CtaptoBoe nocobue pnsa MuUHMK-
Kypca - be3onacHOCTb
MeOUUUHCKUX npenapaTtoB

BBepeHue

3T0O CcTapToBoe nocobue pna MUHU-Kypca EBponenckonm akapemuu
naynmeHtos (EUPATI) npepHa3HayeHO O BOBJ/I€YEHUS NaALMEHTOB B
obecnevyeHne 6e30MacHOCTU MEOULMHCKUX MNpenapaToB.

CtapTtoBble nocobue pna MuUHM-KypcoB EBponenckom akKapemuu
naunmeHtoB (EUPATI) cocTaBfieHbl Ha OCHOBe WHdopMauuu,
cogpepxauenca B Habope WHCTpyMeHTOB EBponenckon akapemuwu
naumeHToB M Kypca obydyeHus 3KCnepToB NO 3awuTe npas MNauMeHTOB
EBponenckon akapemuum nauumeHToB. I[lpepnonaraetcd, 4YTO B
CTapTOBbLIX MOCOOMAX paccMaTpuMBaTCA pPOJSIM, KOTOPbIE WUCMOJSHAKT
naunmeHTol B npouecce pa3paboTku nekapcTs, HanpuMmep, ponu,
yKa3aHHble Ha MpPUBEOEHHOM [ajfiee PUCYHKe.

B cTapToBbiXx nocobuax npenocTaBnNsAwTCS CCbIIKM Ha uMewuwunecs B
MaHenn WHCTPYMEHTOB COOTBETCTBYKWME WHPOPMALMOHHO - CNpPaBOYHbIE
MaTepuansl U CBSi3aHHble C HUMKM npe3eHTauunm B dopmaTte Power Point
W MeguMaMaTepuansl ONsS NOAroTOBKM TPeHWHra (OOHOOHEBHOrO WU Ha
HECKOJIbKO [OHEW) Ha 3afaHHyl TeMy. B KaxpoM cTapToBOM nocobuwu
copepxutcsa Habop cnauvpoB B ¢opmaTe PPT, KOoTOpble Bbl MOXeTe
MCNONb30BaTb NpuM 0Oy4YeHMM nauumeHToB M (MNK) 3aAWMTHUKOB NpaB
nauneHToOB «OCHOBaM» B YKa3aHHou obnacTtu, HanpuMmep, B xofe
CeMWHapa, KOTOPbIN MOXET ANMTbLCS OT ABYX 4YacCOB A0 LENOro fHs.

y
OCHOBOM [ONs CTapTOBbLIX MOCOOUIA CnyxaT MaTepuansl, MNPencTaBfieHHble
B [MlaHenun uWHcTpyMeHTOB EBpoOMneWckon akagemMuum nauueHToB, KpoMe
TOro, nNpuBeOeHbl CCbIIKWM Ha [OOMNONHUTENbHbie MaTepuansl B [aHenwu
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MHCTPpYMeHTOB. HM 0oOHO M3 «CTapToOBbLIX Nocobuin» He gBnseTcs
MOOY/bHbIM KYPCOM «NOA KJ4Y»: 3TO MCTOYHUK pPecypCcoB, TOTOBbIX
0S5 UCNONb30BaHUSA OMbITHBIM TPEHEPOM MpPM MOArOTOBKE M MPOBEAEHUU
Kypca. HeobxogumMo wunx pepakTupoBaTb M MCNONb30BaTb WX B
KOHTEeKCTe.

Nepen Ha4vanoM paboTb npocbba ckavyaTb «PyKOBOQCTBO pAnd
TpeEHEPOB>».

be3onacHOCTb MegMUMHCKUX MNpenapaTtoB

B 310 cTaptoBoe nocobue BKAWYEHb WHOOPMALMOHHO-CMPABOYHbIE
MaTepuansl, CcrauWgbl U TeCTbl, NpegHa3Ha4eHHble AN NOArO0TOBKU K
oby4yeHMw nauuMeHTOB, KOTOPbIE MNMAAHUPYIT MNPUHUMATb yyacTue B
obecnevyeHnn 6Ge30MacCHOCTM MeEOUUMHCKUX npenapaTosB.

OCHOBHble MaTepuabl

Pe3ynbTaTUBHOCTb M 6e30MacHOCTb MeOUMUMHCKUX npenapaToB
Pharmacovigilance: MoHMTOpUHI 6e30NacHOCTU NEKapCTBEHHbLIX MpenapaTtos
MpUHUMNBI yNpaBneHUs pUCKaMu

EudraVigilance

NHpopMupoBaHMe 0 pucKax, CBS3aHHbIX C MEQULUHCKUMK MpenapaTtamu

NHopMaumsa o nekapCTBEHHbIX MpenapaTtax

NlonoNHUTesNIbHO

NpenapaTbl- AXEeHEPUKHU

porpammbl On Npe3eHTauuu

Pharmacovigilance: MOHUTOPUHI ©6€30MaCHOCTU JeKAPCTBEHHbIX
npenapaTtoB (oxupgaetca B Onuxanwee Bpems)
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TecTbl

B 6yoywemM Ond Kaxpowm npe3eHTauunm O6yoyT NOArOTOBJIEHLI
TeCTbl Ha clhegywuwme Tembl:

» Pe3ynbTaTUBHOCTL U He30MacHOCTb MeOUUUHCKUX npenapaTos

 Pharmacovigilance: MoHUTOpWHI 6e30MacHOCTM NeKapCTBEHHbIX
npenapaTos

* [IpUHUMNBI YNpaB/ieHUs puckKamu

» EudraVigilance

 IHpopMUpoBaHNE 0O pUCKaAX, CBA3AHHbBIX C MeOUUWUHCKUMMU
npenapaTtamu

* IHpopMaumsa 0 nekapCTBEHHbIX MnpenapaTax

* [l[penapaTbl- OXEHEPUKH

YcnoBua ucnonb3oBaHua — Creative
Commons

MoMHUTE, 4TO BCe obOpa3oBaTesibHble MaTepuanbl, MNpenoCcTaBl/IEHHbIE
EBponenckon akapgeMuen nauumeHToB, onybNMKOBaHb MO JIULLEH3UU
Creative Commons License, KoTOopas QOeUCTBYeT TaKxXe Ha BCe
npouM3BOAHbIE MaTepuansl! B cCBA3M C 3TuM,

= BaM HeobxoOouMO yKa3biBaTb WHOOPMALMK O JIMUEH3UM B
MaTepuane cCBOero Kypca,

=NpM UCNONb30BaHUM MaTepuanoB EBponenckon akapemuu
NayneHToB Bbl OONIXHbI Nyb6NMKOBaTb MaTepuan CBOEro Kypca co
ccbinkon Ha nuueH3uw Creative Commons.

MpuMep CCbLINMKWM Ha JMUEH3UKw Npu UCnonb30BaHuM MaTepuana 6e3
U3MEHEeHUMN:

«®a3b KnuMHu4yeckom pa3paboTtkm (Phases of Clinical
Development)», astop EUPATI, co3pmaHo no nuueH3unm CC BY-NC-SA
4.0.

anMep CCbJTIKM Ha JUUEeH3UK Nnpun wUCNoJIib30BaHMUMN MaTepualla C
M3MEeHEHNAMU :
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«Moe pyKoBOACTBO MO KJAMHUYECKUM ucnbiTaHunam (My clinical trials
guide)», co3paHO Ha oOcCHoBe «0a3bl KJAMHUYECKOW pa3paboTku
(Phases of Clinical Development)», aBtop EUPATI, no nuueH3uwu
CC BY-NC-SA 4.0. «Moe pykoBOOCTBO MO K/AMHUYECKWUM UCMLITAHUAM
(My clinical trials guide)», nuueH3na CC BY-NC-SA 4.0, aBTOp
MaTblo.

Bol MOXeTe nonyuutb Honee nogpobHyw uHpopmauumiw 06 Mcnonb30BaHUK
MaTepuanoB EBponenckonm akapemmu naumeHToB (EUPATI) Ha cTpaHuue
Creative Commons cauTa eupati.eu.

Wcnonb3oBaHue norotuna EBponeuckou
akagpemum nauumeHtoB (EUPATI)

Jlorotun EBpoOnNnenckon akageMuum nNauuMeHTOB 3allMeH B KayecTse
TOBApHOro 3HakKa W npuHapnexmt QopyMy eBpPONENCKMX MNaLUEHTOB
(European Patients Forum).

3a WUCKJKYeHUeM cny4vyaeB UCNONb30BaHWA C uUenbl 0003HAYUTL, 4TO
NPOAYKT CO3QaH WM NuueH3upoBaH EBponenckon akagemui nauuMeHTOoB
B NOoOOepXKYy TepaneBTMyeckux wuHHoBauumum (European Patients
Academy for Therapeutic Innovation, EUPATI), ®opyM eBponemckux
naunmeHTtoB (European Patients Forum, EPF) 3anpewaer
ncnonb3oBaHue ToBapHoro 3Haka EUPATI, niwboro cBsfi3aHHOro C HUM
TOBapHOro 3Haka wunu norotuna EUPATI 6e3 npenBapuTenbHOro
NMMCbMEHHOr 0 cornacosaHusa ¢ QopyMOM eBpPONEMCKUX NaALMEHTOB.
Jnboe cornacoesaHHoe MCNONb30BaHMe ocCywecTBNsaeTcd B
COOTBETCTBMUM C [OEUCTBYWUMM Ha MOMEHT TaKOro WMCNOSib30BaHUS
pykoBoocTBOM EBponeunckonm akagpemum nauumeHtos (EUPATI),
ony6/IMKOBAHHBIM Ha WHTepHeT-cauTe EBponenckouW akKamemMuwu
NnauMeHTOB WAM BpeMs OT BpPEMEeHU npepocTaBfsieMbiM No TpeboBaHMIO
WHBIM 06pa30oM.
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