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Mpeambyna

dapmauesTMyeckas  MHAYCTPMA  Mpu3BaHa  NPeAoCTaBaATb  OBWECTBY, MeAWMUMHCKOMY W
bapmaueBTMYECKOMY COOBLIECTBY OOBEKTUBHYIO MHOOPMaUMI0O O ¢apMauLeBTUYECKMX NPOAYKTaX,
MCMO/Ib3yEMbIX B paMKax CUCTEMbI 34paBOOXpaHeHus. Mpu 3ToM HEOB6XOAMMO YUUTbIBATb PUCKM, KOTOPLIM
MOKeT 6biTb MOABEPIKEHO OB6LLECTBEHHOE 340POBbE MPM OTCYTCTBMM HAZ/IEMKALLEN pernameHTauum
nopsAAKa NpeaoCcTaBAeHNA Takol MHGopMaumK.

MocTpoeHne 3PEeKTUBHON CUCTEMbI 34PABOOXPAHEHWS HEBO3MOXHO 6e3 HemnpepbiBHOrO Hay4yHo
060CHOBaHHOrO  Auanora  mexay  GapMaueBTMYECKMMM — KOMMAHWMAMM WM Cleuuanuctamu
34paBOOXPaHEHUs, @ TaKxKe cO6/1I0AEeHUA BbICOKUX ITUYECKMUX CTaHAAPTOB B3aMMOLENCTBUA B MHTepecax
LOCTUNKEHWUSA ONTMMaANbHOTO pesysbTaTa B chepe OXpaHbl 340P0BbA M NOAAEPIKAHMA KAYecTBa XKU3HU
HaceneHus.

Co3HaBas MOBbIWEHHYO COLMaNbHY0 OTBETCTBEHHOCTb, NpeacTaBuTeNn GapmaLleBTUYecKon UHAYCTPUU
pa3BUTbLIX CTPaH eLle B cepeayrHe NPOLLIOro CTONETUA Havyaau NPUHUMATb HOPMbI, PernaMeHTUpytoLLme
MapKEeTMHIOBYI0O W UWHYI0 LOeATe/bHOCTb KOMMaHWi B pamMKax camoperynuposaHusa. B 1981 roay
MexayHapoaHas depepaumsa accoumaumin - dapmauesBTUYeCcKMX npowussoauTeneit  (International
Federation of Pharmaceutical Manufacturers Associations?!, IFPMA), o6beauHsBlWas B To Bpems 50
HaUuMOHaNbHbIX accoumaumin, npuHsana «IFPMA Code of pharmaceutical marketing practices»,
cobnogeHne kotoporo ¢ 1988 roga CTano yci0BMEM UNEHCTBA ANA HAUMOHaNbHbIX accouuauui u,
COOTBETCTBEHHO, TPeboBaHWEM K BXOAALLMM B UX COCTaB KOMMaHUAM. MHOIrMMM accoLmalmamm-4aeHamm
IFPMA paspaboTtaHbl U NPUHATbI COBCTBEHHbIE KOAEKCI, Y4UTbIBAOLLME HALMOHA/bHbIE YCI0BUA, HO NpU
3TOM He NPOoTUBOpeYaLLmne 0bLWMM NPUHLMNAM, M3N10XKeHHbIM B Kogekce IFPMA.

Accoumauma  MexayHapoAHbix dapmaueBTUYecknx npoussoguTeneit (AM®M), HeKommepuecKkasn
opraHu3auma-uneH IFPMA, geicTtaytolan Ha Tepputopumn Poccuiickonn ®eaepaLumm n B HacToALee BpemA
npeacTaBaaoWan nHTepecol 6onee 60 BeAYLLMX MEXAYHAPOAHbIX papmaLeBTUYECKMX KOMNaHUK, B 1998
rogy npuHana Kopekc mapKeTUHrooi npaktuku AMO®IM. B ycnosuax geduvumrta AeTann3MpOBaHHbIX
cneumanbHbiXx TpeboBaHMI B POCCUIACKOM 3aKOHOAATE/NbCTBE 3TOT AOKYMEHT Cbirpasn MONOMKUTENbHYIO
poNb BO BHEAPEHUUM HOPM ULMBUAN30BAHHOIO NPOABUMMKEHUA (APMALLEBTUYECKUX MNPOAYKTOB Ha
bapmaLeBTUYECKOM pbIHKe Poccuu.

MoctynaTtenbHoe passutue chepbl obpalieHms GapmaLeBTUYECKUX NPOAYKTOB B Poccum 1 3a pybexkom
06yCcn0BUIO pacluMpeHne apceHana MEeTO4OB W CPeACTB pPek/lambl M MPOABUMKEHMA, UYTO BbI3BaNO
nepecmoTp 3aKOHOAATE/NIbHbIX aKTOB. AKTYa/M3UPYIOTCA U  AOMNOJHAIOTCA W 3TUYECKMEe KOZAEeKCbl
accoumaumii dapmnpounssoguTenei.

C passuTMem poccuitckoro GapmMaLeBTMYECKOro pbiHKa coBeplueHcTByeTcs M KodeKc Haaiexalliein
npakTMkn AM®I, KOTOpbI LONOAHAETCA HOBbIMMU NONOXKEHUAMM, OTPAXKAIOLWMMMU PEASUN NPAKTUYECKMUX
acCneKToB AeATebHOCTM dapMaLeBTUYeCcKUX KomnaHuit. C aToit uenbto B 2005 rogy 6bina paspabotaHa
obHOBNEeHHan pefakuma KodeKca C y4eTomM aKTyasibHbIX METOLOB MNPOABMMKEHWA W CPeacTB
KOMMYHMKaLMK, B TOM YMCNe TaKUX, KaKk peknama v uHdopmauusa B MHTepHeTe, pasinyHble MeTopl
COTPYAHMYECTBA CO CNeumanmucTamm 34paBooXpaHeHuna 1 apyrue.

1B 2005 rosy Ha3BaHWe AaHHOM opraHu3aumm 6bi10 M3meHeHo Ha International Federation of Pharmaceutical Manufacturers and Associations,
NOCKO/IbKY NPaBO Ha Y/I€HCTBO, MOMMMO acCoLUMaLiA, CTaNo PacNpPOCTPaHATLCA U Ha GapMaLLeBTUYECKME KOMMAHNM.
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B 2009 rogy Bo3HMKMA NOTPEBHOCTb BO BHECEHUU U3MEHEHUI U AONOAHEHUI B pedakunto Kogekca 2006
roga B CBA3W C HAKOM/IEHHbIM OMbITOM MO PACCMOTPEHUIO 3TUYECKUX CMOPOB, W3MEHeHUeM
3aKoHoAaTenbcTBa Poccum, B 4acTHoCTM [pakAaHCKoro Kogekca Poccuiickoint depepauuu, a Takxke
BCAeAcTBUE 06LIMX TEHAEHLMI STUYECKOro peryninmposaHus 8 EBpone u mupe.

B cBA3M C cywecTBEHHbIMU U3MEHEHUAMMU 3aKOoHoAATenbcTBa Poccuitickoint depepauun 8 2011 roay u
NpUHATMEM HOBOM pegakummn Kogekca IFPMA BO3HMKA HEOBXOAMMOCTb B KOHLENTYalbHOM MepecmoTpe
Koaekca c Tem, 4Tobbl CyL,eCTBEHHO PacUMPUTb €r0 NPUMEHEHME ANA YpPeryaMpoBaHua 6obluero cnekTpa
aKTMBHOCTElN PpapMaLeBTUYECKMX KOMNAHUNA.

MoaTteep:Kaas NPUBEPIKEHHOCTb BbICOKMM 3TUYECKMM cTaHgapTam, AM®I crana uneHom Esponevickoi
bepepaumn  papmaLLeBTUUECKOM NPOMBIWJIEHHOCTM W accoumaumin  (European Federation of
Pharmaceutical Industries and Associations- EFPIA) B 2012 rogy. AM®[1 nonHOCTbIO pasaenseT No3vumio
EFPIA 0 TOM, 4TO CyLLECTBYET pacTyluee OXKuaaHue HeobX0AMMOCTHN He TO/IbKO 06ecneymnTb YeCTHOCTb NP
B3aMMoZencTBun  dapmaLeBTUHECKUX KOMMAHUW M OBLECTBEHHOCTM, HO W MNPO3PAYHOCTb TaKUX
OoTHOLWeHUI. B cBsA3u ¢ aTum B 2013 rogy AM®I npuHAna pelieHve o0 BHeCeHWU B aeicTtaytowmin Kogekc
[OOMNONHUTENbHBIX TPeboBaHWIA, KacalowWmxcA NOoAPO6HOro pPackpbiTMA WHOGOPMALMU OTHOCWUTE/IbHO
npupoabl W  YpPOBHA B3aMMoZencTBuA apmaLeBTUYECKMX KOMMAHWW €O  chneuuanuctamu v
opraHusaumamu 3gpaBooxpaHeHna. AM®I oxunaaeTt, 4To NPUHATUE JOMNONHUTENbHLIX Mep NPefoCTaBUT
6onblle BO3MOXKHOCTEN A1A OOLECTBEHHOrO KOHTPO/A WM MOHWMAHMUA CyLecTBa C/IOXKMBLUMXCA
B3aWMOOTHOLLEHWIA, MOBbLICMB TEM CaMbIM A0BepyMe OBLLECTBEHHOCTU K hapmaL,eBTUYECKON MHAYCTPUN.

C 2019 ropa B Kogekcax IFPMA u EFPIA noauyepkuBaetca obpasoBaTenbHO-MHPOPMALMOHHANA OCHOBA
B3aMMOAEeNCTBUA mexay papmaLeBTUYeckon MHAYCTPUENn, MeAULUHCKUM COOBLLECTBOM U NaLMEHTCKUMU
OpraHM3auMaMn Ha MPUHLMNAX [AOBEpUsA, yBaXKeHUs U Hesasucumoctn. Cneaya ayxy u bykse
ob6HoBIeHHbIX Npasun IFPMAZ2 1 EFPIA3, a TakyKe 0TBeYas Ha 3TUHYECKMeE 3anpoChbl COBPEMEHHOIo 06LWeCTBa,
B 2019 rogy AM®I1 yTBepamna HOByt0 pefakumio Kogekca HaganexKawen npaktukn AMOr, B KoTopom
YTOUYHEHbl TpeboBaHUA K B3aMMOAENCTBMIO KOMMNaHMi-4neHoB AM®I ¢ meguuUMHCKUM coobLuecTBom m
NauMeHTCKMMM OPraHM3aLMAMM B LLeNAX Pa3BUTUA U NOAAEPKAHNA HeNPepbIBHOMO AManora B UHTepecax
NOBbILLEHWA AOCTYNHOCTU CBOEBPEMEHHOTO U 3GDEKTUBHOIO NeveHus.

KoZeKc MpUHAT Ha PYCCKOM M aHI/IMIMCKOM A3blKax. B c/iyyae BO3HMKHOBEHMS CMOPOB O TOJIKOBaHWMU
nosioxeHui Kogekca npevmMyLLecTBo MMeeT TEKCT Ha PYCCKOM fA3bIKe.

B c/iyyae BbIABNEHWUA MPOTUBOPEUMIA My MOMONKEHWAMM HacToswero Kogekca M Hopmamu
JeWcTBylowero 3akoHogarensctea Poccuitickoit degepaumm u EBPasMinCKOro 3KOHOMMYECKOTO CO3a
JOMKHbI  MPUMEHATLCA  HOPMbI  AEWCTBYIOWEro 3aKoHogaTenbctsa Poccuiickont  degepaummn  u
EBPa3sniiCKOro 3KOHOMMUYECKOTO COLO3a.

Hacroawasn pepakuma Kogekca BCTynaeT B CUly C MOMEHTA ee yTeepaeHua 0bwmm cobpaHmem AMOI.

2 Kogiekc IFPMA v 3Toc IFPMA.
3 Kogekc 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/

JTnyeckue NPUHLUUNDI

KomnaHuu-neHsl AM®I1 u awobele auya, delicmeyoujue om ux UMEHU, OCO3HAOM CB8OHK BbICOKYHO
coyuasnbHy0 omeemcmeaeHHOCMb nepeod 0bwecmeom. Mcxo0a u3 3mozo, oHU NpuHUMarom u obssyromcs
8binonHAMs mpebosaHua Kodekca Hadnewcawel npakmuku AM®IT (danee-Kodekc), npu smom
c1edosame He MosbKo e20 bykee, HO U OyXy, PyKoBoOCMBYACsL UHMepecamu nayueHmos.

KomnaHuu-yneHol AM®IT donxcHbl cmpemumscsa cobaodame npasuna 006pocosecmHol KOHKypeHyuu
npu ocywecmeneHuu ceoeli O0eamesnbHOCMU U He MPUYUHAMb ywepb UMUOXY U MO0A0MEHUID,
3KOHOMUYECKUM UHMepPecam KOHKYpeHmos 3a cHem HeHadnexaw,e2o nogedeHus, 8 mom yucse 3a cyem
HeHalnexcaweli pekaAamel U UHbIX HE006POCOBECMHbIX Memodo8 MPOoOBUHCEHUS GapMayesmuyecKux
npodyKkmos.

KomnaHuu-dneHsl AM®I1 ocywecmendom ceoto OeamesbHOCMb 8 COoomeemcmeuu ¢ 3aKOHOOd-
menbcmeom Pocculickoli ®edepayuu u npasom Espasulickoeco SKOHOMUYECKO20 Coto3a, U MPUHUMarom
0653a0HHOCMb cob100amb mpebo8aHuUs, ycMaHOBAEHHbIE HacmoAuwUM KodeKcom.

KomnaHuu-4neHsl AM®I npunazarom ycunus 044 npodsuxceHus KodeKca ¢ uyenbto e2o npasusnsbHO20
MOHUMGHUA U MPUMEHEHUs KaK cpedu C80UX COMpPYyOHUKO8, MaK u cpedu Opyaux npedcmasumeneli
apmayesmuyeckoz2o coobwecmsa Pocculickoli ®edepayuu.

KomnaHuu-yneHol AM®I npunazarom ycunaus 011 0anvHeliwezo pazgumus Hopm Kodekca, 8 mom vucne
Oenarom npednoxeHuUs Mo e20 aKmyaau3ayuu, OOMOAHEHUID U U3MEHEHUI CO0Mmeemcmeyoujux
mpeb6osaHuli.

KomnaHus, uHmepecel Komopol 3ampoHymsl, enpase npubeeHyme K rnpoyedype paccmMompeHus
3aaeneHuUli u cnopos, ycmaHosneHHol Hacmoauwum Kodekcom. [Mpu amom KomnaHuu-4saeHol AM@I]
06A3aHbI MOMLIMAMbCA ype2yauposams criops mexcdy coboli camocmoamesnsbHo 00 obpaweHus 8 AM®T].



|. Llenb 1 obnactb NnpumeHeHun
1.1. UeNb

Llenbto HacToswero Kogekca ABASETCA YCTAaHOBNEHUE MWHUMA/bHBLIX TPebOoBaHWUIA, KOTOPbIM [O/XKHbI
cnefoBatb  dapmauesBTMYECKME — KOMNaHWu-uneHbl  AM®IM  npu  OCyWecTBAEHUM  HAy4HO-
nccnenoBaTeNibcko, obpasoBaTenbHOM, WMHPOPMALMOHHOM, 61aroTBOPUTENBHON UM MapPKETUHIOBOM
[eAaTenbHOCTU Ha TeppuTopum Poccuiickoin ®epepaumm.

1.2. OCHOBHBbIE NOHATUA

[ns uenelt HacTosAwero Kogekca UCNoNb3yrTCA CAeAytoLLMe OCHOBHbIE MOHATUA:

MapKETUHIOBOE UCC/IEL0BaHUE - 3TO UCCAEA0BaHME, HAaNPABAEHHOE Ha NoyYeHne MHGOPMALLMM O PbIHKE,
a TaKXXe Ha M3yyeHue NoBeseHMA U NPeaCTaBNeHWUI NoTpebuTeneit N 3aMHTEPECOBAHHbIX UL, HA TaKOM
pbIHKE;

MeAMULMHCKUIA npeactaBuTeNb - Nobol npeactaBuTenb GapmaueBTUYECKOW KOMMAHMKM, KOTOpPbIv
HEenocpescTBEHHO B3aMMOZEWNCTBYEeT CO CMeuManucTamn 34paBOOXPAHEHMA, BHE 3aBUCMMOCTU OT
3aHMMaeMoI J0/KHOCTM B papmaL,eBTUHECKOW KOMMNAaHWM U HEe3aBUCMMO OT TOrO, ABAAETCA /I TaKol
npeacrasuTesib PabOTHUKOM 3TOWM KOMNaHUW;

MeponpuaTia - Bce NpodeccMoHanbHble, MapPKETUHrOBble, Hay4Hble, OoBpa3oBaTesibHble BCTPEYM,
KOHrpecchbl, KOHpepeHuWn, CUMNOo3Mymbl WU Apyrue noJobHble MeponpuaTvA (BKIOYas, HO He
OrpaHUuMBaAnACb, BCTPEYM IKCMEPTHOrO COBETA, MOCELEHWA HAYYHO-UCCNeA0BATENbCKUX LEHTPOB W
NPOU3BOACTBEHHbIX NAOLWAAO0K, @ TaKKe TPEHUHTOB, OPraHWU3aLMOHHbIX COBELLAHWI NO NAaHUPOBAHUIO
WAW COBELaHWi uccnepoBaTeneil B 06/1acTM NPOBEAEHUA KAMHUYECKUX WM HEUHTEPBEHLMOHHbIX
nccef0BaHMUI), OpraHM3oBaHHble WAM GUHAHCUMpyemble GapmaLeBTUHECKON KOMMaHWeWh UAn oT ee
UMeHu;

o6pasel, bapmaL,eBTMYECKOro NpoayKTa - bapmaLeBTUYecKUin NPOAYKT, NepesaBaemblit 6e3Bo3mesHO
HEKOMMEPYECKMM  MEAMUMHCKAM  OpraHuM3auuaAm C Lefbld  O03HAKOMEHMA C  WCMO/b30BaHWEM
bapmaLeBTUYECKMX NPOLYKTOB M NONYYEHUA ONbiTa B paboTe C HUMK COrIACHO 0A06PEHHOM MHCTPYKLMK
no NPUMeHeHMIo;

obyyalowme npeameTtbl 41 YAyYLWEHMSA KavyecTBa NpMMeHeHUs GpapmaueBTUYeCcKMX NPoAyKToB 1/ uan
NOBbIWEHUA OCBELOMNEHHOCTM O 3aboneBaHun (Zanee «obyyatolwme nNpeamMETbI») - NpPeameTh
He3Ha4MTeNbHOM CTOMMOCTM, KOTOPbIE NPeAHa3Ha4YeHbl 418 006y4YeHUA CneLmanmcToB 34paBOOXPAHEHUA C
Lie/1bto NMOBBILWEHWA YPOBHA OKa3aHWA MeAULMHCKOW MOMOLLM M yx0Aa 33 NaLuMeHTamMu, a TakkKe NpesmeTbl
06pa3oBaTesIbHOrO  XapaKTepa  HE3HAYMTENbHOM  CTOMMOCTM, KOTOpble  MOMOFalT  HariAa4HO
[EeMOHCTPMPOBaTb NaUMEHTy npouecc pa3BuTUA 3abonesaHua. Mpumepammn obyyarowmx NpeameToB Ans
YNYYWEHUA KayecTBa MPUMEHEHWUA GapmaLeBTUYECKMX MPOAYKTOB MOFyT ObiTb MHranatopbl 6e3
COZlep}KaHWA aKTUBHOTO BELLECTBA, YCTPOMCTBA, KOTOPbIE MO3BOAT NALMEHTY CAMOCTOATENbHO CAeNaTb
MHBEKLMIO U apyroe. MNpvmepamy obyyalowmx NpegmeToB AN MOBbIWEHWA OCBEAOMJ/IEHHOCTU O
3a60/1€BaHUMN MOTYT BbITb MAaKETbl OPraHOB U TKAHEN YeNOBEKa C NOPaKEHHbIM Y4aCTKOM U ApYroe;

opraHu3aums 34paBooxpaHenua (ans uenei rnasbl VIl HacToawero Kogekca) - ntoboe ropnanyeckoe amuo
BHE 3aBMCMMOCTM OT ero OpraHu3aLMOHHO-NPaBoBOM GOpPMbl, MHANBUAYANbHbIE NpeanpuHUMaTeny, (i)
ABNAIOWMECA  OpraHuMs3auMein  WAM  accoumaumen  34paBOOXPAHEHMA, WAM  MEeAUUMHCKOM,
bapmaLueBTUYECKOM, HayYHOW opraHM3aumel UAn accoumaumeit, Hanpumep, 601bHMLA, KNMHKUKA, GOHA,
YHUBEPCUTET UAN MHblE yYyebHble 3aBeAeHUA (KpoMe NaLMEeHTCKUX OpraHmu3aLmit), MecTo HaxoXaeHue uam
OCHOBHOE MECTO AeATeNIbHOCTU KOTOPbIX HaxoAnTcA B npeaenax Poccuiickoin depepauun, uam (i) Kotopble
OKa3bIBalOT YC/IYr1 NOCPEACTBOM O4HOTO MK 6onee cneumManmcToB 34paBoOXPaHEHMS;



naumeHTCKas opraHM3auua - 3T0 HEKOMMEpPYECKas OpraHu3aLms, NPeACTaBAAOLWANA UHTEPECHl U HYXKAbI
NauMeHToB, MX CeMel U/MAN ANL, YXaXKMBAOLWMX 33 NauMeHTamu U/MAn NIAbMU C OrPaHUUYEHHbIMU
BO3MOHOCTAMM;

npeacrtasuTeslb nauMeHTCKOM opraHnsaumu - nMyo, HageneHHoe NoOIHOMO4YNAMU NPeacCTaBNATb UHTEPECHI
W BblpaXaTb NO3NUMUIO I'laLlMeHTCKOVI OpraHn3aumMn No0 KOHKpPeTHOMY BONPOCY naun 3aboneBaHuio;

nepezaya LeHHocten (a1 wenei rnasbl VIl HacTosAwero Kogekca) - npsAmas uaM KOCBeHHas nepegava
LeHHocTel B dopme [eHeXHbIX CPeacTs, B HAaTypa/ibHOM BbIPAaXKEHUU WM B NtoboW apyroi ¢opme,
oCyLLecTBAAeMas B LesAxX, 4ONYCTUMbIX AEMCTBYIOWMM 3aKOHOAATEIbCTBOM M HacToAwmMM Kogekcom, B
CBA3N C pa3paboTKOM M NPOAANKEN MCKAUUTENBHO pPeLenTypHbIX /eKapcTBEHHbIX NpenapaTtos Ans
MEeAMUMHCKOTO npumeHeHus. MpaAmas nepejaya UeHHOCTeNW npowussoauTca  dapmaueBTUYecKomn
KOMNaHWei HenocpeACTBEHHO B NOJ/b3y NosydaTtens. KocBeHHan nepedaya LeHHOCTeN Npovu3BoamUTca ot
UMeHn bapmaLeBTMYECKOW KOMMAHWM B NO/b3y MONyYaTeNns WaM yepes NocpegHuKka B Cayvae, eciu
dapmauesTHyeckasn KOMMaHWA  3HAeT  WAM  MOXeT  UAEHTUOMLMPOBATL  OpraHW3aLmio
34paBoOOXpaHeHua/cneLmanncTa 34paBoOXpaHeHUs, B MONb3y KOTOPbIX OCYLLECTBASETCA nepeaaya
LeHHoCcTel;

nepegaya LEHHOCTEN B CBA3M C MPOBEAEHMEM MccneaoBaHuii M paspaboTtok (gns uenei rnasbl VI
HacToAwero Kogekca) - nepeaya LeHHOCTEN B MO/b3Y CNeLManuncTa 34paBooXpaHeHms Uan opraHn3aLmm
34paBOOXPaHeHNA, KOTOpas CBA3aHa C MAaHMpOBaHMEM WAW nposegeHuem (i) OOKAMHUYECKUX
nccnefoBaHuii, (M) KAMHMYECKUX uccnegoBaHuii uau (iii) noctperncTpaumoHHbIX HabaoaaTenbHbIX
(HEeMHTepPBEHLMOHHbBIX) MCCeA0BaHUIN, KOTOPbIE ABAAIOTCA MPOCMEKTUBHbLIMKU MO CBOEMY XapaKTepy M
cBA3aHbl CO C60POM AaHHbIX O NaUMeHTax, NMoay4aembiX OT CrleumanmcTa 34paBooXpPaHEHUs UAK OT ero
MMEHW, UAM OT rPynMbl CNEeLMannucToB 34paBOOXPaHEHUA MAN OT UX MMEHM, CreuunasbHo Ana uesein
nccnenoBaHus;

NOCTPEerncTpaLMoHHOe  KAMHMYecKoe  (MHTepPBEHLMOHHOE) — ucciefoBaHWe - UCCaefoBaHue
dapmaueBTMYECKOrO MpPOAyKTa, npoBogumoe B Poccuiickoit depepaummn ero paspabotymkom wau
NPOU3BOAUTENEM, B TOM YKCNE C NPUBIEYEHNEM KOHTPAKTHOM UCCef0BaTENbCKOW OPraHM3aLmm, B Leasx
[0MNoNHWUTENbHOrO c6opa AaHHbIX 0 ero 3dpdEKTMBHOCTU, 6e30NacHOCTH U NEPEHOCMMOCTH, MPOBOAUMOE
nocie rocyfapCcTBEHHOM perucTpauuu cooTBeTCTByloWero GapmaLeBTMYecKoro NpoayKkta, B KOTOPOM
nccneayemblii papmaLeBTUYECKUI NPOAYKT HAa3HAYaeTCa B COOTBETCTBMM C YC/NOBUAMM PErUCTPaLMM B
cTpaHe, a cneuyduyeckan Tepanus, AUArHOCTUMECKME U MOHUTOPWMHIOBbIE MPOLeAypbl NPOBOAATCA B
CTPOrOM COOTBETCTBUM C MPOTOKOIOM UCCNEA0BAHNS;

nocTperncrpaLmnoHHoe HabntopaTenbHoe (HenHTepBEHLMOHHOE) nccnenosaHue - 370
NoCTperucTpaunoHHoe wucciegoBaHe ¢GapmaLleBTMUECKOTO MNPOAyKTa, NpoBoavMmoe B Poccuiickoi
depepaumn ero paspaboTuMkom MAM NpousBoAMTESIeM, B TOM YUC/e C NPUB/EYEHUEM KOHTPAKTHOM
MCCNef0BATENbCKON OpraHM3aumm, B KOTOPOM (apMaueBTUUYECKMIt NPoayKT u/uam crneumduyeckas
TepanuAa Ha3Ha4yaeTCA NaumeHTy B paMKax 06bIYHOMN KANHMYECKOW NPaKTUKKN B COOTBETCTBUM C yCNOBUAMMU
peructpaumm cooTBeTcTByloLWero $apmaleBTUYecKoro npoayKTa B CTpaHe, pelleHue O HasHayYeHuu
bapmaLeBTUYECKOrO NPOAYKTA OTAENeHO OT peLleHWsa O BKIYEeHWW nauueHTa B UcCCAefoBaHue,
nauneHTam He AOJ/IKHbl NpPpoBOAUTLCA AO0NOJIHUTE/IbHbIE AWAarHOCTUYEeCKMe uam MOHUTOPUHTOBbIE
npoueaypbl, BbIXxoAsAlMe 33 npesenbl 06bIYHOW KAMHUYECKOW MPaKTUKU NeYeHUs COOTBETCTBYHOLLEro
3abonesaHus;

npoasuxkeHve - nobas  4eATeNbHOCTb, KOTOpas BeAEeTCs, OpraHu3yetca WAM  CMOHCUMpYeTcA
bapmaL,eBTUYECKON KOMNAHWEN UAK MO ee NOPYYEHUIO U MMEET LeNblo CNoco6CTBOBaTL Ha3HAYEHUAM,
peKoMeHAALMAM, OTMYCKY, MPOAAKE, MPUMEHEHMIO CBOEro GpapmaLeBTUHECKOro NPOAYKTa;

cneumanncTbl  34paBOOXPAaHEHMSA - Bpayu W gpyrve MeguUMHCKME pPaboTHWKKM, pyKoBOAMTeNU
MeAMULMHCKMX OpraHusauui, dapmauesTMyeckme paboTHUKM, BKAOYAA MPOBM30pOoB M GapMaleBToB,
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PYKOBOAWTENN anTeyHbIX OpraHvsauuMi u Apyrve Crneumanuctbl, npegmeTom npodeccroHaibHom
[AeATeNbHOCTU  KOTOpbIX ABAAIOTCA dapmMaueBTUYecKne MPOAYKTbl M KOTopble B Mpolecce CBOeMn
npodeccroHanbHON AeATeNbHOCTM MMEIOT NPABO Ha3Ha4aTb, PEKOMEHA0BaTb, NPMO6peTaTb, OTNYCKaTb
WM NPUMEHATb papMaLLeBTUYECKME NPOAYKTbI;

bapmaLeBTUYECKMI NPOAYKT - N06OI IeKapCTBEHHDbIN Npenapart, BKAoYasA Kak GapmauesTMyeckune, Tak u
6u1onorMyeckne npenapatbl (HE3aBUCMMO OT HA/MMYMA NATEHTA M/MAW 3aPErMCTPUPOBAHHOIO TOBAPHOIO
3HaKa), NpefHasHayYeHHbI 419 UCMOMb30BAHUA C LENbl0 AUArHOCTUKM, IEYEHUA WUAU MPOGUAAKTUKM
6001e3HM YesioBeKa, peabuauTaummn, COXpaHeHus, NMPeaoTBPaLLeHUn WK NpepbiBaHUA GepemeHHOCTH
NM60 OKa3bIBAIOWMI BAMAHME HA CTPYKTYPY MAUN GYHKLMIO YEN0BEYECKOTO OpraHM3ma;

SKCMEPTHbIN COBET - 3TO rpyrna BHELWHMNX IKCMepToB (Hanpumep, CNeumManncTos 34paBooXpaHeHns u/vam
npeacraBuTeNie MaUMEHTCKUX OpraHu3aLuuit), KOMNETEeHTHbIX B COOTBETCTBYlOLEeN obnactu 3HaHWM,
COBMECTHOE 3acefaHue KOTOpbIX OpraHusyeTcs dapmaueBTMHECKON KOMMNaHuen B Lensx nposegeHus
0BCY}KAEHMI U MOJIyYEeHMA KOHCYNbTauMii MO 3apaHee oOnpeaesieHHbIM TemMam WAW  BOMpPOCam,
KacaloWMMCA KJMHWYECKMX WAM Hay4yHbIX acMeKToB, a TaKKe Mo BOMPOCaM AOCTyna MauueHToB K
MHHOBALUMOHHLIM METOZaM Tepanuu, KOTOpble HEBO3MOMHO PacCMOTPETb AO/IXKHbIM obpasom c
MCNONb30BaHNEM TOJIbKO BHYTPEHHMX PECYPCOB KOMMNaHWK;

annaemmnosiornyeckoe wmccnegosaHme - 3TO UcCcnegosaHWe pPacnpoCcTpaHeHHOCTH, BCTpedYaeMoCTUn U
BblPaXXeHHOCTUN Pa3/INYHbIX 3aboneBaHuit nam MegUUUNHCKNX nokasaTtenen CoCTOAHNN 340p0OBbA B UenAax
onpeaeneHna NpUYMNH UX PpasBuUTUA, d)aKTOpOB PUCKa U B3aUMOBINAHNA Y PA3/IMYHbIX Fpynn HaceneHunA.
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1.3. OBJIACTb MPUMEHEHWA

HACTOALLNIM KOAEKC PACNPOCTPAHAETCA HA:

peknamy GbapmaLeBTUYECKUX NPOAYKTOB, alpecoBaHHYO HAaCENEHUIO;

peknamy GbapmaLeBTUYECKUX NPOAYKTOB, apecoBaHHYO CNeLManncTam 34paBooXpaHeHNs;
AeATeNbHOCTb NpeacTasuTeneit GapmaueBTUYECKUX KOMNaHWI;

B3aMMOZLENCTBME CO CMeLnannucTamm 34paBooXpaHeHus;

B3aMMOZLENCTBME C NMALMEHTCKMMM OPraHn3aLmamm;

noCTperncTpaumoHHble KIMHWYeCcKue (MHTEpPBEHLMOHHbIE), HabogartenibHble
(HEeMHTEpPBEHLMOHHbIE) 1 ANUAEMMUOIOTUYECKME NCCNe0BaHNA;

MapKeTUHIOBblE UCCNeA0BaHUSA;

pacnpoctpaHeHne GapmaLeBTUYECKUMMU KOMMNAHWUAMMU MU OPraHU3aLMAMM, MPEACTaBAAIOWMMM MX
MHTepechl, MHGOPMaLMK, UMEIOLLLEN OTHOLLEHME K 340P0BbI0 K 3a60/1€BaHNAM YEeN0BEKa;
oCyLLecTB/eHMe NOXepTBOBAHWUI U NPefOCTaBIeHNE IPAHTOB;

NOAAEPIKKY HeMpepbiBHOro MeAnLMHCKOro 06pa3oBaHus;

paboTy c 3anpocamu OT NaLMEHTOB 1 CNELMAINCTOB 34PaBOOXPAHEHNS;

MEeponpUATUA N0 NPOABUMKEHWUIO (GapMaLLEBTUYECKUX NPOAYKTOB ANA CMEeuManuctoB 34paBo-
OXpaHeHus;

CMOHCMPOBAHME HAyYHbIX MEPONPUATUIA, B KOTOPbIX MPUHWMAIOT y4yacTUe CMeuuanucTbl 34pa-
BOOXpaHeHus;

ncnosnb3oBaHue cetTv MHTepHeT M Apyrux UMbPOBbIX KaHANOB CBA3M ANA NPOABWMMKeHua dap-
MaLEeBTUHECKUX NPOAYKTOB;

WUHble MeTo4bl NPpOABUXKEHUA <|>apmau,e3‘rw-|ecrw|x NPOAYKTOB.

HACTOALLNIM KOLEKC HE PACMPOCTPAHAETCA HA:
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MapKMPOBKY dapmaL,eBTUHECKUX NPOAYKTOB, MHCTPYKLMW MO NPUMEHEHUIO U UHYI0 MHbOopMaLmio,
pasmeLLaemMyto Ha TOBape WM ero yrnaKkoBKe;

¢aKTVILIeCKVIe n VIHd)OpMaLI,VIOHHbIe 3aABeHUA U CCbIIKU, Hanpumep, B OTHOLWEHUU U3MEHEHUA
YMaKOBKM, NpeaynpexaeHnii 0 HexkenaTesIbHbIX peakLMax Kak YacTu o6LWmux mep no MOHUTOPUHTY
6esonacHocTy;

C/ly4amn YCTaHOBNEHUA LIeH U MHbIX KOMMEPYECKMX YCI0BUI MOCTaBKM papMaLeBTUHECKUX MPOAYKTOB,
BKJ/1OYasA TOProBble KaTanorn u Npanc-MCcTbl NPU YCIOBUM, YTO B HUX HE codepsKaTca

KOHKPETHbIE YTBEPKAEHNA PEKNAMHOTO XapaKkTepa 0 hapmaLeBTUYECKOM NPOaYKTe;
npeaperncTpaumoHHbIe U PErnCTPaLMOHHbIE KIMHUYECKME UCCNef0BaHus;

B3aMMOOTHOLIEHNA PpapMaLeBTUUYECKMX KOMMaHWIA C rocyAapCTBEHHbIMMW OpraHamMmuM M opraHamm

MeCTHOro camoynpasneHua, U rocyaapCtBeHHbIMU U MYHULUNNA/IbHbIMUK CNyXallUMU.



Il. Obwme nonoKeHna NPoaABUKEHMUS

dbapmaueBTUYECKUX NPOAYKTOB
2.1. OCHOBHBbIE NMPUHUWMIMBI MPOABUXKEHUA

2.1.1. NpoasuXeHWe [OMKHO CMNocoBCTBOBATbL Hag/exallemy npuMeHeHuo dapmMaLeBTUYECKOro
NPoAyKTa NyTeM 06 bEKTMBHOTO NPEACTaBAEHUA AAHHbBIX O HEM.

2.1.2. Peknama ¢apmaueBTUYECKMX NPOAYKTOB A0/KHA ObiTb COCTaBAeHa TaK, YTobbl TOBap ACHO
NAEHTUOUUMPOBANCA KaK GpapmaLLeBTUHECKMIA MPOAYKT.

2.1.3. TpoaBueHWe He [OMKHO ObiTb CKPbITbIM. He [OMNyCKaeTcA OCyWecTBAATb MPOABUMKEHME
bapmMaL,eBTUYECKOrO MPOAYKTa Noj, BUAOM MOCTPETUCTPALMOHHBIX KAMHUYECKUX (MHTEPBEHLMOHHDIX),
HabloaaTeNbHbIX (HEMHTEPBEHLMOHHDIX), 3NUAEMMUOIOTMYECKMX UCCNEA0BAHUI, @ TaKKe MAaPKETUHIOBbIX
nccnefoBaHuit. Takoro poga MCCNefoBaHUA B MEPBYO oYepeab A0/MKHbI MPOBOAMTLCA B HAy4HbIX M
MCCNeAoBaTEIbCKMX LEeNAX W He A[0/KHbl BbiTb HanpaeAeHbl Ha CTUMYAMPOBAHWE Ha3HayYeHus
bapmaL,eBTUYECKOro NPOAYKTa CneLuanucTamm 34paBooxpaHeHms. CnoHcupyemble GapmauesTudeckomn
KOMMNaHueil martepuanbl HE3aBUCUMO OTTOrO, HOCAT OHWM PEKNAMHbIA XapaKTep WM HeT, AO/XKHbl
COAEpPXKaTb YETKOE YKa3aHWe Ha CroHcopa.

2.1.4. He ponycKkaeTtcs MCMNOAb30BaHWUE «TOPAYMX IMHWIN» A1 pekaambl GapmaLeBTUHECKMX NPOAYKTOB,
OTMyCKaeMblX Mo peuenTy.

2.1.5. Ecam paboTHUKM papMaLeBTUYECKOM KOMMNAHWUKU LenaloT Ha MeponpuATUM NpeseHTauuio 4is
CNEeuManucToB 34paBOOXPAHEHUA WAWM ABAAIOTCA aBTOpamu NyB6AMKALMKM, OHWM AO/KHbI BbITb YeTKo
NAEHTUOUUMPOBAHbI KaK PaBOTHWUKM COOTBETCTBYIOWEH GapmaLLeBTUHECKOM KOMMAHWK.

2.2. PETUCTPALIMOHHbIN CTATYC

2.2.1. TpoaBwXKeHUIo Ha Tepputopmmn Poccuiickoin Pepepaumn nogaekar To/IbKO 3aperncTpupoBaHHble
bapmaueBTUYECKME NPOAYKTbI B PaMKax 3aperncTpupoBaHHbIX NMOKa3aHUM K NPUMEHEHMUIO.

2.2.2. Ycnosue nognyHkta 2.2.1. He Hanaraet orpaHUYeHWU Ha packpbiTue UHPopmaumm no nbomy
dapmaueBTMHECKOMY NPOAYKTY C LE/blo JOHECeHUA ee A0 aKUMOHEPOB WM WHbIX /ML, KOTOpPbIM 3Ta
MHbOpMaLMa J0MKHA BbITb NpefocTaBieHa B COOTBETCTBMU € TPeHOBAHMAMM 3aKOHOAATEIbCTBA.

[aHHoe ycnosue TakKe He MpeanonaraeT HapylweHUs Npas Hay4yHoro coobuiectsa Ha 06MeH Hay4yHOM
MHPOPMaLMeit, OTHOCALLENCA K He3aperncTpMpoBaHHbIM GapmMaLeBTUHECKMM NPOAYKTaM, NMPU YCA0BUM,
YTO NpefocTaB/ieHne Takon MHOOPMaLMKU He ABAAETCA CNoCOBOM NPOABMNKEHUA dapMaLeBTUHECKOro
npoayKTa.

2.3. CTAHZAPTbI PEK/TAMHOM MHOOPMALLNK

2.3.1. Peknama ¢dapmaLeBTMYECKMX NPOAYKTOB AO/KHA oOTBevaTb TpeboBaHUAM AeNCTBYIOLWEro
POCCUIACKOrO 3aKOHOAATENbCTBA O PeKkname.
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2.3.2. Peknama ¢dapmaLeBTUHECKMX MPOAYKTOB [O/IKHA COAEPKaTb OOBEKTUBHYIO, AOCTOBEPHYIO W
aKTyaNnbHYI0 MHPOPMALMIO, OCHOBAHHYIO Ha YTBEPX/AEHHOMN B YCTAHOBNEHHOM MopsaaKe MHbopmaLun o
dapmaLeBTUYECKOM NPOAYKTE (MaPKUPOBKE, MHCTPYKLMM NO MeANLMHCKOMY NPUMEHEHUIO) U He A0/IKHA
NPOTUBOPEUYNTL TaKOBOW. B LiesAX MCNONHEHWA HACTOALLEro MyHKTa Npu pekname ¢papmaleBTUHECKOro
npoAyKTa AONYCTUMO BK/IOYEHWE B MaTepUas Pas/ivyHbIX «UUPPoBbIX» GOPM A0CTYyNa K pacluMpeHHOMY
obbemy vHpopmauum (Hanpumep, QR-KoAbl, CCbINKM U Mp.), MO3BONAIOLWMX NONYYUTb OOBEKTUBHYIO,
[0CTOBepHYIo, c6anaHCUPOBaAHHYIO M aKTyasbHYI0 MHGOPMALMIO B peXnme peanbHOro BpemeHu npu
ycnosum cobntogeHus TpeboBaHuii 3aKoHOAATeIbCTBA U HacToswero Koaekca.

2.3.3. TMpou3BoAUTENN AOMKHbI CTPEMMUTLCA K Hambosee MONHOMY OTPaXKEHUIO B PeK/lamMe OCHOBHbIX
XapaKTepUCTMK $apmaLeBTUYECKOro NpPoAayKTa. Peknama ¢dapmaueBTUHECKMX MPOAYKTOB HE A0/KHA
rapaHTMpOBaTb UX NONOXKUTEbHOE AeicTBUe, 3GPEKTUBHOCTb, 6€30MacHOCTb IMB0 OTCYTCTBME NOBOUHbIX
OencTBUiA.

2.3.4. PeknamHaa nHdopmauma A0NKHA ObITb ACHOM, TOYHOM, B3BELWEHHOM, YeCTHOW, 06BEKTUBHOM U
[OCTaTOYHO MONHOW, YTObbl y ee agpecata Morno 6biTb cHOPMUPOBAHO OBBLEKTUBHOE MHEHWE O
TepaneBTUYECKON LEHHOCTM ¢apmaLeBTUYECKOro NPOAYKTa, O KOTOPOM WAET pedyb. PeknamHasn
MHbOpMaLmMa f0MKHA BbITb OCHOBaHA HAa COBPEMEHHOM OLLEHKE BCEX 3HAUYMMbIX GaKTOB U U3naraTb 3TH
bakTbl YeTKo. PeknamHas uHbOpMauMAa He [O/MKHA BBOAWTb B 3ab/yXKAEeHVWE NyTEM WCKaXKeHus,
NpeyBeNnYeHns, YMOI4aHUSA CYLLECTBEHHOM MHPOPMALLIMM UK C MOMOLLBIO MHBIX NpUemoB. Heobxoaumo
nsberatb ee ABYCMbICNEHHOCTU. PeknamHaa MHPoOpmaLWsA, B TOM YUCAe U CPAaBHUTENbHAA, HE AO/IKHA
COAEPKaTb OCKOPOUTENBHYIO MHPOPMaUMO. TEPMUH «HOBBIV» MOMKET BbITb UCNONb30BaH AN ONUCAHUSA
bapmaLeBTMHECKOTO NMPOAYKTa, BHE 3aBUCMMOCTM OT €ro $OpMbl BbIMyCKa, TOIbKO €C/IM NPOAYKT BbiBEAEH
Ha pbIHOK He BoJsiee roga Hasagd, UM ecim OT MOMEHTa PErucTPaLyumn HOBOTO MOKa3aHUA K MPUMEHEHUIO
bapmaueBTUYECKOrO MpoAyKTa Mnpowno He 6onee oaHoro roga. YTBepXAeHUs abCoNTHOrO Wau
BCEOXBATbIBAOLLErO XapakTepa c/iedyeT WCMo/b30BaTb C OCTOPOMKHOCTbIO W TONbKO MPU Hanuyum
COOTBETCTBYIOLLMX MOSCHEHUIN U 06OCHOBAHUIA.

2.3.5. PeknamHaa uHbopmauua o GapmMaueBTMYECKOM MPOAYKTe AO/KHA  MOATBEPIKAATbCA
COOTBETCTBYIOLMMM HAYYHbIMU AaHHBIMU. Takue CBUAETENbCTBA SO/KHbI MPEeA0CTaBAATLCA MO 3anpocam
3aMHTEPecoBaHHbIX AWy, KoMMaHuM AO/MKHbI A06POCOBECTHO OTHOCWUTLCA K TaKMM 3anpocam w
npeaocTaBNATb 06bEKTUBHbIE AaHHbIE, COOTBETCTBYIOLLME NONYYEHHOMY 3anpocy.

2.3.6. CpaBHWTENbHAA peKnama [O/MKHa 6blTb KOPPEKTHOM M MPOBOAWUTLCA MO  MAEHTUYHBLIM
XapaKTePUCTUKaM M He JO/KHA BBOAUTD B 3abayxaeHne notpebuteseit pekaambl B CBA3N C OTCYTCTBUEM
B PeK/iaMe 4acTu CyLLEeCTBEHHOW MHGOpMaLmK.

2.3.7. K peKknaMHbIM MaTepuanam Ha 3NEKTPOHHbIX HOCUTENsAX, 33 MWCKIYEHWEM ayavo- W
BUAEOMATEPUANOB, NPUMEHAIOTCA TpeboBaHWA, yCTaHOBAEHHble B MyHKTax 3.2. M 4.2. HAcCTOALero
Kopekca. K ayavo- v BugeomaTtepuanam npuvMEHAIOTCA TpeboBaHUA [EWCTBYIOLLErO POCCUICKOro
3aKOHOAATe/IbCTBA O pekname.

2.4. WUCNOJIb3OBAHME 3KCMNEPTHbIX 3AK/TKOYEHMI, CCbIIOK

HA PE3Y/IbTATbl UCCNEQOBAHWUIN U UUTAT

2.4.1. TIp1 MCMO/Ib30BaHWM B PEKNAMHbIX MAaTePMaNax IKCMEPTHbIX 3aKNOUEHWIA U CCbINOK Ha pe3y/bTaTbl
UccnefoBaHNit/HaGIIOAEHUI CleflyeT YKasbiBaTb UCTOUHMK TaKMUX AAHHbBIX W AATY UX NONYYEHUSA.

2.4.2. TpuY MCNONb30BaHMM B PEKNAMHBIX MaTepManax UUTaT U3 MeAULMHCKON MW HAayYHOW INTepaTypbl,
VAW YbUX-TO BbICTYMAEHWI HEOBXOAMMO YKa3blBaTb MCTOYHUK LUTMPOBaHMA/MMA aBTOpa, AaTy U MeCTo
ny6AnKaumMn/BbICTYNAEHMA.
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2.5. NPOABUXEHWE B CETU MUHTEPHET

2.5.1. NpoapwxeHne dapmMaLEeBTUYECKMX MPOLYKTOB B CETM WHTEpPHET, B TOM uMc/ie MOCPeACTBOM
pasmelleHmn 6aHHepPOoB, aKTUBHbIX CCbIIOK, MHbOPMaLMK Ha BeB-caiiTax, B 610rax, COLMAbHbIX CETAX, Ha
dopymax, KoHdepeHUMAX U TOMY NOAO0BHbLIX pecypcax, LO/MKHO COOTBETCTBOBaTh 06LMM TpeboBaHMAM K
pekname v creumanbHbiM TpeboBaHMAM K pekname GpapmaLeBTUYECKUX MPOAYKTOB, YCTaHOBAEHHbIM
3aKoHoZaTeNbcTBOM P®. B 4yacTHOCTM, MNPM  WUCMO/Nb30BAaHUM  WMHTEPHET-CAWTOB, CBA3AHHbLIX C
bapmaLeBTUYECKMMMU NPOAYKTAMMU:

B [0/KHO 6bITb O4EBMAHO, OT KaKOW papMaLLeBTUYECKON KOMMAHUM UCXOANUT MHOOPMALLMA M KOMY OHa
afpecosaHa;

| cogepXmmoe JO01KHO COOTBETCTBOBATb ayagUTOpUMN-aapecaTy.

2.5.2. Peknama ¢dapmaueBTMYECKMX MPOAYKTOB, OTMYCKaembIX MO peuenTy Bpada, B cetn MHTepHeT
3anpeueHa. JonyckaeTca npegoctasneHve nHbopmaumm o GapmaLeBTUHECKMX NPOAYKTaX, OTNyCKaeMbIX
Mo peLenTy Bpaya, B paMKax OH/IalH-MeponpuaTuii (sebMHapos) AN cneumanmcToB 34paBooXpaHeHus, a
TaKKe B pasfesnax MHTEPHET-PecypcoB, AOCTYM K KOTOPbIM OTKPbIT UCK/IOUUTENbHO A/ CeLuanmcTos
3paBOOXPaHEHUA.

2.5.3. TMpueneyeHne bapmaLeBTMHECKON KOMMAHMEN PeKNaMHbIX areHTCTB, a TaKKe WHbIX AuL Aas
npoaBuKeHus GapmaLeBTUYECKUX MNPOAYKTOB B ceTM MHTepHeT He cHMMaeT ¢ dapmaueBTMYecKom
KOMMaHUM OTBETCTBEHHOCTU 3a HapyLUeHWe NO0XKEeHUI HacToAwero Kogekca.

2.5.4. [eiictBue HacToswero Koaekca pacnpocTpaHserca Ha npoasuskeHue ¢apmaLeBTUYecKux
NPOAYKTOB Ha Tepputopum Poccuiickoli degepaumm Ha ntobbix Beb-caliTax He3aBMCMMO OT MmecTa
OCYLLECTBNEHWA XOCTUHTA U 30HbI SOMEHHOTO MMEHM, 3 TaKKe MECTOHAXOXKAEHUA U BHYTPEHHMX NOAUTUK
bapmaueBTUYECKOM KOMMaHWK, NpoasuratoLel papmaLeBTUYeCcKUn NPOAYKT.

2.5.5. K peKknamHbiM MaTepuanam, pacnpocTpaHaembiM B CeTr MHTEPHET, 33 UCK/IOYeHUeM ayamo- U
BMAEOMATEPMANIOB, NPUMEHAIOTCA TpeboBaHMWA, YCTaHOBAEHHble B MyHKTax 3.2. M 4.2. HAcToALEro
Kogekca. K ayavo- v BuaeomaTtepuanam MpuUMEHAIOTCA TpeboBaHWA [AEWCTBYIOLWLEr0 POCCUIICKOro
3aKOHOAATe/IbCTBA O PeKkName.

2.6. MHOOPMALMNUA, NMEIOLLAA OTHOLWEHME K 340POBbIO nnn
3ABOJIEBAHMAM YE/TOBEKA

(DapMaLI,eBTM‘-IECKMe KOMNaHUM BMnpase nNpeaoCTaBnATb LLIVIpOKOﬁ 06LIJ,ECTB€HHOCTVI VIHd)OpMaLIM}O [0}
3a60]'|eBaHVIHX, nx I'IpOdJMI'IaKTMKe n nevyeHunm, CO6}'I}0,EI,aﬂ cheayrouime npasuna:

B [aHHAA [OeATeNbHOCTb He [OJIKHA COCTaBAATb MpeameT ULEH3UPYEMON MeAMLMHCKOW aes-
Te/IbHOCTK;

[ ] OaHHan MHpopMaumA A0MKHA 6biTb A4OCTOBEPHOM, AO06POCOBECTHOM, STUYHOM, MOHOM, @ TaKXKe He
[OKHa NOAMEHATb KOHCYNbTaLMIO BPa4ya UM NPU3bIBaTb K CAMOJIEYEHMIO;

B [AaHHaA nHbopmMauma JOMKHA coaeprKaTb YKasaHue Ha papmaLeBTUHECKY0 KOMNaHUIO, OT KOTOPOW
ncxoauT nHdopmaums;

®  3TaMHPOPMaLMA HEe JOHKHA COAEPKaTb HAa3BaHWI GpapmaLLeBTUYECKMX NPOAYKTOB, OTMNYCKaeMbIX Mo
peuenTy, a paBHO U306paXKeHNt YNaKoBKM TaKMX GapMaL,eBTUYECKUX MPOLYKTOB UM €€ 31EMEHTOB,
MAN MHbIM 06pa3om 6biTb HampaBAeHHOW Ha MNPOoABMNKEHWE GapMaLEeBTUYECKOTO MPOAYKTa,
OTMYCKAaeMoro no peuenty;

B [aHHaA MHPOPMaLMA AO/MKHA COAEPHKATb YKa3aHWe Ha HeobXO0AMMOCTb MOJYYEHUA KOHCYNbTaLMUK
CneuvanncTa 34paBooOXpPaHEHU .
MyHkm 10 lNpunoxceHua 3 k Hacmoswemy Kodekcy (Bonpocel u omeemeol)
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l1l. OcobeHHOCTM B3auMoaencTema co
cneunanmncTtamm 34paBooxXpaHeHua, a
TaKXXe peKknambl ANA HUX U UHbIX
MeTOA0B NPOABUXKEHNA
dbapmaueBTUYECKOM NPOAYKLNU

3.1. OBLWIME MPUHLUMUMbI B3AMMO/LENCTBUA co CNEUNMATNCTAMU
30PABOOXPAHEHUA

3.1.1. BsaumopgeicTane papmaLeBTUYECKMX KOMMNAHUIA CO CreumanmcTaMm 34paBooXpaHeHNsA AOKHO
6bITb HaNPaB/IeHO Ha NPUHECEHWE NO/b3bl NaLMEHTaM M COBEPLIEHCTBOBAHUE MEAMLMHCKON MPaKTUKN.
Llenbio Takoro B3aMoAENCTBUA LOMKHO bbiTb NPeaocTaBAeHMe CreLmanmcTam 3a4paBooxpaHeHns HoOBOM
nHpopmaumm o apmaueBTUHECKMX NPOAYKTax, obecriedeHne WX WMHPOPMauMein HaydyHoro u
06pa30BaTeNbHOrO XapaKTepa, a TakxKe MOAAEPIKKA HaYUHbIX M KIMHUYECKUX MCCNea0BaHMM.

3.1.2. CotpygHuuectBo GapmaLeBTUYECKUX KOMMaHWI CO CneuuasucTaMu 34paBoOOXpaHeHus He
ZLO/IKHO UMETb CNeACTBUEM KOHDIMKT MHTEPECOB Y CNEeLManMCTOB 340aBOOXPAHEHNS, B YaCTHOCTU MEXKAY
nx NpodeccnoHanbHbIMM 06A3aHHOCTAMM U IMYHOMN 3aMHTEPECOBAHHOCTLIO. B TOM uncae Takoi KOHGAWKT
He [O/I*KeH BO3HMKATb NPU HasHaYeHWM GapmaLeBTMHeCcKOro NPoAYKTa BPAYoOM M Npu peKoMeHAALUN 1
npogaxe GbapmaLeBTMHecKoro Nnpoaykta GapmaueBTMyeckum paboTHUKOM.

3.1.3. He ponyckaetcA npeanaratb, obelatb, NpPeaoCTaBAATb WAM NepefasBaTb chneumannucrtam
34,paBOOXPAHEHMA BO3HarpaxaeHue B ntoboit popme 3a HasHAYEHUE UAN PeKOMEHZALMIO MauMeHTam
onpeaeneHHoro GapmaLeBTUYECKOro NPOAYKTa, a TaKKe 3aK/4aTh C HUMM COTIALLEHUA O Ha3HaYeHUU
WIX pEeKoOMeHAAUMW nauMeHTam KaKoro-nMbo ¢apmaueBTUYecKoro npoayKTa (3a WCKAuYeHuem
[0roBOPOB O NPOBEAEHUM KIMHUYECKMX UCCNef0oBaHMI GapMaLeBTUYECKUX MPOAYKTOB).

3.1.4. TlepcoHanbHble AaHHble CNEeLnanuUCcToB 34paBOOXPAHEHUA MOTYT BKAOYATbCA B 6a3bl AaHHbIX
UCKNKOYUTENBHO NPU HaanUdnUnm UX cornacma s Hagnexaluen d)opme n COGJ’IIO,CI,eHVIﬂ UHbIX Tpe6OBaHVIl7I
3aKOHO4aTeNnbCTBa B cd)epe 3alnUTbl NePCOHA/IbHbIX AAaHHbIX.

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

3.2.1. TMeyaTHble peKnamHble maTepuasbl M MaTepuasnbl, PacrnpocTpaHaemble B ceTu MHTepHeT, 3a
MCK/IIOYEHMEM OMUCAHHBIX B NOANYHKTE 3.2.2., AOMKHbI COAEPKaTb CIEAYIOWMIA MUHUMYM MHPOPMaLUN:

u Ha3BaHuWe papMaL,eBTUYECKOro NpoAayKTa (06bI4HO TOProBoe Has3BaHue);

] HauMeHoBaHWe bapmaLEeBTUYECKON KOMMAHUN AN OpraHu3aLmm, NpeacTaBaftoleln ee UHTepPechl
Ha TeppuTopun Poccuninckon Peaepaumn.

Mpy MCNONb30BaHWM B PEKNaMHOM maTepuane «unMdppoBbIx» Gopm AOCTyna K pacluiMpeHHomy obbemy
nHbopmaummn (Hanpumep, QR-KOAbI, CCbIAKM W Mp.), BO3MOXKHO MPeAOCTaBNEHUE WHCTPYKLUM MO
MeAMULUHCKOMY MPUMEHEHUIO U KaKON-1MBO AONONHUTENbHOM MHbOPMALMKM, MPU YCIOBUK, YTO TaKas
nHbopmaumsa cbanaHcMpoBaHa M COOTBETCTBYET TpebOBaHMAM [AelCTBYIOLLErO 3aKOHOAATENbCTBA
Poccuiickoit depepaumm u Hactoawero Kogekca.

3.2.2. HanomuHalowWwana peknama - 370 KOPOTKaA peknama, KOTOpas MOXET COAepaTb Toprosoe
HavMeHOoBaHWe GpapmaLLeBTUYECKOro NPOAYKTA M COoraH (1aKoHUYHaA, Nerko 3anomuHatowanca dpasa).
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MyHkm 1 lNMpunoxceHus 3 kK Hacmosawemy Kodekcy (Bonpocsi u omeemoi)
3.3. MEPONMPUATUA

3.3.1. Lenbto BceX MepOnpUATHiA LOMKHO 6biTb MHGOPMMPOBAHME CNELMANNCTOB 34PaBOOXPAHEHMA O
bapmaLeBTUYECKMX NPOAYKTaX U/unmn obecnedeHme ux MHGoOpMaLMen HayyHOro UM obpa3oBaTesIbHOro
xapaKkTepa B chepe 3apaBooOXpaHeHUa unm GapmaLeBTUKM.

3.3.2. KomnaHuu He A0/ Hbl OPraHN30BbIBaTb MM PUHAHCMPOBATb MEPOMNPUATUA, KOTOPble MPOBOAATCA
BHE CTPaHbl MPOXKMBAHMUA N AeATENbHOCTU CNeLnanncToB 34paBOOXPaHEHNA, €CIM TONbKO YMECTHOCTb
TOro He OnNpaBAaHa C TOYKN 3pPEHUA NOTUCTUKM 1 Be3onacHocTU. MexayHapoaHble HayuHble KOHTPeccsl 1
CMMMO3MYMbl, COBMpatoLLMe yHaCTHMKOB U3 MHOTUX CTPaH, ABAAIOTCA C 3TON TOYKM 3peHUA onpaBAaHHbIMK
1 paspeLlleHHbIMU.

3.3.3. HayyHaa uHdopmauma, pacnpocTpaHAeman Cpeay YHacTHUKOB Hay4HbIX MEPONPUATUI, MOXKET
KacaTbCA  HEe3aperMcTpupoBaHHbIX  GapMaueBTUUECKUX NPOAYKTOB  u/uaM  uHbopmaumn  BHe
3aperncTpMpoBaHHoM B P® WMHCTPYKUMM MO  MeAMLMHCKOMY MNpPUMEeHeHuto, ecan cobatgatotea
cnepytowme TpeboBaHmA:

] pacnpocTpaHeHne Takon MHPOpPMaLLMK He HapyLLaeT AeicTByloLee 3aKOHOAaTeNbCTeo PO;

E  MeponpuaTMe AO/MKHO 6biTb HAay4HbIM MEPOMPUATMEM, B KOTOPOM YYacCTBYIOT CMeLManucTbl
3/1paBOOXPAHEHUA W3 HECKONbKUX CyObekToB Poccuiickoit depepaumu, NEKTOPCKMIA COCTaB
npeacTaBneH  pas/MyHbIMKM - NPOOUABHLIMM  HAayYyHbIMKM  LieHTpamu/coobliecteamm  (ecam
NPUMEHUMO) 1 KOTOPOE NOALEPIKNBAETCA HECKONbKMMM hapMaLLeBTUYECKMMU KOMMNAHUAMMU;

m  MaTepuanbl Mo He3aperncTpupoBaHHOMY hapmMaL,eBTUHECKOMY NPOAYKTY A0/XHbl CONMPOBOMKAATHCA
COOTBETCTBYIOLMM AICHBIM YKa3aHWEM Ha TO, YTO 3TO HE3aperncTpPMpPoBaHHbIA GapmaLeBTUHECKNiA
NPOAYKT;

E  MaTepuansbl, cogeprkawme nHGopmaLuumio No NpUMeHeHuIo (MokasaHusa, 403bl, NPeaynpPeXKaeHNUs 1
T.4.), KOTOpas OTAMYAETCA OT 3apPEerncTpMpoBaHHOM, COMPOBOMAAIOTCA 3asBneHMeM 06 3Tom
oTINYUK;

m  cobnogaloTca ycnosua obmeHa HaydyHoM MHPOpMaumeit, YCTaHOBAEHHble HacToAwMM Kogekcom
(Bonpocbl 1 0TBETHI).

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

3.3.4. MeponpuatTne [OMKHO NPOBOAUTHCA B MNOAXOAAWMX MECTe M YC/NOBMUAX, CNOCODBCTBYIOLLMNX
OOCTUMKEHMIO Hay4HbIX M 0bpasoBaTesibHbIX Lenelt gaHHoro meponpuatua. Heobxogumo msberatb Tex
MECT M N/IOLLAA0K, KOTOPbIEe N3BECTHLI CBOMMM pa3B/ieKaTe/IbHbIMU 3aBeAEHUAMMU /UM MepPONPUATUAMM
WM ABNAKOTCA 3KCTPaBaraHTHbIMM. 3anpellaeTcs MCnonb3oBaTb OOBEKTbI, KOTOpble B  rnasax
06LecTBEHHOCTM acCOUMMPYIOTCA C Pas3BieYeHUAMMU, POCKOLLBIO UW SKCKNO3MBHOCTbIO, HE3aBUCMMO OT
MX Knacca. PekomeHayeTcA opraHu30BbIBaTb MEPONPUATUA B BU3HEC-LeHTpaX, y4ebHbIX 3aBeAeHusAX, 1
APYrMX MecTax, npeAHasHayeHHbIX ANA NPOBeAeHUs [efoBblX U 06pa3oBaTesibHbIX MEpPONpPUATUIA.
MpoBeaeHne KOMNaHMEN MEPONPUATUA B MecTe 06LLEeCTBEHHOTO A0CTYMNa BOSMOXKHO TOJ/IbKO B YC/I0BUAX
M30/IMPOBaHHOrO NomeLlleHnUa NMBo 3akpbITUA MecTa ObLLEeCTBEHHOrO A0CTyNa Ha BpemMs NpoBeAeHus
MeponpuATUA. 3anpellaeTcd WCMo/b30BaHWE pPa3B/IEKATE/IbHbIX U CMOPTUBHbLIX MEPONPUATUI ANnA
npusaeYeHna CNeLmanmncTos 34paBoOOXPaHEHMA K MPOMOLMOHHBIM Y HaYYHbIM MEPONPUATUAM.

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

3.3.5. ®dapmaueBTMYecKas KOMNaHWA 40/KHA 06ecrneynTb, YTobbl GaKT NoAAEPHKKM papMaLLeBTUYECKOM
KOMMaHMen MeponpuaTus, NPOBOAMMOrO TPeTbMMM nLamm, Bbin BCceraa v M3HayanbHO 0603HaYeH U
O4YEeBMAEH.
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3.3.6. [onyckaeTcA npeaocTaBieHne KaHLeNAPCKUX NPUHAANEXHOCTeN (pyYKu, 610KHOTBI, KapaHaalum)
He3HaYUTeNbHO CTOMMOCTYU A/ COCTaBNEHUA KOHCMEKTOB, BeAeHWA 3anucei.

MyHkm 4 lNpunoxceHus 3 kK Hacmosawemy Kodekcy (Borpocsl u omeemoi)

3.3.7. [lonyckaeTtca CONPOBOXAEHWE MEPONPUATUA NoJaYei NPOXNAAUTENbHbIX HAaNWUTKOB, Yas/ Kode,
3aKyCOK u/unu ropsaumnx 6104 B popmaTe «LWBEACKOTO CTONA» NPU YCNOBUM, YTO 3TO ONPABAAHO C TOYKM
3pEHUA 4IUTENIbHOCTU MEPONPUATUA, ABAAETCA OAHO3HAYHO BTOPOCTEMEHHbIM MO OTHOLIEHWIO K Lenu
MEepONPUATUA U NPELOCTABAAETCA TONbKO:

] Y4aCTHUKaM MeponpuAaTnA, HO He CONPOBOXAALWMM UX NUUaM;
] B pa3ymMHbIX npegenax.

MyHkm 3 lMpunoxceHus 3 kK HacmosAwemy Kodekcy (Bonpocsi u omeemoi)

3.3.8. CDapMaLI,EBTVI'-IECKl/Ie KOMNaHUn He AO0JIXKHbl NpefoctaBnATb UAUM ONNavMBaTb  HUKakKue
pa3BneyvyeHnA Kak B pamMKax, Tak U BHE PaMOK npoBeaeHUA MeponpuAaTuA.

3.4. NMPUBNEYEHNE CNELMANNCTOB 34PABOOXPAHEHWA /1A OKASAHUA YCIYT

3.4.1. dapmaueBTMHECKME KOMMaHWM BrpaBe MpPWB/AEKaTb CNEUMaNncToB 34paBOOXPaHeHMs, 3a
UCKAOYEeHMEM dapMaLLeBTUYECKMX PaBOTHUKOB M PYKOBOAMTE/EH anTeyHbiX OpraHusaumi, C Leblo
OKasaHWA YCAYr HayyHOro M NeAarorMyeckoro XapakTepa, a TaKKe Mpu NPOBeAEHUM KAMHWUYECKUX
nccnefoBaHWin GapmaueBTUYECKMX MPOAYKTOB M BbIMa4MBaTb MM BO3HArpaXAeHWe 3a OKasaHue AaHHbIX
ycayr.

3.4.2. MNpu nNpuBAEYEHUWU CMELMasUCTOB 3APAaBOOXPAHEHUA AR OKa3aHWA YCAYr AO/KHbI BbiTb
cobntofeHbl cnepytowme TpeboBaHuA:

E  HaauuMe JOroBOpa B NUCbMEHHOM GopMe, OMUCHIBAIOLLENO COAEPIKAHME OKa3blBAEMbIX YCAYT U
YCNI0BUA WX ONAaThl;

H  BO3Harpa)kzeHue 3a OKasaHHble YCAYr LOMKHO BbITb pasyMHbIM M COOTBETCTBOBATb CNpaBeA/IMBOM
PbIHOYHOWM CTOMMOCTH;

B Hanuyne o60CHOBAHHOM HEOBXOAMMOCTU B YCAYTE;
E  Hanuume HenocpeacTBEHHOM CBA3M MeXAy KpUTepuamu oTbopa creLmanmcTos 34paBOOXPaHEHMA U
LeNiblo, KOTOpas A0/XKHA bbITb AOCTUTHYTA B pe3y/bTaTe OKasaHUA yCayru;

B COOTBETCTBME KO/JMYECTBA MPMWBJIEYEHHbIX CMNELMANIMCTOB  34PaBOOXPAHEHUS  KONMYECTBY
[eNCTBUTENbHO HEOBXOAUMOMY A1 AOCTUNKEHUA NOCTaBIEHHOW Lenu;

B baKT npuBieYEHUs CheuManncTa 34paBoOOXPaHEeHUA AN OKa3aHWA YCAyr AO/MKeH ObiTb pacKkpbIT
cneuuanncTom 34paBoOXpaHeHUs, B TOM YUCIE NPU NPesocTaBieHnn Hay4HoW 1 obpasoBaTesibHOM
MHPOPMALLMM Ha MepPONpPUATUY;

m  $aKT 3aKNl0ueHUA LOroBOpa OKa3aHWsA YCAYr He AO/KeH NPAMO WM KOCBEHHO Hasnaratb 06s-
3aTesIbCTBa Ha CMeuManucTa 34paBoOOXPaHeHUs, CBA3AHHbIE C PEKOMEHAALUMAMM U HA3HAYEHUEM
bapmaL,eBTUYECKMUX NPOLYKTOB.

3.4.3. [onyckaetcA onaata WM BO3MeLLleHMe pPacxofoB  ChneuuasnctoB  34paBOOXPaAHEHUs,
HenocpeaCcTBEHHO OTHOCALLMXCA K OKa3blBaeMbIM YC/Tyram, B TOM YMC/Ie PacXOA0B, CBA3AHHbIX C MPoe3aom
CNeumnanncToB 34paBoOXPaHEHNA K MECTY OKa3aHWA YCAyr, NPOXKMUBAHMEM U MUTAHUEM.

3.4.4. Tlpu onnaTe UAu BO3MELLEHUM Pacxofos Heobxoammo coboaath caeayowme TpeboBaHus:
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u 3anpelwaeTca MUCNoNb30BaTb FOCTUHULUDBI WK 06beKTbI, KOTOpble B r1asax OGLIJ,GCTBEHHOCTVI
ACCOLUUPYIOTCA C POCKOLWbBIO NN SKCKNO3UBHOCTbLIO, HE3aBMCUMO OT UX K/lacCCa,

®  nWTaHue AOMNYCKAeTca B pa3yMHbIX npegenax;

E  Npu noesgKax CneLuasncToB 34paBOOXPAHEHUsA, He NPEBbILAIOWMX YETbIPeX 4acoB B AHEBHOe
Bpems, ciesyet npmobpeTaTb aBMabueTbl IKOHOMUYECKOTO KNacca;

H  He JOMYyCKAeTca BO3MeLLeHME KaKMX-NMBOo pacxofoB COMPOBOMAAIOLWMX ML, B MCKAOUUTENbHBIX
CNyYasnX YCTAHOB/IEHHbIX MEAULMHCKMX NOTPeBHOCTEN, TPeBYIOWMX CONPOBOXKAEHNS, (Hanpumep,
NPy HaAMYMU MHBAAMAHOCTM WM TPaBMbl Yy YYacTBYIOLWErO B MEpONpUATUM Creuuanucra
34paBoOXpaHeHuns), MOryT 6biTb BO3MELLEHbl Pacxogpl Ha Mpoes3ad, MUTaHue, MPOXKMBaHWE W
PerucTpaLmMoHHbIA B3HOC A1 COMNPOBOXAAMOLLErO ML, B PAMKaX TeX Ke NapamMeTpos, YTo U aan
cneuyanncTa 34paBooxXpaHeHus.

M CKNtoYeHNA JONXKHbI 6bITb 060CHOBAHbI 06bLEKTUBHOM HeO6X0,D,I/IMOCTbI'O M cornacoBaHbl C pykoBoACTBOM
KOMNaHUU.

3.5. 3AMNPET NOJAPKOB CMEUMNANNUCTAM 3JPABOOXPAHEHWA

3.5.1. dapmaueBTUYECKMM KOMMAHUAM 3aMnpeLaeTca Kak Npsamo, Tak M KOCBEHHO NPefoCTaBAATb MW
npeanaratb cneumasmcTam 34paBooXpaHeHMA NOAAPKK, BKAOUAA AEHEXHbIE CPeACTBA, UX IKBUBANEHTDI,
nnn  6e3sosmessHble paboTbl/ycayrM AMYHOrO xapaktepa. [nA uesei HacTOAWEro MyHKTa nog
paboTamu/ycayramv AMYHOTO XapakTepa noHMMatoTcA Ntobble paboTbl/yCayrn, Kak CBA3aHHbIe, TaK U He
cBA3aHHble C NPOodECCUOHANbHOW AEATENBHOCTLIO U MPUHOCALLME BbIrOAY NOJyYaTesnto.

3.5.2. ®apmaueBTUYECKMM  KOMMaHMAM  3anpellaeTcA  NpeaocTaB/fieHne  UAW  NpejjioXKeHue
cneuManucTam  34paBOOXPAHEHUA  KaKWX-IMbo  npeameToB,  CMOCOOCTBYIOWMX — MPOABUNKEHUIO
bapmaLeBTUHECKMX NPOAYKTOB, KPOME PEKNAaMHbIX MaTepPUasos.

3.6. OCHOBHbIE = TPABUIA W HOPMbl AEATEJIBHOCTM  MEANUMHCKUX
MNPEACTABUTEJIEN

3.6.1. Uenbio  [eATENbHOCTM  MEAWUMHCKMX — NpeacTaBuTenei  JOMKHO  6biTb  MOBbIWeEHWE
npodeccroHanbHOro  YPOBHA  CMELMasuCTOB  34PAaBOOXPAHEHUs UM BbiNoJHEHWe 06583aHHOCTM
bapmaLeBTMYECKO KOMMNAHUKU MO MOHUTOPUHTY 6e30MacHOCTU GpapmaLLeBTUYECKUX MPOAYKTOB.

3.6.2. [nAa yKasaHHbIX B N. 3.6.1. HacToswero KoaeKkca uenen meamumHCKMe npeacraBuTenn Brnpase
y4yacTBoBaTb B COBPAHUAX U UHbIX MEPONPUATUAX A/1A CMELUANTUCTOB 34PaBOOXPAHEHUA B MEAULMHCKUX
OopraHu3aumsax B NopsaaKe, YCTAaHOBNEHHOM AAHHOM MeAMLIMHCKOW opraHu3aumeit. B cnyyae ecam Takol
NnopsAZoK AOMNYCKaeT BO3MOXKHOCTb NPOBEAEHUA MEPONPUATUIA, NPeayCMaTPUBAOWNX UHAMBUAYAbHbIE
BU3UTbI MEAULIMHCKUX NpeacTaBuTenel K cneunanmcTam 3gpaBooXpaHeHus, Takue BU3UTbI LONYCKAOTCA.

3.6.3. B pamkax [JaHHbIX MeponpuATUIA MeAMUMHCKUE npeaCTaBuTenu BrnpaBe nNpPesoCTaBaATb
CneumnanucTam 34paBoOXPaHEHNUA NPOMOLMOHHbIE MeYaTHble maTepuasbl, a TakKe UHPOPMALMOHHbIE
MaTepuanbl KkHe3HaYUTENbHOWM CTOMMOCTUY», TAKME KaK YaCTUUHbIE PENPUHTbI OTAENbHbIX INaB U Pa3senos
CNEeuManmu3npoBaHHbIX M34AHWUIA, HAyYyHbIX MOHOrpaduii M CNPaABOYHMKOB, HayuyHble CTaTbU W TEKCTbl
[OKNAA0B Y MHble NeyaTHble MmaTepuasbl NPY YCA0BUK, YTO OHM NOBLIWAIOT NPOdECCUOHaNbHbIN YPOBEHb
CNeumnanucToB 34paBooxpaHeHus. [lonyckaetca npeaocTaBneHve AaHHoW nHopmaummn Ha CD-auckax u
KapTax NamaTv, He NpeAHa3HaYeHHbIX ANA JIMYHOTO MCMONb30BaHMA. [pu aTom Nobble maTepuantsl,
BK/IOYAA MPOMOLMOHHbIE, AO/MKHbI  MNOBbIWATL  NPOGECCUMOHANbHBIA  YPOBEHb  CMNEeLWanvcTos
3paBOOXPAHEHUA U HE MPecaefoBaTb UCKNOUNUTE/ILHO PEKNAMHbIe Liesn.

MyHkm 14 MpunoxceHusa 3 K Hacmoauwemy Kodekcy (Borpocel u omeemsbi)
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3.6.4. MeanumHckne npeacTasutenn GapmaueBTUUECKUX KOMMAHWUM AOMKHbI MMEeTb AO0CTaTOYHYHO
noAroToBKy W o06nagatb  HEOOXOAMMbBIMM  3HAHMAMM, 4TOObl NPeAOCTaBAATb  CMeuManucTam
3paBOOXpPaHeHNA  MONIHYIO, OOBEKTUBHYI, [OOCTOBEPHYIO W aKTyanbHyl  UHPopmauuio o
bapmaueBTUYECKMX NpoAayKTax. Mpy 3ToM MHPOPMaLLMA [01XKHA NOBbILLATL NPOPECCUOHANbHBIN YPOBEHD
CMeumanncTos 3apaBooxpaHeHuna. OTBETCTBEHHOCTb 33 cogepaHue W ¢dopmy npenocTaBneHus
MHPopMaummM, nepenaBaeMolrt MeAWULMHCKMMU MPeaCTaBUTENIAMU CNeLmannucTaMm 34paBooxXpaHeHus,
HeceT papmaLLeBTMYECKan KOMNaHUs.

3.6.5. MeaMUMHCKMI NpeacTaBuTeNb 06s3aH MO 3aNpocy CNeLuanmncTa 34paBooxpaHeHns NpesocTasuTb
€My MHCTPYKLMIO N0 MEeANLMHCKOMY MPUMEHEHMIO KaXK4oro GapmaLeBTMYecKoro npoayKTa, 0 KOTOPOM
OH MHOOPMMPYET, a TaKKe CBeAeHUA 06 YCNOBMAX OTNycKa (OTHECeHMe K KaTeropuu OThnycKaemblx no
peuenty nnb6o 6e3 peuenta Bpaya, OTMYCKAEMbIX A/1A JIbFOTHbIX KaTeropuit rpaxgaH v np.)
bapmMaL,eBTUYECKOrO NPOAYKTA M €r0 HAIMYMK B anTeKax.

3.6.6. MepguMumHCKMe npeacTasutenn o06nA3aHbl A0BOAUTb 4O PYKOBOAMTENS COOTBETCTBYHOLLErO
nogpasfeneHuns CBoei KomnaHuM MHGOPMaUMI0O O MPAKTUYECKOM NpuvMeHeHun ¢apmaLeBTUYecKux
NPOAYKTOB KOMMaHUM, B TOM YMC/IE O HEXENATesIbHbIX PEaKUMAX U T.M., NONYHEHHYIO OT CMeuunanmcTos
34paBOOXpPaHeHu .

3.7. OBPA3Lbl N OBYHAIKOLLME NPEAMETHI

3.7.1. ®dapmaueBTMHECKMe KOMMaHMKM He BrnpaBe MPefoCTaBAATb HEMmoCcPeACTBEHHO CrheumanucTam
34paBooOXpaHeHna o6pasubl GapMaLeBTUYECKMX MPOAYKTOB M obydalowme npegmeTbl Kak ans
nocaeayloLiei nepesaym naumeHTam, Tak v AnA IMYHOO NO/b30BaHMA.

3.7.2. [demoHcTpaumua obyyalowmx npegmetos 6e3 MX nepesayn BO3MOXKHA B MeCTax MpoOBeAEHWsA
MEAUUMHCKUX UAn GapMaLeBTUYECKMX BbICTaBOK, CEMMHAPOB, KOHOEPEHUMN U MHbIX MEpOnpUATUiL,
npeaHasHaYeHHbIX 418 CNEeLUMaNUCTOB 34PaBOOXPAHEHUSA.

3.8. 3KCNEPTHbIE COBETbI

3.8.1. Lenblo DKcnepTHOro coseTa ABAAETCA O6CYKAEHUE WM MOJydeHUE KOHCYNbTaLMi BHELIHWUX
3KCMepToB MO 3apaHee onpeaeneHHOMY HAay4HOMY BOMPOCY, A/ PeleHUs KOTOPOro HefoCTaTO4HO
3KCMepTU3bl UM OMbITa BHYTPU KOMMAHUM U MPYU HEBO3MOMKHOCTM BbIACHEHUA 3TOTO BONpOCa APYrumu
MEeToAamMu.

3.8.2. JKcnepTHble COBETbl He MOFyT WCMONb30BATbCA B KAYECTBE MHCTPYMEHTA PacnpoCTpaHeHWs
HbOPMALMM UM ANA NPOABUNKEHUA hapMaLLeBTUYECKMX NPOAYKTOB.

3.8.3. ®dapmaueBTuyeckue KOMMaHUK Bnpase BbIN/1a4yMBaTh 3KcnepTam-cneumanncTam
3 paBOOXPAHEHUNA, 33 WCKAoYeHMEM GapMaLeBTUYECKMX PabOTHWMKOB M PYKOBOAMUTENEN anTeyHbIX
OpraHu3aumii, Bo3HarpaxkaeHue 3a ux paboty B DKCNepTHOM coBeTe (B TOM YMC/e KOMMNEHCUPOBaTb WX
pacxogbl, CBA3aHHbIE C y4acTUeM B DKCNEPTHOM COBETE) TOIbKO NPW YCNOBUU, YTO AEATENbHOCTb TaKMX
3KCNepTOB B paMKax DKCNEPTHOrO COBETA HOCUT HayYHbIM XxapaKTep. Mpu BO3MELLEHUN PACXO[08 A0/KHbI
cobntogatbesa TpeboBaHUA NoanNyHKTa 3.4.4. HacTosAwero Koaekca.

3.8.4. Bo BCex cay4anx OCHOBHOW NPUHLMN PaboTbl N1060ro DKCNEPTHOrO COBETA - 3TO HE3ABUCUMOCTb U
6ecnpucTpacTHOCTb IKCNEpPTOB.

3.8.5. OpraHu3aumsa DKCNepTHOrO COBETa BO3MOXHa TO/bKO MPU HaAMuuMm 060CHOBAHHOW Hay4HOW
HeobXoAMMOCTM M He A0/MKHA MMEeTb Lebilo GUHAHCMPOBaHWE MeponpuATUA NPodeccMoHaNbHbIX
coobuecTs.

3.8.6. YacToTa 3acegaHuit IKCNepTHOro coBeTa A0/KHA 6bITb 060CHOBAHHOW.
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3.8.7. Bblbop uneHOB IJKCNepTHOrO COBeTa [JO/IKEH OCHOBbLIBATLCA WCK/OUYUTENIBHO HA WX
npodeccroHanbHOM KOMNETEHLUMU U KBanudUKaumm n He AoMmKeH bbiTb Kakum-nmbo obpasom cBA3aH ¢
ApOWAbIMU, TEeKyWwMnMMn Uan  BO3MOXXHbIMU 6yp,yLLI,VIMVI Ha3Ha4YyeHunAMn UAn  pekomeHgaunamm
dapmaLeBTUHECKMX MPOAYKTOB KOMMaHMMW. PabOTHUMKM KOMMEPYECKMX OTAE/I0B He AO0/KHbI MMETb
B/IMAHWA Ha BbIGOP IKCMEPTOB U PaboTy IKCNEpPTHOro coBeTa.

3.8.8. KonuyectBo npwuB/EYEHHbIX CMELMannUCToB 34pPaBOOXPAaHEHWA [OMKHO COOTBETCTBOBATb
KONINYecTBY AeNCTBUTEIbHO HEO6XOA4MMOMY A/1A AOCTUNKEHUA NOCTaBAEHHOW Lenu.

3.8.9. 06uwee yncno paboTHMKOB KOMNAHUK, NOCELLAOLMX CObPaHMe DKCNEPTHOrO COBETA, HE AO0IKHO
npeBbllWaTh OAHY TPETb OT YMC/Ia HE3aBMCUMMbIX CTOPOHHMX 3KCNEPTOB, YYacTBYIOWMX B 3acedaHuu. Mpu
3TOM COTPYZHMWKM He BMpaBe WMCMO/b30BaThb y4acTme B paboTe IKCNepTHOro coseTa AN NPOABUNKEHUA
bapmaLeBTMHECKMX NPOAYKTOB KOMMAHUW Kaknm Bbl TO HU Bbl10 0bpasom.

3.9. PABOTA C 3ANPOCAMU MEANUMHCKON MHOOPMALUMU

3.9.1. KomnaHus [O0/KHA  BHMMAaTe/NbHO OTHOCMTBCA K KaKAOMy 3anpocy  creuuanucra
34paBooxpaHeHus. Kaxabli 3anpoc fo/KeH 6biTb 3aperncTpupoBaH, U Ha Hero HeobxoAMMO 4aTb OTBET
He3aBMCMMO OT crnocoba nosiydeHus (3/1eKTPoHHasA noyTa, obbluHasA noyTa, Gakc uam TenedoH).

3.9.2. WHbopmaums, npeaocTaBieHHAsA CNeLnanmucTam 34paBooOXPaHEHUA B OTBET Ha 3amnpoc, AO/KHA
NOJIHOCTbIO COOTBETCTBOBATb MECTHOMY 3aKOHOAATE/NbCTBY, YTBEPKAEHHON MHCTPYKLMUN NO NPUMEHEHUIO
bapmaueBTMYECKOrO NPoayKTa 1 HacToawemy Kogekcy.

3.9.3. OTBeT Ha 3anpoc crneumanucTa 34paBoOXPaHEHUA HE LO/IKEH CAYXKWUTb Lensam NpoaBuMKeHus
dapmauesTMYecKoit Npoaykuun. OH A0/KEeH OrpaHMuYMBaTLCA TOJILKO OTBETOM HA HEMocpeacTBEHHO
3aJaHHbIl BONpOC.

3.9.4. WUHbopmauma o dapmaLeBTUYECKUX MPOLYKTAX APYrMX KOMMNAHUI [O/IKHA ObiTb 06BEKTUBHOMN.

3.9.5. Bce oTBeTbl HEOHXOAMMO NPEeAOCTaBAATb B BEXK/IMBOW W MOHATHOM GOpMe B COOTBETCTBUWU C
YPOBHEM 3HaHWUI 1 06pa3oBaHMA MLLA, NOCAABLUEro 3anpoc.

3.9.6. COTpyAHMKM (apmaLeBTUYECKOW KOMNAHWM He BMpaBe WHUUMMPOBATL O6CYKAEHWe Co
cneuManucTamm  34paBOOXPaHEHUA M MHbIMM  TPETbUMM  AULAMM  HE3apermcTpMpOBaHHbIX
bapmaLeBTUYECKMX NPOLYKTOB U/UAKN HE3APErMCTPMPOBAHHbIX MOKA3aHMI K UX NPUMEHEHMIO.

3.9.7. Wndbopmauma o He3aperncTpmpoBaHHbIX bapmaLeBTUHECKUX npoaykTax n/vnn
He3aperncTpupoBaHHbIX MOKasaHMAX MPejoCTaBiAeTcA TONbKO Cneumannctam 34paBooxpaHeHuna
WCKOYMTENBbHO MO 3anpocy, HanpasieHHOMY B GapmaL,eBTUYECKYO KOMMaHWIO.

3.9.8. OtBeTbl Ha BCe 3amMpocbl OT CMELMasUCTOB 34PAaBOOXPAHEHMA NPeLOCTaBAATCA CAyX60M
MeLMLMHCKOMN nHbopmaumm nam nepcoHaiom  n6Oro  APYroro  ynoJHOMOYEHHOro
MEeLMUMHCKOro/peryiaTopHoro otaena ans obecneyeHUs Hagneskallero KayectBa M O6bEeKTUBHOCTU
nHpopmaumuu. Bce TesnedoHHbIe 3BOHKM B BbIXOAHbIE M NPA3AHUYHbIE 4HM, A Takke B Hepaboyme Yacol
NPUHUMAIOTCA M PETUCTPUPYIOTCA MEePCOHANOM KOAN-LEHTPa, aBTOOTBETYMKOM WAM N06biM ApYyrUm
cnocobom ¢ nocneaytowei nepegadein MHGoOPMaLMmM 0 3aNPocax B MEANLMHCKUIA/PerynaTOpHbI OTAeN.

3.9.9. PaboTHMKM OTAEN0B NPOAAXK U MapKEeTMHra MOTyT OTBEYaTb TO/IbKO HA BOMPOCHI, NMOJYyYEHHbIE B
X04e B3aMMOZEWCTBUA CO CMEeLMaNnucTaMm 34paBOOXPAHEHNA, B PaMKaX YTBEPKAEHHOW UHCTPYKLMK MO
NpMMeHeHUo  PpapmMaLeBTUYECKOro MpoayKTa. [losyyeHHble BOMPOCHI, BbIXOAAWME 33 PaMKK
YTBEPXKAEHHOW B yCTaHOB/MIEHHOM MopsagKe MHbGopMaLMn 0 papmMaLeBTUYECKOM MPOAYKTE, PabOTHUKK
OTAENO0B NPOAAXK M MApPKETUHIa LO/MKHbI NepeHanpasaTb ANA OTBETa B MeAULMHCKUIA/perynaTopHbIi
oTaen.
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3.9.10. B oTtBeTe cneuManucty 34paBoOXpaHeHUs HeobxoaMMO NpPefoCTaBUTb MUCYEPMbIBalOWYO U
Hay4HO 06OCHOBaHHYI MHPOPMALMIO NO 3aaHHOMY BOMpPoCy. B nMCbMeHHbIX OTBETax Bce 3aABAEHUA U
baKTbl 401KHbI ObITb NOAKPENNEHbI COOTBETCTBYHOLLMMM CCbIIKAMM C YKa3aHUEM UMEHW aBTOPA, NOTHOTO
Ha3BaHWA CcTaTbl MAN MoHorpadum, mecta nybankaumm (paspeLatoTcs TpaguumoHHble abbpesnatypbl),
roga usgaHua, Homepa TOMa, BbiNycKa 1 CTPaHULLbI.

3.9.11. MNepcoHanbHble JaHHble CNeLuanncToB 34PaBOOXPAHEHNA U UHbIX UL, MOTYT BK/tOYaTbCA B 6a3bl
AaHHbIX GapMaLeBTUYECKMX KOMNAHUM WUCKAOUUTENBHO NPU HAaMUMKM UX COFNacuA B YCTaHOBAEHHOW
3akoHOM dopme 1 cobaoaeHUn UHbIX TpeboBaHMI 3aKoHOA4ATeNbCTBA B cdhepe 3anTbl NepCOHaNbHbIX
OaHHbIX.
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V. OcobeHHOCTUN peKknambl U UHbIX
MeTOo40B NpoABMKeHUA ana

HaceneHunA
4.1. OBLUME TPEBOBAHMA

4.1.1. He ponyckaetca peknama Ans HaceneHus ¢GapmaueBTUYECKMX MPOAYKTOB, OTHECEHHbIX K
KaTeropmm oTnycKaembIx Mo peLenTy Bpaya.

4.1.2. B pekname gia HaceneHusa 3anpellaetca ynomuHaHue o daKTe BK/IOUYEHUA pPeKkJamupyemoro
bapmaLeBTUYECKOro NpoAyKTa B 060N M3 CNWUCKOB NIEKAPCTBEHHbIX CPeAcTs, NpeAHa3HauYeHHbIX AN
onpefeneHHbIX KaTeropuii rpaxaaH, pacxoabl Ha KOTOPble BO3MELLLAIOTCA MW AOTUPYIOTCA TOCYAapCTBOM.

4.1.3. B pekname dapmaLeBTUYECKUX MPOLAYKTOB AR HACeNeHUs KenaTenbHo m3beraTb cnewlmanbHbiX
MeAMLMHCKUX TEPMMHOB, KOTOpble MOTYT BbiTb HEMNpPaBUAbHO MOHATbI UAW BBecTM B 3abayxaeHue
notpebutenein peknamsi.

4.2. TIEYATHbIE PEKTAMHbBIE MATEPUAJIbI U MATEPWUAJTbI B CETU MHTEPHET

4.2.1. TevaTHble pPeKAaMHble MaTepuanbl M maTepuasnbl, pacnpocTpaHsemble B ceTu WHTepHeT, 3a
WCKNIOYEHMEM OMWUCAHHbIX B MOAMNYHKTe 4.2.2., [O/KHbI COAEPXaTb MUHUMYM WHGOPMALMK,
YCTaHOBAEHHbIN B moanyHkTe 3.2.1., WM NpeaynpexaeHne O HaAnyMM MNPOTUBOMOKA3aHMIA K MX
NPUMEHEHUIO U UCMO/Ib30BaHMIO, HEOBXOAMMOCTU 03HAKOMIEHWUA C UHCTPYKLMEN MO NPUMEHEHUIO MK
MOJly4eHMA KOHCY/IbTaLumMmM CneuuanmucTos.

MpK MCNoNb30BaHMM B peKNamHOM maTtepuane «uubpoBbIX» GOPM AOCTyna K pacliMpeHHoMy obbemy
nHoopmaumum (Hanpumep, QR-KOAbl, CCbINKM W Mp.), BO3MOXHO MNPEAOCTaBAEHWE MHCTPYKUMM MO
MEAMUMHCKOMY MPUMEHEHMIO, @ TaKKe MHOOPMaLMM PEKNAMHOrO XapaKkTepa, HanpasiaeHHOW Ha
npuBnedYeHe BHUMaHMUA K GapMaL,eBTUYECKOMY NPOoAyKTY, GOPMUPOBAHUE UNUN NMOALEPIKAHME UHTEpeca
K HEMY W/UAN ero peknamy, Npu ycnoBuM, Y4To Takaa uHpopmauma cbanaHcMpoBaHa M COOTBETCTBYET
TpeboBaHUAM AEWCTBYIOWEro 3aKoHOoAaTeNbCTBA Poccuiickoin degepaumn u HacToswero Kogekca.

4.2.2. HanomwuHatowas pekaama aaa HaceneHus NoMmnumo MHbopmMaLmn, yKasaHHOM B NoAnNyHKTe 3.2.2.,
TaKKe [OO0/IKHa COAEep)KaTb MpeaynpexieHWe O Ha/luuuu MPOTMBOMOKA3aHWUIN K ero NpYMEHEHUIo U
MCNO/Nb30BaHWUIO, HEOBXOAMMOCTU O3HAaKOMIEHUA C WHCTPYKUMEN MO MPUMEHEHWUIO WUAU MOAYYEHUA
KOHCY/NbTaLMn cneLmuanncTos.

MyHkm 1 lMpunoxceHus 3 kK HacmoAwemy Kodekcy (Bonpocsi u omeemsi)

4.3. OrPAHUMEHMA NO COAEPXAHUIO PERNAMHbBIX MATEPUANOB [AJ1A
HACEJIEHUA

Peknama papmaLeBTUYECKMX NMPOAYKTOB A/1A HAaCeNEHMA He A0/KHA:
®  CO3/aBaTb BMeYaT/IEHNE HEHY}KHOCTM 0BpaLLEeHMA K Bpady;

B rapaHTMpOBaTb NONOXKUTENbHOE AeicTBUe, 3GDEKTUBHOCTL AN 6e3onacHOCTb papmaLLeBTUYECKOro
npoayKTa Mbo oTcyTcTBME NOBOYHBIX AENCTBUIA;

H  COfep)KaTb CCbIIKM HA KOHKPETHble C/ly4au M3neyeHus OT 3ab0NeBaHWM, YAyuyleHUA COCTOAHWA
3/10p0BbA B pe3ysibTaTe NpUMeHeHus GbapMaLeBTUYECKOro NPOAYKTa;

E  cofepaTb BblpaxeHue 6/1arofapHoOCTM GU3MYECKMMU AWMLAMKM B CBA3UM C WUCMONb30BaHWEM
dbapmaLeBTUYECKOro NPoAayKTa;
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| 06pau.|,aTbca K HECOBEPLIEHHONETHUM;

®m  CO34aBaTb NPeACTaB/ieHUE O MPEUMYLLECTBaX GapMaLLeBTUYECKOrO NPOAYKTa NyTEM CCbIKM Ha daKT
npoBefeHnsa nccaefoBaHUi, 06A3aTeNbHbIX A1 rOCYAaPCTBEHHON perncTpaumm;

] C034aBaTb BNeYyatTneHune HEOﬁXO,D,MMOCTVI npuUMeHeHuA d)apMaLl,eBTVI'-‘IECKOI'O NPOAYKTa 340Pp0BbIMU
N04bMU, 38 UCKNKOYEHUEM PEKTaMbl I'IpOdJMI'IaKTl/I‘-IECKl/IX d)apMaLl,eBTVl'-IECKl/IX NPOAYKTOB;

E  cofepaTb YTBEPXAEHUA WAU MPeanooXKeHUa O TOM, yTo He3onacHocTb unu 3ddeKTUBHOCTL
bapmaLeBTUYECKOro NPOAYKTa 06YCNOBAEHbI €70 HAaTypPaNbHbIM MPOUCXONKAEHWEM;

H  npeacTaBnaTb GapMaLEBTUYECKMIA MNPOAYKT B KayectBe 6MONOrMYECKM aKTUBHOM [06aBKM,
KOCMETUYECKOro WM APYroro ToBapa, He ABAAOLWErocs GpapmaLeBTUYECKUM NPOaYKTOM;

B cofepaTb OnucaHWus, W306paXKeHUs KapTWHbl 6ONe3HW, KOTopble MOryT ChpoBOLMPOBATb
CaMOCTOATE/IbHYIO NOCTAaHOBKY OLIMBOYHOTO AMarHo3a;

m  cofepsKaTb 06pasbl MEAMUMHCKMUX U hapMaLLeBTUYECKMX PabOTHUKOB;

B COAEep)KaTb PEeKOMeHAALUMU yYeHbIX, MEAULMHCKMX PabOTHUKOB UK ML, KOTOPblE HE OTHOCATCA K
3TUM KaTEropUsAM, HO B CBA3U C UX M3BECTHOCTbIO MOTYT MOOLLPUTL MPUMEHEHWE GapMaL,EBTUYECKOTO
NpPOAYKTa;

B cofepaTb HEYMecCTHble, Bbi3blBalolWMe TPEBOry WAW BBOAAWME B 3abayKAeHME TepMUHbI,
YKMBOMUCHbIE M306paKeHNA U3MEHEHWI B Ye/I0OBEYECKOM OpraHM3me, Bbi3BaHHble 3aboneBaHuem,
TpaBMol uamn aencranem papmaLeBTMHECKOro NPOAYKTa Ha OpraHU3M YesioBeKa UAKN YacTu Tena.

4.4. WHbIE METOAblI MPOABUXKEHMNA ®APMALIEBTUYECKUX MPOAYKTOB A/1A
HACEJIEHUA

4.4.1. He ponyckaetca npoasuikeHne ¢GapmMaLeBTUYECKMX MNPOLYKTOB MNOCPEACTBOM TenemarasvHos
(Tenewonos).

4.4.2. He aonyckaeTcsa UCnosib3oBaHWe papMaL,eBTUYECKMX NPOAYKTOB B Ka4eCTBE NMPU30B M NOOLWPEHMIA.

4.4.3. He ponyckaetca npAMoe pacnpocTpaHeHue B peKkNamMHbIX uenax 6ecnnaTHbix 06pasuos
bapmaueBTUYECKMX NPOAYKTOB HACe/NEeHUO, B TOM 4WUC/ie MpoBefeHWe Aerycrtaumii u  npob
bapmaLeBTUYECKMNX NPOAYKTOB.

4.5. PABOTA C 3ANPOCAMM O MEAMUMHCKON MHOOPMALMM OT NALIMEHTOB

4.5.1. Mpu obpaweHnn nauneHTa K dbapmaueBTUHECKOW KomnaHuM 3a MHbopmaumein HeobxoaMMo
YA0BNETBOPATL Takue 3anpocbl. MofobHoe B3avMoAeWCcTBME He AO/IKHO MCMONb30BaTbCA B LEAAX
peknambl ¥ NpoaBuKeHus bapmaLeBTMYEeCcKoro NPOAYKTa, B TOM YUCAe MOC/Ae ero OCYLLeCTBAEHMS,
Hanpumep, nyTem nNy6anKaL My Nepenmcku B CpeacTBax MaccoBoi MHGopMaLmK.

4.5.2. B oTBeT Ha 3anpoc NaumMeHTa emMy He LO0J/KHa NpenocTaBnATbca Nobasa uHGopmaumsa, Ha-
npas/ieHHan Ha NpoAaBuXKeHne dapMaLleBTUUECKUX NPOAYKTOB, a TaKKe MeAWLMHCKAA KOHCYNbTaLuMs C
NMOMbITKOW NOCTAaHOBKM AMArHo3a, Npea/1oXKeHnsa BO3MOXKHbIX NIAHOB JIeYeHUs.

4.5.3. ECAM naupeHT 3aTparMsaeTt BOMNPOChl O CBOEM AMarHO3e v NPOCUT CeLuanbHbiX PEKOMeHAaUMM no
neyeHuto, Noboi NpeacTaBuTeNb KOMMNaHUMKU (B TOM uucie paboTHUK MEAULMHCKOrO oTAena) obssaH
pekomeHaoBaTb emy 06paTUTbCA K fedaliemy Bpady wMauv B CAyK6y NpPesocTaBleHUA HEeOTN0MHOM
MEAMLMHCKON NOMOLLM.

4.5.4. Ha nopagoKk paboTbl ¢ 3anpocamu MeAuLMHCKOW MHOGOPMALMKM OT MaLMEeHTOB B PaBHOW mepe
pacnpocTpaHATCA NPaBUaa, NPeAyCMOTPEHHbIE NYHKTOM 3.9. HacToAwero Koaekca, 3a UCKNIOUYEHWEM ero
noanyHkTos 3.9.7 - 3.9.9.
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V. UccnepoBaHmna papmaleBTUYECKUX

NPOAYKTOB
5.1. NOCTPEMMCTPALMOHHBIE MCCNEAOBAHUA

5.1.1. ToCTperucTpauMoHHble  WCCAEAOBaHMA,  BKAOYAA  MOCTPErUCTPALMOHHbLIE  KAMHWUYECKMe
(MHTEpPBEHUMOHHbIE) UCCAeA0BaHMA, MOCTPErMCTPALMOHHbIE HabAlogaTesIbHble (HEMHTEPBEHLMOHHbIE)
UCCNeAoBaHWA M 3NUAEMUONOTUYECKME WCCAEA0BAHMA AO/KHbI COOTBETCTBOBATbL Tpe6oBaHMAM
POCCUICKOrO 3aKOHOAATENbCTBA, @ TaKKe TPEBOBAHWAM, YCTAaHOB/IEHHbBIM HAaCTOALLMM MYHKTOM.

5.1.2. [MocTperncrpaumoHHble UCCAef0BaHMA LO/IKHbI UMETb 06OCHOBaHME M HaydHylo uenb/ uenu,
KOTOpble OTpaXKeHbl B MPOTOKONE UCC/Ief0BaHUA.

5.1.3. OpraHu3saums 1 KOHTPOJ/Ib NPOBEAEHMA NOCTPErUCTPALMOHHBIX UCCEA0BaHWNIA OCYLLECTBAAETCA U
Haxo4MTCA B OTBETCTBEHHOCTM MEAMUMHCKOTO OTAE/Na WM COOTBETCTBYIOLLEr0 MEeAMLMHCKOro
bYHKUMOHaNbHOTO NoapasaeneHns/paboTHUKOB GapmMaLeBTUHECKON KOMMaHWK.

5.1.4. Bblbop uccnepoBaTenei LOMKEH OCHOBbLIBATHCA WMCKAOUUTENIBHO Ha WX NpodeccMoHanbHowM
KBaNMOUKALUM U KNMHUYECKOM OnbITe U He A0/KeH BbiTb KaKUM-1MB0 06pa3om CBA3AH C NPOLULIMY,
TEKYLWMMU UM BO3MOXKHbLIMK ByAyLWIMMM HA3HAYEHUAMMU WK peKoMeHAauMAMKU bapMaLeBTUYEeCKUX
NPOAYKTOB KOMMaHWMK.

5.1.5. [aHHble, MONy4YEeHHble B XO4e MOCTPErnCTPALMOHHbBIX WCCAeA0BAHWM, [O/MKHbI  BbiTb
cTatTUcTUYeckm obpaboTaHbl M NPOaHaAU3MPOBaHbI.

5.1.6. TMpwu npoBeaeHUMU MOCTPErnCTPaLMOHHbIX UCCIEeA0BaHUIA O0/MKHbI 6biTb COBAOAEHbI 3aKOHbI,
npasmia v TpeboBaHMA B OTHOWEHMMN KOHGMAEHUMANBHOCTU NEPCOHANbHBIX AaHHbIX (BKaouas cbop u
MCNONb30BaHME NePCOHasbHbIX AaHHbIX).

5.1.7. TIpOTOKO/ NOCTPErnCTPaLMOHHOIO NCCNeA0BaHUA fOMKEH BbiTb 0406PEH B MEAMUMHCKOM OTAENe
NM60  OTBETCTBEHHBIMU  MEAMUMHCKUMM  QYHKLMOHAbHBIMU  noApasgeneHnamu/paboTHuKamm, u
MEAMUMHCKUIA OTAeN (COOTBETCTBYIOWME MEAUUMHCKME GYHKUMOHANbHbIE NogpasaeneHns/paboTHMKM)
[LOMKEH KOOPAMHMPOBATb U KOHTPOIMPOBATL XO4 MOCTPErMCTPALMOHHBIX MCCNEA0BaHMM.

5.1.8. [oKymeHTaumMa  MOCTPErucTPaLMOHHbIX  WMCCAefoBaHMM  (MPOTOKOA,  MHAMBUAYaNbHasA
PerucTpaLmMoHHas Kapta, MHGOPMALMOHHbIN IMCTOK MauveHTa v Ap.) AO/KHA NPONTU 06A3aTesbHYI0
3TUYECKYIO IKCMEPTU3Y.

5.1.9. B Tex cnyuasx, Koraa ato A40nycTMMo, PpaboTHMKM APYrMX OTAE/I0B KOMMaHUN MOTyT y4acTBOBaTb B
pelweHnn TONbKO aAMWHUCTPATMBHbLIX 3agay (B 4YacTHOCTM, B nepefade [AOKYMEHTaLuu
MOCTPErMCTPaALMOHHbIX  MCCAeA0BaHMI  OT  MeAMUMHCKOro  oTAaena B McCiedoBaTe/IbCKUi
ueHTp/uccneposatenam u o6paTHO). ITO yyacTMe [AO/IKHO OCYWECTBAATbCA MO KOHTPOJiem
MEeANUMHCKOrO OTAeNa, KOTOPbIA A0/MKEH obecneyntb HagnexKallyt NoAroToBKY COTPYAHUKOB APYrnx
oTAEeN0B papMaLeBTUYECKON KOMNAHUN.

5.1.10. YuacTve cneuuanncta 34paBOOXPaHEHUA B MOCTPErMCTPALMOHHOM UCCNEA0BAHUM He AO/IKHO
6bITb  NOBYXAAOWMM  GaKTOPOM K pPeKOMeHAauMW/HasHaueHuto, npuobpeTeHunio, npogaxe w
MCMO/Ib30BaHMIO KAKOTO-IMB0 KOHKPETHOrO GpapmMaLLeBTUUECKOrO NPOAYKTa.

5.1.11. TMpepocraBnsemoe 3a NOCTPErUCTPALMOHHbIE UCCNEA0BAaHUA BO3HArPaXKAeHUE MEeSULUHCKUM
opraH13aumMam 4OKHO BbITb PAa3yMHbIM M OTPAXaTb CNPaBeAAMNBYIO PbIHOYHYHO CTOMMOCTb BbINOJIHEHHOW
paboTbl.
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5.1.12. 3anpelieHO MpPOBOAWUTL MOCTPErncCTPaLMOHHbIE WUCCNEAO0BaHWA NOJA BMAOM MAPKETUHIOBbIX
nccnefoBaHuin. Ecnn pasamumna mexay MapKeTUHIOBbIMU MUCCAeA0BAaHUAMM U NOCTPETUCTPALMOHHBIMMU
MCCNefoBaHUAMM, YKa3aHHbIMKU B noanyHkTe 5.1.1., He yeTKue, LieIM MapKEeTUHIOBbIX UCCnefoBaHWUi
noA/iexaT npoBepKe MeAULMHCKMMU cneuuanmctamm ¢apmaLeBTUHECKON KOMNaHUu.

5.2. MAPKETUHIOBbIE MCC/TEAOBAHUA

5.2.1. MapKeTUHroBble UCCNEAOBaHWA, MPOBOAMMbIE  HEMOCPEACTBEHHO  dapmaLeBTUHeCcKMMU
KomnaHuamu nmbo d)apMaLl,eBTVNECKVIMVI KOMNaHUAMKU C npuBaeYeHNEM MAPKETUHTOBbIX areHTCTs,
BO3MOHbl /IULLIb NPU ycnoBun cobaogeHnsa TpeboBaHUit AeicTByoWero 3akoHoAaTenbCTsa. Mpu atom
dapmaLeBTUYECKME KOMMNAHWUM U/UAN NPUBNEYEHHbIE areHTCTBA He BNPaBe BbiN/Ia4yMBaTh CNeLmasmcTam
3/1paBOOXpaHeHNA BO3HarpaxaeHue 3a Ux y4actme B MapKeTMHroBOM UccnefoBaHuu. UcknioyeHne moryt
COCTaB/ATb C/ly4an MPOBEAEHUA MApPKETUHIOBbLIX WCCNeAO0BaHWM, TPebyoWmMxX crneunanbHbiX Hay4YHbIX
3HaHWI U 3HAYUTEIbHBIX TPYA03aTPaT CO CTOPOHbI CMELMannNCTa 34PaBOOXPAHEHMSA, NMPU ycaoBuM YTo: 1)
MapKEeTUHIOBble UCCNef0BaHWUA NPOBOAATCA C NPUBJIEYEHNEM HE3aBUCUMBbIX areHTCTB; 2) cneuuanucty
3[paBOOXpaHeHNAs He coobuwaeTcA WM M3  MaTepuanoB WCCNeAOBaHUA Heo4YeBMAHO, Kakas
dapmaueBTUYECKasn KOMNaHUA ABAAETCA 3aKa3uMKOM/CNOHCOPOM uccnenoBanns; 3) GapmavesTuyeckas
KOMMaHUA He y4YacTByeT B 0TOOpPe U He 3HAeT, Kakne CrMeLmanvcTbl 34paBooOXpaHeHus byayT NnpuHMMaTb
y4acTue B MapKeTMHrOBOM UCCEA0BaHUN.

5.2.2. He pgonycKaeTtca UCNONb30BaHWE MAapPKETUHIOBbIX VICCﬂe,D,OBaHVIl‘;IS

E  C UE/blo NPOABMMKEHMA AN NPoAaK GapMaLeBTUYECKUX NPOAYKTOB UM ANA YNPaBAEHNA MHEHUEM
WM NOBEAEHMEM YYaCTHMKOB MccnenosaHuaA. Mo 3Toi npuumnHe cneayeT usberatb YNnoMMHaHUA
TOProBOro HaMMeHOBaHUA hapMaLLeBTUHECKOrO MPOAYKTa, eCAN TONbKO 3TOr0 He TpebyloT uenu
nccnenoBaHus;

Aana cbopa nepcoHanbHbIX AaHHbIX NALMEHTOB;
E B UeNAX JasbHeirwero uccnepoBaHua 3dGeKTUBHOCTM uan He3onacHoCTU papmaleBTUYeCcKoro
NPOoAYKTa;

®  A/14 NpeAperucTpaumMoHHOro NpoasusKeHns GapmMaLeBTUUYecKoro nNpoayKTa Uam nokasaHuin ans ero
NPUMEHEHUA, NOA/IENKALLMX PErUCTPaLMMK;

AN NONYYEHUA KOHOUAEHLMANBHON MHPOPMALMM O KOMMAHUAX-KOHKYPEHTaXx;

C Lenblo AncKkpeamTaumm GapmaLeBTMHECKUX NPOAYKTOB KOMMAHWUA-KOHKYPEHTOB U C LLe/Ibio KaKUM-
NM60 MHBbIM 06PA30M HaBPEAUTb KOHKYPEHTaM.
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VI. OcobeHHOCTU B3anMOAENCTBUS

Cc opunagn4yeCKMMmun nmMuamm
6.1. TMOXEPTBOBAHWA U FPAHTbI

6.1.1. dapmaueBTMHECKME KOMMaHMKM BMpPaBe OCYLLECTBAATb MOMEPTBOBAHUA HEKOMMEPYECKUM
opraHusauMam B o6LenosesHbiX Lenax. B Tom uucne noskepTBOBaHMA JonyckaloTca B dopme
06pa3oBaTeNbHbIX TPAHTOB, MPeAOCTaBAAEMbIX A7 MOALEPIKKM MeaMUMHCKOro 06pasoBaHuna
NPU3BaHHbIX B KOHEYHOM UTOre MOBbLICUTbL KAYeCTBO MEAMULIMHCKON MOMOLLM A/19 NALMEHTOB.

6.1.2. He pgonyckaloTca MMyLLEeCcTBEHHbIe MOXXepPTBOBAaHMUA HEKOMMEPYECKMM OpraHu3aumnam, Kotopble
NPAMO UM KOCBEHHO MpeAHa3HavyeHbl A1 KOHKPETHbIX CNeunanncTos 34paBoOXpaHeHNA AN AeNnatoTca
B WX WHTepecax. B 3Toll cBA3M He [OMyCKalOTCA NOXEepTBOBAHMA NPeAMETOB, KoTopble B obliem
NOHUMaHUWN npefHasHavyeHbl ANA WMHAWBUAYANbHOTO WCNONb30BaHMA, a He [A/1A MCNOJib30BaHUA
HEKOMMEpPYECKON OpraHu3aLlmen.

6.1.3. lMpepocTaBneHme NOXepPTBOBAHUA HU NPU KAKUX YCNOBUAX HE MOXKET 6bITb npPAMO UAN KOCBEHHO
NOCTaB/1€HO B 3aBUCMMOCTb OT Ha3Ha4YeHna nnn I'IpMO6peTeHl4ﬂ d)apMaLI,eBTMLIeCKMX NPOAYKTOB KOMMaHUN.

6.1.4. 3anpelaeTtca npenocTaBieHme ﬂO)KepTBOBaHVII?I B BUAE HA/IMYHbIX AEHEXHbIX CpeacTB.

6.1.5. [JonyckaercA npegocTtasieHne ¢GapmMauLeBTUYECKMX MPOAYKTOB B KayecTBe MOXepTBOBaHMIA
HEKOMMEPYECKMM MEAMLIMHCKMM OPraHM3aUMam Npu yCII0BUM, YTO TaKME MOKEPTBOBAHMA He Npecneayot
KOMMepYeckux uenein. Komnanun o6s3aHa MHGOPMUPOBATL NOAYYATENA MOKEPTBOBAHMA 06 OCTAaTOYHOM
CPOKe rogHoCTM GpapmMaLeBTUYECKOTO NPOAYKTa.

6.1.6. TloXepTBOBaHMA MOTYT MNpPeaoCTaBAATbCA TOMbKO HAa OCHOBAaHMWM MWUCbMEHHOro 3anpoca
HeKOMMEp‘-IeCKOVI OopraHunsaumm n NUCbMEHHOTO A0roBOpa NOXXepTBOBaHUA.

6.2. OBPA3LLbI 418 HEKOMMEPYECKMX MEAMLMHCKUX OPTAHU3ALMIA

6.2.1. ®dapmaueBTUYECKME KOMMNAHWM MOFYT NpPeaocTaBaTb 06pasubl bapmaLeBTUYECKUX NPOAYKTOB
UCKNIOUYNTENIBHO  HEKOMMEPUYECKUM  MEAWLMHCKMM  OpraHu3aumam C  Lesfbld  O3HAaKOMAEHWA C
ucnonb3oBaHMeM (GapmMaLeBTUYECKMX MNPOAYKTOB M MOJy4eHWA OnbiTa B paboTe C HUMM COrnacHo
006PEHHOM MHCTPYKLMM MO NPUMEHEHUIO.

6.2.2. KomnaHusa obsa3aHa MHbOpMMpOBaATb MosayyaTtens obpasuosB 06 OCTaTOYHOM CPOKE roA4HOCTU
npea/iaraemoro K nepegade papmaueBTMYECKOro NpoayKra.

6.2.3. O6pasupbl mMoryT 6biTb NPefOCTaBleHbl TONbKO B TeyeHWe [AByX JeT C MOMEHTa BblBOAA
dapmauesTMYECKOro  NpoaykTa Ha  pbiHOK  P®.  [onyckaetca  npegoctasneHne  obpasua
bapmaLeBTUYECKOrO MPOAYKTa TO/bKO B HAaMMEHbLIEH YNaKOBKE B PaMKax PeMma LO3MPOBaHUA U
MOKa3aHWi, YKa3aHHbIX B WHCTPYKUUM MO MESULMHCKOMY MPUMEHEHMIO, LOCTYMHbIX Ha pPblIHKE.
Konnuyectso nepesaBaemblX MeAWMUMHCKOW OpraHusaumMn o6pasuoB AO0MKHO 6biTb PasymHbIM U He
OO/MKHO npeBblwaTth 4 (Y4eTbipex) ynakoBok (06pasLos) B rof Ha OAHOTO MeAMLMHCKOro paboTHMKa
COOTBETCTBYIOLErO NPOdUAA B AAHHON MESULMHCKON OpraHusaumu.

MyHkm 2 MpunoxceHus 3 kK HacmosAwemy Kodekcy (Bornpocel u omeemsi)

6.2.4. dapmaueBTUYECKME KOMMAHWM OO/KHbI BECTM Y4yeT W  KOHTPO/b nepejayn obpasLos
bapmaLueBTUYECKOrO NPOAYKTa MeAMLUMHCKOM opraHusauuun. [epegaya o06pasuoB  MeaULMHCKOMN
OpraHu3aLmMm f01KHa MUCbMEHHO AOKYMEHTUPOBATLCA. B JOKYMEeHTaL MM HEOH6X0AMMO YKa3aTb Ha TO, YT
06pasLbl He npeAHa3HayYeHbl 414 NPOAANKM.
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6.2.5. HM npu KakuMx 0BCTOATENbCTBAX 0OpasLbl HE AO/MKHbI NPefOoCTaBAATLCA B KayecTse CpencTsa
NOOLLPEHUA PEeKOMEHAALNN, BbINMUCKM, NMPUOBPETEHUA, NOCTABKKU, NPOAAXKM UAN aAMUHUCTPUPOBAHUA
COOTBETCTBYIOLLErO papMaLLeBTMUECKOTO NPOAYKTa.

6.3. OBYYAIOLWME NMPEAMETbI

6.3.1. ®dapmaueBTUYECKME KOMMaHUW BNpase NpesocTaBaTb obydyatowme npegmeTbl UCKAHUUTENILHO
HeKOMMEPYECKMM MeAMLMHCKUM OpraHn3aLmam, cobniofas cneaytolme npasuna:

B 4acTOTa M KO/IMYECTBO nepedaBaemMblix O6ydyaloWwmx NpeameToB AOMXKHbI 6biTb pPasymHbIMKU U
060CHOBaHHbIMK;

E  nepefava obyyalowux MNpeamMeToB He A0/KHA NobBYyXKAATb CMeuuasucToB 34paBOOXPaHeHUs
peKomeHA0BaTb, HasHauyaTb, NpuobpeTaTb, OTNYCKaTb WM MNPUMEHATb dapmaLeBTUYECcKue
NpOAYKTbI;

nepegava 06yqarou.l,wx npegmeTos A0/KHA NMMCbMEHHO JOKYMEHTUPOBATbCA;

3anpeLweHo npeanocrtasaeHne npeametTos megnUMHCKOro HasHa4yeHua, Kotopble HEO6XO,CI,VIMbI ana
ocyLecTsieHMna cneynanncTtom 34paBooxXpaHeHUA exeHeBHOM NPAKTUKUN, TaKUX KaK CTETOCKOMNbI,
nep4yaTku, TOHOMETPLI, UTAbl N Apyroe.

6.3.2. Obyyatowme npegmeTbl:

B He JO/IXHbl UMETb pa3B/ieKaTe/IbHbI XapaKTep U MHbIE LM, OT/IMYHbIE OT 06pa3oBaTebHbIX M/un
N A€MOHCTPALMOHHbIX;

] He [ONXHbl CcoAepXXaTb aKTUBHOE BeWeCcTBO U He A0/IKHbl UMEeTb BO3MOXHOCTU 6bITb
NUCNO/Ib30BaHHbIMU B TepPaANEBTUHECKUX LENAX;

] He O0/1KHbl COAEPXKaTb TOProsoro HAMMeHOBAHNA U UHbIE I/1IEMEHTbI 6peH,qa (bapMaLl,eBTW-IECKOFO
NPOAYKTa, HO MOryT BK/1lO4aTb Ha3BaHMeE KOMNaHUK;

B [JO/KHbI COAEPKaTb YKasaHMe Ha TO, YTO OHM NpeAHa3HaYeHbl TOIbKO A/1A 06pa3oBaTesibHbIX M/U n
[EMOHCTPaLMOHHbIX Lenein;

6.3.3. Obyualowme npeameTbl ANA YAyYEHUA KayecTBa NpMMEHeHWUs GpapmaueBTUYeCKMX NPOAYKTOB
TaKKe LOMKHbI COAEPIKATb YKA3aHWA Ha TO, YTO OHU:

u He NpeaHasHayYeHbl 418 NPUMEHEHUA B TEPANeBTUYECKUX LensXx,
u He CoZepyKaT aKTUBHOTO BelLecTBa papMalLLeBTUUECKOrO NPOAYKTa.

6.4. B3AMMOZEMNCTBUE C MAUMEHTCKMMMW OPFAHU3ALMAMM

6.4.1. ®dapmaueBTMHECKMEe KOMMNAHWKU Pa3AenatoT UHTEPEChl NALMEHTCKUX OPraHM3aLmii U yBaXKaloT UxX
HEe3aBMCMMOCTb, B TOM YMC/IE B OTHOLIEHUM MX NPOLEAYP U AeATeNbHOCTU. Bce B3anMOAENCTBUA MeXay
MaLMeHTCKOM opraHusaumein 1 KOMNaHWAMM AOMKHbI OCHOBbIBATLCA HA B3aMMHOM yBasKeHUU. MHeHue 1
peLeHune Kaskaoi CTOPOHbI AO/IKHbI UMETb OAMHAKOBYIO LLEHHOCTb.

6.4.2. Uenu n npegmer noboro B3avMOAEWUCTBUA C MALMEHTCKUMM OPraHU3aUMAMM LOMKHbI BbITb
npospayHbiMK. [onyckaetcs B3aumogeicTene GapMaLEeBTUYECKMX KOMMAHWI C  MaLMeHTCKUMM
opraHu3aumMAMM 415 PELUEeHWA CheaytoLmMX 3a4auy:
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B U3yYeHWe MHEeHMWs NaLMEHTOB U WL, OCYLLECTBAAIOWMX 33 HUMK yXOZ, O BAUAHUM 3aboneBaHns Ha
KauecTBO XKM3HM, UX Kapbepy, CEMbIO, a TaKXKe 0 TOM, KaK OCYLLEeCTBAAETCA MeAMLMHCKAnA NOMOLLb U
KaK neKkapcTBeHHas wau nobas apyras Tepanus MOTYT M3MEHWUTb WX KAyecTBO KWM3HM U
YA,0BNETBOPUTL MX NOTPEBHOCTU. ITO MOMKET NOMOYb ONTUMM3IMPOBATL NPOrPAMMY KIUHUYECKUX
nccnenoBaHuin GapmaLeBTUYECKUX NPOAYKTOB M YCKOPUTbL Pa3paboTKy Tex, KoTopble ny4lle BCero
OTBEYAOT NOTPEBHOCTAM NaLUEHTOB;

m  OCywecTBieHne MHOOPMALMOHHON MNOAAEPKKM O6beAMHEHWUI MNAUMEHTOB MyTeEM OTBETOB Ha
3anpocbl Mo npasuaam, NPeayCMOTPEHHbIM MyHKTOM 4.5. HacToAawero Kogekca gnsa oTBeToB Ha
3anpocbl NaLUeHToB.;

B N0oAAEpKKa MHMUMATUB NALMEHTCKOW OpraHun3aLmm no CO3AaHuI0 U BEAEHMIO PEeCTPOB NaumneHToB
npy yCcnoBUM CTPOrOro COBNIOAEHUA 33aKOHOAATENbCTBA O 3aluMTE MEPCOHAsbHLIX AAHHbIX M
BpayebHOM TaliHbl;

[ ] opraHuMsauMsa npoBeAeHMs KamnaHuid no MHOOPMMPOBAHMIO LUMPOKOM 06LLecTBEHHOCTU O
3aboneBaHuu;

] coTpyaHU4ecTso no OopraHusauunu npenocraBneHnA B MmeguumuHcKkue opraHusauunu
HEe3aperncTpnupoBaHHOro d)apMaLl,eBTl/l‘-IECKOI'O NPOAYKTa ANA OKa3aHuA MEANUMHCKON NOMOLLM
KOHKPETHbIM NauMeHTamM No XXU3HEHHbIM NOKa3aHUAM;

®  OKasaHue 61aroTBOPUTENbHOM NOMOLLY;
B VMHOe, He NPOTUBOpPEeYaLLee 3aKOHOAATENbCTRY.

6.4.3. dapmaueBTMYecKas KOMMaHMA He [O/KHA 3anpawmBaTb, a MaLMEHTCKas opraHusaums
OCYLLECTBAATb NPOABMKEHNE KOHKPETHbIX GapMaLeBTUHECKUX NPOAYKTOB.

6.4.4. dapmaueBTUYECKas KOMMAHUA HE MOKET ABAATLCA YUYpeanTesnem UAM YHaCTHUKOM MaLMeHTCKOM
opraHusaumu.

6.4.5. ®apmaueBTMYeCKas KOMMaHUA A0/MKHA obecneuntb, 4TOObl GaKT NOAAEPHKKM MALMEHTCKOW
opraHusaumm ¢GapmaueBTUYeCcKoi KomnaHuel 6bin Bcerga M M3HavanbHO O603HAYEH WM OYEBUAEH.
dapmaveBTUyecKan KOMNaHWA NPU OCYLLECTBAEHUM NOAAEPKKN NALMEHTCKON OpraH13aLmm, B TOM Yncie
bU1HAHCOBOW, AeTaNbHO packpbiBaeT GaKT, XxapakTep M pasmep Takon NOAAEPHKKM Ha cBoem caiTe. Mpu
3ToM apmaLeBTUHECKan KOMMAHUA MOXeT ABAATbCA eAMHCTBEHHbIM MCTOYHUKOM GWMHAHCMPOBAHUA
6,1aroTBOPUTENBLHOTO  M/WUIM  COLMANbHOMO MNPOEKTa MaLMeHTCKOM OopraHu3aumMu npu  NoayyYeHuu
COOTBETCTBYIOLLErO MUCbMEHHOMO 3anpoca OT MALMEHTCKOW OpraHu3aumu Ans peanus3aumu nporpamm
TaKOM OpraHu3auMu, HampasAeHHbIX Ha NPOOUNAKTMKY M OXpaHy 340POBbA rpaxAaH, nponaraHay
30p0BOro 06pasa ¥KM3HWU, MOMOLLb COLLMAIbHO HEe3aLMLLEHHbIM CN0AM HaceneHus P®. duHaHcMpoBaHue
He [O/MKHO 6biTb HanNpPaBiAeHO MPAMO WU KOCBEHHO HA CTUMYAMPOBAHWE MNPUHATMA MNaLMEHTCKOM
opraHusaumeit Kakux-nmbo peLieHnii B NpoLecce OCyLLecTBAeHUA ee YCTaBHON AeATebHOCTU B MOJb3y
bapmaL,eBTUYECKO KOMMNAHWUN UK ee NPOAYKLMK.

B cnyyae GpMHAHCOBOMN MOAAEPIKKM Pa3paboTKM MAM MeyaTM MaTepuanosB MaLMEHTCKOW opraHvsauuu,
bapmaLeBTUYECKan KOMNaHUA He JO/KHA OKa3blBaTb BAMUAHME HA COAEPIKAHME STUX MaTEPUAsIOB B CBOMUX
KOMMEPYECKMX MHTepecax. ITO He orpaHuumBaeT GapmaueBTMHeCKMe KOMMaHUKM B MpaBe MCNpas/ifaTb
baKTUYECKME HETOYHOCTU.

MyHkm 12 MpunoxceHusa 3 K Hacmoauwiemy Kodekcy (Borpocel u omeembi)

6.4.6. Jltobble B3aMMOOTHOLWEHMA GAaPMALEBTUYECKMX KOMMAHUIM C MaUMEHTCKMMMU OpraHM3aLusamm
[O/TKHbI ObITb YETKO AOKYMEHTUPOBAHDI.
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6.4.7. ®dapmaueBTUYECKME KOMMNAHWM MOTYT NPeAoCTaBAATb GMHAHCOBYIO NMOAAEPIKKY ANA NPoBeAeHUA
MGpOI‘IpVIﬂTVIVI NauneHTCKNX opraHM3au,vu7| npn ycnosuu, 410 NepBUYHAA UeNb MeponpuUATUA HOCUT
06pa3oBaTeNbHbIM MAM HAyYHbIA XapakTep, U A1A MHbIX Ob6LLEenonesHbIX uenel, CrnocobcTByowmx
BbIMO/IHEHUIO MMWUCCUU TaKOWM OopraHusauun. Kor,u,a KOMNaHUMU NpeaocTasaAloT (I)VIHaHCVIpOBaHVIe AanAa
npoBeAeHNA MepoNnpUATUA NaLMEHTCKOM OpraHM3aLmmn, oHn 06a3aHbl ybeamnTbesa, YTO MECTO U YCIO0BUA
npoBeAeHNA MePONPUATUA COOTBETCTBYIOT TPeboBaHNAM K Npeaesiam rocTenpumnmcTsa, yCTaHOB/IEHHbIM
B noanyHkKTe 3.3.4. HacToAwero Koaekca.

6.5. OCOGEHHOCTM B3AMMOZENCTBUA C ANTEKAMU/ANTEYHBIMU CETAMM

6.5.1. MNpeacrasutenn dapmaLeBTUYECKMX KOMMAHW BnpaBe MNOCewaTb anTeyHble OpraHM3auuu c
uenbio MHGopMUpPoBaHUA GpapmaLeBTUUECKMX PabOTHUKOB M PYKOBOAWTENEH anTeuHbIX OpraHM3aumii o
NPOU3BOAMMbIX UK Peanu3yemblx GapmMaLeBTUYECKMX NPOLYKTaX.

6.5.2. dapmaueBTUYECKME KOMMaHMWM BMNpaBe 3aK/1to4aTb C anTeYHbIMU OpraHM3auMAMKM A0roBOPbI HA
OKa3aHue yCcayr, B TOM YUCNEe TaKUX KakK:

H  OCyWecTBAeHMe 3aKa3aHHOW dapmMaLeBTMYECKON KOMMaHWel BblKNagKM dapmaLeBTUYecKux
NPOAYKTOB, OTNycKaembIx 6e3 peLenTa Bpaya;

E  pa3smelleHue B anTeyHoW OpraHu3aumMmn U Ha ee Beb-caliTe pekNaMHbIX MaTeprasnos B OTHOLLEHWUU
bapmaLeBTUYECKUX NMPOAYKTOB, OTNyCKaeMbix 6e3 peLenTa Bpaya, COOTBETCTBYHOLWMX TpeboBaHUAM
3aKoHogatenscTBa PP u  Hactoswero Kopekca, a TaKKe MHPOPMAULMOHHBIX MaTepuasnos,
NOCBALWEHHbIX NPobaemam NPoPpUNaKTUKU U IeYeHUA Pas3InyHbIX 3a601eBaHuUi;

] ocyuwiecrtsieHne  COBMECTHbIX aKkuMit  no npoasuXeHu d)apMaLl,eBTVl'-leCKVIX NPOAYKTOB,
OTNYyCKaeMblIX 6e3 peuenTa Bpaya, BKAKYaA aHKETUPOBaHne I'IOKYI'IaTeI'Iel‘/'I;

H  BpyYeHWe MOKynaTeNsam Mpu MOKyNKe OnpeAesIeHHOro MNpPOoAyKTa CTUMYAMPYIOLWMX MNOAAPKOB,
KOTOpPblE MOTYT COAEpP)KaTb JOrOTUN KOMMaHUM MAn dapmMaLeBTUUECKOro NPoAyKTa KOMMaHUW,
oTnyckaemoro 6e3 peuenTa Bpaya.

6.5.3. [onyckaetca  nposeAeHMe  MNPOrpamm,  HAMPaBAEHHbIX  HAa  CHWXXEeHUEe  CTOMMOCTU
bapmaL,eBTUYECKOro NPOAYKTa ANA KOHEYHOro notpebutens. B ciydae nposedeHMs TakMX NpoOrpamm B
oTHOWeHUN GapmaLeBTUYECKOr0 MPOAYKTa, OTMYCKaemoro Mo peuenty Bpaya, ¢dapmauesTUyeckue
KoMnaHuu 06s3aHbl obecneuntsb, YTobbl obLLee KONMYECTBO eanHUL, GapMaLEeBTMYECKOro NMPOAYKTa HU
NPU KakMx 06CTOATENbCTBAX HE MPEBbLILAN0 KOAUYECTBO, BbINMCAHHOE CNELMAIUCTOM 34PaBOOXPAHEHMA
KOHKPETHOMY NaLueHTy.

dapmaLeBTUYECKME KOMMNAHWM He BNPaBe OPraHW30BbIBaTb MPOrPaMMbl, B COOTBETCTBUU C KOTOPbIMM OHM
NPefoCTaB/AT MMYLLECTBEHHbIE MPU3bl GapMaLeBTUYECKMM PaboTHMKAM, PYKOBOAWUTENAM anTeyHbIX
OpraH13aumii M anTeyHbIM OPraHW3aLMAM 33 LOCTUKEHWNE ONpPeaeNeHHbIX Pe3ybTaToB NPoAaXK.

MyHkm 8 lMpunoxceHus 3 Kk Hacmoswemy Kodekcy (Borpocsl u omeemoi)

6.6. 3AMPET NOAAPKOB NPEACTABUTE/AM OPTAHU3ALWN 3PABOOXPAHEHNWA
N MAUMEHTCKOW OPFAHU3ALMMK

6.6.1. ®dapmaueBTUYECKMM KOMMAHUAM 3anpeLLaeTca Kak NpAMO, TaK U KOCBEHHO NpeaoCTaBAATb Uau
npegaaratb NpeacTaBUTENSM OPraHN3aLMmY 34PaBOOXPAHEHUA UM NALMEHTCKOW OpraHu3aLMmn NoaapKu,
BK/IIOYAA [EHEXHble CPeAcTBa, MX 3KBUBANEHTbl, MAM paboTbl/ycayr AMYHOrO xapakTtepa. [na uenei
HacTOALWEro NyHKTa nog paboTammn/yciyramm IMYHOTO XapakTepa NoHUMatoTcsA tobble paboTbl/ycayry,
KaK CBA3@HHble, TaK M He CBA3aHHble C NPOPEecCHOHaNbHOW AeATe/IbHOCTBIO M NMPUHOCALME Bbirogy
nosyyaTento.
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6.6.2. ®apmaueBTUYECKMM  KOMMAHMAM  3anpellaeTcA  nNpeaocTaBNeHne  UAW  NpegjioXKeHue
npeacTaBUTeNIAM  OPraHM3auMn  34PaBOOXPAHEHUS WAW  MALMEHTCKOW OpraHusaumMuM  Kakux-1mbo

npeameToB, CnocobCTByOWMX NPOABUMKEHMIO (apMaLLEBTUYECKUX NPOAYKTOB, KPOME pPeKNaMHbIX
MaTepuanos.
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VIIl. PackpbiTne nHpopmauumn o nepegaye
LEeHHOCTEW B NONb3Yy CNELMannCcToB U

opraHmMsauuin 3gpaBooxpaHeHma*
7.1. OBA3ATE/IbCTBO PACKPbITUA UHOOPMAL NN

7.1.1. Kaxpgaa dapmaueBTMyeckas KOMMNaHuA o6sA3aHa LOKYMEHTanbHO 0hOpMAATbL M pacKpbiBaTb
MHbOPMaLMIO O Mepegade LEHHOCTEN, KOTopble OHa NPOWM3BOAMT, MPAMO WM KOCBEHHO, B MOAb3Y
cneumManucTa 34paBOOXPAHEHUA MAM OpraHu3aumMM 34PaBOOXPAHEHMA, ABASIOWMXCA NOAyYaTeNAMU
YKa3aHHbIX LLEHHOCTEMN CornacHo TpeboBaHMAM, YCTaHOB/IEHHbIM B MyHKTe 7.3. HacToAwero Koaekca.

7.1.2. W3 obwero ob6sa3atenbCcTBA MO PaCKpbITUIO MHPOPMALMK, YKasaHHOro B noanyHkte 7.1.1.
UCKAtoYatoTcss 6e3 orpaHMyeHus nepefayn UeHHocTel, (i) KOTopble OTHOCATCA WCKIHOUUTENBHO K
bapmaLeBTUYECKMM NPOAYKTaM, OTNycKaembiM 6e3 peuenTa Bpaya; (ii) He yKasaHHble B NyHKTe

7.3 HactosAwero KopeKca, Takue Kak u3genuvs, nosesHble B MeAULMHCKOWM NPaKTUKe, MUTaHUE U HamUTKMK,
obpasubl ¢dapmaLleBTUHECKMX NPOAYKTOB, B C/y4ae €CAM 3TO He NpPOTMBOPEYUT AelCTBYOLEMY
3aKoHOAATeNbCTBY M HacToAwemy Kogekcy unm (iii) nponssogmmblie B pamKax 06bI4HOM AeATENIbHOCTU MO
Kynne-npogaxe $apmMaLeBTUHECKUX MPOAYKTOB, OCYLLECTBAAEMON Mmexay dapmaueBTMYeckumm
KOMMaHUAMM 1 OPraHU3aLUAMM 34PaBOOXPAHEHMS, COOTBETCTBEHHO.

7.1.3. B rpynne KOMMaHwi, BO u36eXaHMe COMHEHWI, OCHOBHYIO OTBETCTBEHHOCTb 3a pacKpbiTWe
MHPOPMaLMKM HECeT TO OPUAMYECKOE JIMLO, KOTOPOE 3aKNlouMNo [OroBop CO  CMeuuasmcTtom
34paBOOXPAHEHMA WM OpraHv3aumeil 34paBOOXPaHEHWs, B COOTBETCTBUM C YC/NOBUAMW KOTOPOrO
NPOM3BOAATCA Nepesadn LeHHOCTeN.

7.2. ®OPMA PACKPbITHA

7.2.1. PackpbiTMe MHOOPMaLMKU AOKHO OCYLLECTBAATLCA EMKEroAHO, M KaXAbld OTYETHbIN nepuog,
[JO/KEH MOKPbIBAaTb MOJIHbIA KaneHAapHbli rog. dapmaueBTMYecKMe KOMMaHWKM, KOTOpble MPUHANM
0653aTeNbCTBO MO MCMOJIHEHWIO MOJIOMEHWIA HacToAwero Kogekca B TeyeHWe OTYETHOro nepuoaa,
[OMKHbBI OCYLLECTB/IATL PACKPbITME MO OKOHYAHWM COOTBETCTBYIOLLENO OTYETHOIO NEpMoaa, Kak yKasaHo
HUKEe B MOANyHKTe 7.2.2. HactoAwero Kogekca, U TOIbKO B OTHOLWEHWM TOM MHbOpMaumMu, KoTopas
OTHOCMTCA K COOTBETCTBYHIOLLLEMY NEPUOAY KasleH4APHOro roaa.

7.2.2. PackpbiTue MHGOPMALMKU AO/MKHO OCYLLECTBAATLCA KaxKAoM dapmaleBTUYECKO KomnaHuen B
TeyeHue 6 (LectTn) MecaLes NO OKOHYAHMKM COOTBETCTBYIOLLETO OTYETHOTO NEPUOAA, U PACKPbITas TaKUM
06pa3om MHPOPMALMA AOMKHA OCTABATLCA B OTKPLITOM LOCTYyMe Kak MUHUMYM B TedeHue 3 (Tpex) neT
noc/e ee NepBOro PacKpbITUA B COOTBETCTBUM C MOAMNYHKTOM 7.2.4. HacToAwero KofeKca 3a UcktoyeHnem
CNyyaes, Korga WHOe MpPesycMOTPEHO HOPMamMu AEeMCTBYIOLEro 3aKOHOAATEeNbCTBA O  3awumTe
NepcoHanbHbIX AAHHbIX, AU APYTUMU HOPMAMM HaLLMOHAILHOTO NPaBa.

7.2.3. B uenax obecneyeHua eamHOO6pasnA, packpbiTue WHPOPMALMK, COINACHO MOJIOKEHUAM
HacToAawero Kopekca, OyaeT oOCywecTBNATbCA B COOTBETCTBMM CO CTPYKTYPOM, npuBeAeHHON B
MpunosxeHnn 2 n otpaxatoliei TpebosaHua HacToAwwero Koaekca.

7.2.4. PackpbiTMe MHGOPMALMM OCYLLECTBAAETCA Ha COOTBETCTBYIOWEM Beb-caiiTe GpapmaueBTUYecKoi

KOMMaHUK B COOTBETCTBMM C NOANYHKTOM 7.2.5. HacToswero KogeKca, Npu ycaoBMK, YTo Takoi Beb-canTt
He MMeeT orpaHUYeHNi AOCTYNa U ABAAETCA 06LEeA0CTYNHbIM.

4 Mpunoxerue 4 - Bonpocsl 1 OTBeTsI K Pasaeny VIl Kogekca Hagneskalei npaktuku AMOr.
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7.2.5. PacKkpblTMe [O/MKHO OCYLECTBAATbCA COMMACHO MOJIOXEHUAM KOAEKCa, perynmpyrouiero
OTHOLUEHUA MO PacKpbITUIO MHPOPMaLMKM O nepejadve LEHHOCTEN nosyyaTenam, AeWCTBYHOLLEero Ha
TEPPUTOPUMN CTPaHbl, B KOTOPOW MosydaTenb MmeeT GaKTUUECKOe MECTOHAXOXAeHUWe, onpefeneHHoe,
Hanpumep, B COOTBETCTBUU C afPeCOM, YKa3aHHbIM B [OroBope, pPeryavpytoLiem npaBooOTHOLWEHWA Mo
nepegaye ueHHocTel. B cnyyae, ecnv papmaueBTMYECKas KOMMAHUA He ABAAETCA Pe3UAEHTOM UK He
MMeeT foyepHei KomnaHun, adpdUAMPOBAHHOIO NNLA MM He NPEeACTaBNEHO MHbIM 0O6pasom B CTpaHe
nosyyaTtens, oOnNpejAesieHHOW B  COOTBETCTBUM C  OOO3HAYEHHbIM  Bbille NPaBWAOM, TaKas
bapmaueBTUUECKan KOMMNaHUA 0bA3aHa pacKkpbiBaTb MHGOPMaLMIO O Nepesaye LLeHHOCTEN B Nopaake,
YCTAHOB/IEHHOM KOZEKCOM, PEry/IMpyloLLMM OTHOLWEHUA MO PACKpbITUIO WMHPOpMauuM O nepenadye
LEeHHOCTe nonyyatenam, AENCTBYIOWMM Ha TEppuUTOPMM CTPaHbl, B KOTOPOW 3aperncrpuposaHo
IOpUAMYEeckoe JIMLO, KOTOPOEe 3aK/loyaeT [OoroBop €O CMeuuanncTom  34,paBOOXPAaHEHUA  UAU
opraHusaumen 34paBooOXpaHeHns, B COOTBETCTBUM C MONOKEHUAMMU KOTOPOTO OCYLLECTBAAIOTCA Nepesayn
LeHHocTe. B cnyyae ecnu B 3TOW CTpaHe HET COOTBETCTBYIOLLErO [AEWCTBYIOLLErO KOAEKCa, TO
NPUMEHSAIOTCA NOIOXKEHNA KOAEKCA COOTBETCTBYHOLLEN CTPaHbI, PErY/IMPYIOLLErO OLHOPOAHbIE OTHOLIEHUSA
M NPUMEHUMOTO K AeATeNbHOCTU GapMaLeBTUYECKUX KOMMaHWUN.

7.2.6. PackpbiTe MHOPMaLMM LOMKHO OCYLECTBAATLCA HAa PYCCKOM A3blke. dPapmauesTnyeckasn
KOMMaHUA MOXET PacKpblBaTb MHPOPMALMIO HA AHIIMIICKOM A3blKe B AOMNOJIHEHME K 06A3aTe/IbHOMY
PaCKPbITUIO Ha PYCCKOM A3bIKE.

7.2.7. Kaxpas ¢dapmauesTMHecKas KoMnaHua ob6s3aHa [LOKYMEHTasbHO OGOPMAATb BCe Mepeaaqn
LeHHOCTeN, MHPOPMaLMIO O KOTOPbIX HEOBXOAMMO PaCcKpPbIBaTb B COOTBETCTBMM C NognyHKTOM 7.1.1., u
XPaHWUTb COOTBETCTBYIOLLYIO [AOKYMEHTaLMIO MO OCYLEeCTBAEHHOMY COr/acHO Hactoswemy Kogekcy
PaCKPbITUIO B TEYEHME KaK MUHUMYM 5 (MATM) NeT nocne OKOHYaHWsA COOTBETCTBYIOWLErO OTYETHOrO
nepvoga, ecim 6osee KOPOTKWUIA Mepuos He npedyCMOTPeH AeNCTBYIOWMM 3aKOHOAATeNbCTBOM
Poccuiickont denepaunu.

7.3 UHOBWUAOYATbHOE W OBLLEE PACKPBITUE

7.3.1. EcAM uMHOe npAMO He npesycMOTpeHO HacToAawmMm Kogekcom, uHbopmauvs o nepegave
LEeHHOCTE MOXEeT Mo YCMOTPeHWo GapMaLeBTUYECKOM KOMMaHUMKM  PacKpbiBaTbca /MBO  Ha
WMHAMBMAYaNbHOW OcHoBe, 6o B oblem Buae, B Nt060M Cayyae Npu ycnosumn cobaOAEHMA HOPM
[AEeNCTBYIOLLEro 3aKOHOAATEIbCTBA O 3aliMTe MepCoHaNbHbIX AaHHbIX. MHAMBMAYanbHOE pacKpbiTUe
03HayaeT PaCKpbITUE CYMM, OTHOCALUMXCA K Mepefadye LEHHOCTEN KaAoMy uaeHTUdULMpyemomy
Mo/ly4aTeNto 33 Kaapblil OTYETHbIN Neprod, KoTopble MoryT 6biTb 060CHOBAaHHO OTHECEHbI K OAHOW U3
KaTeropwii, onucaHHbix Huke. ObLiee pacKpbiTMe O3HaYaeT CYMMMpOBaHWE nepefay LEeHHOCTEN Mo
KaTeropmam, Npu yc0BUM, YTO PAcKpbITUE MO KaXA0My BUAY Nepesayu LeHHocTein byaet npegoctasneHo
no 3anpocy (i) cooTBeTCTBYIOLEMY NOAYYATENIO LeHHOCTeM 1 (Mau) (ii) COOTBETCTBYIOLLMM OpraHam BAacTy.

MyHkm 7 lNpunoxceHus 3 kK Hacmosawemy Kodekcy (Bonpocsi u omeemei)

7.3.2. KaTeropuu nepefiay LEHHOCTeN, OCyLLeCcTBASEMbIX B MO/Ib3y OpraHu3auuii 34paBOOXPaHEHUs,
BK/IOYAIOT B cebs:

m  [loKepTBOBaHUA U rpaHTbl. [10XXepTBOBaHMA M IPaHTbl, OCYLLECTBAAEMbIE B MOJIb3y OpraHu3aumi
34paBOOXpPaHEHNA M MOAAEPNKMBAIOWME 34PAaBOOXPAHEHMNE, BKAKOYAA MOMKEPTBOBAHWUA M FPaHTbI
COTPYAHMKaMM KOTOPbIX ABAAIOTCA CMEuManncTbl 34paBoOXpaHeHMA U (MIM) KOTOpble OKasblBaloT
MEeOMLMHCKYIO NOMOLLb.

m  [loKpbITUE PacxofoB, CBA3AHHbIX C NPpoBeAeHUEM MepOonpUATUIA. MOKPbITUE PAaCcXOA0B, CBA3AHHBIX C
npoBefeHNnem MeponpUATUIA, OCYLLECTBAAEMOE NOCPEACTBOM OPraH13aLuit 34paBOOXPaHEHNA UK
TPETbUX UL, TAKMX KaK:

- PerncrpaunoHHble B3HOCHI;
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- CnOHCOpCKME COrnalleHns C OpraHvM3auuMaMy 34paBOOXPAHEHUA UAM C TPETbUMM AMLAMM,
NpUBAEYEHHbIMM OpraHM3aumen 34paBooXpaHeHNs 419 Lenei opraHM3aumm MeponpuaTms;

- Mpoesg v npoxkunBaHue.

- MnaTexu 3a OKasaHWe yCayr U KOHCy/bTMpoBaHue. lMepeaayn LeHHOCTeW No AOroBopam uau
CBA3aHHble C A0roBopamu mexay GbapmaueBTUYeCKMMM KOMMAHWAMU U OpraHM3auuamm
34paBOOXPaAHEHUsA, B COOTBETCTBUM C YCAOBMAMM KOTOPbIX OpraHW3auuu 34paBOOXPaHEHUA
OKa3blBalOT Pas/IMyHbIe BUABI YCAYT B MONb3Y GapMaLLeBTUYECKON KOMNaHUK, UAK NPoYKe BUADI
bGUHAHCMPOBaHUA, HE OTHOCALLMECA K BbllEyKa3aHHbIM KaTeropuam. MaaTtexu 3a okasaHue
YCAYr U KOHCYNbTMPOBaHME C OAHON CTOPOHbI, M Mepefayn UEHHOCTeW, OTHocAwMmeca K
pacxofam, COrMacoBaHHbIM B COOTBETCTBMM C [OrOBOPOM B MUCbMEHHOW dopme,
PeryanpyioLmMm COOTBETCTBYIOLLYIO AEATeIbHOCTb, C APYroW CTOPOHbI, AO/KHbI PAaCKPbIBaTLCA
ABYMS OTAE/bHBIMW CYMMaMy.

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

7.3.3. KaTeropuu nepegay ULEHHOCTEN, OCYLLECTBASAEMbIX B MOJIb3y CMELMAJIMCTOB 34PaBOOXPaHEHMS,
BK/IOYAIOT B cebs:

] MoKpbITUE PAacXOL0B, CBA3AHHbIX C NPOBEAEHMEM MEPONPUATUIA. [TOKPbITUE PACcXOA0B, CBA3AHHbIX C
npoBeAeHNeM MeponpuATUIA, KOraa 3TO He 3anpeLLeHo AeCTBYIOWMM 3aKOHO4aTeNbCTBOM, TaKUX
Kak:

- PerncrpauMoHHble B3HOCHI.
- [poe3p n npoxunsaHue.

- MnaTexu 3a OKasaHWe yCayr U KOHCy/bTMpoBaHue. lMepeaayn LeHHOCTeW No AOroBopam uau
CBA3aHHble C [0roBopamu mexay $GapmaueBTUYECKUMM KOMMNAHUAMKM M CreumanmcTamm
3paBOOXPAHEHMA, B COOTBETCTBUM C YCIOBUAMM KOTOPbIX CNELLMANUCTbI 340aBOOXPAHEHMA OKa-
3bIBaOT Pa3/INyHble NPaBOMEpHble BUAbI YCAYr B NO/b3y GapMaLeBTUHECKON KOMMaHWKU, v
npoune Buabl GUHAHCUPOBAHUA, HE OTHOCALLMECA K BblLEyKa3aHHbIM KaTeropuam. Maatexu 3a
OKasaHuWe yCnyr v KOHCYNbTUPOBaHWE C OAHOM CTOPOHbI, U Nepesayn LLeHHOCTel, OTHoCALMeCs
K pacxogam, COrfacoBaHHbIM B COOTBETCTBMM C [AOrOBOPOM B NUCbMEHHOW dopme,
PeryanpyioLmm COOTBETCTBYIOLLYIO AEATEIbHOCTb, C APYroW CTOPOHbI, AO/IKHbI PAaCKPbIBATLCA
ABYMS OTAE/bHBIMW CYMMaMU.

7.3.4. [na cnyyaes nepenay LLEHHOCTEW, B OTHOLIEHUM KOTOPbIX onpeaesneHHas uHbopmaums, Kotopas
MOXeT BbITb 060CHOBAaHHO OTHECEeHa K OA4HOW U3 KaTeropui, yKasaHHbIX B NOAMNYHKTax 7.3.2 u 7.3.3., He
MOXeT bblTb pacKpbiTa Ha MHAMBUAYANbHOW OCHOBE Ha 3aKOHHbIX OCHOBaHWAX, dapmaueBTUyecKas
KOMMaHWA AO/KHA PAcKPbITb CYMMbI, OTHOCALLMECA K TaKMM Nepejayam LeHHoCTel, B obem Buae 3a
KaXabl OTYETHbIM nepuog,. Takoe obLiee pacKkpbiTUe LOMKHO OTOOpaXKaTb MHPOPMALMIO MO KaxKaoM
KaTeropumu nnatexkewn, Kacatowytocs (i) KonnyecTsa nosyyatesieit, NOKPbIBAEMOro TaKUM PacKpbiTUEM, B
abCoMOTHOM BbIPAXKEHMU U B MPOLEHTAX OT BCEro KoauyecTsa nosy4yartenei, u (ii) obweit cymmol B
OTHOLLEHUW Nepesayn LLeHHOCTEeM TakKMM NoayyaTensam.

7.3.5. Ecnu nepepaya LEeHHOCTEN, KOTOPas NOANENKMUT PACKPbITUIO COrNacHo noanyHktam 7.3.1. - 7.3.4,,
NPOU3BOAMUTCA B NONb3Y ONPEAENIEHHOIO CNeUnanmncTa 34paBoOXPaHEHMA KOCBEHHO Yepes opraHn3aLuuio
3/1paBOOXPAHEHMA, TaKan nepesaya PackpbiBaeTCsA TONbKO OAMH pas. NpU HANNMYMKM BO3MOXKHOCTHU, TaKoe
PacKpbITUE AOMKHO OCYLLECTBAATLCA HAa MHAMBUAYANbHOW OCHOBE, NAEHTUDULMPYSA NOMMEHHO KaXKAoro
OTAENbHOrO CNeUMannCcTa 34pPaBoOOXPaHEHNA B COOTBETCTBMM C NOANYHKTOM 7.3.3. HacToAwero Koaekca.

7.3.6. Tepepauv LLeHHOCTEW B CBA3W C NpoBEAEHNEM UCCNe0BaHUM U Pa3paboToK 3a KaxK bl OTYETHbIN
nepuoa, [O0/IKHbI PaCcKpbIBaTbCA KaxKAoW ¢papmaueBTUYecKoin KomnaHuel B oblem Buae. Pacxoabl,
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CBA3aHHbIE C MEPOMNPUATUAMM, KOTOPble SIBHO OTHOCATCA K AEATE/IbHOCTM, OMUCAHHOM B HaCTOALLEM
pasgene, TakKe MOryT 6biTb BK/IOYEHbI B OBLLYIO CYMMy B pamKax obLiero packpbitua uHbopmaumm 8
KaTeropuu «lepesayn LLeHHOCTe B CBA3M C NpOBeAeHUEM UCCNe0BaHUI U Pa3paboToKy.

7.3.7. Kaxpas dapmaueBTMUECKas KomnaHua obsasyetca nyb6/aMKOBaTb CONPOBOAUTENbHYHO 3aMUCKY C
KpPaTKUM OMMCAHMEM METOAMK, UCNO/b30BaHHbIX ANA MOArOTOBKM PACKPbITUA U onpeaeneHna nepesad
LLeHHOCTElM NO KayKA0W KaTeropuu, onnucaHHomn B noanyHKTax 7.3.2. n 7.3.3. HacToAwero Koaekca. Takas
3anucKa, coaep:Kallas B Tom Yncie obuimii 0630p v (M1K) XxapakTepHble AN AAHHOW KOHKPETHOM CTpaHbI
0COBEHHOCTU OTHOLIEHWUI, OIKHA ONUCbIBaTb MPUMEHEHHbIE METOAMKM MAeHTUOMKALUM M BKAOYATb B
cebs, B 3aBMCMMOCTM OTTOrO, YTO MPUMEHMMO, ONMMCaHMe MoAxoda K [AO0roBopam, 3aK/YEeHHbIM Ha
Heckonbko net, HAC v apyrve Hanorosble, BaflOTHblE U UHble acMeKTbl OTHOLEHWM, CBA3aHHble CO
CPOKamMM 1 CYMMOW nepeaad LieHHoCTel Ana uenel cobaoaeHna Hactoawero Kogekca.
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VIII. MNMpoueaypbl 1 OTBETCTBEHHOCTb

dbapmaueBTUYECKNX KOMMNAHUM
8.1. YNO/THOMOYEHHOE NNUO KOMIMAHNA

KomnaHuu [onHbl yCTaHOBUTL U NOAAEPKMBATL COOTBETCTBYIOLLMIA MOPALOK PaboTbl, 0becneynsatoLmi
COOTBETCTBME MAPKETMHIOBOW AEATE/IbHOCTM KOMMAHUM POCCUINCKOMY 3aKOHOAATENbCTBY M HAacTOALLEMY
KogZeKcy. B 4acTHOCTH, KOMNAHMKU AO/XKHbI Ha NOCTOAHHOW OCHOBE OCYLLECTBATb MOHUTOPUHT U aHanu3
COBCTBEHHOIN AEATENbHOCTM MO NPOABUNKEHNIO hapMaLeBTUHECKUX MPOAYKTOB M PACMpOCTPaHAEMbIX B
CBA3M C 3TUM MaTEPUANOB.

Bce peknamHble MaTtepuanbl OO/KHbI MPOXOAMUTH Mpoueaypy npeasaputesbHoro opobpeHus
YMNONHOMOYEHHbBIM COTPYAHUKOM KOMMaHWM, MMELWMM COOTBETCTBYIOWMI ypoBeHb 06pa3oBaHUA K
OOMKHYIO KBaMUKALMIO (HAayYHYIO AN MEeAULMHCKYIO).

8.2. MPOTPAMMbI M JOKYMEHTALMA AKLIUIA

AKUMM NO NPOABUMKEHUIO ¢apMaLl,eBTVI‘~IECKl/IX NPOAYKTOB, CTUMY/IMPOBAHUIO NPOAa*X U T.N. OOJIXKHbI
npPoBOAUTLCA B COOTBETCTBUU C YTBEPKAEHHBIMU YNONTHOMOYEHHBIM NTUMLOM KOMMNAaHUM Nporpammamu, B
npouecce nx nposeaeHma 401XHa BECTUCb OTPaXKakoLlana Xxo4 aKLl,Mﬁ AOKYMEHTauuA.

8.3. XPAHEHWME OOKYMEHTALIUN

MporpamMmmbl  MeponpuATUiA  (aKuuiA), AOKYMEHTaLuMA Mo WX NpoBeAeHuto, 0b6pasupl PeKNamMHbIX
MaTepuanoB AO/KHbI XPAHUTLCA B YNOJHOMOYEHHOM MOAPA3AENEHUM UAU Y YNOTHOMOYEHHOTO NNLA
KOMMaHUN MUHVMMYM rOZ, MOC/e 3aBePLUEHWUA MEPOMNPUATUA, aKLMU UM PEKNAMHON KamnaHuu, ecav
6onee [ANWUTENbHBIM CPOK He MPeAycMOTPeH [JeWCTBYIOWMM 3aKOHOAATe/IbcTBOM. [porpammbl #
JOKYMEHTALMA AO/IKHbI MPEeACTaBAATbCA KOHTPOMPYIOLMM OpraHam B COOTBETCTBUM C AEMCTBYHOLIMM
peKNaMHbIM 33aKOHOAATENbCTBOM, @ TaKXKe B C/ly4ae PacCMOTPEHUA CMOPOB YJeHaMW CrneuuanbHo
co3paHHol rpynnsl AM®T.

8.4. TOBbIWEHNE KBAJTMOUKALNKU COTPYOHNKOB

B uenax noagepyaHua BbICOKMX CTAHAAPTOB MPW OCYLLECTBAEHWU MAPKETUHTOBOW AEATeNbHOCTU -
KOMNaHUM LOMKHbI MPUAEPKMBATLCA MNPUHLMNA HEenpepbiBHOTO MNOBbIWEHUA KBaAubUKaLumM CBOMUX
COTPYAHWKOB B 3TOM chepe.
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IX. NMopopnepKaHne u passutmne Kogekca
9.1. HEOBEXOAMMOCTb NOCTOAHHOIO NOAAEPXKAHNA U PA3BUTUA KOAEKCA

PacwmpeHune apceHana MeTog0B U CPeACTB MApPKETMHIOBOWM MPaKTUKKU, UX BUAOU3IMEHEHME B YCA0BUAX
passuBatowerocs $apmaLeBTMYECKOro pbiHKa Poccumn 06ycioBinBaloT HEOBX04MMOCTb MOCTOAHHOIO
noagepiaHua M passutua Kogekca, ytobbl OH COOTBETCTBOBaN TPeBOBAHMAM BPEMEHM U He UMen
npo6esios B peryiMpoBaHMm peKknambl U UHbIX METOLOB NPOABUNKEHUA GapMaLEBTUYECKUX NPOAYKTOB.

9.2. AHANW3 MPAKTUKM ®APMALEBTUYECKUX KOMMNAHUI K
SYHKUMOHNPOBAHMA KOOEKCA

C uenbto obecneyeHnsa akTyanbHocTM Kopekca M ero npuIoXKeHUM, CBOEBPEMEHHOrO BbIABAEHUSA
HEeobX0AMMOCTU BHECEHWA W3MEHEHWI W [OMNONAHEHU BeAeTCA aHaAU3 TeKyllel MapKeTUHroBOM
NPaKTUKKN papmaLeBTUYECKMX KOMMAHWI HAa POCCMIMCKOM PbIHKE U UX B3aMMOAENCTBUA CO CreLuanmncTamm
3/ paBOOXPAHEHUA U MALMEHTCKMMWU OpraHM3aumamn. AHanM3 BKAOYAET OLLEeHKY COOTBETCTBMA 3TUX
B3aMMOAEMNCTBMIA W  MAPKETMHIOBOW MNPaKTUKU  KOMMaHui-npoussoauTenen  ¢dapmaueBTUYECKUX
NPOAYKTOB HOPMaMm W MoNoXKeHuam Koaekca, MosHOTbl OTPaXKeHUA B HEM NPUMEHSAEMbIX METOAOB U
CPeACTB peKnambl U MPOABUNKEHWSA, BbiiB/IEHWE TEHAEHLUMIN B OTHOLLIEHMM Hanbosiee YacTo HapyLlaeMbIX
NMONIOXKEHWM, OLEHKY CTeneHW BAUAHUM HOpM KodeKca Ha MapKeTUHIOBYIO MPAKTUKY U T.4. AHanu3
dyHKUMoHMpoBaHUA Kogekca ocyuiectenaeT KomuteT no atuke AMOI.

9.3. AKTYAJIM3AUMA KOOEKCA

Ha ocHoBaHuM nposefeHHOro aHanusa Komuter no atuke AM®MN npeacrasnsetr CoBeTy AMPEKTOPOB
exeroaHblin otyeT. B ciyyae Heobxogmmoctv KomuTeT Mo 3TMKe pa3pabaTbiBaeT MpeasioxeHusa no
aKTyanusaummu Kogekca v nepegaet ux McnonHutesbHomy gupektopy AMO®T.
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[NpunoxeHue 1

K KopgeKcy Haanexkauweun npaktukn AMOTT
Mpoueaypa pacCMOTPEHMA 3aABNEHNN U
CNOpPOB O HapylweHun Kogekca

Hagsexalen npaktnkmn AMOr
1. NMPOLEAYPA PACCMOTPEHMA 3AAB/IEHWM 1 CNOPOB O HAPYLLEHWW KOLEKCA
HA,EI,/'IE)HALLI,EVI MPAKTUKN AM®TT

1.1. AM®II paccmaTtpuBaert 3asB/ieHUs 0 HapyweHun Kogekca (aanee - 3aaBieHne) TONbKO B OTHOLLIEHWM
AeATeNbHOCTM KOMMaHMIA, OCYLLECTBIAEMOI B Npeaenax Poccuiickoit degepauum n/mam HanpasaeHHoOM
Ha POCCUICKYIO ayaUTOpMIO.

1.2. 3asBneHue 0 HapyweHun Kogekca MoxKeT 6biTb NoAaHO Kak YneHom AM®I, Tak u NtobbiMm MHbIM
3aUHTEPECOBAHHBIM INLLOM.

1.3. 3anBneHve MOXKeT bbiTb HanpaBNEeHO KaK Ha aeincTema yneHa AM®I, Tak 1 Ha aelcteua nboro
bapmaLeBTMYECKOrO NPOU3BOAUTENA, He ABAAloWeroca YieHom AMOM, HO OCyLecTBAAIOLWEro CBOH
[eAaTeNbHOCTb Ha POCCUICKOM PbIHKeE.

1.4. Mpoueaypa noaayv 3asaBneHus o HapyweHny KoLeKca 3aBUCUT OT COCTaBa CMOPALLMX CTOPOH.

2. MPOLEAYPA PACCMOTPEHWA 3AAB/IEHWI N CMIOPOB MEXKAY KOMIMAHUAMMU-
YIEHAMU AM®TI

2.1. Jo HanpasneHus 3aasneHua o HapyweHun Kogekca 8 AM®I uneHbl AM®I 06s3aHbl NnpeanpuHATL
YCUAUA MO CaMOCTOATENbHOMY YPEryivMpoBaHuio cnopa Mmexay coboit. OQHOBPEMEHHO KOMMNaHWs-
3aABUTENIb MOXKET YBeAOMUTb McnonHuTeNbHoro ampektopa AM®I (ganee-UcnonHUTENbHbIN AUPEKTOP)
0 HanpaB/E€HWUMN COOTBETCTBYIOLLErO 3aABAEHUA.

2.2. Mpu nonyyeHun 3aasneHna KomnaHua-yneH AM®I obasaHa B TeyeHue 10 pabounx AHeW OTBETUTD
Ha noctynuswee 3aasneHune. TeueHne JaHHOrO CPOKa MCUUCAAETCA C MOMEHTA NOCTYNNEHUA 3aaBaeHnA
HernocpeACTBEHHO B KOMMAHMIO.

2.3. B c/yyae ecim KOMNaHUA-3aABUTE b HE MOJTyUYMIa COOTBETCTBYIOLLEIO OTBETA B YKa3aHHbIW CPOK WU
onucaHHaA Bbile npoueaypa He npuBena K AOCTUXEHUIO pelleHus, YAO0BNETBOPAIOLWEro crnopsawue
CTOPOHbI, KOMNAHUA-33ABUTENb BNPaBe NoAaTb 3aABAeHNe Ha UMA UcnonHUTenbHoro gupektopa AM®N
ans dopmuposaHua CneumansHoM Mpynnbl € LEAbO PacCCMOTPEHUA AeNa U NPUHATUA pelleHuns (aanee-
CneuymanbHas Mpynna).

3. MPOLEAYPA PACCMOTPEHWA 3AAB/IEHUIA, MOOAHHbLIX B AM®I

3.1. YneHbl AM®I, vHble 3anHTepecoBaHHble AnLA Npu cobnogeHUn nonoxeHui n. 1 Hacroswero
MpwnoskeHua moryT nogaTb 3asBneHne Ha AeNCTBUA Ntob6oro papmaLeBTUHecKoro NpousBoanTeNs, B TOM
yncne He sBaawoweroca YyaeHom AMO®I, HO OCyLLECTBAAIOLLEro CBOK [AeATe/IbHOCTb Ha POCCUMICKOM
pbIHKE.

3.2. 3anABneHMe MOAAETCA PYKOBOAMTENEM KOMMNAHUKM (reHepanbHbIM AMPEKTOPOM, F1aBon npea-
CTaBuUTeNbCTBA, PUAMANa UT. 4.) AU YNOJNHOMOUYEHHbIM UM ANLOM (MO AOBEPEHHOCTU) B MUCbMEHHOM
dopme Ha Mma UcnoNHUTENBHOTO ANPEKTOpPA.
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3.3. 3asABneHVe HanpaBAseTcA KomnaHueWl no mecty HaxoxpaeHusa Cekpetapuata AMOMN uau Ha
3NEeKTPOHHYI0 nouTy Cekpetapnata AMOI.

3.4. 3asBneHue OO/IKHO CoAepKaTb:

E  CcBeJeHwuA o 3ansuTene (Mma ana Gusmnyeckoro nLa; HauMeHoOBaHMWe ANA PUAMYECKOTO NMLa, aapec
AN KOPPECMOHAEHUMM M KOHTAKTHOE INLO ANA CBA3M); HAMMEHOBaHME KOMMNaHWM, B OTHOLEHMM
KOTOPOW MMeTCA NOA03PeHUs B HapylweHun Kogekca;

m  HaumeHoBaHue(s) dapmauesBTMYecKoro(ux) npoaykta(oB), B OTHOWEHUM KOTOporo(bix) MMmetroTca
noA03peHns B HapyLeHnn Kogekca;

E  [JOKYMEHTbl W MaTepuanbl, CBMAETE/NbCTBYIOWME O MNPEANONaraeMOM HapyLIeHWKW, Hanpumep
peknamHble matepuabl, B Gopmare 1 KayecTse, NO3BONAIOWMMMU O3HAKOMUTBLCA C HUMK;

m  CBeAEHWA 0 TOM, KOrAa MMeNo MecTo npeanosiaraemoe HapylleHue;

] KpaTKkoe onucaHue CyTn npeanonaraemoro HapyweHua, BKAK4YaA CCbIJIKM Ha COOTBETCTBYHOUME
nyHKTbl Kogekca;

m  [JOKYMEHTbl M MaTepuanbl, CBUAETENbCTBYOWME 06 YCUMAMAX CTOPOH MO CaMOCTOATESIbHOMY
yperyaMpoBaHuio cnopa mexay coboit, npeanpuHATLIX 40 obpaleHns 8 AMOI.

3.5. Martepmanbl, OTHOCAWMECA K 3asB/ieHu0 (MaTepuanbl Aena), ABAAOTCA KOHPUAEHLMANbHBIMM.
Joctyn K maTepuanam gena MMetoT TO/IbKO CTOPOHbI Copa. McKaloueHne CoCcTaBsfoT Cayyau, Koraa ans
NPUHATUA pelleHus no aeny cosgaerca CneumansHas Mpynna.

3.6. CTOopoHbI cnopa, McnonHUTENbHBIN AMPeKTop M cekpeTapuaT AM®I, a TakKe yneHbl CneumanbHom
[pynnbl AOMKHBI cObAOAATE KOHOUAEHLMANbHOCTD MAaTepPUaNoB Aena.

3.7. PacKpblTMe maTepuanoB Aena TpeTbeil CTOPOHe CYMTAeTCs CepbesHbIM HapylleHWem npoueayp
AMOI.

3.8. Mocne nonyyeHunsa 3assieHna WCNOAHMTE/IbHLIA AMPEKTOP YAOCTOBEPAETCA B HaAM4MU Heob-
XOAMMBIX LOKYMEHTOB M MaTepunanos, 0GOPMIEHHbIX B COOTBETCTBMM C . 3.4. MpunoskeHnsa 1 Kogekca, a
TaKkKe Mpu3HakoB HapyweHua Kogekca. [Mposepus cobatogeHne  06A3aTEsIbHLIX  YCNOBUIA,
MCnoNHUTENbHBIN AMPEKTOP B TeyeHue 4yeTbipex paboumx AHel Co AHA MosydeHus 3asnBaeHWs Moa-
TBEPXKAAET 3asABUTE/I0, YTO ero 3asAB/EHME MPUHATO K PACCMOTPEHMIO, @ TaKXKe B TedeHue YeTbipex
pabounx aHen MHGOPMMPYET M 3HAKOMMT KOMMAaHWIO, B OTHOWEHWM KOTOPOM MPUHATO 3assfieHue, C
MOCTYNMBLIMM 3asiBJIeHUEM, LOKYMEHTaMM U MaTepUanamm.

3.9. Mo nucbmeHHOMY TpeboBaHWIO 3aABUTENA MHHOPMALMA O HEM MOKET BbiTb CKPbITa OT KOMMNAHUW, B
OTHOLUEHWW KOTOPOI NoAaHO 3anBneHue. B aTom cnyyae 3ansutens (a He AM®T uam ee UcnoaHUTeNbHbIN
AnpeKTop) 06a3aH cam obecneumnTb, YTOBbl LOKYMEHTbI U MaTEPUabl, NPELOCTABAEHHbIE B MOALEPIKKY
3anBNEHUA, HE AEHTUGULMPOBAAM 3aABUTENS.

3.10. TeuyeHWe cpoKa HAYMHAETCA Ha CnefylolWMi AeHb NOC/Ae KaneHZ4ApHOW AaTbl UAW HacTynaeHus
cobbITUA, KOTOPbIMKU OMpeaesieHo ero Havano. Ecavm cpoK ycTaHOBAEH Ans coBeplueHWA Kakoro-nnbo
[OeNCTBUSA, OHO MOXKET ObITb BbINOJIHEHO A0 ABaALLATY YETbIPEX YacoB NOCNeAHEero AHA cpoka. O4HaKo ecn
3TO [eWCTBME AO/KHO ObiTb COBEPLUEHO B OpraHM3aLuMu, TO CPOK UCTEKaeT B TOT Yac, Korga B 3ToW
OopraH13auum no yCTaHOBAEHHbIM MPaBuaam NpPeKpaLlaoTca COOTBETCTBYIOWMeE onepaumn. NucbmeHHble
3aAB/IeHNA U U3BeLLeHWA, CAAHHbIe B OPraHM3aLmio CBA3M A0 ABaALATHU YeTbipex YacoB nocneaHero AHA
CPOKa, CYNTAIOTCA CAENAHHBIMU B CPOK.
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3.11. KomnaHwus, B OTHOLUEHWW KOTOPOW NoZaHo 3asB/ieHue, AO/MKHA B Te4eHue AecATU paboumx gHel
OTBETUTb Ha MoOCTynuBLiee 3anaBieHUe. TeyeHMe AAHHOrO CPOKa MCYMCNAETCA C MOMEHTA MOCTyNAeHuA
3aABNEHUA HEMOCPEACTBEHHO B KOMMAHMIO. MPU HANNYUM YBAXKUTENBHOWN NPUYMHBI KOMMNAHWUA MOXKET B
TOT e CPOK XOAaTalCTBOBaTb O MPOAJIEHUM YCTAaHOB/IEHHOrO CPOKA A/1A OTBETA C yKasaHMEM TaKoMn
NpUYUHbI, HO He bonee nATHaguUatTM paboumx AHel. OTBET MoOJAeTcs B MUCbMEHHON dopme Ha UMsA
McnonHuTenbHoro aupektopa. OTBET HanpaBAAETCA KOMMaHWe No mMecTy HaxoxaeHua CekpeTapuaTta
AM®T nan Ha aneKTpoHHyto nouty Cekpetapunata AMOII.

3.12. OTBeT JOMKEH coaeprKaTb:

®  npu3HaHue dpaKTa HapyweHua Kodekca M MHGOPMALMIO O NPeanPUHATbLIX Warax no UCNpasBaeHuto
cuTYyaumu;

nmbo

] OTKa3s B Npu3HaHuu HapyweHua KoaeKca, a TakKe YeTKo C¢OpMyJ1MpOBaHHbIe 1 B COOTBETCTBYHOLLUX
Cnydaax noareepXKAeHHble JOKYMEHTA/IbHO OCHOBAaHUA ONA TaKOro OTKasa.

Monyuns otBeT, MCNOAHUTENbHLIA OUPEKTOP AOMKEH B TeYeHWe AByX pabouux AHel HanpasuTb ero
3aABuTento. B TeyeHne nATM paboumx AHel 3aABUTENb [OMKEH PAcCMOTPETb MOJYYEHHbIN OTBET U
MHPopmMMpoBaTb WCMONHUTENBHOTO AMpeKTopa O TOM, CYMTAaeT /M OH TMOJIyYeHHbI OTBeT
YZ0B/I€TBOPUTENBbHBIM UK HeT. Mocne 3Toro McnoaHUTeNbHbIM AUPEKTOP PELLIAeT, MOXKET N KOHPAUKT
CYMTATLCA YperympoBaHHbIM 6o AM®I f0KHbI ObITb NPeANPUHATLI AONOJHUTENbHbIE AEUCTBUA MO
COZeVCTBMIO B paspeLLleHnn cnopa.

3.13. B uensax fOCTUXKEHMA peLleHus, yA0BNETBOPAIOLLEro CTOPOHbI, MCNONHUTENbHBIN AMPEKTOp nocie
nosydeHnn 3aABJEHUA MONKET MPeANOXMUTb 3asBUTENO M KOMMAHMKM, B OTHOLIEHWM KOTOPOM MNOAAaHO
3anB/ieHne, NPOBECTM COBMECTHYIO BCTPEYYy MO CaMOCTOATENbHOMY YPEeryaivMpoBaHuA cropa Mmesay
CTOpOHamu npu nocpegHuyectee AM®I. Mo pesynbTatam MNpoBeAEHWUS BCTPeYn MCNOAHUTENbHBbI
AVPEKTOp Hanpas/ifeT CTOPOHAM NPOTOKO/ BCTPEUM B TEUEHME YeTbipex pabounx gHeN.

3.14. B cnyyae ecnu OTBeT yAOBNETBOPAET 3aABUTENA, @ B3AUMHOE peLleHne CTOPOH He NMpOoTMBOpeYmnT
MHTepecam Apyrux yneHos AM®I u Kogekcy, McnonHUTeNnbHbIM AMPEeKTOp NMCbMeHHO UKeupyeT dakT
YPErysmpoBaHua cnopa, v 4eno CHUTAEeTCA 3aKpbITbiM. [les10 MOXKET bbITb 3aKPbITO TaKKe B C/lyvae, eciu
McnonHWTeNbHBIN AUPEKTOP CYUTAET NOJIyYEHHbIV OTBET YA0BNETBOPUTE/IbHBIM, @ 33aABUTE/Nb HE BbIPasu
CBOEro OTHOLUEHUA K HEMY B TeYEHWE NMPeoCTaBNIEHHOrO AJ/1A 3TOrO BblleyKa3aHHOro CPpoKa.

3.15. [JocTUrHyTble B C/ly4yae CaMOCTOATE/IbHOTO YPeryMpoBaHua cnopa obsa3aTenbCTBa U cornalleHus
ABNAOTCA 06A3aTeNbHbIMM AN CTOPOH cropa. B cnyyae HapyweHWs AOCTUTHYTbIX 0653aTenscTs U
cornaweHunn ntobas cTopoHa Brnpase 0b6paTUTbCs B AM®IT ¢ HOBOW *Kanobol, KoTopaa paccmaTpuBaeTcs
Mo BbILIEONUCAHHOM NpoLeaype.

3.16. B cnyyae ecnn onucaHHaA Bbie npouedypa He MpuBesa K AOCTMXKEHMIO peLueHus,
YZI0B/IETBOPSAIOLLErO CMOPALLME CTOPOHbI, cnonHuTeNbHbIV anpekTop dopmupyeT CneunansHyto Mpynny
ONA PAacCMOTPEHUA Aena u NpUHATUA peweHuna (ganee - CneuymnanbHas Mpynna). CneunanbHaa Mpynna
MOXeT BbITb CHOPMMPOBAHA TaKKe B TOM C/ly4ae, €C/IM KOMMAHUA, B OTHOLEHUU KOTOPOI MOCTYNUIo
3aAB/ieHMe, He OTBETW/Ia Ha Hero B Te4eHWe NpeAyCMOTPEHHOrO CPOKa.

3.17. CneumanbHaa lpynna ¢dopmupyetca ANA PACCMOTPEHWA KOHKPETHOro Aefia M3 NATU YNEeHOB
MocTosHHOM pynnbl Mo paccmoTpeHuto cnopos AM®I (ganee - MocToAaHHaA pynna), cocToAwen m3
ABaALATU YeNoBeK.

4. MOCTOAHHAA IPYMMA
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4.1. [OsapuaTb uneHoB [locTosaHHOM [pynnbl m3bupatotca O6wmm cobpaHnem AMODIM (i) u3 uucna
MeHeKepoB BbICLIEro 3BeHa KomnaHui-uneHoB AMO®IM, npeanoyTUTeNIbHO U3 COTPYAHMKOB
MEAMULMNHCKUX, HOPUANYECKUX, STUYECKUX WU PEeryisTOpHbIX OTAENOB TakMX KomnaHwui (i) u apyrux
3aMHTEPECcOBaHHbIX NLL. He moryT 6biTb M3bpaHbl YneHamu MocTosHHOW Mpynnbl reHepasibHble AMpeKTopa
KOMNaHWM (rnaBbl NPeACTaBUTENbCTB), MeHeXepbl Mo MPoAaXKaM U MapKeTUHTy. UCNOAHWUTENbHBbIN
ANPEKTOp BXOAUT B cOCTaB [OCTOAHHOW rpynnbl MO AOIKHOCTH.

4.2. YneHbl MoctoaHHOM [pynnbl M36MpPaOTCA CPOKOM Ha ABa rofa c nooyepesHol CMeHoM cocTasa:
Aecatb YneHos MocTosHHOM [pynnbl M36UpatoTca exerogHo Ha Obiem cobpaHum.

4.3. Ecnv uneH MoctoaHHOM Mpynnbl npekpaliaeTt ceoto paboty B KomnaHuun-yneHe AM®I nmbo cama
KOMNaHUA npekpaliaer cBoe YneHcTso B AM®I, faHHOE ML aBTOMATUYECKU UCKAOYAEeTCa U3 cocTasa
MocTosaHHOM [pynnbl. B3ameH BbibbIBWEro 4neHa [locTosHHOM [pynnbl Ha OCTaBLUMIACA CPOK ero
NOJIHOMOYMI Ha ovepesHom Obwem cobpaHun AM®I n3bupaeTcs HOBbIN YneH MocToAaHHOM Mpynnbl.

5. CNEUMANBHAA TPYMMA

5.1. CneuwuanbHan Fpynna ¢popmupyeTca UCMONMHUTENbHBIM AMPEKTOPOM B TeYeHue AecaTn paboumx
[AHel C MOMEHTa, KOrAa CTaio M3BECTHO O HEOBXOAMMOCTH ee CO34aHNA (Hanpyumep, C MOMEHTa UCTeYeHUA
CPOKa A/17 0TBETa Ha 3aAB/eHMe IM60 C MOMEHTA NOJTy4eHWs OT 3aABUTENA OTPULLATEIbHOM OLLEHKM OTBETA
Ha 3assneHune). C 3TON uenbio MCNONHWTENIbHBLIA AMPEKTOP MOC/AE KOHCY/IbTauMit CO CMOPALMMM
CTOpPOHamMu onpegenseT Haauume KoHG/IMKTa MHTepecoB y 4ieHoB MocTosHHOM Mpynnbl ¢ Ao6oi 13
CTOPOH cnopa. B cayyae Hannuma KOHGAMKTA MHTEPECOB Yy YneHa MocToaHHOM Fpynnbl OH HE MOXET BbITb
yyactHukom CneumanbHoi [pynnbl MO PacCMOTPEHUIO KOHKpeTHoro gena. (Mpuvmepom KoHbMKTa
MHTEPECOB ABAAETCA HaNMUME Yy KOMMaHWM, YbUM COTPYAHMKOM ABAAETCA uneH MocTosHHOM pynnbi,
bapMaLeBTUYECKMX MNPOAYKTOB, KOHKYPUPYIOWMX C  papmauLeBTUYECKUMM MNPOAYKTAMM  CTOPOH,
BOB/IEYEHHbIX B CMOP.)

5.2. KaHgupaTtypbl uneHos CrnewumanbHoW Mpynnbl fOAKHbI 6bITb COrNacoBaHbl CTOPOHAMM B TeyeHue 3
paboumnx AHE C MOMEHTa Mo/MyYeHUs UMUK yBeJOMIeHWUa o cocTase CneumansHoi Mpynnbl. B cnyvae
Ha/Mumna KOHGIMKTa MHTepecoB y YneHoB CneumanbHoM Mpynnbl ¢ N1060M U3 CTOPOH KaHAUAATYPbI Y1EHOB
CneumanbHoli Ipynnbl MoryT 6bITb OTBEeAEHbI 060N U3 CNOPALWMX CTOPOH, HO He bonee 2 pas.

5.3. B CneumanbHyto Tpynny B KauyecTBe OPUAMYECKOTO KOHCY/IbTaHTa MOMKET 6biTb npuraalleH
He3aBMCUMbINA 3KcmepT. KaHamgatypa MNpurialiaemoro HpUAMYECKOTrO KOHCY/IbTaHTa MOXeT 6biTb
oTBegeHa 11060 U3 CNOPALLMX CTOPOH. B Takom caydae MCnoNHUTE IbHBIN AUPEKTOP NpeasiaraeT Apyryto
KaHAMAATYPY HOPUAMYECKOrO KOHCY/IbTaHTa. ECau KaHaMAaaTypa HopuAMYECKOro KOHCY/IbTaHTa He Byaert
cornacosaHa B TeueHue 3 paboumx AHeln ¢ MOMeHTa Npes/ioXKeHns KaHauaatypbl, CneuuansHas Mpynna
OCYLLECTB/IAET CBOIO AeATeNbHOCTb 6€3 Hero.

5.4. B cnyyae HempepocTaBNeHWA OTBETA OAHOM U3 CTOPOH MO BOMPOCY O cocTase CreunanbHoi Mpynnbl
Mo nctedyeHnm 3 pabounx gHeit UCnosHUTEIbHBINA 4MPEKTOP BNpase cuMTaTh cocTas CreuunanbHoi Mpynnbi
COrNacoBaHHbIM.

5.5. WcnonHutenbHbIi AMpPeEKTOp npeacefaTenbCTByeT Ha 3acefanun CneumanbHolt pynnbl. Hu
NcnonHWUTe IbHbIN ANPEKTOP, HU IOPUANYECKMIA KOHCYIbTAHT He MMEIOT MpaBsa rosioca npu BblHECEHUU
peweHua. TexHuyecKkasa noaaepka pabotbl CreumanbHoi [pynnbl  OCYWECTBASETCA  CUIAMU
cekpeTapuata AMOn.

5.6. [Ona obecneyeHns KOHOUAEHUMANBHOCTU U AOCTUKEHUA 06BEKTUBHOCTM PACCMOTPEHMA 3acefaHns
CneuuansHoi pynnbl ABAAIOTCA 3aKPbITbIMU, @ OBCYKAEHWSA HOCAT KOHOUAEHUMANbHLIN XapakTep.
CTOpPOHbI Copa He MPUCYTCTBYIOT HA PAaCCMOTPEHUM Aena.
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5.7. YneHbl CneumanbHoi [pynnbl  3HAaKOMATCA CO BCEMM  MaTepuasamu, KacaloWMmuca
paccmaTpvBaemMoro C/yyas, M MPUHUMAIOT pelleHue, MMeNo MecTo HapylweHue Kogekca nmbo HeT.
OfHOBpemMeHHO B UenAx obecrneyeHWs BCECTOPOHHErO M KOMMJIEKCHOrO PacCMOTPEHMs Cropa,
CneumanbHas rpynna MOXeT OLEHUTb YKasaHHble maTepuasbl Ha NpeaMeT COOTBETCTBMA MOJIOKEHUAM
Koziekca, He yKasaHHbIM B 3asAB/ieHMU. PelneHne BbiIHOCUTCA B Ppopme Npu3HaHMA MbO HenpusHaHuA
dakTa HapyweHuA. BO3MOXKHO TaKkKe BblHECEHME PEKOMEHZAUMA Mo YCTPaHEHUIO HeraTuBHbIX
nocnescTBUil  MMeBLUErOo MeCTO HapyweHus. [lo ornaweHus MNUCbMEHHOe peLleHue U3y4vaeTcs
IOPUANYECKMM KOHCYIbTaHTOM AM®I, ecnun KaHAMAATYpa TaKoBOro bblsia cornacoBaHa.

5.8. B cayyae ecam uneH CneupanbHoi Fpynbl NO yBasKUTENbHOM NPUUMHE HE MOXKET NPUCYTCTBOBATL HA
3acegaHumn CneupanbHoi Fpynnbl, OH MOXET 03HAaKOMWTLCA C mMaTtepuanamu c cobiogeHunem Bcex
YCTaHOBAEHHbIX TPEBOBAHMI K PACCMOTPEHMIO AeNa U BbIHECTU PELLEHWE B APYrOi AeHb, HO He no3aHee
cemu paboumx AHEN C MOMEHTa OCHOBHOTO 3aceaaHus CreumanbHoi Mpynnbl. B cnyyae cuctemaTmyeckoro
nponycka 3acegaHuin CneumansHoit Mpynnbl (3 M 6onee pas) B pamkax pacCMOTPEHWs O4HOrO Aena
COOTBETCTBYIOLLMIA YNEH UCKNKOYAETCA U3 cocTasa MocToaHHOM Mpynnbl.

5.9. B cayyae ecav CneumansHas Mpynna NpUHMMaeT pelleHne 0 HEBO3MOMXKHOCTU PacCMOTPEHUA Aena
6e3 3anpoca [AOMONHWUTENbHLIX MaTepuanoB OT CTOPOH, MCMONHWTENbHbIN AWMPEKTOp HanpasaseT
COOTBETCTBYIOWMIA 3anpoc B TedyeHue [AByX paboumx aHei. CTOpoHbl 06A3aHbl  NpPeacTaBUTb
LOMONHUTENbHBIE MAaTEPWAsbl B TEUEHUe NATU pabounx gHel C MOMeHTa NoayyeHns 3anpoca. Mocae atoro
McnonHUTenbHbIN AMpeKTop HasHavaeT NOBTOpHOe 3acefaHue CneunanbHoM Mpynnbl B TeYeHUe AecaTu
pabouunx aHen. Pewenne CneumnanbHoi Mpynnbl foBoauTca 4o CTOPoH B 06bIMHOM NOpAAKe.

5.10. BblHeceHHoe pelweHne CneunanbHoit pynnbl B TeyeHne AByx paboumx aHein [oBoAMTCA
McnonHUTEeNbHBIM AMPEKTOPOM A0 CMOPALUMX CTOPOH B MMCbMEHHOM BUAE.

6. MPOLLEAYPA ANENNALUM

6.1. CTOpoHa, HE COrfacHas C BbIHECEHHbIM PELUEHWEM, MOMKET MOoAaTb aneNNALMOHHYIO Kanoby.
AnennaumoHHas }anoba nogaercsa B MTMCbMEHHOM dopme Ha UMsA UCNoSIHUTENbHOTO AMPEKTOPA B TeUeHHe
4ecaTn paboumnx AHeN C MOMEHTA NOTYYEHNUA peLLeHuA.

6.2. B cnyyae nonyvyeHMA anennAuUMOHHON Kanobbl UCMOMHUTENbHBIN AUPEKTOP B TeYeHWe AecATU
pabounx aHel opraHusyeT 3acegaHne CneumanbHol [pynnbl, BbIHECLIEN pelleHWe, W Npuraawaer Ha
3aceflaHue npeacTaBuTesiel CnopALMX CTOPOH C LEeNbio NpefocTaBUTb UM BO3MOXKHOCTb A8 Adun
nosicHeHuii. Bo Bpema pPacCMOTPeHWA anefnsiLMOHHOM Kanobbl WCMOAHUTENbHBIN AWPEKTOP WU
IOPUAMYECKMIN KOHCYIbTAHT (€CIM KaHAMAATYpa TakoBoro bbina cornacosaHa) MMerOT npaBo ronoca. Ecam
CneumansHasa pynna npuHMMana pelueHne Mo aneanauuM B YeTHOM cocTaBe (B C/lydae OTCYTCTBUA
IOPUANYECKOrO KOHCYNbTaHTa) M ronoca pasgenuancb NOpoBHY, ronoc MUCnoaHMTeNbHOro AupekTopa
AsnfeTcA pewawwmm. Pelwenne CneumanbHoi [pynnbl MO PacCMOTPEHUIO anennAauMn ABAAETCA
OKOHYaTe/IbHbIM.

7. PEKOMEHZALMM CNELMATIBHOM TPYMMbl M CAHKLMW 3A HAPYLLEHUA
KOZEKCA

7.1. B cnyyae, Korga HapyweHue Kogekca npusHaHo CrneuunanbHoi pymnnol, oHa MOMKET BblHECTU
pekomeHaaumnio AM®MN o HeobX0AMMOCTM NPUHATUA COOTBETCTBYIOLMX MEP A/1A YCTPAHEHWUA HapYLUeHWA
M O HANIOMKEHWUU CNEAYIOLMX CAHKLMIA:

m  06A3aTb COTPYAHUKOB KOMNAHWU-HAPYLWUTENA NPOMTU OHNANH-TPEHUHT no Koaekcy.

®  WNHOOpMMPOBATL O HapYLLEHWW WTaB-KBAPTUPY KOMMAHUU-HAPYLWMNTENS.
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® B cnyyae cepbesHOro HapylleHus - B3biCKaTb WTpad B pasmepe, He MPeBbIAWEM eXeroAHblv
uneHckuit B3Hoc AMOM®. B3bicKaHHbIM WTpad WMCNONb3YeTCA B COOTBETCTBUM C pelleHuem
ouepeaHoro Obuiero cobpaHua AMOI.

m  O6HapoAoBaTb HapyLleHUe, BKAOYAA HAUMEHOBAHUE KOMNAHUU-HAPYLLUMTENSA, B C/Iy4ae CEPbE3HOIO
WAN NOBTOPHOTO HapyleHus Ha caite AM®TI. JaHHaa nHbopmaums pasmeLlaeTcs Ha caite AMON
Ha nepuod Tpu mecAua. MOBTOPHbIM ABAAETCA HapyLIeHWe, KOTOPOE COBEPLUEHO B TeyeHue 24
MeciLeB C MOMEHTa COBEpPLUEHWA MEPBUYHOMO HapYLIEHWUsA, aHaNOrMYHOTrO MOBTOPHOMY, W
Kacatolleecs OAHOIO W TOro e $apmMaLeBTUYECKOro NPOAyKTa, NGO HapylleHWe, aHaNorM4yHoe
paHee yCTaHOBNEHHOMY, HO COBEPLUEHHOE B KOHTEKCTE APYroro GapmaLeBTMYECKOro NPOAYKTa.

m  PexkomeHgoBaTb O6wemy cobpanunio AM®I MCKNOUYUTL KOMMNAHMIO-HAPYLLUTENA M3 YneHoB AM®IT®,
UckntoueHne w3 uneHoB AMOI He 0cBOGOXKAAET KOMMAHMIO OT MMEWMXCA (GUHAHCOBbIX
0653aTenbCTB, B TOM YMC/IE MO ONAaTe Ha/IOXKEHHOTO B3bICKaHWA.

m  Jlio6aa KoOMOMHaLUMA BbllLEyKa3aHHbIX CaHKLMNA.

7.2. KomnaHus, B OTHOLIEHUW KOTOPOW MPUHATO pelleHWe O HapyweHun Kopekca, obssaHa
nHbopmmposate AMDI 0 Mmepax, NPUHATBIX AN15 BbINOAHEHUA pelleHna CneuvanbHol Mpynnbl, B CPOKM,
ycTaHoBAeHHble CneunanbHoi Mpynnoii. B cnydae HenonydeHns AM®I cooTBETCTBYIOLLENO YBEAOMIEHUSA,
a TaKXke B C/lyyae, ec/iM HapyLlweHne He YCTPaHEeHO B YCTAHOB/IEHHbIN CPOK, MICNONHUTENbHbIN ANPEKTOP
AM®I HanpaBnseT JONOJIHUTENIBHOE MUCbMO C COOTBETCTBYHOWMM TpeboBaHvem B KomnaHuio. Ecnn B
TeyeHue JecaTn pabounx AHeW C MOMEHTa NoyYeHUA AO0NOAHUTENbHOTO NncbMa Komnanueint AM®N He
nony4uT faHHoe yBegomaeHue, McnonHutenoHblii gupektop AM®I nmeet npaBo obpaTuTbes B WTab-
kBapTMpy KomnaHuu u npouHGopmmnpoBaTb O TOM, YTO KOMMAHUEN He Bblv NPeAnpUHATbI Mepbl A5
YCTPaHEHWA HapyLEeHUA AN HapyLLIeHWE He YCTPaHEHO.

7.3. PeweHus, BbiHeceHHble CneuunanbHoW [pynmnoi Mo KaxkAomy KOHKPETHOMY chopy, nopsekaTt
onybnnkoBaHUO Ha Beb-caite AM®I. HanmmeHOBaHME COOTBETCTBYHOLMX KOMMAHWWA He NOAEKUT
onyb/aMKoBaHWIO, 3a UCKAOYEeHMEM c/yvaes, ecaM obHapodoBaHME HaMMeHOBaHMA KOMMaHWK-
HapywuTtena npefycMOTPEHO B KayecTBe CaHKLMM 3a HapyweHne KogeKca, Kak onmncaHo Bbllue.

7.4. Ha kaxgom Obwem cobpaHun AM®I UcnonHUTeNbHbIN AMPEKTOP NPeaCTaBAAET OTYET, B KOTOPOM
YKa3blBAeTCA KOJIMYECTBO CMOPOB, PAaCCMOTPEHHBIX 3a nepuog ¢ npedbiayliero Obwero cobpaHus, mUx
06Kt XapaKTep U NPUHATbIE PeLleHUs. B yKazaHHOM OTYeTe OTPaKaloTcA HAMMEHOBAHUA KOMMNAHUN, B
OTHOLLEHUMN KOTOPbIX YCTAaHOB/IEHbI C/ly4au cepbesHblX HapylweHuit Kogekca AM®TI. McnonHuTenbHbIM
OMPEKTOP MO COrNaCcoBaHUI0 CO CTOPOHAMM CMOPa MOXKET MPUHATb pelleHne O BKYEHUUM B OTHET
uHbopmaumn o6 obuwem xapaKkTepe crnopa W pesynbTaTax BCTPeYM MO CaAMOCTOATENbHOMY
YPEerynmpoBaHuio cnopa Mexay CTopoHamu npu nocpegHuyectse AMOI.

5 CaHKUMA MPUMEHSAETCA TOIbKO K KoMNaHuam-4neHam AM®I.
SCaHKUMA NPUMEHSAETCA TONbKO K KOMNaHuaAM-yneHam AM®TT.
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MonHoe uma Cneumanuctbl 3gpa- CrpaHa OCHOBHOTO
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TUPOBaHWA,  BKAIOYAsA
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He npumeHseTca

WHOE, HE YKA3AHHOE BbILLE - B ciiyyae, ecnv nHoopmaumsa He MOXKeT bbITb pacKkpbiTa Ha UHAMBUAYANbHON OCHOBE Ha 3aKOHHbIX OCHOBAHMAX

opoBas cymma
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52 MHAMBUAYANBHOE PACKPbLITUE MPU UAEHTUOUKALMM KAXKAOTO NOMYYATE/IA - Kaxkaas CTPOKa A41A KaxK[0ro otaensHoro C3 (Te. Bce nepeayn LEHHOCTEN, OCyLEecTBIseMble B NoNb3y Kaxkaoro C3 B TeueHue roga, byayT CyMMUPOBaHbI: AeTanv3aums
n
=
5=
hN E | 4ONKHA BbITb AOCTYNHA KaXA0M IY4ATENIO UIN UCKIIOYNUTE/IbHO OpraHam rocyJapCTBEHHOW BAACTU NPY HEOBXOAMMOCTH
3=
s < C3A He NnpumeHsaeTca He NnpumeHsaeTca Foposas cymma opoBas cymma opoBas cymma opoBas cymma
I%
E 8 C3 B He npumeHaeTca He npumeHaeTca foposas cymma lopoBas cymma fopoBas cymma fopoBas cymma
[®]
2:3 TA He npumeHaeTca foposas cymma lopoBas cymma
o
o
™
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MHOE, HE YKA3AHHOE BbILLIE - B cnyyae, ecnv MHGopmaLms He MOXKeT 6bITb pacKpbiTa Ha UHAMBUAYANbHOM OCHOBE Ha 3aKOHHbIX OCHOBAHUAX
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OBLLLEE PACKPbITUE
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[MpunnoxkeHne 3 Bonpocbl 1 OTBETbI
K KogeKcy Hagnexauwen npaktmku AMOT]

1. Kaxkoso Ha3Ha4YeHUe Me4YamHbiX PEeKAAMHbIX Mamepuasnos u HanomuHarowel peKﬂGMbl? B uem
cocmoum pasHuya Me)+(0y nev4YamdoimMm PeKaAamMHbIM mamepuasiom u HanomuHarowel peKﬂOMOﬁ?

CornacHo KogeKcy Hagneskauwei npaktmkm AM®I HanomuHalowan pexkaama aBAseTca pasHOBUAHOCTbIO
MeyaTHbIX PEKIaMHbIX MaTep1asos.

MeyaTHbIN pekNamHbI MaTepuan AnA CNeuManncToB 34paBoOXPaHeHWsA, KaKk yKasaHo B n. 3.2.1., u ans
HaceneHws, KaKk yKasaHo B n. 4.2.1., - 3To maTepuan, COAEPKALLMIN AOCTOBEPHYIO U MOJHYIO MHbOPMaLUiO,
KOTOpas B COBOKYMHOCTU [AaeT BO3MOMHOCTb CMeUManncTy 34paBOOXpPaHeHWs WAu noTpebutento
(naumeHTy) (818 NocnefHUxX - Tonbko nNo 6espeuenTypHbIM GapMaLEeBTUHECKMM NPOAYKTaM) MOAy4UTb
npeacraBaeHne o CBOMCTBaxX papmaL,eBTUHECKOro NPOoAyKTa B paMKax 3aperncTpMpoBaHHbIX NOKa3aHui K
MeAVLUMHCKOMY NPUMEHeHWo. B TakMx maTepuanax [AO/MKHA  codepiKatbca  WUHopmaums,
cooTBeTCTBYlOLWan TpeboBaHuam . 3.2.1. n 4.2.1. KoaeKca, a Takke PeaepanbHOro 3akoHa «O pekname»
COOTBETCTBEHHO.

B cBoto ouepeapb, HANOMUHAOLLLEAA PeKaama ANA CNeLManncToB 34paBOOXPaHEHMA, KaK YKaszaHo B n. 3.2.2.,
1 ans notpebuteneit (NaLmMeHToB), Kak yKasaHo B n. 4.2.2. (4na nocnefHUX - TONbKO No bespeLenTypHbIM
bapmaLeBTUYECKMM NPOAYKTaM) - 3TO MaTepuan, CoAepMKalMin MUHUMANbHyO WHbOpMaLuMio B
COOTBETCTBUM C TpeboBaHuaAMM DepepanbHOro 3akoHa «O pekname», ¢ 06A3aTeNbHbIM yKasaHUMEM O
HEeO6XOAMMOCTU O3HAKOMEHUSA C WHCTPYKUMEN MO NPUMEHEHUIO /IMBO MOJyYeHUA KOHCY/NbTaumu
cneumanncTa 34paBooxpaHeHusa. MHPopmauma, Coaep)Kallasca B HaNMOMUHAIOLLEN peklame, MOXKeT
BK/AOYaTb B cebs HammeHoBaHMe dapmaueBTMYECKOro NpoayKTa (Toprosoe HavmeHoBaHuWe) u/uau
KPaTKyl0 MHPOPMALMIO, UMEIOLLYIO UCKOUYUTENBHYIO Lie/Ib HAMOMHUTL O papMaL,EeBTUHECKOM NPOAYKTe,
TaKylo KaK c/ioraH u/mMan Knouesoe KOPoTKoe coobuieHne. O4HaKOo yKasaHHas MHGopmaumsa He A0/KHa
HW B KakoW dpopme nobyxAaaTb K HA3HAYEHUIO UM NPUOBPETEHUIO NPOAYKTA - HX NPAMO, HU KOCBEHHO,
Hanpumep, yKasblBas Ha ero npeumylecrtsa. MobyxaeHne K Ha3HaAYeHUI0 HEeYMEeCTHO B OTCyTCTBUE
HeobxoaMMOlW MHOOPMaLUMM O MNPOAYKTE, KOTOpas B HAMOMMHAMOWEW peksame OTCyTCTBYeET.
CoOTBETCTBEHHO, HANMOMWHAOWAsA peKnaMa MOXKeT ObiTb pasmMelleHa WCKAIUYUTENbHO B MecTe, rae
cneumanncT 34paBooXpaHeHUs Uamn NoTpebuTesib MOryT IeTKO NOAYYUTb AOMONHUTENbHYIO MHPOPMALLMIO
O MpOAYyKTe, Hampumep, B MOMELLEHUAX anTeK M Ha cTeHAax $apmMaueBTUYECKMX KOMMAHWM Ha
CMeumann3npoBaHHbIX BbICTaBKax, KOHrpeccax U KoHbepeHLUaAX.

Hanpumep, Takne BUAbI PEKAAMHbIX MaTepuanos, Kak wendtokep, Bobaep, 06bIMHO MCMOAb3yeMble B
anTeyHblX YYPENKAEHWUAX WM pasMellaemble B HEemocpeacTBEHHOW 6/M30CTM OT  6e3peuenTypHbIX
bapmaL,eBTUYECKMX NPOAYKTOB, MOTYT BbITb OTHECEHbI K HANOMMUHAIOWEN PeKname 1 XapaKTepusytoTcs B
TOM YMC/Ie TEM, YTO B MECTE MX pa3MeLLLeHNs NoTpebuTeb (NauMeHT) UMeeT MPAMOM AOCTYN K MHCTPYKLMM
No NPUMEHEHMIO IMBO MMEeeT BO3MOMKHOCTb MONYYUTb KOHCYAbTaUMio MpoBu3opa/dapmauesTa
OTHOCMUTE/IbHO CBOMCTB 6e3peLenTypHOro papmaleBTMYecKoro NpoaykKra.

2. Ymo nodpazymesaem coboli noHamue «Bbl800 apmayesmuyeckozo MpodyKkma HA PbIHOK» 8
noonyHkme 6.2.3. Hacmosauje2o Kodekca?
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[na uenelt nyHkTa 6.2.3. HacToAwero Kogekca BbiBoA, papMaLLeBTUHECKOTO NPOAYKTa Ha PbIHOK - NepBble
Aevictena dapmaL,eBTUYECKOW KOMMNaHWKM nocae permcTpaumn GpapmaleBTUyeckoro npoaykra Uamn ero
HOBOrO TMOKasaHWA K NPUMeHeHWI0 Ha Tepputopun PP no WHPOPMMPOBaHMIO CcheuManmcTos
3/paBoOXpaHEHNA W/unnu notpebuteneit o bespeuenTypHom dapmaLeBTUHECKOM NpoayKTe. Mpumep
TaKWX [EUCTBUI - «IOHY» NpofyKTa / HOBOro MOKasaHWA WM Aata BBOAA MNEepBOM cepuu
dapmaL,eBTMHECKOrO NPOAYKTa B rpaXKAaHCKMii 060poT Ha TeppuTopun Poccuiickoit Pepepaumu.

Mpu 3tom 06pasubl GpapMaueBTUYECKMX NPOAYKTOB MOryT 6biTb MNpeaoCcTaBiaeHbl HEKOMMEPYECKUM
MeAMLMHCKMM OpraHM3aumsam B Clyyae, ec/iv HOBOe NoKasaHMe 3aperncTpupoBaHo 41 IedeHns apyroi
HO30M0rM4Yeckomn eguHuupl (cornacHo MKB) nav 3abonesaHus B Apyroi TepanesTMyeckon obnactu, uam
TaK¥Ke Hanpas/ieHO Ha fleyeHue onpeaenéHHbIX rPynn MauueHToB (Hanpumep, AeTel, NauuMeHToB C
HapylweHnem GyHKLMKU MoYeK UaM nedeHun v T.4.). OgHaKo, B TO Ke Bpems, U3MEHEHMe MOoKasaHui B
pamkax cTeneHu u/uam ctagmv BbliPakeHHOCTM 3a60/1€BaHMA He MOMKET CYMTATbCA OCHOBaHWMEM AR
pasaayn 06pasLoB.

OfHOBPEMEHHO C 3TUM, M3MeHeHue (OPMbl BbIMYCKA MOXET ABAATHCA AOCTaTOMHbIM OCHOBaHWEM
WCKNIOYNTE/IHO B C/ly4ae, eCNU TaKoe M3MEHEHWEe MPUMBOAMT K CYLLECTBEHHOMY M3MeHeHWIo cnocoba
BBEAEHWUA JIEKAPCTBEHHOrO npenapaTta. Hanpumep, K nepopanbHomy crnocoby gobasnsercs
napeHTepasbHblii  CNOCO6 BBEAEHWA JIEKAPCTBEHHOrO npenapaTta. Takum o06pasom, chneuuanuct
34paBOOXPAHEHMA NONYYAET BO3MOMKHOCTb MOJYYUTb HOBbIM OMbIT NpUMeHeHua dapmaLeBTUHEeCcKoro
NPOAYKTa NPU 03HAKOMEHUU C HUM.

3. Ymo noHumaemcs nod mepmuHoOMm «pasymMHsle npedesnsi» 8 noonyHkme 3.3.6. Kodekca Hadnexcauweli
npakmuku AM®[1?

[Ons ueneit nognyHkTa 3.3.6. HacToAwero Kofdekca noa TEPMUHOM «pasyMHble Npesesnbl» NOHUMAEeTCs
CpeAHAA CTOMMOCTb MWUTaHMA HA NOJOOHLIX MeponpUATUAX (C YyY4ETOM WX NPOAOIKUTENBHOCTU W
KO/IMYECTBa Y4aCTHUKOB), MPOBOAUMbIX GapMaLLeBTUMECKUMU KOMMAHUSAMU B KOHKPETHOM PErMOHE UK B
LesIoM Mo cTpaHe. BHYTPEHHUMW JOKYMEeHTamMU KomnaHuit-4neHoB AM®I f01KHbI bbiTb YCTaHOBNEHbI
KOHKPEeTHbIE IMMUTbI CTOMMOCTMH.

4. [lonycmumo au HaHeceHue /1020munos KoOMmnaHul, mopaosbix HauUMeHo8aHUl (apmayesmuyecKux
npodykmos u Opyaux KOMMOHEHMO8 MpodyKmosoz2o bpeHOa apmayesmuyeckoli KOMMAHUU Ha
KaHUenapckue npuHadsnexHocmu, npedocmassaeHue KOMopbiX HA Mepornpusmusx oonyckaemcs
noonyHkmom 3.3.6. Kodekca Hadnexcaweli npakmuku AM®[1?

B pamKkax MeponpuaTUi AOMyCKaeTca MNpeAoCcTaBNeHMe KaHUENAPCKUX MNPUHALIENHOCTEN (py4KM,
6/710KHOTbI, KapaHA4almn) He3HAUYMTEIbHOM CTOMMOCTU AJ1A COCTaBJEHUA KOHCMEKTOB, BeAeHMA 3anucei
TONbKO MPMW YCNOBMM, YTO Ha YKa3aHHbIE KaHLENAPCKME MPUHALNENKHOCTU He HaHEeCeHbl JIoroTunbl
bapMaLeBTUYECKMX KOMMaHWIA, TOProBble HavMeHOBaHWA apMaueBTUYECKMX MPOAYKTOB M Apyrue
KOMMOHEHTbI NPoAyKToBoro 6peHaa dapmMaLeBTMYECKON KOMMNAHUN.

MprmeyaHune: gaHHble orpaHUYeHnsa BCTynuau B cuny ¢ 1 aveapa 2015 .

5. Kak packpeleamos  CIOHCOPCKUE — B83HOCLI,  YM/AaYeHHble MmpemoUum  AUYAM,  MpUuesneyeHHbsIM
opaaHu3ayuel 30pagooxpaHeHus 0418 yenel ope2aHu3ayuu meponpuamus (mexHudeckul opeaHu3amop).
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CornacHo nopnyHKTy 7.3.2. KogeKkca Hagnexallen npaktuku AMO®IM Kateropuu nepefay LEeHHOCTEN,
OCYLLEeCTBASAIGMbIX B MNOJIb3y OPraHM3aLMil 34paBOOXPaHEHWs, BK/OYalOT B cebs, NomMMo npouero,
NMOKpPbITUE PAcX0A0B, CBA3AHHbIX C MPOBEAEHNEM MepPOnpPUATUI, OCYLLLECTBIAEMOE NOCPEACTBOM TPETbUX
Ny, BK/IKOYaA CMNOHCOPCKWe cornaweHuna C TpeTbumn Anuamum, npuBaedYeHHbIMMU OpraHunsauuammn
30paBOOXPAHEHUA AN  Lefel opraHusaumm meponpusaTtua. [oHATME «nepefaya LeHHoCTeny,
yCTaHoBNeHHOe KoaeKcom, MOMUMO NPAMOW Nepesayn, BKAOYaeT B ceba TaKKe nepepayy LeHHocTel (B
bopme feHEKHbIX CPEACTB UM B HAaTYpPasibHOM BblPasKeHWM) TPETbUM IMLAM, ECZIM KOMMAHUA 3HAET UK
MOXET aeHTUMLMPOBaTb OPraHM3aLMIO 340aBOOXPAHEHMUA, KOTopas ABAAeTca beHedULMapom, To ecTb
NoJly4aeT BbIroAy B pesynbTaTe TakoW nepesayn LeHHOCTeN.

Takrm 06pasom, Npy HasHAUYEHUM TEXHMYECKOrO OpraHM3aTopa OpraHu3aumen 34paBooXpaHeHus, Takoi
TEXHUYECKUIA OpraHM3aTop Ha NOJyYeHHble OT CMOHCOPOB B3HOCHI OPraHM3yeT MeponpuaTUe A U Nog,
KOHTPO/MIEM OpraHM3aLMu 34paBOOXPAHEHMA. YMAayeHHbld emy CMNOHCOPCKMIA B3HOC MOANENKMT
PacKpbITUIO KaKk nepejada LEHHOCTEW, OCYLEeCTBNEHHAA B MOJIb3y COOTBETCTBYIOLWEN OpraHM3aumm
34paBOOXPaHEHNs, HA3HAUMBLIEN AAHHOTO TEXHMYECKOro opraHusatopa. Tak Kak nepegada ueHHocTeln
MOMKET OCYLLECTBAATLCA B HATypaNbHOM BbIPAKEHWUM, PACKPbITUE TaKoW MepesadyM He O3HaYaeT, 4To
opraHusaumMa 34paBOOXPAHEHMS [AO/KHA MOAYYUTb [AEHENHble CPeacTBa 4Yepe3 TEeXHUYECKoro
opraHusaTtopa. LleHHOCTM B HaTypasibHOM BblpaXKEHUM MOTyT ObiTb MNPEAOCTABAEHbl TEXHUYECKUM
OpraHM3aTopoM OpraHvM3auuM 34paBOOXPAHEHMA MyTeM apeHabl MOMELEHUA A48 NpoBeAeHUs
MEpPONPUATUA UM MHbIX PACXOA0B Ha MEPONPUATUE B MHTEPECAX OpraHM3aLMm 34PaBOOXPaHEHMA.

Mpy 3TOM NPABOOTHOLIEHUA MEXAY OpraHW3auuMei 34paBOOXPaHEHUA U TEXHUYECKUM OpraHW3aTopom
JOMKHbI 6bITb MOATBEPKAEHbI [OKYMEHTA/NbHO, HanpuMmep, B TPEXCTOPOHHEM COrNaleHun (mexkay
KOMMNaHWel, TexXHUYEeCKMM OpraHMsaTopoM W oOpraHusauuein 3apaBooxpaHeHus). Ecan KomnaHua
3aK/0YaET CMOHCOPCKOE COr/ALLEHME TObKO C TEXHUYECKUM OPraHM3aToOpOM, B3aMMOOTHOLLEHWUSA MEXAy
TEXHWUYECKMM OPraHM3aTopoM W OpraHu3auveit 34paBoOOXpPaHEHUA (€CAM OHM UMEKOT MECTO) AOJ/IKHbI
MOACHATLCA YCIOBUAMM CNOHCOPCKOTO COMNALLIEHNUA MEXAY KOMMNaHWEN U TEXHUYECKMM OPraH13aTopom, a
TaKKe [OKYMEHTamMW, MUCXOAALWMMM OT OpraHM3auMu 34paBOOXPaHeHus (Hanpumep, MUCbMOM
opraHu3aumm 34paBooXpaHeHus).

6. Kak packpbisame nepedady UYeHHocmeli HECKOAbKUM — Op2aHU3AUUAM  30pas8o0oXpaHeHUs,
HA3HAYUBWUM 00HO020 MEXHUYECKO20 0p2aHU3amopa Meponpuamus?

JlaHHOe pacKpbITUe AONKHO OCYLLEeCTBAATLCA C y4eTOM d)aKTVI'-IeCKVIX O6CTOHTeI'IbCTB, noaTBepPXKAEHHbIX
LOKyMeHTanbHo. TOYHOe pacnpeaeneHue nepegaym LleHHOCTel B NoNb3y OpraHnU3auun 34paBOOXPaHEHNA
MOXeT bbITb onpegeneHo B CNOHCOPCKOM cornalleHun mam B O(bMLIMa!'IbHOl‘/II nepenunucke C¢ gaHHbIMK
opraHusaumamu. MNpuHUMNBl U MeToabl, UCNOo/b3yemMble MpPU MNOArOTOBKE K PACKPbITUIO, BKAKOYaA
ocobeHHOCTH pacnpegeneHnAa nepegayu LeHHoCTel B nonb3y KaXKoou n3 opraHmsau,Mﬁ 34PaBOOXpPaHeEHUA
B COOTBETCTBUMN C KOAEKCOM HaanerKallen NPAKTUKU O01KHbI 6bITb AOKYMEHTAa/IbHO 3a¢MKCVIpoBaHbI u
MOryT 6bITb 0I'Iy6l'll4KOBaHbI B COI'IpOBO,CI,VITeﬂbHOl’I 3annCKe KOMMaHWEeN ¢ KPaTKMM ONUCaHUEM TaKUX
MeTOoAMK.

7. Ymo noHumaemcsa nod «udeHmuguyupyemsiM noaydyamenem» 8 coomeemcmauu ¢ noornyHKMom
7.3.1. Kodekca Hadnexcaweli npakmuxku AM®[] npumeHumenbHO K 0peaHU3ayuu 30pasooxpaHeHus ?

KomnaHuu po/mkHbl y6eamnTbes, Yyto opraHusauma 34paBOOXPAHEHMA, B YblD MO/b3Y OCYLLECTBAAETCA
nepegada LUEHHOCTeW, onpegeneHa TakMM o6pa3om, uTobbl He OCTaBaNOCb COMHEHWI MO MOBOAY
naeHTUOUKALMM AaHHON OpraHu3aLmm.
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C NpaKTUYECKON TOUKM 3PEHWUA BO3MOMKHbI CUTYaLMK, KOFAA KOMMNAHUA YNaaumMBaeT CMOHCOPCKUIA B3HOC
WLy, CaMOCTOATE/NIbHO OPraHM30BbLIBAOLWEMY MepOonpuATMe, He ABAAIOWEMYCA OpraHusauuein
3paBOOXPAHEHUA U He AEUCTBYIOWEMY B KayecTBe MocpefHWKa. B nogobHom ciydae oTcyTcTByeT
BO3MOXXHOCTb ONpesenuTb KaKylo-1Mbo OpraHM3auuio 34paBOOXPAHEHWA B KayecTBe MosyyaTtens
LLeHHOCTel 1, COOTBETCTBEHHO, PacKpbITUe He TpebyeTca. Ecam TpeTbe AWLO HAa3HAYeHO opraHusaumen
34paBOOXpaHEHUs U AelcTBYeT GaKTUYECKM B KauecTse NocpeaHuKa, To ynaayeHHble eMy CNOHCOPCKUe
B3HOCbI NOANAAAIOT NOA TPEB6OBAHMA PACKPbITUA.

Y106bl M36eaTb COMHEHWI O CTaTyce AMua, MONYYalOWEro CMOHCOPCKMI B3HOC, uUesnecoobpasHo
Pa3bACHUTL €ro CTaTyC U B3aMMOOTHOLIEHWA C OpraHM3aLMei 34paBooXpaHeHns (eCaM OHWM UMEIOT MecTo)
B CMOHCOPCKOM cor/alweHuun. MNpu 3ToM AaHHOe pasbsCHeHWEe A0/MKHO 6biTb MOATBEPXKAEHO Camoi
opraHusaumeit 34paBOOXPaHEHUA MyTeM MNOANMCAHMA CMOHCOPCKOrO COrnaleHus (ecam oHo ABaseTca
TPEXCTOPOHHUM), NMM60 B OTAENBHOM AOKYMEHTE (HanprMmep, MMCbMO OpraHM3aLum 34paBoOXpaHeHus).

8. [onycmumo nu pacnpocmpaHeHue UHGOPMAYUOHHbIX MAMepuasos, COOepHaujux UHGHOPMayuw o
CKUOOYHbIX MPO2PaMMax hapmayesmu4eckoli KOMMAHUU, HAMpPaesaeHHbIX HA CHUXEeHUE CMOUMOCMU KaK
peuyenmypHo20, mak u 6espeyenmypHo20 Gapmayesmu4eckoeo npodykma 0aa nayueHma (danee-
Mpoepammel), 8 coomeemcmauu ¢ nodnyHKmMom 6.5.3. Kodekca Hadnexcaweli npakmuku AM®[1?

Mpw pacnpoctpaHeHUN MHGOPMALMOHHBIX MaTepmanos o MNporpammax Yepes anTeyHble OpraHu3aLmmn gna
nauMeHToB QapmaleBTMUYECKO KOMNaHMen WAM NpuUBAEeYEeHHbIM dapmaLeBTUYECKOMW KomMMaHuen
TPETbUM NULOM [O0MKEH ObiTb 3aKItOYeH [OroBOp WCKAOUMTENbHO C COOTBETCTBYHOLWEW anTevyHoM
opraHusaumer nNpu ycnosuu cobntofeHUsa NONOXKEHUN AENCTBYIOWEro 3aKkoHoaaTenbcTBa Poccuiickomn
depepaumn n Kogekca Hagnexalwen npaktmkn AMOn.

BosHarpaxkaeHwue anTeyHom OpraHnsaumMn He AOO0MKHO 3aBUCETb OT KOJIMYECTBa pPacCnpoCTpaHAEeMbIX
MaTepnanoB U UX COCTaBHbIX yacTei.

Matepuanbl  Mporpammbl  He A0/KHbI  6biTb  HanpasieHbl Ha MPUBAEYEHWE BHUMaHMA K
bapmaLeBTUYECKOMY NPOAYKTY, OTNYCKAaeMOMy MO peuenTy Bpada, GOPMMPOBaHME MM NoAAEPIHKaHUE
MHTEpeca K HEMY 1 ero NPOoABUMKEHME Ha PbIHKE, B TOM YMC/e HE 4OMYCKAEeTCA UCMOJ/Ib30BaHME PeKNaMHbIX
CNOraHOB  KOMMaHMWU-NPOU3BOAMUTENA, NOroTMNa GapMaLeBTMYECKOrO MNPOAYKTa, a TaKKe aApyrux
KOMMOHEHTOB NPOAYKTOBOro BpeHaa.

B cnyyae ecnim matepuansl MporpamMmbl OTHOCATCA K GapmaLeBTUHECKOMY NPOAYKTY, OTNyCKaemomy no
peuenTty Bpaya, GapmaLueBTMYeckas KomnaHua obssaHa obecneuntb, YTobbl TakMe maTepuanbl MOMM
6bITb NPEAOCTaBAEHbI UCKNOUUTEILHO NPU NPeabABAEHUN peLenTa.

PacnpocTtpaHeHne MHPOPMALMOHHBIX MaTepuanoB o lporpammax uyepes Bpayeit A7 NALMEHTOB He
[onycKaeTcs.

9. Kakoe meponpusmue MOXHO cHUmMame Hay4YyHbIM Mepornpuamuem 8 COOM8emcmauu ¢ MoornyHKMom
3.3.3. Kodekca Hadnexcaweli npakmuxku AM®[T?

Llenbio npoBeAeHWA Hay4yHOro MeponpuATUA ABNAeTcA MHGOPMMPOBAHME HayyHoro coobliecTBa O
OOCTMKEHWUAX B 06/1aCTM  MeAWUMHbI, AMArHOCTUKM, NPOPUAAKTUKM U JleYeHUA onpeaeneHHbIX
3abonesBaHuii, a TakKe B 0BNacTM Hay4yHbIX UCCnefoBaHWUM HOBbLIX (apMaLLeBTUYECKUX MPOAYKTOB U
BO3MOXHOCTEN UX NPUMEHEHUA.

HayuHoe MmeponpuATME MOXKET MpPeAcTaBaATb CO60M  MeXAyHapOAHbIA/HALMOHANbHBIA  HAy4YHbIN
KOHrpecc/KoHdepeHLumio, OpraHM30BaHHbI npodeccnoHanbHbIMM MEANUMHCKMMM
accoumaumaMu/HaydHbIMKM  COOBLIECTBaMM, @ TaKKe HayyHbli  CMMMNO3MYM, OPraHWM30BaHHbIN
dapmaueBTMYECKO KOMMaHWeW B pamKax BbllWeyKasaHHbIX meponpuaTuii. CTaTyc Meponpuatua
(MeXAyHapoAHbIN, C MeXAYHAPOAHbBIM YYACTUEM, HALLMOHAbHBIN) AO/IKEH BbITb OTPANKEH B NpOrpamme.

48



MeponpuaTme ABASETCA AEUCTBUTENbHO MEXKAYHAPOAHbIM Hay4YHbIM MEPONPUATUEM, ECW €ro Leblo
ABNAETCA OBMEH MEXAYHAapPOAHbIM HayYHbIM OMbITOM M MEXAYHAPOAHOW MNPAKTUKOM MNpUMEHEHUA
MHHOBALMOHHbIX METOL,0B IEYEHNA CNELMANUCTAMM U3 PA3HbIX CTPAH.

HayuHoe meponpusaTue, noadep:kuaemoe GapmalLeBTUYECKOW KOMMNaHWel (CMMMNO3Mym B pamkax
KoHdepeHuMn/KoHrpecca), AO/MKHO 6biTb  OPraHM30BaHO W KOHTPO/IMPOBATLCA  MeAMLMHCKUM
noapasfieneHMemM KOMMNaHUWM, a €ero CcopepXaHue [OMKHO 6biTb 0f06peHo  YNOJHOMOYEHHbIM
COTPYAHVKOM MeAMUUMHCKON GYHKLMM HA TIOKaNbHOM UK TNo6asibHOM ypOBHE (Hanpumep, MeaULUHCKUM
AVPEKTOPOM  MpPeACTaBUTENIbCTBA  KOMMAHUM/TN06anbHbIM - MEAULMHCKUM  AMpeKTopom). HayyHoe
MEepOonpUATAE LONKHO NPOBOAUTLCA WUCKIIOUMTENbHO AR CNeuuanvcToB 34paBooxpaHeHus. B pamkax
Hay4YHOro MeponpUATUA AO/KHA BbITb NPeaycMoTpeHa 06sa3aTesibHan PerncTpaLma y4acTHUKOB.

daKkT noandeprKKM HaydyHoro meponpuatus $apmaleBTUYECKOW KOMMNaHWen [Ao/MmKeH ObiTb pacKpbIT
OpraHu3aTopom U/MAM NULOM, NPEACTaBAAWMM HayyHylo MHbOOPMauUMI0O B pPaMKax Hay4yHOro
MeponpuaTUs.

B KauecTBe /ML, NPEACTaBAAIOWMX B PaMKax HAyYHOro MEepOMNPUATUA HayuyHylo WHbOPMaLMIo,
OTHOCALLYIOCA K He3aperMcTpupoBaHHOMY apMaueBTUYECKOMY MPOAYKTY M/Man MHbOpMauMio BHe
3aperncTpupoBaHHoOn B PO MHCTPYKUMM NO MEAMUMHCKOMY MPUMEHEHMIO, U/UAN OTHOCALLYHCA K
YTBEPKAEHHBIM  YCTAHOB/JIEHHbIM  06Pa3oM  MEXAYHApPOAHbIM/HALMOHANBHBIM  KAMHUYECKUM
peKkomeHAauMAM, MOTyT 6biTb NPUBAEYEHDBI UCKAOUUTESIbHO:

B CoTpYAHWKM MEAMLIMHCKOrO OTAeNa KOMMNaHWUK;

| VI/VIHVI nccnenosatenin, KOtopble NpUHUMaAn yy4yactme B UccnenoBaHuun, AaHHble O
KOTOPOM NPeAcCTaBAAKTCA B PaMKaX Hay4HOIro meponpuAaTua;

| WU/MAN  [OKNAAYMKKM, KOTOpble ABAAIOTCA Beaywymu chneuuanuctamm B obnactu
NleveHmns gaHHoro 3aboneBaHus.
*MNpeacTtasneHne nHGoOPMaLMKM Ha PA3ANYHBIX MEPONPUATMAX B PaMKax MaaHa rno PacKpbITUIO AaHHbIX
K/IMHUYECKMX UCCIeA0BaHNIA He ABAAETCA NPeAMEeTOM PAaCCMOTPEHMA JaHHOMO AOKYMEHTa.

10. Tpebyemcsa nu yKazaHue HAUMEHOBAHUA hapmayesmu4eckoli KOMIaHUU npu npedocmasaeHuu
wupoKoli obujecmeeHHocmu UHgopmayuu o 3a6071e8aHUAX, UX MPOPUAGKMUKe U se4YeHuu 8
coomeemcmeuu ¢ n. 2.6. Kodekca Hadnexcawel npakmuku AM®I e caydyae, ecau makoe yKazaHue
MoMcem npusecmu K pucky HapyweHuUs noaoxceHuli 3akoHooamenscmaa Pocculickoli ®edepayuu?

B cnyyae, Koe0a yKasaHue HAUMEHOBAHUA apmayesmuyeckoli KOMMNaHUU rpu npeodocmasaeHuu
wupokoli obwjecmeeHHocmu uH@opmayuu o 3a60ae8aHUAX, UX [POGPUAGKMUKE U JeYeHUU 8
coomeemcmeuu c 1. 2.6. Kodekca Hadnexcaweli npakmuku AM®[1 Mmoxcem npusecmu K pucky HapyuweHus
Hopm Odelicmsyrowe2o 3akoHodamenscmea Pocculickoli dedepayuu, apmayesmu4eckas KOMIAHUA
donnHa 8 coomeemcmeuu ¢ mpebosaHuamu Kodekca AM®IT cobawdame npumeHumble HOPMbI
delicmeyrowe2o 3akoHodamenscmaa Pocculickol ®edepayuu.

11. Kakue ycnoeus obmeHa HayyHoli uH@opmayuel, omHocAwelicA K He3apeaucmpuposaHHLIM
hapmayesmuyeckum MpodyKmam u/unu UHGOpMayuu 8He 3ape2ucmpupo8aHHol 8 P® uHcmpyKyuu rno
MeOUUYUHCKOMY MPUMEHEHUIO, 8 PAMKAX HAYYHbIX Meponpuamuli 8 coomeemcmauu ¢ NoAMyHKTOM 3.3.3.
Kodekca Hadnexcaweli npakmuku AM®[1?

11.1 He gonyckaeTca npu ocywecTBAeHMM 0bMeHa Hay4HoW MHbopMaumein 06 nccneaoBaHMAx B 061acTn
MeAMLUMHbI, OUArHOCTUKK, NPOGUNAKTUKN, NeYeHUs onpenesieHHbIX 3ab0seBaHM B pamKax Hay4HbIX
MeponpUATUIA:
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obellaHve Uan NpeanoKeHne NPefoCTaBAeHUA AOCTYNa K HEe3aperncTpMpoBaHHbIM
bapmaLeBTMYeCKMM MpPOAyKTam Komnauuu; ¢GopmupoBaHMe U MNoajepikaHue
UHTEpeca K GapmaLeBTUYECKUM NPOAYKTaM, HanpaB/ieHHbIE Ha UX NMPOABUNKEHME;

MCMONb30BaHWE PEKIAMHbIX MaTepuasioB, OTHOCAWMXCA K dapmaueBTUYeckomy
MPOAYKTY, BKAKOYAnA C/oraHbl, LBeToBble ¢dopmaTbl bpeHaa dapmaueBTUYECcKOro
NPOAYKTa;

nepegada  yd4acTHMKAM  HayyHbIX MEpOMNPUATUIA  MaTepuanos, COAEPMKaLLMX
nHpopmaLmio ) He3aperncTpUpPoBaHHbIX bapmaueBTUYECKUX
NPOAYKTax/He3aperncTpUpoBaHHbIX MOKA3aHUAX K UX MPUMEHEHMUIO;

npoBefeHne HEKOPPEKTHbIX CPAaBHEHWI C CYLLECTBYIOLMMMU METOLAMM eYeHUs npu
OTCYTCTBMM MPAMbIX CPaBHUTENbHbLIX UCCNEA0BAaHWUMN, BKAOYAA HEKOPPEKTHYIO
IKCTPANOMALMIO  AAHHBIX  WCCAEA0BAHWMIA  HA  KAMHWMYECKYID  3PdEKTUBHOCTb
dbapmaueBTUYeCcKoro NpoayKTa;

npeanonoxeHue OTHOCUTENBbHO 3 deKTUBHOCTU " 6esonacHocTH
bapmaLeBTMYecKoro NpoayKkTa y Nonyaauuu nauueHToB, KOTOpas He M3yyanacb B
npeacTaBAfseMOM UCCNEA0BaHNK;

MCNONb30BaHNE B YTBEPNKAEHUAX O KMHUYECKON 3ddeKTMBHOCTU nan 6esonacHocTm
dapmaLeBTUYECKOro MPOoAYKTa AaHHbIX AOKJMHUYECKMX WCCAeA0BaHMI, KoTopble
MOryT 6bITb WMCNONb30BaHbl TO/LKO AN ONUCaHWA (GapMaKoNOrMYyeckux CBOMCTB
dapmaLeBTUYECKOro NpoayKTa.

11.2 UHopmauma, NnpeacTaBNseMan Ha HAYYHHOM MePONPUATUM

11.2.1 NHpopmauma 06 uccnepoBaHnax B 061aCTM MeAUUMHBI, AUArHOCTUKM, NPOGUNAKTUKM, NedeHun
onpeaeneHHbIx 3a601eBaHUi, OTHOCALLAACA K HE3aPErnCTPMPOBaHHOMY dpapMaLLeBTUYECKOMY NPOAYKTY
n/vam nHdopMaLMK, BHE 3aperncTpUpoBaHHOM B P MHCTPYKLMM MO MeAULMHCKOMY NPUMEHEHUIO, 1/Uan
06  yTBEPXKAEHHbIX YCTAaHOBAEHHbIM 06PAa3OM  MeXKAYHAPOAHbIX/HALMOHANBHLIX  KAMHUYECKUX
peKoMeHAALMAX JOKHA COMPOBOXKAATLCA:

OTAENbHBIM CNalA0M UK XOPOLLO YNTAaEeMbIM AWUCKAENMEPOM C NpeaynpexaeHnem
06 oTcyTcTBUM peructpauum B PO;

npeaynpexaeHne o HeobXoAMMOCTM NpPUMEeHATb dapmaleBTUYECKMEe MNPOAYKTbI
TONIbKO B COOTBETCTBUM C 3apPErucTPUPOBAHHOMN MHCTPYKUMEN MO MeAULMHCKOMY
NPUMEHEHUIO;

COOTBETCTBYHIOLLME 3anB/IeHUA 06 OTKa3e OT OTBETCTBEHHOCTU.

11.2.2 NpepocTaBnsemas Ha HayYHOM MEPONPUATUN MHPOPMaLMA [OMKHA BbiTb cbanaHCMpoBaHa MeXAyY
npeacrasieHnem mHbopmaummn o npobneme/3abonesaHmn u MHGopmaumm o pesynbraTax KAMHUYECKUX
nccnenoBaHuin U GopmMUPOBaTh LLESIOCTHYI0 06bEKTUBHYIO KaPTUHY COCTOAHMA CYLLECTBYIOLLMX NOAXOA0B K
NNeYEHUIO, MOXKET BKAIOYATb:

MHpopmaumto o 3abonesBaHuu (BKAKOYAS, B LENAOM, KIAMHWYECKYID KapTUHY
3a60/1€BaHNA, AMATHOCTUKY, NPOrpeccupoBaHune 3ab6onesaHus, STMOOMMIO, NaToreHes
¥ 3NUAEMMONOTUIO);

Tekyliee CcOCTOAHME W NOAXOAbl K Tepanuu (C BO3MOMHbLIM YKasaHWeM Ha
MeXAyHapoaHble\HauMoHaNbHble KAMHUYECKME peKoMeHZaumu; obLenpuHAaTble
NPOTOKO/Ibl BEAEHUA HO30/10TUH);
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B C6anaHcpoBaHHYO MHPOPMALLMIO, OXBATbIBAIOLLYIO CMIEKTP IEKaPCTBEHHbIX CPEACTB,
MCMO/Ib3yeMbIX B TEPANUM 1 3aperncTpUpPoBaHHbIX B CTPAHE;

| O6wenocTynHyo MHGOPMALIMIO O TepaneBTUYECKMX 061acTAX, B KOTOPbIX KOMMaHWUA
NnpoBoOAMT pa3paboTkM M uccnegosaHua 11.3.3 Ob6wue TpeboBaHUA K HayyHOW
MHbOpMaunu;

B PesynbTatbl HayyHbIX WCCNEAOBaHWM [O/KHbI COOTBETCTBOBATH MHQOPMaLMK,
cofeprKaueiica B 0dULMANbHOM UCTOUHUKE UX ONYBNNKOBaHMS;

[ | MpeacTaBieHWe AaHHbIX O KAMHUYECKUX UCCNeL0BAHUAX LO/IKHO COMPOBOXKAATHCA
uHbopmaLmeit o0 au3aiiHe UCCNeL0BAaHMA U UCCNeAyemOoi NONynAuuU NauueHTos,
NPUHUMAIOLMX/MPUHUMABLLNX Yy4acTMe B MccnepoBaHuu. [aHHas wuHdopmaums
OO/MKHa 6biTb MpeacTaBieHa MUMHMMANbHO B PamKax OBCYKAAeMOoro Hay4yHoro
BOMPOCa;

B [laHHble JOK/IMHMYECKMX WMCCNeA0BaHMIA MOTYT 6biTb MCMO/Ib30BaHbI TOMBKO ANA
onucaHusa $apMaKoNorMYecKMX CBOMCTB U He LO/KHbI UCNONb30BaTbCA A/19 BbIBOAOB
0 KAMHWYEeCKol 3pPeKTUBHOCTM Man 6e3onacHocTi GpapmMaLeBTUYECKUX NPOAYKTOB;

B OcywecTsneHne obmeHa HayuyHOM MHPOPMALMEN B pamMKax Hay4HOTrO MeponpUATUA
[OMKHO  COMPOBOMAATbCA  CCbIIKAMM  HA  AaHHble, ONy6/JMKOBaHHble B
CMeLnann3npoBaHHbIX U3JAHUAX;

B YnomuHaHMe  npodyKTa  AOMYCKaeTca  TOMbKO MO MeXAyHapogHomy
HenaTeHTOBaHHOMY HAaUMEHOBAHUIO W HE [LO/MKHO ABNATHCA €AMHCTBEHHON TemMoW
obcyaeHus.

dapmaLeBTMYECKO KOMMAHUK caedyeT NPUAOKUTb BCe yCuausa 4Tobbl npeactaBneHHas nHbopmaums
AaBana caywaTtenam O6beKTUBHYIO KapTUHY O HaydHoW npobneme M oblwmMx nogxodax K Tepanuu.
NHPopmauma ponkHa 6biTb NPaBAMBON, aKTyanbHOW, OOBEKTMBHOM, c6anaHCMPOBAaHHOW W He
NoATasIKMBaTb CAylaTeNeld K WMCNONb30BaHUIO MPOAYKTa BHE 3apPermcTpMpoBaHHOW MHCTPYKUMM MO
MeAMULUHCKOMY NMPUMEHEHMUIO.

12. Kak packpeleaemcs UHOPMayus npu ocyu,ecmeneHuu nodoepiHcku nayueHmcKol opeaHu3ayuu, e
mom 4ucsne ¢puHaHcosol (8 coomeemcmeuu ¢ mpebosaHuamu . 6.4.5. Kodekca Hadnexcawieli npakmuku
AM®)?

Kaxaan KomnaHua A0/1KHA PAacKpbIBaTb CMMCOK NALMEHTCKUX OPraHmn3aLLmii, KOTOPbIM OHa NpeaocTaBaseT
NPAMYIO UM KOCBEHHYIO, GUHAHCOBYIO U/WUAN HEPUHAHCOBYIO MOALEPIKKY UM KOTOPbIX OHA NpUBAEKaeT
no BO3ME3LHbIM AOrOBOPAM.

PackpbiTWe J0MKHO BKAOYATL B ceba onucaHne NoafepKKu/BO3Me3aHOro fLOroBopa, KOTOPOe AO/KHO
6bITb AOCTAaTOYHO MOJIHLIM C Tem, YTobbl y unTatens chpopmupoBanocb npeacrasaeHne o6 obveme u
XapakTepe noanepkku/oorosopa. MonoxeHWs o KOHOUAEHUMANbHOCTU HE LO/IKHbI MPensaTcTBoBaTb
packpbITUiO MHPOPMaLMK B 0b6beMe, NpesyCMOTPEHHOM HacToALMM KogeKcom.

Mommmo HanmeHoBaHms MO 1 xapakTepa NoaaepKu/Bo3Me3AHOro 40roBopa, cieayrowan MHbopmaums
NOAJ/IEKNT PACKPbITHIO:

a. B oTHOWEHUN NoAAEPKKM:

i. Paamep GMHAHCOBOM NOAAEPIKKMN B AEHEKHOM BbIPAXKEHNU;
ii. IpUMeHNTENbHO K HePUHAHCOBO NOAAEPKKE, KOTOPOM HENb3A AAaTb AEHEKHYIO OLLEHKY, ONucaHue
AO/IKHO cofepskaTb MHOOPMaLMIO 0 noayyeHHoi MO Bbiroge.
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b. B OTHOLWEHNM BO3Me3HbIX A0TOBOPOB: 06LaA CyMMa AeHeXHbIX CPeACTB, YNNayeHHbIX B N0/b3y
Kax o u3 M0 33 oTYeTHbIN Nepuoa.

JTa MHbGOPMaLLMA JOMKHA EKEro4HO PACcKPbIBATLCA Ha caliTe KomnaHuu B nepuog ¢ 20 nioHs no 30 uioHs
(Ha HaUMOHANBbHOM MM Ha TN06aNbHOM YPOBHE). KasKapblil OTYETHBIN NEPUOL AOKEH OXBATbLIBATL MONHbIN
KaneHaapHbIi rog,

MeTtogonorua. Kaxpaa KomnaHusa o6na3yeTcA ny6/JMKOBaTb METOZO/OMMIO, WCMOJb30BaHHYO Npwu
NnoAroToBKe PacKpbITUA U onpeaeneHna Noaaep KKU AN BO3Me34HbIX J0roBOPOB.

13. Kakue Kpumepuu caedyem yyumeieame Mpu eelbope mecma nposedeHus meponpuamul,
opaaHu3yembix Uu/unu noddepxcusaembix apmayesmuyeckoli KomnaHuel, 8 coomeemcmeuu C
noonyHkmom 3.3.4. Kodekca Hadnexcaweli npakmuku AM®[1?

Mpu BbIGOpEe NOAXOAAWMX /OKAUMIK WM MECT NpPOBeAeHMA MeponpuUATUA, OpraHW3yembix u/uam
noanep:kmeaembix GapmaLeBTUHECKOW KOMMaHWeK, BHE 3aBUCMMOCTU OT GOPM KX NpoBeAeHUA (OYHBbIN
n/van MbpuaHbIi), cneayeT yunTbiBaTb KOMIMIEKC CAEAYHOWMX HEUCYEPbIBAOLWMX KPUTEPUEB:

1) Jlokayus

1. C TOuYKM 3peHuna reorpaduyeckoro MoNOXKEHUA MeponpuaTUe AO/KHO MPOBOAMTLCA B rOpoge Waun
HaceseHHOM MyHKTE, ABNAIOLMMUCA OBLLENPU3HAHHBIMM HAYYHbIMU, AEN0BbIMWU, PETMOHANbHBIMU UK
aAMUHUCTPATUBHBIMK LEHTPamMu, WAM PALOM C HUMMK, a MNepemelleHne YYaCTHUKOB [OMKHO ObiTb
ONTMMaIbHBIM C TOYKM 3PEHUA JIOTUCTUKM YHAaCTHUKOB (Hanpumep, PermoHasibHbli KOHIPecc He A0/KeH
NPOXoAuTb 3a NpeAenamu PervoHa; Mpu HaauuMM NOAXOAAWMX MAOWAAOK B npefenax roposa
HeZOoNnyCcTMMO NPOoBeAEHNE MEPONPUATUIA 38 FOPOLOM UM B APYFOM HACeNEHHOM MNYyHKTe).

2. JloKauua MeponpuaTMA He 40KHA BbiTb:
a. W3BECTHa MPeAe BCEro KaK KypopTHas JIoKaumMa U/uav NoKaumsa 4na oTAbixa U TYpusma; nam

b. OCHOBHbIM JOCTOMHCTBOM MEPOMPUATUA UAK PACCMATPMBATLCA TaKUM 0Bpasom.
3. B HEKOTOPbIX CY4anX KOMMNAHWUA MOXKET OpraHM30BaTb COBCTBEHHOE MEePONpPUATUE UK NOAAEPIKATb
MEepOnpUATHE, OPraHU3yemoe TPeTbUM JIMLLOM B /IOKALWMK, U3BECTHOM MpexAe BCero, Kak KypopTHas
NOKaUMA U/MAn NoKauma ans oTapixa U TYpr3ma, Npu yCA0BUM, YTO:

a. Meponpuatie opraHW30BaHO ANA YYACTHUKOB, MPOXMBAIOLWMX HEMOCPEACTBEHHO B AAaHHOM
MECTHOCTH, UK

b. MoppepskmBaemoe meponpuaTUE ABNAETCA EKEroAHbIM MEPONPUATUEM HALMOHANbHOIO WMAK
MeXAYHapOo4HOTO YPOBHA, OpraHusyemoe npodeccMoHaNbHOW accoumaument, NPU3HAHHOM Ha
HaUMOHANbHOM UIN MeXAYHAaPOAHOM ypOBHE, 1 NPU 3TOM MeponpuAaTue He NpoBogUTCA B nepuoa
BbICOKOI0 TYPUCTUYECKOTO CE30HA ANA AAHHON MECTHOCTU.

2) Mecmo nposedeHus

B KayecTBe noaxoAALMX MECT NPOBeAEHNA MOTYT paccMaTpmMBaTbCA 6M3HEC-LI,eHprI MU KOHIrpecc-ueHTp.bl,
MegUUUHCKHne u" o6pasoBaTeanble yypexaeHumsa, KOHdJepeHLl,-3a}1bl FOCTUHULY, ©n apyrme MmecCTta,

cnocobCTByIOLLIME AOCTUMKEHMIO AeN10BbIX, 06Pa30BaTE/IbHbLIX M HAYUYHbIX Lenei.
He pgonyckaeTca nposeaeHne MeponpuATHi B:

B DKCTpaBaraHTHbIX MeCTax, KOTopble He CI'IOC06CTByIOT AOCTUXKEHUIO HAY4HbIX U 06pa3OBaTeﬂbeIX
Ll,e}'leVl meponpuAaTuAa (CI'Ia-CaIlOHbI, Ka3nHO, mecCTta peNnUrnosHbIx 06pﬂ,D,OB, mMmysen, ycap,b6b|, napku,
aHrapbl U T. ,Cl,.). Bbl60p 3KCTPaBaraHTHbIX MeCT npeanonaraet npeo6nap,aHV|e pPa3BneKkaTte/sIbHOro
XapaKTepa meponpuAatna, UCKAKYaeT oﬁpaaoBaTeanble, Hay4Hble U ﬂpOd)ECCVIOHal'IbeIe uenn un
XapaKTep meponpuAaTna, KOToOpbiMKU O0/1XKHbI PYKOBOACTBOBATLCA d)apmau,eBTquCKme KOMNaHWu, n B
KOHEYHOM UTOore ymanaet UMNax ¢apMaLl,eBTVI'-IECKOI7I KOMMNaHUW 1 Bcew NHAYCTPpUN.

52



m  Ortensax kateropuu 5* n/unu sbiwe.

B mecrtax, npefHa3HaYeHHbIX UCKNIOYUTENBHO U/UAK B NepByto odepesb ANA OTAbIXa, HE3aBUCUMO OT
KaTeropumn v BUAa, U/Mam KOTopble NO3ULMOHMPYIOT CeHA UCKAOUUTENBHO M/UAK Npexae BCero, Kak
NPOCTPAHCTBO A/1A OTAbIXA, HaNpuUMep, MOCPEeACTBOM XapaKTepHOro BblAeNeHWUA NPeaCcTaBAeHHbIX
aKBa/cna/pasBnekatesibHbIX YCAYr, U/WAnM HEenocpeACTBEHHOTO PACMONOXKEHUA B MecTe, KOTopoe
NPUBNEKAET CBOMM KMBOMWUCHBIM 1€CHBIM/TOPHbIM/CENbCKMM NPOCTPAHCTBOM.

m B Mecrax, accouMMpylOWMXCa B MepByl0 o4yepedb C passieyeHuamun (axT-knyb, mysen, Teatp,
KOHLLePTHbIN 3a/1, KWHOTeaTp, LMPK, MMNOLPOM, TOPrOBO-Pa3BAEKaTENbHbIN LEHTP U T.M.).

3) PasesnexkamesbHbili KOMIOHeHmM

Bpemsa npoBefeHUA MeponpuATUA He [OMKHO COBNajaTb C MEXAYHApOAHbIMU  CMOPTUBHBLIMY,
KY/NIbTYPHBIMW MU pa3BieKaTeNbHbIMU MEPONPUATUAMM NO MECTY U BPEMEHU (Hanpumep, HeJonycTuMo
NPOBOAUTb MEPONPUATUA Ha 06BEKTAX, NPSMO UM KOCBEHHO CMOCOBCTBYIOLLMX Y4acTUIO B CMIOPTUBHOM
WU KYNbTYPHOM MeponpuaTum). Takue CNOPTUBHbIE, KY/IbTYpPHbIE UM Pa3B/ieKaTe/bHble MEPONpPUATUS
He JO/KHbI UCMOb30BATLCA A1 NPUBNEYEHUA YHACTHUKOB Ha MEPONPUATUE UK BOCMIPUHUMATLCA TaKUM
obpasom.

Mpu oueHKe mecTa NpoBeAeHUA MeponpuATUA He06X0AUMO PYKOBOACTBOBATLCA COBOKYMHOCTbIO
YKa3aHHbIX B HACTOALLEM NYHKTE KPUTEPMEB M NPUHUMATL BO BHUMAHUE CAMONO3ULIMOHUPOBaHUE
HenocpeACcTBEHHOM NaoWaaKM (mecta npoBegeHus).

14. Ymo noHumaemca no0 UHEMOPMAYUOHHLIMU MAMeEPUAAAMU «HE3HayumesoHol cmoumocmu»
coenacHo nodnyHkmom 3.6.3. Kodekca Hadnexcawieli npakmuxku AM®[T?

Mop, MHOOPMALMOHHBIMU MaTepuanaMm «HesHauuTeNnbHOM CTOMMOCTU» cornacHo n. 3.6.3. Kogekca
NMOHUMAIOTCA  MaTepuanbl, CBA3aHHble C NPOPECcCUMOHaNbHOW  AEeATEeNIbHOCTbIO  CMeuuanucTa
3/1paBOOXPaAHEHNA, HE MPUHOCALLME JINYHYIO BbIrOAY CMeLManucTy 34paBoOXpaHEHMA U HanpaB/ieHHble
WCKNIOYUTENBHO Ha MOBbIlWEHWEe MNPOPEecCMOHANBbHOIO YPOBHA CMELMannCTOB  34PaBOOXPaHeHus,
KOHKpeTHble A0NYyCTMMble JIMMUTbI CTOMMOCTU KOTOPbIX YCTaHaB/IMBAIOTCA BHYTPEHHUMM JOKYMeHTammn
bapmaL,eBTUYECKOM KOMMNaHWW.

15. Ymo noHumaemcs nod uHcmpykyuel no mMeduyuHCKomMy npumeHeHuto 8 Kodekce Haldnexcawieli
npakmuku?

Mog, VMHCTpyKuMen Mo MeAUMUMHCKOMY MPUMEHEHUIO B HacTosawem KogeKkce Hag/ieskalen MpakTUKy
NMOHUMAIOTCA MHCTPYKLMA N0 MEAULMHCKOMY NPUMEHEHMIO IEKaPCTBEHHOrO Npenapara, yTBep:Kaaemas 8
cooTBeTcTBMM ¢ TpeboBaHMAMM 3aKkoHogaTtesnbctBa Poccuiickon degepauun, a Takxke obuwas
XapaKTePUCTMKA JIeKAapCTBEHHOro Mpenaparta, WMHCTPYKUMA MO MeAULMHCKOMY MPUMEHEHMUIO (IMCTOK-
BK/IaZblW), yTBEpXKAaeMble B COOTBETCTBUM C TpeboBaHMAMM EBPa3niiCKOro SKOHOMMUYECKOTO Coto3a.
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[punoxeHune 4
Bonpocbl n oteeTbl K pasgeny VIl Kogekca
Hagsexalen npaktnkmn AMOr

C 2016 200a mexOyHapoOHbie hapmayesmuyeckue KOMNAaHUU-YaeHbl Accouuayuu mexoyHapoOHbIX
apmayesmuyeckux npouzgodumerneli (AM®[1) 06s3ytomca nybauKkoeame UHPOPMAYUIO O nepedaHHbIX
UEeHHOCMAX 8 110163y CNeyuaauCMo8 U 0p2aHU3ayuli 30pasooXpaHeHus.

OB NHNLUWNATUBE
1. 3a4yem HyxHa ama uHuyuamuea?

B mocneaHune rogpl obwectso yaenset sce 60blie BHUMAHWA B3aMMOAENCTBUIO dapMaL,eBTUYECKOM
WHAYCTPMM CO CNEeLManmMcTamm 1 opraHM3aumamm 34paBooXpaHeHus.

¢apMaLI,eBTVI‘-IECKaFI UHAYCTPUA  CYUTaeT cBoeil  06A3aHHOCTbIO nogaepXumeatb  OTKPbITOe U
,D,06p0COBECTHOE COTPYyAHUYECTBO, AEMOHCTPUPYA CBOKO NMPUBEPXKEHHOCTb NPUHLKUNAM NPO3PaAYHOCTU.
ITO K/It0YEBOW KOMMOHEHT B NOCTPOEHUM NNOA0TBOPHOIO BSaVIMO,D,el)‘ICTBVIH Ha 6naro nauueHToB.

Llenb 0aHHOU uHUYUaMUBLI - CAENaTb 3aKOHHOE B3auMoAencTBue dapmaleBTUYECKMX KOMMAHWA U
MeAMLMHCKOro coobLiecTsa Npo3payHbiM M MOHATHLIM A8 MaLMEHTOB, rOCYAAPCTBEHHbIX CTPYKTYP U
LUMPOKOIM 06LLecTBEHHOCTU. COTPYAHMYECTBO MEXKAY MEANLUHCKMM COOBLLECTBOM U GapMUHAYCTPUEN -
[ABWraTens Nporpecca B MeguumMHe v 34paBo0XPaHEHUN.

MauneHTbl A0NXKHbI 6bITb yBepPEHbl B TOM, YTO 3TN OTHOLWEHWUA HE OKa3blBAalOT B/IMAHUA Ha pelleHUA
Bpaqeﬁ, a CneunanncTbl 34paBOOXPaHEHUA NPU HAa3HAYEHUN NeYEeHUA UCXOOAT TO/IbKO U3 KANMHUYECKUX
AaHHbIX, CBOEro ONblTa U MHTEPECOB NaLMNEHTOB.

3a0a4a - YKpennaTb TakMe 3aKOHHble OTHOLUEeHWA MyTeM MOBbILWEHUA WX MPO3PaYyHOCTM Ha bnaro
nayMeHToB.

2. [loyemy 803HUKAAG UHUYUamusea?

B3aVIMO,CI,eI7ICTBVIe CbapMaLl,eBTVIHECKI/IX KOMMNaHUN U pa60THMKOB 34paBOOXpaHeHNA Bcerga 6bI10
HEO6XO,D,I/IMbIM KaK ANnA 340pOBbA NALUMEHTOB, TaK U ANA Pa3BUTMA HayKu. B TO e Bpemsa cerogHA mbl
MOXeM Ha6}'|l0,ﬂ,aTb, KaK BO3pacTaeT UHTepecC K CylwecTtBsy AaHHbIX OTHOLLEHUI HEe TOJIbKO CO CTOPOHDI
rocy4apCTBeHHbIX OPraHoB, HO U CO CTOPOHDbI OGLI.I,ECTBa. W Te, n gpyrne xotar 6bITb YBEPEHHbIMU, YTO
,D,aHHbIl’I Bna B3al/IMO,EI,el7ICTBl45-I He B/IMAET Ha NPUHATUE BPAYOM peLlleHnAa 06 “cnonb3oBaHUM npenapatos
N MeToaoB neveHnA.

[na yKpenneHus yBepeHHOCTH, YTO MPUHATOE BPaYOM peLleHue ABAAETCA He NPeaB3aTbiM, 06 bEKTUBHbBIM
1 B3BELLEHHbIM, MEXAYHaPOAHOM GpapMaLLeBTUYECKOM MHAYCTPUENR Bblna NPUHATA MHMLMATKLBA - CAENaTb
B3aMMOOTHOWEHNA MeKay GapMaueBTUHECKMMM KOMMAHWAMM UM paboTHMKaMKM 34paBOOXPaHeHMn
MOHATHBIMKU U MPO3PaYHbIMK A41A 06LWeCTBEHHOCTU. MyTb K TOMY, YTOGbI cAenaTb B3aMMOOTHOLIEHUA
OTKPbITBIMU ¥ NPO3PaYHbIMU, ABAANCA 4JIMTE/IbHBIM MPOLECCOM, K KOTOPOMY MOABUI/IN ONpeaeneHHble
W3MEHEHMA B PETYIMPOBAHNM B LLE/IOM.
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Mpexae Bcero, yumTbiBanacb NOTPEOHOCTb CO CTOPOHbI MALMEHTOB, @ TaKXKe U3MEHEHUA PeryaaTOPHOM U
NpaBoBOW cpeAbl B Pa3HbIX CTpaHax, B TOM YMc/e U Ha TeppuTopun Poccuiickot depepaumn. Tak, 8 2012
roay B Poccum Bnepsble Ha 3aKOHOAATE/NIbHOM YPOBHE OblAM BBeAeHbl HOPMbI, YCTaHaBAMBAlOLLME
OorpaHu4yeHnA Ha B3aVIMO,D,eVICTBVIFI mexay (bapmaLI,EBTVNECKVIMVI KOMnNaHunamm wu pa60THMKaMVI
34,paBOOXPAHEHUSA, a TaKXKe TpeboBaHUA O PACKPbLITUKN KOHIMKTA MHTEPECOB MEANLIMHCKMX PAaBOTHUKOB.
Mpouecc packpbITMA MHPOPMaLMKM O Nepesadax LLeHHOCTel ByaeT ABAATLCA IOTMYECKUM NPOLOIKEHUEM
TpeboBaHMI 3aKOHOAATENbCTBA PO.

MoaTBep:KAan NPUBEPKEHHOCTb BbICOKUM 3TUYECKUM cTaHgapTam, AM®I ctana uneHom EBponeiickoi
depepaumn  dapmaLeBTMYECKOM NPOMBbIWAEHHOCTM W accoumaumin  (European Federation of
Pharmaceutical Industries and Associations- EFPIA) 8 2012 rogy. AM®[1 nonHOCTbIO pasgenser no3mumio
EFPIA 0 TOM, UTO cyLecTByeT HEO6XOAMMOCTb HE TONbKO 0becneynTb cobnoAeHe STUYECKUX MPUHLMMNOB
npu B3aumogencTeun GapmaLeBTUUECKMX KOMMNaHU U OBLECTBEHHOCTU, HO U MPO3PaYHOCTb TaKMUX
OTHOLLEHU.

Takum obpasom, AM®I npuHANa pelleHve O BHECEHWU B AeUCTBYOLWMA KoAeKC A0NOAHUTENbHbIX
Tpeb0oBaHWUIA, KaCcaOLMXCA PACKPLITUA MHGOPMALLMM OTHOCUTE/ILHO NMPUPOAbI U YPOBHSA B3aUMOAENCTBUA
bapmaLeBTUYECKMX KOMMAHWIA CO CNELMANUCTaMm U OpraHn3aLmamm 3gpasooxpaHeduns. AMOI oxkugaer,
YTO NPUHATUE AOMONHUTE/BHBIX MEP NPeaoCTaBUT 60/IblIe BO3MOKHOCTEH AnA 06LeCcTBeHHOTo KOHTPOAA
M MNOHUMAHMA CYLLECTBA C/IOMMBLUMXCA B3aMMOOTHOLWIEHWIA, NOBLICUB TEM CambiM AoOBepue
061LecTBEHHOCTH K GpapmaLLeBTUYECKOW MHAYCTPUN.

3. Kakue cmpaHsi noddeprusarom uHuyuamusy?

MHUUMaTMByY packpbiBaTb Nepesayn LLeHHOCTeN B N0/b3y pabOTHMKOB M OpraHM3aLmin 34paBOOXpPaHeHMA
noAAepKMBAOT NpeacTaBuTen GapmaLeBTUHECKON MHAYCTPUM U NPOMBbILLZIEHHbIE aCcCOLMaLMN Kak 13
pasBuUTbIX, TaK U U3 Pa3BMBAIOLLMXCA CTPAH, PACMONOMEHHbIX Ha 5 KOHTUHEHTax 3eMHOro lapa. 3To
CTpaHbl, B KOTOPbIX CyLECcTBYOT coobliecTBa, sABaAllWMecs yneHamu MexayHapoaHoi deaepauum
accoumaumii papmaueBTMUeCcKMX npoussoauTeneit (IFPMA), Bkaloyasa Accoumaumio MeXKAyHapoAHbIX
dapmauesTuyecknx npoussogutenenn (AM®MN) wu EBponeickyio degepaumio dapmaueBTUYECKON
NPOMbILWIEHHOCTU U accoumaumii (EFPIA), o6beamHusluyio 6onee 30 HauMOHaNbHbIX accoumaumii u 40
BeAyWwunx GpapmaLeBTUHECKMX KOMNAHWUIA.

4. Kakue KomnaHuu noddepxcusarom uHuyuamuegy?

[aHHyl0 MHUMUMATMBY MNoAfep)KMBAlOT Bce GdapmaLeBTUYECKME KOMMaHUKM, ABAAKOLWMECA YNeHamu
Accoumaummn mexKayHapoaHbix papmauesTMyeckux npoussoautenei (AM®n). KomnaHun-uneHol AMOI
TBepAo ybexaeHbl: MHULMATMBA PaCcKpbiBaTb AaHHble O nepefayax LeHHocTel byaeT cnocobcTBoBaTh
MOBbILLIEHWIO B3aMMHOMN OTBETCTBEHHOCTUM U 3TUYHOCTU B3aMMOZENCTBUA Mexay papmuHaycTpuen u
MeAULMHCKMM COODLLeCTBOM M B KOHEYHOM cuyeTe OyAeT CAyXWUTb WHTepecam NauMeHTOB M POCTy
B3aMMHOTO [JoOBepuAa B rnasax obuwecrtBa. [na ycnewHoro BOMIOWEHUA B KM3Hb WMHULMATMBBI
npo3payHocTM TpebyeTca NMOHMMaHWE U LUMPOKOE B3aMMOAENCTBME BCEX 3aMHTEPECOBAHHbIX CTOPOH B
MHTEpecax yKpenieHua AoBepua B obllecTBe B LENOM, MeXAy chneuvannuctamu 34paBooXpaHeHus u
dapmaLeBTUYECKOM MHAYCTPUEN, B YAaCTHOCTM.

5. [lpasosas ocHosa 83aumodelicmaus UHOyCmpuu u meduyuHCcKo20 coobuecmea.
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B cOOTBETCTBMM C 3aKOHOA,ATENLCTBOM, PETYIMPYIOLMM B3anmoaencTane papmaLeBTMHECKON MHAYCTPUN
M MeAMUMHCKOro coobLiecTBa, cneuuanncTam 34paBOOXPAaHEHUA He 3anpeleHo y4acTBoBaTb B
nNpodeccMoHanbHbIX  HAy4HbIX  MEpPOMNPUATUAX,  OpraHM3yemblx U (MAM)  CMOHCUMpPyEeMbIX
bapmaLeBTUYECKMMMN KOMMAHUAMM, A CNeLnanmcTam 34,0aBoOOXpaHeHUs, ABNAIOLLMMUCA MEeANLUHCKUMU
paboTHWKamMM, NoyYaTb BO3HArPaXAeHUA No 4OroBOpPam MNpu NPoBeAeHUU KAMHUYECKUX UCCef0BaHNiM
NIEKAPCTBEHHbIX MPenapaToB Ana MeLUUMHCKOTO MPUMEHEHUs, BO3HArpaXKAeHUM, CBA3aHHbIX C
OCYyLLEeCTBNEHUEM MEeAULMHCKUM PabOTHUKOM Neaarornyeckom u (Mam) HaydHol AesTelbHOCTU.

6. Kmo u Kak moxem umeme 0ocmyn K pacKkpbleaemosiM OaHHbIM?

Kaxagas komnaHua-yuneH AM®I pasmecTUT pacKkpbiBaemble JaHHble Ha CBOEM KOPMOpaTMBHOM caiiTe B
OoTKpbITOM foctyne. COOTBETCTBEHHO, YKasaHHaa UWHpopmauua 6yaeT p[ocTynHa A4 LUMPOKOW
06LecTBeHHOCTH.

7. C Kakoeo 200a 6ydem nybaukosameca UHghopmayus o nepedaye yeHHocmel?

Ob6A3aTenbcTBa NO PacKpbITUO MHGOPMALMUM O Nepefaye LEHHOCTeW, NpesycMOTpeHHble rnasoi VIl
Kopekca, BcTynatoT B cuny ¢ 2016 roga (c npesoctaBneHvem gaHHbix 3a 2015 roa). Takum o6pasom,
HaumHas ¢ 2016 roga packpbiTve MHPOPMaLMMN 06 OCYLLECTBNEHHbIX KOMNAHUAMM Nepesaydax LeHHocTen
OOMKHO OCYLLECTBAATLCA KaXKAOW KomnaHuen-uneHom AM®I Ha cBOeM MHTEPHET-CAWTe EXKerogHo B
nepmos ¢ 20 uioHA no 30 WMIOHA, M KaXAbl OTYETHbIM Nepuoa, AO/KEH MOKPbIBaTb MNO/HbIN
npeaLwWwecTBYOWMIA KaNEHOAPHbIN rog,

8. [0e MOXHO 03HaKoMumebcs ¢ onybaukosaHHol uHgopmayueli o nepedaye yeHHocmel?

PackpbiTMe HGOPMaLMM NPOU3BOAMUTCA Ha COOTBETCTBYIOLLEM BEH-CaitTe papmMaLleBTUUECKON KOMNaHWK,
ocywlecTBAAOWEeN nepeaadn LEeHHOCTEN, UM Ha KOPNOPaTUBHOM CaiiTe rpynnbl KOMNAHWIA, B KOTOPYIO
BXOAMT AaHHaA KOMMNaHUA (Mpu OTCYTCTBUM COBCTBEHHOTO CaiiTa).

OBLUME MONOKEHNA PACKPLITUA NHOOPMAL NN

9. Kmo 06s3aH cobawdams mpebosaHus Kodekca o6 obszamesnbsHoli nybaukayuu uHgopmayuu o
nepeodaHHbIX YeHHoCmAx?

Kaxaas dapmavesTmyeckas komnaHua-yneH AM®I obssaHa AOKYMeHTaslbHO 0PpOPMAATL U PACKPbIBATH
MHbOPMaLMIO O Mepefaye LEHHOCTENM, KOTOpble OHa NPOW3BOAMUT, MPAMO WU KOCBEHHO, B MOJb3Y
CrneumanucTa A opraHMsaLmMm 34paBooXpaHeHNa, ABNAIOLMXCA NOYYaTeNAMM YKa3aHHbIX LLEHHOCTEN.

10. Ymo noHumaemcsa nod nepedayeli yeHHocmeli 8 coomsemcmauu ¢ Kooekcom?

Mopa nepepayeit LeHHOCTEN B paMKax AaHHOM MHULMATUBLI MOHMMAETCA NPAMAs UM KOCBEHHan nepesaya
LeHHocTel B popMe AEeHEXKHbIX CPeacTs, B HaTypasbHOM BblpaxkeHUW uau B ntoboi apyroi dopme
ocylulecTBAfemas B Lenax, AONYyCTUMbIX AeiCTBYIOWMM 3aKOHOAATEeNbCTBOM M KofeKcom Hagnexallen
npaktMkn AM®r, B cBA3M ¢ pa3paboTKON M NPOAANKEN UCKAOUYUTENbHO PeLenTypPHbIX 1eKapCTBEHHbIX
npenapaTtoB ANA MeAULMHCKOTO NPUMEHeHMs.

Mpamas nepesaya LEHHOCTEN NPOU3BOAMUTCA GpapMaLLEBTUYECKOM KOMMNAHMEN HENOCPEACTBEHHO B MONb3Y
nosy4artens.

KocseHHaa nepepava Ll,eHHOCTeFI nponssoanTCA OT UMEHU d)apmau,eBTquCKoﬁ KOMNaHun B NOAb3y
nony4vyarena nan yepes nocpegHnKa (Hanpmmep, AreHTCTBO NO OpraHunsaunun MepOﬂpI/IﬂTVII?I) B Cydae, echu
d)apMaLl,eBTVI'-IECKaﬂ KOmMnaHuA 3HaeT nan MOXeT M,Cl,eHTI/Id)I/ILI,VIpOBaTb opraHunsauuo
3,Cl,paBOOXpaHeHVIﬂ/CI'IeLI,VIa}'IVICTa 34P0aBOOXpPaHEeHNA, B MOJIb3y KOTOPbIX OCYyLEeCTBAAETCA nepenada

LleHHoCTeln.
11. Kakue nepedayu yeHHocmeli 00ax1cHbl 6bimb 0nybauUKo8aHbI?

LonxHbl Ny6IMKOBaTbCA Cieaytolme nepesadn LeHHocTel:
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|. ToXepTBOBAaHUA W TPaHTbl, OCYLLECTBASEMble B MO/b3y OPraHM3aumii 34pPaBOOXPAHEHUA U
NoAAEPIKMBAIOIME 34PABOOXPAHEHME, BK/OYAA MOMKEPTBOBAHWMA W [PaHTbl (B AEHENKHOM uam
HaTypanbHOW GOpME) YyYperAeHWAM, OpraHu3auMAM WM accouMauMaMm, COTPYAHMKAMMU KOTOPbIX
ABNAIOTCA CNELMaNNCTbl 34PaBOOXPAHEHUA U (MNKN) KOTOPbIE OKA3bIBAKOT MEAULIMHCKYIO MOMOLLb.

Il. TloKpbITUE PacXofoB, CBA3AHHLIX C MNPOBEAEHWEM MEPONPUATUIA, OCYLLECTBASEMOE MOCPeACTBOM
opraH13aumii 34paBoOXPaHEHNsA AW TPETbUX L, TaKMUX KaK:

- PeructpaunoHHble B3HOCHI.

- CrOHCOPCKME B3HOCbI MO COMMALIEHWUAM C OPraHU3auMAMM 34P0aBOOXPAHEHMA AU C TPETbUMM
NNLAMKM, NPUBAEYEHHbIMM  OpraHusauMent  34pPaBOOXPaHEHUA AnA  Uuenei  opraHusauuu
MeponpuATUS.

- MNpoesga v npoxusaHue.

[ll. Mnatexu 3a OKasaHWe YCAYr WM KOHCY/bTMpoBaHue. Mepedayn UEHHOCTe No A0orosopam Mau
CBA3aHHblE C A0roBopamMu Mexay GapMaueBTUYECKMMU KOMMAaHUAMM W Cleuuanuctamvm  u/vmam
opraHv3auMAMM 34pPaBOOXPAHEHUA, B COOTBETCTBMM C YC/NOBMAMM KOTOPbIX CREUManuctbl u/vam
opraHu3aumMM 34paBOOXPAaHEHWUA OKa3blBalOT Pas/iMuyHble BMAbl YCAYr B MoAb3y dapmaleBTUHecKomn
KOMMaHUK, MM Npoyne Buabl GUHAHCMPOBAHWA, HE OTHOCALUMECA K BbllEyKa3aHHbIM KaTeropusm.
Mnateskm 3a OKasaHMe YCAYr M KOHCY/lbTMPOBaHME C OAHOM CTOPOHbI, M MNepefayn LeHHOCTel,
OTHOCALUMECA K Pacxo4am, COrNacoBaHHbIM B COOTBETCTBMM C [LOrOBOPOM B MNUCbMEHHON dopme,
peryanpyrowmm COOTBETCTBYIOLLYIO AEATeNIbHOCTb, C APYroi CTOPOHbI, AO/KHbI PACKPbIBATbCA ABYMS
OTAENbHLIMU CYMMaMM.

IV. ToKpblTWe pacxoaoBs, CBA3AHHbIX C NpoBeAeHMeM MepOI'IpVIﬂTVIl‘/lI N yd4aCTuem B HUX cneunanncrtos
34PaBOOXpPaHeEHUA:
- PernctpaunoHHble B3HOCHI.

- MNpoesa v nposkunsaHue.

V. T[epenaun LEeHHOCTeN B CBA3W C MPOBEeAEHWEM UCCeA0BaHUI U pa3paboTok.

12. [onxcHa au uHgpopmayua no kaxcool nepedaye yeHHocmell PacKpbIBaMbCA HA UHOUBUOYAAbHOU
0CHOoBe, Mo ecmb, UOeHMUGUUUPYA Kax 0020 0moOesnbHO20 Noay4amens?

NHbopmaLma No Kaxaol nepefaye LLeHHOCTeN AO/KHA PacKpbIBAaTbCA HA UHAMBUAYAbHOM OCHOBE, NPU
ycnoBun cobnogeHns HOpM OeMCTBYIOWEro 3aKOHOAATEeNIbCTBA O 3alUMTe [AaHHbIX, B TOM 4ucne
NepCcoHaNbHbIX AaHHBIX.

B uacTtHocTH, Kaxpas dapmaueBTMYecKas KoMnaHusa o0b6s3aHa Ha MHAMBMAYAbHOW OCHOBE PacKpblBaTb
CYMMbI, OTHOCALLMECA K Nepesaye LeHHOCTEMN, OCYLLECTBASAEMbIX B NO/b3Y CNeLuanmucToB U opraHusaumii
34paBOOXpPaHeHNA MO KaxK4OW KaTeropuu nepefayy LEHHOCTeN, UAEHTUOULMPYA WX KaK Kaxaoro
OTAENbHOTO MoJly4aTens LeHHOCTeN.

McKntoueHme CoCTaBAAIOT Ciedytolme Buapl nepeaad LeHHOCTeN, KOTopble PacKpbIBatoTCA B 06LWeM Buae:
A) nepefauv LEHHOCTEN B CBA3M C NPOBEAEHNEM UCCNeL0BaHUI U pa3paboTok;

B) nepesaun LEHHOCTEW, OCYLLECTBASAEMbIX B MOJb3Yy CMELMaaMCcTOB 34PaBOOXPAHEHMA, B CNyYae ecin
CNeumManucT 34paBoOXPaHEHUA HE Aan MAM OTO3Ban CBOE COr/acvMe Ha PacKpbiTe MHGOpmauuu o
nepegaye LEeHHOCTEN.

B) B MHBIX CNIY4aAX, YCTAHOB/IEHHbIX 3aKOHOATE/IbCTBOM.

13. Kakue nepeday4u yeHHocmel He 00X HbI PACKPbIBAMbCA?
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He noanexat packpblTWio cnepylolive nepefayv LLEHHOCTEW, OCYLLeCTBAEHHble B COOTBETCTBUM C
AeNCTBYIOLWMM 3aKoHOA4aTeIbcTBOM M KofeKcoM Hag/exalel npaktuku AMOn:

1. nepesayn UEHHOCTEW, KOTOPble OTHOCATCA MCKAOUMTENBHO K (GapmaueBTUHECKUM MPOAYKTaM,
oTnyckaembim 6e3 peLenTa Bpaya;

2. nepejayv LUEHHOCTEMN, HE OTHOCALIMECA K YKa3aHHbIM B oTBeTe Ha Bonpoc 11 (oaMHHAALaTb), Takue
KaK:

- U3genus, nonesHble B MEAMLMHCKON NpaKTuKe,
- NUTaHWE N HanWUTKK,

- 06pasubl papmaLeBTUYECKMX NPOAYKTOB, UK
3. nepefayM LEHHOCTEN, NPOM3BOAMMbIE B pPamKax OBbIYHOW [EATeNbHOCTM MO  Kynje-npojare
bapMaLeBTUYECKUX MPOAYKTOB, OCYLLECTBASeMON Mexay GapMaueBTUYeCKMMU KOMMAHUAMU U
opraH13aumMaMm 34paBoOOXPaHEHUsA, COOTBETCTBEHHO.

14. Kak 4yacmo Qoax#HO 0Cyu,ecmenamecs packpsimue uH@popmayuu?

HaunHas ¢ 2016 roga packpbiTve MHGOPMaLMKN AOKHO OCYLLECTB/IATLCA EXKErOAHO, U KasK bl OTYETHbIN
nepuog, A0/IXKeH MOKPbIBaTb NOJHbINA KafeH4apHbI rog,

PackpbiThe MHGOPMaLMU AONKHO OCYLLECTBAATLCA KaXKA0M papmaLeBTUYECKO KOMMAHWEN B TeyeHue 6
(wectn) mecsALEB NO OKOHYaHWM COOTBETCTBYIOLLENO OTYETHOrO NEPUOAA, U PAcKpbiTas Takum obpasom
MHbOPMaLMA AONKHA OCTaBATbCA B OTKPLITOM OCTYNE, Kak MMHUMYM, B TeuyeHue 3 (Tpex) neT nocne ee
NepBOro PacKkpbiTUA 3a UCK/IOYEHUEM C/IYYAEB, KOr4A MHOE MPeaycMOTPEHO HOPMamu AeWCTBYHOLEro
3aKOHOAATE/IbCTBA O 3aLUMTE NEePCOHAsbHbIX AaHHbIX, AW APYTMMU HOPMaMU HaLMOHaNbHOro NpaBa.

15. B kakom sude 6ydym rnipedcmasneHsl OaHHbIE 0 PACKPbIMUKO ?

B uensax obecnedyeHus eaumHoobpasus, packpbitue MHbOpmaumu ByaeT ocywecTsaaTbcA B dpopmare
YHUOULMPOBAHHOMN TabnUbl C OAHOBPEMEHHBIM PasMELLEHUEM COMPOBOAUTE/IbHOM 3aMMUCKU C KPATKUM
OMMUCaHWEM METOLMUKM, UCTMO/Ib30BAHHOM NPU NOATOTOBKE AaHHbIX.

16. B kakoli sastome bydem packpbieamecs UHgopmayus o nepedaye yeHHocmeli?

B cBA3M C Tem, 4To Accoumanma NpeacTaBifeT MHTEPECh! MeXKAYHAPOAHbIX papMaLLeBTUYECKUX KOMMAHWI
Ha TeppuTopun P, OXMAAETCA, YTO KOMMaHUM-YieHbl ByayT PackpbiBaTb MHPOPMALMIO O BbinaaTax B

pybénax. .
MNEPEOAYA LEHHOCTEM B NOJ/1b3Y CNEUMANUCTOB 34PABOOXPAHEHUA

17. Kmo Aasnaemcsa crneyuanucmamu 30pGBOOXpGH€HUﬂ 8 coomeemcmauu ¢ nosoxeHusMmu Kodekca?

CneumanucTbl 34paBOOXPaHEHUs - Bpaun W ApyrMe MeAuuMHCKMe pPaboTHMKKM, pyKoBOAMTENN
MeAMLMHCKUX opraHusaumii, dbapmaueBTMyeckue paboTHWMKKM, BK/IOYAs NPOBM3OPOB U (apmaLesTos,
PYKOBOAWUTENN anTeyHblX OpraHvsauuMii U Apyrve ChneuuanucTtsl, npeameTom npodeccMoHanbHoM
[eATeNbHOCTM KOTOPbIX ABAATCA ¢dapmaueBTUYECKME NPOAYKTbl M KOTOpble B MpoLecce CBOen
npodeccroHanbHoOl AeATENbHOCTU MMEIOT NPaBO Ha3HayaTb, PEKOMeHA0BaTb, NpuobpeTaTb, OTNyCcKaTb
WU NPUMEHATb GpapmaL,eBTUYECKUE NPOSYKTbI.

18. B Kakom nopsAdKe packpelsaromca nepedayu ueHHocmeli 8 Moae3y crneyuaaucmos 30pasoox-
paHeHusa?

Mpu packpbiTuM MHGOPMaLMKM, KacalowWwenca CneumManncToB 34paBOOXPAHEHUA, [aHHblE [OMKHbI
ny6/MKOBaTbCA UCKNOYUTENBHO C COBOAEHNEM HOPM AENCTBYIOLLETO POCCUICKOrO 3aKOHOAATENIbCTBA O

3almnTe nepCoHanbHbIX AadHHbLIX, TO €CTb NPU HAaANM4YMKU COOTBETCTBYHOLLEro MUCbMEHHOro cornacua
cneunanuncTa 34paBooxpaHeHnAa u COGI’IIO,D,EHMM WUHbIX YCTAHOB/IEHHbIX 3aKOHOA4ATE/IbCTBOM ycnosmﬁ.
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PackpbiTve ocyliecTsnseTca B COOTBETCTBUM C GOPMOK, NpUBEAEHHON B MpuaoxeHuu 2 K Koaekcy
Hag/iexalein nNpakTMKu. Mpu oTCYTCTBUM MAKM OT3bIBE COM/IAcUA packpbiTue MHGOPMauMM O nepegade
LLleHHOCTel B N0/1b3y CNeuuanncToB 34paBOOXPaHEHMA AOMKHO OCYLLECTBAATLCA B 0606LeHHOM BUe 6e3
YKa3aHWA KOHKPETHbIX NosyyaTenell LeHHOCTEN.

19. Omkaseleaemca AU KOMMAGHUA OM fPoOOAMEHUA compyoHU4Yecmeda Co Creyuaaucmom
30paBoOXpaHeHUs 8 Cay4ae OmMKa3a C e20 CMOPOHbLI HA rpedocmassaeHue Co2aacusa Ha packpsimue
0aHHbIX 0 nepedave uyeHHocmeli 8 uHOUBUOYasbHOM 8ude C udeHmuguKkayueli KOHKpemHoz20
nonyyamens?

Bonpoc o coTpyaHuyecTse KOMNaHMM CO CNELMANINCTOM 34PaBOOXPaHEHMA B C/ly4ae OTKa3a C ero CTOPOHbI
Ha NpeAoCTaB/ieHWe COMNAacUA Ha PaACKpbiTUE AaHHbIX B WMHAMBUAYa/bHOM BUAE peLllaeTcA KaxKaown
KOMMNaHWel CaMOCTOATENIbHO COMIaCHO BHYTPEHHUM MpaBuaaMm, YTBEPXKAEHHbIM B KOMMNaHUN C y4eTom
HOPM POCCUIMCKOro 3aKOHOAATENbCTBA.

20. Kak packpelieame rnepedady yeHHocmeli 8 csyyde, ecau crieyuanucm 30pasooXpaHeHuUs
npedocmagus cgoe coesacue Ha PAackpsimue uHgopmayuu e 4Yacmu? Hanpumep, 8 cny4yae, ecau
creyuaaucm 30pasooxpaHeHusA Mpedocmasus cgoe cozadacue Ha packpsimue UHGopmayuu no 002080py
OKA3QHUA yCrye U KOHCYbmupo8aHUs, 0OHAKO He 0as coz2acue Ha packpsimue uHgopmayuu o nepedaye
yeHHocmel 8 c8A3U C MpPoe30OM U MPOHUBAHUEM, KOmopas Asndemca Heomvemsaemol 4acmero
dozosopa?

Mpwn 3akilo4eHMM AOorosopa CO CMeuuasMCTOM 34PaBOOXPAHEHUA U MOJIYYEHWU COrNAcMA KOMMaHMA
[0/KHa obecneynTb OTCYTCTBUE ABYCMbICIEHHOCTU UX YCIOBUIA.

OfHaKo ecniv Npu NPUHATAM BCEX HEODXOAUMBIX Mep MoJlyyaTeNb LieHHOCTeN NpeaoCcTaBaseT cornacue
JMLWb B YacTW YC/IOBUI KOHKPETHOro A0roBopa, nepejada LIeHHOCTEW MO COOTBETCTBYIOLWEMY A0roBOPY
[JO/KHa packpbiBaTbcss B 0606WEHHOM BuAEe B COOTBETCTBUMM C TPebOBaHMAMM AENCTBYHOLLErO
3akoHogaTtenbcTea Pd.

PackpbiThe nHbopMaLLMKn B UHAMBUAYAILHOM BUAE O Nepesaye LeHHOCTeN, OTHOCUTE/IbHO KOTOPO 6bl10
NpefoCcTaB/lEHO COracue B YacTW, MOXKET BBECTU B 3abNy:KAeHUE O NPUPOE U YPOBHE B3aMMOAENCTBUA
KOMMaHUW U Nosy4aTens LeHHOCTEN.

21. B cay4yae ecau cneyuaaucm 30pa800OXPAHEHUS A8/19emca UHOUBUOYAbHbIM MPednpuHUMamenem,
mpebyemcsa AU e20 coesnacue Ha packpbimue OaHHbIX O nepedaye yeHHocmeli 8 coomeemcmeuu C
mpebosaHusmu Kodekca?

MoCKoNbKY cneuManncTbl 34pPaBOOXPAaHEHUA, 3aperncTtpupoBaHHble B KayecTBe WHAMBUAYANbHbIX
npe,u,npmemaTeneﬁ, ABNAKOTCA Cy6'beKTaMVI NePCOHaNbHbIX  AOaHHbIX, HeOﬁXO,CI,VIMO nony4yaTtb
cooTBeTCTBYHOLLEE NTUCbMEHHOE Cor/lacuhe Ha o6pa60TKy M PacKpbITUE NepCcOHaNbHbIX 4aHHbIX. Ecnin Takoe
cornacue He 6bi10 NOoNy4YeHOo, pacKkpblTne cnegyeTt oCcyLwecTs/ATbL B 0606IJJ,GHHOM Buae.

NEPEOAYA LLEHHOCTEM B N0O/1b3Y OPTAHU3ALLIUI 3 PABOOXPAHEHMA

22. Kmo asnsemca op2aHU3ayuamu 36pGSOOXpGHeHUﬂ 8 coomsemcmauu ¢ nosnoxeHuUaAMuU Kodekca?

OpraHusauuma 3apasBooxpaHeHus (ans uenei rnasbl VIl HacTosAwero Kogekca) - ntoboe topuanyeckoe amuo
BHE 3aBUCMMOCTM OT ero OpraHv3aLMOHHO-NPaBoBOM GOpPMbl, UHAMBUAYANbHbIE NpeanpuHUMaTeny, (i)
ABNAIOLMECA  OpraHu3auMei  wWAM  accoumauumeit  34paBOOXPAHEHWs, WA MEAULMHCKOMN,
bapmaLeBTUYECKOM, Hay4YHOWN opraHM3aLmel Uan accoumaumei, Hanpumep, 601bHULA, KNWHWUKA, PoHA,
YHUBEPCUTET AU UHble y4ebHble 3aBefeHnA (KpoMe NaLMEHTCKUX OpraHm3aLimit), MeCTO HaxoXKaAeHNe Unn
OCHOBHOE MEeCTO AeATe/IbHOCTM KOTOPbIX Haxogutca B npegenax Poccuiickon Pepepauun, mam (ii)
KOTOpPbIE OKa3blBalOT YC/yrM NOCPEACTBOM OAHOTO Uav 6onee cneumanucTos 34paBoOOXpPaHeHMS;

23. Kak packpeleams  CHOHCOPCKUE 83HOCLI,  YMAQYEHHbIE MmpembUM  AUYaM, MpuesedeHHbIM
opaaHu3ayuel 30pagooxpaHeHus 048 yenel ope2aHu3ayuu meponpuamus (mexHudeckui op2aHu3amop).

59



CornacHo nopnyHKTy 7.3.2. KogeKkca Hagnexallen npaktvuku AMO®IN Kateropuu nepegay LEeHHOCTEN,
OCYLLEeCTBASAIGMbIX B MOJIb3y OPraHM3aLMil 34paBOOXPaHEeHWs, BK/OYalOT B cebs, Nomumo npouero,
NMOKPbITUE PACcXOA0B, CBA3AHHbIX C MPOBEAEHNEM MepPONpPUATUIM, OCYLLLECTBIAEMOEe NOCPEACTBOM TPETbUX
iy, BK/IKOYaA CMNOHCOPCKMe cornaweHnAa C TpeTbumun Anuamun, npuBaedYeHHbIMMU OpraHunsaynuamm
3paBOOXPaHEHUA [fO/A Ueseil opraHusauumn meponpuatua. [oHATME «nepefjadya LEeHHOCTen»,
ycTaHoBNeHHOe KoaeKcom, MOMUMO NPAMOW Nepeaayn, BKAOYaeT B ceba TaKKe nepegayy LeHHocTel (B
bopme [eHEeKHbIX CPeAcTB WM B HATypasibHOM BbIPAXKEHMM) €CIM KOMMaHWA 3HAeT WU MOXKEeT
MOEHTUOULMPOBATL OpraHU3auMIio 34pPaBOOXPaHEHWs, KoTopas sBaseTcA bHeHeduumapom, TO ecTb
NoJly4yaeT BbIroZy B pesynbTaTe TakoW nepesayn LeHHOCTeN.

Takrm 06pasom, Npy HasHaUYEHUM TEXHWMYECKOrO OpraHM3aTopa OpraHu3aumen 34paBooXpaHeHus, Takoi
TEXHUYECKUIA OpraHM3aTop Ha NOJyYEHHbIE OT CMOHCOPOB B3HOChI OPraHM3yeT MeponpuaTUe AR U Nog,
KOHTPO/NIEM OpraHM3aLMu 34PaBOOXPAHEHMA. YMAayeHHbI emy CMOHCOPCKMIA B3HOC MOANENKMUT
PacKpbITUIO Kak nepejada LEHHOCTEN, OCYLWEeCTBNEHHAA B MOJb3y COOTBETCTBYIOLWEN OpraHM3aumm
34paBOOXpPaHeHMs, Ha3HauMBLIENH AaHHOTO TEXHUYECKOro opraHM3aTopa. Tak Kak nepegaya UeHHoCTei
MOMKET OCYLLECTBAATLCA B HATypaNbHOM BbIPAKEHWUM, PACKPbITUE TaKoW MepesayM He O3HauYaeT, 4To
opraHusaumMa 34paBOOXPAHEHWS [AO/KHA MOMAYYUTb [AEHENKHble CPeacTBa Yepe3 TEeXHUYECKOro
opraHusaTtopa. LleHHOCTM B HaTypasibHOM BblpaXKEHUM MOryT ObiTb MNPEAOCTaBAEHbl TEXHUYECKUM
OpraHM3aTopoM OpraHvM3auuM 34paBOOXPAHEHMA MyTeM apeHabl MOMELEHUA AAA NPoBeAeHUs
MEPOMNPUATUA UM MHbIX PACXOA0B Ha MEPONPUATUE B MHTEPECAX OpraHWU3aLMm 34PaBOOXPaHEHMA.

Mpy 3TOM NPABOOTHOLIEHUA MEXAY OpraHW3auuMei 34paBOOXpPaHEHUA U TEXHUYECKUM OpraHuW3aTopom
JOMKHbI 6bITb MOATBEPKAEHbI JOKYMEHTA/NbHO, HanpuMmep, B TPEXCTOPOHHEM COrMaleHun (mexay
KOMMNaHWel, TeXHUYECKMM OpraHMsaTopoM W oOpraHusauuein 3apaBooxpaHeHus). Ecam KomnaHua
3aK/I04AET CMIOHCOPCKOE COMNALLIEHNE TObKO C TEXHUYECKMM OPraHM3aTopoM, B3aUMOOTHOLIEHUA MeXAY
TEXHWUYECKMM OPraHM3aTopoM WM OpraHu3aumei 34paBoOXpaHeHUs (€CAU OHW MUMEKOT MECTO) LO/KHbI
MOACHATLCA YCIOBUAMM CMIOHCOPCKOTO COMNALLEHNA MEXAY KOMMNAHWEN U TEXHUYECKMM OPraHU3aTopom, a
TaKKe [OKYMEHTaMW, MUCXOAALWMMM OT OpraHu3auMu 34paBoOXPaHeHus (Hanpumep, MUCbMOM
opraHu3aumm 34paBooOXpaHeHns).

24. Kak packpoisams nepedady ueHHocmell HECKOAbKUM  0peaHu3ayusam 30pasooXpaHeHUus,
HA3HAYUBWUM 00HO020 MEXHUYECK020 0p2aHU3amopa Meponpuamus?

JlaHHOe pacKpbITUe [ONKHO OCYLLEeCTBAATLCA C y4eTOM d)aKTVI'-IECKVIX O6CTOHTE}1bCTB, noaTeepPXAEHHbIX
LOKymeHTanbHo. TouHOe pacnpegeneHue nepegaym LleHHOCTel B NoNb3y OpraHnU3auun 34paBOOXPaHEHNA
MOXeT bbITb onpegeneHo B CNOHCOPCKOM cornalwleHun mam B O(bMLIMaI'IbHOl‘/II nepennucke C¢ AaHHbIMK
opraHusaumamu. MNpuHUMNBI U MeToAbl, UCNOo/b3yemMble MpPU MNOArOTOBKE K PACKPbITUIO, BKAKOYaA
0cobeHHOCTH pacnpegeneHnAa nepegayu LieHHOCTel B nonb3y KaXKoou n3 opraHmsau,Mﬁ 34PpaBOOXPaHEHUA
B COOTBETCTBMM C KopeKkcom Hagnekalen MNPAKTUKN, OO/1KHbI 6bITb AOKYMEHTa/IbHO 3a¢MKCVIpoBaHbI n
MOoryT 6bITb 0I'Iy6]1MKOBaHbI B COI'IpOBO,CI,VITeﬂbHOl‘;I 3annCKe KOMMaHWen ¢ KPaTKMM ONUCaHUEM TaKUX
MeToAMUK.

25. Ymo noHumaemcs nod «udeHmMugpuyupyemsiM rosy4amesnem» 8 coomeemcmauu ¢ nodnyHKMom
7.3.1. Kodekca Hadnexcawel npakmuku AM®[T npumeHUMesibHO K 0p2aHU3ayuu 30pa8o0XpaHeHUs ?
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KomnaHuuv pomkHbl y6eauTbes, U4To opraHusaumsa 34paBOOXPAHEHWA, B YblO NO/b3Y OCYLLECTBAAETCA
nepefaya LEHHOCTENM, onpegeneHa Takum obpas3om, 4TObbl He OCTaBasnoCb COMHEHMI Mo nosoay
MOEHTUOUKALMM OaHHOM opraHusaumu. C NpaKTUYECKOM TOYKM 3peHUs BO3MOXKHbI CUTyaluu, Koraa
KOMMNaHUA yNaauvMBaeT CNOHCOPCKUI B3HOC /INLLY, CAMOCTOATE/IbHO OPraHU30BbIBAIOLLLEMY MEPOMNPUATHE,
He ABNAIOLWEMYCA OpraHusaumelt 34pPaBOOXPAHEHUA U HedeWcTBylOLWEeMy B KayecTBe nocpeaHuKa. B
nogo6HOM C/ly4ae OTCYTCTBYET BO3MOMXKHOCTb ONpeenuTb Kakyto-1Mbo opraH13aumto 34paBooxXpaHeHus
B KauecTBe no/syyaTens LEHHOCTEN W, COOTBETCTBEHHO, PacKpbiTue He Tpebyetca. Ecam TpeTbe nnuo
Ha3HauYeHO opraHusauueit 34paBoOOXpaHeHUA U AelcTBYeT (GaKTMHYEeCKM B KayecTBe MOCPEAHWKA, TO
ynnayeHHble emy CMOHCOPCKME B3HOCHI NOANafatoT nog TpeboBaHWA pacKpbiTUA. YTobbl u3bexatb
COMHEeHMI1 0 cTaTyce nua, NOYYaoLWEero CNOHCOPCKMIM B3HOC, LLeNecoobpasHo PasbACHWUTL ero cTaTyc u
B3aMMOOTHOLIEHMA C OpraHu3auuein 34paBOOXPaHEHWUA (ecaM OHW MMEOT MEeCTO) B CMOHCOPCKOM
cornawexun. Mpu 3TOM [AaHHOE pPas3bACHEHWE A0MKHO ObiTb NOATBEPKAEHO Camoi opraHusauuen
3paBOOXPaHEHUsA NyTeM NOANMUCAHUA CMOHCOPCKOrO COrnawleHuns (ecim OHO ABNAETCA TPEXCTOPOHHUM),
6o B OTAENbHOM AOKYMEHTe (Hanpyumep, MMCbMO OpraHuU3aLmMm 34paBOOXPaHeHun).

26. Tpebyemcs au nosy4yeHue co2aaCUs HA PAcKpbimue UHgopmayuu o nepedaye yeHHocmel om
0p2aHU3ayUU 30pasooXpaHeHus ?

MonyyeHne OT opraHM3aumm 34paBOOXPAHEHMA COTIAacKA Ha PacKpbiTUe He TpebyeTcs, Npu yCa0BMM, YTO
COOTBETCTBYIOWANA packpbiBaemasa MHQOpPMauUMsa He ABAAETCA TroCyAapCTBEHHOM, 6GaHKOBCKOM,
KOMMEPYECKON TalHOW MW WMHOM OXpPaHAemMOW B COOTBETCTBMM C 3aKOHOAATeNbCTBOM PoccuiicKoi
depepaumm MHpopmaumein. Bmecte ¢ Tem B Caydae, e€C/iM B COOTBETCTBUM C YC/IOBMAMM [LOroBOpa
npeaycMOTPEHO OrpaHMYEeHNe UK 3anpeT Ha PacKpbIThe MHPOPMaLMKM O nepesade LEeHHOCTEN B No/b3y
opraHMsauun 34paBOOXPAHEHWs, PEKOMeHAyeTCA MepecMOTpeTb YC/IO0BMA  AOroBOpa  COMIacHo
npeanaraemoin  popme «YCA0BMS O PacKpbITMM MHPOPMaLUMM B [LOrOBOPaX, 3aK/KYEHHbIX C
OpraHM3auMaAMM  34PaBOOXPAHEHMAY, MNPUBEAEHHOW HUXKE, M NPOMHPOPMMPOBATL OPraHU3aLuio
3paBOOXPaHEHNsA O MOPALKE PACKPbLITUA, B TOM YMC/IE O PACKPbITUM MHGOPMaLMK B UHAMBUAYANbHOM
BUAE, VAEHTMOULMPYA OPraHM3aumio 34PaBOOXPAHEHMs, MOCPEACTBOM BK/IHOYEHWUA COOTBETCTBYHOLUMX
YC/I0BUIA B OrOBOP IM60 MHBLIM Cnocobom.

YCNoBMA 0 PacKpbITUM MHGOPMALMM B OTOBOPAX, 3aK/HOHEHHbIX C OPraHM3aLMAMM 34paBOOXPaHeHMA

CmopoHel  npusHarom, uymo  KomnaHua  AeademcsA  4YneHoM  AcCOyuauyuu  MexOYyHAapPOOHbIX
apmayesmuyeckux npoussooumeseli (AM®[1) u e coomsemcmeuu ¢ Kodekcom Hadnexcauweli npakmuku
AM®[1 065a3aHa packpseisame UHopMayuro onpedeneHHo20 murna 017 yeeaudyeHus npo3pavyHocmu, 8
MOM Yucsie, 0 MoXepmMeOo8aHUAX U 2pPAHMAX, 8bifaAame 20HOPAPO8 3 OKA3AHUe ycaye, O CIIOHCOPCKUX
coenaweHuax unu o6 onaame pacxo0o8 Ha Mepornpuasmus, npedcmasaarouux coboli nepedadvy
yeHHocmel  hapmayesmuyecKumMu KOMIMAHUAMU  OP2aHU3AUUAM 30pasooxpaHeHus. [HazsaHue
Op2aHU3ayuUU 30paBOOXPAHEHUs, KAK onpedeseHo 8 00z2080pe] HacmoAwum Oaem ceoe coendcue
KomnaHuu Ha npedocmassneHue u packpsimue Ha UHOUBUOYasbHOU OCHose (C yKa3aHUem HauMeHO8AHUS
[Ha3saHue opzeaHu3ayuu 30pasooxpaHeHus, KAk ornpedesneHo 8 002080pe] 8 PACKPbIBAEMbIX Mamepuasax)
UHpopmayuu o nwboli nepedaye yeHHocmeli 8 NoaAb3y [HA38AHUE OP2AHU3AYUU 30PABOOXPAHEHUSA, KOK
onpedeneHo 8 do2osope] no Hacmoswemy 0oz2o8opy u Aboli UHoU ceA3aHHOU ¢ smum UHgpopmayuu 8
coomsemcmesuu ¢ OelicmeyoujuM 3aKOHOOAMENLCMBOM U HOPMAMU CAMOPE2YAUPOBAHUSA, KAK 8
meyeHue nepuoda delicmsus 0aHHO20 002080pa, MAK U 10Cs1e e20 ucmeyeHus. [100pobHy UHopMayuro
no nepedaye yeHHocmel op2aHU3aYUU 30pPABOOXPAHEHUS MOMCHO MOAYy4UMb Yepe3 3auyulyeHHbll eeb-
cadim.

27. [onxHel AU PAcKpsIeamecs CIMOHCOPCKUE 83HOCLI, C8A3aHHble C nposedeHuem meponpuamud,
0p2aHU308aHHbIX MUHUCMEPCMB8OM 30paBOOXPAHEHUS, €20 Pe2uOHAAbHbIM U/unu nod8edoMcmeeHHbIM
yupexcoeHuem, A8AAUUMCA Op2aHOM 20cyoapcmeeHHol eaacmu?
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OpraHbl rocyAapCTBEHHOM BNACTU He ABAAKOTCA «OPraHU3auMAMM 34PaBOOXPAHEHUA» B COOTBETCTBUM C
onpeaeneHvem Kopaekca, COOTBETCTBEHHO, CMNOHCOPCKME B3HOCbI, CBA3aHHble C NpoBedeHUEM
MEepPONPUATUIA, OPraHN30BaHHbIX OPraHamu rocyapCTBEHHOM BNACTU, HE JO/KHbI PacKpbiBaTbcs. OfHaAKO
B C/lyyae, ecim odpuumanbHOe HayyHoe NpodeccoHanbHOe MepPonpPUATIE NPOBOAMUTCA NOA, NATPOHAXKEM
N/MNN NOALEPKKE TaKMX OPraHOB rocyAapcTBEHHOM BacTH, Kak MuHsapas PO, ero pervoHasbHble u/uam
NOABELOMCTBEHHbIE YUPEKAEHWUA, B COOTBETCTBMM C YTBEPNKAEHHbIM MAAHOM MEPOMNPUATUI, OAHAKO
naeHbIMM OpraH1M3aTopamu BbICTYNaOT OPraHM3aLMm 34paBOOXPaHEHWS, NPeACTaBAEHHbIE, B TOM YMCE,
B BuAe NPodeccHoHaIbHbIX MEeAULMHCKMX accouMaunii M OpraHv3auuii, pacxodbl, CBA3aHHblEe C
npoBefieHNeM W1 opraHusaument TakUX MepoNPUATAIA NOANEKAT PACKPLITUIO, KaK nepesaya LEeHHOCTeN B
No/b3y YKa3aHHbIX OPraH13aLuii 34paBoOXpaHeHNs.

28. T[lodnexam au packpelmuro naamexu, C83aHHble ¢ ornaamoli 20cy0apcmeeHHbIX MOWAUH U Opyaux
06sa3amenbHbIX naamexcell, HAMPassneHHbIX HA UCMoaHeHUe mpebosaHuli 8 pamkax npouedypsl
2ocyoapcmeeHHoU pe2ucmpayuu, cepmuguKayuu A1eKapcmeeHHbIX npernapamos?

Mepefayun LEHHOCTeW, CBA3aHHbIE C OMAATON rOCYAAPCTBEHHbLIX MOWAMH M Apyrux 06s3aTeNnbHbiX
naaTexen, ocyLLecTBAsemMble KOMNAHUAMM B NPOLLECCE PETUCTPALMM, SKCNEPTH3bI, CEPTUGUKALLUM U UHBIX
npeaycMOTPEHHbIX 3aKOHOM MpoLeayp, He MOANEKAT PACKPbITUIO.

NEPEAAYA LIEHHOCTEW B CBA3M C MPOBEAEHWEM UCCNEAOBAHUN U
PA3PABEOTOK

29. Ymo noHumaemca noo nepedayeli yeHHocmeli 8 c653u ¢ MposedeHuem uccaedosaHuli u pa3pabomok
014 yenel ucrionHeHUA 06A3amean6cmea Mo packpeimuro?

Mepenaya LeHHOCTeW B CBA3W C NPOBeAEHMEM UCCIe0BaHUI U pa3paboTok - 3TO Nepesaya LEeHHOCTel B
nonb3y cneuuanucTa 34paBOOXPAHEHWUA WAW OPraHU3auuM 34PaBOOXPAHEHWs, KOTopas CBA3aHa C
nAaHUpoBaHWeM Uau nposeaeHnem (i) AOKAMHUYECKUX UCCNefoBaHUA, (i) KAMHUYECKUX nccnenoBaHui
unun (iii) noctperucTpauMoHHbIX HabnaaTeNbHbIX (HEMHTEPBEHLMOHHbIX) WUCCNef0BaHWM, KoTopble
ABNAOTCA MNPOCNEKTUBHBIMU MO CBOEMY XapaKTepy M CBA3aHbl CO c60POM [JaHHbIX O NauMeHTax,
nosly4aembix OT CMeLManucTa 34paBOOXPAHEHWUA WAW OT €ro UMEHW, WAW OT TPynnbl CNeLuannucTos
3[paBOOXPaHEHNA WAM OT WMX WMEHM, CheLManbHO ANA UeNel UCCNeAO0BaHUA, BK/OYasA, HO He
OrpaHNYMBanACh, Nepesayn LEHHOCTEN OpraHM3aLmam 34paBoOXpPaHeHWsA No AOroBopam O NPOBeAeHUU
KJMHUYECKOTO  UCCIel0BaHUA, BKAOYAA MpoBedeHWe  1abopaToOpHbIX WM MHCTPYMEHTAsbHbIX
MCCNEe0BaHWUIA; BO3HArpaXkAeHWs Cneuuanucty 34paBOOXPAaHEHUA, ABAAIOLWEMYCA MeAULMHCKUM
paboTHMKOM, B CBA3W C OCYLLECTBJIEHUEM MefarorMyeckor u (MauM) HayyHoW AeATeNbHOCTW, A TaKKe
[AeATeNbHOCTY MO A0roBOPaM Npu NPOBEAEHUMN KAMHUYECKUX UCCNEL0BAHUN.

30. B kakom sude packpvligaromcs nepedayu yeHHocmeli 8 ceA3uU C nposedeHuem uccnedo8aHul u
pazpabomok?

Mepenaun LeHHOCTeN B CBA3M C NPOBeAEHMEM UCCeA0BaHUM 1 Pa3pabOoTOK 3a KaXK bl OTYETHbLIV Nepuos,
[OO/IKHbI PACKPbIBATLCA KaXA0M GpapmaLeBTUYEcKon KomnaHven B obuem Buae. Pacxoabl, CBA3aHHbIE C
MepONpPUATUAMM, KOTOPbIE ABHO OTHOCATCA K AeATE/IbHOCTU, CBA3AHHOM C UCCNEL0BaHNAMM, YKa3aHHbIMU
B OTBETe Ha BOMPOC 29, TakKe MOryT ObiTb BK/OYEHbI B OOLLYIHO CYMMY B pamKax ObLLero packpbitua
MHpOpMaLMKM B KaTeropun «MNepeaayn LeHHOCTEN B CBA3U C NPOBEAEHNEM UCCNEA0BaHMIA U Pa3paboToK».

31. Kak packpeieame nepedaqu ueHHocmel 8 cef3u c rposedeHuem uccnedosaHuli u pa3pabomok,
Komopeble He modnadarom oo onpedeneHue nepeday yeHHocmeli 8 c853u € nposedeHUemM ucciedosaHuli
u pazpabomok 015 yenel ucronHeHuUs 0bs3amenbcmMea o packpsIMuto, ycmaHossneHHoe 8 Kodekce u
YKa3aHHoe 8biuie 8 omeeme Ha eonpoc 29?
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B cnyyae ecnm nepefaumn LEHHOCTEN He NMoAnajaloT nog onpedeneHune nepesay LEHHOCTEN B CBA3M C
npoBeAeHMEeM UCCNef0BaHMI U pa3paboToK ANA Leneil UcnosHeHUs o06sA3aTeNbCTBa MO PACKPbLITUIO,
ycTaHoBneHHoe B KoZeKce v yKasaHHOe Bbile B OTBETE Ha BONPOC 29, yKasaHHble nepeaayv LeHHoCTen
[O/IKHbI BbITb PACKPbITbI B COOTBETCTBUM C NMOOKEHWEM O PACKPbITUM Nepesay LLeHHOCTeN 3a oKasaHue
YC/IYT U KOHCY/IbTUPOBAHMA.

32. loyemy nepedayu yeHHocmeli 8 C8A3U C NposedeHUeM pPempocrneKmusHo2o HabawoamesnbHo20
(HeuHMepBeHYUOHHO020) UCCAE008AHUA OOMHbI PACKPLIBAMbCA 8 UHOUBUOYA/16HOM 8ude?

B cooTBeTcTBMM C KOogeKcom peTpocnekTuBHble HabatoaaTesbHble (HEMHTEPBEHLMOHHbIE) UCCNef0BaHUA
He MoanafaloT nog onpefeneHne «nepefayn LEHHOCTEN B CBA3M C MPOBEAEHMEM MCCAEAOBaHWUA U
pa3paboTok» ycTaHoBNeHHoe B M. 1.2. Koaekca.

Mepegaun  UEHHOCTE B CBA3M C  MPOBEAEHWEM  PETPOCMEKTUBHbIX  Hab/oaaTeNbHbIX
(HEMHTEPBEHLMOHHbIX) MCCNEA0BAHMUIA [ONKHbI PACKPbIBATLCA B MHAMBUAYASIbHOM BUAE.

Ecnv  KomnaHua He MOXeT onpeaenutb CTaTyc MNOCTPErucTpaumMoHHoro HabnogaTenbHoOro
(HEMHTEPBEHLIMOHHOIO)  UCCNeL0BaHUA  MEPONPUATUA B KauyecTBe  PETPOCMEKTUBHOIO WM
NPOCNeKTMBHOTO, nepejaya LEeHHOCTe B CBA3W C MpoBefeHWeM Takoro HabnogaTenbHOro
(HeMHTepBEHLMOHHOIO) NCCef0BaHUA AOMKHA PACKPbIBATLCA B UHAMBUAYAbHOM BUZE.

33. Asnaemcsa aAu opeaHU3auusa Mo MposedeHurd KAUuHUYecKux uccaedosaHuli (CRO) opaaHusayueli
30pa8oOXpaHEHUA ?

OpraHu3auMa Mo  NPOBEAEHMIO  KAMHWYECKMX  WUCCNef0BaHUiA  He  ABAAETCA  opraHusauuen
34paBooxpaHeHus g ueneit rnasbl VIl Kogekca. OpraHusaums Mo NPOBEAEHMIO  KAMHUYECKMX
MCCNef0BaHWIN ABAAETCA OpraHM3aumMen, OKasblBalowWweil ycayr no MpoBeAEHWIO WCCAefoBaHWMiA B
COOTBETCTBMM C LLOFOBOPOM C KOMMaHWEN.

Bmecte ¢ Tem npu KOCBEHHOW nepenave Ll,eHHOCTeVI 4yepes opraHun3aumio No nposeaeHU0 KAMHUYECKUX
VICCHe,D,OBaHVIVI B NONb3y OpraHnsauumn Vl/l/lﬂl/l cneunanuncTa 3gpaBooxpaHeHna, Takaa nepenaya Ll,eHHOCTeVI
AO/IXKHa 6bITb PaCKpbITa B COOTBETCTBUU C Tpe6OBaHVIﬂMVI Kogaekca.

B KOMMNaHUM JOMKHO 6bITb MPUHATO pelleHne O BKAOYEHUM YKa3aHHOW nepesaymn LeHHOCTel B Noab3y
opraHusaumMm u/uam cneumanncta 34paBoOOXPaHEHUA KOCBEHHO 4Yepes OpraHM3auuMio Mo npoBeaeHUto
KNMHUYECKMX MCCNe0BaHNIA B O4HY U3 KaTeropuin nepegay LeHHOCTeN, NpeaycMoTpeHHon Kogekcom.

B cnyyae ecnm nepepayum LeHHOCTEN NPU B3aMMOAENCTBUM C OpraHM3aLmei No NPoBeAEHUIO KNAMHUYECKUX
MUccnenoBaHUM noanagatoT nog onpeaeneHne nepesayn LeHHOCTEN B COOTBETCTBUM C onpeseneHnem
«nepefayn LEeHHOCTEN B CBA3W C NPOBEAEHMEM WCCNEAOBaHWMA M pa3paboTok», YCTaHOB/IEHHbIM B
Kopekce, Takne LLeHHOCTU A0/KHbI BbITb PACcKPbITbl B arperMpoBaHHOM BUAe. B MHbIX caydasx, Takue
nepesfayn UEHHOCTEM AO/KHblI BbiTb PACKpPbITbl B COOTBETCTBMM C KaTeropmamM, onpeaeneHHbiMU B
noanyHkTax 7.3.2. n 7.3.3. Koagekca.

B porosope c opraHusaumei no NpoBeAeHU0 KIMHUYECKUX UCCNeA0BaHUI AOMKHbI ObITb NONOXKEHUA O
COr/IacMM OpraHM3aLLMm Ha packpbiTre HbOpPMaLMK O Nepesaye LeHHOCTEN B NOAb3Y OpraHu3auum u/vam
crneumanucTa 34paBooXpaHeHna B COOTBETCTBMM ¢ KogeKkcom.

MHbopmauma o nopagke packpbiTva MHGOPMaLMKM O nepesaye LEHHOCTEN B pacCMaTpMBaemMoM Ciiydae
[0NKHa 6bITb 0Ny6/MKOBaHa KOMMNaHWeR B CONMPOBOAUTE/IbHOM 3aMNMUCKe MO PaCcKPbITUIO.
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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.

7 B 2005 ropy Ha3BaHWe faHHOW opraHm3auum 6b110 U3MeHeHo Ha International Federation of Pharmaceutical Manufacturers and Associations,
NOCKO/IbKY NPaBO Ha Y/I€HCTBO, MOMMMO acCoLUMaLiA, CTaNo PacNpPOCTPaHATLCA U Ha GapMaLLeBTUYECKME KOMMAHNM.
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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 IFPMA2 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.
9 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 VII 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;

® 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

m  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;

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

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;

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

Q&A 10 (Appendix 3 to the AIPM Code)
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lll. 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);

m  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)
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.
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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:

] to event participants rather than to persons accompanying them;
] 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.
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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. Inorder 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. ltis 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. Inall 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. Acompany 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.

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.
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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. Itis 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. Itis 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 noncommercial
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;

] 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;
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[ ] 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;

] joint promotion for over-the-counter pharmaceutical products, including, but not limited to,
customer surveys; and
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] 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.

92



VIl. Disclosure of Transfers of Value to
Healthcare Professionals and Healthcare

Organizations'®
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 VIl 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, at the discretion of the pharmaceutical company
transfers of value may be disclosed either on an individual basis or on aggregate bases, in each case
provided that applicable personal data protection rules are complied with. The individual disclosure
means that 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. The aggregate disclosure means that transfers of value are 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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VIIl. 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.
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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;

n 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. Thedisclosure 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. Atthe 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. Inorder 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. Ifthe 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 itis 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. Anindependent 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 AIPM1?

[ ] 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.

] Recommend to the General Meeting the expulsion of the firm concerned from AIPM2. 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.

11 This penalty can be imposed only on AIPM member companies.
12This penalty can be imposed only on AIPM member companies.
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Appendix 2 | Template

Full Name

(Sub-clause 7.1.1)

HCPs: inhabited
localities of Principal
Practice

HCOs: inhabited
localities where
registered (Clause 7.3)

Country
of Principal Practice

Principal Practice
Address
(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)

Sponsorship
agreements with
HCOs/third parties
appointed by HCOs to
manage an Event

Registration
Fees

[Travel &
[Accommodation

Fee for service and consultancy

(Sub-clause 7.3.2 & 7.3.3)

Fees

Date of publication:

Related expenses
agreed in the fee for
service or consultancy
contract, including
travel & accommoda-
tion relevant to the
contract

(OTHER, NOT INCLUDED ABOVE - where information cannot be disclosed on an individual basis for legal reasons

3 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 authorities' consultation only, as appropriate)
2«
o
= E Dr A N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount
=

sy
<SE E DrB N/A N/A Yearly amount IYearly amount Yearly amount IYearly amount
I X
E 8 etc. N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount
©a

<
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(=
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TOTAL
OPTIONAL

- 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 IAggregate 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 o N/A

OTHER, NOT INCLUDED ABOVE - where information cannot be disclosed on an individual basis for legal reasons

< (=3 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 authorities' consultation only, as appropriate)
=X
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T
g w HCOI Yearly amount Yearly amount Yearly amount Yearly amount 'Yearly amount \Yearly amount Optional
ST
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< & HCO 2 Yearly amount Yearly amount Yearly amount Yearly amount 'Yearly amount Yearly amount Optional
—
o]
o 8 etc. Yearly amount Yearly amount Yearly amount Yearly amount 'Yearly amount \Yearly amount Optional
<
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(=)
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- Sub-clause 7.3.4

IAGGREGATE DISCLOSURE

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 og og og 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 groups
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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. Is 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?

Itis 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 orin 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
agreement or by the official correspondence with such HCOs. The principles and methods used by
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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
a pharmaceutical company as part of the above events. The status of the event (international, with
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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;

| handout of materials containing information on unauthorized pharmaceutical products/off-label
indications to participants in scientific events;
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[ 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;

[] 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;

®  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;

m  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
in specialized journals;

] Mention of a product is allowed only by its international non-proprietary name and should not be
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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. For support:
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).

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.
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3. Onsome 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  Inplaces 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  Inplacesassociated 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
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?
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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 VII 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

113



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 VIl 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.

Il. 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.

IIl. 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 orin 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 to HCO
through the intermediary and, correspondingly, shall be disclosed.
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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 prescribed by the
law should not be disclosed.
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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. Is aclinical 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.

In the Methodology Note, the Member Company is encouraged to provide additional clarification on the
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nature of the Transfers of Value included.
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