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Mpeambyna

dapmaueBTMYECKas  MHAYCTPMA  Npu3BaHa  NpPefoCTaBiATb  OOLWECTBY,  MeAUUMHCKOMY  ©
dapmaueBTUYECKOMY COO0bLECTBY O6beKTMBHY0 uHPOopMauuMio o GapmaueBTUYECKUX NPOAYKTaXx,
UCNONb3yeMbIX B PaMKax CUCTEMbI 34pPaBOOXpaHeHus. Mpu 3TOM HeobXO4MMO YuYUTbIBATb PUCKM,
KOTOpbIM MOXeT b6biTb noaBep:KeHo 06LLecTBEHHOe 340pOBbe MNpW  OTCYTCTBUM  Hag/ieKaluen
pernameHTaLMu NopaaKa NPesocTaBieHns Tako MHGopmaLmu.

MocTtpoeHue 3bdEKTUBHOM CUCTEMbI 34PaBOOXPAHEHMA HEBO3MOXKHO 6€3 HenpepbiBHOTO HayyHO
060CHOBaHHOrO  Auanora  mexay  GapMaueBTMUYECKMMM — KOMMAHMAMM WM Cheuuanuctamu
3/1paBOOXPaHEHUs, a TakKe CoB0AEeHUA BbICOKMX ITUYECKMX CTaHAAPTOB B3aUMOLENCTBUA B MHTepecax
AOCTUNKEHWUSA ONTUMaNbHOTO pesysbTata B chepe OXpaHbl 340POBbA M MOALEPMHKAHUA KAayecTBa XKM3HU
HacesneHus.

Co3HaBas MOBbIWEHHYIO COLMANbHYIO OTBETCTBEHHOCTb, NpeacTaBuTenv GpapmaLeBTUYECKON UHAYCTPUU
Pa3BUTbIX CTPaH ele B cepeguHe nNpoLwaoro Ctonetua Hadyaam NpUHUMaTb HOPMbI, pernameHTupyrouwme
MapKETUHIOBYIO U WHYIO [AEeATEeNbHOCTb KOMMaHWA B pamKax camoperynuposaHua. B 1981 roay
MexayHapoaHasa deaepauma accoumaumii  dapmaueBTUYeCKUX npoussoauTeneit  (International
Federation of Pharmaceutical Manufacturers Associations’, IFPMA), o6beauHsBwas 8 T0 Bpems 50
HaUMOHaNbHbIX accouuaumii, npuHana «IFPMA Code of pharmaceutical marketing practices»,
cobntogeHre Kotoporo ¢ 1988 roga CTano yc/ioBMEM YNEHCTBA AR HAUMOHA/IbHbIX accouuauuin u,
COOTBETCTBEHHO, TpeboBaHMEM K BXOAAWMM B MX COCTaB KOMNaHuAM. MHOrMmMM accoumaumuamu-
yneHamu IFPMA pa3paboTaHbl M MNPUHATbI COBCTBEHHbIE KOLEKCbl, YYMTbIBAlOWME HaLMOHaNbHblE
YCN0BUA, HO NMPU 3TOM He NPOoTMBOpeYaLLMe 0bLLMM NPUHLMNAM, U310XKeHHbIM B Kogekce IFPMA.

Accoupmauma  MexAyHapoaHbix dapmaueBTUYecKUX npoussogutenein (AM®IM), HeKommepueckas
opraHusauma-unen IFPMA, peictytowan Ha Tepputopum Poccuiickoit ®epepaumm 1 B HacTosAWee Bpema
npeacTasasowWwan HTepecol 6onee 60 BeAYLIMX MEXAYHAPOAHbIX GapmaLeBTUYECKMX KOMNaHui, B 1998
rogay npuHsana Kogekc mapkeTuHrosol npaktuku AMO®I. B ycnosuax geduumta aetannsmpoBaHHbIX
cneumanbHbix TpeboBaHWI B POCCMICKOM 3aKOHOAATENBLCTBE 3TOT AOKYMEHT CbIrpan MOMOKUTENbHYIO
poNb BO BHEAPEHUM HOPM LMBWIM3OBAHHOIO NpPOABMMKEHUA dapMaLeBTUUECKMX MNPOAYKTOB Ha
dbapmaueBTMHECKOM pbIHKE Poccum.

MocTynatenbHoe pas3suTue cdhepbl obpalteHna dapmaLeBTUUECKMX NPOAYKTOB B Poccum 1 3a pybexkom
06yCcNoBMNO pacluMpeHVe apceHana MeTofoB WM CPeACTB PekNambl U MPOABWMKEHUA, YTO BbI3BaNO
NepecMoTp 3aKOHOAATE/IbHbIX aKTOB. AKTYa/M3MPYIOTCA WM AOMONHAIOTCA M 3TUYECKME KOAEKCbl
accoumaumii dapmnpounssoguTenei.

C passuTMEM poCCMItCKOro GapmMaLeBTUYECKOrO PbiHKA COBepLUeHCTBYeTCA M KoAeKc Haasiexaluei
npakTMkn AM®I, KOTOPbI 4ONONHAETCA HOBbIMMU MNOIOKEHUAMM, OTPAXKAIOLWMMMU PeaNUMN NMPaKTUYECKUX
aCMeKToB AeATeNbHOCTM dapMaLeBTMYECKUX KomnaHumit. C aToit uenbto B 2005 rogy 6bina paspabotaHa
obHOBNEeHHan pefakuma KoAeKca C YY4eTOM aKTyasibHblX METOA0B MPOABMMEHMA W CPeacTB
KOMMYHMKaLMK, B TOM YUCae TaKMUX, KaK peknama v uHbopmaums B UHTepHeTe, pasnunyHble MeToabl
COTPYAHMYECTBA CO CNeumanmncTamm 34paBooXpaHeHmnsa u apyrue.

B 2005 rofy HasBaHue AaHHO opraHusaumum 66110 U3MeHeHo Ha International Federation of Pharmaceutical Manufacturers and Associations,
NOCKO/IbKY MPaBO Ha YIEHCTBO, NOMMMO acCOLMaLIMiA, CTaN0 PAacnpPOCTPAHATLCA U Ha papMaLLeBTMYECKME KOMNaHNN.
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B 2009 roay BO3HMK/A NOTPeBHOCTb BO BHECEHUW U3MEHEHWI W fononHeHul B pegakumio Kogekca 2006
roga B CBA3M C HAKOMNEHHbIM OMbITOM MO PACCMOTPEHUID 3STUYECKUX CMOPOB, WM3MEHEHUEM
3aKoHoaaTenbcTBa Poccum, B yacTHOCTM [parkaaHCcKoro Kogekca Poccuitickon depepaumu, a Takxke
BCAeAcTBME 06LLMX TeHAEHLMI 3TUYECKOro peryanpoBaHma B EBpone u mupe.

B CBA3K C CYyLLECTBEHHbIMU M3MEHEHUAMM 3aKoHoaaTenbcTBa Poccuitickonn Peapepaumm 8 2011 roay m
npuHAaTUEM HoBOM pegakumm Kogekca IFPMA BO3HMKNA HEOBXOAMMOCTb B KOHLENTya/IbHOM NepecMmoTpe
Kofekca ¢ Tem, 4Tobbl CyWEeCTBEHHO PaCLIMPUTL ero NPUMEHEeHUe AN yperyavpoBaHus 60sbliero
CneKTpa aKTMBHOCTEN dapMaLLeBTUYECKUX KOMMAHWNA.

MoaTBepKaan NPMBEPXKEHHOCTb BbICOKMM 3TUYECKMM cTaHAapTam, AM®I ctana uneHom EBponerickoi
depepauumn  papmaLeBTMHECKOM MNPOMBIWAEHHOCTM UM accoumaumin  (European Federation of
Pharmaceutical Industries and Associations- EFPIA) 8 2012 rogy. AM®[1 nonHOCTbIO pa3aenaer no3mumio
EFPIA 0 TOMm, YTO CyLLeCTBYET pacTyliee OXUAaHue HEOBXOAUMOCTM He TONbKO obecneynTb YeCcTHOCTb
npu B3aumogencTBun GapmaLeBTUYECKMX KOMMAHUN U OBLLECTBEHHOCTU, HO U MPO3PaYHOCTb TaKMUX
OTHOWeEHMI. B cBA3u ¢ 3Tum B 2013 rogy AM®I npuHANa pelleHne 0 BHECEHUN B AeMcTByowmin Kogekc
[OMNONHUTENBHBIX TpeboBaHWUW, Kacalowmxca noApobHOro packpbiTua MHGOPMALMKM OTHOCUTE/IBHO
npuvpoabl M YPOBHA B3aumoAeWCTBMA GapMaLeBTUYECKMX KOMMAHMI CO  CcneusanucTamm  wm
opraHusaumamu 3gpaBooxpaHeHna. AM®I oxuaaet, 4To NPUHATUE JONONHUTE/IbHBIX Mep NPeAoCTaBuUT
6onblle BO3MOXKHOCTEN A1A OOLLECTBEHHOrO KOHTPONS WM MOHWMaHWA CYLLECTBA C/IOMKMBLUUXCA
B3aMMOOTHOLLEHWIA, NOBbLICUB TEM CaMbIM [0BEPUE OBLLECTBEHHOCTU K hapMaL,eBTUYECKON UHAYCTPUM.

C 2019 ropa B Kogekcax IFPMA u EFPIA noguepkuBaeTca obpasoBaTenbHO-MHPOPMALMOHHAA OCHOBA
B3aMMOZENCTBUA  Mexay dapmaueBTUYecKoW  WMHAYCTpUEelr, MeAUUMHCKUM  cooblectsom MU
NaLMEeHTCKMMM OpraHM3aLMAMM Ha MPUHLMNAX AOBEPUA, YBaXKeHUA U He3asucumoctn. Cneaya ayxy u
6yKkBe OBHOBNEHHbIX MpaBun IFPMA? 1 EFPIA?, a Take oTBeYan Ha sTUuYecKue 3anpocbl COBPeMeHHOro
obuwectsa, B 2019 rogy AM®I yTBepamna HoByto peaaKkumio Kogekca Haanexalen npaktmkn AMOn, 8
KOTOPOM YTOYHEHbl TpeboBaHWA K B3aMMOAEUCTBMIO KOoMMaHuli-yneHoB AM®I ¢ meauUMHCKUM
€OObWEeCcTBOM UM MALUUMEHTCKUMU OPraHU3auMAMM B LNAX PasBUTUA U MOAAEPHKAHUA HemnpepbiBHOro
Auanora B MHTepecax NoBbIWEHWA AOCTYNHOCTU CBOEBPEMEHHOTO U 3GDEKTUBHOTO 1eUYeHUS.

KofeKc NPUHAT Ha PycCKOM W AHIIMACKOM A3blKax. B Ccny4yae BO3HMKHOBEHMA CNOPOB O TO/IKOBaHUU
NONOXKEHNN KoaeKkca npenmyLL,ectBo MMeeT TEKCT Ha PYCCKOM A3blIKe.

B cnyyae BbIIBNEHUA MPOTUBOPEUUI MeKAY MNONOXKeHUAMM HacTosawero Kogekca M Hopmamum
AeNcTeylowero 3akoHogatenscrsa Poccuiickon ®depepaumm M EBPasmiickoro 3KOHOMMYECKOrO COHO3a
[OJIKHBI - MPUMEHATLCA  HOPMbl  AENCTBYIOWEro 3akoHogaTensctsa Poccuitckoit  ®depepaummn  u
EBPa3sMINCKOro SKOHOMMWYECKOrO COto3a.

Hacroswasn pefakuma Kogekca BCTynaeT B CMAYy C MOMEHTa ee yTeepKaeHusa 06wmum cobpaHnem AMOI.

? Kogexc IFPMA u 3toc IFPMA.
® Konexc EFPIA.


https://www.ifpma.org/publications/ifpma-code-of-practice-2019/
https://www.ifpma.org/resources/ifpma-code-of-practice-2019-our-ethos/
https://www.efpia.eu/relationships-code/the-efpia-code/

JTUYecKue NPUHLUUNDbI

KomnaHuu-yneHsi AM®IT u awbele auya, Oelicmsyowue om uUx UMEHU, OCO3HAIOM C8OH) BbICOKYHO
coyuasnbHyt0o omeemcmeeHHOCMb neped obwecmseom. Mcxo0a U3 3mozo, oHU NpuHUMarom u obssyromcs
8bInonHAMbs mpebosaHua Kodekca Hadnewcawel npakmuku AM®IT (danee-Kodekc), npu smom
cn1edosame He MosbKo e20 bykee, HO U OyXy, PyKoBOOCMBYSACL UHMepecamu nayueHmos.

KomnaHuu-4neHsl AM®IT donxHel cmpemumesca cobadams npasusna 006pocosecmHoli KOHKypeHyuu
Mpu ocyujecmesneHuu ceoeli OesmenbHOCMU U He MPUYUHAMb yuwepb UMUOHCY U OM0HEHUI,
SKOHOMUYeCKUM UHMepecam KOHKYpeHmos 3a cHem HeHaodsexaw,e2o nosedeHus, 8 mom Yucse 3a c4em
HeHaonexawell peKkaamel U UHbIX HEO0b6POCOBECMHbIX Memood08 MPoO8UMCEHUS (apMayesmu4eckux
npooykmos.

KomnaHuu-4neHol AM®IT ocyujecmensaom ceoo O0eamesnbHOCMb 8 coomeemcmeuu ¢ 3aKOHOOd-
mesnbcmeom Pocculickol ®edepayuu u npasom Eepasulickoeo SKOHOMUYECKO20 Coto3d, U MPUHUMarom
0653aHHOCM®b c0b00amb mpebo8aHus, ycmaHosaeHHble HacmoAawum Kodekcom.

KomnaHuu-yneHsl AM®IT npunaearom ycunusa 0aa npodsuxceHus Kodekca C yesnvio e20 MpasusabHO20
MOHUMQHUSA U MpUMEHEHUA KAk cpedu c8oUX COmpyOHUKO8, mak u cpedu Opyaux npedcmasumeneli
gapmauyesmuyeckozo coobwecmea Pocculickoli @edepayuu.

KomnaHuu-yneHol AM®I[1 npunaearom ycunus 011 0anbHeliwez0 pazsumus Hopm Kodekca, 8 mom yucae
denarom npednomeHUs Mo e20 aKmyaau3ayuu, OOMOAHEHUID U U3MEHEHUI COOMmMeemcmeyoujux
mpebosaHul.

KomnaHus, uHmepecsl Komopol 3ampoHymsl, enpase npubecHyme K rnpouyedype paccMompeHus
3aA8neHUll U cnopos, ycmaHossneHHol HacmoAawum Kodekcom. llpu smom KomnaHuu-4neHoel AM®I
0643aHbI 10NLIMAMbLCA ypeayauposams criopbl mexcdy coboli camocmosmenbHo 0o obpauweHusa 8
AM®TI.



|. Llenb n obnactb npumeHeHusn
1.1. UENb

Llenbto Hactoswero KogeKkca ABAAETCA YCTAaHOBJAEHWE MWHUMA/bHbIX TpeboBaHMI, KOTOPbIM AO/MKHbI
cnefoBatb  dapmaueBTMYECKME — KOMMNaHuu-yneHbl  AM®OIM  npu  OCyLLEeCTBAEHWM  HayyHO-
nccnenoBaTeNnbCckol, obpasoBaTenbHol, MHGOPMALMOHHOM, 61aroTBOPUTENIBHON UM MapKETUHTOBOM
[AeAaTenbHOCTU Ha TeppuTopmmn Poccuiickoit Gepepaumu.

1.2. OCHOBHBbIE NOHATUA

[ns uenen HacToswWwero Kofekca cnosb3yloTcs cieaytolme OCHOBHbIE NOHATUSA:

MapKeTUHIOBOE WCC/Nef0BaHWe - 3TO UCCAefOBaHWe, HanpaB/NeHHOe Ha MoJjiyyeHne MHpopmauuu o
pbIHKE, a TaKKe Ha M3yyeHue NoBeAeHUA U NPeaCcTaBiAeHUi NoTpebuTenei 1 3aMHTEPECOBaHHbIX L, Ha
TaKOM pPbIHKE;

MeAVLUMHCKUI npeacTaBuTeNb - oboi npeactaBuTesb GapmaueBTUYECKOW KOMMaHMKM, KOTopbIi
HEenocpesCcTBEHHO B3aMMOAEWCTBYET CO CheuuanucTamMy 34paBOOXPaHEHUsi, BHE 3aBUCMMOCTM OT
3aHMMaeMoM A0/IKHOCTM B GapmMaL,eBTUYECKOW KOMMaHWUM U HEe3aBUCMMO OT TOro, AB/AETCSA /1N TaKOM
npeacraBuTeslb PabOTHUKOM 3TON KOMMNAHUK;

MeponpuaTMa - Bce NPOdeccUoHasbHble, MApPKETUHroBble, HayuHble, ob6pa3oBaTe/ibHble BCTPeuM,
KOHrpecchl, KOHpepeHuun, cUMNo3uymbl W gpyrve noAobHble MeponpuaTus (BKAKOYas, HO He
OrPaHMYMBaAnACb, BCTPEYM 3SKCMEPTHOrO COBETa, MOCELEHUA HayYHO-UCCIEeA0BaTE/NbCKUX LEHTPOB U
NPOM3BOACTBEHHbIX MJIOWAA0K, @ TaKKe TPEHUHIOB, OPraHM3aLMOHHbIX COBELLAHMI N0 NJIaHMPOBAHUIO
WU COBELLaHWi uccnepoBateneid B 061acTM MNPoBeLEeHWUA KAMHUYECKUX W HEeUHTEPBEHLMOHHbIX
nUccneno0BaHuUI), opraHM3oBaHHble WAM GuUHAHCUMpyemble $apmaLeBTUHECKON KOMMaHWEeW UM oT ee
MMEeHN;

obpasel, bapmaL,eBTUYECKOro NpoayKTa - papmaLeBTUHECKMI NPOAYKT, nepefaBaemblii 6e3so3mesgHo
HEKOMMEPYECKUM  MEAULMHCKMUM OpraHu3aumam C  Ue/blo O3HAKOMIEHUS C  WUCNOJIb30BaHMEM
bapmaLeBTUYECKMX NPOAYKTOB M NOJyYEHMA OnbiTa B paboTe ¢ HUMMK COrNacHO 0A06PEHHOM MHCTPYKLMMU
Nno NPUMeHeHUIo;

obyyatolme npeameTtbl A1A YAyULWEHUs KauyecTsa NpuMeHeHus dapmaleBTUYecKMX MPoayKToB 1/ vau
MOBbILWEHUA OCBEAOMIEHHOCTM O 3abosieBaHun (ganee «obydatowme npegMeTbl») - NpPeameTbl
HEe3Ha4YUTeNbHON CTOMMOCTU, KOTOPbIe NpeAHasHaYeHbl A1A 0byYeHna cneunanncTos 34paBoOXpPaHEHUA
C UENblo MOBbLIWEHNA YPOBHA OKa3aHWUA MEAMLMHCKOM MOMOLM M yXoZa 33 MauMeHTaMu, a TaKxe
npeameTbl 06pa3oBaTeNbHOIO XapakTepa HEe3HAYUTENbHOW CTOMMOCTM, KOTOpble MOMOralT HarnagHo
[EeMOHCTPMPOBAaTb NaUMeHTy npouecc passuTua 3abonesaHua. Mpumepammn obyyatrowmx NpeameToB Ans
YNY4WEHWA KayecTBa MpUMeHeHUA ¢dapmaLeBTUYECKUX MPOAYKTOB MOryT ObiTb WHranatopbl 6es
coflep)KaHusA aKTUBHOTO BELLLECTBA, YCTPOMCTBA, KOTOPbIE MO3BOAIT NALMEHTY CAMOCTOATENIbHO CAeNaTh
MHBEKLMIO 1 apyroe. MNpvmepamy obyyalowmx NpeamMETOB ANA MOBbIWEHWUSA OCBEAOMJ/IEHHOCTU O
3aboneBaHNM MOTyT 6bITb MaKeTbl OPraHOB M TKaHEW YesI0BEKa C NMOParKEHHbIM Y4aCTKOM U APYroe;

opraHusaums 3apaBooxpaHeHus (ans ueneit rnaebl VIl HacTosAwero Koaekca) - noboe topuguueckoe
/MU0  BHE  33aBMCMMOCTM OT €ro  OpraHuM3auMOHHO-NPaBoBOW  GOPMbI,  WMHAMBUAYaANbHbIE
npegnpvHumatenu, (i) asnalowmeca opraHusauMen UAM  accouMaumen 34pPaBOOXPAHEHUS, WU
MeAMULMHCKOM, dapmaL,eBTUYECKON, HayYHOM opraHM3aumelnt UM accoumaumen, Hanpumep, 6oabHULa,
KAWHWKA, GOHZ, YHUBEPCUTET UK UHble yyebHble 3aBeseHnA (KpoMe NaLMeHTCKUX OpraHu3aunii), mecto
HaxoXKAeHWe WAM OCHOBHOE MecCTO [AeATe/NbHOCTM KOTOPbIX HaxoguTca B npeaenax Poccwuiickoi
depepaupun, mam (i) KoTopble OKasblBalOT yCAyrM NOCPeACTBOM OZHOTO WAM 6onee CrneumanmcTos
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340aBOOXpPaHEHUA;

nauMeHTCKas opraHu3aums - 3T0 HEKOMMEpPYECKas OpraHu3aums, NPeAcTaBAfIoWAn MHTEPECHI U HYXAbl
MauMeHToB, UX CEMEN U/UAKM UL, YXarKMBAIOWMX 33 NauMeHTaMu WU/MAN JIOAbMU C OrPpaHUYEHHbIMM
BO3MOXHOCTAMMU;

npeacrasuTenb naLMeHTCKOM opraHuvsauum - nUMyo, HageneHHoe no/HOMOYMAMKM NpeacTaBnATb
WUHTEpeCbl U BblpaXaTb NO3UUMIO naumMeHTCKoM OpraHnsaumMmM nNo KOHKpPEeTHOMY BONpocy wuan 3a6o-
NeBaHUIo,;

nepegaya ueHHocTel (ana ueneit rnasbl VIl HacToAwero Kogekca) - npsamasa WaM KOCBEHHasa nepegaya
LeHHocTelt B dopmMe AEeHEeXHbIX CPeAcTB, B HaTypasbHOM BblpaxKeHuu uaun B nwbon apyron dopme,
ocyliecTBAsAeman B Leasx, 4ONYCTUMbIX AeMCTBYHOWMM 3aKOHOAATeIbCTBOM M HacTosAwmMM Kogekcom, B
CBA3WM C paspaboTKON M Npojaxkeil WCKNOUYUTENbHO PeLenTypHbIX JIEKAapCTBEHHbIX MpenapaTtoB Ana
MeAMULMHCKOrO npumeHeHus. [pAmas nepefjaya UeHHOCTeW npoussoauTtca ¢dapmaLeBTUYECcKoM
KOMMaHMel HenocpeacTBeHHO B NO/b3y nonyyatens. KocBeHHan nepegaya LeHHOCTEN NPOM3BOAMTCA OT
MMeHU dapmaLeBTUYECKO KOMNaHWWM B MO/b3y MOJyYaTena UM Yepes NocpefHuKa B Cayyae, ecau
dapmauesTHyeckan KommnaHua 3HaeT  wuau MOXeT  uAeHTUOGUUMPOBATb  OpraHusauuio
3/1paBOOXpaHeHUs/cneumanncTa 34paBoOXpPaHEHNUS, B NOMb3y KOTOPbIX OCYLWECTBAAETCA nepeaaya
LEeHHoCTel;

nepefada LEHHOCTeW B CBA3M C NPOBEAEHMEeM WCCaefoBaHuit v paspaboTok (ans ueneit rnasbl VI
HacToswero Kopgekca) - nepegada LEHHOCTEM B MOAb3Yy ChMeuuanucta 34paBOOXPaHEHUA UK
opraHvsaumMM 34paBOOXpPaHeHUs, KOTopas CBA3aHa C  MJaHMpoBaHMEM uAM  nposegeHvem (i)
OOKNMHUYECKUX WUCCAeLO0BaHUM, (M) KAMHMYECKWMX uccnepoBaHuit uam (i) NoCTperucTpaumoHHbIX
Hab/loaaTeNbHbIX (HEMHTEPBEHUMOHHbIX) UCCNeA0BaHWMN, KOTOpble ABAAIOTCA MPOCMEKTUBHLIMU MO
CBOEMY XapaKTepy M CBfi3aHbl CO CHOPOM [aHHbIX O MaLMEHTax, MOJy4aemblX OT Cheuuanucra
3/1paBOOXPAHEHUA UM OT €0 UMEHM, AW OT FPYNMbl CNELMANNCTOB 340aBOOXPAHEHMA MU OT UX UMEHM,
crneumanbHo ANA Lenei nccnepoBanns;

noCTperncTtpaunmoHHoe KAnHUn4yeckoe (VIHTEDBEHLI,VIOHHOE) nccnenosaHue - nccnegosaHue
dbapmaLeBTMYECKOrO MpPOAYKTa, NposoauMmoe B Poccuiickoii dPepepauumn ero paspaboTinmkom wuau
npou3BoanTENEM, B TOM UYMUC/IE C MPUBJEYEHUEM KOHTPAKTHON WMCCNefoBaTe/NbCKOW OpraHusaumu, B
Luensx AonosiHUTeNbHoro cbopa AaHHbIX O ero 3dpdeKTMBHOCTM, 6e30MacHOCTM M MEepeHOCMMOCTH,
npoBoAVMMOe Noc/e rocyapCTBEHHON PerncTpaumum cooTBETCTBYIOWEro GbapmMaLeBTMYecKoro NpoayKTa,
B KOTOPOM uccnegyemblii dapmaLeBTUHECKUn NPOAYKT Ha3HayaeTcs B COOTBETCTBUM C YCAOBUAMMU
perucTpauuu B cTpaHe, a cneuuduyeckas Tepanus, AMArHOCTUMECKME U MOHUTOPMHIOBbIE MpoLeaypbl
NPOBOAATCA B CTPOFOM COOTBETCTBUM C NPOTOKOIOM UCCNEA0BAHNS;

NOCTPerucTpaumoHHoe HabnogaTenbHoe (HeMHTepBEHUMOHHOE) nccnepoBaHune - 3To
NOCTPErucTpaLMoHHoe ucciefoBaHMe dapmaleBTMYECKOro NpoAyKTa, nposoavMmoe B Poccuiickoi
depepauum ero paspaboTyMKoOm WAW NPOU3BOAMUTENEM, B TOM UYMUC/IE C MPUB/EYEHUEM KOHTPAKTHOWM
MCCNeA0BaTENIbCKOM OpraHM3aumun, B KOTOpOoM dapmMaueBTUYECKMIA NPOAYKT u/uan cneuuduyeckan
Tepanua HasHayaeTcA MNauMeHTy B pamKax OObIYHOW K/AUHWYECKON NPAKTUKM B COOTBETCTBUM C
YCNOBMAMM PErncTpaLmm CooTBETCTBYHWero $apmaueBTUYECKOro NpoAyKTa B CTpaHe, pelleHue o
HasHaueHUM GapMaLEBTUUECKOrO NPOAYKTa OTAE/NEHO OT peleHus O BK/KYEHWM nauumeHTa B
uUccnefioBaHWe, NauMeHTam He [O0MKHbl NPOBOAUTLCA AOMNONHWUTENbHbIE AUArHOCTUYECKUE WU
MOHUTOPUHIOBbIE NpOLEAypbl, BbIXOAALME 33 Npefesibl OBblYHOW KAMHWYECKOW MPAKTUKKU NedyeHus
cooTBeTcTByOLero 3abonesaHus;

npogsuxeHue - nobas AeATEeNbHOCTb, KOTOpPaA BeAeTcda, OpraHulyetTca WUAn CnoHCUpyeTcAa
d)apmauesmqecr(of/'l KOMMNaHueln nam no ee NMOPYyYEHUIO U UMeEeT Lenbto cnocobcTBoBaTh Ha3Ha4YeHUAM,
pekomeHgaumam, oTnycky, npogaxke, npumeHeHUo Cceoero d)apMaLl,eBTVl‘-IECKOI'O NPOAYKTa;
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CMeumManucTbl  34paBOOXPAaHEHUA - Bpadv W ApyrMe MegUUMHCKME pPaboTHUKWM, PyKOBOAWUTENW
MEeAMUMHCKUX OpraHu3aumii, dapmauesTnyeckre paboTHUKM, BKAKOYAA NPOBM30OPOB M (apmMaLesTos,
PYKOBOAWTENM anTeYHbIX OpraHu3auMin 1 apyrue CNeumanvcTtbl, MpeameToM npodeccroHasbHOMN
AeATeNbHOCTM KOTOPbIX ABAAOTCA dapmMaleBTUYecKMe NPOAYKTbl WM KOTopble B npolecce CBoeW
npodeccroHanbHON AeATeNbHOCTM MMEIOT NPaBO Ha3HayaTb, PEKOMEHA0BaTb, NpMobpeTaTb, OTNYCKaTb
VAU NPUMEHATL papMaLLeBTUYECKME NPOAYKTbI;

bapmaLueBTUYECKUIA NPOAYKT - NOON NeKapCTBEHHbIM NpenapaT, BKAYas Kak papmaleBTMYeckue, Tak
1 buonoruyeckme npenapatsl (HE3aBUCMMO OT Ha/IMUMA NATEHTA U/UAKN 3aPErncTPMPOBAHHONO TOBAPHOTO
3HaKa), npegHasHauyeHHbI ANA UCNO/b30BaHMA C LENbl AMArHOCTUKM, JIeYeHUs UAN NPOOUNAKTUKM
60ne3HM yenoBeka, peabunuTauun, COXpaHeHUs, NpPesoTBPALLEeHMs WAU npepbiBaHUA GepemeHHOCTU
N1B0 OKa3bIBAIOLLMI BANAHME HA CTPYKTYPY UK GYHKLMIO YENOBEYECKOro OpraHn3ma;

3KCMEPTHbIV COBET - 3TO rPpynna BHELWHNX SKCNepToB (HanpmMmep, CNeumanmncTos 34paBooxpaHeHms u/mam
npeacrtaBuTenein NauMeHTCKMX OpraHM3aumit), KOMMETEHTHbIX B COOTBETCTBYHOWEN 06/1acTu 3HaHW,
COBMECTHOE 3acefaHue KOTOpbIX OpraHusyeTcsa dapmaueBTMHECKON KOMNaHuel B Lensax nposeaeHus
0BCY}KAEGHMI W MOJMYYEHUA KOHCYNbTaUMA MO 3apaHee onpejesieHHbIM TeMaM WAW  BOMpocam,
KacaloWMMCA K/IMHUYECKMX WM HayyHbIX acneKkToB, a TaKKe Mo BOMpPoCamM AOCTyna nauuMeHToB K
MHHOBALUMOHHLIM METO4aM Tepanuu, KOTOpble HEBO3MOMHO PacCMOTPETb AO0/MKHbIM 0bpasom ¢
MCNONb30BAHNEM TOJIbKO BHYTPEHHMX PECYPCOB KOMMaHMK;

3NUAEMMONOTMYECcKoe UCCefoBaHMe - 3TO WUCC/eAoBaHWE pPacnpoOCTPaHEHHOCTW, BCTPEYAaeMOCTU U
BbIPaXKEHHOCTU Pa3/INYHbIX 3a6071eBaHUI MU MEAULMHCKUX NOKasaTenell COCTOAHMUI 340P0BbA B Leax
onpeaeneHus NPUUMH UX PasBuTUA, GaKTOPOB PUCKA M B3aUMOBAUAHMUA Y PA3INYHBIX FPYNN HaceNeHus.
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1.3. OBNACTb MPUMEHEHHWA

HACTOALLNIN KOAEKC PACMPOCTPAHAETCA HA:

peknamy GpapmaLeBTUUECKUX MPOLYKTOB, a4 pecOBaHHYIO HAaCeeHUIO;

peknamy GpapmaLeBTUUECKUX MPOAYKTOB, a4peCcOBaHHYIO CNeLmMaancTam 34paBooXpaHeHus;
neaTeNbHOCTb NpeacTaBuTeniein GapmaueBTUYECKUX KOMMNaHWIA;

B3aMMOZENCTBMUE CO CreumnanmucTamm 34paBooxpaHeHus;

B3aMMOZENCTBUE C NALMUEHTCKMMU OpraHn3aLmnamu;

NOCTPErucTpaLyoHHble KJMHUYeCcKue (MHTEpBEHUMOHHbIE), HabntoaatenbHble
(HEMHTEPBEHLMOHHbIE) M ANUAEMUONOTUYECKUE UCCEA0BAHUSA;

MapKETUHIOBblE UCCELO0BAHNS;

pacnpocTpaHeHune GpapmMaLeBTUYECKUMM KOMNAHWAMM MW OpraHuU3aumuamm, NpeacTasafolwLummn nx
MHTepecbl, UHPOPMALMM, UMEIOLLLEN OTHOLLEHWE K 34,0POBbIO0 UM 3a60NEBAHUAM YENOBEKA;
OCYLLECTB/IEHWE NOKEPTBOBAHWUI U NPELOCTaBNEHNE IPAHTOB;

NOAAEPHKKY HENPEPBIBHOTO MeAULIMHCKOTO 06pa3oBaHus;

paboTy ¢ 3anpocamu OT NALUEHTOB U CNELMANUCTOB 340aBOOXPAHEHUS;

MeponpuaATUA Mo NPOABUNKEHUIO (GapMaLEBTUYECKMX NPOAYKTOB ANA CNEeuuanuctoB 34paso-
OXpaHeHwus;

CNOHCUMPOBAHWE Hay4HbIX MEpPONpPUATUIA, B KOTOPbIX MPUHUMAIOT y4yacTWe CheumanucTbl 3apa-
BOOXPaHEHMUS;

ucrnonb3oBaHme cet UHTepHeT M Apyrux uMdpoBbIX KAHANOB CBA3U A/1A MPOABUNKEHWUA dap-
MaLEeBTUYECKUX NPOAYKTOB;

MHbIE METOAbI NPOABUKEHUA GapMaLEeBTUYECKUX NPOAYKTOB.

HACTOALLMIM KOAEKC HE PACMPOCTPAHAETCA HA:
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MapKMPOBKY dapmaLLeBTUHECKUX NPOAYKTOB, MHCTPYKLMM MO NPUMEHEHMIO U UHYI0 MHbOPMaLMIO,
pasmeLLaemMyto Ha TOBape M/u ero ynakoBKe;

daKTMYeckMe M MHPOPMALMOHHbIE 3aABNIEHMA W CCbUIKM, Hanpumep, B OTHOLUEHUM W3MEHEHUA
YNaKOBKM, NPeAynpesKaeHUn O HEeXeNaTe/IbHbIX Peakumax Kak 4acti obLwmx mep no MOHUTOPUHTY
6e3onacHocTy;

C/lyyan YCTaHOB/IEHMSA UEH WM MHbIX KOMMEPYECKMX YC/IOBUIA MOCTaBkM dapmaLeBTUYECKMUX
NPOAYKTOB, BKOYasA TOProBble KaTanorm v NPanc-amncTbl NPy yCI0BMK, UTO B HUX HE COAEpIKaTCa
KOHKPETHbIE YTBEPXKAEHWNA PEKNAMHOTO XapaKkTepa 0 papMaLLeBTUHECKOM MPOAYKTE;
npeaperucTpaumMoHHbIe U PErMCTPALMOHHbIE KIMHUYECKME UCCNeA0BaHus;

B3aMMOOTHOLLEHUA (papMaLEBTUYECKMX KOMMAHWI C roCyAapCTBEHHbIMW OpraHamMy M opraHamm
MEeCTHOrO CaMOYMpPaB/IeHMA, U rOCYAapCTBEHHbIMM U MYHULMNANbHbIMU CAYXKaLUMU.



Il. Obwime NonoKeHna NPoaBUKEHNA

dbapmaLeBTUYECKMUX NPOAYKTOB
2.1. OCHOBHbIE NPUHLMAMbBI MPOABUXKEHWA

2.1.1. TMpoaBuskeHWe [OMKHO CNocobCTBOBaTb Haanealemy MNpUMeHeHMo ¢apmaueBTUYecKoro
npoAyKTa nyTem 06bEKTUBHOMO NPEACTaBAEHUA AAHHbBIX O HEM.

2.1.2. Peknama ¢$apmaueBTUYECKMX MPOAYKTOB AO/XHA ObiTb COCTaBleHa Tak, 4Tobbl TOBap ACHO
naeHTMGUUMPOBanca Kak GapmaLeBTUHECKUIA NPOAYKT.

2.1.3. MpopBukeHUe He [OMKHO ObiTb CKpbITbIM. He AonyckaeTca OCywWecTBAATb NPOABUNKEHUE
bapmaLeBTMYECKOro NPoAyKTa Mog, BUAOM MOCTPErUCTPALMOHHBIX KAMHUYECKUX (MHTEPBEHLMOHHBLIX),
HabntoaateNbHbIX  (HEMHTEPBEHLMOHHbIX),  3MUAEMUONOTMYECKUX  UCCNEdOBaHUM, a  TaKxe
MapKETUHIOBbIX UCCNeA0BaHMI. Takoro posa UCCNef0BaHUA B NEPBYIO O4Yepesb AOKHbI MPOBOAUTLCA B
Hay4HbIX U UCCNENOBATENBCKUX LENAX U HE JOMKHbI BbITb HANPaBAEHbI HA CTUMYIMPOBAaHWUE HAa3HAYEHUs
bapmaLeBTMYECKOrO NPOAYKTa CneuuanmMcTamm 3apaBooxpaHeHus. CnoHcupyemble GpapmaLieBTUYECKON
KOMMaHWen MmaTepuasnbl HE3aBUCMMO OTTOTO, HOCAT OHW PEKNaMHbIA XapaKTep WAW HEeT, OO/MKHbl
CoAepKaTh YeTKOE YKa3aHWe Ha CroHcopa.

2.1.4. He [ONYCKAEeTCA UCMO/b30BAHME KTOPAYMX NNHUIA» AN peknambl GapMaLeBTUYECKUX NPOAYKTOB,
OTMyCKaeMblX Mo peuenTy.

2.1.5. Ecnu paboTHUKM dapmaLeBTUYECKOW KOMMaHUWM AENaloT Ha MeponpuaATUM MpeseHTaumio Ans
CMEeuManucToB 34paBOOXPAHEHUA WAWM ABAAIOTCA aBTOpamu MyB6AMKALMK, OHWU AOMXKHbI 6biTb YeTKO
NMAEHTUOUUMPOBAHbI KaK PabOTHUKM COOTBETCTBYIOWEW hapMaLeBTUHECKON KOMMNAHWN.

2.2. PETUCTPALMOHHbIN CTATYC

2.2.1. TpoaguKeHUto Ha TeppuTopun Poccuitickoit deaepaLmm noanexart TONbKO 3aperncTpupoBaHHble
bapmaueBTMUECKME NPOAYKTBI B PaMKax 3apermcTpMpoBaHHbIX NMOKa3aHUM K NPUMEHEHUIO.

2.2.2. Ycnosue noAnyHKTa 2.2.1. He HanaraeT orpaHUYeHUIn Ha packpbITMe MHbopMaLuKn no nrbdomy
bapmaLeBTMHECKOMY NPOAYKTY C LEe/blo JOHECEHUA ee A0 aKLMOHEPOB WM WHbIX /ML, KOTOpbIM 3Ta
MHbOpMaLMA f0MKHA BbITb NpesocTaB/ieHa B COOTBETCTBMU C TPeHOBaHMAMM 3aKOHOAATEbCTBA.

[laHHOe ycnoBue TakKe He MpeAnonaraeT HapyLWweHUs NpaB Hay4yHOro cooblecTBa Ha 06MeH Hay4HoM
MHbOpMaLMeid, OTHOCALLENCA K HEe3aperncTpupoBaHHbIM GapmaLeBTMHECKMM NPOAYKTaM, MpU YCI0BUM,
4TO NpeaocTaBieHVe TaKoW MHPOpMaLMK He ABAseTcA cnocobom MpoasuKeHua dapmaleBTUYecKoro
npoAyKTa.

2.3. CTAHZAPTbI PEKTAMHOWN MHOOPMALINU

2.3.1. Peknama ¢apmMaLeBTUYECKMX MPOAYKTOB [JO/KHA oOTBedaTb TpeboBaHMAM AeicTeylowero
POCCUMICKOro 3aKOHOAATENbCTBA O PeKName.
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2.3.2. Peknama ¢dapmaLeBTUYECKUX NPOAYKTOB AO/KHA COAEp:KaTb OBBLEKTUBHYIO, LOCTOBEPHYH U
aKTyaNbHYI0 MHPOPMALMIO, OCHOBAHHYIO HA YTBEPXAEHHOMN B YCTaHOBNEHHOM nopaake MHbopmauum o
bapmMaLeBTUYECKOM MPOAYKTE (MapKMPOBKE, WHCTPYKUMM MO MEAMUMHCKOMY MPUMEHEHMIO) U He
[O/KHA MPOTMBOPEYMTb TaKOBOM. B  LENAX WCMONHEHMA HAcTOAWEro MyHKTa Mpu  pekiame
bapMaLeBTUYECKOTO NPOAYKTa AOMNYCTMMO BK/KOYEHWE B MaTepuan pas/ndHbiX «UMdpoBbix» Gopm
[0CTyNa K pacwmpeHHomy obbemy uMHbopmauum (Hanpumep, QR-KOAbl, CCbIKM M Mp.), MO3BOAAIOLMX
MoNy4nTb OBBEKTUBHYIO, AOCTOBEPHYIO, CHANAHCMPOBAHHYIO M aKTyasibHYO MHPOPMAaLMIO B peXUme
peanbHOro BpemeHm npu yciosum cobntogeHmna TpebosaHuii 3aKoHOAaTEIbCTBA U HacToAwero Koaekca.

2.3.3. Tpou3BOAMUTENN AOMKHbI CTPEMUTLCA K Hanbonee NOAHOMY OTPAXKEHMUIO B PeKNamMe OCHOBHbIX
XapaKTepPUCTMK dapmaLeBTMHECKOTO NpoAyKTa. Peknama ¢apmaueBTUYECKUX MPOAYKTOB He A0/KHa
rapaHTMpoBaTb WX MONOMKUTENbHOE JeicTBue, 3PpPeKTUBHOCTb, 6He3onacHocTb /MB6O  OTCyTCTBUE
No6OYHbIX AENCTBUIA.

2.3.4. PeknamHas uHdopmaLms foMKHa ObiTb ACHOMN, TOYHOM, B3BELLUEHHON, YECTHOM, OBBEKTUBHOM U
[0CTaTOYHO MOJIHOM, 4TObbI y ee ajapecata Morno 6biTb cHOPMUPOBAHO OOBEKTUBHOE MHEHME O
TepaneBTUYECKOW LEHHOCTM (apMaLeBTUYECKOTO NPOAYKTa, O KOTOPOM WAeT peyb. PeknamHas
MHbOpPMaLMA J0MKHA BbITb OCHOBaHA Ha COBPEMEHHOM OLLEHKE BCEX 3HAUYMMbIX GAKTOB M M3NaraTb 3TU
bakTbl YeTKo. PeknamHas uHbOpMauuMa He [O0MKHA BBOAWUTb B 3abNyXKAEHWE NyTEM WCKaXKeHus,
npeyBeNuyeHns, YMOIYaHUA CYLLECTBEHHON MHPOPMALIMM UK C MOMOLLBIO MHbIX NpMeMoB. Heobxoaumo
n3beratb ee ABYCMbICNEHHOCTU. PeknamHas MHPoOpmauusa, B TOM YACIE U CPAaBHUTENbHAA, HE [O/MKHA
cofiepyKaTtb 0CKopbuUTENbHYO MHGOPMaLMi0. TEPMUH «HOBbIN» MOXKET BbITb MCMOIb30BaH AJ/1A ONUCaHNUA
bapmaLeBTMYECKOTO MPOAYKTa, BHE 3aBUCMMOCTU OT ero Gpopmbl BbIMyCKa, TONbKO E€CAU MPOAYKT
BbIBEZleH Ha PbIHOK He Bosiee roAa Hasaf, WM ecAn OT MOMEHTA PErucTpaLyuy HOBOTO MOKasaHuA K
npumeHeHuto  papmMaLeBTUYECKOrO NpPOAyKTa npowsno He 6onee opHoro roga. YTBep:KAeHUN
abCcoNOTHOrO UM BCEOXBATHIBAOLLETO XapaKTepa CAeAyeT WMCMOoJ/b30BaTb C OCTOPOXKHOCTbIO W TObKO
NPU HaZIMYUKU COOTBETCTBYIOLLMX NOACHEHWI U 0BOCHOBAHWIA.

2.3.5. PeknamHas wuHbopmauua o ¢apmMaLeBTUYECKOM MPOAYKTE  AO/MKHA  MNOATBEPNKAATHCA
COOTBETCTBYIOLLMMMN HAaYYHbIMU AAaHHbIMW. Takne CBMAETENbCTBA A0NKHbI NPeAoCcTaBNAATLCA NO 3anNpocam
3aMHTEPECcoBaHHbIX anL. KomnaHuM [omKHbI A06POCOBECTHO OTHOCUTBCA K TakMM 3anpocam U
npesocTaBiATb 06beKTUBHbIE AaHHblEe, COOTBETCTBYIOLLME NOYYEHHOMY 3anpocy.

2.3.6. CpaBHWTe/NbHas peKknama [OMKHA b6biTb KOPPEKTHOW M MNPOBOAUTHCA MO  WUAEHTUYHBIM
XapaKTEPUCTMKAM U He [oIKHA BBOAUTb B 3ab1yKAeHWe noTpebuteneit peknambl B CBA3M C OTCYTCTBUEM
B PeK/Jlame YacTu CyLL,ecTBeHHOW HpopMaLmm.

2.3.7. K peknamHbiM MaTepuasam Ha 3/IEKTPOHHbIX HOCUTENAX, 33 WCKAOYEHMEM ayauo- W
BMAEOMATEPMANOB, NPUMEHAIOTCA TpeboBaHMsA, YCTaHOBJEHHble B MyHKTax 3.2. U 4.2. HacToAwero
Kogekca. K ayamo- u BuaeomaTtepuanam npumeHsatoTcs TpeboBaHUA AENCTBYIOWErO POCCUIACKOro
3aKOHOAATe/IbCTBA O PeK/ame.

2.4. UCMONb30BAHWE 3KCMEPTHbIX 3AKNHOYEHWIA, CCbINOK
HA PE3Y/IbTATbl UICCTEAOBAHUA U UUTAT
2.4.1. Tpu MCNONb30OBAHUM B PEKNAMHBIX MAaTepPWUanax IKCMEPTHbIX 3aK/OYEHWH UM CCbIIOK Ha

pesynbTaTbl MCCNEA0BaHWIA/HABAOAEHWUIA CneayeT YKasblBaTb WMCTOYHWMK TaKMX AaHHbIX M AaTy MX
nosyyeHus.

2.4.2. Tlpy MCNONb30BaHWM B PEKNAMHbIX MaTepuanax LUUTaT M3 MESULMHCKON WM  HayyHOM
NUTEpaTypbl, UAWU YbUX-TO BbICTYMAEHUIH HEOBXOAMMO YKa3blBaTb MCTOYHMK LMTMPOBAHUA/MMA aBTOpPa,
AaTy 1 MecTo ny6avKaummu/BbICTynaeHus.
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2.5. NMPOABUXEHWE B CETU MHTEPHET

2.5.1. MpoasukeHne $apmaLeBTUHECKUX MPOAYKTOB B CETU MHTEpHET, B TOM 4ucae NocpeacTBOM
pasmelleHns 6aHHEPOB, aKTUBHbIX CCbINOK, MHbGOPMaUMK Ha Beb-caiiTax, B 610rax, CoLManbHbIX CETAX,
Ha ¢opymax, KoHdpepeHuMAX M Tomy nofobHbIX pecypcax, AOMKHO COOTBETCTBOBATb O6LMM
TpeboBaHWAM K peKname M creuuanbHbiM TpeboBaHWAM K pekname bapmMaLeBTUYECKUX MPOAYKTOB,
YCTaHOB/EHHbIM 3aKoHOZATeNbCcTBOM P®. B yacTHOCTM, MpWM  MCNO/Mb30BaHWU WMHTEPHET-CAMTOB,
CBA3aHHbIX C GapMaLEeBTUYECKMMM NPOAYKTAMMU:

[ LOMKHO BbITb OY4EBMAHO, OT KaKoW papmaleBTUYECKON KOMMAHUN UCXOAUT MHPOPMALMA U KOMY
OHa afpecoBaHa;

] cogepXmmoe 40N1KHO COOTBETCTBOBATb ayAUTOPUUN-a[pecaTy.

2.5.2. Peknama ¢bapmaLeBTMUECKMX NPOAYKTOB, OTMYyCKaemblX NO peuenTy Bpaya, B cet WMHTepHeT
3anpelleHa. [Jlonyckaetca npefocTtaBneHve UHpopmaumm 0 papmauleBTUYECKMX  NPOAYKTaXx,
OTNyCKaembIX MO PeuenTy Bpaya, B pamKax OHAANH-meponpuaTuii (BebUHaApOB) AAA cneuuanncTos
3/1paBOOXPaHEeHUA, a TaKKe B pa3jeniax UHTEPHET-PeCcypcos, AOCTYN K KOTOPbIM OTKPbLIT UCKAOUYUTENIbHO
ONA CNeunanncTos 34paBooXpaHeHmA.

2.5.3. TpwuBnedyeHne GpapmaLeBTUUECKON KOMMAHWEN PEKNaMHbIX areHTCTB, a TaKXe WHbIX AuL, Ans
NpoABUMKEHWA (GapMaLLeBTUYECKMX MNPOAYKTOB B ceTM WHTEpHEeT He cHWMMaeT C ¢dapmaueBTUYecKoi
KOMMaHWK OTBETCTBEHHOCTU 3a HapyLUeHWe NONOKEHUI HacToawero Kogekca.

2.5.4. [enctBue HactoAwero Kopekca pacnpocTpaHaeTcs Ha npoAsuKeHne dapmaueBTUHECKUX
NpoAyKTOB Ha Tepputopun Poccuitickoin Pepepauum Ha nwobbix Beb-caliTax He3aBUCMMO OT MecTa
OCYLLIECTB/IEHWA XOCTUHTA M 30HbI SOMEHHOTO MMEHM, @ TaK¥Ke MECTOHAXOXKAEHUA U BHYTPEHHWUX NOUTUK
dbapmaLeBTMYECKOM KOMNaHWKW, NpoasuratoLeit papmaueBTUYecKUin NPOAYKT.

2.5.5. K peknamHbiM MaTepuanam, pacnpocTpaHaembiM B ceTM MHTEpHET, 33 UCKAOYEHMEM ayamo- U
BMAEOMATEPMANOB, NPUMEHAIOTCA TpeboBaHMA, YCTaHOB/EHHble B MyHKTax 3.2. u 4.2. HacToAwero
Kogekca. K ayamo- u BupeomaTtepuanam npumeHaloTcs TpeboBaHUA AEeMCTBYIOWErO POCCUIACKOro
3aKOHOAATE/IbCTBA O peKiame.

2.6. MH®OPMALMA, MMEIOLLIAA OTHOLUEHWNE K 30POBbIO nnn
3ABO/IEBAHMAM HE/TOBEKA

dapmaLeBTUYECKME KOMMNAHWM BMpaBe MpeAoCTaBAATb LWMPOKOW OBLLECTBEHHOCTU WMHOPMALMIO O
3aboneBaHuAX, X NPOdUNAKTMKE U edeHun, CobNoan creaytowme npasuna:

B [aHHaA [AeATeNbHOCTb He [O/IKHA COCTaBAATb MpeaMeT JIMLEH3UPYEMOW MeAMLMHCKOM nen-
Te/IbHOCTY;

[ [aHHasa MHopMaUMa A0NKHA OblTb JOCTOBEPHOMW, A0OPOCOBECTHON, STUYHON, MONHON, @ TaKKe He
[OMKHA NOAMEHATb KOHCY/IbTaLMIO BPaya WA NPU3bIBaTb K CAMOEYEHUIO;

B AaHHaA uHbopmMauma [OMKHA coAeprKaTb YKasaHve Ha papmaLleBTUHECKYO KOMMaHUWIO, OT KOTOPOK
NCXOAUT MHPOPMaLUs;

B 3Ta MHOOPMaALMA He JO/KHA COAepKaTb Ha3BaHMI GapmMaLEeBTUYECKMX NPOAYKTOB, OTNYCKaeMbIX
no peuenTty, a PaBHO W306pa)KeHW YNaKOBKM Takux GapmMaLeBTUYECKUX NPOAYKTOB WAU ee
3/IEMEHTOB, UM UHbIM 06pa3om b6biTb HaNpaBAeHHON Ha MpoaBuKeHWe dapmMaLeBTUYECKOro
NpOoAYKTa, OTNYCKAaeMOoro no peuenty;

B [aHHaA MHPOpMaLUuA AO/IKHA COAEPKaTb YKasaHWe Ha HEOBXOAMMOCTb NOJYYEHUA KOHCYAbTaLuUu
CneumanncTa 34paBoOXpaHeHNs.

MyHkm 10 lMpunoxceHusa 3 k Hacmoswemy Kodekcy (Bonpocel u omeemeol)
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lll. OcobeHHOCTM B3anmo4encTBmaA co
crneunannucTtamm 3paBoOOXpPaHEHMS, a
TaKXe peKiambl A1 HUX U UHbIX
METOJ,0B NPOABUKEHMUSA
dbapmaLeBTUYECKOMN NPOAYKL MM

3.1. OBLUME NPUHLUWMMbI B3AMMOZEVCTBUA Cco CNEUMANNCTAMU
3PABOOXPAHEHWA

3.1.1. Bsaumogeictene dapMaLeBTUYECKUX KOMMAHWUI CO CMeLMannucTamum 34paBoOOXPaHEHNA JOIKHO
6bITb HaNPaBNEHO Ha NMPUHECeHWe NOo/b3bl NaLMeHTaM M COBEPLUEHCTBOBAHWE MEAMULMHCKOMN NPaKTUKM.
Lenblo Takoro B3aMMOAENCTBMA [OMKHO ObiTb MpefocTaBNeHWe creumannucTam 34paBooOXpaHeHus
HOBOWM MHdOpMauMn o dapmaueBTUYECKUX MpoayKTax, obecneyeHne ux WUHPopmaumein HayyHoro
06pa3oBaTesIbHOro XapakTepa, a TakXKe NoAJepKKa HayYHbIX U KNTMHUYECKUX UCCNeA0BaHUN.

3.1.2. CotpyaHuyectBo ¢GapMaLeBTUYECKMX KOMMAHMIA CO CMeuManucTamu 34paBOOXPaHEHUA He
[OMKHO UMETb CAeACTBMEM KOHOGAMKT MHTEPEcOB Y CMeuuasvcToB 34paBOOXPaHeHMs, B 4acTHOCTU
Mexay vMx npodeccroHasbHbIMU 06A3aHHOCTAMM U IMYHOM 3aMHTEPECOBAHHOCTbIO. B TOM yncae Takow
KOHQAMKT He AO/KeH BO3HWMKATb NPU HasHauyeHuu GapmaleBTUYECKOro MPOAyKTa BPayom WU npu
peKkomeHAauuMu 1 npoaaxe dapmaL,eBTUUECKOro NPoayKTa GapMaLeBTMYECKMM PAaBOTHUKOM.

3.1.3. He ponyckaeTcs npegnaratb, obewaTtb, MNpPefoOCTaBAATb WMAM NepefasaTb CrneuyanncTam
34,paBOOXPaHEHUA BO3HArpaxaeHue B toboii dopme 33 Ha3HAYeHUe UAN PeKOMEeHZALMIo NaluMeHTam
onpeaeneHHoro GapmaLeBTUYECKOro NPOAYKTa, @ TaKKe 3ak/1o4aTb C HUMU COT/IalLEeHUA O Ha3HaYeHUN
WIW peKoMeHZauuu nauueHTam Kakoro-nnbo ¢apmaueBTMYecKoro npoayKTa (3a WCKAYeHuem
[L0roBOPOB O NPOBEAEHUN KIMHUYECKUX UCCNef0BaHUI GapmaLeBTUHECKUX NPOAYKTOB).

3.1.4. TMepcoHanbHble AaHHblE CMELMasUCTOB 34PaBOOXPAHEHMA MOTYT BKAOYaTbCcA B 6asbl AaHHbIX
MCKAIOYMTE/IBHO NPU HAaNWYMKU UX COTNacua B Hagnexalein ¢opme n cobalogeHns uHbix TpebosaHuit
3aKOHOAATeNbCTBA B Chepe 3aLumThl NEPCOHATIbHBIX AaHHbIX.

3.2. MEYATHbIE PEK/TAMHbIE MATEPUAJIbI U MATEPUAIbI B CETU MHTEPHET

3.2.1. MevaTHble peKkNamHble maTepuasbl MU MaTepuasbl, PacnpocTpaHsemble B ceTM WMHTepHeT, 3a
MCKNIOYEHMEM OMUCAHHbIX B MNOAMYHKTE 3.2.2., AO/KHbI COAEp)KaTb CNeaylowmin MUHUMYM MHbOP-
maumm:

[ Ha3BaHuWe bapmaLeBTUYECKOro NpoayKTa (06bIYHO TOProBoe Ha3BaHue);

[ ] HanmeHOBaHWe dapMaLLeBTUYECKON KOMMNAHUW UKW OPraHM3aLmMu, NPeacTaBAAIoOWEeN ee UHTepechI
Ha TeppuTopmn Poccuiickol Geaepaumm.

Mpn “CNoNb30BaHMM B pPEKNAaMHOM MaTtepuane «uudposbix» GOpM AOCTyna K pacwmpeHHoMy obbemy
nHbopmaummn (Hanpumep, QR-KOApbl, CCbIMKM M NpP.), BO3MOXHO MNPEAOCTaBNEHME WMHCTPYKLUUM MO
MEAMLMHCKOMY MPUMEHEHUIO M KaKON-IMBO AOMONAHMTENbHON MHGOPMAaLMK, NPU YCI0BUK, YTO TaKas
nHbopmauma cbanaHcMpoBaHa M cooTBeTcTBYeT TpeboBaHMAM [AEWCTBYIOWEro 3aKOHOAATe/bCTBa
Poccuiickoit depepauum n HacToswero Kogekca.

3.2.2. HanomuHawLwwaa peksama - 3TO KOPOTKAA peKsama, KOTopas MOXeT CcoAepXaTb TOoprosoe
HanmeHoBaHue d)apmauesmqect(oro NPOAYKTa U ChoraH (ﬂaKOHMHHaﬂ, Nerko 3anomMmuHarulanaca d)pasa).
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MyHkm 1 lMpunoxeHusa 3 K HacmoAwemy Kodekcy (Bonpocsi u omeemsi)
3.3. MEPONMPUNATNA

3.3.1. Uenblo BCcex MeponpuaTuit AOMKHO BbiTb MHGOPMUPOBAHUME CMELMAUCTOB 34PaBOOXPAHEHMUA O
bapmaueBTUYECKMUX NPoAYKTax u/unmn obecneyeHne ux MHGopmaLmein Hay4yHoro UM obpasosaTesibHOro
xapakTepa B chepe 34paBooXpaHeHUs unm GapmaLeBTUKK.

3.3.2. KomnaHun He [O/MKHbI OpPraHM30BbIBaTb MAN GUHAHCMPOBaATb MEPOMpPUATUA, KOTOpble Npo-
BOAATCA BHE CTPaHbl MPOXMBAaHUA U AEATeNbHOCTU CMeuuannucToB 34paBOOXPAaHEHMA, eCAN TONbKO
YMEeCTHOCTb TOrO He onpasAaHa C TOYKM 3peHUA JIOTUCTUKK U BesonacHoCTU. MexayHapoaHble HayyHble
KOHIpecchl M CUMMNO3MYMbl, CObMpatoLMe YHaCTHUKOB U3 MHOMUX CTPaH, ABNAIOTCA C 3TOW TOUKM 3peHuna
OnpaBAaHHbIMKU U pa3peLleHHbIMMU.

3.3.3. HayyHas uHdbopmaLMa, pacnpocTpaHAEMan CPean YY4acTHUMKOB Hay4HbIX MepPONpUATUIA, MOXKeT
KacaTbCA  HE3apPerucTpuMpoBaHHbIX  GapMaLEeBTUYECKUX NPOAYKTOB  U/uan  uHbopmaumm  BHe
3aperncTpupoBaHHoin B P®  MHCTPYKUMM MO  MEAULMHCKOMY NpPUMEHEeHUto, ecaun cobaogatotca
cnepytolme TpebosaHua:

[ pacnpocTpaHeHue Tako MHGOPMaLMM He HapyLLaeT AelcTBytoLLee 3aKoHO4aTebcTBO PO;

E  MeponpuATMe AO0/MKHO b6biTb HaydHbIM MEpPOnpUATMEM, B KOTOPOM YYacCTBYIOT CMELManucTbl
3/1paBOOXPAHEHUA M3 HECKONbKUX Cy6bekToB Poccuiickoit depepaumu, NEKTOPCKUIA cocTaB
NpeacTaBieH  pas/iMiHbIMKM - MPOGWUABHBIMM  HAyYHbIMKM  LeHTpamu/coobliecteamm  (ecim
NPUMEHMMO) 1 KOTOPOE NOAAEPHKUBAETCA HECKONbKMMU GpapMaLLeBTUHECKMMM KOMNAHUAMM;

H  MmaTepuanbl no  HesaperncrtpupoBaHHomy  dapmaLeBTUYECKOMY  MPOAYKTY  [AOJKHbI
COMNPOBOXKAATLCA COOTBETCTBYIOLWMM ACHBIM YKa3aHMEM Ha TO, YTO 3TO He3aperMcTpUMpOBAHHBIN
dapmaLeBTUYECKUI NPOAYKT;

B MaTepuanbl, cogepiKaliMe MHGOPMaLMIO MO NPUMEHEHUIO (NOKasaHWA, [03bl, NPeaynpexaeH s 1
T.4.), KOTOpas OT/MYaeTcA OT 3aperncTpupoBaHHOW, COMPOBOXKAAIOTCA 3asABieHMeM 06 3Tom
oTANYNY;

m  cobnogatotca ycnosua obmeHa HaydyHoW MHGOpMaumel, ycTaHOB/EHHble HacToAwmMMm Kogekcom
(Bonpocbl 1 oTBETHI).

MyHkm 9, 11 lNpunoxceHua 3 k Hacmoswemy Kodekcy (Bonpocel u omeemsi)

3.3.4. MeponpusTve [O/MKHO MNPOBOAUTLCA B MNOAXOAALLMX MeCTe W YC/0BWAX, CMOCOBCTBYHOLLMX
AOCTUXKEHUIO Hay4HbIX M 0bpasoBaTeNbHbIX Lieneit gaHHoro meponpuatna. Heobxoanmo usberaTb Tex
MeCcT M MNAOWAA0K, KOTOpble W3BECTHbl CBOMMM pPa3B/ieKaTeNbHbIMU 3aBefeHuAMU u/uan  me-
PONPUATUAMM WAW ABNAIOTCA ISKCTpaBaraHTHbIMW. 3anpeLiaeTcd MCMosb30BaTb OOBEKTbI, KOTOpble B
rnasax oOLLEeCTBEHHOCTM aCCOLMMPYIOTCA C  Pas3B/JIEYEHUAMM, POCKOLIBID WM  SKCKIHO3MBHOCTHIO,
HEe3aBMCUMO OT UX Kacca. PeKomeHAyeTcA OpraHM30BbIBaTb MEPONPUATUA B BU3HEC-LIEHTPaX, Y4ebHbIX
3aBefeHUAX, U APYrux MecTax, NpefHasHa4yeHHbIX A/ NPOBEAEHUA Ae/0BblX M 06pa3oBaTeNbHbIX
meponpuaTuii. MNpoBeseHMe KOMNaHWeW MeponpuATUA B MecTe OOLLEeCTBEHHOrO A0CTyNa BO3MOMKHO
TONIbKO B YC/IOBUAX WM30/IMPOBAHHOIO MOMELLEHMA NNBO 3aKpbITUA MecTa ObLEeCTBEHHOro A0CTyna Ha
Bpema MpoBefeHnA MeponpuaTUA. 3anpeLiaeTca MCMNo/Jb30BaHME pa3BNeKaTe/IbHbIX M CMOPTUBHbIX
MeponpuATUA ANA MNPUB/JEYEHWUA CMELMAZUCTOB 34PaBOOXPAHEHUA K MPOMOLMOHHBIM M Hay4HbIM
MeponpUATUAM.

MyHkm 13 lNpunoxceHusa 3 kK Hacmoswemy Kodekcy (Bonpocel u omeemeol)

3.3.5. dapmauesTUYeCcKas KOMMaHWA A0/MKHa obecneunTb, 4YTOBbl GaKT NoALEpPsKKM dapmaLesTu-
YECKON KOMMaHWen MeponpuaTMA, NPOBOAMMOrO TPETbUMM Auuamu, Bbln BCerga M M3HaYasbHO
0603HayYeH 1 OYeBUAEH.
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3.3.6. [onyckaeTca nNpeaocTaBNeHVe  KaHUENAPCKMX  MpUHAANEeXHOCTeN  (pyyku,  BNOKHOTHI,
KapaHAaWm) He3HaYUTebHOM CTOMMOCTH AR COCTAaB/EHUA KOHCNEKTOB, BeAEHNUS 3anuceit.

MyHkm 4 MpunoxeHusa 3 K HacmoAwemy Kodekcy (Bonpocsi u omeemsi)

3.3.7. [lonycKaeTca CONPOBOXAEHUE MeponpuATUA Nodadei NpoxnaguTenbHbIX HaNUTKoB, Yan/ Kode,
3aKyCOK W/unu ropaumnx 6aiog B popmaTe «LWBEACKOTO CTONA» MPU YCAOBUM, YTO 3TO ONPABAAHO C TOUKM
3peHUsa 4IUTENIbHOCTU MEpONPUATUA, ABAAETCA OAHO3HAYHO BTOPOCTEMEHHbLIM MO OTHOWEHUIO K Lesu
MEepOnPUATUA U NPELOCTaBAAETCA TONbKO:

] Y4aCTHUKam MeponpuAaATUA, HO HE CONPOBOXKAAKWNUM UX INLLaM;
] B pPa3ymMHbIX npeaenax.

MyHkm 3 lMpunoxceHusa 3 K HacmoAwemy Kodekcy (Bonpocsi u omeemsi)
3.3.8. ®dapmaueBTUYECKME KOMMAHWUM He [O/KHbl NPefoCcTaBAATb WAM  OMNauMBaTb HUKaKuMe
pa3B/iieyeHmnA KaK B paMKax, TaK U BHEe PaMOK NpoBeAeHNA MeponpuATUA.

3.4. NMPUBNEYEHUE CMNEUMANUCTOB 3PABOOXPAHEHWA AN1A OKA3AHUA YCIYT

3.4.1. ®dapmaueBTMYECKME KOMMaHMM BNpaBe MpuUB/AeKaTb CrMeuuasncToB 34paBOOXPAaHEHMA, 3a
UCKAtoYeHem GapMaLeBTUYECKUX PabOTHUKOB U pPyKOBOAWUTENEW anTeYHbIX OpraHM3auuii, C Lesbio
OKasaHWA YCAyr HayyHOro W MejarorMyeckoro XapakTepa, a TaKKe Npu NpoBeAeHUM KANHUYECKUX
nccnefoBaHuii  papmaLeBTUHECKUX MPOAYKTOB W BbIM/IauvMBaTb MM BO3HArpaKAeHue 3a OKasaHue
[AaHHbIX YCAyr.

3.4.2. TIpuM nNpuUBNEYEHWMU CMELMANNCTOB 34PABOOXPAHEHUA ANA OKa3aHUA YCAYyr AO0/MKHbI 6biTb
cobntofeHbl cheaytowme TpeboBaHua:

E  Hanuyme f0roBopa B NUCbMeHHOMN GOpMe, ONUCHIBAIOLLErO COAEPKAHME OKa3blBaeMbIX YCYr U
YCNOBMWA UX ONNaTthl;

E  BO3HarpaxeHue 3a OKasaHHble YCIYrv JOMKHO BbiTb Pa3yMHbIM M COOTBETCTBOBATbL CNpaBe//IMBOM
PBIHOYHOI CTOMMOCTH;

| Hasn4ymMe 060CHOBaHHOW HEOBXO4MMOCTU B yCayre;
E  HanuuMe HEemnocpeacTBEHHOM CBA3WM MeXAy KpuTepuamu oTbopa CneLuanuctoB 34paBoOXpaHeHuUs
1 LeNbto, KOTopas AO/KHA bbITb AOCTUTHYTA B pe3y/ibTaTe OKa3aHUsA yCayru;

H  COOTBETCTBME KOAWMYECTBA MPUBAEYEHHbIX CMELMasnCTOB  34PABOOXPAHEHWUA  KOMYECTBY
[AENCTBUTEIbHO HEOBXOAMMOMY A/1A AOCTUNKEHWUSA NOCTAaBNEHHOW Lenu;

®  GaKT NpvBAeYeHMA ChneunanncTa 34paBOOXPaHeHUA ANA OKa3aHWUA YCAYr AO/MKEH 6biTb PacKpbIT
CNeuuanucTom 34paBooXpaHeHms, B TOM Yucae Npu NpeaocTaBAeHnmM HaydHoW 1 06pasoBaTesibHOM
MHbOPMALMM HA MepPONPUATUW;

m  $aKT 3aKN0YEeHUA AOroBOpa OKas3aHWA YCAYr He AO/DKEH NPAMO WM KOCBEHHO HanaraTb 06s-
3aTeNbCTBA Ha CMEuManncTa 34paBoOOXPaHEHUA, CBA3AHHbIE C PEKOMEHAAUMAMMU U HA3HAYEHUEM
bapmaLeBTUYECKMNX NPOAYKTOB.

3.4.3. [onyckaeTcA onnata WAM  BO3MELLEHWEe PpacxodoB  CMELMannUCcToB  34pPaBOOXPAHEHMUA,
HenocpeacTBEHHO OTHOCALWLMXCA K OKa3blBaeMbiM yCayram, B TOM 4Yucie pacxonosB, CBA3aAHHbLIX C
npoesaom cneunanmncToB 34paBOOXPaAHEHNA K MECTY OKa3aHUA YCAyYr, NPOXMNUBAHNEM U NUTAaHUEM.

3.4.4. Tlpu onnaTte WAV BO3MELLLEHMM PAacXo40B HeobXxoaMMo cobntoaaTth creayowme TpebosaHms:
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] 3anpelwaeTca UCno/sb3oBaTtb TOCTUHULDBI UK OG'beKTbI, KOTOpble B rnasax 06LIJ,ECTBEHHOCTM
ACCOUMMNPYHOTCA C POCKOLWbIO NN SKCKTHO3UBHOCTbIO, HE3AaBMCUMO OT UX KNacCca;

] NMUTaHMWE A0NYCKaeTCcA B Pa3yMHbIX npegenax;

] npu noesakax cneuynannuctos 34paBOOXPaHEHUA, HE NpeBbiWakWKMX YeTbipex 4YacoB B AHEBHOE
Bpema, cnepyet I'Ipl/l06peTaTb aBMabuNeTbl 3KOHOMMUYECKOTO Knacca;

H  He JOMYyCKaeTca BO3MeLLeHME KaKMX-1Mbo pacxogoB COMPOBOMKAANOWMX UL, B MCKAOUMTENbHBIX
ClyyanxX YCTaHOB/IEHHbIX MEAMLMHCKMX NoTpebHoCTeN, Tpebylowmx ConpoBoOXKaeHHs, (Hanpumep,
npy HaAMYUMKU MHBAJIMAHOCTM WM TPaBMbl Yy YYacCTBYIOWErO B MEPOMNPUATMM Creuuanucta
3/paBOOXpPaHeHNs), MOryT BbiTb BO3MELLEHbl PAcXOoAbl Ha MpPoesd, NUTaHWe, MPOXKMBaHWE W
PEerucTpaLMOoHHbIA B3HOC 41 COMNPOBOMAAMOLLENO /ML, B PAMKaX TeX e NapameTpos, YTo U Ans
cneumanncTa 34paBooOXpaHeHus.

UCcKNoueHna  [0MKHbI 6bITb  060CHOBaHbl OB6BLEKTUBHOM HEO6XO,CI,MMOCTbKJ MU cornacosaHbl C
PYKOBOACTBOM KOMMaHUN.

3.5. 3AMNPET MOAAPKOB CMEUMNANTNCTAM 3JPABOOXPAHEHNA

3.5.1. ®dapmaueBTUYECKMM KOMMNAHMAM 3anpeLiaeTca Kak Npsmo, Tak U KOCBEHHO NpPeaoCTaBiATb Un
npeanaratb CneumanmMcTam 34paBooxXpaHeHUs NOAAPKM, BKAOUAA AEHEXKHbIe CPEACTBA, UX SKBUBAJIEHTI,
unn  6e3so3messHble paboTbl/ycayru NWMYHOrO XapakTepa. [nA ueneil HACTOALWEro MyHKTa nop,
paboTtamu/ycnyramu IMYHOTO XapakTepa noHUmatoTcs atobble paboTbl/ycnyru, Kak CBA3aHHbIE, TaK U He
cBA3aHHbIE C NPOdECCUOHANBbHOW AEATENBHOCTBIO M MPUHOCALLME BbIFOAY NOAyYaTesnto.

3.5.2. ®dapmaueBTMYECKMM  KOMMaHMAM  3anpewiaetca nNpefoCTaBiAeHVWe WAW  MpeanoXxeHue
CNeumMannucTam  34paBOOXPAHEHMA  KakuX-nbo  nNpegmeToB,  CMOCOBCTBYHOWMX — MNPOABUMKEHMIO
bapmaLeBTUYECKMX MPOLYKTOB, KPOME PeKNaMHbIX MaTEPUAOB.

3.6. OCHOBHbIE TNMPABW/IA° WU HOPMbl AEATE/IBHOCTN  MEAVUWHCKMX
MNPEACTABUTENEN

3.6.1. Uenblo [eATeNbHOCTM  MEOUUMHCKMX — MpeacTaBuTeNnei  AOMKHO  6biTb  MOBbIWEHUE
npodeccroHasbHOro  YpOBHA  CMELMasuCTOB  34PABOOXPAHEHUA M BbiNosHeHWe 06s3aHHOCTU
bapmaLeBTMYECKON KOMMNaHWUKM MO MOHUTOPUHTY 6e30MacHOCTU GpapmaLLeBTUHECKUX NPOAYKTOB.

3.6.2. [ns ykasaHHbIX B N. 3.6.1. HacToAwero Kogekca uenen meguuuHCKMe NpeactaBuTeNv Brnpase
y4yacTBOBaTb B COOPAHUAX U UHBIX MEPONPUATUAX A CMELUaIMCTOB 34PaBOOXPAaHEHUA B MeAULNHCKUX
OpraHM3aLmMaAx B NOpAAKe, YCTAaHOBNEHHOM AaHHOW MeAMLUMHCKON opraHu3aumen. B cnyvae ecnm Takoi
NopAAOK A0MNYCKaeT BO3MOXHOCTb NPOBEAEHNA MEPONPUATUIA, NPedyCMaTPUBAIOLWMX MHAUBUAYANbHbIE
BU3WUTbl MEAULMHCKUX NpeacTaBUTeNel K cneunanmcTam 3apaBooxpaHeHuns, Takme BU3UTbI [ONYCKaoTCA.

3.6.3. B pamKax [aHHbIX MeponpuATUN MeAMUMHCKME NpeacTaBuTeNIM Bhpase MNpPeaoCTaB/ATb
CneumnanucTam 34paBooXpaHEHNs NPOMOLMOHHbIE NeYaTHble MaTepuasbl, a TakKe UMHPOPMALMOHHbIE
MaTepuanbl «HE3HAYUTESIbHOMN CTOMMOCTM», TaKMe KaK YacTUUHbIe PEMNpPUHTbI OTAE/bHbIX 3B M
pa3fenos CneumanmMsMpoBaHHbIX M34aHWUIM, Hay4YHbIX MOHOrPadUii U CNPaBOYHUKOB, HayyHble CTaTbU U
TEKCTbl AOK/NAZ0B M MHbIE NeYaTHble MaTepuabl MPW YCA0BMM, YTO OHM MOBbLIWAIOT NPOPECCUOHANbHBbI
YPOBEHb CMeLManncToB 34paBooxpaHerua. [lonyckaerca npefocTtasieHne AaHHON nHpopmaumm Ha CD-
AWCKax M KapTax MamATW, He NpeAHa3HaYyeHHbIX AAA /MYHOTO MCNoib3oBaHuA. MMpu 3Tom ntobble
MaTepuanbl, BKAOYAA NPOMOLMOHHbIE, LOMKHbI NOBbIWATL NPOPECCUOHANbHBIN YPOBEHb CNEeLuanvucToB
3/1paBOOXPaAHEHUA U HE NPeCcNefoBaTbh UCKNIOUMTENIbHO PEKNaMHbIe Liesn.

TyHkm 14 lMpunoxceHusa 3 kK Hacmoswemy Kodekcy (Bonpocel u omeemeol)
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3.6.4. MeauumMHCKMe npeacTaBuTenn GpapmaueBTUYECKUX KOMMAHWNA AO0/MKHbI MMETb A0CTaTOYHYIO
NnoArotoBKY M 06/napatb  HeO6XOAMMbIMM  3HAHWMAMM, uYTOBbl  NPEAOCTaBAATb  CMeuuanucTam
3/1paBOOXPAHEHUA  MOJIHYIO, OBBLEKTUBHYIO, [OCTOBEPHYIO W  aKTyalbHyl0 MHPOPMaLMio O
bapmauesTMyeckux npoayktax. Mpu 3Tom wuHPOpMaumMa A[OMKHA MNOBbIWATL NPOdECcCHOHANbHBbIN
YPOBEHb CNELMaNnCToB 34paBooxpaHeHns. OTBETCTBEHHOCTb 33 cogepaHue u Gopmy NpeaocTaBneHns
nHbopmaumm, nepesaBaeMort MeAWUMHCKUMW MPeACcTaBUTeNaMM CMeunanuctam 34paBooOXpaHeHus,
HeceT dapmaLeBTUYecKan KOMMNaHus.

3.6.5. MegmumMHCKMIM  npeactaButenb 06s3aH  NO  3anpocy  Chleuvanucta  34paBOoOXpPaHeHus
nNpenocTaBuUTb €My MWHCTPYKLUMIO NO MEAWULMHCKOMY MPUMEHEHUIO Kaxaoro dapmaueBTuyeckoro
NpPoAYKTa, O KOTOPOM OH WHOOPMUPYET, a TaKKe cBegeHUs 06 YCNOBUAX OTMyCKa (OTHeceHue K
KaTeropuun oTnycKaembix Mo peuenTty nMb6o 6e3 peuenTta Bpaya, OTNYCKAEMbIX A/1A NbrOTHbIX KaTeropui
rpaxkgaH 1 np.) GapmaLeBTMYECKOro NPoAyKTa U ero HaMumMm B anTekax.

3.6.6. MeaMumMHcKMe npeactasutenn o6s3aHbl 40BOAWTbL OO0 PYKOBOAWUTENSA COOTBETCTBYIOLLErO
nogpasfeneHns cBoei KomnaHuM MHOOPMaLMI0O O MPAKTUYECKOM NpUMeHeHUU dapmMaLeBTUYECKUX
NPOAYKTOB KOMMaHUM, B TOM UYMC/IE O HEXEeNaTe/bHbIX Peakumax 1 T.M., NONYYEHHYIO OT CreumnanncTos
34paBOOXpPaHeH .

3.7. OBPA3LbI N OBYHAKOLLME NPEAMETbI

3.7.1. ®dapmaueBTMYECKME KOMMaHUM He BMpasBe NpesoCcTaBAATb HENoCcpeaCTBEHHO chneuuannuctam
34paBoOOXpaHeHnsas 06pasubl dapmMaLeBTUUECKMX MPOAYKTOB W obydyalolwme npeameTbl Kak Aans
nocaeayowen nepegaym naumeHTam, Tak v oaa IMYHOro NoJ/ib30BaHUs.

3.7.2. JemoHcTpauus obydyalolwmx npeametoB 6e3 Mx nepenayuv BO3MOXKHA B MeCTax MpoBefeHus
MEAULMHCKUX MAN dapMaLeBTUYECKMX BbICTAaBOK, CEMUHAPOB, KOHMEpPeHUWA M UHBIX MeponpuUATUiA,
npegHa3sHayYeHHbIX ANA CNeLManncTos 34paBOOXPaHEHUA.

3.8. 3KCMNEPTHbIE COBETbI

3.8.1. Llenbto DKCNepTHOro COBETa ABAAETCA O6CYXAEHME M MONyYeHME KOHCYNbTalUMi BHELWHMX
3KCMepTOB MO 3apaHee OnpeAeNeHHOMY Hay4HOMY BOMPOCY, A/ PeLeHUs KOTOPOro HeAoCTaTo4HO
3KCMepPTU3bl UM OMbITa BHYTPM KOMMAHUW UM NPU HEBO3MOMKHOCTM BbIACHEHUA 3TOTO BOMPOCa APYr1mM
MeToAamu.

3.8.2. JKcrnepTHble COBETbl HE MOrYT MCMO/b30BaTbCA B KAayecTBe WMHCTPYMEHTA PacnpoCcTpaHeHus
MHbOPMaLMK UM A1A NPOABUKEHMA GapMaLLEBTUYECKMX MPOAYKTOB.

3.8.3. dapmauesTHyeckue KOMMNaHUu Bnpase BbIM1a4YMBaTh IKcnepTam-crneumanmncTam
3/1paBOOXPaHEHUsA, 3a MUCKAOYEHMEM bapMaLeBTUYECKUX PAabBOTHUMKOB M PYKOBOAWTENEN amTeuHbIX
opraHvsaumii, Bo3HarpaxaeHue 3a ux paboTy B DKCNEPTHOM COBETE (B TOM YMC/e KOMMNEHCMPOBATL UX
pacxoabl, CBA3aHHbIE C y4acTMEM B DKCMEPTHOM COBETE) TO/IbKO NPW YCAOBUM, YTO AEATENIbHOCTb TaKMUX
3KCMepTOB B pamKax IKCMEepPTHOrO COBETA HOCWMT HaydyHbl xapaktep. [pu BO3MELLeHUM Pacxopos
[O/IXKHbI coBNtoaaTbesA TpeboBaHWA nognyHKTa 3.4.4. HacToAwero Kogekca.

3.8.4. Bo BCex C/ly4asnx OCHOBHOM NpUHLMN paboTbl 1l060ro IKCNEPTHOrO COBETA - 3TO HE3aBUCMMOCTb M
6ecnpucTPacTHOCTb IKCNEPTOB.

3.8.5. OpraHu3auma IJKCNEpPTHOro COBeTa BO3MOMKHA TOMbKO NPWU HanuuMmM ob6OCHOBAaHHOW HayyHOW
HeobXxoAMMOCTM WM He [O0/MKHA WMMeTb Lenblo GUHaAHCUMpOBaHWe MeponpuATUA NPodeccMoHaNbHbIX
coobuecTs.

3.8.6. YacrtoTa 3acefaHuii DKCNEPTHOIO COBETA A0/XKHA 6bITb 060CHOBaHHOM.
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3.8.7. Bblbop u4NeHOB DKCMNEpPTHOrO COBETa LO/IKEH OCHOBbLIBAaTbCA  MUCKAOYMTENIbHO Ha  MX
npodeccnoHanbHOW KOMNETEHLMU U KBaAUPUKALMUM U HEe LOMKeH BbiTb KaKMM-1Mbo 06pasom cBA3aH ¢
NPOWbIMK, TEKYWMUMU UAW  BO3MOXHbIMM  ByAylIMMM  HA3HAYEHUAMM UAW  PEeKOMEeHZALMAMM
bapMaLeBTMYECKMX MPOAYKTOB KOMMNAHUMW. PabOTHMKM KOMMEPYECKMX OTAENOB He A0/XKHbI UMEeTb
B/IMAHUA HA BbIGOP 3KCMepToB M paboTy IKCNepTHOro coseTa.

3.8.8. KonnuectBo npuB/AEYEHHbIX CNEeuuasncToB 34pPaBOOXPAaHEHMA AO/MKHO COOTBETCTBOBATb
Komnyecrtey LEeNcTBUTENBHO HeO6XO,CI,VIMOMy ONA OCTUNKEHUA NOCTaBNEHHOW LEeNu.

3.8.9. 0O6uiee 4ncio paboOTHUKOB KOMMNaHWK, Nocewanwmx cobpaHne IKCNepTHOro CoBeTa, He AO/KHO
npeBbiWwaTb O4HY TPETb OT YMC/NA HE3ABMCMMbIX CTOPOHHMX SKCMEPTOB, y4YacTBYIOWMX B 3acegaHuu. Mpu
3TOM COTPYZAHMKM He BrpaBe WMCMo/b30BaTh yyacTme B paboTe DKCNEPTHOro CoBeTa AJ/1A NPOABUNKEHUA
bapmaLeBTUHECKMX NPOAYKTOB KOMMaHUMN Kak1M Bbl TO HU Bbl10 06pasom.

3.9. PABOTA C 3ANPOCAMM MEANLIMHCKON MHOOPMALINN

3.9.1. KomnaHua p[ONXHa BHMMATENIbHO  OTHOCUMTBCA K  Ka}XAOMY  3anpocy  cneuunanucra
34paBoOXpaHeHus. Kaxabiii 3anpoc Ao/KeH ObiTb 3aperncTpupoBaH, U Ha Hero HeobxoaMMo AaTb OTBET
HEe3aBMCUMO OT cnocoba NosyYeHus (31eKTPOHHasA NoyTa, 0bbluHas nouTa, pakc uam TenedoH).

3.9.2. WHdbopmauus, npefocTaBNeHHasa CreuyanucTam 34paBooOXpaHeHWs B OTBET Ha 3anpoc, A0/KHA
MOJIHOCTbIO COOTBETCTBOBATH MECTHOMY 3aKOHOAATENbCTBY, YTBEPKAEHHON MHCTPYKLMM MO NPUMEHEHUIO
dapmaLeBTMHECKOrO NpoayKTa U HacToAawemy Kogekcy.

3.9.3. OtBeT Ha 3anpoc CneuuanncTa 34paBOOXPaHEHUA He AO0/KEH CAYXUTb Lenam MNpoABUNKeHMA
dapmauesBTMHECKON NpoAyKuun. OH [0/IKEH OrpaHMUYMBATLCA TOJIbKO OTBETOM Ha HemnocpesCcTBEHHO
3aZlaHHbIV BONPOC.

3.9.4. WHdopmaums o bapmaLeBTUHECKUX MPOAYKTaX APYrMX KOMMNAHUIM AOMKHA 6bITb 06bEKTUBHOM.

3.9.5. Bce oTBeTbl HEOBXOAMMO MPEAOCTaBAATb B BEK/IMBOW M MOHATHOW GOpme B COOTBETCTBUM C
YPOBHEM 3HaHWUI U 06pa30BaHMA MLLA, MOC/ABLLIEro 3anpoc.

3.9.6. CoTpygHvKM apmMaLeBTMYECKOW KOMMaHUM He BMpaBe WHULUMMPOBaTb OBCYXAeHWEe Co
CNeusanucTamm  34paBOOXPAaHEHUA M MHbIMM  TPETbUMM  AMLAMM  HE3apPermcTpMpoBaHHbIX
bapmaLeBTUYECKMX MPOAYKTOB U/MAN HE3APErUCTPMPOBAHHbIX MOKA3aHMM K UX MPUMEHEHMUIO.

3.9.7. WUndbopmauua o He3aperncTpmpoBaHHbIX bapmaLeBTMYECKUX npoaykTax n/van
HEe3aperucTpPMpPoBaHHbIX MOKa3aHMAX MPeAoCTaB/AeTcA TOJIbKO Creuuannctam  3/paBooXpaHeHunn
MCK/IIOUMTE/IBHO MO 3anpocy, HanpasB/ieHHOMY B papMaLLeBTUYECKYIO KOMMaHMIO.

3.9.8. OTBeTbl Ha BCe 3anpocbl OT CNEeuManucToB 34PaBOOXPAHEHUs NPeaoCTaBAATCA CAyKOO0M
MeaULUHCKOM MHbopmaLmm unm nepcoHanom noboro apyroro YNOAHOMOYEHHOTr0
MEAMUMHCKOro/peryiaTopHoro otaena Ana obecneyeHus HaANeKallero Kayectea M 06bEKTUBHOCTM
MHbopmaumn. Bece TenedoHHble 3BOHKM B BbIXOAHbIE U NPA3gHUYHbIE OHW, @ TaKXKe B Hepabouune yachbl
NPUHUMAIOTCA U PErUCTPUPYIOTCA NEPCOHANOM KONN-LEHTPa, aBTOOTBETYMKOM WU N06bIM Apyrum
cnocobom ¢ nocneaytolleit nepeaayeit MHGopmMaLMm 0 3anpocax B MeAULMHCKUI/perynatopHblii oTaen.

3.9.9. PabOTHWKM OTAEN0B NPOAAXK M MAapPKETUHIa MOTYT OTBEYaTb TOIbKO Ha BOMPOChI, MONy4YeHHble B
X0 B3aMMOZAENCTBUA CO CNEeLManncTamm 34paBooXpaHeHus, B PaMKax yTBePKAEHHOW UHCTPYKLMM No
npumeHeHnto  GpapmaLeBTUYeCKoro npodykta. [lonyyeHHble BOMPOCbI, BLIXOAALME 33 PAMKK
YTBEPKAEHHOW B YCTAHOB/NIEHHOM MopsAAKe UHPopmauum o GapmaLeBTMHecKoM NPoAyKTe, PaboTHWUKK
OTAENO0B NPOAAXK M MAPKETUHIa LO/MKHbI NepeHanpaBaTh ANA OTBETa B MeAMLMHCKNIA/perynaTopHblii
otaen.
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3.9.10. B oTBeTe cneuuanucTy 34paBOOXpPaHEHUA HEOBXOAMMO NPEeAoCTaBUTb MCHEPMbIBAIOLLYIO U
Hay4yHo 060CHOBaHHYIO MHOOPMALMIO MO 3a4aHHOMY BONPOCY. B NUCbMEHHbIX OTBETax BCe 3asB/EHUA U
baKTbl AOMKHbI BbiTb NOAKPEN/IeHbl COOTBETCTBYIOWMMM CCbIIKAMM C YKa3aHMeM WMEHW aBTopa,
MOMIHOTO HAa3BaHMA CTaTbM WAM MoHorpaduu, mecta nybavKaummn (paspewwaroTca TPaAWLMOHHbIE
ab6pesuaTypbl), roaa U3LaHus, Homepa TOMa, BbiNycKa M CTPaHULbI.

3.9.11. TMepcoHanbHble AaHHble CNELUaNNUCTOB 34PaBOOXPAHEHMA U UHbIX AUL, MOFYT BKAKOYATbCA B
6a3bl  AaHHbIX apMaLEeBTUYECKUX KOMMAHUM  WUCKAIOUMTENbHO MNPU  HaAMuMuM WX cornacua B
YCTaHOB/IEHHOW 3aKOHOM popme M cobNAEHNN UHbIX TPEOOBAHWUI 3aKoHOAATEeNbCTBA B chepe 3auThl
NepCcoHanbHbIX AaHHbIX.
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V. OcobeHHOCTUN peKknambl N UHbIX
MeTO40B NPOoABUXKEHNA ANA

HaceneHnA
4.1. OBLUVE TPEBOBAHMA

4.1.1. He ponyckaetca peknama pAans HaceneHns GapmaueBTUHECKMX MPOAYKTOB, OTHECEHHbIX K
KaTeropmu oTnycKaembIx Mo peuenTy Bpaya.

4.1.2. B pekname AnA HaceNeHWA 3anpelaetcs ynoMuMHaHue O GaKTe BKAOYEHUA PeKNamupyemoro
bapmaLeBTMYECKOro NPoayKTa B Nt060N U3 CMUCKOB JI€KAaPCTBEHHbIX CPEACTB, NPefHa3HAYeHHbIX ANs
onpefeneHHbIX KaTeropuit rpa)i4aH, pacxof4bl Ha KOTOPble BO3MELAOTCA WAW  AOTUPYIOTCA
rocyfapcTeom.

4.1.3. B pekname dapmaueBTUHECKMX NPOAYKTOB A/1A HACENEHUA KenaTesbHO u3beraTb cneuuanbHbIX
MeAMUMHCKMX TEPMUHOB, KOTOpble MOryT ObiTb HENPaBWAbHO MOHATbI MAW BBeCTU B 3abayxaeHue
notpebuTenelt peknamol.

4.2. NMEYATHbIE PEK/TAMHbBIE MATEPUAJIbI U MATEPUAJIbI B CETU MHTEPHET

4.2.1. TleyaTHble peKNamHble MmaTepuanbl U MmaTepuanbl, pacnpocTpaHaemble B ceTu WUHTepHeT, 3a
UCK/IIOYEHMEM OMUCAHHbIX B MOANYHKTE 4.2.2., [AO/KHbI COAEPKaTb MUHUMYM MWHPopmMaLmM,
YCTaHOBNEHHbIW B noanyHkTe 3.2.1., W npeaynpexneHue O HaAuuMuM NPOTUBOMOKA3aHUMM K WX
NPYMEHEHUIO U UCNOJIb30BaHUIO, HEOHXOAMMOCTM O3HAKOM/IEHWUA C MHCTPYKLMEN No NpUMEHEHUIO Uan
NoJIly4eHUA KOHCYbTaL MK CNeLuaancTos.

Mpy MCNoNb30BaHWM B PEKNAaMHOM maTepuane «undpoBbIx» GopM AOCTyNna K pacliMpeHHomy obbemy
nHbopmaummn (Hanpumep, QR-KoOAOpl, CCbUNKM W Np.), BO3MOXKHO NPEAOCTaBNEHUE WHCTPYKLUM NO
MeAMLUMHCKOMY MPUMEHeHUo, a TakXKe WHOOPMALMM PEeKNaMHOro XapakTepa, HampaBAEHHOW Ha
npuBAeYeHne BHUMaHUA K dapmaLLeBTMHECKOMY NPOAYKTY, OpMUMpOBaHUE AN NoSAepKaHUe nHTepeca
K HeMy W/Mnun ero peknamy, mMpu yCcnoBuM, 4To Takaa MHdopmauma cbasaHcMpoBaHa M COOTBETCTBYET
TpeboBaHWAM AENCTBYIOLLErO 3aKOHOAaTeNbCTBa Poccuiickoit ®epepauum n Hactoawero Kogekca.

4.2.2. HanomuHaowana peknama ana HaceneHma NOMMMO MHGOPMALLMK, YKa3aHHOM B NoanyHKTe 3.2.2.,
TaKXKe [AO/KHA CoAep:KaTb NpeaynpexaeHne O HaiuyMu NPOTUBOMOKA3aHUI K €ro MPUMEHEHUo U
MCMO/Ib30BAHUIO, HEOOXOAMMOCTM O3HAKOMJIEHUA C MHCTPYKUMEW MO NPUMEHEHUIO WU MOJydYeHun
KOHCY/bTaLMM CNeLmanmncTos.

MyHkm 1 MpunoxeHus 3 K Hacmoauwemy Kodekcy (Borpocsl u omeemsi)

4.3. OFPAHMYEHMA NO COAEPHKAHUIO PEK/IAMHbLIX MATEPUANOB [AJ1A
HACENEHNA

Peknama d)apMaLl,eBTVI'-IECKVIX NPOAYKTOB A/1A Hace/leHUA He A0/1XKHa:
] C034aBaTb BNe4YatieHNEe HEHYXXHOCTU O6paLIJ,eHVIF| K Bpayy,;

B rapaHTMpOBaTb NONOXKUTENbHOE AeicTBUE, 3GDEKTUBHOCTL AN Be3onacHOCTb papMaLLeBTUYECKOTO
npoayKTa NMbo oTcyTCTBME NOBOYHbIX AENCTBUN;

H  cofep)KaTb CCbLIKM Ha KOHKPETHble CNy4an M3neyeHus oT 3aboNeBaHwi, YNyulweHUs COCTOAHWA
3/10p0BbA B pesysibTate NpUMeHeHus bapMaLeBTMYeCKOro NPoAyKTa;

] coaepKaTb Bblpa*KeHne 6nar0,u.apHocm ¢M3MHECKMMM mMuammn B CBA3M C UCNO/NIb30BaHUEM
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bapmaLeBTMYECKOro NPOAYKTa;
®  06pawaTbca K HECOBEPLLIEHHONETHUM;

®m  CO34aBaTb NpeACTaB/ieHNe O NPenMyLLecTBax GapmMaLeBTUYECKOro NPOAYKTa NyTeM CCbINKM Ha daKT
npoBeaeHUsa UccaefoBaHuit, 06a3aTeNbHbIX A4J18 FOCYAaPCTBEHHOMN perncTpauum;

®m  co3AaBaTb BhevyatieHne Heobxo4MMOCTM NPUMeHeHUs GpapmaLLeBTUHECKOro NMPOAYKTa 340P0BbIMM
NOLbMU, 33 UCK/IIOYEHMEM PEKNaMbl NPOGUNAKTUYECKMX GpapMaLLEBTUYECKUX NMPOAYKTOB;

] co4epXaTb yTBepXAeHUA UM NpeanosioXeHnA O TOM, 4YTO 6e30MacHOCTb MU 3¢¢eKTMBHOCTb
(bapmau,esTw-lecmro NPOAYKTa O6yCﬂOBJ1€HbI €ro HaTypa/ZibHbIM NPOUCXOXKAEHUEM,;

H  npeactaBnATb  dapmaueBTUYECKUA MPOAYKT B KadyecTBe OWMONOrMYEecKM aKTMBHOM [06aBKM,
KOCMETMYECKOro N ApYroro ToBapa, He AsAstowerocs papmaLleBTUYECKUM NPOAYKTOM;

] coaepXatb OnucaHua, M306pa)KeHl4F| KapTUHbI 60ﬂe3HM, KOTOpble MOryT cnposounpoBatb
CaMOCTOATENbHYIO NOCTAHOBKY OLWMBOYHOTO ANarHosa,;

B copepKaTb 06pasbl MeAULMHCKUX U hapMaLLeBTUHECKMX PabOTHUKOB;

B cofepKaTb PEKOMEHAALMM YUYeHbIX, MEAULMHCKMX PaBOTHUKOB MAKN NULL, KOTOPbIEe HE OTHOCATCA K
3TMM  KaTeropuMsm, HO B CBA3M C WX M3BECTHOCTbIO MOTYT MOOWPUTL NPUMEHEHWE
bapmaLeBTMYECKOro NPoAYKTa;

] coaepxatb HeymecCTHble, Bbi3blBalouine TpeBory wam BeogAauue B 3a6ny>K,u,eHV|e TEPMMUHDI,
XNUBOMUCHbIE M306pa)KeHVIﬂ MU3MEHEHWI B Y€/I0BEYECKOM OpraHM3ame, Bbi3BaHHbIE 3360ﬂeBaHMeM,
TpaBMOl‘/'I UK JencTBnem d)apMaLl,eBTVl‘-IECKOFO NPOAYKTa Ha OPraHMU3m 4esioBeKa Uamn 4actu Tena.

4.4. NHbIE METOAbl NMPOABUMXEHUNA ®APMALEBTUHECKMX MPOAYKTOB AJ1A
HACENEHNA

4.4.1. He ponyckaeTtca npoasuskeHve $apmaueBTUHECKMX MPOAYKTOB MOCPeACTBOM TesemarasuHoB
(Tenewonos).

4.4.2. He ponyckaeTca wucnonb3oBaHve dapmaLEeBTUYECKMX NPOAYKTOB B KayecTBe MpU30B WU
NOOLWPEHUN.

4.4.3. He ponyckaetcs npAmMoe pacrnpocTpaHEeHMe B peKNamHbIX Lenax 6ecnnaTHbix 06pasuos
dapmaLeBTUYECKMX NPOAYKTOB HaceseHMio, B TOM uucie npoBefeHWe Aeryctaumi u  npob
dapmaL,eBTMHECKMX NPOAYKTOB.

4.5. PABOTA C 3ANPOCAMM O MEANUMHCKON MHOOPMALMW OT MALMEHTOB

4.5.1. MMpu obpaweHnMn naumeHTa K ¢PpapmaLeBTUHECKOM KOMNaHuM 3a uHbopmaumelrt Heobxogumo
YA0BNETBOPATL Takue 3anpocbl. MofobHoe B3aMMOAENCTBME He [AO/KHO MUCNOMb30BaThbCA B LENsax
peknambl ¥ NpoaBuKeHUa dapmMaLeBTMYECcKOro NPOoAyKTa, B TOM YUCAe MOC/e ero OCYLLeCTBAEHWS,
Hanpumep, nyTem Ny6AnKaLumMm NEPEnncKu B CPeacTBax MaccoBo MHGopMaLmm.

4.5.2. B oTBeT Ha 3anpoc MauveHTa emy He [O/MKHA NPefoCTaBAATbcA Atobas MHbOpMmaums, Ha-
npasieHHas Ha NpoasuKeHne GapMaLeBTUYECKUX MPOAYKTOB, a TaKKe MeAMLMHCKANA KOHCY/NbTauma C
MOMbITKOM NOCTAaHOBKM AMarHo3a, NPeanoKeHns BO3MOMXKHbIX NaHOB NeYeHus.

4.5.3. EC/iM naumeHT 3aTparveaeTt BOMPOCbl O CBOEM AMarHo3e v NpoCUT CneumanbHbIX PeKoMeH4aumi
no fieyeHuto, Ntobo NpeacTaBUTENb KOMMNAHMKM (B TOM Yncne paboTHUK MeaULMHCKOro otaena) obsasaH
pekomeHAoBaTb emy 06paTUTbCA K Jiedaliemy Bpady Wan B CAyKby NpenocTaBieHWUs HEOTNOMKHOM
MEeOMLMHCKOWM MOMOLLM.

4.5.4. Ha nopagok paboTtbl C 3anNpocamv MeAMUMHCKON MHPOPMaLMM OT MaLMeHTOB B PaBHOM mepe
pacnpocTpaHATCA NpaBuaa, NPesycMOoTPeHHble MyHKTOM 3.9. HacTosuwero KofeKkca, 3a UCKAloYeHnem
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ero nognyHkros 3.9.7 - 3.9.9.
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V. UccnepoBaHmna papmaueBTUYECKUX

NPOAYKTOB
5.1. MOCTPEMMCTPAUMNOHHBIE NCCTEQOBAHUA

5.1.1. TocTpeructpaumoHHble  UCCNeAoBaHWUA,  BK/KOYAas  MOCTPErMcTPauUMOHHbIE  KAMHUYecKue
(MHTEpPBEHLMOHHbIE) UCCNef0BaHUA, NOCTPErnCTPaLMOHHbIEe HabalopaTesbHble (HEMHTePBEHLUMOHHbIE)
UCCNefoBaHWA UM 3NUAEMUONOTUYECKME WUCCNEL0BAaHMA AO/KHbI COOTBETCTBOBATbL TpeboBaHWAM
POCCUIACKOro 3aKOHOAATE/NbCTBA, @ TaKKe TPeB6OBAHMAM, YCTAHOB/IEHHbBIM HAaCTOALLUM MYHKTOM.

5.1.2. TlocTperncTpaumoHHble UCCIef0BaHUA LOMKHbI MMETb 060CHOBaHME WM HayuyHylo uenb/ uenu,
KOTOpble OTPaKeHbl B MPOTOKO/E UCCAEL0BaHUA.

5.1.3. OpraHu3auma v KOHTPONb NPOBEAEHUA MOCTPErUCTPALMOHHBIX UCCNE0BaHUIA OCYLLECTBAAETCA U
Haxo4MTCA B OTBETCTBEHHOCTM MEAMUMHCKOTO OTAeNa WM COOTBETCTBYIOLLErO  MEAULMHCKOro
byHKUMOHaNbHOTO Nogpa3aenerns/paboTHMKOB GapMaLeBTUHECKON KOMMaHWK.

5.1.4. Bblbop uccnepoBatenelt AOMKEH OCHOBBIBATbLCA WCK/IOYUTENIBHO Ha WX MpodecCcMoHaNbHOM
KBa/IMOUKALMM U KIMHUYECKOM OMbITE U He A0/KeH ObiTb KaKMM-M60 06pa3om CBf3aH C NPOLLbIMY,
TEKYLLMMWU WAU BO3MOXKHBIMU OyAyLUIMMW Ha3HAYEHUSMWU WU PeKoMeHZauMaMu papmaLeBTUHeCKUX
NPOAYKTOB KOMMNaHMUK.

5.1.5. [aHHble, MONy4eHHble B XOo4e MOCTPErnCTPaUMOHHbIX MWCCAEeA0BaHMA, [AOMXHbI  6biTb
cTaTMcTUYecKn obpaboTaHbl M NPOaHaAN3MPOBaHbI.

5.1.6. MNpu npoBeAeHWM MOCTPErUCTPALMOHHBIX UCCNEA0BaHWUI AO/KHbI ObiTb COBAOAEHbI 3aKOHBI,
npasuia v TpeboBaHMA B OTHOLWEHUU KOHOUAEHLMANbHOCTU NEPCOHANbHbIX AaHHbIX (BKAtoYas cbop u
MCMONb30BAHME NEPCOHAbHbIX AAaHHbIX).

5.1.7. TIpOTOKOAN MNOCTPErMCTPALLMOHHOTO WCCAeA0BaHUA AO/MKEH ObiTb 0406pPEH B MeAMULMHCKOM
otaene NMM60 OTBETCTBEHHLIMU MEANUMHCKMMM GYHKLMOHANbHBIMKU NOAPa3AeneHnaMU/paboTHUKaMK, 1
MEAMUMHCKUI OTAeN (COOTBETCTBYIOWME MEAUULMHCKME GYHKUMOHANbHbIE NoapasaeneHns/paboTHMKM)
[O/IKEH KOOPAMHMPOBATbL U KOHTPOAMPOBATL XO4 MOCTPErMCTPALLMOHHBIX UCCAEA0BAHUIA.

5.1.8. [lokymeHTauua NOCTPerncTpaLmoHHbIX nccnenoBaHuim (npoTokon, VHAMBUAYabHAA
perucTpaumMoHHas Kapta, MHOOPMALMOHHbIW NCTOK MaLMeHTa U Ap.) AO/KHA MPoWTU 06A3aTenbHy
STUYECKYHO 3KCMEPTU3Y.

5.1.9. B Tex ciyyasx, Koraa 3To 4ONYCTUMO, PaboTHUKM APYrMX OTAE/I0B KOMMNAHWM MOTYT y4acTBOBaTb B
peweHnn TOMbKO  aAMMHUCTPATMBHbLIX 33aday (B 4acTHOCTM, B nepejaye  AOKYMEHTaLMM
MOCTPErMCTPALMOHHbBIX  MCCAEAOBaHWM  OT  MEAMUMHCKOrO  OoTAena B MCCNeA0BaTeNbCKWi
ueHTp/uccnegoBatensm U 0bpaTHO). ITO yyacTMe AOJKHO OCYLLECTBAATLCA MNOA,  KOHTPOJeMm
MEAMUMHCKOro OTAena, KOTopbli A0/eH 06ecneyntb HaANeKallyto NMOArOTOBKY COTPYAHWMKOB APYrux
oTaenoB GapmaLeBTUHECKOW KOMMAHWUK.

5.1.10. YyacTue cneumanucTa 34paBOOXPAHEHWUA B NOCTPErMCTPALLUOHHOM UCCAEeL0BAHWUN HE AO/MKHO
6bITb  NOBYXAAOWMM  GAKTOPOM K pPeKomeHZaumu/HasHauyeHuto, npuobpeTeHuio, npoaasxe Wu
MCNO/Ib30BaHMIO KAKOrO-MB0 KOHKPETHOro GpapmaLLeBTUUECKOrO NPOAYKTa.

5.1.11. MMpeaocTaBasemoe 3a MOCTPErMcTPaALMOHHbIE UCCAEA0BAHWA BO3HArpaXaeHWe MeauLmHCKUM
opraHv3aumMam [O/MKHO 6biTb  Pa3yMHbIM M OTpa)kaTb CMpPaBeA/NMBYIO PbIHOYHYID CTOMMOCTb
BbIMNOMIHEHHOM PaboTbl.
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5.1.12. 3anpelweHo NPOBOAUTb MOCTPErnCTPaLMOHHbIE WUCCNeA0BaHWA NOA BUAOM MAPKETUHIOBbIX
uccnepoBaHun. Ecam pasnanyna mexay MapkKeTuHrosbimmn nUccnenoBaHMAMU U NOCTPErMcTpaumMoOHHbIMU
MUCCNenoBaHMAMM, YKa3aHHbIMKM B nognyHKkTe 5.1.1., He 4yeTKue, uenm MapKeTUHrOBbIX nccnenoBaHui
nognexat nposepke meguuMHCKUMU cnetnannctamm d)apMaLLeBTVI‘-IecKOVI KOMMNaHUU.

5.2. MAPKETWUHIOBbIE NCCNEOOBAHNA

5.2.1. MapkeTuHrosble nccnenosaHuA, nposogumble HenocpeacTtseHHO d)apMaLl,eBTVI'-IECKl/IMM
KOMNaHuamu mbo (bapMaLl,EBTVI‘-IeCKVIMVI KOMNaHnAMU C npueBaevYeHUEM MAPKETUHIOBbLIX areHTCTs,
BO3MOXXHbl INWb NpU ychosuu COﬁI’I}O,EI,eHVIﬂ Tpe6OBaHVIl7I ,CI,eVICTBy}OLLI,eI'O 3aKoHoaaTenbcTBa. MNpu aTom
(bapMaLl,EBTVI'-IECKVIE KOmMnaHun M/M!WI npuBaeYeHHble areHTCTBa He BNpaBe BbiMN/1a4nMBaTbh Cneymanncrtam
3paBOOXpPaHEHMA BO3HArpaxaeHue 3a UX y4yacTme B MApPKETUMHrOBOM wuccrepoBaHuu. UckntodeHwe
MOTYT COCTaB/IATb CAyYan nposedeHUA MAPKETUHIOBbIX nccnenoBaHnin, Tpe6y|ou.|,v1x cneumnanbHbIX
Hay4HbIX 3HAHUA U 3HAYUTENbHbIX TPYyA[O03aTpaT CO CTOPOHbI cneuuannucta 34pPpaBOOXPaHEHUA, Npu
YCNOoBUUK YTO: 1) MapKeTUHrosble nccanenoBaHMA NPoOBOAATCA C NpUBNEYEHUEM HE3ABUCUMbIX areHTCTB,; 2)
cneunanuncTy 34paBooxXpaHeEHUA He coo6u.|,aeTcn U U3 matepmnanos uUccnenoBaHnUA Heo4yeBUAHO, KaKaAa
(bapMaLl,EBTVI‘-IECKaﬂ KOMNaHNA ABNAETCA 3aKa3‘-IMKOM/CI'IOHCOpOM nccnenoBsaHmA; 3) d)apMaLl,eBTM‘-IeCKaﬂ
KOMNaHMA He y4aCTBYET B 0T6ope M He 3HaeT, Kakne cneynanmnctol 34paBOOXpPaHEHNA 6y,u,yT NPUHNUMATb
y4yacCTne B MapKeTUHroBom nccaenoBaHunu.

5.2.2. He ponyckaetca Mcnonb3oBaHWe MapKETUHIOBbIX UCCIeA0BAHMI:

H  CLUE/blo NPOABUMKEHMA UM NPOLaXK GpapMaLLeBTUYECKMX NPOAYKTOB UAN ANA YNIPABAEHUA MHEHUEM
WUAW NOBeAEeHUEM YYaCTHMKOB uccnepoBaHusa. Mo aToit npuumHe creayeT usberatb yNnoMUHaAHMA
TOProBOro HaMMeHoBaHMA GapMaLEeBTUUECKOTO MNPOAYKTa, €CAU TONbKO 3TOro He TpebytoT uenu
nccnenoBaHus;

Ans cbopa NepcoHanbHbIX AaHHbIX NALUEHTOB;
B B UeNAX JasbHeilwero uccnefosBaHus 3GPeKTMBHOCTM waM 6e3onacHoCTM papmaleBTUYECKoro
NPOAYKTa;

B 408 NpefperMcTpaLmMoHHOro NpoasuKeHna GapmMaLeBTMYecKoro NpoayKTa UK NoKasaHuii 4ns ero
NPUMEHEHUA, NOA/EXALLMX PErnCTPaLMK;

ON18 NONy4eHUA KoHUAeHUManbHOW MHOPMALMKM O KOMMNAHUAX-KOHKYPEHTaX;

H  C Uenblo AucKpeauTauumM GapmaueBTUYECKMX MPOAYKTOB KOMMAaHMIA-KOHKYPEHTOB U C Lenblo
KaKMM-1160 MHbIM 06pa3omM HaBPEANUTb KOHKYPEHTaM.
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VI. OcobeHHOCTM B3anMOAENCTBUS

c opnagnvyeCknmun 1nuamu
6.1. TIOXEPTBOBAHWA U TPAHTbI

6.1.1. dapmaueBTUYECKME KOMMaHWM BMpaBe OCYLECTB/IATb MOMKEPTBOBAHUA HEKOMMEPYECKUM
opraHmsaumam B ob6LenosiesHbiX Lenax. B Tom uuMcne NOXKepTBOBaHWMA JoOnyckatotca B dopme
o6pa3oBaTeNbHbIX [PAHTOB, MPEAOCTaBASAEMbIX ANA MOALEPNKKM MeAUUMHCKOro o6pasosaHuA U
NPU3BaHHbBIX B KOHEYHOM UTOTe MOBbICUTL KAYeCTBO MEAULMHCKON MOMOLLM A1 NaLMEHTOB.

6.1.2. He JonycKalooTCs MMYLLECTBEHHbIE MOXKEPTBOBAHUA HEKOMMEPYECKMM OpraHv3auuam, KoTopble
NPSMO MAN KOCBEHHO NpPefHa3HayYeHbl AN KOHKPETHbIX CMELMaNUCTOB 34paBOOXPAHEHUA AN AenatoTcs
B WX WHTepecax. B 3TOM cBA3M He [OMyCKalOTCA NOXEpTBOBAHUA NPeAMETOB, KOTopble B obuiem
NOHUMaHWU NpefHa3Ha4yeHbl ANA WHAMBUAYANbHOTO WCMO/b30BAaHUA, @ He [ANA WUCNo/Jb30BaHUA
HEKOMMEpPYECKOK opraHM3aume.

6.1.3. TlpepocTaBneHne NOXKEPTBOBAHWUA HU MPU KaKMX YCAOBUAX HE MOXKET BbITb NPAMO MM KOCBEHHO
NnocTaB/ieHO B 3aBMCMMOCTb OT HasHauyeHuA uauM npuobpeTeHns dapmaLeBTUHECKUX MNPOAYKTOB
KOMMaHuu.

6.1.4. 3anpelLaeTca npefoCTaBAeHWE NOXEPTBOBAHMI B BUAE HA/IMUHbIX [LeHEXHbIX CPeaCTB.

6.1.5. [onyckaetca npepocTasiaeHve ¢GapmaLeBTUYECKUX MPOAYKTOB B KauyecTBe MOMKEPTBOBaHMMN
HeKkommep4yeckum mMeguuuHCKMM  opraHm3aumam npu ycnosuu, 4YTO TaKuMe MOXKepTBOBaHUA He
npecneayloT Kommepyeckux ueneit. Komnanusa obssaHa MHGOPMMUPOBATL MONyYaTeNs MOKEPTBOBAHMSA
06 0CTaTOYHOM CPOKe roAHOCTU GpapMaLLeBTUUECKOTO NPOAYKTA.

6.1.6. ToxepTBOBAaHWA MOryT NPeAOCTaABAATbLCA TONbKO Ha OCHOBAHUMM MNUCbMEHHOro 3anpoca
HeKommepquKoﬁ OopraHnsaunn n NMCbMeHHOro A0rosopa NoXXepTBoOBaHUA.

6.2. OBPA3Lbl 411 HEKOMMEPYECKUX MEANLUMHCKUX OPTAHU3ALMIA

6.2.1. ®dapmaueBTMYECKME KOMMAHUKM MOTYT NPesfoCTaBaATb 06pasupbl GpapmMaLeBTUYECKMX MPOAYKTOB
UCKNIOYNTESIBHO  HEKOMMEPUYECKUM  MEAMUMHCKMM  OpraHu3auuam C  Leblo  O3HAKOMMEHWUA C
Mcnonb3oBaHMem ¢GapmaLeBTUYECKUX MPOAYKTOB M MOJy4eHWA OnbiTa B paboTe C HUMMK COrnacHo
0406PEHHOM MHCTPYKLMMU MO NPUMEHEHMIO.

6.2.2. Komnauua obssaHa MHbOpMMpoBaTL MNosyvatens obpasuoB 06 OCTAaTOUHOM CPOKE rOAHOCTU
npea/iaraemoro K nepegade ¢apmauesTMYecKoro NpoayKra.

6.2.3. O6pasubl MOryT 6biTb MNPEAOCTaBNEHbl TOJbKO B TedeHMe ABYX JIeT C MOMEHTa BblBOAA
bapmaueBTMYECKOrO  NpodyKTa Ha  pbiHOK  P®.  [onyckaetca  npegoctasneHne  obpasua
bapMaLeBTMYECKOTO MPOAYKTa TO/IbKO B HaMMEHbLUEN YNaKOBKE B PamMKax PeKuma [403MPOBaHUA M
MOKa3aHWi, YKas3aHHbIX B WMHCTPYKUMM MO MEAUUMHCKOMY MPUMEHEHMWIO, LOCTYMHbIX Ha PbIHKE.
KonnyectBo nepefaBaeMbiX MEAMUMHCKON opraHusauumM o6pasuos LOMKHO 6biTb PasyMHbIM M He
[O/MKHO MnpeBblwaTth 4 (4eTbipex) ynakoBok (06pasuoB) B rof Ha OAHOMO MeAMLMHCKOro paboTHMKa
COOTBETCTBYIOLLErO NPOdUAA B AAHHON MEAULMHCKOM OpraHnsaumm.

TyHkm 2 MpunoxeHus 3 K Hacmoauwemy Kodekcy (Borpocsl u omeemsi)

6.2.4. dapmaueBTUYECKME KOMMAHUW [AO/MKHbI BECTM Yy4yeT W  KOHTPO/ib nepegaynm obpasuos
bapmaLeBTMYECKOTO NPOAYKTa MeAMLMHCKON opraHusauun. [lepepada o06pasLoB  MeAWLMHCKOW
OpraHn3aLun JO/MKHA NMUCbMEHHO AOKYMEHTUPOBATbCA. B JOKYMeHTaUuM HeobxoAMMO yKasaTb Ha To,
4TO 06pasLbl He NpeAHa3HayYeHbl 417 NPOAANKM.
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6.2.5. Hu npu Kakux obcToATeNbCTBaX 06pa3u,b| He A0/KHbl NPenocTaBnATbCA B KayecTBe CcpeacTtsa
noouwpeHna pekomeHgauumn, BbINUCKMN, I'IpMO6peTeHVIﬂ, NOCTaBKK, NpoaaXmn nan agMUHUCTPUPOBAHUA
cooTBeTCcTBYHOWEro d)a pPMaLeBTUHECKOro NPOoAYKTa.

6.3. OBYYAIOLWMWE NPEOAMETHI

6.3.1. @apmauesmqecme KOMMNaHWK BMnpase NpenocTtaBiATb oGyHarou.l,me npeameTbl UCKNKOYUTENTBHO
HEKOMMeEPYECKMM MEOULUNHCKUM OpPraHn3aumam, CO6!‘I}O,EI,aH cneaywuwme npasmna:

] 4acCToTa M KOAM4YeCcTBO nepenaBaemMblX 06y'~|a}ou.|,|4x npeameToB A0/1XKHbI 6bITb PasymMmHbiMn “
O60CHOBaHHbIMVI,'

m  nepejavya obyyaloWwMx NPeaMeToB He A0/KHA MobyKaaTb CMeuuanucToB 34paBOOXpaHeHus
pekomeHAoBaTb, HasHayaTb, npuobpetatb, OTMYCKaTb WMAM NPUMEHATb dapmaLeBTUYecKue
NPOAYKTHI;

nepeaayva 06yqa|ou.l,wx npegmeTos A0/1KHA NMCbMEHHO AO0KYMEHTUPOBATLCA,

3anpeweHo npeaocrtasneHne npeameTos MeguUMHCKOro HasHa4yeHnA, KoTopble HEO6X0,CI,MMbI Aana
ocyliecTtsneHna cneymanmcTtom 34paBooxXpaHeHUA exeaHeBHOM NPAKTUKKN, TAKUX KaK CTETOCKOMNbI,
nep4yaTkn, TOHOMETPLI, Urabl 1 Apyroe.

6.3.2. Ob6yvatowwme npegmeTbl:

B He JO0/IXHbl UMETb pa3B/eKaTe/bHbI XapaKTep U UHble Lenun, oTIMdHble OT 06pa3oBaTeNbHbIX U/uUn
N AE€MOHCTPALMOHHbIX;

] He AO0/XKHbl CcoAepXaTb aKTMBHOE BewectBO U He [AO/IXKHbl MMEeTb BO3MOXHOCTU 6bITb
NUCNO/Ib30BaHHbIMU B TepaneBTUYECKUX LENAX;

] He A0/1KHbl COA4EePXKaTb TOProBoro HAMMeHOBaHUA U UHblEe SN1EMEHTbI 6peH,qa d)apmau,eBTqucr(oro
NPOAYKTa, HO MOryT BK/1tO4MaTb Ha3zBaHWE KOMNaHUK;

B [0/KHbI COAEPXKaTb yKasaHWe Ha TO, YTO OHM MpeAHa3HaYeHbl TONbKO 419 06pasoBaTesIbHbIX U/vn
1 AEMOHCTPALLMOHHbIX Lene;

6.3.3. O6yvatowme npeameTbl 419 YAYHWEHUA KauyecTBa NpumeHeHua bapmaLeBTUUYECKUX NPOAYKTOB
TaKXe AO/MKHbI COAEPIKaTb YKa3aHWA Ha TO, YTO OHMU:

] He npegHa3Ha4eHbl gnAa npumMmeHeHnA B TepaneBTUYECKUX Uenax,
] He coaepKaT aKTMBHOIO BeLlLecTBa <|>a pMaLeBTUHECKOro NpoayKTa.

6.4. B3AUMOZENCTBUE C MALUMEHTCKMMU OPTAHU3ALIMAMMU

6.4.1. dapmaueBTUYECKME KOMMAHUM Pa3LensioT MHTEPECHI MALMEHTCKUX OPraHU3aLmMin U yBaXatoT Ux
HE3aBMCMMOCTb, B TOM YMC/IE B OTHOLWEHWUM UX MPOLEAYP U AeATeNbHOCTU. Bce B3aMMOAENCTBMA MeXAY
MaLMeHTCKOM opraHnsaumein 1 KOMnaHWAMM 40/KHbI OCHOBbIBATLCA HAa B3aUMHOM YBaXeHuW. MHeHune n
peleHne KaxKa0M CTOPOHbI AO/MKHbI UMETb OAMHAKOBYIO LLEHHOCTb.

6.4.2. Uennm n npeamet n060ro B3aMMOAENCTBMA C NAUMEHTCKUMM OPraHM3auMamMu 40/MKHbI 6biTh
npo3payHbiMK. Jlonyckaetca B3aumopeicTene GapmMauLeBTUYECKMX KOMMNAHWIM C  MaLMeHTCKUMM
opraHM3aumMAaMM 41 PELLEHNA CAeayoLWmX 3a4a4:
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H  M3yyeHUe MHEHUA NaLMEHTOB U /1ML, OCYLLECTBAAIOLLMX 33 HUMM YXOZ, O BAUAHMK 3a6oneBaHWA Ha
KauyecTBO KU3HM, UX Kapbepy, CeMblO, @ TaKXKe 0 TOM, KaK OCYLLECTBAAETCA MeAULMHCKAA NOMOLLb U
KaKk nekapcTBeHHas uau nobas Apyras Tepanua MOTYT M3MEHWUTb WX KauyecTBO MW3HU U
YA0BNETBOPUTL UX NOTPEBHOCTU. ITO MONKET MOMOYb ONTUMMU3MPOBATL MPOrPAMMY KAMHUYECKUX
nccnefoBaHWin GapmaLeBTUYECKMX NPOAYKTOB M YCKOPUTL pa3paboTKy Tex, KoTopble Jyylle BCero
OTBeYaloT NOTPEBHOCTAM NaLMEHTOB;

m  OocywecTBieHne MHOOPMALMOHHON MOAAEPKKM OBbeAMHEHWI MNAaLMEHTOB MyTeM OTBETOB Ha
3anpocbl Mo Mpaswiam, NPeayCMOTPEHHbIM MyHKTOM 4.5. HacToswero KogeKkca gna OTBETOB Ha
3anpocbl NaLMEHTOB;

H  NOAAEPKKA MHMLMATUB NAaLMEHTCKOM OpraHM3aLmm No CO34aHMI0 U BEAEHMIO PeecTpoB NaumeHToB
npy YCA0BMM CTPOroro COBAOAEHUA 3aKOHOAATENbCTBA O 3aLLMTE MEePCOHaNbHbIX AaHHbIX W
BpayebHO TalHbI;

H  OpraHvsauus MpoBeAeHWA KamMnaHwii Mo WHGOPMMPOBAHUIO LWMPOKON OOLLEeCTBEHHOCTU O
3aboneBaHuu;

H  COTPYAHMYECTBO MO  OpraHusauMuM  nNpefocTaBleHus B MeLMUMHCKME  OpraHu3sauuun
He3aperucTpmMpoBaHHOro ¢apmaLeBTUHECKOro NPOAYKTa A/A OKasaHWA MeAMLMHCKOM MOMOLLM
KOHKPETHbIM NaLyeHTam Mo KU3HEHHbIM MOKa3aHUAM;

B OKasaHue 61aroTBOPUTENbHON NOMOLLY;
B VHOE, He NPOTUBOPeYaLLee 3aKOHO4ATE/bCTBY.

6.4.3. dapmaueBTMYECKas KOMMAHWA He AO0/XKHA 3anpalmeaTtb, a MNauUMeHTCKas opraHu3auums
OCYLLECTBAAT NPOABUKEHNE KOHKPETHbLIX apMaLLeBTUYECKMX NPOAYKTOB.

6.4.4. ®dapmaueBTUYECcKas KOMMAHMA He MOXKET ABNATLCA yupeauTeseM UAN YYaCTHUKOM NaLUeHTCKOM
OopraHu3saLmu.

6.4.5. dapmauesTMYECKas KOMMaHUA AO/MKHA obecneunTb, 4TObbl GaKT MNOALAEPMKKM MALMEHTCKOM
opraHusaumm GapmalueBTUYecKoi KomnaHuel 6bin BCerga M M3HavanbHO 0BO3HAYEH M OYEBMAEH.
dapmaLeBTUYECKas KOMMaHUA MPU OCYLLECTBAEHUM MOALEPIKKM MALMEHTCKOM opraHusaumu, B TOM
yncie GMHaAHCOBOM, AETaNbHO PACKPbIBAET GaKT, XapaKTep M pasmep TaKoW NOALEPHKKM Ha CBOEM caiiTe.
Mpwv 3TOM papmaLLeBTUUECKAA KOMMAHUA MOXKET ABAATLCA ANHCTBEHHbIM MCTOYHUKOM GUHAHCUMPOBAHUA
61aroTBOPUTENBHOTO  M/UAM  COLMANBHOMO MPOEKTAa MAUMEHTCKOM OpraHM3aumMu npu  NoayYeHuu
COOTBETCTBYIOLLENO MUCbMEHHOMO 3anpoca OT NaUMEHTCKOM OpraHusaumu Ans peanusauuu nporpamm
TaKoW opraHu3auuM, HanpasB/ieHHbIX Ha NPOOUNAKTMKY M OXpaHy 340pOBbA rpaxaaH, nponaraHay
340poBoro  o6pasa  KWM3HM, TMOMOWb COLUMANbHO HE3AWMLEHHbIM  CI0AM  HaceneHua Po.
®UHaHCUPOBaHME He AOMKHO BbiTb HANPaBAEHO MPAMO WM KOCBEHHO Ha CTUMY/IMPOBAaHME MPUHATUA
MaLMeHTCKOM oOpraHuMsaumei Kakumx-nMbo peleHuin B MNpoLecce OCYWECTBAEHUA ee  YCTaBHOM
AEATeNbHOCTM B N0/Ib3y GapmMaLLeBTUYECKON KOMMAHUM UK ee MPOAYKLMUH.

B cnyyae ¢uMHAHCOBOWM MoAfEep:KKU pa3paboTKuM MM NevyaTm maTepuanos NaLMEHTCKOM OopraHusauuu,
bapmaueBTUUECKas KOMMNaHWA He [OJ/IKHA OKasblBaTb BAUAHME HA COAEpXaHue 3TUX MaTepuancs B
CBOMX KOMMEPYECKUX MWHTepecax. JTO He orpaHuumBaer dapmaueBTUHECKMe KOMMNaHUW B nNpase
MCNpaBnaTb GaKTUYECKUE HETOYHOCTU.

MyHkm 12 MpunoxceHus 3 k Hacmosuwemy Kodekcy (Borpocel u omeemeoi)

6.4.6. Jllobble B3aMMOOTHOLLIEHUA d)apMaLl,eBTVl‘-IECKl/IX KOMNAHUI C MNAaUNEHTCKMMU OpraHnUsayuamm
AO/KHbI 6bITb YETKO AOKYMEHTUPOBAHDbI.
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6.4.7. ®apmaueBTUYECKME KOMMAHUN MOTYT NPeaoCcTaBAATb GMHAHCOBYIO NOAAEPKKY ANA NPOBeAEHUA
MEPONPUATUIA MALMEHTCKMX OpraHM3auui Npu YCNOBUM, YTO MEPBUYHAA LEAb MEPONPUATUA HOCUT
06pa3oBaTeNbHbIM MAM HAyYHbIA XapaKTep, M O1A MHbIX 06WEenonesHbIX uenei, cnocobCTBYIOWMX
BbIMO/IHEHUIO MUCCUW TaKoM opraHusaumu. Korga KOMMNaHWUM NpefocTaBaatoT GUHAHCMpOBaHWE A
NpoBeAeHUA MeponpUATUA NAaLUMEHTCKON OpraHM3aLumn, oHM ob6a3aHbl y6eanTbCsa, YTO MecTo U yCaoBuA
NpoBeAeHUA MePONPUATUA COOTBETCTBYIOT TPebOBaHMAM K Npesenam roctenpmMmMmcTBa, YCTaHOBAEHHbIM
B noanyHKTe 3.3.4. HacToAawero Kogekca.

6.5. OCOBEHHOCTU B3AMMOZENCTBMA C ANTEKAMMU/ANTEYHBIMW CETAMM

6.5.1. MpeactaButenn ¢GapmaueBTUYECKMX KOMMaHWI BrpaBe Mocewartb anTeyHble opraHv3auuu c
uenbio MHGopPMUPOBaHUA dapmaLeBTUUECKMX PaBOTHUKOB U PYKOBOAWTENEW anTeuHbIX OpraHu3aumii o
NPOU3BOAMMbIX UK Peann3yemMblx GapmaLeBTUYECKUX MPOLYKTaX.

6.5.2. ®apmaueBTUYECKMe KOMNaHUKU BrpaBe 3aK/aioyaTb C anTeYHbIMU OpraHM3aLMaMK LOroBopbl Ha
OKasaHue ycayr, B TOM YMC/ie TaKuUX KakK:

B OCywecTB/leHMe 3aKa3aHHOM GapMaLeBTMYECKON KOMMaHWel BbIKNagKM dapMaLeBTUYecKmx
NPOAYKTOB, OTNyCcKaembIx 6€3 peuenTta Bpaya;

[ pasmelleHne B anTeYHOM OpraHM3aumm 1 Ha ee Beb-caiTe peKaMHbIX MaTepManos B OTHOLIEHUU
bapmaLeBTUYECKMX NPOAYKTOB, OTNYCKaeMblx 6e3 peLienTa Bpaya, COOTBETCTBYOWMX TpeboBaHMAM
3aKoHogaTenbctBa P® u Hactoswero Kopekca, a TakxKe WHOOPMALMOHHbIX MaTepuanos,
NOCBALEHHbIX NPobiemam NPOGUNAKTUKM U TeYeHNA PasInyHbIX 3a60/1eBaHuit;

] ocyuiectsneHne COBMECTHbIX aKuuin  no npoAaBUXKEHUIO ¢apmau,eBTw4eCK14x NPOAYKTOB,
OTNyCKaembIX 6e3 peuenTa Bpada, BKAKOYaA aHKETUpPOBaHUe nor(ynaTeneﬁ;

H  BPYyYeHMe MOKynaTeNaM MpU MOKYNKe OnpefesieHHOro NpoAyKTa CTUMY/MPYIOLWMX MOAAPKOB,
KOTOpblE MOTYT COAEP}KaTb /IOrOTUMN KOMNaHuM van GapmMaLeBTUHECKOro NPOoAYKTa KOMMaHuw,
oTnyckaemoro 6e3 peuenTta Bpaya.

6.5.3. [onyckaeTca  npoBefeHWe  MPOrpaMM,  HampaBAeHHbIX  Ha  CHWXXEeHMEe  CTOMMOCTM
bapmaLeBTMYECKOro NPOAYKTa ANA KOHEYHOro notpebutens. B ciyyae npoBegeHWA TakMX MporpaMm B
OTHOWeEHUM GapMaLeBTUHECKOr0 MPOAYKTa, OTMYCKAeMoro no peuenTy Bpaya, dapmauesTuyeckue
KOoMnaHuu 06a3aHbl o6ecneuntsb, YTobbl obLLee KOAUYECTBO eanHUL, GapMaLEeBTMYECKOro NMPOAYKTa HU
NPU KaKMx 0B6CTOATENBCTBAX HE MPEBbLILANO KOJIMYECTBO, BbINMCAHHOE CNELMAINCTOM 340aBOOXPAHEHUS
KOHKPETHOMY NaLueHTy.

dapmaLeBTUYECKME KOMMNAHWKM He BMNpaBe OpraHW30BbIBaTb MPOrPaMmMbl, B COOTBETCTBUM C KOTOPLIMU
OHM NPEeAOoCTaBAAIT MMYLLECTBEHHble NpU3bl GapmaLeBTUHeCKUM pPaboTHUKAM, PYKOBOAMTENAM
anTeyHblX OPraHM3auMit M anTeYHbIM OPraHM3aUMAM 33 AOCTUMMKEHWE ONpefesieHHbIX Pe3ynbTaToB
NPOAAMK.

MyHkm 8 lMpunoxeHusa 3 K HacmoAawemy Kodekcy (Bonpocsi u omeemsi)

6.6. 3AMPET NOJAPKOB MNPEACTABUTE/IAM OPTAHU3ALMN 3PABOOXPAHEHNWA
N MAUMEHTCKOW OPTAHWU3ALMMN

6.6.1. ®apmaueBTMYECKMM KOMMNAHMAM 3anpeLLaeTca Kak Npamo, Tak U KOCBEHHO NPeaoCTaBAaTb UK
npepnaratb NpeAcTaBUTeNIAIM OpPraHn3aLmMm 34paBoOOXPAaHEHUA MAN NALMEHTCKOM OpraHM3aLmm noaapku,
BK/IIOYAA AEHEXHble CPeACTBa, MX 3KBMBANEHTbl, UAU PaboTbl/ycayrv AMYHOrO xapaktepa. Ana uenei
HacToALEro NyHKTa nog paboTamu/ycayramv IMYHOTO XapakTepa NoHUMMaloTca Atobble paboTbl/ycayru,
KaK CBA3aHHble, TaK M He CBA3aHHble C NPOPECCMOHANbHON AeATeNbHOCTbIO WM NPUHOCALLME Bbiroay
nosyyarento.
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6.6.2. CDapMaLI,EBTI/I‘-I(ECKVIM KOMNaHUAM 3anpelaeTca npepnocrtasnieHue nnn npeanoxeHne
npeacrtasuTeNAM  OpraHusaunm  34pPpaBOOXpPaHEHUA UK naLMeHTCKOM OopraHusauuu KaKux-1mbo
npeameTos, CI'IOC06CTBY}OLIJ,VIX npoABUXKEHUIO d)apMaLl,EBTVI'-IECKl/IX NPOAYKTOB, KPOME pPeKNaMHbIX
maTepuanos.
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VII. PackpbiTne nubopmaumnm o nepeaaye
LEHHOCTEN B MNO/Ib3y CNELMaIUCTOB U

u 4
OopraHu3auunii 34paBoOOXPaHEHMS
7.1. OBA3ATE/IbCTBO PACKPbLITUA NHOOPMALIMN

7.1.1. Kaxpgaa ¢dapmauesTMYecKas KomnaHua obs3aHa AOKYMEHTaNbHO OPOPMAATb M PacKpbiBaTb
MHbOPMaLMIO O Mepegade LEHHOCTEN, KOTOpble OHa NPOM3BOAMT, MPAMO WKW KOCBEHHO, B MO/b3Y
cneumManncTa 34paBOOXPAaHEHUA WM OpraHuM3aumMm 34,0aBOOXPAHEHMA, ABAAIOWMXCA MNONydYaTENaAMU
YKa3aHHbIX LEEHHOCTEN CornacHo TpeboBaHWAM, YCTaHOB/IEHHbIM B NYHKTe 7.3. HacTosAwero Kogekca.

7.1.2. W3 obwero o06s3aTenbctBa MO PACKPbITUIO MHOOPMALMKM, yKasaHHOro B nognyHkte 7.1.1.
UCKNtoyatoTca 6e3 orpaHuYeHus nepegayn LUeHHocTel, (i) KoTopble OTHOCATCA MUCKAKOYUTENBHO K
bapmaLeBTMYECKMM NPOAYKTaM, OTNycKaembim 6e3 peuenTa Bpauya; (ii) He yKasaHHble B MyHKTe

7.3 HacToAwero Kogekca, Takne Kak usgenus, nonesHole B MeAULMHCKOW NPaKTUKe, MUTaHNE U HAaMUTKMY,
0b6pasubl ¢dapmaLeBTUHECKMX MNPOAYKTOB, B C/ly4ae €c/M 3TO He MNpPOTUMBOPEYUT AeUCTBYOLLEMY
3aKoHOAATeNbCTBY M HacTosAwemy Kogekcy unu (iii) nponssogmmble B paMKax 06bI4HOM AeATENIbHOCTU NO
Kynae-npogaxke ¢apmaLeBTUHECKMX MNPOAYKTOB, OCYLWEeCTBAAEMON Mexay dapmaueBTuieckumm
KOMMNaHWAMM U OPraHM3aLMAMM 34PaBOOXPAHEHNA, COOTBETCTBEHHO.

7.1.3. B rpynne KomnaHui, BO M3beKaHWe COMHEHMWI, OCHOBHYIO OTBETCTBEHHOCTb 3a pPaCKpbITME
MHGOPMALIMM HeceT TO PUAMYECKOE JINLIO, KOTOPOE 3aK/IYWI0 [OroBOP CO  CheLuasucTom
3[paBOOXpPaHeHNA WM OpraHusauvelt 34paBOOXPaHEHUA, B COOTBETCTBUM C YC/AOBUAMMU KOTOPOro
NPOV3BOAATCA Nepesayn LLeHHOCTEN.

7.2. ®OPMA PACKPbITUA

7.2.1. PackpbiTe MHGOPMALMM [OMKHO OCYLUECTBAATLCA E€XEerofHo, WM KaxAblli OTYETHbIW nepuog,
[O/KEH MOKPbIBaTb MOJHbIA KaneHAapHbl rog. PapmaueBTUHecKMe KOMMaHUKM, KOTOpble MPUHAIN
06A3aTeNbCTBO MO UCMOIHEHUIO MONOXKEHWUI HacToAlwero Kozekca B TeyeHWe OTYETHOrO MNepuoaa,
[0/KHbI OCYLLECTBAATL PACKPbITUE NO OKOHYAHUKW COOTBETCTBYIOLLErO OTYETHOrO Neprosa, Kak ykasaHo
HUXKe B MOANyHKTe 7.2.2. HacToAwero KoaeKkca, U TONbKO B OTHOLWIEHWW TOM MHPOopmaumuM, KoTopas
OTHOCUTCA K COOTBETCTBYIOLLLEMY MepUoAy KasieHAapHOro roaa.

7.2.2. PackpbiTue MHOOPMaLMKU AO/KHO OCYLLECTBAATLCA Ka)AON dpapmaueBTUYecKoi KomnaHuen B
TeyeHue 6 (lWecTn) MecAuLeB No OKOHYAHUM COOTBETCTBYIOLLErO OTYETHOrO NepMoAa, M PACKPbITasn TakMm
06pasom MHPOPMaLMA A0MKHA OCTaBaTbCA B OTKPLITOM LOCTyMe Kak MUHUMYM B TedeHue 3 (Tpex) neT
nocjae ee MEpBOrO PaCcKPbITMA B COOTBETCTBMM C NoOANyHKTOM 7.2.4. Hactosawero Kogekca 3a
MCK/IOYEHMEM CNYYaeB, KOrga MHOE MNpeaycMOTPEHO HOPMamMM AeiCTBYIOWEro 3aKOHOAATeNbCTBA O
3aLmMTe NEPCOHANbHbIX A4aHHbIX, UM 4PYTMMM HOPMaMK HaLMOHANbHOTO Npasa.

7.2.3. B uenax obecneyeHus eaunHoobpasusa, packpbiTMe MHGOPMALMKM, COFNACHO MONOMKEHUAM
HacToswero KogaeKkca, 6yaeT OCywecTBAATbCA B COOTBETCTBMM CO CTPYKTYpOM, NpuBeAEeHHOW B
MpunoxeHun 2 n oTpakatoleit TpebosaHua HacTosAwero Koaekca.

7.2.4. PackpbiTMe MHOOPMALMKM OCYLLECTBIAETCA Ha COOTBETCTBYHOWEM Beb-caiTe papmalieBTUYECKOi
KOMMaHMK B COOTBETCTBUM C MOAMYHKTOM 7.2.5. HacToswero Kogekca, npu ycioBum, 4To Takoit Be6-caitT
He MMeeT orpaHMYeHmnin 4ocTyna u ABaAeTca obLwe0CTyNHbIM.

4 Mpunoxexue 4 - Bonpocsl u OTBeThI K Pasaeny VIl Kogekca Hagnexalei npaktuku AMON.
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7.2.5. PacKpblTe [O/MKHO OCYLLEeCTBAATLCA COMNACHO MOJOKEHUAM KOAEKCA, Peryaupylowero
OTHOLWIEHWUA MO PaCKPbITUIO MHOOPMaLMKM O Mepefadye LEHHOCTEN noayyaTenam, AeicTsylowero Ha
TEPPUTOPUM CTPaHbI, B KOTOPOW MonyyaTenb MmeeT GaKTUYECKOe MeCTOHAXOXAEeHWe, onpesaesieHHoe,
HanpuMmep, B COOTBETCTBMM C aAPECOM, YKa3aHHbIM B AOTrOBOPE, PEryanpytowem npaBooTHOWEHUA NO
nepegade LeHHocTel. B cnyyae, ecam dapmaveBTMHecKan KOMMNaHWA He ABASETCA Pe3UAEHTOM UAU He
MMeeT fodepHei KomnaHuu, abduUAMPOBaHHOIO MLA AWM He NPEeACTaBAeHO MHbIM 06pa3om B CTpaHe
nosy4yatens, onpeaeneHHoM B  COOTBETCTBMM C  0BO3HAYeHHbIM  Bbllle MNPaBWAOM, TaKas
dapmauesTMyecKan KomnaHusa obsa3aHa packpbiBaTb MHGOPMALMIO O Mepegade LEHHOCTEN B NopaaKe,
YCTaHOBNEHHOM KOAEKCOM, PEryaMpYIoWMM OTHOWEHUA MO PacKpbiTMio MHbOpMauMM o nepegaye
LUeHHOCTeN nonyyaTenam, AeWCTBYIOWMM Ha TEeppuUTOPUM CTPaHbl, B KOTOPOW 3aperucTpupoBaHo
IOPUAMYECKOe /IMLO, KOTOPOe 3aK/toyaeT [OroBOp CO  CMEeuManucTom  34paBOOXPaHEHMA  Unu
opraHusaumeit 34paBOOXPAHEHWs,, B COOTBETCTBUM C MOJIOMKEHUAMM KOTOPOrO  OCYLLECTBAAIOTCA
nepegadn LeHHoCcTel. B cnyyae ecav B 3TOM CTpaHe HET COOTBETCTBYIOLLEro AENCTBYIOLLEro KogeKca, To
NPUMEHAIOTCA  MOJMIOMKEHWUSA KOAEKCa COOTBETCTBYIOWEN CTPaHbl, PEeryaupylowero OAHOPOAHble
OTHOLIEHUA U MPUMEHUMOTO K AeATeNbHOCTU GpapMaLeBTUUECKUX KOMMaHWIA.

7.2.6. PackpbiTe MHbOPMALMM AOMKHO OCYLLECTBAATLCA Ha PYCCKOM A3blke. dapmaueBTuyeckas
KOMMaHUA MOKET pacKpbiBaTb MHGOPMALMIO HA aHIIMACKOM fA3blKe B AOMOJNHEHWE K 06A3aTesibHOMY
PaCcKPbITUIO Ha PYCCKOM A3blKe.

7.2.7. Kapas ¢apmaueBTUYecKas KoMNaHWA 06s3aHa [OKYMEHTasbHO ObOpMAATb BCe Mepenauu
LeHHOCTeN, MHPOPMALMIO O KOTOPbIX HEOBXOAMMO PacKpPbIBaTb B COOTBETCTBMM C NognyHKTom 7.1.1., u
XPaHUTb COOTBETCTBYIOLLYIO [OKYMEHTALMIO MO OCYLLECTBNEHHOMY COracHO Hactoswemy Kogekcy
PacKpbITUIO B TEYEHUE KaK MUHUMYM 5 (NATM) NeT Nnocie OKOHYaHWUSA COOTBETCTBYHOLLETO OTYETHOrO
nepvosa, ecnu 6onee KOPOTKWI MNepuos He NpedyCMOTPEH AOeNCTBYHOWMM 3aKOHOAATENbCTBOM
Poccuiickoin depepaumn.

7.3 UHOUBNAOYANTbHOE U OBLLEE PACKPbITUE

7.3.1. Ecav wHOe npAMO He npeAycMOTpeHO HacToAwum Kopekcom, MHPopmauma no  Kaxaon
nepefaye LEHHOCTEN [O/IKHA PacKpbIBaTbCA Ha MHAMBMAYASbHOW OCHOBE, MpW ycioBuu cobatogeHus
HOPM A,EeMCTBYIOLLEr0 3aKOHOAATE/IbCTBA O 3alUuTe NepcoHabHbIX AaHHbIX. Kaxaan ¢papmauestuyeckas
KomnaHua ob6s3aHa Ha MHAMBMAYa/NbHOW OCHOBE PaCKpblBaTb CYMMbI, OTHOCAWMECA K nepejade
LLeHHOCTeN KaXaoMy MaeHTUOMLMPYEeMOMY NOJyHaTesNto 3a KaXKablii OTYETHbIV Nepuos, KoTopble MoryT
6bITb 060CHOBAaHHO OTHECEHbl K O4HOM M3 KaTeropuii, OnucaHHbIX HWXe. Takue nepegayn LEeHHOCTeN
MOTYT CYMMMPOBATLCA MO KaTeropuam, Mpu YCA0BUM, YTO PacKpbITUE MO KaKAOMYy BUAY nepenayv
LLleHHOoCTel byaeT npefocTaBieHo No 3anpocy (i) cooTBeTCTBYOLWEeMY NosiyyaTento LeHHocTel u (uaum) (ii)
COOTBETCTBYIOLLMM OpraHam BAacTy.

MyHkm 7 lMpunoxceHus 3 K HacmoAawemy Kodekcy (Borpocsl u omeemsi)
7.3.2. KaTteropuu nepefay LEHHOCTEN, OCyLLeCTBAAEMbIX B MOAb3y OpPraHW3aumii 34paBoOXPaHEHWs,
BK/IIOYAIOT B cebs:

m  [loXepTBOBaHWA M rPaHTbl. [0KEPTBOBAHMUA M PaHTbI, OCYLLECTBAAEMbIE B MO/b3Yy OPraHU3aumi
3/1paBOOXPAHEHNA M MNOAAEPXKMBAIOWME 34PaBOOXPAHEHME, BKIKOYAA MOMEPTBOBAHMA W FPaHTbl
COTPYAHMKAMMN KOTOPbIX ABASIOTCA CMELMasMCTbl 34paBOOXPaHEHUA U (MM) KOTOpble OKasblBaloT
MEAMLMHCKYIO MOMOLLb.

] MoKpbITMe pacxonoB, CBA3AHHbIX C NpoBeAeHNEM MepOI‘IpVIﬂTVIVI. MoKpbITHE pacxono., CBA3AHHbIX C
nposeageHnem MepOI‘IpVIﬂTVIVI, ocyuwiecTtsanaemoe nocpeacrsom opraHmsau,m‘/'l 34P0aBOOXpPaHeHNA Unn
TPETbUX UL, TAKNX KaK:

- PerncrpaunoHHble B3HOCHI;
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- CrnOHCOpPCKMe cornaweHna € OpraHusaumMaAMKn 34,paBOOXPAHEHUA UAU C TPETbUMWU INLAMMU,
npusneyeHHbIMU opraHMaau,Meﬁ 34PpaBOOXpPaHeHUA ANA uenen OpraHn3aunn meponpuAaTna;

- Mpoesg 1 npoxuBaHue.

- MnaTexu 3a oKasaHWe yCayr U KOHCyNbTMpoBaHue. MNepeaayn LEeHHOCTeN No AOroBOpam UM
CBA3aHHble C A0roBopaMu Mexay dapmaueBTMYecKMMM KOMMAHUAMU M OpraHv3aumamu
34paBOOXPAHEHUs, B COOTBETCTBMM C YCIOBUAMM KOTOPbLIX OpraHu3aumu 34paBOOXPaHEHUA
OKa3blBalOT Pas3/iMyHble BUAbI YCAYr B NO/b3y GpapmMaLeBTUYECKON KOMMaHWW, Wau npouue
BUAbl GUHAHCMPOBAHMA, He OTHOCAWMECA K BblleyKasaHHbIM KaTeropuam. lMnatexu 3a
OKasaHue yCayr u KOHCYbTUPOBaHWE C OA4HOW CTOPOHLI, U Nepeaayu LeHHOCTeN, oTHocAWMecs
K pacxo4am, COrNacoBaHHbIM B COOTBETCTBMM C JAOFOBOPOM B MNWUCbMEHHON dopme,
PerynnpyioLmm COOTBETCTBYIOLLYIO AEeATEIbHOCTb, C APYroW CTOPOHbI, AO/KHbI PACKPbIBATLCA
ABYMSA OTAE/bHBIMW CYMMaMU.

MyHkm 5, 6 lMpunoxceHus 3 k Hacmosawemy Kodekcy (Bonpocel u omeemel)

7.3.3. KaTeropum nepefay LEHHOCTEN, OCYLLECTB/IAEMbIX B MO/b3y CMNELMaNUCTOB 34paBOOXPaHEHUS,
BK/IO4AIOT B cebs:

[ MOKpbITUE PACXOL0B, CBA3AHHbIX C MPOBEAEHUEM MEePONPUATUIA. MTOKPbITUE PacX0A0B, CBA3AHHbIX
C MpOBEAEHWEM MepOonpuATUIA, KOrA4a 3TO He 3anpelleHo AeWCTBYHOWMM 3aKOHOAATEeNbCTBOM,
TaKUX KaK:

- PerucTpaumoHHble B3HOCHI.
- [poe3g v npoxnsaHue.

- Mnatexu 3a oKasaHue yCayr U KOHCyNbTUpoBaHue. MNepeaayn LEeHHOCTeN No AOroBOpam Mau
CBA3aHHblIE C A0roBopamu Mexay $apmaueBTUHECKUMM KOMMAHUAMWM W Creuuanuctamm
34paBOOXPAHEHUs, B COOTBETCTBMM C YC/IOBUAMM KOTOPbIX CMELMaanCTbl 34PaBOOXPAHEHMS
OKa3blBalOT Pas3NnyHble NMPaBoOMepHble BUAbI YCAYT B NO/b3y GapMaLeBTUYECKON KOMMaHWUK,
WAM mpoune BuAabl GUMHAHCMPOBAHWA, HE OTHOCALLMECA K BblLEYKA3aHHbIM KaTeropusam.
MnaTexKu 3a OKasaHWe YCAYr M KOHCY/IbTUPOBAHME C OAHOW CTOPOHbI, M Nepeaayn LeHHOCTeN,
OTHOCALIMECA K pacxofam, COrNacoBaHHbIM B COOTBETCTBMM C L4OrOBOPOM B MUCbMEHHOM
bopme, peryanpylowm COOTBETCTBYIOLLYIO AEATeNbHOCTb, C APYrol CTOPOHbI, AO/XHbI
PacKpbIBaTLCA 4BYMA OTAEAbHBIMU CYMMaMM.

7.3.4. [Ana cnyyaes nepefay LEHHOCTEN, B OTHOLIEHUWN KOTOPbIX OonpeaeneHHas nHdbopmauus, Kotopas
MOXeT BbITb 060CHOBAaHHO OTHECEeHa K O4HOW M3 KaTeropui, ykasaHHbIX B NOANyHKTax 7.3.2 n 7.3.3., He
MOXeT OblTb pacKpbiTa Ha WHAMBUAYaNbHOW OCHOBE HA 3aKOHHbIX OCHOBaHWAX, dapmalieBTUYecKasn
KOMMaHMWA [OMXKHA PACKPbITb CYMMbI, OTHOCALLMECA K TaKUM nepefadam LeHHocTel, B obliem Buae 3a
KaXKAbli OTYETHbIM nepuog. Takoe obliee pacKkpbiTUe LO/MKHO OTO6paXKaTb MHPOPMALMIO MO KaxKaoM
KaTeropuu nnaTexken, KacatLlytoca (i) Konvuectsa nosyyatesei, NOKPbIBAEMOrO TaKMM PaCKpbITUEM, B
abCcoMOTHOM BbIPAXKEHMM U B MPOLLEHTAX OT BCEro Koauyectsa nosy4yatenei, u (ii) obweit cymmol B
OTHOLLEHUW Nepesayn LLeHHOCTEW TaKUM NoydYaTenam.

7.3.5. Ecnm nepefaya UEHHOCTEN, KOTOPAA NOANEXKUT PACKPbITUIO COracHO noanyHkTam 7.3.1. - 7.3.4.,
NpPOun3BOAMUTCA B NONb3Yy ONpefeNeHHOro cneunaancTa 34paBooxpaHeHA KOCBEHHO Yepes opraHu3aumio
3/1paBOOXpPaHeHMA, TaKaa nepegaya packpbiBaeTcAa TONAbKO O4MH pas3. [1pn HaANYMK BOSMOXKHOCTH, TaKoe
pacKpbITUE A0MKHO OCYLLECTBAATLCA HA MHAMBUAYANbHOW OCHOBE, NAEHTUOULMPYA NOMMEHHO KaXAoro
OTAENbHOro cneunanncTa 34paBooxXpaHeHnAa B COOTBETCTBMM C NOANYHKTOM 7.3.3. HacToawero Koaekca.

7.3.6. MNepepaunm LEHHOCTEM B CBA3WM C MNPOBEAEHMEM WCCNeA0BaHWA W Pa3spaboTOK 3a Kaskabli
OTYETHbIN MepUoA, AO0/MKHbI PACKPbIBATbCA Kaxk4oM dapmMaueBTUYeCKO KomnaHuen B obuiem Buge.
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Pacxofibl, CBA3aHHbIE C MEpPONPUATUAMM, KOTOPble ABHO OTHOCATCA K AEATEeNbHOCTWM, OMNWCAaHHOMN B
HacToAWeM pa3sgene, TakKe MOoryT 6biTb BK/AOYEHbl B 06LLy0 CyMMy B pamKax OBLiero packpbiTua
nHoopmaumm B Kateropum «lepefaunm UEHHOCTe B CBA3M C MPOBEAEHWEM WCCNeL0BaHUNA U
pa3paboToK».

7.3.7. Kaxpaa dapmaLesTMyecKas KOMMaHWA 06a3yeTca ny6/aMKOBaTb COMPOBOAUTENbHYIO 3aMUCKY C
KpaTKUM OMMCaHMEM METOAMK, UCNO/Ib30BaHHbIX AN NOAFOTOBKM PACKPLITUA U OonpeaeneHusa nepeay
LLeHHOCTElM NO KaXKAoW KaTeropuu, onncaHHom B noanyHKTax 7.3.2. u 7.3.3. HacToAwero Koaekca. Takas
3anucka, coaeprKallian B TOM umcsie obumnin 0630p v (Man) xapakTepHble 417 4aHHON KOHKPETHOM CTPaHbl
0COBEHHOCTU OTHOLLUEHWI, LO/I}KHA ONUCbIBaTb MPUMEHEHHblE METOAMKU UAEHTUUKALMM U BKAOYATL B
cebs, B 3aBMCMMOCTU OTTOrO, YTO MPUMEHMUMO, OMUCaHME MOAXOAa K AO0roBOpam, 3aKNHOUYEHHbIM Ha
Heckonbko net, HAC v apyrve Hanorosble, Ba/lOTHbIE U UHble acMeKTbl OTHOLIEHWI, CBA3aHHbIE CO
CPOKamMM 1 CYMMOW nepesayd LeHHOCTel ans uenei cobntogeHus Hactosawero Kogekca.
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VIII. Tpoueaypbl U OTBETCTBEHHOCTb

dbapmaLEeBTUYECKUX KOMMAHUNI
8.1. YNOJIHOMOYEHHOE 11MLUO KOMMNAHNA

KoMnaHuM  AO/KHbI  YCTAaHOBWUTb WM MOAAEPNKMBATb  COOTBETCTBYIOWMI  NOpAfoK  paboTbl,
obecneunBalolmMii  COOTBETCTBME  MAPKETUMHIOBOW  AEATEeNbHOCTM  KOMMAHUKM  POCCUIACKOMY
3aKOHOAATeNbCTBY M HacToAwemy KofeKcy. B 4acTHOCTM, KOMMNAHWW AO/XKHbI HA MOCTOAHHOW OCHOBE
OCYLLECTBATb MOHUTOPUHT 1 aHaAN3 COBCTBEHHOM AeATEIbHOCTU MO NPOABMKEHUIO GapMaLeBTUHECKNX
NPOAYKTOB M PAacnpoCTpaHAembIX B CBA3M C 3TUM MaTep1anos.

Bce peknamHble MmaTepuanbl  4O/KHbI  MPOXOAMTH Mpoueaypy npeasaputensHoro opobpeHus
YMNO/IHOMOYEHHbIM COTPYAHWKOM KOMMAaHUM, MMEIOLMM COOTBETCTBYIOWMIA YypOBEeHb 06pa3oBaHuA U
LO/IKHYIO KBAZIMOUKALMIO (HAYUHYIO UAN MEAULMHCKYIO).

8.2. MPOTPAMMbI U JOKYMEHTALIMA AKLLIUIA

AKUMM NO NPOABUNKEHUIO d)apMaLl,eBTW-IECKMX NPOAYKTOB, CTUMYIMPOBAHUIO NPOAdax U T.N. OOJXKHbI
npoBOAUTLCA B COOTBETCTBMU C YTBEPKAEHHBIMU YNOTHOMOYEHHbIM TULOM KOMNaHUM Nporpammamm, B
npouecce Ux nposegeHnA 401XKHa BECTUCH OTPaXakowlaa Xxo4 aKumi AOKYMeEHTauuA.

8.3. XPAHEHME JOKYMEHTAL W

MporpamMmmbl  MeponpuATUA  (aKuMiA), AOKYMEHTaLuusa No WX NpPOBeAEeHUD, 06pasubl PeKNaMHbIX
MaTepuanoB AO/KHbI XPAaHUTBCA B YNONHOMOYEHHOM MOAPA3AENEHUU WU Y YNOTHOMOYEHHOIO NnLa
KOMMaHUN MUHVMMYM FOA, NOC/Ee 3aBEPLUEHUS MEPONPUATUA, aKLUU UAN PEKNAMHON KamnaHuW, ecau
6onee ANUTENbHLIN CPOK He NPeaycCMOTPeH [AeWCTBYIOLMM 3aKOHOAATeNbCTBOM. [lporpammbl v
[OKYMEHTAUMA AO/KHbI NPeACcTaBAATbCA KOHTPOMPYIOLWMM OpraHam B COOTBETCTBUM C AEeMCTBYHOLWIMUM
peKNamMHbIM 33aKOHOAATENBCTBOM, @ TaKXKe B C/ly4ae PACCMOTPEHUA CMOPOB Y/JeHaMW CneuuanbHo
co3paHHoM rpynnbl AM®N.

8.4. MOBbIWEHNE KBATTMGUKALMN COTPYOHNKOB

B uensx noaAepaHWA BbICOKMX CTAaHAAPTOB MPU OCYLLECTBAEHUW MAPKETUHIOBOW AEATE/NIbHOCTU -
KOMMaHUWN [AO/KHbI NPUAEPHKUBATLCA MPUHLMUNG HEMPEPbIBHOTO MOBbLIWEHUA KBaSMPUKALUN CBOUX
COTPYAHWKOB B 3TOM cdhepe.
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IX. NopaepKaHne u passutme Kogekca
9.1. HEOBEXOAMMOCTb NOCTOAHHOIO NOAAEPHKAHNA U PASBUTUA KOLAEKCA

PacwmpeHmne apceHana MeTo40B U CPEACTB MapKETUHTOBOW MPAKTUKKU, UX BUAOU3IMEHEHME B YCIOBUAX
passuBatowerocs $hapmaLeBTMYECKOro pbiHKa Poccumn o6ycnosnnBaloT HEOBXO4MMOCTb MOCTOAHHOIO
noaAaepaHua u passutua Kogekca, uytobbl OH COOTBETCTBOBaN TPebOBaHMAM BPEMEHM U He Mmen
npo6esios B perysiMpoBaHmMm peKknambl U UHbIX METOA0B NMPOABUNKEHWUA GapMaLEeBTUYECKMX NPOAYKTOB.

9.2. AHANW3 NMPAKTUKM GAPMALEBTUYECKUX KOMIMAHUI U
®YHKUMOHNPOBAHNA KOAEKCA

C uenblo obecneyeHna akTyanbHocTM Kogekca M ero MNPUIONKEHUIN, CBOEBPEMEHHOrO BblABAEHUA
HeobXoAMMOCTM BHECEHWA W3MEHEHWA W [AONONAHEeHWN BeAeTCA aHanu3 TeKyllel MapKeTUHTroBoM
NPaKTUKM  GapmMaLeBTUYECKMX KOMMAHWUIM Ha POCCUIACKOM PbIHKE W UX B3aMMOLEWNCTBMA CO
cneumanncTamm 34paBOOXPAHEHUA WM MALMEHTCKMMM OpPraHU3auuAMU. AHaNU3 BKOYAET OLEHKY
COOTBETCTBMA 3TUX B3aUMOAEUCTBUMA U  MAPKETUHIOBOM NPAKTUKM  KOMMNaHWI-NpoussoauTenei
dapmaLeBTMYECKMX MPOAYKTOB HOpMaM W MonoXeHuam Kogekca, MOSHOTbI OTPaXKeHWs B Hem
NPUMEHAEMbIX METOAOB U CPeACTB PekNambl U NPOABUNKEHUA, BbIABNEHUE TeHAEHUMI B OTHOLEHWUU
Hanbosiee YacTo HapyLIAEMbIX NONOXKEHWM, OLLEHKY CTeneHu BAMAHUM Hopm KogeKkca Ha MapKeTUHIoByto
NPaKTUKY 1 T.4. AHanun3 GyHKLMoHUpoBaHuA Koaekca ocywectenseT KomuteT no atuke AMOI.

9.3. AKTYAJIN3AUMA KOOEKCA

Ha ocHoBaHuM nposegeHHoro aHanusa KomwuteT no atnke AMO®I npepctasnsetr CoseTy AMPeEKTOpPOB
exerogHblil otyeT. B cnyvae HeobxogmmocTn KomuteT no 3Tvke paspabaTbiBaeT npeasioxeHuA no
aKTyanusaummn Kogekca n nepegaet ux McnonnutensHomy gupektopy AMOI.
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[MpunoxeHue 1

K KogeKcy HagnexKauwen npaktukn AMOT]
Mpoueaypa pacCMOTPEHUA 3aABEHNN U
CNOpoB O HapyweHun Kogekca

Hagnexawewn npakTnkm AMOI

1. MPOLEAYPA PACCMOTPEHMA 3AAB/IEHWUI N CMTOPOB O HAPYLLEHUWN KOOEKCA
HAONEXALLEN NPAKTUKK AM®IN

1.1. AM®N paccmaTtpuBaeT 3asBieHUA O HapyweHun Kopekca (manee - 3asBneHue) TONbKO B
OTHOLEHUWN AeATesbHOCTM KOMMaHMI, ocyliecTsasemoit B npegenax Poccuiickon ®egepaumn un/vnn
Hanpas/IeHHOM Ha POCCUICKYIO ayAUTOPMUIO.

1.2. 3asBneHue o HapyweHun Kogekca MoxKeT 6biTb N0AAHO KaKk yneHom AM®TI, Tak M Nt06bIM UHBIM
3aUHTEPECOBAHHbIM /IULLOM.

1.3. 3asABneHWe MOKeT ObiTb HaNpaBAEHO KaK Ha aeictaua yneHa AM®I, Tak u Ha gelicteus ntoboro
dbapmaLeBTMUECKOro NpousBoauTens, He asastolerocs yneHom AM®I, HO OcCyLLecTBAAIOWEro CBO
0eATe/IbHOCTb Ha POCCUMCKOM pPbIHKE.

1.4. TNpoueaypa nogaym 3aassieHna o HapylieHnn Kogekca 3aBUCUT OT cOCTaBa CMOPALLMX CTOPOH.

2. NMPOLEAYPA PACCMOTPEHUA 3AAB/IEHUIM N CNOPOB MEXAY KOMMNAHUAMMU-
YNEHAMW AM®T

2.1. [o HanpaBneHus 3asBneHus o HapyweHun Kogekca B AM®IT uneHbl AM®I 06s3aHbl NpeanpuHATL
YCUNNA MO CaMOCTOATE/IbHOMY YPEeryMpoBaHuio crnopa mexay coboit. OAHOBpPEMEHHO KOoMNaHWA-
3aABUTE/Ib MOXKET YBeLOMUTb UcnonHuTenbHoro aupektopa AM®M (aanee-UcnonHuTeNbHbIM AMPEKTOP)
O Hanpas/IeHNN COOTBETCTBYIOLLLErO 3aABAEHUA.

2.2. MNpw nony4yeHnn 3asBneHMsA KomnaHua-uneH AM®I obasaHa B TeueHne 10 paboumx gHel oTBETUTL
Ha nocTynusliee 3anaBaeHne. TeyeHMe AAHHOMO CPOKA UCUMCAAETCA C MOMEHTa NOCTyNeHUA 3aaBneHuns
HenocpesCTBEHHO B KOMMAHMUIO.

2.3. B cnyyae ecnv KOMMaHWA-3aaBUTENb He MOAYyYMiIa COOTBETCTBYHOLLErO OTBETA B YKa3aHHbIA CPOK
WM ONMCaHHaA Bbllle npolueaypa He NpuUBena K A4OCTUNKEHUIO PeLleHns, YA0BAETBOPAIOLLEro cnopaLmne
CTOPOHbI, KOMNAHUA-3aABUTE b BNpPaBe NOAAaTb 3aAB/ieHNe Ha UMA McnonHuTenbHoro gupektopa AM®N
ans dopmupoBaHua CneumanbHOM Mpynnbl € LEeAblo PacCMOTPEHUS AeNla U NPUHATUA pelueHus (aanee-
CneumanbHas Fpynna).

3. MPOLEAYPA PACCMOTPEHUA 3AAB/IEHUI, NOAAHHbIX B AM®

3.1. YneHbl AM®I, MHble 3aMHTEpecoBaHHbIe MLA NPU COBNOAEHUN MOMOMKEeHWUI N. 1 HacToAwero
MpunoxeHna MoryT nogatb 3asBineHMe Ha AelcTBus Noboro dapmaleBTMYEeCKoro NpousBOAUTENS, B
TOM yuc/ie He aBastoLLerocs yneHom AM®II, HO OCyLLEeCTBAAIOLLENO CBOO AeATE/IbHOCTb HAa POCCUMIMCKOM
pbIHKe.

3.2. 3asABneHMe noJaeTcA PYKOBOAMUTENEM KOMMaHWWU (reHepanbHbIM AWPEKTOPOM, TNaBOW npes-
CTaBUTeNbCTBa, pUAMana UT. 4.) AU YNOJHOMOYEHHBIM MM ANLLOM (N0 LOBEPEHHOCTM) B MUCbMEHHOM
dopme Ha ma UcnoNHUTENBHOTO AMPEKTOPA.
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3.3. 3asBneHMe HanpasAAeTcA KOMMaHMelW No MecTy HaxoxaeHua CekpeTapuata AMO®M wmam Ha
3NEKTPOHHYIO NouTy Cekpetapuata AMOI.

3.4. 3asaBneHue fOMNKHO cogepKaTb:

] cBegeHna o 3aasutene (VIMH Aana ¢VI3W~IECKOI'0 nua; HaumeHoBaHue AnAa rpunanyeckoro nuua,
aapec OnAa KoppecnoHA4eHUMU U KOHTaKTHOe auuo AnAa CBH3VI); HanMeHOBaHMWEe KOMMNaHun, B
OTHOLWEeHUn KOTOpOVI MMelTCA Noa03peHns B HapylweHmnn Kogekca;

m  HaumeHoBaHue(s) dbapmauesBTMUecKoro(ux) npoaykta(os), B OTHOLEHUW KOTOporo(bix) MmetoTca
nozo3peHns B HapyleHnn Kogekca;

] AOKYMEHTbI U MaTepuanbl, CBUAETENbCTBYKOUIME O npeanonaraemMom HapyweHuu, Hanpumep
PEeKNaMHble maTepunansl, B ¢opM3Te N Ka4vecTtse, N03BO/IAWNMU O3HAKOMUTBLCA C HUMU;

] cBeAeHNA O TOM, KOrga UMeno Mmecto npeanonaraemoe HapylweHue;

B KpaTKoe OofucaHue CyTM NpeanofiaraeMoro HapylleHWs, BK/OYas CCbIIKM Ha COOTBETCTBYIOLME
nyHKTbl Kogekca;

B [JOKYMEHTbl U MaTepuanbl, CBUAETENbCTBYIOWME 0O yCUAMAX CTOPOH MO CaMOCTOATENbHOMY
YPeryimpoBaHuio cnopa mexay coboi, npeanpuHATbIX g0 obpaieHus 8 AMOIT.

3.5. Matepuanbl, oTHOcAWMecA K 3aaBneHuno (maTepuanbl gena), ABAAOTCA KOHOUAEHUMANbHLIMMU,
[ocTtyn K maTepuanam Aena MMEIT TO/IbKO CTOPOHbI cnopa. McK/loYeHne coCcTaBAAKoT C/lydaun, Koraa ans
NPUHATUA pelleHus no geny cosaaetca CneumanbHas Mpynna.

3.6. CropoHbI cnopa, McnonHutenbHbl aupekTop n cekpetapuat AM®I, a Takke yneHbl CneuunanbHom
Ipynnbl 4ONKHBI cobAloAaTh KOHPUAESHLMANBHOCTL MaTePUANoB gena.

3.7. PacKpbiTve maTepuasioB Aena TPeTbell CTOPOHE CYMUTAETCA CEePbe3HbIM HapylleHWem npoueayp
AMOn.

3.8. Mocne nonyyeHus 3asBneHus WCNONHUTENbHbIA AUMPEKTOP YAO0CTOBEPAETCA B Ha/AWuMM Heob-
XOAMMBIX AOKYMEHTOB U MaTepuanos, 0pOPMIEHHBIX B COOTBETCTBUM C M. 3.4. MNpunoxerua 1 Kopekca, a
TaKXKe Mpu3HakoB HapyweHua Kopekca. [poBepuB cobntogeHve 06s3aTeNbHbIX  YCIOBUNA,
McnonHuTenbHbI AMPEKTOP B TeYeHWe 4YeTbipex pabounx AHel Co AHA nosnyvyeHua 3asBneHus nog-
TBEPXKAAET 3aABUTE/NIO, YTO ero 3aaBNeHMe MPUHATO K PAacCMOTPEHMIO, a TaKKe B TeyeHue YeTbipex
pabounx aHei MHGOPMMPYET M 3HAKOMWUT KOMMAHMUIO, B OTHOLUEHUW KOTOPOM MPUHATO 3asAB/ieHue, C
NoCcTyNUBLUUM 3afBNeHMEM, JOKYMEHTaMM U MaTepuanamim.

3.9. Mo nucbmeHHOMy TpeboBaHMIO 3aABUTENA MHDOPMALMA O HEM MOKET BbiTb CKPbITa OT KOMMNAHWUW, B
OTHOWEHUM KOTOPOM MOoAAHO 3asBjeHMe. B 3Tom cayyae 3assutenb (a He AMOM wuam ee
McnonHuTeIbHbIM  AMpeKTop) obA3aH cam obecneuntb, YTOBbl AOKYMEHTbI M MaTepuansl, Npeso-
CTaBNeHHbIE B MOALEPIKKY 3aABIEHUA, HE UAEHTUOULMPOBANY 3anBUTENA.

3.10. TeyeHue cpoOKa HayMHaeTcA Ha cnep,yrol.u,mﬁ AeHb nocne Kaner,apHof/'l AaTbl UM HACTynaeHua
cobbiTuA, KOTOpPbIMU OnpegeneHo ero Havano. Ecan cpok ycTtaHoBneH AnA coBeplueHus Kakoro-nnbo
,CI,EFICTBMH, OHO MOMET BbITb BbINOJHEHO 00 ABajLATM YeTbipex YacoB nocnedHero AHA cpoka. OgHako
ecnun 3To ,CI,EVICTBME AO0/1KHO 6bITb coBepLlueHo B opraHn3aummn, To CPOK UCTEKAET B TOT Yac, Korga B 3TOoM
OpraHM3auum No yCTaHOBAEHHbIM NPaBUIam NPEKPaLLatoTCA COOTBETCTBYOLWME onepaumn. NMcbMeHHble
3aABNeHNA U nU3BeleHnAa, CaaHHble B OpraHM3auunio CBA3N A0 ABaALUATU YETblipeX 4YacoB nocnegHero gHAa
CPOKa, CHYUTAKOTCA CAeNaHHbIMU B CPOK.
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3.11. KomnaHwus, B OTHOLIEHUW KOTOPOW NOAaHO 3asBNAEHWE, JO/KHA B TeUeHWe JecATU pabounx gHe
OTBETUTb Ha nocTynueliee 3anasieHne. TeyeHMe JAHHOTO CPOKA MCHUCNAETCA C MOMEHTA MOCTYyN/ieHuA
3aABNeHNA HenocpeacTBEHHO B KOMNaHMIO. MpY HaNNYMKM YBAXKUTENBHON NPUYMHBI KOMNAHUA MOXKET B
TOT K& CPOK XO[ATalCTBOBATb O MPOAJIEHWM YCTAHOBJIEHHOTO CpPOKa A/1A OTBETa C yKasaHMeM TaKow
NpUYKnHBI, HO He bosee NATHaguUaTM pabouvx AHei. OTBET NogaeTcs B NMUCbMEHHOU popme Ha uUMA
McnonHutenbHoro anpektopa. OTBeT HanpaBAAeTCA KOMMaHWeN no mecTy HaxoxgeHua CekpeTapuaTta
AM®T nnun Ha anekTpoHHyto nouty Cekpetapuata AMOI.

3.12. OTBeT AO/KEH coaepKaTb:

®  npu3HaHue GpaKTa HapylweHusa Kofekca u MHGOPMaLMIo O NPeanpPUHATBLIX Warax no UCNpaBAeHUIo
cuTyaumu;

nmbo

] OTKa3 B NpM3HaHMM HapyweHuA KoaeKca, a TakKe YeTKo Cd)OpMyﬂMpOBaHHble 1 B COOTBETCTBYHOLWUX
Cnydaax noareepAeHHble JOKYMEHTA/IbHO OCHOBAHMA ANA TaKOro OTKasa.

Monyuns oTtseT, UCNOAHUTENbHBIN OUPEKTOP [LO/MKEH B TeyeHue AByX pabounx AHeN HanpaBwTb ero
3aABuTE/l0. B TeyeHWe nATM paboumx AHeln 3aABUTENb [O0/IKEH PAcCMOTPETb MOJYYEHHbIN OTBET U
MHPOpMMpPOBaTb WCMONHUTENBHOrO AMPEeKTopa O TOM, CYMTAaeT /M OH MOJYYEeHHblM OTBET
YA0BNETBOPUTENBbHBIM MU HeT. Mocie 3Toro MCnoNHWUTENbHBIN AVPEKTOP PELLAET, MOXKET N KOHGAMKT
CYMTATLCA YperyMpoBaHHbIM 6o AM®I f0KHbI BbITb NPeAnPUHATLI AONOAHUTEbHbIE AEUCTBUA MO
COZeiCTBMIO B paspeLLeHnn cnopa.

3.13. B uenax 4OCTMKEHUA PEeLleHns, YA0BAETBOPAIOLLEro CTOPOHbI, CNONHWUTEbHBIN AUPEKTOp noce
nosydeHun 3anBAeHMA MOMKET NPEANOMUTb 3aABUTE/II0 M KOMMAHUW, B OTHOLIEHWM KOTOPOM moaaHo
3anBaeHue, NPOBECTU COBMECTHYIO BCTPeYy MO CaMOCTOATENbHOMY YPEry/auMpoBaHUA cropa Mesay
CTOpoHamu npu nocpegHudectee AM®I. Mo pesynbTatam nNpoBeAeHUA BCTPeYM WCNONHWUTENbHBbIN
[AVPEKTOP Hampas/ifeT CTOPOHAM NPOTOKO/ BCTPEUM B TEUEHME YeTblpex pabounx gHe.

3.14. B cny4yae ecnv OTBET yA0BAETBOPAET 3aABUTENA, @ B3aUMHOE pelleHne CTOPOH He NPOTUBOPEYUT
MHTepecam Apyrux yneHos AM®I n Kogekcy, McnonHuTenbHbIA AMPEKTOP NUCbMEHHO $uKcUpyeT dakT
YPErysmpoBaHua cropa, v Aen0 CHUTAeTCA 3aKpbITbiM. [le10 MOXKeT ObITb 3aKPbITO TaKKe B C/yyae, ecnu
McnonHWTenbHbI AWPEKTOP CYMTAeT MNOJYYEHHbI OTBET YA0B/ETBOPUTE/IbHBIM, @ 3aABUTE/Ib He
BblpPa3un/l CBOEro OTHOLLEHUA K HEMY B Te4eHWe NpeocTaBIeHHOro 414 3TOro BblleyKa3aHHOro CpokKa.

3.15. [ocTUrHyTble B C/ly4ae CaMOCTOATE/NIbHOTO YperyaMpoBaHus cnopa 06s3aTesibCTBa M cornalleHus
ABNAtOTCA 06A3aTeNbHBIMU ANA CTOPOH crnopa. B cnyyae HapylieHus AOCTUMHYTbIX 06A3aTenbCTB U
cornaweHunin ntobas cTopoHa Bnpase 0b6paTUTbca B AM®IT ¢ HOBOW *Kanoboii, KoTopas paccmaTpuBaeTcs
o BbllEoNUcaHHo Npoueaype.

3.16. B cnyyae ecan oOnucaHHasa Bbllue Mpouedypa He MpuBena K AOCTMXKEHUIO peLlueHus,
YZ0B/IETBOPAIOLLErO CNOPSALLME CTOPOHbI, McnonHuTeNbHbIV AnpeKTop dopmupyeT CneuuansHyto Mpynny
AN PacCMOTPEHUA Aena U NpUHATUA pelleHnsa (ganee - CneumanbHasa pynna). CneumanbHaa Mpynna
MOXeT BbITb cPopMMpPOBaHa TaKKe B TOM C/ly4ae, eC/iM KOMMaHWUA, B OTHOLUEHUU KOTOPOM MOCTYyNuIo
3aAB/iIeHMe, He OTBETM/1A HA Hero B Te4eHne NpeAyCMOTPEHHOrO CPOKa.

3.17. CneumwanbHas pynna dopmupyeTcAa ANA PAacCMOTPEHUA KOHKPETHOro Aefa M3 MATU Y/IeHOB
MocTosaHHOM pynnbl No paccmoTpeHuto cnopoB AM®IM (ganee - MocTtosHHas pynna), cocTosLiein u3
ABaALATU YENOBEeK.

4. TOCTOAHHAA IPYMMA
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4.1. JABapuatb uyneHoB [MocTosaHHOW [pynnbl u3bupatotca O6wWum cobpaHuem AM®M (i) u3 uucna
MEHEe[)KepoB BbICWIEro 3BeHa KoMMaHuii-uneHos AMO®I, npegnoytMTensHO U3 COTPYAHWKOB
MEANUMHCKMX, IOPUANYECKMX, ITUUYECKUX W PEryATOPHbLIX OTAEN0B TakMx Komnauui (i) u gpyrmx
3aMHTEpPecoBaHHbIX WL, He moryT 6biTb M36paHbl 4YneHamu [OCTOAHHOM [pynnbl reHepasnbHble
AVPEKTOpa KOMMaHWM (rnaBbl NPeACTaBUTENbCTB), MEHEeZMKepbl MO MPOAAXKAM W MAPKETUHTY.
MCnonHWTEbHbIN AMPEKTOP BXOAWT B COCTaB [OCTOAHHOM rpynnbl N0 AOMXKHOCTY.

4.2. YneHbl MocTosaHHOM MPynnbl M36MPAIOTCA CPOKOM HA ABa rofa C NoovyepesHON CMEHOW COoCTaBa:
AecaTb uneHoB MocToaHHOM Mpynnbl M36upatoTca exerogHo Ha O6wem cobpaHum.

4.3. Ecnv uneH MocToAHHOM Mpynnbl NpekpallaeT cBol paboTy B KomnaHuu-yneHe AM®I anbo cama
KOMMNaHUA NpeKpaLLaeT cBoe 4YneHcTBo B AM®I, gaHHOe NL0 aBTOMATUYECKM UCK/IOYaeTCA U3 CocTaBa
MocTosHHOM [pynnbl. B3ameH BbiGbIBWeEro uYneHa [ocTosHHOM [pynnbl Ha OCTaBWMIACA CPOK €ro
NONHOMOYNI Ha oyepegHom Obwem cobpaHun AM®N n3bupaerca HOBbIV YneH NocToaHHOM Mpynnbl.

5. CNEUMANBHAA TPYMNA

5.1. CneuuwanbHasa lpynna ¢opmupyerca UCNONHUTENBHBIM AUPEKTOPOM B TeyeHMe AecATU paboumx
OHell ¢ MOMEHTa, Korga CTano M3BecTHO O HeobxogMMOCTM ee co3faHus (Hampumep, € MOMEHTa
MCTeYEHWA CPOKa A/1A OTBeTa Ha 3aaBneHne AMbo ¢ MOMEHTa MoJlyYeHUA OT 3aABUTENA OTPULIATEIbHOWM
OLEHKM oTBeTa Ha 3asBneHue). C 3Toi uUenblo MCNoAHUTENbHbIM AMPEKTOP NOC/Ae KOHCYAbTauui co
CNOPALLMMWU CTOPOHAMU onpeaensieT Haimune KOHPIMKTa MHTepecoB y YieHoB MocTosaHHOM Mpynnbl ¢
ntoboi u3 cTopoH cnopa. B ciyyae Hannuma KOHPAUKTa MHTepecoB Y yneHa MocToAHHOW Mpynnbl OH He
MOXET 6bITb y4acTHMKOM CneuunanbHoi pynnbl MO pPaccCMOTPEHMIO KOHKpeTHoro aena. (Mpumepom
KOHCI)}WIKTa WUHTEPECOB ABNAETCA Ha/n4dmne y KomnaHuun, YbMm COTPYAHUKOM ABNAETCA Y/1eH MocToAaHHOM
Mpynnbl, papmaLleBTUHECKMX NPOAYKTOB, KOHKYPUPYIOWUX ¢ GapMaLeBTUYECKMMU NPOAYKTaMU CTOPOH,
BOBJIEYEHHbIX B CNop.)

5.2. KaHpupatypbl yneHoB CneumanbHOM Mpynnbl A0MKHBI ObITb COracoBaHbl CTOPOHAMU B TeyeHue 3
pabounx AHel ¢ MOMEHTA MOAYyYEHUs UMW yBesoOMIeHUa o cocTase CneumanbHol Mpynnbl. B cnyvae
HannumMAa KOHGAMKTA MHTepecoB y uneHoB CreuuanbHoi pynnbl ¢ n06OM M3 CTOPOH KaHAMAATYpPbI
yneHoB CneumanbHoM Mpynnbl MOryT H6bITb OTBEAEHbI 1H060W U3 CNOPALLUX CTOPOH, HO He Bonee 2 pas.

5.3. B CneumnanbHyto [pynny B KayecTBe OPUAMYECKOTO KOHCY/bTaHTa MOMEeT ObiTb npuraalleH
He3aBUCUMBIN 3KcnepT. KaHaupaatypa NpUriawaemoro HOPUAMYECKOTO KOHCY/IbTaHTa MOXKeT 6biTb
oTBezeHa N106oW 13 CNOPALLMX CTOPOH. B Takom ciydae UcnonHUTeNbHbIV AVPeKTOp npeasiaraet Apyryto
KaHAMAATYPY HOPUANYECKOrO KOHCYAbTaHTa. Ecan KaHamAaaTypa 1opuanYeckoro KOHCy/bTaHTa He Byaet
cornacosaHa B TeyeHne 3 paboumnx AHeiln ¢ MOMeHTa NpeasioxKeHVA KaHanaaTypbl, CneuunansHaa Mpynna
OCYLLECTB/IAET CBOIO eATeNbHOCTb 6e3 Hero.

5.4. B cnyyae HenpefoCTaBAeHUA OTBETA OAHOM U3 CTOPOH MO BOnpocy o coctase CneupansHow Mpynnbl
no ucteyeHun 3 paboumx aHelt MCNONHWUTENbHbIA AMPEeKTop BnpaBe cuMTaTh cocTaB CnewuumasnbHoM
Fpynnbl COrNacoBaHHbIM.

5.5. UcnonHuTenbHbI AWpeKTop npeacefatenscTByer Ha 3acegaHum CneuuanbHon [pynnbl. Hu
McnonHUTENbHBIA AMPEKTOP, HU OPUANYECKUNA KOHCY/IbTAHT HE MMeIOT NpaBsa rosoca npu BbIHECEHWUMU
peweHna. TexHuyeckas noanepkka pabotbl CrneumanbHoW [pynnbl  OCyLWECTBAAETCA CUNaMu
cekpeTapuata AMOI.

5.6. [Ana obecnedyeHms KOHGUAEHLMANBHOCTU U LOCTUIKEHNA OBBEKTMBHOCTM PAaCCMOTPEHUA 3aceaaHmn
CneuuansHoi Tpynnbl ABAAIOTCA 3aKPbITbiIMK, @ OBCYKAEHWMA HOCAT KOHOUAEHUMAsbHbIA XapaKkTep.
CTOpPOHbI Cropa He MPUCYTCTBYIOT Ha PAaCcCMOTPEHUM Aena.
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5.7. YneHbl CneumanbHoW [pynnbl  3HAaKOMATCA CO BCEMM MaTepuanamu, Kacarowumuca
paccmaTpMBaemoro cayyas, M NPUMHUMAIOT pelleHue, UMeNno MecTo HapyweHue KoaeKkca nMbo HeT.
OpHOBpemMeHHO B UenAx obecneyeHUsa BCECTOPOHHEro M KOMIMJIEKCHOTO PacCMOTPEHUA cnopa,
CneumanbHana rpynna MOXeT OLEHUTb YKa3aHHble MaTepuasbl Ha NPeaMEeT COOTBETCTBUA MOJIOKEHUAM
KoZekca, He yKasaHHbIM B 3asaBieHUW. PeweHune BbIHOCMTCA B GOpMe MPU3HAHUA MO0 HenpusHaHUA
dakTa HapyweHua. BO3MOXHO TaKke BblHECEHME PEKOMEHAALMMA NO YCTPAHEHWIO HeraTUBHbIX
nocneacTBui  UMeBLUEr0O MeCTO HapylweHua. [lo OornaweHua MUCbMEHHOe pelleHWe W3yyaeTca
IOPUANYECKMM KOHCYNbTaHTOM AM®TT, ecnn KaHaAnAaTypa TakoBoro bbiia cornacoBaHa.

5.8. B cnyyae ecam uneH CneumanbHoi Fpynnbl MO yBaXMUTENbHOW NPUUYMHE HE MOXET NPUCYTCTBOBaTb
Ha 3acefaHum CneumanbHON TPynMbl, OH MOMKET 03HAaKOMWUTLCA C MaTepuanamu ¢ cobiogeHnem Bcex
YCTaHOBAEHHbIX TPeBOBaHMI K PaCCMOTPEHMIO A4e/1a U BbIHECTM PELLEHME B A4PYroi AeHb, HO He NnosgHee
cemn paboumx pJHelW C MOMeHTa OCHOBHOro 3acefiaHua CneumanbHolt [pynnbl. B cayyae
CcMCTEeMaTUYEeCKOoro Nponycka 3acedaHuii CneuunansHoi Fpynnol (3 v 6onee pas) B pamkax paccMoTpeHus
OZHOTO Ae/1a COOTBETCTBYIOLMIA YNEH UCK/IIOYAeTca U3 cocTasa MocToaHHoM Mpynnbl.

5.9. B cnyyae ecin CneumanbHan Mpynna NnpuHUMaEeT pelweHre 0 HeBO3MOXHOCTU PacCMOTpeHua aena
6e3 3anpoca [LOMONHWTE/IbHBIX MaTepuanoB OT CTOPOH, MCMosHUTENbHbIA AWMPEKTOp HanpasaseT
COOTBETCTBYIOLWMIA 3anNpoc B TedeHue [AByX paboumx aHei. CTOpoHbl 06A3aHbl  NpeacTaBUTb
[OMONHUTE/IbHBIE MaTepUanbl B TeYeHWe NATU paboumx AHEN C MOMEHTa mosydeHus 3anpoca. Mocne
3TOro UcnosHUTeNbHbIN AMPEKTOP Ha3HayaeT NoBTOpHOe 3acefaHue CrieunanbHoi Mpynnbl B TeyeHue
Aecatm pabounx aHeit. Pewenune CneumnansHoit Mpynnbl foBoauTca Ao CTOPOH B 06bIMHOM MOPAAKeE.

5.10. BblHeceHHoe peleHve CneuunanbHol [pynnbl B TeyeHMe AByX paboumx AHel [oBoauTca
McnosHUTENbHbIM AMPEKTOPOM A0 CMOPALLUX CTOPOH B MMCbMEHHOM BUE.

6. NMPOUEAYPA AMENNALNNA

6.1. CTOpOHa, He COrNacHas C BbIHECEHHbIM pelleHMem, MOXKeT NoAaTb anenNALUOHHYIO Kanoby.
AnennaumoHHas kanoba nogaetca B MUCbMEHHOW ¢opme Ha UMA MCNONHUTENBHOMO AMPEKTOpa B
TeYyeHne AecaT paboumnx gHel C MOMEHTA NOYYEHNA pPeLleHus.

6.2. B cnyydae monyyeHus anennsauMOHHOM anobbl MCMONHWUTE/IbHLIA AMPEKTOP B TeYEHUe AecATU
pabounx AHein opraHuayeT 3acegaHue CneumanbHoil Fpynnbl, BbIHECWEN PELieHWe, U NPUrAALLaeT Ha
3acefaHvie NpeacTaBuTeNeil CMopALWMX CTOPOH C LEeNblo NPefocTaBUTb MM BO3MOMKHOCTb AAA Aauu
NOAACHEHWI. BO BpeMs pPacCMOTPEHUA aneansALUMOHHOM Kanobbl WCNOAHUTENbHBLIN AUPEKTOP U
HOPUAMYECKIMIA KOHCYNbTaHT (€CAM KaHaMAaTypa TakoBoro 6blna cornacosaHa) MMetoT Npaso ronoca. Ecam
CneumansHas Fpynna npuMHMMana peweHne Mo anennsuuyM B YETHOM cocTase (B C/lydae OTCYTCTBUA
IOPUAMYECKOrO KOHCY/NbTaHTa) M rosioca PasAenuancs NOPOBHY, roaoc MCMoAHWTENbHOTO AMpeKkTopa
ABAAeTca pewatrowmm. Pewenne CneumansHoi Tpynmbl MO PacCMOTPEHWUIO anennauuu ABNAETCA
OKOHYaTEeNbHbIM.

7. PEKOMEHZALIMM CMELUMASIBHOM FPYMMbl M CAHKLIMM 3A HAPYLLEHWSA
KOJEKCA

7.1. B cnyyae, Korga HapyweHue Kogekca npusHaHo CneupasbHOW pynmnoil, oHa MOMKET BbIHECTM
pekomeHaaumio AM®N o HeobX0AMMOCTU MPUHATUA COOTBETCTBYIOLLMX MEP A8 YCTPAHEHWUS HAPYLWEHNUs
M O HAZIOKEHWUM CNEAYIOLMX CAHKLMIA:

m  06a3aTb COTPYAHMKOB KOMMNAaHUM-HAPYLUUTENA MPONTU OHNANH-TPEHUHT No KogekKcy.

m  WHdopmMpoBaTb O HapyLUeHWUN WTab-KBapTUPY KOMMNAaHUU-HaPYLWKTENA.
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m B ciyyae cepbe3HOro HapylweHus - B3bicKaTb WTpad B pasmepe, HE MPEBbILIAIOLLEM eKerogHbli
“ 5 v
UneHckuin B3Hoc AMODIT®. B3biCKaHHbIM WTpad WCNOAb3yeTcA B COOTBETCTBUM C  PeLleHUem
ouyepeaHoro O6uero cobpaHna AMOI.

m  O6HapopoBaTh HapyLleHWe, BK/IOYasa HAMMEeHOBaHWe KOMNaHUU-HApYLUIUTENs, B Cly4Yae CepbesHoro
WA NOBTOPHOrO HapylueHuna Ha caite AM®I. JaHHasa nHbopmaums pasmellaetca Ha cante AMON
Ha nepuoa Tpu mecsaua. MOBTOPHbIM ABAAETCA HapylleHMe, KOTOpOoe COBEpLIEHO B TeyeHue 24
MecALEeB C MOMEHTa COBEpLIeHWA NEepPBUYHOIO HapyLlleHWs, aHa/forMYHOro MOBTOPHOMY, W
Kacatoleeca OLHOIO M TOro e dapmaleBTUYEeCKoro npoaykTa, Mbo HapylleHWe, aHasorMyHoe
paHee yCTaHOB/IEHHOMY, HO COBEpPLUEHHOE B KOHTEKCTe ApYyroro papmaLeBTUYecKoro NpoayKTa.

6

m  PekomeHpgoBaTb Obwemy cobpaHmio AM®I UCKAOYUTD KOMMNAHUIO-HAPYLWKTeNa U3 YneHos AMOI”,

MckntoueHne u3 uneHoB AM®I He ocBOOOXKAAET KOMMAHUKO OT MMelLWmxcd GUHAHCOBBIX
06A3aTeNbCTB, B TOM YUCE MO ONAaTe HaNOXKEHHOTO B3bICKaHUA.

m  Jlio6as KoMBUHAUMA BbllWEYKa3aHHbIX CAaHKLMA.

7.2. KomnaHus, B OTHOLEHWM KOTOPOM MNPUHATO pelleHne o HapyweHun Kopekca, ob6ssaHa
MHpopmmpoBaTb AM®PIT 0 mepax, NPUHATLIX ANA BbINOAHEHUA pelweHna CneuunanbHol [pynnbl, B CPOKMY,
yCcTaHOBNEHHble CneumanbHol [pynnok. B cnydae HenosnydeHna AMOI  cooTBETCTBYHOLLErNO
yBeAOMNEHMA, a TaKXKe B CAyyYae, €CAW HapylleHWe He YCTPAaHEeHO B YCTAHOBJ/IEHHbIN CPOK,
NcnonHutenbHbih  gupektop AM®I HanpaBnseT AOMNOAHUTENbHOE MUCbMO C COOTBETCTBYHOLLMM
TpeboBaHnem B KomnaHuto. Ecam B TeueHue pJecATM paboumx AOHeW C MOMEHTa MOJyYeHUA
aononHuTenbHoro nucbMa KomnaHwenn AM®PI He nonyyuT gaHHoe yBeAomseHwe, McnonHWUTeNbHbIN
avpektop AM®I umeeT npaso obpatuTbes B WTab-KkBapTUpy KomnaHum v NnponHOOpMUpPOBaTb O TOM,
4YTO KOMNaHWel He OblAM NpPeanpPUHATBI Mepbl ANA YCTPAHEHMA HAPYLWEHUA WAM HapyleHue He
yCTpaHeHo.

7.3. PeweHwusn, BblHeceHHble CneumanbHolM [pPynnoi No KaxAOMy KOHKPETHOMY Cropy, noafexkar
onybankoBaHuiO Ha Beb-caite AM®I. HanmeHOBaHME COOTBETCTBYHOLIMX KOMMAHWIA He MNOANEXUT
onyb/aMKOBaHWIO, 3a WUCK/IOYEHMEM C/lydaeB, eciM obHapogoBaHMEe HaWMEHOBAaHUA KOMMaHWM-
HapylwmuTena npeaycCMOTPEHO B KauyecTBe CaHKLMM 33 HapyleHne Kogekca, Kak On1caHo Bbilue.

7.4. Ha kaxpom O6wem cobpanHnn AM®PMN UcnonHUTeNbHbIA AUPEKTOP NPEeACTaBASET OTYET, B KOTOPOM
YKa3bIBAETCA KOJIMYECTBO CNOPOB, PAaCCMOTPEHHbIX 3a Nepuog ¢ npeabiayuero Obuwero cobpaHus, ux
06K XxapaKTep U NPUHATbIE pelleHnA. B yKazaHHOM oTYeTe OTPaXKatoTcA HaMMEHOBAHUA KOMMaHWUW, B
OTHOLUEHUWN KOTOPbIX YCTAaHOBNEHbI C/ly4au cepbe3HblX HapylweHui Kogekca AM®I. UcnonHuTeNbHbIN
OVPEKTOP MO COrNacoBaHWMIO CO CTOPOHAMWM CMOPa MOXKET MPUHATb PelleHne O BKIOYEHUU B OTYeT
MHPopmaumm 06 obliem xapakTepe crnopa WM pe3ynbTaTax BCTPEYM MO CaMOCTOATENbHOMY
YPEerynMpoBaHuIo Cnopa Mexay CTopoHaMu npu nocpegHnyectse AMOI.

5

CaHKLUMA NPUMEHAETCA TOIbKO K KoMNaHuamM-4neHam AM®I.
6,

CaHKLMA NPUMEHAETCA TONIbKO K KoMNaHuaM-yneHam AM®I.
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OPTAHU3ALIAN

3[JPABOOXPAHEHMA (03)
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MonHoe uma
(®.1.0.)

(nodnynkm 7.1.1)

Cneymanucrbl 3apa-
BOOXpaHeHus (C3):
Hace/IeHHbIM MYHKT
(ocHoBHOE MecTo
oCyLIecTBAEHUSA
AeatensHoctu C3)

OpraHusauum 3gpa-
BooxpaHeHus (03):
HaceneHHbI NYHKT
(mecTo peructpaumm
03) (myHkm 7.3)

CTpaHa OCHOBHOTO
MmecTa ocyliecTse-
HUA AeATeNbHOCTU

fOpuamndeckuii agpec
OCHOBHOTO MecTa
ocyuiecTeneHua

fleATeNbHOCTH
(nyHkm 7.3)

YHUKa/bHbIN MAEH-
TUPMKALMOHHBII
Homep

@QAKY/IbTATUBHO

(nyHKkm 7.3)

MoxepTBOBaHMA 1
rpaHThl, ocylecT-
B/1A€MbIE B N0/1b3y

03
(nyHKkm 7.3.2)

(nodnyHkm 7.3.2)

MOKpPbITUE PACXOA0B, CBA3AHHBIX C
nposeseHemM MeponpUATUR

[ata nyéaukauumu

KOHCYNbTUPOBaHUe

CnoHcopckue
cornawenus c 03/
TPETEUMM IULAMM,
npusneyeHHbiMu 03
ANA uenei opraHn-
3aUmMK MeponpuaTUA

PernctpaumoHHble
B3HOCbI

Mpoesp,
1 NpoXMBaHue

MNnatexm 3a
OKasaHue ycnyr u
KOHCYNbTUPOBaHMe

MnaTexu 3a okasaHue ycayr u

OBLLAA CYMMA
GAKY/IbTATUBHO

(nodnyHkmel 7.3.2 N 7.3.3)

Pacxofibl, cBA3aHHbIE C
/i, OrOBOPaMM OKaszaHuA
YCAYT M KOHCYNb-
TMPOBaHWA,  BKIOYaA

pacxoabl Ha npoesg u
NpOXWBaHWe, YCTaHOB-
JNIeHHbIEe B A0rOBOpe

MHAVUBUAYANIBHOE PACKPbLITUE NPU MAEHTUOUKALMN KAKAOMO NONTYHATENA - Kaxaaa CTPOKa A4/1A Kaxaoro otaenbHoro C3 (Te. Bce NnepeAayun LLEeHHOCTeNW, OcyLLecTBAsseMble B NOAb3Y Kaxaoro C3 B TedeHue roga, 6yayT cyMMUpoBaHbl: AeTanunsaums

y4yaTento U1n UCKNYUTEIbHO OpraHam OCy,D'apCTBeHHOl‘;I BAAaCTU NpU HGO6XO,CI,I/IMOCTI/I)

He NnpumeHseTca

He NpUMeHaeTca

Foposas cymma

foposas cymma

fopoBas cymma

FopoBas cymma

He npumeHseTca

He npumeHaeTca

Foposas cymma

Foposas cymma

oposas cymma

—
loposas cymma —

He npumeHseTca

He npumeHaeTca

MHOE, HE YKA3AHHOE BbILLE - B cnyyae, ecnv MHGopmauums He MOXKeT BbITb PackpbiTa Ha MHAWBUAYAIbHOW OCHOBE Ha 3aKOHHbIX OCHOBAHMAX

Foposas cymma

Foposas cymma

oposas cymma

Foposas cymma

O6wan cymma, OTHOCALAACA K nefe,qaqam LeHHOCTe, OCyLLLeCTBNAEMbIX B MO/b3Y TaKMUX He NpUMeHaeTcA He npUMeHAeTcA O6wan cymma (8 O6wan cymma (8 O6wan cymma (8 O6wan cymma (8 daKynbTaTUBHO
nosyyarenen (C3) - NOANYHKT 7.3. nonb3y C3) nonb3y C3) nonb3y C3) nonb3y C3)

Konuuectso nonyyateneit, nHGopmaLMa O KOTOPbIX PacKpbiBaeTca B 06LiemM BUAE, - NOANYHKT

73 a He npumeHaeTca He NpumeHAaeTca KONn4ecTso KONn4ecTso KO/Nn4ecTBo KO/NN4ecTBo maK\/anaTMBHO
% OT BCEro KONMYeCTBa NonyyaTenei- NoAnyHkT 7.3.4 He npumeHAeTca He npumeHseTca % % % % He NpuMeHsAeTcA

NHOWNBUAYANIBHOE PACKPbITUE NPU MAEHTUOUKALMM KAKAOMO NONYHATENSA - Kaxaas CTPOKa AN1s Kaaoun otaensHon 03 (T.e.

0CTYNHa KaXXA0oMYy NOyYaTeNto UK UCKYUTEIbHO OpraHam rocyAapCcTBEHHOM BAacTv npu HeobxoaMmocTm)

BCe NepeAayy LeHHOCTe, OCyLecTBAfEMbIE B NOb3Y Kaxkaon 03 B TeueHue roaa, byayT CyMMUMPOBaHbI: AeTann3auma A0KHbI 6biTb

03 1 loposas cymma foaosas cymma loposas cymma lFoposas cymma loposas cymma foposas cymma ®akynbTaTMBHO
03 2 loposas cymma foaosas cymma loposas cymma lFoposas cymma loposas cymma foposas cymma ®akynbTaTMBHO
TA FopoBas cymma fopoBas cymma FopoBas cymma lFopoBas cymma opoBas cymma FopoBas cymma daKyNbTaTUBHO

WNHOE, HE YKA3AHHOE BbILLIE - B cnyyae, ecnv MHGopmaums He MOXKET BbITb PacKpbiTa Ha MHAWBUAYAIbHOW OCHOBE Ha 3aKOHHbIX OCHOBaHMAX

O6Lwwan cymma, OTHOCALLAACA K Nepefadam LeHHOCTe, OCyLLeCTBAAEMbIX

O6uwan cymma

O6uan cymma

O6uan cymma

06Lwan cymma

06Lan cymma

O6wan cymma

B NO/b3y TakMx nosyyateneit (03) - noanyHkT 73.4 (8 nonb3y 03) (8 nonb3y 03) (8 nonb3y 03) (8 nonb3y 03) (8 nonb3y 03) (8 nonb3y 03) ®aKyNbTaTUBHO
Konuuectso nonyyatenedt, IHGOPMALIMA O KOTOPLIX PaCKPLIBARTCA B O6LUEM BiAe, - NOANYHKT KonMuecTso KONMYecTBo KONMyecTso KONMYecTso KoNMyecTso KONMyecTso ®dakynbTaTUBHO

73A

% OT BCEro KO/MYecTBa nosiyyaTtenem - noanyHkT 73.4

OGLLIEE PACKPbITUE

Mepesauu LLEHHOCTe B CBA3M C NPOBEAEHUEM UCCAeA0BaHUIA U pa3paboTok (noanyHKT 7.3.6)

%

%

%

%

%

%

He NpumeHaeTca

Ob6uian cymma daKyNbTaTUBHO
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[MpnnoxkeHne 3 Bonpocbl N OTBETHI
K KogeKcy Hagnexkauwemn npaktukn AMOT]

1. Kakoso HasHa4YeHue MeYyamHbiX PEeKAaMHbIX Mamepuasaos u HanomuHarowel peKﬂGMbl? B uem
cocmoum pasHuuya Me»cdy nevYammHbiM PeKAaMHbIM mamepuasiom u HanomuHarowel pEK/IGMOﬁ?

CornacHo KogeKcy Hagneskawei npaktmku AM®I HanomuHalowas pexknama aBaseTca pasHoBUAHOCTbIO
MeyaTHbIX PEKIaMHbIX MaTepmasnos.

MeyaTHbIM peKNaMHbIM MmaTepuan ANA CNeLMannuCcToB 340aBOOXPAHEHMA, KaK yKa3aHo B n. 3.2.1., u gaa
HaceneHus, Kak YyKaszaHo B n. 4.2.1., - 3TO MaTepuan, COAEp)KallMih [AOCTOBEPHYID W MOAHYHO
MHOOPMALMIO, KOTOpaa B COBOKYMHOCTU JaeT BO3MOMHOCTb CMeuManucty 34paBOOXPAaHEHMA WM
notpebutento (naumeHTty) (4NA nocnegHUX - TONbKO Mo  6e3peuenTypHbiM  GapMaLeBTUYECKUM
NPOAyKTam) MNOAyYuTb NpeacTaBAeHMEe O CBOWCTBaX GapMaLeBTMYECKOrO NPOAYKTa B  pamKax
33pPErncTPUPOBAHHbLIX MOKA3aHUMN K MeAULMHCKOMY MPUMEHEHUI0. B Takux maTepuanax [oNXKHa
coaepKatbca MHOOpMauma, cooTeeTcTBylowan TpebosaHmam n. 3.2.1. u 4.2.1. Kogekca, a TaKxke
depepanbHOro 3akoHa «O pekname» COOTBETCTBEHHO.

B cBolo ouyepesb, HaNOMMHAOWAA pPeKknama ANA CMeLMannucToB 34paBOOXPaHEeHUA, KaK yKasaHo B .
3.2.2.,, u pna notpebuteneit (MauMeHTOB), KaK yKasaHo B n. 4.2.2. (ans nocnefHux - TO/IbKO MO
6e3peuenTypHbiM  papmMaLeBTUYECKUM MNPOAYKTaM) - 3TO MaTepuas, CoAepMKaliMi MUHUMANbHYIO
MHbOpMaLMIO B cOOTBETCTBUM € TpeboBaHnamKn PepepanbHoro 3akoHa «O pekname, ¢ 0b6A3aTeNbHbIM
YKasaHMem O HeobXxoAMMOCTM O3HAKOMJIEHUSA C WHCTPYKUMEN MO MNPUMEHEeHuo Anbo nonyyveHus
KOHCYNbTaLMM Crneumanucta 3ApaBooxpaHeHusa. MHbopmauma, coaeprkallasca B HanomuHatowen
pekname, MOXeT BK/IYaTb B cebA HavmeHoBaHWe ¢apMalLLeBTUYECKOro MNpoayKTa (Toprosoe
HavMEeHOBaHWEe) W/WUAN KPaTKylo MHOOPMALMIO, MMEIOLLYIO WCKAIOUMTENbHYIO LUenb HANoMHWTb O
bapmaueBTMYECKOM NPOAYKTE, TaKyl Kak CMoraH M/wau Kaouesoe KOpoTKoe coobueHve. OfHako
YKasaHHaa MHOpMaLMA He J0IKHA HU B Kakol dopme nobyxAaTb K HasHAYeHUIO UK NpUobpeTeHuto
NPOAYKTa - HWU MPAMO, HWU KOCBEHHO, Hanpumep, YKasblBas Ha ero npeumyuiectsa. lMobyxaeHue K
Ha3HAYeHWI0O HeyMeCcTHO B OTCYTCTBME HeobxoAuMmoin UWHPopmauumM O NpoAyKTe, KoTopas B
HanoMMWHatolwel pekname oTcyTcTByeT. COOTBETCTBEHHO, HAaNOMWHAOWEAA pek/Jama MOXKeT ObiTb
pasmeLLeHa UCKIOYUTENIbHO B MeCTe, rAe CneumanuncT 34paBooXpaHeHNA UAN NOTPebuTenb MOryT Ierko
NoONIYyYnTb AOMONHUTENbHYIO MHGOPMALMIO O NPOAYKTE, HaNpumep, B MOMELLEHUAX anNTeK U Ha CTeHAax
d)apmau,esmqecmx KOMNaHui Ha cneunanmn3npoBaHHbIX BbICTaBKaX, KOHrpeccax u KOHd)epEHLI,VIﬂX.

Hanpumep, Takve BUAbI PEKNAMHbIX MATEPMAoB, Kak WwendTtokep, Bobiep, 06bIMHO UCMONb3YEMbIE B
anTeyHblX YYPEXKAEHUAX M pasMellaemble B HemnocpeacTBEHHOW 6aM30CTM OT 6HespeuenTypHbIX
bapmaLeBTUYECKMX NPOAYKTOB, MOTYT BbITb OTHECEHDBI K HANOMMUHAIOLWLEN PEeKIaMe U XapaKTepusyoTcs B
TOM uMC/ie Tem, Y4TO B MeECTe WX pasmelleHus notpebutens (NauueHT) MMeeT NPAMOR JocTyn K
MHCTPYKUMM MO MPUMEHEHWUIO  IM60  MMEEeT  BO3MOMHOCTb  MOAYYUTb  KOHCY/bTauuio
nposu3opa/dpapmaneBTa OTHOCUTENBHO CBOMCTB 6e3peLenTypHOro GbapmaLeBTMYECKOro NpoayKTa.

2. Ymo nodpasymesaem coboli noHamue «Bbli8o0 apmayesmu4eckoeo MpPoOyKMa HA PbIHOK» 8
noonyHkme 6.2.3. Hacmoauw,e2o Kodekca?
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[na uenelt nyHKTa 6.2.3. HacToAwero KogeKkca BbiBog, GpapmaLeBTUYECKOro NPOAYKTa Ha PbIHOK - NepBble
AeicTBua GapmaLleBTUYECKOW KOMMaHUW nocae peructpauuy GpapmaueBTUHEecKOro NPoAyKTa WKW ero
HOBOTO TMOKa3aHWA K MNpPUMMEHeHUo Ha Tepputopum PO no uHGOPMMPOBaHMIO CRELMANUCTOB
34paBooxpaHeHns u/uam notpebutenein o 6espeuentypHom dapmaleBTMHECKOM NpoaykTe. Mpumep
TaKUX [EUCTBUIA - «/IOHY» MNPOAYKTa / HOBOrO MOKasaHMA WAM [aTa BBOAA NepBOM cepuu
dapmaLeBTUYECKOro NPOAYKTa B rpaxKaaHCKUii 060poT Ha TeppuTopmnn Poccuiticko degepaumm.

Mpv 3Tom 06pasubl GpapmaLeBTUYECKUX MNPOAYKTOB MOFYT 6biTb MpeAocTaBAeHbl HEKOMMEPYECKUM
MEAMUMHCKMM OPraHu3aLumam B Cyyae, ecav HOBOE MOKasaHWe 3aperncTpupoBaHO ANA NeYeHns Apyro
HO30/10rMYecKol eguHuLbl (cornacHo MKB) unv 3a6onesaHus B Apyroi TepanesTUYECKoN obaacTu, uam
TaKXKe HanpaBJeHO Ha NedyeHue onpeaenéHHbIX rpynn nauveHToB (Hanpumep, AeTel, NMaLUMeHTOB C
HapyweHnem GyHKLMU MoYeK UAK neyeHn u T.4.). O4HAKo, B TO XKe Bpems, M3MeHeHWe NOKasaHuit B
pamKax cTeneHu W/MAn CTafumn BbIParKEHHOCTU 3aboNeBaHWA He MOMKEeT CYMTaTbCA OCHOBaHMEM ANA
pasgayv o6pasLos.

OLHOBPEMEHHO C 3TUM, M3MeHeHMe GOPMbl BbIMYCKA MOMKET ABAATLCA A0CTaTOMHbIM OCHOBaHMEM
MCK/IIOUMTE/IBHO B C/lyYae, ecNu Takoe U3MEHEeHWe NPUBOAMT K CYLLeCTBEHHOMY M3MEeHeHuto crnocoba
BBEAEHWA JIEKApPCTBEHHOrO npenaparta. Hanpumep, K nepopanbHomy crnocoby aobasnsetcs
napeHTepasibHblii  CNOCO6 BBEAEHWA JIeKapCTBEHHOro npenapaTta. Takum o6pasom, crneumanuct
3/1paBOOXPAHEHUsA MOYYAET BO3MOXHOCTb MOAYYWUTL HOBbIM OMbIT MPUMEHEHUA dapMaLeBTUYECKOro
NPOAYKTa NPU 03HAKOMIIEHUW C HUM.

3. Ymo noHumaemcs nod mMEPMUHOM «pa3ymHsle npedenvl» 6 noonyHkme 3.3.6. Kodekca
Hadnexawel npakmuku AM®I?

[na ueneit noanyHkTa 3.3.6. HacToAwero Kogekca nog TepMUHOM «pasyMHble Npeaesnbl» NoHMMaeTcs
cpefHAs CTOMMOCTb MUTAaHMA Ha MOJO6HLIX MeponpuATUAX (C YY4EeTOM WX MPOAO/MKUTENBHOCTU W
KO/IMYECTBa Y4aCTHUKOB), MPOBOAUMbIX GapMaLLEBTUYECKMMU KOMMNAHUAMMN B KOHKPETHOM PErnoHe uam
B LLe/IOM M0 CTpaHe. BHyTpeHHUMM AOKyMeHTaMun KomnaHuit-uneHoB AM®IT fonKHbl H6bITb YCTaHOB/EHbI
KOHKPETHbIE IMMUTbI CTOMMOCTH.

4. [onycmumo au HaHeceHue s1020muroe KOMAaHul, mopaosbix HAUMeHO8aHUU (hapmayesmuyecKux
npodykmoe u Opya2ux KOMMOHEHmMo8 MpodyKkmogoz2o bpeHOa apmayesmuyeckoli KomMnaHuu Ha
KaHUenapckue npuHadnexHocmu, npedocmassaeHue KOMOpbIX HA Meponpuamusax oonyckaemcs
noonyHkmom 3.3.6. Kodekca Hadnexcaweli npakmuxku AM®[T?

B pamKax MeponpuATUiA OOMYyCKaeTcA NpPeAoCTaB/eHMe KaHLENAPCKUX MpPUHAZNEeRHOCTeN (pydku,
6/10KHOTbI, KapaHAallKn) He3HAYUTEIbHOM CTOMMOCTU AJ/1A COCTaB/€HUA KOHCMEKTOB, BeAeHUs 3anuceit
TONbKO MPU YC/NIOBUM, YTO Ha YKasaHHble KaHLUENAPCKME MPUHALJ/IEKHOCTU HEe HaHEeCeHbl IoroTunMbl
bapmaueBTMYECKUX KOMMNaHMWI, TOProsble HaMMeHOBaHMA GdapMaleBTUYECKMX MPOAYKTOB U Apyrue
KOMMOHEHTbI NPOAYKTOBOro 6peHaa dapmaLeBTUHECKON KOMMaHUM.

MpumeyaHue: gaHHble OrpaHMYeHns BCTyNuAKn B cuny ¢ 1 aneapa 2015 r.

5. Kak packpeleames  CIOHCOPCKUE — 83HOCLI,  YMN/AGYEHHbIE —MPEembUM  AUUAM, MPUBAEYEHHbLIM
opzaHu3ayuel 30pasooxpaHeHus 07 yenel op2aHU3ayuu Meponpuamus (mexHu4yeckul opeaHu3amop).
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CornacHo nopgnyHkTy 7.3.2. Kogekca Haasexauwien npaktmkn AMO®IM Kateropuu nepegay LEeHHOCTEN,
OCYLLEeCTBAAEMbIX B MNO/Ib3y OpraHM3aumMil 34paBOOXPaHeHWA, BKAOYaloT B cebs, NOMMMO nNpoyero,
NOKPbLITUE PAacXoA0B, CBA3AHHbIX C MPOBEAEHNEM MEPONPUATUIM, OCYLLLECTBIAEMOE NOCPEACTBOM TPETbUX
UL, BKOYAA CMOHCOPCKME COrNAWeHUA C TPeTbMMU JIMLAMM, MPUBIEYEHHBIMU OpraHu3aunaMm
3/paBOOXPAHEHMA AN  Uenel opraHusauuum meponpuatma. [oHATME «nepefaya LEHHOCTEN»,
yCTaHoBNeHHOe KoaeKcom, NOMUMMO NPAMON Nepesayn, BKAOYaEeT B ceba TaKKe nepepady LeHHocTel (B
dopme feHEeXKHbIX CPeACTB UK B HAaTyPasibHOM BbIpaXKeHWUM) TPETbUM /IMLAM, €C/IM KOMMAHWUA 3HAEeT UK
MOXET MAeHTUOMLMPOBaTb OPraHM3aLMIo 340aBOOXPAHEHMA, KoTopas ABaseTca 6eHedULMapoMm, TO ecTb
Nnosly4aeT BbIro4y B pe3y/ibTaTe TaKOM Nepesayn LEHHOCTEN.

Takvm 06pa3om, NpM Ha3HAYEHMM TEXHUYECKOTO OpraHu13aTopa opraHusaumeit 34paBooXpaHeHns, Takowm
TEXHUYECKMIN OPraHM3aTop Ha MoJlydeHHble OT CMOHCOPOB B3HOCHI OPraHM3yeT MeponpuaTie 4NA 1 Nog
KOHTPO/IEM OpraHM3aLMu 34paBoOXPaHeHMA. YMaayeHHbld emy CMOHCOPCKMIA B3HOC MOANENKMUT
PacKpbITUIO Kak nepedaya LEHHOCTEMN, OCYLEeCTBNEHHAA B MO/b3y COOTBETCTBYIOLWEN OpraHusaumm
34paBOOXpPaHeHNs, Ha3HAUMBLUEN AaHHOMO TEXHWYECKOro opraHM3aTtopa. Tak Kak nepegada ueHHocTeWn
MOYKET OCYLIEeCTB/AATLCA B HaTypa/ibHOM BbIPaXeHMM, PACKPbITUE TaKoW Nepedadyn He O3HaYaeT, yTo
OopraHv3aumMa 34paBOOXPaHEHWA [AO/KHA MONYYUTb [EHEXHble CPeacTBa 4epes TEeXHUYECKoro
opraHusaTtopa. LLeHHOCTM B HaTypaibHOM BbIPaXKeHWMU MOryT 6blTb MNPEfOCTaB/EHbl TEXHUYECKUM
OpraHM3aTopoOM OpraHM3auuM 34PaBOOXPAHEHUA MyTEM apeHAbl MNOMeWeHus ANs NpoBedeHus
MEpPONPUATUA UM UHBIX PACXOA0B HAa MEPOMNPUATME B MHTEPECAX OPraHn3aumn 34paBo0OXPaHEHUA.

Mpv 3TOM NPaBOOTHOLWEHUA MeXAY OpraHu3aumein 34pPaBOOXPAHEHUA U TEXHUYECKMM OPraHM3aTopom
[OMKHbI 6bITb MOATBEPKAEHbI LOKYMEHTANbHO, HaNpUMep, B TPEXCTOPOHHEM COr/aleHun (mexay
KOMMaHWel, TeXHUYECKMM OpraHMsaTopoM W oOpraHusauvein 3apaBooxpaHeHus). Ecau KomnaHua
3aK/I0YAET CMNOHCOPCKOE COr/aleHNe TONbKO C TEXHWYECKUM OpraHM3aTopoM, B3aMMOOTHOLIEHUS
MEeXAY TEXHWYECKUM OpraHM3aTopoM W OpraHvsaumeit 34paBOOXpPaHeHUA (€CAU OHWM MMEIOT MEecCTo)
[OMIKHbI  MOACHATBCA  YC/OBUAMM CMOHCOPCKOTO COTNALIEHUA MEXKAY KOMMaHUEeN U TeXHUYECKUM
OpraHM3aTopoM, a TaKKe LOKYMEHTaMM, UCXOAAWMMM OT OpraHu3aummM 34paBooOXpaHeHus (Hanpumep,
MMCbMOM OPraHn3aLMmn 34PaBOOXPAHEHNS).

6. Kak packpbisames nepedady yeHHocmell HECKO/AbKUM — Op2aHU3aUUAM  30pasooXpaHeHus,
HA3HAYUBWUM 00HO20 MexHU4YeCcK020 0p2aHU3amopa Meponpuamus?

[laHHOe pacKpbITUE AOMKHO OCYLLECTBAATLCA C YYETOM BaKTUYECKMX 0BCTOATENLCTB, NOATBEPHKAEHHbIX
[OKyMeHTanbHO. ToyHOe  pacnpegeneHve nepejayy  LEHHOCTEM B MO/b3y  OpraHusauuu
3/1paBOOXPaHEHUA MOXKeT b6biTb onpefeneHo B CMOHCOPCKOM COrNaWeHun uauM B oduuManbHOM
nepenucke € AaHHbIMU OpraHu3aumsamu. MPUHUMMNLI M METOAbl, MUCMO/b3yemble MPU MOATOTOBKE K
PacKpbITUIO, BKAKOYaa OCOBEHHOCTM pacnpegesieHus nepeaadu LEeHHOCTEN B MNOAb3y Kawaon u3
opraHM3aumii 34paBOOXPaHEHMA B COOTBETCTBMM C KOAEKCOM Hafnesalleil NPakTUKU LOMXKHbI 6biTb
[OKYMEHTaNIbHO 3adUKCMPOBaHbl M MOryT 6biTb OMNYy6/IMKOBaHbI B COMPOBOAMTENbHOM 3amucke
KOMMaHMWeN ¢ KpaTKMM OMMUCaHMEM TaKUX METOAMK.

7. Ymo noHumaemcs nod «udeHmugpuyupyemeiM foay4amenem» 8 cOOMeemcmauu ¢ MoornyHKMom
7.3.1. Kodekca Hadnexaweli npakmuku AM®[1 npumeHumenbHo K 0p2aHU3ayuu 30pasooxpaHeHus ?

KomnaHum foxHbl y6eamutbes, uto opraHMsaumsa 34paBOOXPaHEHMs, B Yblo MO/b3y OCYLLECTBISETCA
nepegada LUEHHOCTeN, onpegeseHa TakMm ob6pa3om, uTobbl He OCTaBaNOCb COMHEHWI MO MOBOAY
MAEHTUOUKAL MM AaHHOM OpraHU3aumn.
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C I'IpaKTI/I‘-IeCKOl\/‘I TOYKU 3PEHUA BO3MOXKHbI CUTYaUMN, KOrga KOMMNaHUA ynnadmeaeT CI'IOHCOpCKVIVI B3HOC
andy, CamMoOCTOATENBbHO OpraHu3oBbiBawOWemy MeponpuAatTue, He ABaArWwemyca opraHMaaumeVl
34PpaBOOXpPaHeEHNA U He ,u,eﬁcmy}ou.l,emy B KayecTBe nocpegHuka. B I'IO,EI,06HOM Cny4vyae OTCyTCTBYET
BO3MOXXHOCTb onpeaenntb KaKle-ﬂM6O OpraHnsaumio 34paBOOXPaHEHUA B KadecTBe noaydaTtena
LeHHOCTelM U, COOTBETCTBEHHO, pPacKkpbiThe He Tpe6yeTca. Ecnn TpeTbe nuuoO HasHavyeHo Opl’aHVI3aLl,Vlel7I
340aBOOXPaHEHNA U AeﬁCTByeT (baKTVI‘-IECKM B KayecTBe NnocpeaHUKa, TO ynaadyeHHble emy CNOHCOPCKue
B3HOCbI No4NaAakoT Noa, Tpe6OBaHMH PacKpbITUA.

Y10bbl M36eXKaTb COMHEHWIA O CcTaTyce /Mua, MO/YYaloWwero CrNoOHCOPCKMI B3HOC, LenecoobpasHo
Pa3bACHUTL €ro CTaTyC U B3aMMOOTHOLUIEHUA C OpraHu3aumei 34paBOOXPaHeHUs (ECIM OHWU UMelT
MecTO) B CMOHCOPCKOM cornaweHun. MNpy 3ToMm AaHHOe pasbACHEHME AO0/MKHO 6biTb NOATBEPKAEHO
CaMoW opraHu3aumein 34paBOOXPAHEHUA MyTEM MOAMMCAHUA CMOHCOPCKOrO cornaweHus (ecan oHo
ABNAETCA TPEXCTOPOHHUM), NMBO B OTAENbHOM [OKYMeHTe (Hanpumep, MNUCbMO OpraHusauum
34,paBOOXpPaHeHus).

8. [onycmumo au pacnpocmpaHeHue UHGOPMAYUOHHbIX MamMepuasnos, cO0epHaujux UHHOPMayuo o
CKUOOYHbIX MPo2pamMmax apmayesmuyeckoli KOMIAHUU, HaNpPasaeHHbIX HA CHUXEHUE CMOUMOCMU KaK
peuyenmypHo2o, mak u 6e3peyenmypHoz20 apmayesmuyeckozo Mpodykma 044 nayueHma (Oanee-
Mpozpammsl), 8 coomeemcmauu ¢ nodnyHKmom 6.5.3. Kodekca Hadnexcaweli npakmuxku AM®[1?

Mpy pacnpocTpaHeHUn UHPOPMALMOHHbBIX MaTepuanoB o lporpammax yepes anTeuyHble opraHu3auuu
ANA nauneHToB GpapmMaLEeBTUHECKOW KOMMaHWen uau npusnedeHHbiM GapmaLeBTUHECKONW KomnaHuen
TPETbUM JIMLOM [O/IKEH ObiTb 3aKNOYeH [A0roBOp WCK/OYUTENbHO C COOTBETCTBYIOLLEW anTe4yHOW
opraHusaumen npu ycnosun cobntofeHus MoNoXKeHUN AEeNCTBYIOWEro 3aKkoHoaaTenbeTBa Poccuiickoi
depepaunm u Kogekca Hagaexalen npaktuku AMOr.

BosHarpaxaeHue anTeyHou OpraHnsaumMn He AONMXKHO 3aBUCETb OT KOAMYeCTBa pPaCnpoOCTpaHAEMbIX
MaTepnanos U UX COCTaBHbIX yacrten.

Matepuanbl lporpammbl  He AO/KHbI  ObiTb  HanpaBAeHbl Ha MPUB/IEYEHME BHUMAHWUA K
bapmaueBTMUECKOMY NPOAYKTY, OTNYCKaeMoMy Mo peLenTty Bpaya, GopmMUpoBaHMe AN NogaepxaHue
MHTEpPEeca K HeMy M ero npoAsWXeHWe Ha pblHKe, B TOM YWCNE He [OMyCcKaeTca WCNoNb3oBaHWe
PeKNamMHbIX C/I0raHOB KOMMAHWM-NPOU3BOAMUTENA, NOTOTMNA (apMaLLeBTUYECKOTO NPOAYKTa, a TaKxke
APYrMX KOMMNOHEHTOB NMPOAYKTOBOro 6peHaa.

B ciyyae ecam matepuasbl [porpammsl OTHOCATCA K papmMaleBTUYECKOMY MPOAYKTY, OTNyCKaeMomy no
peuenTy Bpaya, dapmaueBTMYecKas KomnaHua ob6s3aHa obecneuntb, YTobbl TakMe MaTepuasnbl MOMIM
6bITb MPEAOCTaBAEHbI UCKAOUMTENBLHO NPU NPeAbABAEHUN peLenTa.

PacnpocTpaHeHne MHGOPMALMOHHBIX MaTepuanos o Mporpammax Yepes Bpayei ANA NaLMEHTOB He
[OnycKaeTca.

9. Kakoe meponpusmue MOXHO cHUMaMb HAYy4YHbIM MepPOoNpusMuUemM 8 COOMeemcmauu ¢ MoonyHKMom
3.3.3. Kodekca Haonexcaweli npakmuxku AM®[T?

Llensto nposesieHMA Hay4yHOro MeponpuATUA ABAAETCA MHOOPMMpOBaAHWME Hay4yHOro coobuiectsa o
JOCTMKEHWUAX B 06/1aCTM  MeAWUMHbI, AMArHOCTUKM, NPOPUAAKTUKM W leYeHUs onpeaeneHHbIX
3ab0neBaHMi, a Takxe B 061aCTM Hay4yHbIX MCCNEAO0BaHWMI HOBbIX GapMaLEeBTUYECKMX MPOAYKTOB W
BO3MOXHOCTEH! UX NPUMEHEHUS.

HayyHoe meponpuaTMe MOMKeT MpeAcTaBAATb CO6OM  MeKAYyHAPOAHbIN/HALMOHANBHBIN  HayYHbI
KOHrpecc/KoHdepeHumio, OpraHv30BaHHbIM npodeccroHanbHbIMK MEeAMLMHCKMMM
accoumaumaAmmn/HaydHbIMM  COOBLLECTBaMM, a TaKKe HaydHbll  CMMMO3WYM, OpPraHWM30BaHHbI
bapmaueBTMYECKOM KOMMaHWeW B paMKax BbllWeyKasaHHbIX meponpuatuii. CraTyc meponpuaTtva
(MexayHapoaHbIi, C MEXAYHAPOAHBIM YYaCTUEM, HALLMOHANbHDBIN) LONKEH BbITb OTPAXKEH B NpOrpamme.
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MeponpuaTue ABAAETCA AEUCTBUTENIbHO MEXAYHAPOAHbIM HayYHbIM MepOonpuUATUEM, EC/IN ero LieNblo
ABAAETCA OBMEH MeKAYHAapOAHbIM HayYHbIM OMbITOM WM MEXAYHapOAHOM MPaKTUKON MNPUMEHEHUs
MHHOBALMOHHbIX METOA,0B NIEYEHMA CNEeLMANNCTaMMU U3 Pa3HbIX CTPaH.

HayyHoe Mmeponpuatie, nogaep)usaemoe GapMaLeBTMYECKON KOMMaHuWen (CMMNo3nym B pamKax
KoHdepeHumMn/KoHrpecca), [OMKHO 6blTb  OPraHM30BaHO M KOHTPOAMPOBATLCA  MELMLMHCKUM
nogpasfeneHveM KOMMaHUWM, a ero COoAep)aHue [AOMKHO 6biTb 0406peHo  YNOJHOMOYEHHbIM
COTPYAHVKOM MELAMUMHCKON OYHKUMM Ha  JIOKaNbHOM waM  rnobanbHOM ypoBHe (Hanpumep,
MEANUMHCKMM AMPEKTOPOM MPEeACTaBUTENbCTBA KOMMNAHUM/TN06abHBIM MEAULMHCKUM LUPEKTOPOM).
Hay4Hoe meponpuaTMe LOMKHO NPOBOAMUTLCA UCKIKOUYUTENBHO A8 CNELUMaNUCTOB 34paBoOXpaHeHus. B
pamKax Hay4HOro MeponpuATUA L4O/IXKHA bbITb NPeaycMoTpeHa 0ba3aTesibHan PerncTpaLms y4acTHUKOB.

®aKT NoAAEPHKKM HAyYHOro MeponpuaThA GapmaueBTUHECKOW KOMMaHWel A0/mKeH 6biTb PacKpbIT
OpraHM3aTopom W/MAM IMLOM, NPEACTaBAAWMM HayyHYl0 MHOOPMaUMIO B pamKax HayyHoro
MeponpuATHS.

B KauecTBe WL, NPEACTaBAALWMX B pPamKax Hay4YHOro MEepONpUATUA HaAyyHyl WHPopmauuto,
OTHOCALLYIOCA K He3aperucTpupoBaHHOMY dapmMaLeBTMYECKOMY MPOAYKTY W/van MHOOPMaLMIO BHe
3aperncTpmMpoBaHHoOW B PO MHCTPYKLUMM MO MEAUUMHCKOMY MPUMEHEHMIO, U/MAM OTHOCAWYCA K
YTBEPKAEHHBIM  YCTAHOB/MIEHHbIM  06pPa3oM  MEXKAYHapPOAHbIM/HALMOHANBHBIM  KNIMHUYECKUM
pekoMeHAaLMAM, MOTYT 6bITb NPUBAEYEHbBI UCKNIOUYUTENBHO:

B CcoTpyAHUKM MeaMULMHCKOrO OTAeNa KOMNaHUK;

| n/van uccnenosaTenu, KOTopble MPUHUMAAU ydacTUe B UCCNEL0BaHWM, AaHHble O
KOTOPOM NPeACTaB/ATCA B paMKax Hay4HOro MeponpuaTus;

| W/MAN  [OKNALYMKM, KOTOpPblE ABAAIOTCA Beaywwymu cneumanuctamu 8 obnactu
NleyeHus AaHHOTo 3aboneBaHus.
*MpepacTasneHve MHGOPMALMM Ha Pa3/IMYHBIX MEPONPUATUAX B PaMKax MiaHa Mo PacKpbITUIO AaHHbIX
KNMHUYECKMX UCCEA0BAHNI He ABAAETCA NPeAMETOM PAaCCMOTPEHMA AaHHOIO AOKYMEHTa.

10. Tpebyemca nu yKazaHue HAuMeHOBAHUA ¢hapmayesmuyeckoli KOMIAaHUU npu npedocmasaeHuu
wupoKoli obuwecmseHHocMuU UH@opmMayuu o0 3a6071e8aHUAX, UX MpoguAaKMUKE U seYyeHuu 8
coomsemcmesuu ¢ n. 2.6. Kodekca Hadnexawel npakmuku AM®I e cay4yae, ecau makoe yKasaHue
MOXem rnpusecmu K pUCKy HapyweHus noaoxeHuli 3akoHodamesnscmesa Pocculickol ®edepayuu?

B cny4ae, Ko20a yKasaHuUe HAUMEHOBAHUA ¢hapmayesmuyecKoli KOMMNaHUU npu npedocmasaeHuu
wupoKoli obwecmseHHoCMU UH@popmayuu o0 3a6071es8aHusax, UX MpoguaaKmuKe U Jse4eHuu 8
coomeemcmeuu ¢ n. 2.6. Kodekca Haldnewawel npakmuku AM®IT moxem npusecmu K PUCKY
HapyweHus Hopm Odelicmeyrowe2o 3aKkoHodamenocmea Pocculickoli ®edepayuu, gapmayesmuyeckas
KomnaHuAa 00axHaA 8 coomeemcmsuu ¢ mpebosaHuamu Kodekca AM®I cobawdames npumeHumole
Hopmbl delicmesyrowe2o 3aKkoHodamenbcmaa Pocculickoli ®edepauyuu.

11. Kakue ycnosusa obmeHa Hay4yHolU uHgopmayuel, omHocawelicas K He3ape2ucmpupo8aHHbIM
gapmauesmuyeckum npodyKkmam u/uau UHGPOPMayuu 8He 3apeaucmpuposaHHol 8 PO uHcmpykyuu no
MEOUYUHCKOMY MPUMEHEHUIO, 8 PAMKAX Hay4YHbIX Meponpuamuli 8 coomeemcmauu ¢ NoAnyHKTom 3.3.3.
Kodekca Hadnexcaweli npakmuku AM®[1?

11.1 He aonycKaeTca nNpu ocyLwecTBieHnn obmeHa Hay4yHol MHpopmaumen ob nccnegosaHuax B obnactm
MeAMUMHbI, AMArHOCTUKK, NPObUNAKTUKM, NeYeHus onpesesneHHbix 3a6oNeBaHnii B paMKax HayyHbIX
MeponpUATUIA:
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B obewaHne nan npeanoxeHne NpefocTaBAeHMA AOCTYNa K He3aperncTpupoBaHHbIM
bapmaueBTUYECKMM MPOAYKTaM Komnauuu; GOPMMPOBaHME W  MOAAEpIKaHue
uHTepeca K GbapmaLeBTUYECKUM NPOAYKTaM, HanpasieHHbIe Ha UX NPOABUMKEHWE;

B ucnonb3oBaHMe peKNaMHbIX MaTepuanos, OTHOCAWMXCA K (dapmaueBTUYecKomy
NPOAYKTY, BKAIOYas C/loraHbl, LBeToBble ¢opmaTbl HpeHaa dapmauesTUMYecKoro
NPOAYKTa;

B nepemaua yyacTHMKamM  HayuyHblX MeEpOMPUATUI  MaTepuasoB, COLEPMKaLLMX
nHpopmaLmio o He3apermcTprpoBaHHbIX bapmaueBTUYECKMNX
NPOAYKTax/He3aperncTpMpoBaHHbIX MOKa3aHMAX K UX MPUMEHEHMIO;

B nposeaeHne HEKOPPEKTHbIX CPABHEHMIA C CYLLECTBYIOLMMMU METOAAMM IeYEHMUA NpPK
OTCYTCTBMM MPAMbIX CPaBHUTENbHbIX WCCNEA0BaHWUMN, BKIOYAA HEKOPPEKTHYIO
IKCTPANOAALMIO  AAHHbIX  WUCCAEAOBAHWIM  Ha  KAMHWUYECKY0  3ddeKTUBHOCTbL
dapmaueBTUUYECKOro NpoayKTa;

B npeanonoxenne OTHOCUTENIbHO apdekTUBHOCTH " 6esonacHocTH
dbapmaLeBTMYECKOro NPOAYKTa y NONyAALUMKM NaLMEHTOB, KOTOpas He usyyanacb B
npeacTaBAAeMOM UCCNe0BaHUN;

| MCNO/b30BaHWE B YTBEPKAEHUAX O KIMHMUYECKOM 3bPeKTUBHOCTU un be3onacHocTH
dbapmaLeBTMUECKOTO MPOAYKTAa AaHHbIX AOKNMHUYECKUX WCCNeAO0BaHUM, KoTopble
MOryT ObITb MCNONb30BaHbl TO/MBKO A/1A ONUCAHUA (apMaKoNOrMYecKMx CBOMCTB
dapmaueBTUYECKOro NpoayKra.

11.2 UHdopmaums, npeacTaBasemasn Ha HAy4HOM MepPONpPUATUN

11.2.1 UHdopmauma o6 nccnefoBaHWAX B 061acTU MeAULMHbI, ANArHOCTUKKM, NPOPUNAKTUKKM, NeYeHus
onpeaeneHHbIx 3aboneBaHNii, OTHOCALLAACA K HEe3aperncTpMpoBaHHOMY GapmaLleBTUHECKOMY MPOAYKTY
n/vam MHbopmauuKn, BHe 3aperncTPUpPOBaHHOM B PO MHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHMUIO,
n/van 06 yTBEPHKAEHHbIX YCTAHOBAEHHLIM 06PA3OM MEXKAYHAPOAHbIX/HALMOHANBHBIX KANMHUYECKMX
pekoMeHAaLMAX JO0KHA CONPOBOXKAATHCA:

OTAENbHbIM CNANAOM UK XOPOLLO YATAaeMbIM AUCKAENMEPOM C NPeaynpexaeHuem
06 oTcyTCTBUM perncTpauum B PO;
npegynpexaeHne O HeobXoAMMOCTU MNPUMEHATb QGapmaLeBTUYeCKMEe MNPOAYKTbI
TO/IbKO B COOTBETCTBMM C 3apPerucTpMpoBaHHOW MHCTPYKUMEN NO MeAULIMHCKOMY
NPUMEHEHUIO;

| COOTBETCTBYHOLLME 3anB/IeHUA 06 OTKa3e OT OTBETCTBEHHOCTU.

11.2.2 MpepoctaBnseman Ha Hay4HOM MeponpuaTUM MHbOPMaUMA A0MKHA BbiTb cbanaHcMpoBaHa
Mexay npeactasieHnem uHoopmaumm o npobneme/sabonesaHnn U MHPOpPMaLuMM O pesynbTaTax
KNMHUYECKUX UCCNefoBaHWMn M GOPMMPOBATb  LENOCTHYIO OOBEKTUBHYIO KapTUHY COCTOAHMA
CYLLLECTBYIOLLMX NOAXOA0B K IeYEHMUI0, MOMKET BK/OYaTb:

B Wudopmaumio o 3aboneBaHMM (BKAKOYARH, B LEIOM, KAMHWUYECKYIO KapTUHY
3a60/1€BaHNA,  AMArHOCTMKY, nporpeccuposaHne 3abonesaHus,  3TMONOTUIO,
naToreHes v aNUAeM1ooruo);

B Tekywee coctosHMe M noaxoabl K Tepanuu (C BO3MOMHbIM yKasaHMeM Ha
MeXAyHapoaHble\HauMOHa bHble K/AMHUYECKME pPeKOMeHAaumu; obLenpuHaTble
NPOTOKO/bl BEAEHUA HO30/10TUW);

50



B C6anaHcmpoBaHHYO MHGOPMALLMIO, OXBATbIBAIOLLYHO CMEKTP eKapCTBEHHbIX CPECTB,
MCMONb3YEMbIX B TEPANUM U 3apPErncTpUpPOBaHHbIX B CTPaHE;

B O6uweaocTynHylo MHPOPMALMIO O TepaneBTUYECKUX 06AACTAX, B KOTOPbIX KOMMaHMA
npoBoauT pas3paboTkm u uccnegosaHua 11.3.3 O6wme TpeboBaHUA K HayyHOW
MHbOpMaLMK;

B PesynbTaTbl HayuHbIX WCCNEAOBaHUIA [OOMKHbI COOTBETCTBOBATb MHbOPMAaLMK,
copepxalLencsa B oduLManbHOM UCTOYHMKE UX ONYyBMKOBaHUA;

| MpeacraBneHve AaHHbIX O KAMHUYECKUX UCCNef0BaHUAX AO/MKHO COMPOBOMXKAATLCA
MHbOpMaUMel O gusaliHe uccneaoBaHMA U UCCAeayemMol Nonynauuu naumeHTos,
NPUHUMAIOWMX/NPUHMMABLUMX yd4acTMe B uccnefoBaHuu. [JaHHas uHbopmaums
OO/MKHa bbiTb NpeacTaBieHa MUHMMANbHO B pPamMKax Ob6CYXKAaemoro HayyHoro
BOMpOCa;

B [aHHble AOKAMHWMYECKWMX MCCAeAoBaHWIi MOryT 6biTb MCMOMb30BaHbl TONBKO ANA
onucaHma GapMaKoNOorMyecKnX CBOMCTB U HE AO0/IKHbI UCMO/Ib30BaThCA 419 BbIBOAOB
0 KNMHUYecKoM 3G deKTUBHOCTU Uam 6e3onacHOCTM GapMaLeBTUYECKUX NPOAYKTOB;

B OcywecTsneHne obmeHa Hay4HOM MHPOPMaUMel B pamMKax Hay4HOrO MeponpuATHA
OOMKHO  COMPOBOMAATHCA  CCbIIKAMM  HA  AaHHble,  ONy6/JMKOBaHHble B
CMeumanmsnpoBaHHbIX U3LAHUAX;

B VYnomuHaHue  npoaykTa  AONycKaeTcaA  TOAbKO MO MeXAyHapoaHoMy
HenaTeHTOBaHHOMY HaMMEHOBAHWIO U He LO0/KHO ABAATLCA eAUHCTBEHHON Temom
obcyXaeHus.

dapmMaLeBTMYECKOM KOMMNAHUKU cieayeT NPUIOXKUTb BCe YCUAMA YTODbl npeacTaBieHHas MHbopmaumn
JaBana cnywartensm O6bEeKTUBHYHO KapTWMHY O Hay4dHOM npobneme u obwMx noaxodax K Tepanuu.
MHpopmaumsa [omkHa 6biTb NpPaBAMBON, aKTyasbHOM, O6BEKTUBHOW, CHanNaHCMPOBAHHOW M He
NOATaNKMBaTh CAywaTteneidl K WUCNOAb30BaHWIO NPOAYKTA BHE 3aperucTpupoBaHHOM WMHCTPYKLUMWM MO
MeZMULUHCKOMY NPUMEHEHUIO.

12. Kak packpbigeaemcs UHGOpMayus rnpu ocyujecmesneHuu nodoepxKu nayueHmckoli opeaHusayuu, 8
mom 4ucne ¢uHaHcosol (8 coomeemcmeuu ¢ mpebosaHusmu n. 6.4.5. Kodekca Hadnexwauwel
npakmuxku AM®I)?

Kaxaas KomnaHuWs [0/KHA pPacKpbiBaTb CMMCOK  MALMEHTCKUX  OpraHuW3aumii, KOTOpbIM  OHa
NpeaoCcTaBAseT NPAMYIO MAN KOCBEHHYIO, GUHAHCOBYIO M/UAK HeEDUHAHCOBYIO NOALEPMHKKY MM KOTOPbIX
OHa NPUB/IEKAET N0 BO3ME3AHbIM AOrOBOPAM.

PacKpbITve LOMKHO BKIOYaTh B cebs onucaHue Noaaep:KKku/Bo3mesAHOro A0roBopa, KOTOPoe AO/IKHO
6bITb AOCTAaTOYHO NOJIHBIM C Tem, YTO6bl y unTaTens chopmmpoBanoch npeacrasneHve o6 obbeme u
XapaKkTepe noAnep:Kku/porosopa. MonoxeHWs 0 KOHOUAEHUMANLHOCTU He AO/KHbI NPenaTcTBOBaTb
packpbITUiO MHbOPMaLMK B 06beme, NpesycMOTPEHHOM HacToALMM KogeKkcom.

Momumo HauMmeHoBaHua TMO M xapakTepa NOALEPXKW/BO3ME3AHOrO AOroBopa, chaeayowas
MHGOPMALMA MOANEKMUT PACKPLITUIO:

a. B oTHOWweHWn noaaepKku:

i. Paamep GMHAHCOBOM NOALEPIKKM B AEHEKHOM BbIPAXKEHUU;
ii. MpUMeHUTENbHO K HepUMHAHCOBOM MNOAAEPIKKE, KOTOPOM Henb3d AaTb LAEHENKHYIO OLEHKY,
onuMcaHue LO/IKHO codepskaTb MHGOPMaLLMIO O noayyeHHoi MO Bbiroge.
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b. B oTHOLIEHWMM BO3ME3LHbIX AOrOBOPOB: 06LAA CYMMA AEHEXHbIX CPEACTB, YNAayeHHbIX B NOAb3Y
Kaxkaown 13 MO 3a oT4eTHbIV Nepuoa.

ITa UHPOPMaLMA [ONKHA EXKEroAHO PACKPbIBATLCA Ha caiiTe KomnaHuK B nepunog, ¢ 20 noHs no 30 uoHA
(Ha HauMoHaNbHOM WMAKM Ha rnobanbHOM ypoBHe). Kaxkablit OTYETHbIN nepuos AO/IKEH OXBaTbiBaTb
NO/HbIN KaneH4apHbIl roa,.

Metogonorua. Kaxpgasa KomnaHua O6H3yETCH I'Iy6J1l/IKOBaTb MeTo40/10rniD, UCNONb30BaHHYHO nNpu
noAroToBKke pacKkpbITUA U onpegeneHna noggepXku nam sosmesHblxX 40rosopos.

13. Kakue Kpumepuu cnedyem ydyumsieame npu e6blbope mecma nposedeHus meponpuamud,
opaaHuszyembix U/unu nodoepicusaemolx apmayesmuveckoli KomnaHuel, 8 coomeemcmeuu ¢
noonyHkmom 3.3.4. Kodekca Hadnexcaweli npakmuxku AM®[T?

Mpv BbliGOpe NOAXOAAWMX JIOKAaUMA M MecT NpOBeAEHUs MEepOnpuATUiA, OpraHu3yembix u/wau
noaAepikmsaemblx GapmMaL,eBTUYECKON KOMMNaHWe, BHE 3aBUCMMOCTH OT GOpPM MX NpoBeseHUn (OYHbIN
n/vam rmbpuaHbIi), cneayeT yunTbiBaTb KOMMAEKC CAEAYHOLMX HEUCYEPMbIBAOLWMX KPUTEPHEB:

1) Jlokayusa

1. C TOYKM 3peHus reorpadryeckoro MNOMONKEHUA MepPOonpUATUE AOKHO MPOBOAUTLCA B ropode Unu
HacesIeHHOM MYHKTE, ABAAIOLMMUCA O6LLENPU3HAHHBIMU HAYYHbIMU, AE10BbIMU, PETMOHAbHBIMU UK
AAMUHUCTPATUBHBIMM LEHTPaMW, WM PAZOM C HWMM, a MEepPemeLLeHUe YYacTHUKOB AO0/MKHO 6biTb
ONTUMaNbHLIM C TOYKM 3PEHMA NOFUCTUKM YHACTHUKOB (Hanpumep, PermoHanbHbIA KOHIpecc He AOMKeEH
NPOXOAUTb 3a Npesenamu PervoHa; Mpu HanuuMu NOAXOAALWMX MIOWAZLOK B npegenax roposa
HeZoMnyCTMMO NPOoBeAEHNE MEPONPUATUIA 32 FOPOLOM AU B APYTOM HACeNEHHOM NyHKTe).

2. Jlokauus MeponpuaTUA He AOXKHA BbITb:
a. W3BECTHa MpPesKAe BCero Kak KypopTHas IoKauma U/WUamn 1oKauma 411 OTAbIXa v TYPU3Ma; v

b. OCHOBHbIM LOCTOMHCTBOM MEPONPUATUA UAN PACCMATPUBATLCA TaKUM 06Pa3oMm.
3. B HEKOTOpPbIX C/1ly4anx KOMMNAHWUA MOMKET OPraHM30BaTb COBCTBEHHOE MEPONPUATUE UAU NOAAEPHKATD
MeponpuaTMe, opraHMsyemoe TPeTbUM JIMLOM B JIOKALMKW, U3BECTHOM MNpeXAe BCero, Kak KypopTHas
NOKaUMA U/MAn NoKauma ANA OTAbIXa U TYpU3Ma, Npu YCI0BUK, YTO:

a. Meponpuate opraHM3oBaHO A/1A YYACTHWMKOB, MPOMKMBAKOLMX HEMNOCPEACTBEHHO B AAHHOM
MECTHOCTH, UK

b. MNoapepknBaemoe meponpuAaTHE ABNAETCA EXEerofHbIM MepOonpUATUEM HALMOHANBLHOTO WU
MeXAYHapO4HOrO YpPOBHA, OpraHusyemoe npodeccroHanbHOW accouuaumen, NPU3HAHHOW Ha
HALMOHANbHOM UK MEXAYHAPOAHOM YPOBHE, U NPU 3TOM MEpPONpUATUE He NMPOBOAMUTCA B Nepuos,
BbICOKOIO TYPUCTUYECKOTO Ce30Ha ANA AAHHOW MECTHOCTU.

2) Mecmo nposedeHus

B KauecTBe noaxo4ALMX MeCcT NpoBeAeHMA MOTYT paccmaTpmBaTbCa 6I/I3HEC-LI,EHprI N KOHrpecc-ueHTpbl,
MeguumnHCKne u o6paaoBaTeanble yypexgeHums, KOHd)epeHLl,-3aan rOCTUHUL, W [gpyrme mecTta,

cnocobCTByIOLLME JOCTUNEHMIO Ae/10BbIX, 06Pa30BaTE/IbHbIX M HAaYYHbIX Lienei.
He ponyckaeTca nposefeHne MeponpuaTuil B:

B DKCTpaBaraHTHbIX MecCTaX, KOTopble He CI'IOC06CTByl0T AOCTUXKEHNKD HAY4HbIX U O6pa3OBaTel]beIX
LLEI]EVI meponpuAaTna (Cﬂa-Cal’IOHbI, Ka3nHO, MeCTa pPeNUrnosHbIxX 06pﬂ,ﬂ,08, mysen, ycap,b6b|, napku,
aHrapbl U T. ,El,.). Bbl60p 9KCTPaBaraHTHbIX MecCT npeanonaraet rlpeo6na,u,aH|/|e pa3BneKkaTtesIbHOro
XapakTepa mMeponpuAaTnuAa, UCKNKYaeT oGpaaoBaTeanble, Hay4Hble U np0¢vecc140Haanb|e uenn un
XapaKkTep meponpuAaTnA, KOTOPbIMU A0/1KHbl PYKOBOACTBOBATLCA d)apmau,eBTqucrme KOMNaHun, n 8
KOHEYHOM UTOore ymanaet UMMax d)apMaLl,eBTM‘-IECKOf;I KOMMaHUW 1 BCeM UHAOYCTPUN.
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m  Otensax kateropuu 5* n/vnu ebiwe.

m B mecrax, npefHasHaYeHHbIX UCKAOUMTENBHO M/UAK B NEPBYIO oYepesb ANA OTAbIXa, HE3aBUCUMO OT
KaTeropmm u BuAa, U/MAmn KOTopble NO3ULMOHMPYIOT CeBA UCKIOUMUTENIBHO M/UAK NPEeXae BCEro, Kak
MPOCTPAHCTBO A1 OTAbIXa, HaNpPMMeEp, MOCPEACTBOM XapaKTePHOro BblAeNeHMA NPenCTaBAeHHbIX
aKBa/cna/pasBneKartesibHbIX YCAYr, U/UAN HEenocpeaCTBEHHOrO PAcMONOXKEHUA B MeCTe, KOTopoe
NPUBIEKAET CBOMM SKMBOMMUCHbBIM JIECHBIM/FOPHbLIM/CE/IbCKMM NPOCTPAHCTBOM.

m B Mecrax, acCoUMMUPYIOLLMXCA B MepByl0 o4yepenb C pasBAeveHUaMM (axT-kayb, mysei, Teatp,
KOHLLePTHbIM 32/, KNHOTEATP, LMPK, MNNOLAPOM, TOPrOBO-Pa3BAeKaTeNbHbIN LEHTP 1 T.1.).

3) PaszenekamesbHbili KOMIOHEHM

Bpems nposeAeHUs MeponpuATUA He [OMKHO COBMajaTb C MEXAYHAPOAHbIMU CMOPTUBHBLIMM,
KYNbTYPHLIMU UM Pa3BaeKaTeIbHbIMM MepOonpUATUAMM MO MECTy U BpeMeHM (Hanpumep, HegonycTumo
NPOBOANTL MEPOMNPUATUA Ha 06bEKTAX, MPAMO MAN KOCBEHHO CMOCOBCTBYIOLMX YHACTUIO B CMIOPTUBHOM
WAWN KYJIbTYPHOM MeponpuaTum). Takme CNOPTUBHbLIE, KYAbTYpPHbIE AW Pa3BaeKaTe/ibHble MeponpUATUA
He AO/KHbI MCMO/Ib30BaTbCA ANA MPUBAEGYEHUA YYACTHUKOB Ha MEPOMNpPUATME WAM BOCMPUHUMATLCA
Takum obpasom.

Mpu oueHKe mecTa nNpoBegeHUs  MeponpuATUA  Heo6XO4MMO  PYKOBOACTBOBATbCA
COBOKYMHOCTbIO YKa3aHHbIX B HaCTOsALLEM NyHKTe KpUTepueB U NPUHMMATb BO BHUMAHUeE
CamonosuLMOHMPOBaHNE HenocpeaCcTBEHHOM NaowWwaaku (mecta nposegeHus).

14. Ymo noHumaemcsa o0 UHMOPMAYUOHHbIMU MamMepuanamu «He3HayumesnoHol cmoumocmu»
c02n1acHO nodnyHKkmom 3.6.3. Kodekca Hadnexcawell npakmuxku AM®[T?

Mog, MHGOPMALMOHHBIMK MaTepuanaMm «HesHauyuTesbHON CTOMMOCTU» cornacHo n. 3.6.3. Koaekca
NMOHUMAIOTCA  MaTepuasnbl, CBA3aHHble C NPOPEecCMOHaNbHOW  AEeATeNbHOCTbIO  CreuuManucTa
3/1paBOOXPaHEHNA, He NPUHOCALLME INYHYIO BbIrOAY CMeunanunucty 34paBoOXpaHeHMA U HanpaBiaeHHble
MCKIOYUTENIBHO Ha MOBbIWEHME NPOPECcCHMOHANBHOMO YPOBHA CMELMANNCTOB  3PaBOOXPaHEHUs,
KOHKpEeTHble A0NyCTUMble JIMMUTbI CTOMMOCTU KOTOPbIX YCTaHaB/NMBAIOTCA BHYTPEHHUMM JOKYMEHTaMM
dbapmaL,eBTUYECKOM KOMMNaHWUW.

15. Ymo noHumaemcs nod uHcmpykyueli no mMeduyuHCKOMY rnpumeHeHuto 8 Kodekce Hadnexauel
npaKkmuku?

MoA MHCTpyKuMEel No MeAMLMHCKOMY NPUMMEHEHMIO B HacToawem Koaekce Hagnexalien NpakTUKu
NOHMMAIOTCA MHCTPYKLMA NO MEeULIMHCKOMY NMPUMEHEHUIO 1IeKapCTBEHHOro npenapara, yTeepxgaemasn
B COOTBETCTBUM C TpeboBaHWAMM 3aKoHoZaTesnbcTBa Poccuitickolt depepaumu, a Takke o06was
XapaKTepUCTMKa JIeKapCTBEHHOro MnpenapaTta, UHCTPYKUMA MO MeAULMHCKOMY MPUMEHEHUIO (INCTOK-
BK/AAbILW), yTBEPKAAEMble B COOTBETCTBUU C TpeboBaHWAMM EBPa3uniicKoro 3KOHOMUYECKOTO COH3a.
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[MpunoxeHune 4
Bonpocbl 1 oTBeThbl K pa3geny VII Koaekca
Hagnexawewn npakTnkm AMOI

C 2016 200a mexOyHapoOHble hapmayesmuyeckue KOMMAaHUU-YaeHbl ACCoyuayuu mexoyHapooHbIX
apmayesmuyeckux npouszsooumeneli (AM®[1) ob6sa3yromcea nybaukosames UHGHOPMAYU O nepedaHHbIX
YeHHOCMsX 8 1osbe3y crneyuaaucmos u op2aHu3ayuli 30pasooxpaHeHus.

OB MHNLUWNATWBE
1. 3auyem Hyx#cHa sma uHUyuamuea?

B nocneaHve rogbl obwectso yaenser sce 60sblie BHUMaHMA B3aMMOAENCTBUIO dapmaLeBTUYecKomn
MHAYCTPMU CO CNeumnannucTamm u opraHnsaumamm 34paBooxpaHeHus.

¢apmau,eBTl4quKaﬂ UHAOYCTPUA  CUHUTaeT cBoell  06A3aHHOCTbIO nogaepxuneatb  OTKPbITOE U
ﬂ,O6pOCOBeCTHO€ COTPYyAHNYECTBO, AEMOHCTPUPYA CBOKO NPUBEPIKEHHOCTb NMPUHUMNAM NPO3PaAYHOCTU.
ITO KNOYEBOM KOMMOHEHT B NOCTPOEHUN NNOAOTBOPHOIO B3aMMOLENCTBMA HA 6naro NnauneHTOoB.

Llene OaHHOU uHUYUaMUBsLl - cAeNnaTb 3aKOHHOe B3aumogencTene GapmMaueBTUUYECKUX KOMMaHWUA U
MeAMLMHCKOro coobLiecTBa NPo3payHbIM M MOHATHBIM A/1A MaLMEHTOB, rOCYAAPCTBEHHbIX CTPYKTYP U
LUMpPOKOM 0bLecTBEHHOCTU. COTPYAHUYECTBO MEXKAY MEAULMHCKUM coobLuecTBOoM 1 dapmuHAycTpuein -
ABWraTenb nporpecca B MeguUmMHe U 34paBOOXPaHEHUN.

MauneHTbl A0NXKHbI 6bITb YBEPEHblI B TOM, YTO 3T OTHOLWEHWA HE OKa3blBalOT BAUAHUA Ha pelleHUA
Bpaqeﬁ, a cneunanuncTbl 34paBO0OXPaHEHNA NPU HAa3HAYEHUN NleHeHUA UCXOAAT TO/IbKO U3 KAUHUYECKUX
AaHHbIX, CBOEro onblTa U HTEPECOB NaLlMEHTOB.

3a0a4a - YKpenaaTb TaKMe 3aKOHHble OTHOLIEHMS MyTem MOBbIEHUA WX MPO3PayHOCTU Ha bnaro
nauueHTos.

2. [Moyemy 803HUKAA UHUYUamMuea?

B3aumopelicteue QapmaLeBTUHECKMX KOMNaHUM U pabOTHUKOB 34paBoOOXpaHeHus Bcerga 6bino
HEO6XOAMMBIM KaK A/1s 340pOBbA MALMEHTOB, TaK U A/1A Pa3BUTUA HayKu. B To ke Bpems ceroHsa mbl
MoXKem Habnoaatb, Kak BO3PAcTaeT MHTEPEeC K CyLecTBY AaHHbIX OTHOLWEHWUN He TOJIbKO CO CTOPOHbI
rOCYA,apCTBEHHbIX OPraHOB, HO U CO CTOPOHbI 0bLecTBa. U Te, U Apyrue XoTAT 6biTb YBEPEHHbIMM, YTO
[AaHHbIN BUA, B3aMMOAENCTBUA He BANAET Ha NMPUHATUE BPAYOM pelleHns 06 1Cnosb3oBaHMmM NpenapaTos
1 METOL0B leYeHUs.

OnA yKpenneHuws yBEPEeHHOCTW, YTO MPUHATOE BPAYOM PELLEHWE ABAAETCA HE MPeaAB3ATbIM, OObEeK-
TUBHbIM W B3BELLEHHbIM, MEXAYHAPOAHON GpapmaLLeBTUYECKOM UHAYCTPUENR Bblna NPUHATA MHMLMATMBA -
cAenatb  B3aMMOOTHOWEHMA  Mexay  GapMaueBTUYECKMMM  KOMMaHWAMM M paboTHUKamm
3/1paBOOXPAHEHUA MOHATHLIMM M MPO3PaYHbIMU ANA 06LiecTBEHHOCTU. MyTb K TOMy, 4TOBbI caenatb
B3aMMOOTHOLWIEHUA OTKPLITBIMM WM MPO3PaYHbIMK, ABAAICA LAAWUTE/IbHBIM MPOLECCOM, K KOTOpPOMY
NOABUI/IN ONpeaeneHHble USMEHEHWUA B PErYIMPOBAHUM B LLENOM.
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Mpexae BCero, yuntbiBasacb NOTPEOHOCTb CO CTOPOHbI MALMEHTOB, @ TaKXKe M3MEHEHUS PeryaaTopHOu U
NpaBOBOW Cpeabl B Pa3HbIX CTPaHaX, B TOM YnCie U Ha TeppuTopumn Poccuiickoit ®epepaunn. Tak, B 2012
rofy B Poccuv BnepBble Ha 3aKOHOAATe/NIbHOM YpOBHe 6binv BBefEHbl HOPMbI, yCTaHaB/AMBalOLWMe
OrPaHUYEeHWA Ha B3aUMOAENCTBMA Mexay GapMaueBTUYeCKUMU KOMMaHUMAMUM U paboTHWKamu
3paBOOXpPaHeHs, a TakxKe TpeboBaHWA O PACKPbITUM KOHPNNKTA MHTEPECOB MEAULMHCKMX PabOTHMKOB.
Mpouecc packpbiThA MHGOPMaLLMKM O Nepeaadax LeHHocTel ByaeT ABNATLCA IOTMUYECKUM NPOAOINKEHUEM
TpeboBaHMit 3aKoHoZaTenbcTBa PO,

MoaTBepKaan NPUBEPKEHHOCTb BbICOKMM 3TUYECKMM cTaHzapTam, AM®I ctana uneHom EBponelickoi
denepauun  dapmaLeBTMHECKON MNPOMBbILWIEHHOCTM U accoumaumit  (European Federation of
Pharmaceutical Industries and Associations- EFPIA) 8 2012 rogy. AM®I1 nosHOCTbIO pa3genseT nosuumio
EFPIA o TOMm, 4TO CylecTByeT HeobXoAMMOCTb He TONbKO obecneunTb cobAOAeHUE 3STUYECKUX
NPUHUMMNOB MNpU  B3aUMOAEWCTBUM  PapMaLeBTUYECKMX KOMNAHWM U OBLECTBEHHOCTM, HO M
NPO3PaYHOCTb TAKMX OTHOLLEHWN.

Takum o6pasom, AM®M npuHANa peweHne O BHECEHWUWU B AeicTBylowmit KogeKke AONOAHUTE/bHbIX
TpeboBaHW1, KacatoWmXCa PacKpbITUA MHHOPMALMKU OTHOCUTENBHO NPUPOAbI U YPOBHA B3aUMOAENCTBUA
bapmaLeBTUYECKMX KOMMAHWUIA CO CheuuanuctaMu M OpraHusauMaMK 34paBooxpaHeHvs. AMON
OMAAET, YTO MPUHATME [OMNOJHUTENbHbIX Mep NpPeaocTaBuT 6Gosiblle  BO3MOMKHOCTEN  AAA
06LLEeCTBEHHOrO KOHTPOAA M MOHMMAHWUA CYLLECTBA C/OMMBLUMXCA B3aUMOOTHOLIEHWI, MOBLICUB Tem
cambIm goBepue 06LeCcTBEHHOCTU K GapMaLLeBTUYECKON UHAYCTPUN.

3. KaKkue cmpaHsi noddepxcusarom uHuyuamusy?

MHMUMATVBY pacKpbiBaTb Nepesayn LEHHOCTEN B N0/b3y PabOTHMKOB M OpraHu3auuii 34paBoOXpaHEHUsA
noAAep}KMBAIOT NpeacTaBuUTeNv GapmaLeBTUHECKON MHAYCTPUM U MPOMbILL/IEHHbIE accoLMaLmmn Kak 13
pasBuUTbIX, TaK U M3 PA3BMBAIOLLMXCA CTPAH, PACMONOMKEHHbIX Ha 5 KOHTMHEHTax 3eMHOro lapa. 3To
CTpaHbl, B KOTOPbIX CyLECTBYIOT coobuiecTBa, sBAsALWMEcs YneHamu MexayHapogHol deaepauun
accoumaumii papmaueBTMUeckMx npoussoguteneit (IFPMA), BKawoyas Accoumauuio MexAyHapoaHbIX
dapmaueBTMyecknx npowussogutenenn (AM®M) wu Esponelickyto depepaumio dapmaueBTUYECKOM
NPOMbILW/IEHHOCTU U accoumaumii (EFPIA), o6beanHuBluyto 6onee 30 HaLMOHaNbHbIX accoumaumii u 40
BeAyLWwmx GapmaLeBTUHECKMX KOMNAHW.

4. Kakue KomnaHuu noddepicusarom uHuyuamusy?

[aHHy0 MHUUMATUBY NOAAEPKMBAIOT BCe dapmaleBTUYECKME KOMMNAHUK, ABAAKOLWMECA YneHaMu
Accoumaummn mexayHapoaHbix papmaueBTuyeckux npoussoguteneit (AM®N). KomnaHun-uneHbl AM®M
TBEPAO ybexAeHbl: MHULMATMBA PacKpbiBaTb AaHHble O Nepejayax LeHHocTel byaeT cnocobcTBoBaTb
NOBbILEHWIO B3aMMHOI OTBETCTBEHHOCTU M 3TUYHOCTU B3aMMOZENCTBUA Mexay dapmuHaycTpuen u
MeAMLMHCKMM COOBLLeCTBOM M B KOHEYHOM cuyeTe OyAeT CAYKUTb MHTEepecam NauMeHTOB U poCTy
B3aMMHOTO [JoBepuAa B rnasax obuwectsa. [nAa ycnewHoOro BOMMOWEHUA B XW3Hb WHULMATUBDI
Npo3payHoCcTM TpebyeTcA MOHMMaHME U LUMPOKOE B3aMMOAENCTBME BCEX 3aMHTEPEeCOBaHHbIX CTOPOH B
MHTEpecax yKpenjieHua LOBepua B OOLECTBE B LE/IOM, Mexay chneuuannctamu 34paBooOXpaHeHus u
dapmaLeBTUYECKOW MHAYCTPUEN, B YACTHOCTH.

5. [pasosas ocHosa 83aumodelicmeus uHOYCmpuu u MedUYUHCKo20 coobujecmsa.
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B COOTBETCTBMM C 3aKOHOAATENbCTBOM, Peryavpylowmm B3aumogeictsre dapmaLeBTUYECKOM
MHAYCTPUU U MeAMLMHCKOro coobLLecTBa, CNeumanmncTam 34paBooxpaHeHms He 3anpeLLeHo y4acTBoBaTb
B NPOQECCMOHaNbHbIX  HAy4dHbIX  MEpOMNPUATUAX, OpraHu3yembix W (MAM)  CNOHCMpPYEMbIX
bapmaLeBTUYECKMMU KOMMAHWAMM, a CNieLManncTam 34paBooXpaHeHus, ABAAIOWMMUCA MeAULMHCKUMM
paboTHUKaMK, NO/y4aTb BO3HArPasKAEHWA MO A0rOBOPAM NPU NPOBEAEHUN KAUHUYECKUX UCCNea0BaHUM
NeKapCTBEHHbIX MPenapaTtoB AAf MEAMUMHCKOTO MPUMEHEHWs, BO3HArPaK4EHWM, CBA3AHHbIX C
ocyLlecTBaieHMeM MeAULUHCKMM PabOTHUKOM Nesarornyeckoi 1 (Mamn) HayuHomn AesTenbHOCTY.

6. Kmo u Kak moxem umems 00CMyI K paCKpbI8aemMbiM OGHHbIM?

Kaxaas komnanusa-uneH AM®I pa3mecTUT pacKkpbiBaemble faHHbIe Ha CBOEM KOPMOpPaTUBHOM caiTe B
OTKpbITOM poctyne. COOTBETCTBEHHO, YKasaHHaa wHpopmaumsa 6Oyaer AOCTynHA ANA  LWMPOKOW
06LecTBeHHOCTY.

7. CKakozo 200a 6ydoem nybaukosameca UHpopmayusa o nepedaye yeHHocmeli?

O6nA3atenbcTBa NO PACKPbITUIO MHOOPMALUK O Nepegaye LEeHHOCTEM, NpeaycmoTpeHHble rnasoit VI
Kogaekca, BcTynatoT B cuay ¢ 2016 roga (c npegoctaBneHnem gaHHbix 3a 2015 rog). Takum obpasom,
HaumHas ¢ 2016 roga packpbiTve MHOPMaLMM 06 OCYLLECTBAEHHbIX KOMNAHUAMM Nepesadax LeHHoCcTen
OOIKHO OCYLLECTBAATLCA KaXKAOW KomnaHuen-uneHom AM®I Ha CBOEM MHTEPHET-CATe €XKerogHo B
nepmos ¢ 20 uioHA no 30 WIOHA, W KaXKAbl OTYETHbIA NEepuoa AOMKEH MOKPbIBATb MNOJHbIN
npeaLwWwecTBYOWMIA KaNeHAAPHbIN rog,

8. [0e moxHO 03HaKomumsCA ¢ onybaukosaHHol uHgopmayuel o nepedaye yeHHocmel?

PackpbiTe UHbOPMaLMM NPOM3BOAMTCA Ha COOTBETCTBYOLWEM Beb-caiiTe dapmaueBTUYECKOM
KOMMaHUK, OCYLLEeCTBAAIOWEN Nepesayn LEHHOCTEN, MM HA KOPNOPATUBHOM CaiiTe rpynnbl KOMNaHWi, B
KOTOPYIO BXOAMT AaHHas KOMNaHMA (Mpu oTCyTCTBUM COBCTBEHHOrO caiTa).

OBLWMWE NONOKEHNA PACKPBITUA MHOOPMALINN

9. Kmo 06s3aH cobawdame mpebosaHusa Kodekca o6 obszamesnsHoli nybaukayuu uHgopmayuu o
rnepedaHHbIX YyeHHoCmAx?

Kaxaan papmavestTnyeckas KomnaHus-yieH AM®I obs3aHa fOKYyMeHTaIbHO 0dOPMAATL U pacKpbiBaTb
MHbOPMaLMIO O Mepefaye LEHHOCTEN, KOTOpble OHa NPOWU3BOAWT, MPAMO MU KOCBEHHO, B MNO/b3Y
cneumanncTa Uiy opraHM3aumy 34,paBoOXpPaHEHUS, ABNAIOLLMXCA MNOYYaTENAMM YKa3aHHbIX LEHHOCTeN.

10. Ymo noHumaemcs nod nepedayeli yeHHocmeli 8 coomsemcmauu ¢ Kodekcom?

Moa nepesayelt LEHHOCTEN B pamKax AaHHOW MHWUMATMBbLI MOHMMAETCA MNPAMAas WAM KOCBEHHas
nepegada LEHHOCTEN B pOpPME AEHENKHbIX CPEACTB, B HAaTypaNbHOM BbipaxKeHWn uau B nto6oit gpyroi
dopme ocyuiectBnfeman B LeAAX, LOMYCTUMbIX AEWCTBYIOWMM 3aKOHOAATeNbCTBOM UM KogeKkcom
Haganesawei npaktmkn AM®I, B cBA3WM C pa3paboTKOW M MPOAANKEN WCKAOUMTENBHO PEeLenTypHbIX
NeKapCTBEHHbIX NPEnapaTos A4/ MeANLMHCKOro MPUMEHEHMS.

MNpamaa nepepava Ll,eHHOCTel’I nponssoguTca d)apMaLLeBTMHECKOVI KOMnNaHuemn HenocpeacTtBeHHO B
NoNb3y Nony4vatena.

KocBeHHas nepefaya LEHHOCTEN MPOM3BOAMTCA OT MMeHM (GapmaLeBTUYECKOW KOMMAHWW B MOJb3y
nosiydaTeNns AW Yepes NocpesHUKa (Hanpumep, areHTCTBO MO OPraHM3auMM MEpPOMpPUATMIA) B caydae,
ecim  papmaueBTMYECKan KOMMAHWMA  3HAeT MWAM  MOXKET WAEHTUOMUMPOBATbL  OpraHM3auuio
3/paBoOXpaHeHusa/cneumanncTa 34paBoOXpPaHEHNs, B MO/b3y KOTOPbIX OCYWECTBAAETCA nepegaya

LeHHOCTeN.
11. Kakue nepedayu yeHHocmeli 00xcHbI 6biMb 0My6AUKOBAHbI?

[onKHbI My6AMKOBATbCA Cheaytolme nepeaadn LeHHoCTe!:
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I. TMoepTBOBaHWMA W [paHTbl, OCYLECTBAAEMble B MOAb3y OPraHM3auuit 34paBOOXPAaHeHUA WU
noaAepiKuBalolMe 34paBOOXPAHEHWe, BK/OYAA MOKEPTBOBAHWA W [PaHTbl (B AEHEKHON Wau
HaTypanbHOW Gopme) yupeskaeHVAM, OpraHu3auMaAM WM acCoLMaUMAM, COTPYAHMKAMMU KOTOPbIX
ABAAIOTCA CNELMaNUCTbl 34PABOOXPAHEHNA U (MM) KOTOPbIE OKA3bIBAIOT MEAMLMHCKYIO MOMOLLb.

[l. TOKpbITME PacXoAoB, CBA3AHHbLIX C NPOBEAEHMEM MEPOMPUATMIA, OCYLLECTBAAEMOE MOCPEACTBOM
opraHM3aumii 34paBOOXPAHEHNA UK TPETbUX WL, TaKMUX KaK:

- PerncrpaumoHHbie B3HOCHI.

- CrnoHCOpCKME B3HOCbI MO COMMAWEHUAM C OPraHM3aumMaMM 340aBOOXPAHEHMA WU C TPETbUMM
NMLAMKM,  NPUB/NEYEHHBIMM  OpraHMsauMen 34paBoOXPaHEHUA ANA  uenei  opraHusauuu
MeponpuUATHSA.

- Mpoesg v NposkusaHue.

[ll. MnaTexu 3a OKasaHMe YCNyr U KOHCy/NbTMpoBaHWe. epefayv LEeHHOCTEM MO AoroBopam wau
CBA3AHHbIE C A0roBopaMu Mmexay GapmMaueBTUYECKUMU KOMMAHUAMU W cneuuanuctamum  u/unm
OpraHu3auMaMM 34paBOOXPAHEHUs, B COOTBETCTBUM C YC/NOBUAMM KOTOPbIX CMeuuanucTbl u/unmn
OpraHM3aLMM 34pPaBOOXPAHEHUA OKa3blBAKOT pas/NYHble BUAbI YCNYyr B Mo/ab3y ¢papmaLeBTUYECKOn
KOMMaHUKU, UAn npoune BuAbl GUHAHCMPOBAHWUA, He OTHOCALIMECA K BblleyKa3aHHbIM KaTeropusam.
MnaTexun 3a OKasaHWe YCAYr M KOHCY/NbTUPOBaHWE C OAHOM CTOPOHbI, M Nepejayn LEeHHOCTeMN,
OTHOCALWLMECA K pacxofam, COr1acoBaHHbIM B COOTBETCTBMM C [AOrOBOPOM B NUCbMeHHOW dopme,
peryanpyioLnMm COOTBETCTBYIOLLYIO AEeATe/IbHOCTb, C APYroi CTOPOHbI, AO/IXHbI PAacKpbIBaTLCA ABYMA
OTAENbHbIMU CYMMaMM.

IV. TlOKpbITME PacxofoB, CBA3aHHbIX C NPOBEAECHMEM MEPONPUATUIA U ydacTMeM B HUX CMeLuanucTos
3/1paBOOXpaHeHMA:

- PerncrtpaunoHHble B3HOCHI.
- [poes3g n npoxnsaHue.

V. TMepenauu LeHHOCTEN B CBA3M C MPOBEAEHNEM UCCNef0BaHUIM U pa3paboTok.
12. [onxHa au uHpopmayusa no kaxcool nepedaye yeHHocmeli pacKpbl8amMsCa HA UHOUBUOYAAbHOU
0CHOBE, Mo ecmb, UOEHMUGUUUPYA Kax# 0020 0moesnbHO20 noay4yamens?

MHpopmauma No KaxkAoMN nepegaye LEHHOCTEN [0/KHA PACKPbIBATLCA HA MHAMBUAYAIbHON OCHOBE, MU
YCNOBUM COBAIOAEHUA HOPM AEeMCTBYIOWEro 3aKOHOAATEeNbCTBA O 3al4MTE [AAHHbIX, B TOM 4ucne
NepCcoHabHbIX AAHHbIX.

B yacTHoCTH, KaxAaan GpapmaLeBTMYecKas KoMNaHua oba3aHa Ha MHAMBUAYAbHON OCHOBE PACKPbIBAThb
CYMMbI, OTHOCALLMECA K Nepefade LeHHOCTEN, OCYLLEeCTBASEMbIX B MOJb3Y CNeLMannucToB U opraHm3aLuii
3/1paBOOXPAHEHUA MO KaXKAOW KaTeropum nepesfayu UEHHOCTeH, MAEHTUOULMPYA MX KaK Kaxaoro
OTAENbHOTO NoJslyyaTens LeHHOCTEeN.

McKkNtoueHWe COCTaBAAIOT caeaylowme BuAbl nepesay LEeHHOCTeR, KoTopble pacKkpbiBatoTca B oblem
Buae:

A) nepeaauv LEHHOCTEN B CBA3M C NPOBEAEHNEM UCCNef0BaHMI U pa3paboTokK;

B) nepefaun LEHHOCTEN, OCYLLECTBAAEMbIX B MOMb3Y CMELMasnMcToB 34paBOOXPaHEHUs, B Cydae ecnu
CNeumanucT 34paBoOXPaHEHWs He Aan MAM 0TO3BaNn CBOE COr/lacMe Ha PacKpbiTe WHGOpMauuuM o
nepegaye LEHHOCTEN.

B) B UHbIX CNy4aAX, YCTaHOB/IEHHbIX 3aKOHOA4aTEeNbCTBOM.

13. Kakue nepedayu yeHHocmel He 00XCHbI PACKPbIBAMbCA?
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He nogneskaT pacKkpbITUIO Ceaylolme nepesadnm LEHHOCTEMN, OCYLWEeCTB/IEHHblE B COOTBETCTBUM C
[AEeNCTBYIOWMM 3aKOHO4ATEeIbCTBOM M KoAeKCoM Haanealuen npaktmku AMON:

1. nepefaynm LEHHOCTEMN, KOTOpPble OTHOCATCA WCKAOYMTENbHO K (apMaueBTMYECKMM MPOAYKTaMm,
oTnyckaembim 6e3 peLenTa Bpaya;

2. nepegaym LEHHOCTEN, He OTHOCALLMECA K YKa3aHHbIM B oTBeTe Ha Bonpoc 11 (oguHHaguaTth), Takme
KaK:

- M34enus, NosfesHble B MEAMUMHCKOMN NPaKTUKe,
- MWUTaHMWE M HaNUTKM,

- 06pasupl GapmaLLeBTUYECKUX NPOAYKTOB, UK
3. nepegauv UEHHOCTei, MPOM3BOAMMbIE B PaMKax OObIYHOM AEATeNbHOCTM MO Kynjae-npoaxe
bapmaLeBTUYECKMX MPOAYKTOB, OCYLLECTBAAEMON Mexay GapMaueBTMYeckMMM KOMMaHUAMU U
opraH13auMAMM 34paBOOXPaHEHUA, COOTBETCTBEHHO.

14. Kak 4acmo 004CHO 0Cyw,ecmensameca packpsimue uHgopmayuu?

HauuHas ¢ 2016 roga packpbiTe MHPOPMaLMM J0KHO OCYLLECTBAATLCA EXXETOAHO, U KaXKAbli OTYETHBIN
nepuos AOMKeH NOKPbIBATh NOJHbIN KasieHAapHbIN rog,

PacKpbITve MHGOPMALMM LOMKHO OCYLLECTBAATLCA KaXKA0M dapMaL,eBTUYECKON KOMNaHWel B TeyeHue 6
(wecTtn) mecaLeB NO OKOHYAHMKM COOTBETCTBYHOLLErO OTYETHOMO MEPUOAA, M PACKPLITaA Takum o6pasom
MHbOPMaLMA LONKHA OCTaBATLCA B OTKPLITOM A4OCTYNE, KaK MUHUMYM, B TeueHue 3 (Tpex) seT nocne ee
MepBOro PackpbiTMA 3a UCKAOYEHMEM C/lyyaes, KOr4a MHOe MpeayCMOTPEHO HOPMamMM AEeNCTBYHOLLEro
3aKOHOAATENbCTBA O 3aLMTE NEPCOHA/IbHBIX AAHHbIX, UAKU APYTMMU HOPMAaMM HaLLMOHANbHOMO NPaBa.

15. B kakom sude 6ydym npedcmassaeHbl OGHHbIE 0 PACKPbIMUK ?

B uenax obecnedyeHus enuMHoobpasus, packpbiTe uHPopmaumu byaeT ocywecTBaaTbca B dopmarte
YHUOULMPOBAHHOMN TabnLbl C O4HOBPEMEHHBIM PasMeLLeHMEM COMPOBOAMTE/IbHOM 3aMUCKMU C KPaTKUM
OMUCaHWEM METOAMUKM, UCMO/Ib30BAHHOM NPU NOATOTOBKE AAHHbIX.

16. B kakoli sanome bydem packpbleamsca UHopmayus o nepedaye ueHHocmed?

B cBA3M C Tem, 4To Accoumauus NPEeACTaBAsAeT MHTEPECbl MEeXAYHapOAHbIX (GapMaLeBTUYECKUX
KOMMaHWit Ha TeppuTopun PD, 0XMAAETCA, YTO KOMMaHUMU-YNeHbl ByAyT pacKkpbiBaTb MHGOPMALMIO O
BbINaaTax B py6asx.

NMEPEAAYA LLEEHHOCTEW B MONb3Y CMELMANNCTOB 34PABOOXPAHEHUA

17. Kmo asnaemca cneyuaaucmamu 36paeooxpaHeHu;7 8 coomeemcmauu ¢ nosoxceHuamu Kodekca?

CneuuanucTbl 34paBOOXPAHEHWA - Bpaun W Apyrue MeAUUMHCKME pPaboTHUKKM, pPyKOBOAMUTENU
MeAMLMHCKMX OpraHu3auunii, dpapmauesTnyeckme paboTHUKM, BKAOYAA MPOBM30POB M dapmMalieBTOB,
pPYKOBOAWUTENIM aNTeYHbIX OPraHW3aumMii M Apyrue Cneuuanuctbl, nNpegmeTom npodeccroHanbHoOM
OeATe/IbHOCTU  KOTOpbIX ABAAOTCA dapmaueBTUYEecKMe NpOAYKTbl M KOTopble B Mpouecce cBoew
npodeccroHanbHOW AeATENbHOCTU MMEKT NPaBO Ha3HavyaTb, PEKOMeHA0BaTb, NpuobpeTaTb, OTNYCKaTb
AW NPUMeHATb GpapmaLeBTUYECKNe NPOAYKTbI.

18. B Kakom nopAdKe packpeisaomcs nepedaqu uyeHHocmel 8 MonbL3y Crneyuaaucmos 30pasoox-
paHeHuA?

Mpu packpbiTUM MHOOPMALMK, KacCaOLEeWCA ChneumanncToB 34paBOOXPaHEHUs, [AaHHble [OJIKHbI
ny6MKOBaTbCA UCKOUNTENBHO C COBOAEHMEM HOPM [Ee/CTBYIOLLLEro POCCUIACKOTO 3aKOHOAATeNbCTBa

O 3aumnTe NepcCoHaNnbHbIX AAHHbLIX, TO €CTb NPU HaIU4YUKU COOTBETCTBYHOLWEro NMMCbMEHHOro cornacua
cneunanuncTa 34paBooxpaHeHnAa n COG!‘I}O,EI,QHVIVI UHbIX YCTAHOB/IEHHbIX 3aKOHO4AaTE/IbCTBOM ycnoawﬁ,
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PackpbiThe ocylwiecTBifeTcas B COOTBETCTBUM C GOPMOMN, MpuMBEAEHHON B NpunoxeHun 2 K Kogekcy
Hag/iexallel NpakTuKKu. Mpu oTCyTCTBUM WK OT3bIBE COMNAcUA PacKkpbiTe MHbOpPMaLMKU O nepenaye
LEHHOCTeN B MO/b3y CMeLuanucToB 34paBOOXPaHEHUsA LOMKHO OCYLEeCTBAATbCA B 0606WeHHOM Buae
6e3 yKa3aHWA KOHKPETHbIX NoyYaTesiei LeHHOCTEN.

19. Omkasvigaemca AU  KOMIMAHUA OM  MPOOO/AXEHUSs CcompyoHUYecmsa Cco Crneyuaaucmom
30paBOOXPAHEHUS 8 C/y4yae omkKasd C €20 CMOPOHbI HA fpedocmasseHue Co2Aacus Ha packpeimue
daHHbIX 0 nepedaye uyeHHocmel 8 uHOusudyasnbHom 8ude ¢ udeHmugukayuell KOHKPemHoz20
nonyyamens?

Bonpoc o coTpygHWYecTBe KOMMaHWM CO CMeuuanncTtom 34paBOOXPaHEHMA B C/yyae OTKasa C ero
CTOPOHbI Ha MPeaoCTaB/AEHUE COMacuA Ha PacKpbITMe AaHHbIX B WHAMBWAYa/NbHOM BUAE peLuaeTcs
KaXKA0M KOMNaHWel CaMOCTOATEbHO COMIaCHO BHYTPEHHUM NpaBuaam, YTBEPKAEHHbIM B KOMMNaHWUU C
Y4YeTOM HOPM POCCUIACKOrO 3aKOHOAaTeNbCTBa.

20. Kak packpeleame rnepedayy yeHHocmel 8 csayyae, ecau Ccreyuanucm 30pasooxpaHeHus
npedocmagus ceoe coenacue Ha pPackpsimue uHgopmayuu 8 yacmu? Hanpumep, e cayyae, ecau
creyuanucm 30pagooxpaHeHus npedocmasus ceoe coeaacue Ha packpeimue UHGOPMayuu no 002080py
OKA3QHUA YC/ly2 U KOHCY/bMUPOBAHUS, O00OHAKO He 0as coesndcue Ha packpsimue UHGopmayuu o
nepedaye ueHHocmell 8 C8A3U C MPOE30OM U MPOXUBAHUEM, KOMOpas fendemcs Heomwvemsaemol
yacmeto 0o2o8opa?

Mpu 3akNOYeHUM [OroBOpa CO CMELMANUCTOM 34PAaBOOXPAHEHUA U MOAYYEHWUU COTAcUA KOMMNAHUA
[0MKHa 0becneunTb OTCYTCTBUE ABYCMbICNIEHHOCTU UX YCI0BUIA.

OfHaKO ec/iv NpU MPUHATUM BCEX HEOBXOAMMBIX MEp MoJyyaTeslb LEHHOCTEN NPeAOCTaBAfEeT cornacue
JMLWb B YaCTU YCNOBUI KOHKPETHOrO A,0roBopa, Nepejaya LLEHHOCTEN MO COOTBETCTBYIOLLEMY JOrOBOPY
[OMKHa packpbiBaTbcss B 0606WEHHOM BUAE B COOTBETCTBMM C TpebOBaHMAMM AENCTBYHOLLETO
3aKoHoaaTenbcTea PO.

PackpbiTe uHbOpmMauun B MHAMBUAYANbHOM BWAE O Nepedadve LEHHOCTEN, OTHOCUMTENBHO KOTOPOW
6bl10 NpPefoCcTaBNeHO corfnacMe B YacTM, MOXKET BBecTM B 3abnyAeHue o Npupofe WM YpoBHe
B3aMMOZENCTBUA KOMMNAHUWN U NONYYaTeNs LLEeHHOCTEN.

21. B cay4ae ecau cneyuanucm 30paBoOXpPaHeHUs A815emcs UHOUBUOYAsIbHbIM pednpuHUMamernem,
mpebyemcsa nu e20 coesnacue Ha packpeimue OAHHbLIX O nepedadye yeHHocmeli 8 coomsemcmeauu ¢
mpebosaHuamu Kodekca?

MOCKONbKY CMEeuManucTbl 34paBOOXPAHEHMA, 3apPerucTpupoBaHHbIE B KauyectTBe WHAMBUAYANbHbIX
npeanpuHUMaTenei, ABNAIOTCA CyObEKTaMM MepCcoHasnbHbIX  AaHHbIX, HeobXoauMmo  noay4yaTb
COOTBETCTBYyIOLLEE MUCbMEHHOE cornacve Ha 06paboTKy M pacKpbiTUe NepPCOoHanbHbLIX AaHHbIX. Ecam
TaKoe cornacue He 6bl10 NONYYEHO, PACKPbLITUE CelyeT OCyLLEecTBAATL B 0606LeHHOM BUAE.

NEPEAAYA LIEEHHOCTEW B MONb3Y OPFAHM3ALMI 34PABOOXPAHEHNA

22. Kmo fAensemca op2aHU3ayuamu 30paeooxpaHeHun 8 coomeemcmauu ¢ rnosoxceHuamu Kodekca?

OpraHusaums 3apaBooxpaHeHuns (ans ueneit rnasbl VIl HacToswero Koaekca) - nwoboe topuauyeckoe
/MU0  BHE  33aBUCMMOCTM OT €ro  OpraHuW3aUMOHHO-NPaBOBOM  GOPMbI,  UHAWMBUAYa/bHblE
npeanpuvHumateny, (i) asnaowuMecs opraHvsauMed WAW  accoumaumeint 34pPaBOOXPAHEHUs, UK
MeaNUMHCKON, dpapmMaueBTMYECKON, Hay4YHOW opraHuM3aumeln UAM accoumaument, Hanpumep, 60abHULA,
KAMHWUKA, GOHA, YHUBEPCUTET UK UHble y4ebHble 3aBefeHna (KpoMe NaLMEHTCKUX OpraHu3aLmit), mecto
HaXOX/JeHWEe WAN OCHOBHOE MEeCTO [eATEeNbHOCTU KOTOPbIX Haxoautca B npegenax Poccuiickoi
depepaumm, uam (ii) KoTopble OKas3bIBAKOT yCAyrM MNOCPEeACTBOM OAHOrO uau Honee cneLuanvucTos
34paBOOXpPaHeHus;

23. Kak packpeleame  CHOHCOPCKUE 83HOCHI, YM/AQYEHHble MpembUM  AUUAM, MPUBAEYEHHbIM
opzaHu3ayueli 30pasooxpaHeHus 07 yenell opaaHU3ayuu meponpuamus (mexHuyeckuli opeaHuzamop).
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CornacHo nognyHkTy 7.3.2. Kogekca Haanexkauwien npaktmkn AMOI KaTeropuu nepegad LeHHOCTEW,
OCYLLECTBAAEMbIX B MNOJb3y OpraHM3aumMii 34paBOOXPaHEHUA, BK/AOYalOT B cebs, NOMUMMO Npoyero,
NOKPbLITUE PAacXoA0B, CBA3AHHbIX C NPOBEAEHMEM MEPONPUATUI, OCYLLECTBAAEMOE NOCPEACTBOM TPETbUX
UL, BKOYAA CMOHCOPCKME COrNaWeHua C TPEeTbUMU NULAMK, NPUBJEYEHHBIMU OPraHU3aLMAaMM
3/paBOOXPAHEHMA ANA  Uenel opraHusauuum meponpuatma. [loHATME «nepefava UEHHOCTEN»,
yCTaHoBNeHHOe KoaeKcom, MOMUMMO NpAMO nepeaayn, BKAOYaeT B ceba TakxkKe nepegady LeHHocTel (B
dbopme [eHEeKHbIX CPeacTB WM B HATypPa/sibHOM BbipaXeHUM) eciiv KOMMaHWUA 3HAeT WAM MOMKeT
MOEHTUOULMPOBATL OPraHM3aLMIi0 34PaBOOXPAaHEHUA, KoTopas sBasetca 6eHeduumapom, TO ecTb
nosly4aeT BbIro4y B pe3y/ibTaTe TaKOM nepesayn LEHHOCTEN.

Takvm 06pa3om, NpM Ha3HAYEHMM TEXHUYECKOTO OpraHu13aTopa opraHusaumeit 34paBooXpaHeHns, Takowm
TEXHUYECKMIN OPraHM3aToP Ha MoJly4eHHble OT CMOHCOPOB B3HOCHI OPraHM3yeT MeponpuaTie AAs 1 Nog,
KOHTPO/MIEM OpraHM3aLMu 34paBoOXPaHeHMA. YMAayeHHbld emy CMOHCOPCKMI  B3HOC MOANENMT
PacKpbITUIO Kak nepedaya LEHHOCTEMN, OCYLEeCTBNEHHAA B MO/b3y COOTBETCTBYIOLWEN OpraHusaumm
34paBOOXpPaHeHNs, Ha3HaYMBLIEeN AaHHOMO TEXHUYECKOro opraHusaTopa. Tak Kak nepejaya LeHHoCTen
MOYKET OCYLLEeCTB/AATLCA B HaTypa/ibHOM BbIPaXKEHWM, PACKpbITUE TaKoW nepegayn He O3Hayaer, uTo
OopraHv3aumMa 34paBOOXPaHEHWA [AO/KHA MONYYUTb [EHEXHble CPeacTBa 4epes TEeXHUYECKoro
opraHusaTtopa. LLeHHOCTM B HaTypasbHOM BbIPaXKeHWMM MOryT 6blTb NPEfOCTaB/leHbl TEXHUYECKUM
OpraHM3aTopoOM OpraHM3auuM 34PaBOOXPAHEHUA MyTeM apeHAbl MOMEeWEeHUs ANs NpoBeAeHUus
MEPONPUATUA UM UHBIX PACXOA0B HA MEPOMNPUATUE B MHTEPECaX OpraHM3aLMmn 34paBOOXPaHEHMS.

Mpv 3TOM NPaBOOTHOLWEHUA MeXKAY OpraHu3aumein 34paBOOXPAHEHUA U TEXHUYECKMM OpPraHM3aTopom
[O/MKHbI 6bITb MOATBEPKAEHbI LOKYMEHTAaNbHO, HanpuUmep, B TPEXCTOPOHHEM COrNaleHuu (meskay
KOMMaHWel, TeXHUYECKMM OpraHMsaTopoM W oOpraHusauvein 3apaBooxpaHeHus). Ecau KomnaHua
3aK/NI0YAET CMNOHCOPCKOE COraleHne TONbKO C TEXHWYECKUM OpraHM3aTopoMm, B3aMMOOTHOLLEHWA
MEeMXAY TEXHWYECKUM OpraHuM3aTopoM W OpraHvsaumeirt 34paBOOXpPaHeHUs (€CM OHU MMET MECTo)
[OMIKHbI  MOACHATBCA  YC/OBUAMM CMOHCOPCKOTO COTNALIEHUA MEXKAY KOMMaHUEeN U TeXHUYECKUM
OpraHM3aTopoM, a TaKXKe LOKYMEHTaMM, UCXOAALWMMMU OT OpraHu3aumMm 34paBooXpaHeHuns (Hanpumep,
MMCbMOM OPraHn3aLMmn 34PaBOOXPAHEHNS).

24. Kak packpbisame nepedayy ueHHocmel  HECKONbKUM — Op2aHU3ayuam  30pa800XPaHEeHUs,
HA3HAYUBWUM 00HO20 MexXHU4YeCK020 0p2aHU3amopa Meponpuamus?

[laHHOe pacKpbITUE AO/KHO OCYLLECTBAATLCA C YYETOM GAKTUYECKMX OBCTOATENLCTB, NOATBEPHKAEHHbIX
[OKyMeHTanbHO.  ToyHOe  pacnpegeneHve nepejayu  LEHHOCTeM B NOAb3y  OpraHuM3auuu
3/1paBOOXPaHEHUA MOXKeT b6biTb onpefeneHo B CMOHCOPCKOM COrNaWeHun uauM B oduuManbHOM
nepenucke C AaHHbIMW OpraHu3aumsamu. MPUHUMMNLI M METOAbl, UCMO/b3yeMble MpW MOAFOTOBKE K
PacKPbITUIO, BKAKOYaa OCOBEHHOCTM pacnpegesieHus nepesadv LEeHHOCTEW B MOAb3y Kaxaon w3
opraHv3aumii 34paBoOOXPaHEHUA B COOTBETCTBMM C KOAEKCOM Hag/iexalueil NpakTMKK, A0/KHbI 6biTb
[OKYMEHTaNIbHO 3adUKCMPOBaHbl M MOryT 6biTb ONYy6/MKOBaHbI B  COMPOBOAMUTENbHONM 3amucke
KOMMaHMWeN ¢ KpaTKMM OMMUCaHMEM TaKUX METOAMK.

25. Ymo noHumaemca nod «udeHmMuguyupyemsim rnosayyamesnem» 8 coomeemcmeuu ¢ MnoonyHKMom
7.3.1. Kodekca Hadnexaweli npakmuku AM®[1 npumeHUmMenbHo K 0p2aHU3ayuu 30pa8o0XpaHeHUsA?
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KomnaHuu pomkHbl y6eauTbes, Yto OpraHu3aumsa 34paBOOXPAHEHWs, B Yblo MO/b3Y OCYLLEeCTBAAETCA
nepegada UEHHOCTeW, onpegeneHa TakMm o6pa3om, 4ToBbl He OCTaBa/sioCb COMHEHWI Mo MnoBoay
naeHTMGUKaLMM faHHOW opraHmsaumm. C NPaKTMYECcKOM TOYKM 3peHMs BO3MOMKHbI CUTyauuu, Korga
KOMMaHUA yNaaunBaeT CNOHCOPCKMI B3HOC /IULLY, CAMOCTOATE/IbHO OPraHW30BbIBAIOLEMY MEPONPUATHE,
He ABNAIOLWEMYCA OpraHv3aumel 34paBOOXPaHEHUs WM HedeicTeylowemy B KayecTse nocpegHuka. B
nogo6HOM C/ly4ae OTCYTCTBYET BO3MOMKHOCTb ONpPeaenuTb Kakyto-nMbo opraH13aumio 34paBooxpaHeHus
B KauecTBe no/ayyaTens LEHHOCTEM W, COOTBETCTBEHHO, PacKkpbiTue He Tpebyertcsa. Ecam Tpetbe Aunuo
Ha3HayeHO opraHusauvei 34paBoOOXpaHeHUA M AelCTBYeT (aKTMYeCKM B KayecTBe MOCPeAHWMKa, To
ynaayeHHble emy CMOHCOPCKME B3HOCHI MOAMNaZaloT nog TpeboBaHUA pacKkpbiTuA. YTob6bl M3beraTb
COMHEeHMI1 0 cTaTyce Auua, No/yYaloLWero CNOHCOPCKMI B3HOC, LLeNecoobpasHo PasbACHWUTL ero cTaTyc u
B3aMMOOTHOLWIEHUA C OpraHu3auMein 34paBOOXPaHEHWUs (ecaM OHWM MMEIOT MECTO) B CMOHCOPCKOM
cornawexun. Mpy 3TOM LaHHOE pas3bACHEHWE AO0/MKHO 6blTb NOATBEPKAEHO CaMoi opraHusauvein
3/1paBOOXPaHEHUsA NyTeM NOANMUCAHUA CMIOHCOPCKOro COrnaweHun (ecv OHO ABAAETCA TPEXCTOPOHHUM),
Nn60o B OTAENBHOM AOKYMEHTE (Hanprumep, MMCbMO OpraHu13aLmm 34paBooXpaHeHus).

26. Tpebyemcs 7au nonyvyeHue co2ndcus HA PAcKpeimue UHGopmayuu o nepedadye uyeHHocmel om
0p2aHU3aYUU 30paBOOXPAHEHUS ?

MonyyeHne OT opraHM3aLMmM 34PaBOOXPAaHEHMA COrNacua Ha packpbiTe He TpebyeTca, NpPU YCAOBUM, YTO
COOTBETCTBYIOLWAA packpbiBaemana wHbOPMALMA He ABAAETCA rOCYAapCTBEHHOM, GaHKOBCKOW,
KOMMEPYECKOM TallHOM MAM WMHOMN OXpaHAEeMOM B COOTBETCTBMM C 3aKOHOAATeNbCTBOM Poccuitckomn
depepauym MHPopmaumeinr. BmecTe ¢ Tem B caydyae, €CAM B COOTBETCTBMM C YCNOBUAMMK [0roBOpa
npeaycMoTPEHO OrpaHUYeHne Uau 3anpeT Ha PackpbiTe MHGOPMaLMK O Nepesade LEeHHOCTEN B NOAb3Y
OpraHuM3auMu 34paBOOXPAHEHUA, PEKOMEHAYeTCA MepecmMoTpeTb YCAOBMA O0roBOpa  COFIAacHO
npegnaraemort  popme «YCNoBUA O PaACKpbITUM MHOOPMALMM B O0rOBOPaX, 3aK/AOYEHHbIX C
OpraHM3auMsaMmn 34paBOOXPAHEHUA», MPUBEAEHHOW HUXKe, M NPOMHOOPMMPOBATL OpPraHMU3aLuIo
34,paBOOXPaHEHNA O NOPAAKE PACKPLITUA, B TOM YMC/IE O PACKPbITUM MHGOPMALMM B MHAMBUAYANBHOM
BMAe, MaeHTUGMLUMPYA OpraHM3aumio 34paBOOXPaHEHMA, NOCPEACTBOM BK/IOYEHUA COOTBETCTBYHOLLMX
ycnoBuii B 4orosop 6o nHbIm cnocobom.

YcnoBuA 0 packpbITUK MHGOPMALLMKM B OFOBOPAX, 3aK/IHOYEHHbIX C OPraHU3aLMAMM 34paBOOXPaHeHMUA

CmopoHbl  npusHarom, uymo KomnaHus sAeasemca  4neHoM — Accoyuayuu — MeMOYHapOoOHbIX
gapmauyesmuyeckux mnpoussooumeneli (AM®I) u 8 coomeemcmsuu ¢ Kodekcom Hadnexcaueli
npakmuku AM®[T 06s3aHa packpsieame UHGOpMayu onpedeneHHo20 muna 014 ysesnu4eHus
Mpo3pa4yHocMu, 8 MoM 4ucse, O MOHEePMBO8AHUAX U 2pAHMAX, 8bifJame 20HOPAPO8 30 OKA3AHUE ycrye,
O CMOHCOPCKUX co2nauwieHusx uau ob onaame pacxo0o8 HA Mepornpuamus, npeocmasasoujux cobol
nepedayy ueHHocmel  apmMayesmMuYecKuUMU KOMIMAHUAMU  Op2aHU3AUUAM  30pAB80OXPaHeHUs.
[HazeaHue opeaHu3auyuu 30paBOOXPAHEHUS, KAK onpedeneHo 8 0o2080pe] HacmMoAwum daem ceoe
coenacue KomnaHuu Ha npedocmassaeHue U packpeimue HA UHOUBUOYAsnbHOU OCHoBe (C yKazaHuem
HaUMeHOBaHUA [HA38aHUe Ope2aHU3ayuU 30pPABOOXPaHeHUs, Kak onpedesneHo 6 0ozosope] 8
pACKpbleaembix mamepuanax) uHgopmauuu o awboli nepedaye uyeHHocmeli 8 Mosb3y [HazeaHue
0p2aHU3aUUU 30paBOOXPAHEHUS, KOK orpedeseHo 8 0o2o8ope] no HacmosAuwemy 0o2080py u aoboli uHol
C853aHHOU € 3MUM UHGoOpMayuu 8 coomeemcmauu ¢ Oelicmsyruwum 3a0KOHO0aMenbCM8oM U HOPMamMU
camopeaynuposaHus, Kak 8 meyveHue nepuoda Oelicmgus OaHHO20 002080pd, MAK U Mocae e2o0
ucmeyeHus. [lodpobHyo uHgopmayuro no nepedade yeHHocmeli opeaHU3AUUU 30PABOOXPAHEHUS
MOXHO NoAYy4UMb Yepes 3awWuu,eHHsIl seb-calim.

27. [lonmicHel AU PacKpsLIBAMbCA CIOHCOPCKUE B83HOCbI, C8A3aHHble ¢ nposedeHuem meponpusmud,
0p2aHuU308aHHbIX MuHUCMepcmaeom 30pa8ooXpaHeHUs, e20 PecuoHasbHbIM U/unu nod8edoMcmeeHHbIM
yupexcdeHuem, ABAAIOUUMCH 0p2aHOM 2ocydapcmeeHHol enacmu?

61



OpraHbl rocyapCTBEHHOMN BAACTU He ABAAIOTCA «OpPraHuM3aumMsamMy 34paBOOXPaHEeHMA» B COOTBETCTBUM C
onpeaeneHnem KogeKkca, COOTBETCTBEHHO, CMNOHCOPCKME B3HOCHI, CBA3aHHble C MNpPOBEAEHMEM
MEpONpPUATUIA, OPraHM30BaHHbIX OpraHamy roCyAapCTBEHHOM BNAcCTW, HE AO/KHbI PACKPbIBATbCA.
OfHako B c/ydvae, eciv odpuumanbHoe HayyHoe NPodeccroHasibHOe MepornpuAaTUe MPOBOAMTCA MO,
naTpoHa)KeM W/WUanM NoAAepsKKe Takux OpraHoB roCyAapCTBEHHOM BAacTW, Kak MuHsgpas P®, ero
pervioHanbHble WU/WAKW MOABEAOMCTBEHHbIE YYPEKAEHMA, B COOTBETCTBUM C YTBEPNKAEHHBIM MIaHOM
MEpONpUATUA, OAHAKO WAENHbIMM OpPraHM3aToOpamy BbICTYMAlOT OpraHM3auMmn 34PaBOOXPaHEHUSN,
npeacTas/eHHbIe, B TOM YMC/e, B BUAe NpodeccMoHanbHbIX MeAULMHCKMX acCoLMaLmii U OpraHn3aumi,
pacxofbl, CBA3aHHbIE C NPOBEAEHMEM W OpraHM3aLmen Takux MepPOonpUATMIA MOAEKaT PacKPbITUIO, KaK
nepegava LEHHOCTEN B M0/b3y yKa3aHHbIX OpraHu3aumin 34paBooXpaHeHns.

28. [odnexam au packpbimuto naamexu, C853aHHble ¢ onaamoli 20cy0apcmeeHHbIX MOWAUH U Opyaux
o0ba3amenbHbIx naamexel, HANPABAEHHbIX HA UCMOAHEHUE mpebosaHuUli 8 pamKkax npouedypebl
20cydapcmeeHHOU peaucmpayuu, cepmu@uKayuu 1eKapcmeeHHbIX Npenapamos?

MepeAadun UEHHOCTEN, CBA3aHHbIE C OMMATOM rOCYAAPCTBEHHBIX MOWMH M APYrUX 06A3aTesbHbIX
nnaTexen, OCYLECTBAAEMblE KOMNAHWAMM B MPOLLECCE PErvcTpaLyu, SKCNepTusbl, cepTUduKaLmm u
MHbIX NPEAYCMOTPEHHDBIX 3aKOHOM MPOLEAYP, HE NOANEKAT PACKPbITUIO.

NEPEAAYA LLEEHHOCTEM B CBA3W C NPOBEAEHWMEM UCCNEQOBAHUI U
PA3PABOTOK

29. Ymo noHumaemca nod nepedaveli yeHHocmeli 8 c8A3uU C rposedeHuem ucciedosaHuli u
paspabomok 0114 yeneli ucnosnHeHUs 06a3amesibCmaa o packpbimuto?

MNepenaya LeHHOCTel B CBA3W C NPOBeAEHUEM UCCNEA0BaHMIA U pa3paboToK - 3To nepesaya LieHHoCTel B
nonb3y cneumanncTa 34pPaBOOXPAHEHUA WM OPraHW3aLuMW 34paBOOXPaHeHWs, KoTopas cBfA3aHa C
NNaHUPOBaHWEM UMK NpoBeaeHueM (i) JOKNMHUYECKUX UcCAeA0BaHUM, (ii) KIMHUYECKMX UCCNefoBaHUIA
unu (iii) nocTperucTpauMoHHbIX HabnoaaTeNbHbIX (HEMHTEPBEHLMOHHBIX) WCCNEA0BaHWUIA, KOTOpble
ABNAIOTCA MPOCNEKTUBHbIMM MO CBOEMY XapaKTepy W CBA3aHbl CO CHOPOM AaHHbIX O NaLMeHTax,
Nno/sy4Yaembix OT CReLManucTa 34pPaBOOXPAHEHWUS WAM OT €ro UMEHMW, WUAM OT TPynnbl CNeuuanucTos
3[paBOOXPaHEHNA WMAN OT WX UMEHM, CNeumanbHO AN Leneld UCCNeAO0BaHUA, BK/IKOYas, HO He
OrpaHMuMBanCh, Nepesayn LEHHOCTEN OpraHM3aLmMaM 34PaBOOXPaHEHNUA MO AOrOBOPaM O MPOBEAEHWM
KNMHUYECKOr0  UCCNeAOBaHWA, BKIOYaa  npoBeAeHWe  N1abopaTopHbIX U MHCTPYMEHTANbHbIX
MCCNef0BaHWIM; BO3HArPaXAEHUA CNeuuanucty 340aBOOXPAHEHMs, ABAAIOLWEMYCA MEeAULMHCKUM
paboTHWKOM, B CBA3M C OCYLLECTBJEHWEM MeAarorMyeckor u (UauM) HayyHoOW AeATEeNbHOCTU, A TaKKe
[AeATeNbHOCTU MO J0roBOpamM Npu NpoBeAeHUN KNMHUYECKUX UCCE0BaHUM.

30. B Kakom sude pacKkpeiearomcsa rnepedayu yeHHocmell 8 ce8A3u C nposedeHuem ucciedosaHuli u
paspabomok?

Mepepayun LEHHOCTEN B CBA3M C MPOBEAEHWEM WCCNEA0BaHUIA M pa3paboTOK 3a KasKAablih OTYETHbIN
nepuoa, AO/MKHbI PACKPbIBAaTbCA KaxKAOM (dapmaleBTUYecKoi KomnaHueit B obuem suae. Pacxoabl,
CBA3AHHbIE C MEpPOMpUATUAMM, KOTOPble fABHO OTHOCATCA K [JeATeNbHOCTM, CBA3AHHOW C
nccnef0BaHWAMM, YKazaHHbIMU B OTBETE Ha BOMNPOC 29, TaKKe MOryT BbITb BKAOUEHbI B 06LLyl0 CYyMMY B
pamKkax obLuero packpbiTua nHbopmaumm B Kateropum «fNepesauv LEHHOCTEN B CBA3W C NpoBeAeHMeM
nccaen0BaHUI U pa3paboToky.

31. Kak packpeleame nepedavu uyeHHocmel 8 c8A3U C rposedeHUeM uccnedosaHuli u paspabomok,
Komopeble He nodnadarom rnod onpedeneHue nepeday yeHHocmel 8 c8s3u ¢ nposedeHUem ucciedosaHuli
u paspabomok 014 ueneli ucrionHeHUs 0ba3amenbCcmea Mo PAckpPbimuk, ycmaHosseHHoe 8 Kodekce u
YKA3aHHOe 8blWe 8 omeeme Ha 8onpoc 29?
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B cnyyae ecnu nepepaum LEHHOCTEN He NOANafaloT Nog onpeaeneHvie nepeaad LEeHHOCTEN B CBA3N C
npoBefeHnemM WCCenoBaHnii M pas3paboTok AnsA Leneit UcnonHeHus o6s3aTenbcTBa Mo PaCKpbITUIO,
ycTaHoBneHHoe B KoZeKce 1 yKaszaHHOe Bbllle B OTBETE Ha BOMPOC 29, yKasaHHble nepeaaqn LeHHoCcTen
[O/IXKHbI 6bITb PACKPbITbI B COOTBETCTBUM C MOOKEHWEM O PACKPbITUM Nepesay LLeHHOCTel 3a OKasaHue
YCNYT ¥ KOHCYNbTUPOBAHWA.

32. [loyemy nepedavu uyeHHocmel 8 C8A3U C NposedeHUEeM pempocrieKmueHo20 HabawdamesnbHo20
(HeuHmMepeeHYUOHHO20) UCCedo8aHUSA O0MHHbI PACKPLIBAMbCA 8 UHOUBUOYAbHOM 8UOe?

B cootBeTcTBMM ¢ KOogeKkcom peTpocrneKkTUBHble HabtoaaTenbHble (HEMHTEPBEHLMOHHbIE) UCCIeA0BaHUA
He noAanajaloT nof onpejesieHWe «nepefayn LEHHOCTeN B CBA3M C NPOBeAEeHUMEeM UCCAef0BaHUI U
pa3paboTok» ycTaHoBNeHHOoe B M. 1.2. KoaekKca.

Mepefaus  LEHHOCTEM B CBA3M C  MPOBEAEHWEM  PETPOCMEKTUBHbIX  Hab/togaTenbHbIX
(HEMHTEPBEHLMOHHbIX) MCCNeA0BaHMI AONKHBI PACKPbIBATLCA B UHAMBUAYAbHOM BUAE.

EciM  KOMMNaHWA He MOXeT onpeaenuTb CTaTyC MNOCTPerncTpauMoHHoro HabnwogaTesbHoro
(HEMHTEPBEHLMOHHOIO)  WUCCNEAOBaHUA  MEpPOMpUATMA B KayecTBe  PETPOCMEKTUBHOTO MM
NPOCNEeKTMBHOrO, nepegaya LEHHOCTEe B CBA3W C MpoBeAeHMeM TaKoro HabsogatenbHoro
(HeMHTepPBEHLMOHHOIO) UCCNEeA0BaHNA AO/IKHA PACKPbIBATLCA B MHAMBUAYANbHOM BUAE.

33. AsnsemcA AU opeaHU3AUUA MO MPo8edeHUI0 KAUHUYecKUx uccnedosaHuli (CRO) opzaHusayuel
30pasoOXpaHeHUA?

OpraHusauma NO  NPOBEAEHUIO  K/JMHUYECKMX  UCCNefoBaHWW  He  ABAAETCA  opraHusaumen
3apaBooxpaHeHua ans ueneir rnasbl VIl Kogekca. OpraHusauus no MpoBeAeHU0  KANMHUYECKUX
MCcCNesfioBaHUA ABNAEGTCA OpraHusauuMel, OKasblBaloWen ycayrm no NpoBeAeHUIo WUCCnefoBaHuii B
COOTBETCTBUM C JOTOBOPOM C KOMMAHUEN.

BmecTe C Tem Npu KOCBEHHOM nepedaye LEHHOCTEN Yepes OpraHu3aumio No NPOBEeAEHUI0 KAUHUYECKUX
nUccnefoBaHW B NOAb3y OpraHMsauMuM W/Wau cneumanucTa 34paBoOOXPaHEHMA, Takas nepegava
LeHHOCTeN 4o/KHa 6bITb PacKpbITa B COOTBETCTBUM C TpeboBaHMAMM Kogekca.

B KOMNaHUWU AOKHO BbITb MPUHATO pPeLleHMe O BKIOYEHUM YKa3aHHOM nepesayn LEeHHOCTeN B Nosb3y
opraHvsaumMm v/unn cneumanucTa 34paBoOOXPAaHEHUA KOCBEHHO Yepes OpraHu3aumio No MpoBeAEHUI0
KAMHUYECKMX UCCEeA0BAaHNI B OLHY U3 KaTeropuii nepeaad LeHHoCTel, npesycmoTpeHHon Kogekcom.

B cnyyae ecnu nepepauv UEHHOCTEM NpW B3aMMOAEWNCTBUM C OpraHu3auuelt No NPOBEAEHUID Kau-
HUYECKUX WCCNeAOoBaHWWA MoAnajaloT noa onpefeseHWe nepefayn LEHHOCTEW B COOTBETCTBMM C
onpegeneHMem «nepefayy LEHHOCTEM B CBA3M C MpoBeAEeHWEM WCCAef0BaHMI M pa3paboToKky,
YCTaHOBNEHHbIM B KodeKce, Takne LeHHOCTU A0/KHbI ObITb PAacKpbITbl B arpernpoBaHHOM BuAe. B MHbIX
C/lyyanx, TakuMe nepefayu LEHHOCTEM [O0/IKHbl ObiTb PACKPbITbl B COOTBETCTBUM C KaTEropuamw,
onpeaeneHHbIMM B noanyHKTax 7.3.2. n 7.3.3. Kogekca.

B porosope ¢ 0p|'aHI/I3aLI,I/IeI7I no nposegeHnto KAIMHNYeCKnx I/ICCI]E,CI,OBaHVIVI AO0/1IXKHbI 6bITb MONOYKEHUA O
cornacmn opraHmsaumMmn Ha packpbiTue VIHd)OpMaLI,I/II/I O nepeaave Ll,eHHOCTel‘/'I B NONb3y OpraHusauuun
VI/I/II]I/I cneumanncta 34paBooOXpaHeHMA B COOTBETCTBMM € KogeKkcom.

MHpopmauma o nopagKe packpbiTua MHbOPMaL MM O Nepegade LEHHOCTEN B PacCMaTPMBAEMOM C/ydyae
[0/1KHa 6bITb ONy6/1MKOBaHa KOMMaHMeR B CONPOBOAMTE/IbHOM 3aNUCKE MO PACKPbITHIO.
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Preamble

The pharmaceutical industry aims to provide the public, medical and pharmaceutical community with
objective information about pharmaceutical products used in the healthcare system. Moreover, it is
essential to take into account the risk to which public health may be exposed in the absence of necessary
regulation of the procedures for the disclosure of such information.

Building an effective healthcare system is impossible without a continuous, scientific-based dialogue
between pharmaceutical companies and healthcare professionals, as well as without adherence to high
ethical standards of interaction in the interests of achieving an optimum result in the field of healthcare
and maintaining the living standards.

Aware of the increased social responsibility borne by the manufacturers of pharmaceutical products,
representatives of the pharmaceutical industry of developed countries began to adopt standards
regulating their marketing and other activities as early as in the middle of the last century. In 1981, the
International Federation of Pharmaceutical Manufacturers Associations’ (IFPMA), which at that time
united 50 national associations, adopted the IFPMA Code of Pharmaceutical Marketing Practices, the
observance of which from 1988 became a condition of membership for national associations and,
accordingly, a requirement for their member companies. Many IFMPA member associations have
developed and adopted their own codes taking into account national conditions but not contradicting the
general principles set forth in the IFPMA Code.

The Association of International Pharmaceutical Manufacturers (AIPM), a non-commercial IFPMA
member organization acting on the territory of the Russian Federation, which currently represents the
interests of more than 60 of the world's leading pharmaceutical companies, adopted the AIPM Code of
Marketing Practices in 1998. Due to the lack of detailed special requirements in Russian legislation, the
document played a positive role during in the introduction of standards for the civilized promotion of
pharmaceutical products on the Russian pharmaceutical market.

The progressive development of the circulation of pharmaceutical products in Russia and abroad has
caused an expansion of the methods and tools available for advertising and promotion. This has led to
revision of a number of legislative acts. Associations of pharmaceutical manufacturers have also updated
and supplemented their own codes of ethics.

The development of the Russian pharmaceutical market has brought about the need to update the
existing Code, to supplement it with new provisions in order to reflect the realities of pharmaceutical
companies practice. To that end, the Code was revised in 2005 with due regard for current methods of
promotion and means of communication, including advertising and information on the Internet, various
methods for collaborating with healthcare professionals, and others.

In 2009, the need again arose to amend and supplement the 2006 version of the Code due to the
accumulated experience in resolving ethical disputes, changes to Russian legislation (particularly the Civil
Code of the Russian Federation), and general trends in ethical regulation in Europe and elsewhere in the
world.

7B 2005 rofy HasBaHue AaHHO opraHusaumum 66110 U3MeHeHo Ha International Federation of Pharmaceutical Manufacturers and Associations,
NOCKO/IbKY MPaBO Ha YI@HCTBO, MOMMMO acCOLMaLIMIA, CTaNI0 PACMPOCTPAHATLCA U Ha papMaLLeBTUUECKME KOMNaHNN.
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Due to the substantial changes made to the laws of the Russian Federation in 2011 and the adoption of a
new version of the IFPMA Code, a conceptual revision of the Code was required so as to substantially
expand its application for the regulation of a broader spectrum of pharmaceutical companies' activities.

Remaining dedicated to its commitment to high ethical standards, AIPM became a member of the
European Federation of Pharmaceutical Industries and Associations (EFPIA) in 2012. AIPM fully shares
EFPIA position that there is a growing expectation that interactions between pharmaceutical companies
and society are not only conducted with integrity but are also transparent. In 2013 AIPM has therefore
decided that its existing Code should be supplemented by requirements for detailed disclosure regarding
the nature and scale of the interactions between pharmaceutical companies and healthcare professionals
and healthcare organizations. AIPM hopes that, by taking this step, it can enable public scrutiny and
understanding of these relationships and thus contribute to the confidence of stakeholders in the
pharmaceutical industry.

Since 2019, the IFPMA and EFPIA Codes emphasize the educational and informational basis for the
interaction between the pharmaceutical industry, medical community and patient organizations on the
principles of trust, respect and independence. Following the spirit and letter of the updated IFPMA® and
EFPIA’ rules, and in order to meet the ethical needs of modern society, in 2019 AIPM approved a new
version of the AIPM Code of Practice, which clarifies the requirements for the interaction of AIPM
member companies with the medical community and patient organizations for development and
maintaining an ongoing dialogue in order to increase the availability of timely and effective treatment.

The Code adopted in Russian and English versions.

The Russian version will be given preference in any disputes regarding the interpretation of the Code's
provisions.

If any contradictions are discovered between the provisions of this Code and the existing legislation of
the Russian Federation and Eurasian Economic Union (EAEU), the existing legislation of the Russian
Federation and EAEU shall apply.

This version of the Code will take effect upon being approved by a General Meeting of the AIPM.

8IFPMA Code 1 IFPMA Ethos.
° EFPIA Code.
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Ethical principles

AIPM member companies and anyone acting on their behalf recognize their responsibility to society. On
this basis, they accept and undertake to fulfill the requirements of the AIPM Code of Practice (the «Code»)
and to follow it not only in letter but also in spirit being guided by the patients' interests.

AIPM member companies should strive to observe the rules of fair competition in their activities and to
refrain from harming the image, position, or economic interests of competitors through any improper
conduct, including but not limited to, inappropriate advertising or any other unfair methods of promoting
pharmaceutical products.

AIPM member companies carry out their activities in accordance with the legislation of the Russian
Federation and the law of the Eurasian Economic Union, and accept the obligation to comply with the
requirements established by this Code.

AIPM member companies shall make efforts to promote the Code in order for it to be correctly understood
and applied both by their own employees and by other representatives of the pharmaceutical community
of the Russian Federation.

AIPM member companies seek to further develop the standards of the Code, among other things, by
suggesting relevant updates, additions, and modifications to its requirements.

Company whose interests are affected is entitled to invoke the procedure for Review of Complaints and
Disputes established by this Code. However, the AIPM member companies are under the obligation to try
to settle their dispute themselves before applying to the AIPM.
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|. Purpose and Scope of Application
1.1. Purpose

The purpose of this Code is to establish the minimum requirements to be observed by the
pharmaceutical companies who are AIPM members in their R&D, educational, informational, charitable,
and marketing activities in the Russian Federation.

1.2. Basic terms
For the purposes of this Code, the following basic terms are used:

Marketing study - a study designed to obtain information about the market and to explore the behavior
and perceptions of consumers and interested parties in said market;

Medical representative - any representative of a pharmaceutical company, regardless of the title he or
she holds within the company and irrespective of whether or not he or she is an employee of the
company, who directly contacts healthcare professionals;

Events - all professional, marketing, scientific, educational meetings, congresses, conferences, symposia,
and other similar events (including, but not limited to, expert council meetings, visits to scientific
research centers and manufacturing facilities, as well as training, organizational meetings to plan or
investigator meetings in the area of conducting clinical trials and non-interventional studies) organized or
sponsored by or on behalf of a pharmaceutical company;

Samples of pharmaceutical products - pharmaceutical products which are gratuitously transferred to
non-commercial medical organizations so that they can familiarize themselves with the use of such
pharmaceutical products, and gain experience in working with them, in accordance with the approved
package leaflet;

Educational items aimed at improving the quality of administration (use) of pharmaceutical products
and/or raising the disease awareness (the «Educational Items») constitute inexpensive items aimed at
the education of healthcare professionals with a view to enhancing the level of medical and patient care,
as well as inexpensive items of educational content which help to demonstrate the process of the disease
development process to a patient. Examples of Educational items aimed at improving the quality of
administration (use) of pharmaceutical products may include inhalers without active ingredient, devices
which allow a patient to make himself/herself an injection, etc. Examples of Educational items aimed at
raising the disease awareness may include layouts of human organs and tissues with affected area and
other;

Healthcare organization (for the purposes of chapter VIl of this Code) - any legal entity irrespective of its
legal or organizational form, individual entrepreneurs (i) that are a healthcare organization or
association, or a medical, pharmaceutical or scientific organization or association, for example, a hospital,
clinic, foundation, university or other teaching institution (except for patient organizations) location or
primary place of operation of which is within the Russian Federation or (ii) which provides services
through one or more healthcare professionals;

Patient organization - a non-commercial organization representing the interests and needs of patients,
their families, and/or persons taking care of patients and/or disabled persons;

Patient organization representative - a person authorized to represent the interests and express the
position of a patient organization on a specific issue or a disease;
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Transfers of value (for the purposes of chapter VII of this Code) - direct and indirect transfers of value,
whether in cash, in kind or otherwise, made for the purposes allowed by the applicable legislation and by
this Code in connection with the development and sale of prescription-only pharmaceutical products
exclusively for human use. Direct transfers of value are those made directly by a pharmaceutical
company for the benefit of a recipient. Indirect transfers of value are those made on behalf of a
pharmaceutical company for the benefit of a recipient, or transfers of value made through an
intermediate and where the pharmaceutical company knows or can identify the healthcare
professional/healthcare organization that will benefit from the transfer of value

Research and development transfers of value (for the purposes of chapter VII of this Code) - transfers of
value to healthcare professionals or healthcare organizations related to the planning or conduct of (i)
pre-clinical studies; (ii) clinical trials; or (iii) post-registration observation (non-interventional) studies that
are prospective in nature and that involve the collection of patient data from or on behalf of individual,
or groups of, healthcare professionals specifically for the study; Post-registration clinical (interventional)
study - a study of a pharmaceutical product conducted in the Russian Federation by its developer or
manufacturer, including with the involvement of a contracted research organization, for the purpose of
gathering additional data on the efficacy, safety, and tolerability of the relevant pharmaceutical product
after its state registration, in the course of which the studied pharmaceutical product is prescribed
according to the terms of its registration in the country, while the specific therapy, diagnostic and
monitoring procedures are conducted in strict compliance with the relevant study protocol;

Post-registration observation (non-interventional) study - a post-registration study of a pharmaceutical
product in the Russian Federation by its developer or manufacturer, including with the involvement of a
contract research organization, during which the pharmaceutical product and/or specific therapy is
prescribed for a patient as part of usual clinical practice, according to the terms of the relevant
pharmaceutical product's registration in the country in the course of which the decision to prescribe the
product is separated from the decision to include the patient in the study and patients should not be
subjected to any additional diagnostic or monitoring procedures beyond usual clinical practice in the
treatment of the corresponding disease;

Promotion - any activity which is conducted, organized, or sponsored by or at a request of a
pharmaceutical company, and which aims to facilitate the prescription, recommendation, dispensing,
sale or administration of the pharmaceutical company's pharmaceutical product;

Healthcare professionals - doctors and other medical professionals, heads of medical organizations,
pharmaceutical professionals (including pharmacists), heads of pharmacy organizations, and other
specialists the professional activity of which is concerned with pharmaceutical products and who in the
process of their professional activity have the right to prescribe, recommend, purchase, supply, or
administer pharmaceutical products;

Pharmaceutical product - any medicinal preparation, including both pharmaceutical and biological
products (irrespective of the existence of a patent and/or registered trademark), which is intended to be
used for the purpose of diagnosis, treatment, or prevention of a human disease; for rehabilitation; or for
the maintenance, prevention, or termination of pregnancy; or exerting an effect on the structure or
function of the human body;

Expert council - a group of outside experts (such as healthcare professionals and/or representatives of
patient organizations) competent in the relevant field of knowledge, whose joint meeting is arranged by
a pharmaceutical company so as to have a discussion and receive consultation on topics or questions
determined in advance, on matters related to clinical or scientific aspects, as well as on issues related to
patient access to innovative methods of therapy that cannot be properly examined by relying only on the
company's own resources;
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Epidemiological study - a study of the spread, incidence, and intensity of various diseases or medical
indicators of the state of health for the purposes of identifying the causes of their development, the
factors of risk and their mutual interaction in different groups of the population;
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1.3. SCOPE OF APPLICATION
THIS CODE IS APPLICABLE TO:

m  the advertising of pharmaceutical products to the general public;

m the advertising of pharmaceutical products to healthcare professionals;

m  the activities of pharmaceutical companies' representatives;

m  interaction with healthcare professionals;

m interaction with patient organizations;

m  post-registration clinical (interventional) studies, observational (non-interventional) studies, and
epidemiological studies;

m  marketing studies;

m  the distribution by pharmaceutical companies, or organizations representing their interests;

m  of information related to human health or diseases, and the making of donations and grants;

m  support for continuous medical education;

m  handling inquiries from patients and healthcare professionals;

B measures to promote pharmaceutical products to healthcare professionals;

m  the sponsorship of scientific events in which healthcare professionals participate;

m  the use of the Internet and other digital communication channels to promote pharmaceutical

products; other methods to promote pharmaceutical products.

THIS CODE IS NOT APPLICABLE TO:

m  the labeling of pharmaceutical products, the package leaflet, and other information placed on a
product or its packaging;

m  factual and information announcements and references, e.g. regarding changes in packaging

®  or warnings on adverse reactions, as part of general measures to monitor safety;

m  setting prices and other commercial terms of supply of pharmaceutical products, including trade
catalogues and price lists, provided that they do not include any specific advertising statements
about a pharmaceutical product;

m  pre-registration and registration clinical studies; and

m  pharmaceutical companies' relations with state and municipal bodies, state and municipal servants.
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Il. General Provisions on Promotion of

Pharmaceutical Products
2.1. BASIC PRINCIPLES OF PROMOTION

2.1.1. Promotion should encourage the appropriate use of a pharmaceutical product by presenting it
objectively.

2.1.2. An advertisement for pharmaceutical products should be such as to clearly identify the product as
a pharmaceutical product.

2.1.3. Promotion should not be disguised. It is not permitted to promote a pharmaceutical product
under the semblance of post-registration clinical (interventional) studies or observational (non-
interventional) clinical, epidemiological studies, or marketing studies. Such studies should be undertaken
primarily for scientific and research purposes and should not be designed to encourage prescription of
the pharmaceutical product by healthcare professionals. Any materials sponsored by a pharmaceutical
company, whether or not promotional in nature, should have a clear indication of the sponsor.

2.1.4. The use of «hotlines» for advertising pharmaceutical products is not permitted.

2.1.5. When a pharmaceutical company's employees are making a presentation for healthcare
professionals at any event or when authoring a publication they should be clearly identified as employees
of the relevant pharmaceutical company.

2.2. REGISTRATION STATUS

2.2.1. Only registered pharmaceutical products may be promoted in the Russian Federation and only to
the extent of their registered indications for use.

2.2.2. The requirement of sub-clause 2.2.1. above does not in any way restrict the disclosure of
information regarding any pharmaceutical product for the purpose of transmitting it to shareholders or
to other persons entitled by law to receive such information.

This requirement also does not suggest a breach of the scientific community's right to exchange of
scientific information related to non-registered pharmaceutical products, provided that the provision of
such information is not a way of promoting the pharmaceutical product.

2.3. STANDARDS OF ADVERTISING INFORMATION

2.3.1. Advertising for pharmaceutical products should comply with the requirements of the current
Russian legislation on advertising.

2.3.2. Advertising for pharmaceutical products should contain, and not contradict, objective, reliable
and current information, which is based on duly approved information on the pharmaceutical product
(including the labeling and the package leaflet). In order to comply with this clause, when advertising a
pharmaceutical product, it is permissible to include in the material various "digital" forms of access to an
expanded amount of information (for example, QR codes, links, etc.), allowing to obtain objective,
reliable, balanced and current information in real time subject to compliance with the requirements of
the legislation and this Code.

2.3.3. Manufacturers should strive for advertising to reflect the main characteristics of the
pharmaceutical product. An advertising of a pharmaceutical product should not guarantee
pharmaceutical product's positive effect, effectiveness, safety or absence of side effects.
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2.3.4. Advertising information should be clear, exact, balanced, honest, objective, and sufficiently
complete to enable the recipient to form an objective opinion as to the therapeutic value of the
pharmaceutical product concerned. Advertising information should be based on an up-to-date evaluation
of all relevant factual evidence and reflect that evidence clearly. Advertising information should not
mislead by distorting, exaggerating, or omitting any significant information, or in any other way.

Ambiguity must be avoided. Any advertising information, including but not limited to, comparative
advertising must not be offensive. The term «new» may be used to describe a pharmaceutical product,
irrespective of its dosage form, only if it has been launched into market no more than a year ago or if a
new indication has been registered no more than a year ago. Absolute or all- encompassing claims should
be used with caution and only when corresponding explanations and substantiations are available.

2.3.5. Advertising information about a pharmaceutical product should be supported by appropriate
scientific evidence. Such evidence should be made available upon request. Companies should deal with
such requests for information in good faith and should provide objective data consistent with the
received request.

2.3.6. Comparative advertising should be correct, compare identical characteristics, and should not
mislead consumers through the absence of any significant information in the advertisement.

2.3.7. Advertising materials on electronic media, except for audio and video materials, are subject to
the requirements set forth in clauses 3.2. and 4.2. of this Code. Audio and video material is subject to the
requirements of existing Russian legislation on advertising

2.4. USE OF EXPERT CONCLUSIONS, REFERENCES TO THE RESULTS OF STUDIES, AND
QUOTATIONS

2.4.1. Upon use in advertising materials of expert conclusions and references to the results of
studies/observations, the source of said information and the dates on which it was obtained should be
indicated.

2.4.2. Upon use in advertising materials of quotations from medical or scientific literature or a person's
public appearances, the source of the quotation/name of the author, and the date and place of the
publication/the appearance must be indicated.

2.5. PROMOTION ON THE INTERNET

2.5.1. The promotion of pharmaceutical products on the Internet, including but not limited to, their
promotion through the placement of banners, active hyperlinks, postings on websites, in blogs and social
networks, and on message boards, forums, and other similar web sites should comply with the general
requirements for advertising and the special requirements for advertising of pharmaceutical products
established under the legislation of the Russian Federation. In particular, in the case of websites related
to pharmaceutical products:

m  theidentity of the pharmaceutical company, which is the source of the corresponding information,

and its intended audience, should be apparent;
m  the content should be appropriate for the intended audience.

2.5.2. The advertising of prescription pharmaceutical products on the Internet is prohibited. The posting
of any information about prescription pharmaceutical products on the Internet is only possible as part of
online events (webinars) for healthcare professionals, and on those parts of web sites that are only
accessible by healthcare professionals.

2.5.3. The fact that a pharmaceutical company uses advertising agencies and other persons to promote
pharmaceutical products on the Internet does not eliminate the company's liability for violations of this
Code.
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2.5.4. This Code extends to the promotion of pharmaceutical products on the territory of the Russian
Federation on any website, regardless of where the site is hosted, its top-level domain, and the location
and internal policies of the pharmaceutical company promoting said pharmaceutical product.

2.5.5. Advertising materials distributed on the Internet, except for audio and video materials, are
subject to the requirements set forth in clauses 3.2. and 4.2. of this Code. Audio and video materials are
subject to the requirements on advertising of the applicable Russian legislation.

2.6. INFORMATION RELATED TO HUMAN HEALTH AND DISEASES

Pharmaceutical companies may disclose information about diseases and about their prevention and
treatment to the general public subject to the following rules:

[ said activity should not amount to a licensed medical activity;

[ the information in question should be accurate, given in good faith, ethical, and complete; and it
should neither replace a doctor's advice nor call for self-therapy;

m this information should indicate the pharmaceutical company that serves as its source;

m  this information should not feature the names of any prescription pharmaceutical products as well
as images of such products' packaging or its elements, or otherwise aim to promote a prescription
pharmaceutical product;

m this information should indicate the need to consult a healthcare professional.

Q&A 10 (Appendix 3 to the AIPM Code)
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Ill. Specific Features of Interaction With
Healthcare Professionals, Advertising to
Them, and Other Methods of Promoting

Pharmaceutical Products
3.1. GENERAL PRINCIPLES OF INTERACTION WITH HEALTHCARE PROFESSIONALS

3.1.1. Interaction between pharmaceutical companies and healthcare professionals should be designed
to benefit patients and enhance the practice of medicine. The purpose of this interaction should be to
provide healthcare professionals with new information about pharmaceutical products, supply them with
scientific and educational data, and support scientific and clinical research.

3.1.2. Cooperation between pharmaceutical companies and healthcare professionals should not result
in a conflict of interest for healthcare professionals, in particular, a conflict between their professional
duties and personal interests. In particular, no such conflict should arise when a doctor prescribes a
pharmaceutical product or a pharmaceutical professional recommends and sells a pharmaceutical
product.

3.1.3. It is prohibited to offer, promise, provide, or transfer remuneration in any form to healthcare
professionals for the prescription or recommendation of a particular pharmaceutical product to patients.
It is prohibited to enter into agreements with healthcare professionals for the prescription or
recommendation of any pharmaceutical product to patients (other than agreements for the clinical
studies of pharmaceutical products).

3.1.4. Personal data of healthcare professionals may only be included into databases subject to their
duly obtained consent and compliance with the other requirements of legislation governing protection of
personal data.

3.2. PRINTED ADVERTISING MATERIALS AND MATERIALS ON THE INTERNET

3.2.1. Printed advertising materials and materials distributed on the Internet, except for those
described in sub-clause 3.2.2., should contain the following minimum information:

[ the name of the pharmaceutical product (generally the trade name);

[ the name of the pharmaceutical company or the organization representing its interests in the
Russian Federation;

if “digital” forms of access to an extended scope of information (for example, QR codes, links, etc.) are
used in advertising materials, a package leaflet and any additional information may be provided, but only
on condition that such information is balanced and meets the requirements of the applicable laws of the
Russian Federation and this Code.

3.2.2. "Reminder" advertising is brief advertising which main contain the trade name of a
pharmaceutical product and slogan (a short and catchy phrase).

Q&A 1 (Appendix 3 to the AIPM Code)
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3.3. EVENTS

3.3.1. The purpose of all the events should be to inform healthcare professionals about pharmaceutical
products and/or to provide them with scientific or educational information in the fields of healthcare or
pharmaceutics.

3.3.2. Companies should not organize or finance events for healthcare professionals outside their
country of residence and practice unless it is justified in terms of logistics or security. International
scientific congresses and symposia that attract participants from many countries are therefore justified
and permitted.

3.3.3. Scientific information distributed to participants of scientific events may relate to unauthorized
pharmaceutical products and/or information contained in a package leaflet considered off-label in
the Russian Federation, provided that the following requirements are met:

| the distribution of such information does not violate the applicable laws of the Russian Federation;

[ an event should be a scientific event in which healthcare professionals from several constituent
entities of the Russian Federation participate, where the lecturers are represented by various
specialized scientific centers/communities (if applicable) and which is co-funded by several
pharmaceutical companies;

| for materials related to an unauthorized pharmaceutical product, it should be clearly indicated that
the product is not authorized;

[ for materials containing information on a pharmaceutical product's use (indications, doses,
warnings, etc.) that is different from the authorized product information, a statement of this
difference should be present;

[ ] the conditions for the exchange of scientific information established by this Code are met (Q&A).
Q&A 9,11 (Appendix 3 to the AIPM Code)

3.3.4. An event should be held in an appropriate place and under appropriate conditions that will
facilitate achievement of its scientific and educational objectives. Places and venues that are known for
their entertainment options and/or activities or that are extravagant should be avoided. The use of
facilities that the public would associate with entertainment, luxury or exclusivity, regardless of their
class, is prohibited. It is recommended to organize events at business centers, educational institutions
and other venues intended for business and educational events. A company may hold an event in a public
place only if it is held in an isolated room or the place is closed to the public for the duration of the event.
The use of any entertainment or sporting events to attract healthcare professionals to promotional or
scientific events is prohibited.

Q&A 13 (Appendix 3 to the AIPM Code)

3.3.5. The pharmaceutical company must ensure that the fact of the support by the pharmaceutical
company of an event held by third parties is always and initially indicated and obvious.

3.3.6. It is permitted to provide stationery (pens, writing pads, and pencils) of insignificant value for the
purpose of taking notes or keeping records.

Q&A 4 (Appendix 3 to the AIPM Code)

3.3.7. It is permitted to serve soft drinks, tea/coffee, snacks, and/or hot dishes in a buffet style at an
event, provided that the refreshments are justified by the duration of the event, are unequivocally
secondary to the purpose of the event, and are only available:

u to event participants rather than to persons accompanying them;
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[ ] within reasonable limits.

Q&A 3 (Appendix 3 to the AIPM Code)
3.3.8. Pharmaceutical companies should not provide or pay for any entertainment, either within or
outside the scope of an event.

3.4. ENGAGING HEALTHCARE PROFESSIONALS TO PROVIDE SERVICES

3.4.1. Pharmaceutical companies may engage healthcare professionals, other than pharmaceutical
professionals and heads of pharmacy organizations, to provide scientific and pedagogic services and
services in the course of performance of clinical studies of pharmaceutical products. Pharmaceutical
companies may pay fees to these healthcare professionals for the provision of these services.

3.4.2. The following requirements should be observed while engaging healthcare professionals to

provide services:

[ there should be a written contract describing the substance of the services to be rendered and the
terms of payment for these services;

| compensation for the services should be reasonable and consistent with their fair market value;

| there should be a reasonable need for the services;

| there should be a direct connection between the criteria used to select the healthcare
professionals to render services and the purpose to be achieved when these services are rendered;

[ the number of healthcare professionals engaged to render services should correspond to the
number actually needed to achieve the relevant purpose;

| the fact of engagement of a healthcare professional for the provision of services must be disclosed
by a healthcare professional, including when providing scientific and educational information at an
event;

[ the existence of the services contract should not directly or indirectly oblige the healthcare
professional to recommend or prescribe any pharmaceutical product.

3.4.3. Expenses incurred by a healthcare professional directly relating to the services rendered may be
paid for or reimbursed, including the costs for travel to the place where the services are rendered,
lodging, and meals.

3.4.4. The following requirements must be observed when paying for or reimbursing the expenses:

[ the use of hotels or other facilities associated by the public with luxury or exclusivity, regardless of
their class, is prohibited;

[ meals should be reasonable;
[ economy class plane tickets should be purchased for trips of healthcare professionals that do not
exceed four daylight hours;

| reimbursement of any of the costs incurred by accompanying persons is not permitted. In
exceptional cases of identified medical needs requiring accompaniment (for example, if a
participating healthcare professional has a disability or injury), travel, food, accommodation and
registration fees for the accompanying person may be reimbursed within the same parameters as
for the healthcare professional.

Any exceptions must be justified by an objective need and approved by the company's management.
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3.5. PROHIBITION OF GIFTS TO HEALTHCARE PROFESSIONALS

3.5.1. Pharmaceutical companies are prohibited from giving or offering either directly or indirectly gifts
to healthcare professionals, including money, money equivalents or gratuitous works/services of
personal nature. For the purposes of this clause, works/services of personal nature shall mean any
services either related or unrelated to professional activities of and beneficial to the recipient.

3.5.2 Pharmaceutical companies are prohibited from giving or offering to healthcare professionals any
items promoting pharmaceutical products, except for advertising materials.

3.6. BASIC RULES AND STANDARDS OF ACTIVITIES OF MEDICAL REPRESENTATIVES

3.6.1. The purpose of medical representatives' activities should be to improve the professional level of
healthcare professionals and to perform the duty to monitor the safety of pharmaceutical products
imposed on the pharmaceutical companies.

3.6.2. In order to achieve the purposes specified in sub-clause 3.6.1. of this Code, medical
representatives may take part in meetings and other events organized for healthcare professionals at
medical organizations in accordance with the procedure established by the relevant organization.
Individual visits by medical representatives to healthcare professionals are possible if allowed by this
procedure.

3.6.3. In the course of these events medical representatives may provide healthcare professionals with
printed promotional materials and informational materials of "insignificant cost" such as partial reprints
of individual chapters and sections of specialized publications, scientific monographs, reference books,
research articles, reports and other printed materials provided that these printed materials improve the
professional level of the healthcare professionals. Such information may be provided on CD-ROMs and
memory cards, provided that these electronic devices are not intended for personal use. Moreover, any
materials, including promotional materials, should improve the professional level of healthcare
professionals and should not pursue solely advertising purposes.

Q&A 14 (Appendix 3 to the AIPM Code)

3.6.4. Medical representatives of pharmaceutical companies should have sufficient training and
knowledge to provide healthcare professionals with full, objective, accurate, and current information
about pharmaceutical products. This information should improve the professional level of healthcare
professionals. A pharmaceutical company is responsible for the substance and form of any information
provided to healthcare professionals by its medical representatives.

3.6.5. A medical representative should provide a healthcare professional upon request with the leaflet
for each pharmaceutical product that the representative reports on, with information on the conditions
under which the product is dispensed by a pharmacy (prescription product, over-the- counter product or
a product provided to groups of citizens entitled to social benefits, etc.), and information on the
pharmaceutical product's availability at pharmacies.

3.6.6. Medical representatives must inform the head of the corresponding division of a company
engaging him or her regarding the practical application of their company's pharmaceutical products,
including information received from healthcare professionals on adverse reactions, etc.

3.7. SAMPLES AND EDUCATIONAL ITEMS

3.7.1. Pharmaceutical companies may not provide samples of pharmaceutical products and/ or
Educational Items, either for subsequent transfer to patients or for personal use, directly to healthcare
professionals.
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3.7.2. It is possible to demonstrate Educational Items, without their further transfer, in venues of
conduct of medical or pharmaceutical exhibitions, seminars, conferences and other events intended for
healthcare professionals.

3.8. EXPERT COUNCILS

3.8.1. The purpose of an expert council is to discuss and receive consultations from external experts on
a predetermined scientific question which cannot be resolved by relying on the relevant company's
internal expertise and experience alone and which cannot be resolved by any other method.

3.8.2. No expert council may be used as a vehicle for the distribution of any information or for the
promotion of pharmaceutical products.

3.8.3. Pharmaceutical companies may pay healthcare professionals (except for pharmaceutical
professionals and heads of pharmacy organizations) serving as experts for their work on the expert
council (including reimbursing expenses incurred in connection with participating in the expert council),
provided that the experts' work on the expert council is scientific in nature. The requirements of sub-
clause 3.4.4. above should be observed when reimbursing expenses.

3.8.4. In all cases, the main operating principle of any expert council is the independence and
impartiality of the experts.

3.8.5. An expert council may only be established where there is a reasonable scientific need for doing so
and should not be intended to finance the events of professional communities.

3.8.6. The frequency of an expert council's meetings should be reasonable.

3.8.7. The choice of experts to serve on an expert council should be based exclusively on their
professional competence and qualifications and should not be connected in any way to past, current, or
potential future prescriptions or recommendations of the respective company's pharmaceutical
products. The employees of commercial departments should not influence the selection of experts or the
expert council's work.

3.8.8. The number of engaged healthcare professionals should correspond to the number actually
needed to achieve the specified objective.

3.8.9. The total number of a company's employees attending an expert council meeting should not
exceed one-third of the independent, outside experts participating in the meeting. Specifically, none of
the employees may use their participation in the expert council's work for the promotion of the
company's pharmaceutical products in any manner whatsoever.

3.9. RESPONSES TO REQUESTS FOR MEDICAL INFORMATION

3.9.1. A company should be attentive to each request from a healthcare professional. Each request
should be registered and a response should be provided to it, regardless of how the request was received
(by e-mail, regular mail, fax, or telephone).

3.9.2. The information provided to healthcare professionals in response to a request should be in full
compliance with applicable local legislation, the package leaflet approved for a particular pharmaceutical
product, and this Code.

3.9.3. No response to a request from a healthcare professional should serve the purpose of promoting
pharmaceutical products. It should only be limited to a reply to the corresponding question.

3.9.4. Any information given about the pharmaceutical products of any other companies should be
objective.
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3.9.5. All responses should be provided in a polite and understandable form corresponding to the
knowledge and level of training of the person making the request.

3.9.6. No employees of a pharmaceutical company may initiate any discussion of any non-registered
pharmaceutical products and/or of any non-registered indications for their use with any healthcare
professionals or other third persons.

3.9.7. Information about any non-registered pharmaceutical products and/or about any nonregistered
indications for use may be disclosed only to healthcare professionals exclusively upon a request
submitted to the pharmaceutical company.

3.9.8. The medical information service or the personnel of any other duly authorized medical/
regulatory department should provide responses to all requests from healthcare professionals so as to
ensure that the information is of proper quality and is objective. All telephone calls on weekends and
public holidays, as well as during off-hours, are to be accepted and registered by the personnel of the call
center, voicemail machine, or otherwise, with information about the queries received to be subsequently
passed on to the medical/regulatory department.

3.9.9. The employees of sales and marketing departments may only answer questions received in the
course of interaction with healthcare professionals within the limits of the package leaflet approved fora
pharmaceutical product. The employees of sales and marketing departments should forward any
questions received that go beyond the limits of the duly approved information to the medical/regulatory
department for a response.

3.9.10. The response to a healthcare professional should include exhaustive and scientifically proven
information on the question. All statements and facts given in written replies should be supported by
appropriate references identifying the name of the author, giving the full heading of the respective article
or treatise, and indicating the place of publication (customary abbreviations are permitted), the year of
publication, and the volume, issue, and page numbers.

3.9.11. The personal data of healthcare professionals and other persons may be included into the
databases of pharmaceutical companies only when the relevant person has given his or her consent in
the form established by law and in compliance with the other applicable requirements of the legislation
on personal data protection.
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IV. Specific Features of Advertising and
Other Methods of Promotion to the General
Public

4.1. GENERAL REQUIREMENTS

4.1.1. Itis not permitted to advertise any prescription pharmaceutical products to the general public.

4.1.2. No advertising to the general public may mention the fact that the advertised pharmaceutical
product is included into any of the lists of medicinal preparations to be provided to certain categories of
citizens and expenses borne in its purchase are reimbursed or subsidized by the state.

4.1.3. In the advertising of pharmaceutical products to the general public it is desirable to avoid use of
any special medical terms which can be misunderstood or which can mislead consumers.

4.2. PRINTED ADVERTISING MATERIALS AND MATERIALS ON THE INTERNET

4.2.1. Printed advertising materials and materials distributed on the Internet, except for those
described in sub-clause 4.2.2., should contain the minimum information as set forth in sub-clause 3.2.1.,
and a warning about the existence of any contraindications for use and administration, and the need to
read a package leaflet or seek professional advice.

If “digital” forms of access to an extended scope of information (for example, QR codes, links, etc.) are
used in an advertising material, a package leaflet, as well as advertising information aimed at drawing
attention to a pharmaceutical product, creating or maintaining interest in it and/or its advertising may be
provided, on condition that such information is balances and meets the requirements of the applicable
laws of the Russian Federation and this Code.

4.2.2. “Reminder” advertising for the public, except for information specified in sub-clause 3.2.2.,
should contain a warning about the existence of any contraindications for use and administration
thereof, and the need to read a package leaflet or seek professional advice.

Q&A 1 (Appendix 3 to the AIPM Code)

4.3. RESTRICTIONS ON THE CONTENTS OF ADVERTISING TO THE GENERAL PUBLIC

The advertising of pharmaceutical products to the general public should not:
[ create an impression that one does not need to consult a doctor;

[ guarantee the positive effect, effectiveness, or safety of a pharmaceutical product or the absence
of side effects;

[ contain references to specific cases of recovery from disease or improvement of health as a result
of the pharmaceutical product being used;

[ contain expressions of gratitude from individuals in connection with the use of the pharmaceutical
product;

[ be addressed to minors;

| create an impression of the advantages of the pharmaceutical product by reference to the fact that
the trials required for its state registration have been conducted;

[ ] facilitate the impression that a healthy person needs to use the pharmaceutical product, except
when advertising prophylactic pharmaceutical products;

[ ] contain statements that the safety and/or effectiveness of the pharmaceutical product are
guaranteed by its natural origin;
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[ represent the pharmaceutical product as being a dietary supplement or other product that is not a
pharmaceutical product;

[ contain descriptions or images of a pattern of a disease that can provoke erroneous self-diagnosis;
[ ] feature images of medical or pharmaceutical professionals;

[ contain recommendations from scientists, medical professionals, or other persons who fall into
neither of those categories, but who in connection with their fame are capable of encouraging the
pharmaceutical product's use; or

[ ] contain any inappropriate, alarming, or misleading terms or graphic depictions of the changes
caused in the human body by a disease or injury or by a pharmaceutical product's effect on the
human organism or on any part of the human body.

4.4. OTHER METHODS OF PROMOTION OF PHARMACEUTICAL PRODUCTS TO THE
GENERAL PUBLIC

4.4.1. It is not permitted to promote any pharmaceutical products by means of television shopping
programs.

4.4.2. ltis not permitted to use pharmaceutical products as prizes or incentives.

4.4.3. It is not permitted to directly distribute free-of-charge samples of pharmaceutical products for
promotional purposes to the general public, including, but not limited to, tastings and tests of
pharmaceutical products.

4.5. RESPONSES TO REQUESTS FOR MEDICAL INFORMATION FROM PATIENTS

4.5.1. Whenever contacted by a patient with a request for information, a pharmaceutical company
should provide a response to this request. This interaction, however, should not be used to advertise or
promote any pharmaceutical product. This includes, for example, cases when after the relevant
interaction an exchange of correspondence is published in the mass media.

4.5.2. The response to a request from a patient should not include any information intended to
promote pharmaceutical products or be a medical consultation with an attempted diagnosis, or offer
proposals regarding possible treatment plans.

4.5.3. If a patient asks about his or her diagnosis and requests special treatment recommendations, any
representative of the company (including, but not limited to, the employees of the medical department)
should recommend that the patient should see their attending doctor or apply to an emergency medical
service.

4.5.4. The rules stipulated in clause 3.9. of this Code also apply to procedures for handling requests for
medical information from patients, except for its sub-clauses 3.9.7. - 3.9.9.
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V.Pharmaceutical Products Studies
5.1. POST-REGISTRATION STUDIES

5.1.1. Post-registration studies, including post-registration clinical (interventional) studies,
postregistration observation (non-interventional) studies, and epidemiological studies, should comply
with the requirements of applicable Russian legislation and of this clause.

5.1.2. A post-registration study should have a rationale and a scientific purpose(s), which are to be
reflected in the protocol of the study.

5.1.3. The medical department or the corresponding medical functional unit/employees of a
pharmaceutical company should organize and supervise, and are responsible for, any postregistration
studies.

5.1.4. The choice of investigators should be based solely on their professional qualifications and clinical
experience and should never be linked in any way to the past, current, or possible future prescription or
recommendation of the company's pharmaceutical products.

5.1.5. The data obtained from post-registration studies should be statistically processed and analyzed.

5.1.6. Post-registration studies should be conducted in compliance with the laws, rules, and
requirements applicable to personal data confidentiality (including, but not limited to, the collection and
use of personal data).

5.1.7. The protocol of a post-registration study is subject to approval by the medical department or by
the responsible medical functional units/employees. The medical department (or the corresponding
medical functional units/employees) should coordinate and monitor the progress of the post-registration
studies.

5.1.8. The documentation related to the post-registration studies (including the protocol, the individual
registration card, patient information sheet, etc.) is at all times subject to obligatory ethical expert
examination.

5.1.9. The employees of a company's other departments may participate in the handling of only
administrative tasks when acceptable (such as the transfer of documents related to postregistration
studies from the medical department to and from the research center/investigators). That participation
should proceed under the control of the medical department which should ensure that the employees
from the pharmaceutical company's other departments are properly trained.

5.1.10. The participation of a healthcare professional in any post-registration study should not serve as
an incentive for the recommendation/prescription, purchase, sale, or use of any specific pharmaceutical
product.

5.1.11. The compensation provided to medical organizations during post-registration studies should be
reasonable and should reflect the fair market value of the work performed.

5.1.12. Itis prohibited to perform any post-registration study under the guise of a marketing study. If no
clear distinction between marketing studies and post-registration studies as defined in subclause 5.1.1.
above is present, the purposes of the marketing studies are subject to verification by the pharmaceutical
company's medical professionals.

5.2. MARKETING STUDIES

5.2.1. Marketing studies conducted directly by pharmaceutical companies or by pharmaceutical
companies with the involvement of marketing agencies are only possible provided that applicable
legislation is complied with.
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Neither the pharmaceutical companies nor the agencies engaged in such cases may pay any
compensation to any healthcare professionals for their participation in the marketing study. Exceptions
may include cases where marketing studies require specialist scientific knowledge and substantial work
inputs on the part of a healthcare professional provided that: (1) marketing studies are conducted with
the involvement of independent agencies; (2) the healthcare professional is not informed on, and it is
unclear from the materials of the study, which pharmaceutical company has ordered/sponsored the
study; and (3) the pharmaceutical company is not involved in the selection of the persons to take part in
the study and is unaware of which healthcare professionals will be involved in the marketing study.

5.2.2. Marketing studies should not be used for the purposes of:

[ ] promoting or selling of any pharmaceutical products or managing the opinions or conduct of the
participants of the study. For that reason, it is necessary to avoid references to the trade name of
the relevant pharmaceutical product unless the purpose of the study requires otherwise;

| gathering the personal data of patients;
| conducting the follow-up studies of the efficacy or safety of any pharmaceutical product;

| pre-registration promotion for any pharmaceutical product or the indications for its use that are
subject to registration;

| obtaining confidential information about competitors;

| discrediting the pharmaceutical products of any competitor or otherwise causing detriment to any
competitors.
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VI. Specific Features of Interaction With
Legal Entities

6.1. DONATIONS AND GRANTS

6.1.1. Pharmaceutical companies may make donations to non-commercial organizations for publically
beneficial purposes. Such donations may be in the form of educational grants made available to support
medical education and ultimately intended to raise the quality of medical care provided to patients.

6.1.2. No in-kind donations to non-commercial organizations are permitted if intended, directly or
indirectly, for specific healthcare professionals or made in their interests. This is why it is not permitted
to donate any items which are generally seen as being intended for individual use rather than for use by
the relevant non-commercial organization.

6.1.3. The provision of a donation may under no condition be made dependent, directly or indirectly, on
the prescription or purchase of the company's pharmaceutical products.

6.1.4. ltis prohibited to make donations in the form of cash.

6.1.5. Pharmaceutical products may be provided to non-commercial medical organizations as donations
unless such donations pursue any commercial purposes. The donating company must inform the
donation recipient of the remaining shelf lives of the pharmaceutical products.

6.1.6. Donations may only be made on the basis of an appropriate written request from a non-
commercial organization and a relevant donation agreement.

6.2. SAMPLES FOR NON-COMMERCIAL MEDICAL ORGANIZATIONS

6.2.1. Pharmaceutical companies may provide samples of pharmaceutical products only to non-
commercial medical organizations so that they can familiarize themselves with the use of, and gain
experience in working with, such pharmaceutical products in accordance with the approved package
leaflet.

6.2.2. A company must inform the recipient of such samples of the remaining shelf lives of the
pharmaceutical products which is planned to provide.

6.2.3. Any samples may only be provided within the first two years of the pharmaceutical product's
launch on the market of the Russian Federation. It is permitted to provide sample of pharmaceutical
product only in the smallest package in compliance with the dosage regime and indications as specified in
package leaflet, available at the market. The number of samples made available to a medical organization
should be reasonable but should not exceed four (4) packs (samples) per medical professional of that
medical organization in the corresponding medical specialization per annum.

Q&A 2 (Appendix 3 to the AIPM Code)

6.2.4. Pharmaceutical companies should keep record and control the transfer of samples of a
pharmaceutical product to a medical organization. The transfer of samples to a medical organization
should be documented in writing. The documents must specify that the sample products are not
intended for sale.

6.2.5. Samples may under no circumstances be provided as an incentive to the recommendation,
prescription, purchase, supply, sale, or administration of the respective pharmaceutical product.
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6.3. EDUCATIONAL ITEMS

6.3.1. Pharmaceutical companies may provide Educational Items only to non-commercial medical
organizations meeting the following requirements:

[ The frequency and the total number of transferred Educational Items should be justified and
reasonable;

[ Transfer of Educational Items should not serve as an incentive for healthcare professionals to
recommend, prescribe, purchase, dispense or administer pharmaceutical products;

[ ] The transfer of Educational Items should be documented in writing;

[ ] It is prohibited to provide healthcare professionals with medical supplies/items that are necessary
for their daily medical practice, such as stethoscopes, gloves, blood pressure monitors, needles,
etc.

6.3.2. Educational Items:

[ should not be entertaining and should not have any purposes other than educational and/or
demonstration purposes;

[ should not contain an active ingredient and should not have possibility to be used for therapeutic
use;

[ should not contain trade name and other elements of a brand of the pharmaceutical product, but
may contain the company's name;

| should indicate that they are intended only for educational and/or demonstration purposes.

6.3.3. Educational Items aimed at improving the quality of administration (use) of pharmaceutical
products should also indicate that they:

| are not intended for therapeutic use;
| do not contain an active ingredient of the pharmaceutical product.

6.4. INTERACTIONS WITH PATIENT ORGANIZATIONS

6.4.1. The pharmaceutical companies share interests of patient organizations and respect their
independence, including in relation to their procedures and activities. All interactions between patient
organizations and companies should be based on mutual respect, with the views and decisions of each
partner having equal value.

6.4.2. The objectives and scope of any interactions with patient organizations must be transparent.
Pharmaceutical companies may interact with patient organizations in the following fields:

[ study of opinions of patients and persons taking care of them with respect to the impact of
diseases on patients' quality of life, career, family as well as to how medical care is provided and
how medication or any other treatment may change the quality of their life and satisfy their needs.
This can help to optimize pharmaceutical products' clinical studies' program and expedite efforts to
develop pharmaceutical products that address patient needs in the best possible way;

[ ] informational support for patient associations through responses to queries in accordance with the
rules established in clause 4.5. of this Code for responses to patient queries;
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[ support for initiatives of patient organizations on creation and maintaining of patient registers
subject to strict compliance with legislation on personal data protection and medical secrecy;

[ ] the launch of campaigns to keep the general public informed about a disease;

[ ] cooperation in providing medical organizations with a non-registered pharmaceutical product as
required to provide medical care to specific patients in accordance with their vital needs;

[ the provision of charitable aid; and
[ in other cases, provided they are consistent with applicable legislation.

6.4.3. Pharmaceutical companies must not ask for the promotion of, and patient organizations must not
promote specific pharmaceutical products.

6.4.4. A pharmaceutical company may not be the founder or participant of a patient organization.

6.4.5. The pharmaceutical company must ensure that the fact of the support by the pharmaceutical
company of a patient organization is always and initially indicated and obvious.

When providing support to the patient organization, including financial one, a pharmaceutical company
should explicitly disclose the fact, nature and level of its support of patient organization on its company's
website. At the same time, a pharmaceutical company may be the sole source of financing for any
charitable and/or social project of the patient organization upon receiving an appropriate written request
from the patient organization for assistance with its program to organize prophylactic measures and
protect public health, promote a healthy way of life and help socially vulnerable segments of the
population in the Russian Federation. Financing should not be aimed, directly or indirectly, at
encouraging the patient organization to make decisions in favor of the pharmaceutical company / its
products as it carries out its charter activities.

Q&A 12 (Appendix 3 to the AIPM Code)

6.4.6. Any relations between pharmaceutical companies and patient organizations should be properly
documented.

6.4.7. Pharmaceutical companies may provide financial support for events arranged by patient
organizations provided that the primary purpose of such events is educational or scientific in nature or is
otherwise of publicly beneficial purposes facilitating the performance of the mission pursued by the
respective organizations. Where companies provide financing for an event arranged by a patient
organization, they should ensure that the place and conditions of holding the event meet the
requirements for limits on hospitality under sub-clause 3.3.4. of this Code.

6.5. SPECIFIC FEATURES OF INTERACTION WITH PHARMACIES/PHARMACY
NETWORKS

6.5.1. Pharmaceutical companies' representatives may visit pharmacy organizations to inform their
pharmaceutical professionals and heads of pharmacy organizations on pharmaceutical products
produced or sold by such companies.

6.5.2. A pharmaceutical company may enter into contracts for provision of services with a pharmacy

organization, including such services as:

[ the arrangement of a display ordered by the pharmaceutical company for over-the-counter
pharmaceutical products;

[ ] the placement of advertising for over-the-counter pharmaceutical products (provided it meets the
requirements of the applicable legislation of the Russian Federation and of this Code), as well as
information materials devoted to the prevention and treatment of various diseases, at the
pharmacy organization and on its website;
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[ ] joint promotion for over-the-counter pharmaceutical products, including, but not limited to,
customer surveys; and

[ provision of incentive gifts, which may feature the company's logo, or a logo of its over-the-
counter pharmaceutical product, to customers buying certain product.

6.5.3. It is permitted to carry out programs to lower the cost of pharmaceutical products for end
consumers. Should any such program be undertaken in respect of any prescription pharmaceutical
products, pharmaceutical companies should make certain that the total number of such products'
dosages provided must not under any circumstances exceed their amount prescribed to a particular
patient by a healthcare professional.

Pharmaceutical companies may not organize programs to award in-kind prizes to pharmaceutical
professionals, to heads of pharmacy organizations, and to pharmacy organizations for the attainment of
certain sales.

Q&A 8 (Appendix 3 to the AIPM Code).
6.6. GIFTS PROHIBITION TO THE REPRESENTATIVES OF HCOs AND POs

6.6.1. Pharmaceutical companies are prohibited from giving or offering either directly or indirectly gifts
to representatives of a healthcare organization or of a patient organization, including money, money
equivalents or gratuitous works/services of personal nature. For the purposes of this clause,
works/services of personal nature shall mean any services related and not related to professional
activities and bringing benefit to the recipient.

6.6.2. Pharmaceutical companies are prohibited from giving or offering to healthcare organization or
patient organization representatives any items promoting pharmaceutical products, except for
advertising materials.
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VII. Disclosure of Transfers of Value to
Healthcare Professionals and Healthcare
Organizations10

7.1. DISCLOSURE OBLIGATION

7.1.1. Each pharmaceutical company shall document and disclose transfers of value it makes, directly or
indirectly, to or for the benefit of any healthcare professional or healthcare organization being a
recipient, as described in more detail in clause 7.3.

7.1.2. Without limitation, transfers of value that (i) are solely related to over-the-counter
pharmaceutical products; (ii) are not listed in clause 7.3. of this Code, such as items of medical utility,
meals and drinks, samples to the extent they are not restricted by applicable legislation and this Code; or
(iii) are part of ordinary course purchases and sales of pharmaceutical products by and between a
pharmaceutical company and a healthcare organization, as relevant, do not fall within the scope of the
disclosure obligation described in sub-clause 7.1.1.

7.1.3. For the avoidance of doubt, in the setting of a group of companies, the primary responsibility to
make a disclosure is borne by a legal entity, which enters into a contract with the healthcare professional
or healthcare organization under which the transfer of value is performed.

7.2. FORM OF DISCLOSURE

7.2.1. Disclosures shall be made on an annual basis and each reporting period shall cover a full calendar
year. Pharmaceutical companies, which became subject to the provisions of this Code in the course of
the reporting period, should make disclosures after the end of the relevant reporting period as set forth
in sub-clause 7.2.2. below and should cover only the relevant part of the calendar year.

7.2.2. Disclosures shall be made by each pharmaceutical company within six (6) months after the end of
the relevant reporting period and the information disclosed shall be required to remain in the public
domain fora minimum of three (3) years after the time such information is first disclosed in accordance
with sub-clause 7.2.4., unless, otherwise is required under applicable national data privacy law or other
national regulations.

7.2.3. For consistency purposes, disclosures pursuant to this Code will be made using a structure set
forth in Appendix 2, reflecting the requirements of this Code.

7.2.4. Disclosures are made in accordance with sub-clause 7.2.5. of this Code on the relevant
pharmaceutical company's website, provided that it is unrestricted and publicly available.

7.2.5. Disclosures shall be made pursuant to the code governing disclosure of the transfers of value to
the recipients enacted in the country where the recipient has its physical address, e.g., as it is set forth in
the contract, covering transfer of value. If a pharmaceutical company is not resident or does not have a
subsidiary, an affiliate or any other presence in a county, defined in accordance with the above rule, this
pharmaceutical company shall disclose such transfer of value in a manner consistent with the code
governing disclosure of the transfers of value to the recipients enacted in the country of registration of a
legal entity, which enters into a contract with the healthcare professional or healthcare organization
under which the transfer of value is performed, or, if no such code is enacted in that county, any other
similar code applicable to a pharmaceutical company should govern.

10 Appendix 4-Q&A to Chapter VII of the AIPM Code of Practice.
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7.2.6. Disclosures shall be made in Russian language. A pharmaceutical company can make disclosures
in English in addition to the mandatory disclosures in Russian language.

7.2.7. Each pharmaceutical company shall document all transfers of value required to be disclosed
pursuant to sub-clause 7.1.1. and maintain the relevant records of the disclosures made under this Code
for a minimum of 5 years after the end of the relevant reporting period, unless a shorter period is
required under applicable Russian laws or regulations.

7.3. INDIVIDUAL AND AGGREGATE DISCLOSURE

7.3.1. Except as expressly provided by this Code, transfers of value shall be disclosed on an individual
basis, provided that applicable personal data protection rules are complied with. Each pharmaceutical
company shall disclose, on an individual basis for each clearly identifiable recipient, the amounts
attributable to transfers of value to such recipient in each reporting period which can be reasonably
allocated to one of the categories set out below. Such transfers of value may be aggregated on a
category-by-category basis, provided that itemized disclosure shall be made available upon request to (i)
the relevant recipient, and/or (ii) the relevant authorities.

Q&A 7 (Appendix 3 to the AIPM Code)

7.3.2. Categories for transfers of value to a healthcare organization include:

| Donations and grants. Donations and grants to healthcare organizations that support healthcare,
including donations and grants (either cash or benefits in kind) to institutions, organizations or
associations that are comprised of healthcare professionals and/or that provide healthcare.

[ Contribution to costs related to events. Contribution to costs related to events, through healthcare
organizations or third parties such as:

- Registration fees.
- Sponsorship agreements with healthcare organizations or with third parties appointed by a
healthcare organization to manage an event; and

- Travel and accommodation.
Fees for service and consultancy. Transfers of value resulting from or related to contracts between
pharmaceutical companies and healthcare organizations under which such healthcare organizations
provide any type of services to a pharmaceutical company or any other type of funding not covered in
the previous categories. Fees, on the one hand, and on the other hand transfers of value relating to
expenses agreed in the written agreement covering the activity will be disclosed as two separate
amounts.

Q&A 5, 6 (Appendix 3 to the AIPM Code)

7.3.3. Categories for transfers of value to a healthcare professional include:
[ Contribution to costs related to events. Contribution to costs related to events when it is not
prohibited by the applicable legislation, such as:

- Registration fees.

- Travel and accommodation.

Fees for service and consultancy. Transfers of value resulting from or related to contracts between
pharmaceutical companies and healthcare professionals under which such healthcare professionals
provide any lawful type of services to a pharmaceutical company or any other type of funding not
covered in the previous categories. Fees, on the one hand, and on the other hand transfers of value
relating to expenses agreed in the written agreement covering the activity will be disclosed as two
separate amounts.
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7.3.4. For transfers of value where certain information, which can be otherwise reasonably allocated to
one of the categories set forth in sub-clauses 7.3.2. and 7.3.3., cannot be disclosed on an individual basis
for legal reasons, a pharmaceutical company shall disclose the amounts attributable to such transfers of
value in each reporting period on an aggregate basis. Such aggregate disclosure shall identify, for each
category, (i) the number of recipients covered by such disclosure, on an absolute basis and as a
percentage of all recipients, and (ii) the aggregate amount attributable to transfers of value to such
recipients.

7.3.5. Where a transfer of value required to be disclosed pursuant to sub-clauses 7.3.1. - 7.3.4. is made
to an individual healthcare professional indirectly via a healthcare organization, such transfer of value
shall only be required to be disclosed once. To the extent possible, such disclosure shall be made on an
individual healthcare professional named basis pursuant to sub-clause 7.3.3.

7.3.6. Research and development transfers of value in each reporting period shall be disclosed by each
pharmaceutical company on an aggregate basis. Costs related to events that are clearly related to
activities covered in this section can be included in the aggregate amount under the «Research and
Development Transfers of Value» category.

7.3.7. Each pharmaceutical company shall publish a note summarizing the methodologies used by it in
preparing the disclosures and identifying transfers of value for each category described in sub-clauses
7.3.2. and 7.3.3. The note, including a general summary and/or country specific considerations, shall
describe the recognition methodologies applied, and should include the treatment of multiyear
contracts, VAT and other tax aspects, currency aspects and other issues related to the timing and amount
of transfers of value for purposes of this Code, as applicable.
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VIII. Pharmaceutical Companies' Procedures
and Liability

8.1. AUTHORIZED PERSON OF A COMPANY

Companies should establish and maintain appropriate operating procedures to ensure that their
marketing operations are in accord with applicable Russian legislation and with this Code. In particular,
companies should continuously monitor and analyze their own activities for promotion of pharmaceutical
products and materials distributed in connection therewith.

All advertising materials are subject to prior approval by an authorized employee of the company, who
must have a suitable level of education and qualifications (scientific or medical).

8.2. PROMOTIONAL PROGRAMS AND DOCUMENTATION

Activities to promote pharmaceutical products, promote sales, etc., should be conducted in accordance
with the corresponding programs approved by the company's authorized person, with relevant
documentation kept in the process to reflect the progress of such promotions.

8.3. STORAGE OF DOCUMENTATION

The programs of events (activities), documentation on their conduct, and samples of advertising
materials should be kept by the company's authorized department or authorized person for a minimum
of one year after the completion of each event, activity, or advertising campaign, unless a longer period is
specified by applicable legislation.

Programs and documentation should be provided to supervisory authorities in accordance with existing
advertising legislation and to members of a specially established AIPM panel in case of dispute hearings.

8.4. EMPLOYEES PROFESSIONAL DEVELOPMENT

In the interests of maintaining high standards in carrying out marketing activity, companies should
pursue the principle of continuous professional development of employees in this sphere.
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IX. Maintenance and Development of the
Code

9.1. NEED TO CONSTANTLY MAINTAIN AND DEVELOP THE CODE

The expansion in the arsenal of methods and means of marketing practice and their modification under
the conditions of Russia's developing pharmaceutical market leads to the need to constantly maintain
and develop the Code so that it meets the demands of the times and does not have gaps in the regulation
of advertising and other methods of promotion of pharmaceutical products.

9.2. ANALYSIS OF PHARMACEUTICAL COMPANY PRACTICES AND OPERATION OF THE
CODE

In order to maintain the currency of the Code and its Appendices, as well as for the timely identification
of the need to introduce amendments and additions, analysis of current marketing practices of
pharmaceutical companies in the Russian market and of their interactions with healthcare professionals
and patient organizations will be conducted. The analysis will include an evaluation of the conformity of
marketing practices of companies manufacturing pharmaceutical products to the standards and
principles of the Code, how completely the methods and means of advertising and promotion used are
reflected in the Code, the identification of trends in regard to the most often violated principles, an
evaluation of the influence of the standards of the Code on marketing practices, etc.

The analysis of the functioning of the Code will be carried out by the AIPM Ethics Committee.

9.3. UPDATING THE CODE

On the basis of the analysis conducted, the AIPM Ethics Committee will present an annual report to the
Board of Directors. If necessary, the Ethics Committee will develop proposals on improvement of the
Code and gives them to the Executive Director of the AIPM.

97



Appendix 1

Procedure for Review of Complaints and
Disputes Regarding Violations of the AIPM
Code of Practice

1. PROCEDURE FOR REVIEW OF COMPLAINTS AND DISPUTES REGARDING
VIOLATIONS OF THE AIPM CODE OF PRACTICE

1.1. The AIPM will only review complaints regarding violations of the Code («Complaints») with regard
to activities of companies within the Russian Federation and/or targeted at a Russian audience.

1.2. A complaint about a violation of the Code can be filed by both an AIPM member and any other
interested person.

1.3. The complaint may be filed either against an AIPM member or any pharmaceutical manufacturer
who is not a member of the AIPM but carries out its activity in the Russian market.

1.4. The procedure for filing a Complaint in respect of violations of the Code depends on the parties to
the dispute.

2. PROCEDURE FOR REVIEW OF COMPLAINTS AND DISPUTES BETWEEN COMPANIES
THAT ARE AIPM MEMBERS

2.1. Before filing to the AIPM a Complaint in respect of violations of the Code AIPM members are under
the obligation to try to settle their dispute themselves. At the same time, the applicant company may
notify the AIPM Executive Director (the «Executive Director») about sending the corresponding
Complaint accordingly.

2.2. Upon receiving a Complaint, an AIPM member company is to provide a response within ten
business days. These terms start as from the moment the Complaint is received by that company.

2.3. If the complaining company fails to receive a response within the above period or the foregoing
procedure fails to result in a resolution satisfactory to both parties in dispute, the complaining company
may file an application addressed to the AIPM Executive Director for a special panel (the «Special Panel»)
to be formed in order to review and resolve the case.

3. PROCEDURE FOR THE REVIEW OF COMPLAINTS FILED WITH THE AIPM

3.1. Subject to compliance with the requirements of clause 1 of this Procedure, AIPM members and

other interested parties may file a Complaint in respect of the activities of any pharmaceutical

manufacturer, including, but not limited to, those that are not AIPM members, but carry out their

activities in the Russian market.

3.2. A Complaint should be filed by the head of the company (general director, head of a representative

office, branch, etc.) or by person authorized by him (by a power of attorney) in writing and addressed to

the AIPM Executive Director.

3.3. Complaints are sent by the company to the location of the AIPM Secretariat or to the email address

of the AIPM Secretariat.

3.4. A Complaint should contain:

[ the identity of the company that is alleged to have committed a violation of the Code;

[ ] the name(s) of the pharmaceutical product(s) in regard to which there are suspicions of a violation
of the Code;

[ ] documents and materials evidencing the alleged violation, for example, advertising materials, in a
format and quality that allows to familiarize with them;
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the date of the alleged violation;
a brief description of the essence of the alleged violation, including references to the
corresponding points of the Code;
[ ] documents and materials indicating the efforts of the parties to independently resolve the dispute
between themselves, undertaken before applying to the AIPM.
3.5. The materials relating to the complaint (files) are confidential. Only the parties to the dispute have
access to the materials of the case. The only exception will be if a Special Panel is formed to review the
case.
3.6. The parties to the dispute, the Executive Director and the Secretariat of the AIPM, and the
members of the Special Panel should observe the confidentiality of the materials of the case.
3.7. The disclosure of the case materials to a third person shall be considered a serious violation of
AIPM procedures.
3.8. Upon receiving the Complaint, the Executive Director ascertains the presence of the necessary
documents and materials, prepared in accordance with clause 3.4. of Appendix 1, as well as indications of
violation of the Code. Having verified the compliance with the mandatory requirements, and within 4
business days of having received the Complaint, the Executive Director confirms to the complainant that
the Complaint has been accepted for review, and informs the company with regard to which the
Complaint was accepted and provides it with the Complaint as well as the documents and materials
received.
3.9. At the written request of the complainant, its identity can be withheld from the company with
regard to which the Complaint is made. In such a case, it shall be the responsibility of the complainant
(and not the responsibility of AIPM or the Executive Director) to ensure that the documents and
materials submitted in support of the Complaint do not identify the complainant.
3.10. Any period of time mentioned in this Procedure starts on the day following the calendar date or
the occurrence date that defines the beginning of the period. If the period is set for performing an act,
the latter may be performed by twelve p.m. of the last day of the period. However, if the act is to be
performed at an organization, the period expires when, under the established rules, the relevant
operations at that organization are stopped. Written complaints and notices delivered to a
communication organization by twelve p.m. of the last day of the period are deemed timely.
3.11. The company with regard to which the Complaint was filed should provide a response within ten
business days. This term starts as from the moment the Complaint is received by that company. Upon
having a valid excuse, the company in the same period may request that the period established for its
response be extended (but by no more than 15 business days) by filing an appropriate request which
should provide the reason for the requested extension. The response should be in writing and addressed
to the Executive Director. The response is sent by the company to the location of the AIPM Secretariat or
to the email address of the AIPM Secretariat.
3.12. The response should contain:
| a recognition of the fact of a violation of the Code and information about steps taken to correct the

situation;
or

[ a refusal to recognize a violation of the Code, as well as clearly formulated and, in appropriate
cases, grounds for such a refusal with supporting documentation.

Upon receiving a response, the Executive Director must within 2 business days forward it to the

complainant. The complainant must review this response and respond to the Executive Director within 5

business days as to whether or not the response is satisfactory. Thereafter, the Executive Director

decides whether the dispute has been resolved, or whether the AIPM must take additional actions to

facilitate the resolution of the dispute.
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3.13. In order to achieve a solution satisfactory to the parties, after receiving the Complaint the
Executive Director may invite the applicant and the company in respect of which the Complaint was
submitted to hold a joint meeting to independently resolve the dispute between the parties through the
mediation of the AIPM. Based on the results of the meeting, the Executive Director sends the minutes of
the meeting to the parties within four working days.

3.14. |If the response is satisfactory to the complainant, and the resolution does not harm the interests
of any other AIPM member or further violate the Code, then this fact is recorded by the Executive
Director, and the case is closed. The case may also be closed if the Executive Director deems the
response to be satisfactory and the complainant has not reacted to the response within the required 5
days.

3.15. Thereafter, it is the obligation of both sides in the Complaint to ensure that any agreements and/
or undertakings embodied in their agreed resolution of the Complaint are adhered to. If such agreements
and/or undertakings are not adhered to, either party may make a new claim to the Executive Director,
which would follow the same process as described above.

3.16. |If the above-mentioned procedure has not resulted in a decision satisfying the disputing parties,
the Executive Director shall form a Special Panel for reviewing and taking a decision on the case. A Special
Panel can be formed when the company with regard to which a complaint was received did not respond
to it within the established term.

3.17. A Special Panel is formed to review a concrete case and the 5 members of this Special Panel are
chosen from the 20 members of the Standing Dispute Resolution Panel (the «Standing Panel»).

4. STANDING PANEL

4.1. 20 members of the Standing Panel shall be chosen by a General Meeting of the AIPM from (i) the
senior employees of AIPM members who preferably work in the medical, legal, ethical and regulatory
departments of such member companies and (ii) other stakeholders. General Managers (Heads of
Representation), sales, and marketing managers are not eligible to be members of the Standing Panel.
The Executive Director is an ex officio member of this Standing Panel.

4.2. Members of the Standing Panel will be chosen for two year 'staggered' terms, such that each year
ten members of this Standing Panel will be chosen annually at a General Meeting of the AIPM.

4.3. If a Standing Panel member ceases to be employed by an AIPM member company, or if that
company ceases to be a member of the AIPM, such Standing Panel member shall immediately be
ineligible to remain on the Standing Panel. A replacement will be selected at the next General Meeting of
the AIPM to fulfill the remainder of the term of the departed Standing Panel member.

5. SPECIAL PANEL

5.1. When it is understood that a Special Panel should be formed in order to resolve a dispute, this
Special Panel is formed by the Executive Director within ten business days (for instance, after the end of
the period for a reply, or after receipt by the claimant of the respondent's negative reply). In order to do
so, and after consultation with the disputing parties, the Executive Director determines if any members
of the Standing Panel have a conflict of interest with any of the disputing parties. If any are found to have
such conflicts of interest, they are deemed ineligible to participate in the Special Panel for that specific
case. Examples of a conflict of interest would include members who have products in competition with
the products of the parties involved in the dispute.

5.2. The parties are to agree upon the candidates to serve on the Special Panel within three business
days of receiving a notice of the nominations. Should there be a conflict of interest between any member
of the Special Panel and either of the parties, either party to the dispute may challenge the relevant
candidates, but on no more than twice.
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5.3. An independent expert may be invited to serve on the Special Panel as a legal consultant. The
invited legal consultant may be rejected by either of the disputing parties. In such a case, the Executive
Director shall propose another legal consultant. If the necessary legal consultant is not agreed upon
within three business days, the Special Panel shall carry out its activity without a legal consultant.

5.4. If either party fails to provide a response regarding the composition of the Special Panel by the
expiry of three business days, the Executive Director may deem the membership of the Special Panel to
have been agreed upon.

5.5. The Executive Director presides over meetings of the Special Panel. Neither the Executive Director
nor the legal consultant has the right to vote during decision-making. The AIPM secretariat provides
technical support for the Special Panel's work.

5.6. To preserve the utmost confidentiality and ensure the most objective results possible, the meetings
of Special Panels will be closed, and their deliberations will be kept strictly confidential. During these
deliberations the disputing parties will not be present.

5.7. Special Panel members familiarize themselves with all materials concerning the case under
examination and make a decision as to whether a violation of the Code took place. In order to ensure a
comprehensive consideration of the dispute, the Special Panel may assess whether these materials are in
line with other provisions of the Code, that have not been specified in the Complaint. The decision is
made in the form of recognition or non-recognition of a violation. Also possible is the making of
recommendations regarding the elimination of negative consequences of the violation that took place.
Before being pronounced, the written decision is studied by an AIPM legal consultant, if any has been
accepted.

5.8. If a Special Panel member cannot attend a Special Panel meeting for a good reason, he/she can
study the materials subject to all the established requirements for reviewing the case and take a decision
on another day, but not later than seven business days from the time the main Special Panel meeting is
held. If a member of the Special Panel misses its meetings dealing with the same case on a regular basis
(on three or more occasions), that person is excluded from the Special Panel.

5.9. If a Special Panel decides that it is impossible to review the case without requesting additional
materials from the Parties, the Executive Director shall send the relevant request within two business
days. The Parties should provide additional materials within five business days from the receipt of the
request. Next, the Executive Director shall schedule a second meeting of the Special Panel within ten
business days. The Parties are informed of the Special Panel's decision as usual.

5.10. The decision of the Special Panel will be communicated in writing to the disputing parties by the
Executive Director within two business days of such decision.

6. APPEAL PROCEDURE

6.1. If one of the disputing parties disagrees with the decision, it may make an appeal in writing to the
Executive Director within ten business days of being advised of the decision.

6.2. The Executive Director will then convene the Special Panel that rendered the decision within ten
business days of receiving this request for an appeal. The disputing parties may choose to attend this
meeting of the Special Panel in order to argue their respective cases in person. During the deliberations
of the Special Panel on this appeal the Executive Director and the legal consultant, if one has been
agreed, will now have one vote each. If the Special Panel reached a decision on the basis of even
numbers (due to the absence of the legal consultant) and the voting results in a draw, the Executive
Director casts the deciding vote. The decision of this appeal Special Panel will be final.

7. SPECIAL PANEL RECOMMENDATIONS AND PENALTIES FOR VIOLATIONS OF THE
CODE

7.1. If a violation of the Code is established by a Special Panel, it may recommend on the need to take
appropriate measures to eliminate the violation and impose by AIPM the following sanctions:
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[ ] Oblige employees of the violating company to complete an online training session on the Code;

[ ] Inform the parent company of the company about the violation;

[ In the case of a serious violation, impose a financial fine in an amount not to exceed the current
AIPM annual membership fee, which shall be used in a manner to be decided by next General
Meeting of the AIPM*!

[ ] Make the fact of the violation public on the AIPM website, including, but not limited to, the identity
of the offending company, if the violation is serious or repeated. This posting shall remain on the
AIPM website for three months. A violation is considered repeated if it is committed within 24
months of the initial violation involving the same pharmaceutical product, or a similar violation but
with another pharmaceutical product.

m  Recommend to the General Meeting the expulsion of the firm concerned from AIPM™. Expulsion
from the AIPM does not release the expelled or withdrawing member company from its financial
obligations, nor does it release the company from the duty to pay a fine imposed;

| A combination of the possibilities mentioned above.

7.2. A company declared as violating the Code by virtue of a decision must notify AIPM of measures
taken to implement the Special Panel decision within the time period set by the Special Panel. If AIPM
does not receive the relevant notice, and also if the violation is not eliminated within the prescribed
period, the AIPM Executive Director shall send the company a reminder. If AIPM does not receive this
notice within ten business days from the time the company receives the reminder, the AIPM Executive
Director is entitled to contact the company's headquarters and inform that the company has not taken
measures to eliminate the violation or the violation has not been eliminated.

7.3. Decisions made by Special Panel with respect to each dispute are to be published on the AIPM
website. Unless the publication of a name of offending company is applied as a sanction for the offence
as described above, these publications should not include names of the relevant companies.

7.4. The Executive Director shall present each General Meeting of the AIPM with a report listing the
number of disputes reviewed since the previous General Meeting, describing their general nature and
specifying the relevant decisions made. The report shall identify the companies found to have been in
material breach of the AIPM Code. The Executive Director, in consultation with the parties to the dispute,
may decide to include into the report information about the general nature of the dispute and about the
results of the meeting held for an independent resolution of the dispute between the parties through the
mediation of the AIPM.

" This penalty can be imposed only on AIPM member companies.
2This penalty can be imposed only on AIPM member companies.
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Appendix 2 | Template

Full Name HCPs: inhabited Country . Principal Practice
localities of Principal  ©f Principal Practice Address
(Sub-clause 7.1.1) Practice (Clause 7.3)

HCOs: inhabited
localities where
registered (Clause 7.3)

Unique country
identifier
OPTIONAL
(Clause 7.3)

Donations and
Grants to HCOs
(Clause 7.3.2)

Contribution to costs of Events

(Sub-clause 7.3.2)

Registration
Fees

Sponsorship
agreements with
HCOs/third parties
appointed by HCOs to
manage an Event

Travel &
Accommodation

Date of publication:

Fee for service and consultancy

(Sub-clause 7.3.2 & 7.3.3)

TOTAL
OPTIONAL

Fees

Related expenses
agreed in the fee for
service or consultancy
contract, including
travel & accommoda-
tion relevant to the

(OTHER, NOT INCLUDED ABOVE - where information cannot be disclosed on an individual basis for legal reasons

contract

8 INDIVIDUAL NAMED DISCLOSURE - one line per HCP (i.e. all transfers during a year for an individual HCP will be summed up: itemization should be available for the individual Recipient or public a rities' consultation only, as appropriate)
==
Gs
= E Dr A N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount
S

T
<S( E DrB N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount
=X
E o etc. N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount
c3

<

a

=)

%)

- Sub-clause 7.3.4

Aggregate amount attributable to transfers of value to such Recipients - Sub-clause 7.3.4 N/A N/A Aggregate HCPs Aggregate HCPs IAggregate HCPs IAggregate HCPs Optional
Number of Recipients in aggregate disclosure - Sub-clause 7.3.4 N/A N/A number number number number Optional
% of the number of Recipients included in the aggregate disclosure In the total number of Recipients disclosed N/A N/A % o o 0% N/A

OTHER, NOT INCLUDED ABOVE - where information cannot be disclosed on an individual basis for legal reasons

< =] INDIVIDUAL NAMED DISCLOSURE - one line per HCO (i.e. all transfers during a year for an individual HCO will be summed up: itemization should be available for the individual Recipient or public a rities' consultation only, as appr
=X
0
% E HCOI Yearly amount 'Yearly amount Yearly amount Yearly amount \Yearly amount 'Yearly amount Optional
I
E E HCO 2 Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Optional
— X
a. O
(eNe) etc. Yearly amount 'Yearly amount Yearly amount Yearly amount iYearly amount iYearly amount Optional
[aa]
<
o
(=}
m

- Sub-clause 7.3.4

IAGGREGATE DISCLOSURE

MCCNNEOOBAHVA m

Transfers of Value re Research & Development as defined (Sub-clause 7.3.6)
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Total Amount Optional

Aggregate amount attributable to transfers of value to such Recipients - Sub-clause 7.3.4 /Aggregate HCOs /Aggregate HCOs [Aggregate HCOs [Aggregate HCOs IAggregate HCOs IAggregate HCOs Optional
Number of Recipients in aggregate disclosure - Sub-clause 7.3.4 number number number number number number Optional
% of the number of Recipients included in the aggregate disclosure in the total number of Recipients disclosed o o% o o o% o N/A
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Appendix 3
Questions and Answers to the AIPM Code of
Practice

1. What is the intended use of printed advertising materials and «reminder» advertising? And in what
lies the difference between printed advertising materials and «reminder» advertising ?

Pursuant to the AIPM Code of Practice (hereinafter - Code) «reminder» advertising is the variety of
printed advertising materials.

Printed advertising material for healthcare professionals, as provided by sub-clause 3.2.1., and for
general public, as provided by sub-clause 4.2.1., - it is the material containing true and complete
information, which, as a whole, enables healthcare professionals or for consumers (patients) (for
consumers/patients - only for over-the-counter pharmaceutical products) to get an idea of properties of
the pharmaceutical product to the extent of its registered indications for use. Such material should
contain information consistent with the requirements of sub-clauses 3.2.1. and 4.2.1. of the Code and in
accordance with the requirements of the Federal Law «On advertising».

In the meantime, «reminder» advertising for healthcare professionals as provided by subclause 3.2.2.,
and for consumers (patients), as provided by sub-clause 4.2.2. (for consumers/ patients - only for over-
the-counter pharmaceutical products), - it is the material containing minimum information pursuant to
the requirements of the Federal Law «On advertising» with the obligatory reference to the necessity of
familiarization with the package leaflet or to obtain healthcare professional consultations. «Reminder»
advertising material may contain the name of a pharmaceutical product (the trade name) and/ or brief
information, such as slogan and/or key short message aimed exclusively at reminding of pharmaceutical
product. Flowever, this specified information should not induce expressly or implicitly to prescribe or to
purchase pharmaceutical product, for example, by pointing at advantages of the product. Therefore,
«reminder» advertising can be put at the particular place, where healthcare professionals or consumers
(patients) have an opportunity to acquire additional information about product.

For example, in pharmacies, at the specialized exhibitions, congresses, conferences on billboards of
pharmaceutical companies. For example, such type of advertising materials as «shelf talker»,
«wobblers», which are usually used in pharmacies and placed in close proximity to over-the-counter
pharmaceutical products, may be defined as «reminder» advertising and characterized without
limitation (inter alia) by the reason that in advertising location consumer/patient has direct access to the
package leaflet or has an opportunity to obtain pharmacist/pharmaceutical professional consultations
on properties characterization of over the-counter pharmaceutical product.

2. What is meant by the term of "pharmaceutical product's launch" in clause 6.2.3. of the present Code?

For the purposes of clause 6.2.3. of the present Code pharmaceutical product's launch - first actions of
giving information to the healthcare professionals and/or patients on over-the-counter pharmaceutical
product to the extent that these actions are taken by pharmaceutical company after the state
registration of a pharmaceutical product or of its new indication for use within the territory of the
Russian Federation. Examples of these actions are the following: launch of a pharmaceutical product/ or
of a new indication for use or the date of entry of the first batch of a pharmaceutical product into the
civil circulation in the territory of the Russian Federation.

At the same time, samples of pharmaceutical products can be provided to non-commercial medical
organizations in the event that a new indication is registered for the treatment of another nosological
unit (according to the ICD) or a disease in another therapeutic area, or is also aimed at treating certain
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groups of patients (for example, children, patients with kidney or liver function, etc.). Flowever, at the
same time, a change in indications within the limits of the degree and / or stage of disease's severity
cannot be considered as a basis for distribution of samples.

At the same time, a change in the form of production may be a sufficient reason only if such a change
leads to a significant change in the method of medicine administration. For example, a parenteral route
of administration is added to the oral route. Thus, a healthcare professional gets an opportunity to gain
new experience in the use of a pharmaceutical product when familiarizing himself/herself with it.

3. What is meant by «reasonable limits» in sub-clause 3.3.6. of the AIPM Code of Practice?

For the purposes of sub-clause 3.3.6. of the Code, the term «reasonable limits» refers to the average
cost of meals at events of such type (taking into account the duration of an event and number of
participants) conducted by pharmaceutical companies in a particular region or in the whole country.
AIPM member companies should have specific cost limits set by their internal documents.

4. s it permitted to put company logos, trade names of pharmaceutical products and other components
of a pharmaceutical company's product brands on the stationary items which may be provided at events
according to sub-clause 3.3.5. of the AIPM Code of Practice?

It is permitted to provide inexpensive stationery (pens, paper pads, and pencils) at events, for the
purpose of taking notes or keeping records, only as long as these stationary items do not bear
pharmaceutical company logos, trade names of pharmaceutical products or other components of a
pharmaceutical company's product brands.

Comment: These restrictions will take effect on January 1, 2015.

5. How to disclose sponsorship fees paid to third parties, appointed by HCOs to manage the event
(technical organizers).

Under sub-clause 7.3.2. of the AIPM Code of Practice categories for transfers of value to HCO among
others include contribution to costs related to events though HCO or third parties, including sponsorship
agreements with third parties appointed by HCO to manage an event. The definition of the Transfers of
Value provided by the AIPM Code apart from direct payment to HCO includes also transfers (whether in
cash or in kind) to third parties, where company member could identify HCO that benefit from the
transfer of value being a beneficiary.

When HCO appoints the technical organizer of the event, such technical organizer organizes an event
using transfers of value received from sponsors for and under control of the HCO. Sponsorship fee paid
to the technical organizer in this case shall be disclosed as transfer of value to the HCO, which appointed
the technical organizer. As Transfers of value includes benefits in kind, disclosure does not necessarily
means that HCO received money through the technical organizer; values in kind could be provided to
HCO by technical organizer by means of renting the event facilities and financing other costs related to
the event in HCO's interests.

The relations between technical organizer and HCO shall be properly documented, for example, by the
trilateral agreement (company, HCO, technical organizer). If company concludes sponsorship agreement
with technical organizer only, relations between HCO and such technical organizer (if available) shall be
documented by such sponsorship agreement and confirmed by a document from HCO (e.g. letter by
HCO).

6. How to disclose transfers of value to several HCOs appointed the one technical organizer to manage
the event?

Such transfers of value shall be disclosed based on the actual circumstances confirmed by documents.
The exact distribution of the transfers of value among HCOs could be defined by the sponsorship
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agreement or by the official correspondence with such HCOs. The principles and methods used by
company in preparing the disclosures, including specifications of allocation of transfers of value for the
benefit of each HCO in accordance with AIPM Code of Practice, should be documented and can be
published in the company's note summarizing such methodologies.

7. What is the meaning of «clearly identifiable Recipient» under sub-clause 7.3.1. of the AIPM Code of
Practice with respect to HCO?

Companies have to ensure that HCO receiving the transfer of value is identified in such a way that there
cannot be any doubt about the identity of the HCO receiving the Transfers of value. In practical terms,
there might be cases, where company pays sponsorship fee to the legal entity (not HCO), which
independently organizes the event, not acting as an intermediate for any HCO. In this situation company
cannot identify any HCO as Recipient of values and, correspondingly, disclosure is not required. Where
the technical organizer is appointed by HCO and acts as an intermediary in HCO interests, payments to
such technical organizer falls within the definition of the indirect transfer of value to HCO through the
intermediary and, correspondingly, shall be disclosed.

The clear possibility to avoid doubts on the role and status of the party, to which sponsorship fee is paid,
is to define such role and its relations with HCO (if any) in the sponsorship agreement. Such roles and
status shall be confirmed by HCO by way of signing the sponsorship agreement (in case of trilateral
agreement) or by a separate document (e.g. letter from HCO).

8. Whether it is permitted to distribute informational materials containing information on discount
programs of pharmaceutical company designed to lower the cost both of prescription and over-the-
counter pharmaceutical product for patients (hereinafter referred to as «Programs») in accordance with
sub-clause 6.5.3. of the AIPM Code of Practice?

Subject to any requirements provided by effective legislation of Russian Federation and AIPM Code of
Practice pharmaceutical company or a third party hired by the pharmaceutical company should
conclude a contract exclusively with the relevant pharmacy organizations, wherethrough the
informational materials about the Programs are distributed for patients.

Compensation to pharmacy organizations should not be based on/related to the number of distributed
materials and its parts.

Program materials should not be designed to draw attention to prescription pharmaceutical product,
formation or maintaining of interest to the product and to promote it on the market. Additionally,
advertising slogans of the company manufacturing pharmaceutical product, logo of the pharmaceutical
product and other components of the pharmaceutical product's brand are prohibited for use.

In the event of Program materials are distributed in respect of prescription pharmaceutical product,
pharmaceutical companies should ensure that such materials can be provided exclusively in return for
prescription of HCP.

It is prohibited to distribute informational materials related to Programs for patients through and with
the assistance of doctors.

9.  What kind of event can be considered as scientific event in accordance with subclause 3.3.3. of the
AIPM Code of Practice?

The purpose of a scientific event is to inform the scientific community about advances in medicine,
diagnostics, prevention, and treatment of certain diseases, as well as in the field of scientific research
into new pharmaceutical products and their possible uses.

A scientific event may be an international/national scientific congress/conference organized by
professional medical associations/scientific communities, as well as a scientific symposium organized by
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a pharmaceutical company as part of the above events. The status of the event (international, with
international participation, national) must be reflected in the program.

The event is considered to be a truly international scientific event provided that its purpose consists in
sharing international scientific experience and international practice of innovative methods of
treatment used by specialists from different countries.

A scientific event funded by a pharmaceutical company (a symposium as part of a conference/congress)
must be organized and supervised by the company's medical department, and the event program must
be approved by an authorized employee from the medical department at the local or global level (e.g.
the medical director of the company's representative office/global medical director). A scientific event
must be held exclusively for healthcare professionals. Mandatory registration of participants must be
provided for the scientific event.

The fact that a scientific event is funded by a pharmaceutical company must be disclosed by the
organizer and/or the person presenting scientific information within the scientific event.

Only the following persons in the scientific event may be involved as persons presenting scientific
information on an unauthorized pharmaceutical product and/or information considered off-label in the
Russian Federation and/or information related to international/national clinical guidelines approved in
the established manner:

m  employees of the company's medical department;

m  and/or investigators who took part in the study the data on which are presented within the
scientific event;

m  and/or speakers who are leading experts in the field of treatment of a given disease.

*Presentation of information at various events as part of the plan for disclosure of clinical trial data is
outside the scope of this document.

10. Whether it is required to indicate the name of pharmaceutical company in the case of the disclosure
of information about diseases and about their prevention in accordance with the clause 2.6. of the AIPM
Code of Practice in the event that such indication may cause the risk of violation of the Russian
Federation legislation?

In the event when the indication of the name of pharmaceutical company in the case of the disclosure
of information about diseases and about their prevention in accordance with the clause 2.6. of the AIPM
Code of Practice may cause the risk of violation of the Russian Federation legislation, in accordance with
the requirements of the AIPM Code the pharmaceutical company should apply the existing legislation of
the Russian Federation.

11. What are the conditions for the exchange of scientific information on unauthorized pharmaceutical
products and/or information considered off-label in the Russian Federation in scientific events, in
accordance with sub-clause 3.3.3. of the AIPM Code?

11.1 The following is not allowed when exchanging scientific information on research in the field of
medicine, diagnostics, prevention, and treatment of certain diseases in scientific events:

] promise or offer to provide access to unauthorized pharmaceutical products of the company;
formation and maintaining of interest in pharmaceutical products aimed at their promotion;

[ ] use of advertising materials related to a pharmaceutical product, including slogans and brand
colors;
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[ ] handout of materials containing information on unauthorized pharmaceutical products/off-label
indications to participants in scientific events;

] inadequate comparisons with existing treatment methods in the absence of direct comparative
studies, including inadequate extrapolation of research data to the clinical efficacy of a
pharmaceutical product;

] assumptions regarding the efficacy or safety of a pharmaceutical product in a patient population
that was not studied in the trial being presented;

m  statements about the clinical efficacy or safety of a pharmaceutical product based on pre-clinical
data that are only suitable for describing the pharmacological properties of the pharmaceutical
product.

11.2 Information presented at a scientific event

11.2.1 Information on research in the field of medicine, diagnostics, prevention, and treatment of
certain diseases related to an unauthorized pharmaceutical product and/or information considered off-
label in the Russian Federation, and/or information on international/national clinical guidelines
approved in the established manner must be accompanied by:

] a separate slide or a clearly legible disclaimer warning about the lack of authorization in the
Russian Federation;

m  a warning about the need to use pharmaceutical products only in accordance with the approved
instruction for use of the authorized pharmaceutical product;

m relevant disclaimers.
11.2.2. The information provided at a scientific event should be balanced between the presentation of

information about the problem/disease and information about the results of clinical trials and form
a holistic objective understanding of existing approaches to treatment, and may include:

] Information about the disease (including, general description of the clinical patterns of the disease,
diagnosis, disease progression, etiology, pathogenesis, and epidemiology);

m  The current available knowledge and existing approaches to therapy (with possible reference to
international/national clinical guidelines; conventional protocols for managing the disease);

] Balanced information covering the range of medicinal products used for therapy and authorized in
the country;

] Publicly available information on the therapeutic areas in which the company conducts research
and development, 11.3.3 General requirements for scientific information;

] The results of scientific trials must be consistent with the information contained in the official
published source;

m  The presentation of data on clinical trials must be accompanied by information on the study design
and the study population of patients participating in the study (both currently and previously). This
information should be presented in a brief form relevant to the scientific issue under discussion;

[ ] Pre-clinical study data can only be used to describe pharmacological properties and may not be
used to draw conclusions about the clinical efficacy or safety of pharmaceutical products;

m  The exchange of scientific information at a scientific event should be supported by data published
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in specialized journals;

] Mention of a product is allowed only by its international non-proprietary name and should not be
the only topic of discussion.

A pharmaceutical company should make every effort to ensure that the information presented gives
listeners an objective understanding of the scientific problem and general approaches to therapy. The
information should be truthful, relevant, unbiased, balanced, and should not encourage listeners to use
a product off-label.

12. How should company disclose information regarding patients' organization support, including
financial support (according to the clause 6.4.5. of AIPM Code of Practice)?

Each company should disclose a list of patient organizations to which it provides direct or indirect,
financial and\or non-financial support or that it has engaged to provide contracted services for its
benefit.

The disclosure must include a description of the support/contracted services provided that is sufficiently
complete to enable the reader to form an understanding of the volume and the nature of the
support/contract. Contract confidentiality provisions shall not prevent the disclosure to the extent
provided by the AIPM Code of Practice.

In addition to the name of patient organization and the nature of the support/contract the following
elements must be included:

a. Forsupport:
i. The monetary value of financial support;

ii. For non-financial support that cannot be assigned to a meaningful monetary value, description
shall include information on the benefit that patient organization receives.

b. For contracted services: the total amount paid per patient organization over the reporting period.
This information must be disclosed on the company's website (either on a national or global level) on an
annual basis within the period from June 20 to June 30. Each reporting period shall cover a full calendar
year.

Methodology. Each company shall publish a note summarizing the methodologies used by it in
preparing the disclosure and identifying support or contracted services.

13. What criteria should be considered when assessing the appropriateness of the location and venue
of an event organized and/or supported by pharmaceutical company in accordance with clause 3.3.4. of
AIPM Code of Practice?

When assessing the appropriateness of the location and venue of an event organized and/ or supported
by a pharmaceutical company, regardless of its forms (in person and/or hybrid), the following set of
non-exhaustive criteria should be considered:

1) Location

1. The geographical location of the event is in or near a city or town, which is a recognized scientific,
business, regional or administrative center, the transfer of participants should be optimal from the point
of view of the participants' logistics (e.g. a regional congress should not take place outside of the region;
when appropriate venues are available within the town, the event should not be organized out of town
or in other town).
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2. The location of the event should not be:
a. primarily known as a resort location or for its recreational and/or touristic offering, or

b. the main attraction of the event or be perceived as such.
3. On some occasions the company may organize its own event or support an event organized by a
third party in the location that is primarily known as a resort location or for its recreational and/or
touristic offering provided that

a. the eventis targeted for the audience residing directly at this location; or

b. the supported event is an annual national or international event, organized by nationally or
internationally recognized professional association and the event does not take place during high

touristic season for this geographical location.
2) Venue

Suitable venues may include business and convention centers, medical and educational institutions,
hotel conference rooms and other venues contributing to business, educational and scientific goals.

Events should not take place at:

m  Extravagant places that do not contribute to the scientific and educational goals of the event (spas,
casinos, places of worship, museums, manors, parks, hangars, etc.). The selection of extravagant
venues presupposes the predominance of an entertainment nature of the event, excludes the
educational, scientific and professional goals and nature of the event that should guide
pharmaceutical companies, and ultimately detract from the image of the pharmaceutical company
and the entire industry.

m  Hotels rated as 5* and/or higher.

m In places targeted exclusively and/or primarily for recreation not depending on their rating and
type, and/or present themselves exclusively and/or primarily as a space for recreation, for
example, through the characteristic highlighting of the presented aqua/spa/entertainment
services, and/or, direct location in a place that attracts with its picturesque forest/mountainous/
rural space.

m In places associated primarily with entertainment (yacht club, museum, theater, concert hall,
cinema, circus, hippodrome, shopping and entertainment center, etc.).

When assessing the location of an event, it is necessary to be guided by the set of criteria specified in

this clause and consider the self-positioning of the immediate site (venue).

3) Entertainment aspect

The time of the event should not coincide with internationally recognized sporting, cultural or

entertainment events taking place in the same location and during the same period of time (e.g. it is

unacceptable to hold events at facilities that directly or indirectly contribute to participation in a

sporting or cultural event). Such sporting, cultural or entertainment events should not be the attraction
for the event or be perceived as such.

When assessing the location of an event, it is necessary to be guided by the set of criteria specified in
this clause and consider the self-positioning of the immediate site (venue).

14. What is meant by information materials of "insignificant cost» in accordance with clause 3.6.3. of
the Code?

In accordance with clause 3.6.3. of the Code, information materials of "insignificant cost" shall mean
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materials associated with the professional activities of a healthcare professional, which do not bring
personal benefit to a healthcare professional and are aimed solely at improving the professional level of
a healthcare professional. The specific cost limits must be established in the internal documents of the
pharmaceutical company.

15. What is meant by package leaflet for medical use in the AIPM Code of Practice?
In the AIPM Code of Practice, the package leaflet for medical use is understood as a package leaflet for
medical use of a pharmaceutical product, approved in accordance with the requirements of the

legislation of the Russian Federation, as well as core data sheet, package leaflet for medical use (insert),
approved in accordance with the requirements of the Eurasian Economic Union.
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Appendix 4
Questions and Answers to Section VIl of the
AIPM Code of Practice

Starting from 2016 the international pharmaceutical AIPM member-companies undertake to publish
information on transfers of value made to or for the benefit of healthcare professionals and healthcare
organizations.

ABOUT THE DISCLOSURE INITIATIVE
1. Wherefore was the initiative created?

In recent years the society pays more attention to the interaction of the pharmaceutical industry with
healthcare professionals and healthcare organizations.

The pharmaceutical industry is committed to maintain open and fair interaction, demonstrating its
commitment to transparency. This is a key element in building fruitful interaction to the benefit of
patients.

The purpose of this initiative - to make the legitimate interactions of pharmaceutical companies and the
medical society transparent and understandable to patients, government and the general public.
Cooperation between the medical community and the pharmaceutical industry - the force for progress
in medicine and healthcare.

Patients should be confident that these interactions do not affect the decisions of doctors, and
healthcare professionals in making decisions on treatment are based only on the clinical data, their
professional experience and interests of patients.

The task is to strengthen such legal relations by increasing their transparency to the benefit of patients.

2. Why was the initiative created?

Interaction of pharmaceutical companies and healthcare professionals are always necessary for the
health of patients, and for the development of science. At the same time, today we can observe the
increasing interest demonstrated by not only the public authorities, but also by society, to the substance
of these interactions. Both want to be sure that this kind of interaction does not affect the doctor's
decision of physician on the use of drugs and treatments.

In order to build confidence that the doctor decision is not biased, but objective and balanced, the
international pharmaceutical industry has taken the initiative - to make the relationship between
pharmaceutical companies and healthcare professionals understandable and transparent to the public.
The path to ensuring that the interactions are open and transparent is a long process, which was
prompted by some changes in the regulation as a whole. First of all, the need on the part of patients, as
well as changes in the regulatory and legal environment in different countries, including the Russian
Federation, were taken into account. So, in 2012 in Russia for the first time the rules on restrictions on
the interactions between pharmaceutical companies and healthcare professionals, and rules on
disclosure of conflict of interests have been introduced at the legislative level. The process of disclosure
of transfers of value will be a logical continuation of the Russian legislation.

Remaining dedicated to its commitment to high ethical standards AIPM became a member of the
European Federation of Pharmaceutical Industries and Associations (EFPIA) in 2012. AIPM fully shares
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EFPIA position that there is necessity to ensure that interactions between pharmaceutical companies
and society are not only conducted with integrity but are also transparent.

AIPM has therefore decided that its existing Code should be supplemented by requirements for detailed
disclosure regarding the nature and scale of the interactions between pharmaceutical companies and
healthcare professionals and healthcare organizations. AIPM expects that by taking this step it can
enable public scrutiny and understanding of these relationships and thus contribute to the public
confidence in the pharmaceutical industry.

3. What countries does the initiative cover?

The initiative to disclose transfers of value to healthcare professionals and healthcare organizations is
supported by the representatives of the pharmaceutical industry and industry associations, both of
developed and developing countries on the 5 continents of the globe.

These are the countries where there are communities that are members of the International Federation
of Pharmaceutical Manufacturers Associations (IFPMA), including the Association of International
Pharmaceutical Manufacturers (AIPM) and the European Federation of Pharmaceutical Industries and
Associations (EFPIA), brought together more than 30 national associations and 40 leading
pharmaceutical companies.

4. Which companies support the initiative?

The initiative is supported by all member-companies of Association of International Pharmaceutical
Manufacturers (AIPM). AIPM member-companies strongly believe that the initiative to disclose
information about transfers of value will enhance mutual responsibility and ethical standards of
interactions between the pharmaceutical industry and medical society and, ultimately, will serve the
interests of patients and increase mutual trust in the eyes of society.

For the purposes of successful implementation of the transparency initiative there is need for
understanding and broad cooperation of all stakeholders to strengthen the trust within the society as a
whole, and between healthcare professionals and pharmaceutical industry, in particular.

5. Legal basis of interactions between the industry and medical society.

In accordance with legislation on interactions between pharmaceutical industry and medical society
healthcare professionals are not prohibited to participate in professional scientific events organized and
(or) sponsored by pharmaceutical companies, and healthcare professionals being the medical
professionals are not prohibited to receive remuneration under the contracts in the course of
performance of clinical trials, remuneration associated with educational and (or) scientific activities of
medical professionals.

6. Who and how will have access to the disclosed data?

Each AIPM member-company will publish disclosed data on the relevant pharmaceutical company's
website unrestricted and publicly available. Therefore, the data will be available for general public.

7. When the disclosure of transfers of value will be published?

Obligations to disclose information on the transfer of values provided for in Chapter VII of the Code
come into force in the year 2016 (with the provision of data for the year 2015). Thus, pharmaceutical
companies-members of the AIPM undertake to publish data for the year 2015 on the transfers of value
made by the companies from June 20 to June 30, 2016 on their websites. Starting from the year 2016,

disclosures must be made by each AIPM member company on an annual basis, and each reporting
period must cover a full calendar year.

8. Where the published information on transfers of value can be found?
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Disclosure of information will be published on the relevant pharmaceutical company's website making
transfers of value, or on the corporate web-site of the Group of companies which incorporates the
respective company (in the event of absence of the own company's web-site).

GENERAL PROVISION OF DISCLOSURE
9. Who shall disclose transfers of value?

Each pharmaceutical company shall document and disclose transfers of value it makes, directly or
indirectly, to or for the benefit of any healthcare professional or healthcare organization being a
recipient of transfers of value.

10. What is the meaning of transfers of value in accordance with the AIPM Code of Practice?

Transfers of value in the frame of the initiative - direct and indirect transfers of value, whether in cash,
in kind or otherwise, made, whether for the purposes permissible by the applicable legislation and by
this Code in connection with the development and sale of exclusively prescription-only pharmaceutical
products for human use.

Direct transfers of value are those made directly by a pharmaceutical company for the benefit of a
recipient.

Indirect transfers of value are those made on behalf of a pharmaceutical company for the benefit of a
recipient, or transfers of value made through an intermediate (e.g. event organizing agency) and where
the pharmaceutical company knows or can identify the healthcare professional/healthcare organization
that will benefit from the transfer of value

11. What transfers of value should be disclosed?
The following transfers of value should be disclosed:

I. Donations and grants to healthcare organizations that support healthcare, including donations and
grants (either cash or benefits in kind) to institutions, organizations or associations that are comprised
of healthcare professionals and/or that provide healthcare.

II. Contribution to costs related to events. Contribution to costs related to events, through healthcare
organizations or third parties such as:

Registration fees;

Sponsorship fees under agreements with healthcare organizations or with third parties appointed by
a healthcare organization to manage an event; and

— Travel and accommodation.

Ill. Fees for service and consultancy. Transfers of value resulting from or related to contracts between
pharmaceutical companies and healthcare professionals and/or healthcare organizations under which
such healthcare professionals and/or healthcare organizations provide any type of services to a
pharmaceutical company or any other type of funding not covered in the previous categories. Fees, on
the one hand, and on the other hand transfers of value relating to expenses agreed in the written
agreement covering the activity will be disclosed as two separate amounts.

IV. Contribution to costs related to events and participation of healthcare professionals therein
— Registration fees;

— Travel and accommodation.
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V. Research and development transfers of value.
12. Shall each transfer of value be disclosed on an individual basis, for each clearly identifiable
recipient?

Each transfer of value shall be disclosed on an individual basis provided that applicable data protection,
including personal data protection rules of Russian legislation are complied with. Specifically, each
pharmaceutical company shall disclose the amounts attributable to each category of transfers of value
to or for the benefit of healthcare professionals and healthcare organizations being a recipient on an
individual basis for each clearly identifiable recipient.

The exception is provided by the following categories of transfers of value which are disclosed on an
aggregate basis:

A) Research and development transfers of value;

B) Transfers of value to healthcare professionals in the event when healthcare professional doesn't
give consent to individual disclosure of transfers of value or withdrew it;

C) to the extent otherwise provided by legislation
13. What transfers of value should not be disclosed?

The following transfers of value made in accordance with effective legislation and AIPM Code of Practice
should not be disclosed:

(i) transfers of value that are solely related to over-the-counter pharmaceutical products;
(ii) transfers of value that are not listed in the answer to the question 11 (eleven), such as:
- items of medical utility,
- meals and drinks,

- samples of the pharmaceutical products; or
(iii) transfers of value that are part of ordinary course purchases and sales of pharmaceutical products
by and between a pharmaceutical company and a healthcare organization, as relevant.
14. How often shall the transfers of value be disclosed?
Starting from the year 2016 disclosures shall be made on an annual basis and each reporting period shall
cover a full calendar year.

Disclosures shall be made by each pharmaceutical company within 6 (six) months after the end of the
relevant reporting period and the information disclosed shall be required to remain in the public domain
for a minimum of 3 (three) years after the first disclosure of such information, unless otherwise is
required under current national data privacy law and other applicable national regulations.

15. How will transfers of value be disclosed?

For consistency purposes, disclosures will be made using a unified template together with synchronous
publication of the note summarizing the methodologies used in preparing the disclosures.

16. The currency of disclosed transfers of value?

Taking into account that Association represents the interests of international pharmaceutical companies
on the territory of the Russian Federation it is expected that member-companies will disclose transfers
of value in rubles.
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TRANSFERS OF VALUE TO OR FOR THE BENEFIT OF HEALTHCARE PROFESSIONALS
17. Who are considered to be healthcare professionals in accordance with the AIPM Code?

Pursuant to the provisions of the AIPM Code healthcare professionals - doctors and other medical
professionals, heads of medical organizations, pharmaceutical professionals (including pharmacists),
heads of pharmacy organizations, and other specialists the professional activity of which is concerned
with pharmaceutical products and who in the process of their professional activity have the right to
prescribe, recommend, purchase, supply, or administer pharmaceutical products.

18. How the transfers of value are disclosed?

In disclosing transfers of value to or for the benefit of healthcare professionals the data should be
published exclusively subject to the effective Russian legislation requirements on personal data
protection, provided that healthcare professionals gave the appropriate written consent and in
compliance with other requirements established by the law.

Disclosure is made in accordance with the structure set forth in Appendix 2 to the AIPM Code of
Practice. If there is no consent or the consent is withdrawn disclosure of transfers of value to healthcare
professionals should be made on an aggregate basis without identification of specific recipients of
transfers of value.

19. Whether a company refuses further interactions with healthcare professional if he doesn't give
consent to individual disclosure with identification of specific recipient?

The question of further interactions with healthcare professional in the event when healthcare
professionals do not grant consent to disclose payments on and individual basis is under an individual
company decision in accordance with their own policies and criteria for working with healthcare
professionals in accordance with the applicable Russian legislative frameworks.

20. How should disclosure be managed where the Recipient gives partial consent? For example, where
consent is given for the consultancy fees to be disclosed, but not associated payments for travel &
accommodation, being the essential part of the contract?

Member-companies are encouraged to ensure the absence of ambiguity of provisions of the contract
and consent notice concluded in the frame of interaction with healthcare professionals.

If notwithstanding the Member Company's efforts a Recipient gives only partial consent to any
provisions of the specific contract Transfers of Value of the Member Company made to that Recipient in
accordance with the contract should be declared in the aggregate disclosure subject to applicable
legislation of the Russian Federation.

Partial disclosure under the individual disclosure category would be misleading with respect to the
nature and scale of the interaction between the Member Company and the Recipient.

21. Whether there is a requirement to have consent of healthcare professional in accordance with the
Code requirements if the healthcare professional is the sole proprietor?

Taking into account that healthcare professional registered as the sole proprietors are considered to be
personal data subjects it is requisite to receive the relevant written consent to personal data processing
and disclosure. If the consent was not received the disclosure should be made on an aggregate basis.
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TRANSFERS OF VALUE TO OR FOR THE BENEFIT OF HEALTHCARE ORGANISATIONS

22. Who are considered to be healthcare organizations in accordance with the AIPM Code?

Pursuant to the provisions of the AIPM Code healthcare organizations - any legal entity (i) that is a
healthcare, medical, pharmaceutical or scientific association or organization (irrespective of the legal or
organizational form) such as a hospital, clinic, foundation, university or other teaching institution
(except for patient organizations) whose business address, place of incorporation or primary place of
operation is in Russia or (ii) which provides services through one or more healthcare professionals.

23. How to disclose sponsorship fees paid to third parties, appointed by HCOs to manage the event
(technical organizers)?

Under sub-clause 7.3.2. of the AIPM Code of Practice categories for transfers of value to HCO among
others include contribution to costs related to events though HCO or third parties, including sponsorship
agreements with third parties appointed by HCO to manage an event. The definition of the Transfers of
Value provided by the AIPM Code apart from direct payment to HCO includes also transfers (whether in
cash or in kind) to third parties, where company member could identify HCO that benefit from the
transfer of value being a beneficiary.

When HCO appoints the technical organizer of the event, such technical organizer organizes an event
using transfers of value received from sponsors for and under control of the HCO. Sponsorship fee paid
to the technical organizer in this case shall be disclosed as transfer of value to the HCO, which appointed
the technical organizer. As Transfers of value includes benefits in kind, disclosure does not necessarily
means that HCO received money through the technical organizer; values in kind could be provided to
HCO by technical organizer by means of renting the event facilities and financing other costs related to
the event in HCO's interests.

The relations between technical organizer and HCO shall be properly documented, for example, by the
trilateral agreement (company, HCO, technical organizer). If company concludes sponsorship agreement
with technical organizer only, relations between HCO and such technical organizer (if available) shall be
documented by such sponsorship agreement and confirmed by a document from HCO (e.g. letter by
HCO).

24. How to disclose transfers of value to several HCOs appointed the one technical organizer to manage
the event?

Such transfers of value shall be disclosed based on the actual circumstances confirmed by documents.
The exact distribution of the transfers of value among HCOs could be defined by the sponsorship
agreement or by the official correspondence with such HCOs. The principles and methods used by
company in preparing the disclosures, including specifications of allocation of transfers of value for the
benefit of each HCO in accordance with AIPM Code of Practice, should be documented and can be
published in the company's note summarizing such methodologies.

25. What is the meaning of «clearly identifiable Recipient» under sub-clause 7.3.1. of the AIPM Code of
Practice with respect to HCO?

Companies have to ensure that HCO receiving the transfer of value is identified in such a way that there
cannot be any doubt about the identity of the HCO receiving the Transfers of value.

In practical terms, there might be cases, where company pays sponsorship fee to the legal entity (not
HCO), which independently organizes the event, not acting as an intermediate for any HCO. In this
situation company cannot identify any HCO as Recipient of values and, correspondingly, disclosure is not
required. Where the technical organizer is appointed by HCO and acts as an intermediary in HCO
interests, payments to such technical organizer falls within the definition of the indirect transfer of value
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to HCO through the intermediary and, correspondingly, shall be disclosed.

The clear possibility to avoid doubts on the role and status of the party, to which sponsorship fee is paid,
is to define such role and its relations with HCO (if any) in the sponsorship agreement. Such roles and
status shall be confirmed by HCO by way of signing the sponsorship agreement (in case of trilateral
agreement) or by a separate document (e.g. letter from HCO).

26. Whether there is a requirement to receive the consent of healthcare organizations to disclose the
data on transfers of value?

There is no requirement to receive the consent of healthcare organizations to disclose the data on
transfers of value provided that the relevant disclosed data fails to appear as the State secret, banking,
commercial secrecy or other such other protected information in accordance with legislation of the
Russian Federation. Alongside with that, in the event when in accordance with conditions of the
contract there are limitations and/or prohibition to disclose information on transfers of value to or for
the benefit of healthcare organizations, it is recommended to make the renegotiation of provisions of
the contract in accordance with proposed form «Disclosure clause in contract templates with HCOs»,
which is provided below, and inform healthcare organization on the rules of disclosure on an individual
basis for each clearly identifiable healthcare organization by inclusion of the certain conditions into the
contract or through another means.

Disclosure clause in contract templates with HCOs

The parties acknowledge that being a member of the Association of International Pharmaceutical
Manufacturers (AIPM) and in accordance with the AIPM Code of Practices the Company is quired to
publicly disclose certain information to enhance transparency, such as donations and grants, payments
of fee for services, sponsorships agreements or contribution to costs of events, representing a transfer
of value made to healthcare organisations by pharmaceutical companies. [HCO name as defined in the
contract] hereby gives its consent to the Company to report and disclose on an individual basis (naming
the [HCO name as defined in the contract] in the disclosure materials) any information on any transfers
of value to [HCO name as defined in the contract] under this agreement and any related information in
accordance with the laws and self-regulation in force, both during the term of this agreement and
afterwards. Detailed information on transfer of value to individual healthcare organization can be
accessed through a secure website.

27. Shall the sponsorship fees related to the conduct of events organized by the Ministry of Health, its
region and/or competent divisions, being the State bodies, be disclosed?

State bodies are not considered to be the «Healthcare organizations» in accordance with definition
provided by the AIPM Code of Practice. Therefore, sponsorship fees related to the conduct of events
organized by the State bodies should not be disclosed. In the meantime, in the event when the official
scientific professional event is conducted under the patronage and/or with the support of such State
bodies as the Ministry of Health, its region and/or competent divisions in accordance with the approved
plan of events, and healthcare organizations presented without limitation as professional medical
associations and such organizations are acting as organizers in idea, contribution to costs related to the
conduct and organizing of such events should be disclosed as transfers of value to the specified
healthcare organizations.

28. Shall the payment of the state duty and other mandatory payments dedicated to satisfying the
requirements provided in the frame of state marketing authorization procedure, certification of
pharmaceutical products be disclosed?

Transfers of value related payment of the state duty and other mandatory payments made by
companies in the process of marketing authorization, expertise, certification and other procedures
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prescribed by the law should not be disclosed.

RESEARCH & DEVELOPMENT TRANSFERS OF VALUE

29. What is the meaning of Research and development transfers of value for the purposes of enforcing
disclosure obligation?

Research and development transfers of value) - transfers of value to healthcare professionals or
healthcare organizations related to the planning or conduct of (i) pre-clinical studies; (ii) clinical trials; or
(iii) post-registration observation (non-interventional) studies that are prospective in nature and that
involve the collection of patient data from or on behalf of individual, or groups of, healthcare
professionals specifically for the study, including without limitation transfers of value to healthcare
organizations under clinical trial agreement, including laboratory and instrumental investigations; fees
for the providing of scientific and/or pedagogic services by healthcare professional being a medical
professional and services in the course of performance of clinical studies.

30. How the Research and development transfers of value shall be disclosed?

Research and development transfers of value in each reporting period shall be disclosed by each
pharmaceutical company on an aggregate basis. Costs related to events that are clearly related to
activities covered in the answer to the question 29 also can be included in the aggregate amount under
the «Research and Development Transfers of Value» category.

31. How the Research and development transfers of value which are out of the scope of the Code
definition regarding Research and development transfers of value provided by the Code and specified in
the answer to the question 29 shall be disclosed?

Transfers of value that do not fall within the definition of «Research and Development Transfers of
Value» for the purposes of disclosure obligation enforcement, specified in AIPM Code and in the answer
to the question 29 shall be disclosed under the category «fee for service and consultancy».

32. Why do the retrospective non-interventional studies fall under the individual disclosure category?

Following the AIPM Code the definition of R&D Transfers of Value in the clause 1.2. retrospective non-
interventional studies do not fall within the scope of the definition of R&D Transfers of Value. Transfers
of Value relating to retrospective non-interventional studies shall be disclosed under the name of the
individual Recipient. If companies cannot differentiate the retrospective and prospectives non-
interventional studies, they ought to disclose all the non-interventional studies in individual.

33. lIsaclinical research organization (CRO) an HCO?

A CRO is not an HCO for the purposes of chapter VIl of the Code. A clinical research organization (CRO) is
an organization that provides support in the form of research services outsourced on a contract basis
with a company. However, Member Companies in the process of Transfers of Value to HCPs/HCOs
through CROs - such indirect payments are within the scope of Disclosure requirements in accordance
with the Code.

As a rule, each Member Company will decide on the inclusion of Transfers of Value to CROs into the
different categories of disclosure.

If activities contracted to CROs fall within the scope of the definition of R&D Transfers of Value provided
in the Code, they will be part of the aggregate disclosure under that category. Otherwise, they will be
reported under the relevant category specified in sub-clauses 7.3.2. and 7.3.3. of the Code.

In their written contracts with CROs, Member Companies are encouraged to include provisions relating
to the CROs' consent to disclose Transfers of Value that will ultimately benefit HCPs/HCOs in accordance
with the provisions of the Code.
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In the Methodology Note, the Member Company is encouraged to provide additional clarification on the
nature of the Transfers of Value included.
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