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TepMHMHBI H OIpeeIeHHus

1. «Knuaudeckoe MccleoBanuMe» — Jo0oe ucciaefoBaiue, INPOBOAMMOE € YIacTHEM
yeIOBEKA B KAYECTBE CYOBEKTa IS BBIBICHUS WK IIOATBEPK/ICHHS KITHHHYECKUX /A1
(apmakoTormaeckux  SQQPEKTOB  HCCHEAYEMBIX  HPOAYKTOB  M/WIM  BBLIBICHHS
He)XeaTe IbHLIX PEeaKIui Ha KCCeyeMBbIe IIPOYKThI, H/WIIH M3y4CHHs UX BCACBIBAHHS,
pacIpe/Ie/IeH s, MeTab0M3Ma U BBIBEJCHHS C LCIBI0 OEHUTh MX Ge30MaCHOCTh W/l
3} (HeKTHBHOCTS.

2. «KnuHpdeckoe — HCCIEJOBAHME  JIEKAPCTBEHHOIO — Ipemapara»  —  H3Y4CHHUE
JIMATHOCTHYECKUX, JIedeOHbIX, npoduIakTHueckuX, (GapMaKkonordyecKix CBOUCTB
JIEKapPCTBEHHOTO TIperapara B MPOIIecce ero NPUMEHEH s Y YCIOBEKa, IKUBOTHOTO, B TOM
quclie IPOIECCOB BCACBIBAHUS, PACHPEICHCHHs, H3MCHEHMS M BBIBCICHMH, [IYTCM
IPUMEHEHHs] HayYHBIX METOJOB ONEHOK B LEIAX IOIYYCHMs JIOKA3aTeIbCTB
GezomacHOCTH, KadecTBa M 3(@(EKTHBHOCTH JIEKaPCTBEHHOrO IIpenapara, MaHHBIX O
HeXKENATeNBHBIX — peakiysX OpraHu3Ma YeloBeKd, JKUBOTHOIO Ha IPHMCHCHHE
NeKapcTBEHHOrO mpemapatra 00 ohdexre ero B3aUMOACHCTIBMA € JPYIUMH
JIGKApCTBEHHBIMH  [IperaparaMu W (WJIH) [HIICBBIMM  TIPOJYKTaMH, KOpMaMH
(Pedepanvrwiii saxon om 12.04.2010 N 61-@3  «O6 obpawenuu Jekapcmeentvix
cpeocmen).

3. «HexenaTensnas peakiusy — HeIpeAHaMepenHas HeOJaronpusTHas peakiis opranusma,
KOTOpasi MoOkeT ObITh CBf3aHa C TPUMEHCHHEM JICKapCTBEHHOrO  Iperapara
(Dedepanvuoiii saxon om 12.04.2010 N 61-D3 «0O6 obpawenuu 1exapcmeenHuLx
cpeocmen).

4. «CepnesHas HexeIaTebHAS PEaKIsy — Hexelare/bHas Peakins OpraHu3Ma, CBsA3aHHas
C TpUMEHEHWEM JIEKApCTBEHHOIO IIperapara, HpHBEImas K CMEepPTH, BPOK/ICHHBIM
AHOMAJHMAM MM TOpOKaM pasBuTHs JMOO IpeicTasisiomias co0oi yrposy XKu3HH,
TpeGyromas TOCIHTATM3AIME HIlH [IPHBEas K CTOHKOM yTpare TpyLOCHOCOOHOCTH U
(umn) MHBATMAHOCTH (Pedepanvhuiil 3akon om 12.04.2010 N 61-P3 «06 obpawjenuu
NEKAPCMGEEHHBIX CPLOCME ).

5. «HenpenpuueHHas HexenarelbHas pPEaKIHsa» — HEKETATENbHad PEaKiys OpraHusMa,
KOTOpAas CBA3aHa ¢ IPUMEHEHHEM JIEKapCTBEHHOIO Ipeliapara B J103ax, PCKOMEH/TYCMbIX
B OpONIIOpe WCCIEI0OBATENS, UM ¢ NPUMEHEHMEM JICKapCTBEHHOIO Iperapara B 1103ax,
PEKOMEHIYEMBIX B MHCTPYKIMY 110 €r0 NPHUMEHEHHMIO Ul POQUIAKTHKA, JHATHOCTHKH,
JleuerHHst 3a00IeBAHMS IIH MEUIIMHCKOM peaduIuTaIluy NalUeHTa, i CYIHOCTD, THKECTh
WM MCXOJ KOTOpPOH He COOTBETCTBYET HMH(MOPMAL[MU O JIEKAPCTBEHHOM Ipenapare,
coJiepKaIeiics B IPOTOKOJIE €T0 KIIMHHYECKOr0 HCCIIEIOBaHU, OPOIIIOpE HCCIIEOBATEILL
I B HHCTPYKIHH 10 IIPUMEHEHHUIO JIeKapCTBEHHOTO pernapata (Pedepanviiviil 3aK0H om
12.04.2010 N 61-®3 « 06 obpaujeruu 1exapcmeentuLx cpeocmes).

6. «Hexenarensuoe ssienuey, HS (adverse event; AE) — moboe BLISBIEHHOE Y NAlMEHTa
M cyObeKTa KIMHHYECKOTO MCCIIC/IOBAHMA IIOCIe NPHUMEHEHMS JIEKApCTBEHHOIO
IIPOIyKTa HeOJIArONPHATHOS ¢ MEIMIMICKOR TOUKY 3PEHIs COOBITHE, KOTOPOE MOXKET U
HE MMeTh MPUIHHHO-CIEJCTBEHHON CBSI3H ¢ ero npuMeHenumeM. Taxum obpaszom,
nexenarensioe seienne (HS) moxer mpepctasisth coboil mo00# HeOIaronpUsITHbIA
CHMIITOM (BKIIOYAs OTKIOHeHHe JIaGOpaTOpHOTO IMOKA3arells OT HOPMbI), Kalo0y Hill
3afoneRanne, BpeMsa BOSHUKHOBEHMS KOTOPOrO He MCKIIOYAET IIPHIHHHO-CICICTBEHHON
CBSA3HM C IPHMEHEHUEM JIEKapPCTBEHHOIO (MCCIEyEeMOro) poayKTa BHE 3aBUCHMOCTH OT
HaJIM9Hs WA OTCYTCTBMA TAKOH CBS3H (DYKOBOOCMEO MO HAQLeXNCauyel KIUHUYECKOU
npaxmuxe ICH EG6(R2); pykosoocmeo ICH "Oyenxa Oanneix no KAUHUYECKOT
Be30NACHOCMU. MEPMUHOI02UA 1t CMAROGPMbL IKCHpecc-omyemuocmu').

"Ikenepriia 0TUeToB 0 OesonacHocii HesaBueuMoro komire i no yuke npu FEY3 MO MOHMKI um. M.,
Brasumuperoro
Bepeua 2.0 or 15.03.2024



7. «Cepbe3Hoe HeXKeNaTeIbHOE SBICHUE ) H/HIIH «cepbe3Has HexenaTeapHas peakisy; CHP
(serious adverse event; SAE or serious adverse drug reaction; serious ADR) — mo6oe
HeONAronpusaTHOE MEIMIMHCKOe COOBITHE, KOTOpOe BHE 3aBHCHMOCTH OT /03Bl
JIEKaPCTBEHHOTO MPOIYKTA!

IIPUBENIO K CMEPTH;

IIPEICTABISAET CODOH YIPO3Y JUIH KH3HH,

TpeOyeT rocnuTaIn3aiy I €e IPOIICHNS;

NPUBENIO K CTOWKOM HITH 3HAYHTEIBHON HETPY/I0CIIOCOOHOCTH (MHBAIIK/HOCTH);
npezcTasisier coboi BPOK/ICHHYIO aHOMAJINIO/TIOPOK Pa3sBUTH;

JPYToe 3HAUNMOE ¢ MEJUIIMHCKOM TOYKH 3PEHHUA COOBITHE (PYKOG0OCME0 NO HAONEdICaUjeti
knunuveckoil npakmuxe ICH EG6(R2); pyxosoocmeo ICH "Oyenxa oOannvix hno
KIUHUYecKol Be30nachocmu.; mepmMuHolo2us U Cmandapmel sxcnpecc-omyemmnocmu”).

Ieas — pazpaboTaTh MHCTPYKIMIO 1O SKCIEPTU3E U HOCeAytomemMy HaOmonenuio no pakry
OTYETOB 0 0E30MAaCHOCTH ¥ OTKJIOHCHHMH OT IPOTOKONA B XOJ€ TEKYIUErO HCCIEJOBaHMsI, paHee
0/100PEHHOTO HTUYECKUM KOMUTETOM.

Obaacme npumeHeHua — Bce ONOOPEHHBIC IPOTOKONBLI 10 KIIMHHICCKHM HCIBITAHHAM
MEJIMIIMHCKIAX U3/ICIIHI | JIeKapCTBEHHBIX TIperaparax.

Omeemcmeennocms — Bee wiensl HKD.

IT1apoBOE HAOMIOACHHE 3a XOAOM HCCIIEI0BAHMS BKIIOYAeT B ceds mo1ady 0T4eTa 0 X0Ie
HCCNEIOBAHUS HE peke OJJHOTO pasa B 'O, a IIPH HeOOXOMMOCTH | Jarre.

IIpoMexyTOUHbBIE OTYETBI O XO/Ie HCCiIeloBanus npuHuMaroTcs CekperapeM KOMUTETa.
Ha compoBOAMTENLHOM IHMCHME CTAaBUTCA OTMETKa Komurera M mommucs Cexperaps,
IOATBEPKAAroNMe (PakT MOTYyYeHH IPOMEKYTOYHOI'0 OTYETA.

CoobmieHus 0 HeXenaTeIbHEX PEeaKIisX, B TOM YMCIIe OTHOCHMBIX K CEPhe3HBIM, HO HE
SIBJLTIONIMXCS. HENPE/IBU/ICHHBIMH, He IPUBEIIIMX K CMEPTH U He IPEJICTABIAIONMX cO00H yrposy
IUISL KU3HH, TOIDKHEI HocTynarh B HKD B paMkax NepHo/IIIecKHX OTIETOB (He pexe OJHOTO pasa
B roj1).

Coofmenys 0 HeNPEIBHICHHBIX HEKENIATECILHBIX PEAKIIUs, HE IPHUBE/IINX K CMEPTH K
HE IPEACTABISIONMX cO00H Yyrpo3y Juls JKU3HA MOTYT OBITD IIPE/ICTABJICHB] B pAMKAX €3KEro/HOI0
oTueTa 10 De30IaCHOCTH.

Coo0ImeHust 0 cepbe3HpIX HeXKenaTeIbHbIX, HEIPEABUICHHBIX PeaKIHaX, TPUBEIINX K
CMepTH MM TPEACTABIIONIMX YIPO3Y I JKH3HH CyOBEKTOB MCCIIEOBAaHUH, HEoOX0MMO
c006IaTh He3aMEUTHTEIbHO ¢ MOMEHTA ITOIYYEH U CIIOHCOPOM MUHHMAIEHO HEOOXOAMMOH 11st
or4era HHGOPMAITHH.

Cexperaph meTaeT PAacChUIKY MATEpUaioB WICHAM JTHYECKoro xomurera. Ecmn
HeoOxomumo, Ha 3aceqannn HKD cexperaps mrunuupyet muckyccuio. Jlirobo# wnen HKD moxer
IOCTABUTL BOIPOC © HEOOXOJMMOCTH 3arpoca JOMNOIHUTENBHOH HHOOPMAIMH WM HHBIX
NEWCTBUNA OTHOCHUTENBHO HcciemoBaHusI. J[OKYMEHT ¢ HOMETKOH «IIPHHATO K CBEJICHUION»
apXMBHPYIOTCS ceKperapuaroM B (aiine ¢ MaTepmanamu JiaeHoro wuccienosanus. Ilpu
HEOOXOIUMOCTH MOXKET OBITH CO3BAHO DKCTPeHHOE/BHEILIaHOBoe 3aceaanue HKD.

CooOmennst 00 OTKJIOHEHUNX 0T NPOTOKOJIA

Inapueit mcenenosarens npepocrasiser B HKD coolmenusa o6 OTKIOHCHHAX OT
IIPOTOKOJIA B paMKax rof0BOr0 OT4YeTa. B cliydae HEMOCPEACTBEHHON yrpo3bl 0€30I1acHOCTH K
Onarononyunio CyoOneKTY MCCIeHOBaHMS Takas HHQOpMALMs JO/DKHA HE3aMeUIUTEIbHO
nocrynars B HKD u compoBOXKIaThes: ONMCAHUEM TOI'O, B YEM COCTOMT OTKIOHEHHE] Kakue

DKCNEPTHA OTYETER O Ge30nacHoeTH HesBrenMoro koMirera no stike npu I'bY3 MO MOHMKI um, MO,
Briapumupekoro
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IOPENIPHHATE H NPEJANPUHMMAIOTCS Mephl UL ero YCTpaHeHus; OOBLICHEHHEM IIPHYHH,
IIPUBE/IIHNX K OTKIOHEHHIO.

[Ipu nocrymnenun B HKD wuudopmanum o6 OTKIOHEHHH OT NPOTOKONA B CIydae
HEIIOCPEACTBCHHOW  yrpo3bl 0e30MacHOCTH U OIAromoinyddio CcyOBeKTy HCCIeIOBaHus,
cexperapuar HememieHHo uudopmupyer Ilpencenaresnsi, KOTOpBIA IPUHEMAET pELICHHE O
HeoOX0IMMOCTH HEMEIEHHOT0 cOopa BHeoYepeaHoro 3aceaanus HKD s npuHATHS peleHns
I10 CO3IABIICHCS CHTYAIIMH MM BBIHOCHT PEIICHHE PACCMOTPETh MHGMOPMANHUIO Ha OGimKkaiinem
0YEPEIHOM 3aceHanuy (B Cllydac OTCYTCTBHA HeOOX0IUMOCTH IIPHHATHS HEOTIOKHBIX MED).

Ecmu xaxkue-nubo maru 5THYECKH KOMHTETOM ObLIM IIpeJnpUHATHL, cexperaph HKD
HE3aMe/UIUTENBHO Co00IaeT 00 5TOM INIABHOMY HCCIIEJOBATENIO ¥ OPraHU3aluy, IPOoBOIsIIe
uccne/loBanne, croncopy mccnegosanus. Cexperapb TOTOBAT OQHIMAIBHOE IHCHMO,
NOIHCAHHOEe W JaTHpoBaHHOe Hpeacenarenem HKD riiaBHoMy HcciemoBaTenio 0 TOM, KaKue
JOEUCTRYS JOJDKHBI OBITH NPEAIPUHATHEL B coOTBeTcTBHH ¢ pemrenumem HKD. Coobmenus
ApXUBUPYIOTCS CcexkperapuaroM B (aiile OaHHOrO HCClefoBaHus. B ciydyae NDOBTOPHBIX
coo0Omennii 00 OTKIOHEHUSIX OT MPOTOKOJA 110 OJHOMY M TOMY e ucciegosanmio HKD moxer
NPUHATH PENIEHHE 00 OT3BIBE 000PEHMS HCCIICIOBAHMI.

Ecmu riasueii ueenenoarens npegocrasnseT B HKD wrdopmariio 00 OTKIOHEHHIX OT
NPOTOKOJIA HE MPEeNCTaBIAIONIMX VYrpo3bl A NAIMEeHTa, KaCAIOUMXCs TEXHUYECKUX H
OpraH3allHOHHBIX MOMEHTOB, HO, II0 MHEHHMIO [JIaBHOI'O WCCIEOBATe/sl WIM CIOHCOpA,
00sA3aTEeNbHBIX UL PENOPTUPOBAHMS, Takas WHHPOPMAIHS IPHHAMACTCS K CBEIEHHION.
Coobmenus apXHBUPYIOTCS CeKpeTapiaroM B (hafiiie JaHHOro UCCIeM0BAHMU.

DKCOEPTIZA 0TYETOR 0 6e30nacHocTH He3apueumoro komutera no ytake 1pn FEY3 MO MONMKH um. M.O.
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