PackpbiTve MHpopMaLmm o nepegave LLeHHOCTEN

C 2016 roga mexayHapogHble $apmaLeBTUYECKME KOMNAHMM OBA3YIOTCA eerogHo nyb6/nMKoBaTb
MHPOPMALMIO O NNATEXHKAX, OCYLLECTBEHHbIX B MO/b3Y CNELMaNCTOB M OPraHU3aLMii 34paBOOXPAHEHUS.
Ycnexu B pa3sBUTUN MEOUUMHCKON HayKM 32 nocnegHue AecATUNeTUs O3HaMeHOBA/UCb MOoABMEHUEM
BbICOKO3PEKTUBHBIX MHHOBALMOHHbIX IEKAPCTBEHHbIX MPenapaTtoB U MEeTOLOB JIeYEHUA, KOTOpble
NO3BOJIU/IM YBENIUUYUTL NPOAOIKUTENBHOCTb }KU3HM NALMEHTOB U NOBbLICUTL KAYeCTBO KMU3HWU. MNporpecc B
3/ paBOOXpaHeHMM 0OyCcNOBAEH HEMNPepbIBHbIM HAYYHO — WCCAEeAO0BATENbCKMM COTPYAHWMYECTBOM
MeXAy WHOYCTpUEN M CchneuuanucTamu 34paBOOXPAaHEHUA, B pPaMKax KoOToporo dapmalueBTUyeckue
KOMNAaHUN  WHBECTUPYIOT 3HauUTe/NIbHble CPeAcTBa B  Hay4yHO-MCCnefoBaTeNlbCKME MPOrpamMmbl,
nosblweHMe NPodpecCMOHaNbHOTO YPOBHA Bpayei, coumanbHo-gemorpaduyeckme npoektol. Bo Bcem
MWpe BOMPOCAM  OpraHU3aLMuM  B3aUMOLENCTBMA  MEXAY  MeAMUMHCKMM  coobuiectBom U
dbapmaLeBTMYECKOM OTPACAbIO yaenaeTcs ocoboe BHUMaHMe.

B uensax nosbllWEHUs NPO3PAYHOCTN B3aMMOAENCTBUA Ha Gnaro naumeHToB EBponeickasa pepepaumsa
dapmaLeBTMUYECKOWN NPOMBILLIIEHHOCTU M accoumaumin (European Federation of Pharmaceutical Industries
and Associations— EFPIA) B 2013 roay yTBepAma B KayecTBe CTaHAapTa CaMoperyampoBaHuns TpebosaHne
0 HeobxoAMMOCTM pPacKpbITUA WHPOPMALMM O LEHHOCTAX, nepenaHHbix dapmaLeBTUYECKUMU
KOMNaHUSMU B NOJIb3Y CNELNaNMCTOB M OpraHn3aLmin 3apaBooxpaHenmns. TpeboBaHma 06 obsa3aTenbHOM
PacKkpbITUKN MHGOPMaLIMK O NIaTeXKaX, OCYLLECTB/IEHHbIX B paMKax B3aumoaencTena ¢apmmHayCcTpum 1
MeaULMHCKOro cooblecTBa, TaKKe Hal/iM CBOE OTpa)eHMe W B HOpMax HauMOHa/bHOro
3akoHopaTtenoctBa CLUA wu cTtpaH EBponbl, Takmx Kak ®PpaHuma, [peuyma, MopTyranma, ICTOHUA.
MNoaTeBepXaana NPUBEPXKEHHOCTb BbICOKMM 3TUYECKMM CTaHaapTam, Accoumauma  MeXAyHapoaHbIX
dapmaueBTMYeCKUX nponssogutenei (AIPM), 6yayyun uneHom EFPIA c 2012 roga, NnoONHOCTbIO pasgenseT
nosmumto EFPIA. Takmm o6pasom, MHMUMATMBA MO  PaACKPbITUIO WUHOOPMALUMM O nNaTexax,
OCYLLECTB/IEHHbIX B MO/b3y CNEUWasNCTOB M OpPraHuMsauMi 34paBOOXPAHEHUs, B TOM 4YUcae npu
NpPoBeAEHUN HAYYHO-UCCNEA0BaATENbCKUX MpPOrpaMmm W paspaboToK, UMeeT MeXAyHapoAaHbIM
XapaKTep, pacrnpocTpaHAeTcA Ha BCe KOMMaHuMM-uneHbl AIPM, BKAwoyaa KomnaHuio Allergan, wu
OCYLLECTB/IAETCS B MOJIHOM COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuitickon ®egepaumn, B TOM Yncne B
OTHOLUEHMM 3aLLNTbI MEPCOHANbHbIX AAHHbIX.

HaumHaa c 2016 roga dapmaueBTMUYeCKMe KOomMaHum-yneHbl AIPM, BKatoyaa KomnaHuto Allergan,
06a3ytoTca Ny6AMKOBaTb Ha CBOMX MWHTEPHET-CaMTax fAaHHble 00 OCyLLeCTBAEHHbIX KOMMAAHUAMM
nepegayax LEHHOCTEN eXeroaHo, W KaxAblh OTYETHbIA MNepuos AO0/MKEH MOKPbIBaTb MNOJHbIN
KaneHgapHbih rog. B uenax obecnevyeHns eamHoobpasva packpbitve uWHPopmauum byaet
OCYLLeCTBAATLCA B ¢dopmate YHUOULMPOBAHHON Tabauubl C OAHOBPEMEHHbIM pPa3MELLEHUEM
CONPOBOAMTENBHOM 3aMUCKU C KPATKMM OMUCAHMEM METOAMKM, MCNO/Mb30BaHHOM MpM MOAroTOBKE
OaHHbIX.

KomnaHun-uneHol AIPM TBepgo ybexaeHbl: MHMUMATMBA PacKpbiBaTb AaHHble O njaTerkax obyaer
€nocobcTBOBATL MOBbIWEHWUIO B3aMMHOW OTBETCTBEHHOCTM M ITUYHOCTU B3aUMOLEWUCTBUA  MeXKay
bapmuHayCcTpUEen U MEAUUMHCKMM COOBLLECTBOM M, B KOHEYHOM cyeTe, ByAeT CAyXuTb MHTepecam
NaLMeHTOB M POCTYy B3aMMHOro AoBepua B rnasax obuwectsa. [/1A ycnewHoro BONNOWEHWUA B KU3Hb
MHULMATUBbI  MPO3PaYyHOCTM  TpebyeTca MOHMMAHME W WKWPOKOe  B3aMMOZENCTBME  BCEX
3aMHTEPECcOBaHHbIX CTOPOH B WHTEpecax YKpenaeHus pgosepua B oblwectse B LEJAOM, MeXay
cneumanncTamm 34paBooxpaHeHns n GapmaLeBTUYECKON MHAYCTPUEN, B YaCTHOCTU.

C 6onee noapobHoi MHPopmaumer 06 MHUUMATUBE MOMKHO O3HAKOMMTLCS, WMCMOAb3YA Cleayolne
WCTOYHMKM U pecypcbl:

1. http://aipm.org/
2. http://transparency.efpia.eu/
3. http://www.efpia.eu/



MeToaMKa NOAroTOBKM AaHHbIX

MpaBoBan 0CHOBA B3aMMOAEUCTBMA MHAYCTPUN U MEAULMHCKOro coobLyecTtsa.

B COOTBETCTBMM C 3aKOHOAATE/NbCTBOM, pPeryivpylowum B3aumogeincrene  dapmaleBTUUYECKOM
MHAOYCTPUM U MeAMUMHCKOro coobliectsa, chneumManuctam 34paBOOXPaHEHUs He  3anpelueHo
y4yacTBOBaTb B MPOGECCUOHANbHbIX Hay4YHbIX MEPOMPUATUAX, OPraHM3yemblX U (MAK) CROHCUPYEeMbIX
dbapmaLeBTUYECKMMM KOMNAHUAMM, a CNeLManmucTam 34paBooXpaHeHus, ABAAIOLMMUCA MeANLUHCKUMU
paboTHMKaMM, NOyYaTb BO3HArpasKAeHMA No A0roBopam npu NPoBeaeHNN KNMHUYECKUX UCCAeA0BaHuI
NIeKapCTBEHHbIX MNpenapaTtoB ANA MeAUUMHCKOrO MPUMEHEHMs, BO3HarpaxKkAeHWi, CBA3aHHbIX
C ocylecTeeHMeM MeaULMHCKUM paboTHMKOM NeaarorMyeckoit n (Mam) HaydyHol aeateNbHOCTU.

KTO 1 KaK MOXKeT umeTb A0CTYN K pacKpbiBaemMbiM faHHbIM?

Kaxkgas KomnaHua-yneH AIPM pa3smecTuT packpbiBaemble AaHHble Ha CBOEM KOPNopaTUBHOM caliTe B
oTKpbIToMm pgoctyne. CoOTBETCTBEHHO, YKa3aHHaA MHPopmauua bypeT [AoCTynHa A4NA  LWMPOKOWM
06LLeCTBEHHOCTM.

YTo noHUMmaeTcA nopg nepepaveit LeHHocrei B cootBetcteumn ¢ Kogekcom AIPM

Mop, nepefaven LEHHOCTEM B pamKax AAHHOW WMHUUMATUBbLI MOHMMAETCA NPAMas WAM KOCBEHHas
nepegaya LeHHOCTeN, ocywecTsasemas B popme AeHEKHbIX CPEACTB, B HATypasibHOM BblpaXKeHUN Wau
B Ntobon apyroii dopme B LeNsx Kak NPoaBuKeHUA GpapMaueBTUUYECKOro NPOAYKTA HA PbIHKE, TaK U B
NtobbIX MHbIX LEenax, B CBA3M C pa3paboTKON U NPoJarKe UCKAOUYMTENIbHO PEeLLENTYPHbIX NEKAPCTBEHHbIX
npenapaTtos 4aa  MeAMLMHCKOro npumeHeHua. [pAmas nepejada LEHHOCTEN MNPOU3BOAMUTCS
bapmaLeBTUYECKON KOMMaHWMEN HenocpeacTBEHHO B MNOAb3y nonydvatend. KocBeHHas nepepava
LEeHHOCTel NPon3BoAMTCA OT UMeHM GapMaLLEBTUYECKON KOMMNAHUKU B MONb3Y MNOJAy4YaTens uau 4yepes
nocpegHuWKa  (Hanpumep, areHTCTBO MO OPraHM3auMm  MeponpuATU) B C/AyyYae, ecau
dbapmaueBTUUECKan KOMNAHUA 3HAET WM MOXKET UAeHTUGULMPOBATL OPraHM3aLMIo 34paBooOXpaHeHns/
cneumanncTa 34paBooOXpaHeHUs, B NONb3y KOTOPbIX OCYLLLECTBASAETCA Nepesaya LLeHHOCTEN.

Kakue nepeaaumn ueHHoOCTel A0MXKHbl 6biTb ONY6/IMKOBAHDI
JonKHbl Ny6AnKoBaTbCs cieaytolwme nepegaym LeHHoCTen:

l. MoXXepTBOBAHMA WU IPAHTbI, OCYLLECTBAAEMbIE B MOJIb3Y OPraHM3auUin 34pPaBOOXPAHEHUA U
noageprKMBatoLLne 34paBOOXPaHEHNE, BKAOYAA MOXKEPTBOBAHWUA U TPaHTbI (B AEHEXKHOU Man
HaTypasibHON GOpMe) yupeROeHUAM, OpPraHM3auMaM WAW  accouMaumsam, COTPYLHUKAMM
KOTOPbIX ABAAIOTCA CMELMaNUCTbl  34PaBOOXPAaHEHMA UM (MAKM)  KOTOpble  OKasblBaloT
MeAVNLMHCKYIO NOMOLLb.

Il. MoKpbITMe pacxopoB, CBA3AHHbIX C  MPOBEAEHUMEM  MEPONPUATUIA,  OCYLLECTBAAEMOE
nocpeacTBOM  OpraHu3auuMii  34pPaBOOXPAHEHMA  MAM  TPETbUX /UL, TaKMX  KaKk: -
PernctpauunoHHble B3HOCbl; - CNOHCOPCKME B3HOCbI MO COrNAWEHMAM C OpraHu3auMaAMU
3paBOOXPAHEHNA  MAM  C  TPETbMMM  NIMLAMM,  NPUBAEYEHHbIMW  OpraHMsaumei
3/1paBOOXPaAHEHMA ANA LiesIel opraHM3aLmMmM MeponpuaTua; u - lNpoesa n NpoxunesaHue.

1. MnaTexun 3a OKasaHMe yCcayr U KOoHcy/nbTUpoBaHuWe. Mepenaym LEHHOCTEM NO AOroBOpam WU
CBA3aHHble C AOroBopamu Mmexay ¢apmMaueBTUYECKUMW KOMMAHMAMKU U CNeunasnctamm
n/MAn opraHuMsauMaMM 34PaBOOXPAHEHMs, B COOTBETCTBMM C  YC/AOBMAMM  KOTOPbIX
CNeunanucTbl U/MAN opraHM3auMmn 34pPaBOOXPAaHEHUA OKasblBAlOT pPas/iNyHble BUAbl YCAYr B
noib3y ¢apmMaueBTUYECKON  KOMMNAHWUM, WAM  MpounMe  BuUAbl  PUHAHCMPOBAHWA, He
OoTHocALWMecA K BblleyKasaHHbIM KaTeropmam. [lnateXm 3a OKasaHuve ycayr w
KOHCY/NIbTUPOBAHUE C OOHOM CTOPOHbI, U Mepefayn LLEeHHOCTEN, OTHOCALIMECA K pacxofam,
COrN1acoBaHHbIM B COOTBETCTBMM C [OTOBOPOM B MUCbMEHHOW GOpMe,  peryanpyrowmm
COOTBETCTBYIOWYIO  AeATe/IbHOCTb, C APYro CTOPOHbI, AOJIXKHblI PACKPbIBATLCA ABYMSA
OTAENIbHbIMU CYMMaMMU.



IV.  ToKpbITMEe pPacxofoB, CBA3aHHbLIX C MPOBEAEHMEM MEpPonpUATMI W yyacTueM B  HUX
CMeLumManucToB 34paBooXpaHeHus. - PerMcTpaumoHHble B3HOCHI; - [1poesa U NpoXKmMBaHue.
V.  MNepepauv ueHHOCTEN B CBA3M C NPOBEeAEeHNEM UCCAeL0BaHNI U Pa3paboTok.

DOonxHa nu nHpopmauma No Kaxkaou nepeaaye LEHHOCTEW PacKpbiBaTbCA HA UHAWBUAYANbHOM
OCHOBE, TO eCTb, U4EHTUDULIMPYA KaXKA0ro OTAEeNbHOro noay4yartena?

NHbopMauma No Kaxaoi nepeaaye LeHHOCTEM A40NXKHa PacKkpbiBaTbCA Ha MHAMBUAYANbHOM OCHOBE, NPU
yCnoBun cobntogeHns HopM AeWCTBYIOLLEro 3aKoHoAaTeNbCTBa O 3allMTe [AaHHbIX, B TOM 4ucie
NMepcoHanbHbIX AaHHbIX. B uyacTHoCTU, Kaxaaa dapmaliesTuyeckas KomnaHua obssaHa Ha
WMHANBUAYANbHON OCHOBE PACKPbIBaTb CYMMbl, OTHOCALLMECA K NMepedade LeHHOCTEN, OCyLLEeCTBAAEMbIX
B M0/1b3Y CNELMANINCTOB N OpraHM3aLmMii 34PpaBOOXPaHEHUA MO KaXKA0W KaTeropuu nepeaayn LeHHoOCTel,
NaeHTUOMUMPYA WX, KaK Ka)KAoro OTAENbHOro Moayyatens LeHHocTel. MCKAloueHwe cocTaBasaoT
creaylolime BMAbI Nepeaad LLeHHOCTEN, KOTopble PacKpblBatoTcs B obwem Buae: A) nepeaaun LeHHocTel
B CBA3M C MpoBefeHMem uccneaoBaHWin M paspaboTok; b) nepesaun ULEHHOCTEN, OCYLLECTBAAEMbIX
B NMO/Ib3y CMeuWaancToB 34paBOOXPaHEHWA, B CAyvyae eCcan Chneumannuct 34paBoOXPaHeHUs He Aan
WM OTO3Bas CBOE COr/lacue Ha PacKpbiTe MHPOpMauMM O nepegade LeEHHocTel. B) B MHbIX Cayyasx,
YCTaHOB/IEHHbIX 3aKOHOAATENbCTBOM.

KTo aBnAaeTca cneumanuctamm sapasooxpaHeHna (panee - C3) B COOTBETCTBUM C MNOJOXKEHUAMM
Kogekca AIPM?

CornacHo nonoxeHuam KogeKkca cneumannctamm 34paBOOXPaHEHUs ABAAIOTCA Bpauu U apyrue
MeANUMHCKME pPaboTHUKM, PYKOBOAMTEAN  MEAULMHCKUX  OpraHu3auui, dapmaueBTUYECKME
paboTHUKM, BKAKOYAA NPOBM30OPOB U PpapMaL,eBTOB, PYKOBOAUTENM aNTe4YHbIX OpraHu3auuii U apyrue
cneumanuncTbl, NnpegMmeTom NpodeccMoHaNbHOWM AeATeNbHOCTU KOTOPbIX ABNAKOTCA papmMaueBTUYecKue
NPoAYKTbl U KOTOpble B npoLlecce cBoel NpodeccMoHaibHOW AeATeNbHOCTU MMEelT NpaBo Ha3Hayartb,
pekomeHAa0BaTb, NpMobpeTaTh, OTNYCKaTb UAN NPUMEHATL papmaLeBTUYECKMUE NPOAYKTbI.

B Kakom nopsagKe packpbiBalOTCA Nepepavu LLeHHOCTEN B NOMb3y CNELMaNUCTOB 34paBOOXpPaHEHUA?
Mpy pacKkpbITUM MHPOPMALMK, KacaloWencs CneumasnctoB 340aBOOXPAHEHMUA, [JaHHble [O/KHbI
ny6/MKOBATLCA UCKNIOUYUTENBHO C COBNOAEHMEM HOPM AEMUCTBYHOLLEr0 POCCUIMCKOro 3aKOHOAaTe 1IbCTBA
0 3alLMTe NEPCOHANbHbIX AaHHbIX, TO €CTb NPU Ha/MYMU COOTBETCTBYHOLLEFO MMCbMEHHOMO COrnacus
cneumanncta 3gpaBooxpaHeHus. Mpu OoTCYTCTBUM MKW OT3blBE COrNAcUA PAcKpbiTUe WHbOPMaUUK O
nepefaye UEHHOCTE B MNOJb3y CNELMANUCTOB 34PaBOOXPAHEHMA [O/MKHO OCYLLECTBAATbCA B
0606wweHHOM BMAe 6€e3 yKa3zaHUA KOHKPETHbIX NoaydYaTenei LeHHoCTen.

KTo saBnserca opraHusauuamu 3apaBooxpaHeHua (Aanee - O3) B COOTBETCTBMU C NONONKEHUAMM
Kogekca AIPM?

CornacHo nonoxeHuAmM KogeKkca opraHusaumelt 3apaBooxpaHeHua sBaseTcAa noboe ropugmyeckoe
avuo, (i) ABnAloweecs opraHM3aumen  34paBOOXPaHEHUs, MeAUUMHCKOMU, papmaueBTUYECKON
WAW Hay4yHOM accoumaumeid wWAM opraHusauuen (BHe 3aBUCMMOCTM OT ee OpraHuU3auUMoHHO-
npasoBoi ¢opmbl), Hanpumep, OONbHMLA, KAWHMKA, (OHA, YHMBEPCUTET WAN WUHble y4YebHble
3aBefeHMA (Kpome MauMeHTCKUX OpraHusauuii), 4yel lOpUANYECKUA agpec, MecTo perucrpaumm
IOPUAMYECKOTO NNLA WMAM OCHOBHOE MecCTO [AeATeNbHOCTM HaxoauTcA B npegenax Poccuiickol
depepaunn mnaun (ii) KoTopble OKasbiBalOT YCAYrM MOCPeAcTBOM OAHOMO UM 6onee chneuvanvcTos
34paBooOXpaHeHuA.

1. PackpblBatoTCA AaHHbIE O BbIMNAATaX, COBEPLUEHHbIX B TEYEHWE KAaIEHAAPHOIO roja, He3aBUCMMO OT
AaTbl OKa3aHuUA yCnyr;

2. PackpblBaemble faHHble O nepegaye LEHHOCTEM OTHOCATCA K PeLenTypHbIM SIeKapCTBEHHbLIM
npenapatam Aaa MeAUUMHCKOIO NPUMEHEHMSA, @ TaKKe MeANLNHCKUM U3LeNUAM;

3. PacKkpbiBaemMble CBeAEHMA COOTBETCTBYIOT AaHHbIM MEPBUYHON AOKYMeHTauuu, odopmaeHHOM
K 4OroBOpPaM OKasaHWUs yCAYTr U MHbIM FPakKAaHCKO-NPaBOBbIM AOTOBOPaM;

4. CymMbl AEHEXHbIX CPeACTB, BbiNaveHHbIX C3, yYMTbIBAOT HaNor Ha A0X04bl GU3MYECKUX KL,
COLManbHbIA HANOT, FAe 3TO NPUMEHMMO;



5. CyMMbI AeHEeKHbIX CpeacTs, BbinnadeHHbix O3, BKatodaoT HAC (ecnn npMmeHUMOo), a TaKKe WUHble
NPUMEHUMbIE HANOMM, B 3aBUCMMOCTU OT CUCTEMbI HaNoroobaoxKeHua, GaKTUYECKM MPUMEHAEMOIR
KOHKpeTHbim O3;

6. B cnyyae nepegaum matepmuanbHbIX LeHHOCTeN U ycayr (Hanpumep, aBuabuaeTbl, onsiata pasmelLeHus
B FOCTUHULE), CyMMa pacKpbiBaetcs ¢ ydeTom HAC, MHbIX NPUMEHUMBIX HaNI0roB U CHOPOB;

7. B KaTeropuu crnoHcopckue cornaweHna ¢ O3 Ha WMHAMBUAYANbHOWN OCHOBE PACKPbITbl AAHHbIE O
BbiNAaTax 3a apeHay MOMELLeHU Ana npoBeAeHUA MEepPOonpuATUI, OpPraHM30BaHHbIX U/Man
duHaHcmpyembix 000 «AnnepraH CHI CAP/»;

8. PackpbiTMe paHHbIX O BbinaaTax C3, coBeplwaemoe Ha WHAMBUAYA/IbHON OCHOBE, MOAHOCTbIO
COOTBETCTBYET 3aKOHOAATENLCTBY PP 0 NEPCOHANbHBIX AaHHbIX, C HAIMYMEM NMUCbMEHHbIX cornacuin C3.



