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1 ITPEAMBYIJIA

Cneunanuctsl 3apaBooxpanenuss (HCPs) m opranmszanmn (HCOs), ¢ xoTopeiMH OHH paboTaror,
JeNATes ¢ papMaleBTHYECKOH HHIYCTPUEH LIEHHBIMH, HE3aBUCHMBIMH H KOMITIETEHTHBIMH 3HAHUAMH,
MOJYYEHHBIMU HMH B IIPOIIECCE CBOEH KIMHUYECKOH H YIIPAaBIEHYECKOH IIPAKTHKH.

Taxoe BzaumoeicTBHe MeX/1y hapmaneBTiudeckuMu komnanuaMu 1 HCPs — kax HanpaMyto, Tak
yepez HCO — oxaszbiBaer riy0OKoe I[OJIOKHMTEIBHOE BIHMSHHE HA KAueCTBO JICUEHHs OOJBHBIX M
3HAYMMOCTB Oy 1yIIUX MCCIIEJOBAHUH.

B To xe Bpemst Henpenssstocth peteHudt HCP B ToM, 4To Kacaercs Ha3HAa4YeHUS JI€KapCTBEHHOTO
nperapara, siBJA€TCs O/IHOH U3 OCHOB CHCTEMBI 3/[PABOOXPAHEHHA.

(dapmalleBTHYECKass HMHJYCTPHS  ABJIAETCS  I[POAKTHBHOW M OCHOBaHa Ha  IOJIEpKaHUH
BBILLIEYKA3aHHOIO B3aUMOIEACTBHS.

B srtoii caszu Epponeiickas ®enepanus ®apmanesrnyeckod [Ipomeiuienoctd n Accouuanui
(EDDIIA) u ee oprauu3alMH-y4acTHUKH [IPUHSIM KOJEKChl H PYKOBOACTBA B LesAXx obecnieyeHus
COOTBETCTBUS B3aHMOJICHCTBUA BLICOKMM CTaHJapTaM Y€CTHOCTH, COOTBETCTBYIOIIHM OXCHIAHHSIM
HallMeHTORB, OOIIECTBA, IOCY1apCTBEHHBIX OPraHOB M [IPOYHX 3aHHTEPECOBAHHLIX CTOPOH.

Koaeke Packpeitus EFPIA (“Kopeke Packpoitus Ilepemau llennocteit ®apmaneBTHUECKHMH
Komnanusimu Crenpayeram 3/1pasooxpanenus 1 OpranusauusaM 3apaBooxpaneHus’) OblT co3/1aH B
HeJIsiX 3aIIATEl YEeCTHOCTH 9TOr0 B3aMMOJCHCTBHS M INpeJCcTaBiseT coOOH Liar Brepej B TOM, UTO
Kacaercs obecriedenusi HOJbIIEH MPO3PAYHOCTH M YKPEIJICHHS 10BEpUs MEX1y (papMaleBTHUECKOH
IPOMBIIIIEHHOCTLIO H MCJIMIITMHCKHMH COOGH.[GCTB&MH BO BCEH EBpone.

Koneke Packperrusi EFPIA, npunsteiii 24 wionst 2013 r., TpebyeT oT Kak10H KOMITAHUH-YHYaCTHHKA
JOKyMeHTHpoBaHus W packpbitus Ilepenau llennocreit (ToV), ocyumecTBiseMbIX eif npsaMo MM
xocBenHo B nonb3y [lonyuyarens — HCP wnn HCO. Orverneim Ileproaom Oyaer xanenaapHbiid roj
2019 (packpeithe B 2020).

bynyuu unenom EFPIA, Ipsen npusHaer, 4ro:

e CosmectHas pabora HCP u xoMMepueckux MeAMKO-OMOJIOTHYECKHX OpraHu3aluMi H3/1aBHA
BHOCHT ITOJIOIKHTE/IBHBIH BKIaJ B YCOBEPLISHCTBOBAHME MEIMIIHHCKOIO OOCIYKHBaHHA H
IPOrpecc MHHOBALMONHOH MEIHIHHEL.

e (0¢ CTOPOHBI MEPHOJMUECKH O0OBEUHAIOTCA HA PAHHUX CTAJAMAX HAYYHLIX MCCIICOBAHHH, B
MPOIECCe KIMHHYECKHX HCHBITAHWI M NOBBIIECHHA MEAMLUMHCKON KBaIM(QHKALKK B LEIAX
MOBBILICHHS  KauecTBa MeJIMUMHCKOro  oOcaykuBanus. bonee Toro, Onarozaps
HETOCPE/ICTBEHHOMY KOHTAKTY € NAllMeHTaMH, MEAULMHCKHE pabOTHHKHY MOTYT IIOJEIHTHCH
OECLEHHBIMH U KOMITETEHTHBIMM 3HAHUSMHU O pe3ysbTaTax Je4eHus 1 neueOHoN TaKTHKE.

e D70 urpaer 0oJiblIYIO pOJib B MHGOPMUpOBaHHH (papMaLleBTUYECKOH HHIYCTPHH O TOM, KaK
VAYHIIHTE MEJIHUIMHCKOE O00CTY)KHBAaHHE M caM IPOLECC JICYEHHs — TAKKE 3TO SABJIAECTCH
HEOTHEMJIEMOH 4acThIO YJIYYUICHHs Pe3yJIbTaTOB JIEYEHHS [ALMEHTOB. 3]10poBble pabouue
oTHOWIEeHHs Mexk/y hapmaneBTHdeckoit nuaycrpueii ¥ HCP /HCO - B uHTEpecax nalueHTos
110 CBO€EH CYTH.
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Ipsen cuuTaer, 4ro:

e B pemsx obecnieyenus OoiblueH MPO3PavyHOCTH YK€ XOPOWIO  OTPEryJIHPOBAHHBIC,
CYIUECTBEHHO BaXKHBIE OTHOWIGHWS OyayT crnocoOCTBOBATL — YKPEIJICHHIO — OCHOBBI
JIOBEPUTENLHOIO COTPYIHHYECTBA. JTa 00acTh JEATENIbHOCTH SBJIACTCA MPOAKTHBHOH M
OCHOBaHa Ha MOJJICPKAHHH BBILIEYKA3aHHOTO B3aUMOACHCTBHS.

o OOutecTBo OxuaeT Beé GoblIeH Ipo3payHoCTH, a GoJibiie Beero B cdepe 34paBooXpaHeHH .
Haima nesib — COOTBETCTBOBATE TAKUM BO3PACTAIIHM 0XHIAHHAM.,

Taxkum oOpazom, B coorBercTBuu ¢ YcraBoM EFPIA Ipsen 00asyercs:

e C 30 mrons 2019 packppiBaTh B npejiesiax EBpoOIbI CBEIEHHs O BBIILIATAX, MPOA3BOJIAMBIX
criecuuaJInucTaM 3ApaBOOXpaHEHHA W OpraHu3alMsiAM, 3a KOHCYJIBTHPOBAHHE, B paMKax
KOHCYJ/IbTATHBHBIX COBETOB, O TOHOpapax JEKTOPOB M O BBINJIATaX M0 CIOHCOPCTBY 38 y4acTHe
B JICJIOBBIX BCTpeHax.

PaGorare ¢ (Qu3MYeCKHMHM JHUAMH, CHCTEMAMH 3/IpaBOOXpaHeHHs, MPO(pECCHOHANAMH H
IpeACTaBISIOmMUME UX  coobuecTBamu, 3ddexTuBHO obecrieynBarh NEPEXOAHBIH MPOLECC U
o0ecrneunTh HHMBH/IYAILHOE PACKPBITHE BMECTE CO CIEHHATNCTAMHU 3/]paBOOXPaHEHH s, JaBIIHX
Corjracu¢ Ha pacKpbITHE.
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2 LEJIb

Cornacuo Pazneny 3.05. Konekca Packpoitus EFPIA “kaocoas Komnanus, saeusiowascs ee 4ieHoM,
doancna  onyoIuUKosams  MemoOUYecKyl0 3AnUCKy, Komopas 0Oyoem UCHOIb306ambCA  APU
noo2omoere packpuimuil u uoenmughuxayuu Iepeoay Llennocmeii ona kaxcoou kamezopuu

JlaHHbBIi JOKYMEHT Mpe/CTaBIsieT OO0 TaKyl0 MeTOAHYECKYI0 3aIlIHCKY M ONHCBIBAET TPeOOBaHMs
Kojyiexca Packpeituse EFPIA, pexomenaanuu I'pynnsl Ipsen, a takixe MECTHBIC PEKOMEHJIAlMH,
COOTBETCTBYIOILME [IPUMEHUMBIM JIOKAJIILHO 3aKOHAM H [1PaBHJIaM.

Jlanubiil okyMeHT npumeHuM K Poccuiickoil ®enepannu.

2.1 Tepmunoaorus

C'l'aHﬂapTHbIe COKpallIeHHs WIH TEPMHHDBI ITPHBC/ICHDbI B TabJIM1Ee HUXKE.

COKPALLIEHHUSA U ABBPEBUATYPbI

EFPIA Esponeiickass ~ ®enepauns  @apmauestuyeckoil  [IpombinuieHHocty  w

Accouuanun
ESS Jlonoanurensnoe Crnorcupyemoe Mceenenoanue
 GTM Menepkep o [ nobansHoi [Tporpamme packpeiTust HHbOpMaLUy
HCO Opranuzaius 31paBo0XpaHeHHsl
HCP Crenmasnuct 3/1paBooXpaHeHus
LT™M MecTtuslii Menemkep no Bonpocam [IporpamMsl packpbITHs HHOOPMALIHHK
OTC JlexapcTBeHHBIE ITperaparbl, KOTOpbIE MOTYT I0OCTaBiATbCA 0e3 perenta u
HHUKOT/[a He BO3MEIIAIOTCS (HE OMJIaUYUBalOTCs) CHCTEMOH 3/1paBOOXPaHCHHS
OTX JlexapcTBeHHBIE TperapaThl, KOTOPbIE MOTYT IOCTaBIATLCH 03 peuenra, HO B
C/lyyae BBIIHCKH 110 pPELENTY BO3MEWAIOTes (ONIavyuBalOTCs) CHCTEMOH
3/{PaBOOXpaHCHUS
PO [Tanuenrckas opraHu3anus
POM JlekapcTBeHHbIE Cpe/CcTBa, NPeOCTaBIsseMBble TOIBKO 10 penenty (Rx)
SOP CranjaprHas onepallMoOHHas [poLe/ypa
ToV llepenayva Llennocty (-ei)




METOJOTOINMMYECKAA 3AITHCKA b
11O BOITPOCAM PACKPBLITHSA HHOPOPMALHH EFPIA- 2019

POCCHHCKAA ®EAEPALIHA Innovation for patient care
3 OBJIACTb PACKPBLITHUSA

3.1 IMosryuarenn
3.1.1 HCP

(a) Omnpenenenne EFPIA

Cornacno Ilpunoxenunto 1 «Onpenenenns tepmunos» Konekca Packpwitus EFPIA HCP/HCO
“CriennaancT 3apaBooXpaHenus’” o3HavaeT “Jioboe gusuveckoe auyo, umeroujee npogheccuio spaya,
cmomamonoeda, apmayesma uiy meocecmpul, d maxdce a0boe auyo, Komopoe no xody ceoet
NPOGeccUoOnaIbHoll  0eAmeNbHOCY — MOJICeM  6blNUCHIBAMDb,  NpUOGpemams,  NOCMAGIAMb,
PEKOMEHO06AMb Ul HAZHAYAMb Papmayesmuieckue npoOyKmulauens, u nepeudnas npaKmuxd,
OCHOBHOE MECmO 6e0eHUsl OeamenbHocmu wi lopuouyeckuli aopec naxooumes 6 LEspone. Bo
uzbexcanue comuenun onpedenenue HCP exnowaem 6 ceba: noboe 001CHOCHMHOE AUYO il
COMpPYOHUKA 20CYOAPCMEEHHOU WU UHOU OP2AHUIAYUU (20CYOaPCMEEHHO20 Wi YACMHO20 CeKMopa),
KOMOPOe MOJCem GblNUCHIEAMb, NPUOOpemams, ROCMABIAME WU HAZHAYAMb QApMayeemuyecKue
nPOOYKmMbL, @ makace 106020 compyonuka Komnanuu-uiena, ocHOSHOU poo 3aHamuil KOMopo2o
saknovaemes 6 npakmuxe HCP, Ho 3a uckuiouenuem npowux compyonuxoe Komnawuu-uiena, a
maxoice ONMOoGLIX NPOOASHOE UAU OUCMPUDBIOMOPOE NPOOYKYUL MEQUYUHCKO20 HA3HAYEHUA.

(b) Pexomennamuu I'pynner Ipsen

OOCmwmi npuHuun Ipsen 3akio4aercs B TOM, YTO PACKPBITHE OCYHIECTBIISETCS HAa OCHOBAHMH
JOTOBOPHBIX OTHOIIIEHHH C KOHTparcHTaMH. Ipsen NOJIHOCTBIO CIICAYET TEPMHHOJIOI'HH EFPIA.

(¢) JlokanbHbie OCOOEHHOCTH

bes ocobennocTeii.
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3.L2 HCO
(a) Omnpenenenue EFPIA

Coracho [punoxennio 1 «OnpeeneHue TepMHHOB Y, TpuMeHseMomy B Koaekce Packpeitusa EFPIA
HCP/HCO “Opranuszauus 3apasooxpaHeHus” npeactasiser codont “Jloboe ropuduveckoe auyo.
seasoueecs opeanuzayuen  30pagooxpanenus, MeOuYUHCKOU Uiy HAYYHOU qccoyuayue  uiu
opeanuzayuel (He3aeucumMo om ee OpeaHu3ayuoHHo-npagoeol (opmol), maxkou Kax 0OoneHuyda,
KIUHUKG, (DOHO, YHUsepcumem uiu unoe ydebnoe 3aeedenue i HayyHoe o0wecmso (Kpome
RAYUenmeKux opeanuzayutl, Ha komopole pacnpocmpansemcs Kooexe EFPIA PO), wopuduyeckuli
aopec uil OCHOBHOE MeCmo 6edenus O0esmelsnocmy Komopulx naxooumcsa 6 Eepone uiau uepes
komopuie 0oun uiy 6oaee HCP okasvieaiom ceou yciyeu. ™

Cornacio [lpunokenuto Yacro 3anaBaembie Bonpocel EFPIA -1, “"CRO we sasnsemca HCO.
Kuunuveckas uccredosamenvckas opeanuzayus (CRQO) sagnaemcs opeanusayuetl, 0KA3uleédiouen
NOOOEPICKY UHOYCPUAM  (hapMayesmury, OUOMEXHON02UI U MEOUYUHCKO20 000pydosanus 6 sude
UCCHeO06AMENbCKUX  YCIYe HA 002060pHOU OCHOGe. Tem He Mmenee, KOMNAHUU-YIEHbL MO2Ym
ocywecmensme llepeoauu [fennocmenr HCP / HCO uepes CRO — makue nenocpedcmeentole
ebintanbl noonadaiom noo oeticmeue Kodexca "

(a) Pexomennanmu I'pynnel Ipsen

OOmmi npuniun Ipsen 3akiovaeTcs B TOM, YTO PACKPhITHE OCYLIECTBIIACTCA B OTHOIICHHH
OpraHu3alii- KOHTpareHTa no JAoroeopy. Ipsen moaHocteto cieyer repmunoiorud EFPIA.

JlononnurenbHbie npuMevanus: Kak onucano B Koaekce PackpbiTus:

o [lanuenrtckue opranusauuu (PO) ve Bnouens B onpenenenne HCO- sro llanmentckue
opraHusaluy, Ha Kotopble pacnpocrpansercs Kojgexe EFPIA PO.
(http://transparency.efpia.ew/uploads/Modules/Documents/code_po2011.pdf).

o Ciosa ne BIoYeHsl BeimiaThl MecenoBarenbekum Kiunnyeckum Opranusanusam. Tem ne
menee, packpoiBatores ToV s HCP/HCO uepe3 CRO B npeaenax ToV (em. 3.3) (Cm. 3.3.5).

(b) Jlokanbupie 0COOEHHOCTH
bes ocobennocteii.
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3.1.3 Ocoobtit cayuan: Komnanus, npunaonescauwjaa HCP
(a) TpeGosanus EFPIA

Cornacro ITpunoxenunro Yacro 3azasaemsle Bompockl EFPIA 3.01 - 10, “Tonopap 3a Yeayey,
GOLINIAAYEHHBIU IOPUOUYECKOMY NTUYY, RPUHAOIEHCAWEMY PUSUYECKOMY AUy, O0NNCeH PACKPbIBAMbC
om uMenu opudutecko2o auya (cuumaioujecoca HCO), nockoneky ono seisemes lonywamenem
niamesca. Takxce 6 ciyude, Ko20a GblNAAMbl KIUHUKE PACKPBIEAIOMCA, MO APOUCX00Um Ha
UHOUBLODYATBHOU OCHOBE 6 OMHOUENUU KIUHUKU.

Kooeke npedycmampusaem, ymo Komnanuu-yienvl ocyuecmeisiom uHOUSUOYalbHble PACKPLLMUSL
om umenu (huzuyeckoeo / jopududeckozo auya, noayuarougeeo llepedauy I[lennocmen (m.e.
lonywamens).”

[Npunoxenne Yacro 3amaBaemele Bompockl EFPIA - 6 moareepwiaer, uro “Coeracno Kooekcy
camocmosmelivho sapecucmpuposannsiit HCP (ecau on/ona agasemes eOuncmeenHblM COMPYOHUKOM
kopnopayuu) oyoem cuumamecs HCO”.

(b) Pexomenpnauuu ['pynns Ipsen

Ipsen cuuTtaer, 4To OOIIENPHUHATHIM ABJSETCA PACKPLITHE OpraHU3alMH- KOHTpPAreHTa 1o J0roBOpY.
Ecnin  noapsianas  opranusanus  spiasercs Komnanued, mnpunanexamed HCP  (kommnanuei,
npunayiexaieil HCP B nensix ocyuiecTsienns MEAHIMHCKON NPAKTHKH WK [IPEI0CTABICHHSA YCIyT
B chepe MeAMIHHCKOTO 00pa3oBaHus), To cymMma Oy/eT packpbiBarbed Kak ToV CoOTBETCTBYIOWICH
HCO.

(¢) JlokanpHble 0COOCHHOCTH
bes ocobennocrei.
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3.2 Ipoaykuusa MeAHIHHCKOI0 HA3HAYeHHUH H npuMenumocTs Koaekca
(a) Omnpenenenne EFPIA

Cornacuo [punoxkenuno 1 «Ornipe/ienenne tepMHHOBY, Henonb3yeMoe B Konexce Packpeitus EFPIA
HCP/HCO. “Tepmun « Rapmayesmuueckuii npodyxmny», ucnonwvsyemeiti 6 Kooexce Packpoimus EFPIA
HCP/HCO, umeem snawenue, onpederennoe ¢ Cmamove | Jupexmusvr 2001/83/EC, exmouas:
(apmayesmuueckylo  NPOOYKYUIO,  UMMYHOIOCUYECKYIO  (DapMayesmuyeckylo  NpooyKyuio,
paduohapmnpenapamel, apmayesmudeckylo RPOOYKYuIo, NOIYYEHHYIO U3 Ye106eHeCcKot Kposu uiu
nAazMbl, HA KOMOPbIe UMEEemcs peucmpayuorHoe yoocmoeepenue 6 npumenenue J[upekmussi
2001/83/EC."

Cornacno Ilpunoxenuio Yacro 3anasaemble Bonpockl EFPIA 1.02 - 2, “Ileavio Kooexca seinemcs
PACKpbIMUEe  MAMEPUAIbHbIX  YeHHOCMell 6  OMmHOoMWeHUl  OesmelbHoCmU, CamMopecyiupyemou
Kooexcom EFPIA HCP, komopas, 6 c60lo o4epedb, C6A3aHA ¢ NeKapCmeeniuMu npenapamamii,
omnyckaemuiMu moasko no peyenmy (POM).

Kooeke ne pacnpocmpansemcs na Ilepedauy Llennocmen, omuocswuxcs k npooykyuu OTC, k
KOMOPbIM  APUMEHSIOMCA  PEcYIUPOSAHUe 6 KOHKPEMHOU CMpane o0  10pUOU4ecKom Cmamyce
Aekapemeenno2o cpedcmea ’

(b) Pexomenmaumu [ 'pynnst Ipsen

B nensax nocjienoBateNbHOCTH [psen permuia packpsiBaTh U nyoiaukosars ToV B OTHOLICHUH BCEH
NpoAyKLHH [psen.

(¢) Jloxanbuble 0COOCHHOCTH
bes ocobennocreii.
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33 Ilepenaua nenHocrei
Fedad Onpeoenenue Ilepeoayu yennocmei

(a) Tpedosanus EFPIA

Cornacho ITpunoxenuto 1 Kogexca Packpertus ToV npeacrapnsior coboi “[psamebie uiu koceenbie
nepedayu yenHocmel OeHbeaMu Ul Opyeum 00paszom, ocyujecmensemvle 6 PeKiaMHblX UL UHBIX
yeusx 6 CeA3U € pazpabomol u npooaxceil uckuoyumenvno Peyenmyphuix sexapemeeitolx
npenapamos Meouyuncko2o nasnavenus . Illpaveie nepedauu yenHOCHIER O0CYWECMEIAIOMCA
nenocpeocmeenno Komnanueit-uienom 6 noaw3y IHonywamens. Koceennvie nepedauun wennocmen
ocyugecmsiasiomes om umenu Komnanuu-wiena ¢ noavsy lloayuamens uiu uepes nocpeoHurd, npu
omom Komnanus-wien 3naem uny modxcem udenmugpuyuposame HCP/HCO, 6 noiwzy komopoco
ocywecmensemes llepeoasa Llennocmen. ™

(b) (b) Pexomenauuu ['pynnel Ipsen

Ipsen packpbiBaeT Kak npsMble, Tak 4 KocBeHHble THIBl TOV, onpejenennbie KoJekcoM.

Ecan ToV ocymectrasercs uepe3 nocpeanuka (“Tperbs cropona™), ¢ TPEeTbHMH CTOPOHAMH
3AKITIOYAOTCS HEOOXOJIMMBIE JIOTOBOPEHHOCTH B LESAX 0OECIIeYEHHUsl BBIIIOJHEHHs 0053aTe/bCTB
(TpeTbu cTOpOHBI, NpeAcTaBsONME [psen niM aAeficTByromMe oT uMeHH Ipsen, npenoctasisioT Ipsen
noapobusit otyer 0 ToV B orHomenun HCP u HCO).

(¢) Jlokanpabie 0COOEHHOCTH
be3 ocobennocTen,



METOLOTOIMYECKAS 3ATTHCKA 2
110 BOIIPOCAM PACKPBITHA HHOOPMAIIHH EFPIA- 2019

POCCHHCKAA ®EAEPALIHA Innovation for patient care

3.3.2 IToxcepmeosanun u zpanmel

(a) Tpebosanus EFPIA

Cornacno pasneny 3.01. Konexca Packpwitus, “Huousudyarenoe Packpoimue’”™ KoMIIaHHH-YJIEHBI
JIOJDKHBI PAcKpbIBaTh B Kateropuu '‘[Tlodcepmeosanus u epanmer” mobdble “[loxcepmeosanus u
[ panmer HC O, okazwviéaiowum noooepicky 30pagooxpanenulo, 6KI04AA1 ROJICEPMBEOCANUSL U 2PAHNb]
(Oenbeamu uin 6 HAMYPAILHOU QopMe) YUPEeHCOeHUAM, OP2aHU3AYUAM Ul ACCOYUAWUAM,
cocmosiyum uz HCP, w/uru okazeieaiowyum yciyeu 6 chepe 30pasooxpanenus (coznacno Cmameoe 11
Kooexca HCP).”

(b) (b) Pexomenanuu I'pynnel Ipsen

B jannom pasznene Ipsen packpeiBaer ToV, cBsizanHble ¢ INOKEPTBOBAHMAMM H IpaHTaMM Ha
WH/IMBU/IY2JILHOM YpOBHe, T.¢. Ha ypoBHe HCO.

I'panr unu [oxepreoBanne npejcTaniseT coO0H BBIILIATY TPEThEMY JIMIY O€3 pacyeTa Ha KaKoi-
b0 BO3BpAT, MPYU STOM Takas BblliaTa OyJeT HalpaplieHa Ha ofpa3oBaTe/ibHbIC, HAYYHbIE HJIH
0.1aroTBOPUTENbHBIE LIE/H:

- QopaszoBareabHbrii I'panT npeacrasiser co0oil JIeHEXHbIE CPENCTBA, NPEJOCTaBIAEMbIE
HCO nns ocyuiecTBIeHMA — HE3aBUCHMOH o0pazoBaresibHOH nporpamMMbsl B 00JactTH
ME/IMIIMHCKON HAYKH UIIH 00IIIeCTBEHHOTO 3/IpaBooXpaHenus. [lepBoouepe/1HOM 11€)IbIO TaKOM
[IOMOLIH sB/ISETCH co3anue oduinanbHOH 00pa3oBaTeIbHON NPOrPaMMBbI.

- Hayunsbiii I'panr MmoxeT uMeTh opMy HHAHCUPOBAHHSI TPETHUX FOPHIMYECKHX JIMIL B LIEJIAX
NPOABUAKEHHS MEJUIHUHCKUX UK HaYUYHBIX 3HAHHUH.

- IloxepreoBanme npejcrasiser coOOH OJIArOTBOPUTENBHBI B3HOC B IOJB3Y TpPEThEH
CTOPOHBI-FOpHIHYecKoro  uua  (61aroTBOPHTEILHOCTD) ¢ 0naroTBOpUTEbLHBIMU H
(hMIAHTPONHYECKUMH HaMepeHUsIMH Oe3 KakoH-JIn00 ABHOM WM 10/pa3yMeBaeMOi BLITO/IbL,
KpOMe Kak ITpocTo J100past BOJIA.

['panTel MOTYT BKIKOYaTh B ceOs BUAbl ['paHTOB, OTHOCAIIMECH K HCCIECIOBAHHAM, BKIIOYast
CIIOHCHPYEMBIE.

(¢) Jloxanbupie 0COGEHHOCTH
besz ocobGennocTei.
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3. 19 HoKkpsimue pacxo0o6, C6A3AHHBIX C RPOGEOCHILEM MEPONPUAMUIL

(a) Tpebosanus EFPIA

Cornacno pazzaeny 3.01. Konpexca Packpwitus “Huousudyansnoe Packpeimue” KoMnaHHH-4YI€HBI
NOKHBI PACKPBIBAThH B KaTeropuu “[loxkpeimue pacxodoe, ceA3aHHbIX ¢ npogedeHem Meponpusmuil”
noboe « [lokpetmue pacxo0os, cési3anHblx ¢ nposedenuem meponpuamuily. [lokpeimue pacxooos,
CGA3ANHBIX C Npogederuem meponpusimut, vepe3 HCO unu mpemou cmopoHsl, GKIIOYAA CHOHCOPCMEO
HCP, ¢ yeavio ux yuacmua 6 maxux Meponpusmusax kax:
i. Pecucmpayuonnsie cbopel. Bea cymma Pecucmpayuonnsix Cbopos, eoinaavennas HCO sa
onpeodenennbill 200, O0ANCHA PACKPLISAMBCS HA UHOUGUOYAIbHOU 0cHo6e B KATeTopuu “[lokpuimue
pacxo0os, ces3annblx ¢ nposedenuesm meponpuamuil”. Odwas cymmva Pezucmpayuonnvix Céopos,
soinnayennas 3a onpeodenennviii 200 HCP, asisiowemycs wemro onpeoensiemvim Ilonyuameen,
QOIHCHA  PACKPBIGAMbCA  HA  UHOUBUOYANbHOU ocHose B KaTeropuu “lloxpeimue pacxo0os,
CBA3ANHBIX C NPOGEOCHUEM MepOonpusmuii .
ii. Jlocosoper cnoncopemea ¢ HCO wunu ¢ mpemoumu nuyamu, naznavennoeimu HCO oan
opeanuzayuu Meponpusmus.: “/ozoeopur Cnoncopemea’” ohopmisiiomes 6 6ude KOHMPAKmos, 6
KOmopelx ohucsleaemcs yeib CHOHCOPCI??G(I U CBA3AHHBIE ¢ DMUM Heper)cmu UC‘HH()CHTE?:(. Ecau
Konmpaxkm eraouaem ¢ ceos ' Pezucmpayuonnsie coopor” u “llpoezd u Pazmewenue”, mo maxue
Hepeoayu Lennocmeit 0ondicnvl, 6 NPUHYURE, PACKPHIBAMbCA NO OMOECILHOCHIU 6 COOMEEMCMEYIOUUX
KAMe20pusix.

iii. Ilpoeszo u pasmewenue (6 npeoenax, pecynupyemvlx Cmamoveu 10 Kooexca EFPIA HCP).”

JlononHurenbHbie NpUMeyaHus KacarensHo CIIOHCOpCTBa:

- “Koceennoe cnoncopcmeo HCP yepez HCO donoicna packpsisamoscs kak esiniama HCO,
nOCKOALKY ona aeasemcs Honyvamenem Hepeoauu [{ennocmeir. Taxoe packpvimue 6yoem
ocyujecmeiamocss B Kateropun “llokpeimie pacxodos, CEA3GHHBIX ¢ NPOBEOeHUueM
meponpuamuii”/ [loeosoper  cnoncopemea ¢ HCO / mpembumu cmoponamu,
nasnavennvivu HCO ons opeanusayuu meponpusmus”. (Yacmo 3aodasaembsiii Bonpoc
EFPIA 3.01-7)

- “Ecau nocpeonux Aeisemcs npogeccuoHaibHulM op2anuzamopom xongepenyun (PCO),
mo Komnanus-unen oondxcna saseume Ilepedauu [lennocmeii ¢ coomeemcemeyiouyen
kamezopuu om umenu cnoxcupyemozo HCO. Tak denaemes nomomy, 4mo 6 3mom ciyuae
Komnanus-unren  ocywecmensem cnoncopemgo 4epez PCO, wno ¢ Hamepenuem
cnoncuposams HCO™ (Yacmo 3aoasaemuiii gonpoc EFPIA 1.01-2)

(b) Pexomeniaumu ['pynis [psen

B nannom pasnene Ipsen packpeiBaer ToV, CBA3aHHBIE C MEPONPHSATHAMH, HA WHAMBH/YaJIbHOM
ypoBHe, T.e. Ha ypoBHe HCP nmm HCO.

ToV. packpbiBaemble B JIaHHOM pazjelie, OTHOCATCS K MEPONPUATHAM, OpraHu3oBaHHbIM TpeTbei
Cropono#t, i k Ote/ibHBIM MeponpusaTHsaM, opranu3yeMsIM [psen:



METOJOJONHYECKAA 3AITHCKA 2
110 BOIIPOCAM PACKPBITHAH HH®OPMAILIHH EFPIA- 2019

POCCHHCKAS ®EJAEPAIIHA Innovation for patient care

e “Meponpusitusi TpeTbeil CTOPOHBI”, OpraHU30BaHHbIE HE3ABUCHUMOI TPEThEH CTOPOHOH, TAKOH
kak obOyuaromee O6mectBo, accounauus HCP wu 1.1, Ilpumepom meponpuatuii Tperbei
CTOPOHBI SBJISIETCS MEXKIYHAPOIHbBIA HAY4YHBIH KOHIpecc,

o Cnoncoperso HCP: Ipsen moxer cnoncupopars HCP B nane noceuienust HMu
KOHTPECCOB HJIH MEPOTIPHATHH B LIEJISIX MOBBILIEHUS UX MEIHIHHCKOH M /WJIH HAay4YHOH
KBaTM(PUKAIIMHM, a TaKKe IOJYYEHHUs 3HAHUH 00 HCIIO/IB30BAHUM JIEKAPCTBEHHBLIX

CPEJICTB.

B J1aHHOM KOHTEKCTE CIIOHCOPCTRO PacpoOCTPAHSIETCs HA perncTpauuio 1J y4acTus
B KOHrpecce, npoesa, pasmemenne u nuranue. HCP ne nonywaer Hukaxkoi
KOMITEHCAIIMH, T.K. HE OKa3bIBaeT HUKAKUX ycayr (Cy. kameeopuu 1. u 3. Huxce).

o Cnoncopereo Kounrpecca: Ipsen MOXeT Takke CIHOHCHPOBATH MeEpPONpHATHE
TpeTbeil CTOPpOHbI (HanpHMep, KOHIpecc), B OOMEH Ha Takue YCJIYIH KaKk MecTo Ha
caTeJUIMTHOM cuMmno3uyme Ipsen (oOpazoBaTesibHasi [J€ATEIbHOCTb, HE3aBUCHMO
opranuszyemas Ipsen u Bejayulasicss B pamKax KOHIpecca, JONYCK COTPYAHHKOB Ha
Kourpecc) wmu crenn (Cwm.  xkameeopuio 2. Hudicee). ToV, cag3anueic co
CIIOHCOPCTBOM, BCEr/la HAIIPABJISIOTCS OPraHU3allHsiM.

e “Otrnenvuble MepornpusTus Ipsen”. llpeactasisior coO0i MeponpHATUS, HUHHIMUPOBAHHBIE
Ipsen B uensix npenocTapneHns HHGoOpMalliy 0 MEULMHCKOH npoayKuuu Ipsen, obiactu ee
NPUMECHEHUS, BapHaHTaxX JIEUEHHS W T.0. WIH B KadecTBe OTBeTa Ha OOOCHOBAHHYIO
notpebHocTh B HayuHoit uudpopmauuu. HCP npoxuBaloT W NUTAOTCS B MECTE MPOBE/ICHHUS
TaKUX MeponpusTUil GecnaaTHO. 3aTpaThl HAa TOTUCTHKY HE PACKPLIBAIOTCA.

B o0oux cnyyasx ypoBHH rocTEPUUMCTBA ONPEAEIIAIOTCA MECTHBIMH IIPaBHIIAMH (C/IEIYIOILMMH H3
mecTHO# TpakToBKH Kojekca EFPIA HCP, onpenenstonieii noporosble CyMMbl Ha TAKUE PacXxo/ibl).

Pasznen oruera * [Hokpeimue pacxo0o06, C6A3aHHbIX ¢ NPOGEOCHUEM MEPONPUAMUL " COCTOUT H3 TpeX
(3) xareropui:

1 Perncrpanmnonnsie cbopbl: cOOpHI 3@ yyacTHe B MEPOIPUATHAX TPEThEH CTOPOHDI
BKJIFOUEHBI B porpammy crioncopersa HCP.

2 Jdorosopsr cnoncopersa ¢ HCO unu tperbumu croponamu (takumu kak PCO),
Haznauenusimu HCO s opranmsaumu meponpustés. B nocneaneM ciayuae
CIOHCOPCTBO OyJeT pacueHuBarbes kak kocsenHas ToV pig HCO.

ITpumepbr  packpbiBaemMod  ToV: ApeHja CTeH/la, MECTO Ha CaTC/UIMTHOM
cumnosuyMme (MeponpusTie, KOHTpOJUpyeMoe Ipsen Ha MEpONPUATHH TpeTbek
CTOPOHBI).

3 IMpoe3n m npoxkupanune, npepocrapisemele HCP kax yacts cioncopersa HCP na
meponpuatusx Tperbux cropoH uiu B cBsizn ¢ ydactuem HCP B Otxenbubix
mMeponpuaTHsx Ipsen.

ITpumepnr packpeitus ToV: aBuaGuiIeThl, KEIE3HOIOPOXKHBIE OHIETBI, TAKCH,
IOCTHHHYHBIE CYTKH.

MaccoBble IpyNIoOBbI€ MEPEBO3KH (HAmp., aBTOOyC / BaroH), OpraHu3yemble JUis
MEpOIPHSITHSI, PACKPLIBAIOTCA B OTHOLIEHWH Kaxaoro oraensHoro HCP, kotoperit

14
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noje3yercs decriaTHOH nporpamMoit “IIpoesn u pasmemenue ™.
Cwm. nmogpobuble npasuiia pacyera B Hactu 3.2.

(c) JlokanbHbIe OCOOEHHOCTH
bes ocobennocreii.
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3.3.4 Inamescu 3a okazanue yc/iye U KOHCY1bMUPOSAHUE

(a) TpeGopanus EFPIA

Cornacto paszgeny 3.01. Koxnekca Packpbitus “Huousudyaivnoe Packpuimue” KoMIaHWU-4/I€HBI
JIOJKHBI PAacKpbIBaTh B KaTeropuu “‘[liamedicu 3a oxkasanue yciye u Koncyismuposanue’ 00bIC
“llepedayu L{ennocmeit, credyioujue un cei3annbie ¢ KOHMpaxmamu medxcdy Komnanusmu-vieHamu
u HCP, yupexcoenuamu, opeanusayuamu uiu accoyuayusmu HCP, coenacno komopeim makue
VUPENHCOCHUA, OPeaHU3aAYUY UIY accoyuayuu okaseléarom niodsie munst yciye Komnanuu-uneny wiu
aMo0ble  Opyaue munel  (unancuposanus, HA KOMOpwle He PACHPOCMPAHIIOMCs NpeobloViue
kameeopuu. H Inameocu, u Illepeoawu [lennocmeir, ceszanHble ¢ pacxodamu, onpeoeieHHbIMU
RUCOMEHHbBIM  CO2AAUENUEM OMHOCUMENbHO  OeAMEIbHOCMY, OYOYm  pPacKpuléamvCi Kak o06e
omoeibHble CYMMbL. "

(b) Pexomennanuu I'pynnsl Ipsen

Ipsen mozxker 3akmounTh KOHTpakT ¢ HCP wian HCO B oOMeH Ha yciyru, 0Ka3bIBaeMbIe CO CTOPOHbI
HCP/HCO u ocHOBaHHBIE HA HAYYHOI MEAMIIMHCKOH IKCIIEPTH3E, 3HAHUAX U OTBITE B KOHKPCTHOI
obnactu Tepanuu. Ipsen opopmirser konTpakTHele oTHOWEHUs ¢ HCP nan HCO Tonbko npu namu4un
3aKOHHOIO OM3Heca MM Hay4yHOH NOTpeOHOCTH, JUIS KOTOPBIX HE XBAaTaeT BHYTPEHHHX WITH JAPYTHX
JOCTYMHBIX pecypcoB. OKa3blBaIOTCS TaKWe YC/IYrH Kak aHaTHTHYECKHE OLCHKH, MPE3CHTALMH HITH
MPOYHE KOHCAITHHIOBBIE YCIIYTH.

YyacTue B KOHCAJITHHIOBBIX COrJIAlICHUAX TpeOyeT BpeMeHH U Hayimuus onbita y HCP, momMumo nx
OCHOBHOM npakTHKu. Takum 0Opaszom, IIpejicTaBisercs YMECTHBIM OIUIAYHBATL HM HX BPEMSI, a TAKIKe
KOMITIEHCHPOBATh pacXo/bl, TakMe Kak Inpoe3l. BosHarpaxknenue n0mKHO OBITH NPOIUCAHO B
MUCbMEHHOM COIJIAIIEHUH, OBITH CTPOTO CBA3aHO M NPONOPLHOHAILHO OKA3bIBAEMBIM YCJIyram,
COOTBETCTBOBATH Pa3yMHOH PBIHOYHOH CTOMMOCTH, a TaKXe COOTBETCTBYIOMIHMM JleHcTBYrOUIMM
IIpaBunam, nonoKeHUsIM U 3aKOHAM.

B nannom pasjene Ipsen packpbiBaeT ycayru Ha MHAMBH/IyalbHOM YpoBHE, T.¢. Ha yposue HCP uim
HCO, ronopaps! 1 cBsI3aHHBIE 3aTPaThl, B IBYX OTAEILHBIX KaTeropusx ToV:
1 I"'oHopapbI: ronopapsl 3a yciayry, okazsisaemsie HCPs/HCO
[lpumepsl: 'onopapsel 3a BeicTymieHHe (Boictynnenue HCP (“/loxnaguuk™) Ha
coOpaHHH), TMNaTekH 3a aHAITMTUYECKHE 3aKNIOYEHHs, IPEIOCTaBICHHBIC
DkcnepTHbIM COBETOM !, IJIATEXKH 32 KOHCAITHHIOBBIE YCITYTH.
2 Cesasannble pacxoabl: lpu nanuuuu jorosopa o0 OKa3zaHUM yCIYr MOTYT HMEThb
MECTO JIpyrHe pacxo/ibl, He SBJSIOLIMECS YacThK) TOHOPApOB, HO CBA3AHHBIE ¢

| Fkeneprupiii Coser npeacTaraser codoil rpynny NpurialleHHbIX IKCNEPTOR, COIBAHHYIO KOMITAHHEH U151 NOIy eHUs
HPOPECCHORAILHON KOHCYILTALMK M PACCMATPHUBAIOLLYIO KOHKPETHBIT BONPOC, ANA pa3pelleH s KOTOPOro KOMIaHHH He
XxBaraer onseita M 3HaHuil, CoBeTHWUKAaMM (IKCNEpramMu B CBOMX 001acTAX) MOTYT BLICTYNATh CNELHATUCTSI
3apasooxpanenus (HCP), cnoxcopbl, MauMeHTEl, MPEICTABHTCIN MAUMEHTCKUX accoLMalliii, IKCNEepThl MalHeHTOB H
CreuManneThl, He oTHocAwMecs Kk HCP, Hanp. cneunanieTsl no BoIXOLY Ha PhIHOK.

DkcneprHbie COBETHI, 3aHUMAlOULMECH BOMPOCAMH HAYKW W / MM 3APABOOXPAHEHMA, NMOMOTAIT HaM NyULlIe MOHSATH
OKpPY:KalOLLY0 Cpelly, TeparneBTHYECKHe 001aCTH, JaHHbIE W NMPUMEHEHHE NPOAYKLHH, YTBEPKACHHON I HAXOAILEHCH
B CTalMK pa3padoTKK, a TaKAKEe HaCyLUHbIE MOTPEOHOCTH B MEAHLIHHCKOM NOMOLLN.
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OKa3aHMeM JaHHOH yciyrH M kKoMmmeHcupyempie HCP/HCO, Takue ToV
PacKpbIBaIOTCH B JJAHHOH KaTeropuu.
[Ipumepsr: ABHaGHIIETHI, JKeIE3HOJOPOXKHBIE GHIIETBI, POKHBAHHE,

JlokajibHBIE OCOOEHHOCTH
bes ocobennocrei,
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3.3.5 Hccneoosanun u paspadomiu

(a) Tpebomanus EFPIA

Cornacno pasgeny 3.04. Kopexca Packpwitus “Ilepeoauu [lennocmerr no Hccreoosanusim u
paspabomkam”,  “Ilepedavu Lennocmei no Heenedosanusm u  paspabomiam  3a  Kaogwowei
Omuemnoiii Ilepuod» packpwisaiomes kadxcooi Komnanueii-ynenom azpeeuposano. 3ampanet,
COSA3ANHBIE ¢ MEPONPUSINUAMU, HEMKO CEA3ANHBIMU C 6UOAMU OEAMENbHOCMU, PACCMAMPUBAEMbIMU 6
oannom pazoene, moz2ym Obimb GKIIOYEHbI 6 00WYIO aepecUPOSAHHYIO CYMMY RO Kame2opuu
“Ilepeoavu Llennocmet no Hecreoosanuam u paspabomkam.

Cornacno Ilpunoxkenuto 1 Omnpenenenne TepMHHOB, Hcnosb3yeMblx B Kopgekce Packpbiths,
“llepeoaua [{ennocmen no Hecnedoganuam u paspadomram” oTHOCcHTCA K: “Ilepedauam ennocmen
Kk HCP unu HCO ¢ c6s3u ¢ nianuposanuem uiu nposederuem:

I. HeKauHuYeckux uccaredoeanutl (kax onpedenero 6 lpunyunax OICP no [lobpocosecmuon
Jlabopamopnou Hpaxmuxke),

i, Kiunuueckux uccredosanuil (kax onpeodeneno 6 Jupexmuse 2001/20/EC); unu

iii. HeunmepeeHYUOHHBIX UCCIeO06ANUL, AGIAIOUJUXCA 0XHCUOAEMBIMU NO C60€Ll NPUpPooe U
GRIIOUAIOWUX 8 CeOS KOMAIEKC OQHHBIX 0 RAyuenme, ROIYYEHHBIX OM UIL OM UMEHU (PUIUYECKO20
auya wiu epynn HCP konkpemuo ons uccnedosanus (Paszoen 15.01 Kooexca HCP).”

Bosee toro, kak rogopurcs B Bonpocax u Oteerax EFPIA Q&A Yacts 1 Bonpoe 38, “He rxaxcoas
uceneoosamenvbekas 0esmeibHocmo Komnanuii-41enoe ocyujecmsisiencs 6 pe2yisamopibix yeiix.
Heenedosanus, He npednasHayenHvie ONsl Nepeoayu 6 pezyisimopHoie Op2dnbl, He OMHOCAMCA K
kamezopuu packpoimusn “Iepeoawu Ilennocmeti no Hayuno-Hecneoosamensckum Pabomam”™ u
ROONEINCAM PACKPLIMUIO 6 COOMBEMCMEYIOWeli KAMe20pul Ha UHOUGUOYANLHON 0cHo6e ™,

(b) Pexomengauuu ['pynmsl Ipsen

ToV ans HCP wma HCO, cBs3aHHbIE ¢ MJIJAHHPOBAHKEM HMIIH IIPOBE/ICHHEM
- Hexnmuuyeckux vcclieJoBaHHH
- KiuHuYecKkux ucclieoBaHui
- HeWHTepBEHIITHOHHBIX HCCIIEN0BAHUH
o SIBISIOMIMXCH 03KHIAEMBIMH I10 CBOEH IPUPOJIE H BKIIOYAIONIHNX B ce0s cOop JaHHbIX
0 TALMEHTEe OT HEero JHMYHO WM OT MMeHH (u3uyeckoro yuua wiau rpynn HCP
KOHKPETHO JUIS 9TOr0 McCleJ0BaHUs

Oupe,aeneﬁ sl

Hexnnuuueckne wucciaeposanmus (Hemoynux:  punyunwr  [odpocosecmunon  Jabopamoprou
Ipaxmuxuy ODCP): HexnunudeckHe Hcclie/loBaHua B cdepe 3ApaBoOXpaHeHHs W 0e301acHOCTH,
Jlajiee UIMEHYEMBIC TTPOCTO «HCCIIeIOBAHUA », 03HAYAIOT IKCIIEPHMEHT HJIH IPYIITY SKCIIEPUMEHTOB, B
KOTOPBIX «HCCIIE/I0BAHUE) 03HAYACT IKCIEPUMEHT UM CEPHIO SKCIIEPHMEHTOB, B KOTOPBIX MPE/IMET

18



METOJOIONHYECKAS 3AITHCKA -
110 BONPOCAM PACKPBITHA HHOOPMAILIHH EFPIA- 2019

POCCHHCKAA ®EJEPAITHA Innovation for patient care

TECTHPOBAHKS HCCIICAYETCS B 1a60paTOPHBIX YCIOBUAX HIIH B YC/IOBHSIX OKPYKAIOIIEH Cpe/Ibl B LieJIsX
TIOJIYYEHHS JIAHHBIX O €r0 CBOHCTBAX M /MM G€30IIaCHOCTH, C MOCIEAYIONIMM IIPE/ICTaBICHHEM B
COOTBETCTBYIOLIME PErYISATOPHBIE OPIaHbl.

Kinunueckne uenwsiranns (Hemoynux: Hpunyuner [Jobpocosecmuoi Jlabopamopnou Hpakmuru
ODCP). Jloboe wuccleqoBaHME Ha JIOASX C LEJIbIO BBIABHTL HIIH TIPOBEPHUTH KIMHHYECKHE,
dapmaxonoruueckue M /uau  npoune bapmako-auHamMuueckue oS¢dQexTor oxHol MM Oolee
HCCIIeyeMOro (hapMaleBTHYECKOrO IPOYKTA H /MM BBIABHTH JI00bIE I0O0YHbBIE PEAKIHH Ha OJIHH
uu Gonee Hccieayemble GpapMalEBTHUECKHE MPOAYKTBI, H /HIH M3Yy4HTh IPOLECCH abcopOuunu,
pacnpesenenus, Metabosiu3Ma i BbIACICHHS OJHOro MM GoJiee HccielyeMbIX (apMaleBTHYECKIX
IPOAYKTOB € HeJIbl0 yOeuThest B HX 0e301macHOCTH B 3 deKTHBHOCTH.

HenHTEpBEHIIHOHHBIE Hcc/IeJ0BAHHA (Hcmounuk: Ipunyuno [Llo6pocosecmnot
[pouzsodcmeennou Hpaxmuxu OOCP): MceneioBanus, IpH KOTOPLIX (apMareBTHIECKUe IPO/IyKThl
BBIMMUCHIBAIOTCH  OOBIYHBIM 00pa3oOM  COTJIACHO YCJIOBUSIM  PErMCTPAIlHOHHOIO  Y/IOCTOBEPEHHS.
Hasnayenue NalUeHTy KOHKPETHOH Tepaniy He ONpeelIAIOTCs 3apanee IIPOTOKOIOM UCIbITAHHH, a
OTHOCHTCH K TEKYyIIel MpaKkTHKe, W TPOLIECC BBINHCBIBAHHSA JIEKADCTBEHHBIX CPEJICTB YETKO OTAEICHO
OT pelleHus O BK/JIIOUEHHH MallMeHTa B Hccienosanue. K mauueHTam HE IPUMEHSIOTCS MEPbl
JIOTIOJIHUTENILHOM JIMarHOCTHKH WJIH MOHHUTOPHHTA, @ SIUIEMHOIOIHYECKHE METO/Ibl TPHMEHAIOTCS
JUISL aHAIH3a [OJIYYEHHBIX IaHHBIX.

[Tpumepsl, CBA3AHHLIC ¢ HCCICAOBATENbCKOH AeATeNbHOCTBIO W TOV, onMchiBaemble B JaHHOM
pasjiesie (eciu CBSI3aHHOE UCCIleloBaHue 11oaxoauT noj onpenenedue EFPIA o6 necneoBatenbekoi
JIeSITeIbHOCTH )

- Cornawenue o CoTpyAHHYECTBE

- Cornamenue o Kiunnueckom MeceneroBanuu

- Koncanrunrosoe Corsamenune — Cornamenue o6 Oxasanun Yciyr

- Cornamenue ¢ Jloknaguukom

- Dxcneprusbiii Coser

- Bcrpeua ¢ uecnenoBaresiem

- Bcnomoraresibabie YCJAyTH IO YXO4Y 3a O0JIbHBIMH

- l'onopapel Komurtera no 3ruke

Ocolbie ciayqan

1 BeromorarelibHble YCIVIH, OKasblBaeMbie B 00JbHULAX (T.e. OOJIBHHYHBIE YCIIYIH,
OKa3bIBAEMbIE HEMEIHIIMHCKHM IIEPCOHAIOM ), MOT'YT OBITH CBA3aHbI ¢ MEAHIITHHCKHM
0OCITY)KHBAHHEM, MPEIOCTABIISIEMBIM BO BPEMsl MCIILITAHMSA, HIIH MOTYT OBITh He
CBSI3aHbl ¢ NAllMeHTaMu (Hanp. popMupoBanue JannbixX). [locneanee yacro oriaercs
Ha ayTCOPCHHI CHENHAIM3UPOBAHHBIM OpraHusauusaM. Benomorarenbueie yclnyru,
HEIOCPEJACTBEHHO CBsi3aHHblE C MEAMLUHCKMM O0O0C/IyKMBaHMEM B HPOLECCE
uccieoBadus, noanagaot nojx Koxekc W, TakuM o00pa3som, pacKpelBalOTCA Ha
arperipoBaHHOi  ocHOBe.  BcrmomorarenbHble  yCIyrd,  HC  CBA3AHHBIC
HEITOCPEICTBEHHO € MEIMLHMHCKHM OOCIIy)KHBAaHMEM B IIPOIIECCE HCCIIENOBAHMS,
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PaclEHHBAIOTCS KaK [TapTHEPCKHE TPAaH3aKIMH, HA KOTOPhIE HE PACIPOCTPAHAKTCH
TpeGoBaHus packpbiThs, nponucannele B Konekce.

2 Kocsennble Beiuiatel yepes Kiinanueckue Meciieioparenbekne OpraHu3aluy: Kak
onucaHo B nyHkTe 3.1.2 (a), KIMHHYECKas HMCCIIEJOBATE/ILCKAsl OpraHu3aius He

pacuenuBaercs kak HCO,

Takum 00paszom, roHopapsl, eeimtaguBaeMbie CRO 3a yciryry, OKasbiBAEMbIC UM
Ipsen. He BKJIIOUEHB] B 00bEM PAaCKPBITHA.

Tem He Menee, HenocpeacteeHHsle ToV uepes CRO, nanpasinennsie HCP/HCO
pacKpeIBarOTCs B pas/eie «VceneoBanus 1 pa3spaboTKu».

Kontpaktel ¢ CRO Obuid ajanTHpoBaHBl TakuM 00pa3oM, 4TOObl BKJIIOYHTH
NOJI0KEHHUs, ¢Bsi3anHble ¢ obsa3arensctBoM CRO mpenocraiare Ipsen nojio6Hyro
uHpopmainio o kocseHHbIX ToV B nonszy HCP/HCO.

(¢) JlokayibHble 0COOCHHOCTH
bes ocobennocred.

20



METOJO0JOTIMYECKAA 3ATIMCKA s
11O BOINPOCAM PACKPLITHS HHO®OPMAILLNH EFPIA- 2019

POCCHHCKAA OEAEPAIIHA Innovation for patient care

3.3.6 Ilepeoaua yennocmeil, He 6X00AULUX 6 HEPEHEHb

(a) TpebGosanus EFPIA

Cornacno Paszeny 1.02. Konekca, “bes oepanuuenuit na Ilepeoauu [Jennocmen, komopore [ ... [ (ii)
ne nepeuucienst 6 Cmamoe 3 0annozo Kodexca, makue kax npeomemsl MEOQUYUHCKO20 HAZHAYEHUS
(coenacno Cmamve 9 Kooexca EFPIA HCP), npodykmel humanus u Hanumiu (cozractno Cmamoe
10, ocobenno Pazoeny 10.05 Kodexca EFPIA HCP), 00pa3zust 1eKapcmeeHbLx CPEOCME (CO2IACHO
Cmamve 16 Kooexca HCP); wiu (iii) 6xo0am 6 cocmas PpyMUHHON KyRAU-RPOOadcu
Dapmaueemuyeckot Ipodykuuu, cosepuaemoit medxcoy Komnanueu-uienom u HCP (nanpumep,
papmayesmamu) wiw HCO, wne pacnpocmpanalomca Ha  00A3AMeNbCHIEA RO PACKPbIMUIO,
onucannole ¢ Pazoene 1.017.

bonee Toro, “Komnanuu-uienvt He 0083aHbL PACKPLIEamb Kakue-1ubo pacxoodel, Ceszaniele ¢
N02UCMUKOT, Hanp., apeHda niowadei  Komnanuii-uienoe, 6 yeisx nposeoenus — OmoeivHblx
meponpusmun.” (Yacto 3anaBaemslit Bonipoc EFPIA 3.01 - 13).

[Ipumeuanus:

- "Bo usbencanue comnenun coznacio Kooexcy EFPIA, “npooykmbl numanua u Hanumxu'
He QOIICHBL packpbieambes kax Tlepeoayu Ilennocment, a noonadawm noo HoGble NOILONCEH U
Kooexca EFPIA HCP. HayuonaioHeiM 3aKoH00amenscmeom u npasuiamu mozym Owvinme
HanodceHvl Oononnumensiole ooszamenvemesa " (Uacrto 3anasaemslii Bonpoc EFPIA 3.01-11)

- “Tockonbky Ha 00pazusl 1EKAPCMEEHHBIX CPEOCME HE PACHPOCMPAHAIOMCA 0DA3amenbcmed
0 PAckpelmuu, MOmM Jice RPUNYUN NPUMEHAEMCH K COCHABAAIOU{UM UCCIe006AHUA U
OHOI0ZUYECKUM 00PA3UAM OJIs UCCIe00CANUSL.

- Ha cocmasisiowue uccieoosanus u  Ouonocuveckue obpasybl  pacnpocmpansiiomcs
nonoxcenus 0 Jupexmuse no Knunuveckum Henvimanusm, u ux UCnOIv306aHue NOONEHCUM
o0obpenuio emecme ¢ Knunuweckumu Henotmanusmu ” (Macto 3a1aBaembiii Bonpoc EFPIA
1.02 - 4).

)

(b) Pexomenpauuu I'pynmst Ipsen

O6muit npunnmn Ipsen 3akmodaetcs B abcomoTHOM coOumtoienns npasui EFPIA B otnomennu ToV,
HE BXOJSILIHX B [1EPEUYCHb.

Kak ykazano B Yactu 3.3.3, ypoBeHb IOCTEIPHHMCTBA  OINPENEISIOTCS MECTHBIMU IIpaBHIaMK
(cornacio TtpaktoBke Kojekca EFPIA HCP, onpezenstoress noporopble acCHrHoBaHHS Ha

IOCTEIIPUUMCTBO).

(b) JlokasibHble 0OCOOEHHOCTH
bes ocobennocreit
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3.3.7 Ocoburii cayuai #1: Mapkemunzosvie ucc1e008aHusA

(a) Tpebopanus EFPIA

Cornacuo Pazzeny 1.01. Koxexca Packpwitus “O6szamenscmea Obujeco Xapaxkmepa” “Coznacho
yenogusim oannoeo Kooexca kaxcoas Komnanus-uien 0ondicna OOKyMeHmuposamo u paseidulame
cosepuaemvie et [lepedawu Llennocmeil npamo unu kocgenno Honysamento uiu 6 e2o noiv3y, Kax
onucano Gonee noopooro 6 Cmamve 3.

Cornacto Ilpunoxennio Yacro samasaemble Bonpockl EFPIA 3.01 - 12 “Kooekc ne mpebyem
packpoimus [epedau Llennocmei KOMPAHUAM, 3GHUMAIOUUMCI MADKEMUNSOGLIMU UCCIEA06ANUSMU,
eciu HCP/HCO, yyacmeyiowue 6 uccie008aHuy pblHKd, KOHKPEMHO He U36eCbl.

Kax npasuno, 00HuM u3 OCHOGHLIX HPUHYUNOE MAPKEMUHZOGLIX UCCAE006AHUL ABNAEMCH NPAGo
PECROHOCHMOE HA GHOHUMHOCHIb, KOMOPOE MAK JCe OMHOCUMCS K ONpeOenenusimM MAPKemunzo6oix
UCCHCO0BAHUTL U COOMEEMCMEYIOWUM HOpMaM nogedenust écex cmpan. lem ne MeHee, eciu
Komnanuu-vaeny ussecmen(no) HCP/HCO, npunumaiougee yuacmue 6 0esmenbHOCmu, OnpedeneHHou
Kak mapkemunzogoeie uccieoosanus, Komnanus-unen 00adcHa packpeléamv Mo 6 Kame2opuu
“[‘onopapwl 3a Yeayeu u Kowcanmumz . B makux uckioHumensiolx CAYHAAX OXCUOUEMCS, YMO
Komnanusi-uien 06echedum co2nacue Ha packpblmue nocpedcmeom Konmpaxkmd. "

(b) Pexomennammu I'pynsl Ipsen

MapkeTHHIOBOE HCCIIe/loBaHME NpeAcTaBuseT cofoil mpomece cbopa M ananusa uHboOpMaLMH,
CBA3AHHONM C KOHKDETHBIM PBIHKOM, CHCTEMATHYECKHM H OOBEKTHBHbIM oGpasom. Llenbio moboro
IIPOEKTa MAPKETHHIOBOTO HCCIIE/IOBAHHA ABJIAETCs JIOCTHKCHUE OOJIBIIEro MOHMMaHHs B BONPOCE

HccelieI0BaHus.

B GOJBIIMHCTBE C/Tyd4aeB MapKeTHHTOBBIE MCCIIEOBAHNs TOKPBITHI KOHTPAKTaMH MEKy Ipsen u
CTOPOHHMMH HCIOIHHTEISIMHM; B OTHOLICHHH NHYHOH WH(DOPMALMH PECHOHJICHTOB HCTIOIHUTE/IEM
cobmolaetces crporas KOH(GHIEHIHAIBHOCTD.

I1pu ToV, cBA3aHHBIX ¢ MAPKETHHIOBBIMH UCCIIC0BAHUSAMH, MOTYT UMETh MECTO TPH CHTYALMH:
- Ecmu nmena pecnionaertos- HCP we u3Bectnbl, 10 TOV He packpeiBaeTcs.
- Ecnu umena HCP m3BecTHDL, H X cOrjlacue Ha packpbitHe (M. HacTh 4) ObII0 NOJy4eHO, TO
ToV packppiBaercs Ha HHIHBHJIY&IbHOM YPOBHE;
- Ecmu umena HCP u3BecTHBI, HO HX COIJIACHE Ha packpeitTie He 010 nosyueHo (orkaz HCP),

10 ToV packpbiBaeTcsi B arperupoOBaHHOM BH/IC.

(¢) JlokanbHble OCOOEHHOCTH
be3 ocobennocreil.

[Bapuanmor: He npumenumo npu omcymemeuy KOHKPemHblX MECMHBLX HOPMAMUEOE UL ROONEHCUM
BLINOIHENUIO DUAUAIAMU, eClU NPUMEHUMO |
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3.3.8 Ocodvt ciyuait #2: Bzaumooeiicmeun ¢ mpembumiu CmopoHamu
(a) Tpebosanus EFPIA

Cornacuo Pasueny 1.01 Koxekca Packpsirusa “Obasamenscmea Obweco Xapakmepa™, “kaxcoas
Komnanus-unen 0012CHG QOKYMEHMUPOSAMb U pazenauiams OCyWecmelisempie e Npimo uiu
xoceenno Iepeoayu Ilennocmeu 6 noawsy Honyvamens coenacno Cmamope 3."

Cornacto [punoxkenuto Yacrto 3anasaembie Bonpocsl EFPIA - 3, “Obwenpunsmo, umo 6 ciyuae, ko2od
mpemou  cmoponsl.  hpeocmasnaiom  Komnanuwio-uiena wiu - deucmeyiom  om - ee  UMeHu,
coomeememeyiowue obszamenpemea ‘nepedaiomea’ mpemuell cmopone. Imo 00AICHLIM 00pazom
OMPANCaemes 6 002060PHLIX OMHOMEHUAX. "

(b) Pexomenyauuu I'pynmne! I[psen

B nekoropeix ctpanax Ipsen paGoraer yepes napTHEPOB H AUCTPHOBIOTOPOB.

B aannom kontekcre Ipsen cumraer, yto ecimu [laptHep siBasercs wienom EFPIA mnm unenom
mecTHOl acconmanuu - wieda EFPIA B crpane HCP/HCO, u/nnu, ecnu B cTpaHe, rjie BeACT CBOKO
aedrenbHocTh [lapTHep, ObUIO IIPHHSATO 3aKOHOIATEIBCTBO O ITPO3PAYHOCTH B3aUMOJCHCTBUE MEXKITY
(apmanestryeckoii mpomsinuieHHocThi0 H HCP 1 HCO, To IlapTHEp oTBeyaeT 3a A0KyMEHTHPOBaHHE
u packpeitie ToV HCP u HCO cornacno MECTHRIM HOpMam IIOBEJICHHS H B COOTBETCTBHH C
HPUMEHHMbBIM MECTHBIM 3aKOHO/IATEJILCTBOM O 3aIMTE MEPCOHANIBHBIX J[@HHBIX.

Ecin napraep He siBnsiercss 4ieHoMm EFPIA wnu ecim ctpaHa mosyyarens He SBISETCS WICHOM
mecTHoM accormanuu EFPIA, Bo3MOXKHBI J[Ba BapHaHTa!
o llaprtHep OCYIIECTBISET pACKpbITHE AOOPOBONBLHO HJIM  IOCPEACTBOM KOHTPAKTHBIX
ooszarenncrs: Takue ToV He BrovaloTes B oTdeTsl Ipsen o IlpospaynocTi;
e [Ilapraep He ocymiecTBisieT packpbiTHe: Ipsen packpeiBaeT Tosbko ToV, cBazaHHbie ¢
JEeATENBHOCTBIO, Ha KoTopylo pacrnpoctpansercs EFPIA, or umenu Ipsen, u B ToM ciyyae,
KOTJ1a KOHEYHbIE N0JIyyaTe/in / 3aTpathl H3BecTHBI Ipsen. B Takux ciayuasx naptaep oda3yeTcs
cojeiicTBoBath Ipsen B BoimonHeHHH ee oOs3arenscTB no Koaekcy mocpeactsom cOopa
Tpebyemoii  mHMOpPMALMKH ¥ [OJYYeHHs corjacuid na o0paboTKy M pacKpbiTHE
coorBercryromux ToV HCP n HCO.

Jlanuelii 10axX0/1 0TOOPaXKEH B HUKENPUBEAEHHOMN JiHarpaMMe.
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Third parties interactions

Activities externalized to the 37 parties / partners
include transfers of value with HCP/HCOs covered by the EFPIA
Disclosure code (Sponsorships, registration fees, services fees)?

Yes
Is the pariner a direct member of EFRPIA?
Yes
No
Is the partner a member of the local association member of

EFPIA in the country of the HCP/HCO?

Yes
No
Does the partner disclose on a voluntary basis or through
contractual obligations?

Yes

No

No disclosure

Pucynox 1 — B3anmoseficTBHE ¢ TPETBHMH CTOPOHAMH

(¢) JloxkanbHBIE OCOOEHHOCTH
bes ocobeHHOCTEH.

BianmopeiicrBue ¢ TPeTHHMH CTOPOHAMH
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- BH/bl JIeATeNbHOCTH, TepeiaBaeMbie 3-HM CTOpPOHaM \ MapTHepaM, BKIIOYAT B ceds
nepenaun uennocreit HCPAHCO, na xotopsie pacnpocrpansercs Koaexe packpoitus EFPIA

(CoHCOpCTBO, perucTpanoHnble cOopsl, onara yciyr)? Her
Ha
SIBsieTcs MApTHEPOM HJIH HEernocpeICTBEHHBIM uwieHoM EFPIA?
Ha
Her
SBnsercs 14 naptHep wienom MectHo# acconmaruu EFPIA B ctpane HCPAHCO?
Jda
Her
OCYILECTBIISIET JIH NIAPTHEP PACKPBITHE JOOPOBOILHO MK B CHITY KOHTPAKTHBIX 0043aTe/IbCTR?
Ja
Her
Packpsitue laprHepom I[PSEN  packpbiBaeT TOJIBKO | PaCKpBITHE OTCYTCTBYET
ToV, CBSA3aHHbIE c

JIeATEIbHOCTBIO, BeJyLIeHcs OT
umeHn Ipsen, u eciu Ipsen
M3BECTHBI KOHEUYHbIE
noJlyyaresu - [lapTHep
JIOJDKEeH TipeflocTaBuTh Ipsen
no/ipoOHYI0 HHPOPMALHIO.
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3.3. [lepenaun 1ieHHOCTEH, CBSI3aHHBIE C MEKIYHAPO/HOH JIATEIbHOCThIO
(a)Tpebosanus EFPIA

Cornacro Ilpunoxenunto Yacro 3anasaemsie Borpocsl EFPIA 2.05 — 3, “/lepeoauu yennocmen HCP /
HCO, ubst npakmuxa, aopec eedenus 0esmebHOCMU AW MECMO peaucmpayui Haxoosmes 6 Lepone,
ROONEHCAM PACKPOIMUIO 6 CHpane, 20€ HAXOOUMCA OCHOGHOE MECHO 6e0eHUA OeAmeTbHOCHU
Hoayuamensn, co2idacHo HAYUOHWILHOMY KOOEKCY CMPAHbl, 20€ HAXOOUMCS OCHOBHOE MECMO 6e0eHUs
Oesmenviocmu  [lonyuamens, Hezagucumo om moeo, ocyuecmensiomes llepeoauu Iennocmeu na
meppumopuy win 3a ee npeoeiamu.

Kooexce mpebyem npospaunocmu Ilepedauu Lennocmeii, naxoosuuxcs 6 cmpane, 20e 0esamenbHOCmb
HAYUHWIACH | 6edeMCa 8 OCHOBHOM, MAK KAK MO AGIAEMCA 3I020M MO020, YmMOo nayuenm uiu opyeou
napmuep cMO2ym 1eeko naumu maxyio ungopmayuo. Ouzuveckuil aopec eeoenusn oesmenvrnocmu HCP
win HCO oonorcen ucnonwzoeamocs 015 Onpedenenus Cmpansl, 8 KOMopoi 0y0ym packpbleamses OaHHble

1"

(b) Pexomentaumu I'pynnet Ipsen

B Ipsen, “mexayHapoxHoOH” AeATEJbLHOCTLIO HA3LIBACTCA JICATEIbHOCTh, HHHIIMHPOBAHHAS
addunmuuposanueimM nunom Ipsen, koraa [lonyyaresns HaXOUTCA B OJAHON HIIH HECKOIIBKHX CTpaHaXx,
i Otaenom ["onoBHoro oduca.

B umenax coorBercTBHs Konekcy EFPIA, Tpebyronemy packpeiTus B CTpaHe, rJ1€ ojaydareib BeJeT
ocHoBuyto nesteapHocTh (HCP) wim rue on 3apeructpuposan (HCO), He3saBHCHMO OT TOrO, Ijie
umeer Mecto ToV — 3a npeaenaMM MWIM BHYTPH JIaHHOH CTpaHbl, IPONECC YIPABICHHS
MEK1YHAPOIHON JesITeIbHOCTHIO ObL1 JopaboTan TakiuM 00pa3oM, YTOObI YUECTh BCE 3aTpaThl 1000H
komranmu rpymisl Ipsen na HCPs/HCO B npeaenax tpedosanuit EFPIA.

Ilpumepsr ToV, cBs3aHHBIe ¢ MEXAYHAPOJAHOH jeaTenbHOCTHIO (cM. Pasnen Yacro 3amaBaemble
sonpocs! EFPIA 2.05 - 3):

- Tonosuoii oduc Ipsen B CIIIA, cnoncupytoumit HCP, umetouero npaktuxy B LlBenun s
BeJIcHUA JedaTelIbHOCTH B ['epManuu, npejactaBuil otyer 110 ToV neHTpaln3oBaHHO, U TaKas
ToV packpriBaercs nox umenem HCP-Tlonywarens B Illsenun (cornacHo NpUMEHHMOMY
3aKOHOJATEILCTRY, IPABHJIAM H HAallMOHAIbHOMY KoJjekcy B LlBenmu).

- Ipsen Bo ®panuuu, cnoncupyroumii HCO, naxojsauyrocs B Mranun B neisx nposeaeHus
IKCIEPTH3BI, IpeAcTaBHIl oTyeT 110 ToV nenrpaiuzosanno, u takas ToV packpbiBaeTcs OT
umenu [lonyuarens HCO B Mtanuu (coriacHo HTaIbSIHCKOMY 3aKOHO/AATENbCTBY, IPABHIIAM
U HALMOHAIBHBIM KoJexkcam Mranuu).

- TonoBHo#t oduc Ipsen, CHOHCHPYIOIIMHA aMEPHUKAHCKOIO OKCIEpTa /IS y4acTus B
IKCIIEPTHOM COBETE B ApreHTHHe, He 00sa3aH packpsiBath [lepenauy llennocreil cornacuo
Kougexcy EFPIA. Tem ne menee, packpoitHe tpeOyercs B CIIA cornacno 3axony o0
OTKPBITOCTH TMpaBuTebeTBa (the “Sunshine Act”).

( ¢) JlokaspHBIE OCOOEHHOCTH
bes ocobennocTei
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4 MPOLECC NOJIYYEHUS COTJIACUNA
4.1.1 OcHosHble mMpedosanua K 3auiume OaHHbIX

C6op 1 06paboTKa NepCOHATBHBIX JIAHHBIX OCYIIECTBIIIOTCA B cooTBeTcTBUM ¢ lnpextnsoii ECEU
95/46 (URL ccouika) kacaTenbHo 00pabOTKH MEPCOHANBHBIX JaHHBIX. DTO KacaeTcd (PH3HIECKHX JIHIL
(HCP) u, B uckmountenpubix ciaydaix HCO, xak B ABctpuH, JlroxcemOypre u lllsefinapum.
JlupekTHBa TPAHCIIOHUPYETCs! B 3aKOHOIATE/ILCTBE O 3aIMThl JaHHBIX KaXKJIOH OT/Ie/IbHOH CTPaHbL.
CornacHo JIHpeKTHBE NepCOHAJbHbIE JaHHBIE JHOJIKHBI OBITh AJEKBATHBIMM, PEJICBAHTHBHIMH H HE
130bITOUHBIMH. OIIEepaTophl EPCOHAILHBIX JIAHHBIX (TaKue Kak Ipsen) 10/pkHbI yOEINTECH B TOM, 4TO
JIAHHDBIC SBJISIOTCS TOUHBIMH H AKTYAIBLHBIMH, @ TakkKe obecrieunBaTh HX 0€3011aCHOCTD.

Ecim cumraercs, 4yTo MyOJMKAIMs JaHHBIX COOTBETCTBYET MHTEpECcaM OOINECTBEHHOCTH, TO ITO
MOXKET ObITh pacleHeHo Oosiee BAXKHBIM, HeXKeJIH PpaBo (GH3MIECKOro JIMLA HA TailHy YaCTHOH JKM3HH
M TIOCIYKHT 3aKOHHBIM OCHOBaHHMEM IS NyONMKalMH. DTO IMOAXOJ NPHHAT B TAKMX CTPaHAX Kak
Opanuwst, Hunepnanael, Jlanusa n Cnosakus.

Cy0Obexrsl nepconaibiblX JaHHbIX (HCP n HCO, tam rae npuMEHHMO) HMEIOT IPaBO A0CTYIA K
CBOMM JIaHHBIM M K 00bEKTY X PaCKpBITHS.

JlupekTuBa Takxke rIacHT O TOM, YTO 3a npejenamu EBpornbl JaHHbIC JOJDKHBI NIEpe/aBaTbes MpH
COOJIIO/IEHHH COOTBETCTBYIOLIMX MEP MPEIOCTOPOKHOCTH.

[losyyenne HHAMBHAYAJILHOrO corjacust Ha o0paloTKy H NyOMKANMIO JHYHBIX AaHHBIX
TpeIcTaBaseT CoO0MH anbTepPHATHBHBIN C1I0c00, OCPEACTBOM KOTOPOro 00pabOTYHKH JTAHHBIX MOTYT
MOKa3aTh YeCTHOCTb CBOMX HAMEPEHHH.

Yr1o6bl uMeTh cuily, Jroboe cornacue HCP qo/mkHO ObITh:

. Jlano Ha 100pOBOJILHON OCHOBE

. KoHKpeTHbIM

. HeiBycMBbICTICHHBIM

. SIBnsiThCs pe3yibTaToM 000CHOBAHHOIO PELICHHUA

Ecii HHAMBHAYAILHOE corylacue ObUIO HCMOJIB30BAaHO B KAYECTBE OCHOBBI JUl MyOIMKALMH (HO HE B
uHTepecax obuiectBenHoct), T0 HCP coxpansior 3a cofoii mpaBo OTKa3aThCsl PACKpPbIBaTh CBOIO
HHPOPMALMIO H COXPaHSAIOT 3a CO0OH NpaBo MO 3aKOHy TpedoBaTh MCIpPAaBJICHHUs OWIMOOK MM
yaadeHUs] UX HHHPOPMALHH.

4.1.2 Coop Coznacui
(a) Tpebomanus EFPIA

CornacHo Pasneny 4.01 Konexca Packportust “/Ipusedenue 6 ucnoanenue yepes Accoyuayuu-Lienot
— Ipu ocywecmenenuu Ilepeoawu Llennocmen HCP / HCO, a maxdce 6 c60uUx NUCbMEHHBIX
konmpaxmax ¢ HCP / HCO, Komnanuam-vienam npeoiazaemes 6KII04AMb NON0NCEHUR, CEA3AHHbLE
¢ coenacuem noayuamens na packpeimue lepeoau Llennocmen coenacno nonoscenusm Kooexca

27



METOJA0JTOTHYECKASA 3AITHCKA ..
MO BOIPOCAM PACKPBLITHA HHOOPMALIHN EFPIA- 2019

POCCHHCKASA ®E/EPAIIHA Innovation for patient care

Packpuimus  EFPIA  HCP/HCO. Kpome mo20, KoMnanusm npeoiazaemcs  nepecmompems
Cyufecmeyioujue KOHMpakmol ¢ Yeblo GKIOHEHUA MAKO20 COLAACUSL Hd paszlawenie npu nepeot
GO3MONCHOCIIU. "

(b) Pexomenpanuu ['pynns Ipsen

Cornacto Esponeiickomy [Tonoxkenuio o 3aumure JJanHbIX Ui yOnuKaunn nHGOpMaLny 00 oriate
3a PaCKpPBITHE KOMITAHHH JOJDKHBI IIOJIYYHTh COTJIACHE CIICIIHAIIMCTOR 3/]paBOOXPAHEHHA.

JleHCTBHTENLHBIM ABIAETCS TOJILKO MH(OpMHpOBaHHOE corsiacue: llomyyarens MODKEH MOTYyIHTh
BCIO MH(OpMALHMIO 0 TpeOOBAHHSX U LeJIsX Kojekca packpoitust EFPIA, Kosiekce packpeiThi, CTaTyce
3alMThl CBOMX JIMYHEIX J@HHBIX M [OCJIEICTBUAX B ClIyyae OTKa3a B BbIJAYE COIIACHS.

Ha yposne Ipsen peKoMeH/{yeTcs [10J1y4aTh COrJIaCHe HA PACKPBITHE [0 KAK/I0OMY KOHKPETHOMY BHJTY
nesitenbHocTH. Ad@uanMposaHubie Jiua Ipsen MOryT HCHONIB30BaTh (POPMY KOPIOPaTHBHOIO
cornacus wiu GopMy JOKIBHOIO COrIacus, 0100peHHOro MecTHOH accounanmnei. @opma Cornacus
MOKeT OBITh 100aBJieHa K KaKIOMY KOHTPAKTY Ha ONpPEJAENCHHbIH BU/L JICSTEILHOCTH.

B HEKOTOpPBIX CTpaHax, [IJe 9TO JIONYCKAeTCs MECTHBIMH TpeDOBaHHAMHM OTHOCHTEIBHO
NpO3PAYHOCTH, OepeTcss eXKEeroJHOe COrlacke Ha  PaCKphITHE, NpPEJICTaBIsIomEee  CoOOH
MH()OPMHPOBAHHOE COTJIACHE.

Ecin HCP nocemaer MeponpusaTHe 0e3 KOHTPAKTHBIX 0043aTeNbeTB ¢ Ipsen, To nosoxenue o cbope
u 00paboTKe NMepCOHAIBHBIX JAHHBIX MOXKET OBITh BKJIOYEHO B NPHIVIAMICHHA W /WK OTYET O
IPUCYTCTBUM, U (hopma corstacust 0 packpeitiu noanuceiBaetes HCP nepen packpbituem.

(¢) JlokanbHble 0CODEHHOCTH

Ipsen ¢ Poccuu cobupaem coziacus Ha 0Opabomxy nepconanbielX OAHHLIX NO obpazyy Ipsen c
adanmayuetl noo jnoxaibroe 3axonooameinsvcmeo. Co2nacus Oeucmeumeplivl 00 MOMEHMA UX
Om3b616a CYOLEKMOM NEPCONANBIBIX OUHHBIX UL 00 0ambl, YKA3AHHOU 6 CAMOM CO2NACUU,

4.1.3 OmKas 6 npeQocmasieHu CO2NACUIL U OM3bl6 CO2NACHU

(a) TpeGosauus EFPIA

Cornmacuo [lpunosxenuto Yacto 3ajaBaemsie Bompochl EFPIA 2.02 - 1, "B makux ciaysasx
APUMEHSIOMCS COOMBEMCMEYIOWUE 3AKOHbL O 3auyume OGHHOIX U NpoYue (MecmHble) 3aKOHbI.
Komnanuu-wienvt 00acHbl 6YOYM OYeHUBamb CMbIC] MAKO20 OM3bIEA 6 3A6UCUMOCIU OM CYy4as,
ApU IMOM UM RPednazaemcs 0GPAMuUmMeCs 30 He3aBUCUMOU IOPUOUYECKOT! KoRCYiomayuell. B ciyvae
omswiea coenacusn Honyuamens Komnanuu-uienol 0014CHbL YACHUMb Ol ce0s, AGNSLEMCS I MAKOU
0M3b16 OCTUCMEUMENbHBIM, U 6HECMU UIMEHEHUA 6 UMEIOWUECS HA oM MOMEHM UHOUGUOYAIbHbIE
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packpeimus. Tem ne Menee, 6 3a6UCUMOCIU OM KAKUX-TUOO (MECMHbIX) I0PUOUECKUX MONKOBAH UL
0M3616d, KOMUAHUU OONICHBI XPAHUML OAHHbIE O KOHKPEMHBIX MPAH3AKYUAX U OMYUMbIEAMBCH OM
maxux ~ Tepeoauax — Ilennocmeti 6  azpecuposanHou — popme  CONACHO — NPUMEHUMOMY

EE]

3aKOHO0AMENbCMBY U NPAGUIAM
(b) Pexomenmaumu I'pynnsl Ipsen

Ec/ii HHAMBHIYAIBHOE COrlacie ObUIO HCIIOJIB30BAHO B KAYECTBE OCHOBBI JUIsl IyOIMKaLMK (HO HE B
nessax oodmectseHHpIx nHTepecoB) 1 HCPs He jaroT cornmacus Ha pacKpbITHE BBIILIAT, TO BBIILIATHL
PAcKpHIBAIOTCA HA arperMpoBalHoOil  OCHOBe. Ipsen pacKpbiBacT KOJIMYCCTBO IOIyYaTesieH, HE
JIABIIMX COTJIACHSI, A TAK)Ke ODLIYIO BBINJIAYEHHYIO HM CYMMY.

Ecii moityuateb OT3bIBAET CBOE COIiacke Ha IyGiIuuHOe packpbithe, 10 Ipsen obs3ana yOparh
JAHHBIC O BBIIIATAX JIAHHOMY JIHIY H3 OOLIECTBEHHOrO J0CTyna.  BMecTo 5TOro BbIIUIATHI
n00aBysIIoTes K 001l cyMMe BBIIUIAT CHENHaNCTaM 3paBOOXPAHCHHMs, HE JABILUM COIIacHe Ha
packpbITHe, H 312 obuias widpa nydiankyercs BMecte ¢ konuyecTBoM HCPs, He aBmux cornacus.

EC/IH OT3bIB COTJIacHs MMEJ MECTO /IO PACKPBITHs, TO HPH 3TOM OBIIM YYTECHBI COOTBETCTBYIOLIHE
NleHCTBHS 1 OOHOBJICHHS CHCTEM, 4TOOBI 00ECIEYHTh PACKPhITHE HHPOPMAIUH, CBA3aHHON CO BCEMH
ToV 3a oryeTHBIH IEPHOJ, HA arperupoOBaHHON OCHOBE.

EciiM 0T3bIB MMEET MECTO MOCJIe PACKPBITHS, TO Ipsen BHOCHT COOTBETCTBYIOLIHE H3IMEHEHHA B OTHECT.
B moGom ciaydae gata BCTYIUIGHHS B CHJIY OT3bIBA OTCICKHBACTCS W apXUBHPYCTCH BHYTPH
KOMIIaHHH.

Ecau HCP umu HCO He laer HMIH OT3bIBAET CBOC cOrjlacMe, TO 9TO HE JOJDKHO TPHBECTH K
HEeYKeIATENbHBIM JUIS HEro MOCJIEACTBHAM, T.e. OHH MOIYT Hpojo/nkathk padorars ¢ Ipsen. Otka3s
rnoJTydaresis He Banser Ha corpyanudectso mexay HCP/HCO u Ipsen.

(c) Mecruble hakTops!
bes ocobennocTei
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4.1.4 YacmuuHoe coziacue

(a) Tpeboranus EFPIA

Cornacxo Tlpunoxenmio Yacro 3amasaembie Bompockl EFPIA 3.02 - 2, “Komnanusm-uienam
npeonazaemcs 6KNIOYUMb y6eOoMeHUe O CONACUY 6 C6OU KOHMPAKMbL, YMO npedomepamum, oe
MOALKO MO 603MOJNCHO, u3buUpamenvhbil nooxoo Ilonyyameneii x [lepedavam [ennocme, 6
OMHOWEHUU KOMOPBIX OHU OalU CO2NACUe HA PACKPbIMUE.

Ecnu, neesupas na ycunusn, Komnanuu-unenvt, lonywamene oaem moibKo 4acmu4noe co2nacue Ha
Kaxou-1ubo acnexkm packpeimus (m.e. Iloaywamens ne oaem coeinacusi Ha paseiduieHue 6cex
kamezopuii unu écex Iepedau, mo 060 ecex lepedauax IJennocmetr om Komnanuu-wiena OaHHOMY
Honyyamenio 3a3619emcsi 6 popme azpeuposano20 packpelmus (e 6 Kame2opuu uHOUSUOYAIbHO20
PACKPLIMUSL), CO2NACHO NPUMEHUMOMY 3UKOHOOAMENbCME).

Yacmuynoe packpuimie 6 Kame2opuu uHOUSUOYATLHO20 PACKpbimus Gyoem 6600ums 6 3a0nysicoernue
omHOCUmMeNneHo  Xapakmepa u macumatda esaumooencmeus mexncoy Komnanuen-unenom u
Honywamenem, u, maxum obpazom, ne Gyoem coomeemcmeosamo yeau Kooexca.”

(b) Pexomennanuu I'pynnel Ipsen
Cornacuo mosumu EFPIA no oToli Teme, Ipsen mpujepkuBaeTcs clelylomero npasuia: Eciu
ToJjtyuaresisb Hoyyn ot Ipsen onpesieneHHoe KojuuecTso ToV B TOT e OTYETHBIA NIEPHO/L H peInacT

He CcOIIAlaThCd Ha packpbitve oaHo#M mmu Goaee ToV, To Ipsen packpbiBaer BCe TakHe
unuBraAyansibie ToV B Bujle 00LICH CyMMBI.

(¢) JlokanbHbie 0COOEHHOCTH

bez ocobennocmeni
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S METO/IbI PACKPBITHA
5.1 Jara Ily6ankaunn

(a) Tpebosanus EFPIA

Cornacno Ilpunoxkennto Yacro 3anaBaembie Bonpocsl EFPIA 2.01 - 1, “Om Komnanuti-uienos
mpebyemes packpwieame Ilepeoauu [lennocmeti no mepe ux cogepuenus.  Taxum oopasom,
odrcudaemes, umo onu packpoiom Iepeoawu Llennocmeti 6 3a0annom 200y 6 meuenue 6 Mecayes nocie
OKOHYAHUA COOMEEMCMEYIOUIe20 OMYemH020 nepuodd. Takum obpasom, Gblniamvl, COELAHNbIE 6
2017 2., noonexcam packpoimuio k 30 urona 2018.

Oocuoaemes, wmo Komnanuu-uienst 0VOym RAPUMEHSMb COOmeememsylowue 0yxaaimepexue
npunyunel komnanuu.  Tem ne menee, npuMeHsemble NPUHYURLL He OO0NJICHbL HPUBECMU K He
packpuimuio Hepedau Llennocmeil, nanpumep, nocpeocmeom UsMeHEHUs PUHYUNOE U3 200d 6 200.
Ipeononazaemes, umo Komnanuu-uienvr 6yoym npedocmasisime ungopmayuio 06 ynpaeienuu
ceoumMu  packpeimuimu 6 ceoeit Memoouweckont 3anucke, 20e OHU makdce mo2ym Odmo
donoanumenvisle noscHenus kacamenwio Ilepeday [lennocmen.”

(b) Pexomenanuu I'pynmel [psen

Jlo 30 wuronst Ipsen packpbiBaeT Bce cooTBercTByromme ToVs 3a mpeaplayuii roa COrjacHo
CIICYIOIIMM NpaBHJIaM:
- ToV ¢ 1 susaps 110 31 jexaOps OpeplAyILEro rojia (OTYETHLIA IIEPHO)
- Tun gatel, npuHuMaeMoil B pacder Juis ToV, BapeupyeTcs B 3aBUCHMOCTH OT CICAYIOLIMX
CUTYaLUi:
o Jng npamoii ToV B cBf3H ¢ KAKHM-TH00 MEPONPHATHEM:
=  Ecuu unpopmanus Oepercs U3 (UHAHCOBOH CHCTEMbl (IIPAMbBIC BBIILIATDI):
Jlara Beiriarhsl
*  Ecan uadopmanus Oepercs Bpyunyro: [ara meponpustha (wiam 1-piii JeHb
KOHIpecca)

o Jlus npsmoii ToV, He cBsi3aHHOl ¢ MeponpHATHEM (HANpPHMEpP, I'OHOpAphbl 3a
KOHCYJIbTanuu): Jlata nojy4eHus cyeTa UM JaTa BbIILIAThI

o s koceennoit ToV, cesizannoii ¢ meponpusituem: Jlata meponpusatus (uin [-pii
JICHb MEPOTIPHSITHS )

o Jlna kocsennoit ToV He cBsI3aHHOI ¢ MeponpHsiTHEM (Hanpumep, TOHOPaphl 3a
KOHCYNbTalMK): Jlara roaydyeHus c4eTa MM JlaTa BhIILIaThl

Tem He meHee, B OTJE/IBHBIX ClIydasix MOTYT IPUMEHATLCA pas/IMYHbIC IIPAaBHJIA:
- Jlma ToV, cBs3aHHBIX C OTACNIOM KIHHHYECKHX HCCIENOBAHUN (HEHHTECPBEHIIMOHHbIC
uceneposanus, ucrnepitanns @azer 11, 111, IV), ykaseiBaeTcs 1aTa BHICTABIEHMS CHETA.
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Ecnu KOHTPAKT 3aK/Iio4aeTca Ha MHOTIO JIET, TO IPHHHMAETCA BO BHHMAaHHC Jara BbIIJaThbl. Ecnu B
TEUEHHE HECKOJIBKUX OTHYETHBIX [IEPHOJNOB IIPOXOMHT HECKOJBKO BBIIJIAT, TO Ka)/10€ PAcKpbITHE
OyaeT BK/IIOYaTh B ceOst BHIILIATEI, COBEPIIAEMbIE B ONIPEIEIEHHBIH OTYETHBIA EPHO/IL.

(c) JlokasibHBIe OCOOEHHOCTH

besz ocobennocmett
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5.2 IIpaBuia pacyeron

(a) Tpebopanus EFPIA

Cornacno Paszpeny 3.01 Kouekca Packpoitus “Huousudyanvioe Packpoimue”, " Eciu moavko unoe
yemko He npedyemompero Oannbim  Kodexcom, Ilepedauu Ilennocmeu packpeisaiomcs na
unousuoyanvHou ocnose. Kaxcoas Komnanus-yuacmuuk packpeléaem Ha uHOUEUOYAbHOU OCHOBE NO
Kadcoomy uemko udenmucpuyupyemomy llonywamenio cymmul, omuocswueca x Ilepeoawam
[lennocmen maxomy Ionyuamenio 6 kaxcoom Omuemnom Ilepuode, komopele mo2ym 6vime 102U4HO
omuecenvl K 000U Hudceykasannou kameeopuu. Taxue [lepeoavu [{ennocmeu mocym
aAepeuUposambCaA N0 KAMezopusMm, Npu YCA06UU, YMO OeMaiusuposaHHoe packpbimue Oyoem
ocyugecmensimocs o mpebosanuio coomsememeyiouwjezo Ilonywamens u /uie coomeememeyouux

]

0peamos.’
Cornacho Ipunoxenuio Yacro 3agaBaemsle Bonpockl EFPIA 1.01 - 1, “Oéazamenscmso no packpeimuuio

ommnocumesi k Hepedavam [{ennocmeii, ocyujecmenaempim Komnanusmu-yuacmuukamu, a He K ebimexaiouemy
uz Hux doxody / ewizooe dus HCP/HCO.”

(b) Pexomennanuu ['pynmsl Ipsen

1 QO0wmii pacuer, BKJIIOYAs V/EpyKaHHWs 3a HESBKW / aHHYJMpoBaHue U 00paboTKy
TPYIIIOBBIX PACX0/I0B

- SBarparel Ha “HesABKH  (MMerole Mecto, Korja HCP ue sBisercs Ha BcTpedy, Ha KOTOPOH
emy\eH clie/I0Balio MPUCYTCTBOBATh) — Moryr uMeTh MeCTO JIBE CHUTYallUH:
| Ipsen 3abponupoBaia U 3apaHee OIUIaTHIA 3a MIaHupyemoe kosnmuecrso HCP/HCO

- Pacuernas Cymma = (Qaxtudeckue 3arparbl / [lnaHupyemoe KOJIHYECTBO
YYACTHUKOB, BKJIIOo4as nepconan Ipsen u ne HCP)

- Packpweitue: Pacyernas Cymma, packpbsiBaeMas 110 GakTHYECKHM yYacTHHKAM

- Ilpumep: Ipsen 3apanee onnamuna [00€ 3a 8 HCP u 2 quy us Ipsen.
Daxmuyecku Ha ecmpede npucymemeosaiu moivko 6 uz 8 HCPs.
Ilo kasxcoomy uz amux 6 gpaxmuyvecku npucymemeoeaswux HCP packpoisaemest
pacuemnas cymma (100€/(8+2) = 10€).
3ampamul Ha HEABUBUAUXCA U HA NEPCOHA Ipsen ne packpuleaiomes.

2 Ipsen omnaTuia ycayrd COTJIACHO YHCILY MPHCYTCTBOBABLIMX

- Pacyernas Cymma = (®Paktuueckue 3arpathl / PaKTHYECKOE KOJIMYECTBO
YyYaCTHHKOB, BKJIOYast nepcoHal Ipsen u e HCP)

- Packpsitue: Pacyernas Cymma, packpbiBaeMast 0 (DaKTHUECKHM YYaCTHHKAM.

- Ilpumep: Opeanuzyemcs éempesa ¢ 11 HCP u 2 nuyamu us Ipsen.
Daxmuyecku na ecmpede npucymemeosanu moivko 8 uz 11 HCP.
Oxonuamenvnbotii cyem, oniayennvlll Ipsen no dannot ecmpeye, cocmagigem 1 00€.
Io kancoomy uz smux 8 gaxmuuecku npucymemeogasuux HCP packpoieaemes
pacuemnas cymma (100€/(8+2) = 10€).
3ampamuel Ha HeAGUEUIUXCS U Ha NepcoHall Ipsen He packpuleamce.

(8]
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- CGopsl 3a annynupoBanue (wrpad 3a aHHYJIHPOBaHHE MOATBEPXKICHHOH NOTOBOPEHHOCTH
HJIM 3aKa3a) He pacKphbIBalOTCA.

2 HJIC u npouyne HAJIOTH

- CTpaHpl MOTIYT pPacKpbiBaThb « CyMMY C BBIYETOM HAJIOTOB » HJIM « CyMMy Oe3 BbIYeTa
HAJIOTOB » (CM. MECTHBIE (PAKTOPBL).

JlokanpHbBle 0COOEHHOCTH

Ipsen Poccus oenaem packpwimue ¢ yswemom H/IDJI.
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5.3 Bamora

(a) Tpebopanus EFPIA

Cornacuo Bonpocy 19 u3 Yactu 1 [lpunoxenns Yacro 3amaBaembie Bompockl EFPIA, “UYienwr
Accoyuayun EFPIA npunumaiom pewienue 0 mom, Kaxas eanoma 0y0em ucnone3o6amocs Oiis
coomeememeylowux packpeimuii. Bepoamuee ececo amo Oydem mecmuas eanioma (Hanp. 6anioma
cmpanst, 6 komopoti Hoaywamens 6edem 0CHOBHYIO OeAMENIbHOCMb) ULU €6DO.

Ecau Ilepeoawu Lennocmeti ocywecmensiomes 6 uHOU 6AllOme, 4eMm Gailomd, 6 KOmopou
npoucxooum packpeimue, Komnanuu-uienvt 0oudxcnel ompasums 6 ceoux Memoouveckux 3anuckax
CcrocoObl kKonsepmayuu eéaniomol

(b) Pexomennanuu 'pynmne! Ipsen
Banora pacKpeiBaeMbIX B OTYETE CYMM SBJISETCS BATIOTON CTPAHBL, [JIe OCYILECTBIISETCS PACKPBITHE,
Jlaxke eciiy BbiuiaThl ToV ocymiecTBIsINCh B APYroi BajioTe.
Ecan ToV ocymectsisiiack B Apyroil Bamote, cucremamu llpospadnoctu Ipsen paccunThiBanzach
packpelBaeMas CyMMa B MECTHOH BalllOTE COITIACHO €XKEJHEBHOMY OOMEHHOMY KypCy,
JIeHCTBUTENILHOMY Ha jaty ToV.

(c) JloxaibHble OCOOEHHOCTH

Ipsen Poccust 0enaem packpeimue 6 pyoasx P,
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POCCHHCKAST ®EJEPAITHA
6 ®OPMA PACKPBITHA
6.1 S3BIK pacKpeITHA

(a) Tpebopanus EFPIA

CornacHo Pasneny 2.06 Koaekca Packpbitusa “Mzwix Packpuimus™, “Packpeimus ocyuecmsisiomes Ha
A3pIKE(Ax),  NPeOYCMOMPEHHBIX  HAYUOHAILHBIM — KOOGKCOM — COOmEemcmeyiowel  Accoyuaiuu-uieHa.
Komnanusm-wienam nped.fraeaemm ocyuecmeIAmy packpoulimui Hd AHZIUUCKOM A3bIKE HOMUMO 00S830mMeNbHBLY

PACKPOINMUL HA MECIHOM S3bIKE (€CAU O He AGIACMCA AH2IUUICKUM). "

(b) Pexomenpauuu ['pynns Ipsen

Oruer HY6HHKyeTCH ¥ Ha MECTHOM M HA aHIJIMHCKOM A3BIKAX.

(a) Jlokanpuble 0cOGEHHOCTH

Oryer nyOJIMKyeTCs Ha PyCCKOM SA3bIKE.
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6.2 Il1omanka packpbeITHs

(a) TpebGoranus EFPIA

Cornacio  Pazneny 2.04 Kojekca: “Packpoimus Mmozym — 0CYWECmEIAMbCA  N00bIM U3
HUNCENPUBEOCHHBIX CROCO008, NpU YCA0GUU YMO OHU HE O02PAHUYEHbl U HAXOOAMCSA 6 WUPOKOM
docmyne:

(i) nHa eeb-catime coomsemcemeyloujeit Komnanuu-unena coenacro Pasoeny 2.05; unu

(il) Ha yeumpaneholl NIOWAOKE U3 MAKUX, KOMOpule HNpednazaomes COOmMEemCmeyioujum
NPASUMENLCIMBOM, Pe2YIAMOPHLIM WU NPOGECCUOHATLHBIM Op2aHoM Wit Accoyuayuen-4ieHom, npu
VCA0BUU, YMO  PACKPLIMUS Hd  YeHMPAILHOU naamgopme, paspadomannoi no  uHuyuamuge
Accoyuayuii-uienog 6yO0ym, HACKONLKO M0 G03MONCHO, 0e1dmMbCs ¢ UCHONb306AHUEM CIPYKMYPb,
oannot 6 Hpunoxcenuu 2 ons cnpagru.”

Kpome Toro, dacto 3aaaBaemblii Bonpoc EFPIA2.05 nononuser cnenyromee: “Eciu Komnanus-
VUACIHUK He AGIAeMCs pe3UOeHnmoM Wil He uMeem uauand i auiuuposaniozo 1uya 6 cmpane,
eoe Tonyuamenv sedem ocnosnylo deamenbnocmo, mo Komnanus-ydacmuux 00ndcHa packpuléams
maxyio Iepeoauy [lennocmeint 6 coomeememeuu ¢ HAYUOHATbHBIM KOOCKCOM cmpanel, 20e
Honywamene umeem npakmuxy.”

(b) Pexomenpaumu I'pynms! Ipsen

Ipsen BBIKJI&/JbIBACT OTYET O PACKPBLITUM Ha IUIONIAJKE MM Bed-caiiTe coriacHo TpeboBaHUAM
mectHoro Kopekca Ilpo3paunoctan u Packpeitust, O6yap TO BeO-calT KOMIAHMM WM LEHTpaJIbHas
IJI0NIA/IKA.

[loMHMO packpbiTHs HAa MECTHOH IIOIIAJKe HIH MECTHOM BeO-caiiTe BCe MECTHBIE OTYETHI,
packpbiBaeMble [psen, Takke UMEIOTCS B IIMPOKOM J0CTYIIE Ha KOPIOPaTHBHOM BeO-caiiTe: ipsen.com
Eciu B koHKpeTHOM ciyvae mectubli Koseke npo3pauyHocTH TpebyeT HaTMUHs OTUETA O PACKPBITHH
Ha peO-caliTe KOMIaHuH, a Ipsen He IIpe/ICTaBNICHA B IaHHOI CTpaHe HAPAMYIO M, TAKHM 00pa3zoM, He
uMeeT MecTHOro Beb-caiita, To packpbiTue ToV HCP/HCO pa3smeniaercs TOJIBKO Ha KOPIIOPATHBHOM
BeO-caiite Ipsen.

(c) JlokaibHble OCOOEHHOCTH

Omuem o packpermuu 6ydem npedcmasien nHa cheyuaroHou cmpanuye éeb-cauma Ipsen.ru.



METOJOIOI YECKASA 3ATINCKA .
11O BOITPOCAM PACKPLITHA HH®OPMALIMH EFPIA- 2019

POCCHHCKAA ®EJEPAIIHA Innovation for patient care

7 PASPEHIEHHUE CIIOPOB

(a) TpeGoranust EFPIA

Cornacuo Paszneny 3.01 Konekca Packpertus “Huousuoyanenoe Packpwimue”, “Taxue [lepeoaqu
Lenrnocmeti Mo2ym 00beOUHAMbBCA RO KAME2OPUM, RPU YCI0GUY, YMO 0emalbHoe packpsimue oyoem
npoussedeno no mpebosanuio (i) coomsememsyiouge2o Ionyywamens u /uiu (ii) coomsemcmeyoujux
opzanoe.”

Cornacuo Pazgeny 2.06 Konexca Packpbitus “3akons u npasuna o Henpukocno8eHHOCMU YACMIOU
ocusnu ) s Komnanuit-uienos nem npednucdannolx npoyeccos no obpabomke sanpocos HCP uiu
HCO, maxace coenacno Kodekcy onu He 00sa3anbl neped packpelmueM co21acosblédms Oanibie ¢
HCP wiu HCO. Tem ne menee, 6 xawecmee 00ujenpunsimou Hopmol KOMAAHUAM PEKOMEHOYEmCsl
geecmu npoyedypel no 00patomke 3anpocos u no ooxecenulo 0o céedenus HCP / HCO codepocanus
APeOCmOAUUX PAcKpbLmuil. "

Cornacno IIpeambyite k nonysspusiv BonpocaM EFPIA - 2, “Komnanusa-uien dondxcna nomuume 06
obsz3amenvemee coenacno Pazoeny 3.01 - umems 603MONCHOCHb NPOOEMOHCMPUPOSAMb HA CAYYAU
npemensutl, Ymo ee PAckpbUmus Hd MOMEHM COGepuieHus Obliu MOYHbIMU, a makoce Ovime 6
COCMOAHUY OMEEeMUMb HA 3aNpocekl coomeemcemeyiouwezo llonysamens uiu coomgeemcmeyioujux
opeanos.

(b) Pexomennaiuu ['pynnel Ipsen

CornacHo Jlupextupe 95 46/EC, cyGwekrsl nepcoHanbnblx aannpix (HCP u HCO) nmeror
C/ICAYIOLIHE TIpaBa:

“IlpaBo cyObekTa NepcOHAIBHBIX JAHHBIX HA JOCTYI K JaHHBIM [...| IIpaBo mosiy4aTs OT olleparopa:
(a) 6e3 orpaHMYEHH, B pa3yMHbIC IIEPUOIBI BPEMEHH, a TakxKe Oe3 M3JIHIIHCH 3aJCPIKKH HITH 3aTpaT:
OATBEP:KIEHHE TOro, 00pabaThiBAIOTCS MM HET CBSA3aHHBIE C HHUM JAHHLIC W HHGpOpMAaLHs, M0
MeHBIIEH Mepe B TOM, 4TO KacaeTcs eseil 00paboTKH, KaTeropuy TaKUX JaHHbIX U MOJIydaTeseH nim
KaTeropuii mojyyaresie, KOTOpbIM pacKphIBAIOTCS JaHHbIE,

coobleHHs B MOHATHOH ¢opme o mpomecce 00paboTKM JAHHBIX, a TaKKe OOy JIOCTYIHYIO
ni(GOPMAIIHIO 0 cHcTeMax 00pabdoTKH;

CBEJICHHUS O JIOTMYECKUX CXEMAX, 3a/eiCTBOBAHHBIX B aBTOMAaTHYECKOH 00padoTKe KacalolUXCs €ro
JIaHHBIX, 110 KpaiiHell Mepe, B cllydae aBTOMATHYECKOTO NPHHATHs pelleHus, onucagHoro B Crarbe
15(1);

(b) wWcHpaBieHHs, ViajeHus WiId OJIOKHPOBKM [aHHBIX, 00paboTKa KOTOPBIX HE COOTBETCTBYET
OJIOKEHHAM JAHHOH JIMpeKTHBBI, B YACTHOCTU B CBA3M C HENOJIHLIM MM HETOYHBIM XapaKkTepoM
JIAHHBIX;

(C) yBelOMJIEHHE TPETHUX JIHL, KOTOPBIM ObIIIH PACKPLITHI JaHHbIE, 00 HCIIPABICHHH, YAATICHAN HIH
OJIOKHPOBKE, COBEPIICHHBIX B COOTBETCTBHH ¢ (b), €CliM TOJBLKO 9TO HE OKA3bIBAETCH HEBO3MOKHBIM
1K He TpeOyeT Hepa3yMHBIX YCHIIHH.

[IpaBo cyGbeKTa MEPCOHANBHBIX JIAHHBIX Ha BO3paKEHHUE: [...] (a) MOKET BO3PA3UTh B JIH000E BpeMmsi,
TPHBE/Is PasyMHbIE JIOBOJIBI, CBS3aHHbIC C €r0 KOHKPETHOH cuTyannel no oOpaboTke AaHHBIX, €C/H
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HHOE He MPeJyCMOTPEHO HAlMOHATLHBIM 3aKOHOJATENbCTBOM. Lcianm BoO3pakeHHE ABIAETCH
000CHOBaHHBIM, TO TIPH WHHUIMHPOBAHHOH oneparopoM o0pabOTKe NaHHBIX HCIOJIB30BaThb OTH
JlaHHbIe GOoJIbIle HEellb3S,

(b) BO3pazuTe no tpeboBaHHO W OecriaTHO NPOTHB 0OPabOTKH CBA3AHHBIX C HUM I1EPCOHAIBHBIX
JAHHBIX, KOTOPBIE OMepaTop IiaHupyeT 00padoTaTte B [ENdX aJpecHOro MapKeTHHIa, UK

nepesl TeM Kak IEePCOHANBHBIEC TAHHBIE Pa3IUIAllaloTCst TPEThUM CTOPOHAM B IIEPBBIH pa3 i OyayT
HCITOJIL30BaHBI OT X HMEHH B LIEJISAX MPSIMOTO MAPKETHHIa TOIY4YHTh HH(POpMaLHIO 00 3TOM M 4ETKO
MOJIYYUTH TIPaBO Ha OECIUIATHOE BO3PAXKEHHE [IPOTHR TAKOT'O PACKPBITHA WIM HCIOJIL30BaHHs.”

B nensx cOOTBETCTBHs MOJIOKEHHIO O 3alllUTe NEPCOHAJIBHBIX JIaHHBIX Ipsen BHepuia mpouecce
rubkux obcyxaenuit. Kaxaplii Bonpoc UM NpeTeH3 s LHEeHTPAIM3YIOTCs | oTenexuBatores. [Tocie
TILATEIBHOTO QHAIM3a 3a[poca Bee 3asiBUTE/IN 110J1y4aT OTBET B [TUCbME, O IHcaHHoM Ipsen.
IIpouecc npecneayer ciaeayronue HelH:
- Otseruts Ha npeteHzun ¥ Bonpockl HCP/HCO B TeyeHue pazyMHOro nepHojia BpeMEHH H B
COOTBETCTBUH ¢ MECTHBIMH ITPaBUIJIaMHU,
- B cnywae cnopos nposecTH opraii3oBaHHBI nporece paspewenus cnopa (Komurer Ipsen
10 MECTHOH MPO3PaYHOCTH),
- Obecneunts 0OHOBIEHHE OTUETA 110 [IPO3PAYHOCTH € YHETOM IOPHIMYECKHX OIPaHHUYEHHH 110
MEHbIIIEH Mepe B TeYeHHe 2 MeCAIIEB,

O3paXKECHHA MOI'YT MMECTHB  BCC HO TONBKO ¢ HCIIOJIB30OBaHHEM 0 a3ia IHCbMa O
Bosp y HCP/HCO, o a “o0p

BO3paKEHHAX ~, KOTOPbIH MOKHO cKa4arh ¢ BeD-caiita Ipsen. Ilepen Tem Kak B OTBET Ha BOIPOC
NpeaoCTaBuTh KaKy}O-ﬂH6O HH(bOpMaL[I/IIO, IpSCl’l IMOTIPOCHT 3adABHUTENA YIOCTOBEPUTE CBOKD JIMYHOCTE.

(c) JlokanpHble OCOOEHHOCTH

Ipsen Poccusa obpabamvieaem nepconanivivle OAHHbIE 6 NPeOendax, YKA3AHHLIX 6 CO2NAcusix U 6
coomeemcmeuu ¢ mpebosanuamu sakorooamenvcmea P®. Obpazey nucemd 0 803pANCEHUAX MOICHO
naumu na caime Ipsen.ru. Omsemol na oopawenus Ipsen Poccus nanpaeisiem ¢ mevenue 30 oueti ¢
Oambol NOJYYEHUS NUCLMA O 603PANCEHUSX.



