PackpbiTie vHpoOpMannu o nepegaye HEHHOCTEH

C 2016 ronma MmexayHapoaHbIe (hapMalleBTUYCCKIE KOMIIAHUH O0S3YIOTCS €KETOTHO MyOIMKOBaTh
WHQOPMAITUIO O MJIaTekaX, OCYIMECTBICHHBIX B MOJB3Y CIEIUATHUCTOB U OPraHU3aIlni 3PaBOOXPaHCHUSI.

VYcnexu B pa3sBUTHM MEJWIMHCKOW HAyKW 3a MOCIEIHUE JECATHIICTHS O3HAMEHOBAIHChH
MOSIBJICHUEM BBICOKOA(()EKTUBHBIX WHHOBAIIMOHHBIX JICKAPCTBEHHBIX NPEMApaTOB U METOJOB JICUCHUS,
KOTOPBIC TIO3BOJIWIIM YBEJIIMYHUTh MPOJIOKUTEIBHOCTD KU3HU TAI[ICHTOB U TOBBICUTH KaueCTBO YKU3HHU.
[Iporpecc B 3IpaBoOXpaHEHWH OOYCJIOBJICH HENPEPHIBHBIM HAYYHO —  HCCICAOBATEIHCKHM
COTPYJHUYECTBOM MEXKJy HHIYCTPUEH W CIHECIUAIUCTAMHU 3JIPABOOXPAHEHUS, B paMKax KOTOPOTO
(hapMaleBTUYCCKIE KOMIIAHUM WHBECTUPYIOT 3HAUUTEIBHBIC CPEICTBA B HAyYHO-HUCCIICIOBATEIBCKUC
MPOTPaMMBI, MOBBIIICHHE MPO(ECCHOHATTLHOTO YPOBHS BpayeH, COIUaibHO-1eMOrpadUuecKie TPOCKTHI
Bo BceM Mupe BompocaM OpraHH3allid B3aWMOJICHCTBHSI MEXAY MEIWIMHCKHM COOOINECTBOM U
(hapManeBTUIECKON OTPACTIBIO YaAeIsIeTcs 0co00e BHIMaHUE.

B mensx moBbIIEHUs] TPO3pAavyHOCTH B3aUMOACWCTBHS Ha Onaro manueHToB EBpomeiickas
dbenepanus papMareBTHICCKON mpoMbIieHHOCTH U acconmanuii (European Federation of Pharmaceutical
Industries and Associations — EFPIA) B 2013 roxy yTBepania B Ka4eCTBE CTaHIapTa CaMOPETyJIUPOBAHHUS
TpeboBaHUE 0 HEOOXOAMMOCTH PACKPBITHSI HH(POPMAIMY O IEHHOCTSIX, IEpeIaHHbIX (apMaleBTHUECKIMU
KOMIIAaHVSIMH B TIOJIB3Y CIIEUAIMCTOB W OpraHU3aIii 37jpaBooxpaneHus. TpedoBaHus 00 00s3aTeIbHOM
pacKkpeITHH WH(GOPMAIUH O IJIaTeKaX, OCYIIECTBICHHBIX B paMKax B3aMMOIEHCTBUS (apMHUHIYCTPHHA U
MEIUIMHCKOTO COOOIecTBa, TaKKe HAIUId CBOE OTPaXEHWE HM B HOpPMax HAIMOHAJILHOTO
3akoHonarenbcTBa CIIA u ctpan EBpombl, Takux kak @pannus, ['peums, I[lopryramusa, DcroHus.
IloaTBepkaasi NPUBEPKEHHOCTh BBICOKUM S3THYECKUM CTaHAapTaM, Accolualus MEXAYHapOIHBIX
¢dapmaneBtuueckux npoussoaureiei (AIPM), Oyayun unenom EFPIA ¢ 2012 rona, momHOCTBIO pa3ienser
no3unmio EFPIA. Takum o00pa3oMm, HWHHIMATHBA TI0 PACKPBITHIO UWHpOpPMAIMM O IUIaTeXax,
OCYILECTBICHHBIX B IMOJb3y CHEUUATUCTOB W OpraHU3alUil 3[paBOOXpPAHEHUs, B TOM YHCIE IpU
MIPOBEJICHAH HAayYHOWCCIIEIOBATENFCKUX TPOTPaMM W pa3pabOTOK, UMEET MEXKAYHApOIHBIN XapakTep,
pacrpocTpaHseTcs Ha Bce Kommanuu-wieHsl AIPM, Brmouast kommanuio Allergan, u ocymiecTsisieTcst B
MIOJIHOM COOTBETCTBHUHU C 3aKOHOATENbCTBOM Poccuiickoit denepaiiuu, B TOM YUCIIE€ B OTHOUIEHUH 3alUThI
MEePCOHAIBHBIX TaHHBIX.

Hauwunas ¢ 2016 roaa hapmaneBTuueckue komnanuu-awiensl AIPM, Bkitodas kommanuto Allergan,
00s13yr0TCST  TIyOJMKOBaTh HA CBOMX WMHTEPHET-CATax JIaHHbIE OO0 OCYIIECTBICHHBIX KOMITAHHSIMHU
nepeaayax HeHHOCTEH eKeroJHO, M KX Ibli OTYETHBIN epHO T0JDKEH MOKPBIBATH IOIHBINA KaJeHAapHbIH
roa. B nensix obecrieuenust ennHooOpasus, packpeitue HHGoOpMalu OyIeT oCylecTBIAThCS B hopmare
YHHDUIIUPOBAHHON TaOJIUIBI C OJJHOBPEMEHHBIM Pa3MEIIeHHEM CONPOBOAMTEILHON 3aIMCKU ¢ KPATKUM
OTMCaHUEM METOJIMKH, UCTIOIb30BAHHON TIPH MOATOTOBKE JIaHHBIX.

Kommanun-unenst AIPM 1Bepno yOexJeHbl: MHULIMATHBA PACKPhIBATH JaHHBIE O IJIaTexax Oyaer
CIOCOOCTBOBATH TMOBBIIICHHIO B3aWMHOH OTBETCTBEHHOCTH W OJTHUYHOCTH B3aMMOJICHCTBUS MEXITY
bapMuHIyCcTpUEll U MEIWIMHCKAM COOOILIECTBOM M, B KOHEYHOM cueTe, OyIeT CIIy>KUTb HMHTEpecam
NAalMEeHTOB M POCTY B3aHMMHOIO JOBEpHs B INa3ax oOmiecTBa. s yCHEUIHOTO BOIUIOLICHUS B JKU3Hb
WHHIIMATHBEI IPO3PAaYHOCTH TPeOyeTcs MOHMMAaHUE U IIMPOKOE B3aUMOJICHCTBHIE BCEX 3aMHTEPECOBAHHBIX
CTOPOH B MHTEpEcax yKPEIUICHHsI IOBEPHsI B OOIIECTBE B LIEIIOM, MEXKTy CIICIIHAICTAMH 3J[PABOOXPAHEHUS
U (apMarneBTHUECKONH HHAYCTPUEH, B YACTHOCTH.

C Oonee mnoapoOHOW wuHGOpMalMell 00 HHHUIMATHBE MOXKHO O3HAKOMMTBLCS, HCIIONb3Ys
CJIE/YIOIINE HCTOYHUKH U PECYPCHI:

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

3. http://www.efpia.eu/



http://aipm.org/
http://transparency.efpia.eu/
http://www.efpia.eu/

MeToauKA NOATOTOBKH JAHHBIX

IIpaBoBasi ocHOBa B3auMoAeHCTBUSA MHAYCTPHH U MeTUIIMHCKOT0 COO0IIeCTBA.

B cooTBeTCcTBHY C 3aKOHOAATEIBCTBOM, PETYIHUPYIOIINM B3aUMOIECHCTBIE (hapMaLleBTHUECKON HHAYCTPUU
U MEIHMLMHCKOTO COOOIIECTBA, CHEIHANMCTaM 3ApaBOOXpaHEHHS HE 3alpelieHO Y4acTBOBAaTh B
npoeCCHOHANBHBIX ~ HAYYHBIX  MEPONPUSTHAX,  OpPraHU3yeMblX W (WIH)  CIHOHCHPYEMBIX
(bapMaleBTHYECKUMH KOMIIAHUSIMH, @ CIELUAIUCTaM 31PaBOOXPAHECHUS, ABISIFOIIMMUICA MEIULMHCKUMU
pabOTHUKAMH, NOJIy4aTh BO3HArPaXKACHUS 10 JOTOBOPaM YU MIPOBEACHUH KINHHUUYECKUX HUCCIIEAOBaHUN
JIEKapCTBEHHBIX MPENapaTtoB JUIsl MEIUIUHCKOrO MPUMEHEHUs, BO3HAarpa)XJICHUH, CBSI3aHHBIX C
OCYILIECTBIICHHEM MEAMLIMHCKUM PaOOTHUKOM IEAarorndeckoil v (M) HayqYHOH AesTeIbHOCTH.

KTo0 1 kak MoKeT HMeTh JO0CTYN K PAaCKPbIBA€MbIM TAHHBIM ?

Kaxnas xomnanus-uieH AIPM pa3mecTuT packpbiBacMbIe JJaHHBIC HAa CBOEM KOPIIOPATHBHOM cCaiiTe B
oTKpeIToM joctyrne. COOTBETCTBEHHO, YKa3aHHas WHQOpManus OyJeT JOCTyIHA JUIsl IIHPOKOM
0OIIIECTBEHHOCTH.

Yto moHUMAaeTCsI Mo Mepenadeii meHnocreii B coorBercTBuu ¢ Konexcom AIPM

ITon nepenayei ieHHOCTEHN B paMKax JaHHOW MHUITMATHUBBI TIOHUMAETCS MpsiMas WM KOCBEHHAs mepeaada
LEHHOCTEH, ocylIecTBiIsieMast B (popMe JIEHEKHBIX CPEJCTB, B HATYPaJbHOM BBIPAKEHHU WM B JOOOM
JIpyTroi popMe B IEISIX Kak MPOABMKECHHUS (papMalieBTHIECKOTO POIyKTa Ha PBIHKE, TaK U B JIIOOBIX MHBIX
[ENSIX, B CBS3H C pa3pabOTKON M MpoAaKel MCKIIOYUTEIHHO PElEeNnTYPHBIX JIEKapCTBEHHBIX MPETapaToB
JUIE MEITUIIMHCKOTO TpuMeHeHus. [IpsimMas mepemada IICHHOCTEH NpPOM3BOAMTCS (papManeBTHUECKON
KOMITaHHEW HETIOCPEACTBEHHO B IMOJIB3Y Monydareniss. KocBeHHas mepenada leHHOCTEH MPOU3BOAUTCS OT
UMeHH (hapMaleBTHYECKOH KOMIIAHHUHM B IIONB3Y MONydYaTeNs WM dYepe3 IOCpedHuKa (Hampumep,
areHTCTBO TI0 OpraHW3allid MEPOTPHUSATHI) B Ciydae, eciiu (hapMmameBTUYecKas KOMIIAHHUS 3HAET WU
MOJXKET UJACHTU(DHUIIMPOBATH OpraHU3AIMI0 3IPABOOXPAHCHUS / CIICIIMATUCTA 3APABOOXPAHCHHUS, B MTOJIb3Y
KOTOPBIX OCYIIECTBIISIETCS Iepeaada MeHHOCTEH.

Kaxkue nepenaun neHHocTeil 10/KHBI ObITh Oy 0JIHKOBAHBI
JomKHBI TyOIMKOBAThCS CIEAYIONINE Tepejaul [eHHOCTEH!:

l. IToxepTBOBaHUS M T'PAaHTHI, OCYILECTBISIEMbIE B IIOJIb3Y OPraHU3ALMH 3APaBOOXPAaHEHUS U
MOJIEPKUBAIOIINE 3/IpaBOOXPAHEHNE, BKIIOYAsl TIOXKEPTBOBAHNS U TPAHTHI (B IEHE)KHOM HITH
HATypalbHOW (hopMe) YyUpeKICHHSM, OPTaHHM3allUsM WM acCOIUAlUsAM, COTPYAHHUKaMH
KOTOPBIX SIBJISIIOTCSl CHEHMANINMCTHl 3APAaBOOXpaHEHHS M (WJIM) KOTOPbIE OKAa3bIBAIOT
MEIUIMHCKYIO TIOMOLIIb.

Il. IloxpeITHE pacxo/lOB, CBA3AHHBIX C TIPOBEJACHHEM MEPONPHUATHH, OCYIIECTBIsIEMOE
MOCPEACTBOM  OpraHu3alMii  3ApaBOOXPAHEHUS WM TPETbUX JIMI, TaKUX Kak: -
Perucrpanyonnsie B3HOCH, - CHOHCOPCKHE B3HOCHI IO COIVIAIIEHHSM C OPraHU3aLUsIMU
3[paBOOXpPAHEHUS WM C  TPEThUMH  JIMIAMH, TPUBICYEHHBIMH  OpraHHu3aluen
3/IpaBOOXpaHEHHUs AJIS IeNiel OpraHu3alui MeporpusaTus; u - [Ipoesn u npoxxuBaHue.

M. [Tnatexxu 3a OkazaHue ycIayr U KOHCylpTHpoBaHue. [lepenaun neHHocTeil mo 1oroBopam HiH
CBSI3aHHBIE C IOTOBOPaMH MeXAY (papMalieBTUIECKUMHU KOMIIAHUSAMH U CHELUAIMCTaMH W/ W
OpraHM3alMsIMU 3PAaBOOXPAHEHHS, B COOTBETCTBHM C YCJIOBHUSAMHU KOTOPBIX CHEIHATUCTHI
W/WIIM  OpraHu3allMy 3APaBOOXPAHEHMS OKa3bIBAIOT Pa3IMYHbIE BUABI YCIYI B IIOJIB3Y
(apMaleBTHUECKOW KOMIIAHWHM, WJIN NPOYMe BHUAbI (DUHAHCUPOBAHMS, HE OTHOCSALIMECS K
BBIIIEyKa3aHHBIM KaTeropusm. [lmaTexxn 3a oka3aHHWe yCIIyT U KOHCYJIBTHPOBAHHE C OIHOM
CTOPOHBI, ¥ TIEpeIavyl IEHHOCTEH, OTHOCSIINECS K PAaCX0aM, COTJIACOBAHHBIM B COOTBETCTBUU
C JOTOBOPOM B NMHUCBMEHHOH (hopMe, peryiupyroluM COOTBETCTBYIOIIYIO ACSTEIbHOCTD, C
JIPYTOi CTOPOHBI, TOJDKHBI PACKPHIBATHCA ABYMS OT/ICIbHBIMH CyMMaMH. 5

V. IIokpeITHE PACXOMOB, CBSI3aHHBIX C IPOBEJECHUEM MEPONPUATHNA M YYaCTHEM B HHX
CIEIMATMCTOB 3/IpaBOOXpaHeHus. - Perncrpannonnsle B3HOCHL; - [Ipoesn u npoxuBanue.
V. [lepenauu neHHOCTEH B CBSA3M C MIPOBEACHUEM MCCIIEIOBAaHUM U pa3pabOTOK.

JokHa M MH(OpManMsA 1O KaKI0H Iepenave HEHHOCTEH PACKPbIBATHCS HA MHANBHAYATbHOMN
OCHOBE, TO €CTh, HICHTH(PUUUPYS KAMKAOT0 OTAeJIbHOr0 Moaydaressi?

Nudopmarus mo kaxao# nepenade IMEHHOCTEH TOJDKHA PACKPHIBATHCS Ha HHIWBUIYIBHOW OCHOBE, TIPH
YCJIOBHM COOJIONECHUS HOPM JEHCTBYIOIIETO 3aKOHOMATEIhCTBA O 3allUTE MAaHHBIX, B TOM YHCIE



MEPCOHAILHBIX JaHHBIX. B 4YacTHOCTH, Kaxkmas ¢apMaleBTUUYeCKas KOMIaHWs o00s3aHa Ha
WHIUBUyaJIbHOH OCHOBE PacKPBIBATh CYMMEI, OTHOCSIIIHECS K ITepeaade IMeHHOCTEH, OCYIIECTBISIEMBIX B
MOJIb3y CHEHUATNCTOB U OPraHU3aldil 3[paBOOXPAHECHUS MO KAXKJOM KaTeropuu mepefadd EeHHOCTEH,
UACHTUQUIUPYS WX, KaK KaXIOr0 OTACIHHOIO IOJydaTesis ILEeHHOCTeH. VICKIIOYeHHE COCTaBISIOT
ClIeTyroIye BUABI Tiepeaad IIeHHOCTeH, KOTOpBIE PACKPBIBAIOTCS B 001IeM BUIe: A) mepeaaydn eHHOCTeN
B CBSI3H C MPOBEACHUEM HUCCIICIOBAHUN B pa3padoToK; b) mepenayun eHHOCTEH, OCYIIECTBIIEMBIX B TIOJIB3Y
CIICLIMATIUCTOB 3/IPABOOXPAHEHUS, B CIIy4ae €CIU CIECIMAIUCT 3IPaBOOXPAHCHUS HE Jall UM OTO3BaJl CBOE
corjache Ha pacKpbeITHe WH(OpManuu O Tepemade IeHHOCTeH. B) B MHBIX ciydasX, YCTaHOBJIEHHBIX
3aKOHOAaTEIHCTBOM,

Kro siBasiercst cmemmaiaucramu 3apaBooxpanenusi (nanee - C3) B COOTBETCTBHH € MOJIOKEHUSIMHU
Konekca AIPM? Cornacuo nonoskenusm Kojekca crienuaircTaMy 3ApaBOOXPaHCHHS SBJISIOTCS BpayH U
Jpyrue MEIUIMHCKHE PAaOOTHHKH, PYKOBOOUTEIM MEIWIMHCKUX OpraHu3almid, (apManeBTHYECKHE
pabOTHUKH, BKIIIOYAs MPOBH30POB W (hapMalleBTOB, PYKOBOJAUTENM ANTECYHBIX OpPraHU3alud U Ipyrue
CHELUAINCTBI, MPEIMETOM NPO(ECCHOHATIBHON NESTEIbHOCTH KOTOPBIX SBIAIOTCS (apMaleBTUIECKHE
IPOAYKTHl U KOTOpbIE B IpoLecce CBOE MpodeccHOHaNbHON OESTENbHOCTH MMEIOT IPaBO Ha3HAYaTh,
PEKOMEH/IOBATh, MPHOOPETATh, OTIYCKATh WM IPUMEHAThH (papMaleBTHYECKHE TPOTYKTHI.

B xaxom nopsiake pacKpbIBalOTCs liepeiayy LeHHOCTeH B M0J1b3Y CIIelMAJUCTOB 3IPAaBO0XPaHeHs ?
Ilpu packpeiTi UHPOPMAIMK, Kacarollehcs CIENUaIiCTOB 3ApAaBOOXPAHEHHS, aHHbIE IOJDKHBI
My OJIMKOBATHCS UCKITIOUUTENBHO C COOIIOJICHUEM HOPM JIEHCTBYIOIIETO POCCHHCKOT0 3aKOHOJATEIbCTBA O
3alIUTe NEPCOHAIBHBIX IAHHBIX, TO €CTh NPHU HAJUYUM COOTBETCTBYIOLIETO MHUCHMEHHOI'O COIJIacHs
CHENUANNCTa 3ApaBooXpaHeHus. [IpH OTCYTCTBMM WMJIM OT3BIBE COTJIACHS PACKpbITHE HH(POPMALUU O
nepeaaye eHHOCTEH B OB3Y CIEIHATHCTOB 3[PABOOXPAHEHUS JOJDKHO OCYIIECTBISTHCS B 0000IIEHHOM
Buze 0e3 yKa3zaHHus KOHKPETHBIX MOJIydaTeIel EeHHOCTEH.

Kro siBjIsieTcsi opraHu3anusiMu 3ipaBooxpaHenus (qanee - O3) B COOTBETCTBHHU ¢ MOJIOKEHUSIMH
Konekca AIPM? Cornacao monoxenusm Kojekca opraHuzanueii 3JpaBOOXpaHCHHS SBISCTCS JH000€
opuaudeckoe  Jmno, (1)  SBISIOINGECS — OpraHM3aIldedl  3IpaBOOXPAHCHHS,  MEIMIIMHCKOM,
(hapManeBTUYECKOM WM HAy4YHOW accolMalueidl WM opraHu3anueil (BHE 3aBUCUMOCTH OT €¢
OpraHU3allMOHHO-TIPaBOBOM (HOpMBI), HapuMep, OONBHUIA, KIMHUKA, (OHJ, YHHUBEPCHTET WU WHBIC
y4eOHbIC 3aBe/IeHNs (KpOME MMAallMEHTCKUX OpPTaHu3alliil), 4eil FOpUAHYECKUI apec, MECTO PETUCTPAIHN
FOPUIMYECKOTO JINIIA WK OCHOBHOE MECTO JICITEIIbHOCTH HAXOAUTCS B mpenesax Poccuiickoit @enepamnmm
ni (i1) KOTOpPbIe OKA3bIBAOT YCIIYTH OCPEICTBOM OJHOTO MJIH 00Jiee CIEeUATUCTOB 3IPaBOOXPaHCHHSI.

PackpriBatoTcst JaHHBIE O BBHIIIIATAX, COBEPIISHHBIX B TEUSHHE KAIIEHIAPHOTO I'0/1a, HE3aBUCUMO OT JaThl
OKa3aHUs yCIyT;

PackpriBaemble JaHHBIE O Mepeade MEHHOCTEH OTHOCITCS K PEleNITyPHBIM JIEKapCTBEHHBIM MpenapaTam
JUTSL MEJTUIIMHCKOTO TIPUMEHEHHS, a TAK)KEe METUIIMHCKUM H3ICIUIM;

PackpbiBacMble CBEJEHUS COOTBETCTBYIOT JaHHBIM TIEPBUYHOW JIOKyMEHTamuu, OQOPMIICHHOW K
JIOTOBOPaM OKa3aHWsl YCIYT U UHBIM TPaKIaHCKO-TIPABOBBIM JIOTOBOPaM;

CyMMBI JI€HEXKHBIX CPEICTB, BHIUIAYeHHBIX (3, yYMTBHIBAIOT HAIOT HAa JOXOABI (PM3MYECKHX IHII,
COIMANTFHBINA HAJIOT, T/Ie 3TO MPUMEHHUMO;

CyMMBI JACHEXHBIX CpelncTB, BlmIadeHHBIX O3, Brimtouaror HJIC (ecnmu mpuMeHWMO), a TakKe HHBIS
MPUMEHUMBIE HAJOTH, B 3aBUCHUMOCTH OT CHCTEMBl HAJIOTOOOJNIOKEHHS (HaKTHUECKH TPUMEHSIEMO
KOHKpeTHbIM O3;

B cnyuae nepenaun MaTepHaibHBIX IICHHOCTEH M yCIIyT (HampuMep, aBHaOUJIeThl, OIIaTa pa3MeIIeHHs B
TFOCTHUHHUIIE), CyMMa packpbiBaercs ¢ yuetoM HJIC, MHBIX TPUMEHUMBIX HAJIOTOB U COOPOB;

B kareropuu cnnoncopckue cornamenus ¢ O3 Ha UHAUBUIYATbHON OCHOBE PACKPBITHI IaHHBIE O BhITLIATaX
3a apeH Iy TIOMEIIEHHH IS IPOBEIECHUS MEPOTIPUATHI, OpraHN30BaHHbIX W/min GuHaHCHpyeMbix OO0
«Annepran CHI' CAPJI»;

PackpriTe nanHHbix o0 Bbiuiatax C3, coBepliaeMoe Ha HWHAUBUIAYAIbHOW OCHOBE, IOJHOCTHIO
COOTBETCTBYET 3aKOHOIaTENbCTBY PD 0 mepcoHanbHBIX TaHHBIX, C HAIMYKMEM MUCbMEHHBIX cornacuid C3.



