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denepanbHan cnykba no Haa3opy B chepe 34paBoOXpaHeHMA Kak dedepanbHblii opraH Mcrnon-
HUTENbHOW BAACTW, YNONHOMOYEHHbIN MpasutenbctBom Poccuitickoit ®epepaumm OCyWwecTBAATb
roCyZlapCTBEHHbI KOHTPO/Mb COBMOAEHUA MEeOUUMHCKMMMU U dapMaLeBTUYECKMMIN paboTHUKaMK
OrpaHUYEHN, MPUMEHAEMbIX K HUM NPU OCYLLECTBIEHUU NPOPECCUOHANbHOM AeATeNbHOCTU, NOA-
LeprKMBaeT npuHaTMe Accounaumeint HacTosawero Kogekca Hagnexallel npaktmku AIPM, npusBaH-
HOro obecneymBaTb B pamKax CaMOpPEry/JIMpoBaHUA BbICOKME STUYECKME CTaHAAPTbl AEATEIbHOCTU
dapmaueBTUYECKMX KOMNAHUN.

Hapeemcs, YTO COBMECTHBIMM YCUAUAMM yaacTca chOpMUpPoBaTh LMBUAN30BAHHYO Npasonpume-
HUTENbHYIO NPaKTUKY M 0becneynTb NpodeccMoHabHOe B3aMMOAenCcTBUE MeAULLMHCKOro coobuue-
cTBa M PapMaLeBTUYECKON UHAYCTPUM B UHTEPECAX POCCUNCKUX MALMEHTOB B CTPOTOM COOTBETCTBUM
€ 3aKoHoAaTenbcTBOM Poccuiickon ®epepaumu.

PykoBogutens ®enepanbHoii CayKobl
no Haasopy B chepe 34paBoOOXpaHEHNA

[LOKTOP MeAMUMHCKUX HayK

M.A. Mypawko

ObecneuyeHune npasa rpaxpgaH Poccuiickont depepaumm Ha oxpaHy 340POBbA U MEAULMHCKYIO
NMOMOLLb, FapaHTUPOBaHHOrO cTaTbert 41 KoHcTuTyuumn Poccuiickolt ®epepaunm, HEBO3IMOXKHO 6e3
Haj/1eXallero 1eKapCcTBEHHOro obecrneyeHna. PbIHOK NEKapCTBEHHbIX CPEACTB B HAcToALLLEee Bpema
- 37O He ToNbKO cdhepa peannsaLMm 3aKOHOB PbIHOYHOM SKOHOMMKM, HO U BbIBEPEHHO peryavpyemas
[eATeIbHOCTb, Npec/efytowasn CoLManbHO 3HAYMMYIO LeNb - CO34aHNe BO3MOXKHOCTU NOAyYeHUa
rpaaaHamum Poccum KauecTBEeHHbIX, JOCTYMHbIX U SOPEKTUBHbIX 1EKAPCTB U MeMKaMEHTOB.

MprvMepom NOKanbHOrO HOPMOTBOPYECTBA, HAMpPaB/iE€HHOrO Ha (GOpMMpPOBaHME ONTUMANbHOM
C TOYKM 3PEHMA COMNAaCOBAHHOCTM YaCTHbIX U NYBANYHBIX UHTEPECOB MOAE/N NOBEAEHUA YHACTHUKOB
MeXAyHapoaHOro papmaLeBTUYECKOrO pbiHKa ABnAeTcAa KogeKke Haanexallen npaktnukm Accouma-
LMW MEXAYHAPOAHbIX dapmaLeBTUYECKUX NponsBoamTeneli (AIPM).

Takoro popa AOKYMeHT Heobxoaum B nepuos GOpCMpPOBAHHOM MOAEpPHM3aLMU 3aKOHOAATE b-
CTBa, PEryMpPYIOLLEr0 MEANLIMHCKYIO U dapMaLLeBTUYECKYO AeATeNbHOCTb, KOT4a B NMOJIHYIO cuay
3apaboTtan PepepanbHblii 3aKoH 0T 21 HOA6pPA 2011 r. Ne 323-93 «O6 oxpaHe 340p0BbsA rparkaaH
B Poccuiickonn depepauumny», npuHaT PepepanbHblil 3akoH oT 20 niona 2012 r. Ne 125-93 «O goHop-
CTBE KPOBM U ee KOMMNOHEHTOBY», NPOA0/IKaeTCA paboTa Hag, coBepLieHcTBoBaHMeM PesepanbHOro
3aKkoHa oT 12 anpena 2010 r. Ne 61-®3 «O6 obpalyeHUM NeKapCTBEHHbIX CPeACTB», UAET NOCTo-
AHHOE HAaNOoJ/IHEHWEe NOA3aKOHHOIO YPOBHSA pPeryniMpoBaHus. Mpy 3Tom 0cO6eHHO BaXKHO COXPaHATb
HaZnexalnin ypoBeHb pernameHTalLmnmn oTHoWeHU B chepe oxpaHbl 340p0BbA rpaxkaaH, a Koaekc,
npeanoxeHHbIn AIPM, 6e3ycnoBHO, cnocobeH Cbirpatb CTabUIM3MPYIOLLYIO PO/b B PEFYIMPOBAHNUN
neATenbHOoCTM dapmaLLeBTUYECKUX NpoussoauTeneit B Poccun.

MonoxeHnsa Kogekca CBUAETENLCTBYIOT O MPUBEPIKEHHOCTM YNeHOB ACCoLMaLLMM MPUHLMMNAM COLM-
aNbHO OTBETCTBEHHOro 6U3Heca M Jo06PONOPALOYHOro NOBEAEHUN Ha dapmaLeBTUYECKOM PbIHKE,
OPUEHTUPOBAHHOCTU Ha 6e3yc/IoBHOE cObAOAEHNE HOPM POCCUIACKOTO 3aKOHOAATENLCTBA.

MeKayHapoAHbIM KOpMopaLuam 1 3apyberKHbiM TOBapONPOU3BOAUTENAM, UMEIOLLMM 3a Naedamu
MHOFO/IETHUIM ONbIT GOPMMPOBAHMA KOPMNOPATUBHBIX MPaBu, obblvyaes, byaeT NonesHo 03HaKo-
MUTBbCA ¢ Hopmamu KogeKea, B LONKHOM CTeNeHN yunTbiBatoLLEero creumduky npaBoBoro peryampo-
BaHWSA B CTPaHax MOCTCOBETCKOro NPoCTpaHCTBa. KoaeKe Haanexalen npaktukm AIPM gemoHcTpu-
pyeT npu3HaHMe HOPM M NPUHLMMOB POCCUINCKOM NMPABOBOWM CUCTEMbI M OT/IMYaeTca 6oee KeCcTKu-
MW TpebOBaHUAMM K AeATENbHOCTU YneHoB AccoumaLmu.

Monaraem, uto KogeKc Hag/exalen npaktukm AIPM, 3agatowmii BbICOKME 3TUYECKME CTaHZAAPTbI
[eATeNbHOCTU papMaLeBTUYECKUX KOMMNAHWM, 3aC/yKMBAET CAMOrO BHUMATE/IbHOTO PacCMOTPEHMSA
He TO/IbKO CO CTOPOHbI KOMMNaHMI - YneHoB ACCoLMaLMK, HO U UHbIX NpeacTaButenei papmauesTu-
YyecKoro coobLLecTBa U OPraHoOB, PEryMpyowmnx 4aHHyo chepy AeATeNbHOCTU.

[unpeKkTtop MHCTUTYTa 3aKOHOAATENbCTBA

W CPaBHUTE/IbHOTO NpaBoBeAeHMA

npwu Mpasutenbctee Poccuinickon Pepepaumm
LLOKTOp topnANYEeCKUX HayK, akagemuk PAH

T.Al. Xabpuesa

Association of  Accoumaups
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Pharmaceutical ~ papmauesTueckux
Manufacturers  npowssoawTeneit
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KomnaHuu - yneHsl AIPM 0co3Haom ce0to 8bICOKYIO COUUAsbHYO 0meemcmeeHHOCMb neped obuje-
cmeom. MIcxo05 U3 3moao, OHU MPUHUMArom U 0643yomcs 8binosnHAMbe mpebosaHus Kooekca Hadnexa-
weli npakmuku AIPM (danee - KodeKc), npu amom cs1edo8ame He mosbKo e20 byKae, Ho U OyXy.

KomnaHuu - yneHsl AIPM 0onxcHbl cmpemumocsa cobodame rnpasusna 006pocosecmHoli KOHKYpeHyuU
Mpu ocywecmeneHuu cgoeli 0esmesnibHOCMU U He MPUYUHAMb yuiepb UMUOXCY U MOMOMEHUID, SKOHO-
MUYECKUM UHMepPecam KOHKYpPeHmos 3a cyem HeHaodsenauje2o rnosedeHus, 8 mom yucae 3d cyem
HeHaodnexaweli peknamsl U UHbIX HeA0bPOCOBECMHbIX Memo0O08 MPOoOBUMEHUS (hapMayesmuyecKux
npodyKkmos.

Komnaruu - yneHol AIPM nipunaeatom ycunus 018 npodsuxceHus Kooekca ¢ yenvio e2o npasusnbHo20
MOHUMQAHUSA U MPUMEHEHUs KaK cpedu c8oux compyOHUKO8, mak u cpedu Opyaux npedcmasumenel ¢ap-
mayesmuyeckozo coobujecmea Pocculickoli ®edepayuu.

KomnaHuu - yneHsl AIPM npunazarom ycunus 0215 0anbHeliwez0 pazsumus Hopm Kodekca, 8 mom yucne
Oenarom npednoHeHUA no e2o akmyanusayuu, O0MOMHEHUO U U3MeHeHU Coomeemcmeayoujux mpe-
608aHud.

Mpu sbifsneHuU hakmos HapyweHus KooeKkca KOMNAHUs, UHMepecbl Komopoli 3ampoHymel, enpase
HemedneHHo rpubeaHymb K npoyedype paccMompeHus crnopos u HapyweHud, ycmaHoeneHHol Hacmo-
auum Kodekcom (MpunoxceHue 1). Mpu smom AIPM npugsemcmeyem cay4au camocmoamesnsHoa2o ype-
2yAUPOBAHUSA CrIOPO8 MEHOY KOMAAHUAMU.

Kodekc cocmasneH Ha pyccKkom u aHenulickom A3bIKax. B Cs1y4ae 803HUKHOBEHUA Criopos 0 MosiIkosaHuUu
nonoxeHuli Kooekca npeumyuiecmeso umeem meKcm HA PYyCCKOM A3bIKe.

B cnyqae sblAsneHus npomugopeyuli mexdy nonoxeHuamu Hacmosauwjezo Kooekca u Hopmamu del-
cmeyrowe2o 3akoHooamesiscmaa Pocculickol ®edepayuu 0onxHbI MPUMeHAMbca HopMbl 0elicmayio-
wez0 3akoHoO0amesiscmaa Pocculickoli ®edepayuu.

lpu nposedeHuu M0bbIX NPO2PAMM U AKUUl hapmayesmuyeckue KoMnaHuu 0bg3aHel obecriedyums ux
coomeemcmsue Hopmam delicmayrouie2o 3aKOH00aMenLCMed, 8 MOM Yucse AHMUMOHOMOIbHO20 30a-
KOHOOames16cmaad, 3aKOHO0ames16CMaad 0 PeKsamMe, 0 3aujume nepcoHAsbHbIX OGHHBIX.

Hacmosuwasa pedakyus Kodekca ecmynaem e cusy ¢ MOMeHmMa e2o ymeepxoeHus Obwum cobpaHuem
AIPM.

Komnaruu - uneHs! AIPM 06s3aHbl npusecmu ceoto 0esmesnbHOCMb, 8 MOM YUC/e PeKnamy U UHble Me-
mo0bl MpodsuUMEHUSA (hapmMayesmuyeckux npodykmos, 8 coomeemcmaue ¢ mpebosaHuamu Hogol pe-
dakyuu Kodekca He nosodHee 1 sHeaps 2014 2o0a.

3aseneHua o HapyweHuu Kodekca 8 omHoweHUU 8HO8b 88€0€HHbIX UBO U3MeHEeHHbIX 8 HOB0U PeOaK-
yuu Kooekca mpebosaruli npuHumaromes ¢ 1 aHeaps 2014 2oda.

06s3amesnbcmea no PackpsIMuro UHGopMayuu o nepedade yeHHocmel, npedycmompeHHsle 2a1a80l
VIl Hacmosawezo Kodekca, scmymnarom e cusy ¢ 2016 200a (¢ npedocmasseHuem 0aHHbix 3a 2015 200).

Mpeambyna

dapmaueBTUYECKME NMPOAYKTbI NPeACTaBAAOT CO6OI COLManbHO 3HaUMMYHO NPOAYKLMIO, OT CBOWCTB
KOTOPOM 3aBUCUT COCTOSIHME 340POBbA HaceneHus. PapmaleBTUyeckas UHAYCTPUA OTBETCTBEHHA
3a npegocTaBneHne obLecTBy B LEJIOM M MeAUUMHCKOMY M dapmMaLeBTUYeckomy coobLuecTsy B
YaCTHOCTU OBBLEKTUBHOW MHPOPMALMKM O dapmaLeBTUYECKMX NPOoAyKTax. Mpu 3ToM Heobxoanmo
YUMTbIBaTb PUCK, KOTOPOMY MOXKET BbITb NOABEPIKEHO 0BLLECTBEHHOE 34,0P0BLE NPY OTCYTCTBUM He-
0b6xo0aANMON pernameHTaLmMm NopaLKa NPefoCTaBAEHNA TaKo MHbOpPMaLu.

[eaTenbHOCTb MO NPOABUMKEHUIO GapMaLEeBTUYECKMX NPOAYKTOB C YYETOM OMpeLeneHHbIX OrpaHu-
YeHWt ABNAETCA HEOTHLEM/IEMbBIM 3/IEMEHTOM MpoLiecca pPasBUTUA dapmaLleBTUYECKOW MHAYCTPUM,
CNoco6CTBYIOLLMM TOMY, YTO Pe3y/bTaTbl MHOTOIETHETO TPYAA U KPYMHEMLINX MaTepuanbHbIX 3aTpaT
CTaHOBATCA HEMOCPEACTBEHHbBIM AOCTOSHUEM BCErO YeN0BEeYeCTBa.

Co3HaBas MOBbIWEHHYI COLMAbHYIO OTBETCTBEHHOCTb, Ha/laraemyto Ha npoussoauTenein papma-
LLeBTUYECKOW MpOoAYKLUMW, NpeactaBuTenv dbapmaleBTUYecKoW MHAYCTPUWM PasBUTLIX CTPaH elue
B CepegMHe MpoLIoro CTONAETUA Havyaau NPUHMMATb HOPMbI, PerTaMeHTUPYIOWME MapPKETUHIO-
BYIO U MHYIO AEeATeNIbHOCTb KOMMaHWIA B paMKax camoperynmposaHua. B 1981 rogy MexayHapoa-
Has deaepauma accoumaunii dapmauesTMyeckux npoussoauTteneit (International Federation of
Pharmaceutical Manufacturers Associations?, IFPMA), o6beauHsaBLwan B To Bpems 50 HaumoHasb-
HbIX accoumaumi, npuHana «IFPMA Code of pharmaceutical marketing practices», cobntogeHue Ko-
Toporo ¢ 1988 roaa cTano yc/oBMEM UYIeHCTBA AJ1A HAaLMOHA/IbHbIX aCCOLMALLMIA U, COOTBETCTBEHHO,
TpeboBaHMEM K BXOAALLMM B UX COCTaB KOMMNaHMAM. MHOrMMKU accoumaumsamm - yneHamu IFPMA
pa3paboTaHbl U MPUHATLI COBCTBEHHbIE KOAEKChI, YUUTHIBAIOLLME HALMOHA/bHbIE YC/I0BUA, HO NPU
3TOM He NpoTMBOpeYaLLme obLWUM NPUHUMNAM, n3noKeHHbIM B Kogekce IFPMA.

Accoupauma MexayHapoaHbIx papmaleBTUUYecKux npoussoauteneii (AIPM), Hekommepyeckas op-
raHmsaums - uneH IFPMA, pgeictytowan Ha Tepputopun Poccuiickoit ®eaepaunm n B HacTosLiee
BpeMs NpeacTaBaAloLLan MHTepechl bosiee 55 BeAyLLMX MeXAYHAPOAHbIX papMaLLeBTUHECKUX KOM-
naHui, B 1998 roagy npuHana Kogekc MapKeTMHroBoi npaktuku AIPM. B ycnosusax gebuuuta geta-
NIN3MPOBAHHbIX CreLManbHbIx TpeboBaHW B POCCMIMCKOM 3aKOHOAATENbCTBE STOT AOKYMEHT Cbirpas
MOIO¥KUTENbHYIO PONb BO BHEAPEHUWN HOPM LMBUIN30BAHHOIO NPOoABUKeHNUA GapMaLeBTUYECKMX
NpoAyKTOB Ha papmaLieBTUHECKOM pbiHKe Poccuu.

MoctynaTtenbHoe pas3sutne coepbl 0bpalleHns papmaLeBTUHECKUX MPOLYKTOB B Poccum 1 3a pybe-
YOM 06YCN0BU/IO paclUMpeHmne apceHana MeTo40B M CPEACTB PeKiambl U MPOABUNKEHUA, UTO Bbi3Ba-
/10 NepPecmoTp 3aKOHOAATE/IbHbIX aKTOB. AKTYa/IM3UPYIOTCA M AOMNOMHAOTCA U 3TUYECKME KOAEKCHI
accoumaumin papmnpounssoguTenen.

C pasBuTMEM poccuitckoro ¢apmaLeBTUUYECKOro pbiHKa onpedesnnnacb noTpebHOCTb B akTyanu-
3auMu TeKcTa gelicteytolero Kogekca, B ero AOMOMHEHUN HOBbIMU MOOKEHUAMM, OTPANKAIOLLMN-
MW Peannyu MapKeTUHTOBOM MPAKTMKK, CUCTEMATU3ALLMU KOMMAEKCA PEryUPYIOLLUX MONOMKEHWUN.
C aToli uenbto B 2005 rosly bbina paspabotaHa 06HOBNEHHan peaakumsa KogeKca ¢ y4eToM aKTyasibHbIX
METOA0B MPOABUMKEHUS 1 CPEACTB KOMMYHMKALMM, B TOM YMC/Ie TaKMX, Kak pekiama 1 nHbopmaums 8
NHTepHeTe, pasnyHbie MeToAbl COTPYAHMYECTBA CO CreLManncTamm 34paBooXpaHeHms 1 apyrue.

Association of  Accoumaups
International  MeXayHapORHbIX
Pharmaceutical ~ papmauesTueckux
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B 2009 roay Bo3HMKNA NOTPEBHOCTb BO BHECEHUWN U3MEHEHWI U AONOHEHWI B peaaKkumio Kogekca
2006 rofa B CBA3M C HAKOMJIEHHbIM OMbITOM MO PAaCCMOTPEHUIO STUYECKUX CMOPOB, N3MEHEHMEM
3aKoHoZaTenbcTBa Poccuu, B YacTHOCTM MparkaaHCKOro KogeKkca Poccuiickolt desepaumn, a Takke
BC/AeACTBME OOLWMX TEHAEHUMI STUYECKOTO perynmposaHus B EBpone 1 mupe.

B cBA3M C cywecTBEHHbIMU M3MEHEHMAMM 3aKoHOoAATeNbCTBa Poccuiickon ®epepaumm B 2011 roay
N NpuHATUEM HOBOM peaakumun Kogekca IFPMA BO3HMKNA HEOBXOAMMOCTb B KOHLLENTyaslbHOM Mne-
pecmoTpe KogeKca ¢ Tem, Y4Tobbl CyLL,eCTBEHHO PacLUMpUTb ero NpUMeHeHue ANs yperyaMpoBaHua
60o/bLIEro CNekTpa akTMBHOCTEN GapMaLLEBTUYECKMX KOMMNaHUN.

Moatsep:kAan NPUBEPIKEHHOCTb BbICOKMM 3TUYECKMM cTaHaapTam, AIPM crana uneHom Esponeit-
ckoi dpepepaumm dapmaLeBTUYECKOM NPOMbILWAEHHOCTU U accoumaumin (European Federation of
Pharmaceutical Industries and Associations — EFPIA) B 2012 rogy. AIPM nonHocTbio pasgenser no-
3uumio EFPIA o ToMm, YTO cyllecTByeT pacTyllee oXuaaHue HeobxoaAMMOCTU He TonbKo obecneumnTb
YeCTHOCTb NPU B3aMMOZENCTBMM hapmMaL,eBTUYECKMX KOMMAHUI U 06LLECTBEHHOCTU, HO M NMPOo3pay-
HOCTb TaKUX OTHOLLEHWUN.

Takum obpaszom, AIPM npuHAna pelleHne o BHECEHUWN B AeUCTBYOWMIA KoaeKe AONONHUTENbHbIX
TpeboBaHMI1, KacatoLmxca NoAPOOHOro PACKPbITUA MHPOPMALMN OTHOCMTENBHO NPUPOAbI U YPOBHSA
B3aMMoAencTBmnA papmaLLeBTUYECKMX KOMMAaHWUI CO cneLmanmcTaMm U opraHmn3aLmammn 34paBoox-
paHeHuA. AIPM oXungaeT, YTo NPUHATUE AOMONAHUTENbHLIX Mep NPeaocTaBuT 60/blue BO3MOMXKHO-
cTen gna 06LWEeCTBEHHOTO KOHTPOIA U MOHMMAHUA CYLLECTBA CIOKMUBLUMXCA B3aUMOOTHOLIEHW, No-
BbICMB TEM CaMbIM A0BeEPUE 0OLECTBEHHOCTM K hapMaLeBTUYECKOWM UHAYCTPUM.

Hosan pepakuus Kogekca pa3paboTaHa Ha OCHOBe pefakumu, npuHaTol 8 2013 roay.

|. Uenb n obnactb npumeHeHus

1.1. LENb

Llenbio HacTosAwero KogeKkca ABNAETCA YCTaHOBAEHUE MUHMMA/bHbIX TPe60BaHMIA, KOTOPbLIM LOMXK-
Hbl cnefoBath GapmaLeBTUYEeCcKMe KOMMaHUK - yneHbl AIPM npu ocywecteiieHMM HayyHo-uccie-
[0BaTeNbCKOM, 06pa3oBaTeNlbHOM, MHGOPMALMOHHOM, 61aroTBOPUTENIbHOM U MAPKETUHIOBOW Aed-
TeNIbHOCTM Ha TeppuTopum Poccuiickolt Pepepauuu.

1.2. OCHOBHbIE MOHATUA

AOna u,eneﬁ HacToAwero Koagekca MCNONb3YyHOTCA Cheayrouine OCHOBHble NOHATUA!

bapMaLeBTUHECKUIA MPOAYKT — N0OOM IEKAPCTBEHHDIV NPenapar, BK/oYan Kak papmaLleBTUYECKME, TaK
1 B1osorMyeckune npenapatbl (HE3aBUCUMO OT Ha/IMUMA NaTeHTa U/WUK 3aPErncTPUPOBAHHOIO TOBapPHO-
ro 3HaKa), NpefAHasHauYeHHbIN 417 UCNONb30BaHMSA C LE/bI0 ANArHOCTUKM, SIeYeHUA UAKN NPODUIAKTUKM
60/1€3HM YenoBeKa, peabuamTaLmm, coxpaHeHus, NPeLoTBPaLLEHNA UAKN NPepbiBaHKA BepemeHHOCTH
160 OKa3bIBAOLLMIA BAMSIHUE Ha CTPYKTYPY UM GYHKLMIO YESI0BEYECKOTO OPraHn3ma;

npoasu»eHne — noban AeATeNIbHOCTb, B TOM YMC/NE pPeKsamHas, KoTopas BeAeTCs, opraHu3yeTcs
WK CNoHCUpyeTcs dpapmaLeBTMYECKOM KOMMaHMEN C UCMo/b30BaHeM /obbix HocuTenen nHoop-
MaLumm (BKAKOYanA MHTEPHET) M MMEET Le/iblo CNocobCTBOBATbL Ha3HAYEHUAM, PEKOMEHAALMAM, OT-
MyCKY, MPUMEHEHUNIO UK NOTPebAEHMIO MPOM3BOAUMbIX et GpapMaLLeBTUYECKUX MPOAYKTOB;

CreLuancTbl 34paBoOXPaHEHNA — BPaUv U Apyrue MeayLMHCK1e paboTHVKM, PYKOBOAUTENM MEANLIMHCKMX
opraHu3auuii, bapmauesTUieckme paboTHYKM, BK/IKOUAs NPOBM30POB M GapMaLeBTOB, PyKOBOAUTENM anTey-
HbIX OpraH13aLMii 1 Apyr1e CrneLyanmncTbl, NPeaMeToM NpodeccroHanbHOM AEATENbHOCTU KOTOPbIX ABAAKOT-
cA GpapmaLieBTUYECKME MPOAYKTbI U KOTOpble B MpoLecce CBoel NPodpeccMoHaNbHOM AeATeNbHOCTA MMEOT
NPaBO Ha3Ha4aTb, PEKOMEHA0BATb, MPUOBPETATb, OTMYCKATb N NPUMEHATL GapMaLIEBTUYECKUE NPOAYKTbI;

opraHusauma 3apaBooxpaHeHna (gna uenent rmasbl VIl HacToswero Kogekca) — ntoboe topuauye-
cKoe nuo, (i) ABnatolLeeca opraHM3aumel 34paBoOXpaHEHNA, MeAULMHCKOW, papMaL,eBTUYECKOM
WM HAay4YHOW accoumaumein uam opraHusaumert (BHe 3aBUCMMOCTH OT ee OpraHM3aLoHHO-NPaBo-
BOM $popMmbl), Hanpumep, 60/bHMLA, KIMHWUKA, GOHA, YHUBEPCUTET UAN UHblE YYebHble 3aBeaeHus
(Kpome MauMeHTCKUX opraHM3aLmit), Yel pPUANYECcKUn aapec, Mecto PerucTpauumn KPULAUYECcKoro
LA UM OCHOBHOE MECTO AeATeNbHOCTU Haxo4uTca B npeaenax Poccuitckon ®eaepaunm unm (ii)
KOTOpble OKa3blBalOT YCAYrM NOCPeACTBOM OLHOIO UM bonee CneLmanmcTos 34paBOOXPAHEHMS.

3KCMNEPTHBbIM COBET — 3TO rpynmna BHELIHUX 3KCNEPTOB (HanpMmep, CneLmnanmcTos 34paBoOXpPaHeHNs
n/Mnu npeacraBuTeNneil NaLMEHTCKUX OpraHM3aLmil), KOMNETEHTHbIX B COOTBETCTBYIOLLEN 061acTm
3HaHWI, COBMECTHOE 3acefaHne KOTOPbIX opraHu3yeTcs GpapmaleBTMYECKO KOMNaHWei B Lensx
npoBeaeHUn 06CyKAEHUI U NONYYEHUA KOHCYNbTaUMIA MO 3apaHee onpeaeneHHbIM TeMaM Uun BO-
NpPOCam, KacatoWmMmMca KAMHUYECKMX UM HAy4YHbIX aCMeKTOB, a TaKXKe No BOMPOocam AOCTyna naum-
€HTOB K MHHOBALMOHHbIM METOLAM Tepanuu, KOTopble HEBO3MOMXKHO PAacCMOTPETb AO/IKHbIM 06-
pa3oM C UCMO/Ib30BaHMEM TO/IbKO BHYTPEHHMX PECYPCOB KOMMAHUW;

MOCTPErncTPaLMOHHOE KAMHWYECKOe (MHTEPBEHLMOHHOE) UcCaefoBaHUE — UcciefoBaHWe dap-
MaLLeBTUYECKOTO MNPOAYKTa, NpoBoavMmoe B Poccuiickoit ®epepauun ero paspaboTymkom uau
Npou3BOANTENEM, B TOM YMC/E C MPUBNEYEHUEM KOHTPAKTHOW MCCNEL0BaTENbCKOW OpraHu3aLmm,
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B UenAX A0ONo/sHWTeNbHOro cbopa AaHHbIX 0 ero 3¢dpeKTMBHOCTM, GEe30MacHOCTM U MepeHo-
CMMOCTH, MPOBOAMMOE MOC/Ee rOCYLAaPCTBEHHOM perncTpaumm COOTBETCTBYIOWEro dapmales-
TUYECKOro MPOAYKTa, B KOTOPOM Mccaeayemblii GbapmaLeBTUYeCKUId MNPOLYKT HasHayaercs B CO-
OTBETCTBMM C YCNOBUAMM PErncTpauumM B CTpaHe, a cneunduyeckas Tepanwus, LMArHOCTUYECKME
1 MOHUTOPUHIOBbIE NMPOLEAYPbl NPOBOAATCA B CTPOrOM COOTBETCTBUM C MPOTOKONOM UCC/IeA0BaHMS;

MOCTPErncTpaLmMoHHoe HabaoaaTeibHoe (HEMHTEPBEHLMOHHOE) UCCNeA0BaHMe — 3TO NMOCTPErncTpa-
LMOHHOE ucciefoBaHMe GpapmaLeBTMYECKOro NpoayKTa, nposoamMmoe B Poccuiickoit desepauum ero
pa3paboTyMKOM WUAM NPOM3BOAUTENEM, B TOM YUC/IE C NPUBIEYEHUEM KOHTPAKTHOW UCCNeaoBaTenb-
CKOI1 OpraHusaumm, B KOTOPOM GpapmalleBTUYECKUIA NPOAYKT M/Uan creumduyeckas Tepanusa HasHava-
€TCA NaLUMEHTY B pamKax 06bIYHOM KIMHUYECKOM MPaKTUKM B COOTBETCTBMM C YCNOBUSMM PETUCTPaLMn
COOTBETCTBYIOLWErO GpapMaLLeBTUYECKOrO NPOAYKTa B CTPaHE, peLleHre O Ha3HaveHnn dapmaLesTuye-
CKOTO MPOAYKTa OTAEEHO OT PeLLeHMs O BKAOUEHUM NaLMeHTa B UCCIeL0BaHME, MALMEHTaM He LO/K-
Hbl MPOBOAMUTLCA LOMONHUTE/bHbBIE AUArHOCTUYECKME NN MOHUTOPMHIOBbIE MPOLLEAYPbI, BbIXOAALLME
3a npeaenbl 06bIYHOM KNMHUYECKOW MPAKTUKU JIe4eHMs COOTBETCTBYOLLEro 3a601eBaHus;

3NMAEMUONOTMYECKOE WCCIef0BaHME — 3TO MCCNeA0BaHME PacnpoCTPaHEHHOCTH, BCTPEYaeMoCTH
N BbIPAXKEHHOCTU Pas/IMUYHbIX 3a60/eBaHMIA AN MELULMHCKMX MOKasaTenel COCTOSHWIA 340P0BbA
B LLeNAX ONpeaeseHns NpuymH nx passutms, GakTopos pPUCKa M B3aMMOBAUAHMUA Y PA3ANYHbIX Py
HaceneHus;

MapKeTUHIOBOE WCCIefoBaHME — 3TO MCC/IeA0BaHME, HaMpaB/ieHHOEe Ha nosiydeHne MHdopmaumm
0 PbIHKE, a TaK}Ke Ha U3y4YeHWe NOBEAEHUA U NPeAcTaBaeHUi noTpebutenein n 3anHTepecoBaHHbIX L
Ha TaKoM pbIHKe.

MeaMUMHCKMI npeacTaBuTenb — Ntobol npeacrtasuTesb GapmMaueBTUYECKOM KOMMNaHWUW, KOTOPbIN
HenocpeacTBeHHO B3aMMOZENCTBYET CO CMeLmaancTamm 34paBooOXpaHeHMsA, BHE 3aBUCMMOCTM OT 3a-
HUMaeMol LOMKHOCTU B GapMaLLEBTUUYECKON KOMMNAHMUW M HE3ABUCUMO OT TOTO, ABAAETCA N TaKOW
npeacTaBuTeNb PabOTHUKOM 3TOW KOMMAHUM.

nepegada ueHHocTen (ans uenein rmasbl VIl HacToAwero Kogekca) — npamas UM KOCBEHHas nepegaya
LeHHOCTel, ocyllecTBiseMan B Gopme AeHEeXHbIX CPeAcTB, B HaTypasibHOM BblpaXKeHUU UK B ito-
6oV gpyrovi dbopme B Lenax Kak NpoaBuKeHUa dbapmaLeBTUYECKOro MPOAYKTA Ha PbIHKE, Tak U B /1to-
BbIX UHBIX LLeNIX, B CBA3M C Pa3paboTKOM M NPOAAXKeN UCKIYUTENbHO PeLEenTypPHbIX 1€KAPCTBEHHbIX
npenapaTos 419 MeAULMHCKOrO NpumeHeHus. MNpamas nepegaya LeHHOCTeN npoussoauTcsa dapma-
LLEBTUYECKOM KOMMAHUEWN HENOCPEACTBEHHO B NO/b3y nosyyatens. KocBeHHas nepeaaya LeHHocTeln
npov3BOAMUTCA OT UMeHU GapMaLLEBTUHECKON KOMMNAHMU B NOAb3Y NOAyYaTeNa Uam Yepes nocpeaHnka
B C/lyyae, eciv dapmaLeBTUYECKaa KOMMaHUA 3HAeT UM MOXKeT UAEHTUOULMPOBaATb OpraHU3aLLmio
3/paBoOXpaHeHns / cneumanncTa 34paBooOXPaHeHs, B MOMb3y KOTOPbIX OCYLLECTBASETCA nepesaya
LeHHOCTEeM.

nepefaya LEHHOCTeN B CBA3M C NPOBeAEHMEM UCC/IeA0BaHNA U pa3paboTok (ana uenei rmasbl VIl Ha-
crosawero Kogekca) — nepegaya LLeHHOCTEN B NO/Ib3y CNeumanncta 34paBooXpaHeHUN AN OpraHu3a-
LMK 34paBOOXPAHEHUA, KOTOPAsA CBA3aHA C MAAaHWPOBaHWEM UAM nposeseHuem (i) AOKAMHUYECKUX
uccnefoBaHui, (i) KAMHUYECKUX MccnefoBaHUn uan (iii) NocTperncTpaumoHHbIX HabaoaaTeNbHbIX
(HEMHTEPBEHLMOHHbIX) UCCNeA0BaHMIA, KOTOPbIE ABAAIOTCA MPOCMNEKTUBHBIMM MO CBOEMY XapaKTepy u
cBA3aHbl CO C6OPOM AaHHbIX O NaLMeHTax, Noay4aemMblxX OT CNEeLManncTa 34paBooXpaHeHUs UK OT ero
WMEHU, WX OT TPynMbl CNELMANNCTOB 34PAaBOOXPAHEHUA UM OT UX UMEHU, CMELManbHO AN Lenew
nccnefoBaHus.

MeponpuATUA — BCE BCTPEYM, KOHTPECChbl, KOHDEPEHLMHU, CUMNO3UYMbI U Apyr1e NofobHble mepo-
NPUATUA MAaPKETUHIOBOTO, HAy4HOro MM NPOdGECcCMOHANbHOTO XapaKTepa (BK/oYas, Kpome npoyero,
BCTPEYM KOHCYNbTAaTUBHOIO COBETA, MOCELEeHUA HayYHO-UCCAeA0BaTeIbCKUX LLEHTPOB M NPOM3BOA-
CTBEHHbIX MIOLWAA0K, A TaKKe TPEHWUHIOB, OPraHM3aLMOHHbIX COBELLLAHMI MO NAAHUPOBAHMIO UK CO-
BeLLaHWI uccnesosaTenelt B 061acTv NpoBeaeHUA KAMHUYECKUX U HEMHTEPBEHLIMOHHbIX UCCNef0Ba-
HWIA), OpraHn3oBaHHble UK GUHAHCKMpyemble papmaLLeBTUHECKOM KOMNaHWeN UK OT ee UMEHM.

1.3. OBJIACTb MPUMEHEHWA

HacToswwmin KogeKke pacnpoctpaHsaeTca Ha:

peknamy GpapmaLeBTUHECKUX MPOAYKTOB, a4peCOBaHHYIO HaceNeHuIo;

peknamy GpapmaLeBTUYECKUX MPOAYKTOB, a4pPecoBaHHYIO CneLanmMcTam 340aBo0oXpaHeHus;
[LeaTeNbHOCTb NpescTaBuTeNnei GapmaLleBTUYECKMX KOMMNAHWIA;

B3aMMOZENCTBME CO CNeLuanmncTaMmm 34paBooXpaHeHus;

B3aMMOAENCTBME C NALMEHTCKMMM OPraHm3aLnamu;

MOCTPEruCTPaLMOHHbIE KIMHUYECKME (MHTEPBEHLIMOHHbIE), HabtogaTeNibHble (HEMHTEPBEHLMOHHbIE)
N 3NUAEMUOIOTUYECKME UCCIeL0BAHUS;

MapKeTUHroBble nccneoBaHUA;

pacnpocTtpaHeHve GapMaLEeBTUYECKMMM KOMNAHUAMM UM OPraHU3aLMaMU, NPELCTABAAIOWMMMU UX
WHTepechl, MHGOPMaLLMU, UMEIOLLEN OTHOLIEHWE K 340POBbI0 UM 3a601EBaHUAM YeI0BEKA;

OCYLLLECTBNIEHNE MOXKEPTBOBAHWI M NPELOCTaBNEHNE TPAHTOB;

NOAAEPHKKY HEMPEPBIBHOMO MEAMLMHCKOrO 06pasoBaHus;

paboTy ¢ 3anpocamu OT NaLUMEHTOB M CNELMaNUCTOB 34PaBOOXPAHEHUS;

MEPOMNPUATUA NO NPOABUNKEHUIO GapPMALLEBTUUECKUX MPOLYKTOB A/19 CNELManuCcToB 34paBoOXpaHeH!s;
CMOHCMPOBaHME Hay4HbIX MEPOMNPUATUIA, B KOTOPbIX MPUHUMALOT y4acTUe CNeLManucTbl 34paBOOXPaHEHUS;

MCNONb30BaHUE CeTU UHTEPHET 1 ApYrMX LMOPOBbIX KaHANO0B CBA3M A4 NPOABUNKEHUA dapmaLes-
TUYECKMX NPOAYKTOB;

MNHble MeToAbl NPOABUXKEHNA GapMaLLeBTUHECKUX MPOLYKTOB.
HacToswwmit KogeKke He pacnpocTpaHsaeTcs Ha:

MapKMUPOBKY GapmaLeBTUYECKUX MPOAYKTOB, MHCTPYKLUMMU MO NPUMEHEHUIO U UHYIO MHPOPMALMIO,
pasmelL,aemMyto Ha TOBape UM ero yrnaKoBKe;

dbakTnueckmne u MHGOPMaLMOHHbIE 3aABAEHUA U CCbIIKU, HANPUMED, B OTHOLLEHWUM U3MEHEHUA yna-
KOBKU, MpeaynpexaeHuii 0 HeX)XenaTeNbHbIX PeakLmsax Kak 4acTv o6Lmx Mep No MOHUTOPUHTY 6e3-
onacHocTu;

C/ly4am yCTaHOB/IEHMA LEH U UHbIX KOMMEPUYECKMX YCIOBMIA NOCTaBKM GapMaL,eBTUUYECKMX MPOAYK-
TOB, BK/IHOYas TOProBble KaTasorm U Npanic-amcTbl MPU YCAOBUK, YTO B HUX HE COAEPIKATCA KOHKpET-
Hble YTBEPKAEHUA PEKNAMHOIO XapaKkTepa o GapmaLeBTUYECKOM NPOAYKTE;

npeaperncTtpaunoHHble N perncTpalMoHHbIe KAIMHUYEeCKne nccnegoBaHuma;

B3aMMOOTHOLWEHUA d)apmau,esmqecwx KOMMNaHUM ¢ rocyaapCrtBeHHbIMMW OpraHamm M opraHamu
MeCTHOro camoynpassieHna n rocyaapcrteBeHHbIMU U MYHULUNANBbHBIMU CAYXKaWUMN.
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Il. O6bwime NoNoKeHUa NPoABUKEHUA
dbapmaLeBTUYECKNX NPOAYKTOB

2.1. OCHOBHBbIE MPUHUMMNbI MPOABUNMEHNA

2.1.1. NpoaBuKeHMe JOMKHO CNOCOBCTBOBATL HAA/EXKALLEeMy NpUMEHEeHUIo hapmaLeBTUYeCKOro
NpoAyKTa NyTem 06beKTUBHOIO NPeACTaBAEHUA AAHHbIX O HEM.

2.1.2. Peknama ¢dapmaLeBTUYECKUX MPOLYKTOB A0/IKHA ObITb COCTAaB/AEHA TaK, YTOObl TOBAp ACHO
naeHTMdMUMPOBaNCca Kak dapmaLeBTUYECKUIA NPOAYKT.

2.1.3. MpofBuKeHWe He AO0MKHO BbITb CKPbITbIM. He fonycKaeTca ocylecTBAATb NPOABUMKEHUE
bapmaLeBTUYECKOro MPOAYKTa Nog, BUAOM NOCTPErMCTPALMOHHBIX KAMHUYECKUX (MHTEPBEHLMOH-
HbiX), HabaoAaTeNbHbIX (HEMHTEPBEHUMOHHbIX), 3MMAEMUONOTMYECKUX UCCNEA0BaHUIA, a TaKKe
MapKeTUHIOBbIX MCCeA0BaHMi. Takoro poaa McciefoBaHUA B MEPBYO oYepenb AO/IXKHbI NPOBO-
AWUTbCA B HAay4HbIX M UCCAEA0BATENbCKUX LENAX U HEe A0/KHbI 6biTb HanpasAeHbl Ha CTUMY/IMPO-
BaHMWe Ha3HaYeHUa GapmaLeBTMYECKOro NPoAyKTa CneLmanucTaMm 34paBooxpaHeHus. CnoHcupye-
Mble GapMaLLeBTUYECKOM KOMMNaHWE maTepurasbl C UHGopMauuen o papmaLeBTUYECKUX MPOAYKTaX
1 UX UCMO/b30BAHMM HE3aBUCUMO OT TOTFO, HOCAT OHWU PEKNIaMHbIV XapaKTep UAN HET, LOMKHbI CO-
[eprKaTb YeTKOe yKasaHMe Ha CMoHcopa.

2.1.4. He ponyckaeTca MCNO/b30BaHWE KTOPAYUX SIMHUIA» ONA peKnambl GapmaLeBTUHECKUX MPo-
[YKTOB, OTMYCKAaeMbIX MO peLenTy.

2.1.5. Ecnv paboTHUKM GapmaLLeBTUYECKO KOMMNAHWU AeNatoT Ha MeponpUATUMN NPe3eHTaLuio AN
CMeLManncToB 34paBoOXPAaHEHNA U ABAAIOTCA aBTOPamMu Ny6aMKaLMK, OHW JOMKHBI BbiTb YETKO
NAEHTUOULMPOBAHDBI KaK PabOTHWUKM COOTBETCTBYIOLLEN hapMaLLeBTUYECKOM KOMNAHUM.

2.2. PETUCTPALMOHHbBIN CTATYC

2.2.1. NpoaguxkeHuto Ha TeppuTopumn Poccuiickon Pepepaumn noaneart ToNbKO 3aperncTpupoBaH-
Hble PpapmaLLeBTUYECKME NPOAYKTbI B paMKax 3aperncTpupoBaHHbIX NMOKasaHUM K MPUMEHEHUIO.

2.2.2. Ycnosue nognyHKTa 2.2.1 He Hanaraet orpaHUYeHni Ha packpbiTve MHGopMaLMu Nno nrbomy
dapmaueBTMUYECKOMY MPOAYKTY C LIe/Ib0 JIOHECEHUA ee A0 aKUMOHEPOB U UHbIX /UL, KOTOPbIM 3Ta
MHPOPMaLMA AOMKHA BbITb NpeaocTaBieHa B COOTBETCTBUM C TPeBOBAHUAMM 3aKOHOAATENbLCTBA.

[aHHOoe ycnoBuMe TakxKe He NpesnonaraeT HapyLLeHMA NpasB Hay4HOro coobuecTsa Ha obmeH Hayy-
HOWM MHpOPMaLMel, OTHOCALLENCA K He3aperncTpMpoBaHHbIM GapMaLeBTUYECKMM NPOAYKTam, Npu
YCN0BUK, YTO NpeaocTaB/ieHne Takol MHbopmaLmmn He ABAAETCA Cnocobom npoasuxKeHus dapma-
LLeBTUYECKOrO NpoAyKTa.

2.3. CTAHZAPTbI PEK/TAMHOW MH®OPMALINU

2.3.1. Peknama bapmaLeBTUYECKMX NPOAYKTOB LO/IKHA OTBEYATb Tpe6oBaHWAM AEICTBYIOLLErO POC-
CUIACKOTO 3aKOHOAATE/NbCTBA O PeK/Iame.

2.3.2. Peknama dapmaLeBTUYECKUX MPOAYKTOB AO/IKHA COAEpKaTb 06BEKTUBHYIO, AOCTOBEPHYHO
1 aKTyasIbHy0 MHGOPMALLMIO, OCHOBAHHYIO HA YTBEPIKAEHHOM B yCTAaHOBNEHHOM nopsaaKe nHbopma-

umn 0 GapmMaLeBTUYECKOM MPOAYKTE (MapKMPOBKE, MHCTPYKLMM MO MEAUUUHCKOMY NPUMEHEHMIO)
W He A0/IXKHA NPOTUBOPEYNUTH TAKOBOW.

2.3.3. MNpoun3BOAUTENUN AO/MKHBI CTPEMUTLCA K Haubosiee NMONHOMY OTPANKEHUIO B PeKaame OCHOB-
HbIX XapaKTePUCTUK, KacatoLmxca 6e30nacHOCTU NpumeHeHus GbapmaLeBTUYECKOro NPoayKTa.

2.3.4. PeknamHas MHGOPMaLUUs SOMKHA ObITb ACHOM, TOYHOW, B3BELLUEHHOM, YECTHOM, 0O BEKTUBHOM
W [OCTaTOMHO MOJIHOM, YTObbl y ee agpecaTta Moo bbiTb cGOPMUMPOBAHO OB6BEKTUBHOE MHEHMWE
0 TepaneBTUYECKOM LEeHHOCTU dapMaLeBTUYECKOro NpoayKTa, O KOTOPOM MAET peyb. PeknamHas
MHPOpPMaLMA AOMKHA ObITb OCHOBaHa HA COBPEMEHHOM OLLeHKe BCeX 3Ha4YMMblx GaKTOB M U3naraTb
3TM paKTbl YETKO.

PeknamHasa uHGoOpmaLMA He JOMKHA BBOAUTb B 3a6/1yKAEHME NYTEM UCKAXKEHUSA, MPeyBeaNYeHuUs,
YMOJIYaHUA CYLLECTBEHHOW MHPOPMALMKU MU C MOMOLLbBIO MHbIX NpuemoB. Heobxoammo nsberatb
ee [1BYCMbIC/IEHHOCTMU.

YTBEepKAEHUA aBCOMOTHOIO MM BCEOXBATbIBAIOLLErO XapaKTepa CeyeT UCrob30BaTb C OCTOPOMK-
HOCTbIO M TONbKO MPY HaNMYMK COOTBETCTBYIOLLMX NOACHEHMW 1 06OCHOBaHMIA.

2.3.5. PeknamHas uHdopmauma o dpapmaueBTUYECKOM MPOAYKTE AO/MKHA NMOATBEPIKAATHCA COOT-
BETCTBYIOLMMM HAyYHbIMM AaHHbIMU. Takue CBUAETENbCTBA AO/IKHbI MPEeA0CTaBAATLCA MO 3anpo-
CaM 3aMHTEPECOBaHHbIX UL, KOMNaHUM AOMKHbI 4O06POCOBECTHO OTHOCUTHLCA K TaKMM 3anpocam v
npefocTas/iATb 06bEKTUBHbIE AaHHble, COOTBETCTBYIOLME MNONYHEHHOMY 3aMpocy.

2.3.6. CpaBHUTe/IbHAA pekaama A0/KHa BbITb KOPPEKTHOM M NPOBOAUTLCA MO UAEHTUYHBIM Xapak-
TEPUCTUKAM U He [0/IKHA BBOAUTb B 3abayxaeHne notpebuteneit peknambl B CBA3MN C OTCYTCTBMEM
B peK/JlaMe YacTyu CyLecTBeHHOM HGopmaLumu.

2.3.7. K peknamHbIM maTepuanam Ha 31EeKTPOHHbIX HOCUTENAX, 33 UCKIOUYEHWEM ayano- U BULEO-
MaTepuanos, NpUMeHsIoTCcA TpeboBaHUSA, yCTaHOBEHHbIe B NyHKTax 3.2 1 4.2 HacTosAwwero Kogekca.
K ayauo- 1 Bugeomatepuanam npumeHaTCs TpeboBaHUA AeMCTBYIOLLErO POCCUMICKOrO 3aKOHOAa-
Te/NIbCTBA O pekiame.

2.4. UCMONb30BAHUE SKCMEPTHbIX 3AK/IFOYEHUIA,
CCbI/TOK HA PE3Y/IbTATbl UCCNTELAOBAHUW N LIUTAT

2.4.1. Tpy MCNONL30BaHUKN B PEKNAMHbIX MaTepuanax SKCNepTHbIX 3aKAOYEHMI U CCbINIOK Ha
pesynbTaTbl UCCAef0BaHNI/HAbBAOAEHUI ceayeT yKas3biBaTb UCTOYHMK TAaKUX AaHHbIX U 4aTy
UX NONyYeHUS.

2.4.2. TIp1 UCNONb30BaHUK B PEKNAMHbIX MaTepranax LmMTaT n3 MeauLMHCKOW AN HayYHOW nnTepa-
TYPbl UM YbUX-TO BbICTYNIEHUI HEOBXOAMMO YKa3blBaTb UCTOYHMK LIUTMPOBAHMA/MMA aBTopa, AaTy
1N MecTo Ny6AnKaLMK/BbICTYNAEHUA.

Association of  Accoumaups
International MeXAyHaPOAHBIX
Pharmaceutical ~ papmauesTueckux
Manufacturers  npowssoawTeneit

15



2.5. NTPOOBUNXEHWE B CETU MHTEPHET

2.5.1. MpoasukeHe dapmaLeBTUHECKMX MPOAYKTOB B CETU MHTEPHET, B TOM YMC/ie NMOCPesCcTBOM
pasmeleHns 6aHHEPOB, aKTUBHbIX CCbIOK, MHbOPMaLMK Ha Beb-caitTax, B 6/10rax, coumanbHbIX
ceTax, Ha dopymax, KoHpepeHLMAX 1 TOMy NoAO06HbIX pecypcax, LONKHO COOTBETCTBOBATL O6LLMM
TpeboBaHMAM K peksame 1 cneumanbHbiM TpeboBaHUAM K peKkname SIeKapCTBEHHbIX NpenapaTos,
YCTaHOB/IEHHbIM 3aKOHOAATENbCTBOM Pd. B yacTHOCTH, MPU MCMNONb30BaHMM UHTEpPHET-CaiTOB, CBS-
3aHHbIX C papMaLLeBTUYECKMMU MPOAYKTAMU:

[O/IKHO ObITb O4EBUAHO, OT KaKoM papmMaLLeBTUYECKOM KOMMAHUM UCXOAUT MHPOPMALUA U KoMy
OHa aApecoBaHa;

COLEPKMMOE A0/IKHO COOTBETCTBOBATbL ayAUTOPUMN-agpecaTy.

2.5.2. Peknama papmaueBTUYECKMX NPOAYKTOB, OTMYCKAaeMbIX MO peLenTy Bpaya, B ceTn NHTepHeT
3anpelleHa. [lonyckaetca npefocrasneHve nHopmaumm o GapmaLeBTUHECKUX NPOAYKTax, OTny-
CKaeMblIX NO peLenTy Bpaya, B paMKax OHAalH-meponpuaTnii (BebuHapos) Ana cneLmanmucTos 34pa-
BOOXPaHEHMA, a TaKkXKe B pasgenax MIHTepHeT-pecypcoB, AOCTYN K KOTOPbIM OTKPbIT MCKAIOYUTENbHO
ON1A CNeuuanncTos 34paBooXpaHeHua.

2.5.3. NpueneyeHne dapmaLeBTUUECKOM KOMMNAHMEN PEKIaMHbIX areHTCTB, a TaKXKe UHbIX nL, 415
NpoABUMKEHUA GpapMaLLeBTUYECKUX NPOAYKTOB B CETU MHTEPHET He CHUMAET ¢ dpapmaL,eBTUYECKOM
KOMMaHMU OTBETCTBEHHOCTM 33 HapyLUeHWe NoNOXKeHU HacToawero Kogekca.

2.5.4. [eiictBue HacTtoswero Kofdekca pacnpocTpaHAeTca Ha MpoasuKeHue dapmaleBTUHecKux
NPOAYKTOB Ha Tepputopun Poccuiickoit desepaummn Ha Ntobbix Be6-caitTax HE3aBMCMMO OT MecTa
OCYLLLECTBNIEHWNA XOCTUHIA U 30Hbl LOMEHHOTO UMEHMU, @ TaKXKe MECTOHAXOMKAEHUA U BHYTPEHHUX MO-
NUTUK papMaL,eBTUUYECKOM KOMNAHWUK, NPoABUTatowWwen GapmaLeBTUYECKUA MPOAYKT.

2.6. UHOOPMALUMA, UMEIOLLAA OTHOLIEHWE K 30OPOBbIO
NN 3ABOTEBAHMAM YE/TOBEKA

dapmaueBTUYECKME KOMMNAHMM BNpaBe NpefocTaBaaTb WNMPOKOW 0BLWeCcTBEHHOCTU MHPOPMALLUIO
0 3aboneBaHuAX, UX NPOPUNAKTUKE U NeYeHun, cobatogan cnepyrowme npasuna:

[aHHanA AeATeNbHOCTb He A0/IXKHA COCTaBAATb NPeAMET NMNLEH3UPYEMO MESULIUHCKON AeATeNbHOCTY;

AaHHaA MHPopMaLmaA A0MKHa BbITb 4OCTOBEPHOM, 4O6POCOBECTHOM, STUYHOM, NONHOM, a TaKKe
He JO0/1KHa NOAMEHATb KOHCY/IbTaLLMIO Bpaya UAKM NPM3bIBaTb K CAMONEUEHUIO;

AaHHaA MHopMaLMA JONMKHA COAePKaTb YKazaHMe Ha GapMaLeBTUYECKYIO KOMMAHUIO, OT KOTOPOWA
UCXOANUT NHPOPMALLUA;

3Ta MHPOPMALMA He AO/KHA COAEPKaTb Ha3BaHUIM GapMaLEeBTUYECKMX NPOAYKTOB, OTMYyCKaeMblX
no peLenTy, a paBHO M306paXKeHM yNnakoBKM Taknx GapmaL,eBTUYECKUX NPOAYKTOB MW ee aNeMeH-
TOB, UM UHbIM 06Pa3oM 6bITb HanpaB/AEHHOM Ha NPOABUXKEHME papMaLLeBTUYECKOTrO NPOAYKTa,
OTNycKaemoro no pewenty;

AaHHAA MHOOPMALMA LOMKHA COAEPHKATb YKasaHWe Ha HeobXOAMMOCTb NOAYYEHNUs KOHCYIbTauum
CMeLManmncTa 34paBooxpaHeHus.

l1l. OcobeHHOCTM B3aMMOaenCcTBUA

CO cneumanmcTaMmm 34paBoOOXPaHEHNS,

a TaKXe peKsambl A8 HUX U UHbIX METOA0B
npoABuKeHMa GapMaLLeBTUYECKOMN NPOAYKLNMN

3.1. OBLUME NPUHLMMNbI BBAUMOLIENCTBUA
CO CNEUMANNCTAMU 30PABOOXPAHEHUA

3.1.1. BsaumopelictBue $apMaLEBTUYECKMX KOMMAHMIA CO CMEeLManncTamy 34paBOOXPaHeHUs
[OMIKHO 6bITb HaNpPaB/ieHO Ha NPUHECEHUE NOAb3bl MALUEHTAM U COBEPLUIEHCTBOBAHME MEAULMH-
CKOM MpakTuKW. Llenblo Takoro B3aMMoAeNcTBuA AOMKHO 6biTb NpeaocTaBneHne creuunanmcram
3/paBOOXpPaHeHNA HOBOW MHOPMaLMK O dapmaLLeBTUYECKUX MPOAYKTax, obecrneyeHne nx MHGop-
MaLmeit HayyHoro M 06pa3oBaTe/IbHOTO XapaKTepa, a TaKKe MOALEPHKKA HAYYHbIX U KAMHUYECKUX
nccnenoBaHnin.

3.1.2. CoTpyaHM4ecTBO dapmaLeBTUYECKMX KOMMAHWA CO Creumanmuctamm 34paBooXpaHeHns He
[LOJIKHO UMETb CNeACTBMEM KOHOIUKT MHTEPECOB Y CMeLanncToB 34paBoOXpPaHeHns, B YaCTHOCTH
MeXAay Mx npodeccroHanbHbiMM 0683aHHOCTAMM U IMYHOW 3aMHTEPECOBAHHOCTLIO. B TOM umncie
TaKoW KOHOMMKT He A0/IKEH BO3HUKATb MPU Ha3HaYeHnn dapmaLeBTUYECKOro NPOAyKTa BPauom u
NpU PEKOMEHAALMUN U Npoaake papmMaLeBTMHECKOTO NPOAYKTa GpapMaLLeBTUHECKMM PabOTHUKOM.

3.1.3. He gonyckaetca npegnaratb, 0bewatb, NpegocTaBasaTb UM NepesaBath cnewmanncTam 3apa-
BOOXPaHeHWA BO3HarpaxaeHue B Ntobol Gopme 3a HasHaYeHWe UM PEKOMEHZALMIO NauyeHTam
onpefeneHHoro GapmaLeBTUYECKOro NPOAYKTa, a TaKKe 3aKNH04aTb C HUMM COTalleHnn O HasHaye-
HUW UM PEKOMEHAALMM NaLMeHTaM Kakoro-nmbo dbapmaueBTUYeCcKoro NPoAyKTa (3a UCK/IoYeHnem
[0r0BOPOB O NMPOBEAEHMM KINHUYECKUX UCCNea0BaHNit dapMaLeBTUYECKUX NPOAYKTOB).

3.1.4. MNepcoHasbHble faHHble CNeuyranmncToB 34paBOOXPaHEHMSA MOTYT BK/IHOYATLCA B 6a3bl AaHHbIX
WCKIOYUTENbHO NPY HAIMYMM UX COTNACUA B HagAexKallelt dopme 1 cobatogeHuns nHbix TpeboBaHmi
3aKOHOAATeNbCTBA B chepe 3almTbl NePCOHAIbHBIX AAHHbIX.

3.2. MEYATHbIE PEK/TAMHbIE MATEPUAJTbI

3.2.1. MNeyaTHble peKknamHble MaTepuanbl, 32 UCKAOYEHNUEM ONMUCAHHbIX B NOANYHKTE 3.2.2, AONXKHbI
cofeprKaTb caeayowmnin MUHUMYM MHGOPMALLMK:

B Ha3BaHue papmaLeBTUYeCcKoro npoaykTa (06bI4HO TOProBoe Ha3BaHwue);

| 06LU,EI'Ipl/IHFITbIe HaMMeHOBaHNA aKTUBHbIX BELLECTB (ECHM NPOAYKT COAEPHKUT HE 6onee TPEeX akTuBe-

HbIX BELLECTB);

B HauMeHOBaHWe U agpec GapmaueBTUUECKOM KOMMaHUU UAK OpraHu3aumu, NpeacTaBaatowen ee

MHTepecbl Ha TeppuTopun Poccuiickoit desepavmu;

W ATy BblMyCKa PeKaambl;
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B «COKPaLLEeHHYIO MHPOPMALMIO MO MPUMEHEHMIOY, BKIIOYAIOLLYIO YTBEPMKAEHHbIE MOKa3aHWA K Npu-

MeHEeHMIo, MPU HeobXOAMMOCTM B COMETAHUM C SO3UPOBKOWM U METOAOM NPUMEHEHUA, KPaTKOe W3-
NO}KEHWE MPOTMBOMNOKA3aHWI, Mep NPefoCTOPOXKHOCTY U HeKenaTenbHbIX 3GPeKToB.

3.2.2. HanomwuHatowasn pekaama - 3To KopoTKas peknama, CoLeprKallan To/bKO TOProBoe HanmeHo-
BaHWe U TepaneBTUYECKyto rpynny GapmalLeBTUYeckoro NpoayKTa.

3.3. MEPOMPUATUNA

3.3.1. Llenbto BCcEX MEPONPUATUIA AOMKHO ObITb MHOOPMUPOBaAHME CMNELMATUCTOB 34PaBOOXPAHE-
HUA 0 papmaLLeBTUYECKMX NPOAYKTax U/unn obecnedeHne nx nHbopmalmeint HayyHoro UM obpaso-
BaTe/IbHOrO XapaKTepa B chepe 34paBooxpaHeHma A GapmaLeBTUKM.

3.3.2. KomnaHun He [OMIXKHbI OpraHM30BbIBaTb MEPONPUATUA, KOTOPble NPOBOAATCA BHE CTpa-
Hbl MPOXMBaHUA CNeunaINCTOB 34PaBOOXPaHEHUA, eCn TO/IbKO YMEeCTHOCTb 3TOro He onpasdaHa
C TOYKU 3pEeHUA NOTUCTUKU U 6e30MacHOCTU. Memp,yHapo,qule Hay4Hble KOHrpeccbl 1 CUMNO3NYyMbl, cobu-
paroume yHaCTHUKOB U3 MHOIMX CTPaH, ABNIAKOTCA C 3TOM TOYKM 3peHnA onpasaaHHbIMU U pa3peLlleHHbIMN.

3.3.3. Hbopmauma, pacnpocTpaHAemMas cpeam yY4acTHUKOB MeXAYHapOAHbIX HAay4YHbIX KOHrpec-
COB UN CUMMO3MYMOB, MOXET KacaTbCA hapMaLeBTUYECKMX NPOAYKTOB, HE 3aPerncTpMpPoBaHHbIX
B CTpaHe, rae NpoBOAMTCA MeponpuUATUE, MU 3aperncTPUPOBaHHbIX Ha UHbIX YCI0BUAX, €CN CO-
6ntofatoTca cneaytowme TpeboBaHua:

pacnpocTpaHeHue Takol MHGOPMALMK LOMYCKAETCA AENCTBYIOLWMM 3aKOHOAATENbCTBOM CTPaHbI
npoBeAeHMA MepPonpUATHS;

MeponpuaThe JOMKHO BbiTb AECTBUTENIBHO MEXAYHAPOLHbIM HayYHbIM MePONPUATUEM, B KOTO-
pOM yyacTByeT (B KayecTBe BbICTYMAOLWMX WU CAyLIATeNel) 3HAUYMTEIbHOE YMCIO CMELMANNCTOB
3/1paBOOXPaAHeHMA U3 APYrMX CTPaH;

maTtepuanbl No GapmaLeBTUYECKOMY NPOAYKTY, HE 3aperncTpMpoBaHHOMY B CTPaHe, rae NpoBOAMT-
€ MepOonpUATUE, LOMKHbI CONPOBOXKAATHCA COOTBETCTBYHOLLMM ACHBIM YKa3aHMEM Ha TO, YTO B AaH-
HOW CTpaHe 3ToT papMaLeBTUYECKMI NPOAYKT HE 3aperncTpmMpoBaH;

maTepwuasbl, CoaepKaLiye MHGOPMaLMIO MO NPMMEHEHMIO (MOKa3aHUA, NPeaynpPeXRaeHNs U T.4.), KOTo-
pas yTBep:KAeHa B Apyroii cTpaHe/cTpaHax, rae AaHHbIN GapmaLeBTUYECKMI NPOLYKT 3apervcTpupoBaH,
[OMKHbI COMPOBOXKAATHCA 33SBIEHNEM O TOM, YTO YC/I0BUA PETUCTPALLMM B CTPAHAX OT/INYAKOTCA.

3.34. MepoanﬂTme AO0NXKHO NPOoBOAUTLCA B MeCTe U YCNI0BUAX, CI'IOCO6CTBleLIJ,MX OOCTUXKEHUIO HAY4YHbIX
n o6pasoBaTe/1be|x L|,ene17| [AHHOro MeponpuaATUA. 3anpeLLaeTca NCNoAb30BaTb O6'beKTbI, KOTOpble B Ma-
3ax 06|J.I,ECI'BEHHOCTVI ACCOUMMPYHOTCA C pa3Bie4eHNAMU, POCKOLLBHO UM SKCKIKO3MBHOCTbIO, HE3AaBUCUMO
OT MX Knacca. PekomeHayeTcA OpraHM30BbIBaTb MEPONPUATUA B 6M3HeC-LI,eHTan, y"le6HbIX 3aBeaeHuAx,
oTenax u opyrux mectax, npegHasHa4yeHHbIX 414 npoBegeHNA AeN0BbIX U 06pa3OBaTeanbIX Meponpwﬂmﬁ.

MposeaeHne KomnaHuemn MeponpuAaTnUA B mecte OGLLI,eCTBeHHOI'O A0CTyna BO3SMOXHO TO/1IbKO B YCNO-
BUAX N30/IMPOBAHHOIO NomeLlleHnaA nmbo 3aKpbITNA mecta OGLIJ,ECTBEHHOI'O A[0CTyna Ha Bpema npo-
BeAEeHNA MeponpUuAaATUA.

3anpeu.|,aeTcn MUCNONb30BaHWE pa3B/ieKaTe/IbHbIX U CNOPTUBHbIX MepOHpMHTMﬁ Ona npusnevyeHUAa
cneunanncTos 34paBooOXpaHeEHNA K NTPOMOUMOHHBIM U HAYHHbIM MepPONpPUATUAM.

3.3.5. [onyckaeTtcs npefocTaBieHne KaHUeNAPCKUX NPUHAANEKHOCTEeN (pyuKkn, BNOKHOTBI, KapaH-
[allin) He3HAYUTENbHOM CTOMMOCTY AR COCTaBNEHNUA KOHCMEKTOB, BEAEHWA 3anuceil.

3.3.6. [lomycKaeTca COMpPOBOXAEHWE MEPONPUATUA Modadei NpoxiaAuTeNbHbIX HanuTKoB, 4as/
Kode, 3aKycok u/unm ropaumnx 604 8 bopmare «LWBEACKOr0O CTOMa» Mpu YCNOBUM, YTO 3TO OMpas-
[AaHO C TOYKM 3PEHUA AINTENbHOCTU MEePONPUATUSA, ABAAETCA OAHO3HAYHO BTOPOCTEMNEHHbIM MO OT-
HOLUEHUIO K LLesI MeponpuUaTUA U NPeLoCTaBAAETCA TO/bKO:

Y4aCTHMKaM MepOonpuATUS, HO HE COMPOBOXAAMLWMNM UX TNLAM;
B Pa3yMHbIX Npesenax.

3.3.7. d)apmau,eBTqucme KOMMaHUN He AOJ/IXKHbl NPeaoCTaB/IATb UKW ON1Ia4MBaTb HUKaKMe pas-
B1Ie4YEeHUA KaK B paMKaX, TaKk U BHE PaMOK nposegeHnAa MeponprnaTmuA.

3.4. NPUBNEYEHUE CMELLMANNCTOB
34PABOOXPAHEHWNA /1A OKA3AHUA YCNYT

3.4.1. dapmaueBTUYECKME KOMMAHWW BMNpasBe MpWB/AEKaTb CMeLManucToB 34paBOOXpPaHeHus,
3a UCKAtoYeHMeM PpapMaLLeBTUYECKUX PabOTHMKOB M PYKOBOAMUTENEN anTeYHbIX OpraHM3aLumi,
C UeNblo OKa3aHMA YC/IYr Hay4yHOro v NejarorMyeckoro Xxapaktepa, a TakXe Mpu nposeseHum
KIMHUYECKUX UCCNEA0BaHUI NEeKapCTBEHHbIX CPEACTB M BbiNjavyMBaTb UM BO3HarpaxaeHue 3a
OKaszaHue AaHHbIX YCayr.

3.4.2. Mpu NnpuBaEYEHUM CNELMANUCTOB 34PaBOOXPAHEHMA A/1A OKa3aHWUA YCAYT A0/XHbI 6bITb CO-
61t04eHbl cneaytowme TpebosaHua:

Ha/sM4ne JOroBopa B NMMCbMEHHOW GopMe, OMMCHIBAIOLLETO COAEPMKAHME OKa3biBaeMbIX YCAYT U yC-
IOBUA UX ONAaThl;

BO3HarpaxaeHue 3a OKasaHHble yCayrm oNXKHO 6bITb Pa3yMHbIM 1 COOTBETCTBOBATL CMpa BeAl]MBOVI
prHOLIHOl71 CTOUMOCTU,;

Ha/mMume o60CHOBaHHOM HEOBXOANMMOCTH B YCNIYTE;

Ha/siMyme HeNoCPeACTBEHHOM CBA3M MeXAY KpUTepuamm ot6opa cneLmanmcTos 340aBoOXPaHEHMS U
Lie/iblo, KOTOpas LO/IKHA ObITb LOCTUTHYTA B pe3y/ibTaTe OKa3aHUA yCayru;

COOTBETCTBME KONMNYECTBa NPUBJIEYEHHbIX CNeunanncTtos 34PpaBOOXPaHEHNA KONNYeCTBY, ,Cl,ei;ICTBM-
TeNbHO HEO6XO,EI,MMOMV ANAa AOCTUXKEHUA nocTaBieHHoM uenu;

d)aKT 3aK/1l04YeHnA A0roBopa OKasaHUA ycayr He Ao/1XKeH NPAMO UM KOCBEHHO Halaratb obazartenb-
CTBa Ha cneunanuncta 34paBooxpaHeHUA, CBA3aHHble C peKomMeHOAaunAMnN U HasHavyeHnem d)apma—
LeBTUYECKMX NPOAYKTOB.

3.4.3. [lonyckaeTca oniata Wau BO3MeLLeHNe PacXofoB CNeLyuannucToB 34paBOOXPAaHEHUA, HemMo-
CPeACTBEHHO OTHOCALLMXCA K OKasblBaeMbIM yCyram, B TOM YMC/Ie PAaCXOA0B, CBA3AHHbIX C Npoes-
[OM CNeLunanmcToB 34paBOOXPaHEHNA K MECTY OKa3aHWUA YCAYT, MPOXKMBAHUEM U MUTAHUEM.

3.4.4. Mpwv oniaTe UM BO3MELLEHMM PacXo4oB Heobxognmo cobntoaath cieaytolme TpeboBaHus:
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B 3anpeulaeTca MCnoab3oBaTb NOCTUHULDI UK 06'beKTbI, KOTOpble B rMa3ax 06LLI,ECTBEHHOCTM accoum-
UPYHOTCA C POCKOLWbH NN 3KCK/THO3UBHOCTbLIO, HE3aBUCUMO OT UX KaacCca,

B NUTaHWe AOMYCKAeTCA B PasyMHbIX Npeaenax;

B Npu noes3gkax cneumanncTos 340aBOOXPaAHEHUA, HE NPEBbIWAOWMX YeTblipeX YacoB B AHEBHOE Bpe-

mMmAa, chepyert npmo6peTaTb aBMabunneTbl SKOHOMUYECKOTO Knacca;
B He AONyCKaeTcs Bo3melleHne KaKnx-nnmbo Pacxoaos conposoOXaakoWwmx nnu,.

MNckntoueHna fomKHbI 6bITb 060CHOBAHbI 06BLEKTUBHOM H606XOAVIMOCTbIO M cornacoBaHbl C PyKoO-
BOACTBOM KOMMaHUN.

3.5. NOOAPKH

Cneuuanuctam 34paBoOXpaHEHUA 3anpeLLaeTca NpefocTaBAaTb UK NpessiaraTb NoAapKy.

3.6. OCHOBHbIE NMPABW/IA U HOPMbI AEATE/IbHOCTY
MEOMUMHCKUX NPEACTABUTENEN

3.6.1. Llenbto aeATeslbHOCTY MeANLMHCKMX NpeacTaBuTeneil oMKHO BbiTb NOBblLEHUE Npodeccu-
OHa/IbHOTO YPOBHA CMeLnannMcToB 34paBooOXpPaHeHNs 1 BbiNoHeHWe 06A3aHHOCTM dapmaLuesTuye-
CKOM KOMMaHWW Mo MOHUTOPUHTY 6e30MacHOCTM hapmaLeBTUYECKMX MPOLYKTOB.

3.6.2. nA yKaszaHHbIX B N. 3.6.1 HacToAwero KogeKkca uenei meanumMHCKUeE npeactaBuTenm Bnpase
Yy4acTBOBATb B COOPAHUAX U UHBIX MEPOMPUATUAX 414 CNEeLMaNINCTOB 34PaBOOXPAHEHNSA B MeAULNH-
CKUX OpraHvM3aumsax B nopsaake, YCTaHOBIEHHOM AAHHOW MeAMUMHCKON opraHusauuen. B cnyyae
eC/IM TaKoW MopPALOoK AOMYyCKaeT BO3MOXKHOCTb NPOBEAEHUS MePONpPUATUIA, NpesyCMaTpmUBatoLLMX
WHOMBUAYANbHbIE BU3UTbI MEAMLMHCKMX NpeacTaBuTenei K cneuuannuctam 34paBOOXPaHEHus,
TaKue BU3UTbl JOMNYCKAOTCA.

3.6.3. B pamKax faHHbIX MEPONPUATUIA MeANLNHCKME NPeacTaBUTENM BNpaBe NpeaoCcTaBasaTb che-
LMannctam 34paBoOXpPaHEHNA MPOMOLMOHHbIE NeYyaTHble MaTepurabl, a TaKkKe MHGOPMALIMOHHbIEe
MmaTepuanbl, TakMe Kak YacTUYHble PenpuHTbI OTAE/bHbIX [1aB U Pa3fenos Creunann3mpoBaHHbIX
M3aHWIN, HayYHbIX MOHOTPadUI1 U CNPABOYHMKOB, Hay4YHble CTaTbW U TEKCTbI JOKNAL0B U UHble ne-
YaTHble MaTepuabl MPU YCNOBUM, YTO OHM NOBLILWAIOT NPOdECCHOHA/bHBIN YPOBEHL CNELManncTos
34 paBooOXpaHeHua. [JonyckaeTca npeaocTaBaeHne AaHHOM MHGopmaLumm Ha CD-anckax 1 KapTtax na-
MATU, He NpegHa3Ha4YeHHbIX AN1Aa TM4YHOro UCNos1b30BaHUA. |_|pl/| 3TOM Nitobble mMaTepuanbl, BKAKOYaA
NPOMOLMOHHbIE, A0/KHbI NOBbIWATL NPOdECcCHOHaNbHbIN YPOBEHb CMNELMANUCTOB 34paBoOXpaHe-
HWA N He NpecnesoBaTb UCKAOUNTENBHO PEKNAMHbIE Len.

3.6.4. MeguuMHCKMe npeactaButen GapmaueBTUYeCKMX KOMMAHWI A0MKHbI UMETb A0CTaTOYHYHO
NOAroTOBKY 1 06/1a4aTb HEOBXOAMMbIMU 3HAHUAMM, YTOBbI NPEAOCTaBAATL CNELMaNIMCTaM 340aBo-
OXPaHEeHUA MOHYO, 06BEKTUBHYIO, LOCTOBEPHYIO M aKTyasbHYO MHbOpMaLmMio o dapmaLesTuye-
CKMX NpogyKTax. Mpu 3Tom MHPopmauma [oMKHa NOBbILWATL NPOGECCUOHANbHBIN YPOBEHb CreLm-
a/INCTOB 34paBooOXpaHeHuaA. OTBETCTBEHHOCTb 3a cofeprkaHue n dopmy npesoctaBneHma nHdopma-
LMK, nepesaBaeMolrt MegUUMHCKUMKU NPeaCcTaBUTENAMM CelnanncTam 34paBooXpaHeHns, HeceT
dapmaueBTMUeCcKan KOMMNaHKUA.

3.6.5. MeAMUMHCKMIA NpeacTaBuTeNb 06A3aH MO 3anpocy chneLuanncTa 34paBooXpaHeHns npeso-
CTaBUTb MY MHCTPYKLMIO MO MEAULMHCKOMY NMPUMEHEHMIO KaXKA0ro GapmMaL,eBTUYECKOro NPoayK-

Ta, 0 KOTOPOM OH MHPOPMMPYET, a TaKKe cBeaeHMA 06 yCNoBUAX OTMYyCKa (OTHECEHME K KaTeropum
oTnycKaembIx Nno peuenTy Ambo 6e3 peLenTa Bpaya, OTNYCKAEMbIX A1A JIbFOTHbLIX KaTeropuii rpax-
JaH 1 np.) dapmMaLLeBTUYECKOro MPOAYKTA M ero HaIMuum B anTeKax.

3.6.6. MeguumHcKme npeacrasutenv 06a3aHbl LOBOAMTbL 40 PYKOBOAMTE/A COOTBETCTBYIOLLLETO MOA-
pasgeneHns CBoei KOMMaHUM UHGOPMALMIO O MPAKTUYECKOM NpUMeHeHnn dapmaLeBTUYecKmx
NPOAYKTOB KOMMAHUK, B TOM YMC/IE O HEXKeNaTeNbHbIX PEaKLMAX U T.N., NOJYYEeHHYH OT Creumanm-
CTOB 3/,paBOOXPAHEHMS.

3.7. OBPA3LbI

dapmaueBTUYECKME KOMMaHUK He BrpaBe NpeaoCTaBATb HEMOCPEACTBEHHO CreumanncTam 3apa-
BOOXpaHeHusa 06pasubl papmMaLeBTUYECKMX NPOAYKTOB KaK A/A Mociedylowein nepegadn naum-
eHTam, TaK U O/1s IMYHOro No/b30BaHMA (B TOM Yncae obpasubl Ana gemoHcTpaumm (demo packs)
1 NYCTYI0 BTOPUYHYIO U NEPBUYHYIO YNAKOBKY).

3.8. 3KCIMEPTHbIE COBETbI

3.8.1. Llesiblo JKCnepTHOrO CoBeTa ABNAETCA OOCYKAEHME W MOyYeHMEe KOHCYNbTaLMin BHELUHUX
3KCMEepTOB MO 3apaHee onpeaesieHHOMY Hay4HOMY BOMPOCY, ANA PeLleHna KOTOPOoro HegoCcTaTou-
HO 3KCNEePTU3bl UM OMbITa BHYTPU KOMMAHWUM U NPU HEBO3MOXKHOCTW BbIACHEHUA 3TOro Bonpoca
APYrUMU meTogamm.

3.8.2. JKCnepTHble COBETbI HE MOMYT MCMO/b30BaTbCA B KAYeCTBEe MHCTPYMEHTa pacnpocTpaHeHus
MHbOPMaLNU AN ANA NPOABUKEHUA DapMaLLEBTUUECKMX MPOLYKTOB.

3.8.3. ®dapmaLeBTUYECKME KOMMAHUM BMPaBe BbIM/aYMBaTb SKCNepTam - CNeLnannucTam 3gpaBoox-
paHeHus, 3a UCKAoYeHMEM papMaLLeBTUYECKUX PAaBOTHMKOB M PyKOBOAMTENeM anTeYHbIX OpraHM3a-
LMK, BO3HArpaxaeHue 3a nx paboty B KkcnepTHOM coBeTe (B TOM YMcae KOMMEHCMPOoBaTb UX pac-
XOZAbl, CBA3AHHbIE C y4acTMEM B IKCNEPTHOM COBETE) TONIbKO MPU YC/I0BUM, YTO AeATENIbHOCTb TaKUX
9KCMepTOB B pamKax IKCMepTHOro COBETa HOCWUT HAyYHbIN xapakTtep. Mpu Bo3MelLeHUM pPacxonos
[OJ/IKHbI cobntogatbesa TpeboBaHma noanyHKTa 3.4.4 HacToAwero Koaekca.

3.8.4. Bo BCex C/y4yasx OCHOBHOM MPUHLMN paboTbl t06Oro IKCNEPTHOro COBETA - 3TO HEe3aBUCU-
MOCTb M 6ecnpurCcTPacTHOCTb 3KCNepTOoB.

3.8.5. OpraHun3saums JKCNepTHOro COBETa BO3MOMKHA TONbKO NPY HasMuMn 060CHOBAHHOM Hay4yHOW
Heob6X04MMOCTU M He LONKHA MMETb Lesiblo GUHAHCUPOBAHNE MEPONPUATUIA MPOdECCUOHANbHbBIX
coobluecTs.

3.8.6. YacToTa 3acefaHnii IKCNepTHOro coBeTa A0/KHA HblTb 060CHOBAHHOW.

3.8.7. BblboOp uneHOB DKCMepTHOTO COBETA AO/IKEH OCHOBbLIBATLCA UCKNOUYUTENBHO Ha UX Npodec-
CMOHANbHOM KOMMNETEHLMU U KBaMOUKALMM U He JO/MKEH BbiTb KakMM-1Mbo obpasom cBszaH
C NPOLUABIMU, TEKYLLMMM MW BOSMOXKHbIMU BYAYLLMMU HAa3HAYEHWUAMM AWM peKOMeHAaumamm Gap-
MaLLeBTUYECKMX MPOAYKTOB KOMMaHMKU. PaBOTHUKM KOMMEPYECKMX OTAEN0B He AONKHbI UMETb BU-
AHMA Ha BbIBOP IKCNEPTOB M PaboTy DKCNEpPTHOro CoBeTa.

3.8.8. KonnyectBo npuBieYeHHbIX CNeLMannucToB 34paBOOXPAHEHUA [O/KHO COOTBETCTBOBATb
KO/IMYEeCTBY, AENCTBUTE/IbHO HEOBXOAMMOMY AN AOCTUMKEHMUSA NOCTABNIEHHON LeNu.
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3.8.9. Obuwee yucno pabOTHMKOB KOMMAHUKM, MOCELLAtOWMX cobpaHMe IKCMepTHOro COBEeTa,
He [0/IKHO NpeBblwaTb OAHY TPeTb OT YMCAA HE3aBUCUMbIX CTOPOHHWUX KCMEePTOB, Y4aCTBYOLWMX
B 3acefaHuu. Mpy 3TOM COTPYAHMKM He BNpaBe UCMONb30BaTh y4acTve B paboTe SKCNepTHOro co-
BeTa 414 NPOABUXKEHNA papmaLLeBTUHECKUX MPOAYKTOB KOMMAHMM Kakum Bbl TO HM Bbino obpasom.

3.9. PABOTA C 3ANPOCAMW MEANUMHCKON MHOOPMALLNU

3.9.1. KomnaHua foMKHA BHUMATENbHO OTHOCUTLCA K KaXKA0MY 3anpocy CreLmanncra 34paBooxpa-
HeHuA. Kaxablii 3anpoc Jo/KeH 6bITb 3aperMcTpMpoBaH, U Ha Hero HeobxoAMMO AaTb OTBET Hesa-
BMCKMMO OT cnocoba nonyyeHus (3NEKTPOHHAA NoYTa, 06bluHan noyTa, pakc unm TenedoH).

3.9.2. Mndopmauus, NpeaocTaBneHHas cnewmanmcTam 34paBooXpaHeHns B OTBET Ha 3anpoc, AOK-
Ha NOJIHOCTbIO COOTBETCTBOBATb MECTHOMY 3aKOHOAATE/LCTBY, YTBEPHKAEHHOW MHCTPYKLUK MO NpU-
MeHeHuto GapmaLieBTUYECKOro NpoayKTa U HacToAwemy Kogekcy.

3.9.3. OTBeT Ha 3anpoc CrneLManncTa 34paBoOXPaHEHUA He AOKEH CNYKUTb LeNsiM NpoABUMKeHUn
bapmaveBTMUEeCcKOW NpoayKUMM. OH JOMKEH OTPAHUUYMBATLCA TO/IbKO OTBETOM Ha HEmMocpeaCcTBeH-
HO 3a4aHHbI BOMpOC.

3.9.4. UHdpopmauma o bapMaLLeBTUYECKMX NPOAYKTaX APYrMX KOMMAHMI A0M1XKHA OblTb 06bEKTUBHOMN.

3.9.5. Bce oTBeTbl HEOBXOAMMO MPEAOCTABAATL B BEXK/IMBOW M MOHATHOW popme B COOTBETCTBUM
C YpOBHEM 3HaHWI M 06pa30oBaHUA AMLLA, MOCAABLUErO 3anpoc.

3.9.6. CoTpyaHuKM dapmaL,eBTUUECKOM KOMMNaHWM He BrpaBe MHULMMPOBATb 06CYyXAeHWe co cre-
LMaMCTaMm 34paBOOXPAHEHNA U UHBIMW TPETBUMM INLLAMU HE3APETUCTPUPOBAHHbIX papMaLLeBTU-
YeCKMX NPOAYKTOB W/WAN He3aperncTpMPOBaHHbIX MOKA3aHUM K UX NPYMEHEHMIO.

3.9.7. UHdopmauma o0 He3aperncTpMpoBaHHbIX bapmaLeBTUYECKUX NPOAYKTax W/uau Hesaperu-
CTPUPOBAHHbIX NMOKa3aHWAX NPEAOCTaBAAETCA TONbKO CMeLManucTam 34paBoOXPaHEHNA UCKIOYM-
TeNbHO MO 3anpocy, HanpasieHHOMY B GpapmaLLeBTUYECKYIO KOMMAaHWIO.

3.9.8. OTBETbHI Ha BCe 3aMpOChl OT CNELMaNUCTOB 34PaBOOXPAaHEHNA NPeAOCTaBAATCA CAyKOOM
MeAULMHCKON MHPOPMALMK UM NepcoHanom Ntoboro Apyroro ynosHOMOYEHHOrO MeAULUH-
cKoro/perynatopHoro otaena Ana obecnevyeHusa Hagnexallero KayecTsa U 06BEKTUBHOCTU UH-
dbopmaunn. Bce TenedpoHHble 3BOHKM B BbIXOAHbIE U MPA3AHUYHbIE AHU, A TaKXKe B Hepaboune
Yyacbl MPUHMUMAIOTCA U PETUCTPUPYIOTCA MEPCOHANIOM KONIN-LEHTPa, aBTOMaTUYEeCKMM aBTOOTBET-
YMKOM A nobbim apyrum cnocobom c nocnepyouern nepegadyen nHGopmaumnm o 3anpocax
B MEAMLUHCKUIA/PerynaTopHbli oTaen.

3.9.9. PaboTHUKM OTAENOB NPOAANK U MAPKETUHIa MOFyT OTBeYaTb TO/IbKO Ha BOMPOCHI, NOAYYeH-
Hble B XoAe B3aMMOAENCTBMA CO CNeLmnanmcTammn 34paBoOXPaHEHNA, B PaMKaX YTBEPKAEHHOM UH-
CTPYKLMU MO NPUMEHeHNI0 papmaLieBTUYECKOro npoayKTa. MonyyeHHble BONPOChI, BbIXOAALLME 32
PaMKUM YTBEPKAEHHOW B YCTAHOBNIEHHOM nopAaKe MHbopMaLumm o dapmaLleBTUHECKOM NPOAYKTE,
pabOoTHUKM OTAENOB NPOAANK M MapPKETUHIa LO/MKHbI NepeHanpasiaTb 411 0TBeTa B MeAULUMHCKUI/
perynaTopHbIi otaen.

3.9.10. B oTBeTe cneumanucty 34paBOOXPaHEHMA HEOOXOAMMO NPEeAOoCTaBUTb MCYEPMbIBAOLLYHO
1 Hay4yHO 0BOCHOBaHHY MHPOPMaALMIO MO 3a4aHHOMY BOMPOCY. B MMCbMEHHbIX OTBeTax Bce 3a-
ABNEeHNA U GaKTbl JOMKHbI ObITb MOAKPENEHbI COOTBETCTBYIOLMMM CCbIIKAMU C YKa3aHUEM UMEHM

aBTOpa, MO/IHOrO Ha3BaHMA CTaTbU UM MOHOrpadum, mecta nybanKkauumn (paspelatoTca TpaguLm-
OHHble abbpeBunaTypbl), roga U3gaHUsa, HOMepPa TOMa, BbiNycKa U CTPaHMLLbI.

3.9.11. MepcoHanbHble AaHHblE CMELMaANNCTOB 34PaBOOXPAHEHUA U UHbBIX UL, MOTYT BKAKOYATbCA
B 6a3bl AaHHbIX GaPMaLEBTUYECKMX KOMMAHUIN UCKIOYMUTENIbHO NPWU HAaZIMYUKU UX COINIACcUA B yCTa-
HOB/IEHHOW 3aKOHOM dopme M cobatofeHNN UHbIX TpeboBaHWU 3aKOHOAATENIbCTBA B Chepe 3almThbl
NepCcoHasbHbIX AAHHbIX.
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IV. OcobeHHOCTM peKknambl U UHbIX METOA0B
NpoABUMKEHNA ANA HAaceneHua

4.1. ObWWNE TPEBOBAHWA

4.1.1. He ponycKkaeTcsa peknama 415 HaceneHus GapmMaLeBTUYECKUX NMPOAYKTOB, OTHECEHHbIX K KaTero-
pUKM OTNyCKaembIxX MO peLenTy Bpaya.

4.1.2. B pekname A/19 HaceneHus 3anpeLLaetcs ynomuHaHme o GpaKTe BKAOYEHUA PeKIamMnpyemoro
bapmaLeBTUYECKOro NPoAyKTa B N060I U3 CMIMCKOB IEKAPCTBEHHbIX CPEACTB, NPefHa3HaYeHHbIX
ONA OnpeAeneHHbIX KaTeropuin rpaxKaaH, pacxofpl Ha KOTOpble BO3MELLAOTCA WM LOTUPYIOTCA
rocyAapcTBom.

4.1.3. B pekname dpapmaL,eBTUHECKMX NPOAYKTOB A/1A HAaceNeHnA )KenaTenbHo nsberaTb cneumans-
HbIX MeAMLMHCKMX TEPMUHOB, KOTOPble MOTYT 6bITb HEMPaBU/IbHO NOHATbLI UM BBECTU B 33611y ae-
Hue noTpebutenei peknamol.

4.2. NEYATHbIE PEKTAMHbBIE MATEPUA/bI

4.2.1. MNeyaTHble peKNamHble MmaTepuasibl, 338 UCKAOYEHUEM ONMUCAHHbIX B NOANYHKTE 4.2.2, AONKHbI
cofepKaTb caeayowmnin MUHUMYM MHGOPMaLLMK:

Ha3BaHWe dapmaLeBTUYECKOro NpoayKTa (06bIYHO TOproBoe Ha3BaHWeE), a TakKe 0bLlienpuHaToe
HavMeHOBaHWe, eCIN NPOAYKT COAEPKUT TOIbKO OAHO aKTUBHOE BELLLECTBO;

nHbopmaLmo, HeobxoaMmyro ANA MPaBUALHOTO MNPUMeHeHUs GapMaLLeBTUYECKOrO NpPoAyKTa
(nokasaHue; Npu HaNMYMM OCHOBHbIE MPOTUBOMNOKA3aHUA; HeobxoaMMble ANA 6e3onacHoro npume-
HEHUA Mepbl NPeAOCTOPONKHOCTH);

HaMMeHoBaHMe W agpec dapMaleBTUYECKOM KOMMAHWM WAU OpraHu3aumu, NpeacTaBAAloLLEein
ee UHTepecbl Ha TeppuTopumn Poccuitickoit PepepaLmu;

npeaynpexgeHue o Haandmm I'IpOTMBOI'lOKa3aHVIl7l K UX NPUMEHEHNIO U UCNO/Ib3OBAHUIO, HEOGXOLI‘MMO-
CTU O3HAaKOMNEHUA C l/IHCprKLI,VIel;i Nno NPUMeEHEHUI0 NAK NoNyHeHUA KOHCYbTauMn cneumanmncros.

4.2.2. HanomuHatowwan pPeKNamMma MOXKeT coaepKaTb Kak MUHUMYM HaMMeHOBaHUeE ¢apmau,eBTm-
4YeCKOro npoAyKTa, a TakxKe npeaynpexageHne o Haam4ymu I'IpOTVIBOI'IOKa3aHVIl‘;I K ero npumeHeHuto
M NCNOJIb30BaHMIO, HEO6XOAVIMOCTM O3HaKOMJIeHUA C MHCprKLI,lAeVI no NPpUMeHeHU0 nan noay4e-
HUA KOHCY/bTaUuuK cneunanncros.

4.3. OTPAHUYEHUA MO COAEPXAHUKO PEKTAMHbIX
MATEPUANOB 119 HACEJTEHUA

Peknama papmaLeBTMYECKUX NPOAYKTOB A1 HACENEHUA He LO/IKHa:
C03/1aBaTb BMNeYaT/IeHNe HeHYKHOCTU 0bpalLeHuA K Bpauy;

rapaHTMPOBaTb NONOKUTENbHOE AelicTBUE, 3GPEKTUBHOCTL UK 6e30nacHOCTb GapmaLeBTUYECKOro
NpoAyKTa 60 OTCYTCTBUE HEXenaTeNbHbIx 3ddEKToB;

COAEpP!KaTb CCbIZIKM Ha KOHKPETHble CAydan msneyeHus oT 3a60/ieBaHui, YAy4YLLIEHUA COCTOAHUSA
340p0OBbA B pe3synbraTe NpUMeHeHUs GapMaLEeBTUYECKOTO NPOAYKTa;

coAepsKaTb BblpaskeHne 61arogapHoCcTy GU3MHECKUMM LMK B CBSA3M C MCMOb30BaHMEM dapma-
LieBTMYECKOro NPOoAyKTa;

06pa LaTbCA K HECOBEPLUEHHONETHUM;

co3gaBaTbh NpeAcTaBAeHMe O MPerMyLLEecTBax GapmaLLeBTMYECKOro NPOAYKTa NMyTEM CCbIIKM Ha daKT
npoBeAeHUn UccaeaoBaHmnii, 06a3aTenbHbIX A48 FOCYAaPCTBEHHOMN perncTpauunm;

co3£aBaTb BneyatieHme Heobxoa4MMOCTH NpUMeHeHUs GapmaLLeBTUYECKOro NPOAYKTa 340POBbIMM
NOAbMMU, 33 UCKNIOYEHUEM PeKlamMbl NPOGUIAKTUYECKUX BapMaLEeBTUHECKUX MPOAYKTOB;

COLEPHKATb YTBEPKAEHMA NN NPEANONOXKEHUA O TOM, YTO 6e30NacHOCTb UK 3dPeKTUBHOCTL dap-
MaLEeBTUYECKOTO NPOoAYKTa 06YC/I0B/IEHbI €70 HAaTyPasibHbIM MPOUCXOMKAEHUEM;

npeacTaBaATb GapmaLLeBTUYECKUIA MPOAYKT B KauecTBe B1OIOrMYECcKM aKTUBHOW 406aBKK, KOCMETH-
YECKOro MW Apyroro ToBapa, He ABAAIOLWEroca GapmaLeBTUYECKUM MPOLYKTOM;

coaepXaTb onNncaHua, M306pa)KeHVIFI KapTUHbI 6OI'IESHM, KOTOpble MOTyT CNnpoBOLMPOBATbL CAMOCTO-
ATE/IbHYO NOCTAaHOBKY oWKNBOYHOro AnarHos3a;

cogepyKaTtb 06pasbl MEAULMHCKMX M hapMaLEeBTUYECKMX PabOTHUKOB;

COAepHKaTb PEKOMEHAALMN YUYEHbIX, MEAMLMHCKMX PaBOTHUKOB MAKN UL, KOTOPbIe He OTHOCATCA K
3TUM KaTeropmsam, HO B CBA3M C UX M3BECTHOCTbIO MOTYT MNOOLLPUTL NpUMeHeHMe GapMaLLeBTUYECKO-
ro NPOAYKTa;

coAepKaTb HeyMeCTHble, Bbi3blBaloLLME TPEBOrY UK BBOAALWME B 3ab/1yKAEHNE TEPMUHDI, 3KUBO-
NUCHble N306paXKeHNA USMEHEHWI B YEIOBEYECKOM OpraHv3me, Bbi3BaHHbIe 3abosieBaHMEM, TpaB-
MO UK pgeicterem GbapmaLeBTUYECKOro NPOAYKTa Ha OPraHM3m YeNoBeKa UK YacTu Tena.

4.4. NHbIE METOAbI NPOABUKEHWNA
®APMAUEBTUYECKMX NPOAYKTOB 417 HACE/TEHNA

4.4.1. He ponyckaetca npoasukeHve bapmaLeBTUYecKMX MPOAYKTOB NOCPEACTBOM TeNemarasvHos
(Tenewonos).

4.4.2. He fonycKaeTca UCMo/ib3oBaHMe hapmaLeBTUYECKMX NPOAYKTOB B KaYecTBe Npusos 1 NooLL-
peHUN.

4.4.3. He fonycKaeTcs NpAMOe pacnpocTpaHeH1e B PeKnamHbIx Leisax 6ecnnatHbix 06pasuos dapmaLesTu-
YECKMX MPOAYKTOB HAaCENEHIO, B TOM YMC/IE MPOBEAEHME AEryCTaLMIA M P06 hapMaLLeBTUHECKMX MPOLYKTOB.

4.5. PABOTA C 3AMPOCAMW O MEAMLMHCKOW
NHOOPMALMN OT NALUMEHTOB

4.5.1. Npu obpaleHnn naumeHTa K GapmaLeBTMYECKON KOMNAaHUK 33 UHPopMaLme Heobxoanmo
YA0BNETBOPATL Takue 3anpockbl. [ogobHoe B3aMMOAENCTBME He AOMKHO MCNONb30BaTLCA B LIENAX
peKknambl ¥ NPOABUKEHMA hapMaLLeBTUYECKOro NMPoAyKTa, B TOM YMC/E NOC/E ero OCyLecTB/eHus,
Hanpumep nytem ny6MKaLum Nepenmckm B CPeacTBax MaccoBon MHGOPMaLMK.
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4.5.2. B oTBET Ha 3anpoc naumneHTa emy He 4O/KHA NPeaoCcTaBaAATLCA toban MHGopmaLma, Hanpas-
NleHHas Ha NpoABWXKeHWe dapmaLeBTUYECKMX MPOLYKTOB, a TaKKe MeAMUMHCKaA KOHCynbTauua
C NOMbITKOM NOCTAHOBKM AMArHO3a, NPeA/10KeHUA BO3MOKHbIX NIAHOB IeYeHus.

4.5.3. Ec/iv naumeHT 3aTparMBsaeT BONPOChl O CBOEM AMArHo3e 1 NPOCUT CreLmanbHbIX peKoMeHAa-
LM No neyeHunto, Ntoboit npeacTaBuTenb KOMNaHUK (B TOM Yncne paboTHUK MeguuMHCKOro otaena)
06s3aH peKoOMeHA0BaTb eMy 06paTUTLCA K Jledallemy Bpady Uaun B CAy»KOY npeaocTaBaeHns HeoT-
JNIOXKHOM MeANLMUHCKON MOMOLLM.

4.5.4. Ha nopagok paboTbl ¢ 3anpocamv MeauUMHCKON MHbOPMaL MK OT NaUMEHTOB B paBHOM mepe
pacnpocTpaHATCA NpaBuaa, NpeaycMoTpeHHble NyHKTOM 3.9 HacToswero Kogekca, 3a UCKNtoYeH!-
em ero nognyHkros 3.9.7-3.9.9.

V. UccnepoBaHusa papmaueBTUHECKMX
NPOAYKTOB

5.1. NOCTPETMCTPALIMOHHbBIE UCCNEOOBAHNA

5.1.1. locTperncTpaumoHHble UCCNeA0BaHUA, BK/IOYAA MOCTPErnCTPALMOHHbIE KAMHUYECKUE (MH-
TePBEHUMOHHbIE) MCCNeA0BaHUSA, NOCTPErncTpaLMoHHbIe HabaoaaTebHble (HEUHTEPBEHLMOHHbIE)
nccnegoBaHnA 1 aMMAEMUOIOTMYECKE UCCNeA0BaHNA LOMKHbI COOTBETCTBOBATL TPEHOBaHUAM POC-
CUIACKOTO 3aKOHOAATENbCTBA, A TaKKe TPeHOBaHUAM, YCTaHOB/IEHHbBIM HACTOALLMM MYHKTOM.

5.1.2. NMocTpernucTpaumoHHble UCCAeA0BaHUA OO/KHbI UMETb 060CHOBAHME M Hay4HYIO Le/b/uenu,
KOTOpble OTpaXKeHbl B NPOTOKO/IE UCCNEAOBAHMA.

5.1.3. OpraHu13aLms U KOHTPONb NPoBeAeHMUsA [0CTPErncTPaLMOHHbIX UCCNeA0BaHMI OCYLLECTBAAET-
CA U HAXOAMUTCA B OTBETCTBEHHOCTVM MeaWLMHCKOrO OTAENa UK COOTBETCTBYHOLLENO MEeAMLIMHCKOTO
byHKUMOHaNbHOO noapasaeneHns/paboTHMKOB GapmaLLeBTUYECKON KOMMNaHUN.

5.1.4. Bbibop vccnepoBatesieit AOKEH OCHOBLIBATLCA MCKAKUYUTENBHO HA MX NPOdECCUOHaNbHOM
KBaAMOUKALUM U KIMHUYECKOM OMbITE U HEe A0/KeH BbiTb KaKMM-TM60 06pa3om CBA3aH C NPOLLbI-
MU, TEKYLLMMM U BO3MOMKHbIMM BYAYLIUMMN Ha3HAYEHUAMM UM PeKOMeHAauMAMU papMaLeBTu-
UECKMX MPOAYKTOB KOMMaHWU.

5.1.5. [laHHble, Noay4YeHHble B Xoae MoCcTperncTpaumoHHbIX MCCAea0BaHuMI, AOMKHbI BbITb CTAaTUCTU-
Yyecku 06paboTaHbl M MPOAHANIN3MPOBAHDI.

5.1.6. Mpu nposegeHUN MOCTPErNCTPaLLMOHHBIX UCCAEA0BAaHUI A0/KHbI BbiTb COBMOAEHbI 3aKO-
Hbl, NpaBuaa 1 TpeboBaHMA B OTHOLIEHUMN KOHOUAEHUMANBHOCTM NEPCOHA/bHBIX AaHHbIX (BKAOYan
c60p 1 MCNoNb30BaHME NePCOHANbHbIX AAHHBIX).

5.1.7. NpoTokon MocTperncTpalMoHHOro UCCNefoBaHUA A0MKEH BbITb 0406peH B MeanLMHCKOM OT-
aene 1Mbo OTBETCTBEHHLIMU MeANLMHCKUMU QYHKLMOHAIbHLIMM NOoApa3aeneHammu/pabotHKamu,
1 MeAUUMHCKIUIM 0Taen (COOTBETCTBYIOLLME MeANLMHCKME GYHKUMOHANbHbIE Nogpa3aeneHmns/pabot-
HWKM) LOMKEH KOOPAMHUPOBATL M KOHTPOIMPOBATb X0z, MoCTPerncTpaLMoHHbIX MCCNe0BaHMMA.

5.1.8. [okymeHTaumsa MoCTperncTpaumoHHbIX UCCNefoBaHWUIA (MPOTOKOA, MHAMBUAYaNbHAA pPeru-
CTPaUMOHHaA KapTa, MHGOPMALMOHHbBIM JINCTOK NauMeHTa U Ap.) A0/KHA NPorTH o6A3aTenbHyo
3TUYECKYIO 3KCMepTH3y.

5.1.9. B Tex cayyasx, Korga aTo A0nyCcTMMO, PabOTHUKKU APYruX OTAEN0B KOMMNAaHUM MOTYT y4acTBO-
BaTb B PeLUEHUN TONbKO aAMMHUCTPATUBHDBIX 33434 (B YaCTHOCTK, B Nepegave AoKyMeHTaumm Mo-
CTPErucTpaLMOoHHbIX UccnefoBaHW oT MeAMUMHCKOro OTAeNa B UCCNefoBaTeNbCKUid LeHTp/uc-
cneposaTenam M obpaTHO). 3TO ydacTUe JOMKHO OCYLLEeCTBAATLCA NOA, KOHTponem MeanUMHCKOro
oTAena, KOTopbli AOMKeH obecneynTb Hag/exallyto NMOATrOTOBKY COTPYAHWUKOB APYruxX OTAEN0B
dapmaLeBTUYECKON KOMMAHUMU.

5.1.10. YyacTne cneumanumcrta 34paBooxpaHeHma B loctpernctpalMoOHHOM UCCNeL0BaHUN He O0NXK-
HO 6bITb NOBYKAAOWMM GAaKTOPOM K peKomeHAaLMuK/HasHayeHno, NpuobpeTeHunto, npoaaxe
N UCMONb30BaHWUIO KAKOro-1Mb0 KOHKPETHOro hbapmaLeBTUYeCKOro NpoayKTa.
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5.1.11. MNpepgocraBnaemoe 3a [oCTperncTpaumoHHble UCCNef0BaHUA BO3HarpaXaeHue meguunH-
CKMM OpraHM3aLMam LOKHO ObiTb Pa3yMHbIM M OTPaXKaTb CNPaBeA/IMBYIO PbIHOYHYIO CTOMMOCTb
BbINO/IHEHHOM PaboTbl.

5.1.12. 3anpeueHo npoBoaunTb [locTperncTpauoHHble uccaeaoBaHuA nog BMaom MapKeTUHIOBbIX
nccnenoBaHuii. Ecnv pasavuma mexay MapKeTUHIoBbIMY UCCe0BaHUAMM M MOCTperncTpaLmoH-
HbIMU UCCNef0BaHNAMM, YKa3aHHbIMM B nognyHkTe 5.1.1, He YeTKue, Lenm MapKeTUHIoBbIX Uccne-
[0BaHUI noanexaT NpoBepKe MeAULMHCKMMM cneumanmctamm dapmaLeBTUYEecKo KOMMaHUM.

5.2. MAPKETUHIOBbIE UCCNEOOBAHUA

5.2.1. MapKeTMHroBble UCC/IeA0BaHMUA, MPOBOAMMbIE HEMOCPEACTBEHHO hapMaL,eBTUUYECKUMMU KOM-
naHUAMKU 60 GapmMaLLeBTUHECKMMM KOMNAHUAMM C MPUBJEYEHNEM MAPKETUHTOBbIX areHTCTB, BO3-
MOXKHbI IMLUb NPY YCA0BUU COBAOAEHUA TPebOBaHMI AeMCTBYIOLLErO 3aKOHOAATENbCTBA.

Mpu 3ToM dapmaL,eBTUYECKME KOMMNAHWW U/UAKN MPUB/IEYEHHbIE areHTCTBa He BMpaBe BbiNjiayunsaTth
cneumanncTam 34paBoOXpaHEHUA BO3HArpasKaeHue 3a Ux yyactme 8 MapKeTMHIOBOM MCCnenoBa-
HUW. UCKAOYEHME MOTYT COCTaBAATb Cydan NpoBeseHus MapKeTUHTOBbIX UCCNefoBaHuii, Tpebyto-
LMX CNeunanbHbIX HayYHbIX 3HAHWIM M 3HAUMTE/IbHBIX TPYA03aTPaT CO CTOPOHbI CNeuuanuncTa 3apa-
BOOXPaHeHWs, Npu yc10BuKM YTo: 1) MapKeTUHIroBble UCCAef0BaHNA MPOBOAATCA C MPUB/EYEHNEM
HEe3aBMCMMbIX areHTCTs; 2) cneuuanncty 34paBooXpaHeHus He coobLLIaeTca U U3 MaTepuanos mc-
C/leloBaHMA HEeOUYEeBMAHO, KaKkan GpapmaLieBTMYECcKas KOMMNaHUA ABISETCA 3aKa3YMKOM/CNOHCOPOM
nccnenoBaHus; 3) bapmaueBTMYECKan KOMMNaHUA He yYacTBYeT B OTOOPE M He 3HAET, Kakue cneum-
ANNCTbI 34PaBOOXPaHeHNsa ByayT NPMHUMATL y4acTve B MapKeTMHIOBOM UCCIef0BAaHUN.

5.2.2. He ponyckaetca ncnonb3oBaHve MapKeTUHIOBbIX UCCeL0BaHMIA:

C UeNiblo NPOABVMKEHNA UK NPogax GapMaLeBTUYECKMX NPOLYKTOB UMW A YNPaBAEHUS MHEHU-
€M WK NOoBeeHVEeM YYaCTHUKOB UccnesoBaHus. Mo 3Tol NpuymHe cnepyet nsberatb ynoMUHaHUSA
TOProBOro HaMMeHOBaHUA GapMaLLEBTUHECKOrO NPOAYKTA, EC/IMN TOIbKO 3TOTO He TPeByHoT Lein uc-
cnefoBaHus;

Ana cbopa nepcoHanbHbIX AAHHbIX MALUEHTOB;
B Le/IAX Aa/ibHeLero nccneaosaHms aGpGeKTMBHOCTH unm 6e30nacHoCTV GapMaLLeBTUUECKOTO NPOLYKTa;

AN NpeaperncTpaLroHHOro NpoaBuKeHnsa GapmaLeBTUYECKOro NPOAYKTa UK MOKa3aHUit ans ero
NPUMeHeHWs, NoANENKALLMX PErUCTPALUN;

AN NONYYEHUA KOHOUAEHUMANBHOW MHGOPMALLIMM O KOMMAHWUAX-KOHKYPEHTaX;

C uenblo auckpegutaunm dbapmaLeBTUUECKMX NPOAYKTOB KOMMaHWA-KOHKYPEHTOB U C LE/blo Ka-
KUM-11M60 MHbIM 06pa3om HaBpeauTb KOHKYpPeHTam.

VI. OcobeHHOCTM B3aUMOAEeNCTBUA
C OPUANYECKMMU NNLAMN

6.1. MOXKEPTBOBAHWA U TPAHTbI

6.1.1. PapmaueBTUYECKME KOMMNAHNM BNPaBe OCYLLLECTB/IATL MOXKEPTBOBAHNA HEKOMMEPYECKUM
opraHusauuMam B 06LLENONE3HbIX Lensax. B Tom uncie noxepTBoBaHUA gonyckatoTtea B dopme
ob6pa3oBaTesibHbIX FPAHTOB, MPEAOCTAaBAAEMbIX ANA MOALEPNKKN MeAULMHCKOro obpasoBaHua
W NPU3BAHHbIX B KOHEYHOM UTOTE MOBbICUTb KAYECTBO MEAULMHCKOM NOMOLLMN ANA NALMEHTOB.

6.1.2. He ponyckaloTca MMYyLLECTBEHHbIE MOMKEPTBOBAHWA HEKOMMEPYECKMM OpraHusaumam, Ko-
TOpble NPAMO MM KOCBEHHO MpeaHa3HayeHbl ANA KOHKPETHbIX CMeLMasucToB 34paBOOXPaHEHNA
WY OeNatoTca B UX MHTepecax. B 3Tol cBA3M He A0MNYCKAOTCA NOXKePTBOBAaHMA NPeaMeTOB, KOTOpble
B 06LLLeM NOHUMaHWW NpeaHas3HaYeHbl A4 UHAMBUAYANbHOTO MCMNOMb30BAHUSA, @ HE A/1A UCMO/b30-
BaHMA HEKOMMEPYECKOI opraHusaumen.

6.1.3. MNpegocTaBieHne NOKEPTBOBAHUA HU MPU KaKMX YCI0BUAX HE MOKET BbITb MPAMO UM KOC-
BEHHO NOCTaB/NEHO B 3aBUCUMOCTb OT Ha3zHauYeHua uau npuobpeteHns bapmaLeBTUYECKUX NPOAYK-
TOB KOMMaHUK.

6.1.4. 3anpewaercs NpeAoCTaBAeHME NOXEPTBOBAHUI B BUAE HAIMYHbIX AEHEXHbIX CPeACTB.

6.1.5. [lonyckaeTca npefocTaBneHne dpapmaueBTUUECKMX NPOAYKTOB B KayecTBe MOMKEPTBOBAHWM
HEeKOMMEPYECKMM MEeSMLMHCKMM OPraHM3aLMsaM NPU YCI0BUK, YTO TaKMe NOXKEPTBOBAHUA He npe-
cnepyoT Kommepyeckux ueneil. Komnanus o6s3aHa MHGOPMMPOBaTL MOMyYaTeNs NoXKepTBOBaHMA
06 OCTaTOYHOM CPOKE roAHOCTU GpapMaLLeBTUHECKOrO NPOAyKTa.

6.1.6. MoepTBOBAHUA MOFYT NPEfOCTaBAATLCA TO/IbKO HAa OCHOBAHWW NMUCbMEHHOTO 3anpoca He-
KommepquKoﬁ opraHusayum U NMCbMEHHOIo A0roBopa NoXXepTBoBaHUA.

6.2. OBPA3Lbl 4/19 HEKOMMEPYECKMX MEANULMHCKMUX OPTAHM3ALLNN

6.2.1. ®apmaLeBTUYECKME KOMMAHUW MOFYT NpeaocTaBaATb obpasubl dapmaLeBTUYecKux mnpo-
[OYKTOB UCKNOUYUTEIBHO HEKOMMEPYECKUM MEAULMHCKMM OPraHU3aLMAM C Le/iblo 03HAaKOM/IEHUA
€ “cnonb3oBaHvem GpapmaLeBTUHECKMX MPOAYKTOB M NOMYYeHUA OnbiTa B paboTe ¢ HUMK COrNacHO
0400pEHHOM MHCTPYKLMKU NO NPUMEHEHMIO.

6.2.2. KomnaHua o6s3aHa MHGOpPMMpPOBaTb NosydaTens 06pasLos 06 0CTaTOYHOM CPOKEe ro4HOCTH
npegnaraeMoro K nepegade ¢papmaLeBTUYECKOro NMPOAYKTa.

6.2.3. O6pasuybl MOryT 6bITb NPEAOCTaBNAEHbl TONbKO B TeYEHWe ABYX SIeT C MOMEHTa BblBOAA
bapmaLeBTUYECKOro NPOAYKTa Ha pbiHOK P®. KonnyecTBo nepesaBaembix MeaULMHCKON opra-
HM3aLMK 06pa3L 0B AONKHO OblTb Pa3yMHbIM M He AO0/MKHO NpesblwaTth 4 (4eTbipex) ynakoBoK
(0bpa3LoB) B rog Ha OAHOTO MeAMLMHCKOro paboTHUKA COOTBETCTBYIOWEro Nnpoduns B AaHHOM
MeLULMHCKOM OpraHu3aLumm.

6.2.4. Mepegaya 06pasLLOB MEAMLMHCKOW OpraHM3aLmMm 4OMKHA NMMCbMEHHO AOKYMEHTUPOBATLCA.
B LOKYMeHTaLMn HeobX0AMMO YKa3aTb Ha TO, YTO 06pasLbl He NpeaHa3HauYeHbl A1A NPOAAXKM.
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6.2.5. H1 npu Kakux obcTonTenbcTeax o6pasiibl He 4OMKHbI MPELOCTaBAATLCA B KaYecTse CpeacTsa
NoOoLLPEHNA PEKOMEHAALMM, BbIMUCKM, NPUOBPETEHNA, MOCTaBKM, MPOAAXKM UAN aL4MUHUCTPMPOBA-
HWMA COOTBETCTBYIOWEro GpapMaLeBTUYECKOrO NPOAYKTa.

6.3. B3AMUMOAENCTBME C MALMEHTCKMMM OPTAHU3ALIMAMM

6.3.1. MaumMeHTCKMe opraHM3aLmMKn - 3T0 HEKOMMEpPYeCKMe opraHM3aLmu, npeacTasastowme nHTe-
pecbl U HyXXAbl NALUMEHTOB, UX CEMEN U/WUAW NNL, YXaXKnBatoLWMX 3a 60/bHLIMM UAN NpecTapenbiMm
NIOAbMU.

6.3.2. ®apmaLeBTMYECKAna MHAYCTPUA pasfensaeT MHOrMe MHTepechl TaKMX OpraHM3auuin, HO npwu
3TOM A0/1XKHA YBaXKaTb UX HE3aBUCUMOCTb.

6.3.3. [lonyckaeTcs B3aumopelictene GbapmaLeBTUUYECKUX KOMMNAHMI C NALMEHTCKUMM OpraHu3aum-
AMU O/19 PeLleHNsa Cneayrowwmx 3a4ay:

U3yyeHne MHeHWA MaLMeHTOB O BAMAHUKM 3a601eBaHMA HA KaYeCcTBO KU3HU NaLMEHTOB U MHEHMUSA
JINLL, OCYLLECTBAAIOLMX YXOZ, 32 HUMMU, YTO MOKET NOMOYb ONTUMMU3MPOBATL MPOrpaMMy KAMHUYe-
CKMX MCCNefoBaHnit GapMaLeBTUYECKUX NMPOAYKTOB M YCKOPWUTL pa3paboTKy Tex, KoTopble ayylie
BCEro oTBeYatoT NoTpebHOCTAM NaumeHTos;

ocyliecTBneHne MHGOPMaLMOHHOM NOALEPHKKM 06bEAMHEHWUI NALMEHTOB MyTeM OTBETOB HA 3a-
npocbl Mo NpaBuaam, NPeasycMoTPEHHbIM NyHKTOM 4.5 HacToswero Kogekca A4/19 OTBETOB Ha 3anpo-
Cbl NALMEHTOB;

Co34aHMe peecTpoB NaLMeHTOB MPU YCIOBUKU CTPOroro cobntofeHnsa 3aKoHO4aTeNbCTBa O 3aluTe
NepCcoHasbHbIX AAaHHbIX M BpayebHOM TalHbI;

opraHv3aLma NpoBeAeHUA KammnaHuii No MHPOPMMPOBAHMIO LWIMPOKOI 0bLLecTBEHHOCTM O 3abone-
BaHWK;

COTPYAHMYECTBO N0 OpraHU3aunmn NPeaocTaBieHna B MegMUMHCKME OpraHM3aLmMm He3aperncTpupo-
BaHHOIo GpapmaL,eBTUYECKOro NPOAYKTA A1 OKa3aHUA MeLULMHCKOM NOMOLLM KOHKPETHbIM NaLu-
€HTaM Mo YKM3HEHHbIM MOKa3aHUAM;

OKa3aHue 6}'Ial'0TBopl/ITe/1bHOl7l nomouiu;
UHble CNlydan, He NpoTuBopeYallne 3aKOHOAaTeIbCTBY.

6.3.4. ®apmaugeBTMYECKan KOMMNAHUA HE MOXKET ABNATbCA AUHCTBEHHOM hapmMaLLeBTUYECKOW KOM-
naHuenm - yupeantenem naLeHTCKON opraHnsaumm.

6.3.5. Mpu coTpyaHuyecTBe GpapmaLeBTMHECKOM KOMMaHUWM C MaLMEeHTCKOM opraHusaumen ¢oakTt
1 XapaKTep TaKoro COTPYAHUYECTBa AOMKHbI ObITb YETKO PACKPbIThl papMaLieBTUYECKO KoMMNaHWeln
Ha ee caiTe. Mpu aTom hapmaLeBTUYECKAA KOMMNAHUA MOMET ABAATbLCA e4MHCTBEHHbIM UCTOYHU-
KOM GUHaHCUPOBaHUA GNAroTBOPUTENILHOTO M/UIM COLMANbHOrO MPOEKTa MaLMEeHTCKON opraHu-
3aUMM NPU MONYYEHUM COOTBETCTBYIOLLErO MUCbMEHHOTO 3anpoca OT MaLMEeHTCKOW opraHv3auum
AN peannsauumn nporpamm Takoi opraHn3aLum, HanpasAeHHbIX Ha NPOGUAAKTUKY U OXpaHy 340-
pOBbA rpaxkaaH, nponaraHay 340P0BOro 06pasa KM3HM, MOMOLLb COLLMANBHO HE3ALLMLLEHHbIM CI0AM
HaceneHus P®, ecnmn Takoe dUHaAHCHpPOBaHKWE (NOKepTBOBaHWE) He HaMpaBAeHO NPSMO MU KOCBEHHO
Ha CTUMY/ZIMPOBaHWE MPUHATUA MALMEHTCKON OpraHM3auMen Kakux-nMbo pelueHuid B npouecce ocy-
LLLECTB/IEHUA ee YCTaBHOMN AeATeIbHOCTM B NO/b3y GpapMaLeBTUYECKON KOMMAHWUM UK ee NPOAYKLMU.

Mpwn aTom B Nto6om cyyae Takaa GapmaLeBTUUYEcKas KOMMNaHUA He 4O/KHA OrpaHMuYMBaTh Npaea
MHbIX GapmaL,eBTUYECKMX KOMNaHWI Ha GUHAHCUPOBAHME TaKMX }Ke NPOEKTOB NaLMEeHTCKOW opra-
HU3aLUN NPU UX XKeNaHU.

6.3.6. llobble B3aMMOOTHOLEHMA hapmaLLeBTUYECKMX KOMMAHMI C NAaLMEHTCKUMM OpraHu3aLmamm
[OMKHbI BbITb YETKO LOKYMEHTUPOBAHbI.

6.3.7. ®apmaueBTUYECKME KOMMAHUK MOTYT NPeAoCTaBAATb GMHAHCOBYIO MOAAEPKKY A5 NpoBe-
OEHUA MeponpUATUIA NALMEHTCKUX OPraHM3aLUin NpU YCI0BUM, YTO NEPBUYHAA LeNb MEPONPUATUA
HOCUT 06pa3oBaTeNbHbIM AN HAaYYHbIM XapaKTep, U A4 UHbIX 0bLLenonesHbIX Lenen, cnocobeTsyto-
LLMX BbIMOSIHEHWIO MUCCUM TaKOM OpraHu3aLmm. Korga KoMnaHUmM NpeaocTaBaatoT puHaHcMpoBaHue
AR NpoBeAEeHUA MeponpUATUA NALMEHTCKOM OpraHu3aLmm, oHM 06A3aHbl yoeauTbes, YToO MecTo
W YCNOBUA NPOBEAEHUA MepPOnpUATUA COOTBETCTBYIOT TpeboBaHUAM K npejenam pafyLiva, ycra-
HOB/eHHbIM B nognyHKTe 3.3.4 HacToAwero Kogekca.

6.4. OCOBEHHOCTM B3AUMOENCTBMA
C ANTEKAMWU/ANTEYHbIMW CETAMMU

6.4.1. MNpepacrasuTteny bapmaLeBTUYECKMX KOMMAHUI BNpase MoceLiaTb anTeyHble opraHu3aumum
c uenbto MHbopmupoBaHua GpapmaLeBTUYECKUX PABOTHUKOB 1 PYKOBOAMTENEN anTeUYHbIX OpraHu3a-
LMt 0 NPOM3BOAUMBIX MU peanvyemblx GbapmaLeBTUHECKMX MPOAYKTaX.

6.4.2. dapmaLeBTUYECKME KOMMNAHMM BNPaBe 3aK/ao4aTb C anTe4YHbIMW OpraHU3aLMaMM AOrOBOpPbI
Ha OKasaHue yC/yr, B TOM YMUC/e TaKKX, KaK:

OCYLLECTBNEHME 3aKa3aHHOW hapMaLeBTUYECKOW KOMNaHWel BbiKAaakn bapmaLeBTUYecKnx npo-
[YKTOB, OTMyCKaeMbIx 6e3 peLenTa Bpaya;

pasmelleHne B anTeYHOW opraHM3aumm 1 Ha ee Beb-cailTe peKnamMHbIX MaTePUasioB B OTHOLLIEHMM
bapmaLeBTUYECKMX NPOAYKTOB, OTMYCKaeMblx 63 peLienTta Bpaya, COOTBETCTBYHOLMUX TpeboBaHMAM
3akoHogatenbcTBa PP n HacToAwero Koaekca, a Takke MHGOPMALMOHHbIX MaTepuaios, NOCBALLEH-
HbIXx Npobnemam NPodUNAKTUKM N NedeHNA pa3nyHbIX 3aboneBaHnii;

OCYLLLECTB/IEHNE COBMECTHbIX aKLMIM MO NPOABUMKEHWUIO GpapMaLLeBTUHECKMX MPOAYKTOB, OTMyCKae-
MbIx 6e3 peLienTa Bpaya, BKAOYAA aHKETMPOBaHME NoKynaTenew;

BPy4YeHMEe NOKynaTensam npu NoKymnke onpeseneHHoro NPoAyKTa CTUMYMPYIOLMX NOAAPKOB, KOTO-
pble MOTyT CoAep:KaTb JI0rOTUM KOMMNAHUKM UAU GapMaLLeBTUYECKOro NPOAYKTa KOMMNaHMK, OTNycKa-
emoro 6e3 peLenTa Bpaya.

6.4.3. JonyckaeTca npoBeAeHUe NPorpaMm, HanpaB/ieHHbIX HA CHUXEeHUEe CTOMMOCTU dapmaLies-
TUYECKOro MPOoAyKTa AN1A KOHEYHOro notpebutens. B ciyyae nposegeHUA TakMX NMpoOrpamMm B OT-
HoLWeHUN dapmaLeBTUHECKOro MPOAYKTa, OTNYCKAaeMOoro Mo peuenTy Bpaya, papmaLeBTMHeckune
KomnaHuu obasaHbl obecneymnTb, 4Tobbl 06LLEE KONMYECTBO eAMHUL papMaLLeBTUHECKOTO NPOAYKTa
HM MPK KaKnx 06CTOATENbCTBAX He NMPEBbILIANO KONNYECTBO, BbIMUCAHHOE CMEeLMaNuCcTOM 34paBOOX-
pPaHeHUA KOHKPETHOMY NauUeHTy.

dapmaueBTUYECKME KOMMNAHUW He BMpaBe OpraHvM30BbIBaTb MPOrPaMmbl, B COOTBETCTBMM C KOTO-
pPbIMU OHW MPELOCTaBAAIT MMYLLECTBEHHbIE NPU3bl GapmaLeBTUYECKUM paboTHMKaM, pyKoBOAM-
TeNIAM anTeyHbIX OPraHU3aL Wi U aNTEYHbIM OPraHM3aLMAM 3a LOCTVKEHWE ONPEeLEeNeHHbIX Pe3y/b-
TaToOB NPOAaX.
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VII. PackpbiTne nHpopmauum o nepegave
LEeHHOCTEN B NONb3Y CMeunasncTos
N OpraHM3auun 34paBOOXPaHEHNA

7.1. OBA3ATE/NbCTBO PACKPbITUA MHOOPMAL NN

7.1.1. Kaxkgaa dapmauesTnyeckas KomnaHua obssaHa AOKYMeHTasibHO 0GOpMIATbL U pPacKpbliBaTb
MHOpPMaLMIO O Nepeaade LEeHHOCTEN, KOTOpble OHa MPOM3BOAMT, NPAMO UAN KOCBEHHO, B MO/b3y
cneuvanuncTa 34paBooXpaHeHna MM OpraHM3aLLmm 34paBoOXPaHEHMS, ABAAIOWMXCA NoayYaTensmm
YKa3aHHbIX LLeHHOCTe cornacHo TpeboBaHMAM, YyCTaHOBNEHHbIM B MyHKTe 7.3 HacTosllero Kogekca.

7.1.2. U3 obwero obasatenbcTBa No pPackpbiTMiO MHGOPMALMK, yKa3aHHOro B noagnyHkte 7.1.1,
UCKNtoYatoTca, 6e3 orpaHuyeHuns, nepegayn LeHHocTel, (i) KoTopble OTHOCATCA WCKAUYUTENIbHO
K papmaLeBTMHECKMM NPOAYyKTam, OTnyckaeMbim 6e3 peLenTta Bpaya; (ii) He ykasaHHble B NyHKTe 7.3
HacToAwwero Kofekca, Takne Kak U3genuna, nonesHole B MeAMLMHCKON NPaKTUKe, MUTaHME N HanuUT-
KK, obpasubl bapmaLeBTUYeCKMX NMPOAYKTOB, B C/ly4ae ec/iv 3TO He NPOTUBOPEYUT AeNCTByoLWeMy
3aKOHOZATeNbCTBY M HacToAwemy Koaekcy uam (iii) nponssoavmbie B paMKax 0bbl4HOW AeATenbHO-
CTM NO Kynne-npogaxe papmaLeBTUYECKMX NPOAYKTOB, OCYLLeCTBAAEMOM MexXay dapmaleBTuye-
CKMMM KOMNAHUAMM U CNeLManncTaMm 34paBoOXPaHEHNA AN OPraHN3aLMAMM 34PaBOOXPAHEHNA,
COOTBETCTBEHHO.

7.1.3. B rpynne KOMnaHuit, BO n3bexxaHme COMHEHMUI, OCHOBHYIO OTBETCTBEHHOCTb 33 PACKpbITUE
MHPOPMaLMKN HeceT TO IoPUANYECKOe UL, KOTOPOEe 3aK/0UYNI0 AOrOBOP CO CNeLuaancTom 3apa-
BOOXPaHEHWA WAKN OpraHu3aumein 34paBoOOXpaHeHNs, B COOTBETCTBUM C YCIOBUAMM KOTOPOrO Mpo-
W3BOAATCA Nepefayn LeHHOCTeN.

7.2. POPMA PACKPbITUA

7.2.1. PackpbiTe MHGOPMaLMK AOIKHO OCYLLECTBATLCA EKErOAHO, M KaXAblil OTYETHbIN nepuos,
[O/IEH NOKPbIBaTb NOJHbIV KaseH4apHbIi rog. PapmaLesTuyeckme KOMNaHum, KOTopble NPUHAAN
06A3aTeNbCTBO MO UCMONHEHWMIO MONOXKEHUI HacToAwero KogeKca B TeYeHMe OTYETHOro nepuosaa,
[O/IKHbI OCYLLECTBAATL PACKPbITUE NO OKOHYAHMM COOTBETCTBYHOLLENO OTYETHOrO NEpUoaa, Kak yKa-
3aHO HUKe B NOAMYHKTe 7.2.2 HacToswero Kogekca, U TOIbKO B OTHOLLEHWUM TOM MHOPMALLMK, KOTO-
pas OTHOCUTCA K COOTBETCTBYIOLLEMY MEPUOAY KaNeHAAPHOTO roaa.

7.2.2. PackpbiTve MHPOPMALUKM [ONKHO OCYLLECTBAATLCA Kaxaol ¢apmaueBTUYecKon Komna-
HWel B TeueHWe 6 (LIECTM) MECALEB MO OKOHYAHUM COOTBETCTBYIOLLETO OTHETHOTO Mepuoa, M PacKpbl-
TaA TakMm 06pasom MHPOPMALMA AOMKHA OCTaBaTbCA B OTKPLITOM JOCTYME, KaK MUHUMYM, B TedeHue
3 (Tpex) neT nocne ee NEPBOTO PACKPbITMA B COOTBETCTBUM C MOAMYHKTOM 7.2.4 HacToswlero KogeKca 3a mc-
K/toYeHneM cydaes, Koraa (i) bonee KopoTKuiA nepuos, TpebyeTca B COOTBETCTBMM C HOPMaMM AeVCTBYHOLLIE-
ro 3aKOHOAATE/IbCTBA O 3aLUTEe NEPCOHA/IbHBIX AAHHbIX, AW APYTMMW HOPMAMM HALMOHAIbHOTO Npaga, nam
(i) cornacue nonyyatens, oTHocALLieeCA K onpeaeneHHOMy PacKkpbITUIO MHPOPMALMK, OTO3BAHO.

7.2.3. B uensax obecneueHus efnHoobpasms, packpbITe MHOPMALLMK, COTNACHO MOMOKEHUAM HACTOALLErO
Kogexca, ByaeT ocyLLecTBaATLCA B COOTBETCTBUM CO CTPYKTYPOM, MpUBEAEHHOM B MPUIOKEHUM 2 1 OTpasKato-
Lelt TpeboBaHwWA HacTosLero KoseKca.

7.2.4. PackpbITMe MHPOPMALMKN OCYLLECTBIAETCA Ha COOTBETCTBYIOLLEM Beb-caiiTe dapmauesTnye-
CKOM KOMMaHWW B COOTBETCTBUM C MOAMYHKTOM 7.2.5 HacTosAwero Kogekca, mpu ycnoBUM, YTO TaKow
Be6-CaliT He UMeeT OrpaHMYEeHNt JOCTYNa U ABNAETCA 06LeA0CTYMHbIM.

7.2.5. PacKkpbiTMe OOMKHO OCYLLECTBAATLCA COMMACHO MONOXKEHUAM KOAEKCa, PeryanpyroLLero
OTHOLWEHWUA MO PACKPbITUIO MHbOPMALMM O Nepenadve LEHHOCTEN MnoayyaTensm, LencTBylo-
LLLero Ha TEPPUTOPUM CTPaHbI, B KOTOPOM Mony4vaTenb nmeeT GpakTUUECKOe MECTOHAXOXAeHUe,
onpegeneHHoe, Hanpumep, B COOTBETCTBMWU C afpecoM, YKa3aHHbIM B JOroBOpe, peryampyto-
LieM NPaBOOTHOLWEHMA NO nepegaye LUeHHoOCTen. B cnyvae, ecnn dapmauesBTnyeckana Komna-
HUA He ABAAETCA Pe3nUAEeHTOM UAU He UMeeT AoYepHen KomnaHuu, adbduanMpoBaHHOro nua
WAN He NpeacTaB/leHo MHbIM o6pa3om B CTpaHe moayyaTens, onpeneneHHon B COOTBETCTBMU
¢ 0603HaYeHHbIM Bbile NpPaBuUIOM, Takas GpapmaLeBTMYecKan KomnaHua obasaHa pacKkpbiBaTb
MHbOopMaLmio 0 Nnepesaye LEHHOCTeN B NopAAKe, YCTAHOBAEHHOM KOAEKCOM, PeryampytoLmm
OTHOLUEHWA NO PACKPbLITUIO MHOPMALMM O Nepesaye LLeHHOCTeN NoayyaTenam, AeiCTBYOWMUM
Ha TEPPUTOPUU CTPaHbl, B KOTOPOK 3aperucTpMpoBaHo IPUAMYECKOE NNLLO, KOTOPOE 3aKtoYa-
eT [0roBOP CO CMeLmnasncTom 34PpaBOOXPAHEHUA UKW OpraHu3aumel 34paBoOOXPaHeHUs, B CO-
OTBETCTBUM C MONOKEHUAMM KOTOPOTO OCYLLECTBAAIOTCA Nepesayun ueHHocTen. B cayyae ecam
B 3TOM CTpaHe HeT COOTBETCTBYIOWEro AEWCTBYIOWEro KogeKca, TO MPUMEHSOTCA NONOXKEHUA
KOLEeKca COOTBETCTBYIOLWEN CTPaHbl, PeryinpyoL,ero og4HOPoAHbIE OTHOLWEHUA U MPUMEHUMOTO
K AeAaTenbHOCTU papmaL,eBTUYECKMX KOMMNAHWN.

7.2.6. PackpbiTve MHGOPMALLMM [OMKHO OCYLLECTBAATHLCA KaK HA PYCCKOM, TaK U Ha aHIIMICKOM
A3blKax.

7.2.7. Kaxkpaa papmaLeBTMYECKan KOMMNaHMA 06s3aHa AOKYMEHTA/IbHO 0pOopMIATb BCe nepeaayn
LeHHocTel, MHGOPMaLLMIO O KOTOPbIX HEOBXOAMMO PaCKPbIBaTb B COOTBETCTBUM C NoAnyHKTom 7.1.1,
M XPaHUTb COOTBETCTBYHOLLYHO JOKYMEHTALLMIO MO OCYLLECTBIEHHOMY COI/IacHO HacTosLemy Koaekcy pac-
KPbITUIO B TeYEeHME, KaK MUHUMYM, 5 (MATK) NeT nocie OKOHYaHWA COOTBETCTBYHOLLErO OTYETHOIO Nepu-
043, ecnm bonee KOPOTKUIA Neprog, He NPeslyCMOTPEH AeMCTBYHOLWMM 3aKOHOA4ATeNbCTBOM Poccuiickoi
depepaumn.

7.3 UHONBUAYAJTIbHOE U OBLLIEE PACKPBITUE

7.3.1. Echv HOE NpsAMO He NpefycMOoTpeHo HacToAwmnm Kogekcom, MHPopmauma no Kaxaon nepe-
[aye LUEeHHOCTel O0/1KHA PAacKpbiBaTbCA HA MHAMBUAYANbHOW OCHOBE, MPU YCA0BUMK cObaoaeHMn
HOPM AENCTBYHOLLLEIO 3aKOHOAATEIbCTBA O 3alLMTE NepCoHaNbHbIX AaHHbIX. Kaxkaasa dapmauestuye-
CKas KoMnaHuA 06s3aHa Ha MHAMBUAYA/IbHOW OCHOBE PACKPbIBATb CYMMbI, OTHOCALLMECA K Nepesa-
ye LLeHHOCTEN KaxXaoMy NAEHTUDULMPYEMOMY NONYYATENIO 33 KaXKAbl OTYETHbIN NEpPUOA, KOTopble
MOryT 6biTb 060CHOBAHHO OTHECEHbl K OAHOW M3 KaTeropuii, ONUCaHHbIX HUXKe. Takne nepesayn
LLEHHOCTEe MOTYT CYMMMPOBATLCA MO KaTeropusam, Npu yCI0BMM, YTO PACKPbLITUE MO KaxAoMy BUAY
nepegayn LeHHocTel byaeT npeaocTaBneHo no 3anpocy (i) COOTBETCTBYOWEMY MOYHATENO LIEH-
HocTel u (unn) (ii) cooTBeTCTBYIOLMM OpraHam BAacTy.
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7.3.2. KaTeropuu nepegay LeHHOCTEN, OCYLLEeCTBISEMbIX B MOJIb3y OpraH13aLmii 34paBOOXPaHeHNs,
BK/IlOYaAlOT B cebs:

MosKepTBOBaHMUA U rpaHTbl. [OKEPTBOBAHUA U PaAHTbI, OCYLLECTBAAEMble B MO/b3y OpraHuM3aumit
3/1paBOOXpPaHeHMs U NOAAEPXKMBAIOWME 34PABOOXPAHEHMNE, BKAOYAA MOMKEPTBOBAHWUA M rPaHTbI
(B AeHeXHOW UK HaTypasnbHOU bopme) yupeRaeHUAM, OpraHU3aLMam UAKU accoLMaLLMam, COTPYA-
HWKaMM KOTOPbIX ABNAIOTCA CMELMANUCTbl 34paBOOXPAHEHUA U (MKM) KOTOPble OKasblBaloT Meau-
LIMHCKYO MOMOLLLb.

MOKpbITHE PacXof4oB, CBA3AHHbIX C MPOBeAeHNEeM MeponpuATMiA. MOKPbITME PAaCcXO4O0B, CBA3AHHbIX
C nNpoBefeHMeM MepOonpUATUIA, OCyLecTBiSemMOe NOCPeACTBOM OpraHu3aumii 34paBooXpaHeHuUs
WUV TPETBUX /UL, TaKMUX KaK:

- PerVICTpaLI,VIOHHbIe B3HOCbI;

- Cn0Hcopcxme cornaweHunAa € opraHnsauuamm 34paBoOXpaHEeHUA UM C TPETbUMU NULUAMMU,
npusnevYeHHbIMn Opl'aHVIBBU,VIeVI 34paBoOOXpaHeHnA anAa u,enel7| OopraHn3auumn MmeponpuaTmna; un

- MMpoe3a u npoxuBaHue.

MnaTexu 3a OKasaHWe YCNyr U KOHCYNbTUpOBaHue. lMepeaayun LEeHHOCTEN No AoroBopam WUan cBs-
3aHHble C AOroBopaMu Mexay GpapmaleBTUHECKMMM KOMMNAHUAMM U OpraHu3aLmamMmn 34PpaBoOX-
paHeHwus, B COOTBETCTBMM C YC/I0BMSAMM KOTOPbIX OpraHu3aLmm 34paBo0OXpaHEHUA OKa3bIBaOT pas-
JINYHbIE BUAbI YCAYT B NOAb3Y GapMaLeBTUUYECKOM KOMMNaHMK, UK Npoyre Buabl GUHAHCUMPOBAHUSA,
He OTHOCALLMECA K BbllEyKasaHHbIM KaTeropuam. MnaTexu 3a okaszaHue yCayr U KOHCYbTMPOBa-
HWe C OAHOW CTOPOHbI, ¥ Nepeaayn LeHHOCTEN, OTHOCALLMECS K PAaCXO4aM, COFAacOBaHHbIM B COOT-
BETCTBMM C [JOTOBOPOM B MUCbMEHHOM GOpPME, PErYIMPYIOLLMM COOTBETCTBYIOLLYIO AEATENbHOCTb,
C APYroi CTOPOHbI, AO/IXHbI PACKPbIBATbCA ABYMA OTAE/NbHbIMU CyMMaMM.

7.3.3. KaTeropuu nepesay LleHHOCTEN, OCYLLEeCTBAAEMbIX B MO/b3y CNeLuasmcToB 34paBooOXpaHe-
HWA, BK/IOYALOT B cebs:

MoKpbITHE PAaCcXOA0B, CBA3AHHbIX C NPOBEAEHMEM MePONPUATUIA. MOKPbITUE PACXOA0B, CBA3AHHbIX C
npoBeAeHMEM MEePONPUATUI, KOT4a 3TO He 3anpeLLeHo AeNCTBYIOWMM 3aKOHOAATENbCTBOM, TaKMX
KaK:

- PerucrpaumoHHble B3HOCHI;
- [lpoe3a v NpoxuBaHue.

MnaTexu 3a OKasaHWe YCAyr U KOHCYAbTUpOBaHue. lMepeaayn LEeHHOCTeN No A4orosopam WMan cBa-
3aHHble C JOroBopaMu Mexay bapmaleBTUYECKUMM KOMMaHUAMM M CheurannucTamm 34paBoox-
paHeHwus, B COOTBETCTBMM C YCIOBUAMM KOTOPbIX CNELUanmncTbl 34paBooXpaHEHUS OKa3bIiBAOT pas-
JIMYHbIE NPaBOMepHble BUABI YCAYr B Mob3y GapMaLeBTUYECKON KOMMaHUW, UM Npoune BUZAb
GUHAHCUMPOBAHMA, HE OTHOCALLMECA K BbllleyKa3aHHbIM KaTeropuam. MiaTesku 3a okasaHue ycayr
1N KOHCY/IbTUPOBaHMWE C OAHOM CTOPOHbI, U Mepeaaqn LeHHOCTEN, OTHOCALLMECA K pacXodam, Corna-
COBaHHbIM B COOTBETCTBMM C 4OTFOBOPOM B MUCbMEHHOW GOpMe, PEryInpyHOLLMM COOTBETCTBYHOLLYIO
[AEATeNbHOCTb, C APYroi CTOPOHBbI, AOMKHbI PACKPbIBATLCA ABYMSA OTAE/NbHLIMM CYMMaMMU.

7.3.4. inAa cnyyaeB nepefay LLEHHOCTEN, B OTHOLIEHWUW KOTOPbIX onpeaeneHHas WHPopmaLums,
KOTOpan MOXeT 6bITb 060CHOBAaHHO OTHECEHA K O4HOW M3 KaTeropuii, yKasaHHbIX B NOANYHKTax 7.3.2
1 7.3.3, He MOXKeT bbITb pacKpbITa Ha MHAMBUAYANbHOM OCHOBE HA 3aKOHHbIX OCHOBAHMSAX, Gpapma-

LeBTUYECKasA KOMMAHWUA AOMKHA PACKPbITb CYMMbl, OTHOCALLMECA K TaKMM Nepeadam LeHHOCTeN,
B obLieM BMAE 33 KaXKAblii OTYETHbIN Nepuos. Takoe obluee packpbiTMe AOMKHO OTOOPaXKaTh MH-
bopmaLMio Mo KaxkAoM KaTeropum naaTesken, Kacatowwytocs (i) KonmyecTsa nosyyatenei, NoKpbisa-
eMOro TakMM pacKpbliTMeM, B abCONOTHOM BbIPaXKEHUM U B MPOLLEHTAX OT BCEro KOAMYecTBa nony-
yatenein, u (ii) obwel cymmbl B OTHOLLIEHMM Nepeaaym LEHHOCTEN TaKMM NoaydYaTensim.

7.3.5. Ecnm nepepava LEHHOCTEN, KOTOpas MOAEXKUT PACKPLITUIO COMAcHO noanyHktam 7.3.1-7.3.4,
NPOW3BOAMTCA B NONb3y ONpeaeNeHHOro CrneLuvaancrta 34paBooXpaHeHMA KOCBEHHO Yepes OopraHu3a-
LMIO 34,paBOOXPaHEHMA, Takasa Nepeaaya PacKpbIBAETCA TONbKO OAMH pas3. [pn HannuMm BO3IMOXKHOCTH,
TaKoe PacKpbITUE JOMKHO OCYLLECTBATLCA HA MHAMBUAYANbHON OCHOBE, UAEHTUOULMPYS NOUMEHHO
KaJOoro OTe/IbHOro CrneuyanncTa 34paBooXpaHeHUs B COOTBETCTBMM C NOAMYHKTOM 7.3.3 HacToALero
Koaekca.

7.3.6. MNepenayun LLeHHOCTEN B CBA3W C NPOBEAEHUEM UCCNEAOBAHUIA U Pa3pabOoTOK 3a KaxKablii OT-
YeTHbI Nepuog AO/MKHbI PACKPbIBAaTLCA KaxKaoM dapmaLeBTMYeCcKon KomnaHven B obwem Buae.
Pacxoapl, CBA3aHHbIE C MEePONPUATUAMM, KOTOPble ABHO OTHOCATCA K AeATeNbHOCTWU, OMUCAHHOM
B HACTOALLEM pasfesie, TakKe MOTyT BbITb BK/IOUEHbI B 06LLYI0 CyMMy B pamKax 06LL,ero packpbITms
MHPopMaumn B KaTeropun «lepesayumn LeHHOCTEN B CBA3M C NPOBEAEHNEM UCCNELOBAHWUIA M pas-
paboToK».

7.3.7. Kaxkpgaa dapmauesBTryeckas KomnaHua obsasyeTcs nyb6aMKOBaTb COMPOBOAMUTENbHYIO 3anu-
CKY C KpaTKMM OnucaHvem MeTOAMK, UCMONb30BaHHbIX A/1A MOATOTOBKM PACKPbITUA U onpeaene-
HUWA Nepesay LLeHHOCTEM NO KaXK40M KaTeropum, onncaHHoM B nognyHKkTax 7.3.2 u 7.3.3 HacTosALero
Kopekca. Takas 3anuvcKa, cogeprKalias B TOM yncie obwmit 063op v (Man) xapaktepHble o AaH-
HOM KOHKPETHOM CTpaHbl 0COBEHHOCTU OTHOLIEHUM, AONKHA ONUCbIBaTb NPUMEHEHHbIE METOAMKHN
naeHTUOMKaLMKM 1 BKAKOYATb B cebs, B 3aBUCMMOCTM OT TOTO, YTO MPUMEHMMO, OMNMCaHMe NoAXoAa K
[0roBOpam, 3aK/tOYEeHHbIM Ha HecKosibKo fieT, HAC u apyrue Hanorosble, BaNtOTHbIE U UHble achek-
Tbl OTHOLIEHWI, CBA3AHHbIE CO CPOKaMM U CYMMOWN nepefay LeHHoCTeW Ans uenert cobnroaeHus
HacToAwero Koaekca.
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VIIl. Mpoueaypbl 1 OTBETCTBEHHOCTb
dbapmaLeBTUYECKNX KOMMNAHU

8.1. YNOJTHOMOYEHHOE MU0 KOMIMAHNA

KomnaHum fonKHbI YCTaHOBUTb M MOAAEPKMBATL COOTBETCTBYHOLWMI NOPALOK paboTbl, obecneyn-
BalOLWMI COOTBETCTBME MAPKETUHIOBOMN AEATENbHOCTU KOMMAaHWKU POCCUICKOMY 3aKOHOAATebCTBY
1 HacToswemy KogeKcy. B 4acTHOCTU, KOMMNaHMU A0/IKHbI Ha MOCTOSHHOM OCHOBE OCYLLECTBAATH MO-
HUTOPWHT M aHaNn3 cOBCTBEHHOM AeATENbHOCTM MO MPOABMMKEHUIO GpapMaLLeBTUYECKMX MPOLYKTOB
1 pacrnpocTpaHAeMblX B CBA3M C 3TUM MaTepPUasoB.

Bce peknamHble maTepuasbl 4ONKHbI MPOXOAUTb NpoLeAypy NpeasapuTesibHOro ogobpeHns ynon-
HOMOYEHHbIM COTPYAHUKOM KOMMAHUU, UMEILMM COOTBETCTBYIOLWMIA ypoBeHb 06pasoBaHus
N JONMKHYI0 KBaNUUKaLMIO (HayUHYO AN MELULMHCKYHO).

8.2. MPOrPAMMbI M JOKYMEHTALMA AKLUIA

AKLMU NO NPOABMKEHUIO GapMaLLeBTUYECKUX MPOAYKTOB, CTUMY/IMPOBAHMIO MPOAANK W T.M. JOMKHbI
NPOBOAUTLCA B COOTBETCTBUM C YTBEPKAEHHBIMW YNONTHOMOYEHHbBIM IMLOM KOMMAaHUK Nporpamma-
MM, B MpoLecce Ux NpoBeAeHNA AOMKHA BECTUCh OTPAXKAIOLLAA X0, aKLUMUIA AOKYMEHTaLMA.

8.3. XPAHEHVNE AOKYMEHTALNW

Mporpammbl MeponpuATUI (aKuKit), LOKYMEHTaLMaA No UX NpoBeaeHnto, 06pasubl peKAaMHbIX
MaTepuanoB AOMKHbI XPAHWUTLCA B YNONHOMOYEHHOM NOAPa3AeNeHun UAU Y YNoSTHOMOYEHHOro
LA KOMMNaHUM MUHUMYM TOZ, NMOC/E 3aBepLIEHUA MEePONPUATUSA, aKLUWU UM PEKNAaMHON Kamna-
HUK, ecnn bonee ANUTENbHBIV CPOK He NpefyCMOTPEeH AENCTBYIOLLMM 3aKOHOAATE/IbCTBOM.

Mporpammbl U OOKYMEHTaUMA [OMKHbI MPEeACTaBAATbCA KOHTPOAMPYIOLWMM OpraHam B COOTBET-
CTBUM C AEUCTBYIOLLIMM PeKIaMHbIM 3aKOHOAATEIbCTBOM, @ TaKXKe B C/ly4ae pacCMOTPEHUA CnopoB
YyNeHamm cneumanbHo co3gaHHol rpynnbl AIPM.

8.4. NOBbIWEHWNE KBAJTMGUKALINN COTPYOHNKOB

B uensax noggepaHus BbICOKMX CTaHAAPTOB NPMW OCYLLECTBNEHUM MAPKETUHIOBOMN AeATENbHOCTM
KOMMaHMN SOMKHbI MPUAEPXHKUBATLCA MPUHLMNA HENPEPbIBHOIO MOBbIWEHMA KBaIMGUKALMM CBOUX
COTPYAHMKOB B 3TOM cdepe.

IX. MonpepKaHne u passutme Kogekca

9.1. HEOBXOAMMOCTb MOCTOAHHOIO NOAAEPHKAHUNA
N PA3BUTNA KOOEKCA

PacwupeHue apceHana MeToLoB M CPEACTB MAPKETUHTOBOW MPaKTUKM, UX BUAOM3MEHEeHWe
B YC/I0BMAX pa3BuBatoLlerocs hbapmaLesTUYecKoro pbiHka Poccum 06ycnosamnsatoT He06X0AMMOCTb
MOCTOAHHOrO MoAAepaHuaA 1 pa3BuTua Kogekca, 4tobbl OH COOTBETCTBOBAN TpeboBaHUAM Bpeme-
HW 1 He UMen NPo6esios B PerysiMpoBaHMmM PeKNamMbl U MHbIX METOL0B NPOABUNKEHUA GapMaLeBTu-
YECKMX NMPOLYKTOB.

9.2. AHA/IN3 NPAKTUKN ®APMALLEBTUYECKMX KOMMAHUIA
N OYHKUMOHNPOBAHNA KOAEKCA

C uenbto obecneyeHunn akTyanbHOCTM KogeKca v ero NpuIoMKeHWi, CBOEBPEMEHHOTO BbisB/e-
HUSA HEOBXOAMMOCTN BHECEHUA U3MEHEHUI U AOMNONHEHUIA BEAETCA aHaIM3 TeKyLLel MapKeTUH-
roBOM MPAKTUKM dapmMaLeBTUUECKMX KOMMAHMIN Ha POCCUICKOM PbIHKE M MX B3aMMOAENCTBUA
CO cneuManuctamMmy 34paBOOXPAaHEHMA WM MAUMEHTCKMMM OpraHusaumamu. AHanus BKAlYaeT
OL,EHKY COOTBETCTBMA 3TUX B3aMMOAEWNCTBUI M MAPKETUHIOBOM NPAKTUKM KOMMAHUI - NPOU3BO-
avnTtenei papmaLeBTMYECKUX NPOAYKTOB HOPMam U NonoxKeHusam KogeKkca, NoAHOTbI OTparKeHus
B HEM MPUMEHAEMbIX METOA0B W CPEACTB PEKNamMbl M MPOABUNKEHUSA, BbIABNEHWE TEHAEHUMUI
B OTHOLIEHWMN Hanbosee YacTo HapyLLUAEMbIX MOIOKEHWUM, OLLEHKY CTEMEeHU BANAHMM HOpm KogeKca
Ha MapKEeTUHIOBYIO NPaKTUKY U T.4,.

AHanus pyHKUMOHUpPOBaHUA KogeKca ocywecteasaet KomuteT no atuke AIPM.

9.3. AKTYA/IU3ALINA KOOEKCA

Ha ocHoBaHWKM npoBegeHHOro aHanmnsa Komutet no atuke AIPM npeactasnset CoBeTy AnpeKTO-
pOB eXeroAHblvi oT4eT. B cyyae HeobxoaAMMOCT KomUTeT no aTuKe paspabaTbiBaeT NpPea/ioKeHNA
no akTyanusaummn Kogekca n nepegaet ux lcnonHutensHomy ampektopy AIPM.
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[MpnnoxeHune 1
K Kogekcy Haanexkawen npaktnkm AIPM

Mpoueaypa pacCMOTPEHMUSA 3aABIEHUN
M CNOPOB O HapyLeHnn Koaekca
HaaneXKalen npakTnkm AIPM

AIPM paccmaTpuBaeT 3asBneHus o HapyweHun Kogekca (aanee - 3asaBneHue) ToNbKO B OTHOLIEHUM
[AeATeNbHOCTM KOMMaHWiA, ocyllecTBiseMoit B npegenax Poccuiickoit ®esepaumm v/vnm Hanpas-
JIEHHOM Ha POCCUICKYHO ayauTOpUIO.

3aaBneHne o HapyweHun Kogekca moxeT 6bITb NOAAHO KaK YieHom AIPM, Tak 1 to6biM MHbIM
3aMHTEePeCcOBaHHbIM JIULIOM.

3anB/eHMe MOXKET ObITb HanpaB/IeHO KaK Ha AencTBusA YneHa AIPM, Tak 1 Ha aelicteus toboro dapma-
LLeBTMYECKOro NpomsBoauTens, He asadatoweroca yaeHom AIPM, HO OCyLLeCTBAAIOLLErO CBOKO AeATesb-
HOCTb Ha POCCUIACKOM PbIHKeE.

Mpoueaypa nogayun 3aABneHua o HapylweHunn KogeKca 3aBUCUT OT COCTaBa CMOPALLUX CTOPOH.

1. NPOLIEAYPA PACCMOTPEHWA 3AAB/IEHNI M CNOPOB
MEXAOY KOMMAHUAMW-HYNEHAMW AIPM

YneHbl AIPM 0653aHbl NpeanpUHATL YCUAUA NO CAMOCTOATENIbHOMY YPETYIMPOBAHUIO CNOPa MeXay
coboii fo obpatteHun B8 AIPM, nidopmupya 06 atom McnonHutenbHoro gupektopa AIPM. Mpu no-
NiyyeHnn 3anBieHna KomnaHua - yneH AIPM o6s3aHa B TedeHue 5 paboumx gHel OTBETUTb Ha No-
cTynusluee 3anasneHne. TeyeHre JAaHHOTO CPOKA UCYUCAARTCA C MOMEHTa NOCTynieHna 3aaBieHnn
HenocpeAcTBEHHO B KOMMNAaHMIO.

B c/iyqae ecim KoMnaHMA-3asaBUTESb HE NOJTy4mnIa COOTBETCTBYIOLLErO OTBETA B YKa3aHHbIN CPOK UK
onMcaHHas Bblle Npoueaypa He NPUBENa K AOCTUMKEHUIO peLleHuns, yA0BAETBOPAIOLLErO cropaALLme
CTOPOHbI, KOMMNaHWA-3asaBMUTE/Ib BNPaBe NoAaTb 3asBaeHWe Ha MMA VICMONHWUTEIbHOMO AMPEKTopa
AIPM ans popmmposaHusa CneumasnbHoM Tpynnbl ¢ LEeNbio PacCMOTPEHUA 4e/1a U NMPUHATUA pelue-
HuA (ganee - CneymansHas Mpynna).

2. NPOLEZLYPA PACCMOTPEHMA 3AABIEHUI, MOAAHHbBIX B AIPM

YneHbl AIPM, MHble 3anMHTEPECOBAHHbIE ML NPKU cObAOAEHMUM NONOXKEHUI N. 1 HacToAwero Mpu-
JIOXKEeHWA MOTYT nogaTthb 3asB/eHWe Ha AeUCcTBMA Ntoboro dpapmaLeBTUUECKOro MpousBoauTens,
B TOM Yuc/e He ABnstoLLeroca YneHom AIPM, HO OCyLLeCTBAAIOLLENO CBOK AEATENbHOCTb HA POCCU-
CKOM pbIHKe.

3aABieHMe nogaeTcs B NMCbMeHHoN dopme Ha uma McnonHutenbHoro aupektopa AIPM (manee -
MCcnonHUTeNbHbIN gupeKTop).

3aABneHne JOMKHO coaepxatb:

cBefeHun o 3assutesne (MMA ana GU3MYECKOro AnLa; HavMeHOBaHWe ANS PUAUYECKOro Anua,
afApec ANa KOpPecnoHAEHLUMM U KOHTAKTHOE INLO 1A CBA3K);

HanmeHoBaHMe KOMMNaHUK, B OTHOLWEHUUN KOTOpOVI MMetoTCA NOA03PEeHMA B HapyLeHnn Kogekcea;

HaMmeHoBaHMe(a) papmaveBTMyeckoro(ux) NpoayKkTa(os), B OTHOLWEHUM MapKETUHIA KOTOPOTro(biX)
MMEITCA NOoA03peHNA B HapyweHnn Koaekca;

AOKYMEHTbI U MaTepuaibl, CBUAETENLCTBYHOLWME O NpeanosiaraeéMoM HapylweHUn, Hanpumep pekiam-
Hble MaTepuanbl;

cBeaeHnA 0 TOM, Korga nmeno MecTo npeanosiaraemoe HapylweHune;

KpaTKoe onucaHune cyTu NpeanosiaraeMoro HapyLweHusa, BKKOYas CCbIJIKM Ha COOTBETCTBYOLLME NYH-
KTbl Kogekca.

MaTepuanbl, oTHOCALWMECH K 3asBieHWto (MaTepuanbl Aena), ABNAOTCA KOHPUAEHLMANbHBIMU.
[ocTyn K maTepuanam Aesia MMeT TO/IbKO CTOPOHbI criopa. MICKNoUYeHne coCTaBAAT Clyvau, Koraa
008 NPUHATUA pelleHns no aeny cosgaetca CneumanbHas Mpynna.

CTOpOHbI cropa, MicnonHUTeNbHbIM AUPEKTOP U cekpeTapuat AIPM, a Takke uneHbl CneunansHom
Tpynnbl fo/mKHbI COB10AaTh KOHOUAEHLMANBLHOCTD MAaTEPMA/IOB Aena.

PackpbiTre maTepuranos Aena TpeTbei CTOPOHe CHUTAETCA cepbesHbIM HapylueHrem npoueayp AIPM.

Mocne nonydeHuns 3assaeHUs VCNosHUTENbHBIA 4UPEKTOP YAOCTOBEPAETCA B HAaMYMKU Heobxoam-
MbIX JOKYMEHTOB M MaTepu1asios, a TaKKe NpM3HaKoB HapyLweHus Kogekca. NMposepus cobnoaexuve
0653aTeNbHbIX YCI0BUiA, McnonHUTeNnbHbIN JupeKkTop B TeueHue AByX paboumnx AHeK co AHA nonyye-
HWA 3aABNEHNA NOATBEPKAAET 3aABUTESIO, UTO €ro 3afB/eHUE NPUHATO K PACCMOTPEHUIO, A TaKXKe B
TeyeHue AByx pabounx gHel MHGOPMUPYET U 3HAKOMUT KOMMAHWIO, B OTHOLLEHWIW KOTOPOI NMPUHATO
3asB/IeHMe, C NOCTYNMUBLUMM 3asABNEHUEM, AOKYMEHTaMW U MaTepuanamu.

Mo nMcbMeHHOMY TpeboBaHUIO 3asBUTENA MHOOPMALMA O HEM MOXKET ObITb CKPbITa OT KOMMNaHUM,
B OTHOLUEHMM KOTOPOM NoAaHo 3asaB/ieHue. B aTom ciyyae 3assutens (a He AIPM unn ee UcnonHu-
Te/IbHbIN AnpeKTop) 06A3aH cam obecneynTb, YTOObI LOKYMEHTbI U MaTepuasbl, NpefoCcTaBNeHHble
B NOALEPIKKY 3aABNeHUA, He nAeHTUGULMPOBANN 3aaBUTENA.

TeyeHMe CPOKa HAUYMHAETCA Ha Cneaylowmii AeHb Nocae KaneHa4apHOM AaTbl AWM HACTYNAEHUA CO-
6bITMA, KOTOPLIMKU ONpPeAeNeHo ero Hayano. ECIM CPoK YCTaHOBNEH A/1A COBEPLUEHNA KaKoro-nmbo
[LEeNCTBUSA, OHO MOXKET BbITb BbINONHEHO 10 ABAALATM YETbIPEX YacoB NOC/eLHEro AHA cpoka. OfHa-
KO ec/v 3TO AeCTBME A0MKHO BbITb COBEPLIEHO B OPraHM3aumu, TO CPOK UCTEKAET B TOT Yac, Koraa
B 3TOW OpraHu3aumMu Mo yCTaHOB/IEHHbIM MPaBuaamM NPeKpaLlaoTcs COOTBETCTBYIOLME OnepaLum.
McbMeHHble 3a8BeHNA U U3BELLEHUA, CAAHHbIe B OpraHM3aLMio CBA3M A0 ABaALATH YeTbipex Ya-
COB MOC/IEAHEr0 AHA CPOKA, CYNTAIOTCA CAENAHHBIMM B CPOK.

KomnaHusa, B OTHOLWEHWN KOTOPOW NOAaHO 3asaBieHUE, AO/IKHA B TeYeHUe naATh pabounx aHen
OTBETUTb Ha NOCTynuMBLIee 3asBneHue. TeyeHne JaHHOTO CPOKA UCHUCAAETCA C MOMEHTA NocTynae-
HWA 3aABEHUA HENOCPEACTBEHHO B KOMMNaHMIO. MpKU HaIMYMM YBAXKMTENbHON NPUYMHBI KOMMNAHUSA
MOKET B TOT YK€ CPOK XOAATalCTBOBATb O NPOA/IEHWNU YCTAHOBNEHHOTO CPOKA A/1A OTBETA C YKa3aHWEM
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TaKoM MpuYUHbI, HO He Bonee nNATHaUATU pabounx aHelt. OTBeT nogaercs B NUCbMEHHON dopme
Ha UMA MICNONHUTENBbHOTO AVPEKTOPa.

OTBeT AO/MKEH coaepKaTb:
npusHaHue $aKTa HapyweHMa U MHGOPMALLMIO O NPeaNPUHATBIX LWarax no UCNPaBJEHUIO CUTYALNNK;
nmbo

OTKa3 B NPU3HAHUN HapyLWeHUA, a TaKXKe YeTKO Cd)OpMyI'IVIpOBaHHbIe M B COOTBETCTBYHOLWMUX CNIyHaax
noarsepXAeHHble JOKYMEHTAa/IbHO OCHOBAHUA AO/17 TAaKOro OTKa3a.

Monyumns oTBeT, UCNOAHUTENbHBIN AVPEKTOP AONKEH B TedeHMe ABYX paboumx AHeN HanpaBUTb ero
3aaBuTento. B TeyeHne naTu paboumx gHelr 3aABUTENb AO/KEH PACCMOTPETb MO/yYEeHHbIM OTBET
1 nHdopmmposaTb UCNOAHUTENIBHOTO AMPEKTOPA O TOM, CYMTAET /I OH MONYYEHHbIW OTBET yA0B-
NIeTBOPUTENbHBIM UK HeT. Mocne 3Toro UCNOAHUTENbHBIN AUPEKTOP peLLaeT, MOXKET I KOHPAUKT
CYMTaTHCA YPEryanpoBaHHbiM 60 AIPM f0/1XHbI 6bITb NPeANnPUHATbLI LONONHUTENbHbIE AEeUCTBUA
Mo YCTaHOBNEHMIO U NPU3HAHUIO PpaKTa HapyLLUEeHUs.

B cnyuvae ecnun oTBeT yA0BNETBOPAET 3aABUTENA, @ B3AMMHOE pelleHne CTOPOH He MPOTUBOPeYnT
nHTEepecam apyrux yneHos AIPM n Kogekcy, VCNOAHUTENbHBIN AUPEKTOP NMUCbMEHHO GUKCUpy-
eT GaKT yperynmpoBaHua cnopa, U AeN0 CYMTAETCA 3aKpbITbiM. [le10 MOXKET BbITb 3aKPbITO TaKkKe
B C/lyyae, ecnm MCNoNHUTENbHbIN OMPEKTOP CYMTAET MOJYYEHHbI OTBET YA0BJETBOPUTENbHBIM,
a 3aABUTENIb He BbIPA3W/ CBOErO OTHOLIEHMA K HEMY B TeYeHue NpefoCcTaBeHHOro ANA 3TOro Bbl-
LeyKa3aHHOro CPpoKa.

[oCTUrHyTble B C/lyYae CamMOCTOATE/IbHOTO YperyanpoBaHua cropa o6A3aTenbcTsa M cornalleHns
ABNAIOTCA 06s3aTe/IbHbIMM 418 CTOPOH cropa. B c/iyyae HapylueHUs AOCTUIHYTbIX 0653aTesibCTs
M cornalweHuii ntobaa cTopoHa Bnpase obpatuTbes B AIPM ¢ HOBOW anoboi, KoTopas paccmaTtpu-
BAeTCA MO BbIWEONUCcaHHOW npoLeaype.

B cnyuae ecnv onucaHHas Bbllwe npoueaypa He nNpuBena K AOCTUMEHUIO PeLleHus, yA0BAeTBops-
IOLLEro cropsuiMe CTopoHbl, MicnonHuTenbHbi aupektop dopmupyet CneumansHyto Mpynny ans
paccmoTpeHun fena U NpUHATUA pelleHns (panee - CneumansHana fpynna). CneyunansHas Mpynna
bopmupyeTcs TakKe B TOM C/ly4ae, ecivi KOMNaHUA, B OTHOLLEHWM KOTOPOI NOCTYNUIO 3asBNeHwe,
He OTBEeTM/Ia Ha HErO B TEYEHME NPEAYCMOTPEHHOTO CPOKA.

CneumanbHana Mpynna popmupyeTca 419 PacCMOTPEHMUA KOHKPETHOrO Aenla U3 NAaTu YneHos MocTto-
AHHOM Mpynnbl No paccmoTpeHuto cnopos AIPM (aanee - MoctoaHHana pynna), cocTosluel s asaa-
L ATV YenoBekK.

MOCTOAHHAA TPYMNNA

[Baguatb YyneHos MoctoaHHoW Mpynnbl 3bupatotca O6wmm cobpaHnem AIPM (i) U3 uncna meHes-
’KEepOB BbICLIEro 3BeHa KOMMaHUit - yneHos AIPM, NpesnoyYTUTENbHO U3 COTPYAHMKOB MEAULMHCKMX,
IOPUANYECKUX, STUYECKMX U PEFYNATOPHLIX OTAEN0B TaKUX KOMMAHWUIA (i) n Apyrvx 3auHTepecoBaH-
HbIX L. He moryT 6biTb M3bpaHbl YneHamu MocTosHHOW Pynnbl reHepasibHble AUPEKTOpPa KOM-
naHui (rnaBbl NPeACTaBUTENbCTB), MEHEAMKEPbI MO MPOAANKAM U MAPKETUHTY. McnonHUTeNbHbIN
OVPEKTOP BXOAMT B cocTas MOCTOAHHOM rpynrbl MO AO/IKHOCTU.

YneHbl MocTosHHOM Mpynnbl ©36MpatoTCa CPOKOM Ha ABa roga C NooyepesHON CMeHOM cocTaBa:
necATb YneHos MNocTtosHHOM Mpynnbl n3bupatrotcs exerogHo Ha O6uem cobpaHum.

Ecnun yneH MoctosHHOW Mpynnbl NpekpaLLaeT cBoto paboTy B KOMMNaHuu - yneHe AIPM nnbo cama
KOMMNaHWA npekpalaeT ceoe YneHcTso B AIPM, gaHHOe AnLo aBTOMATUYECKU UCKAtOYaeTCa U3
cocTtaBa lMocToAaHHOM Mpynnbl. B3ameH BbIGbIBLIEro YneHa MocToAHHOM [pynnbl Ha OCTaBLINIA-
CA CPOK ero nmosHOMOo4YuiA Ha ovepegHom Obwem cobpaHum AIPM unsbupaerca HOBbIN YieH
MocToAHHOM Mpynnbl.

CNEUMANIBHAA TPYTINA

CneunanbHas pynna dopmupyeTca MCNoNHUTENBHLIM LUPEKTOPOM B TeYeHWe AecaTu paboumx
[Hel C MOMEHTa, Kora CTasio M3BECTHO O HeOBXOAMMOCTM ee Co3aaHuA (Hanpumep, C MOMEHTa MUc-
TEYEHUA CPOKa A/11 OTBETA Ha 3asaB/ieHMe IMBO C MOMEHTA MOTYYEHUSA OT 3aABUTENA OTPULLATE/IbHOW
OLEeHKM OoTBeTa Ha 3anssieHne). C 3TOM uenblo ICMoNHUTEbHBIM AMPEKTOP MOC/Ae KOHCYNbTaLMi Co
CNOPALWMUMM CTOPOHAMM ONpPeaenseT Hasnume KOHGANKTa MHTepecoB y YieHoB NocTosHHOM Mpynmbl
¢ NtoboI U3 CTOPOH crnopa. B ciyyae Hannuma KOHGAMKTa MHTEpecoB y YneHa MocTtoaHHOM Mpynnbl
OH He MOXKeT BbITb y4acTHMKOM CnewpnanbHOM Mpynnbl Mo pacCMOTPEHMIO KOHKpeTHoro aena. (Mpu-
MepoM KOHGMKTa MHTEPECOB ABAAETCA HaMuMe Y KOMMAaHUKU, YbUM COTPYAHWKOM SIBASETCA Y/ieH
MocTtosHHOW pynnbl, bapmaLeBTUYECKMX MPOAYKTOB, KOHKYPUPYIOLWMX C dapmaLeBTUYeCKMMM
MPOAYKTaMK CTOPOH, BOBJIEYEHHBIX B CMOP.)

KaHanzatypbl uneHos CrneumansHol Mpynnbl AOMKHbI 6bITb COMacoBaHbl CTOPOHAMKU B TeyeHue 3
paboumnx AHel c MOMeHTa NosyYeHUs UMK YBELOMIEHUA 0 cocTaBe CneunanbHol Mpynnsl. B cnyyae
Ha/MumMa KOHGNMKTA MHTEpecoB Yy YneHoB CneunanbHoli Mpynnbl ¢ 060N U3 CTOPOH KaHAMAATYpbI
yneHos CneumansHo Mpynnbl MOryT BbITb OTBEAEHbI 1060 M3 CNOPALLMX CTOPOH, HO He bonee 2 pas.

B CneumanbHyto Mpynny B KaYecTse IOpUAMYECKOTO KOHCYIbTaHTa MOXKET BbITb NPUIIALLEH He3aBU-
CUMBbIN 3KcnepT. KaHauaaTypa npuriaaemoro topuanyYeckoro KOHCYbTaHTa MOXKeT BbiTb oTBese-
Ha Nt060W M3 CNOPALLMX CTOPOH. B Takom ciydae McnosHUTeNbHbIN AUPEKTOP npeasiaraet Apyryo
KaHAMAATYPY FOPUAMYECKOrO KOHCYIbTaHTa. ECu KaHAUAaTypa PUANYECKOTO KOHCYIbTaHTa He BY-
[EeT cornacosaHa B TedeHme 3 paboumnx AHel C MOMeHTa NpeanoXKeHnsa KaHamaaTypsl, CneyuanbHas
pynna ocyLecTBAAET CBO AeATEeNbHOCTL 6e3 Hero.

B cnyyae HenpenocTaBneHus OTBETa OAHOM U3 CTOPOH Mo Bonpocy o coctase CriewunanbHoM Mpynnbi
no ucteyeHun 3 paboumx gHein MIcnoNHWUTENbHbIN AMPEKTOp Brpase cuMTaTb cocTaB CnewumanbHoM
pynnbl cornacoBaHHbIM.

MCnonHUTENbHBIN AMPEKTOP NpeaceaTeNbCTBYeT Ha 3acegaHnn CneumanbHon Mpynnbl. HU UcnonHu-
Te/IbHbIA AUPEKTOP, HU IOPUANYECKUI KOHCYNbTAHT HE MMEIOT NpaBa rosioca Npu BbIHECEHUM pelLle-
HUA. TexHMyecKan noaaeprkka pabotbl CneunanbHoi Mpynnbl OCYyLWECTBASETCA CUAAaMK CEKPeTapu-
aTta AIPM.

[nsa obecneyeHns KOHOUAEHUMANBHOCTU U JOCTUNKEHUSA 0O BEKTUBHOCTM PACCMOTPEHUSA 3acefaHns
CneumanbHol Mpynnbl ABAAKOTCA 3aKPbITbIMK, @ 06CYKAEHWUA HOCAT KOHOUAEHLMANbHBIW XapaKTep.
CTOpPOHbI COpa He NPUCYTCTBYIOT HA PACCMOTPEHUM Aena.

Ynerbl CneyunanbHon Mpynnbl 3HAKOMATCA CO BCEMM MaTepManamu, KacarowmMMmUcsa paccmaTpusae-
MOrO C/1y4as, v MPUHUMAIOT peLleHre, MMeno MecTo Hapywexue Kogekca nnMbo HeT. PeweHue Bbi-
HocuTcs B Gopme NpusHaHusa Mbo HenpusHaHMa GakTa HapyLweHMsA. BO3MOXHO TaKKe BblHECeHWe
pekomMeHAaunii No yCTpaHEeHMIO HeraTUBHbIX MOC/AEACTBMIA MMEBLUEro MecTo HapylweHus. [o orna-
LUIEHWUA MUCbMEHHOE peLleHne U3y4aeTcs PUAMYECKMM KoHCyAbTaHTOoM AIPM, ecaun KaHamaaTypa
TakoBoro 6bina cornacosaHa.
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B cnyyae ecnun uneH CneumansbHoi Mpynnbl MO YBAXKMUTENIbHOW NPUUMHE HE MOXKET NMPUCYTCTBOBATb
Ha 3acefaHuu CneuuanbHow MPynnbl, OH MOXeT 03HAaKOMUTbCA C MaTepuanamu ¢ cobnogeHnem
BCEX YCTAHOB/IEHHbIX TPEOOBAHUI K PAacCMOTPEHMUIO AeNla U BbIHECTW PELUEHUE B APYroi AeHb,
HO He nosgHee cemu pabouvx AHEN C MOMEHTa OCHOBHOro 3acefaHua CneuumanbHoi Mpynnbi.
B cnyyae cuctemaTMuyecKoro nponycka sacegaHunii CneuunanbHoi Mpynnsl (3 1 6onee pas) B pamkax
pPaccMOTpeHUs 04HOTO fie1la COOTBETCTBYIOLLMIA YaeH UCKAoYaeTes U3 coctasa MocToaHHOM Mpynmbi.

B cnyuyae ecnm CneumanbHana Mpynna NnpMHUMaeT pelleHne 0 HEBO3MOXKHOCTM PacCMOTPeHUA aena
6e3 3anpoca AONONHUTENbHBIX MAaTePUANOB OT CTOPOH, MCNONHUTENbHBIN AMPEKTOp HanpasBasaeT
COOTBETCTBYIOLWMI 3aMpocC B TeYeHne AByx paboumnx gHelt. CTopoHbl 0653aHbl NPeACcTaBUThL AOMO-
HUTENbHbIE MaTepuasibl B TeYeHWe NATU pabounx AHEeN ¢ MOMeHTa nosydeHusa 3anpoca. Mocne 3Toro
McnonHUTeNbHbIV AUMPEKTOP Ha3HayaeT MOBTOpPHOe 3acefaHune CneuuanbHoi Mpynnbl B TeyeHue
necatu paboumx aHei. PeweHune CneuvanbHoli Mpynnbl gosoanTtca fo CTOpoH B 06bIYHOM nopaaKe.

BblHeceHHOe peleHune CneumanbHon Mpynnbl B TedeHMe AByxX paboumnx gHel gosoantca McnonHu-
Te/IbHbIM AMPEKTOPOM 0 CMOPALLMX CTOPOH B MUCbMEHHOM BUAE.

MPOLEAYPA ANENNALNN

CTOpOHa, He CornacHas C BbIHECEHHbIM PeLleHeM, MOXKET NoAaTb aneNNALNOHHYIO Kanoby. Anen-
NAUMOHHAA Kanoba nogaercs B NMCbMeHHON popme Ha MMA MCnoNHUTENbHOTO ANPEKTOPA B Teye-
HUe AecaTU pabounx gHEe C MOMEHTA NOJyYeHUs peLleHus.

B cnyyae nosyyeHMsa anennsauUMoHHON XKanobbl MCNONHUTENbHbIN ANPEKTOP B TeYeHUe AecATH
pabounx aHel opraHusyeTt 3acepaHve CneunanbHoM pynnbl, BbIHECWIEN pelleHne, U Npurnalla-
eT Ha 3acefaHue npeacTaBuTeNen CNopALMX CTOPOH C LeNblo NPeaoCcTaBUTb MM BO3MOMKHOCTb A/1A
Aaun noscHeHMin. Bo Bpemsa paccmoTpeHus anennsaumoHHoM )anobbl MicnonHWTeNbHbIN AUPEKTOP
N IOPUAMYECKMIA KOHCYNbTAHT (ecnn KaHamaaTypa Takosoro 6bina cornacoBaHa) MMeloT Mpaso
ronoca. Ecav CneumanbHas Mpynna npuHMMana pelleHune no aneansuum B YeTHOM cocTaBe (B cayyae
OTCYTCTBUSA OPUAMYECKOTO KOHCYIbTaHTa) U r010Ca Pa3ae/IManCh NOPOBHY, rofioc McnosHUTENbHOTO
AVpPEKTOpa ABAseTca pelatrowmm. Pewenve CneumanscHol Mpynnbl N0 PacCMOTPEHUIO anennsauum
AB/IAETCA OKOHYATE/IbHbIM.

CAHKLUWW 3A HAPYLWWEHNA KOOEKCA

B cnyyae, Korga HapyweHue Kogekca npusHaHo CneumanbHoM Mpynnoii, OHa MOXKET BbIHECTU PEKO-
meHaaumo AIPM 0 HanoXKeHUM ceayowmx CaHKUNM:

06a3aTb COTPYAHWKOB KOMNAHUN-HAPYLIUTENA NPOMTHU OHNANH-TPEHUHT No KogeKcy;
NHbOpMMpPOBaTb O HapyLeHUW WTab-KBapTUPY KOMNAHWU-HApYLWWTENSs;

B cnydvae cepbe3HOro HapyleHus - B3biCKaTb WTpad B pasmepe, He NPEBbILAIOLLEM eXKerogHbli
YneHcKuit B3Hoc AIPM?, B3bICKaHHbIN WTPad MCNoNb3yeTcs B COOTBETCTBMU C PeLLeHNemM oYepeaHoro
Obuwero cobpaHus AIPM;

O6HapopoBaTb HapyLeHWe, BKAOYAA HAMMEeHOBaHNEe KOMNAaHUN-HAPYLLUTENS, B C/ly4ae Cepbe3Ho-
ro UM NOBTOPHOTO HapylweHuA Ha canTte AIPM. [laHHasa uHbopmaumsa pasmelaeTca Ha cante AIPM
Ha nepuopg Tpu mecAua. [NoBTOPHbIM ABNAETCA HapyLLeHWe, KOTOPOe COBEPLLEHO B TeyeHue 24 meca-
LeB C MOMEHTa COBepLUEHMA NePBUYHOIO HapyLUEHWA, aHAaJI0TMYHOro NOBTOPHOMY, U Kacatolieeca

OZHOTO U TOro e GapMaLeBTUYECKOro NMPOAYKTa, IMB0 HapyLleHWe, aHaIorTMYHOe paHee YCTaHOoB-
NIEHHOMY, HO COBEpPLUEHHOE B KOHTEKCTe A4pyroro GbapmaLeBTUYECKoro NpoayKTa;

PekomeHaoBatb O6wemy cobpanuio AIPM MCKAOYUTL KOMNAHWUIO-HapywnTena mu3s yieHos AIPMS3,
UckntoyeHne m3 yneHos AIPM He ocBOBOXAAeT KOMMNaHUIO OT MMetlowwmxca GpuHaAHCOBbIX 06s3a-
TENbCTB, B TOM YMC/Ie MO ONJiaTe HA/IOKEHHOTO B3bICKaHUA;

m /lto6aa KOMBUHALMA BblLLEYKa3aHHbIX CAHKLWNA.

KomnaHus, B OTHOLUIEHMM KOTOPOW NPUHATO pelleHne o HapyweHun Kogekca, 0b6s3aHa nHbopmu-
poBaTtb AIPM 0 mepax, NPUHATLIX 415 BbINOAHEHUS peweHua CneunanbHol pynnbl, B CPOKMK, yCTa-
HoBNeHHble CneumanbHoW pynnoi. B cnyvae HenonyyeHus AIPM coOTBETCTBYOWErO yBegoMIe-
HUA UcnonHutenbHbit aupekTop AIPM HanpasaseT AOMNONHUTE/IbHOE MUCbMO C COOTBETCTBYHOLLUM
TpeboBaHMem B KomnaHuio. ECiv B TeYeHUe fecATn pabounx AHen ¢ MOMEHTa MoyYeHus 4onon-
HUTENbHOro NMcbma KomnaHwei AIPM He NonyunT gaHHoe yBeAoMIeHUe, MCNOHUTENbHBIN AUPEKTOP
AIPM umeeT npaBo 06paTuTbCa B WTab-KBapTMpPy KomnaHuu.

PewweHus, BbiHeceHHble CneuyanbHOM Mpynnow No Kaxaomy KOHKpeTHOMY cropy, nogsexar onybnu-
KOBaHMIO Ha Beb-caiite AIPM. HaumeHoBaHME COOTBETCTBYIOLLMX KOMMAHWUIA HE NOANEKMT ony6imKo-
BaHMIO, 338 UCK/IOYEHMEM C/ly4YaeB, ecnn 0bHapoA0BaHWE HAUMEHOBAHWA KOMMNaHWU-HapyLwuTens
npeAycMOTPEHO B KavyecTBe CaHKLUMK 3a HapylueHne KoaeKca, Kak OMmMCcaHo BblLle.

Ha kaxkgom O6uwem cobpaHum AIPM UCNONHUTENbHBIN AMPEKTOP NPEACTaBASAET OTYET, B KOTOPOM
YKa3blBaeTCcA KOMYECTBO CMOPOB, PACCMOTPEHHbIX 32 Nepuos ¢ npeabiaywero O6uwero cobpaHus,
nX 06LLMI XapaKTep U NPUHATbIE pelleHns. B yKasaHHOM OTYeTe OTPaXKATCA HAMMEHOBAHUA KOM-
NMaHWM, B OTHOLLIEHWM KOTOPbIX YCTAHOB/IEHbI C/ly4aun cepbesHblix HapylweHuli Kogekca AIPM.
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The Federal Service for Supervision of Healthcare, being a federal executive agency authorized
by the Government of the Russian Federation to exercise state control over medical experts and
pharmacists complying with limitations applied to their professional activities, supports the
Association adopting this AIPM Code of Practices dedicated to ensuring high ethical standards
for activities of pharmaceutical companies through self-regulation.

We hope that we will manage to create a civilized compliance practice by mutual efforts as well
as to ensure professional cooperation of the medical society and the pharmaceutical industry for the
benefit of Russian patients in strict compliance with the legislation of the Russian Federation.

Head of the Federal Service
for Supervision of Healthcare,

Doctor of Medicine

M. A. Murashko

The right of the citizens of the Russian Federation to health protection and medical care stipulated
in Art.41 of the Constitution of the Russian Federation cannot be executed without proper supply of
medications. The medication market is presently not as much a field for applying market economy
laws as a strictly regulated activity aimed at achieving a socially important purpose, namely,
to provide a possibility for the citizens of the Russian Federation to obtain high-quality, low-cost and
effective medicines.

The Code of Practice of the Association of International Pharmaceutical Manufacturers (AIPM) is an
example of rule-making at a local level aimed at creating an ideal behavior pattern for international
pharmaceutical market players in terms of coherence of private and public interests.

Such a document is important in the context of forced modernization of the Russian legislation
regulating medical and pharmaceutical activities, when the Federal Law No. 323-FZ «On Protection of
Health of the Citizens of the Russian Federation» adopted on 21.11.2011 has entered into full force,
the Federal Law No. 125-FZ «On Blood and Components Donation» was adopted on 20.07.2012,
the Federal Law No. 61-FZ dated 12.04.2010, «On Circulation of Medicines» has been undergoing
substantial improvements, and the sublegislative regulation has been constantly developing. It is
extremely important to strictly regulate relationships in the sphere of health protection, and the
Code developed by the Association of International Pharmaceutical Manufacturers can obviously
play a stabilizing role in regulating activities of pharmaceutical manufacturers in Russia.

Provisions of the Code reflect adherence of the Association members to the principles of corporate
social responsibility and proper behavior on the pharmaceutical market, as well as of unconditional
compliance with the regulations of the Russian legislation.

It will be useful for international corporations and foreign manufacturers having rich experience
in development of corporate rules and regulations to get acquainted with the Code, which duly
reflects the specifics of legal regulation in the countries of the post-Soviet area. The Code of Practice
of the Association of International Pharmaceutical Manufacturers demonstrates recognition of the
regulations and the principles of the Russian legal framework and proposes establishing stricter
requirements to activities of the Association members.

We believe that the AIPM Code of Practice setting high ethical standards for pharmaceutical companies
deserves close attention not only from Association member companies, but also from other representatives
of the pharmaceutical society and the agencies regulating this sphere of activities.

Director of the Institute of Legislation and Comparative

Law affiliated to the Government of the Russian Federation,
Doctor of Law,

Member of the Russian Academy of Sciences

T. Ya. Khabrieva
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AIPM member companies 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.

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 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.

Upon discovering any violation of the Code, a company whose interests have been affected is entitled to
immediately invoke the procedure for resolving disputes and violations established by this Code (Appendix
1). However, the AIPM welcomes companies settling their disputes on their own.

The Code exists in English and Russian 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, the existing legislation of the Russian Federation shall apply.

When undertaking any program or action, pharmaceutical companies are obligated to ensure that
it complies with the existing laws, including but not limited to, antitrust laws, advertising laws, and laws
regarding the protection of personal data.

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

AIPM member companies are to bring all of their activities, including advertising and other methods
of promoting pharmaceutical products, into compliance with the requirements of the new version of the
Code by no later than January 1, 2014.

Complaints about a violation of the Code’s requirements that have been newly introduced into or modified
in the new version of the Code will be accepted from January 1, 2014.

Disclosure obligation provided by chapter VIl of this Code comes into force from 2016 in respect of transfers
of value for the calendar year 2015.

Preamble

Pharmaceutical products are socially significant products and public health depends on their
properties. The pharmaceutical industry is responsible for providing society as a whole and the
medical and pharmaceutical communities in particular with objective information on pharmaceutical
products. 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.

Activity to promote pharmaceutical products, subject to certain restrictions, is an integral part of
advancing the pharmaceutical industry, making it possible for the results of many years of work and
huge material expenditure to become directly accessible to all of humanity.

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 55 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 marketing
practice, and to systematize the complex of regulatory provisions. 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.
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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.

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.

The new version of the Code was developed based on the version adopted in 2013.

|. 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:

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;

Promotion - any activity, including advertising, which is conducted, organized, or sponsored by a
pharmaceutical company with the use of any information media (including the Internet) and which
aims to facilitate the prescription, recommendation, supply, administration, or consumption of
pharmaceutical products produced by that company;

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;

Healthcare organization (for the purposes of chapter VIl of this Code) - 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.

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;

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;

Association of  Accoumaups
International MeXAyHaPOAHBIX
Pharmaceutical ~ papmauesTueckux
Manufacturers  npowssoawTeneit

57



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;

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;

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;

Transfers of value (for the purposes of chapter VIl of this Code) - direct and indirect transfers of value,
whether in cash, in kind or otherwise, made, whether for promotional purposes or otherwise, 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 VIl 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;

Events - all promotional, scientific or professional meetings, congresses, conferences, symposia, and
other similar events (including, but not limited to, advisory board meetings, visits to research or
manufacturing facilities, and planning, training or investigator meetings for clinical trials and non-
interventional studies) (each, an “Event”) organized or sponsored by or on behalf of a pharmaceutical
company.

1.3. SCOPE OF APPLICATION

This Code is applicable to:

the advertising of pharmaceutical products to the general public;

the advertising of pharmaceutical products to healthcare professionals;
the activities of pharmaceutical companies’ representatives;
interaction with healthcare professionals;

interaction with patient organizations;

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

marketing studies;

the distribution by pharmaceutical companies, or organizations representing their interests,
of information related to human health or diseases, and the making of donations and grants;

support for continuous medical education;

handling inquiries from patients and healthcare professionals;

measures to promote pharmaceutical products to healthcare professionals;

the sponsorship of scientific events in which healthcare professionals participate;

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:

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

factual and information announcements and references, e.g. regarding changes in packaging
or warnings on adverse reactions, as part of general measures to monitor safety;

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;

pre-registration and registration clinical studies; and

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 that contain information about pharmaceutical products and their use,
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 requirements of the existing
Russian legislation on advertising.

2.3.2. Advertising for pharmaceutical products should contain, and not contradict, objective, accurate,
and current information, which is based on duly approved information on the pharmaceutical
product (including the labeling and the package leaflet).

2.3.3. Manufacturers should strive for advertising to reflect the main characteristics concerning the
safety of use of the pharmaceutical product in the most complete way.

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.

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
preparations established under the legislation of the Russian Federation. In particular, in the case of
websites related to pharmaceutical products:

the identity of the pharmaceutical company, which is the source of the corresponding information,
and its intended audience, should be apparent;

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
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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.

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.

2.6. 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.

1. 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

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

the name of the pharmaceutical product (normally the trade name);

the common names of the active substances (if the product contains no more than three active
substances);

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

the date of production of the advertisement; and

“abbreviated prescribing information” which should include approved indications for use
and, if necessary, the dosage and method of administration, and a succinct statement of the
contraindications, precautions, and side effects.
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3.2.2. «Reminder» advertising is brief advertising containing only the trade name of a pharmaceutical
product and the product’s therapeutic group.

3.3. EVENTS

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

3.3.2. Companies should not organize events for healthcare professionals outside their country
of residence 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. The information distributed to participants of international scientific congresses and
symposia may relate to pharmaceutical products that are not registered in the country where the
event takes place or are registered on different terms, provided that the following requirements
are satisfied:

the distribution of said information is permitted by the laws of the country where the event is held;

the event should be a truly international scientific event with a significant number of healthcare
professionals from other countries taking part (as speakers or attendees);

materials related to a pharmaceutical product not registered in the country where the event takes
place should be accompanied by a clear indication that the product is not registered in said country;

materials containing information related to a pharmaceutical product’s use (indications, warnings,
etc.), which has been approved in another country/countries where the product is registered, should
be accompanied by a statement that conditions of registration may differ in various countries.

3.3.4. An event should be held in a place and under conditions that will facilitate achievement of
its scientific and educational objectives. 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, hotels, 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.

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

3.3.6. 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:

m to event participants rather than to persons accompanying them;

m within reasonable limits.

3.3.7. Pharmaceutical companies should not provide or pay for any entertainment, either within
or outside the scope of an event.

3.4. ENGAGING HEALTHCARE PROFESSIONALS TO PROVIDE SERVICES

3.4.1. Pharmaceutical companies may engage healthcare professionals, other than pharmaceutical
professionals and heads of pharmacy organizations, to provide scientific and pedagogic services and
services in the course of performance of clinical studies of medicinal preparations. 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 the healthcare professionals engaged to render services should correspond to the
number actually needed to achieve the relevant purpose;

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 acquired 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.

Any exceptions must be justified by an objective need and approved by the company’s management.

3.5. GIFTS

It is prohibited to give or to offer any gift to healthcare professionals.
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3.6. BASIC RULES AND STANDARDS OF ACTIVITIES
OF MEDICAL REPRESENTATIVES

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

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

3.6.3. Inthe course of these events medical representatives may provide healthcare professionals
with printed promotional materials and informational materials such as partial reprints of
individual chapters and sections of specialized publications, scientific treatises, and 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.

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

3.7.1. Pharmaceutical companies may not directly provide healthcare professionals with any samples
of pharmaceutical products, either for subsequent transfer to patients or for personal use (including
demo packs and empty secondary and primary packaging).

3.8. EXPERT COUNCILS

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

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

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

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

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

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

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

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

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

3.9. RESPONSES TO REQUESTS FOR MEDICAL INFORMATION

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

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

3.9.3. Noresponse 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.
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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.

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 non-
registered 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
for a 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.

IV. Specific Features of Advertising and Other
Methods of Promotion to the General Public

4.1. GENERAL REQUIREMENTS
4.1.1. It is 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

4.2.1. Printed advertising materials, except for those described in sub-clause 4.2.2, should contain
the following minimum information:

the name of a pharmaceutical product (normally, the trade name) and its common name if the
product contains only one active substance;

the information necessary for the proper use of the product (including the indications, as well as the
main contraindications (if any) and precautionary measures necessary for safe use);

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

a warning about the existence of contraindications for use and application, and the need to study the
package leaflet or to obtain specialist consultations.

4.2.2. “Reminder” advertising may contain, as a minimum, the name of the pharmaceutical product
and a warning about the existence of contraindications for its use and application, and the need to
study the package leaflet or to obtain specialist consultations.

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, efficacy, or safety of a pharmaceutical product or the absence
of adverse effects;

contain references to specific cases of recovery from disease orimprovement 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;
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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;

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. Itis 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.

V. Pharmaceutical Products Studies

5.1. POST-REGISTRATION STUDIES

5.1.1. Post-registration studies, including post-registration clinical (interventional) studies,
post-registration 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 post-
registration 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 post-registration
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. It is 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 sub-clause 5.1.1 above is present, the purposes of the marketing studies are
subject to verification by the pharmaceutical company’s medical professionals.
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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.

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.

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. It is 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. 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.

6.2.4. 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. INTERACTION WITH PATIENT ORGANIZATIONS

6.3.1. Patient organizations are non-commercial organizations representing the interests and needs
of patients, their families, and/or persons taking care of sick or aged persons.

6.3.2. The pharmaceutical industry shares many interests with such organizations, but should respect
their independence.

6.3.3. Pharmaceutical companies may interact with patient organizations to complete the
following tasks:

study of patient opinions about the impact of diseases on patients’ quality of life and the quality
of life of persons taking care of them, which 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;

the creation of patient registers subject to strict compliance with legislation on personal data
protection and medical secrecy;

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

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

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

6.3.4. A pharmaceutical company may not be the only pharmaceutical company acting as the
founder of a patient organization.

6.3.5. A pharmaceutical company should explicitly disclose the fact and nature of its cooperation
with a patient organization on its website. 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, protect public health, promote a healthy way of life, and help socially
vulnerable segments of the population in the Russian Federation unless such financing (donation)
is 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. In any case,
the pharmaceutical company should not restrict the rights of other pharmaceutical companies to
finance similar projects of the patient organization should they so wish.

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

6.3.7. 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.

6.4. SPECIFIC FEATURES OF INTERACTION
WITH PHARMACIES/PHARMACY NETWORKS
6.4.1. 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.

6.4.2. A pharmaceutical company may enter into contracts for provision of services with a pharmacy
organization, including such services as:

m the arrangement of a display ordered by the pharmaceutical company for over-the-counter

pharmaceutical products;

m 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

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.

6.4.3. 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.
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VII. 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 an healthcare professional or 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 6 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 years after the time such information is first disclosed in accordance with
sub-clause 7.2.4, unless, in each case, (i) a shorter period is required under applicable national data
privacy or other laws or regulations, or (ii) the recipient’s consent relating to a specific disclosure has
been revoked.

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.

7.2.6. Disclosures shall be made in Russian and in English languages.

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

7.3 INDIVIDUAL AND AGGREGATE DISCLOSURE

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

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.
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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.

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 7.3.2and 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 multi-
year 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.

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

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

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.

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

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.

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

1. PROCEDURE FOR REVIEW OF COMPLAINTS
AND DISPUTES BETWEEN COMPANIES THAT ARE AIPM MEMBERS

AIPM members are under the obligation to try to settle their dispute themselves before applying
to the AIPM and to notify the AIPM Executive Director accordingly. Upon receiving a Complaint, an
AIPM member company is to provide a response within five business days. This terms starts as from
the moment the Complaint is received by that company.

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.

2. PROCEDURE FOR THE REVIEW OF COMPLAINTS FILED WITH THE AIPM

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.

A Complaint should be filed in writing and addressed to the AIPM Executive Director (the «Executive
Director»).

A Complaint should contain:

the identity of the complainant (name of the individual or legal entity, mailing address, and contact
person);

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 the marketing of which there are suspicions
of a violation of the Code;

documents and materials evidencing the alleged violation, for example, advertising materials;
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.

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.

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.

The disclosure of the case materials to a third person shall be considered a serious violation of AIPM
procedures.

Upon receiving the complaint, the Executive Director ascertains the presence of the necessary
documents and materials, as well as indications of violation of the Code. Having verified the
compliance with the mandatory requirements, and within 2 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.

At the written request of the complainant, its identity can be withheld from the company with regard
to which the Complaint is made. In such a case, it shall be the responsibility of the complainant (and
not the responsibility of AIPM or the Executive Director) to ensure that the documents and materials
submitted in support of the Complaint do not identify the complainant.

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.

The company with regard to which the Complaint was filed should provide a response within five
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.

Association of  Accoumaups
International MeXAyHaPOAHBIX
Pharmaceutical ~ papmauesTueckux
Manufacturers  npowssoawTeneit

83



The response should contain:
a recognition of the fact of a violation and information about steps taken to correct the situation;
or

a refusal to recognize a violation, 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 act to determine
whether in fact a violation has occurred.

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.

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.

If the above-mentioned procedure has not resulted in a decision satisfying the disputing parties,
the Executive Director shall form a Special Panel for reviewing and taking a decision on the case.
A Special Panel is also formed when the company with regard to which a complaint was received did
not respond to it within the established term.

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»).

STANDING PANEL

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.

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.

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.

SPECIAL PANEL

When it is understood that a Special Panel should be formed in order to resolve a dispute, this
Special Panel is formed by the Executive Director within ten business days (for instance, after the end
of the period for a reply, or after receipt by the claimant of the respondent’s negative reply). In order
to do so, and after consultation with the disputing parties, the Executive Director determines if any
members of the Standing Panel have a conflict of interest with any of the disputing parties. If any are
found to have such conflicts of interest, they are deemed ineligible to participate in the Special Panel
for that specific case. Examples of a conflict of interest would include members who have products
in competition with the products of the parties involved in the dispute.

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.

An independent expert may be invited to serve on the Special Panel as a legal consultant. The invited
legal consultant may be rejected by either of the disputing parties. In such a case, the Executive
Director shall propose another legal consultant. If the necessary legal consultant is not agreed upon
within three business days the Special Panel shall carry out its activity without a legal consultant.

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.

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.

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.

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. 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.

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.

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

Association of  Accoumaups
International MeXAyHaPOAHBIX
Pharmaceutical ~ papmauesTueckux
Manufacturers  npowssoawTeneit

85



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.

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.

APPEAL PROCEDURE

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.

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.

PENALTIES FOR VIOLATIONS OF THE CODE

If a violation of the Code is established by a Special Panel it may recommend that the AIPM impose
the following sanctions:

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 AIPMZ.

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 AIPM3. 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.

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, 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.

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.

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.
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2 This penalty can be imposed only on AIPM member companies.
3 This penalty can be imposed only on AIPM member companies.
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Appendix 2 | tempiate

(Sub-clause 7.1.1) | Practice

HCOs: inhabited
localities where
registered
(Clause 7.3)

Full Name HCPs: inhabited Country
localities of Principal | 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)

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)

Contribution to costs of Events

(Sub-clause 7.3.2)

Date of publication:. . .........

Sponsorship Registration
agreements with Fees
HCOs / third parties

appointed by HCOs

to manage an Event

Yearly amount

Travel &
Accommodation

Yearly amount

Fee for service and consultancy TOTAL
(Sub-clause 7.3.2 & 7.3.3) OPTIONAL
Fees Related expenses

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

Yearly amount

Yearly amount

DrB

N/A

N/A Yearly amount

Yearly amount

Yearly amount Yearly amount

OTHER, NOT INCLUDED ABOVE - where information cannot be disclosed

on an individual basis for legal reasons

Aggregate amount attributable to transfers of value to such Recipients - Sub-clause 7.3.4

Yearly amount

Aggregate HCPs

Yearly amount

Aggregate HCPs

Yearly amount Yearly amount

Aggregate HCPs Aggregate HCPs Optional

Number of Recipients in aggregate disclosure - Sub-clause 7.3.4

N/A

N/A number

number

number number Optional

of Recipients disclosed - Sub-clause 7.3.4

% of the number of Recipients included in the aggregate disclosure in the total number

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)

Yearly amount

%

Yearly amount Yearly amount

%

Yearly amount

% % N/A

Yearly amount Yearly amount Optional

HCO 2

Yearly amount

Yearly amount Yearly amount

Yearly amount

Yearly amount Yearly amount Optional

OTHER, NOT INCLUDED ABOVE - where information cannot be disclosed

on an individual basis for legal reasons

Yearly amount

Yearly amount Yearly amount

Yearly amount

Yearly amount Yearly amount Optional

of Recipients disclosed - Sub-clause 7.3.4

AGGREGATE DISCLOSURE

Aggregate amount attributable to transfers of value to such Recipients - Sub-clause 7.3.4 Aggregate HCOs Aggregate HCOs Aggregate HCOs Aggregate HCOs Aggregate HCOs Aggregate 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 % % % % % % N/A

Transfers of Value re Research & Development as defined (Sub-clause 7.3.6)

Total Amount Optional
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