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[lpeagucnoBue

Llenn n npuHuunel ctaHaapTusauum B Poccumnckon ®egepaunm yctaHoBneHbl PeagepanbHbIM 3aKOHOM
oT 27 aekabpa 2002 r. Ne 184—P3 «O TexHUYEeCKOM perynmpoBaHum», a npasuna npUMeHeHns HauuoHarb-
HbiX cTaHgapToB Poccunckon Pegepaunmn — NrOCT P 1.0—2004 «CtaHpgapTunsauuns B Poccumnckon Pegepa-
L. OCHOBHbIE MONOXKEHUA»

CBeaeHUA o cTaHpapTe

1 NMOArOTOBJIEH 3akpbiTeiM akuoHepHbIM oblecTsoM «MeanuTecT» Ha OCHOBE ayTEHTUYHOIO nepe-
BOoAa cTaHOapTa, yKa3aHHOro B NnyHKTe 4

2 BHECEH TexHuyeckum kommuteTomM no ctaHgapTtusaumm TK 436 «YnpaBneHne Ka4eCTBOM U COOTBE-
TCTBYIOLWME acnekThbl 4nd MeauuMHCKUX U3genmm»

3 YTBEP>XOEH W BBEAEH B AEVCTBWE Mpukazom deaepansHoro areHTcTea no TEXHUYECKOMY pe-
r'yNnUpoBaHuio N metponorim ot 25 aekabps 2008 r. Ne 667-cT

4 HacTtodawun ctaHgapT uaeHTudeH mexayHapogHomy ctaHgapty NCO 14155-1:2003 «PykoBoacTBO
Mo NPOBEASHUO KIMUHUYECKUX WUCNbITaHUA MeanunHcknx msgenumi. Yacte 1. Obuwme TpeboBaHus» (ISO
14155-1:2003 «Clinical investigation of medical devices for human subjects — Part 1: General requirements»).

[Tpy NpUMeHeHN HacToALLEro cTaHaapTa peKkoMeHayeTCA UCNONb30BaTb BMECTO CChINTOYHbBIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHanNbHble cTaHgapTel Poccumnckon ®egepauun, ceegeHnsa o
KOTOPLIX NpUBeAeHbl B ACNONHUATENBHOM NpunoXeHun D

5 BBEAEH BI'NEPBbIE

VIHpopmMayust 0b UIMEHEHUSAX K HacmosaweMy cmaHoapmy rnybrukyemcsi 8 eXxe200H0 u3dasaeMoM UH-
bopMallUoOHHOM yKazamerne «HaluuoHaneHbIe cmaHoapmkei», @ mekcm U3MeHeHUU U rorpasoKk — 8 eXeMe-
CAYHO U30asaeMbix UHQOpMaUUOHHbIX YKalamernsax «HayuoHanbHbie cmaHOapmbi». B criydae rnepecmompa
(3aMeHbl) Ui OMMeEHbLI Hacmosuwje20 cmaHoapma coomseemcemeyrouiee yeseoomMmrieHue byoem ornybriukoeaHo
8 eXkeMeCsI4YHO U30asaeMoM UHpopMallUOHHOM yKa3zamerne «HayuoHaneHbeie cmaHOapmebi». Coomeemecmay-
roujast UHopmMauus, yeeoOoMIIeHUE U meKcmbl pasMelaromcs makxe 8 UHopMayUuoHHOU cucmeme obuiez2o
rof1b308aHUsT — Ha ouyuansHOM caume PedepallbHO20 azeHmemaea rno mexHU4YeCKoMy peaynupogaHuro U
Mempornozauu 8 cemu MIHmepHem

© CTtaHgapTuHdpopm, 2009

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

MexayHapoaHeld ctaHaapT NCO 14155-1:2003 paspaboTtaH TexHudeckum komutetom UCO/TK 194
«bnonornveckas oueHka MeauuUUHCKUX U3gennny.

HacToqawunn ctaHaapT sIBNAeTCH NepBon YacTeio MexayHapoagHoro ctaHgapta MCO 14155 nog obwmm
HasBaHWeM «PykoBOACTBO MO NpoBeAeHUo KMUHUYECKUX UCTIBITAHUA MegUUUHCKUX N3aenniny:

- yactb 1 «ObLwue TpeboBaHUAY;

- vyacTb 2 «l1naHnpoBaHue KNMMHUYECKUX UCTbITaHUNY .

NCO 14155-1 npegHasHadeH Ang MexgyHapoaHoro npuMeHeHna ¢ Lenbto nnaHMpoBaHUa U npoeseae-
HUA KIMMHUYECKUX UCTBbITAaHU MeaULMHCKUX M3aenni, a Takke Ansl BbINONHEHUS TeEXHUYEeCKNX TpeboBaHUN
PasMMYHbIX HaUMOHalbHbIX, PperMoHanbHbIX U MeXayHapoaHbIX HOPMaTUBHBIX OOKYMEHTOB.

[TOCKONbKY OENCTBYOLWNE HOPpMAaTUBHLIE TpeboBaHNA B pa3HbIX CTpaHaxX sIBAATCA pasnMYHbIMU, HaLUU-
OHanbHble OCOBEHHOCTUN 3TUX TPpeboBaHUN UCKTOYEHBbI U3 obnacTu npumeHeHnsa NMCO 14155-1. 3Tn ocobeH-
HOCTW ABNAOTCH YacTblo HALMOHAalbHbBIX UM PerMoHanbHbIX HOPMAaTUBHBLIX TpeboBaHUN.

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

PYKOBOACTBO NO NPOBEAEHUIO KMTMHUYECKUX UCTMbITAHUW
MEOULUMHCKUX USOENUN

YUacTthb 1

Ob6uwue TpeboBaHuA

Clinical investigation of medical devices for human subjects.
Part 1. General requirements

[lata BBegeHnsa — 2009—09—01

1 Ob6nacTtb NpUMeHeHus

HacTosilwuin ctaHaapT ycTaHaBNMBaeT npoueaypbl opraHmsaunum 1 npoBeaeHns KNUMHUYECKUX UCnbiTa-
HUA MeOQULMHCKUX U3aennn, a Takke obwmne TpedoBaHug K:

- 3awuTe cybbekToB KIMUHUYECKUX UCTIBITaHWUN;

- obecnevyeHnto Hay4HO 0BOCHOBAHHOIO NPoBeAEHUSA KITMHNYECKUX UCMBITAHUNA;

- OKasaHWo NoOMOoLLM opraHnsaTopam, HabngaTensim, uccnegoBaTtensiM, KOMUTeTam Nno 3TUKE, YNOTHO-
MOYEHHBIM OpraHam 1 opraHam, BbIMOSTHSALWM OLEHKY COOTBETCTBUSA MEQULMHCKUX U3eNnN.

Hactodawn1 ctaHgapT:

a) ycTaHaBnMBaeT TpeboBaHMUSA K NPOBEAEHUNIO KITUHNYECKNX UCTIbITAHUA, @ UMEHHO K onpeaeneHuto Knmn-
HUYecKon 3PP EKTUBHOCTU MeANLIMHCKOTO N3AeNns B Xo4e KMMHUYECKUX UCMBITaHUA, UMUTUPYIOLLKUX MPUMEHEe-
HMAe OaHHOro u3genna B LUMPOKOW MeOULMHCKOW NPpaKkKTUKe, K BbIABMEHUIO HeXenaTerbHbIX coObITUIA Nnpwn
OObIYHBLIX YCIMOBUAX MPUMEHEHUSI U K OUEHKEe ACMNYCTUMOCTU PUCKOB, CBSI3@HHBLIX C MNpegHasHavYeHHbIM
NMPUMEeHeHUeM MeauLHCKOro n3aenns;

b) ycTaHaBnunBaeTt TpeboBaHMA K opraHusaunn, NPoBeAeHU0, MOHUTOPUHTY, COOPY AaHHBIX U AOKYMEH-
TUPOBAHWUIO KITUHUYECKUX UCTIbITAaHWUA MeaQULIMHCKOro U3aenus;

C) NPUMEHSIETCS KO BCEM KIMUHUYECKUM UCTIbITAHUAM MeOULUUHCKUX N3Oennii, KNMHUYecKkyto addeKTmnB-
HOCTb 1 BE30MNacHOCTb KOTOPLIX OLIEHMBAIOT C ydacTUeEM NI0AEN B Ka4eCTBE CYOBEKTOB KITMHUYECKNX UCTbITAHUNA.

HacTodawmnn ctaHaapT He NPUMEeHSeTes K MeaULUHCKUM n3aenusam ansg aguarHocTukuy in vitro.

2 HopMaTuBHbIE CCbINKN

B HacTodwWweM cTaHaapTe UCNONb30oBaHbI HOPMaTUBHEIE CChINKKM Ha cregyrolne ctaHgapThl:

NMCO 14155-2:2003 PykoBoacTBo No npoBeAeHU0 KIMMHUYECKUX UCNbITaHUA MeOQULUUHCKUX U3gernun.
Hactb 2. NnaHuposaHue knuHuM4deckux ucnbitaHun (ISO 14155-2:2003 «Clinical Iinvestigation of medical
devices for human subjects — Part 2: Clinical investigation plans»)

3 TepMUHbI N onpeaeneHns

B HacTodweM cTaHOapTe NPUMEHSAIOT cneayllme TepMUHbl C COOTBETCTBYOLWUMUK onpeaeneHUAMU:

3.1 HeXenaTenbHoe Bo3geUucTBUe nsnenua (adverse device effect): Jliobaga HebnaronpusatHaa 1 He-
npedycMoTpeHHasa peakunsa Ha MeguunHCKoe nsgenue.

[TpumMmevyaHmns

1 danHoe onpeageneHue BrtovaeT B cebs noboe cobbiTne, siBNsAoWeecs pe3ynbTaToM HEQOCTATKOB UINN HECOOT-

BETCTBUW, AONYLWEHHbBIX B MHCTPYKUUAX NO IKCNNnyatauum v npm Ncnonb3oBaHMmM MeANLUMHCKOIo n3genus.
2 [HanHoe onpegeneHne BKoYaeT B ceba noboe cobbiTue, SBNAIWEECH Pe3ynbTaToM OWKNBKN Nonb3oBaTens.

U3pgaHne odbvumanbHoe
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3.2 HexenatenbHoe cobbITUe (adverse event): Jllobon HebnaronpPUsATHLIN MEAULNHCKAA CnyYain, Npo-
M3oLWWeaLlNIA C KOHKPETHBIM CYOBEKTOM KITMHNUYECKUX UCMBITaHWUA.

[1TpwnmeyaHnune—[anHHoe onpeaeneHne He npeanonaraet 0os3aTeNnbHON B3aMMOCBSA3N MEXAy HeXenartenb-
HbIM CODBITUEM U UCTIBITYEMbBIM MEAVULUMHCKUM U3OENNEM.

3.3 uHanBupyanbHaa peructpaunoHHasa kapta (CRF) (case record form): [lokymeHT, npeaHa3Ha4veH-
HbIW ANA BHECeHUA Bcel NpeaycMOoTReHHOM NaHOM KIMHUYeCKMNX UCNbITaHUA KU noaneXallen nepengadve opra-
H3aTOPY UCNbITaHUA UHOPMaLMK NO KaXXAoMY CYOBbEeKTY KIMUHUYECKUX NCMbITaHWUNA.

3.4 KNUHUYeCKMe wuUcnbiTaHua/uccnenoBaHuAa (panee — KNUHUYeCKUe uUcnbITaHuAa) (clinical
investigation): Iltoboe paspaboTaHHOe 1 3annaHUpoBaHHOE cUCTeMaTU4eckoe UccnegoBaHme ¢ ydactuem ve-
NIoOBeKa B Ka4yecCcTBe cybbekTa, npeanpuHAToe AN OLeHKN 6e30nacHOCTU U/UNn KINMHNYeCKoU 3 peKTUBHOCTH
KOHKPEeTHOro MeanuMHCKOro nsaenus.

3.5 NnaH KIMUHU4YEeCKUX UcnbITaHUM/UccnepgoBaHU (Aanee — nNNaH KNMUHUYECKUX UCNbITaAHUK)
(CIP) (clinical investigation plan): dokymeHT, ycTaHaBnMBaowWwn 000CHOBaHWe, Lenun, An3anH 1 npeanarae-
MbIM aHanns, MeTogonornuo, MOHUTOPWUHT, BeAeHUe U XpaHeHne 3anncen KIMHUYECKUX UCNbITaHUN.

[TpymMmeyaHune— TepMUH «NPOTOKONM» YAaCTO UCMONb3YIOT KAK CUHOHUM TEPMUHA «MNAaH KIMUMHUYECKUX UCMbITa-
HU» . OOHAKO TEPMUH «NPOTOKOMN» UMEET MHOIO APYIMX 3HAYEHUN, N HEKOTOPbLIE U3 HUX HE CBSA3AaHbI C KITMHUYECKUMU UC-
NbITAHUSIMU, K TOMY XE& 3HA4YeHUs AAaHHOr0 TEPMMHA MOryT ObiTb Pa3NMYHbIMU B PA3HbIX CTpaHax, NMo3TOMy €ro He
MCNONb3YIOT B HACTOALWEM CTaHAAapTe.

3.0 KNMUHUYECKUU UccnepoBaTenb/UcnbiTatenb (Aanee — uccnepoBarenb) (clinical investigator):
dusnyeckoe UNM rpmandeckoe nNULUO, OTBETCTBEHHOE 3a NpoBedeHUe KIMHUYECKUX UCNBbITaHUK, a Takke 3a
300POBbEe CYOBLEKTOB KITMHUYECKNX UCMBITAHNA.

[ PUMEYAHWE— He3aBMCUMO OT TOrO, 6y,EI,ET JIN 3TO OTBETCTBEHHOCTD CbH3M‘-IECI{OFO I KpnanyeCcKkoro Jinua,
OHa MOXeT bObITb oripegeriedHa B HaunoOHallbHOM 3aKOHOAATEIIbCTBE.

3.7 Opowwpa Ana uccnepoBartensa/ucnbiTatena (panee — Gpowwpa pna uccnepoBatens)
(clinical investigator’'s brochure): CeogHoe nsnoxeHue KNMHUYECKoN U HEKNUHUYECKOU MHpopMaL M 06 UCMbI-
TYeMOM MeaULUNHCKOM N3aenuun, 3Ha4umon ans KNMHNYeCKUX NCMblTaHWUA AaHHOro M3genua ¢ y4acTuem 4yeno-
BEKa B KayecTBe cybbeKTa.

3.8 KnuHuU4Yeckana ahd¢geKTUBHOCTD (clinical performance): XapakTtepUCTUKN KOHKPeTHOro mMeguLmH-
CKOro nsgenusa n/unn ero PyHKUMOHMpOBaHWE B COOTBETCTBMM C HA3HAYEHUEM NPpK NPaBUNBHOM NPUMEHEHNN
K Haanexawmm obpasom oTobpaHHbIM CybbekTamMm KIMUMHUYECKUX UCMBITaHUN.

3.9 KoopauHaTop KNMMHUYECKUX UCNbITaHUU/UccneaoBaHUN (Aanee — KoopAauHaTtop) (coordina-
ting clinical investigator): UccneaoBaTtenb, Ha3Ha4YeHHbIW OpPraHnM3aTopoM ANs KoopanHaunm paboTel MpK Npo-
BeAEHUN MHOTOLEHTPOBBLIX KITMHUYECKNX UCTBITAHMIA.

3.10 komuteT no 3aTuke (ethics committee): HezaBucumbln opraH, cdbnagaroinin HeobXoAUMON KOMNe-
TEeHUMEeN N UMeoLLMIA HaaneXallyo CTPYKTYPY, KOTOpbl obecnevmBaeT 3aluTty 6e30nacHOCTU, 300POBbSA U
MnpaB cyObeKTOB KIMMHUYECKUX NCTLITAHUNA.

[MpumeyaHnne—B HacToswemM cTaHaapTe TEPMUH «KKOMUTET MO 3TUKE» ABNAETCH CUHOHUMOM TEPMUHA KO-
MUTET MO 3TUKE UCMBbITAHUW» UITN «IKCMEPTHLIN COBET yUupexaeHusa». HopmaTtuBHbie NnpaBoBbie TPEeDOBaHUSA, UMEDLME OT-
HOLLEHNE K KOMUTETAaM MO 3TUKE UMK aHANOM4YHbIM OPraHmn3aumsim, MOryT ObiTb pa3nmMyHbIMU B Pa3HbIX CTPaHax.

3.11 3aknwuuTenbHbIN oTUeT (final report): JokymeHT, cogepxallmn onucaHue, pesynbtaThl U OLLEHKY
KIMUHUYECKMX UCNbITAHWA NOCNe UX 3aBepLUEHUS.

3.12 nHdopMmupoBaHHoe cornacue (informed consent): Mimeloulee 3aKOHHYIO CUNY AOKYMEHTUPOBAH-
Hoe noaTBepXaeHne CyobeKTOM KIMMHUYECKNX UCMbITAHMA (Er0 ONEKYHOM UMK MHBIM 3aKOHHbLIM NnpeacTaBuTe-
nem) 4oOPOBONLHOINO COrnacusa Ha ydactue B KNMHUYECKUX UCTIbITAHUAX KOHKPETHOrO MeauLIMHCKOro U3aenms
nocne nonyvyeHunst Hgpopmauum 0do Bcex 3Ha4YUMbIX AN NPUHATUS pelleHnst acnekTax KNMHUYeCKUX UCnblTa-
HUN.

3.13 uccnepoBaTenbCKUA/UCNbITaTeNbHbIU  LUeHTP (panee — uccnenoBaTtenbCKUM  LEHTP)
(Investigation centre, investigation site): OpraHusauma unu MecTo, rge NPOBOAAT KINMMHUYECKUAE UCMbITaHUS.

3.14 MeguuuHcKoe uspenue (aanee — usgenue) (medical device): JItobOU MHCTPYMEHT, annapar,
1pNdOopP, YCTPOWUCTBO, NporpaMmmMmHoe cbecneyveHue (B TOM vYicne Heobxoaumoe Anst npuMeHeHnst MeanuuHCKO-
"0 U34enuda no HasHavdeHuo), matepuan Unm nHoe nsgenue, NpuMeHsaemMble No oTAeNbHOCTU UNU B coveTaHUK
Opyr ¢ ApyromMm n npegHasHavyeHHbIe U3roToBUTENEM ANs NPpUMEHEeHUA K YeNOBeKY C Lenblo:

- NpohnnNakTUKK, ANarHoCTUKK, HabnwoaeHus, nevyeHns Unn obnerdeHns 3aboneBaHun;
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- AMAarHoCTUKKW, HabnoaeHus, nevyeHnst, cbnerdyeHnUsa UnNm KoMneHcauum nocneacTsuin TpaBmMel NMHBO Ha-
pyeHna/yTpaTtbl PYHKLNUN;

- nccrnegoBaHUs, 3aMeLlleHns NN U3SMeHeHUs aHaTOMUYECKOro CTPOEHUSA N PU3NONOTMYECKUX NPo-
L1eCCOB;

- yrnpaBlieHWUs 3a4aTUEM, NMpn YCNOBUN, YTO ero oyHKLUOHaNbLHOEe BO3AENCTBUE Ha OpraHU3M YenoBeka
He peanusyeTcs 3a cueT apMakonorM4eckmx, MMMYHOIOTMYECKUX UM MeTabONUYECKNX CPEOCTB, HO MOXET
noaaepXmuBaTbCya TakUMKU cpeacTBaMM.

[MTpumMmevyaHne —TepMrMH «MeguUMHCKOe un3genve» oOblMHO onpeaenseTcs B HaUWOHanNbHOM 3akoHOAa-
TENbCTBE.

3.15 HabnwpaTtenb/MOoHUTOP (Aanee — HabnwAaatenb) (monitor): HasHayeHHOe oOpraHU3aToOPOM
NNLUO, B 00A3aHHOCTN KOTOPOrO BXOAAT KOHTPOb CODMoAeHUA ninaHa KNMUHUYECKUX UCTIbITaHUA U NpOoBepKa
NepBUYHLIX AaHHLIX.

MpumeyaHune—Habnogarenb Takke HECeT OTBETCTBEHHOCTb 3a MHPOPMUPOBAHUE opraHu3aTopa o xoae
KNMWHUYECKUX UCMbITaHU U 0 cobniogeHnn nccnegoBaTenaMm nnaHa KNnMHUYECKUX UCTbITaHUN.

3.10 MHoroueHTpoBble UcnbiTaHUA (Multicentre investigation): KnuHnyeckne mcnbiTaHU4a, KOTOpPbIE
NPOBOAATCA NO eAMHOMY NNaHy B ABYX UMMM HECKOJTbKUX UCCeaoBaTeNbCKUX LeHTpax.

3.17 pykoBoguTenb KNUHUYECKUX UCNbITAaHUN (Aanee — pykoBoautenb) (principal clinical
investigator): iccnegosaTenb, OTBETCTBEHHBIW 32 OpraHnsaumio KNMHUYECKUX UCNbITaHUA B OQHOM Uccneno-
BaTeJIbCKOM LIeHTpe.

3.18 cepbe3HOe HeXenartenbHoe BO34eUCTBUE Usgenua (serious adverse device effect): Hexxena-
TelnbHOe BO3AeUCTBUE U3aenuns, NocneacTBMEeM KOTOPOro ctano noboe cepbesHoe HexenarteslbHoe cobbiTue,
NN KOTOPOE MOrNo Obl NPUBECTU K TAKOMY CODBITUIC MPU OTCYTCTBUM HEODXOAMMOTO BMeLLaTeNbCTBa UM He-
COBEpLUEHN HaaneXxalwnx AencTBrUin, U nNpu meHee dnaronpUSTHLIX 0DCTOATENbCTBAX.

3.19 cepbe3Hoe HexenaTenbHoe cobbITUe (serious adverse event): HexxenatensHoe cobbITUE, KOTO-
poe:

a) NPUBENO K CMepPTH;

D) BbI3Bano cepbes3Hoe yxygleHue COCTOAHNSA 340POBbSA CYObeKkTa KITIMHUYECKUX UCNbITaHUA N NPpUBE-
N0 K:

- yrpoxaroLleMy XX13HN 3aboneBaHnio UNn TpaBME;

- CTOWKOMY HapyLUeHUIO CTPoeHUA NNt PYHKLMN OpraHn3ma;

- rocnuTanusaunm nnm nNpoaneHuno CPoKOB TeKyLLen rocnmTanusasnu,;

- MegULUUHCKOMY, B TOM 4YMCIie XUPYpruieckomMy BMeLlaTenbCTBY € Lenbiko npeaoTepalleHna CTOUKOro
HapyLleHUa CTPOeHUA U PYyHKLUN opraHn3ma;

C) BbI3BaNoO (PyHKUNOHaNbHbIE HApYLLUEeHNa y Nnoaa, ero rmbenb, BpoXX4eHHY aHOManu UM poaoByHo
TpaBMy.

3.20 nepBUYHbLIe gaHHbIle (source data): Bca nHgpopmauuna, KoTopas cogepXnTca B UCXOAHbIX N NOeH-
TUPULNPOBAHHLIX 3anMUCAX U NX 3aBepeHHbIX KONUAX, OnicbiBaoLlas pesynbTaThl KNMMHUYECKoro obcnenosa-
HUS 1 HabNaeHUA NN ApYyrMx BUOOB OAEATENBHOCTN U HeobxoamMmasa ANna BOCCO34aHUA Xxoaa KIMUHUYECKUX
MCNbITAHU N NX OUEHKN.

3.21 nepBUYHasa goKyMeHTauusa (source documents): icxoaHble AOKYMEHTBI, AaHHbIE N 3arnCH.

[TpuvmeyaHune—Illpumepamm MOryT CNyXUTb UCTOPUM DONE3HU UMK KapTbl aMmbynaTopHbIX DONbHbLIX, Pe3yIib-
TaTbl NabopaToOPHbLIX aHANMU3O0B, XXYPHAanbl BblAa4vn MegnKaMmeHTOB, X BEPUPMNLNPOBAHHbIE U 3aBEPEHHbIE KOMUK UNK Ay0-
NnyKaTbl, POTOHEraTuBbl, PEHTIEHOrPaMMbl, a8 TAKXKe 3annucu, XpaHsiLMeCcs B anteke, nabopatopusix u MeanKko-TEXHUYECKUX
oTAaenax, y4acTBYIOWMUX B KITMHUYECKNX UCMBbITAHUSIX.

3.22 opraHusatop/cnoHcop (panee — opraHusartop) (sponsor): PUMYeckoe WU rpuanyeckoe
NMLO, OTBETCTBEHHOE 3a MHULMMPOBaHUE WU/ NpoBeaeHne KINUHNYECKNX UCTIbITaHUIA.

[TpumevaHus
1 B KOHTEKCTe HACTOALWEro craHaapTa TEPMUHBbI «KOPraHn3aTop» U «MHULUMAaToOP» SABMNSATCH CUHOHUMaMM.

2 OpraHn3aTopom TakKe ABNAeTCA nccneaoBaTtenb, KOTOPbIM CAMOCTOATENbHO MHULMMPYET, NPOBOAUT KITMHUYEC-
KNE UCMbITAHUS N HECET 3a HUX MOJTHYI0 OTBETCTBEHHOCTD.

3.23 CYODBEeKT KIMUHUYEeCKUX UCNbITaHUM (panee — cyOBLeKT ucnbiTaHUn) (subject): dPusmndeckoe
NMNLQ, y4acTBYOLLEE B KIUHUYECKUX UCTIBITAHUAX B COCTaABE rpynnbl, B KOTOPON MPUMEHSIOT UCMLITYEMOE N3Je-
nne, nMbo B coCTaBe KOHTPOSIbHOW rpynnbl.
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4 QOO00oCHOBaHMe KNMMHUYECKUX ncnbiTaHn

[1na Bbibopa 1 060CcHOBaHMA ONTUMAaNbHOro An3anHa KNUHUYECKNX UCMbITaHU HeobXoaMMO NPOBECTU U
OOKYMEHTUPOBaTb 0OBbEKTUBHBIA aHann3 onyobrnmkoBaHHbIX U OOCTYMNHBLIX HEONMYONMKOBaHHbLIX MEANLIMHCKUX U
MPOYNX Hay4YHbIX JaHHBIX U MHOPMaLMN.

[TpnmedyaHwe— PykoBogcTBO Mo BbIMNONMHEHUIO aHANMU3a NUTeEPaTypPHbIX NCTOYHUKOB NPUBEOEHO B MPUITOXE-
H1UK A.

PelleHVe o0 npoBeaeHUN KITIMHUYECKUX NCMbITaHUA MeauLMHCKoro usgenua TpedyeT, cpeaun npo4ero, Ha-
nn4ma GnaronpUATHOrO COOTHOLLIEHUS MeXay npeanonaraeMomn rnonb3on oT KIMHUYECKUX UCMBbITaHUA KU OCTa-
TOUYHBIMU PUCKAMM.

[TpnmeyaHune—HononHUTenbHy NHPOpMmaumnto cm. B [1].

5 9™TnyeckKkme acneKkTbl

5.1 XenbCUHKCKada AgeKknapauuns

[Mpaea, 6e3onacHOCTb 1 Braronony4dne cyobekToB UCMbITaHUA O0MKHbI ObliTh 3aLLMLLEHBI B COOTBETCTBUU
C 3TUMECKMMU HOPMaMK, YCTaHOBMNEHHbIMU B XelTbCUHKCKON AeKknapauun, KoTopble crnegyeT NoHUMaTb, cobnto-
aaTb U NPUMEHATb Ha KaXkAoM 3Tane KIMHUYECKUX NCNBITaHUNA.

5.2 TpuHyXgeHue UNu HenpaBoOMepHoOe NooLlpeHUue

OpraHunsartop 1 nccnegosartenb(n) AoIKHbI U3beratb NPUHYXAEHNSA NN HEMPABOMEPHOTO MOOLPEHNS
cyOBbEeKTOB UCNbITaHWI, HabntogaTens, nccnegoBaTenen UM gpyrux CTOPOH, MPUHUMAaSLLIMX HeNocpeacTBEeH-
HOe UKW onocpeaoBaHHoOe yYacTue B KIUHUYECKUX UCTIbITaHUSAX.

5.3 KomneHcauua u gononHuTenbHaa MeauULUUMHCKasa NOMOLb

OpraHn3aTop ACMMKEH NpeayCcMOTPETb U AOKYMEHTUPOBATh BO3MELLEHNE, NofyvYaemoe cybbekTaMmm 1c-
NbITAHUN B Ka4YeCTBE KOMMNeHcaLUn B criydae NpuidnHeHUs Bpeaa Ux 340p0OBbI0 B pesynetaTte y4acTus B KITUHN-
YeckMxX ucnbiTaHMax. Cneayet Takke npeaycMoTpeTb U OOKYMEHTUPOBaTb AOrMOBOPEHHOCTbL 00 OKaszaHuu
OOMNOMHUTENbHOW MegULIMHCKOW NOMOLL CyObeKkTaM UCNbITaHUN, HEODXOOAUMOCTL B KOTOPOW MOXET BO3HUK-
HYTb B pe3ynbkraTe HexenaTtenbHOoro Bo3gencTesuga nsagenus.

[TpumedyaHune—VYkaszaHHble Mepbl MOryT ObiTb NPeaAMETOM PEryrIMPOBaHUSA HALUMOHANBbHOINO 3aKoHOAA-
TellbCTRBA.
54 OTBeTCTBEHHOCTDL

Bce cTOpOHbI, 3aHATLIE B NpoBeAeHUN KIMHUYE CKUX UCMNbITaHUN, A0TKHbI HECTU OTBETCTBEHHOCTL 3a CO-
onogeHne 3aTUYECKNUX acnekToB KIMHUYECKMX UCMbITAHUA B COOTBETCTBUNA CO CBOUMM (PYHKLIMSIMIA.

6 OOwme TpebOBaAHUA

6.1 HdoroBop

Heobxoanmo 3aKkmounTb A0roBop(bl) MEXOy OpraHn3aTopoM, UccrnegoBaTenem U Apyrmmm y4acTBYIOLLN-
MW CTOPOHaMW, onpeaensowmin{e) oba3aHHOCTU N OTBETCTBEHHOCTb KaXXaon n3 cTopoH. Jloboin aorosop Aon-
XeH ObITb 3aKnoueH B MMCbMeHHOW dhopMe U noannucaH y4acTBY LMY CTOPOHAMM.

6.2 KBanudukauyusn

Bce cTOpOHbI, y4acTByOLWME B NpoBeaeHNN KITMHUYECKNX UCTIbITaHWIA, OMKHbI UMETb He0BX0aMMYIo KBa-
nudurkaLunto, NoaKpeneHHyo COOTBETCTBYOLL MM obpasoBaHMeM U/ onbITOM paboThl.

6.3 lnaH KNUHUYECKUX UCNbLITAHUN
[1TnaH KNUHNYEeCKNX UCTbITaAHUA OOMmKeH bbiTb paspaboTtaH B cooTBeTcTBMM ¢ NCO 14155-2.

6.4 [dnszanH KNMHU4YECKUX UCMNbITAHUN

KnnHnyeckne ncnbliTaHns OoMMKHbI ObITh paspaboTaHbl Tak, YToObl OLEHUTL NPUroaHOCTL U3aenuda Ans
OOCTKeHUAa nocTaBneHHoU(bIX) uenu(en) 1 onpegenutb nonynauuo(n) nud, ans KoTopou(bixX) AaHHOe nsge-
nue npegHasHavyeHo, a Takke rapaHTUpoBaTh KIMMHUYECKYO 3HAYMMOCTb WU HayuHYlo 0OOCHOBAHHOCTL MNOMY-
YEeHHbIX pe3ynbTaToB C y4eTOM Lefie KIMUMHUYECKMX UCTIbITaHWUN.

6.5 KoHdbungeHunanbHOCTL

Ha BceM NpoTAKeHNN KITMHUYECKUX UCTBITaHUIM BCe y4acTBYOLLME CTOPOHBI 00s3aHbl cobntoaaTh KOHMK-
aeHumanbHocTb. Bce aaHHble OmMKHbBI ObITh 3aWMLEeHbl OT HECAHKLMOHUPOBAHHOMO AOCTYNA.

4



[OCT P UCO 14155-1—2008

[Tpn1 NOAroTOBKE OTYETOB U NyONUKaLIMK NHOObLIX AaHHbIX KMUMHUYECKUX UCNbITAHUA O0MmKHa ObITh obecne-
YeHa KOHpMaeHUManbHOCTb MHQOPMaLMK O KaXXO0M CcyObeKTe UCNbITaHUN.

Cnnckn MmeH cybbeKToB UCMBITAHNI U MOEHTUDULMPYIOLWYIO UX MHpopMaLUUio cneayeT, No BO3MOXKHOC-
TW, XPaHWUTb OTAENbHO OT MHAMBUAYAbHbBIX PErncTPaLMOHHBIX KapT.

6.6 Hayano KknuHn4Yecknx ncnbiTaHun

KnnHunyeckne UcnblTaHUA HavynMHaKT TONBKO NMPU HanM4nn cnegyrowmx AOKYMEHTOB!:
a) paspaboTaHHOro 1M NOANUCAHHOro NNnaHa KNUHUYECKUX UCNBbITaHUN;

D) 3akntoyeHna n/unm ogobpeHna KoMmuteTa(oB) NO 3TUKE;

C) paspelieHnsa nnn oaodbpeHns ynonHOMOYEHHBIX OpraHoB (MpKM HEeOOXOANMOCTN).

6.7 UHdbopMmupoBaHHoe cornacue

6.7.1 O6wue nonoxeHus
NHpopmMupoBaHHOE cornacue AomKHO ObITb NOMyYEeHO B MUCbMEHHON opMe U JOKYMEHTUPOBAHO Npe-
Xae, YemM cyobekT byaeT BKIIoYEH B KITMHUYECKNE UCMBITaHUA.

[Tpumeyanwmne—Popma MHPOPMUPOBAHHOIO cornacus 0bbIMHO COCTOUT U3 UHPOPMALIMOHHON YaCcTU U CO-
BCTBEHHO cornacusi/nucrta noanucen. ATy ABe 4Yactn MoryT bbiTb 06beMHEHBI B OAWH AOKYMEHT UMW NPeacTaBleHb! B
BUAe MHPOPMALNOHHOIO NNcTa nauneHta n popmbl MHHOPMUPOBAHHOIO COIMAacus.

6.7.2 lNpouecc nony4yeHUa UHHOPMUPOBAHHOIO cornacua

B npouecce nonyvyeHnUs MHPOPMUPOBAHHOIO cornacnus Heobxoanmo:

a) nsberatb NOOOrO NPUHYKAEHUNA UM HENPABOMEPHOMO NMOOLWPEHUS NOTEHLUMaNbLHOTo CybObeKkTa Ncnbl-
TaHWUI;

b) He npeHebperaTb UMK He co3gaBaTb BUAUMOCTU NpeHebpexXeHUs 3aKOHHbIMW NpaBamMy cybbekTa Uc-
NbITAHUA;

C) WUCNOMb30BaThb A3bIK, KOTOPLIN HE ABMNAETCHA TEXHUYECKUM U NOHATEH CYOBEKTY UCMBbITAHWUIA UNA €ro 3a-
KOHHOMY NpeacTaBUTENIO;

d) npegoctaBnsiTb CyObEKTY UCMLITAHUN AocTaTouHOE BpeMs ANs1 NPUHATUS pelleHunst 0b ydacTuu;

e) Nony4YnuTb JaTUPOBAHHYIO NMOANUCL cybbekTa UCMBITaHUI (MMM ero 3aKOHHOTo NPeacTaBUTENs) U UC-
criegoBaTens;

f) npegycmoTpeTh Npoueaypy nonyvyeHnst  A0KYMEHTUPOBaHUS MHOPMUPOBAHHOIO Cornacust B obCTo-
ATENbCTBAX, Koraa cybbekT UCNbITAHUW HE B COCTOSIHUM AaTb €ro CaMoCTOSITENbHO;

[Tpunmedanune— CybbekKT, KOTOPOro NNaHNPYIOT BKITIOYUTb B KITMHUYECKNE UCTNbITAHUS, MOXET ObITb HE CNOCO-
OeH NpuHMMaTb HeObXognMble peleHus (Nnod, HOBOPOXAEHHbIN, PEDEHOK, NOAPOCTOK, TSHXKENODBONMBHOW T HAXOAALLNI-
cA B Becco3HaTeNbHOM COCTOSIHUM YEeNIOBEK, MCUXUYeCcKkn DONbHOW, YMCTBEHHO HEMONHOUEHHbIN). [1pn Taknx obcTos-
TENbCTBAX MHPOPMUPOBAHHOE COrnacne Moxet DbITb MONYyYEHO TONBKO OT 3aKOHHOIO NpeacTaBuTenst CybbekTa UcnbiTa-
HUW;

g) NpedyCcMOTpPpETb NMOJTYHEHUE I/IHCbOpMI/IpOBaHHOFO cornacusl B nnaHe KMUMHUYEeCKUX UCMbITAHUMN.

6.7.3 UHdopMmauua, npegocraBnaemMas cyobekTy UCNbITaHUM ¢ Lenblo nony4vyeHua nHgpopMupo-
BaHHOIMo cornacua
[TucbMeHHasa nHopMaLna, U3NOXKEHHas B AOCTYNHOW Ansl cydbekTa UcnbiTaHUA (UM ero 3aKOHHOTro
npeactaBnTens) popmMe, A0MKHa codepXaTb, Kak MUHUMYM, cnegyrowne ceegeHns:
a) onucaHue/uernb KNMHUYeCKUX NCTbITaHUA:
- yKasaHue Ha aKkcnepumMmeHTanbHbIM XapakTep KIMMHUYeCKMX UCNbITaHUN;
- Uenb KNMUHUYeCcKnX NCnblTaHUNA;
- npeanonaraemMas npoaomMKUTENbHOCTb KIMUMHUYECKUX UCMNBITAHUA U y4acTUe B HUX CyObeKTa UCTIbI-

TaHWUI;
- ONMUcaHue UCNbITYeEMOro n3genus;
- onncaHue npoLueayp ¢ BblgeneHnem Tex U3 HUX, KOTopble SIBMAITCA aKCcnepuMeHTanbHbIMU;
D) NPOrHo3npyemble PUCKA:
- onucaHme BcexX NPOrHo3npyeMblX PUCKOB N HeyaobCTB (AN cybbekTa UCNbITaHNIA);
- BO3MOXXHble HexXenaTelbHble BO3OEeUCTBUA;
C) noTeHUManbHasa Nonb3a:
- OnncaHue NoTeHuManbHOW NoNb3bl AN cybbekTa UCNbITaHWUK;
- OnucaHue noTeHuManbHOM NoNb3bl ANg Apyrux nnu;
d) anbTepHaTUBHOE NeYveHme:
- MH(pOpMaLKUA O OOCTYMNHLIX anskTepHaTUBHBIX MeTodax NeYeHns U npoueaypax;
e) KOHpmnaeHUUanbHOCTb:
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- yKasaHue Ha TOo, YTO y4acTue cybbekTa B KIMHUYECKNX UCTIBITaHUAX ABNSeTcA KoHduaeHLanb-
HbIM

- yKasaHue Ha TOo, YTO CYObeKT UCMbITaHUW OaeT paspelleHnue npeactaBUuTensdam ynonHOMOYEHHbIX
OpraHoB U opraHmsaTopa Ha AOCTYN K erc MeauUMHCKAM 3arnncam;
- yKasaHue Ha To, 4TO npu nybnukaumm pesynsbratoB KIMUHUYECKUX UCTbITaHWUN NepcoHarnbHble AaH-
Hble cyObeKTa NCMbITaHUA HE PaCKPbIBAKOTCS;
f) komneHcauusa (MegmunHckas/ouHaHcoBas):
- MHdopMaLuua ob yCcnoBUsAX NpeaocTaBneHUs KOMNeHcaLum B cnyvae npuinHeHna Bpeaa 300poBbIo
B pe3ynbrare y4acTus B KIMTMHUYECKNX UCMbITAHUAX U AONONHUTENBHON MEANLIMHCKON NOMOLLIM CYOBLEKTY UCMbITa-
HMW B crnydae HeXenaTellbHOro BO3AeUCTBUSA U3OeNns;
- MHOpMaLKUda 0 PMHAHCOBOU KOMMNEHcaL M 3a y4acTue B KNMUHNYECKUX UCTIBITAHUSAX, eClU TaKoBad
npegnonaraeTcs;
g) BOMPOCHLl /NN npekpallueHne y4actust B KIMHUYECKUX UCTIbITAHUSIX:
- K KOMYy obpallaTtbcsi ¢ BonpocamMmum no KNUHUYECKUM UCMbITAHUAM;
- K KOMY obpallartbesi B cnyyae npudnHeHus Bpeaa 300poBbIo;
- eClnM1 NPUMEHUMO, ODCTOATENLCTBA, NPU KOTOPLIX y4acTue cyObeKkTa B KNUHUYECKMX UCNBITAHUAX
MOXET ObITb NpeKkpaLleHo nccrneaoBarenem;
h) HOBble gaHHbIE:
- YKasaHue Ha TO, YTO cyObeKTy UcnbiTaHM byayT npeaocTaBneHbl HOBbIE AaHHbIE, CMOCODHLIE NO-
BMUATb Ha ero XenaHue NpoaoiKNTb ydacTue B KNMUMHUYECKUX UCTIbITaHUAX.
6.7.4 lNonoxeHua UHPOPMUPOBAHHOIO cornacus
NHpopMUpoBaHHOEe cornacue, N3NnoXeHHoe B NMCbMeHHOW popMe, AOMKHO BKNoYaTh B cebd crneayio-
LMe NMOoNoXeHUs:
a) ydacTume cybbekTta UCnbITaHU ABNsieTCA 400POBONbHLIM;
b) OTKas oT ydacTuda He BneYeT 3a cOOOMN HUKaKUX CaHKLUMN B OTHOLUEHUN CyObeKTa UCTbITaHUN;
C) OTKas OT NPOoAoMKeHUs y4acTuA B KNMMHUYECKNX UCNBITAHUAX B NtoDOe BpeMsi He BNneYeT 3a coboun HK-
KaKnX CaHKLIMA B OTHOLUEHNN cyObeKTa UCNbITaAHUNA;
d) M3NOXeHne BO3MOXHLIX MOCNeacTBUU Bbixoaa U3 KIMUHUYECKMX UCNbITaHUN;
e) nogTeepXxaeHue nonyvyeHnUa MHpopmMaun, N3NoXXeHHoOU B MHOPpMaLMOHHOM NMCTe NauueHTa.
6.7.5 [NoroBop 06 MHchopMmupoBaHHOM cornacumn
[TognuceiBas opmy MHPOPMUPOBAHHOIC COrnacust, CyobeKkT UCMbITAHWUW UM ero 3aKOHHBIN NpeacTaBu-
Tenb AaeT cornacue Ha:
a) ydactue u cobnogeHue TpedoBaHNN KNMHNYECKNX UCMbITAHUN;
b) MHpopMMpoBaHMe Nnedallero Bpadva 0 CBOeM y4acTUM B KIMTMHUYECKUX UCNbITAHUAX UK 3aABNSAET O
Hecornacum Ha pasrnalleHue 3Ton MHopMaLUn;
C) WCNONb30BaHWE COOTBETCTBYIOLWMX NepcoHanbHbIX AaHHbLIX 44 uenen KNMMHUYeCKUX UCTIbITaHUN.

6.8 MNMpuoctaHOBKa UNU AOCPOYHOE NpeKpalleHne KNMHUYECKUX UCNbITaHUA

Ecnn KnnHU4eckne mUcnblTaHUA OOCPOYHO npekpalleHbl MY NMPUOCTaHOBMEHLI, TO OpraHM3aTop AOIMKeH
HesaMeanuUTeNsHO NponHgopMMpoBaTb 00 3TOM 1UccnegoBaTens{en)/nccnenoBaTtensCkMn LEHTP € YKasaHUeM
npudnHbl (NpudnH). OpraHnsaTop Unn nccnegoBartens/UccnenoBaTenbCKUN LIEHTP TakKe AOMKHbI He3aMeanum-
TeNbHO YBeOOMUTb KOMUTET MO 3TUKE U YKasaTb NPUYMHY(bl) 4OCPOYHOro npeKpalleHUs U npuocTaHOBKA KIN-
HUYeCKX UCNbITAHUN.

[TpnmeyaHune—B 3aBUCMMOCTM OT BUAA KITMHUYECKMX UCMbITAHUN MOXET BO3HUKHYTb HEODXOAMMOCTb B UH-
dhopMMPOBaAHUN YMIONTHOMOYEHHBIX OPraHOB U NeYvalmx Bpavyen cyObeKTOB NCNbITAHUN.

6.9 YnpaBneHue AOKyMeHTauuen U JaHHbLIMWU

Bce AoKyMeHThI M AaHHble crieayeT opopMNsiTb U XPaHUTb TakMM 0bpasom, YTobbl 0becneunTsb, HacKOb-
KO BO3MOXXHO, KOHTPOIMb U KOHUAEHUNANBHOCTb AOKYMEHTaLMMN N NepCcOHaNbHbIX AaHHBIX CYOBEKTOB UCTbITa-
HUN.

[na cbopa aaHHbIX 0 cybbekTax UCTbITaHUI, NPeayCMOTPEHHLIX NMaHOM KIMUHNYECKUX UCTbITaHWU, O0T-
XXHa ObITb paspaboTaHa nHaMBMaAyanbHasa permcTpaumMoHHast Kapra.

6.10 YyeT cyOBbEKTOB KITMHUYECKUX UCNBbITAHUN
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Bce CY6'beI(TbI, BKJIOMEHHbBIE B KITMHAYECKUNE UCTbITaHNA, 4 TAdKXe UCKJTIOYEeHHBIE N3 KITMHNYECKNX UCTbI-
TaHUN UM BbIDbLIBLUWE U3-N04 HAbNoAeHUs, noanexar yHety 1 permcrtpaliii.

6.11 HocTyn K AOKNMUHUYECKOU U KIMTUHNYECKOU UH(popMaLmu

Kaxkgbln uccneagoeatenb, NPUHUMAaOLWMA ydacTue B KIMHUYECKUX UCTIbITAHUAX, A0IMKEH UMEeTb AOCTYN K
3HA4YMMOWN ACKITUHNYECKOWN N UMEIOLLIEUCH KIMTMHUYECKOWN MHpoPpMaLLMA, B TOM Yncie MHdpopMaLnn, KacatoLlen-
ce besonacHocTW. Bea npegoctaBneHHasa nHdopmaumsa siBNaeTcd KoHpraeHUMnanbHoW.

Habntogartens AoMKeH MMeTb AOCTYN K NePBUYHOW AOKYMEHTaLUn 1 MHON nHdpropmMaumn, Heobxoanmou
nns obecneveHUa cobnogeHnsa nccnegoBatenem nnaHa KnMHUYeCcKUX UCrblTaHUMA U NPUMEeHUMbIX HOpMaT UB-
HbIX TPEeDOBaHUN, a TaKKe AN OLUEHKN Xoaa KIMMHUYECKUX UCTIbITaHWA.

6.12 Aygut

NccnegosaTtenb(n) AoKeH(Hbl) NpeaocTaBNATL BO3SMOXHOCTL ANA NpoBedeHUs ayauTta npoueayp Knu-
HUYECKNX UCNbITaHUMN.

7 JOoKyMmeHTauuA

7.1 O6WwuMe NnonoxeHuUA

[oKyMeHTbI, nepevncneHHble B 7.2 U 7.3, AOMKHbI ObITb NOAroTOBMEHLI A0 Havana KNnMHUYEeCKNX UCTbITa-
HUN. UHdopmaLms, npeaoctaBnsemMmast uccnegoBaTtento(siM), AomKHa ObITb AOKYMEHTUPOBAaHA.

7.2 bpolwwpa Ana uccnegoBarens

Bpolutopa anga nccneagoBatenst AoMmMKHa BKMoYaTh B ceba cneayowme 3anucu:

a) aHanus nuTepaTypHbIX NCTOYHUKOB N X OLIeHKY Ans o0OCHOBaHUA NpeaHasHa4YeHHOoro NpUMeHeHUs
n3genusa, a Takke gusanHa KnMHUYecKux UcnblTaHUN;

b) obulee onucaHne U3aennst U ero KOMMNOHEHTOB B COOTBETCTBUK co cTaHaapTom NCO 14155-2;

C) onncaHne MexaHnama AenCcTBUA N3OENUSA CO CChINTKaMMW Ha Hay4YHYHO NUTepaTypy, BKNoYvatoLlee B cebs
B HEOOXOAUMBIX CryvassX UHCTPYKLIUN M3FOTOBUTENS MO 3KCNNyaTauun N YCTaHOBKE (MOHTaXY);

d) onucaHue npeanonaraemoun KnnHu4Yeckon adpdpekTUBHOCTMU;

e) onucaHne MaTtepuanoB, U3 KOTOPbLIX U3roTOBNEHO U3genue;

f) aHanu3 1 oUeHKY AaHHbIX, NOMYYEHHBIX in Vitro W/nnu ex vivo, U/Unu in vivo, OTHOCSLLMXCA K N34enuto,
BKNtoYasi AOKNUHUYECKNE AaHHble, Takue KaK pesynbtathl OMonormyeckmnx UccrneaoBaHnin, HEKNMMHUYECKUX Na-
bopaTopHbIX UCccrneqoBaHiM M NOObLIX MCCNeaoBaHNN Ha XKUBOTHbBIX;

g) aHanus sHa4YMMoro KNMHUYEeCKoro onbita NPUMeHeHUA UCNBITYEMOTO U3aenust U Apyrix n3genuin ¢ no-
ONOOHBLIMU XapaKTepUCTUKAMU;

h) nepe4vyeHb CTaHOAPTOB, €CNU TaKOBble UMEKTCH, TPEDOBAHNAM KOTOPbLIX MNOMHOCTLIO UMM YaCTUYHO
COOTBETCTBYET U3aenue;

1) pesynbraTtbl aHanmsa PUCKOB.

B Opoluope ans nccnegoBarend cnegyet NpUBECTU OnncaHne BOSMOXHBIX PUCKOB, MPOTUBONOKa3aHUN,
Mep NpedoCTOPOXHOCTU AN U3genus U T. a.

B xoae KNMHUYeCKUX UCNbITaHWUI MO Mepe NoMyvYeHUs HOBOW BaXXKHOM MHGopMaLMn BpoLutopy ANnga nccne-
aoBaTens HeobxoaMmMo akTyanusnpoBaTh C NOCneayLen nepegaden ee nccnegoBartento(sam).

7.3 Opyrue OOKYMeHTbI

B dannax nccnegosatens W/mnu opraHmMsatopa AomKHbl ObiTb, KAk MUHUMYM, crieayrolme AOKYMEHTHI:
a) nnaH KIMMHNYECKNX UCTbITaHWUK;
b) akTyanbHas, nognucaHHasa U gaTMpoBaHHas, HayyvHasa aBTobuorpadusa KaXkaoro nccnegoBartens;
C) HasBaHue(s) opraHnsaunn(nii), B KOTOpPOWU(bIX) OyayT NPOBOAUTL KIMTMHUYECKNE UCTIbITAHUS;

d) s3akntodeHue u/unn ogobperHne (B NMCbMeHHON popmMe) KOMUTETA NO 3TUKE, a TaKKe COOTBETCTBYIO-
LLasa nepenncka;

e) nepenucka ¢ yrnonHOMOYEHHbBIMU OpraHamMy B COOTBETCTBUN C TPEDOBAHMSIMU HALIMOHANBLHOMO 3aK0-
HOOaTeNbLCTRA;

f) porosop(bl) Mexay pykoBoauTenem, KoopanHaTtopom 1 opraHM3aTopoM KIUMHUYECKUX UCTbITaHUWN;

g) COOTBETCTBYHOLLUME CTpaxoBble NMonuckl (ecnu npUMeHUMo);

h) MHOpMaLMOHHBLIA NUCT naynueHTa, gpopmMa MHPOPMUPOBAHHOIC cornacusa U gpyrasa MHdgopmMauug,
npegocrtasnsiemast cyorekram UcnbiTaHUM;
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1) MHAMBMAYyanbHbIe PerncTpalMoHHbIE KapThbl;
1) doopmMbl cooBLLIEHNA O HEXeNnaTelNbHbIX CODLITUSIX U HEXeNnaTenbHbIX BO3AENCTBUAX U3OENUS;

K) nmeHa/KoHTaKTHble AaHHble Habnogartena(en).

8 OpraHusartop

8.1 O6wue nonoxeHun

[10 Havyana KNMHUYECKNX UCTIbITaHUI opraHn3aTop AOIMKEH onpeaennTb, YCTaHOBUTL, pacnpeaenntb U
coOOLWMTb Yy4aCTBYOLWMM CTOpOHaM Bce 0093aHHOCTU U DYHKLNKU, CBA3AHHbIE C KITMHUYE CKUMM UCTbITAHUSMM.

OpraHunsaTtop AomkeH obecneuynTbs AoKyMeHTanbHoe noaTBepXaeHue cobnogeHnsa ncecnegoBartenem,
opraHmsaTopoMm 1 Habntogatenem TpedoBaHMn HacToALWEro ctaHagapTa, nnaHa KIMMHUYECKMX UCTIbITaHUIA € No-
crnegyroLwmMMm nonpaBkamMm, a Takke BcexX MPUMEHUMBbIX HOPMAaTMBHbLIX TpeboBaHWn NnocpeacTBOM UCTMOb30-
BaHWA CUCTEMbI Ka4yecTBa.

8.2 0O6aA3aHHOCTU opraHusartopa

OpraHusaTtop 0b6s13aH:

a) BblbpaTb nccnegoBartensi{en) n nccnegoBatenbcknn(e) LeHTp(bl) 1, NP1 HeODXOANMOCTU, KOOPAMNHA-
Topa ANs npoBedeHUs KOHKPETHBLIX KIMMHUYECKUX UCNbITaHUWN;

b) BbIOpaTh M HA3HAYUTL HabNgaTeNsa UM UHBIM CrOcoboM obecneynTb MOHUTOPUHT KNMMHUYECKUX UC-
NbITAHUN.

BClo OTBETCTBEHHOCTb 32 MOHUTOPUHI HECET opraHn3aTop, Aaxe ecnn ata PyHKUMA Obina nepeaaHa
apyron ctopoHe. OpraHmsaTop A0PKEH NpeaocTaBUTh HabnogaTento MHCTPYKLU MK Mo AEUCTBUSIM B Clyvae Ha-
pyLUeHUN nnaHa KNMMHUYECKUX UCnbiTaHUU U HegocTaloWw X AaHHbIX;

C) NoAroTOBUTb W aKkTyanusnpoBaTb OpoLUopy AN UccneaoBartens;

d) npeaocTtaBUTb UCCMeaoBaTento NnaH KNMHUYECKUX UCMNbITaHUA 1 nocneaywme oaobpeHHbie no-
NpaBKU K HEMY, a Takke bpoLluopy Ana nccneagoBaTens;

e) noanucatb oaobpeHHbIN NNaH KMMHUYECKNX UCNbITAHWUIA;

f) obecneunTtb NOCTaBKY U3OeNnus, sIBNAOWErocst 0ObLEKTOM KMUHUYECKNX UCTIBITAHUW, C MOMHLIM ero
onncaHuem;

g) obecneuntb, ecnn TpebyeTcs, NpeaocTaBneHne ncernegoBaTento Heobxoanmon nHdopmaumn nunu
oby4nTb ero paboTte ¢ N3QeNMemM B COOTBETCTBUN C NMMAHOM KIUHUYECKUX NUCTIbITAHUNA;

h) obecne4nTb aHanM3 BCexX OTKMNOHEHWUN OT nfliaHa KNUHUYECKUX UCNBITAHUA BMECTE C UCCcneaoBaTe-
nemM(ssMun) N perucTpauunio 3TMX OTKIMOHEHMN B UHAMBMAOYalNbHbIX PErMCcTpaLMOHHBIX KapTax U 3aKioYnNTeNbHOM
oT4yeTe O KIUMHUYECKMX UCNbITaHUSAX;

1) obecneynTb coodbuleHne N obcyxaeHue ¢ nccnegoBatenemM(amMn) Bcex HexenaTenbHbIX COObITUN U
HexkenarternbHbIX BO3AEUCTBUAN U3OENUS, a NpU HEODXOAUMOCTN — NpeaocTaBneHme nHopmaunm obo Bcex
Cepbe3HbIX HeXenaTenbHbIX CODLITUAX U BCEX CEePbEe3HbIX HeXenaTenbHbIX BO3AENCTBUAX U3OENNS COOTBE-
TCTBYHOLWMM YNONMHOMQYEHHBLIM opraHaMm U KOMUTEeTy(am) No 3TUKe U/unnm KommteTty(am) no MOHUTOPUHTY
be30nacHoOCTU;

|} MH(popMUpPOBaTL B NMUCbMEHHOWU (popMe BCeX pykoBoaUTeNnen KMMHUYECKUX UchbiTaHun 060 BCeX
cepbes3HbIX HexXenaTenbHbIX CODLITUSIX U BCEX CEPbE3HLIX HEXeMnaTenbHbIX BO3AEUCTBUAX N3OENUSA, BO3HUK-
LLIKX B X04€ KIMUHUYECKNX UCTIbITaHWUN, CBEAEHUA O KOTOPLIX ObINW NpeAoCcTaBNEeHbl OpraHM3aTopy. 3Ta MHGOoP-
MaLuna gomkHa bbITb NnepeaaHa uccnegoBaTtento(sim) ¢ y4eToM npeanonaraeMoro pucka;

K) HesamMeagnuTensHO MHJPOPMUPOBATL KUccneaoBaTensa(en) B crnydyae AOCPOYHOro npekpalweHua Unu
MPUOCTAHOBKM KIMMHUYECKUX UCMBITAHWUA, a NPpYU HEODX0AMMOCTU MHROPMUPOBATL YNOTNTHOMOYEHHBbIE OpraHbl U
KOMUTETHLI MO 3TUKEe O NpeKpalleHU NN NPUOCTaHOBKE KIMMHUYECKUX UCMIbITAHUNA C yKasaHUeM NPUYnH;

1) nHpopmMmUpoBaTh nccnegoBartensi(en) o xoae paspaboTku nsgenua 1 TpedboBaHUAX, HEOBXOAUMBIX
ONs1 NPOBEPKU ero KNnMHn4Yeckon appeKkTMBHOCTA 1 De30NacHOCTU;

m) paccMaTpuBaTb U YTBEPXKOAaTb BCe OTKMIOHEHUS OT NNaHa KNMUHUYECKUX UCMBITaHUK, a Takke HeobXo-
OUMble KOppeKTUpyoLwne Unu npeaynpexaarme aencTBus;

n) cobupaTb, XpaHUTb, obecneynBaTb 3aLULLEHHOCTb N rapaHTUPOBaTh 3anofIHEeHNE y4acTBYHOLWMMU
CTOpPOHaMK crneayrLmx AOKYMEHTOB:

- BCeX AOKYMEHTOB, NnepedvncrieHHbIX B pasgene /;

- NOANUCaHHBLIX U AaTUPOBaHHLIX MHAUBUAYANbHbLIX PETNMCTPaLMOHHBLIX KapT;

- 3anmcen obo Bcex HexXenaTenbHbIX CODbITUAX N HEeXenaTelbHbIX BO3AEUCTBUSAX N3OENUNA, O KOTOPbIX
opraHun3aTopy cTano U3BEeCTHO B Xoae KIMMHUYEeCKUX UCNbITaHU;

8
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- BCEX UCXOAHLIX AAHHbLIX U pe3ynbTaToB CTATUCTUYECKOro aHanmaa;
- 3aKNYNTENBHOMO oTYETA MO KNUHUYECKUM NUCTBITAHUSAM;
0) obecneunTb y4eT N NPOCNEXNBAEMOCTb U3aeNn.

9 Habnwpartenb

9.1 Ob6a3aHHOCTU HabnwaaTens

Habnogatens gomkeH BepnudpuLmpoBaTh:

a) cobnoaeHne nnaHa KNMHUYEeCKNX NCMbITaHWU U TOT ¢pakT, YTO BCE OTKMNOHEHUS OT nnaHa obcyXaeHbl
C uccnegoparenemMm(amm), 4OKyMeHTanbHO oPopMIIeHbl N A0BedeHbl 40 opraHu3aTopa;

D) NpuMeHeHWe n3genns B COOTBETCTBUU C NMMAHOM KIMUHUYECKUX UCTIbITAHUA, a Npu HEOOBXOOAMMOCTU
Moanpmnkaunm n3genns, UsMeHeHmnn crnocoba ero NPUMeHeHUs UNK nnaHa KNMHUYECKNX UCMblITaHUN — yBeJ0-
MUTb 00 3TOM opraHusaTopa;

C) Hanumuune B pacnopsiKeHun uccneaoBartens{en) Heobxoanumoro nepcoHana U pecypcoB ans besonac-
HOro 1 pe3ynbTaTUBHOIO NpoBeaeHUa KNMHNYECKUX UCTIbITaHUN;

d) Hanuuune y uccnegosatensi(en) 4ocTyna K HeodxoanMMoMy YNCY CYOBLEKTOB UCMBITAHUA N UCTILITYE-
MbIX U30enn;

e) NonydvyeHue OT KaXKaoro cybbekra ucnbiTaHniA nognucaHHoU U gatupoBaHHOW popMbl MHPOPMUPO-
BaHHOIo cornacus npuv BKIMHOYEHUN ero B KIMMHUYECKME UCNBITaAHUS 1 A0 Havarna npoBeaeHuns Kaknx-nmbo npo-
Leayp B pamMkax KIMHUYECKUX UCTILITaHU;

f) MONHOTY U CBOEBPEMEHHOCTb NONyYeHUs AaHHbIX, KOTOpble BHECEeHbl B MHAMBUAYaAlNbHbIE perucrpa-
LMOHHBbIE KapThl, 1 UX COOTBETCTBUE NepBUYHLIM AaHHLIM;

g) cobnwgeHne npoueaypbl peructpaumm n HPOPMMPOBaHUA opraHmsaTopa O HexXenaTenbHbIX CObbI-
TUAX U HEXeNnaTenbHbIX BO3AENCTBUAX U3OENUSA;

h) Hanudne geUCTBYIOLLEN CUCTEMBI y4eTa U NpocneXnBaeMmocTn U3aenun;

1) NpoBegeHWE N AOKYMEHTUPOBAHNE TEXHNYECKOTO 0BCNYKMUBaAHUA N KanMbpoBKKN 0OopyaoBaHUS, Npu-
MEHSAEeMOro B KNMUHUYECKUX UCMBbITAHUSIX;

|) pernctpauunto 1 obcyxaeHue ¢ uccnegoBartenemMm(simy), a Takke cooblleHne opraHusaTopy cny4aes
NCKNIOYEHNS1 CYOBLEKTOB UCMbITAaHUA U/UN HApYLLEHUN B X0A4€e KNMUHNYECKUX UCMbITAHUN;

K) BbISIBlIEeHWE B X04€ KIMUHUYECKUX UCTIbITaHU PaKTOB HApYLLUEHNA N HEOBXOAUMBIX U3MEHEHWNI, NOA-
nexxalmx obcyxaeHuto ¢ uccrnegosartenemMm(simn) 1 A4oBeAeHUIC A0 opraHusaTtopa B popmMme NMMCbMEHHOIO oTYe-
Ta HabnogaTens.

10 UccnepoBaTtenb

10.1 OOwWwmMe nonoxeHus

Ecnu B ponn nccnegoBaTens BbICTyNaeT opraHusauuvs, To cregyeT HasHaunTb domsndeckoe nnuo, obna-

nawuwee HeobxoaumMmon Keanudpukaumen ans BbINOMHEHUA 0BA3aHHOCTEN nccnenoBaTens, U3NoXeHHbIX B
10.2 n 10.3.

10.2 KBanudukauuma uccnegoBartens

ViccnepgoBaTenb OOIMKEH:
a) MMeTb Haanexallyro Kksanmdukaumo n opuunanbHbin AONYCK K NpakTU4eckon paboTe;

L) nmMeTb onbIT B 06NnacTu NpUMEHEHNS UCMbITLIBAEMOTO U3AENUA N HaaneXallyo NoaAroToBKY AN pa-
OOThbl C HAM;

C) 3HaTb OCHOBbI MPOBEAEHUA N METOA0OMI0 KIMHUYECKNX UCNbITAHUI;
d) nmeTb NOAroTOBKY MO Haanexawen npoueaype nonyvyeHnsa HpopMMpoBaHHOIo corfacus.

10.3 O6s3aHHOCTU UccneaoBaTenA

NccnenoBaTernb oTBeYaeT 3a npoBegeHne KIMMHNYECKUX NCNBITAaHUA, a TakKe 3a be3onacHOCTb 1 bnaro-
nony4yne cyobekToB UCnbITaHUW. IccneagoBaTenb AOMKEH:

a) pacnonaraTtb pecypcamMun Ang Hagnexatwero nposegeHna KIMHUYeCKUX UCNbITaHUW;

b) rapaHTUpoOBaTh, YTO NpoBeAeHNe KITMHUYECKNX UCNBITAHUI He NpuBeaeT K KOHPINMUKTY UHTEPECOB;

C) MONy4YUTb OT opraHusaTopa sHa4YMMyto Ang nccnegosartens MHopmaumio 06 n3genm n XopoLuo Bna-
O0eTb 3TON MHOPMaLUEN;

d) BHMMATENbHO U3Y4YUTb NNaH KIMMHUYECKUX UCTBITAHUA A0 ero noanucaHus;
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e) npu HeobXxoaMMOCTU OKasbiBaTb NMOMOLLL HAbMOaATENO N ayanTopy B NPOBEpPKe cobnoaeHns nnaHa
KMAHNYECKUX UCMbITAHUN, BepUudpunkaum nepBUYHLIX gaHHBIX U BHECEHUU UCNpaBNeHU B UHAUBUAYANbHLIE
perncTpaLnoHHbIE KapThbl, B KOTOPLIX ObINU BbISIBNEHbI HECOOTBETCTBUSA UM NPONYLWEHbI AaHHbIE;

f) obcyxaaTb ¢ opraHM3aTopoM M HabnogaTenem Bce BONPOChl Mo U3SMEHEHUIO NNaHa KNUMHUYECKNX UC-
NbITAHUA N NONyYaTb NUCbMEHHOE 0a0DbpeHne OT opraHnsaTopa;

g) obecneuymBaTb cobnoageHnUe nnaHa KNUHUYECKUX UCTMbITAHUA BCEMU NULLAMW, OTBETCTBEHHLIMW 32
NpoBeaeHne KNMHNUYECKMX UCMNbITAHMA B AAaHHOW opraHu3auun. Bce OTKNOHEHUS OT ninaHa HeobXoaMmMo A0KY-
MEHTUPOBAaTb U COOBLLUNTL O HUX OPraHn3aTopy;

h) NpuHKUMaTL HeobXxoauMble Mepbl ANsl Haanexalero NPoBeAeHUs U 3aBepLUEHNUS KIMUMHNYECKUX UCTIbI-
TaHUW;

1) NpUHKUMAaTL Hagnexawme Mmepbl (MpyU HeObXoANMMOCTU) ANA OKa3aHUS HEOTNOXHOU MeaULIMHCKOW No-
MOLLIM C Uenbio 3alimThl 340PpO0BbA M Dnarononyuna cydbekToB UCMbITaAHUM;

|) YOOCTOBEPUTLCH B MONyYeHUM 0400peHNA COOTBETCTBYIOLWEro KOMUTETA MO 3TUKE nepen Ha4vanom
KIMUHUYECKMX UCNbITAHWUA B UCCeaoBaTEbCKOM LIeHTpe.

[TpumedyaHwune—Illpumepbl HPOpMaALMK ONH KOMUTETA NO 3TUKE NMPUBEAEHb! B NPUNOXEHUN B;

K) npegocTaBUTb OpraHM3aTopy 3akioyeHne KoMmmTeTa no 3TUKE;

1) MHOPMUPOBATL KOMUTET NO 3TUKE U 3anpalliBaTh ero 3aknoyeHne U/nnm ogodbpeHne B OTHOLLEHUM
noboro ogobpeHHOro opraHM3aTopPoM 3HAUYMMOro U3MEHEHUA NMaHa KNUMHUYECKMX UCMbITAHUN, a TakkKe WUH-
dopMnpoBaTh O NPUYNHaxX BHeCeHNa AaHHOro U3SMEeHEHUS;

m) MHPOPMUPOBATbL KOMUTET NO 3TUKE O NMOObLIX Cepbe3HbIX HexenaTeNbHbIX BO3AEUCTBUSX U3OeNns;

N) CBOEBPEMEHHO MHPOPMUPOBATL OpraHmsaTopa 000 BCcex HexenaTenbHbIX CODBITUSIX U HeXXenaTte b-
HbIX BO3OENCTBUAX U3OeNNA;

0) NpunaraTtb yCUnusa no Hagnexawemy Habopy cyObekToB UCMbITAHUN;

p) obecneunTb NpeaocTaBneHne cybbekTam UCNbITaHUK HaaneXxallen nHgpopmaunm Ans NPUHATUSA pe-
LeHna 06 y4acTun B KITMHUYECKUX UCMBITAHUAX;

gq) obecneynTb nonyyveHne U AoKYMeHTUpOoBaHUE MHPOPMUPOBAHHOIO COrnacus;

r) obecne4ynTb YeTKoe yKasaHue B MeAULUHCKUX AOKYMEHTaX cyObeKTOB UCMbITaHUKA HA UX yvacTue B
KOHKPETHbIX KMUHNYECKUX UCNbITAaHUAX. CyDOBEKTOB, BKIMIOUEHHBIX B KIMTMHUYECKME UCMBITAHUSA, crneayeT Npu He-
0obxoanmMocCT obecnevunTb CBNAETENBCTBAMMN OB X yHaCTUN B KNMUHUYECKUX UCMLITAHUSIX C UOEHTUDUKALINOH-
HBIMW AaHHBIMU 1 MHOPMaLMen No NPOBOANMOMY NeveHunto. CneayeT ykaszaTbh KOHTaKTHbIM agpec/TenedoH.
C cornacus cydobekToB UcnbITaHMKA criegyeT (Npyu HeobXoANMOCTW) NPOUHAOPMNPOBAaTL MX Nevallmx Bpaven
00 y4yacTum cydbbekToB B KITMHUYECKUX UCMBITAHUAX;

S) B HEOTNOXHON cuTyaLun obecneunTb oKasaHue HeobxoanMmon meguLIMHCKOW NOMOLLN CYOBbEeKTaM UC-
NbITAHUA U 3alMLLATL X UHTepeckl. [1pn Taknx obCTOATENbCTBAX OTKIIOHEHUSA OT NfaHa KMUHUYEeCKNX UCMbITa-
HAN He TPpebyloT NpeaBapuUTenbHOro oAobpeHnst opraHmMsaTopa U KoMuTeTa no 3Tuke. [JaHHble OTKIMOHEHUS He
OyAyT pacLeHUBATLCS Kak HapylleHue A0roBopa, HO UX HeobXoaAMMo AOKYMEHTUPOBATb U COODLWNTL O HUX
opraHunsaTopy;

{) QoBOAUTbL A0 cBeAeHUdA opraHmsaTopa MHdopMaLuuio, KoTopad nofydyeHa B pesynbTaTte KIMHUYEeCKNX
NCMNbITaHUA U MOXKET MMEeTb 3HaYeHMne ANd 300P0BbSA CYOBLEKTOB N NPOACITKEHUS UM KITMHUYECKUX UCMbITAHWUNA,
Ecnu aTa nHdpopmauus UMeeT OTHOLLEHME K De3onacHOCTU Mnu Bnaronony4mio CyobLekToB UCMBITAHWUA, TO Che-
OyeT TakKe NOCTaBUTb B M3BECTHOCTb CYOBLEKTOB UCTbITAHUA N UX NeYvallnX Bpaven;

U) MHopMUpoBaTb CYOBLEKTOB UCMBLITAHUA /UM NX NeYallux Bpaden 0 4OCPOYHOM NpekpaLleHnn Nnu
MPUOCTAHOBKE KITMHUYECKUX UCMbITaHUU C yKasaHueM npuinH(bl);

V) HECTWU OTBETCTBEHHOCTb 3a AOCTOBEPHOCTb, TOYHOCTb U 3alUULLIEHHOCTb BCeX AaHHbIX N AOKYMEHTOB
KMUHUYECKNX UCMBITAHUK, a Takke MeaULUUHCKUX OOKYMEHTOB CYOBLEKTOB UCNBLITAHUWA B CBOEM LUCCreagoBaTe-
NbCKOM LIEHTPE KaK BO BpeMsl, TaK U No OKOHYaHUW KNMUMHUYECKUX UCNbITaHMW. IHOUBUAYanbHAasA permctpaLmuoH-
Has KapTta AomkHa ObiTb nognucaHa uccnegopatenem{simn). Jlioboe namMeHeHUe AaHHbIX MOXET ObITb
caenaHo, nognucaHo U 4aTMpoBaHO TOMbKO YNONMHOMOYEHHBLIM NMALOM. N CBEPKU COXpaHSAT OpUrMHanbHble
3anuncu;

w) obecnevynTb XpaHeHWUe OCHOBHLIX AaHHbIX KaKk MUHMMYM B TeYeHWe BPEMEHN, YKa3aHHOro B nnaHe
KIMMHUYECKNX UCMbITAHWUIA;

X) obecnevmBaTb obLLUee pyKOBOACTBO U pacnpegeneHmne obsizaHHOCTEN MeXay BCEMU NMULAMU, OTBET-
CTBEHHLIMU 3a NpoBedeHNe U OUeHKY AaHHbIX KIUMHUYeCKUX UCMbITaHUWU B COOTBETCTBYIOLWLEM UccreaoBaTe-
NIbCKOM LIeHTpe;

10
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y) obecneunTb yyeT BCeX U3genunin, aBnarowmxcsa oobekTamm KNMHUYeCcKUX cnblTaHun. YHUCno nonyyeH-
HbIX N30eNU AOIMKHO COOTBETCTBOBATL YMCIY UCMOMNb30BaHHbLIX, 0TOpakoBaHHLIX UMW BO3BPaLLEHHbIX n3ge-
NN,

11 3aknrunTenbHbLIUN OTYeT

11.1 lpepcTtaBneHue pe3ynbLTaToB

CocTaBneHune 3aKYMTENTbHOMo oT4eTa O KIMHUYECKUX UCMbITaHMAX ABNSieTCA obA3aTenbHOM npoueay-
POW, B TOM YuCne B criydae AOCPOYHOro npekpaleHns KIMHUYeCKNX NCNbITaHUN.

11.2 CopepxaHue 3aKNOYNTENILHOIoO OoTYeTa

3akno4nTenbHbI OTYET AOSTKEH ObITb COCTaBMNEeH B NMMCbMeHHOW bopMe. Ero nognnuceiBatoT opraHnsa-
TOP U KoopAuHaTOpP (ecnn TakoBOW BbIN HA3HAYeH), a TakkKe PyKOBOAUTENb KNUHNYECKUX ACNBITAHUA B KXKO0OM
nccneaoBaTenbCKoM LeHTpe. 3aKnovnTenbHbIN OTHET HeobXoAMMO NpeaoCcTaBNATb MccneaoBaTensm 1 Ko-
MUTETY(am) Nno aTuke No Ux TpeboBaHUIo.

3aKkno4YnTenbHbIA OTYET O KIMTUHUYECKUX UCTIbITAHMUSIX AOIMKEH BKIToYaTh B ceds NonHble naeHTUdnKaL -
OHHble AaHHble nsgenua (M3gennn), onmcaHme MeToaonorMi U ansamHa KNMHUYeCKMX MCNbiTaHUA, BCe OTKIIO-
HEHUNA OT NNaHa KMUMHUYECKUX UCNBbITAHUIA, aHann3 gaHHbIX, BKIOYaoLWMn B cedbsl CTaTUCTUYECKUN aHanus, a
TakKe KPpUTUYECKYHO OLIeHKY B OTHOLLUEHUU Lenen KNMHUYeCKNX UCNbITaHUM.

B 3akntounTeNbHOM OTYETE AOIMKHBI ObITh YUTEHbI AaHHble, NONTYYEeHHbIE OTO BCEX NCCNeaoBaTEeNbCKMNX
LIeHTPOB NO BCEM YyYacCTBYOLWMM CybbeKkTamMm UCTbITaHUA. HX B 3aKNIOYUTENbHOM OTYeTe, HU B oNyONMKOBaH-
HbIX pe3ynbTaTax He AOCMKHblI ObITb NPpUBeAEeHbl AaHHble, NO3BONAKLWINE UASHTUPULUPOBATL CYOBHLEKTOB
MCNbITAHUN.

Kaxabl nccrnegoBaTtenb A0IHKEH MMeTb BO3MOXHOCTb O3HAKOMUTBLCA € 3aKNOYUTENbHBIM OTYETOM U
npeacTaBUTb CBOU KOMMeHTapun. OpraHmsaTop A0IKeH BECTU 3annuciu, noaTeepXaarwLline npegoctaBneHue
nccnegoBartento(am) sakniounMTensHOro otyeTa Angd o3HakomMneHna n KommeHTapues. Ecnn nccnegoeartens
He cornaceH ¢ 3aKnYnTENbHLIM OTYETOM B LIETOM UMW C €ro YacTbto, TO €ro KOMMEHTapUK A0MKHbI ObITb A0-
KYMeHTUPOBaHbl U NpeacTaBNeHbl APYrMM UccregoBaTtensam.

Ecnu koopanHaTtop Unn KTo-nmbo U3 pykoBoauTenen KNMHUYECKNX UCNbITaHUA He NoAnULLIET 3aKioun-
TeNbHbIA OTYET, TO AOIMKHO ObITb NPeACcTaBNeHO COOTBETCTRBYOLEe 0OOCHOBAHME.

[Tpnmedvanune—bonee nogpodbHoe PYyKOBOACTBO MO COAEPXKAHUIO 3aKITIOUUTENBHOIO OT4yeTa NPUBEAEHO B
npunoxeHumm C.
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[MpnnoxeHve A
(cnpaBo4HoOe)

PekomMeHaaLMM No aHanU3y NUTepaTypPHbIX UCTOYHUKOB

A.1 BeBegeHne

O630p 1 aHanu3 NuTepaTypHbIX UCTOYHMKOB MMEIOT CYLLECTBEHHOE 3HAa4YeHne ansi 000CHOBAHUS U MNAaHNPOBaHUS
KITMHUYECKNX UCTBITAHMN MEANLMHCKMX n3genun. Llenb Takoro ananmaa — cos3gaTtb OCHOBY ANs COCTABNEHUSA NaHa Kiw-
HUYECKUX UCMBbITAHMN N NOMOYb B HAYYHOM 0DOCHOBaHUN KITMHUYECKUX UCTbITAHUI. [1pn 3TOM Takke obecnevmBaeTcs No-
NyYyeHue CyLEeCTBEHHON WHGOpMauun Ans OUEHKM COOTHOWEHUS PUCK/Nonb3a v NPOBeAEHUS 3aniaHUPOBAHHbIX
KITMHUYECKUX UCTBITAHUA B COOTBETCTBUN C 3TUMECKUMU HOPMAaMMU.

[TpnmeyaHne—AHaNM3 NnuTepaTypHbIX NCTOYHUKOB NO3BOMNSIET TAKKEe OUEHUTb, AOCTATOYHO N B NNTEPATY-
pe COOTBETCTBYOLWMX KITMHUYECKUX JaHHbIX ANs1 AEMOHCTpaLnM 6e30nacHOCTU U KNUMHUYECKOW 3O MEKTMBHOCTU UCTIbIThI-
BAeMoro nagenusa 6e3 nonyYeHusi HOBbIX AaHHbIX B X04€ AONONHUTENbHbBIX KMMHUYECKUX UCNBITAHUW, UK caenaTb BbIBOA
O HEAOCTaATOYHOCTU UMEISLLUMXCH OAHHbIX.

AHanNM3 NUTepaTypHbIX UCTOYHUKOB — 3TO Hay4Hasi AesATENbHOCTb, TPebyoWwan TOYHOCTU N OOBEKTUBHOCTH; €€ pe-
3ynbTaTbl AOMKHbI ObITb AOCTYMNHbLI AN NPOBEPKN TPETHEN CTOPOHOMN.

A.2 MeTtononorusa

A.21 Obwme nonoxeHns

[lepen BbINONMHEHMEM aHann3a NUTepaTypHbIX UCTOYHUKOB CrneayeTt COCTaBUTb MNaH No ngeHtndpukaumm, otoopy,
COMOCTAaBMEHUIO N PACCMOTPEHUIO BCEX AOCTYMHbIX UCCNeA0BaHUW/AAHHbIX. ATOT MMNaH A0IMKEH ObiTb AOKYMEHTUPOBAH W,
N0 BO3MOXHOCTM, OCHOBAH Ha ODLENPU3HAHHOW NPAKTUKE CUCTEMATUYECKOrO aHanmaa Hay4yHoOW nuTepaTypsl.

A.2.2 Uenb(wn)

Llenb(n) ananusa nutepaTtypHbIX MCTOYHUKOB AormkHa(bl) ObiTb 4eTKO onpeaeneHa(b!). C y4eTOM N3BECTHbLIX CBEE-
HUK 006 n3genuun cneayert TakKke onpeaenuTb BUAbl UCCNeaoBaHuin, HeobXxoanmbele Anst AOCTUXEHUS NOCTaBMEHHOW(bIX)
Luenu(en).

A.2.3 Kputepumn otbopa NCTOYHVKOB

Cnegyet onpegennte U 0b60CHOBaTL Kputepun otbopa nnm UCKNOYEHNsST AaHHbIX U3 OBLWENPU3HAHHbBIX HAay4YHbIX
nybnukaumn. Bo nabexanme cUCTEMHbIX OLLMDOK PEKOMEHAYETCH TAKXKE YHUTbIBATb BCE AOCTYIMHbLIE 3HAYUMbIE HEONYBNK-

KOBaHHbIE AAaHHbIE, SABMAIOWMECH YMECTHbIMU B AAHHbIX 0bcTosATENBCTBaX. BCe AaHHbIE AOMKHBI ObITb CHADXEHbI CChINKa-
MU HA UCTOYHUKU MHDOpMaLUW.

[Tpn BbINONMHEHUM aHanM3a AO0MKHbI ObITb NPUBEAEHbI CChINKA Ha NMUTEPATYPHbIE NCTOYHUKU N HEOMYDINMMKOBAHHbLIE
OaHHble, a Takke ceegeHust 06 obbeme noncka B 6asax gaHHbIX UNU APYIMX NCTOYHMUKaX MHopmMmaumu.

A.2.4 OueHKa OOKYMEHTOB

I'IpM daHallnde JinTepatypHblX NCTOHYHUKOB CrieayeT OUeHUBaTb Ka4eCTBO 4OKYMEHTOB U CTeleHb COOTBETCTBUA JTINTE-
PaTypHbIX AaHHbIX KOHKPETHBLIM XapaKTepPUCTUKam U CBOUCTBaMm UCTbITYEMOIO nagesinda ¢ y4eTom ero rnpeigHa3dHa4eHHoro
NMMPUMMEeHEeHWNA.

Heobxognmo npyHMMaTh BO BHUMAHUE Creaylolme acnekTbi:

a) CXO0ACTBO U3Aenus B BbIOPaHHbIX AOKYMEHTaX C UCMNbIThIBAEMbIM U3JENNEM C TOUKM 3PEHUS TEXHONOIMU, OCHOB-
HbIX XapaKTepPUCTUK, KOHCTPYKLUU U MPUHLUMNOB paboThl C LeNb OLEHKN MPUMEHNMOCTU AAHHbIX NMUTEPATYPHbBIX UCTOYHW-
KOB;

b) xapakTepucTuku nonynsaumm nauneHToB UM CyOBbEKTOB UCMbITAHUW, MEANLMHCKOE HA3HaA4YeHne, NOKa3aHus K
NPUMEHEHUIO, @ TAKXKE TSXKECTb U TUN 3aD0NeBaHNA UMK NATONOMMYECKOro COCTOSAHUS B aHaANM3npyemMbiX UCTOYHUKAX MO
CPaBHEHWIO C TAKOBbIMU AM151 UCMNBbITYEMOIO U3aenus;

C) YCIOBUA NMPpUMEHEHUNA N3aelinA, OornCaHHble B aHATTU3NPYEMbBIX TTUTEePpaTyPHbIX UCTOYHUKAX, 1N NpeiHa3Ha4YeHHOEe
NnpnMmeHeHne UCIbiTyemMmoro Uagering.

[Tpy aHann3e nuTepaTypHbIX UCTOYHMKOB CrneayeT OUueHMBaTb OCODEHHOCTU AM3anHa KIMMHUYECKUX UCMBITAHUN, a
TaKKe 3Ha4YMMOCTb ONyONMKOBaHHbIX U HEONYDNMMKOBaHHbLIX AAaHHbLIX. ECnn B aHanu3 BKIOYeHbl HeONybNMKOBaHHbIE JaH-
Hble, TO AOMKHA ObITb AnddepeHymMpoBaHa Nx 3HAYNMMOCTb.

Heobxogmmo yuntbiBaTh cneayrowme Qakropbl:
a) noakpensneHs! N1 BbIBOAbI aBTOPa UMEKLWMMUCH AaHHbIMU;

b) oTpaxeHa nu B NUTEPATYPHbIX UCTOYHUKAX COBPEMEHHAA MEANLMHCKAA NPAaKTUKa U YPOBEHb Pa3BUTUSA COOTBE-
TCTBYIOWMX TEXHOIIOMNN;

C) MMEIOTCH N CCbINTKU HA 0DLWENPU3HAHHbBIE Hay4HbIE Nybnukauum, NpeaycMmoTpeHa nm 3KCnepTHas OUeHKa 3TnX
nyGnvkaumm;
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d) cTeneHb cobnoaeHns Hay4YHbIX NPUHLWIMOB B KIMHUYECKNX UCNBLITAHUSAX, NO pe3ynbTaTamM KOTOPbIX MOAroTOBNE-
Ha Nybnukayus.

CneayeT CTPEMUTBLCH K UCMONb30BAHNIO AAHHBLIX KOHTPONMUPYEMBbIX KMMHUYECKUX UCTbITAHUW, NOCTPOEHHbIX KaK «KO-
FOPTHbLIE» UCTIBITAHUSA UITN UCTIBITAHUS MO TUMY «CNy4Yan — KOHTPOIb», YETKO AOKYMEHTUPOBAHHbLIX ONUCaHNWN ClNy4vaes, Co-
CTaBJIEHHbIX COOTBETCTBYIOLWMMN IKCMEPTAMUN, UM OTHETOB MO 3HAYMMOMY OMMbITY MNPUMEHEHUSA B KITMHUYECKOW MNPaKTUKE.

A.2.5 Kpntnyeckmmn aHanum3 nutepaTypHbIX UICTOYHMNKOB

AHanuma nutepaTypHbIX NCTOYHUKOB OOJTKEH COAEPXKAaTb UX KPUTUYECKYIO OLLEHKY.

[Tocne nony4eHns n oUeHKU OOKYMEHTOB crneayeTt 000CHOBAaTb NPUMEHEHHbIE KPUTEPUM UX OTOOPA N UCKITIOHEHUS.
3aKOH4YEeHHbIN aHanu3 JOIMKeH coaepXaTb AaHHble 06 ncnbiTbiIBAEMOM U3AENUN U €ro NpeaHasHavYeHHOM NPUMEHEHUN, a
NMMCbMEHHbIN OTYET 00 aHanu3e JOIMKEH BKOYaTb B cebs:

a) KpaTkoe onucaHue nagenuvs, Brknodarwuwee ero QyHKUMKU, TUM, TEXHUYECKOE PELLEHNE, XapaKTEPUCTUKN U Npea-
Ha3Ha4YeHHOE NPUMEHEHUE;

b) aHanna Bcex BbIOPaHHbIX NUTEPATYPHbLIX UCTOYHMUKOB U HEOMYDNMKOBAHHbLIX AaHHbIX, KaK BrnaronpusTHbIX, Tak U
HEDNAronPUATHLIX;

C) KPUTUYECKYIO OLEHKY ONACHOCTEN, CONYTCTBYIOWMX PUCKOB U HEODXOAMMBIX Mep No obecnevyeHnto 6e30nNacHOCTH
NauneHToB, MEAULMHCKOIO nepcoHana n TPETbUX CTOPOH,;

d) onucaHuwe noaxoaa K onpeaeneHnto 3Ha4YMMOCTU PasnUYHbIX NMybnmkaumm n NPUMeEHSsIBLULMXCH CTAaTUCTUYECKUX
METOAOB aHanmaa ¢ y4eTomMm cnocoboB OUEHKN, BUAA U NMPOAOIIKUTENBHOCTU UCCNeAoBaHUS, a Takke 0QHOPOAHOCTN pac-
cMmarpuBaemon nonynaumn. Ocoboe BHMMaHME yaenstoT NOBTOPHbIM NyDnKaunsam ogHOro U TOro e KONMEeKTUBa aBTo-
POB, NOCBSILLEHHBIM OQHOW N TOW Xe rpynrne nayneHToB, BO n3bexaHne nepeoueHKn BKNaga MHOrOUMNCNeHHbIX Nybnmkaymn
No OOHUM U TEM X€ AaHHbIM;

€) CCbINKN Ha NPUBEAEHHBLIN CNUCOK Nyb6rnukaunm;

f)y oboCHOBaHHOE 3aKNO4YEHNE C OUEHKOW NOOON BO3ZMOXHOW MONb3bl AN 340P0BbS OT NPUMEHEHUA N3JENNSA MO
OMNMUNCAaHHLIM U3rOTOBUTENEM MOKA3aHUSIM U BO3MOXHbBIX PUCKOB, TPaBMbl UMK 3ab60n1eBaHuA Npu TakoOM NPUMEHEHUN, YHN-
TbiBas COBPEMEHHbLIN YPOBEHb Pa3BUTUA TEXHONOMMN. 3 3akntoveHns AomKHO BbiTb SICHO, KAKMM 0Dpa3om yaanochb g0C-
TUYb LENEn aHanusaa NnuTepaTypHbIX NCTOYHUKOB M BbISIBUTb NPOBENbI B AOKa3aTenbCTBax, HEOBXoAMMBbIX AN OCBELLEHUSA
BCEX CYLLLECTBEHHbLIX aCNEKTOB BE30NACHOCTU U KITMHUYECKOW 3P eKTUBHOCTU n3genus. Ecnn caenaH BbiIBO4 0 HE0bXoau-
MOCTU KITMHUYECKNX UCMbITAHUW, TO B 3aKNOHYEHUM CreayeTt NpuBeCcTu NogpodbHoe onnucanmne Lenen n an3anHa nerbiTaHUN
Ha OCHOBaHWKM Pe3ynbTaToB aHannaa nurtepaTypHbIX UCTOYHUKOB;

g) garty v nognuck(n) aBTopa(oB) aHanuaa.
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[MpynoxeHve B
(cnpaBo4HoOe)

UHdopmMauma gna KoMuteTa no 3TUKe

[ns komuteTa no atuke MoXeT BbiTb BaXXHa crneaytouwas nHdopmaumus:

a) oueHKa Hay4YHOW 3HAYMMOCTU, ODOCHOBaAHME AN3anHAa KNMHUYECKUX UCTIbITAHUM U NpeanaraemMoro nnaHa KrmnHu-
YECKUX UCMbITAHUW;

b) cBogHas nHpopmaunsa 0 BO3IMOXHOM BO3AENCTBUN HA COCTOSIHNE 340POBbS CYOBLEKTOB UCMbITAHWN;

C) OUEHKa BO3MOXHbIX PUCKOB, NpeanornaraemMmslie METoOAbl U CpeacTBa Nx yCTpaHEHUs;

d) oueHka nobOro BO3MOXHOro AMCKOMAopTa NN HAPYLLEHUSA COCTOAHUSA 340P0BbS CYOBEKTOB UCMNbITAHUW,;

e) npegnaraembli METOL KOHTPOIS NPOBEAEHUA KITMHUYECKMX UCMBITAHUK, a TaKXe KBanundpukaumsi n onbiT NCCne-
aoBarens(en), NpoBoasWero(nx) KNMMHUYECKNE UCMbITAHUS;

fy BCce pgetanu npegnaraemoun npoueaypbl NONyYeHns MHPOPMNPOBAHHOIO Cornacusi, BKNo4Yast MHOOPMaLNOHHbIN
INTUCT, COCTaBMNEHHbLIN B 4OCTYNHOW ANsl CybbeKkTa UCTbITAHUW UMW €ro 3aKOHHOIO NpeacTaBuTens opMe C yKasaHUeM Lie-
Nen, OXngaemon Nornb3bl NS CydObeKkTa UcnbiTaHumMm U/nnn apyrnx nul, PUCKOB, HEYAODCTB U anbTEPHATUBHbBIX METOJ0B
NeYveHuns;

g) KpaTtkoe onucaHue npoueayp, odbecneumBaomx KOHpUAEHUNANbHOCTb;

h) AoKymMeHTMpOBaHHasA npoueaypa nonyvYeHns n opopmneHns MHPOPMUPOBAHHOIO COrnacust B HEOTNOXHbIX CUTY-
auuax, korga cybbekT UCnblTaHMM HE CNOCOBEH BbIPa3nTb COrnacue;

1) QokymeHT(bl), obecneunBaowmn{ne) ngeHtndpukaumio cybbekta ncnbiTaHnn, n HoOpMaymMs No NPOBOANMOMY
NEYEHNIO N HEOBXOANMbBIM AENCTBUSIM B HEOTITOXHbBIX CUTYaUMSX;

1) KONUKU CTPaxoBbIX MOSIMCOB NP HANMM4YMM COOTBETCTBYIIOLLMX 3aKOHOAATENbHbIX TPEOOBaAHUN;

K) nnaH KNMHNYECKUX NCMbITAaHUN U BCE MNOMNPAaBKU K HEMY;

|} 6powtopa ansa ncecnegoBaTens;
m) oT4eT(bl) O X04e KNMMHUYECKUX UCMbITAHUA N 3aKITIOUUTENBHbBIW OTYET,;
Nn) BCe COOBWEHNS O CEPbE3HBIX HEXENAaTENbHbIX CODLITUSAX U HEXENATENbHbIX BO3AENCTBUSIX N3OENUSI.
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[MpnnoxeHwne C
(cnpaBo4HoOe€)

3aKknUvnTenbHbIA OTYET O KITIMHUYECKUX UCNbITAaHNAX MeAULUMHCKOro uagenus

C.1 Obwme nonoxeHunA
HacTosuwee npnnoxeHne yctaHaBMMBaeT CTPYKTYPY U cogepXaHne otyeTa O KIIMHNYECKNX NCMbITaHUSAX.
C.2 TUTYNbHbLIN NNUCT

TUTYNBHBIM NNCT OOJKEH coAepXKaTh Crieayowyto NHPoOpMaLUnIo:

a) HaMMEHOBAaHWE KITMHNYECKNX UCNbITAHUN;

b) naeHTMPMKaUMOHHbIE XapaKTEPUCTUKN N3OENUS, BKNOHYAs HAMMEHOBAHME, MOAENb N APYIYHO MHPOPMAaLNUIO, He-
obXoanMyLo Ans NoNHOW naeHTMdnKaUum;

C) MAeHTMPUKALNOHHbBIE AAHHbIE OPraHn3aTopa;

d) naeHTMdMKaAUNIO NNaHa KIMHUYECKUX UCTIbITAHWUN;

€) yKasaHue Ha NpoBeAeHNE KIMMHUYECKUX UCMNbITAHMW B COOTBETCTBUN C HACTOSALWMM CTaHAAPTOM,;

fy pmary otyera;

g) aBTopa(oB) oT4eTA.

C.3 CBoagHOe U3NoXeHwue

Heobxoanmo npeacrtaBnTb CTPYKTYPUPOBAHHOE PE3IOME C ONUCAHUEM KIMHUYECKUX UCTIbITAHUA MO CNeayiowmm
pasgenam: HaMMeHoOBaHWe, BBeaeHue, uenmn, CybbekTbl UCNbITaHUW, METOAb!, Pe3ySibTaTbl, BbIBOAbI.

Heobxognmo Takxke ykasaTth KNoYeBbIe AaThl, BKIOYas gaTty Havana KInHUYeCcKUX UCMbITaHUW (4arta BKIIOYEHUS B
NCMbITAHUS NEPBOro cybbekTa) n aarty nx 3aBepLlueHns (BbIXo4 U3 NCnbiTaHMM NocrnegHero cybbekra) unu (npm Heobxoau-
MOCTWM) gaTy 4OCPOYHOIo NnpekpaleHns KNMHUYECKNX UCMbITaHNUM.

C.4 CopepxaHwe

C.5 BeegeHue

BBeageHune gomKHO cogepXaTth KpaTKyo MHQOpMaLUUIO 0 3HAaYEHUN KNMHUYECKNX UCTbITAHUA B KOHTEKCTE pa3paboT-
KN N3Qenusi, a Takke naeHTuPrKaynio pykoBoacTB, HA OCHOBE KOTOPbLIX pa3paboTaH NNnaH KNMHUYECKUX UCMbITAHUN.

C.6 MaTtepuanbl n metoabl

C.6.1 OnncaHmne nanenwva

Heobxoanmo npeactaBuTh KPaTKoE onmcaHne n3genusa n ero npeaHasHaveHHoro npumeHeHns. Cnegyert onucarb
BCe mogundpmnkaumm nagenus, NPon3BeaeHHble B X04€ KINMHNYECKUX UCTbITaHUN.

C.6.2 KpaTkoe nanoxeHve nnaHa KNMHNYECKNX UCNbITAHUN

Heobxoammo npeacTtaBuTb KPaTKoOe U3NOXEHWE NnaHa KNMHNYECKNX ncnelitTainn. Cnegyer onncatb BCE NU3BMEHEHUA
nfiaHa KMMHUYECKMX UCTNbITaHUW B XO4€ UCNbITaHuN. KpaTKoe N3noXeHne 4oMKHO BKNOYaTh B Cebsi:

a) Uenu KIMHUYECKNX NCMNbITaHUN,

b) An3anH KNMHUYECKNX NCTIbITAHUMN:

- BN KIMTMHUYECKNX UCMNbITAHUW;

- KOHEYHbIE TOYKN KIMHUYECKUX UCMbITaHUN;

C) 3TUYECKMNE acCneKThbl;

d) obecnevyeHmne Ka4yecTBa AaHHbIX;

e) nonynaunio CybbeKTOB KITMHUYECKNX UCTbITAHWNAS

- KPUTEPUN BKINIOHEHUSA/MCKITIOYEHUS;

- 06beM BbIDOPKU;

f) nedeHmne n pacnpegeneHne nevYeHus no rpynnam;

g) NepeMeHHbIE€ KITMHUYECKNX UCNbITaHUN;

h) conyTCcTBYIOWME NEKAPCTBEHHbLIE CPEACTBA/METOAbI NEYEHNS;

1) NPOAOIMKUTENBHOCTL KITMHUYECKMX UCMBITAHUN U NMOCneayowero HabnogeHus;

|} CTaTUCTUYECKUIN aHaNwn3;

- MNPOBEPSEMYIO TMNOTEIY UNUN KPUTEPUUN OLEHKN PE3YINbTATOB KITMHUYECKNX UCTIbITAHWUN;

- pac4eT obbema BblbOPKU;

- MEeTOAbl CTATUCTUYECKOIo aHanmaa.

C.7 PesynbTaThbl

[laHHbIN pa3gen AomKeH cogepXaTbh KpaTKyo MHOPMAaLUIO C ONUCAHUEM aHanu3a un noNyYeHHbIX Ppe3ynbTaToB.
Pasgen AoMMKeH BKNoYaTh B cebs:
a) paTy Ha4vana KIUHUYEeCKUX UCMbITaHUW;
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b) paTty 3aBepLUeHUA/NPUOCTAHOBKN KITMHUYECKUX UCMNbITAHUMN;

C) pacnpepaeneHne nauneHToB/n3genun;

d) paemorpadmnyeckme gaHHble NALNEHTOB,;

e) nHopmaunto o cobnaeHnn nnaHa KIMHUYECKNX NCTbITAHWUN;

fy ananna, cogepxawmmn:

- OTYeT No 6e30nNacHOCTU, BKIIOYaWMN B cebsi KpaTKoe ONMcaHne BCEX HEXenartenbHbIX CODbITUN U HEXeNnaTeNb-
HbIX BO3AENCTBUN N34eNns (CBA3aHHbIX UITU HE CBA3AHHbLIX C MPUMEHEHNEM N3OENNS), OTMEYEHHbIX B X04€ KINMHUYECKNX
NCMbITAHUW, B TOM YUCIE 0OCYXAEHNE UX CEPBE3HOCTU, HEODBXOAMMOro NeYeHUs, NCXo0aa, a TakkKe OUEHKY uccrneagoBare-
NeM CBSI3M C MNPOBOANMBIM B PaMKaXx KIIMHUYECKNX UCTIbITAHUWN NTEYEHNEM,

- aHanua KnnHn4Yeckoun 3ap@EeKTMBHOCTN N3genud, NnpegycMoTpPEeHHbIN B NNaHe KIMHUYECKUX UCTbITaHUN;

- NpU HEOBXOAMMOCTHN, aHANU3 BCEX HAANEXaLWmnX noaArpynn (Hanpumep no nNornoBoMy NPU3HaKy, PacoBbIX/KYNbTYp-

HbIX) B KOHKPETHbBIX NONynsunsix;
- onucaHne obpalleHns ¢ NPONYyLWeHHbIMY AaHHbIMU (BKMOYasa JaHHble NauMeHTOB, BbIObIBLUMX U3-Mo4 HAbnoae-

HUS UMW UCKITIOYEHHbIX N0 KAaKoW-NMbo npuymnHe) Npu aHanmae.

C.8 OOcyxaeHvne n obwme BoiBOALI

Heobxoammo KpaTKo M3NOXUTb U NpoaHanmnanpoBaTb pe3ynbTaTtbhl KITMHUYECKUX UCMbITAHUA B OTHOLWEHUN KIUHU-
yeckon 3P PEKTUBHOCTU 1 BE3ONACHOCTU N3AENNSA, a TAKKE COOTHOLWWEHMSA pUcKk/nonb3a. KnmHU4eckyo 3Ha4MMOCTb U BaX-
HOCTb Pe3ynbTaTOB Ccneayer npoaHanuanpoBaTb B CBETE APYrMX UMEOWMXCs AaHHbiX. CnegyeTr onucatb nNodyio
KOHKPETHYIO MoIb3y UMK cneunarnbHble Mepbl NPeAoCTOPOXHOCTU, HEODXoaMMbIe ANs OTAENBbHbIX CYyOBEKTOB UCTbITAHUN
UKW TPYNN PUCKa, a Takke nobblie pekomeHgaumm ans NnpoBeaeHus Nocneayowmx KNMHNYECKMX NCMNbITaHUN.

C.9 CokpaweHna n onpegeneHns TepMUHOB

Heobxognmo NnpuBeCcTn CNMCOK COKPaLLEHUN TEPMUHOB U ONpeaeneHnn creunanbHbiX UMK PpeaKo BCTpeYaltowmnXcs
TEPMUHOB.

C.10 I9TnyeckKkune acneKkTobl

HEO6XO,EI,MMO NnoaATBepaAnTb, UTO INJlaH KIMMHNYECKUX NCMNbITAHUN U BCE MNOrpaBky K HEMY Obinn PaCCMOTPEHBbI KOMUTE-

TOM MO 3TUKe. B NPUIOXKEHWUN K 3aKINTIOHYUTEIbHOMY OTHETY arieayeT AdaTb CrIMCOK BCeX yHaCTBYHOWMNX KOMNTETOB 10 3TUKEe
(cm. C.13).

C.11 UccnepoBaTtenun v opraHn3auuoHHasa CTPYKTYypPa KNMUHUYECKUX UCMNbITAHUN

PekomeHayeTcs BKMNIOYNTb B OTHET KpaTKOE ONUCaHME OPraHu3aunoHHOWN CTPYKTYPb! KIMMHMYECKNX UcnbiTaHun. B
NPUNoOXeHUn He0OXoAMMO NPUBECTU CMINCOK NCCneaoBaTenen ¢ ykazaHmem nx mecta pabotsl. Heobxoammo Takke ykasaTb
MMS U agpec NpeacrtaBuTens opraHn3atopa KIMHUYECKUX UCTIbITAHUMN.

C.12 NMoanuncwm
HormxHbl BbITe COBNIOAEHBI YCNOBUA NOANUCAHUS, NpuBeaeHHbIE B 11.2.
C.13 lNpunoXxeHue K 3aKNOYNTENILHOMY OTYETY

[TpynoxxeHune K 3aKYNTENBHOMY OTHETY AOIMKHO CoOAepKaTb:

a) NNaH KNMMHUYECKUX UCTbITAHUW U BCE MOMNPaBKU K HEMY;

b) cnncok nccnepgoBaTtenen N opraHn3aunmn, B KOTOPbIX OHU paboTaloT;

C) CNNCOK APYrnx y4acTBYHOLWMX CTOPOH (Hanpumep 6a30BbIX NabopaTtopuin, KOHTPAKTHbIX UCCNeaoBaTEeNbCKUX
opranHmndaumn [CRO], akcnepTtoB N T. A4.);

d) cnncok HabnwpaTenew,

€) CNUCOK KOMUTETOB MO 3TUKE;

f) cBOAHOE npeacTaBneHne JaHHbIX, BKITIOYAs BCE OTKITOHEHUS OT NIaHa KIMMHUYECKUX UCMbITAHUN, HEXENATENb-
Hble CODbLITUS N HEXeNnaTenbHble BO3AENUCTBUSA U3AENUS, Cly4an UCKITIOYEHNA U BblObIBaHUA CYOBEKTOB N3 KITMHUYECKNX
NCNbITAHUN.
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[MpnnoxeHwne D
(obsA3aTenbHoOE)

CBeaeHMda 0 cCOOTBETCTBUU HaLMOHanNbHLIX cTaHAapToB Poccunckon Pegepalav cCbiNMOYHbLIM

Tadbnwuwua D.1

MeXAYHapoAHbIM cTaHAapTaMm

OBo3HaAYeHNE CChITOYHOTO
MEXOYHApPOAHOro crtaHaapTa

OB0o3Ha4vYeHUe 1 HAMMEHOBAHUE COOTEBETCTBYHOLWETro HauMOHAJNIbHOIo CTaHgapTa

MCO 10993 (Bce vacTtn)

[[OCT P NCO 10993 (Bce vactn) M3genunsa megnumnHckme. OueHka brnonorm-
YeCKOro AenCcTBmUAa MeanUUHCKUX N3gennn

MCO 14155-2:2003

*

MCO 14971:2000

[OCT P NCO 14971—2006 N3penna meanumHckmne. [NpuMmeHeHne meHem«-
MEHTA PUCKa K MeONLUUNHCKUM N3OENNAM

* COOTBETCTBYIOLWMN HAUMOHAlbHbIM CTaH4apT oTcyTcTBYeT. [1o ero yrBepxgeHus pekoMmeHayeTcsH UCnomb30BaTh
NnepeBo Ha PyCCKMN A3bIK 4AaHHOIo MexayHapogHoro craHgapra. [lepesog gaHHOro MexxayHapogHoro craHgapra Haxo-
antesa B PeagepanbHOM MHPOPMALMOHHOM (POHOE TEXHUYECKUX PErnamMeHToB U CTAHOAPTOB.
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bubnuorpadua
[1] NCO 14971:2000 N3nenna megnumHckue. [lppumeHeHne mMeHepKMeHTa pUcka K MeQUMLUMHCKUM U3ENTUAM
(1ISO 14971:.2000) (Medical devices — Application of risk management to medical devices)
MCO 10993 (Bce vacTtn) OueHka B1MonorM4eckoro A4eNcTBUS MeanUMHCKUX U3aenum
ISO 10993 (all parts) Biological evaluation of medical devices

European Directives on medical devices, 93/42/EEC from 14 June 1993 and on active implantable medical devices, 90/385,

EEC from 20 July 1990, as amended

Essential Principles — Global Harmonization Task Force, 1999
International Conference on Harmonization, Harmonized Tripartite Guideline for Good Clinical Practice, 2nd edition, May

1996
Ethical principles for medical research Involving human subjects, World Medical Association, available at

<http://www.wma.net/e/approvedhelsinki.html>
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YAK 61:006.354 OKC 11.100 P20 OKIT 94 4000

KntoueBble cnoBa: MeguLMHCKNE U3aenus, KNMHUYecKUe NCnbiTaHns, ninaH KNMMHUYECKNX UCTIbITaHNI, CyOBbeKT
MCNbITAHUN, NccreaoBaTenb, opraHM3aTop, HabnwaaTtens
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