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1. llonoxeHwua HaUMOHa/IbHbIX 3aKOHOAATEe/IbHbIX 1 HOPMATUBHbIX
dKTOB B OTHOWEHWWM NMPO3PaA4YHOCTU l/IHd)OpN\aLI,MM

lpynna Hoaptnc cobntogaeT 3akoHoZaTesibHble WM HOPMaTMBHble aKTbl, obecrnevymBatoLime
NPO3PaYHOCTb OTHOLUEHWUI Mexdy apmMayesmu4eckumu KOMNGHUAMU U CheumanmcTamm
3/1paBOOXPaHeEHWs / OpraHM3aLMAMM 34paBOOXPaHeHMA’ NpM nepegade BO3HATPANKAEHWA W/UNn
LeHHOCTeM B CBA3W C pa3paboTKOM M Npofarkel pelenTypHbIX JeKAapPCTBEHHbIX MNpPenapaTtos,
CO3/aBas TakMm 06pasom eduHbl CTaHAapT MpPOo3padvyHOCTM WMHPopMauUMM Ha EBponenckom
YPOBHE, pacKpbiBas nepefady LEHHOCTEM BO BCEX MoApasdeneHusax M EBponeickux cTpaHax,
cnepys TpebosaHuam  EBponerickon  depepaumm  GapMaLeBTUYECKOW MPOMbBIWAEHHOCTU U
accoupmaumin (European Federation of Pharmaceutical Industries and Associations — EFPIA) K
npo3paYyHoOCcTM MHPOPMaUMM 1 TpeboBaHMAM Accoumaumm MEXAyHAPOAHbIX GpapMaLeBTUYECKMX
npounssoautenei (Association of International Pharmaceutical Manufacturers — AIPM) K
cobMt0AeHMIO NOKAIbHBIX MPABOBbLIX HOPM K NMPO3PaYHOCTN MHPOPMaLMK.

Kak KomnaHua rpynnbl HOBapTUC, MOATBEPKAAN MNPUBEPMKEHHOCTb BbICOKMM ITUYECKUM
craHpaptam, 000 «HoBapTMc ®apma» BbINOAHAET CBOW 0b6sA3aTeNbCTBA MO COOPY, PaCKPbLITUIO
MHOOPMALMM U OTYETHOCTM MO nepedadve BO3HArpaXkAeHUs W/MAM LEHHOCTEN, CBA3AHHbLIX C
peuenTypHbIMM NeKapCcTBEHHbIMM npenapatamu, npeaocTaBaAeMbIX cneumanncTam
37paBOOXpaHeHna / opraHM3aLmam 34paBooXpaHeHsa B COOTBETCTBUM C:

e Kodekcom packpbimus uHgpopmauuu EFPIA?
e Kodekcom Hadnexcawel npakmuKu Accouuayuu MeHOYHAPOOHbIX
apmayesmudeckux npoussooumeneti (AIPM)
MNpumeyanme: noapobHasa uHbopmaumsa o nosmumm 000 «HoaptMc Papma» B OTHOWEHMM
NpPO3paYHOCTM NpeacTaBaeHa B [1aBe 3 HACTOAWErO AOKYMEHTA.

2. Uenb ConpoBoanTeENbHOM 3aMMUCKM

HacToawmn OKYMEHT ABNAETCA COMPOBOAUTENbHLIM AOKYMEHTOM K OTYETYy O PaCKpbITUM AaHHbIX
3a 2025 rog komnaHum OO0 «HosapTnc ®apmar. Mosunuma OO0 «HosapTnc Papma» HaxoaAMTCA B
COOTBETCTBMM C TeKyllen Bepcmelt Koaekca packpbitma EFPIA, a TakKe C IOKaAnM30BaHHOM Bepcuen
KofeKca Haanexatlen npaktukm AIPM.

ConpoBoamnTesibHasA 3anncKka OMNUCbIBAaeT METOAMKM MAEHTUOUKALMM OAHHBIX A8 PACKPbITMA WU
CBA3AHHblE C HWUMW OW3Hec-pelleHna, a TaKXKe JIOKafibHbIM noaxod, npumeHeHHblin 000
«Hosaptnc ®dapma» npu mnaeHTMPMKaumy, cbope M COCTaBNEHMM OTHETHOCTM MO nNepedade
LUEHHOCTEM NS KaKAOM MX KaTeropmm, cornacHo pasaeny 23.05 Kogekca packpbitna EFPIA.

1 OnpepeneHne TepMUHOB CMELMAIUCTOB 34paBOOXPAHEHUA / OpraHu3aLii 34paBOOXPaHEHMA, nepejayn LeHHocTel
6yaeT paccmoTpeHo B 9 Tnase «CNMCOK TEPMUHOBY» HACTOALLETO AOKYMEHTA.

2 KofeKe packpbITUA nepeAaHHbiX LEeHHOCTeM OT dbapmaueBTMYecKOoM KOMMaHuM CneumanucTam 34paBoOXPaHeHus K
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OpraHu3aumam 3apaBooxpaHeHna (aanee — Kogekc packpbitvs EFPIA)
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3. Obs3atenbctBa M otBeTcTBEHHOCTL OO0 «HoBapTmC
dapma» B OTHOLLUEHMWN PACKPbLITUA AaHHbIX

000 «HoBapTnc ®apma» cobntogaeT 3aKoHOAATEbHbIE M HOPMATUBHbIE aKTbl, obecneynsatoLLme
NPO3PayHOCTb OTHOLWEHUI MeXay GapMaLeBTUYECKMMM  KOMMAHUAMW U cheuvanmcTamm
3/1paBOOXpPaHeHNA/ OpraHn3aLMAMM 34PaBOOXPaAHEHUA NPU Nepedade LEeHHOCTEN, OTHOCALMXCA K
peuenTypHbIM NeKAPCTBEHHbLIM NpenapaTam.

00O «Hosaptuc ®dapma» npuaep:KmMBaeTca eamMHoro EBponenckoro craHAapTa pPacKpbITMA
nepefayn LEHHOCTEN.

4. Obbem packpbiTa  MHPOPMaLMM O nepejade  LEHHOCTEN
komnaHmnen 000 «HosapTnc Papma»

HacTtoawmin OTYeT (ganee oTYeT) MO PacKPbITUIO AaHHbIX 3a 2025 roa komnaHun 000 «HosapTuc
®apma» coCTaBneH B COOTBETCTBMM CO CTAHAAPTAMM PACKPLITUA [aHHbIX, OTPAXKEHHbIMU B
Konekce packpbitva EFPIA. B OTuyeTe oOTpa)keHbl BCe C/ydan nepefadnm LEeHHOCTeM Mo
peLenTypHbIM /IeKapCTBEHHbIM MpenapaTtam, npousBefeHHble Komnanwenr OO0 «HoapTtuc
®apma» NpAMO MAM KOCBEHHO B MNO/b3Yy CNeuManncta WAM OpraHW3aumm 34paBOOXPaHEHMSA,
ABNAIOWLMXCA MOAYYaTeNAMM YKa3aHHbIX LeHHOCTel. [leTanbHOe onucaHue obbema pacKpbITwA
npeactasneHo B [Nase 4 HACTOALLEro JOKYMEHTa.

tOpuamyeckoe  onpegenieHne  peuenTypHOro  JIEKApPCTBEHHOIO  Mpenapata  YCTaHOBJ/EHO
®enepanbHbiM 3akoHom No 61-03 «O6 obpalleHuM nekapcTBeHHbIX cpeacTts» oT 12.04.2010.
MNepenaya LEHHOCTEN, CBA3aHHAA C rPynnov peuenTypHbIX NpenapaToB NpeAcTaBieHa B TOYHOCTU
c TpeboBaHMAMM Koaekca packpbiTma EFPIA

Hactosawmin OTtyer 3a 2025 rog komnaHum OOO «Hosaptuc ®Papma» oOTparkaeT nNpsamyo W
KOCBEHHYO Mepesayy LEeHHOCTEN, OcyLecTBAAeMYtO B GOpme AeHeXHbIX CPeaCcTB, B HaTypasbHOM
BblpaXKeHUW 1AM B Ntobon Apyroi dopme B LLeNAxX Kak NpoasuKeHMa GapmaleBTUYeCKOro NPOayKTa
Ha PbIHKe, TaK M B /tOObIX MHbIX LENAX, CBA3AHHbIX C Pa3paboTKOM M Npodaxeln peuenTypHbIX
JIEKAPCTBEHHbIX NPENapaToB UCKAUYUTENBHO 417 MEANLMHCKOTO MPUMEHEHUA.

Hactoawmin OtyeT komnaHnm OO0 «HosapTuc Papma» oTpaxKaeT nepefady LLeHHOCTeN 33 Nepuos,
c 1 saHBapsa 2025 roga no 31 aekabpa 2025 roga. Packpbitve MHOOPMALMN OCYLLECTBAAETCA 33
NO/HbIM KaneHaapHbln 2025 roa,.

Bo Bcex BO3MOMHbIX caydasax OOO «Hoaptvc ®Papma» cnegyeT NpUHLMNAM  PacKpbITUA
MHOOPMaUMM Ha WHAMBWMAYANbHOM OCHOBE A1 CMEUManncToB 34paBoOXpaHeHns / opraHusaumi
3/1paBOOXPAHEHNA TakMM 06pa3om, YToObl He OCTaBa/NOCb COMHEHWI MO NoBoAy MAeHTUdMKaLMM
OTAE/bHbIX CNEeLManncToB 34paBooxpaHeHns / opraHMsaumii 34paBoOXPaHEHNA, B NO/b3Y KOTOPbIX
OCyLlecTBAsNACh Nepefaya UeHHOCTel. PackpbiTve nHPOpMaLMKM Mo nepedade LEHHOCTEN, He
CBSI3aHHbIX C UCCNeA0BaHUAMMN M pa3paboTkamu, B obliem BMAE AOMYCKAETCA B UCKAOYMTEbHbIX
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Cnydadx, Hanpmmep, B Cayd4ae HEBO3IMOMKHOCTM MOJSIYH4EHMA COrnacna HECMOTPA Ha MNMPUNOXKEHHbIE
yCcnnuna, nmbo B C/Nly4ae OT3blBa COrsiacuA.

DTOT OTYET TaKKe BK/OYaeT B ceba packpbiTe nHbopmaLmmn no komnaHmnam «Advanced Accelerator
Applications» n «Novartis Gene Therapies».

4.1 NobpoBonbHOE packpbiTne nHbopmaumm

B HacTosllem pasfene OnucbiBatOTCA MPAKTUKM M 06A3aTeNbCTBa, NPUMEHAEMbIE B C/y4ae, eciu
KOMMNaHWA TMPUHUMAET pelieHne BbIXOAMTb 3a pPaMKM 0bs3aTenbHbix TpeboBaHMit. Pasgen
OXBaTbIBAET PACKPbITUE MHDOPMALIMM CBEPX PETYyNATOPHOM OTYETHOCTM, MPOAKTUBHOE pacKpbiTUe
[OaHHbIX, @ TaKKe A0NONHUTENbHbIE MHULMATUBbI, PEaIM3YEeMble KOMMaHUAMMU-YIEHAMM.

Hactoawmin pasaen He npumeHsaeTca K OO0 «HosapTmc Papma» NOCKONbKY packpbITUe MHGOPMaLMK
OCYLLECTB/IAETCA B COOTBETCTBUM C 0bA3aTenbHbiMK  TpeboBaHMAmM Kogekca EFPIA  nubo
npumeHnmoro Kofekca Haanexkalen npaktukn AIPM, perynvpytowero nopagok pacKkpbiTuA
MHPOPMaLIMK.

5. Metoanka uaeHTUOUKAUMKM  MHOOPMALMM  ANA  PACKPbITMA
komnaHmnen OO0 «HoBapTnc Papma» 1 CBA3aHHbIE C HEW BU3Hec-
pelleHms

B [aHHOW rnaBe MpMBOAATCA oOnpeaeneHus, MeToAoN0rMA U OU3Hec-pelleHus, Kacatoumecs
nepeaad LeHHOCTeN AN uenei nybanYHOro packpbitTna MHGOopMaLmK.

5.1 OnpegeneHuve NpssMoOn M KOCBEHHOW NepeaaYm LIEHHOCTEN

000 «HoBapTtmc ®apma» PyKOBOACTBYETCA OnpeaesieHMemM nepesayn LeHHOCTEN, YCTaHOBAEHHbIM
Koaekcom packpbitna EFPIA.

CornacHo KogeKcy packpbitna EFPIA B JaHHOM OT4eTe NPUMEHAIOTCA Caeaytolme onpeaesieHna:

- [pamas nepefaya LEHHOCTEN, OCYLWECTBAAEMAA B AEHEXHOM WUAM HaTypaibHOW dopme,
npomssoantca OO0 «HoapTuc ®apma» HenOCPeACTBEHHO B MOb3y Cheuuannucrta uam
OpraH13aLmn 34paBOOXPaHEHNA.

- KocBeHHaa nepepgaya UEHHOCTEM Npou3BoAMTCA OT MMeHM KomnaHum OO0 «HosapTuc
®apma» B MNOMb3y MoAyYaTeNd WAM 4Yepe3 nocpedHuKa (Hampumep, areHTCTBO Mo
opraHMsaumm meponpusatuin) B caydae, ecim 000 «HosapTuc ®apma» 3HaeT UAU MOXKET
MOEHTUOUUMPOBATL OpraHM3aLMio 34PaBOOXpaHeHUs/ cneupanmcTa 34paBooXpaHeHns, B
NOMb3Y KOTOPbIX OCYLLECTBAAETCA Nepesiaya LLeHHOCTEN.

- TpaHcrpaHuyHaa nepegadva ueHHocTer OO0 «Hosaptuc @Papma» ocyuwlecTBnaeTca B
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cooTtBeTcTBMK C Kogekcom AIPM.

Mpn nepegade LEHHOCTEW CNeUManMCTam  34pPaBOOXPAaHEHMA WAW  OpPraHM3aumam
3,0aBOOXPAHEHMNA NPUMEHMMble TpebOoBaHWA oNpeaenaAtTcA UCXoAA U3 CTPaHbI, B KOTOPOW
Noay4YaTeNb OCYLLECTBAAET CBOK OCHOBHYH MNPOPECCUOHANbHYIO [AeATeNbHOCTb, MMeeT
IOPUONYECKMA aApec WAM PErucTpaumio IPUANYECKOro vua, B TOM 4ucie ANA uenew
PacKpbITUA MHGOPMALMK, B COOTBETCTBMM C NpuHUMnamm AIPM u EFPIA.

5.2 KaTteropun nepenayn LEHHOCTEN COMMAcHO TPebOoBaHMUAM K PaCKPbITUIO
EFPIA

000 «HoBapTnc ®apma» pPYKOBOACTBYETCA ONpeAesieHMeM KaTeropuin nepefadm LEHHOCTEN,
yCTaHOBNeHHbIM KogeKkcom pacKpbitmna EFPIA.

Cneaytolime KaTeropmMm coOCTaBAAT WabAoH packpbiTia MHGopmaumm EFPIA:

e [lepedaym LUEHHOCTEN NO KaTEropmsam, He OTHOCALMMCS K MPOBEAEHMIO UCCNEAOBAHMI U
pa3paboToK.
e [lepefaym LLEHHOCTEN B CBA3M C NPOBeAEHMEM UCCAeA0BaHMI M pa3paboToK

5.2.1 MNepenaym LEHHOCTEN MO KaTeropmsam, He OTHOCALLMMCA K NPOBEeAEHMIO
nccnenoBaHnim 1 pa3paboTok

000 «HoBapTnc ®apma» pPYKOBOACTBYETCA ONpeAesieHMeM KaTeropuin nepefadm LEHHOCTEN,
yCTaHOBNeHHbIM KogeKkcom pacKpbltmna EFPIA.

HuxkenepeumcneHHble KaTeropum nepegad LeHHocten OT4eTa No PackpbITMO MHGopmaumm 3a 2025
rog komnaHum OO0 «HoBaptiuc ®apma» HaxoAATCA B COOTBETCTBMM CO CTPYKTYpon Tabauupl no
PaCKPbITUIO MHDOPMaLmK EFPIA:

e [lo)KepTBOBaAHWA M FPaHTbI, OCYLLECTBAAEMbIE B NO/b3Y OPraHU3aLMi 34paBOOXPaHEHMA
e [lOKpbITUE  PACXOAOB, CBA3AHHbIX C MNPOBEAEHWEM  MEPOMNPUATUIA B OTHOLLEHWUM
CrNeumanmncToB 3paBooxpaHeHnsa / opraHu3aumii 34paBOOXPaHEHNA:
- CnoHcopckume cornaweHuns;
- PerncrpaumoHHble B3HOCHI;
- [lpoe3g v NpoXKneaHue.
e [1naTeXM 3a OKasaHWe yCayr U KOHCYbTUPOBAHMWE CneuuanmMcTam 3apaBooxpaHeHus /
OpraHn3aLmAM 31paBOOXPaHEHNA:
- [lnatexu 3a OKasaHme yCayr 1 KOHCY/IbTUPOBAHWE, a TaKKe CBA3aHHbIE C HUMU
pacxofbl.
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5.2.2 Tepenaya LEHHOCTEN B CBA3W C NPOBEAEHMEM UCCNEA0BAHNI U pa3paboToK

000 «HoapTtuc ®apma» pykosoacteyetca EFPIA onpeaeneHvem kateropum «MccnepoBaHma u
pa3paboTkM», gOaHHbIM B Kogekce packpbitua EFPIA  (MepeyeHb 1), onpeaeneHvem
OOKNIMHUYECKMX MccnedoBaHnin B TMpuHUMNax Hagnexkallen nabopaTopHoi npaktukm OECD,
onpeaeneHnem KAMHUYECKUX WCCAeAO0BaHUM M He MHTEPBEHUMOHHbLIX MCCAeA0BaHWI COrnacHo
®enepanbHomMy 3akoHy No 61-0®3 «O6 obpalleHuM nekapcTBeHHbIX cpeacTe» oT 12.04.2010,
®PepnepanbHbim 3akoHOM No 323-03 «O6 ocHOBax OXxpaHbl 340POBbA rpakaaH B PoccuIMCKOM
®epepaumny ot 21.11.2011.

Mepedada LEHHOCTEN B CBA3M C NPOBEAEHMEM WCCAeA0BaHMA M Pa3paboTOK MO HUMMKEYKa3aHHbIM
AKTUBHOCTAM PaCKPbIBAETCA B KaTeropuu «MccnegosaHna m paspaboTkm» B oblielt dopme, ecam
OHa nonajaeT nog onpeaeneHune «MccnenosaHns u paspaboTkm» KoaeKca Had/exallel NpakTUKK
AIPM.

5.3 Bo3BpaT AeHeXHbIX CpeACTB

Ecnm OO0 «HosapTtnc ®Papma» ocyLEeCcTBUA BO3BPAT, IKBMBAIEHTHbIN NEpPBOHAYa/IbHOMY M1aTeXY,
Npou3BeAeHHOMY B MOAb3Yy CNeuuanncTa 34paBooxpaHeHns / opraHu3auumM 34paBoOXpaHeHus,
TaKan TpaH3aKLUMA He A0/1KHa DbITb OTPaXkeHa B 0TYETe, MOCKO/IbKY GaKTUYECKan CTOMMOCTb He Bbina
nepeseAeHa NoJsyyaTento CpeacTs.

Ecnv Bo3BpaT Obl BblAaH 3a NAaTeX, CAENAHHbIN B yXKe onybAMKoBaHHOM rody, BO3Bpallaemasn
Ccymma byaeT BbluTeHa M3 0bLWel pacKkpbiBAEMOW CTOMMOCTWM Nepefayn LEHHOCTEN B MO/b3y
cneumanncTa 34paBooxpaHeHns / opraHnsaUmMm 34paBooXpaHeHns B caeaytowem roay. Ecam Takue
CneumanncT 34paBoOXpaHeHMs / OpraHu3auma 34paBoOXPaHeHMs He MNOAYYMAM MNaTeXu B
cneayollem rody, oT4eT O pacKpbiTUM MHOPMaLUMKM O Nepeaadn LEeHHoCTel B MX agpec byaet
oTobparkaTb OTPULATEIbHOE 3HaYEeHMe.

Ecav  cneumanncT 34paBoOOXpaHeHMs O0TO3Ba/l WMAM He [an CcorfacMe Ha PackpbiTue Ha
UHAMBUAYANLHON OCHOBE, TAKOM BO3BPAT [AEHEMHbIX CPeacTs OyaeT BblYTeH M3 0bLWel CymMmbl
nepeaayn LLeHHOCTeM No COOTBETCTBYIOLLEN KaTeropum.

5.4 VICKNHOYEHHbIE Nepeaayn LLeHHOCTEN

B cooTBeTcTBUMM C Kogekcom EFPIA, Kogekcom Haanexallen npaktnki AIPM, a TakKe BHYTPEeHHUMM
NOAMTUKAMM WU CTaHAAPTHbIMK onepauyoHHbIMK  npoueaypammn OO0 «Hosaptuc ®dapmav,
cnenyolimMe BUAbl AEHEMKHbIX U HEAEHEXHbIX Nepefady UEHHOCTEN MCKIoYaloTCs M3 0H6bEMA
ny6amndHoro packpbiTna OO0 «HoeapTuc Papmar:

TakMe UCKMOYEHMA MoA/neskaT YETKOMY OnpedeneHnio M Knaccudukaumm B HacToALLEM
MeTo0N0rMYECKOM 3anmncke C Leabilo obecnevyeHna TPaHCNapeHTHOCTM MpPU OAHOBPEMEHHOM
coxpaHeHumn GoKyca Ha MPUMEHMMbIX TPEOOBAHMAX K PACKPbITUIO MHGOPMaLMK. [TpUMepbl: pacxoasi
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Ha MMTaHne 1 T.N.

e Pacxoabl Ha NWUTaHWe, MPefOoCTaBAAEMble CrneLMasncTam 34paBOOXPaHEHMA B paMKax
[0MNYCTUMOTO M BTOPOCTENEHHOTO rOCTENPUMMCTBA BO BPEMA MEPONPUATUI, MPU YCIOBUN,
YTO TaKMe pacxodbl COOTBETCTBYIOT TpeboBaHnAM Koaekca EFPIA,;

(cm.: Novartis SOP «Interactions with HCPs and HCOs» / «Scientific and Promotional Events» )

o ObuiMe opraHM3aLMOHHbIE PAacXoAbl Ha MPOBEAEHME MEPOMPUATUIA, KOTOPbIE HE MOTYT BbITb
WHAMBUAYAAN3MPOBAHbLI MAK OTHECEHbI K KOHKPETHOMY CneuuanncTy 3apaBooxpaHeHus /
opraHu3aumMmn 34paBooxXpaHeHUs, BKAOYasA, MOMUMO MPoYero:

- apeHAay NnomelleHun;

- apeH/y TEXHMYECKOro M ayamoBmn3yanbHOro obopyaoBaHus;

- obuleopraHM3aUMOHHbIE U NOTUCTUYECKME PACXOAbl B PpaMKaxX MEPONPUATUS.
(cm.: Novartis SOP «Event Management and Sponsorship»)

e [lepedayn LEHHOCTEN, He HanpaBfieHHble Ha CchneuuanncTa 34paBooXpaHeHusa [/
OpraHuM3aumMio  34PaBOOXPAHEHMA,  BKAOYAA  B3aMMOAEWNCTBMA,  OCYLLECTBAAEMbIE
NCKAOYNTENBHO B OTHOLIEHWN OBLWECTBEHHOCTM UAW NALMEHTOB, NPU YCNOBUK, YTO TaKkue
B3aMMOZENCTBUS:

- He noanaaatoT noa TpeboBaHMA Kogekca EFPIA o packpbITvm nepesay LeHHOCTEN;
- PerynavpyloTca  OTAeNbHOM  MOAUTMKOM MO B3aMMOAENCTBMIO C  MaUMEeHTamMuM U
06LLEeCTBEHHOCTbIO.
(cm.: Novartis SOP «Patient Engagement» / «Public Engagement»)

e [lepefaym UEHHOCTEM, OCYLECTBAAEMble TPETbUMM  AINLAMMK, BKAKOYAA  APYrux
bapmaLeBTUYECKMX NMPOU3BOAUTENEN, B pPAMKaAX COTNALLEHWI O COBMECTHOM MPOABUNKEHUN,
B0 aHaNOMMUYHbIX AOTOBOPEHHOCTEM, B CAyYanx, KOraa:

- COOTBETCTBYHOLIME Nepeaym LEHHOCTEN PAaCKPbIBAKOTCA KOHTPAreHTOM;

- 000 «HoBaptnc ®apma» He ABASETCA CTOPOHOM, OCYLIECTBAAKLWEN BbINAATY WM
naeHTUOMUMPYEMYIO Nepeaady LeHHOCTU.

(cm.: Novartis SOP «Third Party Management» / «Co-Promotion Agreements»)

5.5 HepeHexHble nepeaayn LeHHOCTEN
HeneHexkHble nepenayn LeHHocTel B cooTeTcTBMM ¢ Koaekcom EFPIA, Kak npaBmio, BKAOYAIOT
TOBaPbI, YCAYIM UKW UHbIE BbIrOAbl, KOTOPbIE HE NPeACTaBAAOT CODOM NPAMblE AEHEKHbIE BbIMAATHI,
HO Mpu 3Tom 06/134at0T LLEHHOCTBIO M MOTYT NPeA0CTaBAATLCA KoMNaHWen cneupanncTam
34PaBOOXPAHEHMA NAM OPraHN3aUMAM 340aBOOXPAHEHMA.

5.6 MNepeaaym LeHHOCTEN NPU YaCTUYHOM Y4aCTUMN UM OTMEHE MEPONpPUATIIA
C BO3BPATOM Cpe/cTB
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Bo3BpaT cpeacTB B CAy4Yanx 4aCTUYHOTO y4acT1A MO0 OTMEHbI MEPOMPUATMUIA, KaK Npasmo,
PacCMaTPMBAETCA B paMKax 0bLLEro Noaxoaa K onNpeaeneHunio U NPU3HaHuo nepeaaym LeHHOCTEN.
Takasa nepedaya LEHHOCTEN NPU3HAETCA M PACKPbIBAETCA MCXOAA M3 AaTbl OCYLLECTBEHNA BbINAATbI,
cnpaBea/IMBOI PbIHOYHOWM CTOMMOCTM, PACCUUTAHHOM C Y4ETOM GAKTMUYECKOrO y4acTus, a TaKKe
COOTBETCTBYIOLIMM 06pa3om OTparKatoTca B packpbiBaemon MHbopmaLmu.

5.7 JonrocpoyHble cornalleHmnsa
B cooTBeTCTBUM C rN0HaNbHbIMM PYKOBOAALLMMK NpMHLUMNamm Novartis AaTa BbinaaTthl ANS Lenen
NPU3HAHWA U PACcKpPbITMA Nepedayn LLleHHOCTeN onpeaenaeTca Ha OCHOBAHMM AaTbl KAMPUHIa
HaHKOBCKOro NAaTea, ec/iv MHoe He TpebyeTca ANA KOPPEKTHOrO OTpaxKeHMa GaKkTMYecKon nepeaayn
LEeHHOCTH.
B cnyvadax, koraa no AOAroCPOYHbIM COTrNALLEHMAM BbINAATbI AU NPeaoCTaBAEHNE BbIFO4
OCYLLLECTBAAIOTCA B TEYEHME HECKONbKMX OTHETHbLIX MEPUOA0B, COOTBETCTBYIOLLME NEpesayn
LeHHOCTEN NPU3HAKOTCA M PACKPbIBAOTCA B TOM OTYETHOM o1y, B KOTOPOM GaKTMUYECKM NPonsoLlia
BbIMAaTa MM Bblna NpeaocTaBieHa Bbiroaa, MCXxoaa 13 NPUMEHMMOTO NPUHLIMNAA CnpaBeaInBoM
PbIHOYHOM cToMmocTK (FMV).
B cnyyae HanmMuma NOKanbHbIX OTKAOHEHW OT r06abHOro NOAX0Aa, B HACTOALLEN
MeToA0N10rMYecKom 3anncKe NPMBOANTCA MNOACHEHWE MCNOb3YEMON METOA0NOIMN,
NoATBEPKAAIOLLLEE, YTO PACKPLITME Nepeaayd LLeHHOCTEN OCYLLeCTBAAETCA TOYHO, NOC/AeA0BaTe /IbHO U
B MO/IHOM cooTBeTCTBUM C KogeKkcom EFPIA, nprmeHnmMbIM NOKaIbHbIM 3aKOHOAATE/IbCTBOM U
BHYTPeHHMMM Npoueaypammn Novartis.

6. Mepbl, npeanpuHMMaemble  ana  cobntogeHns  HOPMaTMBHO-
NPaBOBbLIX TPEOOBAHMI O 3aLLUMTE NEePCOHANbHbIX AaHHbIX

PackpbITe nepeaay LEHHOCTEM, ONUCaHHbIX B AaHHOM CONpoBOAMTENbHOM 3annCcKe, NPOUCXOAMT
B COOTBETCTBUM C PenepasibHbiM 3akoHOM OT 27.07.2006 N 152-®3 "O nepcoHabHbIX AaHHbIX",
MonnT1Kon HoBapTUC B OTHOLIEHMM 3aLUMTbI NEPCOHANAbHbBIX AAHHbIX U NPW YCAOBUKN cOBNOAEHUSA
NPOYMUX HOPM AENCTBYIOLLErO 3aKOHOAATEIbCTBA O 3aluMTe NepcoHaNbHbIX AaHHbIX. [JaHHaA rnasa
onucbiBaeT mepbl, npeanpuHsatble 000 «Hoaptuc ®apma» ans cobaogeHMAa HOPMATUMBHO-
NpaBoBbIXx TpPebOBaHWMI O 3aliMTe MepCcoHaNbHbIX JaHHbIX, MNPaBWA MOJYYEHWA cornacua wu
06paboTkM  MHGOPMALMM, PYKOBOACTBYACH BHYTPEHHUM PErIAMEHTOM, 3aKOHOAATENbHbIMK U
HOPMATUBHbIMK aKTaMM O 3aluMTe NEPCOHANbHbIX AAHHbIX.

6.1 MNMpaBomepHOCTb cbopa, 06paboTKM 1 Nepenadm NepPcoHanbHbIX AaHHbIX

Mof 3aWMTON MNepcoHaNbHbIX AAHHbIX MOHMMAETCA OCHOBHOE MpPaBo (U3MYECKOro /uua Ha
OCYLLEeCTB/IEHME KOHTPOAA 33 MCMOMb30BaAHMEM, AOCTYNOM K MHbOPMaUMW, KOTOpas NPAMO WM
KOCBEHHO OMUCbIBAET WM  UAEHTUOUUMPYET fAaHHOe U3MYecKoe AMLO  («NepcoHasnbHble
JaHHble»). Ona BbINOAHEHUA TpeboBaHMA K MPO3PaYHOCTU PACKPbITMA MHbOPMALMM HEODBXOAMMO
obecneunTtb cbop, 06PabOTKY M PACKPbITUE MNEPCOHANbHbIX [aHHbIX B PamMKaX KOMMaHWM
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00O «HoBaptnc ®apma» M 3a ee npeaenaMn. YKasaHHble [AaHHble [O0/KHbl OCTaBaTbCA B
OTKPbITOM [OCTYMNe, Kak MUHUMYM, B Te4YeHWe 3 (Tpex) NeT nocae NepBoro pPackpbiTUA, U XpaHUTCA
Kak MUHUMYM, 5 (NATb) NET NOCAe OKOHYaHMA COOTBETCTBYHOLLErO OTYETHOTO NepuMoaa B apxmBax
KomnaHun OO0 «Hosaptnuc ®apma». PackpbiTMe nepcoHafbHbIX AaHHbIX KomnaHuen OO0
«HoBapTnc ®apma» Bcer4a OrpaHMYMBaETCA YCTaHOBAEHHOM Lenblo.

6.2 NonyyeHue cornacma

Mo obuiemy NpaBuay MOSYYEHMA COMMAcMA Ha PACKPbITUE OT OpPraHM3aLuM 34paBOOXPaHEHUSA U
NpU PacKpbITUM Nepeay LEeHHOCTeM B CBA3W C MPOBEAEHVMEM WCCNEN0BaHWA M pa3paboTok He
TpebyeTca.

Mpy packpbITUK MHPOPMALLMM, KacatoWenca Cneumanmnctos 34paBOOXPaHEHNA, COOTBETCTBYOLLEE
cornacue crneumanmcTa 34paBooxpaHeHmsa Bbl10 NoayYeHo A0 NybAMKaumMmM AaHHbIX MO KaxKA4oMy
naeHTMdMUMpoBaHHOMY  nmoaydvatento.  [lpouedypa  MOAyYeHMA  COracMAa  NPOBOAMAACH
UCKMOUUTENBHO C COBNOAEHMEM HOPM AENCTBYHOLLErO POCCMIACKOrO 3aKOHOAATENbCTBA O 3aluuTe
NepCcoHanbHbIX AaHHbIX B COOTBETCTBMM C PeaepanbHbiM 3akoHOM OT 27.07.2006 Ne152-d3 «O
NepCoHa bHbIX AAaHHbIXY.

Cornacne 6bl10 MONYYEHO Ha KaXAoro MAEHTMOUUMPYEMOro nosydatena A0a BCEX C/yvaes
nepefayn LeHHOCTeM 3a OTYETHbIN rof,

|_|OJ'IV‘-IeHl/Ie 4aCTU4YHOro / pa3aenbHOro cornacmnAa He AonyCKaeTCA.

Mpu OTCYTCTBMM MAM OT3bIBE COINACUA PacKpbITUE MHOOPMALMKM O Nepedaye LleHHOCTEN B MNOb3y
CNevLyManncToB 34paBOOXPaHEHNA OCyLLecTBAAETCA B 0606LLEeHHOM BUAe 6e3 yKazaHMA KOHKPETHbIX
nosy4aTenemn ugeHHoCTeMn.

B cnyvae cmepTn crneumanncTa 34paBoOXpPaHeHMs K MOMEHTY packpbiTa MHdopmMaumm (aaTe
ny6AnKaumm AaHHbIX) nepedada LEHHOCTEW B MOJb3y TaKoOro crneumanmcra OCyLlecTBAAeTCs B
0606LeHHOM BUAE.

3a cneunanncTtom 34paBOOXPaHEeHMA 3aKpPensieHO NpaBO OT3blBa COrfacMAa — B 3TOM Cay4ae
cneuyanucT  3apasooxpaHeHuMa 006s3aH  MUCbMEHHO NpPoMHPopmMMpoBaTb  KomnaHuio 000
«HoBapTnc ®apma» o csoem peuweHMM. OT3bIB COrnacua OLEHMBAETCA COMMAacHO YKA3aHHbIM
paHee HOpMaM [OeMCTBYHOLLErO POCCUMMCKOrO 3aKOHOAATEIbCTBA O 3aLUMTE NEePCOHANbHbIX AAHHBIX.

J1to60oit anbTepHaTUBHbIN CNocob Nyb6AnKaLMM MHPOPMALIMM O Nepeade LeHHOCTEN Ha
WHAMBUAYAbHOW OCHOBE (HampuUMep, Ha OCHOBAaHMMW MHOTO PUANYECKOTO 0OOCHOBAHWUA OTIMYHOMO
OT COTNacuA) OUEHUBAETCA IOKAIbHbIM PYKOBOAMTENEM HANPaBAEHWS MO 3alMUTE NEPCOHAbHbIX
[aHHbIX.

6.2.1 3aKOHHbIN MHTEpec
3aKOHHbIM NHTEPEC NCNOJIb3YETCA B Ka4eCTBE NPaBOBOIro OCHOBaHMA A/1A BbIMO/IHEHUA Tpe6OBaHl/Il7|
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Konekca EFPIA o packpbITuM MHbOPMALIMK NPU OAHOBPEMEHHOM COBMOAEHMM NMPUMEHNUMBIX
TpeboBaHMI 3aKOHOAATENbCTBA O 3aLUMTE NEPCOHANbHBIX AAHHBIX.

Hanpumep, B paae KNOYEBbIX CTPAH COraacue CneLymanncTos 340aBOOXPaHEHNA Ha NyBAMKaLMIO
NepCcoHaIM3NPOBAHHbBIX AAHHbIX He TpebyeTcA B COOTBETCTBUM C AeMCTBYHOWMM 3aKOHOAATEIbCTBOM
0 3alll1Te NePCOHaNbHbIX JAHHbIX; MPW 3TOM CMELMANNCTbI 34 PaBOOXPAHEHNA NOANEKAT
o0b6s3aTeNbHOMY MHGOPMMPOBAHMIO O TAKOM PACKPLITUM MHGOPMALLMK.

7. ®UHAHCOBbIE aCNeKTbl

B HacToAwelr rnaBe paccmMaTpMBaloTcA  GMHAHCOBbIE aACMEKTbl, CBA3AHHbIE C METOAMKOM
NOeHTUOUKAUMM U BU3HEC-pPEeLlEHUAMW B OTHOWeEHMM cbopa W PaACKpbITUS MHPOPMALUUKM O
nepeaaye LEeHHOCTEN.

000 «HoBapTtnc ®apma» cnefyeT pOCCUCKMM CTaHAapTaM GUHAHCOBOW OTYETHOCTM M NMpasBuaam
PaCKPbITUA GUHAHCOBOW MHPOPMALIUN.

KomnaHua OO0 «HoeapTuc ®apma» pyKOBOACTBYETCSA CAeyoWMMM NPaBuaaMm onpeaeneHns aat
BbIMAAT NpW Nepefaye LEHHOCTEN, B 3aBMCMMOCTM OT TUMA Nepedadn LUeHHOCTU: NpAman nepeiaya
LLeHHOCTM pacKpbiBaeTcA Mo JaTe NPOBeAeHWMA BbiNiaTbl B HaHKOBCKOWM cucTeme. KocBeHHas
nepeaya LeHHOCTH, CBA3AHHas C NpoBeAeHMEM MePONPUATUIA (BKIKOYAA HayUYHble KOHMPECCh), Mpu
KOTOPbIX AaTbl (HaTypa/ibHbIX) PAacXo0B He COBMAAAtOT C AaTamMu NPOBEAEHWA MepOmnpuATUS,
PACKPbIBAlOTCA B TOM OTYETHOM MEPMOE, B KOTOPOM CMEUManncTy 34paBOOXPaHeHMs Wau
OopraHM3auMm 34paBoOOXPaHEHUA Oblaa (aKTMYECKM NpeaoCTaB/ieHa COOTBETCTBYHOLLAA BbIroAa, C
YY4ETOM XapaKTepa PacxoAos 1, Mpu He0BX0AMMOCTH, MO AaTe NPOBEAEHMSA MePONPUATUA MO0 MHOMY
MOMEHTY GaKTUYECKOTO NOJIyYeHMS BbIroabl.

PackpbiBaemble Cymmbl nepefay ueHHocTen He cogepskat HAC. B cayyasx, korga sblaeneHue
HAC HeBO3MOXHO, CymMma NepedaHHbIX LeHHocTen packpbiBaetcs ¢ HAOC. B cnyyae yaep»kaHua
NoAOX0AHOro0 Hajsora WAM ero adanora kKomnaHuen OO0 «Hoeaptnuc @Papma», nepedaHHasn
LeHHOCTb ByaeT cofeprKaTb YKa3aHHble CyMMbI.

BantoTHble onepauMuM — KOHBEpTaUMs WMHOCTPAHHOW BalOTbl  A4A  Nepedayv  UEeHHOCTM
OCYLLECTBASETCA HAa OCHOBE GAKTMYECKOro OOMEHHOro Kypca, COrMacHo ydeTHon nonutuke 000
«HoBaptuc ®apma». lNepedaya LEHHOCTEN PACKPbIBAETCA B HALUMOHANbHOM BaftoTe CTPaHbl, Ha
TEPPUTOPUM KOTOPOM 3apPEerncTpMpoBaHO MybauKylollee WMHGopMauuMio anuo. [aa npamon K
KOCBEHHOW Nnepefayn LUEeHHOCTEN MHOCTPaHHAA BatoTa KOHBEPTUPYETCA B HALUMOHANbHYIO BaOTY
PACKPbIBAIOWErO0 MHGOPMAUMIO AMLA Ha [aTy COBEPLIEHWMA TpaH3akumuu. [a8 TpaHCrpaHWM4YHOM
nepedadnm LUEHHOCTM MHOCTpaHHas Ba/loTa KOHBEPTMPYETCA B HaUMOHA/bHYO — Ba/oOTy
PaCKpbIBAOWEro MHOOPMaLMIO AMLA Ha OCHOBE CpeaHemMecA4YHOro OBMEeHHOro Kypca ans
OCYLLECTBNEHHOM Nepeaaqn LeHHOCTeN No AaHHbIM LieHTpobaHKa.

B cnydyae TpaHCrpaHMYHOW nepedayn UEeHHOCTeM CcornacHo onpeaeneHuto [nasbl 5.2, npamas
nepedaya UEHHOCTEM NpPWM3HAEeTcA MO AaTe NpoBeAeHMs nnaTexka B OaHKOBCKOW cucTeme, a
12
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KOCBeHHaA nepedada LLeHHOCTeVI — MO AaTe OKOHYaHMA MepOonpuUATHA.

Ona MHoroneTHmx A0rosopos nepeaada UEHHOCTM MPU3HAETCA Ha OCHOBaHWMK OaTbl NMpoBeAeHNA
nnatexka B 6BaHKOBCKOM cucteme.

B cnyyae nonyyeHmsa MHGopmaumm o nepedade LeHHOCTEN B 60/1bLIOM 06BbEME NoC/e AaTbl 3aKPbITUA
otyeTa, 000 «HoBapTc Papma» AOKEH BHECTM M3MEHEHMA B OTYET M ONYyHIMKOBATL €r0 B TeYeHME
TPex MecsieB 1 B COOTBETCTBMM C /IOKANbHbIMMW TPEOOBAHUAMM.

7.1 HAOC

PackpbiBaemble Cymmbl nepefay ueHHocTen He cogepskat HAC. B cayyasx, Korga sblaeneHue
HAC HeBO3MOXHO, CyMmMa MepedaHHbIX LeHHOCTen packpbiBaeTca ¢ HAC. B cnyyae yaep»kaHuA
NoAOX0AHOr0 Hajsora WAM ero adasnora kKomnaHuen OO0 «Hoeaptnuc @Papma», nepedaHHasn
LeHHOCTb ByaeT cofeprKaTb YKa3aHHble CyMMbI.

PackpbiBaemble CyMMbl Nepefay LeHHOCTeN cneumanncrtam 3gpaBooxpaHeHma He cogepxat HAC.

8. Tybamkauma AaHHbIX

00O «HoBapTtnc ®apma» pykoBoacTBYeTCA onpeaeneHnem «Popmbl pacKkpbITUAY», onpeaeneHHbIM
Koaekcom packpbitisa EFPIA (CtaTba 23.4).

Mybnnkauma npoBoAUTCA Ha  caeaylowen nnathopme AN PACKPbITUA  MHOOPMALMK:
Www.novartis.ru.

PacKpbiTaa MHOGOPMaLMA OO0MKHA OCTaBaTbCA B OTKPLITOM AOCTyne, Kak MUHUMYM, B TeyeHue 3
(Tpex) neT nocne ee NepPBOro PACKPbITUA U XPAHUTCA MUHUMYM B TeYeHME 5 eT Noc/ie OKOHYaHKs
COOTBETCTBYIOLLErO OTYETHOIO NEPUOAA.

9. Ncnonb3yemble TEPMUHbI M abbpeBnaTypbl

B pgaHHOM rnaBe npeACTaBNeH CMMCOK OCHOBHbIX TEPMWMHOB WM COKPALLEHWI, MCMOAb3yeMbIX B
HaCTOALLEM AOKYMEHTe, B COOTBETCTBMM C §1.2 KoaeKca Haanexallen npaktmkm AIPM:

- KoHTpaKTHas nccienoBaTesibCkas OpraHM3auma: OpraHmM3alms, KOTopas OKasblBAeT NoAAEepPIKKY
B coepax dapmaLeBTUYECKON, OUOTEXHONOTUYECKOM MPOMbILIEHHOCTM U M3rOTOBAEHMUA
MeANLMHCKMX MPMBOPOB, NpeaoCTaBAas UCCAeA0BaTEeIbCKME YCYTN Ha KOHTPAKTHOM OCHOBE.

- CneumanucT 34paBOOXPAHEHMA: BPauM U ApyrMe MeamMUMHCKME PabOTHWMKKM, PYKOBOAMTENU
MEAMUMHCKMX  OpraHusaumii, dapmauesBTMYeckne pPaboTHMKKM, BK/IOYAA MPOBM3OPOB MU
bapmMaLLeBTOB, PYKOBOAMTENM aMTEYHbIX OpraHU3aumMii U Apyrve Cneumanunctbl, NpeameTom
NpopeccnoHanbHOM AeATeNbHOCTM KOTOPbIX ABAAKTCA dapMaueBTUYECKME MNPOAYKTbI U
KoTopble B Mpolecce CBOeM NPOdeccMoHaNbHON [AeATeNbHOCTM WMMEKOT MPaBo HasHayaTb,
PeKoMeH10BaTb, MpUobpeTaTh, OTNYCKaTb MM NMPUMEHATL GapMaLeBTUYECKUE NPOAYKTbI.

13


http://www.novartis.ru/

d) N OVA RT I S Title: Novartis EFPIA Methodological Note

. .. .. Doc. Version: 12
Reimagining medicine, together.

- OpraHusaums 34paBooxpaHeHua: aoboe topuandeckoe aunuo, (i) seadloleecs opraHusalmen
3[paBOOXpPaHeHUs, MeAMLMHCKON, GapMaLeBTUYeCKOM WAM Hay4dyHOM accouuaumen uam
opraHmsaumen (BHe 3aBMCMMOCTM OT €e OpraHM3auMoHHO-NPaBoBOM GOPMbI), Hanpumep,
601bHULA, KAMHWKA, GOHA, YHUBEPCUTET MAM UHble y4ebHble 3aBefieHMA (KpoMe NaLMeHTCKMX
opraHusaumit), 4Yel LPUONYECKUA adpec, MecTO PerucTpaumm puanyYeckoro avua uam
OCHOBHOE MEeCTO [eATeNbHOCTM HaxoauTca B npegenax Poccuitckon depepaunm uam (i)
KOTOpble  OKasblBalOT  yC/AyrM  MocpeacTBOM — OoAHOro  uauM  6onee  cneumanuctos
3/1paBOOXPAHEHMNS.

- YneHcKue accoumaumn: c cootseTcTBMe C YctaBom EFPIA, opraHusauma, npeacrasiarowan
bapMaLeBTUYECKNX NPOM3BOAMUTENEN HA HALMOHANBHOM YPOBHE, YIEHAaMM KOTOPOM ABAAOTCS,
cpean MNpoYero, mMccneaoBaTenbCKME KOMMAHWW. B COBOKYMHOCTM HaLMOHaNAbHblE YNEHCKMe
accoumaumm UAn BXoAsALIME B MX COCTAB Y1eHbI, B 3aBMCMMOCTM OT KOHTEKCTa, CBA3aHbl Koaekcom
EFPIA.

- KomnaHun y4acTHMKKM: ¢ cooTBeTcTBMe C YcTaBom EFPIA, Hay4yHO-MccnenoBaTeNbCKME KOMMAHMK,
pa3pabaTbiBalolLMe U NPOU3BOAALLME NEKAPCTBEHHbIE cpeacTBa B EBpone Ans MCMNoab30BaHMA
4e/I0BEKOM.

- [podeccmoHanbHbI OpraHn3aTop KoHbepeHUMI: KOMNaHMA, KOoTopas crneumanm3mpyeTca Ha
opraHM3aumMmM U MNPOBEAEHMM KOHIPECCOB, KOHPEpPeHUMi, CeMMHaApPOB W aHaN0MMYHBbIX
MepOoNpUATUIA.

- Tonyyatens: NoboOM cneumanncT 34pPaBOOXPAHEHMA WMAM OpPraHW3aums 34pPaBOOXPaHEHUs, B
33aBMCMMOCTM OT KOHKPETHOro CAy4Yas, Ybsi OCHOBHAA AeATe/NIbHOCTb, YKa3aHHbIM B A0roBOpe
aapec NPaKTUKM UAK PerncTpaumsa KpPUAMYECcKoro AnMua HaxoaaTca M OCyLLECTBAAKOTCA B CTpaHe
C accoumaumen - yneHom AIPM.

- Tepedaya LEHHOCTEM B CBA3M C NPOBEAEHMEM WCCAeA0BaHMM WM pa3paboTok: nepedaya
LLeHHOCTEN B MO/bL3Y CneuuanncTa 34paBooXPaHeHUs WAM OpraHM3auMM 34paBoOXpPaHeHuUs,
KOTOpas cBA3aHa C MaaHWpoBaHWem WaM nposedeHuvem (i) AOKAMHMYECKMX UCCAeA0BaHWUM,
(i) KAMHMYeCKMX wnccnemoBaHUit uam  (iii) NOCTPErucTpauUmMoHHbIX  HaboaaTenbHbIX  (He
MHTEPBEHLIMOHHbIX) MCCNeA0BaHWUI, KOTOpble ABAAKTCA MNPOCNEKTUBHLIMW MO CBOEMY
XapaKTepy W CBA3aHbl CO CHOPOM [aHHbIX O NaumMeHTax, MoaydYaemblx OT crheumanucra
34PaBOOXPaHEHMS UM OT €r0 MMEHM, UAM OT rpPynnbl CNeumnanmucTos 34paBooOXPaHEHUs UAN OT
MX UMEHM, CNelmanbHo A1 Uesein uccnefoBaHums.

- Mepepaya LeHHOCTK: Mpamasn nnm KOCBeHHan nepefsadya
LeHHOCTeN, ocylecTBsemas B Gopme AeHENKHbIX CPeACTB, B HAaTypPa/ibHOM BbipaXKEHUM UK B
ntoboi apyro dopme B LENAX KaK NPOABUNKeHUA GapMaLeBTUYECKOro MPOAYKTa Ha PbIHKeE,
TaK M B /IOObIX UHbIX LIENAX, B CBA3M C Pa3paboTKoM 1 Npoaarken peLenTypHbIX IEKAaPCTBEHHbIX
npenapatoBs. Mpamas nepefada LEHHOCTEM MNpPoM3BOAMUTCA GapMaLEBTMYECKON KOMMaHMWeN
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HemnocpeAcTBEHHO B MOMb3y Noayyatens. KocBeHHas nepegaya LUEHHOCTEN NMPOM3BOAMTCA OT
MMEHN dapMaLLeBTUYECKOM KOMMaHUKM B MOb3y MOayYaTena UaM Yyepes nocpedHuKa B ciyyae,
ecan bapmaleBTMYECKas KOMMAHWA 3HaeT WAM MOMET WAEHTUOULMPOBATb OpraHM3aumio
34PaBOOXpPaHEHMs / chneunanncta 34paBOOXPAHEHMA, B MO/b3y KOTOPbIX OCYLIECTBASETCS
nepesaya LUeHHOCTEN.

10. Ccbinkum

B HaCTOﬂLLl,eVI rnaBe npueeaeHbl CCbIIKM  Ha BHYTPeEHHWME W BHEWHWE WCTOYHUKKM  ONA
,EI,OI'IO}'IHl/ITeJ'IbHOﬁ l/IHd)OpMaLI,I/Il/I M O3HaKOMNEHNA C ,D,OKyMeHTaﬂbHOVl bason.

- www.novartis.ru;

- QepnepanbHbiii 3aKoH oT 12.04.2010 No61-P3 «O6 obpalleHnn NeKapCTBEHHbIX CPEACTBY;

- ®epepanbHbli 3aKoH OT 27.07.2006 N2152-®3 «O nepcoHanbHbIX AaHHbIXY;

- ®epepanbHbiii 3akoH 0T 21.11.2011 N 323-93 "O6 ocHoBax 0xpaHbl 3/J0P0BbSA rPak/iaH B
Poccuitckon Geaepaumn';

- Kogekc packpbitus nHdopmaumm EFPIA https://www.efpia.eu/relationships-code/the-efpia-
code/;

- Kogekc Hagnexallen NpakTMKK Accoumaumm MexkayHapoaHbix dapmMaLeBTUYECKMUX
npoussoautenei (AIPM)
https://lk.aipm.org/uploads/rus/code/code of practice 2025.pdf;

- TpuHUMNbI HagnexKallen nabopaTopHoM NpakTMkmn OECD.
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