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Ipsen Poccus
[MPOT'PAMMA T10 BOITPOCAM PACKPBLITUA NHOOPMAILIMU EFPIA
METOJOJOI'NYECKAS 3AITUCKA

Obobwenue memooux, UCNOIL30BAHHBIX IpSen npu no020mosKke pacKkpvimus UH@GoOpMayuu u onpeoeieHus
Iepeoau L]ennocmeti (ToV) 6 noawv3zy Cneyuanucmog 30pasooxpanenus (HCP) u Opeanuzayuil
30pasooxpanenus (HCO) 6 coomsemcmesuu ¢ mpebosanuimu Kooexca packpvimus EFPIA, noaumuxoti
I'pynnel komnanuil Ipsen u MecmHolu RPAKMUKOU 8 COOMEEMCMEUU C NPUMEHUMBIM 3AKOHOOAMETbCMBOM.

Hacrosmuit otyeT mokpeiBaeT packpbiTie nHGopmaruu o [lepegadax neHHocTel 3a iepuos ¢ 1 sHBaps
2023 roxa mo 31 gexabps 2023 roma
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1 ITPEAMBYJIA

BzaumoneiictBue mexxay papmanesrauecknmu komnanusmu 1 HCP — kak Hanpsimyto, Tak u yepe3 HCO —
OKa3bIBaeT IIy0OKOe MOJIOKHUTENBHOE BIMSHHE Ha KadeCTBO JICYCHHUS! OONBHBIX M LEHHOCTh OyIyIINX
nccnenoBanmii. B To ke Bpems HempensssTocTh permeHuii HCP B ToM, 4TOo KacaeTcs Ha3zHAUCHHS
JIEKapCTBEHHBIX MPENapaToB, SBIAETCA OJHOM M3 OCHOB CHCTEMBI 3/paBOOXpaHEHHsA. B 3Tol cBA3M
EBpomnetickas ¢enepauus QapmaneBTHueckod mnpombinuieHHocTH u  accoumanuii (EFPIA) u ee
OpraHu3allUu-y4aCTHUKHM INPHUHAIM KOAEKChl U PYKOBOJCTBA B LEJNAX OOECIEYEHUS COOTBETCTBUS
B3aUMOJCHCTBUSL BBICOKMM CTaHJapTaM YECTHOCTH, COOTBETCTBYIOLIMM OXXMIAHUSAM TAIMEHTOB,
00I1IeCTBa, FOCYJApPCTBEHHBIX OPraHOB M MPOYUX 3aMHTEpecOBaHHBIX cTOpoH. Komekce packpeitust EFPIA
OBII CO3/IaH B LEJIAX 3ALIUTH YECTHOCTH 3TOT0 B3aUMOJICHCTBHSA U NIPECTaBIsACT COOOH IIar BIEpes B TOM,
qTO KacaeTcs obecrieueHns OOobIIei MPO3pavHOCTH U YKPEIUICHUS JOBEpHs MeXIy (apMareBTHIeCKOM
MPOMBIIIJICHHOCTRI0 U MEAMLUMHCKMMHU cooOmectBamu Bo Beeil EBpome. Komeke packpeitusi EFPIA,
npuHATHI 24 utoHs 2013 1., TpeOyeT OT KaKA0i KOMIaHUU-yYaCTHUKA JOKYMEHTUPOBAHHS U PACKPBITUS
[Tepenau Llennocteit (ToV), OCyIIECTRISIEMBIX €H IPSMO HITH KOCBEHHO B 1MOJIB3Y moxydaterns — HCP ummn
HCO.

B Poccun Ipsen Bxoaut B Acconnanuio MeKAyHapOaHbIX (papmaleBTHUECKHX npeacTaButenci (AIPM),
KoTopasi B cBoio odepens siBisiercss wieHoM EFPIA. C tpeboBanusmu AIPM OTHOCHTETHHO PaCKpPBITHS
MOKHO 03HaKOMUTHCS Ha opUIIManbHOM caiite: http://www.aipm.org/ethics/disclosure/

bynyan awnenom EFPIA, Ipsen npuszHaet, 4to:

» CosmecrHas padora HCP u apmarieBTHueckux opraHu3aliii H31aBHa BHOCHT ITOJIOKHUTEIbHBIN
BKJIaJl B YCOBEPLICHCTBOBAHUE MEIUIIMHCKOIO OOCIY)XUBaHHUS M IPOIpecc HHHOBAIL[MOHHOI
MEIUIIHBI.

» Takass coBMecTHas paboTa WrpaeT OONBIIYI0 POJb B HHPOPMHPOBAHHH (apMaIleBTHUCCKOM
WHAYCTPUHA O TOM, KaK YJIYYIIUTh MEIWIIMHCKOE OOCITYy)XKMBaHHE W CaM MpPOIECC JIEYCHUs, U
SIBIISIETCS] HEOTHEMIIEMOM YaCThIO YIIYHUIIEHHS Pe3yIbTaTOB JICUEHHs alMeHToB. [IpoxykTuBHOE
COTPYJIHUYECTBO Mexky (apmarieBTuaeckodi naayctpueii 1 HCP/HCO otBeuaroT mHTEpecam
MAalKEHTOB.

Takum o6pazom, B coorBeTcTBUM ¢ YcTaBoM EFPIA Ipsen o0s3yeTcs:

» C 30 urons 2016 roaa B 1eNSX 3alIMTHI MPO3PAYHOCTH ACATECIBHOCTH KOMIIAHUHM PACKPHIBATH B
npenenax EBponsl cBeieHUs 0 BbIIUIaTax, npousBoguMsix B aapec HCP u HCO, B cooTBeTcTBHM
¢ [IpunoxenneM 1 k Kogekcy Haanexamieit npaktiuku EFPIA.

> CO6J’IIO,Z[8.TI> MPUMCHUMBIC HOPMBI MCCTHOT'O 3aKOHOAATCIILCTBA JAXKE B CTpaHax, i€ 10IYyCTUMBIL
OTKJIOHCHU, HO JIMIIb B TEX IMpCCIaX, B KaKUX 3TO HCO6XOI[I/IMO JJIA C06J'IIOZ[CHI/I}I MECTHOI'O
3aKOHOAATCIbCTBA.

» Cob6monars npaBa HCP/HCO B COOTBETCTBHH C MECTHBIM 3aKOHOAATEIHCTBOM M HOPMaMH O
COTJIACMM Ha PAacKphITHEe HWH(POpPMAIMM B CIIy4asx, KOTJIa HWHIWBUIYaIbHOE PACKPBITHE C
yKa3aHHeM KOHKPETHOTO TMOJydYaTelis TpeOyeT CreuanbHOro coriacus. B cinydasx, Korja takoe
corilacieé He MOXET OBITh TIONY4eHO, COOTBETCTBYIOIIUE ToV OyayT pacKphIBaThCs B
arrperupoBaHHON GopMe.
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2 TEPMHMHOJIOI' U1

CraHmapTHBIC COKPAIICHUS WU TEPMHUHBI TIPUBEICHEI B TAOJHIIE HIDKE.

AIPM Association of International Pharmaceutical Manufacturers
Acconmanys MexayHapOAHBIX (apManeBTHUECKIX MPOU3BOINTEINCH
CRO Clinical Research Organization
Oprazu3zanyisi 1o KIMHAYECKUM HCCIICA0BaHHIM
EFPIA European Federation of Pharmaceutical Industries and Associations
EBponetickas enepanus ¢papMaeBTHUECKOH NPOMBIIUIEHHOCTH U aCCOUUANN
ESS Externally Sponsored Scientific Research
JIONOJTHUTENFHOE CIIOHCUPYEMOE UCCIIeIOBAHUE
GTM Global Transparency Manager
Menemkep no I'nobansnoii [IporpaMme packpeiTusi HHGOPMALUH
HCO Healthcare Organization(s)
Opraam3anusi(u) 3apaBooXpaHeHUs
HCP Healthcare Professional(s)
Cnenmanuct(bl) 30paBOOXpaHEHHS
LT™M Local Transparency Manager
MecTHBIH MEHeDKep 1o BorrpocaM [IporpaMMbl pacKphITHS HH)OPMAaLUU
PCO Professional Congress Organizer(s)
[Ipodeccuonanphbiii(e) opranu3aTop(bl) KOHTPECCOB
PO Patient Organization(s)
[TanmenTckasi(ve) opranu3anus(n)
POM Prescription-only medicines
JlekapcTBEHHBIE CPENICTBA, IPEAOCTABISIEMbIE TOJIBKO MO peuenty (Rx)
SOP Standard Operational Procedure
CrannapTHasi onepalMoHHas npoIeypa
ToV Transfers of Value
[epenaya(u) Lennocreit
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3 OBJIACTBb PACKPBITUS
3.1 Onpenesnenue
3.1.1 Onpeodenenue HCP

OOmmii mpuHIun Ipsen 3akirodaeTcs B TOM, YTO PACKPBITHE OCYIICCTBISETCS B OTHOIICHUH JTUIA-
KOHTpareHrta mno Joropopy. Ipsen noiaHoctrio cienyet tepmunonorud EFPIA.

Omnpenenenne EFPIA: «/lioboe @usuueckoe auyo, umerwee npogeccuro epaud, CmMoMamonoza,
Gapmayesma unu medcecmpul, a makdice moboe IUY0, KOMOpoe 8 npoyecce ceoell NPoPecCUOHATbHOU
O0esTmenbHOCIU MOJCEN BLINUCLIBAMb, NPUOOPEemamb, NOCMAGISAMb, PEKOMEHO08AMb UNU HA3HAYAMb
Gapmayesmuueckue nPOOYKmyl, Ubsi NEPEUUHAS NPAKMUKA, OCHOBHOE MECHO 8e0eHUsl 0eamelbHOCMU UlU
fopuouyeckutl aopec naxooumcs 8 Espone. Bo uzbescanue comuenuti onpedenernue HCP sxnrouaem 6 ceos:
moboe  QONNCHOCMHOe — JUYo Ul  COMPYOHUKA — 20CYOAPCMGEHHOU UMU  UHOU  Op2anu3ayuu
(cocydapcmeenno2o unu  YACMHO20 CEKMopa), KOMOpoe MOMCem GulNUCbIeamb, NpUOOpemams,
NOCMABNAMy UIU HA3HAYAMb papmayedmuyeckue npooyKmul, a maxaice 1106020 compyonuxa Komnanuu-
YjleHd, OCHOBHOU POO 3aHAMULL KOmMopo2o 3axmoyaemcs ¢ npakmuxke HCP, Ho 3a uckiouenuem npoyux
compyonurxos Komnanuu-uiena, a maxdce ONmMoGuIX HPoOAsyo8 Uiu OUCHMpudbIOMOPO8 NPOOYKYUU
MEOUYUHCKO20 HAZHAYEHUSLY.

Omnpenenenue AIPM: «Bpauu u Opyeue meduyunckue pabomuuxu, pyKOBOOUMEU MeOUYUHCKUX
opeanuzayuil, gapmayeemuieckue pabOmMHUKY, GKIIOUAL NPOGU3OPOE U hapmayesmos, pyKogooumenu
ANMEYHBIX Op2aHu3ayuli U opyaue Cneyuanucmel, HpeoMemom HnpodhecCUoHAIbHOU OeamelbHOCmU
KOMOPYIX AGIAIOMCA papmayesdmuyeckue npooyKmsl U KOmopuvle 8 npoyecce coeli npogecCcUuoHaIbHOU
OdessmenbHOCMU UMEIOM NPAs0 HA3HAYAMb, PEKOMEHO08AMb, NPUOOPEMAamyb, OMNYCKAMb UlU NPUMEHSNb
Gapmayesmuueckue nPOOYKMmbl».

3.1.2 Onpeoenenue HCO

Omnpenenenne EFPIA: «J/loboe wpuduueckoe auyo, aersioweecs HCO, meduyunckoi umu HayyHOU
accoyuayueli unu opeanuzayuell (He3a8UCUMo Om ee OPeaHU3AYUOHHO-NPABOBON QOpPMbL), MAKOU KaAK
OonbHUYA, KIUHUKA, (POHO, YHUSEPCUMEm UL UHOe YYebHoe 3a8edeHue Uil HayiHoe oouecmeo (Kpome
PO, na xomopwie pacnpocmpansemcs Kooexc EFPIA PO), wopuduueckuii aopec uiu 0CHO8HOe MeCmO
6e0eHUsl 0essMenbHOCIU Komopulx Haxooumcs 6 Egpone uiu yepes xomopuvle ooun uau donee HCP
OKA3bI8AIOM C80U YCTY2UN.

Omnpenenenue AIPM: «/lioboe ropuouueckoe 1uyo, 8He 3a8UCUMOCHIU OM €20 OPSAHUZAYUOHHO-NPABOBOLL
¢opmbl, unHOuBUOyanvbHBle npeonpuHuMamenu, (i) sAeIAOWUECs OpeaHuzayuel Ul - accoyuayuei
30pPasoOOXpanenus, Uil MeOUYUHCKoU, apmayesmuiecKoll, HAYYHOU opzanuzayuei ui accoyuayuet,
Hanpumep, OONbHUYA, KIUHUKA, OHO, YHUSepcumem uiu uxvle yuebnvle 3asedenus (kpome PO), mecmo
HAXO0JCOeHUs UMY OCHOBHOE MEeCmo OesimeabHOCU KOMOPbIX Haxooumcs 6 npedenax Poccuiickou
Deodepayuu, unu (ii) Komopwvie 0KA3LIBAIOM YCIY2U NOCPedCcm8om 00Ho2o uiu boree HCPy.

W3 obnmactu packpbiTus uckimoueHsl BoimiaTel CRO. OgHako packpeiBaiorcs ToV B moaszy HCP/HCO
yepe3 CRO B npenenax ToV.

3.1.3 Onpeoenenue Iepedauu lennocmeii (ToV)
Ipsen pacKphIBaeT Kak MpsAMbIE, TAK U KOCBeHHbIE TUIbl ToV, onpenenennbie Kogekcom.

> TIpsamsbie ToV: miatexu, KOTOpbie [psen ocymecTBIsET HAMPSMYIO B MOJIb3Y MOTy4aTeIs.
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» Koceennbie ToV: miatexu, KOTOpbIe TpeThe MHLO (Hanpumep, noapsaunku, CRO, areHTsl,
napTHepsl, adQUIMPOBAHHKIC JIUIA, B TOM YHcie (OHIBI) MPOU3BOIAT OT MMEHHU Ipsen B
MOJTB3Y TOTyYaTells, KOT Ia MoJTydaTesib ToV MoXeT uneHTuGuImpoats KoMmmnanuto — uieHa
EFPIA.

Ecnu ToV ocymecTsisieTcs depes TPeThio CTOPOHY, C TPETHUMH CTOPOHAMH 3aKIIOYAIOTCSI HEOOXOIUMBIC
JIOTOBOPCHHOCTH B IIENAX OOCCICUCHHUS BBIMOJHEHUS 0053aTeNbCTB. Takue TPEeTbU CTOPOHEI,
peAcTaBsIronye Ipsen wim AeHCTBYIONME OT UMEHH Ipsen, MpeaocTaBiIsIOT Ipsen moapoOHEBIN OTYET O
ToV B otHomennu HCP u HCO.

3.2 Oobsa3amenvcmeo packpvimus ungopmayuu u npumenumocms Kooexca

Ipsen o0s3yercst coOuparh HH(OPMAIMIO, pacKpbiBaTh M myOsMkoBaTh Bce ToV B aapec HCP/HCO,
CBSI3aHHBIC C PEICTITYPHBIMHE TIperiapaTaMu Kak npeaycmorperno Komekcom.

Omnpenenenne EFPIA: «/cknouenus uz packpoimus. besz oepanuuenus ToV, komopuie... (ii) He ykazanvl
8 Paszoene 23.05 nacmosiwyeti cmamou, maxue kax IIpooyxkyus meOuyuHcKo2o HasHavenus (pecyiupyemcs
Cmamveti 17), numanue (pecynupyemcs Cmamveti 10, 6 uacmnocmu Pazoerom 10.05), Meouyunckoe
obpaszyvl (pecynupyemcs Cmamoveti 19); umu (iii) 6xodsm 6 cocmas OObIYHBIX 3AKYNOK U NPOOAIC
Meouyuncxux npenapamos c¢ yuacmuem Komnanuu — unena u HCP (nanpumep, papmayeema) unu HCO
He nonaoaiom 6 061acmv 0053aMeabHO20 PACKPbIMUS, KAK Onucano gviiue 6 « Oouux 06s3amenbcmeaxy.

Omnpenenenne AIPM: «He nodaesicam packpvimuio ciiedylowjue nepedayu YeHHoCmell, OCyujecmeisiemvlie
8 coomeemcmeult ¢ oelicmeayrowum 3akonooamenbcmeom u Kooexcom naonescaweti npaxmuxu AIPM:

(i) nepeoauu yYeHHocmel, KOMOpble OMHOCAMCA UCKIIOYUMENTbHO K apmayesmuyeckum
npooyKmam, Omnyckaemvim 6e3 peyenma epava,

(ii) nepeoauu yewHocmel, He OMHOCAWUECS K YKA3aHHbIM 6 omeeme Ha e6onpoc 11
(0OunHaOYyams), maxKue Kax:

- uzoenus, nonesHvle 8 MEOUYUHCKOU NPAKMUKE,
- NUMaHue u HanumKu,
- 0bpasyvl papmayesmuyecKux RPoOyKmos, uiu

(ii1) nepeoauu yenHocmel, NPou3B0OUMbLE 8 PAMKAX 0ObIYHOU OesTMeNbHOCMU NO KYHIe-npooaice
Gapmayesmuueckux — NPOOYKMOG,  OCYWECMEISEMOU  MedxHcoy  papmayesmuyeckumu
xkomnanusamu u HCP uau HCO, coomeemcmeenno (Bonpoc 13, Bonpocel u omeemoi Kk pazoeny
VII Kooexca naonescaweti npaxkmuxu AIPM)».

3.3 Buow ToV
3.3.1 Hoscepmeosanun u cpanmol

Ipsen packpsiBaeT ToV, cBA3aHHBIE C TOKEPTBOBAHUSIMU U TpaHTaMu. ['panT wiu [loxxepTBOBaHME — 3TO
0e3BO3Me37HAsl BBIIUIATA TPETheMy JIMIly, NpUYEeM Takas BhIDIaTa OyJeT HampaBlcHa Ha
o0pa3oBaTe/ibHbIE, HAYYHbIE HJIH 0JIATOTBOPUTEIbHbIE LeJIH:

- OoOpa3zoBareqbHblii I'panT mnpencraBiaseT coOOW IEHEKHBIE CPEICTBA, MPEIOCTABIISIEMBIC
MEIULIMUHCKOM WJIM TAIMEHTCKOM OpraHu3alud A OCYIIECTBICHUS HE3aBUCUMOI
00pa30BaTeIbHON MPOTPAMMEI B 00JIACTH MEUIIMHEI, BBIIaYM CTUTICHINN, TPAHTOB, TPEMHUIA.
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-  Hayunsbiii I'panT npeacraBiseT co0ol (¢GUHAHCHUPOBaHHWE B aApec TPETbUX JIHI[ —
3apETUCTPUPOBAHHBIX UCCIEIOBATEIBCKUX OPraHU3alMii, KOTOPOE HE MoMnaaaeT Mol ONpeesicHue
WCCICAOBAHUM,  CIIOHCUPYEMBIX  KOMMAaHHWEH, WIM  HUCCICAOBAHUM,  CIIOHCHUPYEMBIX
HccnenoBarenem, B COOTBETCTBHU C MIOMUTUKOHN Ipsen 00 ucciieJOBaHUAX U pa3pabOTKax.

- IMoxepTBOBaHUWe TpeacTaBiIseT cO00i 0IaroTBOPUTENBHBIN B3HOC B O3y TPEThEH CTOPOHBI-
HEKOMMEpUYeCKOH  (OJaroTBOPUTEILHOW)  OpraHM3allid ¢ OJIATOTBOPUTENBHBIMA U
(UIAHTPOITMYECKUMH HAMEPEHUSIMH 0e3 KaKOW-Tn0O SIBHOW WIIM IMOJPa3yMeBaeMOW BBITOJIBI,
KpoMe Kak 100past BOJIs.

Omnpenenenne EFPIA: «Paszoen 12.01. [loxcepmeosanus u I paumot (6 ghopme OenedcHvlx cpedcms, 6
Hamypanvhou ¢hopme uau unvie) 6 aopec HCO u/unu PO paspewenst, monvko eciu (i) onu co8epuaiomcest
C Yenvio Noo0epIicKU 30PABOOXPAHEHUs], HAYYHBIX UCCIe008aHUull uau obpazosanus, (ii) OHU
3A00KYMEHMUPOBAHLL U VUMeHbl dcepmeosamenem; u (iii) OHU He HANpasneHvl Ha Mo, UMooObl
CIMUMYIUPOBAMb PEKOMEHOAYUL U/ U HaZHaveHue, npuobpemenue, NOCMABKU, NPOOANCU UL NPUMEHEeHUe
onpedenennvix Meduyunckux npenapamosy.

Omnpenenenue AIPM: «Dapmayesmuueckue xomnanuu 6npage oCYWecmensims HOHNCEPMEOBAHUs.
HEKOMMEPYECKUM OP2AHU3AYUAM 8 00UeNONe3HbIX Yeasix. B mom yucie nojcepmeosanus OONYCKAOmcs 6
hopme 06pazosamenbHbixX 2pAHmMos, RPedOCMAasIAEeMbIX OJisL NOOOEPICKU MEOUYUHCKO20 00PA306aAHUs U
NPU3BAHHBIX 8 KOHEUHOM UMO2e NOBbICUMb KAYeCnE80 MeOUYUHCKOU NoMowu O nayuenmos (n. 6.1.1.
Kooexca naoneacaweii npaxmuxu AIPM)».

3.3.2 Ilokpwimue pacxooos, cA3aHHBIX C NPOGEOECHUEM MEPORPUAMUILL

B cootBerctBuu ¢ TpeboBanuamu Kopekca Ipsen packpeiBaet ToV, cBs3aHHBIE C MEPONPHUITUSIMH, HA
MHAVBHUyaJIEHOM ypOBHE, T.€. Ha ypoBHe HCP nnu HCO.

ToV, packpbiBaeMble B JAHHOM pasjielie, OTHOCATCS K MEpPOIPHUATHUSIM, OPraHU30BaHHbIM TpeTbeit
Croponoit, min k OTaenpHBIM MeporpusaTHsIM, OpraHu3yeMbIM [psen:

«MeponpusTtus Tpetbei! CTOPOHED, OPraHU30BaHHBIC HE3aBUCUMOW TPEThEH CTOPOHOM, Takoi
Kak akagemMudeckoe obOmiectBo, accoruanusas HCP u 1.1 Ilpumep Meponpusatus Tperseit
CTOpOHBI: MEXIYHAPOIHBIA HAYIHBIH KOHTPECC.

Cnoncopcteo HCP: Ipsen moxer cnoncupoBath HCP B mnaHe mnocemieHus HMHU
KOHT'PECCOB MJIM MEPOTIPUSITHN B TENAX MOBBIIICHUS UX MEJUIUHCKON M /MM HAaydYHOH
KBaJTM(DUKAIINY, a TAKXKE MTOTy9IEeHUS 3HAHWIH 00 NCTIOJIh30BAHHUH JICKAPCTBEHHBIX CPEJICTB.

B naHHOM KOHTEKCTE CIOHCOPCTBO PACHpOCTPAHSETCS Ha PETUCTPALUIO JUIsl ydacTHs B
KOHTpecce, mpoes, pasMenienne u nurtanne. HCP He momydaeT HUKaKOW KOMITEHCAITUH,
T.K. HE OKa3bIBaeT HUKakuX ycuyr (CMm. kateropui 1. u 3. HUXe).

CnoncopcrBo Konrpecca: Ipsen MOXeT Takke CIIOHCHpPOBAaTb MEPONPHUATHE TpPEThEei
CTOPOHHI (HampuMep, KOHIPEcc), B OOMEH Ha TaKWe YCIYTH KaK MECTO Ha CATCIUTMTHOM
cumnosuyme Ipsen (oO6pazoBaTenpHas AesATENbHOCTb, HE3aBIHCUMO OpraHu3yemMas Ipsen u
BeIyIIasicss B paMKaxX KOHTpecca, MOmyck coTpyauukoB Ha Konrpecc) mmm creHn (Cwm.
Kareropuio 2 Himwke). ToV, cBs3aHHBIE CO CIIOHCOPCTBOM, Bceraa anapecoBansl HCO u
packpsiBatorcs kak ToV B moaszy HCO.

[lepenaua nenHocTeil ocymecteusercs Hampsamyilo HCO wnu opraHuzaTopy MEpONPUATHS WU HHOMY
TpeTbeMy Jnity, HazHaueHHoMy HCO, 11t TEXHHYECKOW OpraHu3aiy MEPOTIPUSATHSI.
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ITpu 3axiIt0YeHNHU CIIOHCOPCKOTO 10r0BOPA C TPETHUM JIULIOM, SIBJISIOLIMMCS TEXHUUECKUM OPraHU3aTOpOM
MEpONpPHSTHUS, 00s3aTebHBIM YcClIOBHEM Ipsen sBisieTcs moinydyeHHe WHQOPMAIMOHHOTO MNHChMa OT
Hay4yHOTO OpraHU3aTOpa MEPONPHUATHS, MOATBEPKIAIOIIEr0 Ha3HAYEHHUE UM TEXHUYECKOT0 OpraHu3aTopa,
a TaKkXe COJEpKalllero corjacue WM OTKa3 OT PAacKphITHA Ha MHAMBUAYyalbHOM ocHOBe. Ha ocHoBaHuu
JAHHBIX IOJIy4YE€HHbIX HH(POPMAIIMOHHBIX [IUCEM, a TAK)KE PYKOBOJACTBYACH TPEOOBAHUSAMU K PACKPBITHIO,
n3noxxeHHbIMU B Kogiekce Hamnexammen npaktuku AIPM, [psen mpoBoANT packpbITHE HA MHANBHUTYy ATbHON
ocHoBe ¢ ykazanueM HCO, eciu mocnenHss npenocTaBuia corjacue B nucbMe. B ocTanbpHbIX cityuasix
nepenava neHHocteil TakuM HCO packpeiBaeTcs arpernpoBaHHO.

«OtnenbHBIe MeponpusTus Ipseny. [IpeacTaBasioT coboit MeponpusTHs, UHUIIMUPOBaHHKIE [psen
B IENSAX TMPEAOCTaBICHUS WHGOPMAIMM O MEIUIIMHCKOW mponykmuu Ipsen, obnactu ee
MIPUMEHEHUS], BapHaHTaX JICYeHUS U T.J. WU B Ka4eCTBE OTBETAa HA 0OOCHOBAHHYIO OTPEOHOCTH
B Hay4HO# uH(popmMaruu. Ipsen MoxkeT okasbiBaTh rocrenpuuMctso HCP, koTopele y4acTByIOT B
TaKuX MEpOINpPUATUSAX. PacKpbITHIO OMJIEKAT 3aTpaThl HA JIOTUCTUKY, T.€. PACXOJbl HA MPOE3] U
MPOXXUBaHKE, HO HE PACXO/bI Ha apeHy KOH(PEPEHII-3aJI0B WU 000PY/I0BAHUS.

B o0oux cnmy4asix ypoBHH TOCTEIIPHUMCTBA OMPEACISFOTCS MECTHBIMH TNpaBuiamMu. B Poccum mamuTel
TOCTENPUMMCTBA YCTAHABIMBAIOTCS BHYTPSHHUMH JIOKYMEHTaMH Ipsen B COOTBETCTBUH C TPeOOBaHHUSIMH
Konekca mamiexameit npaktuku AIPM u [punoxenns 3 x Kogekcy Haanexamen nmpaktuku AIPM.

Paznen oruera «ITokpbITHE pacx00B, CBA3aHHBIX C TPOBEAECHUEM MEPOIIPUSATHI COCTOUT
u3 Tpex (3) KaTeropwii:

e PerucrpanuoHnsbie cOOpPHI: COOPHI 32 yUACTHE B MEPOIIPUATHSAX TPETHEH CTOPOHBI
BKJTFOYCHBI B TIporpamMmy crioncopctsa HCP.

e JloroBopsl cnoncopcersa ¢ HCO unu tpersumu cropoHamu (takumu kak PCO),
HazHaueHHbIMU HCO 11t opranusaiy MeponpusITHsl.

Ilpumepsl packpbiBaeMoii ToV: apeHjga cTeHIa, BpeMsi B IporpaMme Ha
cateJuIMTHOM cummosuyme (Mepomnpusitie, KoHTpoinupyemoe Ipsen Ha
MEPONPUATUH TPETHEN CTOPOHBI).

e [Ipoe3x n mpoxkuBanme, npenocrasisiemsle HCP kak yacts cioncopctBa HCP Ha
MepONpUATHAX TpeThbux CTOpPOH WU B cBsi3u ¢ ydactueM HCP B OtmenbHBIX
MeponpusaTusx Ipsen.

[Ipumepsr packpeitusi ToV: aBuaOHIETHI, KEJIC3HOAOPOKHBIC OWIETHI, TAKCH,
MIPOKUBAHHE.

MaccoBble TpyNIOBBIE TEPEBO3KH (HAampuMep, aBTOOYCOM WM TOE3/I0M),
OpraHM3yeMble AJI1 MEpONpPHUATHS, PACKPHIBAIOTCS B OTHOIIEHUH  Ka)XJ0ro
otnensHoro HCP, KoTopsIif MONIB3yeTCs MPOe3I0M U POKUBAHUEM.

CwM. monmpoOHbIe paBuiia pacyera B Yactu 4.4.

EFPIA: «Komnencayus pacxooos, ceazannvix ¢ Meponpusmusmu, vepez HCO unu mpemvux uy, 6Ka04as
cnoncopckyio noooepaicky yuacmus HCP 6 Meponpusamusix, 0019icHa packpviéamscsi 8 UHOUBUOYAIbHOM
nopsoke c¢ yxazanuem umenu Ionyyamens. Taxue pacxoovl mozym Ovlmb C8A3aHBL C PELUCIPUPOBAHHBIMU
83nocamu, cnoncopckumu doeogopamu ¢ HCO unu ¢ mpemvumu auyamu, nazuavennvimu HCO ¢ yenvio
opeanuzayuu Meponpuamus, a makdice ¢ npoe30oM U npodxcusanuem (8 npedenax, ykazanuoix 8 Cmamoe
10 Kooexca EFPIA HCP). C 30 utons 2016 200a komnanuu packpwieaiom nepedaiu YeHHocmel 6 aopec
HCP, maxue xakx conopapvl 3a KOHCYIbMUposanue U yuacmue 6 dKCNEPMHbIX COBEmax, 2OHOPApbl 3d
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BLICIYNIEHUSL U CHOHCOPCKYIO NOOOEPIICKY YHaACmusi 80 6Cmpeyax. Imom pesomoyuOHHbIIL Wde 8 pa3eumuu
omuoweHul medcoy ompacivro u HCP cman pesynomamom mpebosanui EFPIA 6 omuowenuu
packpoimus (EFPIA FAQ Bonpoc 3)».

AIPM: «Eciu unoe npsmo ne npedycmompeno nacmoswum Koodexcom, ungopmayus no kasicoou
nepeoaue yeHHocmell O0INCHA PACKPLIBAMbCS HA UHOUBUOYATbHOU OCHOBE, NPU YCILO8UU CODTI0OEH UL HOPM
Oelicmeywe20 3aKOH00ameIbCmea 0 3auume NePCoHAIbHbIX 0anubix (n. 7.3.1. Kodexca naonexcawei
npaxmuxu AIPM)».

3.3.3 Tonopapul 3a okazanue yciyz u KOHCYIbmuposanue

Ipsen moxer 3akimrountsh KOHTpakT ¢ HCP mnu HCO B 0OMeH Ha ycnmyrd, oKa3bIBa€MbIe CO CTOPOHBI
HCP/HCO u ocHOBaHHBIE Ha Hay4YHON MEIMIIMHCKON SKCIEPTH3€, 3HAHMSIX M OIbBITE B KOHKPETHOU
obsactu Tepanuu. Ipsen opopmisier koutpakTHbie otHomeHHS ¢ HCP miam HCO Tonbko mpu Hanmuduu
000CHOBaHHOW [1€JIOBOM WM HAy4YHOH MOTPeOHOCTH, IUIsl YIOBICTBOPEHHS KOTOPOH HE XBaTaeT
BHYTPEHHUX WM APYTUX AOCTYITHBIX pecypcoB. OKa3bIBAIOTCS TaKue YCIYTH KaK aHAJTUTHYECKUE OICHKH,
MPE3eHTAlWHN WM IPOYNe KOHCAITHHTOBBIE YCIIYTH.

V4acTue B KOHCAJITHUHIOBBIX COTJIAIICHUSIX Tpe6yeT BPCMCHU U HaJIMYUA OIIbITA Yy HCP, IIOMHMO HX
OCHOBHOH IMPAKTHUKH. Taxum o6pa30M, MNpEACTABIIACTCA YMCCTHBIM OIVIAYMBATh UM HUX BPCMs, a TAKIKE
KOMIICHCHUPOBATH paCcXobl, TAKUEC KaK IIPOC3I. BO3Hana)K,Z[CHI/Ie JOJIXKHO OBITH IIponrcaHo B IMCbMECHHOM
CorjiamcHuu, OBITH CTpOro CBA3aHO M MNPONMOPHHUOHAIBHO OKa3bIBACMBIM YCJIyraM, COOTBCTCTBOBATH
pa3yMH0171 pI:IHO‘lHOfI CTOUMOCTH, a TaKXKC€ COOTBCTCTBYHIOIIUM KO,Z[CKCS.M Hazmexcalueﬁ IMPAKTUKH,
npaBujiaM 1 3aKOHaM.

B narnoM paszzerne Ipsen packphIBacT yCIyTH Ha HHIWBHIyIBHOM YPOBHE, T.¢. Ha ypoBHe HCP nm HCO,
TOHOPApHI M CBSI3aHHBIE 3aTPATHI, B IBYX OTIEIBHBIX KaTeropusx ToV:

1 I'onopapwi: TOHOpapbI 3a YCIIyTH, OKa3bIBacMbIC HCP/HCO
[Ipumepsr: ToHOpapel 3a BeIcTyIUIeHHE (BBIcTyIUieHHe HCP  («/lokmamumk») Ha
coOpaHuN), IIATSIKN 32 AaHATUTHICCKUE 3aKITFOUCHUS, TIPEOCTABICHHBIC DKCIIEPTHRIM
CoBeToM!, ImIaTexu 3a KOHCYJIbTAMOHHEIE YCIIYTH.

2 Casi3annble pacxoabl: [Ipyu Hanmun 1oroBopa 00 OKa3aHUM YCIIyT MOTYT UMETh MECTO
JIPYTHE PacXoJlbl, HE SBISIONIMECS YacThI0 TOHOPAPOB, HO CBSI3aHHBIC C OKa3aHUEM
naHHo# ycnyru u komnencupyembie HCP/HCO. Takue ToV packpeiBaloTCs B JaHHOM
KaTeroOpuH.

[Ipumepsl: aBHaOUIICTHI.

EFPIA: «ToV, npouzgeedennvie na ocHoge unu 6 cesa3u ¢ 002080pamu mexcdy Komnanusmu — uieHamu u
HCO, 6 coomeemcmesuu ¢ xomopuvimu maxue HCO oxaswisaiom xaxue-mubo ycayeu Komnanusm — uienam,
unu 1obvle uHvle BUOLL PUHAHCUPOBAHUS, He gouteduiue 8 npedvidywue kamezopuu. Ionopapwvt u ToV,

1 DkcnepTHblii CoBeT mpeacTaBiseT co0OW TpyIITy MPUTIANICHHBIX JKCIIEPTOB, CO3BAHHYIO KOMITAHMEH IS
noJydeHus: MpoecCHOHANBHON KOHCYJIBTAlMM W PAacCMaTPUBAION[YI0 KOHKPETHBIH BOIPOC, Ui paspellieHHs
KOTOpPOI'0 KOMIIAHWH HE XBATaeT omnbiTa 1 3HaHWi. COBEeTHUKAMU (IKCIIEPTAMU B CBOMX OOJIACTSIX) MOTYT BBICTYIATh
cneuuanuctsl 3apaBooxpanerust (HCP), crioHCOpbI, MAIMEHThI, TPEACTABUTENN MALUSHTCKUX aCCOLHAIIU, DKCTIEPTHI
MAlKUEHTOB U CHENUATUCTHI, He oTHOCsIuecst K HCP, Hampumep, CenUaaicThl M0 BEIXO/Y Ha PBIHOK.

OkcneptHbie COBETHI, 3aHUMAOIIUECS BOMPOCAMU HAYKH U / WIH 3[PABOOXPAHCHMUS, TOMOTAIOT HAM JIyYIIe MOHSATh
OKPY)KaIOUIYI0 Cpely, TEepaleBTUYECKHE OO0JAcTH, NAaHHBIC W IPUMCHCHHC MNPOJYKIMH, YTBEPXKICHHOW WIN
HAXOJAIICHCS B CTAIMK Pa3pab0TKH, a TAKIKE HACYIIHBIC MOTPECOHOCTH B MEIUIIMHCKOM MTOMOIIIH.
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cesi3anHble ¢ UB0EPIHCKAMU,  VCMAHOBNIEHHbIMU 8  HUCLMEHHBIX —002080pax HA  NpogedeHue
coomeemcmayowux Meponpusimuii, 0yoym packpvlmsl KaKk 08e 0moeibHble CYMMbLY.

AIPM: «llepedauu yennocmeu no 002080pam UAU  C8A3AHHBIE C  002080PAMU  MENCOY
gapmayesmuueckumu komnanusimu u HCO, 6 coomeemcmeuu ¢ yenogusmu komopvix HCO oxazvigarom
PaznuyHble UObL YCIye 6 NOAb3Y (PapMayesmuyecKol KOMRAHUY, WU NpoylUe eUobl PUHAHCUPOBAHUSL, HE
omHocAwUeCs K BbIUEYKA3AHHBIM Kamezopusam. Tlnamedcu 3a oxazanue yciye u KOHCYTbMUPOSAHUe ¢
OOHOU CMOPOHbL, U NEPEOAYU YEHHOCHE, OMHOCAWUECS K PACX00AM, CO2IACOBAHHBIM 8 COOMEEMCEUN C
002080pOM 6 NUCbMEHHOU popme, pe2yaupyiowum CoOMEEMCmaEYIowy0 0essmelbHOCHb, ¢ O0pYeoll
CMOPOHDBL, O0JICHBL PACKPLIBAMbCS 08YMsl omoeabHblmu cymmamu (n. 7.3.2. Kodexca uaonescawei
npaxkmuku AIPM)».

3.3.4 Hccneoosanusn u paspabomxu
Ipsen packpriBaeT ToV B agpec HCP wimm HCO, cBsi3aHHBIE C INITAHUPOBAHUEM HITH TIPOBEICHUEM:
O HEKJIMHUYECKUX UCCIIEAOBaHUI
O KJIMHUYECKUX UCCIIEIOBaHUN

O HEWHTEPBEHIMOHHBIX HCCIIEIOBAHHI, KOTOPHIE IO CBOCH MPHUPOJIc OPUCHTHPOBAHBI Ha OyayIlee U
BKITIOYAIOT B ce0s1 cOOp JaHHBIX O MAIMEHTaX OT HUX JIMYHO, OT X JINIA MW OT JIUIIA TPYIII U
ot HCP KOHKpETHO 711 3TOTO UCCIICIOBAHMUS.

OmnpeneneHus:

Hexnunuuyeckue ucciaenoBanusi (Mcmounux: Ilpunyunvl naonexcaweil 1abopamopHol NpaxKmuku
Opeanuzayuu IKOHOMUYECK020 compyOHuuecmaa u pazeumus): HexImHmYecKre uccieqoBanus B cdepe
3PaBOOXPAHECHUS U OE30MACHOCTH, 1AJIEe UMEHYEMBIC TIPOCTO UCCIICIOBAHUS, 03HAYAIOT IKCIICPUMEHT
WIK TPYNIy D3KCIEPUMEHTOB, B KOTOPBIX «HCCIICOBAaHWE» O3HAYACT OSKCICPUMEHT WIH CEpPHUI0
HKCIEPUMEHTOB, B KOTOPBIX TPEJAMET TECTUPOBAHUS HCCIEAYETCS B JIAOOPATOPHBIX YCIOBHSAX WIH B
YCIIOBHSAX OKPYXKAOMIEeH cpejibl B IENIX TONYyYEHHs JaHHBIX O €r0 CBOWCTBaX W /WM 0E30TaCHOCTH, C
MOCJETYIONIAM NPEICTABICHHEM B COOTBETCTBYIONIHE PETYIISTOPHBIC OPTaHbI.

Kaununuyeckue uccaenoBanus (Mcmounux: Ilpunyunvl naonesxcaweti rabopamoproi npaxmuxu OICP):
Jlroboe nccrnenoBanue Ha JIOAAX C LENbIO BBIIBUTD WM IPOBEPUTH KIMHUYECKHE, (PAPMaKOIOTHIECKUE U
/unu mpoune (apmako-guHaMUUecKue 3(hdeKTs ogHOW WK 0oJiee HCCIEAyeMoro (GapMaleBTHIECKOro
NpOAyKTa ¥ /WM BBIIBUTH JIIOOble MOOOYHBIC pEaKIMM Ha OAWH WIM Oojee HccieayeMble
(apManieBTHUeCKHe MPOAYKTHI, U /MM U3Y4UTh MpoIecchl abcopOuunu, pacnpeaeacHus, MeTaboau3mMa u
BBIJICJICHUS] OTHOTO WM OOJiee MCCIelyeMbIX (apMaleBTHUECKUX MPOIYKTOB C LIENbI0 YOSAUTHCS B MX
6e3onacHocTH U 3QPEeKTUBHOCTH.

HennTepBeHuuoHHble uccaenoBanus (Mcemounux: Hpunyunel naonexcaweii 1a00pamopHou npakmuxu
OOCP): UccnenoBanusi, Ipy KOTOPHIX (hapMalieBTUIECKHE TPOAYKThI BHITUCHIBAIOTCS OOBIYHBIM 00pa3oM
COTJIACHO YCIIOBHSIM PETHCTPAIHOHHOTO YA0CTOBepeHHs. Ha3HaueHne manueHTy KOHKPETHOM Teparuu He
OTIPENICTISIOTCS 3apaHee MPOTOKOJIOM HCCIICIOBAHMIA, a OTHOCUTCS K TEKYIICH MpPaKTHKE, W TPOIEeCC
BBINIMCHIBAHUS JICKAPCTBEHHBIX CPEJCTB YETKO OTIEICHO OT pPEIICHUS O BKIIOUCHUM TallMeHTa B
uccnenoBanre. K nanyueHTam He MPUMEHSIOTCS MEPBI IOTIOJIHUTEIBHON TUArHOCTHKH MM MOHUTOPHHTA,
a SMUIEMHUOJIOTUIECKUE METO bl IIPUMEHSIOTCS JIJIsl aHAJIN3a TIOTYYCHHBIX JTaHHbIX.
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[Ipumepsl, CBsI3aHHBIE C UCCIENOBATEILCKON AeATENbHOCTRI0O U TOV, onmuckiBacMble B JaHHOM pasiese
(ecmu  cBsA3aHHOE WCclenoBaHWe ToaxoauT mox onpenenenue EFPIA o0 wucciegoBatenbekoit
JIeATEIIbHOCTH ):

- Cornamenne o CoTpyTHHYECTBE

- Cornamenne o Knuangyeckom MccnenoBanuu

- Koncantunrosoe Cornamenne — Cornamenue 06 Okazanuu Y ciayr
- Cornamenue ¢ JloknaguukoM

- OkcneptHsbiil CoBer

- Bcrpeua c uccnenosarenem

- BcnomoratensHble yCIyrH 1o yXoay 3a OOJbHBIMU

- T'onopapsl Komutera no Otuke

EFPIA: «Buiniamel Ha ucciedosanus u pazpabomxu packpulearomces 8 aeepecuposannom euoe. s yenei
PAcKpblmus ama OesmenvbHocmb onpeodeisiemcs kax nepedaua yennocmeti HCP unu HCO 6 csa3u ¢
NIAHUPOBAHUEM UTU NPOBEOCHUEM.!

O  HeKIUHUYeCKux ucciedosanuil (6 coomgemcmeuu ¢ Ilpunyunamu naonesxcawei 1a60pamopHol
npaxkmuku O3CP);

O KIuHUweckux uccredosanuil (6 coomsemcemeuu ¢ Jupexmusoti 2001/20/EC) unu

o Heunmepsenyuonnvix ucciredosanuil (NIS), xomopwvie no ceoeil npupode opueHmuposansvl HA
0yOyuee u 8KIOYAIOM 8 cebst cOOp OAHHBIX 0 NAYUESHMAX OM HUX TUYHO, OM UX JUYd U Om Iuya
epynn unu om HCP xonxpemno ons s3moeo uccneoosanusi (Pazoen 18.01 Kooexca EFPIA).

Iepedauu yennocmei, ceszannvle ¢ NIS u ne exooswue @ onpedenenue nepeday YeHHOCMeEN 8 C653U C
uccredosanuimu u paspabomxamu 6 coomgemcmeuu ¢ Koodexcom pacxkpvimus EFPIA, oonicHvl 6vimb
PACKpbIMblL 8 UHOUBUOYATLHOU (opme. [N ACHOCHU OesameibHOCMb, KOMopas He noonaoaem noo
onpeoeerue nepeoay YeHHOCmell 6 C6A3U C UCCAed08aHusIMuU U paspabomkamu, 6 mom yucie NIS,
KOmMopble NPoBOOSMCs He C Yeablo COXpAanums paspeulenue Ha 8ble00 8 060pom (8 coomeemcmsuu ¢
onpedenenuem «Knunuueckux uccredoganuily, Ilocmanoenenue 536/2014), 6yoym packpwimel 6
Kame2opuu «KOHCYIbIMUpPosanue / RAameincu 3a yCuyeuy.

AIPM: «llepedaua yennocmeli 6 c643u ¢ NPOBEOCHUEM UCCACO08AHUN U PA3PADOMOK — MO nepeoayd
yennocmeii 6 nonw3y HCP wunu HCO, xomopas ceésasawa ¢ NIAHUpO8aHuem uiu npogederuem (i)
OOKTUHUYECKUX UCCre008aHnut, (il) KIuHuweckux ucciedosanuii uau (iii) nocmpecucmpayuonHbIX
Hab00amenbHbIX (HEeUHMEPBEHYUOHHBIX) UCCIe008AHUL, KOMOpble AGNAIOMCA HPOCNEKMUBHLIMU 1O
cB0eMYy XApakmepy U ce:3amvl co cOOPOM OanHbIX 0 nayuenmax, noayiaemvix om HCP uiu om e2o umenu,
uru om epynnel HCP unu om ux umenu, cneyuanvho Oas yereu UCCIe008aHUSA, BKNIOYAs, HO He
oepanuyusasco, nepedauu yeunocmett HCO no 0ocoeopam o nposedenuu KIUHUYECK020 UCCAe008AHU,
sKIO4as npogedenue 1ad0pamopHbIX U UHCIHPYMEHMATbHBIX uccaedosanutl, eosnazpadxcoenus HCP,
ABAAIOUEMYCSL MEOUYUHCKUM PAOOMHUKOM, 8 C8:3U C OCYUeCMBNIeHUeM Nedazoesudeckol u (i) HayuHou
OessmebHOCUY, a MaKdce 0esmenbHOCMU N0 002080pAM NpU NPOGeOeHUU KIUHUYECKUX UCCe008aHUL
(Bonpoc 30, Bonpocet u omgemul k pazdeny VII Kooexca naonexcaweti npaxmuxu AIPM)».
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«llepedauu yennocmeii 6 cea3u ¢ npogedenuem UCCre008aHull U paspabomox 3a Kaxicovll OmuemHulil
nepuod O0INHCHBL PACKPBIBAMbC KAXNCOOU (papmayesmuyeckoli komnauuei ¢ obwem eude. Pacxoowi,
cesi3anHble ¢ MEPONPUSIMUAMY, KOMOpble S6HO OMHOCAMCA K OeMenbHOCIU, CESA3AHHOU ¢
uccnedo8anuaMU, YKazauHvlMu 6 omeeme Ha gonpoc 30, makoice mocym Obimb GKIIOUEHbL 8 0OOUYI0 CYMMY
6 pamxax obwe2o packpvimus ungopmayuu 8 kamezopuu «llepedauu yennocmeti 6 cés3u ¢ nposedeHuem
uccneoosanuii u papabomox (Bonpoc 31, Bonpocer u omeemot Kk pazoeny VII Kodexca naonesxcawetl
npaxmuxu AIPM)».

Oco0bIe cryyan

1 BcnomoraTensHble YCAYTH, OKa3blBaeéMble B OONBHHUIAX (T.€. OOJNBHUYHBIE YCIYTH,
OKa3bIBACMbIC HEMEIUIIMHCKUM TMEPCOHAIOM), MOTYT OBITh CBSI3aHBI C MEIUIIMHCKHM
o0CITy)KMBaHHEM, MPEIOCTABISCMBIM BO BpeMsl HCCICIOBAaHUS, MM MOTYT OBITH HE
CBsI3aHBI C MaFeHTaMu (Harp. GopMHUpOBaHHE AHHKIX ). [TocnenHee 4acTo oTaaeTcs Ha
AyTCOPCUHT  CIIENHMANTM3UPOBAHHBIM OpraHM3aluiAM. BcrmomoraTenbHble  YCITYTH,
HETIOCPEACTBEHHO CBS3aHHBIE C MEAMLMHCKMM OOCIYy>KMBaHHEM B Tpolecce
uccienoBannsd, noxmnanaioT mnon Komgekc u, TakuM 00pa3oM, pacKphIBalOTCS Ha
arperupoBaHHOM OocHOBe. BeromorarenbHble yCIyTH, HE CBSI3aHHBIE HEMIOCPEICTBEHHO
C MEIUIMHCKUM OOCITYy’)KMBaHHUEM B TIPOIIECCE HCCICIOBAHUS, PACIECHUBAIOTCS Kak
MapTHEPCKUE TPAH3AKIUH, HA KOTOPhIC HE PACIIPOCTPAHSIIOTCS TPEOOBAHUS PACKPHITHS,
nponucansele B Kogekce.

2 Koceennbie Boimiatel yepe3 CRO: kak omucaHo B myHkTe 3.1.2 (a), kimHUYeCKas
HCCIIe0BaTEIbCKAs OpraHu3aIns HE pacrieHuBaeTCs KaK HCO.
Taxum o6pa3oM, ToHOpapsl, BeimaunBaemble CRO 3a yciyru, okaseiBaeMble UMH Ipsen,
HE BKJTIOUCHBI B 00beM PacKpHITHSI.
Tem me menee, kocBeHHble ToV uepe3 CRO, kKOHEYHBIMH TOTydYaTEIIMH KOTOPBIX
spisitorcs HCP/HCO, packpeiBatotess B pasaene «MccienoBaHus U pa3pabOTKm».
Kontpaktet ¢ CRO ObuM amanTHpoBaHBl TakuM 00pa3oM, 4YTOOBI BKIIIOYHTH
TIOJIOXKEHUs, CBsi3aHHBIE ¢ oOs3aTenbcTBOM CRO mpemocraBisats Ipsen momoOHYyIO
nHpopmanuio o kocBeHHbIX ToV B mons3y HCP/HCO.

3.4 ToV, ne eomeouiue 6 packpovimue

OOmui npuHimn Ipsen 3akmrodaercs B abcomotHoM cooimoaeHun npasumit EFPIA B otHomenuun ToV, He
BXO/JISIINX B IIEPEUCHb.

Kak yxazano B Yactu 3.3.2, ypoBeHb TOCTEIPUUMCTBA OIPEIEISAIOTCS MECTHBIMHU IpaBmiaMu. B Poccun
JUMUTBl TOCTEIIPUUMCTBA YCTaHABIMBAIOTCS BHYTPEHHMMH [IOKyMEHTaMHU Ipsen B COOTBETCTBUHU C
TpeboBanusamu Konekca maminexameidr npaktuku AIPM u [pmnoxenus 3 x Komekcy Hammexaren
npaktuku AIPM.

EFPIA: «be3 oepanuuenus ToV, komopuie... (ii) ne ykasanwt 6 Pazodene 23.05 nacmosweil cmamou, maxue
kax Ilpoodyxkyus meduyunckoeo HasHaveunus (peeyaupyemcsi Cmamveu 17), numanue (pecynupyemcs
Cmamueii 10, 6 uacmuocmu Pazoenom 10.05), Meouyunckoe obpasyut (pecyrupyemes Cmamoeii 19); unu
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(iii) 6xo0sam 6 cocmas 0ObIYHBIX 3aKYNOK U NPodadic Meduyunckux npenapamos ¢ yuacmuem Komnanuu —
ynena u HCP (nanpumep, papmayeema) unu HCO ne nonadarom 6 obracme 0653amenbHo20 packpulmus,
Kak onucano eviuie 8 «Oouux 06s3amenbCmeaxy.

Iumanue u Hanumxku He PACKPHIBAIOMCS, OOHAKO 6 KANCOOU CMPAHEe NPUMEHSIOMCS  TUMUMbL,
o2panuyusarOwue 20CMenpuuUMcmeo onpeoeiennvivu cymmamu. Kooexc ne mpebyem packpvléams:
Heoopo2cue npeoMenvl, OMHOCAWUECs K MeOUyuHe, UHGOPMAYUOHHbBIE U 00PA308aMeENbHbIE MAMEPUATYL,
aopecosanHbvle NayueHmam, oopasysl, U 0essmMeIbHOCMb, CEI3AHHYIO UCKTTIOYUMETBHO ¢ Oe3peyenmypHbiMu
npenapamamu (Bonpoc 7)».

AIPM: «He noonexcam packpoimuio ciredyrowue nepeoaisu YeHHOCmel, OoCyujecmensiemvie 6
coomeemcmauu ¢ deticmayowum 3axonooamenvcmeom u Kooexcom naonexcaweii npaxmuru AIPM:

(i) nepeoauu yYeHHocmel, KOMOpble OMHOCAMCA UCKIIOYUMETbHO K apmayesmuyeckum
npooyKmam, omnyckaemvim 6e3 peyenma epaua,

(ii) nepeoauu yewHocmel, He OMHOCAWUECS K YKA3aHHbIM 6 omeeme Ha e6onpoc 11
(0OunHaOYyams), maxKue Kax:

- uz0enusl, noue3nvle 8 MeOUYUHCKOU NPaKmuxKe,
- nUMaHue U HANUMKU,
- 0bpasyvl papmayesmuieckux npooyKmos, uiu

nepeoauu YyewHocmell, NPoOU3BOOUMbIE 6 PAMKAX ODLIYHOU OesAmerbHOCIU No  Kynje-npooajice
Gapmayesmuueckux npooyKkmos, 0cyuecmenaemon mexncoy apmayesmudeckumu xomnanuamu u HCP
unu HCO, coomsemcmeenno (Bonpoc 13, Bonpocer u omeemul x pazoeny VII Kodexca naonedxcawei
npaxmuxu AIPM)».

3.4.1 Ocobuvuit ciyuaii Nel: Mapkemunzosvie uccie008anus

MapkeTHHI0BOE HCCIIeI0OBaHNE TIPEJICTABIISET co00i mporiecc coopa u aHanmu3a HHQOpMAIIHHY, CBSI3aHHOM
C KOHKPETHBIM PBIHKOM, CHCTEMATHYeCKUM U OOBEKTHBHBIM oOpazoMm. llempio so0oro mpoekrta
MapKETUHTOBOTO MCCIICIOBAHMS SBISICTCS TOCTHXKEHHE OOJBIIETO MOHUMAaHUS B BOIIPOCE MCCIICIOBAHMS.
B OombmmHCTBE Cly4aeB MapKETHHIOBBIE HCCIICAOBAHUS TOKPBITHI KOHTPaKTaMH Mexay Ipsen u
CTOPOHHUMH HCIIOJIHUTEISIMA; B OTHOIICHWW JMYHOH WH(POPMAIMM PECTOHICHTOB WCIIONHUTEIEM
cobotaeTcst cTporas KOHPUACHITMATBHOCTE

B cootBetctBHu ¢ Konekcom EFPIA npu ToV, cBsi3aHHBIX ¢ MapKETUHTOBBIMU HCCIIEIOBAHUSAMH, MOTYT
MMETh MECTO TPU CUTYaLIUU:

e Ecnu umena pecnionaentoB-HCP neussecthbl, To ToV He packpriBaeTcs.

e Ecmu nmena HCP u3BectHsI, 1 X coriacue Ha packpeitue (cM. YacTts 4) 66110 moiydeHo, To ToV
pacKkpbIBaeTCsl Ha MHANBHYaJIbHOM YPOBHE;

e Ecmu nmena HCP u3BecTHBI, HO UX COTJIaCHE Ha pacKphITHE HEe ObLI0 monydeHo (otkaz HCP), To
ToV packpbiBaeTcsl B arperupOBaHHOM BUJIE.

EFPIA: «Eciu Komnanuu — uneny uzeéecmen(na) HCP/HCO, npunumaiowiee yuacmue 8 0esimeibHoCmu,
onpedeneHHoll Kax Mapkemunzosvie ucciedosanus, Komnanus — uien 00I)CHA pPACKpbleams Mo 6
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Kamezopuu «Fouopapbl 3a yciyeu u KOHCYIbmMUupoeanue». B maxux uckmouumenbhblx cayvasiax
oofcudaemc;z, umo Komnanusi — unen obecnewum coanacue Ha packpoimue I’lOCp@OCWl@OM doeoeopa».

Pazoen 15.04. Oepanuuennvle mapxkemuHzovle UCCIEO08AHUA, MAKUe KAK pazosvle menedhoHHble
UHMEPBLIO UNU ONPOCHUKU, HANPAsIsieMble N0 Noume, J1eKMpPOHHOU Noume, OHIAUH, He YUUMbIGAIONC 6
nacmoswen Cmamve 15, ecru HCP, unen HCO unu npeocmasumens PO ne npedocmasisiiom
KOHCYTbmMayuy Ha pe2yiapHoll ocHoge (6y0b mo o0was 4acmoma 360HKO8 UMW 4ACTHOMA 380HKOG,
OMHOCAUUXCS K OOHOMY U MOMY dice UCCTIe008AHUS), A BO3HAZPAICOCHUE SGTACCA MUHUMATLHBIM».

3.4.2  Ocobuvuit cayuaii Ne2: Bzaumooeiicmeus ¢ mpemvumu CmopoHamu

B Hekorophix cTpaHax Ipsen pabGoTtaet uepe3 mapTHEPOB U AUCTPUOBIOTOPOB. B manHOM KOHTEKCTE Ipsen
cumrtaet, uTo ecim [laptHep sBisercs wieHoM EFPIA wmm anenom mecTHOM accormaruu — wieHa EFPIA
B ctpane HCP/HCO, w/unu, eciu B cTpaHe, Ille BEAET CBOK IEATCIbHOCTh IlapTHep, OBLIO IPUHATO
3aKOHOJIATEIBCTBO O MPO3PAYHOCTH B3aMMOJACUCTBUN MEXIy (hapMalleBTUIeCKOH MPOMBIIUICHHOCTRIO H
HCP u HCO, 1o IlapTHep oTBedaeT 3a mokyMeHTHpoBaHue U packpeitne ToV HCP m HCO cormacHo
MECTHBIM HOpMaM IMOBEACHUS U B COOTBETCTBUHU C IPUMEHHMBIM MECTHBIM 3aKOHO/IATEIHCTBOM O 3aIIUTE
MEePCOHAIBHBIX TaHHBIX.

Ecan maptaep He sBisetcs wienoM EFPIA unu ecnu cTpana nmosydartenst HE sSIBISCTCS WICHOM MECTHOMH
accoruanuu EFPIA, Bo3MOXHBI 1Ba BapUaHTa:

e [lapTHep ocymiecTBISIET paCKPBITHE JOOPOBOJIHHO HITH TIOCPEACTBOM KOHTPAKTHBIX 0053aTEIbCTB:
Taxue ToV He BkiItoUaroTcsl B 0TYETHI [psen o IIpo3paunocty;

e [lapTHep He ocCyLIECTBISIET packpbiTue: Ipsen packpeiBaeT ToJbko ToV, CBsi3aHHBIE C
NEeSTENBbHOCTBIO, HAa KOoTopyto pacnpoctpanserca EFPIA, ot umenu Ipsen, u B ToM ciyuae, koraa
KOHEYHBIC TIOJy4aTeldW / 3aTpaThl M3BECTHHI Ipsen. B Takmx cmydasx mapTtHep o0s3yercs
coJielicTBOBaTh Ipsen B BBITOJIHEHUH €€ 00s13aTeNbeTB 1Mo Kogekcy mocpeacTBoM coopa Tpedyemoit
WHOPMALIUH U TTOJTyYeHHS COTJIacuid Ha 00paboTKy U packpsiTie cooTBeTcTBYIomuX ToV HCP n
HCO.

HaHHBIfI noaxon OT06pa)K€H B HHX(CHPHBCHCHHOﬁ AuarpamMmme.
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B3aumoaencreue ¢ TpeTbUMH CTOPOHAMM

Bunpl nesTensHOCTH, TepejaBacMbie TPETBUM CTOPOHAM / TApTHEPaM, BKITIOYAIOT
B ce0s1 mepenaun uennocreiit HCPAHCO, Ha koTopble pacnpocTpaHsieTcs
Konexc packpoitust EFPIA (CioHCOPCTBO, perucTpaIiioHHbIe COOPHI, OriaTa

yeyr)?

Her —

Ja

SIBnserca nu napTHEp HenmocpeACcTBeHHBIM wieHoM EFPIA?

o I J
Ja
SIBnsiercs v nmapTHEp wWieHoM MecTHoH accoruaiinn EFPIA B crpane HCP/HCO?

OCyIIEeCTBIISCT JIX TAPTHEP PACKPHITHE TOOPOBOIHHO WIIH B CHITY KOHTPAKTHBIX
00s13aTeNBCTB?

* Ja | & Her
Ipsen packpeiBaer Tonbko ToV, cBsi3aHHbIE C
JIeATeNbHOCTBIO, BeqylIelics OT MMeHH Ipsen, u
PackpeiTie mapTHEpOM eciy Ipsen U3BECTHBI KOHEUHBIE TTOTy4aTeH — Her packpsitust <«
IMapTHEp NOIDKEH IPEROCTAaBUTSH Ipsen
HOJPOOHYI0 HH(POPMALHIO

Ja
P

EFPIA: «Tpemou nuya oxazviearom noodepoicky Komnawusm — unenam MHOICECMBOM DPATUYHLIX
€cnocob08, umo oxasvieaem mo Uiy UHoe GIUsSHUE HA 8uUdbl dessmenvbHocmu, pecyaupyemvie Kodexcamu
EFPIA. Taxue Oeticmgusi O0JdCHbL 86X00UmMb 8 OMYEMHOCMb KaK KoceeHHble ToV 6 coomeemcmeuu c
mpebosanusimu Kooexca packpvimuss EFPIA. Kozcoa Komnanuu — uienvl oxaszwieaiom noooepiicky /
cnoncupyiom PCO, yuacmeyiowux 6 opeanusayuu HayyHvix Meponpusmuii, noopazymesaemcs, 4mo
Komnanuu — unenvt namepenst oxazvieame noddepoicky HCP/HCO «na paccmosHuu 8blmsHymou pyKuy.
Koceennvie ToV — amo nepedauu yennocmeti, npouzeedenHvle om umenu Komnanuu — unena 6 unmepecax
Honyuamens unu nepedauu yennocmeu uepes3 nocpeduuxa, npuvem Komnanus — unen snaem unu mosxcem
uoenmuguyuposamo HCO/HCO, komopvie cmanym 6enedpuyuapamu ToVy.
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3.5 ToV, ceazanuvie c mpanczpanuyHol 0eAmeabHOCmpio

B Ipsen «TpaHCrpaHM4YHOW» /eATEILHOCTBI) HA3bIBACTCS JICATCIBHOCTh, WHHIMHPOBAHHAS
apdunmupoBanHbIM JUIIOM Ipsen, Koraa moiayvaTenab HAXOAUTCS B OJHOM WM HECKOJIBKHX CTpaHaX, WU
Otpnenom ["onoBHOrO 0duca.

B mensax coorBerctBusi Komekcy EFPIA, tpeOyromemy pacKpbITHS B CTpaHe, TI€ MOJIydaTeNlb BEIET
ocHoBHYIO nestensHocTh (HCP) unn rae on 3apeructpuposan (HCO), He3aBUCHMO OT TOTO, A€ UMEET
mecto ToV — 3a mpeaenamMyd WIM BHYTPU JAHHOW CTpaHbl, MPOIECC YIMPABICHUS MEXIYHAPOIHOMN
JIeSITENIBHOCTBIO OB JIOpadOTaH TaKMM 00pa3oM, YTOOBI YUECTh BCE 3aTPAaThl JIFOOOH KOMIIAHWU TPYIIITBI
Ipsen na HCP/HCO B npeznenax tpebopannii EFPIA.

EFPIA: «B cnyyae medxcoynapoonoco Meponpusmus, Ha komopom Komnanusi — uien cnoucupyem
yuacmue HCP, eciu maxomy HCP npedocmasnsemcs kaxoe-mubo (uHaAHCUpOsanue 6 COOMBEEmMcmeu ¢
nonoxcenusimu Cmamou 13, maxoe punancupogarnue noonadoaem noo oeticmaue npasui Hayuonanvnozo
Kooexca cmpanwl, 20e maxot HCP ¢edem OesmenvHocmb, A He CMPaH, 20e npoxooum mexncOyHapooHoe
Meponpusamuenr.
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4 METOAOJIOI'UsI PACKPBITHUA
4.1 /lama nyonuxauyuu

B cootBerctBuu ¢ TpeboBanusimu EFPIA Ipsen packpbeiBaeT Bce cooTBeTcTBYOIME ToV 3a npenpiaymmit
T'OJl COIJIACHO CIEAYIOIIUM MPaBUIIAM:

- ToV c 1 suBaps o 31 nexaOps npeapayIero rofaa (OTYSTHEIN TEPHO.T)

B pacuer npuHHMaeTCs AaTa BhIiaThl TOV (Ha OCHOBaAHMHM JaHHBIX (PHMHAHCOBOM cucTeMbl). TeM He MeHee,
B OTJIETBHBIX CIIyYasx MOTYT IIPUMEHSTHCS Pa3IMYHbIC TPaBUa:

- Jlna ToV, CBsA3aHHBIX C OTHEIOM KJIMHUYECKUX WCCICIOBAHUN (HCHMHTEPBCHIIMOHHBIC
uccienoanus, ucneitanus ®aser 11, 111, IV), ykaspiBaeTcst 1aTa BEICTaBICHUS CUCTA.

Ecmm KOHTPAKT 3aKJIH0YacTCA Ha MHOTI'O JICT, TO IPUHUMACTCA BO BHUMAHWUEC NaTa BhIIIATLI. Ecmu B Teuenue
HECKOJIbKUX OTYCTHBIX NCPHUOAO0B MPOXOAUT HECKOJIBKO BBIIJIAT, TO Ka’KA0C PACKPBITUC 6yI[CT BKJIIOYaThb B
cebs BbITIJIATHI, COBEPIIACMBIC B OHpeZ[CJ'IeHHBIfI OTYCTHEIN nepuona.

HaHHBIe OCTaroTCsA B Hy6J’II/I‘-IHOM AOCTYIIC TPpU I'oJla U XpaHATCA HC MCHCC IISITH JICT. IpSCIl BIIpaBC BHOCUTH
HU3MCHCHUA UIIN YOAJIATh paCKPBITHIC BBITIIATEI B 000 MOMEHT J10 WUJIH ITOCJIC HY6JII/IKaI_[I/II/I.

EFPIA: «Packpvimue 0ondicno ovimsb npoussedeno xazxicoou Komnanuell — 4ieHoM 8 meyeHue ulecmu
Mecayeg nocie oKOHuanus coomeemcmeyioweco Omuemnozo nepuooa, a packpvimdas uHgpopmayus
00IICHA 0CMABAMBCAL 8 NYOIUUHOM OOCMYNe He MeHee mpex jiem HOcCle Nep8oco PACKpbimus maxou
uHpopmayuy, eciu moavko 6 Kaxicoom cayuae (i) npUMeHUMbIM HAYUOHATbHBIM 3AKOHOOAMENbCMBEOM He
ycmanognen 6onee KOpomxutl nepuod, uau (ii) ocHosanue, NPeoyCMOMPEHHOE 3AKOHOOAMENbCMBOM O
3auume NEPCOHANLHBIX OAHMBIX, (Hanpumep, 0OOCHOBAHHBIU UHmMepec, 1PUOUYecKas 00sA3aHHOCG UL
coenacue [lonyuamens na onpedenennoe packpvimue) boavuie He npumenumo. Jna nybauxayuu ToV 6
aopec Tonyuamenetl ycmanogien 00wl OM4emublil nepuoo. edce200Ho He nozonee nepuoda c 20 no 30
urons. B cayuasx, koeoa Hayuonanvuwiii Kooexc ycmanagnugaem 071 OnpedeneHHol CMpaHsl UHOU nepuoo,
9MO NPABUNO OO0IIHCHO NOCAEO08AMENLHO NPUMEHAMbCSA KO 8CeM 00S13amenbCmeam 0 pAcKpblmuu 8
omnowenuu llonyuameneii».

AIPM: «Packpeimue ungopmayuu 00IHCHO OCYWECMBIAMbCI KaXCOO0U (hapmayesmuieckol KoMnanuetl
6 meuenue 6 (wecmu) mecaye no OKOHYAHUU COOMBEIMCMBYIOUe20 OMUEMHO20 NeEPUodd, U PacKpblmas
Maxkum 06pazom uHGopmayus O0IICHA OCMABAMbCSL 8 OMKPLIMOM 00Cmyne, KaK MUHUMYM, 8 medenue 3
(mpex) nem nocie ee NEPEO2O PACKPLIMUSL 34 UCKTIOYEHUEM CTyYaes, K02od

(i) 6onee kopomkuii nepuod mpebyemcs 6 COOMEEMCMEUU C HOPMAMU OelCmEYIuieco
3aKOHOOAMENbCMEA O 3auUme NEePCOHAILHBIX OAHHBIX, UIU OPYUMU HOPMAMU HAYUOHATILHO2O
npasa, uiu

(ii) coenacue nomyuamens, OmMHOCAWeecs K ONPEOENeHHOMY PpACKpulmuio uHgpopmayuu,
omo3ssano. (Bonpoc 13, Bonpocvl u omeemut k pasoeny VII Kodexca naonedcaueti npakmuxu
AIPM)

4.2 @opma packpvimus

Ipsen myGnukyeT otuet ¢ cobmoaeHneM Tpebopanuii Konekca EFPIA.
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B Poccuu Ipsen nmy0iukyeT oT4eT Ha PyCCKOM si3bike, corytacHo [Ipunoskenuto 2 Kogekca Haiexariei
npaktuku AIPM.

4.3 IInowaoka packpvimus

Otuetrbl 0 packpeiTuu Ipsen OyayT myOJIMYHO JOCTYIHBI Ha MECTHOW IIEHTPAILHOW IUIaThopMme,
MPEOCTaBICHHOW COTJIACHO TPEOOBAHUSM MECTHOTO KOJEKCa O MPO3PayHOCTH U PACKPHITHH, WM HA
KopriopatuBHOM caiite Ipsen. Bce nokanbHble OTuUeThl Ipsen AOCTYNHBI Ha KOPHOPATUBHOM CailTe:
https://www.ipsen.com/our-company-social-responsibility/. B ciaydasx, korma MeCTHBIH KOZEKC O
MPO3PaYHOCTH TpeOyeT, YTOOBl OTYET O PACKPBITHH ObUT OIMyOJIMKOBAaH Ha caiiTe KOMIIaHWH, a Ipsen He
npeacTaBieHa B JaHHOW CTpaHe HAPSIMYIO M, TAKAM 00pa3oM, HE UMEET MECTHOI'O CaiTa, TO PacKphITHE
ToV HCP/HCO pa3merniaercst TOIbKO Ha KOPIIOpAaTUBHOM caiite [psen.

Ipsen Poccust pasMeIaeT oT4eT O PaCKpPBITHH TAakXKe Ha JOKaJIbHOM caiite: [[p0o3payHoCcTh OTHOIICHUN
CO CIICNMAIMCTAMM M OPTaHM3aIUsIMHK 3paBooxpaHeHus - Ipsen Russia

EFPIA: «Packpvimus moeym oCywecmeismocs o0biM U3 HUNCENPUBCOCHHBIX CNOC0D08, NpU YCI08UU
YUMo OHU He 02PAHUYEHbl U HAXOOAMCS 8 WUPOKOM 0oCmyne:Ha 6ed-catime coomeemcmsyrowel Komnanuu
— ynena coenacuo Paszoeny «llpumenumoiii Hayuonanonoiti Kooekcy, uiu Ha yeHmMpaibHOU NIOWA0Ke U3
MAaKux, Komopvle Npeonazaiomcsi COOMEEMCMBYIOUWUM — NPAGUMETLCMEOM,  Pe2YIAMOPHLIM — UIU
npogheccuoHanbHbiM OpeaHom unu Accoyuayueri — uneHoM, npu YCI08UU, Yo PACKPIMUSL HA YeHMPATbHOU
niameopme, pazpabomantol no unuyuamuee Accoyuayuii — ynenos OyO0ym, HACKOIbKO MO 803MOJICHO,
0e1amvpCsl ¢ UCNObL308AHUEM CIMPYKMYPbL, 0anHou 6 [Ipunosicenuu 2 01 cnpaskuy.

AIPM:  «Packpuimue  ungopmayuu  npouzsooumcs  Ha — COOMBEMCMEYweM  8eb-catime
Gapmayesmuueckoli KOMRAHUL, OCyWecmesioujell nepedaiu YeHHocmell, Uid Ha KOpRopamueHoM catime
2PYnnvl KOMRAHUL, 8 KOMOPYIO 6X00um OAaHHAsE KOMARAHUS (Mpu OMCYMmMCmeuu coOCMEeHHo20 caima)
(Bonpoc 13, Bonpocwt u omeemul k pazdeny VII Kodexca naonexcaweii npaxmuxu AIPM)».

4.4 Ilpasuna pacuemos

OOuuii PacycT, BKIOYad YACPXKAHHUI 3a HCABKH / AHHYJIMPOBAHHUEC K 06Da6OTKV T'PYHIIOBBIX
pacxoJioB

3arpaThl Ha «HESIBKW» (MMeromue MecTo, korna HCP He sBnseTcs Ha BcTpedy, Ha KOTOPOi emy\er
CJIEIOBAJIO MIPUCYTCTBOBATH). MOTYT HMETh MECTO JBE CUTYAaIIHU:

1 Ipsen 3a6ponupoBana 1 3apaHee 3amiatuia 3a mwianupyemoe konmmaectso HCP/HCO

- Pacuernas Cymma = (dakrtuyeckue 3arpathbl / [I1aHupyeMoe KOJIMYECTBO YUaCTHHKOB,
BKJTIO9ast iepcoHan Ipsen u e HCP)

- Packpritue: Pacuetnas Cymma, packpbiBagMasi 10 (PaKTHYECKHM Y9aCTHUKAM
- Ipumep: Ipsen 3apanee 3aniamuna 100€ 3a 8 HCP u 2 compyonukog Ipsen.
Daxmuuecku Ha 6cmpeye npucymcemeoganu moavko 6 uz 8 HCP.

Ilo kasicoomy uz smux 6 paxmuyecku npucymcemeosasuwux HCP packpvleaemcs
pacuemnas cymma (100€/(8+2) = 10€).



®
MeTo010rHYI€eCKasT 3AIHCKA I p S E N

no Bomnpocam packpsbitusi uHpopmanuu EFPIA - 2023 , -
. Innovation for patient care
Poccuiickas @enepauus

3ampamul Ha HeABUBWIUXCA U HA nepcoHan Ipsen He pacKkpulearomcs.
2 Ipsen omumatnia ycmyru cOrflacHO YHCTY MPHUCYTCTBOBABIIIMX

- Pacuernas Cymma = (Paktuueckue 3aTpaThl / DakTHUECKOE KOJUYECTBO YUYACTHUKOB,
BKIItOUas nepconan Ipsen u ne HCP)

- Packpritue: Pacuernas CymMma, packpbsiBaeMasi o0 ()aKTUIECKUM YYaCTHHKAM.

- Ipumep.: Opeanusyemcs ecmpeua ¢ 11 HCP u 2 auyamu u3z Ipsen.
Daxmuuecku Ha ecmpeyde npucymcemesogany moavko 8 uz 11 HCP.
Oxonuamenvhwill cuem, onjavennsiil Ipsen no dannou ecmpeue, cocmasisiem 100€.

Ilo kasicoomy uz smux 8 paxmuyecku npucymcemeosasuwux HCP packpvleaemcs
pacuemnas cymma (100€/(8+2) = 10€).

3ampambl HA HeABUBWUXCA U HA NePCORA Ipsen HeE pacKpbvlearoncs.

COopsl 3a aHHYJIMpOBaHKE (IITpad 32 aHHYJIUPOBAHUE ITOATBEPKICHHOHN JIOTOBOPEHHOCTH HITH
3aKa3a) He PaCKpPBIBAIOTCS.

HJIC u npyrue Hazoru

CtpaHbl MOTYT IPOU3BOJUTE PACKPBITHE C YKa3aHUEM «UHCTON CyMMBD) MU «CYMMBI JJO BBIYETA
Hanora». B Poccuu Ipsen genaet packpeitue ¢ yuerom HJIDJI.

4.5 Banioma

Ipsen packpbiBaeT CyMMBI B OTYETE C YKA3aHUEM MECTHOM BaIIOThI CTPaHbl, T MPOU3BOIUTCS PACKPHITHE,
naxke ecTh ToV ObLIa COBEpIIICHA B APYTO# BAJIOTE.

B cnyuasx, korga ToV coBepiiaercst B Ipyroil BadrOTe, CUCTEMbI MPO3PAYHOCTH Ipsen pacCUMTHIBAIOT
PacKpBITYIO CyMMY B MECTHOM BaJIIOTE C YI€TOM Kypca BaIOT, aKTyaJIbHOTO Ha JIeHb coBepIneHus ToV.

B Poccun Ipsen nenaet packpoitue B pyonsax PO.

s HenpsIMBIX BBITUIAT, CACIAHHBIX €IMHOW €BPONEHCKOM BallloTe, CyMMa pPacKpBITHUS MPEACTaBIECHA B
pyOssix PO ¢ yaetom cpeaHero kypca eBpo B 2023 roay- 92.16 pyoueii.
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5 COBJIOJAEHME 3AKOHOJIATEJBCTBA O IEPCOHAJIBHBIX TAHHBIX

C6op 1 00paboTKa MepCcOHATBHBIX JAaHHBIX OCYIIECTBISIOTCA B cooTBeTcTBUU ¢ [upektuBoit EC 95/46
(cchbuIKa) KacaTelIbHO 00pabOTKHU IEPCOHAIBHBIX JaHHBIX. IT0 KacaeTcs pusuueckux auil (HCP).

JlupexTrBa HaPSIMYIO PUMEHSAETCS B KaXXI0H oTnenpHoi crpaHe EC u rapMOHM3HUpPYeET HAIMOHAILHOE
3aKOHOJIATEIBCTBO O 3aLIUTE MEPCOHAIBHBIX TAHHBIX.

CornacHo /JlupekTHBe, MEPCOHANBHBIC aHHBIEC JOJDKHBI OBITh aJCKBATHBIMH, PEJICBAHTHBIMH W HE
M30BITOYHBEIMH TIPUMEHUTENIBHO K IeisaM 00paboTku. OmepaTtopsl MEpCOHANBHBIX JAHHBIX (TaKHe Kak
Ipsen) 1omKHBI yOSAUTHCS B TOM, YTO JAHHBIC SBIISIOTCS TOYHBIMU M aKTYaJILHBIMH, 8 TAKXKe 00eCIeunBaTh
1X 0€30MacHOCTb.

Ecnu cumraercs, uro myOnuKanus JaHHBIX COOTBETCTBYET MHTEpecaM OOIIECTBEHHOCTH, TO 3TO MOXKET
cUMTaThCsl OOJiee BaXKHBIM, HEXKETH MPaBO (U3UUECKOTO JIMIA HA TAiHYy YaCTHOW JKU3HH U TMOCITYXKHT
3aKOHHBIM OCHOBaHHEM JUIs MyOJIMKAalWU. DTO MOJXOJN NMPHHAT B TaKUX CTpaHaX, Kak HwupjepiaHnbl,
Hopgerus u CiioBakwusi.

Bo ®panmun mybnukanus TaHHBIX OCHOBaHA Ha 00s3aTelbCTBAaX OMEpPaTOpa JAHHBIX B COOTBETCTBUU C
(hpaHITy3CKHM KOJEKCOM O TOCYIapCTBEHHOM 3/IPaBOOXPaHCHHUMU.

CyO0nbexTsl nepconansHbix AanHbIX (HCP u HCO, TaM rae npuMeHnMO) UMEIOT TpaBoO IOCTYyMa K CBOUM
JAHHBIM U K 00BEKTY UX PacKphITHUS.

JupekTrBa Takke TIACHT O TOM, YTO 3a MpenaenamMud EBpombl JaHHBIE JOJDKHBI TEpeNaBaThCs MpU
COOJIFO/IGHUN COOTBETCTBYIOIINX MEP MPEAOCTOPOKHOCTH.

dusudeckre WA JODKHBI OBITH NPOMH(MOPMUPOBAHBI O TOM, YTO WX IEPCOHAIBHBIC JaHHBIC
obpabatpiBaeT Ipsen, a B HEKOTOPBIX Caydasx Ha oOpabOTKy WM MyOIMKAITAIO IMEPCOHAIBHBIX JTaHHBIX
(Hampumep, eciu Bbl IyOnukyere wH(OpManuioo o Bbiuiatax B aapec HCP) tpeOyercs coriacue
(bu3uIecKoro IuIa.

Yrto0bI CYNTATELCS AEHCTBUTEIBHBIM, 1I000€ coraacue oT HCP m1omKHO OBITh:
- T0OPOBOJIEHEIM

- KOHKPETHBIM

- OJTHO3HAYHBIM

- OCHOBaHHBIM Ha MH(QOPMHPOBAHHOM PEIICHUU.

Ecnu naauBuayansHOE coriacue ObBUIO HCIONB30BAaHO B KayeCTBE OCHOBBI IS MyOMuKaluu (HO HE B
uHTepecax obmectBeHHocTH), TO HCP coxpansior 3a co0oil MpaBO OTKa3aThCs PAaCKPBIBATh CBOIO
nH(pOpPMALIUIO M COXPAHSIOT 32 cOOOH MPaBO IO 3aKOHY TPeOOBATh UCTIPABICHHS OIINOOK MM YAaICHHS
UuX UHPOPMAIHH.

EFPIA: «llpu npunamuu pewenus o mom, kax ciedyem packpvieams ToV, Komnanuu — unenvl 00HCHDbL
no mepe 8ozmodxchocmu udenmugpuyuposams HCP (a ne HCO) u npouszsooumv packpvlimue 6
UHOUBUOYANLHOU (hopMe, eCliu IMO B03MOICHO COeaAmb KOPPEKMHO, NOCIe008AMENbHO U C COON0OEHUEeM
NPUMEHUMO20 3AKOHOO0AMeNbCmea U mpebosanuii .
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5.1 Honyuenue coenacuil u 3aujuma ungopmayuu

CornacnHo JlupextuBe EC 0 3ammre nepcoHANBHBIX NTaHHBIX, JUISI PACKPBITHS WH()OPMAIIMU O BhITLIATaX
KoMMaHu# qo/bkHbI nHpopMupoBats HCP 1 monmy4ats ux coriacus, eciiu IpUMEHHMO.

JIeWiCTBUTENBHBIM SIBJIIETCS TOJIBKO MHOOPMUPOBAHHOE COTIIACKE: TTOJTydYaTesb JOJDKEH pacroiarath BCer
nHpopmaruio o TpeboBaHmax u nensax Kozgekca packpeitus EFPIA, craryce 3amuThl CBOMX JTHIHBIX
JaHHBIX U TIOCJE/ICTBUAX B CITydae OTKa3a B BBIZJaue€ COTJIACHSI.

Ha ypoBHe Ipsen pexoMeHmyeTcsi MmolydaTh COTJacHe Ha PACKPBITHE O KaKIOMY KOHKPETHOMY BUIY
nesitenbHOCTU. AddunrpoBanHbie nuia Ipsen MOTyT MCIONB30BaTh (POPMY KOPIIOPATHBHOTO COTJIACHS
U GopMy JOKAIBHOTO coriacusi, 0J00peHHOTo MecTHOH accoumanueii. ®opma Cornacusi MOKeT OBITH
no0aBiieHa K KaKJOMY KOHTPaKTy Ha ONpeesICHHBIM BHJ AEATEILHOCTH. B HEKOTOPBIX cTpaHax, rIe 3TO
JIOITYCKAEeTCsI MECTHBIMU TPEOOBAaHUSAMHI OTHOCHUTENHHO MPO3PAvyHOCTH, OepeTcs €XeroJHoe COoryiacue Ha
packpeITHE, IpeAcTaBIsAioniee co00i HHPOPMHUPOBAHHOE COTIIACHE.

Ecnu HCP moceniaer meponpusitie 6e3 KOHTPaKTHBIX 0053aTeNbCTB ¢ Ipsen, To monoxkeHne o coope u
00paboTKe MepCOHAIBHBIX JAHHBIX MOKET OBITh BKJIIOUEHO B MPUIIIAIICHHS U /UM OTYET O IPUCYTCTBUH,
u ¢opma cornacusi 0 packpbiTuu noanuceiBaetrcss HCP nmepes packpbeiTHeM.

Ecnu unmuBHIyaabHOE coriacue ObUTO CIMOIB30BAHO B KAUECTBE OCHOBBI JTs MyONMUKAIUH (HO HE B IETSIX
obmecTBeHHBIX HHTepecoB) 1 HCP He MaroT coracus Ha pacKpBITHE BBIMIIAT, TO BRITLIATEI PACKPBIBAIOTCS
Ha arperupoOBaHHON OCHOBE. [psen pacKpbIBaeT KOJIMYECTBO MONyYaTeNeH, He JaBIIUX COTIIACHS, a TAaKXKe
OOIIYFO BHITIAYEHHYIO HM CYMMY.

Ecnu nmosy4arens 0T3bIBacT CBOE COTIacHe Ha IyOINYHOE pacKphITUE, TO Ipsen o6s3ana B Teuenue 30 qHei
yOpathb U3 00IIECTBEHHOTO JIOCTYTIA IJAHHBIEC O BHITIIATAX ATOMY TOIydYaTelto, HAaunHasl C IaThl, C KOTOPOH
OBLIO OTO3BaHO corjacMe. BmecTo 3Toro BeIILIATHI 100aBisAOTCA K o0meit cymme Beimiar HCP, He
JIABIIMM COTJIACUE HA PACKpPBITHE, W 3Ta oOmias mudpa myonukyercss BMecTe ¢ konudectBom HCP, nHe
JABIIUX COTJIACHSL.

B cirygae, eciiu HCP mpenoctaBmi corniacie 0OTHOCHTEIBHO JIMIITG YaCTH BEITUIAT, Bce ToV B aapec maHHOTO
JUIa JIOJDKHBI PAacKphIBAaThCS HA arpermpoBaHHON  OcCHOBe. B mMOmOOHOW CHTyaluu pacKpbITHE
nH(pOpMAIUU Ha WHIUBUAYAIBHOH OCHOBE MOXET BBECTH B 3a0JyXKICHHE OTHOCUTEIHHO MPHUPOILI H
ypoBHs B3auMozeiicTBust komnanuu u HCP.

EFPIA: «HCP u HCO 6yoym ysedomaeHbl KOMRAHUEU U KOMIAHUAMU, C KOMOPLIMU OHU pabomarom, o
HamepeHuu npouzsecmu packpvimue. Umobvi packpvimue Obl10 ONYOAUKOBAHO U NPU YCIOBUU, HMO
KoMnauusi OCHogvlgaem packpvimue na coeaacuu, HCP donxchvl damb coenacue Ha nyOruKayuio coux
oannvix. OObLIYHO MO OCYUWECMBIISIEMC NOCPEOCMEOM NyHKma 6 0ocosope mexcoy HCP / HCO u
romnanueiry. (Bonpoc 14)

«B cnyuasx, xoeda ochosoil nybauxayuu s61s1emcs UHOUBUOYATbHOe coenacue (a He 000CHOBAHHAA
Heobxooumocms) u HCP ne Ooaiom coznacus ma packpvlmue 6binaam, Gulniamsl OyOym pacKpblmbvl 6
azepecupogannou gopme. Kaxcoaa xomnanus packpvisaem yucio HCP, komopwsie He oanu coznacus, u
00wyI0 cymmy, guinavennyio umy». (Bonpoc 18)

«Koeoa HCP om3svigaem coenacue Ha nyOIuuHoe packpvlmue uHpopmayuu, onepamop OaHHbiX
(xomnanus) 06s3an yOarums OaHHble, OMHOCAWUECS K NAAMENCAM, NPOU3BEOSHHbIM 8 a0pec Moo auyd,
u3 nyoauunozo docmyna. Bmecmo smoeo Oannvle o niamedsxcax 6yoym 000aeieHvl 6 A2epecupoB8aHHYIO
cymmy naamediceti, npouzeedenuvix 8 noaw3y HCP, xomopvle ne 0anu coeracusi Ha packpvimue, u 3mo
azepe2upoBanuas cymma oyoem onyonuxosauna uapsaoy ¢ uuciom HCP, xomopvie ne oanu coznacuey.
(Bonpoc 19)
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6 PASBPEIIEHUME CIIOPOB

Ipsen BHeapun 3¢ eKTUBHBIN MpoIece pa3pemeHnus CIopoB. Ipsen codupaeT LHeHTPaTN30BaHHO BOPOCHI
U MPETEH3MH, aHAIM3UPYET UX, MOCIIe Yero OTBEYaeT BCEM 3asBUTEISIM B (hopMe MHChMa, IOAIMCAHHOTO
Ipsen.

Henu HacTosIEro mpouecca:
- oTBeTUTH Ha Bonpockl 1 ipeteH3nt HCP/HCO B pa3yMHbIe CPOKH C YY4ETOM MECTHOTO 3aKOHOJIATEIHCTBA;

- B ciIydae CylneOHOro pa3OuparenbCTBa IPOBECTH OPraHU30BAaHHBIN  IpOIECC pa3pelleHHs cropa
(mectnbit Komuret Ipsen mo mpo3padnoctn);

- obecrieunTh OOHOBIICHUE OTUYETA MO PACKPBITHIO C YYETOM FOPUIUYCCKUX OTPaHUUCHUN HE TI03/THEE IBYX
MECSILIEB.

[pornecc pasperenus crnopoB aoctyneH i Joosix HCP/HCO tonbko uepes «PopMy pasperieHus
CIIOPOBY», KOTOPYIO MOXKHO CKayath ¢ caita Ipsen. Ilepea TemM Kak MpemoCTaBUTh B OTBET KaKylO-JIMOO
nH(pOopMaIuio, [psen MoOmpocuT 3asBUTEINS yIOCTOBEPUTH CBOIO INYHOCTD.

B Poccum Ipsen oOpabaTeiBacT TepcOHANbHBIC MaHHBIC B MpeJeiax, yKa3aHHBIX B COTJAcHUsIX U B
COOTBETCTBHH C TPeOOBaHUAMU 3aKOHOAaTeILCTBA PD. OOpaselr muchMa 0 BO3PAKESHUIX MOXKHO HAWTH Ha
caiire Ipsen.ru. Ipsen HanpaBiseT oTBeTH Ha oOpateHus B TeueHue 30 qHEH ¢ TaThl TOTYYCHHS TMChMa O
BO3PAXKCHHUSX.



