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COII Ne1. Opranusanusa ¥ peryiaMeHT KOMUTETa Mo
ouomeauuuHCckou aTuke HUU kapauosnorun Tomckoro HUMI]

Komurer mo oOmomemmuunckoii 3tuke (KBMD) opranmsyercss M0 pacmopsiKEHHIO
aupekTopa HaydHo-mMccienoBaTenbcKOoro HMHCTHTYTa Kapauojoruu - ¢uimana degepanbHOro
rOCy/lapCTBEHHOIO  OIOJDKETHOIO  HAy4YHOro  yupexkaeHus  «ToMckuil — HalMOHaIbHBIN
HCCIIEI0BATENbCKUM MeAUIIMHCKUI 1ieHTp Poccuiickoil akagemun Hayk». Anpec: 634012, Tomck,
yin.Kuesckas, 111 a, e-mail: ethicscom@cardio-tomsk.ru. Ha3Banue Ha aHTJIMHACKOM SI3BIKE:
Committee on biomedical ethics. Ten-+7 (3822) 55 81 22, ®axkc +7(3822) 55 82 25.

Yupeautear KBMDJ- HayuHo-mccnenoBaTreabCKUil HWHCTUTYT KapAHUOJOTHH - (UiIMal
denepanbHOro0 rocyAapcTBEHHOr0 OIKETHOTO HayyHOro yupexaeHus « ToMCKuil HalnoHaIbHbIN
HCCIIEA0BATENBCKUN MEUIIMHCKUM LIEHTp Poccuiickol akaeMuu HayK».

Hear co3nanuss KBM3J — npoBeneHUE HE3aBUCUMOM ATUYECKOM  AKCIIEPTHU3HI,
OMOMETMITMHCKHUX MCCIEeIOBAHUN C y4acTHEM JIIOJei Wi >KkMBOTHBIX Ha 6aze HWUU xapamonorun
Tomckoro HMII..

Opraamzanusi padorsi KbBMD. KBMD pacmonaraercs B kabmHere Ha 2 dsTaxke | Kopmyca,
00OPYZOBAaHHOM KOMIIBIOTEPOM, TEIe(POHOM, KCEPOKCOM, NPHHTEPOM, MPelyCMaTPUBAIOLIEM XpaHEHHUE
JOKYMEHTalluK, paboTy cekpeTaps W MpoBeAeHUe 3acedannil. Ha aBepu pacmonaraercs Tabimuka c
Hazeannmem KBMD u ctenaoM ¢ mHbopMmaimeil o ero aesTenbHOCTH. Ha caiitre HUU kapauonoruu
Tomckoro HUML] pazmemiena odpuuumansuas undopmanus KEMDO.

OtBercrBennocts KBMD. CoOnrofieHne mpaB MaIleHTOB, YYaCTBYIOIIUX B KIMHHUYECKHX
WCCJICIOBAHUSAX U IPUHIUIIOB TYMaHHOT'O OTHOIICHHUE K KUBOTHBIM B PAMKax SKCIEPUMEHTAIBHBIX
uccienoBanuii, mpoBoauMeix Ha 6aze HUU xapauonoruu Tomckoro HUMII. B cBomx oreHkax,
pexoMmeHganusax W pemeHusax KBMD ommpaercss Ha STHYECKUME NPUHLMIIBI, W3JI0KEHHBIE B
OOIIETNPU3HAHHBIX MEXAYHApOAHBIX M HAIMOHAIBHBIX JIOKYMEHTaX, B COOTBETCTBUU C
JEWCTBYIONUM poccuiickuM 3akoHoaatenbecTBoM ([Ipunoskenue 1). KBMD B cBoeli aesrenbHOCTH
MPU3HACT U YBAXKAET pa3U4Me KYJIbTyp U PEIUrui, cOoON0aeT MPUHIUIBI HE3aBUCUMOCTH,
OTKPBITOCTH, KOMIIETEHTHOCTH U IUTFOPAIU3Ma.

Co3nanue M MepPeCMOTP CTAaHAAPTHBIX omepauuoHHbIX mnpouexayp (COIT) KBMD. KbBMDO
pa3pabaTbiBaeT COOCTBEHHbIE CTaHAapTHBIE onepaunoHHble mpouenypsl (COII), ocHOBaHHBIE Ha
PexoMeHganusix KOMUTETaM IO ITUKE, MPOBOISAIINM IKCIEPTU3y OMOMEIUIIMHCKUX HCCIIeTOBAHUN
(Kenesa, BO3, 2000 u ®KOCHI/SIDCER/WHO/2004, CII6., 2004 u 1p.) B COOTBETCTBUHU C
HAI[MOHATFHBIM 3aKOHOJATEIbCTBOM U MEXKIYHAPOJHBIMH TpPEOOBAHHUSIMH TIO COOJIOJCHHUIO
rapaHThi I YIaCTHUKOB OMOMeTUITMHCKHUX uccaenoBannii ([Ipunoskenwe 1).

[TpoekT cTaHAapTHBIX ONEpaAIlMOHHBIX MpoLeayp pazpabaTsiBaeTcs mpeaceaarenem KbMD
W/Uau ero 3amMecTtuTeneM, Hampasisercs wieHaM KBMD nis onoOpeHuss u  yTBepxkaaercs
npenceaarenem KbMO.

[lepecmMoTp W TIpM HEOOXOJWMOCTH PEBU3HSA CTAHAAPTHBIX OMEPAIMOHHBIX TPOIETYP
npoBoautcs mnpexacenateneM KBMD w/mnmm ero 3amectuteneM He pexke, yeMm | pa3 B 3 roja,
Harpasisiercss wieHam KBMD st onoOpenus u yrBepknaercs npeaceaarenem KbMD.

YTBEepKIACHHBIE NPOLEAYPBl HaIpaBistoTcs udineHaM B otaeneHus HUMUM xapauonorun u
BCEM 3aMHTEPECOBAHHBIM JIULIAM.


mailto:ethicscom@cardio-tomsk.ru

CocraB 3tHueckoro komurera. KbMD Brirouaer B ceds ot 7 1o 15 yenosex Ynenst KEMD
JOJDKHBI TIPEJICTABIIATh PAa3IMUHbIe O0JACTH 3HAHUU JUIsI TOTO, YTOOBI OOECHEYUTH TMONHYIHO H
aJICKBATHYIO 3TUYECKYIO SKCIIEPTU3Y UCCIICOBAHUM.

B 4pncio 4ieHOB KOMHUTETA MO ATHKE BKJIIOYAIOTCSA CIEIUAIHMCTHEI B 00JACTH MEIHLIMHEI,
HE3aBHCHMBIE B CBOMX OIICHKaX, COBETaX M PEIICHUAX, KaK MHHHMYM OJIMH 4IeH, chepoii
OCHOBHOM JIEATEIBHOCTH KOTOPOTO HE SBJIAETCS 00JIaCTh MEIUIIMHCKOM HAyKH, a TaKXKe Kak
MHHUMYM OJMH WIEH, He sABJstomuiics corpyaaukoM HUU kapauonoruun Tomckoro HUMLI.

KBaHHq)HKaIII/Iﬂ YJICHOB 3THYECKOIr0o KOMHUTETA

¢ JqIpeaceaares]ab — JIMIOo, UMCIOIIEC BEICIICC MCAUITNHCKOC 06p330BaHI/I€, KOMIICTCHTHOC B
00/1aCTH 3TUKHU U opraHu3alv U IMPOBCACHUHN 6I/IOM€I[I/II_[I/IHCKI/IX HCCHCHOB&HHﬁ.

e 3aMeCcTHUTeJb NpejaceIaTesisi — CIELHUAINCT C BBICIIUM MEIULUMHCKUM, OMOJIOTMYECKUM WU
dapmarieBTHyeckiM 00pa3oBaHNUEM, KOMIIETEHTHBII B 00JaCTH METUIIMHEIL, (hapMaiu,
ITUKH, KJIMHUYECKUX MCCIIEN0BAaHNMN, IIOCTOSIHHO MONOIHAONIMN 3HAHUS B YKa3aHHBIX
o0nacTsx, CleAInui 32 HOBUHKaMU MEIUIIMHCKON HAYKU U IPAKTUKHU.

e ceKpeTaph — JIUIIO C BHICIINM HJIM CPEAHUM 00pa3oBaHKEM, OATOTOBICHHBIE IT0 BOIIPOCAM
9THKH, OPTaHU3aIM1 ¥ IPOBEICHUS KIMHUYECKUX UCCIIEIOBAHHH, 1EIOPOU3BOJICTBA,
Bianeromue 3nanmsiMu [1K, ymeromue oopamarscsi ¢ 0pHCHOM TEXHUKOM.

® yYjeHbI MPEACTABUTEIN MEIUIIMHCKOM, (hapMaIleBTUYECKON, OMOJIOTUYECKOM,
IOPUANYECKOM, COIMANIbHOM, Hay4yHO U Jp. chepbl AeITeTbHOCTH, 001aIal0IUe 3HAHUSIMU
ATUYECKOM IKCIEPTU3bI OMOMETUIIMHCKUX UCCIIEOBAaHUM U TIpaB MaIlMEHTA.

Ilpeacenarens HasHayaercs mnpukasom aupekropa HUUM kapauonormum Tomckoro HUMIL,
MPEJIOKEHUST 110 COCTaBy HMHHUIMHMpYeTcsl mnpenacenareneM u wieHamu KBMD, yrBepxknatorcs
mupexkropoM HUUM kapanonoruu Tomckoro HUMII,

PacmnpeHHe CoCTaBa M BBCACHUC HOBLIX YJICHOB MNPOBOJUTCA IO PCHICHUIO 3THYECKOIO
komutTeTa. HOBEBIE YjIeHBI BBOAATCA B COCTaB KBM?3 mnocne CAWHOITIACHOT'O TOJIOCOBAHHUA €TI0
YJICHOB.

OO6cyxaeHne KaHAUIATyp MIPOBOJUTCS Ha OCHOBaHUU pekoMeHaaruu wieHa KbMD, koTopslii
MPeJIOKUIT KaHAuaTa, u mpodeccnoHanbHoM apToonorpadgun kanauaaTa. Y cioBUeM 00CYXKIEHUS
ABJISIETCA CcOTjlacue KaHJuaaTa Ha BO3MOXHOeE BKItoueHue B coctaB KBMD, roToBHOCTH ciieioBaTh
OTUYCCKHUM [IPUHOUIIAM, H3JI0OKCHHBIM B TPHUMCHUMBIX MCKAYHAPOAHBIX W HAIHMOHAJIbHBIX
CTaHJapTax, BBIIOJHATH CTAHAAPTHBIE ONEpPALMOHHBIE MPOLEAYPHl ATHYECKOTO KOMHTETa,
MOJIMCATh 0053aTELCTBO O KOHPHICHITHATHHOCTH.

Unenst KEBMD nomKHBI OBITH Pa3IMYHOTO TI0JIa M BO3pacTa, cepa mpodheccuoHaabHON
JeSITeTbHOCTU HE OTPaHUYNBACTCS.

[IpoponxutenbHoctb uiaeHcrBa. Ynenst KBMD BolOuparoTcs 1o UX JUYHOCTHBIM
KayecTBaM, Ha OCHOBE UX MHTEPECOB, 3HAHMS U OINbITa B OOJIACTH STHUKU WJIM HAyKH, a TaKKe Ha
OCHOBAaHUHU CTPEMJIEHUS M COTrJacHsi yIelIUTh HeoOXOIuMoe BpeMsi M ycuius ajs paboThl B
THYECKOM KOMHUTETE. HJIeHbI 3THYECKOT0 KOMUTETA BHIOMPAIOTCS CPOKOM Ha TPH T0/a, U CPOK UX
MTOJIHOMOYHI MOXET OBbITh MPOJJIEH MO PEIICHUIO WIEHOB KOMHUTETA.

KBMD nomkeH IpoBOAUTh YACTUYHYIO POTAIMIO KAJIPOB C IENbI0 OOeCTIeueHuUs
MIPEEMCTBEHHOCTH TTyTEM CO3/IaHHS HHCTUTYTa 00yJICHUSI.

ITpu Bcrymuiennn B KBMD kaxaplii ydyaCcTHUK JOJDKEH MOANMCATH COIJIALICHHE O
KOH(HICHINAIBHOCTH, 00ECIIEUNBAIOIIEe COXPAHEHHE B TallHE OT HEYIOJHOMOUYEHHBIX Ha TO JIUI]
uH(OpMAaIIHMK, He MOJyIeXKaIIe pasriamenuto ([Ipuroscenue 3).




Yaensl KBMD MoryT 0bITh IMCKBATH(UIUPOBAHBI 110 PEUICHUIO KOMUTETA IIPU HATMYUU
COOTBETCTBYIOLIMX AapPryMEHTOB M JaHHBIM mpolecc IUCKBATU(UKALMU IPOBOAUTCS IIyTEM
TOJIOCOBAaHUS YIEHOB 3TUYECKOr0 KOMHUTETA.

Unenst KBMD MoOryT OBITh MCKJIHYEHBI M3 COCTaBa PEIICHUEM OCTAIbHBIX WwieHoB KBMD
IIpU HEJOOPOCOBECTHOM BBIIIOJIHEHUN CBOMX OOS3aHHOCTEW: YKIIOHEHUH OT YYacTHs B 3aCETaHUIX
(bonee 20 % 3acemanwuii/ciiyuaeB B T0J), pas3rialleHMH KOH(HUACHIMATbHONW HHGOpMaLUH,
KacalomIeicsi KOHKPETHOTO KIMHUYECKOTO HCClenoBaHusS wu/wim xona 3acemanmii KBMD,
CHUCTEMaTHYECKOr0 OTKa3a OT Y4acTUs B IPUHITHU PEIICHUH 13-3a KOH(IMKTAa HHTEPECOB.

Unenst KBMD Moryt yiiTH B OTCTaBKY CO CBOETO IOCTa IO COOCTBEHHOMY J>KEJIAaHUIO,
MPEACTaBUB IpoIIeHne 00 oTcTaBke npencenarento KbMD.

Unenst KBMD, ymienmme B OTCTaBKY WM JUCKBAIN(UIIMPOBAHHBIE MOTYT ObITh 3aMEHEHBI B
pe3yJIbTaTe COOTBETCTBYIOIMX Ha3HAUEHUN HOBBIX WICHOB KOMUTETA.

He3aBucumble koHcyabTanThl. KBMD Moxer onmparbcsi B CBOUMX  CYXKJICHUAX
OTHOCUTEJIBHO OTHENbHbIX [IpOTOKOJOB MccinenoBaHUs WM PEKOMEHJAUUMH Ha MHEHUE
HE3aBHCUMBIX KOHCYJBTAaHTOB (3KCIEPTOB) IO ONPEIENIEHHBIM BOIpPOCaM, OJHAKO HMX TIO0JIOC
SBJIAETCS COBEILATENIBHBIM, a HE PELIAOIIVM.

HezaBucumeiii KOHCYJIbTAHT MOXKCT Ha3HA4YATbCA MPCACCAATCIIEM 3THYCCKOIO KOMHTCTA U3
qucjia SKCIEPTOB IO Y3KOCHCHUAIU3UPOBAHHBIM JUCHUIIMHAM, BOIPOCAM HOPUCIIPYIACHIINU,
PEIMIun 1 ap. AJid MIPOBEACHUA SKCIICPTU3EI IT0 KOHKPETHOMY HMCCICIOBAaHUIO.

HeszaBucuMble KOHCYJIBTAHTBI, MIPHU TPUBJICYCHUH K ITUYCCKOH SKCIEPTU3E, KaK U UJICHBI
KBMD, noJbKHBI MOANKCATEH COTIAIEHUE 0 KOHPUICHIINATHLHOCTH / KOH(PIIUKTE HHTEPECOB.

Pacnpenesienue 00s13aHHOCTE CPpeAN YWICHOB I THYECKOr0 KOMHMTETA.

IIpencenarenn oTBeUaeT 3a co3laHue U nepecMoTp nojoxkenus o KbMD u ero cranaapTHBIX
ONEPALMOHHBIX ITPOLENYP, OPraHU3ALMI0 COBEIIAHUH, ITPUTJIAIIEHNE HE3ABUCUMBIX KOHCYJIbTAHTOB
AJi MPOBEACHHUA cneumbnqecxoﬁ OKCIICPTU3BI 110 KOHKPETHOMY HMCCIICAOBAHUIO, CBA3bL C
OO0IIIECTBEHHOCTBIO.

3amecTHuTeJIb MpeaceaaTessi OTBEUYACT 3a co3/laHue U nepecMotp nonoxenus o KBMO u ero
CTaHAAPTHBIX ONEPALMOHHBIX MPOLIEyp, IPOBEICHHUE 3aCEJaHU B OTCYTCTBUU MpEICEaATENs U 32
MOMOIIb €MY B POBEJIECHUHU 3aCEIaHUI.

Cekperapsp oTBeYaeT 32 AMUHUCTPATUBHBIN aCMEKT AEATEILHOCTH KOMHUTETA.
O06s3anHOCTH U c(hepa OTBETCTBEHHOCTH YJIEHOB ITHUYECKOI0 KOMUTETA:
® yYacTHE B 3aCEaHUSX KOMUTETA;

® paccMOTpeHHe, 00CYXJIeHHUE, OLIEHKA U dKCIIePTH3a MaKeTa JOKYMEHTOB, PELlEeH3UPOBAaHHE
MPEAJIOKEHUN OTHOCUTEIBHO MCCIIEOBAHNM, IPEICTABIICHHBIX HAa SKCIEPTHYIO OLIEHKY;

¢ pPaCcCMOTPCHUC NPCJIaracMbIX 3aABUTCIISIMU ITOIIPABOK;

® paccMOTpEHHUE OTYETOB 00 OJIHOBPEMEHHO CEPhE3HBIX U HEMPEIBUICHHBIX HEeXKEIATETbHBIX
peaxiusx;

® U3y4YeHHE OTUYETOB O XOJ€ UCCIEIOBAaHUHN U TIOCIIEAyIOIee HAOMI0ICHNE 3a TeKYIIIUMH
HCCIICIOBAHUSIMU;

® OIICHKA OKOHYATEIHHBIX OTYETOB 00 MCCIEAOBAHUAX U UX PE3YIHTATOB;
e o0ecneueHne KOHPUACHIIMATHLHOCTU JOKYMEHTOB U UX 00CYyXIeHus Ha 3acenanusx KbMD;

® paccMOTpeHHe, 00CYXJIeHHE U 0JJ00pEHUE MPOEKTA HOBBIX (MIEPECMOTPEHHBIX)
CTaHJAPTHBIX ONEPALMOHHBIX IPOLEYD;



e 00BsBICHUA O KOHQIIMKTE HHTEPECOB;

® yYyacTHe B OpraHM3al[Md U IPOBEICHUM 00pa3oBaTEIbHBIX MEPONPUSATHI B chepe STUKU
OMOMEIUIIMHCKUX UCCIIEIOBAHMIA;

® JIOBBIIIICHUC KBaJII/I(i)I/IKaI_II/II/I MyTEM CTAXUPOBOK, TOCHUHTOB U T. .
KoH}nKT HHTEpecoB

UneHbl 3TUYECKOTO KOMHUTETa JOJDKHBI COOOIIaTh 00 HMEIoIIeMCs Y HUX KOH(JIMKTe
uHTepecoB ([Ipunosicenue 2) MM KAKOM-JIMO0 CTENEHN 3aHHTEPECOBAHHOCTH — B (DUHAHCOBOM,
npodeccuoHalbHOM HWJIM HWHOM OTHOILIEHHMH — B MPOEKTE WIM MNPEIIOKEHUH, MOAJISKALUX
paccmoTpennto, a KBMD nomxeHn onpenenuTs BO3MOXKHOCTh U YCIOBHS ydyactusi wieHoB KbMD,
UMEIOIUX KakoW-mubo KOHGIMKT MHTEpPEcOoB, B 00CYyXJIeHHH U (OPMUPOBAHUU €TO
PEKOMEHTALIHIA.

O nanmuuuu KOH(JIMKTAa MHTEPECOB JUIO O00S3aHO COOOIIUTH A0 MPOBEICHUS ATHUECKON
IKCIIEPTH3BI WM JIO Hadaia OOCYXKACHHs TpoekTa (ucciemoBaHus). CBeIACHHWS O HaJIWMYUAU
KOH(D)IIMKTa HHTEPECOB 3aHOCATCS B IPOTOKOI.

.HI/IIIO, UMCIOIICC KOH(i)JII/IKT HHTCPCCOB HC MOKCT MNPHUHHUMATL Y4aCTUA B T'OJOCOBAHUHU II0
moBOAY IMPOCKTA, MO OTHOIICHHUIO K KOTOPOMY OHO UMCCT KOH(bJ'II/IKT HHTCPECCOB.

TpeGoBanus Mo KBopymy.

3acenanne KBMD MoxeT OBITH MPOBEAICHO M €T0 PEIICHUS CYUTAIOTCS JICHCTBUTEIBHBIMU TIPU
NPUCYTCTBUY Ha 3aceqaHuu He MeHee 50% wieHoB komuTeTa. KBOpyM BKIIOYAaET KaK MUHHMYM
OJIHOTO 4JICHA, OCHOBHBIM POJIOM 3aHSATHH KOTOPOTO HE SIBJSIFOTCSI HAYYHbBIC MCCICIOBAHUS, U, KaK
MHHUMYM, OJTHOTO 4YJI€HA, KOTOPbIA HE 3aBUCUM OT YUPEKIACHUS, TJI€ PEANOIAraeTcs MPOBEICHUE
UCCIICIOBAaHMS, MJIM HCCIEA0BATENbCKOrO IIeHTpa. B ciydasx, xorja 4acTh 4JI€HOB KOMHUTETA IO
00BHLEKTUBHBIM IMpUIrMHaAM HC MOXKCT NPUCYTCTBOBATH HAa OYHOM 3aCCJaHUH, a UX YHACTUC BAXKHO
s obecriedeHUsi KBOpyMa, 3aceJaHue MOXeT OBITh IMPOBENSHO B AWCTAHIIMOHHOM (opmare
paboTsI (mocpeacTBoM Tene-, Buacokonpepenms) (COM NelS).

CreuunanbHbIX TpeOOBaHUM ISl MPUCYTCTBUS YICHOB ATHUYECKOTO KOMHUTETA MO TeHIEPHOMY,
BO3PacCTHOMY WJIM HHOMY COCTaBY HE MPEAYCMOTPEHO.

ApXMBHPOBaHHE IOKYMEHTOB.

JIOKYMEHTBI HCCIeIOBaHUM XpaHATCS Kak B OymaxHoM Buze (B kabunete KBMD), Tak u B
ANEKTpOHHOM BHJIe Ha kécTkoM nucke HMUM kapauonorun Tomckoro HUMII. Cekperapb oTBe4aer
3a ApXUBHPOBAHNE JOKYMEHTOB M0 UCCIEAOBAHUIO U €r0 3aKphITHIO. CPOK XpaHEHHS JOKYMEHTOB B
KBMD mnocne mosyueHus: MHGOpMAIMK O 3aBEpIICHUH MCCIEJOBAHUS COCTaBIsSeT 3 rojxa B
ClIy4asix, HE MPEeJyCMOTPEHHBIX A0roBopoM. [lo mcreueHum NaHHOrO CpoKa CeKpeTapb I'OTOBUT
OIUCH TOKYMEHTOB, IOCJIE Yero (a1 MoANe)KUT YHUUTOKEHHIO.

I'paduxk 3acenanmii ycranaBiamuBaercs npeaceaareneM Komurera mo 6MoMe TMITUHCKON ITHKE

Pocnyck 3tnmueckoro komurera. KbMD pacnyckaercs mo pemenuto aumpexkropa HUWN
Kapauosoruu Tomckoro HUMII.

Pabounii s3bIK 3THYECKOT0 KomMTeTa — pycckuil. Bes nmokymentanumss KBMD Bepercss Ha
pycckoM si3bike. TpeOoBaHUS K TNPEAOCTaBISIEMON Ui STUYECKOW SKCIEPTH3bl JOKYMEHTAIMH
onucaHsl B cooTBeTcTBYIOMUX COIL.



COII Ne2 KonpuaeHuuaJibHOCTh

Bce unensl sTHueckoro komutera 00s3aHbl COOMOAATh TPeOOBAaHUSA O HepasIJallleHUH
KOH(HISHIIMATHHON HH(DOpMAIHH, TPEAOCTABIAEMON UM B PAMKAX 3KCIIEPTHOU JeSITEIbHOCTH.

Bce  unmensl  3THuyeckoro  KomuTera  00s3aHBl  MOANUCATh  COIVIALIEHHE O
koHpuaeHmanbHocTH ([Ipunosicenue 3). HoBbie 4iICHBI, 3KCIIEPTHI, HE3aBUCHMBIC KOHCYJIBTAHTBI,
IIPEICTABUTENIA HCCIIENOBATENl W CIOHCOPA, HWHCIEKTOPbl M Ip. JHIA, JOIYIUEHHBIE K
03HAaKOMJIEHUIO C JIOKYMEHTALMEN 110 UCciIeloBaHuIo niK gokymeHTauuen KbMD, npurnamennsie
Ha 3acenanre KbMD, 00s3aHbl IpOYUTATh, IOHATH, IPUHATH U MOANUCATh (GOPMY COTJaleHUs O
KOH(UIACHIIMATBHOCTH/KOH(IIMKTE WHTEPECOB JO TOr0, KaK OHM TPHCTYHSIT K padore (cm.
coomeemcmayroujee npunodicerue). branku KOHOUASHINATBHOCTH JIOJDKHBI OBITH pa3paboTaHbl U
yTBepKAeHbI Ha 3acenannu KBMD u xpaHuTtbes B cekpeTapuare.

3a (Qakr moANMCAHMSA COIVIAIIEHUS HECeT OTBETCTBEHHOCTh cekperapp KBMD.
[Tonnucannsie MUCTH ToMeniaTes B (aiin «KonduneHnmansHOCTh» U XpaHsTes B apxuse KBMD.
Bropoii noanucanHblil SK3eMIUIsp GOPMBI COIIALIEHUS C MOJNUCHIO WiIeHa CeKpeTapuaTa U JaToi
MOJITMCAHUS XPAHUTCS KaK O(UIIMATBHBINA TOKYMEHT Y IOANKCABIIETO.

HOI[pO6HaH HHCTPYKIUSA 11O ITOAIIMCAHUTO COTJIAICHUS:

e Bce nuua, noamnuchiBaroue (opmy coryiacus O KOH(QUIACHIMAIbHOCTH MOJy4YaroT 2
sx3emiusipa GopMbl. OHE 0053aHBI BHUMATEIIEHO O3HAKOMHTBCS C COJICpPIKAHUEM, YKa3aTh
ceou gnanHble (DOUO), mocraBuTh moamuck W naty. llpu BO3HMKHOBEHHH BOIPOCOB
HE00XO0MMO 33JaTh UX COTPYAHHUKAM CEKpeTapuaTa.

e Bce JIMIa, IMOAIMHNCAaBIINC q)OpMy corjacusa o KOH(I)I/I,I[GHLII/IaJ'IBHOCTI/I, 00s13aHbBI C06.]'IIO,I[aTL
BCC YCJIOBUSA, Ka3aHHBIC B COTJIAIIICHUU.



COII N23. Bb160p He3aBMCUMBbIX 3KCIEPTOB/KOHCY/ITAHTOB

Br160op 1 ogo0penne kaHauaaTyp He3aBUCUMBIX KOHCYJIBTAHTOB ISl €IMHOBPEMEHHOTO MU
MMOCTOSIHHOTO KOHCYJIBTHPOBAHUS B CIIEIUAIBHBIX BOMPOCAX MOXKET OBITh MHUIMUPOBAHO HICHOM
KBMD, He nmeroriero KoHMINKTa HHTEPECOB.

VTBepKaeHue W MOpUIJAlIEHHEe  HE3aBUCHUMOIO0  KOHCYJIbTAaHTAa  OCYIIECTBIISIETCS
npenceaareneM KbMD (unm ero 3amecturesneM) U3 YMCiIa SKCIEPTOB MO MPEeIMETy HCCIeA0BaHNUS,
BOIIPOCAM IOPUCTIPYICHIIMHM, PEJIIMTUA U Jp. A TPOBEICHUS] HKCIEPTU3bl MO KOHKPETHOMY
UCCJIEIOBAHMUIO.

Breibop  sKkcmepra/HEe3aBUCHMOTO  KOHCYJIBTaHTA  OCYIIECTBIIACTCS 1O  KPUTEPHUSIM
COOTBETCTBUS KBAIM(UKALUU NPEAMETY KOHCYJIbTUPOBAHUS, KOMIETEHTHOCTH, JOCTYHHOCTH H
HE3aBUCHUMOCTH, OTCYTCTBHSI KOH()JIMKTA HHTEPECOB.

DKCHepThl/HE3aBUCUMbIE KOHCYJIBTAHTHI, MPU MPUBICYCHUH K OSTHUYECKOW IKCHEPTHU3E,
JOJDKHBI TTOJINMCATh COTJIAICHUE O KOH(PUICHIUATBHOCTU. DKCIEPT/HE3aBUCUMBINH KOHCYJIHTAHT
OCYILIECTBIISIET HKCIEPTH3Y B COOTBETCTBUM C IMPOLEAYpPOH M TpeOOBaHUSAMH, Pa3pabOTaHHBIMHU U
yTBEpKICHHBIMU Ha 3acenannu KbMD.

3KCH€pT/HCSaBHCHMBIﬁ KOHCYJIbTAHT MOXCET IMPUCYTCTBOBATH Ha 3aCCAaHUU KBM:‘),
MMpEACTABIATb OTYCT, YHaCTBOBATH B O6CY)KZ16HI/II/I, HO HC MOXCT I'0JIOCOBATh.

3a BOIPOCHl B3aMMOJAEHUCTBHUS C KOHCYJIBTAHTOM, HIPEIOCTAaBIEHHE €My JOKYMEHTOB JUIs
SKCIIEPTHU3bl, IOJIyYE€HUs OTYeTa W MpUrjaimeHue st ydactus B 3aceganun KBMD (mpu
HEOO0XOJMMOCTH), TOJMHMCAHUE KOHCYIbTAaHTOM (OpMBI  KOH(PUICHIINATBHOCTH/KOH(IINKTA
MHTEPECOB HECET OTBETCTBEHHOCTh cekperapb KEMD.

Cekperapb XpaHUT HHPOpPMAIMIO O KOHCYJIbTaHTE/KcmepTe B crnenuanbHoi mamke (CV,
JIOTOBOP O KOH(DHICHIIMATIEHOCTH).



COII N24 O61ue Tpe6oBaHUS K IIPeJ0CTaBJIE€HUI0 JOKYMEHTOB:

L4 KpafIHHﬁ CPOK Imoga4yv MaT€pHraJioB UCCICAOBAHUSA - HC MCHCC YEM 3a HCACIIO N0 3aCCaaHusl,
Ha KOTOPOM INNIaHUPYETCA UX PACCMOTPECHUE;

e Marepuansl UCCIIeIOBAaHUS JIOJKHBI HAMIPABJISATHCSA CEKPETAPIO WK MPEACEAATENI0 KOMUTETA
1o OMOMEIMIIMHCKOM 3THKe Ha uMs npencenatenss KbMDO;

e @dakTOM MNPUHATUS JOKYMEHTOB K PACCMOTPEHMIO SBISIETCS JaTHUpPOBaHHAs IOAMKCH
npenceaarens Komurera mo OTuke win cekpeTaps Ha popMme NMucbMa — MPeCTaBICHUS;

L4 PCFI/ICTpaLII/II/I B XKXYPHAJIC MMOJIC)KAT NOKYMCHTBI, ITIOAAHHBIC B Komurer A paCCMOTPCHUA
Ha 3aCCcaaHuu. I[OKyMeHTI)I, HalpaBJICHHBIC B  aaApecC Komurera JJ11 CBCACHHUA
MOATIMCBIBAOTCA U BKIIAABIBAOTCA B IMAIIKY C MaTCpHUaIaMU UCCIICAOBAHUSA,

e Bcsa nononuutensHas uHpopmanua no TpedoBanuto KBMD s BHeceHUs W3MEHEHUH
JOJKHA OBITH MPEAOCTaBJICHA 3asBUTENIEM B Te4YeHHe | Mecsa ¢ MOMEHTa MOJyuyeHUs
MMUCbMEHHOTO PEIICHNUS;

o [locnenyromas uHpopMaIHs B X0/1e UCCIeI0BaHUS (IIOMPaBKU K MPOTOKOITY, K MaTepualam,
UCIONIb3YEMBbIM  JUISI  TPUBIICYEHHUS CYOBEKTOB  HCCIENOBaHUS, HHPOpMalUU Ui
MOTEHIIMATBHBIX YYACTHUKOB HCCIIEIOBAHUSA, K UHPOPMUPOBAHHOMY COTJIACHIO) MTOAAIOTCS B
KomuteTr 1o OTHKe B COOTBETCTBUH B BBIIICH3I0KEHHBIMU TPEOOBAHUSIMH.

e YactuuHo MaTCpualibl HCCICAOBAHUA MOT'YT OBITh MNpEaACTaBJICHBI Ha JJCKTPOHHBIX
HOCUTCIIAX.



COIl

No5. Ilpoueaypa npoBeeHus 3aceganusa KbM3J

OTBeTCTBEHHBIM 3a npoBeAeHue 3aceqanniit KbMD siBiisiercst cekpetaps KbMD.

[Ipencenatens mpoBepsieT U 0J00PSAET MOBECTKY JHS 3aCEAaHUs ITHIECKOI0 KOMUTETA.

Nen/m | Bug nestenbHOCTH OTBETCTBEHHOCTD

1 [ToaroroBka NOBECTKMU AHS 3acedaHUs Cexperapr KEMD

2 Meponpusrtus nepen kaxaeim 3aceqanueM | Cexperapp KbMOD

3 MeponpusTus B TEHEHUE 3aceqaHus [Ipencenarens, cexperapsp, wiensl KbMD

4 ["onocoBanme/KOHCEHCYC Unenst KEMD, He numeronue KoH(IUKTA
UHTEPEeCcOB / mpejcenaTelb

5 [Tocne 3acenanus Cexperapp KEMD

Meponpusitusi, npoBoauMbie 10 3acenanuss KbM3J:

MPOBEPKA MOJHOTHI 3aIIOJIHEHUSA 3a5BOK;
COTJIAaCOBAHUE C IPEICENAaTENEM NaThl U BPEMEHU ITPOBEICHUS 3aCEaHNs;
dbopMHUpOBaHKE MMaKeTa JOKYMEHTOB, KOTOPBIE JOJIKHBI OBITH PACCMOTPEHBI HA 3aCETaHUH;

noarotoBka nHGopmanuu it wieHoB KEMD u 3kcriepToB, a Takke JUIsl MPUTIIAIIICHHBIX HA
3aceqanne KbMD nuit (mpu HEOOXOAUMOCTH);

MpUTJIAIEHUE Ha 3aCelaHhe BCEX 3aMHTEPECOBAHHBIX JIUIL, MOJYYEHHE HMX TMOJIUCKH O
HepasrialeHn HHPOPMaIIUH.

Cekperapp KBMO mnpuHuMaer 3aiBKM OT 3asBUTENEH, IPOBEPSIET COOTBETCTBHE

MpEeACTaBICHHBIX JOoKyMeHTOB TpeboBanusm KBMD HUU kapnuonorum Tomckoro HUMII,
PETUCTPUPYET MOTyYeHHE JOKYMEHTAIUH B sXypHae, nHpopmupyet wienHoB KEMD o nonyueHHoH
3asiBKe, MMPUTJIAIIaeT Ha 3aCeaHue BCEX 3aMHTEPEeCOBaHHBIX JUll. PopMma 3asBKU pa3padaTbIBaeTCs
U yTBepkaaercs Ha 3acenannu KbMO.

Meponpusitusi, IpoBoAMMbIe BO Bpems 3acenanuss KbM3J:

[ 2

Ecnu Ha 3acemanuu mpucytcTBytoT He wieHbl KBM3, To HE0OX0AUMO NPUHATH BCE MEPBI
JUIsE COOMIOACHUST KOH(GUACHIIUATBHOCTH (MIPHUTJIAIEHHbIe TOIIUCHIBAIOT (JOPMY COTIIACHS
Ha coOJr0IeHre KOHPUICHITNATEHOCTH).

CerCTapB JOKJIaAbIBACT IMMOBCCTKY OHA MPEACCHATCIII0, BEACT 3allMCU IO XOAY 34CCIaHuAd,
(1)I/IKCI/IpyeT TNPUHATBHIC PCIICHUA U OTACIIbHBIC MHCHUS YIACTHHUKOB B BUAC ITPOTOKOJIA.

B X0[€ 3aCCaaHusA OTIallalOTCA ITOJIHBIC HA3BaHHUA paCCMAaTpUBACMBIX IMPOCKTOB COTJIACHO
HX IIOCIIEA0BATCIIBHOCTH B IIOBECTKE JIHA.

Ha 3acemanum Komurera npeacTaBieHHblE Ha HKCHIEPTU3Y MaTepHalbl HMCCIEAOBAHUN
JOKJIaJbIBAIOTCS NpeacenaTesieM Komurera nim cekperapem
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CyTh IUTAaHUPYEMOTO MCCIIEIOBAHMS JIOKJIAJbIBACT TIJIABHBIM HCCIeAOBaTeNlb WU CO-
UCCIIeIoBaTeNb, OH K€ OTBEYAeT Ha BO3HUKIIUE IO XOAY IMPEACTaBICHHUS y YJICHOB
Komurera no Jtrke BONpOCHI.

3aceqaHue MPOXOJUT MO HAMEUEHHOMY IUIaHy, HO TMpecCeNaTesb MOXET U3MEHUTh 3TOT
IJ1aH, CAeNaTh OTKJIIOHEHUS OT MOBECTKU JHS B 3aBUCUMOCTHU OT CUTYaLIUU.

[Tocne mpencraBiaeHMs] MCCIEAOBAaHUSA HAauyMHAETCs AMCKyccus cpenu wieHoB KBMDO, u
BBICTYIIIMBAIOTCS UX KOMMEHTapuu. [[ucKyccus HOCUT ACTaIbHBIA XapakTep, 00CYKIal0TCs
BCE aCMEeKThl IpeJcTaBleHHOro npoekrta. Cekperapb (UKCHUpyeT MHEHHUS Bcex
BBICKAa3aBIIINXCH.

[Ipencenarenpy npenoCTaBisieT CIOBO BCEM JKENarolMM BbicKazatbcsa wieHam KBMDO,
MapUTETHO BBICITYIINBAas MHEHHE MEIUIIMHCKUX pPaOOTHUKOB M HE MeAuKoB. [lpu
oOcyxneHnn nH(OpMANUU JIJIs ManyueHTa U GopM HH(DOPMHUPOBAHHOTO COIJIACHS MHCHHE
JIU1], HE UMEIOUINX MEAUIIMHCKOTO 00pa30BaHusl, HIMEET MPEUMYIIECTBO.

OO0CyX1eHHIO MOJIekKAT BCE BOIPOCHI IIPEIOCTABICHHOIO UCCIIEOBAHMUS.

HccnenoBarensiM, MEHEIKepaM IIPOEKTa U CIHOHCOpaM (€cld OHU HPUCYTCTBYIOT)
paspelaercss KpaTko H3JI0KHUTh CYThb MX IPOEKTOB U OTBETUTh HAa BO3HUKIIUE Y UYJICHOB
KBM?D Bomnpocsl.

B mpouenype npuHATUS penieHHs] MOTYT NPUHUMATh Y4acTUE TOJIbKO HE3aBUCHUMBIE OT
uccinenosarens u cnoncopoB wieHsl KbMD Bo nzbexanune KOH()IUKTa HHTEPECOB.

Pemennss npuHumaercs myTéM KOHCEHCYca, a B CIydasX, €CIM €ro JIOCTH)KEHUE
HEBO3MOKHO, TO TOJIOCOBaHHUEM, UIs IPUHATHS PELICHUs] HEOOXO/IUM MIEPEBEC B OJMH I'0JIOC
(6onee 50% romocoB uineHoB Komurera, NpUHUMABIIMX Yy4YacTHE B TOJIOCOBAaHUM).
[IpunsTHE peleHuss BO3MOXKHO TOJIBKO TOT/Ia, KOTJa BCEe MpPUIJIAllIEHHBIE JIUIIA, a TaKXKe Te
yieHsl KBMD, y KoTOpbIX MMeeTcsi KOH(IMKT MHTEpPECcOB, MOKUHYT 3all 3acelaHuil. B
cllydae, eciau IpU TOJIOCOBAHMM ObUIM MOJYYEHbI pa3iN4Hble MHEHHS, OHU JIOJKHBI OBITH
3a(hUKCHPOBaHBI B IPOTOKOJIE.

CekpeTapuar CIEIUT 3a TEM, YTOOBI BCE MPECTABICHHBIE B MMOBECTKE JHSI BOMPOCH OBLIU
03BYYCHBI, TOJYYEHBI 3aKIIOUCHUSI MO KaXKJIOMYy OOCYXKIaBIIEMYCS B XOJ€ 3acelaHus
BOIIPOCY U BBIHECEHO pPELICHUE.

KBMD nous:keH nHpOpMHPOBaTh McCIe10BaTesl 0 TOM, YTO

HCAONYCTUMO OTKJIOHCHUEC OT YTBCPKACHHOI'O MPOTOKOJIIA WX C€ro HU3MCHCHUC oe3
npeaABapUTECIIbHOTO OJIOGpCHI/I}I Otnuecknm Komurerom (32[ HCKIIOYCHUECM HSMCHCHHﬁ,
HAITpaBJICHHBIX HAa YCTPaHCHHUEC YI'PO3bl 3J0POBBIO UCIBITYEMbLIX, WJIH KOI'Ja OHHU KaCaroTCA
TOJIBKO aIMUHUCTPATUBHBIX UJIM MATCPHAIIBHO-TCXHUYCCKUX ACIICKTOB I/ICCJ'IGJIOBaHI/IH).

HU OJWH TAIlMEHT HE MOXET OBITh BKJIIOYEH B WCCIICIOBAHHE 10 OJIOOPEHUS] DTUYECKOTO
Komurera

HccaenoBaresb 10J12KeH CBOeBPeMeHHO coo0math KomuTeTry mo 3THKe 0 Ceaylouumx
COOBITUAX:

OTKJIOHEHHE OT YTBEPKACHHOTO NPOTOKOJIA WJIM €r0 U3MEHEHHE C LEJIbI0 YCTPAaHEHHUS
YI'PO3bI 3J0POBBIO UCIIBITYEMBIX;

00 W3MEHEHUSX, YBEIWYMBAIOIIMX PHUCK [UIsI CYOBEKTOB WCCIEAOBaHUS U (WJIH)
CYILIECTBEHHO BIMAIOLIUX HA IIPOBEIACHUE UCCIIEI0BaHUA.

060 BCCX HCKCIIATCIIbHBIX PCAKOUAX, KOTOPLIC ABJIAKOTCA OJHOBPECMCHHO CCPLE3HBIMU U
nenpeasuaeHabME (Serious Unexpected Suspected Adverse Reactions (SUSAR))
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— O MOMBJICHMU HOBBIX HOAaHHBIX, CBUJACTCIILCTBYIOIIUX 00 YBCIMYCHHUU PpPUCKA 3O0POBBIO
YYaCTHHUKOB UCCIIE€A0OBaHUA NI CIIOCOOHBIX MOBJIUATEH HA X0 UCCIICA0BaHUA B LICJIOM.

Meponpusitusi, npoBoauMbie nocJje 3acenannss KbMDJ:

e (Cekperapb oTBeyaer 3a (popMHupoBaHHE MPOTOKOJIA 3aceAaHusi U (HOPMUPOBAHUE BBIITHCOK
13 NIPOTOKOJIA JJIs 3aMHTEPECOBAHHBIX JIULI.

e Ilo oxoHuyaHuu KaXXI0ro 3ac€aaHusd CCKpETapb IIPOBEPACT BbIIMOJIHCHUE IIPOTOKOJA
3accaHusd, NOANNCHIBACT U JaTUPYET JOKYMCHTBI, apXHUBUPYCT KOIIHNH.

Conep:xanue nporokosia 3aceganuss KbMDJ:

[Tpotokon 3acenanus Komurera mo OMOMEIMIIMHCKOW STHKE COCTABIIACTCS HE TO31THEE [
JHEH 1ocie NMpoBEeIEHUs 3acelaHus U MOANHUCHIBaeTcs mpencenareneM Komurera, B ciydae ero
OTCYTCTBHS — 3aM. IIPEJCENATENS MU CEKPETAPEM.

® HOMEp, JaTy U MECTO IIPOBCACHUA 3aCCAAHUS
L4 HepCOHaHLHbIﬁ COCTaB NPUCYTCTBYHOIIUX
® [IOBCCTKY HOHA

® PaCCMOTPCHHBIC INNIAHUPYEMBIC NCCIICAOBAHUA C YKA3aHHUEM IIOJIHOTI'O HAa3BAHUC IPOTOKOJIA
HCCIICAOBaHUA MW BCEX  IIPCACTABJIICHHBIX  JOKYMCHTOB C H,Z[eHTHq)PIKaHPIOHHBIMI/I
XapaKTCPUCTHKAMU, YJICHOB KOMI/ITCTa, BBICTYyIIAIOMIUX C COO6HI€HI/I$IMI/I; npouunc
PACCMOTPECHHBIC BOITPOCHI

® U3JIOKEHHE X0J1a 00CYXIECHNUS;

® [IPUHATHIC PELIECHUSs, IPH OTCYTCTBUU MOJIOKUTEILHOTO PELIEHUS - 00bSICHEHHE IPUUMH;
® BOINPOCHI U PEKOMEHJIAIMU MO KaXXI0MY M3 pacCMaTPUBAEMBIX BOIIPOCOB;

e 0co0Oble MHEHMS (TIPU HAJTMYUU TaKOBBIX);

e noxnuck [Ipencenarens Komurera no Jtuke.

Ecnu maTtepuansl ucciaeoBanus ObUTH PaCCMOTPEHBI TOBTOPHO, TO JOJDKHBI OBITh YKa3aHBI
OTBETHl HCCJIEN0BATENsl, JOMOJHUTEIBHO NOCTyNMBIIME MaTepuansl u pemenne KBMDO.
VYKa3bIBatOTCS BOMPOCHI KOJUIETHAIbHOTO OOCYXXIEHMS, HaJU4he KBOpPyMa U CIOCOO MPHUHATHUS
penieHusl.

I[J'IH OTYCTOB IIO TeKyIJ_[CI\/'I OKCIICPTU3C HOJIZKHO OBITH YKa3zaHO: HOMCP IIPOTOKOJIa H
Ha3BaHUC HUCCIICAOBAHUA, IIOBOA MPOBCACHUSA OKCICPTU3BI, JaTa, MCCTO, MPUCYTCTBOBABIINEC
NpeACTaBUTCIIN HCCHCﬂOBaTCHCﬁ, €C pC3YyJIbTAThI U PCHICHUC KBM?3 1o NpEaACTaBJICHHOMY OTYCTY.

[To xaxmomy OOCYXITaBIIEMYyCS B XOJ€ 3acelaHusi BOMPOCY W MPHHATOMY PEIICHHIO B
MPOTOKOJIE JIOKYMEHTHPYETCsl AMCKYCCHs, BHOCHUTCS KpaTKOE€ 3aKJIIOYeHHe B YIOOHOM Juis
npouTeHus Gpopme.

Ecimu IMPUHATO PCIICHUEC, COIIPOBOXKAAOIMICEC ONPCACICHHBIMU YCJIOBUAMU, JOJIKHBI OBITh
YKa3aHbl YC€TKHUC PCKOMCHIALUW IJIsd nepepa60T1<H JOKYMCHTOB M OIPCACICHBI IMPOLCAYPLI
IMOBTOPHOT'O PAaCCMOTPCHU.

B cnydae mNpuHATHS OTPULIATEIBHOIO PEIIEHUS IO IPEICTaBICHHBIM MaTepHallaM
HEO0XO0AMMO YETKO yKa3zaTh nNpu4yrHbl. Heo0XoaumMo copMynupoBaTh BO3MOXKHBIE ITyTH BHECEHUS
TJIaBHBIM MCCIIEIOBATENIEM H3MEHEHUH U YCIIOBHS M CPOKH ITIOBTOPHOTO PACCMOTPEHHS.
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B BbIMCKE M3 NMPOTOKOJIA YKa3bIBAIOTCS: HOMEP IIPOTOKOJIA, Ha3BAaHUE HCCIIEJOBaHMS,
IJIaBHBIA HCCIIE0BATENb, IEPEUUCIIEHbl BCE JOKYMEHTBI, KOTOpbIe OBUIM IpEJICTaBJIEHbl [UIs
skcrnepTussl, pemenne KbMDO.

[Tocne (¢opMupoBanusi NPOTOKOJA 3acelaHHs CeKpeTrapb o00s3aH MPOBEPUTH €Tro
MPaBUIBLHOCTh U MOJHOTY, COMOCTABUTH C MPOTOKOJIOM 3acelaHusi, MOANUCATh y Mpeacenarens u
chopMUPOBATH BBIMUCKU M3 IPOTOKOJIA.
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COII Ne6. Ilpoueaypa NPUHATHUA peLlIEeHUH, U3BEeLleHUA O
pelieHUsAX U UX 00KaT0BaAHUS

Ilopsinok npuHATHUS peLIeHUs

Pemenne MoxeT OBITH MPHUHATO TOJBKO B TOM Cliydae, €CiId OBUIO IPEeI0CTaBICHO
JOCTaTOYHOE BpeMsl [UI PACCMOTPEHHUS U 00CYKICHUsI IPEJICTABIECHHBIX MAaTEPHAIIOB B OTCYTCTBUU
Ha 3aceJaHuM JML, He sBisromuxcs wieHamu KbMO (Hampumep, uccnenoBaress, peicTaBuTeNen
CIIOHCOPA, HE3aBUCUMBIX KOHCYJIBTaHTOB);

Pemenne mMoxeT ObITH MPUHATO TOJIBKO NPU HAMYMU KBOpYMa, ompezensieMoro kak 50%
OT CIIMCOYHOro cocTaBa. KBOpyM BKIIIOYaeT Kak MHHUMYM OJHOTO WICHA, OCHOBHBIM POJIOM
3aHATHH KOTOPOTO HE SBISIOTCS HaydHbIE HCCIENOBaHMSA, M, KaK MHHHUMYM, OIHOTO UICHA,
KOTOPBI HE 3aBUCHM OT YUYPEXICHHS, TJe MPEAIoaraeTcsi NMPOBEICHUE HCCIEIOBAHMS, WU
HCCIIEJ0BAaTEIbCKOTO LIEHTPA.

Pemenus MMPpUHUMACTCA HYTeM KOHCCHCYCa, a B Clydasdx, ¢cCJIM €ero MAOCTHXCHUC
HCBO3MOXXHO, TO I'OJIOCOBAHUECM, JIA HPUHATUA PCHICHUS H€O6XOIII/IM MEpeBECC B OAWH I'OJIOC (60.]166
50% r0710COB YJICHOB KOMI/ITCTa, MNPpUHHUMABIIUX Y4aCTHUC B I‘OJ'IOCOBaHI/II/I).

B npunsTMM pemeHuss He MOryT OpuHMMarh ydactue uineHsl KBMDO, sBustomuecs
IpearogaraeMbIMU HCCIIEOBATENIIMU TUIAHUPYEMOIl paboThl MIIM 3aWHTEPECOBAaHHbIC B HEH, a
TaK)Ke HE3aBHCHUMBIE DKCIIEPTHI.

Hepez[ MNPUHATHEM DPCHICHUA CIICAYCT UMCTH TIOJTHBIN Ha60p HAOKYMCHTOB, HCO6XOHHMLIﬁ
AJId OKCIICPTHU3BI; IIPpU BI:Ipa6OTKG pemicHud CICAYCT IPHUHATHL BO BHUMAHHUC BCC IIYHKTHI,
MEPCUUCIICHHBIC B COOTBECTCTBYIOIIUX COllax.

Pemenne KbBMD MoskeT ObITh OTJIOKEHO 70 BBHIIOJHEHUS 3asiBUTENIEM KaKUX-THOO yCIOBUI
U 3TU YCJIOBHS JIOJDKHBI OBITh YETKO MEPEUYHCIICHbI ¢ YKa3aHUEM JIaThl BTOPUYHOTO PACCMOTPEHUS
JAHHOTO BOIpPOCAa WJIM MOMEHTa, C KOTOPOro MOKHO cuMTarh pemieHne KBMD mnonyueHHBIM
(HampuMmep, ¢ MOMEHTA IMOJIyYE€HUsl JOKYMEHTa O MPOJJEHUH CTPaXOBKH NAIMEHTOB-y4aCTHUKOB
K1).

Korma TtpeOyercs mpou3BeCTH HE3HAYUTENbHBIE WCIPABICHUS B JOKYMEHTaxX WIIHU
MPEACTaBUTh HEIOCTAIONIUN JTOKYMEHT He3HauuTelbHOW BaxkHocTH, KBMDO Moxer om00puth
MPOBEJICHUE HCCIENOBAaHUS M yTBEPAWTHh JOKYMEHT TIOCJI€ TMpeaoCTaBICHUS/UCIIPABICHUS
nH(pOpMaLINH.

Ecimu PCHICHUC YJICHOB KBMDS NPUHATO HEC CAUHOIIIACHO, TO 0c000€ MHEHHE MEHBIIIMHCTBA
yireHoB KoMmurera 3anmceiBacTCs B HpOTOKOJ’Ie U JOBOIUTCA OO0 CBEACHUA UCCICA0BATEIISA BMECTE C
pCHICHUCM, ITPUHATBIM OoNBIIMHCTBOM 4ieHOB Komurera.

ITo pe3ynpratam paccCMOTpPEHHS JOKYMEHTOB ODTHYECKHM KOMHUTET NPUHUMAECT OJAHO M3
CJEAYIOIIUX peleHui

a) BBIJIACT 3aKiIt0ueHrne 00 0100peHUH POBEICHUS KIIMHNYECKOTO MCCIICIOBAHNS,

0) BBIIaeT 3aKIII0OUEHUE O HEBO3MOXKHOCTH OJ00pEHHsI KITMHUYECKOTO UCCIICIOBAHMS,
B) PEKOMEHAYCT BHECTU U3MCHCHUA B IPOBCACHUC KIIMHUYCCKOTO UCCIICIOBAHUS U
NpEaACTaBUTL €TI0 IJII TIOBTOPHOI'O paCCMOTpeHI/ISI;

I') OTMEHSIET WM TPUOCTAHABIIMBACT paHee BBIJAHHOE 3aKIII0UYeHHE 00 0JJ00peHnHr
MPOBCACHU S KIIMHUYCCKOI'0 UCCIICAOBAHM .

IIpouenypa n3BenieHusi 3asiBUTEJ sl 0 IPUHATOM pellleHNH
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[lo pesynpTaTaM pacCMOTpEHHUsI MaTepuUalioB HcclieqoBaHus Ha 3aceganuun KBMD,
3a()MKCHPOBaHHBIX B IMPOTOKOJE 3aceqaHus odopmisiercss Boimucka u3 IlpoTtokona 3acenanus
KoMmutera no 6MOMEIMIIMHCKON 3TUKE, KOTOpas MPEJOCTABISAETCS 3asBUTENI0 B 7-IHEBHBII CPOK
nociie 3acenanus Komurera n uzsemaer ero o npuHsatoM Komurerom pemenuu. [JokyMeHTalIbHOE
MOJTBEPKICHUE STOTO PEHICHUS JOJDKHO COACPIKATh CIEAYIONIYI0 HHPOPMAIUIO:

e Ha3BaHue u ajipec KbMD;
e jaTa, BpeMsl U MECTO IIPOBEACHUS 3aCE/IaHNs;
® HOMEp MPOTOKOJIA (C YKa3aHHEM JIaThl pacCMaTPUBAEMOM BEPCUH MPOTOKOJIA);

e cnucok wieHoB KBMD, yuacTBOBaBIIMX B pacCMOTPEHUM MATE€PUAIOB HMCCIEAOBAHUS U
[IPUHUMABIIHX y4acCTHE B FOJIOCOBAHUU;

¢ CIHCOK PpAaCCMOTPCHHBIX MATCpUAJIOB HCCICAOBAaHHA C YKA3dHUCM HCXOIAHBIX JAaHHBIX
AOKYMCHTOB,

e pemenre KEMD no nanHoMy ucciie10BaHuUIo;

¢ B (CilIy4dac OTKasa B OI{O6p€HI/II/I Ha MPOBCACHUC HCCICAOBAHUA — UYCTKOC H3JIOKCHUC
IIPpUYUHBI OTKa3a

® pEeKOMEHJAllMM, OCOOble MHEHUS WJIM JOINOJIHUTENbHbIE TpeOoBaHMs, koTopble Komurer
COYTET HEOOXOAUMBIM MPUIIOKHUTH K CBOEMY PELICHUIO

e noanuck npeacenaresnss KbMO uiau B ero OTCyTCTBUE — 3aMECTUTEN MTPEACENATENS.
3asiBHTEJI0 MOTYT BbLIaBaThCs Apyrue 1okyMenTsl KbBMO, a umenHo:
e xonus 3akmoueHuss KBMD 1o KoHKpeTHOMY HCCII€JOBaHUIO;

e odunMaTbHOE NHCHMO 3a mnoAnuceto mpexacenarenss KBMD, moarBepkmaroliee
HpI/IBep)KeHHOCTB OTUYCCKHUM HpI/IHIII/IHaM, N30 KCHHBIM B XGHBCHHKCKOﬁ I[GKJ'IapaIII/II/I,
npasmwiaM GCP u qpyruM COOTBETCTBYIOIIMM JOKYMEHTAM;

e crucok wieHoB KbBMDO;

e CTaHJapTHbHIE olepalnuoHHble npouenypbl Komurera mo Ortuke (komum), Ilonoxenue o
KBMD3.

Cekperapb 0053aH 00ecleuuTh CBOEBPEMEHHYIO (B TedueHHe 7 pabouux AHEH) Bblrady
OpraHU3alMH-3asBUTENI0 WIM 3aUHTEPECOBAHHOMY JIMIly (HMCCIEI0BATENI0, MPEICTaBUBLIEMY
MaTepHalibl UCCIIEAOBATEILCKOTO MPOEKTa) MMCHEMEHHOTO 3aKIIIOYCHUsST O MPUHITOM Ha 3aceIaHun
Komurera pemeHun.

Cekperapb OTBEYaeT 3a ONOBCIIECHUE 3aMHTEPECOBAHHBIX JIMI[ O PE3YyIbTATaX 3acelaHus
HEe3aMeJUIUTENbHO, HO HE TO3[Hee Cpoka B 7 pabouyMx AHEH Mocie 3aceJaHHs, PEerucTpHpyeT
BBIMUCKU U (DAaKT MOJYUYESHUS BBIMHMCOK 3asBUTENSAMU. [Ipn HEOOXOIUMOCTH OpraHU3yeT OTIPaBKY
10 MOYTE PE3YNbTaThl PACCMOTPEHHUS 3asIBOK U (UKCHUPYET (PAaKT U AaTy OTHPABKHU B CIEHUATBHOM
KypHaie.

IIpoueaypa o6:xanoBaHusl pelieHUst

Ecnu 3asBuTens He coryaceH ¢ oTkazoM Komurera mo GMOMEIMIIMHCKON ATHKE OA0OpPHUTH
IIPOBE/ICHUE MCCIEOBAHUSA WM C U3MEHEHHSMHM B JOKYMEHTALUM, BHECEHUS KOTOpPBHIX TpeOyer
Komurer no 3Tuke, OH MOXXET OTPeOOBATh

e [loBTOpHOrO paccMOTpeHMs] JOKYMEHTOB C IpuUrjiamieHueM Ha ero 3acemanue KbMD s
apryMEHTHPOBAHHOTO OOBSICHEHUS CBOECH MO3UINH

e Ha3nadeHus He3aBUCHMBIX OKCIICPTOB HA OCHOBAHUU B3aHMHOM AOT'OBOPEHHOCTH.

15



COII Ne7. 3kcnepTHU3a KJIMHUYECKUX UCC/IeL0BaTe/IbCKUX
NMPOEKTOB (MeXAYHAapOAHble MHOTOLLEHTPOBbIE KJIMHUYECKHEe
ucciaeaoBanusa - MMKH, ucnbITaHUA MeJULUHCKUX U3 E/TUN)

HEOBXOJIUMBIE MATEPHUAJIbI AJIA INIPEJOCTABJIEHHUA B KBMD IIPU
IMPOBEJAEHHNHU DKCIHHEPTU3bI 10 HAYAJIA HCCJIEJOBAHUA:

HOAIMCAHHOE U JaTHPOBAHHOE 3asiBIICHHE HA paccMoTperue ([Ipurooicerue 4)

IPOTOKOJ KJIMHUYECKOT0 uccienoBanus (/Ipunoscenue 6);

Opomrtopa uccinenosarens ([Ipurosicenue 7);

MH(POPMALIMOHHBIA JINCTOK MalnueHTa u GopmMa MHGOPMUPOBAHHOTO coryacusi (C YeTKUMHU

UICHTU(QUKAIIMOHHBIMU CBEICHUAMHE U 1aToi) ([Ipunoosicenue 8);

1. BCE Apyrue JOKyMEHTHI, (OopMbI JJisi cOOpa JaHHBIX (THEBHHUKH, OTIPOCHUKH U T.1.), @ TAKKE
MH(QOPMAIIMOHHBIE MaTepHalbl, MPEJOCTAaBIsIEMbIe YYaCTHUKAM HMCCIICIOBAHUS, BKIIOYAs
peKIIaMHBIE, HCIIOJIb3YEeMBbIE JUIS TPUBIICUEHUS TOTEHIIHAIBHBIX YIaCTHUKOB UCCIICIOBAHMS,

€. CBeleHHs 00 OmmbITe PabOTHI UCCIIE0BATENeH 110 COOTBETCTBYIOUIMM CIIEHHAIBHOCTSM U UX
OTBITE PAOOTHI IO MPOBEACHUIO KIIMHUYECKUX MCCIIEIOBAHUM;

K. CBEICHUS O MEIUIMHCKUX OpPraHu3alMiX, B KOTOPBIX MPEAIOJaracTcsi IpOBEICHHE
KIIMHAYECKOTO HMCCIIEOBaHUs (ITOJTHOE U COKPAIICHHOE HAaMMEHOBAHMWS, OPTaHU3alMOHHO-
npaBoBasi (pOpMa, MECTO HAXOXKICHUS M MECTO OCYIIECTBICHHUS IESATEIBHOCTH, TeledoH,
Tenedakc, aipec ICKTPOHHOM MOYTHI KaKI0W METUIIMHCKOW OpraHU3aIin);

3. CBEICHUS O MPEIIOJIaracMbIX CPOKaxX MPOBEICHHS KIMHUYECKOTO HCCIIEIOBAHUS;

W. KOIHH JIOTOBOPA 00S3aTEIHHOTO CTPAXOBAHHS, 3aKJIFOYCHHOTO B COOTBETCTBUH C THITOBBIMHU
NpaBWIaMH  00S3aTENIFHOTO CTPaxOBaHHs, C YKa3aHWEM TMPEleNIbHOH YHCIEHHOCTH
MAIMEeHTOB, YYaCTBYIOMINX B KIMHUYECKOM MCCIICIOBAaHNH;

K. HWH(pOpMaIus 0 cocTaBe JEKapCTBEHHOTO Mpenapara.

Jr o

B cimyudae ecinu opuruHalel JOKYMEHTOB COCTaBJIEHbI HA NHOCTPAHHOM SI3bIKE, OHU
MIPECTABIISIIOTCS C 3aBEPEHHBIM MIEPEBOIOM Ha PYCCKUH A3BIK.

Jlj1s paccMOTpEHHUS HE3aBUCUMBIM ATHUYECKUM KOMUTETOM 3asiBUTENIEM MOTYT OBITh NPEIOCTaBIECHbI
JpyTUe TOKYMEHTHI U MaTepHallbl KIMHUYECKOT0 MCCIEIOBAHNUS, B TOM YHcie HH(opMaIus o
BBIIUIaTaX M KOMIIEHCALUAX YYaCTHUKAaM KIMHUYECKOrO HCCIEOBAHUS;, TEKYIash BEpCHs
Hay4yHOll Ouorpaduu ucciemoBaTens M (WIM) Apyrue MaTepHalibl, MOATBEPKIAIOIIUE €ro
KBaTM(UKAITHIO.

CornacHo IpaBWJIaM HaJuIeXxKalen KJIMHUYECKOU MPAKTUKU

(Pemrerne ot 3 HosiOpst 2016 r. N 79 O6 VrtBepxnenun I[IpaBun Hamnexameit Knunuueckoi

[Tpaktuku EBpasuiickoro Dxonomuueckoro Cor3a) KIMHAYECKOe ucciaeqoBanne (Mcnbiranme)"

(clinical trial) - xaMHMYecKOe H3ydYeHHUE, YIAOBICTBOPSIONIEE XOTS OBl OJHOMY M3 CICIYIOIINX

YCIIOBHIA:

e Ha3HaueHHWe CyOBEKTy  HCCIEeIOBaHUS  KOHKPETHOM  TepamneBTHYECKOM  cTpaTeruu
(BMeIIaTenbCcTBa) MPOUCXOJUT 3apaHee U He SIBISIETCS PYTUHHOM KIMHUYECKON MPaKTHKON
B TOCYJapCTBE-WIEHE, HCCIEJOBATEIbCKUE LEHTPHl KOTOPOrO IPUHHUMAIOT Y4YacTHE B
JAHHOM KJIMHUYECKOM HCCIIEIOBAaHUY;

® pEIlIEHUE O HAa3HAYEHUH MCCIIEAYEMOTO JIEKAPCTBEHHOTO IIpenapaTa IPUHUMAETCSI COBMECTHO
C pelIeHHEeM O BKIIIOUCHHUHU CYObEKTa B KIIMHUYECKOE U3YUYEHHE;

e cyOBeKTaM HCCIEAOBAaHUSA, IOMUMO TPOLEAYp PYTHHHOW KIMHUYECKOM MpPaKTHKH,
BBIITOJIHSIOTCS JOTIOJHUTENBHBIE MPOLEAYPHI JUArHOCTUKU UM MOHUTOPHUHIA;
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00beKTOM KJIMHHYECKOro HCCJICJOBAHNS SIBJISIETCH JIeKapCTBeHHasi popma
(hapMaKkoJI0rH4ecky aKTHBHOIO BelllecTBAa WIH I11anebo, u3ydyaeMble I HUCIOJIb3yeMble
JUIL KOHTPOJII B KJIMHUYECKOM MCCJIEIOBAHUM, WIM 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpenapar JUisi MEAMLMHCKOTO IMPUMEHEHHs B cjy4yae, ecJad Ccnocod ero npuMeHeHUsi
OTJIMYaeTcs OT YTBEepP:KIEHHOro (B paMKax IpOLEaypbl TOCYJapCTBEHHON pErucTpanuu), a
TAK/Ke TPH €ro HCIO0Jb30BAHMH 110 HOBOMY IIOKA3aHUIO WJIHM JJIsl TOJYy4YeHUust
JAONMOJHHUTEIbHOH MH(POPMALMH MO YTBEPHKICHHOMY NOKa3aHUIO (Jajee - UCCIeNyeMbli
JeKapCTBEHHbIN mpemnapar). VMccaenyeMble JIeKapCTBEHHbIE IpenapaTbl NPUMEHSIOTCS B
COOTBETCTBUM C YTBEPXKACHHBIM (B paMKax IpOLELyphbl IIOJy4YEHHUs pa3pelIeHUs Ha
IIPOBE/IEHUE KIIMHUYECKOTO UCCIIE0BAaHM) IPOTOKOJIOM KIMHUYECKOTO UCCIIE0BaHMS.

KJIIMHMYECKOe HCCiIeJ0BaHue JIeKAPCTBEHHOI'0 INpenapara - HW3Yy4E€HHUE JMarHOCTUYECKHX,
Je4eOHBIX, MPOPUIAKTUIECKHX, (PApPMAKOIOIHYECKHX CBOMCTB JIEKAPCTBEHHOr'O IIpernapara B
IIpOLIECCe €r0 NPUMEHEHUsl Y YelOBeKa, KMBOTHOTO, B TOM 4YMCJIE IPOLIECCOB BCACHIBAHUS,
pacripeieieHus, U3MEHEHHs U BBIBEJICHUS, IIyTeM IPUMEHEHHs HayYHbIX METO/0B OLIEHOK B
HEeNsAX ~ TOJYYeHHs  JIOKa3aTeNbCTB  OE30MACHOCTH, KadecTBa ©  APPEKTUBHOCTH
JICKapCTBEHHOI'0 Iperapara, JaHHBIX O HEXeNaTeJIbHbIX PpeaKlUsX OpraHu3Ma 4YelloBeKa,
’KHUBOTHOTO HAa MPUMEHEHHUE JICKApPCTBEHHOTO Ipenapara u 00 3¢ dexre ero B3auMoaeicTBUs
C JpYrUMH JIEKapCTBEHHbIMM IpenapaTtaMM U (WIM) HUILEBBIMU MPOIYKTaMH, KOpMaMu
(®enepanbubiii 3akon ot 12.04.2010 N 61-®@3 (pea. ot 08.08.2024) "O6 oOpameHun
JIEKapCTBEHHBIX cpeACTB" (C M3M. U JA0M., BcTym. B cuiy ¢ 01.09.2024)

Knunuueckoe uccinenoBaHne — J000€ MCCIEAOBAaHME, NPOBOJUMOE C yHaCTUEM 4YEJIOBEKAa B
KayecTBe CyObeKTa Uil BbBIABICHUS WIM TOATBEPXKICHHS  KIMHUYECKUX  W/WIH
bapmakonornaeckux 3pPeKToB uccaeayeMbIX MPOAYKTOB H/UIIH BBISIBJICHUS HEKETATEIbHBIX
peakinuii Ha HcciexyeMble MPOAYKThI, W/WIM W3yYeHHs MX BCAChIBaHMsS, paclpelesieHus,
MeTabonM3Ma U BBIBEJEHHUS C LIEJBI0 OLIEHUTh UX 0€30MacHOCTh W/WiM 3(P(EKTHUBHOCTh
(IT'OCTP 52379-2005. Hamnexatas kauHudeckas rnpaktuka. M.: Crangaptuadopm, 2005. 39

c.)

Kinnnyeckue HCNBbITAHUS MEIMUMHCKUX M3JeJUH MPOBOAITCS B (hopMe MCCaeT0BAHUIM
(manee - aHaNM3 U OIIEHKA KIIMHUYECKUX JIAHHBIX) U B (hOpMEe MCHBITAHUIA, B TOM YHCJIE C yUaCTHEM
YeJIoBeKa (J1aiee - UCIBITAaHUS C y4acTHEM UYeJIOBEKa), OCYIIECTBIsIEMBIE IS OLIEHKH 0€30MacHOCTH
u 3pdexTuBHOCTH MenunmHckoro u3aenus. [lopsamok ux mposenenus: pernamentupoad «['OCT P
NCO 14155-2022. HanuonansHbli crangapT Poccuiickoit  @®enepanuu. KiauHuueckue
MCCIIEIOBaHMS MEIUIIMHCKUX W3JIEHiA, TPOBOAMMBIE C yYACTHEM YeJIOBEKa B KauecTBE CyOBEeKTa.
Hamnexamasa knuHudeckas npaktuka» n [Ipukazom Munsapasa Poccnn ot 30.08.2021 N 885H
(pen. ot 22.04.2019) «O6 ytBepxkaennn Ilopsiaka mMpPOBEACHUS OICHKA COOTBETCTBHS
MEIUIIMHCKUX U3l B (popMe TEXHUYECKUX HUCIBITAaHUH, TOKCUKOJIOTUYECKUX HCCIICIOBAHUM,
KIIMHUYECKUX UCHBITAaHUI B UEISAX TOCYJAapCTBEHHOM pPErucTpalud MEAUIUHCKUX W3JETUI,
pasnen V (llpunoowcenue 1) . B COOTBETCTBHH C 3TUM MIPUKA30M UCTIBITAHUS MEIUIIUHCKUX U3CTHI
C Y4acCTHEM YEJIOBEKa MPOBOJSATCA B CAEAYIOMIMX CAyYasX:

a) HOBBIW BHJT METUITUHCKOTO U3/IEIIHS;

0) TpUMEHEHHWE HOBBIX CJOXKHBIX M (WIM) YHUKAIbHBIX W (MJIH) CIHEMUATBHBIX METOJIOB
MPOPUIAKTAKH, TUATHOCTUKHU M JICYCHHS 3a00JI€BaHUIM 1 COCTOSIHUM, a TaK)Ke IPUMEHEHUE HOBBIX
CJIOKHBIX MEJIMIIMHCKUX TEXHOJIOTH;

B) €CIM TpH TMPOBEACHUM aHajdnW3a M OIECHKH KIWHUYECKUX JaHHBIX HE TOATBEPKICHBI
3¢ (HEeKTHBHOCTH ¥ 6E30MACHOCTh MEUIIUHCKOTO U3/ICIINS;

T) U MEAUIUHCKHUX U3ACIHHA, COJEPKAIIIX HOBbIC, KOHTAKTUPYIOIINE C OPTaHM3MOM YelIOBEeKa, paHee
HE W3y4YCHHBIE B 4YacTH OMOJIOTUYECKOTO JEHCTBHS MaTepualibl WIM HW3BECTHBIC MaTepHalbl,
KOHTaKTHUPYIOIIUE C TEMH OpraHaMU HJIM TKaHSMH YEJIOBEKa, B OTHOIICHUU KOTOPBIX OTCYTCTBYET OIIBIT
UX MEIUIMHCKOTO NPUMEHEHHUs, WIM B Cllydyae, €CJIM TaKoil KOHTakT sBIseTca Ooiee
MIPOIOJKUTEIBHBIM, Y€M paHee U3yUCHHBIM.

B ocmanbnuix cayuasx kiunuueckue uCnulmanus MeOUYUHCKUX U30eNUll NPO8OOSMCs 8 (hopme ananuza
u oyenku Kaunuueckux oamunvix. CormacHo crtathbe 38 323-03 «... MeIWIIUHCKME H3IEIUS MOTYT
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IIpU3HaBaTbCd B3aWMO3aAMCHACMBIMH, ¢C€CJIM OHH CpPaBHUMBI 110 (I)YHKI_II/IOHaJIBHOMy Ha3HAa4YCHUIO,
Ka4C€CTBCHHBIM U TCXHUYCCKHUM XapaKTCPpUCTUKAM U CITOCOOHBI 3aMEHUTH Apyr apyra».

I[J'IH IMPOBEACHUA  KIIMHUYCCKHUX HUCITBITAaHHUI Meduuuucmlx uzoenuil  3asIBUTEIIb
npeaACTaBJIsACT:

a. 3ajABJICHUC O IPOBCACHUHN KIIMHUYCCKUX HCHBITaHHfI;

0. oOpazer (00pa3Ibl) METUITUHCKOTO U3/, B OTHOIMEHN METUITMHCKUX WU3ISITHMA, IS
MOHTaka (BBOZA B AKCILTYaTaIMIO) KOTOPBIX TPeOyeTCsl MOTyYeHNHE pa3peIuTeIbHOM
JOKYMEHTalMK (HalpuMep, JULEH3HI), IPOBEICHNE KalUTAIbHOTO PEMOHTA, CTPOUTEIBCTBO
OTJENIbHBIX KATUTAJIBHBIX COOPYKEHHUN U JOTIOTHUTEIbHOE 00yUeHHEe CIIEIUAINCTOB,
JIOITyCKAeTCsl BBIE3/] B OPTaHU3AIMIO, TJI€ MEAUIIMHCKOE U3AeIIHe Pa3MELIeHO U (W) pa3pemeHo
JUI IPUMEHEHUS B COOTBETCTBUU C 3aKOHOAATEILCTBOM CTPaHbl, B KOTOPYIO OCYIIECTBIISAETCS
BBIE3L;

B. pa3pelleHue Ha IpoBeJIeHHEe KIMHNYECKUX UCIIBITaHNH, BbIlaHHOe Poc3apaBHaizopom (3a
UCKJTIOYCHHEM MEAMIMHCKUX M3ACTUN C HU3KOW CTETIEHbIO MOTEHIIMAILHOTO PHCKA UX
MPUMEHEHUS, MPOTPAMMHOT0 00ECTICUEHUSI, SIBIISIONIETOCS MEAULIMHCKAM U3JIENINEM, B TOM
YHCcIIe MPOrpaMMHOTO 00ECTIeYeHHsI C IPUMEHEHHEM TeXHOJIOTHI HCKYCCTBEHHOTO MHTEJIIEKTa,
MEIULMHCKHUX U3ENINi, BKIIOYEHHBIX B IEPEYEHb MEAUIIMHCKUX U3ENINN C HU3KOU CTENIEHbIO
MOTEHIMATBHOTO PHCKA UX IPUMEHEHHS, B OTHOIICHUH KOTOPBIX YCTaHOBIEHBI OCOOCHHOCTH
TOCYIapCTBEHHOW PETUCTpalliu, YTBEPKAECHHBIN mocTaHoBIeHHeM [IpaButenscTBa Poccuiickoit
Oeneparyn ot 27 nexadps 2012 . N 1416, a Takke KIMHUYCCKUX UCTIBITAHUHA B TIEJSIX
BHECEHUS U3MEHEHUH B JOKYMEHTBI, COIEPIKAINECs B PETUCTPALIMOHHOM J0ChE Ha
MEIUIIMHCKOE HU3JIeITNe);

T. TEXHHYECKYIO M AKCIUTYaTaIlMOHHYIO IOKYMEHTAIIMIO IPOU3BOAUTENS (M3TOTOBUTEINS ) Ha
MEIUIUHCKOE U3JIeNHNE;

7. CBEIEHUS] 0 HOPMAaTHBHOM JOKYMEHTAIIMH Ha MEAMLIMHCKOE U3/1ETIHE;

e. uBeTHbIe (poTorpaduueckre n300paXkeHus 00IIEro BUIa MEIUIIMHCKOTO U3CIH, €ro BAPHAHTOB
UCHIOJHEHUs (MOoJiesiei) U MPUHATIEKHOCTEH, HEOOXOAUMBIX Ul IPUMEHEHUS MEAUIIMHCKOTO
W3JIeNus 10 Ha3HaYeHUIo (pa3MepoM He MeHee 18 x 24 canTumeTpa), a TakxKe TaHHbBIE O
MapKUPOBKE U YIAKOBKE (IIBETHBIE MAKEThl YIIAKOBOK U ATHKETOK, COJIEPKAIINE TEKCT
MapKUPOBKH HA PYCCKOM I3bIKE) (32 UCKIIIOUEHUEM MPOTrPAMMHOI0 0OECTIeUeHUs], SBIISIOIIErOCs
MEIUIIMHCKUM H3JIETHEM, B TOM YHCIIE TIPOTPAMMHOTO 00ECTICUeHUs C MPUMEHEHUEM
TEXHOJIOTHI UCKYCCTBEHHOT'O MHTEJUIEKTA);

XK. IIBETHbIE (hoTorpaduueckre n300paxeHus AIEKTPOHHOTO HOCUTENS U HHTepdeiica
MporpaMMHOTO obecriedeHus (pasmepom He MeHee 18 x 24 cantumeTpa) (U1t MPOTrPaMMHOTO
obecredyeHus, SBISIOMIETOCs METUIIMHCKUM U3/IEJIMEM, B TOM YHCJIE IPOTPAMMHOI0 00ecrieueH st
C MPUMEHEHHEM TE€XHOJIOIHI UCKYCCTBEHHOTO MHTEJUIEKTA) (B cllyyae, eCJIu UMEeeTcs);

3. JOKYMEHTBI, OATBEPKAAIOIINE PE3YIbTAThl TEXHUUECKUX HCTIBITAHUNA MEAULIMHCKOTO U3EIHs;

U. IOKyMEHTBI, MOATBEPKIAOIIUE PE3YJIbTAaThl TOKCUKOJIOTHYECKUX UCCIIEOBAHUN MEIULIMHCKOTO

uzaenus (A7 MeAMLIMHCKUX U3/1€TUH, YKa3aHHBIX B MyHKTe 25 Hactosmiero [lopsanka);

K. pe3yJIbTaThl UCTIBITAHUS B LIEJSX YTBEPKACHUS TUIA CPEACTB U3MEPEHHI (B OTHOILIEHUU
MEIUIMHCKHUX U3/IEIUH, OTHOCSIIUXCS K CPEICTBAM H3MEPEHUi B c(hepe Tocy1apCTBEHHOTO
peryarpoBaHus 00ecIIeYeHNs €JMHCTBA U3MEPEHUH, TePEeUeHb KOTOPBIX YTBEPKIAETCS
MunuctepcTBoM 3apaBooxpanenus Poccuiickoit @eneparyn);

JI. IOKyMEHTHI (MaTepualbl), CoIeprKalie TaHHbIe O KIMHIYECKOM PUMEHEHUH METUITTHCKOTO
W3JIENHS, B TOM YHCIIe 3a peaenamu Poccuiickoit denepaiiuu, B TOM 9uciie 0030pbl, OTYETHI O
MIPOBEJICHHBIX HAYYHBIX HCCIEAOBAHUAK, TyOIUKAIIH, JOKJIA/Ibl, aHATIU3 PUCKA IPUMEHEHHUS,
METO]Ibl MPUMEHEHHUSI MEAULIMHCKOTO U3AeNnus (MpU HAJTM4UN);

M. CCBUIKY Ha pecypc B HH(POPMAIIMOHHO-TEJIEKOMMYHHUKAIMOHHOM ceTu "UHTepHeT", ¢ KOTOporo
MOJKET OBITh 3arpy»eHO IPOrpaMMHOE 00ecrieUeHre, SBISIOIIeecs MEAUIIMHCKUM U3IEIUEM, B
TOM YHCJIE TPOrpaMMHOE 00ecriedeHre C MPUMEHEHHEM TEXHOJIOTHd HCKYCCTBEHHOTO
MHTEJUIEKTA (B Cllydae OTCYTCTBUS Y IPOTPAMMHOT0 00€CIIeYeH s, SIBIISIOIIEroCs! MEAUIIMHCKIM
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U37IeTUEeM, B TOM YHCIIE IPOrPAaMMHOT0 00eCTieueHHs C PUMEHEHHEM TEXHOIOT Ui
MCKYCCTBEHHOTO MHTEJUIEKTA, JJIEKTPOHHOTO HOCUTETS), @ TAKXKE MepeueHb MPe0CTaBICHHbBIX
MPOU3BOAUTENEM (M3TOTOBUTENIEM) MEIULIMHCKOTO U3/1EUs KIIH0Uei, mapoJielt J0CTyTa;

H. CBCACHHA O BBIAAHHBIX PETUCTPUPYIOIIHUM OPraHOM pa3pClICHHUAX Ha BBO3 MCAUIIUHCKUX I/ISI[CJ'II/Iﬁ

C LEJbI0 UX FTOCYJAPCTBEHHOMN PErUCTpallii, B TOM YHCIIE B LEISX BHECEHUS] N3MEHEHUI B
JIOKYMEHTBI, COJIEpKaIMeCcs B PETUCTPALMOHHOM JI0Che Ha MEAULIMHCKOE U3/enue (s
MEIULMHCKHUX U3IEJIMIA HHOCTPAHHOTO ITPOU3BOJCTBA, a TAKXKE B CIy4yae BBO3a Ha TEPPUTOPHIO
Poccuiickoit @enepanny MEAUIMHCKOTO U3AENUS, TPOU3BOIUTEIEM KOTOPOTO ABJISETCA
IOPUIMYECKOE JIULO WINM MHAWBUYAJIbHBIA IPEAIPUHAMATENb, 3aPETUCTPUPOBAHHBIN Ha
Tepputopuu Poccuiickoit @enepannn, a MECTO MPOU3BOACTBA TAKOTO METUIIMHCKOTO U3IETUS
HaXOAMTCS HA TEPPUTOPUN MHOCTPAHHOT'O FOCYAAPCTBA, 3a UCKJIFOUEHUEM ITPOrPAMMHOTO
oOecrieveHus, IBISIFOIIET0CS MEAUIIMHCKUM U3/IeTHEM, B TOM YHCIIE IIPOTPAMMHOTO
o0ecrevyeHus ¢ MPUMEHEHHEM TEXHOJIOTHI UCKYCCTBEHHOT'O MHTEIUIEKTA, U MEIULIMHCKUX
U3JeNUi, BKJIIFOUEHHBIX B NepeYeHb MEAUIIMHCKUX U3JEIUI C HU3KON CTETIEHbIO
MOTEHIMAIBHOTO PUCKA UX MPUMEHEHHS, B OTHOILIEHUH KOTOPBIX YCTAaHOBIIEHBI OCOOCHHOCTH
rocyJapCTBEHHON perucTpaluu, yrBepxAaeHHbIN moctaHoBieHueM [IpasurenscrBa Poccuiickoit
Oeneparym ot 27 nexadps 2012 r. N 1416).

0. JIOKYMCHTBI U CBCICHUA 00 HU3MCHCHUAX, BHOCUMBIX B PCTUCTPAIITMOHHOC JOCHE, B TOM YHCJIC

JIOKYMEHTBI, OATBEPKAAIOIINE JaHHbIE U3MEHEHU (U NPOBEACHUH UCIIBITAHUI
MEIULMHCKOIO U3/IEJINS B LEJIIX BHECEHHUS U3MEHEHUH B IOKYMEHTHI, COAEPIKALUECS B
PEerucTpalioHHOM JI0ChE);

II. KOIIHA HpOBCI[eHI/Ie KJIMHUYECKUX UCITBITAaHHUI MCOUIMHCKOT'O U34€CJIM C YIaCTUCM YCJIOBCKaA

OCYHICCTBJIACTCA Ha OCHOBAHUMU IMOJIOKUTCIILHOI'O 3aKJIFOUCHHS COBETA 110 3TUKE.

IIpu ouenke uccaenopareabckoro npoekra KbMD nomxHa ObITh IpegocTaB/ieHa ClIeAyOLIast
nHpopManus 00 UCCIe0BATEIBCKOM NPOEKTE:

1)
2)
3)
4)

5)
6)
7)
8)
9)

Ha3BaHME MIPOEKTA;

UM TJIaBHOT'O UCCIIE0BATENS;

¢buHaHCHpYIOIIast opraHu3anus (€ciiv IPUMEHUMO);

BUJ  HUCCIENOBaHMA  (SMHUAEMHOJOTMYECKOe, HaOMIoJaTelbHOE, OCHOBAHHOE  Ha
JOKYMEHTAI[M¥, TEHEeTHYECKOe, COLHMalbHOE, MpeIyCcMaTpUBAIOLIee  MEIULMHCKOE
BMEIIIATENLCTBO U JIp.);

oO11ee YMClI0 YYaCTHUKOB UCCIIEI0BaHUS,

JUINTENILHOCTh MCCIIeI0OBAHNUS;

1eJIb UCCIIEI0BAHUS U €T0 CYTh;

HaIM4ue miamnedo;

BKITIOYCHHUE YS3BUMBIX KOHTHHTEHTOB;

10) HajMuue reHeTUYECKOTO CCIICIOBAHUS B paMKaX 3asBICHHOTO MPOCKTA;
11) Hajauuue cTpaxoBKH (CPOKH, YMCIIO 3aCTPAXOBAHHBIX );
12) pa3penieHus IEHTPAILHBIX OPraHOB HA UCCIIE0OBAaHKE (YMUCIIO YIACTHUKOB).

Oo0s3annoctu KbBMD:

Jigs  Toro 4roObl JaTh AapryMEHTUPOBAHHOE 3aKIIOYEHHE 10 JTHYECKUM acleKTam
IIaHUpyeMbIX uccnenoBannii KbMO nomxen:

yoenuTthcsi B TOM, 4YTO WHGOpMAIUs, MPEACTABICHHAS OpraHU3alfedl WM JIHIIOM-
3asBUTENIEM, JOCTaTOYHA JJIA TOTrO, YTOOBI BBICKa3aTh OOOCHOBAHHOE CYXKIACHHE O
COOTHOILIEHUU MEXK1y PUCKOM M MOJIb30H IS JIML, HOJABEPTAOIIUXCA HCIBITAHUIO;

OLICHUTH HCO6XOI[I/IMOCTB IMPUBJICYCHUSA HE3aBUCHUMBIX OKCIICPTOB,

yOeIuThCs B TOM, UTO MCCIIEJOBAHUE COOTBETCTBYET OOIIETIPUHATHIM HAYYHBIM MPUHIIMIIAM
U OCHOBBIBaE€TCS Ha TIJIyOOKOM 3HAaHUM HAy4yHOM JMTEpaTypbl, IPYIHMX HCTOYHHUKOB
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uHbopMalMy, Ha pe3yJbTaTaXx JOCTAaTOYHBIX JIAOOPATOPHBIX MCCIENOBAHUNA U, TPH
HE00XOAUMOCTH, UCCIIEJOBAaHUIN HA )KUBOTHBIX.

L4 y6€I[I/ITBC$I B TOM, 4YTO I[I/I3af/'lH N TOPAAOK BBIIMOJIHCHHUSA KaXIA0ro HCCICAOBaHUA YCTKO
OITMCAHBI 1 0OOCHOBAHEBI B IIPOTOKOJIE UCCIICAOBAHUAA.

® OLIEHUTbh BO3MOKHBII PUCK U HEYZ0OCTBA AJIs1 BKJIIFOUEHHBIX B UCCIICOBAHUE JIUL] UIIU TPYIIIT
B CPAaBHEHUHU C OKMJAEMOM IIOJIb30M Kak I 3TUX, TaK M JUIA JPYTUX JIUL WU TPYII
HaCeJIeHUs, CTPAJAoIUX OT 3a00JIeBaHUS/COCTOSHUS, PH KOTOPOM IPOBOAUTCS JAHHOE
UCCIICIOBAHHUE.

L4 Y6G,I[I/ITI>CH B TOM, YTO BaXHOCTb HLCJIIM HCCICAOBAHUA, OXHWIACMasd HaAay4dHasd /U
IMPpaKTUYCCKasAd 3HAYMMOCTD IIPEBBIINACT PUCKHU U Hey,HO6CTBa JJIA CY6T>CKTOB HCCIIEAOBAHU,

e yOenuTbCs B KOMIIETEHTHOCTH MCCIIEOBATENCH, B TOM, UTO OHU UMEIOT COOTBETCTBYIOLIYIO
KBIM(DHUKAINIO U JJOCTATOYHBIA OIBIT B MPOBEICHUN OMOMEIMIIMHCKIX HMCCICIOBAaHUN Ha
ocHoBaHuu m3yudenus Curriculum vitae uccienoBaTenei;

e yOeauThCs B OTCYTCTBHH KOH()JIMKTAa HHTEPECOB Y UCCIIEIOBATENICH;

® OHOCHUTbL AaACKBATHOCTb MW YCJIIOBUA BO3MCHICHHA BpCAa 3A0POBbIO, HACTyHaroumcro B
PE3YIbTATC 6I/IOMCIII/IIII/IHCKI/IX I/ICCJIGZIOBaHI/II\/JI, U TrapaHTHM BO3MCILICHHA pacXxodOB Ha
OKa3aHHucC H606XOHHMOﬁ MCHHHHHCKOﬁ oMoy, B T.4. CTPaXOBbIX ITOJIUCOB;

® YIAOCTOBCPUTHCA B TOM, YTO MHNAaOMCHTAM TIapaHTUPOBAHBI JICUCHUC /M KOMIICHCAallUU B
CJIyda€ HAaHCCCHH: Bpeaa X 310pOBbIO B XOIC 6I/IOMGI[I/II_[I/IHCKOFO HCCIICOOBaHUA.

e Eciau npoTokon mpemaycMaTpUBaeT HEBO3MOKHOCTH IIOJIYYEHHUs COIVIACHS Ha y4acTHE B
HCCJICIOBAHUMN Yy MAllMEHTAa WJIM €r0 3aKOHHOTO MPEICTABUTENS 10 MOMEHTA BKIFOYEHUS
MaldeHTa B MCCIEIOBAaHMWE, B TOM YHUCJIE IMPU HEOTJIOKHBIX, HE3aBUCHUMBIM 3TUYECKHM
KOMHTET JOJKEH YOEeIMThCS, B TOM, YTO TMPEICTaBICHHBIA MPOTOKON W (WIM) Apyras
JOKYMEHTAI[Usl COOTBETCTBYIOT STHYECKMM HOpMaMm, a TakKe HWHBIM 00s3aTeIbHBIM
TpeOOBAHUSAM TSI TAKUX MCCIICIOBAaHUH.

I[OKYMGHTaIII/Iﬂ, nogaBacMmas B 3THYCCKUU KOMHUTET JOJI’KHA UMETh 00 ITOJTHBIN MepeBoa,
6o KpaTKI/Iﬁ nepeBoJy € NOJHOLUCHHBIM OCBCHICHUCM BHCCCHHBIX B IOOKYMCHT HSMCHCHI/Iﬁ,
3aBep€HHBIfI NOANHMCBHIO I'NITABHOI'O HMCCJICAO0BATEIIA U €0 MHCHHEM O TOM, U3MCHUJIACH JIM CTCIICHDb
0€30ITacCHOCTH JJIA 00BeKTa HCCJIICAO0BAaHUS ITPU BHCCCHU U BBIIICU3JIOKCHHBIX ITOIIPABOK.

KBMD3 moxer noTtpeboBaTh, 4TOOBI y4yaCTHHUKaM HCCIEI0BaHUS, OMUMO HH(OpMAINH,
yKa3aHHOH BbIIIE, ObUIM MPEJOCTaBIEHBI JOMOJHUTEIbHBIE CBEICHHUS 00 UCCIIEIOBaHUM, €CIU, IO
MHeHui0 KBMD, 310 HeoOxoauMo it 3aluThl UX MpaB U 3JI0POBbS, a TAKKe JJIS FapaHTUU HX
0€30MacHOCTH WM JUIs JIy4IIero IOHMMAaHUS WMH OTJENBHBIX MOJOXEHUHA KIMHUYECKOTO
UCCIIEIOBaHUS.

[Tomyuenue cormacus IOMYyCKaeTcs TOIbKO B MuchMeHHOUW Qopme. [lomydeHue cormacusi B
YCTHOU (popMe HE JOITyCKaeTCsl.

TpeGoBanus Mo APyroif JTOKyMeHTAILUH.

B cnydae neooxomumoctn KEMD umeeTr nmpaBo moTpeboBaTh OT MCCIIEIOBATENS/3aIBUTEIIS
mo0yI0 ToNOoIHUTENbHYI0 HH(popMaruio. Ecnu Takas uHdopMarus He MpenocTaBisieTcsl B CPOKH,
onpeaenenabie KbM3, KBMD He paccMaTtpuBaeT JOKYMEHTBI HCCIIEIOBATENBCKOTO ITPOCKTA.

Jns  nmexkapcTBEHHBIX — cpedcmé  —  CBEICHMA,  Kacalolqecs  0€30IacHOCTH
(bapMakoJIOTHYECKUX U TOKCHUKOJIOTMYECKUX XapaKTEpUCTHK HCIBITYEMOro IpenapaTra, a TakkKe
JAaHHBIE O PE3yJIbTaTax KJIMHUYECKUX HCCIICAOBAHHM, MPOBEICHHBIX Ha JaHHOE BpeMs (B (opme
HAy4YHBIX CTaTel, KpaTKUX XapaKTEpUCTHUK Ipernapara u ap.)
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Unens! KoMuTeTa 011eHUBAIOT HEOOXOUMOCTH U OE€30MIACHOCTH JIOMIOJIHUTEIBHBIX MPOIETYP
(JledeOHBIX W UCCIIEOBATEIbCKUX), KOTOPHIM OyAeT MOJBEPrHYT YYaCTHHK HCCIIEIOBAHMUS,
XapakTep HEyJ00CTB, KOTOPHIM OyIeT MOABEPrHYT MHAIMEHT; MPEACKa3yeMbll PUCK H JApYyrHe
HeXKeJNaTeJIbHbIE TOCHEACTBUS JJIsi YYaCTHUKOB HCCJEIOBAaHUS IO CPABHEHUIO C OXKUIAEMbIMU
ONaronmpUATHBIMHE JUIS MAIMEHTA WK APYTHX JIAI Pe3yJIbTaTaMH U IOJIb3Y MOJIb3a JUIA MAIleHTa OT
y4acTus B UCCIICJOBaHUH.

Eciiu KBMD mporosiocoBan 3a BHECEHHE MOMPABOK B JTIOO0W U3 JOKYMEHTOB, CEKpPETaph
OTOBENIAeT 3asBHUTENS B MHUCbMEHHOW (hopMe MO MOBOJY KOHKPETHBIX M3MEHEHUil ¢ MpochOoit
BHECTH IOIIPaBKU U IIOBTOPHO MPEACTaBUTh 10KyMEeHTh B KEMO.

ITo pe3ymbraram OOCyXIEeHHS B Xoae dTHYeckord »dkcneptu3dsl KBMD  moxker
c(OpMyIHPOBATh BOINPOCH! K 3asBUTEIIO0 M PEKOMEHIAIMH. PeKoMeHAaluu JOKHBI OMUPATHCS HA
nojoxxeHus XenbCcUHKCKoM nexnapanuu, GCP u aeicTBYyIONMX HOPMAaTUBHBIX akTOB. Bompock! u
pPEKOMEHIAaLMK JOJDKHBI OBbITh HAallpaBJIEHbl HAa CO3JaHME YCIOBUH M Mep, 00eCleuMBaIOLIUX
0€30MacHOCTh MAIUEHTa, 00bEKTUBHOCTD, MOJTHOTY M JOCTOBEPHOCTh MH(OPMALIUY, HA OCHOBAHUU
KOTOPOH NOTEHIMATBbHBIN CYOBEKT MCCIeNOBaHHUS NMPUMET pelieHne 00 y4acTHH B MCCIIECOBAHUU
WK OTKa3e oT Hero. KoMuTeT AOMmKEeH yBaxaTh MpaBO HCCieqoBaTeNieil Ha CBOOOAY Hay4dHOTO
IIOKMCKA IIPH YCIOBUH, YTO 3TOT MOMCK HE yrpoXkaeT 0JIaronoyiyunto cyObekToB ucciaenoBanus. O
JIOJKEH COJICHCTBOBATH 3asiBUTEIIO B BHIPAOOTKE PEILICHUI, HAIIPaBIEHHBIX Ha 0OecreueHrue mpas,
OJIaroroJydrss ¥ MHTEPECOB CYOBEKTOB WCCIEAOBAHUSA. DTUYCCKUH KOMHUTET 00s3aH oOpamaTth
BHUMaHUE 3asBUTENS Ha AacleKThl AW3aiiHa W/UIU JIOKYMEHTOB J0OChE, HE COOTBETCTBYIOIIUX
JEMCTBYIOLUM MPAaBOBBIM U STUYECKHM HOPMaM.

B cnydae oTkIIOHEHHS MCCIEAOBATEIHCKOTO MPOEKTa HEOOXOAUMO yKa3aTh Ha MPOLEIYPY
aneJUIsIqUu MyTeM IHMCbMEHHOro ooOpameHus Ha ums npexacenarens KBMO ¢ usnoxenuem
apryMEHTOB JJIs alleJUIsIIUU.
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COII Ne8. IkcnnepTHU3a KJIMHUYECKHUX UCC/IEeA0BAaHUN U UCNIbBITAHUU
MEeAMLMHCKMX HU3Je/ M, MHULUMPYyeMbIX coTpyaHukamMu HHUHU
kKapauosoruu THHUMI] Poccuiickor akazeMud HAyK B paMKax
HUWP, avccepTaliuOHHBIX paboOT U T.A,.

HEOBXOJIUMBIE MATEPHUAJIbI AJIA IIPEJOCTABJIEHHUA B KBMD IIPU
IMPOBEJAEHHNHU DKCHHEPTU3bI 1O HAYAJIA HCCJIIEJOBAHUA:

a. JlarupoBaHHas 3asBKa Ha [OPOBENEHHE OTHYECKOM  OKCHEPTHM3BI, OIIHMCAHHASL
PYKOBOAMTEIIEM IOAPA3CICHHs, B KOTOPOM OyIeT BBHIMOJHATHCSA JaHHas pabora (wid
pykoBoauTesieM pabotsl). O0s3aTeNIbHO A0JDKHA ObITh YKa3aHa CHEIHUATbHOCTD, [0 KOTOPO
IUTAHUPYETCS 3aIMTa, CTATyC AUCCEPTaHTa (ACIMPAHT/COMCKATEID), MECTO €0 IMMOCTOSTHHOM
pabotsl ([Ipunosicenue 5);

0. paspemenue MuHHUCTepcTBAa 3apaBoOXpaHeHuss P@® Ha mpoBeneHUE KIMHUYECKOTO
UCCIIEI0BaAHMYS;

B. CV, xomus IuIuioMa, JAEHCTBYIOMIETO cepTH(UKATa CIIEIHAINCTa [NIABHOTO UCCIIEI0BATENS
(pyxoBogurenst Tembl HUP, HaydHOTO pyKOBOJHMTEIS acIIMPaHTa | T.11.);

I. TMPOTOKOJI KIMHUYECKOTO uccienoBanus (/Ipunoscenue 6);

A. Opormopa wuWcciemoBaTeds WM apyras  uH(GOpPMAamMsA O Ipenapare, CojaepiKarias
uH(OpMAIHIO o 0e30MmacHOCTH HCCIIEYEMOTO nperapara (pe3ynbTarhl
TOKCHKOJIOTHYECKUX HCCIIEI0BAHMIMA, JOKINHUYECKMX MCCIEIOBAHUN HA )KUBOTHBIX M T.J.)
(Ipunoarcenue 7);

¢. MH(POPMAIMOHHBIA JHCTOK MalieHTa ¥ GopMa UHGOPMHUPOBAHHOTO COracus (¢ YSTKUMHU
UACHTUDUKAITHOHHBIMHU CBEJCHUAMU U 1aTok) ([Ipunoscenue §);

K. BCE IPyrue TOKYMEHTHI, POpMBI 115 cOOpa MaHHBIX (IHEBHUKH, OITPOCHUKH H T..I.), @ TAKXKE
HH(GOPMAIIMOHHBIE MaTepHallbl, MPEIOCTaBIsIEMbIE YYaCTHHKAM HCCIIEIOBAHUS, BKIIIOYAs
peKJIaMHbIE, HCTIOIb3YEeMbIe IS TPUBJICUCHHUS MTOTEHIIMATBHBIX YYACTHHKOB UCCIICIOBAHHS;

3. cBeleHus 00 ombITe pabOTHl HCCIIEIOBATENCH 10 COOTBETCTBYIONIMM CIIEIHAIBHOCTAM U UX
OIBITE PabOTHI IO MPOBEICHHUIO KIMHUYECKUX MCCIICIOBAHUM;

H. CBEIEHUS O MEIUIIMHCKUX OpPraHu3alMsX, B KOTOPBHIX MPEAIOIAracTcsi IPOBEICHHE
KJIMHAYECKOTO HCCIIeOBaHus (TMOJHOE W COKpAIlEHHOe HaHMEHOBAHUS, OpraHU3aIl[MOHHO-
npaBoBasi (OopMa, MECTO HaXOKIEHHS M MECTO OCYIIECTBIIEHHs IESITEILHOCTH, TeIe(OH,
Tenedakc, aipec EKTPOHHON MOUYTHI KaXI0W METUIIMHCKOW OpraHU3aIin);

K. CBEIEHHS O MPEIIoIaraeMbIX CpOKax MPOBEICHHS KIMHUYECKOTO HCCIIEIOBAHMUS;

J. KOIIMH JIOTOBOPa 00S3aTEILHOTO CTPAXOBaHUS, 3aKIFOYEHHOIO B COOTBETCTBHH C THIIOBBIMH
NpaBUIaMH  00S3aTEIbHOTO CTPaxOBaHHsl, C YKa3aHWEM MPEICbHONW YHCIEHHOCTH
MAIMEHTOB, YIaCTBYIONIMX B KIMHUYECKOM HCCIIEI0BAHNY;

M. HH(OpPMAIKA O COCTaBe JEKaPCTBEHHOTO Mpernapara.

[Topsimoxk paccMOTpeHUs] WCHBITAHWA MEIUIMHCKUX H3JIeNUiA M TepeueHb HeO0OXOIMMBIX
JTOKYMEHTOB U3J103KeHbI B COIINe7.

Jlisi  pacCMOTpEHHUs] HE3aBUCHUMBIM O3THYECKUM KOMHUTETOM 3asBUTEJIEM MOTYT OBITh
MPEIOCTABIICHBI JIPYTHE JOKYMEHTHI M MaTepHaslbl KIMHHYECKOTO HCCIECIOBAHUS, B TOM YHCIIE
MaTepHualbl, COJEpXKalllie ONHMCaHWe JACHCTBHUM, HANpPaBICHHBIX HA IPHUBJICYCHUE NAIUEHTOB,
3JI0POBBIX JTOOPOBOJIBLIEB K YYacCTHIO B KJIMHMYECKOM HCCIIEOBAaHUM; MUCBMEHHBIE MaTepHalbl,
KOTOpbIE OyayT NpPEeAOCTaBICHBbl YYaCTHUKAM KIMHUYECKOTO HCCIEeIOBaHUsA; WHPOpMAaLUs O
BBIIJIATaX U KOMIIEHCALMAX YYaCTHUKAM KJIMHMUYECKOTO MCCIIEIOBaHMS; TEKyIas BepCUs HayqHOH
ouorpaduu uccnenoBaress U (MIK) Jpyrue MaTepUabl, MOITBEPKAAIOUINE €r0 KB (DUKALHUIO.

22



IIpu paccMOTpeHHMH KIMHUYECKUX MCCIECIOBAaHUM, INPOBOAMMBIX coTpyaHukamu HUN

kapauosiorun Tomckoro HUMI] Poccuiickoil akanemun Hayk B pamkax HUP, nuccepranimoHHBIX
pabot u 1.1. KBMD ynensier oco0oe BHUMaHUE

100POBOILHOMY HH(DOPMHUPOBAHHOMY COTJIACUIO CYOBEKTa UCCIEAOBAHNUS;

HAyYHOH 3HAUYMMOCTH IJJAHUPYEeMOW paboThl  (MOATBEPXKICHHOH  SKCIEPTOM B
COOTBETCTBYIOIICH 00J1aCcTH);

3aI0UTEC IIEPCOHATIBHBIX TaHHBIX MMAIIUEHTOB-YYaCTHUKOB HCCIICA0OBAHM;
KpUTCPUAM BKIIOYCHHA U HCKIIFOYCHUSA CY6"LCKTOB B HCCJICJOBAHUC,

Bcee mpoucaypel MOCICAYIOMET0 STHYCCKOI'O0 COIIPOBOXKACHUA UCCIICAOBaHNA aHaJIOIT'MYHEBI

TAKOBBIM JIJISl SKCIIEPTU3bI HCCIIE0BATEILCKUX MPOEKTOB (cm. COII Nell, COII Nel3, COIINe15).
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COII N29. 3kcnepTHr3a HAGIIOAATE/IbHBIX UCC/IeJOBAHUM,
nposBoauMbIx corpyaHukamu HUHU kapauosnoruu THUMI,
PoccuiickoH akageMuu Hayk B pamkax HUP, aucceprauMmoOHHBIX
paodoT U T.A.

HaGmronarenpHoe MccieoBaHNe MPECTaBIsICT COO0M HAydyHOE HMCCIeNOBAaHUE, B KOTOPOM
MPOIICAYPaMH HCCIICIOBAHUSI SIBJISIOTCS cOOp M aHAIM3 JAHHBIX OMOMEIUIIMHCKOTO XapaKTepa B
paMKax KJIMHUYECKON MPaKTHUKH, OCYHIECTBISIEMOM B IMOJHOM COOTBETCTBUU C YTBEPKICHHBIMHU
crangaptamu. [IoCKOIBKY B X0/1€ HaOIIOJATEIBHBIX HCCIICIOBAHUM, UCXOMAS M3 UX OIpPEACIICHUS
BBIIIE, HE OCYIIECTBISCTCA SKCIEPUMEHTAIbHBIX METOJ0B JIMarHOCTHUKU U JIEYEHUs, TO JaHHBIC
UCCIJIEIOBAHMS HE HECYT JOMOJHUTEIBHO PUCKA JUTSl )KU3HU U 3[J0POBBSI CYOBEKTOB UCCIIEIOBAHUS.

OtnenpHast (opMa HAOIIOIATEIIEHOTO HMCCICAOBAHUS - PETPOCIICKTHBHBIC HWCCIICIOBAHUS
apXUBHUPOBAHHBIX JaHHBIX. [lOCKONBKY B TaKMX UCCIEJOBAHUSIX HEBO3MOXKHO IOJIy4YCHHUE
MH()OPMHUPOBAHHOTO COTJIACHS TIAIIMCHTOB, BHIKOMMUPOBKA JAHHBIX M3 MEAUIIMHCKOW TOKYMEHTAIIUU
JOJDKHA HOCHTh  OOC3JIMYCHHBIM XapakTep, HWCKIIOYAOIIMHA BO3MOXKHOCTh  pa3IiIalllCHUs
KOH(UICHIMATLHOCTH. ['apaHTaMM B JaHHOM CIIydae BBICTYIAIOT PYKOBOJIUTEIM HAYYHBIX
MOJIpa3IeJICHUH.

OcHOBHas 1IeTb ATUUECKON IKCIIEPTU3bI HAOMIOAATEIIbHBIX UCCICOBAHUMN SBISIETCS OLICHKA
COOJTIOICHUS TTPaB CYObEKTOB UCCIIEIOBAHUS 110 3alIUTE EPCOHATBHBIX TAHHBIX.

HEOBXOJIUMBIE MATEPHUAJIbBI JISA IIPEJOCTABJIEHUA B KBMD IIPU
IMPOBEJAEHUHU DKCHHEPTU3bI 10 HAYAJIA UCCJIIEAOBAHUA:

e JlatupoBaHHas 3asiBKa Ha NPOBEIEHUE ATHYECKOW  DKCNEPTU3bI, MOJINHCAHHAs
PYKOBOJUTENEM IMOJpa3/ieieHusl, B KOTOPOM OyneT BBINOJHATHbCA AaHHas paboTa (Wiu
pykoBoauTeneM padboTel). O0s3aTenbHO AOKHA ObITh yKa3aHa CIEUATbHOCTD, [0 KOTOPOM
IUTAHUPYETCs 3allluTa, CTaTyC AUCCEpTaHTa (aclUpaHT/COUCKATEINb), MECTO €ro MOCTOSHHOMN
pabotsl ([Ipunoswcenue 5);

L4 HpOTOKOJ'I IUIaHUPYEMOT'O UCCIICAOBAHUA.

e Uudopmauusa g namueHta (MHGOPMAIMOHHBIN JIUCTOK) U ¢dopMa HH(POPMUPOBAHHOIO
corjacus MAalUeHTa, €eclIM NpeJycCMOTpeH Habop JeTeil, Jauil ¢ OrpaHUYeHHOM
JeecrocOOHOCTRI0 — TO HH()OPMAIIMH TSI CaMUX MAIUSHTOB U X OTIEKYHOB/POTUTENEH (CM.
COIl Ne7 w [Ipunoorcerue 8).

e Bce JIpyrue JOKYMEHTHI, GOpMBbI s cOopa JaHHBIX (IHEBHUKH, ONIPOCHUKH U T.1I.), a TAKXKe
nH(OPMALIMOHHBIE MaTepHualbl, MPEIOCTaBISIEMble YYaCTHUKAM HCCIIEIOBAaHUS, BKIIOYAs
pEKIaMHbIE, UCTIONIb3YEMBbIE JIJISl IPUBJICYEHUS TOTEHIIUAIbHBIX Y4aCTHUKOB UCCIIEIOBaHMS

® UHAWBUYyaJbHAas PETUCTPALIMOHHASA KapTa.

® 3ajgBJICHHE O COOTBETCTBUU CHUCTEM OJJIEKTPOHHOW OOpaOOTKH [JaHHBIX TpPeOOBaHUSAM K
MOJTHOTE, TOYHOCTHM W HAJASKHOCTH JIaHHBIX, a TakXke CTaOWIbHOCTb JOCTHIKEHHS
tpebyemoro pesynbrata (I[Ipunoxenue 9);
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COII N210. 3kcniepTHU3a HAYYHO-UCC/IEeA0BaTEJIbCKHX PAa0oT,
NMPOBOAMMBIX HA }KUBOTHBIX

OTHYSCKHHT KOMHTET IIPUHHUMACT K PACCMOTPCHHUIO CICAYIOIIWEC INIaHUPYEMbBIC HAYYHO-
HCCIICA0BATCIIbCKUEC U ITPUKIIATHBIC pa6OTBI, KOTOPBIC ITPOBOAATCA HA )KUBOTHBIX:

I/ICCJ'IG,Z[OBaHI/IH C Y4aCTHUEM KHUBOTHBIX JOJIXKHBI IIPOBOAUTHECA B COOTBETCTBHU C
MCXKAYHAPOJIHBIMHA CTAHIAPTAMH I'YMAHHOI'O O6paH_[eHI/I$I C JXKUBOTHBIMH

[Ipu npoBeneHNH 3TUYECKON IKCIIEPTU3BI UCCIENOBAHUM C Y4aCTUEM )KMBOTHBIX
KBMD onmpaercs Ha HAupextusy 2010/63/EU EBpomneiickoro napiaMeHTa 1 COBeTa
EBpomneiickoro Coro3a ot 22 centsiops 2010 roga mo oxpaHe KHUBOTHBIX,
HCIOJIb3YEMBIX B HAYUHBIX LIEJIAX

HccnenoBanus ¢ y9acTHeM XHBOTHBIX HE JIOJDKHBI HAYMHATHCS 10 TeX IOp, IOKa He
nosryyaT ogoopenust KbMDO.

Ono6penne KBMD tpebyeTcs nms npuoOpeTeHus, CoAepKaHUs U UCTIOIb30BaHUS
YKUBOTHBIX.

HCCJIGI[OBaHI/Iﬂ, BKIIOYAaroinue Ha6JIIOI[€HI/Ie 3a JXUBOTHBIMH, KOTOPBIC HC BJIMAIOT HA
cpeny o0uTaHus WiIK 0J1aroCOCTOSHHUE JKMBOTHBIX, UJIK UCIIOJIB3YIOT TKAHH U
OMOJIOTUYECKHE MaTCpHUaJibl )KUBOTHBIX, KOTOPBLIC HC U3SMCHAIOT HA OAWH U3
ACIICKTOB KU3HH WJIM CMEPTHU ) KUBOTHOTI'O, B 3THYCCKOU OKCIICPTU3C HC HYKAAKOTCA.

[TonpaBku K yTBepkKI€HHBIM MPOeKTaM TpeOytoT ogoopenust KbMD.

HccnenoBaTtenu HECYT OTBETCTBEHHOCTD 3a BCE BOIIPOCHI, CBA3aHHBIE C
6J1aronoIy4reM KUBOTHBIX, BKIIIOUAs UX COEpP)KaHUE, ’KUBOTHOBOICTBO U YXOJ Ha
MPOTSKEHUH BCETO MEepPHOJia UCTIONb30BaHusl, yreepxkaeHHoro JIDK.

OTBeTCTBEHHBIN PYKOBOJUTCIIb HCCeIOBaHUM HECET MOJIHYIO OTBETCTBECHHOCTD 34
TO, 4TOOBI BCE JiMna, Y4aCTBYOIIHE B ITPOCKTE, IOHUMAJIN U ITPUHHUMAJINA Ha cels
OTBCTCTBCHHOCTD 3a YXOJ U UCITOJIB30BAHUEC JKUBOTHEIX B IPOCKTE.

VYcoBus KU3HU B IOMEILIEHUAX, B KOTOPBIX )KUBOTHBIE PAa3BOIATCS, COIEPIKATCS U
HCIIOJIB3YIOTCS, JOJKHBI IPOBEPATHCS €XKEAHEBHO. JKUBOTHBIE, HAXOAAIIMECS HA
OTKPBITOM BO3JIyX€, TOJDKHBI OBIThH 3alIUIIEHBI OT HEOJIArOMPUITHBIX YCIOBUH
OKpYKaIOILEeH Cpelibl U XUIHUYECTBA, a TAKKE UMETh TOCTYI K HAJJIEKALLEMY
JKUJIBIO, IIUIIE U BOJIC.

HccnenoBaTenu TOHKHBI COOOIIATH O HEOJIATOMPUATHBIX COOBITUSAX, TPOU3OIICIIINX
C J'Ia60paT0pHBIMI/I JKHUBOTHBIMH, B TECUCHUEC JBaJl1aTH T-IeTI-;IpeX qacCoB I10CJIC
COOBITHS.

UccnenoBatenu 10KHBI TPEINPUHATD ONIEPATHBHBIC IEHCTBHS B CITydae
HEOJIaronpUsATHBIX COOBITUH, YTOOBI 00JIETYUTH O0JIh M CTpaJaHue )KUBOTHBIX, a,
ecyi HeoOX0IMMO, KUBOTHBIX JOJKHBI OBITh YOUTHI (BBIBEICHBI U3 SKCIIEPUMEHTA)
TYMaHHBIM 00pa3oM 6e3 mpomMeaIeHusl.
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COII Ne11. Ilocsieayoinasa 3KCIiepTU3a YTBEPXKAEHHBIX IPOEKTOB

ITHveckas IKCIEPTHU3A paHEe 0[[06peHHLIX HCCJIeJ0BAHUH NpeayCMOTpPEHAa B CJIydae:

e lI3MeHeHUI/NOMONHEHUI MPOTOKONA HCCIEeNOBaHUS (MU3MEHEHHs [M3aiiHa, KpPUTEpUEB
BKJIIOUEHUS/UCKITIOUEHUS, 3HAYUTEILHOTO YBEIMYECHUS 4ucia ydacTHUKOB (Oonee 20%)
3HAYUTEIbHBIX H3MEHCHUH I03UPOBOK MIPENapaToB WIH PEKUMOB UX BBEIICHHS).

e li3menenusi/ooHoBICHUS (POPMBI HHHOPMUPOBAHHOTO COTJIACUS U BCEX IPYTHMX MaTEpHUaJIOB,
MIPEIOCTABIIIEMbIX YYaCTHUKAM B XOJI€ UCCIIEI0BAHUS

e [IpomexyTouHas HoBas MH(OpPMAIHS O JIEKAPCTBEHHOW OE30MAaCHOCTH, KOTOpasi SBISETCS
CYIIECTBEHHOH, TOCKOJIBKY MOKET MOBJIUATH Ha O€30MaCHOCTh YYACTHUKOB MCCIICIOBAHUS.

[Tocne paccmotpenust mompaBok Ha 3aceganun KBMD MoxeT ObITh BBIHECEHO CIEAYIOIIEe
pelieHue:

1. Onodputh 6e3 3amMevaHUi.

2. Pemmuth BOHpoc 00 W3MeHEHUHM JAOKYMEHTOB TI0 TIPEIJIOKEHHOH IIOMpaBKe C
00OCHOBaHMEM TNPUYMH TaKOro peleHus (HampuMmep, BHECTH HU3MEHEHUs B
MHGOPMAIMOHHBIA JIMCTOK JUIS TauuMeHTa Wik (GopMy HHGOPMHPOBAHHOTO COTJIACHS,
pEKJIaMHbIE IOKYMEHTHI).

3. IlpHocTaHOBMTH HCCJI€I0BAHME IO MOMEHTA IPEAOCTABICHHS AalbHENHIe He00X0aMMOit
nHpopMaIuu.

4. He NMpuoCTaHaBJIUBasA UCCJICA0OBAHUS 3alIPOCUTDb AOITOJIHHUTCIbHYIO I/IH(bOpMaIII/IIO.

OTkioHNTHL Npoch0y 00 0700peHMH NONPABKH C YKAa3aHUEM NPUYMHBL, HO JaTh
paspelieHre Ha IPOAOJIKEHUE UCCIIEI0BaHMS KaK paHee 0JJOOPEHHOTO.

TpeOoBanus k npegocrasisieMoil HHPOPMALHMH:

Bce matepuansl, npegocraBisieMble B 3TUYECKUN KOMMTET, JOJDKHBI UMETh IEPEBOJ Ha
pycckuil si3bIk. B HekoTophIX ciydasx (IIpU OTCYTCTBHM CEPbE3HBIX M3MEHEHUH NMPOTOKOJIAa WU
OpOILIOpEl MCCIIEI0BATENSI, HECYILECTBEHHBIX MMOMpPaBKaxX PEruCTPAllMOHHOW KapThl), BO3MOXKHO
IIPEIOCTABIIEHUE HA PYCCKOM SI3bIKE CHHOIICHCA HW3MEHEHUH C KOMMEHTApUSAMHU TIJIABHOTO
UCCIIEI0BATENs, 3aBEPEHHBIE €r0 NOIHCHIO.

['maBHOMY wuccienoBaTeNnto (JUIy, MOAAMIIEMY JOKYMEHTBI) HEOOXOJUMO YKa3bIBaTh
CTCIICHb BJIUSAAHUA nonpaBmc Ha 6030H3CHOCTI) MalueHTa, a TaKXcE Hpe)IOCTaBJ'ISITI) nepequL
W3MEHEHUHN IO CPAaBHEHMIO C TMPEIBIAYIIEH Bepcuel U ONEHKY BJIMSHHUS 3THX M3MEHEHHMH Ha
0e30macHOCTh MallueHTAa.

[To oxoHUaHWU 3acelaHusi CEKpeTapuaT BHOCHUT pEIIeHHEe B TMPOTOKOI W 00s3aH
nHpopmupoBaTh 3asButenss o pemennn KbMD: ycTHO He mo3aHee 3 mHEH ToOcCie MpOBEISHUS
3aceaHus ITUYECKOTO KOMHUTETa, MIChbMEHHO - B TeueHue 7 pabouux aHel. B ciydae HeomoOpeHus
MTOTIPABOK MJIM HEOOXOIMMOCTH 3aIpoca JOMOJHUTEIFHON JOKYMEHTAIMH PEIIeHUe JOHKHO OBITh
B TedyeHwe 1 pabouero mHS TMoOcIe MpoBeAeHHOro 3acenanuss DK moBeaeHO 10 cBeneHUs
3aMHTEPECOBAHHOTO JINIA/3aABUTEIIS.
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COII N212. YckopeHHadA 3KCcepTHU3a MCCIeJ0BaTe/IbCKUX
MPOEKTOB

YCKOPGHHaH mnmpoucaypa pacCMOTpEHUA MaTCpualOB HUCCICAOBAHUA  MOXET OBITE

MPUMEHEHA K MOMPaBKaM, U3MEHEHHSIM ¥ JIOMOJHEHUSIM K MPOTOKOITY, OpOIIope MCCIIeoBaTels,
HNPK u npyrum goKkyMeHTam, KOTOpPbIE:

HE 3aTParuBarOT COOTHOIICHUE «PUCK-TIONb3a», HE CHUKAIOT 0€30MacHOCTH JOOPOBOJIBIIECB-
YYaCTHUKOB UCCIIEJIOBAHUSI, HE YIIEMIIIOT UX UHTEPECOB U IIPAB;

HE YMEHbIIAIOT HH()OPMUPOBAHHOCTh JOOPOBOJBIEB-YYACTHUKOB U HE CKPBHIBAIOILIUX OT
HUX MH(pOpMaLIUKU, KOTOpast JOJDKHA ObITh JOBEECHA 10 UX CBEICHMS

HE BJIMSIOT Ha JUIMTEIbHOCTDh UCCIIEOBAHUS

HE KacaroTcsl OTBETCTBEHHOCTHU Bpadel-uccienoBaTesneil

HE U3MEHSIOLNM Harpy3Ky Ha MalueHTa;

K MCCIEeIOBAaHUAM C MMUHMMAJIbHBIM PUCKOM Ui 370pPOBbSI UCHBITYEMBIX, KaK, HAallpUMED,
3a00p (pU3MOIOrNYECKUX BBIIECICHUN YeIOBeKa UM 3a00p KPOBHU Y MAIMEHTOB HE MOJIOXKE
18 ser myrem BeHenmyHKUMH He Oosiee 450 M1 B TeueHHE 8 HEAeNIb U 4YacTOTOM He Oonee 2
pa3 B HEJIENIO T.1.

B II€JIOM HANpaBJICHBl HA YIYy4YIICHHE KayecTBa MCCIIEOBAaHUS, O€30MaCHOCTh MAalMEHTa U
ero HHPOPMHUPOBAHUSI.

IIpy MOBTOPHOM paccCMOTPEHMM MAaTEepUAIOB MCCIIEJOBAaHUs, II0CJIE BHECEHHs BCeX
HEOOXOAMMBIX HW3MEHEHMH WM JONOJHEHUH, €CId OHM MOTpeOOBAIUCh B XOA€
MpEeABIAYIIEH dKCIIEPTH3BIL,

JIroOble M3MEHEHUs B XOJ€ HCCIEIOBaHMS, OTHOCSIIMECS K MaTepUaIbHO-TEXHUUYECKOMY
WM aIMUHUCTPATUBHOMY aclieKTaM, HallpUMep, 3aMeHa KOOPAUHATOpa, U3MEHEHHE HoMepa
TenedoHa HEeHTpa.

BTOPOCTETIEHHBIX MTONPABOK B paHee 0JJ00pEHHbBIE UCCIIEIOBAHNUS;

J00aBICHUS UM U3BSATUS HETPOLIEYPHBIX IYHKTOB B 0JI00pEHHBIE PAHEE UCCIIEIOBAHMS
(yBenuueHue yncia ucciaeaoBareneil, "3MEeHEeHUsl Ha3BaHU 1a0opaTopuil, KOHTAKTHBIX
TeneoHOB U HHPOPMAIUHN 00 HCCIeI0BATENIX U T.11.);

MHUHUMAaJIbHOT'O U3MEHEHUS pUCKa UCCIIEeI0BAaTENIbCKON AESITETbHOCTH;
AMUIEMUOJIOTMYECKUX, COIIMOJIOTHUYECKUX UCCIIEIOBAHNN, N3YUYEHHUS TOBEACHYECKUX
peakiuii yeJoBeka BHE YCIOBUH CTpecca;

MaJIOMHBA3UBHBIX UCCIIEIOBaHM (3a00p MaJIOro KOJIMYECTBAa KPOBH), UCCIICAOBAHMS,
CBSI3aHHBIE C MTOJyYECHHEM MaTepHaja He HHBa3UBHBIM ITyTeM (BOJOCHI, COCKOOBI KOXKH);
cOopa JaHHBIX JJIS1 UCCIIEOBAHUS C TOMOIIbIO MPOIeyp, OOBIYHBIX AJI1 MEAUIIMHCKON
MIPaKTUKH, C UCIIOJIb30BAaHUEM YyiKke 0J100peHHbIX MeTo10B (OKT', nomiep-, pa3inuuHbIx
TECTOB, OIIPOCHUKOB).

[Tocne monydeHus 3asBKH Ha SKCIEPTU3Y M MaKeTa JOKYMEHTOB CEKpeTapb MpEeACTaBIsET

UX TpencenaTeno C LENbI ONpPENENIEHUs, COOTBETCTBYIOT JIM OHHM IPOLENYypE YCKOPEHHOMN
AKCIEPTU3BIL.

[TomHOMOYHSIMH 1)1 CaMOCTOSITEIHLHOTO MPpUHATUA PCUICHUA I10 YCKOpCHHOﬁ napoueaype

PacCMOTPEHHSI MaTEePHAIOB KIMHUYECKOTO HCCIeI0BaHMs oOnamaeT mpejacenarens Komwurera 1mo
DTHKE, B €70 OTCYTCTBUE — €r0 3aMeCTUTEeNb. JJIOKYMEHTBI, MOJJIeXKAaIlle YCKOPEHHOU HKCIIEPTHU3E,
npunumarotcsi Komuterom k cBemenuto. I[lo pemenuro mnpencenarenss Komurera Bo3MOXKHA
JKCIEpTHAs OLEHKa JOKYMEHTOB TIpYIONH B cocTaBe He MeHee 3 wieHoB Komutera mnpu
€IMHOTJIACHO TMPHUHITOM peHieHuU. Ecin KOHCEHCYC MEXIy OKCIepTamMu He JOCTUTHYT,
o0cyxieHue BRIHOCUTCA Ha Ommkaiiee 3aceqanne KbMDO.
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COII Ne13. Ilocsieayoinee HaG/II0AeHUE 3a XO40M MCCJIeJOBAHUSA

KBMD:

OCYIIECTBIISICT KOHTPOJb COOJIOJACHUS 3TUYECKUX HOPM MPU MPOBEICHUU KIMHUYECKOTO
HCCJICIOBAHUS U MPAB YYACTHUKOB KJIMHUYECKOTO UCCIICIOBAHUS;

B MPOILIECCE HCCIEIOBAHUS TMEPUOJUYECKH paccMaTpUBaET JTOKYMEHTALIMI0 W OLICHUBAET
MMPOBOIMMOE KIIMHUYECKOE UCCIIEI0OBaHKE (HE PEXKE OJTHOTO pas3a B Tof);

MOKET TOTpeOOBaTh OT OpraHW3aTopa KIMHUYECKOTO HCCICIOBAHUS TPEIOCTABUTH
YYaCTHUKY KIMHUYECKOTO HWCCIICOBAHMS JOTOJHUTEIbHBIC CBEICHUS 00 HCCICIOBAHUM,
MMOMUMO HWH(pOPMAIIMH, COAEpXKAIICHCSs B MHGOPMAIIMOHHOM JIMCTKE MAIlMEHTa, €CIU II0
MHEHHIO HE3aBHCHMOTO 3THYSCKOTO KOMHTETA, 3TO MO3BOJHUT MOBBICUTH CTCIICHL 3aIUTHI
mpaB 1 0€30MaCHOCTH YYaCTHHKA KIMHUYECKOTO HCCIIEI0BaHUS;

MO>KET MPUBJICKATH IS IPUHSITHS PEIICHUN JTUI, 00Jadar0IINX CIeIHATbHBIMUA 3HAHUSIMHU B
COOTBETCTBYIOIIMX 00JIACTAX, KOTOPHIC HE YYaCTBYIOT B IIPEHUSAX U TOJIOCOBAHUU;
COTIJIACOBBIBAET IMOIMPABKU B MPOTOKOJI KIMHUYECKOTO UCCIEOBAHMUS;

COBEpIIACT WHBIC JCHCTBHS, HANpPaBIICHHBIC HA WCIIOJTHCHHE CBOMX (YHKIWH U
TTOJTHOMOYH.

[TmanoBoe HaOMIOJEHHE 32 XOJOM HCCIIEOBAHUS BKIIIOYAET B ce0sl Mojady OT4eTa O XOJIe
WCCIIEIOBaHMS MPH JJIUTENbHBIX HCCIEAOBAHUAX - HE pexe | pa3a B roi, mMpu JUIUTEIHHOCTH
MEHee OJHOro rojaa - He pexxe 1 pa3 B 6 MecdleB, NpU JUIMTEIBHOCTH MeHee 6 MecslieB-
exemecssyHo. OTUeT MOANMUCHIBAETCS U JATUPYETCS TJIaBHBIM HccienoBaTenem. [lepuonnueckue
oTuéThl ¥ bpolrtopsl ucciienoBaTeNs IPUHUMAETCS K CBEJICHUIO

HpOMe)Ky'TO‘IHBIe OTYCTBI O XOAC HCCICAOBAHUA JOJIKHBI COACPKATH CICAYHOLIYHO

nH(}OpPMaLIKIO, HO HE OTPAHUYUBATHCS €10:

- CBeJIeHUs 0 Habope CyObEKTOB UCCIIEIOBAHMS,

- HCXKCJIATCIbHBIC PCAKIIUN Ha I/ICCJ'IGI[yeMI)II\/JI nmpenapar, KOTOPbIC ABJIAIOTCA CEPHE3HBIMUA, HO
OXHnaacMbIMH

- CCPHBE3HBIC HECKCIIATCIBHBIC SABJICHHUA B XOAC KIMHHUYCCKHUEC HCCIICAOBAHUS, KOTOPBLIC HE
CBA3aHHBI C UCCIICAYCEMBIM IIPCIIapaTOM, HE3ABUCUMO OT TOI'O, ABJIAAKOTCA OHU OXKXKUAACMbIMU
WA HET.

- CBEJICHUS 00 MCKIIOYCHUU CYOBEKTOB U3 UCCIICIOBAHMSI,
- HOBBIC JIAHHBIE, KAcaIOIINECs 0€30MaCHOCTH MPOIYKTa.

- CJIyYau HapyIICHUs IPOTOKOJIA UCCIICIOBAHUS

- ClTy4ad OTKJIOHEHHUS OT MPOTOKOJIA UCCIISTOBAHUSI

- HOBBIC JOKYMCHTHI 110 UCCJICJOBAHUIO, BBITYIICHHBIC B TCYCHUC BPECMCHHU C NPCABIAYLICTO
OT4Y€Ta, B TOM 4YHUCJIC BpOH_IIOpI)I HCciaeca0BarTecida

HpI/I y4aCTuu B KA YA3BUMOI'O KOHTHHI'CHTA (JICTI/I, ITIOXWIIBIC, HC)ICCCHOCO6HLIC, Jna C

MICUXUYECKUMHU PacCTPOUCTBAMU U T.[.), IPH BBICOKOM PUCKE I YYaCTHUKA UCCIIEIOBAHUS WIIU T1O
KakuM-1100 ApyruMm npuyuHaMm, KBMD MoXeT KOHTpOIMpOBaTh XOJA MCCIEAOBaHHS ¢ OoJblIeH
MEPUOJUYHOCTBIO. B  ciydae BBICOKOIO pHCKAa HCCIECIOBAaHMS W IPUBICYCHUSA YA3BUMBIX
KOHTHUHT€HTOB BO3MOJKHO IIPUHATHE PEIICHUS O KOHTPOJIE KaXXI0T0 NallMEeHTA.

B CIy4dasx, CCJIM HCCICAOBATC/Ib OTKJIIOHWIICA OT HpOTOKOJIa 0e3 MpeaABApUTCIILHOTO

paspemieHuss KBMD ¢ 1enbi0 yCTpaHEHUsS HEMOCPEACTBEHHOM OMAcHOCTH, YIPOKAIOUIEH
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HCIBITYCMBIM, OH B KpaTqaﬁMHe CPOKH HOJIZKCH MPEACTABUTL OIMMMCAHUC NONYIICHHOI'O OTKJIOHCHUA
C YKa3aHUEM IIPUYHH U3MCHCHHU, a IIpU HCO6XOI[I/IMOCTI/I U ITIOIIPAaBKHU K HpOTOKOHy.

Ecnn oTkiioHeHHE OT MpPOTOKOJIAa HOCUT aJIMHUHUCTPATUBHBIM WM TEXHUYECKUM XapakTep U He
BJIMSCT Ha MpaBa W OJaronojy4ue MaludeHToB (Harpumep, 3aMeHa MOHUTOpPA, U3MEHCHUE HOMepa
tenepona) (m4.5.2 PykoBoacTBa Mo Hajjiexalied KiuHWYeckod mpaktuke E6(R2)),  To
nH(popmMalrio 00 3TOM MOKHO BKJIIOYHUTH B MEPUOJUUYECKHI OTUET U B 3aKIFOYUTEIBHBIA OTYET IO
JTAHHOMY HCCIIEOBAHUIO.

B cinydae HapymieHuss TMpPOTOKOJNA HCCIEAOBAaHHUA, TIOSBICHUM HOBBIX CBEJCHHI,
W3MEHSIOIIUX COOTHOIICHHE TOJIb3a/PUCK ISl YIACTHUKOB HUCCIICIOBAHUS, PETHCTPAIIMH CEPhE3HBIX
HEXKeNaTEeIbHBIX pPEeaklMid Yy MalMeHTOB, CBS3aHHBIX C IPOBEACHHEM JaHHOTO KIMHHUYECKOIO
uccnenoanusi KbMD moxer:

- B OTHOIICHHMHU HCCICAOBAHHA: OTO3BAaTb PCHICHHUC 00 O,I[O6peHI/II/I KIIMHHUYCCKOI'O
HCCIICOOBaHUA, HNPUOCTAHOBUTHL €TI0 IIPOBCIACHUC, HOTpe6OBaTI) cTpororo CO6JHOI[CHI/I$[
IMMPOTOKOJIAa IPHU YCUJICHHOM KOHTPOJIC CO CTOPOHBI 3TUYCCKOI'O KOMUTCETA,

- B OTHOLICHHWM JIMIA, B OTHOLICHMM KOTOPOro IPOM30LUIO HApyUIEHUE HPOTOKOJIA:
BBIBEJICHUE W3  HUCCIEINOBAHMs, OKa3aHWE Mep MEAMIMHCKOIO  BMEIIATEIbCTBA,
HaIIPaBJICHHBIX HA HEUTPAIM3ALUIO HAPYIICHUA.
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COII Ne14. 3kcnepTH3a 3aK/JII0YUTE/BHO OTYETA

3aKIIOUYUTEIbHBIA OTYET MOXET ObITh mpeicTaBieH B Bujae PopMbl 3aKIIOUUTEIHHOTO
otueTa 00 uccnenoBanuu, GOPMBI IPEKPALIECHUS UCCICIOBAHUS JI0 3aIUIAHUPOBAHHOTO CPOKA WU
MMETh BHJI MHUCHbMA, POpMY, MPEICTABICHHYIO CIIOHCOPOM U JIp. MPU YCJIOBHUHU, YTO MH(POpMAIUL
SIBJISIETCS JIOCTATOUYHOM ISl SKCIIEPTU3BI.

Nudopmanus o 3aBeplIeHHH HCCIICIOBaHUS JO0DKHA mnoctynate B KBMD B cpokw,
YCTaHOBJICHHBIE IPOTOKOJIOM.

3aKIIIOYNTEIbHBIA OTYET IIPUHUMACTCA K CBCACHUIO.
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COII N215. IkcniepTHU3a OTYETOB O CepPbe3HbIX HeXKeJlaTe/IbHbIX
SIBJICHUSIX

TepMHHBI M onIpeieIeHUs —

e cepbesnoe Hexuceramenvnoe snenenue (PyxooiactBo ICH E2A "OneHka JaHHBIX 110
KJIMHAYECKOW 0e30MaCHOCTH: TEPMHHOJIOTHS U CTaHAAPThl SKCIPECC-0TUETHOCTH") — r000€e
HeOJIaronpusITHOE KIMHUYECKOe COOBITHE, KOTOPOE BHE 3aBUCHMOCTH OT 03Bl IIpernapaTta:
IIPUBEJIO K CMEPTH; MPEACTABISAET yrpo3y Ul JKU3HM; TpeOyeT IOCHUTAIU3ALNUN WU €€
MIPOJUICHHUS; IPUBEJIO K CTOMKOW WJIM 3HAYUTEIHbHOW HETPYIOCIOCOOHOCTH/UHBATUAHOCTH;
MpeaCcTaBisieT co00i BPOXKACHHYIO aHOMAJIHMIO/MOPOK pa3BUTHA. (cM. pykoBozacTtBo ICH
"OueHka JaHHBIX MO KIMHUYECKOW 0€30MacHOCTH: TEPMUHOJIOTHUS U CTaHAAPTHI SKCIIpEcC-
OTYETHOCTH ")

o cepvesnas nexcenamenvuas peaxuus (PyxoBomcteo ICH E2A "Omenka maHHBIX IO
KIMHHYECKOW O€30MacHOCTH: TEPMUHOJIOTUS M CTAaHAapPThl OKCIPECC-OTYETHOCTH") —
CEPHhE3HOE HEXKETATEIHHOE SIBJICHUE B COOTBETCTBHUH C OINPEACIICHUEM BHIIIE, JUIsI KOTOPOTO
MIPUYMHHO-CJIEICTBEHHAS CBA3b MEX]1Y JIEKAPCTBEHHBIM CPEACTBOM U MOOOYHBIM 3PP eKTOM
HE MOXET OBITh 000CHOBAHHO HCKIIIOYEHA.

® HedxcelamenvHas peaxkyus, KOmopas A6NAEmcaA  00HOBPEMEHHO  CEPLEe3HOU U
HenpeoBuOeHHOlI— CEPhE3HOE HEXKENATEIbHOE SIBJIEHUE B COOTBETCTBUU C OIPEAEICHUEM
BBIIIIE, JIJIT KOTOPOTO J0KA3aHA WM He MOXKeT ObITh 000CHOBAHHO MCKJIKYEHA CBA3b C
NPUEMOM HCCJIeAYyeMOro mnpemnapara, U KOTOpoe He ObLIO 3aperHCTPHPOBAHO paHee
(orcyrcTByer B Opoliope HccaeI0BaTeNsl W/WIA  TEPUOTUYECKAX  OOHOBIICHHUSIX
uHpopManud MO O€30MacHOCTH, NPEIOCTABISEMBIX B HMHTEpPBalaX MEXAY HOBBIMH
BBITTYCKaMH OpOIIIOPHI UCCIIETOBATES)

Bce HexkelaTeIbHBIX peaKIMH, KOTOpPble SIBJISIIOTCA OJAHOBPEMEHHO Cepbe3HBbIMH H
HenpeIBUIeHHbIMH, MO/JIeKAT YCKOPeHHOo# oTueTHOCTH (DeepanbHblil 3akoH oT 12.04.2010 Ne
61-D3 «O0 obpaleHnn JIEKapCTBEHHBIX CPEICTBY C U3MEHEHUSIMH U JIONIOJTHeHUsAMHU Perienue ot 3
HOsiOpst 2016 r. N 79 O6 VrtBepxaenun [IpaBun Hamnexameit Kaunuueckoit IlpaxTtuku
EBpasuiickoro xonomuueckoro Corosa, m1.3.3.5)

B cnydae, ecninm HexenaTtenbHas peakuus, KOTOpas SIBISETCS OJHOBPEMEHHO CEPbE3HOM H
HEIPEABUICHHOM, NPAMO yIrPOKAeT KU3HU YYaCTHUKA UCCIEAOBAHUS WM IPUBENIA K €T0 CMEPTH,
uccaeaoBarenu AoKHbI nHpopMupoBath KBMD B cpok n0 24 vacoB, eciu OHa MPOM30ILIa Ha
6aze HUM kapnuonorun THUML, u B Teuenue 7 nHeit co 1HS noidydeHus nHGOpMAaIUY, €ClIi OHA
MIPOM301LIa B APYTOM MEIULUHCKOM yUpexaAeHUH (MHGOpMaIluU OT CIOHCOPA UCCIIETOBAHMS).

B cnydae BO3HHMKHOBEHUs TakKOM pEaKUUU C UHBIMU KPUTEPUAMH CEPbE3HOCTH CPOK
nH(OpPMHUPOBaHUSI COCTaBiIsIeT 7 nHEH, ecu oHa npou3sonnia Ha 6aze HUU kapaunonorun THUMII,
m6o 15 nHelt co aHS MoaydyeHHs MH(POPMALUHU, €CIM OHA MPOU3OILIO B JPYrOM MEAMIIMHCKOM
yupexieHuu (MHpopMalus OT CIIOHCOpa UCCIIEIOBAHNUS).

B coo0miennn qomKHBI OBITh YKa3aHBbI:
® CyTh COOBITHS;

® KpUTEpUH CEPHE3HOCTH COOBITUS (CMEPTh, YrpOXKarollee >KU3HU COCTOSHUE, CTOHKOE WU
BBIPQ)KEHHOE HAapYIICHHUE TPYAOCIOCOOHOCTH/IEECIIOCOOHOCTH, TOCIUTAIN3AUSI  WIN
MPOJUICHNE TOCHHUTAIN3allMU, BPOKICHHBIE AHOMAIWU WK JAe(EeKTbl pa3BUTUSA, APYrHUe
BaYKHBIC C MEIUIIMHCKON TOYKHU 3PEHUS COOBITHS ), UCXOIBI (€CIIU COOBITHE PA3PEIIUIOCH);

® CBsI3b COOBITHSA C UCCIEAYEMBIM ITPOYKTOM H/WJIH TIPOIIETypPaMU UCCIEAOBAHUS;
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e BBIBOJ (OIICHKA) MO MOMyYeHHOW WH(GOPMAIMU C TOYKU 3PCHHSI BOZMOXKHOTO BIIMSIHUS Ha
npoaoJkenue uim ormeny K.

Nudopmarnus MOXKeT OBbITh TEpedaHa TIIaBHBIM HMCCIIEAOBATEIEM WM IPEACTABHTEISIMU
uccienoBareasckoro 1eHrpa B KBMD mo tenedony(+7(3822 55 81 22)), a takke mo dakcy
(+7(3822 55 82 25)) wnu snexkrponHoi moure (ethicscom@cardio-tomsk.ru) u o6si3aTenbHO
peructpupyercs cekperapem. Cekperapb cpa3sy ke HHPOPMUPYET MPEaCeaaTeNs HIH 3aMECTUTEIS
npeacenarenss KbM3 o CHS 8 HUM kapauonorun Tomckoro HUMIL nst cpouyHoro npusHsTUs
pelieHusl.

CooO1ieHne 0 peakIusaX, KOTOPhIE SBISIOTCS CEPbE3HBIMU, HO 0KHIAEMBIMU, HE TIOJITICKUT
YCKOPEHHOM OTYETHOCTH.

VY cKkopeHHas OTYETHOCTh TAK)KE HE SIBIISIETCS HEOOXOUMOM JUIsl CEPhE3HBIX COOBITHI B X0/€
KJIMHUYECKUE UCCIIEI0BaHMsI, KOTOPbIE HE CBSI3aHHBI C MUCCIEIyEMbIM IPErnapaToM, HE3aBUCUMO OT
TOT0, SIBJISIFOTCS OHU 0’KMJIAaEMBIMU WJIM HET. AHAJIOTUYHO, HECEPbE3HbIE OOOYHBIE peakluu, Oyib
TO OKHJaeMble UM HET, He MoJjIekaT yckopeHHoil orueTHocTH. (PykoBoacTBo ICH E2A "Onenka
JAHHBIX T10 KIMHUYECKOM O€30IacHOCTU: TEPMHUHOJIOTUS U CTAHJAAPThl 3KCIPECC-OTYETHOCTH"
paszgen III A, mynkr 1 “Clinical safety data management: definitions and standards for expedited
reporting E2A”).

Cepbe3Hble 0OKUIACMBIE HEXKEJIATEIbHbIE PEAKIUU U CEPbE3HBIE HEIKENATEIbHBIC SIBICHUS,
HE CBSI3aHHBIC C HMCCICAYSMBIM JICKApCTBEHHBIM cpencTBoM (He monyumBiine craryca SUSAR)
ITOJIE’KAT OTYETHOCTH B PAMKAX IEPUOJUYECKOTO OTYETA O XOE UCCICIOBAHUSA.

Hpencez[aTenL NI 3aMCCTUTCIIb HpeHCGHaTCJ'IH (HaSHaLICHHHﬁ npeacecaarciicM Ha 3TO BperI) B
€ro OTCYTCTBHEC BBIHOCAT PCIICHUC!

¢ O HIPOBCACHUHU ISKCTPCHHOI'O 3aCCHaHU KEMQ, o pe3yjibTataM KOTOPOIro IMPUHHUMAIOTCA
0COOKIe PCIICHUA: MIPHUOCTAaHOBUTH MMPOBECACHUC HUCCICI0OBaHUs, 3aMpoCuTh
AOMOJIHUTCIIBHYO I/IH(1)OpMaI_II/IIO 0e3 MIPpUOCTAHOBKHU UCCIICAOBAHUA.

Ecnin kakue-nubo 1marum ObutM mOpeanpuHsAThl, cekperapb KBMD HeszamemmurenbHO
cooOmraer 00 3TOM TIJIABHOMY HCCIIEIOBATEI0 W OpPraHM3alUH, NPOBOASAILICH Hcciel0BaHuE.
CexpeTapb TOTOBUT OpUIIMATBFHOE MMCHMO, TOMMCAHHOE U TaTUpoBaHHOE npesaceaarenseM KbMOD
WIA €ro 3aMecTHTEJIEeM IJIaBHOMY HCCIEI0BaTeNl0 O TOM, KakKHe MACWCTBUS JIOJKHBI OBITh
npeanpuHsaTel B coorBercTBUU ¢ permeHneM KBMO. Eciu KBEMD He npeanpuHuMaeT HUKAKHX
JelcTBUM, Ha COOOILIEHNN CTaBUTCS OTMETKA IIPUHSATO K cBefeHuIo». CooOLIeHNs apXUBUPYIOTCS
CeKpeTapuaToM B (aiiie JaHHOTO UCCIIeI0OBaHUS.
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COII N216. IkcTpeHHOe CoBelaHMe 110 6e30NaCHOCTHU

[Ipy BO3HUKHOBEHHH YTpO3bl XKU3HU YYaCTHUKAM HCCIEAOBAHHUS HEOOXOIUMO CPOYHOE
MIPOBEJICHUE COBEIIAHMsI ¢ 00s3aTeILHBIM ONOBEIIeHUEM BeeX wieHoB KBMD.

Bo3MoxHO Ha3HaueHHE OIIHOI'O O9KCIICpTa, KOTOpHﬁ HU3YUYUT HMCIOINHUECA MaTepuajibl H
MNpEACTAaBUT UX YUYACTHUKAM 3KCTPCHHOI'O COBCIIAHMA.

B pesynbpTare 0o0CyXkaeHHS CUTYallMH JTIOJDKHO OBITh MPUHSATO pemenne KbMD:

® OTHOCHUTEJIbHO BO3MOXXHOCTH MPOJOJIKEHUS UCCIICI0BAHMS;

® OTHOCHUTEIHHO JIUIl/a, B OTHOIIEHUH KOTOPOTO BO3HUKJIIA YIPO3a KU3HHU.

Pemenne DKCTpEHHOTO COBELIaHMsI IOJKHO OBITh HEMEAJIEHHO JJOBEJIEHO /10 CBEJICHUS

I/ICCJ'IC,Z[OBaTeJ'IH/CHOHCOPa/OpraHI/BaTOpa HUCCICIOBaHUA.
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COII Ne17.TTeHeTHYeCKHe HCCIeJOBaHUA

['enetnueckue vccne0BaHNU UMEIOT OCOOBIN CTATyC BCJIECACTBUE HATMYUS CIEIU(PUUECKUX PUCKOB
1 Hey10OCTB /17151 CyOBEKTOB UCCIICOBAHMS .

TICUXOJIOTUYECKUH CTpecC, BBI3BAHHBIA HH(POPMALIUE O BO3SMOKHOM I'€HETUYECKOM PUCKE JUIS
ce0st 1 CBOMX OJTU3KUX, KOTOPYIO TPYIHO MOHATH M HHTEPIPETUPOBATh OOBEKTUBHO;
Hen30eKHOe MOoTy4eHUe N'eHeTHYEeCKON NH(OPMaIK O WIeHaX CEMbH, HE JaBILUX COIJIacue Ha
TEHETUYECKOE UCCIICI0OBAHUE;

collMajbHasi CTUTMATH3aL|s JIML C MIOBBIIIEHHBIM F€HETUUECKUM PUCKOM U WIEHOB UX CEMEH;
HEMPaBOMEPHOE HCIIOIB30BaHNE HHPOPMALIMU U JUCKPUMHUHALIMS HA OCHOBAaHUU PE3YJIbTAaTOB
TFEeHETUYECKUX UCCIIEI0BaHUM TPETbUMHU CTOPOHAMU, HAIIPUMED, CTPAXOBbIMU KOMIIAHUSIMU
WK paboToIaTeNsAMU;

[Ipu mpoBeneHNH reHeTUYECKUX UCCIIEOBAHMM TOJDKHBI COOIOIAThCS CIEAYIOIINE PUHIIUITHI

I'eneTHuecKue UCCIIEI0BaHUS 1OJIKHBI ObITh 10OPOBOJIBHBIMU.

['eHeTHUECKOMY TECTHPOBAHHUIO JOJDKHA MPEAIIECTBOBATh afeKBaTHAs MHPOPMALUS O IEIsX,
3a/1a4ax UCCIIEIOBAHNUs, & TAKKE O OTEHIIMAIBHBIX PUCKAaX U BBITOJIE OT y4aCTHs B
HCCIIEA0BAHNH,

Pe3ynbTarhl TECTOB HE TOJIKHBI PACKPHIBATHCS TPETHUM CTOPOHAM, HallpuMep, paboToaaTessm,
CTpaxoBbIM KOMIIaHUSM U T.J. 0€3 coriacus NaueHTa Juisl IpeaynpeKaeHHs TMCKPUMUHALINH;
Coo01ienne pe3ynbTaToB TECTa LeJIecO00Pa3HO COMPOBOXKIATh FEHETUUECKOM KOHCYIIbTalleH,
0c00EHHO KOTJja HaliIeHbl MyTallHsl UM HAClleICTBEHHOE 3a00JIeBaHUE;

JlomkHa OBITH TPEyCMOTPEHA BO3MOXKHOCTh MOJTHOTO YHUUYTOXKEHUS B3SITHIX P00 U
nH(pOpMalLIUY O pe3ysbTaTaX UX TECTUPOBAHUSA B CIy4ae COOTBETCTBYIOLIETO PELICHUS
CcyObeKTa HcCIeI0BaHus, a €CJIM 3TO HEBO3MOKHO, TO TIOJTHON aHOHMMU3AIMH TaKUX
MaTepHaoB.

TpedoBanus k nHGOPMUPOBaAaHHOMY coriacHio (B cOOTBeTCTBUH ¢ pykoBoacTeom ICH E18.

pasjejiom)

[Tonmy4yeHue cornacue Ha FreHETUYECKOE HCCIeIOBaHNUE JOJKHO MPEACTaBIATh COO0N OTJENbHYIO
IpoLelypy HE3aBUCUMO OT JIPYTHX (OPM COTJIacUs B paMKaX MCCIIEI0BaTeIbCKOrO MPOEKTa, YTO
o0ecrnieurnBaeT BO3MOXKHOCTh M30MPATENbHOIO 0TKa3a OT T€HETUYECKOT0 TECTUPOBAHUS IIPU
COXPAHEHHUHU BO3MO>KHOCTH Y4aCTHUs B UCCIIEOBATEIBCKOM IPOEKTE B IIEJIOM.

B nndopmupoBaHHOM coriacuu JoJKeH ObITh OMKMCAH XapaKTep MojdydaeMol nHpopMaluu u
MOTEHIIMAJIbHOE 3HAYEHHUE U CBA3aHHbBIE C HEW PUCKU JJIsl CyObEKTa UCCIIEeI0BaHUS U €T0
POJICTBEHHUKOB.

Bce nporneaypsl reHeTHYecKOro UCCIe0BaHus JOKHO OBITh TOJAPOOHO OMKMCAHBI, BKITFOYAs
nH(OPMALIHIO O TOM, TJI€ U B KAKOM BHJIe OYAYT XpaHUTHCS U 00pabaThIBaThCS OTyYEHHbIE
JIaHHBIE, KTO OYy/IeT HECTH OTBETCTBEHHOCTH 3a ONEpaliy C TaHHBIMHU, KOMY U B KAKOM 00beMe
OyZeT nocTylnHa reHeTHueckas nHpopMalus, Kakue JeiCcTBUS ¢ MpoOaMu U pe3ylibTaTaMH HX
TECTUPOBAHUS IPEYCMOTPEHBI I10CJIE OKOHYAHUS UCCIIEA0BAHNS (YHUUTOKEHUE, XPAHEHUE,
NalbHENIIIee UCII0JIb30BAHNE B APYTUX MPOEKTaX U T.1I.).

B ¢opme napopMupoBaHHOTO corjacus JOJKHO OBITh YKa3aHO, YTO MAI[MEHT UMEET MPaBo B
m000€ BpeMsi 0TKa3aThCsl OT FTeHETUYECKOT0 UCCIIEJOBAHUS U ITPaBO HA YHUUYTOXKEHHUE JII000H
uH(pOpMalnH, MOJIyYEHHOH B pe3yIbTaTe TAKOr0 UCCIIEI0BAHUS, MU, €CIIM 3TO HEBO3MOXKHO, Ha
MIOJIHYI0 AHOHUMMU3ALIMIO [IEPCOHANIBHBIX JaHHBIX.

[Ipyu HanMU4YUK BO3ZMOKHOCTH JIOJKHO OBITH 00€CIIEYeHO TeHETHYECKOe KOHCYIbTUPOBAHUE IO
pe3ylbTaTaM TECTUPOBAHHUSL.
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COII N218. Pa6oTa KomuTeTa B AUCTAHILTMOHHOM ¢opmaTe

O0wee moJioxkenue: Pabora B AMCTAaHIMOHHOM (popMaTe BO3MOXKHA B CIIydasiX, KOTJa 4YacTh
YJICHOB KOMUTETA TI0 OOBEKTUBHBIM MTPHYMHAM HE MOXKET IPUCYTCTBOBATh HA OYHOM 3aceaHuH, a
UX Yy4yacTHe BaXXHO s oOecmeueHHWss KBOpyMa, 3acellaHue MOXET OBITh IPOBEACHO B
JTUCTAaHIIMOHHOM (opmare paboThl (MOCPENCTBOM Teje-, BHACOKOH(EpEHIHs), a TakkKe NpH
YpEe3BBIYAIHBIX U HETIPEOAOTUMBIX 00CTOSTEIHCTBAX.

UpesBblYaitHbIe U HEMPEOI0IMMbIE O0CTOSTETLCTBA B IPUMEHEHHH K JieaTenbHOoCcTH KomuTera- 3To
CUTyalus, CIOXKHMBINAsCS B pe3yJbTare COOBITHS, TAKOTO, KakK OJIUIEMUU WIM IaHJIEMHUH,
TEXHOTeHHas kKaracTpoda, cTuxuitHOe OelCcTBHEe, KOTOpast HE 3aBUCUT OT BOJHM YYaCTHHUKOB C(epbl
KIIMHUYECKUX HCCIIEOBAHHUM, MPEMSITCTBYET BBIMOJHEHUIO MPOTOKOJIOB HCCIEIOBAaHUM, HX
MoHHuTOpHHTY U cobmoaennio COIloB Komurera.

Lear OHCTAHIMOHHBIX 3acelaHWii:  oOeccrieyeHUE IpaB, OE30MACHOCTH | OJArOMOIydus
YYaCTHUKOB HMCCIICOBAHHM, HETIPEPBHIBHOCTH JeATEILHOCTH KOMUTETa B COOTBETCTBHHM HOPMaMU
Hajuiekamed kiauHudeckod mnpaktuku (GCP) wm  MuHMMM3anus pPHCKOB I ICJIOCTHOCTH
KIMHUYECKUX MCCIICIOBaHMM paboTa

OcHoBaHNeM JJifl AUCTAHUMOHHOr0 mpoBeaeHus 3acegqanuii KBMDJ moxer ObITh pemieHue
[Ipencenarens KbMD unu [Ipuka3 no yupex1eHUI0 NEPEUTH Ha TUCTAHIIMOHHBIN pexXUM paboTHl.

HOpﬂ)IOK npuéMa AOKYMEHTOB OT 3asiBUTCJISA:

JIOKyMEHTBl OT 3asBUTENEH YaCTUYHO WM TOJHOCTHIO (B 3aBUCHMOCTH OT BO3MOKHOCTEMN)
MPUHUMAIOTCST B AJIEKTPOHHOM (hopMare Ha ajapec eKTpoHHOU nouTkl Komurera.

TpebGoBanusi K THPOPMHPOBAHHBIM COIJIACHAM.

NudopmupoBanre MOTEHIIMATBLHOTO CYOBEKTa BO3MOXKHO JHUCTAaHIIMOHHOE C MOCIEAYIOUIUM
MOJIy9eHUEM ero HH()OPMHPOBAHHOTO  COTJIACHS HAa Yy4YacTHe B wuccienoBaHuu. llpum
JTUCTAaHIIMOHHOM WH(GOPMUPOBAHUU TMOTEHIIMAIBHOTO CYOBEKTa U TMOIY4YEHHE €ro MHCbMEHHOTO
WH(OOPMHUPOBAHHOTO COIJIACHS Ha Y4YacTHe B WCCIEAOBAHWM 0CO00€ BHUMAHHE VJCIAETCS
CIIEYIOIIMM BOTIPOCaM:
- B KaKoil popme (OyMaxkHOM, FIEKTPOHHON WJIM MHOW) U KEM MpeoCTaBiIseTcs] MHPOpMaIus;
- Kak obecrieunBaeTcst 00OCYXKJICHHE U OTBETHI Ha BOMPOCHI MAIIMEHTA, KaK 3TO OyAeT MOATBEPKIACHO
B JJOKyMEHTAITUH;
- KaK ¥ KOTJla COCTOMTCA MOANUcaHue (OPMBI COTIACHS MAIMEHTOM M BpauOM-HCCIeT0oBaTeNIeM
(YIIOJTHOMOYCHHBIM UM YJICHOM KOMAaHIbl)
- B MHGOPMHUPOBAHHBIX COTJIACHUAX OTACIbHOE BHUMAaHUE YACNSETCS allbTepHATHBHBIM (QopmMam
MPOBEJICHUSI BHU3UTOB B HWCCIEAOBATEIBCKUN IIEHTP W BapuWaHTaM OTIPABKH HCCIICTyeMOTO
npernapara;
- TP JTUCTAHIIMOHHOM WH(POPMUPOBAHWN CYOBEKTa IPH MPHUBICUYCHUU TPETHUX JIUIL JIJIS
OpraHM3alfy KyphepCKHUX, TPAHCIIOPTHBIX U WHBIX YCIYT:
* JIOKYMEHTHpOBaHHE (pakTa MPEIOCTaBICHUS WH(HOPMAIMA W OTCYTCTBHS BO3PAKECHUHN
CyOBEKTa MPOTHB MPUMEHEHUS YCIYT TPETHHUX JIHII
* MakcumMaibHO BO3MOXKHOE oOecrieueHne KOH(UICHIMATBHOCTH HUACHTU(UIIUPYIOIINX
MEPCOHANTBHBIX JAHHBIX CYOhEKTOB
*  AJEKBaTHOCTH MPEJJIaraeMbIX YCIYT YCIOBHIM TpyAa
* Tapantum npaB cyOBEKTOB, KOTJa B MPOIECC BKIIOYAOTCS HAHATHIC UCIIOMHUTENN YCIYT. -
Komuter nomkeH yOeauThCs B IEJI€COOOPA3HOCTH TPUBJICUCHUS TPETHETO JIMIA IS
MIPOBEICHUS UCCIICOBAHUS
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* KomuTter H0DKEH MONYYUTh CBEICHUS 00 OmepaTope MEepPCOHANBHBIX JAHHBIX, O MEpPE €ro
OTBETCTBEHHOCTH  TapaHTUAX  COOJIIOJICHHUS  1paB  CyObeKTa B OTHOILICHHH
KOH(UICHIIMATLHOCTH JIaHHBIX, JOJDKHBI OBITh TOHSTHBI [T 00pabOTKM JaHHBIX
CyOBEKTOB, UX IEPEUYCHbD.

IMoaroroBka u nposenenue 3acenannii KbM29

e JlokyMeHTHpOBaHHE KBOpyMa 3acenaHus Komwmrera ocymectBisercs myTéM (OTO SKpaHa
tenekoHpepeHnnu npeaceaarenieM Komurera unm ero 3amecturenieM. [loaTBepkaeHne KBopyma
npoBoautcs mpenacenarenem Komwurera m ero cexkperapéMm, KOTOpbIE MOJMUCHIBAIOT SBOYHBIM
JIKCT IT0CJIe OKOHYaHMs 3acenanus Komurera. Bo3sMoKHO noanucaHue ckaHa SBOYHOI'O JIMCTA.

e ludopmamuio o0 paccMaTpUBacMbIX JOKYMEHTaX JIOKJIAQJBIBAET 3asBUTEIh WIH YICH
HCCIIEA0BATEIBCKOM KOMaH/IbI

e [lpouenypsl mpoBeaeHUs 3aceanus, NpuHATUS perieHus: cOoTBETCTBYIOT COII NoS 1 Ne6.

Ckanbl 0(OpPMIICHHBIX BBIMMMCOK M3 TPOTOKONa (3akimroueHue Komurera) HampaBisioTCs

3asBUTEISIM TIO SJEKTPOHHOM mouTe. OpUrHMHAIBl BBITUCOK 3asBUTEIM CMOTYT TMONYYUTh Y

cekperaps.

ITHYECKOEe CONPOBOKIEHNE U XPaHEeHHE IOKYMEHTAnI

JIoOKyMEHTOOOOpOT ¥ apXUBUPOBAHUE JOKYMEHTAIIUU OCYIIECTBIISIETCS B AJIEKTPOHHOM (popmate
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IIpunodiceque 1. MesxcdyHapodHble U HAYUUOHA/IbHbIE pe2y1simOpHbIe
JdoKyMeHmul

Peryasitopubie 1okymeHTbl PD:

Crarbs 21 Konctutyuun Poccuniickoit denepanuu

Va3 [Ipesunenta PO ot 10.10.2019 N 490 "O pa3BuTnn NCKyCCTBEHHOTO WHTEIIICKTA B
Poccutickoii @eaepanun”

Pacniopsixenwne [IpasurensctBa PO ot 19.08.2020 N 2129-p «O6 yrBepxaeann Konmernuu

Pa3BUTHS PETYINPOBAHUS OTHOIICHUN B chepe TEXHOJIOTHI HCKYCCTBEHHOTO MHTEIIEKTa U

pobotoTexuuku a0 2024 romgay

denepajbHbIe 3AKOHBI:

®enepanbhblil 3akoH oT 21.11.2011 Ne 323-03 «O06 ocHOBax OXpaHbI 310pOBbs I'Pa)JIaH B
Poccuiickoit @eaepanumy ¢ U3MEHEHUSIMU U JIOTIOTHEHUSIMH;

®enepanpubiit 3akoH 0T 12.04.2010 Ne 61-D3 «O6 obpaiieHun JeKapCTBEHHBIX CPEACTBY C
W3MEHEHUSMU U JIONOJTHEHUSIMU;

®enepanbHblil 3akoH 0T 27.07.2006 Ne152-®3 «O nepcoHanbHbIX JAHHBIX)»

ITpuka3sbr:

IIpukaz Poc3gpaBHamzopa ot 15.02.2017 Nel071 «O6 yrBepxkaenuu Ilopsinka
ocylecTBiIeHHs (papMakoHaa30pa»

[Tpuka3 Poc3apaBHamzopa ot 16.09.2022 Ne 8700 «OO6 yrBepkaeHun GHopM MPOBEPOUHBIX
JUCTOB (CHUCKOB KOHTPOJIbHBIX BOIIPOCOB, OTBETHI Ha KOTOPbIE CBUIETEIHCTBYIOT O
COOJIFOJICHUM WJIM HECOOJIIOJICHUH KOHTPOJIMPYEMBIM JIMIIOM 00s3aTelbHBIX TpeOoBaHMIA),
ucnoib3dyembix dDenepanbHOR Ciy)kO0H 1o Haa3opy B cdepe 31paBOOXpAaHEHUS U ee
TEPPUTOPUATBHBIMM OpraHaMH NpPU OCYIIECTBICHUHU (eepaIbHOIO TOCYIapCTBEHHOTO
KOHTpOJIS (Haa30pa) B cepe oOpalieHust JeKapCTBEHHBIX CPEJCTBY

ITpuka3 Munznpasa Poccun ot 30.08.2021 Ne 8851 OO yrBepkaenuu [lopsaka npoBeneHus
OLIEHKM COOTBETCTBHSI MEAMLMHCKUX U3Jenuil B (opMe TEXHMYECKHX HCIbITaHUil,
TOKCUKOJIOTHUECKUX HMCCIEAOBAHUN, KIMHUYECKUX MCIBITAHUA B LENSIX IOCYIapCTBEHHOMN
pErucTpanvyi MEIUIIMHCKUX U3JIEIUN

HanuonanabHbIE CTaAaHAApPThbI:

Hammonaneubiii crangapt Poccutickoit @enepannu «Hannmexamas Knuandeckas [Tpaktukay
(GCP) TOCT P 52379-2005

I'OCT P HMCO 14155-2022. Hamwonanenbeiii crangapT Poccuiickoit ®Denepanuu.
Knuanueckue uccienoBanus MEIUIIMHCKUX W3JEIUHA, POBOIUMBIE C yJACTHEM YEJIOBEKa B
KadecTBe cyobekTa. Hammexkamas kKinHrndeckas mpakTHKay

I'OCT P 70949—2023 «TexHONMOTHM WCKYCCTBEHHOTO WHTEVIEKTa B 00pa3oBaHUU
[TpuMeHeHne NCKYCCTBEHHOTO HHTEIICKTa B HAYYHO-MCCIICIOBATEIBCKON A TEIIbHOCTI

Me:xayHapoaHble JOKYMEHTbI:
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e XenbCUHCKas JAekjapanus BceMupHONW METUIIMHCKOW acCONUAMU «ITUYECKUE MPUHLIMIIBI

JUIS. MEAUMHCKUX HUCCIIEIOBAHUM C ydacTHeM Jroaei» 1964, nononnennas B 1975,1983,1989,
1996, 2000, 2004, 2013, 2024rr.

L4 Bceo6ma${ ACKJIapanus O OHOITHKE U IIpaBax 4CJIOBEKaA

e MexayHapoaHbIe PYKOBOISIIME MPHUHIUIBI MO STHYECKHM acleKTaM OHOMEIMITHHCKHX
UCCIIEIOBaHMI Ha JIOASX, paspaboranHbie COBETOM MEKIYHAPOIHBIX OpraHU3aruii
meautuHckux yeuyr (CIOMS) (1993)

e Pexomennmanimu FDA, EMEA;

e Pexomenganmu BO3 komuteram mo DTHKE, TPOBOSAIINM JKCIEPTH3Y OMOMETUIIMHCKHX
ucciaenosanui, JKenesa, 2000 rox;

e Hurerpuposannoe nononHenue k ICH E6 (R1): PykoBoacTBo no Hajuiexaniei KIMHUYeCKOM
npaktuke E 6(R2) Tekymas Bepcust Omana 4 Jlara: 9 Hostops 2016 .

e Permament (EC) Ne536/2014 Espomneiickoro mapimameHTta u coBera EC 0 KIMHHUYECKHX
WCIIBITAaHUSX JICKAPCTBEHHBIX CPEJCTB, MPEIHA3ZHAUYCHHBIX JIJIs1 UCIIOJIH30BAHUS YETIOBEKOM.

e Clinical Safety Data Management: Definitions and Standards for Expedited Reporting (ICH
E2A)

e Pemenue CoBera EBpasumiickoit sxoHOMuyeckoir komuccuu ot 03.11.2016 Ne 79 «O6
yrBepxkaeHuu  IlpaBun  Hauiexamed — KIMHUYECKOM — NpakTUKd  EBpasuiickoro
9KOHOMHUYECKOTO COK3a»

e Pemenue Cosera EBpaswmiickoii sxoHoMuueckoi komuccun oT 29.05.2024 Ne 43 «O
BHECeHUU M3MeHeHul B [IpaBuia perucrpanuu M 3KCHEPTU3bI JEKAPCTBEHHBIX CPEICTB JUIS
MEIULUHCKOTO IPUMEHEHU S

e llHpie HOPMATUBHO-TIPABOBHIE AKTHI, PETIAMEHTHUPYIOIINE TPOBEICHHE OMOMEIUIIMHCKUX
HCCIIEIOBAHUM C yUaCTHUEM YEJIOBEKa U KUBOTHBIX B Pocculiickoit Penepaunu.

IIpunosicenue 2. KoHgh.iukm unmepecos

Curyarnus, Korjaa HEeKOe JIMII0 UMEET JIMYHbIe W Npo(deCCUOHATbHBIE WHTEPECh, TOCTATOYHBIC IS TOTO,
9TOOBI TIOBIMSITH HA OOBEKTHBHOCTh W OOOCHOBAHHOCTH JEWCTBUH, OTHOCSIHUXCS K cdepe mpodeccnoHambHOM
JIeATETHbHOCTH.

KOH(i)J'II/IKT HWHTEPECOB BO3HUKACT, KOTAa:
1) YaCTHbIC UHTEPECHI YCJIOBCKA HC COBIIAJAIOT C €TI0 HpO(l)GCCI/IOHaJ'ILHLIMI/I O6H3aHHOCTHMI/I;

2) HpO(l)eCCI/IOHaJ'IBHBIe HCﬁCTBHH WA pCeUICHUusI MOryT OBITH 0OOCHOBAHO NOABCPIrHYTbl COMHCHHIO IYTEM
HE3aBUCHMOM IKCIICPTU3BI;

3) KOH(l)J'[I/IKT 3aBUCHUT OT CUTYaAllUH, a HC OT XapaKTepa ﬂeﬁCTBHﬁ YCJIOBCKA,

4) MOTEHUMANBHBIA KOH(MIMKT HMHTEPECOB IOJHKCH OBITh BBIABICH W MPEIOTBPALICH ITyTEM COOJIOJCHHS
YCJIOBUH COTJIAIICHUSI.

IIpusoscenue 3. CocaaweHue o0 KOHHudeHyua1bHOoCmu

CoryiamieHue 0 KOHPUAeHIUaAbHOCTH AJiA ywieHa KEBM3 HUUK
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4,

06513y10Ch He pasrJaliaTb UHGOpPMaLHIo U co61104aTh KOHQUAEHLIUAJbHOCTb B OTHOIIEHUU IPOUCXOAALUX Ha
3aceJlaHWM AMCKYCCUH, pecTaBaeHul, noganHbix B KEM3 HUUK Tomckoro HUMII, nadopmaiyu 06
y4aCTHUKaX UCCIeJOBaHUM U BOIIPOCOB, BOSHUKAIOILMX B IPOLECCE 0OCY XA EeHUS.

JlaTa [Mopnuch

CoryialieHue 0 KOHPUAeHIUAJIbHOCTH AJiA He WwieHa KBM3 (3kcnepT/npurJialieHHOH JINI0)
i, 06513y10Ch He pasrJallaTb UHGOpMaLHUIo U
CO6JIIAATh KOHQUIEHIIMATBHOCTh B OTHOIIEHUH MOJIyYeHHBIX CBEJIEeHUM U3 JOKYMEHTOB, TPe/iCTaBJIeHHbIX
s skcneptusbl B KBMJ HUUK, ycabianHbIX BO BpeMs 3aceJaHUM 3TU4eCKOr0 KOMUTETA U3 JUCKYCCUM U
006CyKIEHUH.

JlaTa IMoanuck

IIpusoscenue 4. HanpagumeawsHoe nucomo 6 KbM3 HHH kapduos102uu
Tomckozo HUMI]

HanpaBuTesibHOE MUCBMO
Ilpeacenaresno Komurera no
BuomMe aUMIMHCKOM JTHKE
HHUU kapamosoruu

THHUMI],
K.M.H. PasibKoBcKo# A.IO.
«_» 201 r.

I1y6okoyBakaeMas Asia lOpbeBHa!
[Ilpocum Bac Ha ouyepesHOM 3aceJaHMM ITHYECKOTO KOMHUTETA PAaCCMOTPETb U OJOOPUTH JOKYMEHTHI MO
MPOTOKOJIY « » Ha3BaHUe
OcHoOBHasl eJib MCCJIeJOBAaHUSA:
OpraHusaTop uccjies0BaHUA:
JAIMTEe/IbHOCTDb M CCJIeJOBaHUA
MecTo npoBejeHus
I'J1aBHBIN HCCJIeJ0BaTe b
Cnucok npujaraeMbiX JOKyMeHTOB:
1. pa3penieHnue MI/IHI/ICTepCTBOM 3ﬂpaBO0XpaHEHI/IH P® Ha npoBeJeHHe KJIMHUYECKOT 0 UCC/IeJOBAHHUA
2. Beinucka u3s 3aceganus CoBera no aTuke MuHMcTepcTBa 3ApaBooxpaHeHns PO.
3. (nepeuucaeHue scex doKyMeHmMo8 8 paMKax Npomokoa)

YkazaTb KOHTAKTHbIE TeJIE(bOHbl.

C yBaxxeHUEM,
['TaBHBIN MCCIe0BATEb nodnuco

IIpusaosicenue 5. 3aseaeHue e KbM3 HHH kapduoaoz2uu Tomckoz2o HUMII Ha
3Kcnepmu3y duccepmayuoHHOU pa6omul

[peacenatento KEM3 HUMK THUMI]
danbkoBckoit A.10.
acrnupaHTa/coucKaTesis/uccaejoBaTens
WBaHoBa BaHa UBaHOBHYA
3AABJIEHUE
I'y6okoyBaxkaeMasi Ayia lOpbeBHa!
[Ipoury mpoBecTH 3TUYECKYI0 IKCIEPTU3Y MOeH AUccepTalMOHHON paboThl
(Hay4HOTO HCCIeJ0BaHUS) Ha3BaHUE PabOThI 10 CIIENHAIbHOCTH (YKa3aTh Ha3BaHUE U HOMED CIIEe[MabHOCTH),
BbINOJIHSIEMYIO 110/l pPYKOBOJCTBOM/ IPH KOHCYJIbTUPOBaHUU . K 3asB1eHUI0 TpUIIaraloTcs
cleaywoliye J0KyMeHThI:
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1. AHHOTanus Ha IJJAaHUPYEMYIO TeMy AUCCePTallMOHHOHN paboThl.

2. TlpoTtoxous uccienoBaHus (IJ1aH HabJI0JaTeNbHOIO UCCIeA0BaAHUA)

3. HWHopManuMoOHHBIA JUCT [AJAd TNaluMeHTa M O6JaHK HMHPOPMHUPOBAHHOIO COrJacus MNallMeHTa Ha
BBbINOJIHEHH e UCCIe/J0BaHUA

4. HWupuBuayasbHasi perucTpalMOHHAsA KapTa

5. MHHcTpykIus K npenapary, MeJULUHCKOMY YCTPOUCTBY (4151 HaGJII0/1aTeIbHOTO UCCIeJOBAHUS )

6. 3asBJIeHHE O COOTBETCTBUHU CHUCTEM 3JIEKTPOHHOW OOpabOTKH AAHHBIX TPeGOBAHUSM K IIOJIHOTE,
TOYHOCTH U Ha/Ie>KHOCTH JJaHHBIX, @ TAKXKe CTaOUIbHOCTD JOCTHKeHHUsl TpebyeMoro pe3y/ibTaTa

7. PesioMe riaBHOro uccjaefoBaTess (pyKoBogUTe s paGoThl)

(mt.nm)

YKa3aTb KOHTAKTHbIe TesedOHBI.

JlaTa MOJHCh
PyxoBonurens -

IIpusaoscerue 6. Tpe608aHus K NPOMOKO/Y UCC/1e008AHUS

IIpu paccmoTpeHMM W BbIHECEHMHM  3akitoueHuss 1o IIporokonmy — uccrnenoBaHUs
paccMaTpUBAIOTCS cienyromue GakTopbl:

® HAa COOTBCTCTBUC (1)OpMI>I H COACPKAHUA UCCICAOBAHUA €TI0 LCIIAM,

¢ KOJHUYCCTBO MAMCHTOB, MPUHUMAIOIHNUX YIaCTUC B UCCIICAOBAHNH,

¢ KPUTCPUH BKIIOUYCHHA U HC BKIIIOUCHU A MMTAIUCHTOB B UCCIICAOBAHNUC,

® KpUTCPUHU JOCPOYHOI'0 UCKIIOYCHHUA MANUCHTOB U3 YMCJIa YHaCTHUKOB,

® KpUTEpUU BPEMEHHOW IPUOCTAHOBKU WJIM MOJHOTO NMPEKPALICHUS MCCIECIOBAHUS, METOJIbI
00BEKTUBHOTO KOHTPOJIS;

e qmpenckazyemble MoOoUHbIE 3P PEeKTh U HEY0O0CTBA.

® BO3MOXHOCTH HNPHUMCHCHUIA nnaue60 C Y4€TOM B3BCHICHHOI'O COIIOCTABJICHUA PUCKOB H
0€30IaCHOCTH 10 OTHOIIIEHUIO K Y4yaCTHUKaM HUCCIICAOBaHUA.

B npoTokoJsie KITHHAYECKOr0 HCCIeI0BAHUA NOJKHA ObITH cienyomas uHpopmanus:

1) Ha3zBaHME TPOTOKOJNA, HUACHTU(PUKAIMOHHBIM HOMEpP MPOTOKOJIAa W JAaTy YTBEPKICHUS
OpraHu3aTopoM uccienoBanus. HoBble Bepcun MpoTOKOIa UMEIOT HOMEP BEPCUU U ATy, TOIPAaBKU
K IIPOTOKOJIY - HOMEp MOINpPaBKU U JaTy;

2) HaMMEHOBAaHME U aJpec OpraHU3alUM, OCYLIECTBISIONIEH OpraHU3alMio I[POBEICHUS
KJIIMHUYECKOTO UCCIIEIOBAHUS U OCYIIECTBIIAIONIEH MOHUTOPUHT (€CIH OHU pa3InyHbIE);

3) damwmius, ums, oT4ecTBO (MPH HATUYMU) M JOJDKHOCTH JIMIA, YIMOJHOMOUYEHHOTO OT MMEHHU
OpraHM3allM, OCYLIECTBISIONIEH OpraHu3alui0 MPOBEIACHHS KIMHUYECKOIO HCCIeI0BaHus,
MIOJIUCHIBATh IPOTOKOJI U TIONIPaBKU K IIPOTOKOJLY;

4) ¢pammius, UMsl, OTYECTBO (IIPU HAITMYHUH), TOJKHOCTD, aJipec U HoMep TeledoHa MEAUIIMHCKOTO
9KCIIEPTA JTaHHOTO KIIMHUYECKOIO UCCIIEI0BAaHNUs, HA3HAYEHHOIO OpPraHn3aluel, OCYIIECTBIAIOMEN
OpraHM3alMIo IPOBEACHUS KIMHUYECKOTO UCCIIeI0BAaHUS;

5) ¢amunuio, uMs, OTY4ECTBO (IPU HAIWYMM) U JOJDKHOCTH HCCIIENOBATeNsl, OTBEYAIOIIEro 3a
MIPOBEJICHNE KIMHUYECKOTO HCCIIEOBAHUS, a TakXKe ajJpeca U HOMepa Tele(POHOB KIMHUYECKHX
LIEHTPOB;

6) damwmms, uMms, oTtuyecTBO (MPU HATWYWH), NOJDKHOCTb, aapec W HoMmep TenedoHa Bpaya,
OTBEUAIOLIET0 3a MPUHATHE PEUICHUM MEIULUHCKOIO XapakTepa (€ciau AAaHHOE JIMIO HE SIBIISETCS
HCCIIeI0BaTENIeM);

7) HauMEHOBaHUE M aJpeca KIMHUYECKHX JIa0OpaTOpuil M APYruX MEIUIUHCKHX H (HIIN)
TEXHUYECKUX CITYKO M OpraHu3aluii, IpUHUMAIOUINX Y4acTHe B KIMHUYECKOM UCCIIeI0BAaHUY;

8) o0ocHOBaHME KIIMHUYECKOTO HCCIIEA0BaHUS, BKIIFOYAOIICE:
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a) Ha3BaHME W OMNMCAHUE HCCIEAYEeMBbIX JIEKapCTBEHHBIX IpenaparoB (BKIoYas Imanebo u
aKTUBHBIN KOHTPOJIb);

0) CBOIHOE W3JIOKEHHE PpEe3yJbTaTOB JOKIMHHYECKHUX HCCIEJOBAaHUN M KIMHUYECKHUX
HCCIIeIOBaHUM (eci paHee IPOBOJMIINCH) UCCIIEAYEMbIX JIEKapCTBEHHBIX IIpenapaToB;

B) KpaTKoe ONMHUCAaHNE U3BECTHBIX U MOTEHIIUAIBLHBIX PUCKOB U IMOJIb3bI IPUMEHEHHUS UCCIIEAYEMOT0
JIEKapCTBEHHOTO Mpenapara A Y4aCTHUKOB KIIMHUYECKOT0 UCCIIe0BaHMS;

I) onucaHue W OOOCHOBaHHME CIIOCOOa BBEIEHUS, JO3MPOBKH, PEKMMa JIO3UPOBAHHUS M Kypca
JICUCHMUS;

1) yKa3aHuWe Ha TO, YTO KJIMHUYECKOE HCCIeloBaHHE OyIeT MPOBOIUTHCS B COOTBETCTBUU C
IIPOTOKOJIOM KJIIMHUYECKOT0 UcclieIoBaHusl U HacTosimumu [IpaBunamu;

€) OIIMCAHHE UCCIIEyEMOM NOMYIIALNY;

) CCBUIKM Ha JIMTEPAaTypHble MCTOUYHUKU U JIaHHbIE, MMEIOLIME 3HAa4YeHUe A KIMHUYECKOIO
UCCIIEJOBAaHMS U NIPEICTABIIAIONINE CO00 000CHOBaHHME KIMHUYECKOTO MCCIIEI0BAHNS;

9) uenu u 3aauu KIMHUYECKOTO UCCIIEOBAHUS;

10) onucanue ob1ero miaHa (Au3aiiHa) KIMHUYECKOTO UCCIIEI0BaHMs, BKIFOYAOIIETO:

a) yKa3aHHEe OCHOBHBIX U JIOMOJHHUTEIbHBIX (IIPU HAJIMYUHU) MCCIETYEMBIX MapaMeTpoB, KOTOpbIE
OyIyT OLICHWBATHCS B XOJI€ KIMHUYECKOTO UCCIICAOBAHMS;

0) omucaHue THUMNA JU3ailHA MPOBOJUMOIO KIMHUYECKOIO HCCIe0BaHUs (ABOMHOE CIIENOE,
1a1e00-KOHTPOIMPYEMOE, MapajuieIbHOe W MHBIE BHIBI MCCICIOBAaHUN) U TPAPUUECKYIO CXEMY
IU3aiiHa KIMHUYECKOTr0 UCCIIEJOBAHUS, IPOLEAYP U 3TAllOB KIMHUYECKOIO UCCIIe0BaHMS;

B) OIMCAHHE Mep, HAIPABJICHHBIX HA MUHUMH3AINIO, UCKIIIOUECHHE CYyObEKTUBHOCTH, B TOM YHCIIE
paHIOMU3ALIMY, CIETOro MeToaa (MaCKUPOBKU) - METOAA, IIPU IPUMEHEHUU KOTOPOro OJHOW WU
HECKOJIbKUM YYaCTBYIOIIMM B KIIMHHYECKOM HMCCIIEJOBAHUU CTOPOHAM HEHM3BECTHO, KaKOE JICUCHHE
Ha3HAYEHO YYAaCTHMKY KIMHMYECKOI'O HCCIIeOBAaHUS (TIPOCTON CIIENOW METOJ NMpeaycMaTpUBaeT
HEOCBEJOMIICHHOCTh YUYACTHHKOB KIIMHUYECKOTO MCCIIEOBAHHS O HA3HAYCHHOM WM BHJIE JICUCHUS,
JBOMHOW CJIENONW METOJ IMOJApa3syMeBaeT HEOCBEJOMJIEHHOCTh O HA3HAUEHHOM UM BHJIE JICUCHHS
YYAaCTHHKOB KIIMHHUYECKOTO HCCIEOBAHUS, HCCIenoBareneld, U, B HEKOTOPBIX CIIydasX, JIHII,
BBIMOJIHSAOLINX CTATUCTUYECKYIO 00pa0OTKY JIaHHBIX );

I) ONHCaHUE WCIOJIB3YEeMOTO B KIMHHYECKOM HCCIICAOBAHUH JICYCHUS, JTO3UPOBOK M CXEMBI
NPUMEHEHHsT HCCIEYEMBbIX JIEKAPCTBEHHBIX IPEnapaToB, OMMCAaHUE JIEKAPCTBEHHOW (HOpPMBI,
YITAKOBKH W MapKHUPOBKH UCCIIETYEMBIX JIEKAPCTBEHHBIX MPENapaToB;

1) TPONOJKMTENBHOCTh YYacTUSl MAlMEHTOB WJIM 3J0POBBIX JOOPOBOJBIEB B KIMHUYECKOM
UCCIIEJOBAaHUM, OINHCAaHHE IIOCIEIOBATEIbHOCTH M MPOJODKHTENBHOCTH BCEX IEPUOJOB
KJIMHUYECKOTO MCCIIEI0OBAHM, B TOM YHCIE MEPHOAA MOCIENYIOIEero Ha0I0AeHus], €Clu TaKOBOH
HPELYCMOTPEH;

€) OMMCcaHUe MpaBWJI OCTAHOBKHM YacTeil KIMHUYECKOrO HCCIeNOBaHMA U (WJIM) KIMHUYECKOTO
WCCIIC/IOBAHMSI B II€JIOM, KPUTEPHEB HWCKIIOUEHHS IS OTAENBHBIX YYAaCTHHKOB KIMHUYECKOTO
HCCIIE/IOBaHMS;

) OIMCaHWe TIPOUEAYPHl YydYeTa WCCIEAYyeMBbIX JIEKapCTBEHHBIX TNpenapaToB, IUianedo u
IpernapaToB CPaBHEHUS;

3) OIMMCaHHUe CIIOCOOOB XpaHEHUST PAHIOMHU3AIMOHHBIX KOJOB M MPOLEAYPHI UX PACKPBITHS;

M) TepeueHb MAAHHBIX, PErUCTPUPYEMBIX B HWHAMBUAYAJIBHOW pErucTpalmoHHOM Kapre (0e3
MIpeIBApUTEILHON 3aIMCH B MTMCHMEHHOM HJIM SJIEKTPOHHOM BHJIE) U pACCMATPHBAEMBIX B KAUECTBE
NEPBUYHBIX JaHHBIX;

11) xpuTepuu BKIIOYEHHS YUaCTHUKOB B KIIMHUYECKOE MCCIIEOBAHUE;

12) xpuTepuu HEBKIIOUEHHS] YUaCTHUKOB B KJIIMHUYECKOE HCCIIEA0BAHNUE;

13) KpuTepuM UCKIIOUEHHMs] YYaCTHUKOB M3 KIMHHYECKOro HCCIEelOBaHHUA (OCHOBaHUS
IpeKpaIleHus IPUMEHEHHSI UCCIIEAYEMOr0 JIEKAPCTBEHHOTO MIperapara, UCCIEAYEMOro JICUCHNUs );
14) cBeneHus 0 BCeX UCHONb3YEeMbIX B KIMHHUYECKOM HCCIIEOBAaHUM JEKAapCTBEHHBIX IpenapaTax,
BKJIIOYAass WX Ha3BaHMsA, JO3MPOBKH, 4YacTOTy TpUeMa, MyTH U CIOCOOBl  BBEICHHA,
IPOAOIKUTEIBHOCTh JICUEHUs, IMEPHUOAbl IOCIEAYIOIEro HAOMIONEHUS Ul KaKIOW TpYIIIbI
YYAaCTHUKOB KJIMHHUYECKOTO HCCIEIOBaHMS, CBEICHHMS O pa3pelIeHHbIX JUIsI NpPUMEHEHHUs
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Y4aCTHUKAMH KIMHHUYECKOTO HCCIEIOBaHUS JICKAPCTBEHHBIX Tpernaparax (BKIIOYash HEOTIOKHYIO
TEpanuio) M 3alpelieHHbIX s MPUMEHEHUs 10 U (WIM) BO BpeMsl KIMHUYECKOIO HCCIIEI0BaHUs
JICKapCTBEHHBIX MpernapaTax, crnocodax KOHTPOJS 3a COONIOJICHHEM YYaCTHUKAMHU KIMHHYECKOTO
WCCIIETOBaHMS YCIOBUN MTpHeMa JIEKapCTBEHHBIX MPEnapaToB;

15) nmepedens napameTpoB 3PpPEKTUBHOCTH MCCIIETYEMOTO JICKAPCTBEHHOTO Mpenapara U METO/bI,
CPOKHU NPOBENICHHUS OLICHKHU, PETUCTPALIMU U aHAJIK3a NapaMeTpoB 3(h(HEeKTUBHOCTHU JIEKApPCTBEHHOTO
npernapara;

16) nepeyeHb nmapameTpoB GE30MACHOCTH HCCIEAYEMOTro JIEKApCTBEHHOTO MperapaTa U METOIbl U
CPOKHM TpPOBEIEHUS OLIEHKU, PETHCTPALMM W aHAJIM3a MapaMeTpoB OE30MAaCHOCTH HCCIETyeMOTro
JIEKapCTBEHHOT'O MIperapara;

17) TpeboBanus K OTYETaM, MPOIEAYPE PETUCTPALIMU U COOOIICHUSIM O HEXKETATeIbHBIX SBICHHIX
Y UHTEPKYPPEHTHBIX 3a00JI€BaHUSIX;

18) MeTox W MPOJOIKUTENFHOCTh HAONIOJCHHUS 32 YYaCTHHKAMH KIMHUYECKOTO HCCIIEIOBAaHUS
MOCJIe BOBHUKHOBEHUS HE)KEIAaTeIbHBIX SIBJICHHUIA,

19) ommcaHWe CTaTUCTHYECKMX METOJIOB KIMHHYECKOTO HCCIECIOBAHMSA, BKIIOYAIONIMX, B TOM
qHCcle:

a) CPOKH TPOBEJICHHSI TPOMEKYTOYHOTO aHAIIN3A;

0) TuIaHupyeMOe KOJIMYECTBO YUYaCTHUKOB KIMHUYECKOTO HUCCIIEeI0BaHUS ¢ 00OCHOBAHHEM pazMepa
BBIOOPKU;

B) IPUMEHSAEMbIH YPOBEHb 3HAYUMOCTH KJIMHUYECKOTO UCCIIEIOBAHMUS,

I') KPUTEPHUH NPEKPAIEHHsI KIMHIUECKOTO UCCIIETOBAHMS;

1) IPOLIEYPHI yueTa OTCYTCTBYIOIIUX, HE TIOUIekKAIINX aHAIM3Y U COMHUTENIBHBIX JaHHBIX;

€) MpoLeAypbl COOOIICHUsI O JIIOOBIX OTKJIOHEHUSX OT MEPBOHAYAIBLHOTO CTATHCTUYECKOTO TUIaHa
(Bce OTKJIOHEHHsI OT MEPBOHAYAIBHOIO CTATUCTUUECKOTO TJIaHA OMHUCBIBAIOTCA U OOOCHOBBIBAIOTCS
B MPOTOKOJIE U (WK) GUHATTEHOM OTYETE O KJIMHUYECKOM HCCIIEIOBAHUN);

K) Tpolenypsl OTOOpa YYacTHHKOB KJIMHUYECKOTO HCCIEAOBaHMWS [uid aHanmu3a (Bce
PaHIOMHU3HPOBAHHBIC YYACTHUKH KIMHUYECKOTO HCCIIETOBAHMS, BCE YYACTHUKH KIMHHYECKOTO
MCCIIEIOBaHMsI, MOJyYUBIINE XOTS Obl OJHY 103y MCCIEIyeMOro JIEKApCTBEHHOr'O Npernapara, Bce
YYaCTHHKH, COOTBETCTBYIOIINE KPHUTEPHsIM OTOOpa, YJYaCTHUKM KIMHUYECKOTO HCCIIETOBaHMS,
JaHHBIE KOTOPBIX MPUTOIHBI ISl OLIEHKH, NHBIE KATETOPUHU YYaCTHUKOB);

20) onucanue 1eHCTBUN IO KOHTPOJIIO Ka4eCTBa U 00ECIIEUEHUIO KauecTBa;

21) onucaHue 3TUYECKUX ACTIEKTOB KJIMHUYECKOTO UCCIIeI0BaHNUS;

22) onucaHue padoThl ¢ JaHHBIMU U BEICHUIO 3alUCEeN;

23) omucaHue mopsAka (QUHAHCUPOBAHMS KIMHUYECKOTO WCCIENOBaHUS M CTPaxOBaHUS
YYACTHUKOB KJIMHHMYECKOTO MCCIICTOBAHNUS;

24) yka3zaHue Ha BO3MOKHOCTb ITyOJIMKALIUU Pe3yIbTaTOB KIMHUYECKOTO HCCIIEOBAHUS.

IIpunoscenue 7. Tpe6osaHusi kK bBpowiope ucciedosamens

B Opomrope wuccnenoBaTens aHATU3UPYIOTCS CBEJEHHs, Kacarolecs O€30MacHOCTH U
XapaKTePUCTHK MCIBITHIBAEMBIX JIEKAPCTBEHHBIX CPEACTB WM TEXHOJOTHM, a TakKe JaHHbIE O
pe3yspTaTax KIMHUYECKUX HCCIIEI0BaHUM, IPOBEIEHHBIX HAa MOMEHT DPACCMOTPEHMs 3asBKU
(mampumep, B ¢GopMe MOCIEAHMX OMYOJMKOBAHHBIX HAyYHBIX CTaTeH, APYTrUX OMYyOJIMKOBAHHBIX
JAHHBIX, KPaTKUX XapaKTePUCTUK UCIBITYeMOro npenapara). B Bpourtope uccnenoBarens n1omkHa
ObITh TpelcTaBieHa HHGOpPMALMS O TOM, KaK MEHSETCS COOTHOIICHHE I0JIb3a/pUCK JJIf
Y4aCTHUKOB UCCIIEJOBAHMUSI.

IIpusaosicenue 8. Tpe6osaHust K UHHOPMAYUOHHOMY AUCMKY hayueHma u
gdopme uHhopMupo8aHHO20 coz1acusl
HHpopMHupOBaHHOE COTIIACHE MAIIUEHTA J0JDKHO MOATBEPXKIATh:
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® (I)aKT corjiaCud maluMeHTa MWK, B ClIydadX HOPCAYCMOTPCHHBIX 3aKOHOAATCILCTBOM, Cro
3aKOHHOI'O MpCACTaBUTECIIA HA Y4aCTUC B UCCIICAOBAaHNH,

* (¢axr coriacus NMarueHTa, Wik ero 3aKOHHOTO MPEJCTaBUTENS (€CITH 3TO MPUMEHUMO) Ha
JOCTYII ucciaenoBarenei, aynuropoB, KBMD u perynaropHbIx opraHoB K HH(pOpMaIuu B
MIEPBUYHON MEUIIMHCKON TOKYMEHTAUU, 00pabOTKY U XpaHEHHE MePCOHATBHON
nH(pOpMalLUY B IIpeJienax, YCTAHOBIEHHBIX COOTBETCTBYIOIIMMH 3aKOHAMU H/MIIN
MOA3aKOHHBIMU aKTaMH,

e (akT mpeaoCTaBICHUs €My BO3MOXXHOCTH 33JlaTh JIFOOBIE BOIPOCHI M TMOJYYUTh HA HUX
OTBETEHI,

e (hakT NOITy4YEHUs MOANKUCAHHOIO BPauOM-HCCIIEJ0BATENIEM U UM JINYHO (1100, B
COOTBETCTBHUHM C 3aKOHOATEIBCTBOM, €r0 3aKOHHBIM IIPEACTABUTENIEM) IK3EMILIIpa
JIOKyMEHTa - HHpOopManuu 1 HHOOPMUPOBAHHOTO COTIIACHS.

e (hakT O3HAKOMJICHUS MALMEHTA C €0 IPABOM Ha yJalICHUE MEPCOHATIBHBIX JaHHBIX B
COOTBETCTBHH C T1aBoii 3 EBpomelickuMm o0mmuM periaamenToM 1o 3ammre ganasix (GDPR)
2016/679.

B coorBercTBHE C TpaBHJIaMH TPOBEICHHS OHOMEIUIIMHCKHX HMCCICIOBAHUMN, TAIlMEHT
MOXKET OBITh BKIIOYEH B HCCICIOBAHHWE TOJBKO Ha OCHOBAaHWW IMHCHMEHHOTO JO0OPOBOJIEHOTO
COrJIacHisl TOCJEe TMOJNy4eHHs] MOJIPOOHON wuH(pOpMAIMKM O MPOBOJUMOM  HCCIICIOBAHUU.
HNudopmupoBaHHOE coriacue, TAKUM 00pa3oM, JIOJDKHO COACPkKaTh BCIO HHPOPMAITUIO, CIIOCOOHYIO
TIOBJIUSITh HA PEIICHUE MAICHTA.

Wudopmanus st manmueHta ¢ (GopMoil MHPOPMUPOBAHHOTO COTJIACHS JOJKHBI OBITh
HaMuCcaHbl Ha POJTHOM SI3bIKE UCHBITYEMOTO U MPHU ATOM He TpeOyeT MEeIUIIMHCKOro 0O0pa3oBaHUs
wm 3HaHus npuHIunoB Kadyectsennoit Kinmuandeckoi [Ipaktuku (GCP). Pekomenayercs nzberarsb
CHeIHaTbHBIX TEPMUHOB, JUIMHHBIX CIOXHBIX MPEVIOKEHUN U YTBEPKACHUM, KOTOPhIE MOTYT OBITh
HEBEPHO HMCTOJKOBAHBI UCHBITYEMBIM HJIM BBECTH €r0 B 3a0JIyKJICHHE M, TEM CaMbIM, 3aCTaBUTh
OTKa3aThCsl OT MpaBa MPUHATH YYaCTHE B UCCIEAOBAaHUH, UJIM OKa3aTh JABJICHUE HA MAallMEHTa MPU
MPUHSATHAN PEIICHMUS.

I/IHq)OpMI/IpOBaHHOC corjraCu€ HE JOOJLDKHO COACPIKATh 38.5[BJ'I€HI/II71, OCBO60)I(I[aIOIJ_II/IX
HUCCICI0BATECIIA, MCIUIOHWHCKOC  YUPCIKACHUC, CIIOHCOpa  HJIN €ro HpeI[CTaBHTeHCﬁ oT
OTBCTCTBCHHOCTH 3a JOMYHMICHHYIO XaJIaTHOCTb, WJIU (I)OpMy.]IHpOBOK, TTO3BOJIAOIINX HOI[O6HYIO
HHTCpIpECTALINIO, a TAKIKC OT H606XOILI/IMOCTI/I CTpaxOBaHUs PUCKOB CY6T)€KTOB HCCIICI0BaHNs.

B I/IH(I)OpMaI_II/IOHHOM JUCTKE 0013aTEIBHO JOJIKHa OBITH I/IH(I)OpMaLII/I}I O KOHTAKTHBIX JIMIIax
n JIOKaJJbBHOM JOTHYECKOIoO KOMMUTETA, KOTOpBIfI 6y)1eT OCYHICCTBJIATE KYypalWulo JaHHOI'O
HUCCICIOBAaHUS.

WudopMupoBaHHOe corjacue W Jpyrue, MpeloCTaBiisieMble HCHBITYEMbIM MaTepHalbl,
nepecMaTpUBarOTCs IPU NOSABICHUH HHPOPMALIUH, CIOCOOHOM MOBIUATH HA COTJIacHE MalUeHTa.

HoBble pepakiuu nMH(OPMAIMOHHOTO JIMCTKA, MH(OOPMHUPOBAHHOIO COTJIACHS U JIPYTHX
IIPEAOCTABIIIEMbIX YYACTHUKAM MCCIIEOBAaHUS MAaTEPUANIOB IIPEABAPUTEIBLHO YTBEPKIAOTCS
KbM5 HUU xapauonoruu Tomckoro HUMII.

VY4acTHUK MCCIEIOBAHUS MM €TO 3aKOHHBIN MpeICTaBUTENb JOKHBI ObITh CBOEBPEMEHHO
03HaKOMJIEHBI C HOBOM MH(]OpMaluei, CnocoOHON MOBIUATH HA jKeJIaHUE MPOJOJLKUTH y4acTHE B
uccnenoBanuu. @akt cooduieHus 3Toil HHGOPMAIK JOKEH ObITh JOKYMEHTAIBHO MOITBEPHK/ICH.

Komurer mo stuke Moxer norpeOoBaTh, 4TOOBl Y4aCTHHKAM MCCIIEIOBAaHUS, MTOMHMO
uHpOpMalMY, YKa3aHHOW BBIE, OBUIM MPEJOCTAaBJICHBl JONOJHHUTENbHbIE CBEACHUS 00
UCCIIEIOBAaHUH, €cM, Mo MHeHuto Kommurera, 3TO HEOOXOAMMO [UIsl 3aIllUTHl IPaB U 370POBbs
UCTIBITYEMBIX, a TaKKe s TapaHTUM WX OE30MacHOCTH WIM JUIS JIYYIIero MOHUMAaHUS HMH
OTIENBHBIX MTOJIOKCHUN UCCIIETOBAHM
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B cmyuae, eciu [IpoTokosoM  TpeayCMOTPEHO  y4acTHe B HCCIEAOBAHUU
HECOBEPIICHHOJIETHUX, KOTOPhIE MOTYT IOHSTH CMBICI IPOUCXOSIIErO U JIaTh CBOE COTJIaCHE Ha
ydactue B uccienopannu, MHDopMannoHHBI THCTOK W (opMa WHPOPMUPOBAHHOTO COTJIACHS
JOJDKHBI OBITh HAIMCaHbl B MOHSITHOW/IOCTYITHOW JIi HECOBEPIICHHOJETHUX (hopMe, KOTOPYIO
OH/OHa COOCTBEHHOPYYHO TOJIUCHIBAIOT M JATUPYIOT B JIOMOJHEHUE K MOJNHCH MX 3aKOHHOTO
npencraButenss. i KakIOW BO3pacTHOW TpymIbl  (IETH, TOAPOCTKH) JOJDKHBI  OBITh
MPEIYyCMOTPEHBI  OTACNIbHbIE HWH(DOPMAIIMOHHBIC JIMCTKH COOTBETCTBEHHO  BO3MOXKHOCTSIM
BocnpusTHs. HGOpMAIIMOHHBIHN JTMCTOK U HHPOPMHUPOBAHHOE COTIIACHE VIS POJIUTEINCH/ONEKYHOB
JOJDKHO COJIepKaTh Ty e MH(POpPMaluio, HO Ha 0ojee NMPOJBMHYTOM YPOBHE JOCTYITHOM JJIst
MMOHUMAaHHSI HENPOPECCHOHATIOM.

OneHuBasi 10CTaTOYHOCTh, MOJIHOTY, SICHOCTh, YETKOCTh M 3TUYHOCTh MH(OPMALUHU, KOTOpAs
JOJKHA OBITh JOBEJEHA JIO CBEACHUS CYObEKTa HCCIE[OBaHUs, JHUOO €ro 3akOHHOI'O
npeicTaBuTeNiss B OUCbMeHHOW  Qopme  “Undopmammm mist  manmeHTa C  GopMoi
MH(GOPMHUPOBAHHOIO COIJIACUS”’, AHAIM3UPYIOTCSA CIEAYIOIIME pa3/ieibl, KOTOpbIE JOJIKHBI
IIPUCYTCTBOBATh B JAHHOM JIOKYMEHTE:

e Ha3BaHUE HccIeloBaHUS (MOJIHOE HA3BaHHWE MPOTOKOJIA, €ro HOMEp), HOMEp WM JaTy
BepcuH HH(POPMAIIMH TS MTaIeHTA;

¢ Ha3BaHHWC KOMIIAHHH-CIIOHCOPA UCCIICAOBAHUA,

® [CJIb MU 3aJa4u HCCICOOBAHUA, 00BeM HCCIICAOBaHUA ()KCJ'IaTeJ'IBHO Y¥Ka3aTb B KaKuX
CTpaHaxX, B KaKUX ILCHTpaAx B Poccun ono 6y,[[€T IMPOBOAUTHCA, CKOJIBKO HCIIBITYCMBIX
IUIaHUPYETCA BKIIOYUTL U T.H.), Cro Npoao0JLKUTCIbHOCTD,

¢ XApPaKTCPUCTHUKA UCCIICAYEMOT'O JICKAPCTBCHHOI'O IIpCIIapaTa UJIu TCXHOJIOTUH;

L4 O6H_[erI/IHSITBIC BUJBI JICKAPCTBCHHOI'O UJIM HEMECAUKAMCHTO3HOT'O JICUCHUSA, KOTOPBIC MOT'YT
OBITh Ha3HAYCHBI Y49aCTHUKAaM UCCIICAOBAHUS, 4 TAKIKC UX ITOTCHIUAJIbHBIC I10JIb3a U PUCK;

e ONuCaHWE JW3ailHA HCCIEN0BAHMS, BEPOSITHOCTh IIOMAJAHUS B OJHY U3 TPYNI
HCCIIEIOBaHMs, B TOM YHUCIIE U TPYMITY IJ1anedo;

® 00BEKTUBHO OoXXngacmad 1oJjib3a Uil YdaCTHHUKA UCCIICAOBAHU A,

e 00BEKTUBHO NpeJICKa3yeMblil pUCK KaK JUIsl y4aCTHUKA MCCIeI0BaHUsA, TaK U JJIS TUI0/1a WK
IpyJHOro peOeHKa; HeynoOCcTBa W JONOJIHUTEIbHAs HArpy3ka II0 CPaBHEHUIO C
TpaaUIIMOHHOM Tepanuel (Hanpumep, 3a cYeT JONOJHUTEIbHBIX METOI0B 00CIIeI0BaHNs),

e 00S3aHHOCTHU nanueHTa B XO0J€ HCCIICA0OBAHUA, HeO6X0)II/IMOCTB OTKa3a OT HCIIOJIb30BaHUs
APYTUux JICKAPCTBCHHBIX CPEACTB, ONPEACTICHHBIX MPOAYKTOB IUTAHUA U IIP.

® MpOLEAYPHI UCCIIEIOBAHUS, BKJIIOYasi HHBA3UBHbIE METOMBI (U1 KIMHUYECKUX
uccnenoBanuii). B nndopmanuu s nanueHTa HabIIOAATENbHBIX HCCIEIOBAHUAX JTOJIKHO
OBITH OTPA’KEHO, YTO MPOLIEAYypaMH UCCIIET0BaHUS ABISIOTCSA cOOp, 00paboTKa U XpaHEeHHE
MEPCOHAIBHBIX JAHHBIX

e 0053aHHOCTH Y4aCTHHKA HCCIICTIOBAHNUS;

e o0ecrieueHue HGO6XO,Z[I/IMOFO JICYCHUA B ClIy4dac IPCKpallCHUA Yy4YaCcTUd B HCCICAOBAHHUU
HJIM B CJIy4Jac 3aBCPUICHUA UCCIICAOBAHM,

® KOMIICHCaluAa u/unu JICUCHUC, HA KOTOPLIC JIMIO, Y4YaCTBYIOLICC B HCCICAOBAHWUH, WU
ManueHT, MOXCT PpaCCYUTHIBATL B CJIy4aC HAHCCCHHUA BpClda C€ro 3O0POBBIO B XOIC
HUCCICOOBAaHUA,

¢ O IUIAHUPYCMBIX pacxoJaxX YYaCTHHKA KIHMHUYCCKOr0 MUCCICIOBAaHUA, CCJIU TaKOBBIC
OXHNIAIOTCs, CBA3aHHBIC C €T'0 YUaCTUEM B KIIMHUYCCKOM HCCIICJOBAHUHU
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MOPSAOK OOecreueHus] MalMeHTa MEIUIIMHCKONW MOMOIIBIO MM MOKPBITUS PacXoJ0B Ha
TaKOBYIO B Clly4ae HaHeCeHUs yiiepOa 3/J0pOBbIO MAIMEHTA B XO/1€ UCCIIEI0BaHUs. Y CIIOBUS
o0ecrieyeHus MaueHTa MEJIUIUHCKON moMoIblo. MHpopManus 0 CTpaxOBaHUH 3710POBbS
HalMEeHTa UK 00 UHBIX FAPaHTUSX;

3adABJICHUC O TOM, YTO KIIMHHUYCCKOC HUCCIICAOBAHHUC HOCHUT BKCHepHMeHTaJILHLIfI XapakTep,
y4aCTuC B UCCICAOBAHUU ABJIACTCA I[O6pOBOJIbeIM, " JIMO, IMoABEpracMoc NCCICI0BaHUIO,
MOJKET B JIIOOOM MOMEHT OTKAa3aThCS OT yY4acCTHA B UCCIICAOBAHUN WA BBIOBITH U3 HETO 0€3
KaKux-1100 CaHKLII/Iﬁ HJIKM YIICMJICHUA CTO IIPpaB HAa APYruc BUALI JICUHCHUSA

3asBIIEHUE O TOM, UTO HccleaoBarenu, ayautopbl, KEMD u perynstopHbsie opraibsl mojaydar
HEMOCPEACTBEHHBIN NTOCTyN K HMH(OpMAlMM B NEPBUYHON MEIUIIMHCKOW AOKYMEHTAIMH
UCIBITYEMOTO B 00BEME, OINPEICICHHOM COOTBETCTBYIOIIMMH 3aKOHAMH U T10JI3aKOHHBIMHU
aKTaMu, 7151 IPOBEPKU MPOIIeAyp /WU TaHHBIX KIMHUYECKOTO UCCIIEIOBaHMs, HE HapyIIas
MIPU 3TOM aHOHUMHOCTh €T0 yYaCTHUKOB;

3as4ABJICHUC O TOM, YTO CBCACHHMHA, I/II[CHTI/I(i)I/ILII/IPYIOH_II/Ie JIJMYHOCTD JIMa, MOABCPraromierocsa
HUCIIBITAHHUIO HJIM HCCICAO0BAHUIO, 6y,Z[YT COXpaHsiATbL B TallHE H MOT'YyT OBITh PAaCKPLIThI
TOJIBKO B IIpCaciiax, YCTAHOBJICHHBIX COOTBCTCTBYIOIIIMMHA 3aKOHAMU W/Mnu IIOA3aKOHHBIMU
dKTaMu; IIpH HY6J'II/IKaI_[I/II/I PE3YyJIbTATOB HCCICAOBAaHNUA AHOHUMHOCTB TAKOI'0 JIMLA 6y,Z[CT
COXpaHCHA,

3as4ABJICHHUC O TOM, 4YTO I/ICHLITyeMHﬁ WIM €ro 3aKOHHLIN npeaACTaBUTCIIb 6y,ZLYT
CBOCBPCMCHHO O3HAKOMJICHBI C HOBBIMU CBCACHHUAMHU, KOTOPBIC MOI'YT IMHOBJUATH Ha
JKCJIAHUEC UCIIBITYEMOI'O MPOJOJIKUTh YI4aCTHE B UCCIICIOBAHNHU,

3asBJICHUC O TOM, UTO MAOUCHT UMCCT IIPaBO l'IOTpe6OBaTB YAQAIUTDB €T0 JIMYHBIC JAHHBIC

azpeca u TCJ'IC(I)OHBI Jii1l, K KOTOPBIM MOKHO O6paTI/ITLCH AJI TIOJIYYCHUA JIOTIOTHUTEIIbHON
I/IH(i)OpMaIII/II/I 00 HUCCICAOBAHMU MW TIIpaBax HCIBITYEMOI'o, a TaKXE CIHCHUAINCTOB, C
KOTOPbBIMU I/ICHBITyeMHﬁ MOZKET CBA3AThCA B CJIYUa€ HAHCCCHUA BpCJa €ro 3JOPOBbIO B XO1€
HCCICOOBAHUA,

YCJ'[OBI/IX, HpI/I KOTOpI)IX yqaCTI/IC I/ICHI)ITyeMOFO B UCCJIICAOBAHUN MOXET 6I)ITI) HperameHo
0e3 ero coriacus;

pa3sMep M MOPSAJOK OCYIIECTBIICHHs BBIIUIAT YYAaCTHUKAM KIMHUYECKOTO HCCIEAOBAHUSA C
LEbI0 BBISBICHHUS HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH YYACTHUKOB KIMHUYECKOTO
WCCIICZIOBAHMS WJIM TPUHYXKACHUS UX K Y4YacTHIO B KIMHUYECKOM HCCIEIOBaHMM (JUIs
KJIIMHUYECKUX MCCIIEIOBAHUM).

JIisi MTHUIIMATUBHBIX HAOMIOJATeNbHBIX MCCIeNOBAaHUMN, TPOBOAUMBIX coTpyaHukamu HUU
kapauosiorun THUMIL Poccuiickoil akagemun Hayk B pamkax HUP, nuccepraimoHHBIX
paboT | T.J1 BO3SMOXKHO MCIIOJIb30BaHUE €IMHOTO MH(POPMAIIMOHHOTO JIMCTA /IS MalMeHTa U
¢dbopMbI HHPOPMHUPOBAHHOTO coracus, ogoopenHoro KbMD.

IIpusaosiceHue 9. 3aa6s1eHuUe 0 coomeemcmaeuu cucmem o6pa6omku
OAHHBIX

[Ipeacenarento KEM3D HUUK
Tomckoro HUMI]
®danvkoBckoii A TO.
acTiupaHTa/COMCKaTENs/UCCIIeI0BATEIS
HNBanosa MBana MBaHoBnua
3ASBJIEHUE
I'my6oxoyBaskaemas Ania FOpbeBHa!l
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Bce cuctembl 35eKTpoHHON OOpaOOTKM JaHHBIX COOTBETCTBYIOT TpeOOBaHHSIM K IOJHOTE,
TOYHOCTH Y HAJIGKHOCTHU JAHHBIX, & TAKXKE CTA0OMIBHOCTH TOCTHKEHUS TPEOYEMOTro pe3yibTara;

YreepxaeHsl COIlbI BCTIONBb30BaHUS AIEKTPOHHBIX CHCTEM 00paOOTKH JTaHHBIX

Pabora »1eKTpOHHBIX CHUCTEM obOecrieueHa Tak, YTOOBbl MPHU W3MEHEHWW BBEIACHHBIX JAaHHBIX
BHOCHMBIE U3MEHEHUS JOKYMEHTHPYIOTCS, a paHee BBEICHHbBIC JaHHBIC HE YIAISIOTCS.
ObecrieyeHa cucTeMa 3alIWTHl JAHHBIX KIMHUYECKOTO WCCIEAOBAHUS, MPEIOTBPAIIArOIIas
HECAaHKIIMOHUPOBAHHBIA JOCTYN K JaHHBIM, YTBEP)KJCH CIHMCOK JIMI[, MMCKOIIMX JIOCTYI K
JAHHBIM KJIIMHMUYECKOTO HUCCJIEIOBAHMS C MPABOM BHECEHHUS B HUX M3MEHEHUU M PE3EPBHOTO
KOIMPOBAHUS JIAHHBIX.

[ara MOJIMTUCH
PykoBoaurens -
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