RoZeKc pacKkpbITUA
MHPopmaumm EFPIA
PacKpbiThe aaHHbIX 3a 2020 roa

Shire Pharmaceuticals
(aBnsieTca yacTbto Takeda)




Pasgen 1. Noaxoa K otyetHoCcTM 3a 2020 rog

B anBape 2019 roga KomnaHus Takeda npnobpena komnaHuto Shire. B cooTBeTcTBUM C
TpebosaHusamu EFPIA, Shire nnaHupyeT packpbiTs nepegady LeHHocten 2020 roga 8 2021 roay
oTaenbHo oT Takeda, a 3aTem Kak eanHoe uenoe Takeda, HauMHaA € NepmMoaa PacKpPbITUA
nHdopmaumm 2021 roga 8 2022 roay, €Cav MeCcTHOe 3aKOHOAATEeNbCTBO UM HOPMATUBHbIE aKTbl
He TpebyoT MHOTO.

B aBrycte 2020 roga B Poccuun bbina 3aBeplieHa noaHaa onTMMM3aUma lpUandeckmx auu,. Takmum
obpasom, Takeda 1 Shire 6yayT packpbiBaTb cBOM AaHHble 33 2020 roa, oTAe/bHO 3@ Nepuo, ¢
AHBaps no uonb 2020 roaa, v Kak eamHoe npeanpusatue Takeda ¢ asrycta 2020 roga v ganee.

Komnanuu Shire 1 Takeda Takke paboTatoT Ha, rapMoHM3aUMen CBOUX OTAE/bHbIX METOA010M 1M
pPackpbITUa MHGopmaumm 3a 2021 rog.

Paspen 2. 30Ha pacKpbITua
Cnenytouwme cTpaHbl-y4acTHULUbI EFPIA BXOOAT B 30HY pacKpbITUA:

ABcTpua, benbrna, bonrapua, Xopsatusa, Kunp, Yexuna, daHua, IctoHma, GuHasaHama, PpaHuma,
lepmaHua, [peuna, Benrpua, Wpnanana, Wtanua, JlateumAa, Jintea, ManbTa, HuaepnaHasbl,
HopBserua, Monblwa, Moptyranva, PymbiHua, Poccua, Cepbua, Cnosakus, CnoseHua, McnaHua,
seumsa, Lsenuapus, Typuma, YkpanHa 1 BennkobputaHumsa.

Cneaytouwme cTpaHbl-ydacTHMUbl EFPIA NOAHOCTBIO WMAM YACTMYHO WCKAoYeHbl M3 Koaekca
PACKPbLITUA MHPOPMALUN:

benbrua
HaHuna
PpaHuma
HuaepnaHapl
MopTyranua
PyMbIHMA
Cnogakusa

Typuma

® N WN

®opmanbHo WcnaHaua, Jllokcembypr, bocHMA W TepueroBMHa He ABAAKTCA CTpaHaMU-
yyacTHULamu EFPIA, ogHako oHM A0OPOBOALHO BbIMNOAHAOT KOAEKC pacKpbiTna MHGopMaLmMm
HCP.

Shire 6bynet ny6amMKoBaTb AaHHble Ha OCHOBe LWabaoHa, NpeaCcTaBAeHHOro B 10KaAbHbIM Koaekce
KaXA0M COOTBETCTBYOLLEN CTPaHbl. ECM B Kakon-1Mb0 13 cTpaH Takoi WwabnoH oTcyTcTBYET, Shire
Oy 4eT MCNob30BaTh CTaHAAPTHbINM WabaoH Kogekca packpbitia MHdopmalmm EFPIA.

KomnaHua Shire onybankyeT Hay4yHO-MccnenoBaTeNbCkMe AaHHble ana HuaepnaHaos, PymbiHWK
n CnoBakmn B WabioHe oTyeTa pacKkpbiTva nHpopmaumm EFPIA, MOCKONBKY OHWM He noasexat
OTYETHOCTM COrIaCHO MECTHOMY 3aKOHOAATEebCTBY/KOAEKCY.



Pasgen 3. KntoueBsble pelleHna B MeTOL4010MNN

Hu>Ke NprMBOAATCA pelleHnA, Ha KOTOPbIX OCHOBbIBAKOTCA MPOL,ecChl c6opa, cncremaTmsaumn m
COCTaB1eHMA OTHETHOCTU!

TouKa NpUHATUA
peweHuA

Moagxopa Shire

Hanorm n HAC

B uenom komnaHus Shire He BratoYaeT Hanorm 1 HAC ons AeHeKRHbIX
nnatexen/nepenay ueHHocteln (ML) v srkatovaet Hanorm n HAC ans
ML, B HaTypanbHOM popme (3a UCKAOUEHNEM NOKEPTBOBAHNI B BMUAE
HabopoB A/1a cyxor Kanau kposu (DBS) nau uenbHot kKposu (WBK)).
HAC He BKAtOYEH A4 BCEX HAay4YHO-mUccnegoBatensckux ML, Huke
NPUBeAEHbI NCKIOYEHWA A1 3TOM METOA0/I0MN:

Asctpua. HAC He BrkatoyeH anda scex L.
benbrua. HAC He BrtoveH ana scex (L.
Yewckan Pecnybauka n Poccus. HAC BkatoyeH B cnoHcopckme ML,

Hopservsa/HuaepnaHabl. HAC BKAOYEH B NOKEPTBOBAHUS, rPaHTbI,
nccnenoBaTeibCkMe 1 cnoHcopckue ML

MonbLa. Mpu noay4eHnn NaaTexen 3a yeayrm u KoHcyabtaumm Shire
COOBLINT NMOHYIO CYMMY CYeTa, BK/I0Yas Hasor Ha A0X0/4, Y MCTOYHMKA
BbINAATbl (MOA0X0AHbLIV Hanor). HAC He BKAOYeH Npu Apyrnx
[EHEeXKHbIX NiaTexax, Ho BKAtoYeH npu 6onblumHceTee ML, B
HaTypa/bHOM popMme.

Poccua/YKpauHa. Mpu noaydeHnn niatexen 3a yeayrm um
KOHCyAbTalyMmM Shire coobUMT NOAHYO CYMMY CYETa, BKAKOYAA HaNor Ha
noxon GU3NYecKnx nnL, (NoAoXoAHbIM Hanor). B oTHoLWEeHWM pacxoaoB
B HaTypanbHOM GopMe, CBA3AHHbIX C MEPONPUATUAMM (Hanpumep,
PEerucTpaLmMoHHbIMKM COopamm, onaaTom NPoesaa 1 NPOXMBaHNUS),
Shire coobWNUT NoAHY0 cyMmmy cyeTa, BkAtoYas HAC.

Ncnanua. Mpu noay4yeHnn naaTexen 3a yeayrm n KoHcyabtaumm Shire
COOBLLUMT MOMHYIO CYMMY CYETa, BKAtOYasA Ha0r Ha J0X04, Y UCTOYHMKA
BbiNAaThl (MoA40XoAHbIN Hanor). HAC He BKAOYEH B OTHOLLEHWM ApYriX
nnaTexen.

JaTbl nepegayun
LleHHoCTeM

[na peHexkHbix naatexken / ML (8 TOm Yyncne KoOMneHcaumit pacxonos
Ha NPOXXMBaHWE, Npoe3a 1 NMTaHWe ANA COTPYAHMKOB
3/1paBOOXPAHEHNS) B OTHOLLEHWM AEeATe/IbHOCTU B TEYEHME OTYETHOrO
nepunoaa komnaHua Shire ykasbiBana aaty onnatbl, a aas ML 8




HaTypanbHOM dopme (3a UCKAtOYEHMEM NOXKepPTBOBaHMI DBS mau
WBK) — gaTy meponpuaTms.

B OTHOWEHWM KOHTPAKTOB Ha YC/YTM, OXBATbIBAOLMX HECKO/IbKO
OTYETHbIX NepmnoaoB, KOMMaHKWs Shire yKasblBana AaTy NaaTexa B
KayecTtBe AaTbl ML,

B Utanuu, MNpeummn 1 benbrmm, OCHOBbLIBASACH HA YKa3aHMAX MECTHOM
accoumaumm, Komnanus Shire ykasbiBana AaTy naaTexa ana Bcex
cnydaes MU,

BantoTta npwm
pacKpbITUK
MHPOpMaLUK

B cooTBeTcTBMMU C YKazaHuamm EFPIA, cymma Bcex nnatexen un ML
OyAeT YKa3blBaTbCA B MECTHOM BaOTE, 33 MCKAOYEHMEM YKpaUHbI, rae
OHM yKa3biBatoTca B EUR (eBpo). Ecam nnaTtexk ocyulecTBaaeTcs B
ApYron BantoTe, oH byaeT KOHBEPTUPOBAH B MECTHYHO Ba/tOTY CTPaHbI
Ha ocHoBe AaTbl ML, n cooTBeTCTBYOLWLErO0 0OMEHHOrO Kypca 3a AeHb.

CBepKa AaHHbIX

C Lenblo NoAaepsKaHna NPUHLMNOB NOHOM NPO3PaAYHOCTM KOMMaHMA
Shire exerogHo ocyLLeCTBNAET CBEPKY AaHHbIX 33 rof, C LLe/bto
BbIAB/MIEHNA TPAH3aAKLMIA, OCYLLECTBAEHHbIX Mocae nybanKaumm uan
NPOBEPKM AaHHbIX, @ 3aTeM COOTBETCTBYIOLLMM 06Pa3oM KOppeKTUpyeT
CBOM OTYETHI.

OTmeHa

MEPONPUATUIA UK
KOHTPAKTOB, B TOM
yncne 6e3 yyactma

KomnaHua Shire byaeT yKkasbiBaTb TONbKO Te caydau ML, KoTopble
OCYLLLECTBAAANCH M MOTYT ObITb I0CTOBEPHO COOTHECEHbI C IMYHOCTAMM
COTPYAHMKOB 34PaBOOXPaHEHMA Ha OCHOBAHWM NOATBEPKAAIOLLEN
DOKYMeHTaumn. Ecnm KomnaHma 6poHUpyeT perc nam Homep, Ho

COTPYAHWKOB MeponpuaTMe OTMEHAETCA UK COTPYAHMK He nocellaet ero, ML, He
34paBOOXPAaHEHUA | OTHOCMTCA K 3TOMY COTPYAHUKY.

PackpbiTHe KomnaHua Shire 6yaet packpbiBaTb MHPOPMALMIO Ha OCHOBaHMUM
MEXAYHapOAHbIX MOYTOBOTO a/4pPeca OCHOBHOro Mecta paboTbl NoayyYaTens, He3aBUCMMO
nu OT MeCTa OCYLLECTB/IeHMA NaaTexa.

C uenbto obecneyeHma COrnacoBaHHOM AeATeNbHOCTM B cTpaHax EFPIA
KomnaHus Shire 6yaeT ncnonb3oBaTh A58 onpeaesieHma NoYTOBbIX
apecoB OCHOBHOro Mecta paboTbl COTPYAHMKOB 34paBOOXPaAHEHMA
(Healthcare Professional, HCP) n opraHunsauuii 34paBooxpaHeHuns
(Healthcare Organisation, HCO) aaHHbie komnaHun IQVIA (paHee IMS
Health & Quintiles), npu3HaHHoOro nnaepa B chepe ynpasaeHns
OaHHbIMUK. Takol adpec moxcem He coomeemcmeaeosams adpecy,
YKA3aHHOMY 8 KOHMpaxkme, Hauwlel hpuHaHCo80U NAamMexcHoU
cucmeme usau opyaoli nodmeepxcoarowieli 00KyMeHmMauuu.




A3bIK pacKpbITUA

BcAa packpbiBaemas MHbopmaLma OyaeT 4OCTYNHa Ha aHTIACKOM

MHPopMaumm A3bIKE N Ha A3blKaX, YKa3aHHbIX B COOTBETCTBYIOLLMX HaLMOHAAbHbIX
Koaekcax.

PackpbiTne C uenbto obecneyeHna KOHOUAEHUMANBHOCTM KOMMNaHKWa Shire byaet

NOKaNbHbIX PACKPbIBATb «YHMKa/bHbIM MAEHTUGUKATOP CTPAHbI» COTPYAHMKA

NMOEHTUPUKATOPOB | U/MAK OpraHn3aLmMmn 34PaBOOXPaHEHMSA TONLKO B TEX C/Iy4anX, KOoraa
310 TpeboBaHKMe yKaszaHo B mecTHOM Koagekce.

Mnatex, KomnaHwua Shire npuHana peweHue:

cAenaHHbIN B

S 1. Ecnv nnatexk Obin ocyLLecTB/ieH B aApec OpraHmn3aLmm

OAEaHmaa " 3/1paBOOXPAHEHNS B MOJIb3Y COTPYAHMKA, IMYHOCTb KOTOPOrO MOMKHO

P H onpeaennts, Shire packpbiBaeT MHGOPMALIMIO O COOTBETCTBYHOLLEM

3/1paBoOOXpaHeHUsA .

- COTPYAHMKE TOJIbKO OAMH Pa3 1 Ha MHAWBUAYAbHON OCHOBE, MOYy4YMB
COOTBETCTBYHIOLLEE COr/lacue.

COTPYAHMKA

3paBooxXpaHeHusa | 2. Ecauv nnatexk Obin ocyLlecTBeH B aApec opraHmn3aLmm

3[1PaBOOXPaAHEHMA, @ IMYHOCTb COTPYAHMKA 3[4PpaBOOXPAHEHMNSA
HensBecTHa, KomnaHua Shire ykasbiBaeT naatesk B kayectse L B
OTHOLLEHUWM TaKoM opraHn3aLmm.

3. Ecan nnaTexk Hbin OCyLLEeCTBEeH B aApec opraHm3aLmm
31paBOOXPaHeHNA OT MLA COTPYAHMKA 34paBOOXPAHEHNA, rae
NPUBAEYEHHDBIN COTPYAHWUK HE ABNAETCA €ANHCTBEHHbIM
beHedunumapom, KomnaHusa Shire ykasbiBaeT naatex B kadectse L B
OTHOLLIEHNWN TaKOM OpraHn3aLmmn.

Pasgen 4. YnpasneHwue coriiacmem

Komnanua Shire nonyyaet cornacue Ha UHAMBUAYAIbHOE PACKPbITUE MO KaXKa0oMy
B3aMMOZENCTBUIO C COTPYAHUKAMM U, €CN NPUMEHUMO, OPraHn3aLMAMM 34PaBOOXPAHEHNS
Ha OCHOBE MEeCTHbIX TpeboBaHW.

Huxke npmBedeHbl peweHnda, NpMHATbIE C Le1bio NCKOPEHEHUA l/I36l/IpaTe}'IbHOFO noaxoaa
npu Bbl60pe TpaHBaKLI,l/Il\/JI ANA PaCKpPbITUA MHOMBUAYAIbHbBIX AaHHbIX:

e [Ecnucornacue B OTHOLLIEHWUN BCEX B3aMMOAENCTBMIA AaeT COTPYAHMUK
34paBoOXpaHeHns, KomnaHua Shire ykaxeT ML, coTpyaHMKY 34paBOOXpaHEHMS B
WHOWBUAYANbHOM pa3fesie COOTBETCTBYIOWLEro OTYeTa O PACKPbITUN.

e Ecnu KomnaHus Shire He NOAYYUT cornacmsa oT COTPYAHUKA 34PaBOOXPaHEHMA B
OTHOLLIEHWUN BCEX B3aMMOZENCTBUIA, BCe caydau ML, coTpyaHMKY 34paBOOXpaHEHMA MO
YMOIUaHMI0 ByayT NepeHeceHbl B CBOAHbIN pa3aen COOTBETCTBYIOLWLEro OoTYeTa.




e Ecnu coTpyaHMK 34paBOOXpaHeHNs He BO3BpaLlLaeT KomnaHum Shire 6aaHk
MHGOPMMPOBAHHOTO cornacus, Bce caydau MU, coTpyaHWKy 34paBOOXPaHEeHNA Mo
YMO/IYaHMI0 OyayT NepeHeceHbl B CBOAHbIN pa3aen COOTBETCTBYIOLLEro oTYeTa.

Huxe npuseneHbl peleHns, NPUHATbIE Ha CayYalt aHHYIMPOBAHUA MHAMBUAYANbHOMO
cornacua:

e ECnun cOTpYAHMK AKX OpraHM3aLma 34paBOOXpaHeHNs aHHYIMPYeT CBOe coracme A0
ny6AnKaumMm AaHHbIX, KOMnaHua Shire 06HOBUT AaHHbIe 1 nepeHeceT caydan ML
COTPYAHMUKY 3/1paBOOXPaHEHMA B CBOAHbIN pa3ae/ COOTBETCTBYIOLLEro OTYEeTa O
PaCKPbITUK.

e ECnu cOTpyAHMK MAK OpraHM3aLma 34paBoOOXpPaHEeHNs aHHYIMPYeT CBOE coriacue
nocne ny6aMKaumm AaHHbIX, KoMnaHua Shire peTpocneKkTMBHO UM NepPCnekTUBHO Ha
OCHOBAHMM MECTHbIX TPe60BaHNN 0OHOBUT MHOOPMALINIO B Pa3yMHbI CPOK.

[lpyrve BasKHble acneKTbi:

[na Tpeummn, B COOTBETCTBMM C 3aKkatodeHmem No 5/2016 Mpedyeckoro opraHa no Hag3opy 3a
coboaeHeM 3aKOHOAATENbCTBA O 3allMTe nepcoHanbHbIX AaHHbIX (Hellenic Data
Protection Authority, HDPA) B 0THOLEHNM 06pabOTKM NepCcoHabHbIX AAaHHbIX, KaCatoLLMXCA
COTPYAHMKa 3a4paBooxpaHenHns, ML, pacKkpblBatOTCA B COBOKYMHOCTM, BHE 3aBUCUMOCTM OT
daKTMyeckoro crtatyca nosy4yeHmna cornacus.

Paspen 5. NpenctasneHne aaHHbIX 32 2020 rog,

A. KomnaHusa Shire onybaunkyeT dann ¢ pacKpbITbiMK A3HHBIMW
Ha Beb-caliTe Takeda.com gna cneayowmx cTpaH:
AscTpua, bocHua n lepuerosmnHa, bonrapma, Xopsatua,
Kunp, Yexuna, 3ctoHuns, PuHnaHamsa, Fepmanums, [peums,
Benrpusa, Mcnanans, lateua, /inTea, Jllokcembypr,
MakegoHus, ManbTa, Hnaepnanabl (MccnenoBaHmns m
pa3paboTku), Hopserusa, Monblia, PymbiHMA (MccneaoBaHMA
1 paspaboTkn), Poccun, Cepbua, Cnosakma (MccnenoaHma m
pa3paboTku), Chosenua, LLsenuapus 1 YkpanHa

MeTo4 pacKpbITUA
OaHHbIX 33 2020 rog,

B. KomnaHwus Shire onybanKyeT ccbinky U/mam oT4eT Ha
MecTHoMm Beb-caliTe Shire ana cnegyowmx cTpaH:
NTanna n MicnaHma

C. KomnaHwus Shire onybankyeT AaHHbIE B LEHTPANbHOM
peecTpe ANA Cnenyowmx CTpaH:
benbrus, Mpnanans, Lseuma, BennkobputaHuma n Yexuma




CpOKK pacKkpbITUA
AaHHbIX 3a 2020 rog,

KomnaHus Shire onyb6nKyeT AaHHble 33 NpeablayLWwnii nepuos He
nosaHee 30 MIOHS, eCIM MEeCTHbIe accoLMalymn B CTPaHax He
YCTaHOBAT APYyrMe KOHKPETHbIe AaTbl.

MepeyeHb Apyrux Aart:

A. B BenukobputaHum otyeT byaet npeacrasnieH 4o 30 mapTa.

B. B cTpaHax bantum n CKaHanHaBum oTyeT byaet
onybankosaH 40 1 MtoHA.

C. OTKpbITbIM OTYeT B benbrum byaet onybamkosaH 40 31 mas.

Mepuog packpbiTUA
MHPopMaumm

Kaxkablil OTYETHbIN Nepuod 0XBaTbiBaeT BECb NpeablayLnii
KaneHaapHbIM roa.

My6anyHoe packpbiThe
M CPOK XpaHeHuA

B cooTBeTCTBMMU C YKasaHuamm EFPIA, komnaHua Shire rapaHTupyer,
YTO packpbiTaa MHbopmaLma byaeT 06a3aTeNbHO OCTaBaTbCA
06l1eA0CTYNHOW B TeYeHMe No MeHblLen Mepe 3 eT UK A0AbLLE
noc/e PackpbITUA TakoM MHPOPMALIMM B COOTBETCTBMM C METOA0M
PACKPbITUA, EC/IM TONIbKO (B KaXKA0M OTAE/bHOM Cy4ae):

" NPUMEHUMbIMM HALLMOHAbHBIMW 3aKOHAMU UK
HOPMaTMBHbIMM aKTaMM O HEMPUKOCHOBEHHOCTM A@HHbIX
NMBO APYrMMM 3aKOHAMM U HOPMATUBHbBIMM aKTaMM He
npeaycMmoTpeH 6osee KOPOTKUN UAN ANNTESbHbIN
nepuoa,; nan

= Koraa 6b1710 0TO3BAHO CorlacKe nosyyaTens, Kacatolleecs
CneLmanbHOro packpbITUA MHPOPMALLMK, eCN 3TO
TpebyeTcsa HaLUMOHANbHbIMW 3aKOHAaMUW MU HOPMATUBHbIMM
aktamu. (Pasgen 2.02)

XpaHeHune
AOKYMEHTaunn u
3anucen

B cooTBeTCTBUM C yKasaHMamn EFPIA, komnaHua Shire rapaHTupyer,
yTo Bce [1Ll, KoTopble HeEOBX0AMMO PACKPbLITb, NOANEKAT
OOKYMEHTUPOBAHMIO N XPAHEHMIO B TEYEHME MO MEHbLLIEN Mepe

5 neT uam Aonblue Nocae OKOHYaHNA COOTBETCTBYHOLLIErO OTYETHOTO
nepnoaa, eciv TONbKO NPUMEHUMbIMM HALLMOHAAbHbIMM 3aKOHaMM
NN HOPMATMBHbIMM aKTaMK O HEMPUKOCHOBEHHOCTW AaHHbIX MO0
APYTMMUM 3aKOHAMM M HOPMATMBHbIMM aKTaMM He NpeayCMOTPEH
bonee KOPOTKUI UK ANnUTEeNbHbIM Nnepunoa. (Pasaen 2.07)

Pasaen 6. KaTeropmum packpbiTma MHGOPMaLUK, onpeaeneHHble B KOAEKCE

OnucaHune

Buapi MLl ykasbiBaemble B COOTBETCTBUM C TONIKOBaHMEM Shire




MoepTBOBAHMA U
rPaHTbI yYpeaeHUAM
coepsl
34paBOOXpPaHeHnA

MoXepTBOBaHMA M rPaHTbl OPraHM3aLMaM 34paBOOXPaHEH S
BK/IOYAOT B CeOA NOXKEepTBOBAHMSA, rpaHTbl M Nocobua B
HaTypaibHOM GopMe ANA YYPEKAEHWIM, OpraHu3aLmii uam
accoumalmii, B KOTOpble BXOAAT COTPYAHMKM 34paBOOXPaHEHMSA
 (MNKn) KoTopble NPeaoCTaBAAT MeANLMHCKME YCAYTA.

NHdOopMaLMs 0 NOKePTBOBAHUAX B BUAE NPeAOCTaBAEHMSA YCAYT MO
NpoBeAEHMIO ANArHOCTUYECKMX TECTOB, Kak B popme HabopoBs ans
3abopa 06pasuoB KpoBK (Hanpumep, HabopoB AA CyXOW Kanam
KpOBM), Tak 1 B GOpMe aHaNIM30B Lie/IbHOM KPOBM Ha peKume
3ab0/1eBaHMA, BKOYAsA CTOMMOCTb HAaBOPOB A/ aHaIM3a, MOCTaBKM
W pacnpegeneHma Habopos B OpraHM3aL MM 34paBOOXPAHEHMS,
PaCKPbIBAETCA B KaTeropmm 3atpat «oXXepTBOBaHMA U FPaHTbI».

Yuactne B
MepPOonPUATUAX:
CMOHCOPCKNe
cornawenusn

B nepeyeHb MeEPONPUATUIA BXOAAT BCE Hay4YHble NpodeccmoHabHble
BCTPEYM, KOHTPECChI, KOHDEPEHLMM, CUMMO3UYMbI U Apyrne
noAobHble MeponpuaTHA.

CnoHCOPCTBO B OTHOLWEHWUW OpraHM3aLmnii 34paBooxpaHeHns /
TPETbeN CTOPOHbI, HA3HAYEHHOM 3TOM OpraHmn3aumnen aas
ynpaB/ieHNA MeponpuaTemM (Hanpmumep, opraHnsaTopa
npodeccrnoHaNbHbIX KOHIPEccos).

PernctpaLmoHHble B3HOChI, CBS3aHHbIE C NMOCelleHNneM
COTPYAHMKOM 31paBOOXPaHEHMNA KOHIPECCOB UM CUMMO3NYMOB,
KOTOPblE OM/1aYMBaNCh OT UMEHW TaKOro COTPYAHMKA,
PACKpbIBAOTCA Ha MHAMBWUAYAbHON OCHOBE (OT UMEHW COTPYAHMKA
34paBOOXpPaHeHMs).

[Mpumepbl:

« apeHja cTeHa Ha MeponpuaATUm;
«  peKnaMHoe NpPOCTPaHCTBO;

«  CaTeN/IMTHble CUMMO3NYMbl Ha KOHIpeccax;

« CMOHCOPCTBO AOK/J3aA4YMKOB/NpenoaaBaTeneu.

Yyactne B
MEepPONPUATUSAX:
perucTpaunoHHble
B3HOCHI

PerMCTpaLLVIOHHbIe B3HOCbI, CBA3aHHblE C nNoceleHnem COTpyaHMKOM
34PaBOOXPaHEHNA KOHIPECCOB NI CMMIMO3NYMOB.

Yuactne B
MepPOonpPUATUAX:
npoesa u
NPOnBaHMe

1. KON\aH,EI,l/IpOBO‘-IHbIe pacxodbl, CBA3aHHbIE C NOCELLEHNEM
KOHIrpecCa Nam CMMMNOo3nyma.

2. Pacxop,u Ha NnpoxXXnBaHme, CBA3aHHble C nocelleHnem KOHrpecca
N CMMMNO3NyMa.

[Mpumepbl:




. onnaTta 6BuNeToB Ha camosieT, Noesa, CyAHO UAM NapoM (BK/OYas
cbopbl 3a bpoHnpoBaHme);

« MpoKaT aBTOMObHUA, aBTOMOOUbHbIE CEPBUCHI, TaKCK;

« M/1aTa 33 NapPKOBKY;

« pacxofbl Ha ras/6eH3unH;

«  [OPOXKHble COopbl UM NOLWANHbI;

« NpOXMBaHMe B OTeNe.

Mnata 3a ycayru u
KOHCYNbTUPOBaHUE:
B3HOCbI

Cnyyvawm MU, obycnoBneHHbIe MK CBA3AHHbIE C KOHTPAKTaMMU,
3aK/OYEHHBIMM MEXK Y KoMnaHuei Shire n yypexaeHuamu,
OpraHn3auMsaMm, accoUmaLumMammn Uan coTpyaHNKaMM
30paBOOXPaHEHMA, B COOTBETCTBMM C KOTOPbIMW TaKME yUpeKaAeH!s,
OpraHnsaumnn, accoumaumm an CoOTpYAHMKM NpeaoCcTaBaAoT
KomnaHum Shire Kakne-nmbo ycnyru unm ntobble aApyrue suabl
dUHAHCMPOBAHMA, HE OXBAYEHHbIE NPeabIAYLLMMMN KAaTEFOPUAMMN.

B aTo KaTeropuu packpbiatotca ML, cBA3aHHble ¢ Hay4YHO-
NCCNeaoBaTENbCKON AeATE/IbHOCTbIO, €C/IM OHW He MOAMNaAAt0T Mo,
onpeaeneHne Hay4yHo-nccaeaosBaTenbekmx ML, B cCOOTBETCTBMMN C
onpeaeneHnem EFPIA.

[Mpumepbl:

« TOHOPapbl AOKNAAUYMKOB;

« 00yyeHue NOKNAAYMKOB;

e QHaNU3 AaHHbIX;

« pa3paboTKa yuyebHbIX MaTepunanos;

« o0bullee KOHCYNbTUPOBaHME/NpeaoCcTaBieHNe
peKkomeHaaLUmin;

e HEWHTEepPBEHLMOHHbIE (PETPOCNEKTMBHbIE) MCCAeA0BaAHMS,
MHUUMMpPYyeMble Shire

HUOKP (k
nyb6ankaunm B
CBOAHOM pasaene
wabnoHa otyeTa)

HayuHo-mccnemoBaTenbckme ML, coTpyaHWKY AN OpraHM3aLmm
34paBOOXPaHEHMA, CBA3AHHbIE C:

e HEKNMHWYECKMMM UCCNenoBaHMAMM (HaanexKallan
nabopaTopHas npaktMka (Good Laboratory Practice, GLP),
NHULUMMpyembimm Shire;

¢ KAWMHWMYECKMMW UCMbITaHUAMM B da3zax |-V
(MHTEPBEHUMOHHBIMM N HEMHTEPBEHUMNOHHBIMM
MNPOCNEKTUBHbBIMM), MHULMMPYEMbIMK Shire;

s UCCNefoBaHMAMMU, MHULIMMPYEMBIMW M CMOHCUPYEMbIMU
nccnenoBaTenem;

o HaYYHbIMU UCCNEAOBAHUAMMU, UHULMUPYEMBIMU COBMECTHO




Pasgen 7. Qpyrue onpegenenHusa

Habop ana 3abopa
06pas3uoB KpoBu

Bce TMnbl maTepranos, yCTPOMCTB UM HABOPOB, KOTOPbIE
MCMONb3YOTCA A5 3abopa brosornyeckx obpasLos (Hanpumep,
NN1a3Mbl KPOBM U T.M.) B LieNAX 3abopa, XpaHeHs u
TPaAHCMOPTUPOBKM BUONOTMYECKOrO MmaTepmana, HeobxoaMmoro ana
NpoBeAeHNA AMAarHOCTUYECKOro TecTa.

Habopbl ansa cyxon
Kanau kposwu (Dry
Blood Spot Kits, DBS)

Habopbl 419 B3ATUA CyXOM Kaninv KPOBM, KOTOPbIE MCMO/b3YHOTCH
nnqa 3abopa 06pasLoB KPOBK, HEOBXOAMMBIX A9 aHaM3a Ha
JIM30COMHble HONE3HN HaKOMIEHNA U Apyrie 3aboneBaHus.
Habopbl 418 CyXOM Kanam KpOBKU CUUTAIOTCS MEeANLMHCKMM
YCTPOMCTBOM A/1A AMArHOCTUKM in Vitro.

OpraHusatop
npodeccnoHanbHbIX
KOHrpeccos
(Professional Congress
Organizer, PCO)

tOpunanyeckoe/dunsmyeckoe 1L, CneumanmsnpyroLLeecs Ha
OpraHmM3aumm KOHrPeccoB, KOHGEPEHLMI, CEMUHAPOB U
aHaNOTMYHbIX MePONPUATUN 1 nX ynpasaeHunn. K PCO He oTHOCATCA
KOMMepYecKMe KOMNaHuu, 3aHMMAtoLWMeca opraHm3aumern npoesaa
(TypareHTCTBa) AN NPOXMBAHUA (TOCTUHULbI, CYKObl OpraHM3aLmm
OaHKEeTOB B FOCTUHULAX U T. A.).

Mepenaya LeHHOCTEN

Mpamasa Uan Henpamasa nepesaya LEHHOCTEN, B BUAE AEHEKHbIX
CPeacTB (AeHEeXHbIX NaaTexen), B HaTypasbHOM BUAE UK
APYrMMmn cnocobamm, KOTopas OCYLLECTBAAETCA B PEKIAMHbIX
WU APYTUX LENax, B CBA3M C pa3paboTKon MaK npoaarkeit
HemnaTeHTOBaHHbIX M/IM MAaTEHTOBAHHbIX 1EKAPCTBEHHbIX CPEACTB,
OTMYCKaeMbIX TO/IbKO MO PeLenTy, UCKAOUYNUTEIbHO A8
MeAMLIMHCKOTO NPUMEHEHMS.

KAK

e [Ipsamasn nepenaya LLEHHOCTEN — 3TO Nnepeaaya LLEHHOCTEN,
oCylLLecTBAAeMan HenocpeacTBEHHO KomnaHuel Shire B
NONb3y COTPYAHMKa/OpraHn3aummn 3apaBooxpaHeHmns/
TPEeTbeM CTOPOHbI MM NOCPeHNKA (B TOM CayYae, ecim
PEeKBM3UTbI COTPY/AHWKA/OpraHn3aummn 34paBooXpaHeHms
HEeW3BEeCTHbI).

e Henpsamaa nepegada LEHHOCTEN — nepesada LeHHOCTEN,
oCyLlecTBaAAeMas Yepes nocpeaHuKa (TpeTbo CTOpoHy /
PCO) oT anua Shire B8 nonb3y coTpyaHWKa/opraHnsaumm
3[1paBOOXPaHEeHMA, Koraa noayvaTento M3BeCTHbl PEKBU3UTDI
Shire nan oH MOMKeT UX YCTaHOBUTb, a Shire 3HaeT
PEeKBM3UTbI COTPY/AHWKA/OpraHn3aLmm 34paBooXpaHeHms,
nonyyatowero MU, (Hanpumep, ctoga He BXOAAT




OAHOCTOPOHHKME Caenble U ,CI,BOVIHble cnenble
MapPKETUHIoBble l/lCCer,EI,OBaHl/Iﬂ.)
4TO

e B HatypanbHoM dopme — noxeptBoBaHma DBS nam WBK,
NPOXKMBaHME, Npoe3a, PErMCTPALMOHHbIE B3HOCHI M NMUTaHME
(ecnv NnpMMEHMMO).

e [leHeXKHble MIaTEXM — BbINAATbl MO FPaHTaM,
nccneaoBaHMAM, CMOHCOPCKME BbIM/1aTbl, MOKEPTBOBAHMS,
onsaTa ycayr.

AHanusebl €
MCnosib30BaHNEM
LEe/IbHON KpOoBM
(Whole Blood Kit,
WBK)

Ycayrn no npoBeAeHMo aHaM308B, KOTOPbIE NPeAoCTaBAfOTCA
KomnaHumei Shire ans aHann3a Ha peakue 3abonesaHmsa C
Mcrnonb3oBaHMem 06pasLLOB LIeIbHOW KPOBMU.




