PackpbiTHe vHpOpMannu 0 nepegaye HEHHOCTEH

C 2016 ronma MexayHapoaHbIe (hapMalleBTUYCCKIE KOMIAHUU O0S3YIOTCS €KETOTHO MyOIMKOBATh
UHQOPMAITUIO O MIaTekaX, OCYIIECTBICHHBIX B MOJIB3Y CICIUATUCTOB U OPraHU3aIlni 3paBOOXPaHCHUSI.

VYcnexu B pa3sBUTHM MEJWIMHCKOW HAyKW 3a MOCIEIHUE JECATHIICTHS O3HAMEHOBAIHChH
TMOSIBJICHUEM BBICOKOA((EKTUBHBIX WHHOBAIIMOHHBIX JICKAPCTBECHHBIX NPEMApaTOB U METOJOB JICUCHUS,
KOTOPBIC TIO3BOJIWIIM YBEIIMYHUTH MPOJIOKUTEIBHOCTD KU3HU TAI[ICHTOB M TOBBICUTH KaueCTBO YKU3HHU.
[Iporpecc B 3IpaBoOXpaHEHWH OOYCJIOBJICH HEMPEPBIBHBIM HAYYHO —  HCCICAOBATECIHCKHM
COTPYIHUYECTBOM MKy HWHIYCTPUEH W CIHCIUAIUCTAMHU 3JIPABOOXPAHEHUS, B paMKax KOTOPOTO
(hapMaleBTUYECKHE KOMIIAHUM WHBECTUPYIOT 3HAYUTEIBHBIC CPEIICTBA B HAyYHO-MCCIICIOBATCILCKUC
MPOTPaMMBI, MOBBIIIICHHE MPO(ECCHOHATLHOTO YPOBHS BpayeH, COIUaIbHO-IeMOrpadUuecKie TPOCKTHI.
Bo BceM Mupe BompocaM OpraHH3allid B3aWMOJICHCTBHSI MEXAY MEIMIMHCKHM COOOINECTBOM U
(hapManeBTUIECKON OTPACTIBIO YeIsIeTcs 0co00e BHIMaHUE.

B mensx moBBILIEHHST TPO3PAvyHOCTH B3aUMOACWCTBHA Ha Onaro manueHToB EBpomeiickas
dbenepanms hapMareBTHICCKOM IpoMbIieHHOCTH U acconnanuid (European Federation of Pharmaceutical
Industries and Associations — EFPIA) B 2013 roxy yTBepania B Ka4eCTBE CTaHIapTa CaMOPEryJIUPOBaHHUS
TpeboBaHUE 0 HEOOXOAMMOCTH PACKPBITHS HHPOPMAIMK O IEHHOCTSIX, IepeIaHHbIX (apMaleBTHUECKIMU
KOMITaHUSIMH B TI0JIb3Y CHEIMAINCTOB U OpraHu3aluil 31paBooxpaneHus. TpedoBanus 06 00s3aTeIbHOM
PacKpBITUM HHPOPMALIMK O IUIATeKaX, OCYIIECTBICHHBIX B PaMKax B3auMOIEHCTBUS (GpapMUHIYCTPUH U
MEIUIMHCKOTO COOOIecTBa, TakKe HAIUIM CBOE OTPaAXCHHE H B HOPMax HAIMOHAJILHOTO
3akoHodarenbcTBa CIIA u ctpan EBpomnbl, Takux kak @panuwms, ['peuwms, Ilopryramus, ScToHus.
[TonTBepkaas NPHUBEP)KEHHOCTb BBICOKMM STHYECKMM CTaHAapTaM, ACCOLMALMS MEXIyHAapOIHBIX
¢bapmaneBTuueckux npoussoaureieii (AIPM), Oyayun unenom EFPIA ¢ 2012 roaa, momHOCTBIO pazenser
no3unio EFPIA. Takum o00pa3oMm, HWHHIMATHBA TI0 PACKPBITHIO WHPOpPMAIMM O IUIaTeXaXx,
OCYIIECTBICHHBIX B IOJIB3y CHEIUATUCTOB M OpTraHMW3alud 3IpaBOOXpPAaHEHHA, B TOM 4YHUCIE IpHU
NPOBEIEHNH HAYYHOMCCIIEAOBATEIBCKUX HPOrpaMM M pa3pabdOTOK, MMEET MEKAYHApPOIHBIM XapakTep,
pacrpocTpaHsercs Ha Bce Kommanuu-awieHsl AIPM, Brimrouast kommanuto Allergan, wu ocymiecTsisieTcst B
MTOJIHOM COOTBETCTBUU C 3aKOHOIATeNBCTBOM Poccuiickoit deneparuy, B TOM YUCIIE B OTHOLIEHNUH 3AIUTHI
MEPCOHAIBHBIX TaHHBIX.

Hauunas ¢ 2016 roaa hapmaneBTrueckue komnanuu-awiensl AIPM, Bkirouas kommanuto Allergan,
00s3yr0TCSl TyOJMMKOBaTh HA CBOMX MHTEpHET-CAaliTax JaHHbIE 00 OCYIICCTBICHHBIX KOMITAHHSIMHU
nepeaayax HeHHOCTEH eKeroJHO, M KX Ibli OTYETHBIN epHO T0JDKEH MOKPBIBATH IOIHBINA KaJleHIapHBIN
roa. B nensix obecrievuenust ennHooOpasus, packpeiTue HHGopMaImu OyaeT OCyIIeCTBIATECS B opMaTe
YHA(DUIMPOBAHHON 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 TIOBBIIIEHUIO B3aMMHOM OTBETCTBEHHOCTH M OSTHYHOCTH B3aHMMOACHCTBHUA MEXKIY
bapMuHIyCTpUEl M MEIUIMHCKAM COOOILIECTBOM M, B KOHEYHOM cueTe, OylIeT CIIy>KUTb HHTEpecam
NAalMEeHTOB M POCTY B3aHMMHOTO JOBEpHUs B Iazax oOmiecTBa. sl yCHEMIHOro BOMJIOLIEHHUS B KHU3Hb
WHUIMATHBEI TPO3PAYHOCTH TPeOyeTCs MOHNMAaHKE U IIMPOKOE B3aUMO/ICHCTBHE BCEX 3aNHTEPECOBAHHBIX
CTOPOH B MHTEPECAX YKPEIUICHNS IOBEPHS B OOIIECTBE B LIEIOM, MEXKTY CTIEIUATUCTAaMH 37JPaBOOXPAaHEHUS
U (apMareBTHUeCKONH HHAYCTPUEH, B YACTHOCTH.

C Oonee mnoapoOHOW wuHpOpMalMell 00 HHHUIMATHBE MOXHO O3HAKOMHUTBLCS, HCIIOJIb3Ys
CJIEYIOIINE HCTOYHUKH U PECYPCHI:

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

3. http://www.efpia.eu/
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MeToauKA NOATOTOBKH JAHHBIX

IIpaBoBasi 0CHOBa B3aMMO/eiiCTBUSI HHAYCTPUHM M MeTHIIHHCKOTO COO0IIeCTBA.

B cooTBeTCTBHY € 3aKOHOIATEILCTBOM, PETYIUPYIONINM B3aUMOICHCTBUE (hapMalleBTUIECKON UHIAYCTPUN
U MEIUIMHCKOTO COOOINECTBA, CIICIUAIMCTAM 3JIPAaBOOXPAHCHMS HE 3alpelicHO Y4YacTBOBaTh B
Mpo(heCCHOHANBHBIX ~ HAyYHBIX  MEpPONPHUATHSAX, OpraHM3yeMBIX W (WJIH)  CIIOHCHPYEMBIX
(hapMareBTHICCKUMHA KOMITAHUSMH, a CICITHANINCTAM 3IPaBOOXPAHCHIS, SBIISTFOITIMHUCS MEIUITMHCKAMU
pabOTHUKaMHU, TIOJIYYaTh BO3HATPAKICHHMS IO IOTOBOPAM IPH NMPOBEACHUN KIIMHUYECKUX UCCIICIOBAHMN
JIEKAPCTBEHHBIX TMpenapaToB Il MEIUIMHCKOTO MPUMEHEHUS, BO3HATPAXKICHUM, CBSI3aHHBIX C
OCYIIECTBICHUEM MEIUITMHCKUM PAaOOTHUKOM TIeIaroTHIeCKOi U (MJIM) HAYyIHOH ACSTCIIEHOCTH.

KT0 1 KaKk MO:KeT HMeTh I0CTYN K PACKPBLIBA€MbIM JAHHbIM?

Kaxnasa xomnanus-uwien AIPM pasmecTUT packpbiBaeMble JaHHBIE HA CBOEM KOPIIOPATHBHOM CaiTe B
OTKpbITOM gocTyrne. COOTBETCTBEHHO, YyKa3aHHas WHdopMarus OyaeT AOCTyNmHA s IIAPOKON
OOIIECTBCHHOCTH.

Yto moHHMAaeTCcsI Mo Mepenadeid meHnocreii B coorBercTBun ¢ Kogexcom AIPM

ITon nepenaueil HeHHOCTEN B paMKax JaHHOW MHUIIMATUBBI TOHUMAETCS MpsMasi LI KOCBEHHAs Mepenayda
LIEHHOCTEH, OCyIIecTRIseMas B (hopMe JCHEIKHBIX CPEJCTB, B HATYpaJIbHOM BBIPAXKCHUU WM B JHOOOH
Ipyroi (hopMe B IEISIX KaK MPOIBIKCHUS (hapMaIleBTHIECKOro MPOayKTa Ha PRIHKE, TaK U B TIOOBIX MHBIX
LEJSIX, B CBS3H C pa3pabOTKON M MPOAaKeH MCKIIOYUTEIBHO PElEeNTYPHBIX JICKAPCTBESHHBIX MPErapaToB
JUISL MEIUIIMHCKOrO TpuMeHeHws. [Ipsmas mepemava IEHHOCTEH NpPOoW3BOAMTCS (hapMalleBTUYCCKOM
KOMITAaHHEW HEMOCPEACTBEHHO B MONb3y Nosydarens. KocBeHHas nepenayda HEHHOCTEN MPOU3BOAUTCS OT
UMEHN (hapMarieBTHICCKOH KOMIIAHWHM B TIONB3Y IOJIyYaTels WM dYepe3 TNOoCpPeaHHKa (HarpuMmep,
arcHTCTBO TI0 OpraHHW3allid MEPOINPUATHIA) B ciydae, eciiu (hapMaleBTUYCCKas KOMIIAHHUS 3HACT WU
MOJKET UJCHTH(DHUIINPOBATH OPTaHHM3AIHNIO 3/[PABOOXPAHEHUS / CIIEIIHATNCTA 3PABOOXPAHEHMSI, B MTOJIB3Y
KOTOPBIX OCYILIECTBISIETCS NIEpeaaya EHHOCTEH.

Kaxkue nepeaaun neHHocTel J0KHBI ObITH OMy0JIHKOBAHBI
JomkHBI MyOIMKOBaThHCS CIEAYIOMINE TepeJadl IEeHHOCTEH:

I IToxxepTBOBaHMS M T'PAHTHI, OCYIIECTBISIEMbIE B IMOJIb3Y OPraHU3aIMil 31paBOOXpaHEHUS U
MOJIEPKUBAIOIINE 3/I[paBOOXPAHEHNE, BKIIOYasl TIOKEPTBOBAHNS U TPAHTHI (B IEHE)KHOM MITH
HaTypaJbHOW (opMe) YUpEKICHHSAM, OpPraHM3alusM WM acCOLHUAlUsAM, COTPYAHUKAMHU
KOTOPBIX SIBJISIIOTCSL CHELMANMCTBl 3APAaBOOXPaHEHUS M (WIM) KOTOpbIE OKa3bIBAIOT
MEAUIHUHCKYIO TTIOMOIIIb.

Il. IloxpeITHE pacxo/lOB, CBA3AHHBIX C TIPOBEJACHHEM MEPONPHUATHH, OCYIIECTBIsIEMOE
NOCPEICTBOM  OpraHu3aluil 3ApaBOOXPAHEHWs WIM TPETbUX JIML, TaKUX Kak: -
Peructpanuonssie B3HOCHI; - CIOHCOPCKHE B3HOCHI 10 COTJIALIEHHUSM C OpPTraHU3alUsAMU
3IpaBOOXpPAaHEHHs WM C  TPETbUMH  JIMIAMH, TPUBJICUYEHHBIMH  OpTraHHu3aIuen
3/1paBOOXpaHEHN I LeJIeH OpraHnu3aluy MEpONIpuATHS; U - [Ipoe3n 1 mpokuBaHUe.

M. IInaTexxu 3a okazaHue yciIyr U KOHCYIbTHpoBaHMeE. Ilepenaun ieHHOCTEN 1Mo 10oroBopam mWin
CBSI3aHHBIE C JIOTOBOPaMU MEKAY (hapMarieBTUIeCKUMH KOMITAHUSAMH U CHICIIMATNCTaMU W/UITH
OpraHM3alMsIMH 3APaBOOXPAHEHMSI, B COOTBETCTBHM C YCIOBUSIMH KOTOPBIX CHEIMATUCTHI
W/WIIM  OpraHu3allii 3APaBOOXPAaHEHHS OKa3bIBAIOT Pa3IMYHbIE BUIBI YCIYr B IIOJB3Y
(dapMarieBTHIECKOW KOMIIAaHWHW, WK MpoYre BUBl (DMHAHCHUPOBAHUS, HE OTHOCSIIMECS K
BBIIIIEyKa3aHHBIM KaTeropusM. llmaTexxn 3a oka3aHHWe yCIIyT U KOHCYJIBTHPOBAHHE C OJHON
CTOPOHBI, ¥ IEPEAAYH LICHHOCTEN, OTHOCAIIMECS K PacX0oaM, COrJIaCOBaHHBIM B COOTBETCTBUHU
C JIOTOBOPOM B MUCBMEHHOH (hopMe, peryIupyroIUM COOTBETCTBYIOIIYIO JEATENLHOCTD, C
JIPYTOi CTOPOHBI, TOJKHBI PACKPBIBATHCS ABYMS OTAEIbHBIMA CyMMaMU. 5

V. IlokpeITHE pPACXOAOB, CBSI3aHHBIX C MPOBEJCHUEM MEPONPUATHUA M Y4YaCTUEM B HHX
CIICLMAJIUCTOB 3ApaBOOXpaHeHus. - Peructpairionsbie B3HOCHL; - [Ipoe3a u mpokuBaHue.
V. Ilepenaun ieHHOCTEH B CBSI3HU C ITPOBEIACHUEM HCCIICAOBAHUI 1 pa3pabOToK.

JosxkHa M MHpoOpMAanMsA 1Mo KaKI0i mepenave HEHHOCTeH PacKpPbIBATHCSI HA MHANBHAYATbHOMN
OCHOBE, TO €CTh, HICHTHQUIMPYS KaXKI0I0 OTAeJIBHOIO NoJdy4yaTes?



Mudopmarnus mo Kaxmoi nepenade 1MeHHOCTSH TODKHA paCKPhIBATHCS HA HHIWBUIYAIBHOW OCHOBE, IIPH
YCIIOBHHM COONIOICHUST HOPM JEHCTBYIOLIETO 3aKOHOJATENbCTBA O 3alllUTe [aHHBIX, B TOM YHCIIE
MEPCOHANLHBIX JIaHHBIX. B  4YacTHOCTH, Kaxknmas ¢apMaleBTUYeCKas KOMIaHus o00s3aHa Ha
WHJUBUyaIbHON OCHOBE PaCKPhIBaTh CYMMBI, OTHOCSIIIMECS K Mepeaayue EHHOCTEH, OCYIIEeCTBIsIEMbIX B
MOJIB3Y CHEIMAMCTOB M OPTaHM3aNUN 3/PaBOOXPAHEHHS 10 Ka)KI0W KaTeTOpWH Tepenavyn IEeHHOCTEH,
UACHTUOUIUPYS WX, KaK KaKIO0TO0 OTAEIHHOrO IMoNydaTells IeHHOcTel. VICKo4ueHrne COCTaBIsoT
CIIeyFOIME BUABI TIepead IICHHOCTEH, KOTOPBIE PaCKPBIBAIOTCS B 00IIeM BHIE: A) mepenadyn [IeHHOCTeH
B CBSI3M C IIPOBEIEHNEM UCCIIEZIOBaHNH U pa3paboTok; b) mepenaun ieHHOCTEH, OCYIIECTBISIEMBIX B MTOJIB3Y
CIIEIAIMCTOB 3[PaBOOXPAHEHUS, B CIIydae €CIIH CIEIMAINCT 3IPaBOOXPAHEeHHUS He Al WIIH 0TO3Bajl CBOE
corjacue Ha pacKpbeITHe MH(OpMAalUu O Tepeiadye ICHHOCTeH. B) B MHBIX CllydasiX, YCTaHOBJICHHBIX
3aKOHOIATEIHCTBOM.

Kro siBasiercst cnmemmaiauctamu 3apaBooxpanenusi (nanee - C3) B COOTBETCTBHH € MOJIOKEHUAMU
Konexca AIPM? Cornacno nonoxxenusim Kozekca crenipanicTaMu 34paBoOXpaHEeHuUs SBISIIOTCS Bpadu U
Opyrue MEIULMHCKUE DPAOOTHHKH, PYKOBOOUTEIM MEIWLMHCKHX OpraHu3almi, (apManeBTHYecCKue
paOOTHUKM, BKJIIOYAs NMPOBH30POB U (hapMalleBTOB, PYKOBOAMTENN ANTEYHBIX OpPraHU3alUd U Ipyrue
CIICUaJIUCThI, MPEAMCTOM HpO(i)CCCI/IOHaIH)HOI\/'I ACATCIIBHOCTH KOTOPBIX ABJIAIOTCA (I)apMaHCBTI/I‘IeCKI/Ie
IPOAYKTHl U KOTOpbIE B MpoLecce CBOEH MpodecCHOHANbHON ESTENbHOCTH HMEIOT IPaBO Ha3HAYarth,
PEKOMEHI0BaTh, TPHOOPETaTh, OTIIYCKATh MM IPUMEHAThH (papMaLeBTHUECKHE IPOILYKTHI.

B kakoM nopsiike pacKpbIBalOTCs epeJayu HEeHHOCTel B M0JIb3Y CIIeNUAJINCTOB 3PABOOXPaHeHus1?
IIpu packpbiTnn WHPOPMANNHK, KacAOMIEHCS CIIEIATUCTOB 3APaBOOXPAaHEHUS, IaHHBIE JOJDKHBI
MyOJIMKOBATHCS UCKITIOUUTENBHO C COOIIOJICHHEM HOPM JIEHCTBYIOIIETO POCCHHCKOTO 3aKOHOJATEIbCTBA O
3alIUTe TMEePCOHANBHBIX JaHHBIX, TO €CTh HPH HAIWYUM COOTBETCTBYIOIIEIO MUCHMEHHOTO COIJIACHUS
CIIEIMATUCTa 3paBooXpaHeHus. [Ipy OTCYTCTBHHM WM OT3BIBE COTJIACHS PACKPBITHE HWH(MOPMAIUU O
nepeave eHHOCTE! B MOJb3Y CHEIHAIMCTOB 3/IPAaBOOXPAHEHHS TOJDKHO OCYIIECTBIATHCS B 0000IIICHHOM
BUjie 0e3 yKa3zaHHsl KOHKPETHBIX MOJTydyaTeseld IEeHHOCTEH.

Krto siBasiercsi opranu3anusiMu 3apaBooxpaHenusi (1ajee - O3) B COOTBETCTBUHU € MOJIOKEHUSIMH
Konekca AIPM? Cornacao monoxenusm Kojekca opranusanueii 3JApaBOOXpaHCHHS SBISCTCS JH000€
opuauueckoe  Juno, (i)  sBUSIONIeecS  OpraHu3anuedl  3paBOOXpaHEHMs,  MEIUIIMHCKOH,
(bapMmaneBTHUECKOM WM HAy4yHOH acconuanyed Wid opraHu3anued (BHE 3aBHCUMOCTH OT ee
OpraHU3alMOHHO-TIPaBOBOM (HOpMBI), HampuMmep, OONBHHULA, KIMHUKA, (OHJ, YHHUBEPCUTET HJIM HHbIE
ydeOHbIe 3aBe/IeHNs (KpOME MalMeHTCKUX OpTaHu3aluil), ueil IOpuANYECKUi aJpec, MECTO PErHCTpaluu
IOPUINYECKOTO JIUIIA MK OCHOBHOE MECTO ACATEIILHOCTH HaX0uTcs B ipeaenax Poccuiickoit denepaunu
W (i) KOTOpBIE OKA3bIBAIOT YCIIYTH MOCPEICTBOM OHOTO MM O0JIee CIIELHAINCTOB 3APaBOOXPAHEHHSL.

PackpeiBatoTCsl JaHHBIE O BBIIIATAX, COBEPIIEHHBIX B TEUEHNE KAJIEHAAPHOTO r0Jja, HE3aBUCUMO OT JAThI
OKa3aHus yClyT;

PackpriBaeMmble TaHHBIE O MEPEJAYE LEHHOCTEN OTHOCATCS K PELIENTYPHBIM JIEKAPCTBEHHBIM IperapaTam
JUIs. MEAULIMHCKOTO IPUMEHEHHs, & TaK)Ke MEIULUHCKUM U3JEIIUSIM;

PackpbiBaeMble CBEIEHUS COOTBETCTBYIOT [aHHBIM ITIEPBHYHONW JOKYMEHTAaUWH, O(OPMIIEHHOH K
JIOTOBOPaM OKa3aHMsI YCIYT U MHBIM I'PakIaHCKO-TIPABOBBIM JI0IOBOPaM;

CyMMBI IEHEKHBIX CPEIICTB, BhIIUIAYeHHBIX C3, yUYUTHIBAIOT HAJIOT HA TOXObl (PM3NUYECKUX JIUI, T1E€ 3TO
IIPUMEHUMO;

CyMMBI JIEHEXKHBIX CPEJICTB, BhITUIadueHHBIX O3, BKIOYaroT win He BKiIrodatoT HJC/uHble mpuMeHMEIe
HAJIOTH B 3aBCHUMOCTH OT CHCTEMBI HAJIOT0O0JI0KEHUST PaKTHYECKH TPUMEHsIeMOH KOHKpeTHbIM O3;

B ciyvae nepepaun MaTepuanbHBIX HEHHOCTEH U ycayr (HanpuMep, aBHaOMIIeThl, OIUlaTa pa3MeIleHus B
TOCTHUHUIIE), CyMMa pacKkpbiBaercs ¢ yuetoM HJIC, MHBIX MPUMEHNMBIX HAJIOTOB U COOPOB;

B xareropun cioncopckue cornamenus ¢ O3 Ha MHANBUAYAIBHONH OCHOBE PACKPBITHI IAHHBIE O BBITUIATAX
3a apeH/1y TIOMELICHUI IS TPOBEICHNsI MEPONIPHUTHI, opraHu3oBanHbIX Allergan;

PackpeiTie ganHbIXx 0 BblUIaTax C3, coBeplIaeMOe Ha WHAUBUAYAIBHOH OCHOBE, ITOJIHOCTHIO
COOTBETCTBYET 3aKOHOIaTeNIbCTBY P 0 IepcoHaIbHbBIX JaHHBIX, C HATMUMEM IUCbMEHHBIX cornacuii C3.



