HanpMmep, B Cly4ae rpynnoBoro aBTobycHOro TpaHcdepa, packpbiBaeTca B
obuein dopme. Ecam TpaHcdep opraHM3oBaH A1A CNeumanmucTos 34paBOOXPaHEHUA C OCHOBHbIM
MECTOM OCYLLECTB/IeHWUA AeATEeNbHOCTM B PasHbIX CTpaHax, nepeaada LeHHOCTM PacKpbiBAeTCA Ha
0b6LWMX OCHOBAHMAX C YyKasaHWem OOLWIMX PacxofoB, PasfeNeHHblX B PaBHbIX A0AAX Mexay
3aMn1aHMPOBaHHbIM YMC/IOM CNEeLMasnCTOB 34paBOOXPaHEHMA, B MO/b3Y KOTOPbIX BbIMOJHAETCA
nepeaava, ANA KaxaoM CTpaHsbl.

5.3.3 [llepegaya LUEHHOCTeM B CBA3XM C ONJATOA 33 OKasaHuWe yCayr w
KOHCY/IbTMPOBaHMe

5.3.3.1 MnaTtexu 3a OKazaHWe yCyr U KOHCY/IbTUPOBaHWe

000 «Hoaptuc ®apma» pykoBoACTBYeTcA onpedeneHvem EFPIA ana kaTeropum «lnatexu 3a
OKasaHWe YCAyr U KOHCY/IbTMPOBaHME», AaHHbIM B Koaekce packpbitis EFPIA (cTaTba 23.05).

Mepesaya UEHHOCTEN MO KaTeropuu «l1NaTexu 3a OKasaHMe YCAYyr W KOHCYAbTUPOBaHME»,
OCYLLECTB/IEHHAA HEMOCPEACTBEHHO HaNPAMYI, UM Yepes TPeTbe /IMLO B MOJb3y Creumsanncra
30paBoOOXpaHeHns / opraHM3aumMM 34paBOOXPaHEHMS, BK/IIOYAET, HE OrpaHUMYMBasCh, YCIyIy,

OKasaHHble B CBA3W C MNPOBEAEHMEM KOHIPECCOB TPEeTbMMMW /MLAMK, BO3HarpaxaeHus
NekTopam/aoknagumKam, BOo3HarpaKAaeHWs 3a COCTaBNEHMEM MEeOMUMHCKMX TEKCTOB, MOAFOTOBKY
aHanuM3a [aHHblX, pa3paboTKy 0DOyYatoLMX MaTepuanos, WMHTEPBbIO, HAaNPWMep, O MPOAYKTax
000 «HoapTnc ®apma».

Kak ykasaHo B rnase 5.3.2.1, nepefaya LEHHOCTEN, OCyLLeCTBASEMan Yepe3 NpodecCcmoHanbHbIX
0praHM3aTopoB KOHMEPEHLMIA, BbICTYNAOWMX B Ka4ecTse MOCPeAHUKOB (Hanpumep, 418 apeHbl
CTEHA0B MW NNOWAAOK OT AMLA OpraHM3aUmMmn 34paBoOOXPaHEHNA), PACKPbIBAETCA Kak nepeaaya
UueHHocTe Anbo B KaTeropum «CrnoHCOpCKMe cornaleHua», Anbo B KaTeropuu «llnaTexkn 3a
OKasaHue YCIYyr M KOHCY/NbTMPOBaHMA» — B 3aBMCMMOCTM OT MNPUPOAbl 3aTpaT, B MO/Mb3y
CMOHCUPYEMOI OpraHM3aLUmmn 34paBOOXPaHEHNA, BbICTYNAOLLEN B Ka4ecTse noydarens.

MNepefaya LEHHOCTEN B CBA3W C NPOBEAEHNEM MAPKETUHIOBbIX MCCNEA0BaHMN, rae MonydaTens
6611 n3secteH OO0 «HosapTnc Papma» packpbiBaeTca Kak «l1naTexm 3a oKkasaHue yCayr u
KOHCy/IbTMpOBaHue». B cnydae, ecim Monyyatens He nssecteH 000 «HoBapTnc ®apma», 3T
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AaHHble HE PaCKpPbIBAakOTCA, YTO COOTBETCTBYET MNpPaBy pecnoH4eHTa Ha aHOHMMHOCTb,
NPONMNCaHHOMY B Haa/ieXXalWnX NPaKTUKax MapKeTUMHroBoro nccineaoBaHMA.

Mepenaya ULEHHOCTEM B CBA3W C COCTaBAEHWEM MEAMUMHCKMX TEKCTOB M pefakTMpOBaHUMEM U
nepefiaHHas HampAMylO WAW  KOCBEHHO OpraHM3aumMu  34paBoOoXpaHeHus / chneumanucty
34paBOOXPAHEHNA packpbiBaeTca AMbBO B KaTeropuum  «llnaTexm  3a OKasaHwe ycayr w
KOHCY/IbTUPOBAHUA» MO  KaXAOMY WAEHTUOULMPYEMOMY CMEeuuanucty 34paBooxpaHeHus [/
OpraHV3alUMK 3pPaBOOXPAHEHUA, BbICTYMAOWMX B KayecTBe nosyyatens, nvbo B KaTeropuu
«WccnepoBanua U paspaboTku» B obulein dopme — cornacHo Koaekcy Had/iexallelr npakTUKK
AIPM. Tog kaTteroputo «l11aTexku 3a OKasaHWe yCayr M KOHCY/IbTUPOBaHUA» NOMAAAL0T Caeaytolme
C/ly4an COCTaB/IEHNA MEOMUMHCKMX TEKCTOB U PefaKTUMPOBAHUA: UCCIeL0BaHWA Ha KOHKPETHOM
npumepe, 0b630pbl  KOHrpeccos, cTaTe W pedepaTtbl, mMoHorpadum, nocTepbl, PYKOBOACTBA,
NPUNOXHKEHNA.

5.3.3.2 lepeaaya LEHHOCTEN B CBA3M C NaTeXamMM 3a OKasaHMe YCAYT U KOHCYNbTMPOBaHME —
Pacxogpl, CBA3aHHbIE C JOrOBOPAaMM OKa3aHWA YCAYT U KOHCYAbTUPOBaHUA, BKAOYas
pacxoApl Ha NPOEe3/, v NPOXMBAHKUE, YCTaHOBEHHbIE B J0rOBOPE

000 «Hoaptuc ®apma» pykoBOoACTBYeTcA onpedeneHvem EFPIA ana kaTeropum «lnatexu 3a
OKasaHuWe YCAyr U KOHCyAbTMpOoBaHWe — Pacxoibl, CBA3aHHble C AOTOBOPAMWM OKa3aHWA YCAyr w
KOHCYNbTMPOBAHWA, BKAOYAA PACXOAbl Ha MPoe3s U NPOXKUBAHME, YCTaHOB/IEHHbIE B 4OrOBOpEY,
naHHbIM B Koaekce EFPIA (Cratbs 23.05).

e} o6|.|.|,ervly npasuay, nepenada LI,eHHOCTel;I B CBA3M C pacXxodammn Ha npoes3n v npoxXnBaHWe B
PaMKaXx 4eATeNIbHOCTH, yKa3aHHOVl B NOAMWCAaHHOM CTOPOHaMW LOroBope B KaTeropmuu «naTexku 3a
OKaszaHue ycnyr» namnm « KOHCynbTUPOBaHME», HE BXOOMT B yKa3aHHbIl>'I nnaTex.

B cBA3W C HEBO3MOXHOCTbBIO BK/IOYEHNA PACXO40B Ha MPOoes3s U NPOXKMBAHME B LOTOBOP OKa3aHWUA
YCAyr gaHHble pacXodbl PaCKpPblBAlOTCA B arperMpoBaHHOM BMAE.

5.3.4 Tlepefaya LeHHOCTEN B CBA3M C NPOBEAEHMEM UCCAeA0BaHMI N pa3paboToK

000 «HosapTtnc dapma» pykosoacteyetca EFPIA onpeaeneHnem KaTeropum «MccnenoBanua m
pa3paboTkM», OaHHbIM B Kogekce packpbitna EFPIA  (MepeyeHb 1), onpegeneHnem
OOKAMHUYECKUX UCCenoBaHMi B [puHUMNAX Haaneskawlen nabopaTopHoi npaktukm OECD,
onpefeneHnem KAMHUYECKMX WCCNeAO0BaHUA W HEWHTEPBEHUMOHHbIX WCCAeA0BaHWIA COTNaCcHO
depepanbHoMy 3akoHy No 61-03 «O6 obpalleHUMM NeKapCTBeHHbIX cpeacte» oT 12.04.2010,
®epepanbHbiM 3akoHOM No 323-03 «0O6 ocHOBax OxpaHbl 340pOBbA TrpaskiaaH B Poccuiickoi
Penepaunm» ot 21.11.2011.

MNepesdaya LEHHOCTENM B CBA3M C NPOBEAEHMEM UCCNEL0BAaHMN M Pa3paboTOK MO HUMKEYKa3aHHbIM
aKTMBHOCTAM pacKpbIBaeTCA B KaTeropuu «lccnengosaHnsa n paspaboTkm» B obuwen dopme, ecan
OHa nonagaeT nof onpeaeneHune «MccnenoBaHna n paspaboTkm» Kogekca HagneKallen npakTukm
AIPM, K npumepy:

- [leATenbHOCTb, CBA3aHHaA C NA1aHNPOBaHMEM N nposeageHMeEm AOOKTNHNYECKUNX
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NCCNefOBaHWUM, KAMHUYECKUX WUCCNeA0BaHMIA  WMAM  MPOCMNEKTUBHLIX HEUHTEPBEHUMOHHbBIX
nccnenoBaHW, BKAtOYaoLWana cbop AaHHbIX NALMEHTOB OT ANLA MAM MO NOPYYEHNIO OTAENbHbIX
CNeuynanncToB 34PaBOOXPAHEHNA UM UX FPYNN HEMOCPEeACTBEHHO B LIENAX NCCAeA0BAHWS;

- WccnepoBaHua, WHUUMMPOBAHHbIE  MCCNeAOBaTeNAMM WM UCCAeA0BaHWA, CMOHCUMpPYyeMble
nccnenoBaTensmm, MorytT nonyydntb Bbirogy oT OO0 «Hosaptuc ®Papma», ecnm OHU He
MHUUMMpoBaHbl OO0 «HoBapTmc Papmar.

- [locTpernctpaumoHHble WCCNegoBaHWMA, BCTPeYM MccnedoBaTenel - B AaHHOM  C/yyae
PACKPbITUIO NOANENKNT 0OLLMIM 06BbEM NepeaaHHbIX LEHHOCTEN; B C/lyYae y4acTus CneumanmncTos
3/1paBOOXPAHEHUNA U3 APYrUX CTPaH, oblime daKkTUYeckne pacxoapl (BKAOYas MHOPACTPYKTYPY,
npoesfa, NOrUCTUKY M UCKAOYaA pacxofdbl Ha NUTaHWE) AeNATCA Ha KOMMYECTBO CMeumanncTos
31paBOOXPaHEHMA MO CTPAaHaM OCHOBHOIO MECTa OCYLLLECTBAEHNA NPAKTUKK;

- [JeAaTenbHocTb, 3adUKCMpOBaHHaAs B [OroBOope C  KOHTPAKTHOM  MccnenoBaTesIbCKOM
opraHusaumer, no kotopomy OOO «HosapTnc Papma» NPOM3BOAMT KOCBEHHYIO Mepeaavy
LEeHHOCTEl, NOoMafatollyto Nof onpeaeneHWe WUCCNefoBaHUM M pa3paboTok, chneumanmcTam
37paBOOXPaHeHMs/opraHM3aLmam 34paBOOXPaHEHUS.

- [lepefdaya UEHHOCTEM B CBA3W C PAHHWMW CTaaMAMM WUCCAeAOBaHMIA, MNONaatoWwmMmmn nog,
onpeaenenue «MccnenosaHna n PaspaboTtkm».

B CNydae, Korga nepeaada LLeHHOCTem OTHOCUTCA K MPOCNEKTUBHbIM N PETPOCNEKTUBHbLIM
MOCTMAPKETUHTOBbIM MCC/1eA0BaHMAM, KOTOPbIE HENBb3A PAa3AENINTb Meady C06Ol71I, TO nepenaya
LLEHHOCTeVI Nno BCEM 3TUM UCCIeA0BaHMAM PAaCKPbIBAETCA Ha MHLI,MBMLI,yaﬂbHOVII OCHOBe.

MNepepaya ueHHocTen Komnanuwer OOO «HosapTuc ®apma» WMAM OT €e MMEHW B OTHOLUEHWU
KOHCY/NIbTUPOBAHWMA, PACKPbIBAETCA MOA KaTeropumen «MccnefoBaHMa M paspaboTku» Ha obuiei

OCHOBE, eC/IM OHa NMOonaJAaeT Noj onpeAesieHne UCCAen0BaHMI U pa3paboTok Kogekca packpbiTus
MHGOPMaLMK EFPIA: 0eATeNbHOCTb no KOHCYNbTUPOBAHUIO B CBA3U o
nAaHMpPOBaHMEeM/NPOBEeAEHUEM OOKAMHUYECKUX UCCAEA0BAHUI, KAMHUYECKMX MCCNeA0BaHUI nam
NPOCNEKTUBHBIX HEUHTEPBEHLIMOHHbIX WCCAeA0BaHUIA, OeATeNbHOCTb KOMWTETOB MO  3TUKe,
paboymx KOMUTETOB MW AEATEbHOCTb KOHCY/IbTaTUBHbIX COBETOB B CBA3M C NAaHUPOBAHMEM UM
NpoBeLEeHNEM HEKNNHUYECKUX UCCNeL0BAaHUM, KAMHUYECKUX UCCNeL0BaHUA UAN NPOCNEKTUBHbIX

HeNHTePBEHLUMOHHbIX VICC}'IeLI‘OBaHMVI, OeATeNIbHOCTb 3KCMNepPTHbIX KomMmccui no nccnegoBaHUAM,
BCTpe4n MCCﬂeAOBaTeﬂem, HenocpeacTBeHHO CBA3aHHblE C KIMHUYECKMMU NCCNEeL0BaHNAMMU

6. Mepbl, npeanpuHMMaemble A8 CcOONOAEHMA  HOPMATUBHO-
NPaBOBbIX TPEOOBAHMN O 3aLLUTE NEPCOHANbHbIX AaHHbIX

PackpbiTve nepegay LEeHHOCTEN, ONMCaHHbIX B AaHHOM CONpoBOAMTENbHON 3annCKe, NPOUCXOANT
B cooTBeTCcTBUM ¢ PeaepanbHbiM 3aKkoHOM oT 27.07.2006 N 152-®3 "O nepcoHanbHbIX AaHHbIX",
MonnTnKoin HoBapTUC B OTHOLLIEHWM 3aLLMTBI MEPCOHAbHBIX AAHHbIX M NPW yCNoBUKU cobatoaeHUa
NPOYMX HOPM [ENCTBYIOLLENO 3aKOHOAATENbCTBA O 3alUMTe MepCoHanbHbIX AaHHbIX. [aHHaA rnasa
onucbiBaeT mepbl, npeanpuHatele 000 «HoBaptuc ®Papma» ana cobnoaeHUa HOPMATUBHO-
NpaBoBbiX TpeboBaHMI O 3alMTE MEePCOHaNbHbIX AaHHbIX, MPaBWA MOJYYEHUA Ccornacua wu
06paboTkM  MHPOPMALMM, PYKOBOACTBYSCH BHYTPEHHMM PErn1amMeHTOM, 3aKOHOAATe/bHbIMU W
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HOPMaTUBHbIMW aKTaMW O 3alnTe NEPCOHA/IbHbIX AaHHbIX.

6.1 TpaBomepHOCTb cbopa, 06paboTkM 1 Nepeaadm NEPCOHANbHbIX AAHHbIX

Mo4 3aWmMTOM MEepcoHabHbIX [aHHbIX MOHWMAETC OCHOBHOE MpaBo (U3MYECKOTO JMLa Ha
OCYLLECTB/IEHME KOHTPOAA 33 MCMNO/Nb30BaHMEM, LOCTYNOM K MHbOpMaLMK, KOTopas NPAMO UK
KOCBEHHO OMWUCbIBAET WU  WUAEHTUOUUMPYET [nOaHHOe ¢U3MYecKoe /WLO  («NepcoHasbHble
OaHHble»). [Ina BbinonHeHUA TpeboBaHMA K NPO3PaYHOCTM PACKpPbITUA MHGOPMaLLMK, HEOBXOAMMO
obecneuntb cbop, 06paboTKy W pPaCKPbITME MNEePCOHaNbHbIX AaHHBIX B pPaMKax KOMMaHUK
000 «HosapTtnuc ®apma» u 3a ee npefenamu. YKasaHHble [aHHble [OO/MKHbl OCTaBaTbCA B
OTKPBLITOM [1OCTYNeE, KaK MUHUMYM, B TedeHWe 3 (Tpex) JeT Noc/ie NepBoro PackpbITUA, U XPaHUTCA
KaK MWHMMYM, 5 NneT nocne OKOHYaHWA COOTBETCTBYIOWErO OTYETHOrO nepuoja B apxuBax
komnanmm OO0 «Hosaptnc ®apma». PacKpbiTMe nepcoHaNbHbIX JAaHHbIX KomnaHwe OO0
«HoBapTtnc Papma» Bceraa OrpaHMYMBAETCA YCTAHOBAEHHOW LIeNbHO.

6.2 [lonyvyeHwe cornacua

Mo oblemy npaBuay NOMIYYEHUA COTNacUa Ha PACKPbITUE OT OpraHM3aLumM 374paBOOXPaHEHMs K
NpPW PacKpbITUM nepeady LeHHOCTeM B CBSA3W C NpoBeAeHMEM MCCAe[oBaHW M pa3paboTok He
TpebyeTca.

MpW pacKkpbITUK MHDOPMaLMK, KacatoLLENCa CneumanmncToB 34paBOOXPaHEHMA, COOTBETCTBYOLLEE
cornacve cneumanncta 34paBoOXPaHEHNA ObIN0 NOAYYEHO A0 NYHAMKAUMWM OAHHbBIX MO KaxKaomy
naeHTMOMUMpPOBaHHOMY — nonydatento.  [lpoueaypa  NOAYYeHMA  cornacMa  NPOBOAMAACH
UCKNIOYMTENbHO C COBAOAEHNEM HOPM AENCTBYIOWErO POCCUMMCKOrO 3aKOHOAATEIbCTBA O 3aluTe
NnepcoHasbHbIX AaHHbIX B COOTBETCTBUM C PeaepanbHbiM 3akoHOM OT 27.07.2006 Ne152-d3 «O
nepcoHaNbHbIX AaHHbIX».

Cornacve 6bl7I0 MOMYYEHO Ha Kaxkaoro MAEHTUOUMUMPYEMOro noaydaTensa A8 BCeX C/ydYaes
nepefayn LeHHOCTEN 3a OTYETHBIN rog,

MonyveHne YacTM4yHoro / pa3aenbHOro cornacna He AonycKaeTca.

Mpyn OTCYTCTBMM MUK OT3bIBE COrNACUA PacKpbITe MHOOPMaLMM O nepeade LEHHOCTEN B MO/b3y
CMNeLmanmncToB 3paBooXpPaHEHNA OCYLLECTBAAETCA B 060OLLEHHOM BUE Be3 yKa3aHWA KOHKPETHbIX
nosayyaTenen UeHHOCTEN.

B cnayyae cmepTu crneumanucta 34paBOOXpPaHEHMA K MOMEHTY packpbiTia uHbopmaumm (oate
nybavKauMm AaHHbIX) nepefadYa LEHHOCTeM B MO/b3y TAKOro Crneumanucta OCyLecTBaAseTca B
0606ueHHOM BUE.

3a CreuManmMcToMm 374paBoOXpaHeHMA 3aKperieHo MpasBo OT3biBa COMacuMs — B 3TOM Ciyvae
cneunanucT 34paBooxpaHeHua 06s3aH  MUCbMEHHO MNPOMHGOPMMPOBaTh KomnaHuio 000
«HosapTuc ®apma» o csoem petieHun. OT3blB COrNacua OLIEHMBAETCA COMMAaCHO YKasaHHbIM
paHee HOPMam [eNCTBYIOLLErO POCCUIMCKOTO 3aKOHOAATE/IbCTBA O 3aLUMTE NMePCOHasIbHbIX AaHHbIX.
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Ntoboi anbTepHaTMBHBIM cnocob nybanKkaumm nHdopmaLmm o nepeade LeHHOCTEN Ha
WNHAMBWAYaANbHOM OCHOBE (HanpuMmMep Ha OCHOBAHWUKM MHOTO HOPUANYECKOr0 06OCHOBAHMS OT/IMYHOIO
OT COracua) OLUEHNBAETCA /1IOKA/IbHbIM PYKOBOAMTENEM HAMPaBAEHUA MO 3aLMUTE NEPCOHANbHbIX
[OaHHbIX.

7. ®urHaAHCOBbIE acNeKTbl

B HacToAwel rnase paccmaTpmMBatoTcA  GWMHAHCOBbIE aACMEKTbl, CBA3aHHbIE C METOAMKOM
MOEHTUGMKAUMM M BU3HEC-peLlleHMs MM B OTHOLWIEeHUU cbopa M packpbiTua uMHbOpMaLMM O
nepeaaye LeHHOCTEN.

000«HoBapt1c ®apma» cneayer POCCUMMCKMM CTaHaapTam GUHAHCOBOW OTYETHOCTU M NpPaBmMaam
PacKpbITUA GUHAHCOBOM MHDOPMALIMN.

Komnarua OO0 «HosapTuc Gapma» pyKoBOACTBYETCA CAeAyIOLMMM NPaBuaamMmn onpeaeneHns aat
BbIMAT MpK nepeaade LeHHOCTeH!, B 3aBUCMMOCTM OT TUMa nepeaadn LeHHOCTU: NpsmMas nepesada
LUEHHOCTM pacKpbiBaeTCcA Mo JaTe MpoBeAeHMA niaTexka B HaHKOBCKOM cucTeme. KocseHHas
nepenada LeHHOCTW, CBA3aHHAs C NPOBEAEHUEM MEPOMNPUATUIA TaKUX KaK KOHIPECChI, MPU KOTOPbIX
[0atbl (HaTypanbHbIX) PacXo40B He COBMaaatoT C AaTaMMi NPOBEAEHUA MePONPUATUSA, PacKPbIBaKOTCA
no Jate NocneaHero AHA MeponpUATUA.

PacKkpbiBaemble CymMmbl nepedad LeHHocTel He cogepkaT HAC. B cnyyasx, Koraa sblaeneHue
HAC HeBO3MOXHO, CyMMa nepeaaHHbiX LeHHOCTel packpbisaeTtcs ¢ HAC. B caydae yaepskaHus
NoJOXOAHOrO Hajora WMAM ero aHasnora kKomnanven OOO «Hosaptnc ®apma», nepeaHHas
LUEeHHOCTb ByaeT codeprKaTb YKasaHHbIe CYMMbI.

BantoTHble oOMnepauMm — KOHBEpPTaLMA WMHOCTPaHHOW BaMOThl A48 nepedadu  LEeHHOCTM
OCYLLECTB/IAETCA Ha OCHOBE (aKTMYECKOro OBMEHHOrO Kypca, COMMacHO  YY4eTHOW MONUTUKe
000 «HoBapTuc ®apma». Mepesaya UEHHOCTEN PACKPbLIBAETCA B HALMOHAJbHOWM Ba/itoTe CTPaHbI,
Ha TEeppPUTOPUM KOTOPOW 3aperMcTpupoBaHo nybamkytollee MHGOPMaUMo AMLO. A Npsamon u
KOCBEHHOM NepeAayu LEeHHOCTEN MHOCTPaHHAN BaloTa KOHBEPTUPYETCA B HALMOHA/bHYIO BallOTy
pacKpbiBalOWEro MHOGOPMaLMIO AMLA Ha [aTy COBeplUeHWs TpaHsakumu. [ns TpaHCrpaHUyHOM
nepefays UEHHOCTM MHOCTpaHHas BajloTa KOHBEPTUMPYETCA B  HaUMOHaNbHYO  BajloTy
pacKpbIBaOWEro WMHPOPMaLMIO NMLE Ha OCHOBE CpeaHEemMecAYHOro OBMEHHOro Kypca A
OCYLLLECTB/IEHHOM Nepeaaym LeHHOCTeM No AaHHbIM LieHTpobaHKa.

B cnyyae TpaHCrpaHWYHOW nepefayv LEeHHOCTeM COracHo onpefeneHunto Mnaebl 5.2, npamas
nepefava UEHHOCTEN MNpU3HAeTCA Mo JaTe NPOBEAeHWs niaTexka B HOAHKOBCKOW cucTeme, a
KOCBEHHas nepeaava LLeHHOCTEN — MO AaTe OKOHYaHWUA MePONpPUATUA.

[N MHOTONETHMX [OrOBOPOB Nepeaada LEHHOCTVM NPU3HAETCA Ha OCHOBaHMM AaTbl NPOBeAEHUA
naaTtexka B OaHKOBCKOM cucTeme.

B cnydae nonydeHns MHGopmaLmm o nepeade LeHHOCTeN B 60/1bLIOM 06bEME NOC/E AaTbl 3aKPbITUA
otyeTa, 000 «HosapTnc Dapma» A0NKEH BHECTU M3MEHEHMA B OTYET 1 ONYyHAMKOBATb €10 B TeYeHMe
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TpeX MecAalEeB 1 B COOTBETCTBMM C NOKA/IbHbIMMU Tpe6OBaHVIHMVI.

8. Tybankaumsa AaHHbIX

000 «HoBapTnc ®apma» pykoBOACTBYeTCA onpeaeneHnem «PopmMbl PacKpbITUAY, ONpeae/ieHHbIM
Koaekcom packpbitva EFPIA (CtaTbs 23.4).

PaCKprTVIe npoBoAMNTCA Ha e)-KEI'OLI‘HOﬁ OCHOBe, B Te4yeHue 6 mecAaueB rnocae OKOHYaHuA
COOTBETCTBYHOLLETO MONHOIO Ka/ieHAapHOro roaa.

Ob6HOBNEHMA BHOCATCA Ha OﬂepaTMBHOVI OCHOBE ON1A OTpa*KeHnA N3MEHEHUI [AaHHbIX NN OT3blBa
cornacma nocne r|y6nm<aumv1 OT4eTa NO PACKPbLITUIO AaHHbIX.

Mybankauma npoBoAMTCA Ha  caedyloulen nnatbopme AN4  PacKpbiTMa  MHGOpMaumu:
www.novartis.ru.

PackpbiTan IAHdJOpN\aLLVIﬂ OO/KHA OCTaBaTbCA B OTKPbLITOM AOCTYMNe, Kak MUHUMYM, B TeyeHue 3
(Tpex) NIeT Noc/ie ee NepBOro PAcKPbITUA U XPaHUTCA MUHUMYM B TedeHue 5 net nocse OKoH4YaHuA
COOTBETCTBYHOLLErO OTYETHOro nepmnoaa.

9. Mcnonb3yemble TEPMUHbLI M abbpeBMaTypbl

B gaHHOM rnaBe npeacTaBfieH CMMCOK OCHOBHbIX TEPMMHOB M COKPALLEHWI, UCMOAb3YEMbIX B
HacTosLlIemM AOKYMeHTe, B cooTBeTcTBUM ¢ §1.2 KoaeKca Haanexallen npaktnkm AIPM:

- HOHTpaKTHaﬂ nccneanoBaTesIbCkaa OpraHM3aunAa: OpraHM3aunAa, KOTopaa OKa3blBa€T NOAAEPMKRY
B cd)epax d)apMaLl,eBTW‘IeCKOM, H6MOTEXHOOTMYECKOM NPOMbIWNEHHOCTM WU U3TOTOBAEHUA
MegNUNHCKUX I'Ipl/I60pOB, npeaoctaBndaa nccnenoBaTeNnbCkme yeanyrm Ha KOHTpaKTHOl)lI OCHOBEe.

- Cneuyanuct 37paBOOXPaHEHWA: Bpaun W Apyrve MeAUUMHCKME PAabOTHWKM, PYKOBOAMUTENN
MEAMLMHCKMX OpraHu3aumii, dapmauesTuyeckMe pabOTHUMKKM, BKAOYAA MNPOBM3OPOB U
bapmaL,eBTOB, PYKOBOAMTENN ANTEYHbIX OPraHU3aLUMi U Apyrue ChneuvanucTbl, NpeaMmeTom
NPodPecCMOHaNbHOM  AeATE/IBHOCTU  KOTOPbIX SABAAIOTCA  hapMaLeBTUYECKME MPOAYKTbl U
KoTopble B npoLlecce cBoel NpodeccMoHaNbHOW AeATeNbHOCTM MMEROT MPaBO Ha3Ha4aThb,
pPeKOMeHA0BaTb, NpMobpeTaTb, OTNYCKATb MU NMPUMEHATH GapMaLLEBTUYECKME MPOAYKTbI.

- OpraHu3aums 34paBooxpaHeHus: noboe topuandeckoe avuo, (i) ABasatoleecs opraHusaumen
3/1paBOOXPAHEHUNA, MEAMUMHCKON, GbapMaLeBTUYECKOM WAM HaydyHOW accoumaumen uam
opraHusauven (BHe 3aBMCMMOCTM OT €e OpPraHM3aLMOHHO-NPaBOBOM GOPMbI), Hampumep,
60/1bHMLA, KAMHUKA, GOHA, YHUBEPCUTET UK UHble ydebHble 3aBeaeHUn (Kpome MaumeHTCKMX
OpraHuM3aumuit), Yen OPUAMYECKUI adpec, MecTo PervcTpauumn pUAMYECcKOro Auua Wan
OCHOBHOE MeCTO [AeATeNbHOCTM HaxoamuTca B npefenax Poccuitckon ®epepaummn mam (i)
KOTOpble  OKasbiBalOT  YCAyrM  MOCPEACTBOM  OAHOMO  WAM  Dosee  CNeumanucTos
3/1paBOOXPaAHEHUA.

15



U NOVARTIS Title: Novartis EFPIA Methodological Note

Doc. Version: 7.0

YneHckne accoupaumm: ¢ cootseTcTBMe C YctaBom EFPIA, opraHusauuma, npeacrtasaarowad
bapmalLeBTUYECKMX NPOM3BOAMTENEN HA HALMOHA/IbHOM YPOBHE, YIeHaMK1 KOTOPOW AB/SIOTCS,
cpean Npo4Yero, MccnenosaTe/lbCKMe KOMMAHWW. B COBOKYMHOCTM HaUMOHA/bHbIE YNEHCKMe
accoumaummn nam BXoAaLME B MX COCTaB Y1E€HbI, B 3aBMCMMOCTM OT KOHTEKCTa, CBA3aHbl Kogekcom
EFPIA.

KomnaHMmM y4acTHUKM: C coOTBeTCTBME C YcTaBom EFPIA, HayuHO-MCCAeA0BaTEIbCKME KOMMaHWUH,
pa3pabaTbiBatolpme M NpPov3BOAALLME NeKapCTBEHHbIE CpeacTBa B EBpone 4/1a MCNob30BaHMA
Ye/I0BEKOM.

MpodeccroHanbHbI OpraHM3aTop KOHbEepeHLMIA: KOMNaHWA, KoTopas CrheuMannsmpyerca Ha
opraHM3auMM U MNPOBEAEHUN KOHIPECCoB, KOHMEPEeHLMA, CEeMUHAPOB M  aHaNOrMYHbIX
MEpPONPUATUN.

Monyyatens: N06OM cneumanncT 34paBOOXPAHEHNA WUAM OpraHM3auma 34paBoOOXpPaHeHus, B
33aBMCMMOCTM OT KOHKPETHOTO C/yyas, YbA OCHOBHas AeATe/IbHOCTb, YKa3aHHbIA B [0roBope
aapec NPaKTUKM UK PETUCTPALMA FOPUAMYECKOTO IMLA HAaXOAATCA U OCYLLECTBAAIOTCA B CTpaHe
c accoumaumen - yneHom AIPM.

Mepenaya UEHHOCTEM B CBA3M C MPOBEAEHMEM MCCAedOoBaHW M pa3paboTok: nepedava
LEeHHOCTEM B MOAb3Y CheuManncTa 34paBOOXPaHEHUA WAM OpraHM3aLmMM 34paBOOXPaAHEHMS,
KOTOpas cBA3aHa C MaaHWpOBaHMEM WAM nposedeHWem (i) AOKAMHWYECKMX UCCNedoBaHWU,
(i)  KAMHMYecKMx wuccnegoBaHWi  wuam (i) nNocTperncTpauMoHHbIX — HabatoaaTeNbHbIX
(HEMHTEPBEHUMOHHbIX) MCCNeA0BaHWMIA, KOTOpble ABAAIOTCA MNPOCMEKTUBHLIMKM MO CBOEMY
XapaKTepy M CBA3aHbl CO COOPOM JaHHbIX O MauUMeHTax, Mojyd4aembix OT Cheumanmncra
37paBOOXPAHEHMS UM OT €r0 MMEHW, UK OT rPynrbl CNeLmnansmcTos 34paBooOXPaHEHMS UK OT
UX UMEHM, CNeumanbHo AnA Ueaei nccnesoBaHms.

Mepenaya LEeHHOCTM: Mpsamas nm KOCBEHHaA nepeaava
LeHHOCTEN, ocyllecTsnseman 8 Gopme AeHEMHbIX CPeACTB, B HAaTypPasbHOM BbiPaXKeHUW UK B
nobolt apyroit dopme B LENAX KaK NPoaBMKeHWs dapmMaleBTMYecKoro npodykta Ha pbiHKe,
TaK 1 B IIOBbIX MHbIX LENAX, B CBA3M C pa3paboTKOM 1 Npoaarkein peLenTypHbIX NeKapCTBEHHbIX
npenapaTos. Mpsamas nepegada LEHHOCTEN MNPOM3BOAMTCA dapMaLEBTUYECKON KoMMaHuen
HemnocpeacTBEHHO B MOJ/Ib3y MoaydaTens. KocBeHHas nepefaya LEHHOCTeN MPOM3BOAMTCA OT
MMeHN bapmaueBTUYECKON KOMMaHMM B NOMb3Yy NOAyYaTeNa UM Yepes NocpedHuKa B ciyyae,
ecan dapmaueBTUYECKas KOMMaHMA 3HAeT WAM MOXET MAEHTUOULMPOBATL OpraHuM3aLmio
37paBoOXpaHeHns / crneumanncTa 34paBoOXPaHEHMs, B MOJb3y KOTOPbLIX OCYLLECTBAAETCA
nepenava LEeHHOCTEN.

10. Ccblnku

B HacToAWen rnase npuBedeHbl CCbIKM Ha BHYTPEHHME W BHELWHME UCTOYHUKM ANS
AONOAHUTENBHOM MHDOPMALMKN M O3HAKOMIEHWS C IOKYMEHTANbHOM 6a30M.
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- www.novartis.ru;

- ®enepanbHblii 3aKoH 0T 12.04.2010 Ne61-P3 «O6 obpalleHnn NeKapCTBEHHbIX CPeACTBY;

- ®epepanbHbli 3aKoH 0T 27.07.2006 No152-P3 «O nepcoHaibHbIX AaHHbIX»;

- ®epepanbHblii 3akoH 0T 21.11.2011 N 323-®3 "O6 ocHOBax 0XpaHbl 310P0BbA rPaXk/iaH B
Poccuiickort depepaummn’;

- KoaeKc packpbitia nHbopmaumm EFPIA;

- KogeKc Hagnexallen NpakTMKM ACCoumaLm mexayHapoaHbIx GapmaleBTUYECKMX
npoussogutenei (AIPM);

- MpuHUMNbl HagnexKallen nabopatopHol npakTnkn OECD

17



