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FOCT P UCO 14155-2—2008
BeBegeHune

MexayHapoaHeiin ctangapT MCO 14155-2:2003 paspaboTaH TexHn4ecknm komutetoM TK 258 «KnuHu-
Yyeckue UcnblTaHUs MeaULMHCKUX U3gennii» B COTpyaHUYecCTBe ¢ TexHn4eckum komutetom TK 194 «OueHka
6uonormyeckoro AeNCTBUS MegUUUHCKNX 3aenuniny.

NCO 14155-2 aBnseTcs BTOPOW YacTbio MexayHapogHoro ctanaapta MCO 14155 noa o6wum Hanme-
HoBaHWeM « PyKoBoACTBO No NPOBeAEHUIO KNUHUYECKUX UCTIBITAHUIA MEAULIUHCKUX U3AETTNiA»:

- yacTb 1 «O6wwune TpeboBaHUAY;

- vyacTb 2 «[MnaHnpoBaHne KNMHUYECKUX UCNIbITAHUAY .

NCO 14155-2 npegHasHaveH ANa MexxayHapoaHOro NPUMEHEHNA ¢ Lenbio NITaHMpoBaHnA U Nposeae-
HUA KIIMHUYECKUX UCTBITaHUA MeAULIMHCKUX N3AeNUiA, a Taloke OKasaHUs NOMOLM YNONHOMOYEHHBIM OpraHam u
KOMUTETaM Mo 3TUKE B paCCMOTPEHUN MAAHOB KNUMHUYECKUX UCTNbITaHWUIA.
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HAUMWOHANBbHBIN CTAHOAPT POCCUUCKOWU SEOEPALUMN

PYKOBOOCTBO NO NPOBEAEHUIO
KNMUHUYECKUX UCMbITAHUA MEOULIMHCKUX U3OENUA

YacTtb 2

MnaHupoBaHue KNUHUYECKUX UCMbITaHUN

Clinical investigation of medical devices for human subjects.
Part 2. Clinical investigation plans

Hata BBeaeHna — 2009—09—01

1 O6nacTb NnpUMeHeHus

HacToswmin ctangapT ycTaHasnuBaeT TpeboBaHua K pa3paboTke nnaHa KAMHUYECKUX UCMbITAHWA ¢
Lenblo KMUHNYECKNX UCMbITaHNN MeAULIMUHCKNX n3genuin (qanee — nsgenuin). PazpaboTka nnaHa KnuHudec-
KMX MCNbITaHWIA B COOTBETCTBUM C TpeboBaHMAMN HacTosLWero ctaHaapTa u cobnoaeHue AaHHbIX Tpe6oBaHui
nomMorawT Hauny4dwum o6paszom obecnevnTb HayuHyo 060CHOBaHHOCTb M BOCTIPOU3BOAUMOCTb Pe3ybTaToB
KITMHUYECKNX UCMbITaHUNA.

HacTtosiwmin ctaHaapT He NPUMEHUM K MeaNLMHCKUM N3AenusaM Ans AuarHoCTUKK in vitro.

2 HopmaTuBHbI€e CCbINKN

B HacToALem cTaHAapTe UCNOoNb3oBaHbl HOPMaTUBHBIE CCbINKU Ha crefytolme CTaHAapTh:

MUCO 14155-1:2003 PykoBOACTBO MO NPOBEAEHUIO KITUHUYECKUX UCTILITAHUIA MEAULIMHCKUX U3OEeNUiA.
Yactb 1. Obwue tpebosaHua (ISO 14155-1:2003 Clinical investigation of medical devices for human
subjects — Part 1: General requirements)

3 TepmuHbl M onpegeneHus

B HacToseM cTaHaapTe NpUMeHAIOT TepMuHbI U onpegenerusa no UCO 14155-1, a Takke cnegyowme
TE€PMUHBI C COOTBETCTBYIOLLMMU ONpeaeNeHNaAMU:

3.1 KOHeuYHas Touka — nepBUYHas (end point — primary): OCHOBHOW nokasaTtenb, U3MepsAeMblil U1
onpeaensemblil Ans OLLeHUBaHUA rMaBHOM LeNn KNUMHUYECKUX UCTIbITaHWIA.

3.2 KoHeuyHas Touka — BTopuYHan (end point — secondary): MNokasaTenb, U3MepsieMbI UK onpeae-
naeMbln B AOMNOMHEHWE K IMaBHON KOHEUYHOWN TOYKe AN OLeHUBaHWS Kakon-nmbo Apyroi uenm KNnHUYeckux
UCNbITaHUA.

3.3 momeHT BKNoYeHUA (point of enrolment): MoMeHT BpeMeHuU, koraa cybbekT nognucbisaeT UHGop-
MWPOBaHHOE corflacue U CTaHOBUTCA YYaCTHUKOM KIMHUYECKUX UCTIBITAHUA — NpeAcTaBuTeneM nsyvyaemomn
nonynauun.

3.4 nepuopnocneaytouwero HabnoaeHua (follow-up period): MNepuoa KNMMHUYECKUX UCNBITAHWIA Nocre
NPUMEHEHNA UCTIbITYEMOrO U3AENUA B OTHOLLIEHUU KaXKAO0ro cy6bekTa UCnbITaHuit, B Te4eHUe KOTOPOoro Hab -
[aloT BO3ASACTBUE AAHHOTO U3AeNus.

3.5 Habop (recruitment): Mpouecc uaeHTUdUKaLMK cyGHLEKTOB, OTBEYAIOWMX KpUTEepUam oTGopa ans
Yy4aCTUA B KITMHUYECKUX UCTIBITAHUAX.

Uspaune opuymnansHoe
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4 TpeboBaHus

4.1 O6LuMe nonoxeHus

MpuMeHsioT Bce TpeboaHua NCO 14155-1.

4.2 MNnaH KANHUYECKUX UCNbITAHUNA

MnaH KNMHWYecKNX UcMblITaHUA nNpeacTaBnAeT cobor AOKYMeHT, paspaboTaHHbIA OpraHM3aTopoM U
ncernegosarernem (amun). MNnaH KNMHUYECKUX UCNBITaHUA HeobxoanMo paspabaTeiBaTb Tak, YTOObLI HAUTYYLLUM
0b6paszoM obecneunts HayuHy 060CHOBaAHHOCTb U BOCMIPOU3BOAUMOCTb PEe3yNbTaTOB UCMbITAHUI B COOTBET-
CTBWW C COBPEMEHHBIMU Hay4YHbIMU 3HAHUAMU N AOCTUKEHUAMU KITUHUHECKOW NPaKTUKXA U LLeNSIMA KNMMHUYECKUX
NCMbITaHNA.

MnaH KNUHUYeCKNX UCnbITaHUA AOMKEH BKNoYaTh B ce6a nHdopmaumto, nsnoxeHHyo B 4.3—4.13. Ecnu
Heobxoanmas UHopMaLInst COOePKUTCA B APYrMX AOKYMEHTaXx, Hanpumep, B OpoLutope Ana uccnefosaTtens
WN B cTaHA4apTHLIX OnepaLMoHHbIX NpoLueaypax opraHusaTopa, To Ha Takne AOKYMEHTHI criefyeT CebiNaTbCs B
nnaHe KMMHUYECKUX NCTIbITaHWIA U OHU AOSPKHBI OblTb AOCTYMHBI NO TpeGOBaHUIO.

Ecnu opraHnzaTop peluaeT, 4To kakoe-nubo TpebosaHue, npuseaeHHoe B 4.3—4.10, aBnseTca Henpu-
MEHWUMbIM, He OTHOCUTCH UITU HE COOTBETCTBYET NNAHUPYEMbIM UCMBITAHUAM, TO B K&XKAOM TakoM criyyae aor-
XHO BbITb clenaHo YeTKoe 3asiBneHne, 060CHOBLIBatOLEE ero HenpUMeHeHue.

4.3 O6wan nHcopmauma

4.3.1 UpeHTudukauusa nnaHa KMUHUYECKUX UCNILITAHUA

MnaH KIMHUYEeCKUX UCTIbITaHUIA U Nbas ero N3MeHeHHas BepCUA AOMMKHbI coaepKaTb HaMMeHOBaHWe
KNMHUYECKUX UCTIBITaHNIA U nAEeHTUDPUKALMOHHBIN HOMep. MNaH KMMHUYECKUX UCTIBITAHUA [OITKEH Takoke BKIH0-
yaTb B ce6s HoMep Bepcun/Beinycka U gaTy, YTobbl 06ecnevnTb ero NpocneXxmBaeMocTb NoANUCaBLUUMU CTO-
poHamu (cM. 4.3.7). Ha kaxxgon cTpaHuue nnaHa KNMHUYEeCKUX NCNbITAaHWA JOIMKeH BbiTb NpocTaBieH HoMep
Bepcun.

4.3.2 UccnepoBatenu, pykoBoauTenb KNUHUYECKUX UCALITAHUMA, KOOPOUHATOP KIUHUYECKUX
MUCNbLITAHUN, UCCNef0BaTeNIbCKUE LIeHTPbI

MnaH KNMHUYEeCKMX UCTbITaHUIA AOMKEH BKoYaTb B cebA UM cebinatbesl Ha nepeyeHb, coaepXalluin
UMeHa, agpeca U JODKHOCTU nccnegosaTenen, pykoBoanutenein KIMHUYECKUX UCTbITaHUA U KoopauMHaTopa
KMUHWYECKMX UCTbITaHWIA (ecn BbiN Ha3HaveH). B nnaHe KNUMHUYeCKUX UCNbITaHUiA OIMKHLI ObiTb AOKYMEHTU-
poBaHbl HAMMEHOBaHUWA 1 agpeca opraHM3auni, B KOTOpPbIX ByayT NpoBOAUTL KNUHUYeCKUe UcnbiTaHus. B Tex
cryyvasix, Korga aTo MoXeT NoBMUATb Ha JOCTOBEPHOCTb Pe3ynbTaToB KNMHUYECKUX UCMbITAHUA, cneayeT Tak-
e yKazaTb HanMeHOBaHWsA N agpeca ApyrMx opraHu3auuii Ui KOHTaKTHbIe AaHHble UL, BOBNEYeHHLIX B pabo-
Ty C NaumneHTamu, Nbo B BbINONHEHUE CBA3AHHBIX C KIMMHUYECKUMUN UCMIBITAHUAMUW TECTOB U UCCIIEJ0BaHMIA.

4.3.3 OpraHusartop

B nnaHe KNMHUYEeCKUX UCMbITaHWA AOSMKHBI ObITh YKasaHbl HAaMMEHOBaHWE U aapec opraHu3aTopa KnmHu-
YECKWUX UCTbITAHWA.

MpumeyaHue— Ecnu opraHnsarop KIIMHUHECKNX UCTIBITAHUI HE SBMAETCA PE3NAEHTOM CTPaHbl, B KOTOPOW
NPOBOAST KIIMHUYECKUE UCMbITaHMS, TO COrNMAacHO HALMOHANBHbLIM UM PETMOHANbHLIM HOPMaM MOXET noTpeGoBaTbes yka-
3aTb HaMMeHOBaHUe W afpec ero NpeacTaBUTENs B 9TON CTpaHe.

4.3.4 MNMpoBeaeHNe MOHUTOPUHIA

B nnaHe KNUHUYeCKNX NCrbITaHNA AOSPKHBI ObiTh NPeayCMOTPEHbI AENCTBUA NO MOHUTOPUHIY KITMHUYEC-
KUX UCMbITAHWUI U 3annaHMpoBaH 06beM BepucmkaLnm NnepBUYHBIX 4aHHbIX.

4.3.5 MeHeKMEHT KauecTBa M ynpaBreHue AaHHbIMU

MnaH KNMHNYeCKUX UCNbITaHWA OOSPKEH, N0 BO3MOXHOCTU, ONUCLIBATb UMW CCbINaTbes Ha nNpoLleaypsl
MeHempKMeHTa 6a3bl AaHHbIX, BepuduKkaLmm nepBUYHbIX AaHHBIX, 06paboTKU, apXUBUPOBaHUSA, XpaHEHUs AaH-
HbIX (C YKasaHWeM nepuoda xpaHeHus ) u gpyrue coctasnsiiowme obecnevyeHns kadyecTea.

4.3.6 KpaTkoe U3roxeHue KNMHUYECKUX UCNbITAHUIA

MnaH KNMUHUYEeCKUX UCMbITaHWA AOMKeH BKMNoYaTh B cebs pe3toMe Unn kpaTkoe U3nokeHue KIMHUYECKUX
NCMBITAHWA.

MpwumeyaHune— CaTtol LUenbto MoxeT BbITb NoneaHa 6rnok-cxema, MNNIOCTPUPYIOLWAs OCHOBHLIE 3Tanbl KIK-
HUYECKMX MCMbITaHWUA, MInn Nobasi gpyrasi MHpopmaLmsl, KoTopasi MOXeT GbITb 3Ha4UMMON A1S NPoBeAeHUA UCTIbITAHWIA.

4.3.7 Opo6peHune ucornacoBaHue NNaHa KMTMHUYECKUX UCNBITAHUIA

OpraHunsatop, KoopanHaTop (ecnv Bbin HasHaveH) U pykosoauTenb(1) KMMHUYECKUX UCTIbITAHWIA B Kak-
AOM nccnegoBaTenbCkoM LieHTPe OOIDKHbI BbIpa3nTb CBOE corflacke ¢ NaHOM KMMHUYeCKUX UCNbITaHUA 1
noBbIMK NOMpaBkamMun K HeMY, 3aBepPUB AaHHbIN AOKYMEHT AaTUPOBaHHBIMU NOAMUCAMMU.

2
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4.4 UpeHTudurkaluus u onucaHue UCNbITYyeMOoro MeaMLMHCKOro usaenus

MnaH KNMHUYEeCKUX UCTIBITaHNA AOIMKEH BKNOYaTL B ceBs UMK cebiNaTbCa Ha onucaHue UCTbITYeMoro
n3aenua n ero npegHasHa4YeHHoOro NpUMeHeHusl, a UMeHHO:

a) N3roTOBUTENS U3AENUs, HOMepP MOAENU UIN TUMN U3Zenusi, B TOM YUCNe BepCuio nporpaMmmHoro obec-
nevyeHns 1 NpUHaanNexHocTen, eCnn TakoBble UMEHOTCS, YTO MNO3BONUT 06ecneYnTb NOMHYI0 nAeHTUhrKaLmo 1
npocnexveaeMocTb n3genus. Ecnu Takas nHdopmauuns He byaeT U3BECTHA B MOMEHT COCTaBIeHUs nnaHa
KITUHWYECKNX UCTbITaHNA, TO HeobXxoaAnMo AaTb onvcaHve crnocob0B OCYLLEeCTBEHUS NPOCeXMBaeMOCTU
n3genns B xoae v nocre 3asepLUeHUst KNMMHUYECKUX UCTIbITaHWUA;

b) npegHasHayeHHoe NPUMeEHeHNe N3aenns, ycTaHOBNEHHOE N3roTOBUTENEM, B TOM YMCTIE NOKa3aHus U
NPOTUBOMNOKA3aHUA K MPUMEHEHNIO B NpeanaraemblX KNMHUYECKUX UCTIBITAHUSIX U NpeAHasHaYeHHbIX Nonys-
Lnax;

C) onvcaHue u3genus, B TOM Yncre Nobbix MaTepmarnos, KOTOPbIE MOTYT KOHTAKTUPOBAaTb C TKAHAMM U
Xugkoctamu opraHmnama. OnncaHune nsgenus 4oHKHO BKIToYaTh B cebst noapobHble cBefeHUs o Mobbix nekap-
CTBEHHbIX MpenapaTax, TKaHsX YyenoBeka WU/1nm >XMBOTHBIX UMW UX NPOU3BOAHBIX UK Apyrinx Buonornyeckm
aKTUBHBIX BelLleCTBaXx;

d) MHCTPYKLM MO MOHTaXY W aKCNnyaTaumm nsgenus, Bknoyas sce Heobxoammble TpeboBaHNsA K xpaHe-
HUIO 1 obpalleHnto, MOAroTOBKE K aKCMlyaTauny U npegHasHa4veHHoMY NoBTOPHOMY MPUMEHeHUIo (Hanpumep,
TpeboBaHUA K CTepunusauuu), npedskcniyataumoHHbIM nposepkam GesonacHocTM N 3ddEeKTUBHOCTH
OEeNCTBUSI N3OENNsi U Mepam NPeaoCTOPOXKHOCTU, KOTOpble HEOBXOAMMO NPEeANPUHSTE Nocre NpUMeHeHNs
nsaenus (Hanpumep, TpeboBaHWUs K yTUM3aLNK);

e) usnoxeHue TpeboBaHNUnKOBYyYEHNIO N OMbITY, Heo6XoAMMOMY A paboThl C UCTIbITYEMbIM U3AenueM;

f) onuncaHne MegULIMHCKUX, B TOM YUCTE XUPYPrMYecKuX npoueayp, CBA3aHHbIX C aKCnnyaTaumen usae-
nns.

4.5 NpepwecTBylOLWUE UCNIBITAHUA U 06OCHOBaHME KITMHU4YeCKUX UCNbITAHUIA

4.5.1 AHanuz nuTepaTypHbIX UICTOYHUKOB

MnaH KNMHUYEeCKNX NCTbITaHUA JOMKeH BKNovaTh B cebs aHann3 cooTBETCTBYIOWE Hay4HON uTepary-
pbl WA HEOMyBNUKOBaHHBIX AaHHBIX U COOBLLEHWI, a Talcke NepeYveHb NpoaHanNU3MPOBaHHbIX IMTEPaTYPHbIX
NCTOYHNKOB. B 3aknioueHne aHannsa Heo6xoaMmo npusecT 060cHoBaHe Anu3aiHa KIIMHUYECKUX UCTIbITaHUA.
AHanus nuTepaTypHbIX UCTOYHUKOB JOMKEH COOTHOCUTLCSA € NPpeAHasHavYeHHbIM NPUMEHEHUEM UCNILITYEMOro
n3genus n npegnaraeMbiM METOAOM UCMOML30BaHUA U3AENNA, NOMOYb B MAEHTUMMKALUN KOHEYHBIX TOYEK
KIMUHUYECKNX UCMBITAHWUIA U TPYAHO KOHTPONMPYEMbIX 3HAYUMbIX haKTOPOB, KOTOPbIE HE0BX0AUMO YUUTLIBATD,
aTakke B Bbl6ope 1 060CHOBaHUM MeTOA0B YNpaBneHuUs.

MpumedyaHune— PekomeHgauMm No aHanuay U OUEHKe NUTepaTypHbIX MCTOYHMKOB npueBeaeHbl B UCO
14155-1, npunoxexue A.

4.5.2 [JoKknuHu4veckue NcnbiTaHUA

B nnaHe KMUHWYECKUX UCNbITaHUA AOMKHBI 6bITb 0606WeHbI pe3ynbTaThl AOKIMHUYECKUX UCTIbITaHNIA
n3aenus ¢ Lenbto 060CHOBaHWS ero NPMMeHEeHUs Ha NoAsX Kak cybbeKkTaxX ucnbiTaHuin. Pe3toMme AOMKHO BKHO-
yaTb B cebs1 AOKMMHUYECKME 3KCNepMMEHTarbHbIE faHHbIe, B TOM Yucne (rae NpMMEHUMMO) pe3ynbTaThl NpoekK-
THBIX PAcYeTOB, UCMbITAaHWUM in Vitro, NCNbITAHUIA MEXaHUYECKUX N SNEKTPUYECKUX XapaKTePUCTUK, pesynbTaThl
MpOBEepKN HaAeXHOCTU U BanMaauum nporpaMMHoro obecneyeHus, oTHocsLLerocst K (pyHKUMOHUPOBaHUIO
N3Eenns, N cogepkaTb CCbINKN Ha 3T AaHHble. Takke A0MKHbI GbITb BKNOYEHbI BCe pesynbTaThl 3KcnyaTa-
LIMOHHBIX UCMbITAHWUIA N3AENNA, UCTIBITAHUA eX ViVo, UCTIbITaHUA BUONOrM4eckoro AeNcTBUA WnUnn UCNbITaHUA
Ha 6e3onacHOCTb, NPOBeAEHHbIX Ha XKNMBOTHLIX, B TOM YMCIe AaHHble 06 yMECTHOCTM U NocneaoBaTenbHOCTH
NpoBeaeHNs TaKNX UCTIbITaHUMA.

MpwumedyaHne— PykoBogcTBo No oueHke 6MONorM4eckoro AencTeBmsa MeaULMHCKMXM3genvun npueegaeHos [1].

4.5.3 MpeawecTtByloWee KNUHAYECKOE NPUMeHeHUe

B nnaHe KNMHu4ecknx ncnblTaHWin AoKHBI 6bITh NpYBeAeHbl pe3ynbTaThl NpeaLecTBYOWUX KNnHUYeC-
KMX NCMBITAHUIA U KNMMHUYECKOro MPUMEHEHUST UCTILITYEMOTO U3enns, UMeroLMe OTHOLLIEHUE K NNaHnpyeMbiM
NCMbITAHUAM, UMMM COOTBETCTBYIOLLMIA OMbIT NPUMEHEHUS U3aenusa(uin) ¢ NoaoBHLIMA XapaKTepuUcTukamu,
BKITHOYaAs ONbIT NPUMEHEHUs NO APYrMM MeULUHCKAM NokasaHuaM. MnaH KNMHUYeckux UcnblTaHuin AomkeH
BK/loYaTh B ce6s aHanus HexxenaTtenbHbIX BO3AeNCTBUA 3aenmsi(1in) u ntobble AaHHbIe 0 MoAUUKaLMSAX UK
OT3bIBE Usfenmsa(nia).

4.5.4 AHanus u oueHKa pUCKOB, CBA3aHHbIX C NPUMEHEeHUEeM UCNbITyeMoro usagenus

MnaH KMMHUYEeCKUX UCMbITAHWI N3AeNUst 4OMKeH BKMoYaTh B cebsi peaynbTaTel aHanmaa 1 oLeHKy puc-
koB. OH JOMKeH coepKaTb OnncaHue COOTHOLLEHUS OXXUAaeMON KITUHUYECKON Mob3bl U PUCKOB, CBA3AHHLIX C
caMuM nsfenuem nnpoleaypamm ero npUMeHeHns, UAeHTUDULNPOBaHHBIMU NPU OLLEeHNBaHUU PUCKOB. Takxke

3
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OOMXKHbI 6bITb NpUBEAEeHbl BO3MOXHbIE pe3ynbTaTbl B3aUMOAEWCTBUS C COMYTCTBYHOWMUMA MeaULMHCKUMMU
BMeLLaTeNbCTBAMU U 3asiBNeHa oXuaaeMas KimHu4eckas nonb3a ot MpUMMeHeHnsa n3aenna.

MnaH KNMHKUYECKUX UCNbITaHUA A0IPKEH BKNoYaTh B ceba aHanM3 HeXxenaTenbHbIX BO3AENCTBUN U3ae-
nua, a Takke Nobble AaHHbIe 0 MoAUMUKALMAX UK OT3bIBE U3AENNA B CBA3M C 6€30NacHOCTLIO U KNUHUYECKON
3P EKTUBHOCTLIO KaK UCTILITYEMOro U3ZAenusl, Tak U U3genuin, onnucaHHbixX 8 4.5.3.

M pwnmedyaHune— lNpoueaypa aHanuaa v oLeHUBaHUS PUCKOB ONUCaHa B [2].

4.6 Llenu KNUHNYECKUX UCTILITAHUNA

B nnaHe KNMHUYECKUX UCTLITaHUIA A0IKHBI BLITL YETKO onpeaeneHsl rmnoTesa u uenu (NnepBudHbIe U BTO-
PUYHBbIE) KIMHUYECKUX UCMIbITAHUA, a TakKe npegHasHaveHHble nonynsaumMun. MNnaH KNMHUYECKNX UCMbITaHUA
0OMKeH, Npyn HeobxoANMOCTH, BKITloYaTh B cebs:

a) 3asiBfieHHble XapakTepUCTUKMA U Npeanonaraemyio KnmHudeckyro 3peKTMBHOCTb U3AeNUA, KOTopble
cneayet BepuduLMpoBaTh;

MpumeuvuaHnuns

1 3710 MoryT ObITh 3asiIBNEHHbIE XapaKTEPUCTUKM, NOAPa3yMeEBaEMbIe NPV SKCNNyaTauumn n3genus, a takke o603Ha-
YeHHble Ha MapKMPOBKEe, B MHCTPYKLMUSIX MO 3KCMNITyaTaLum U B peKIaMHblX Matepuanax.

2 [lonxHo 6blTb YETKO YCTAHOBIMEHO, SIBIISETCS NN onpeaerieHne AoNrocpoYHOro BO3AENCTBUA U3AENUSA Lenblo
nnaHupyeMbIX UCMbITaHul [cM. 4.7, nepeuncrieHue p)).

b) pu1ckn M NporHo3Mpyemeble HexenaTternbHble BO3AeNCTBUA N3Aenns, KoTopble HeoBX0AUMO OLEHUTb;

C) KOHKpeTHble runoTesbl, KoTopble crieayeT NPUHATL UM OTKNOHUTL HA OCHOBAHWUWU CTaTUCTUYMECKOrO
aHanmsa gaHHbIX KNMMHUYeCKAX UCTIbITaHUNA.

4.7 QunsanH KNUHU4YECKUX UCNbITAHUNA

MpwumedyaHun e — HayuHas 060CHOBaHHOCTb KIIMHUYECKMUX UCTbITAHUN U JOCTOBEPHOCTL NONYHYEHHBIX 4aHHbIX
B 3HAUYUTENbLHOW CTENEHN 3aBUCAT OT AMU3akiHa KNMHUYE CKUX UCTILITAHUNA.

MnaH KNMHUYeCKNX UCNbITaHWIA AOIMKEH BKITHOYaTh B cebs:

a) onucaHue BMAa NIIAHUPYEMbIX UCTILITAHWIA: CpaBHUTENBHLIE, C UCNOMb30BaHUEM ABOWHOIO CEnoro
MeToAa, B napannesbHbIX rpynnax, ¢ KOHTPONbLHON rpynnoit unu 6es Hee (c o6ocHoBaHWeM BbIGopa);

b) obocHoBaHMe BbIbopa KOHTPOMLHLIX (0OW) rpynn (bi);

C) onvcaHWe Mep, KoTopble HeobxoaumMo NpeanpuUHATL, YTOBbl MMHUMU3MPOBaTbL cCUCTEMaTUyeckue
OLLNBKM Unn n3bexatb ux;

d) nepBWYHbIE N BTOPUYHBIE KOHEYHbBIE TOYKWN KIMHUYECKUX UCTIbITaHWI (C 06ocHoBaHWeM Bbibopa);

e) nepeMeHHble, kKoTopble He06X0ANMO N3MEPUTDL C LIeSbo OLIEHKN KOHEUHBIX TouYeK (C 06ocHOBaHUEM
BblGoOpa);

f) mMeToabl N BpeMeHHble TOUKWN OLeHKWN, perMcTpauum U aHannsa nepeMeHHbIX;

g) obopyaoBaHue, UCNONb3yemMoe ANA OLUEHUBAHUA NepeMeHHbIX KIUMHUYECKUX UCTIBITaHUA, a Takke
MopsiAoK ero TexHU4eckoro o6cnyXnsaHusa U KanubpoBKu;

h) KpuTepum BKIOYEHUA CYOBEKTOB UCTIBITAHWUIA;

i) KpuTEepuUm UCKIloYEHUA CYGBEKTOB UCTILITaHWIA;

j) onpeneneHve MoMeHTa BKNOYEHUS CyOBbEKTOB UCNbITaHUA (cM. 3.3);

k) nogpobHoe onucaHue npoueayp, KOTOPLIM NoABepralTca cybbekTbl B XoAe KIMHUYECKUX UCTbITa-
HWIA, a TaKke NepeYyeHb BCex NPOovUX Usgenuin n nekapcTBeHHbIX CPeACTB, UCMOMb3yeMbIX NPpU NPUMeHeHNN
n3aenus unu B Te4eHue nepuoga nocneayrowlero HabnogeHus;

[) KpuUTepuu 1 npoLeaypbl UCKITHOYEHUA NN NpekpaLLeHNns y4acTusa cyGbekToB UcnbiTaHuiA (c o6ocHoBa-
HUEeM), a TaKKe ydeT TakuX crlydaes U npoueaypbl nocneaytowero HabniogeHus cybbekTos, ecriv BO3MOXHO
[cm. 4.8, nepeuncnexuve fn 4.9];

m) yucno cy6bLeKToB, HE0BX0AUMOE ANA BKIMIOYEHUA B KNIMHUYECKUE UCTBITaHWS, a Takke Heobxoammoe
1151 3TOro BPEMS1; YACHIO UCNoNb3yeMblx u3genuin, c obocHoBaHueM [cM. 4.8, nepeuncnenue a)]. MNpuy nposeae-
HUW MHOTOLIEHTPOBbLIX UCTBITAHUA AOSMKHO BbITb YCTAaHOBNEHO U 060CHOBAHO MUHUMAaNBHOE YUCO CYObEKTOB
UCNbITaHUA ANS KaX4oro uccregoBaTtesibekoro ueHTpa. Tam, rae 9To MoXeT MOBMUATL Ha AOCTOBEPHOCTb
pe3ynbTaToB KIIMHUYECKUX UCTILITaHWUI, cneayeT ykasaTe MUHUMaNbHOE U MakCUManbHoe YUCNo CyObeKToB
UCnbITaHWIA 41151 K&KO0ro UCCNneaoBaTenbCKoro LLeHTpa;

MpwumMedaHune—Ilepuog Habopa He aonmkeH 6biTb HACTONBKO 6ONbWNM, 4TOGBI NOMEWAaTL CPABHEHWIO faH-
HbIX, KacalowWmXxcsi Cy6GbEKTOB, BKINIOYEHHbIX B UCMBITAHWUA B pa3HOE BPEMS;

n) npoueanypbl perucTtpaummn n U3yHeHna HexxenartesnbHbIX cobbITUIA, HexenaTenbHbIX BO3AEeNCTBUA
usgenusa n/unm nx ncxoaos;

4
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0) NepvoA NPUMEHeHUs UCTILITYeMOro U3Aenus, a Taicke Nepuoa nocneayoLero HabnioaeHUs KOHKpeT-
HOro Cy6beKTa B XOAE KIMMHUYECKUX UCTIBITaHUI (C 060CHOBaHUEM);

M pumeyaH n e — lNepuog nocrneayowero HabnogeHUs AoMKeH NPOAEMOHCTPUPOBATL KNMHUYECKYI0 3chdhek-
TUBHOCTb U34enNus B Te4eHne BpeMeHu, JOCTaTOuHOro Ans NpeAcTaBneHnsl O ero KnMHn4eckon ahekTMBHOCTY B peanb-
HbIX YCNOBUSIX NPUMEHEHUS, a TaKXe JOIDKEH MO3BONUTL MAEHTUDULMPOBATBL U OUEHUTBL PUCKU NIOBLIX HEXeNnaTeNnbHbIX
BO3EeMCTBUIA U3AENUSI 3a AaHHbIN Nepuog,.

p) nobble M3BECTHble WU MpPOrHo3vpyemble (PakTopbl, KOTOpble MOryT MOCTAaBUTb MOA4 COMHeHue
pe3ynbTaTbl KMUHUYECKUX UCTILITAHUA UMK X UHTEPMPeTaLMIo: UCXOAHbIE XapaKTEPUCTUKU CyObekTa ucnbiTa-
HWIA, COMYTCTBYOLLEE MeIMKaMEHTO3HOoe JIeYeHne, UCTIoNb3oBaHWe APYIrnxX usaenuin unn ¢akTopbl, CBA3aH-
Hble ¢ cyObeKkToM UcnbiTaHui (BospacT, Non, obpas xusHu). [JomkHbl ObITh onncaHbl cNocobbl yMeHbLIeHUA
BNUSIHNSA AaHHbIX (haKTOPOB B X0A€ KITMHUYECKUX UCTILITaHUIA, Hanpumep, Npu oT6ope cyGbEeKTOB UCMbITaHWUA,
Bbibope AuzaiiHa ucnbiTaHUA (CTpaTUudUUMPOBaHHas paHAOMU3aUUsa) UM MEeTOAOB CTaTUCTUYECKOro
aHanusa.

4.8 CtatucTtuyeckum aHanus

MnaH KNMMHUYECKUX UCNILITAaHWI A0IKEH BKNoYaTb B cebs onncaHue n obocHoBaHWe rmnoTesbl KMHUYec-
KUX UCTILITAaHUIA U CTAaTUCTUYECKOTO aHannsa, MeToA0B U aHaNUTUYECKUX NpoLieayp, a UMEHHO:

a) obocHoBaHue onpeaeneHns o6bema BbIOOpKK, BKMNoYas ypoBEHb 3HAYUMOCTU, MOLLIHOCTL Uccneao-
BaHWUsA 1 OXXnaaemyto 4acToTy BblObIBaHUsI CYOBEKTOB U3 UCTIbITaHWIA;

MpwumedaHune—Ha paHHux dasax KNMMHUYECKUX UCNLITAHUIA, HANPUMEDP, B MUMOTHLIX UCTILITAHUAX, MOXET
6bITb UCMONb30BaH cneLuarnbHbIN Noaxoa K 060cHoBaHUI0 06beMa BbIGOPKY;

b) KpuTepum ycnewHocTu NPUMEHNTENLHO K pesynbTaTam KITMHUYE CKUX UCTIbITaHWIA;

C) ycrnoBusi NpoBeAEeHUs MPOMEXYTOYHOro CTaTUCTUYECKOrO aHanMsa u ctatuctuyeckoe o6ocHoBaHue
KpuUTepues NpekpaLleHns KITMHUYECKUX UCNbITaHUIA, eCni NPUMEHUMO;

d) npoueaypbl UHOPMUPOBaHUS 06 OTKMOHEHUSX OT NepPBOHaYasbHOro MraHa cTaTUCTUYECKOro aHa-
n13a (Bce OTKMOHEHMUs! AODKHBI BbITh onucaHbl M 060CHOBaHbI B NiaHe KITMHUYECKUX UCTIBITaHWUIA U B 3aKnto-
4NTENbHOM OTYETE);

e) kpuTepum oTbopa cybbekToB UCnbITaHUIA 4NN BKIIOYEHWS B CTaTUCTUHECKWUI aHanus (c o6ocHoBaHUEM);

f) npoueaypbl ydeTa BCeX AaHHbIX U Mpoueaypbl 06palleHna ¢ HeaoCTaloLWUMN, HEUCNOMb3yeMbIMU U
HeOCTOBEPHBLIMU AaHHBIMU, BKITHOYas AaHHble NPEXAeBPeMEHHO BblGbIBLLUMX U UCKIIOYEHHBIX U3 UCTIbITa-
HUI CyOBEKTOB, a Takke 060CHOBaHWE UCKITHYEHNS KOHKPETHON MHCbOPMaLMK U3 NPOBEPKA TMMOTE3bl KITUHU-
YeCKMX UCMbITaHWIA (NpY HEOBX0ANMOCTK).

4.9 OTKNOHEHUs oT NNaHa KMUHUYECKUX UCTIbITaAHUNA

Bce 0TKNOHeHWs OT nnaHa KNMHUYEeCKUX UCTbITaHUA A0STKHbI BbITb 3aperncTpupoBaHbl ¢ 06 bAcCHeHUem
npuumH. O6 oTKINOHeHUAX HeoBxoanMo coobLLaTb OpraHN3aTopy, KOTOPLIA OTBEYaET 3a UX aHanu3 1 oLeHKy
3Ha4YMMOCTH.

Heobxoanmo 3apernctpupoBaThb NPUYnHbLI UCKHOYEHUS U NPEeKpaLleHns y4acTus cybbekTa B KINHKU-
YecKux ucnbiTaHuax. Ecnv npekpallueHune ydactuns cyobekTa B KMMHUYECKUX UCTbITaHUSIX CBSI3aHO ¢ HedocTa-
TOYHOW Ge3onacHOCTbiO UM ¢ oTcyTcTBMEM 3ddpekTa, HeobXxoaMMO, MO BO3IMOXHOCTW, MPOAOITDKATb
nocregytoulee HabnogeHne 3a Taknm cyobeKTOM.

MpwumedyaHune— lNpuHeobxoagumocTn criegyeT MHPOpMUpoBaTh 060 BCeX OTKIIOHEHUAX KOMUTEThI MO 3TUKE U
COOTBeTCTBerLLI,VIe YNONTHOMOY€HHbIE OpraHbl.

4.10 MonpaBKu K NNaHy KNMUHNYECKUX UCTIbITAHUNA

Bce nonpasku k nnaHy KMMHUYECKNX UCTbITAHUIA OMKHBI BbITb COrnacoBaHbl C OpraHM3aTopoM 1 Uccne-
Aosatenem (AMU) 1 JOKYMEHTUPOBaHbI C 060CHOBaHWEM 3TUX NonpasoK. OTKIOHEeHNA OT NNaHa KITMHUYECKNX
1cnblTaHWA cneayeT aHanM3MpoBaTh ANs onpedeneHnst HeobXoAMMOCTU BHECEHUS MONPaBKA B NiaH KINHKU-
YeCKUX UCTbITaHWIA B0 NpeKpaLleHUs UCMbITaHWUA.

OpHako, ecnv NPONCXOANAT U3MEHEHMS B NEpBOHaYanbHOM CNucke nccnegosaTenei 1 uccriegosaTtenb-
CKMX LLeHTPOB (CM. 4.3.2), TO Takne U3MeHeHWsl He TPeByloT BHeCEHMS NoNpaBKX B NNaH KITMHUYECKUX UCTbITa-
HUI; opraHM3aTop OOIPKEH akTyanu3vpoBaTb CNWCOK M obecrneumsBaTtb JOCTYN K HeMy no TpebosaHuio.
OkoHu4aTenbHbIA CNMCOK BCeX MUccnegoBaTenbCkuX LeHTPOB U uccneaosaTtenein Heobxoaumo npusectn B
3aKTOYUTENBHOM OTHeTe.

MpunmeyaH ue— MpnHeobxognmocTu, creayeT UHPOPMUPOBaTL 060 BCEX MBMEHEHUAX KOMUTETbI MO 3TUKE
M COOTBETCTBYIOLLWE YNONHOMOYEHHbIE OPraHbl.
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4.11 HexenartenbHble COOLITUA U HeXeNnaTeNbHbie BO3AeUCTBUA Usaenus

MnaH KNMHUYECKUX UCTIbITAHUIA 0TPKEH BKNoYaTh B cebs:

a) uHdopMaumio 0 TOM, Kyaa cnegyeT onepaTUBHO coobLLaTh O cepbe3HbIX HexenaTenbHbIX COBbITUAX U
cepbe3HbIX HeXxenaTenbHbIX BO3AeNCTBUSAX N3AENUS;

b) noapobHoe onucaHne NPOrHO3MpyeMbIX HexxenaTernbHbIX CODBLITUIN U HeXenaTenbHbIX BO3AeNCTBUMN
n3genusa: cepbesHble (He oTBeYaoLue KpUTEPUsIM Cepbe3HOCTH), CBA3aHHbIE (He CBA3aHHbIe) ¢ nsgenvem
cob6bITUS UK BO3AEACTBUSA; NPOTrHO3UPYyEeMas 4acToTa BO3HUKHOBEHUA AaHHbIX COGLITUIA NN BO3AENCTBUIA K
MeToAbl, NCNOSb3yeMble ANs yNpaBfieHUs UMI;

¢) noapobHoe onucaHue Npoueaypbl U CPOKOB CO0bLLIEeHNS 060 BCex HexenaTenbHbIX COBLITUAX UHEXe-
naTenbHbIX BO3AENCTBUSIX U3AENUS OPraHU3aTopy, KOMUTETY MO 3TUKE U YNOMHOMOYEHHbIM OpraHam B COOT-
BETCTBUM C MPUMEHUMbIMU HOPMAaTUBHLIMKU TpeboBaHUsAMU, BKMOYaa noapobHoe onucaHue cobbiThuin nnu
BO30eNCTBUIN Kak CBSA3AHHbIX, Tak 1 He CBSI3aHHbIX C U3AenneM, 0 KOTOpbIX Heo6xo0aMMo coobLaTh.

4.12 [ocpoyHoe npeKpalieHue U1 NPUOCTaHOBKa KNMMHUYEe CKUX UCNbITAHUN

MnaH KMMHWUYECKNX UCTIbITAHWUIA AOMKEH BKMoYaTh B cebst kKputepun 1 npoueaypbl JOCPOYHOro Npekpa-
LEHUs1 UM NPUOCTAHOBKMA UCMBLITAHWUA, NPUMEHUMbBIE KO BCEMY MPOLECCY KIMHUYECKUX UCTILITaHUI Nnbo K
OAHOMY U HECKOMNbKNM 1ccrieAoBaTeNbCKUM LieHTpaMm.

Ecnun B KNUHNYECKMX UCbITAHUSIX UCTIONb3YIOT CNEenon MeToq, TO AOMMKHbI ObITb YCTaHOBMEHbI KpUTEpUU
O0CTYyMa K Kofam 1 NX packpbiTUSL.

B nnaHe kKnNMHUYecKnx ncnbiTaHui (B cnyYae AOCPOYHOTO NpeKpalleHu st Ui NpUocTaHOBKN UCTILITAaHWUIA)
AoMkHa b6bITb NpegycMoTpeHa NpoLeaypa nocneaytollero HabnoaeHus 3a cybbekTraMmy UcnbITaHWUA.

4.13 Bo3MOXHOCTb ONy6NMKOBaHUA pe3ynbTaToB KITIMHUYECKUX UCTIbITaHUNA

MnaH KNMHUYeCcKUx NCrbITaHWA AOIKEH CoAepXaTb yKasaHue Ha BO3MOXHOCTb ONy6rinkoBaHus pesy b-
TaTOB KINMHUYECKMX UCTbITaHUA, 06beM nyGnvkauum u ycroeus, npu cobniogeHnn KoTopbiX OHU MOTyT ObITb
ony6riMkoBaHbl.

MpwumedyaHune— XenatenbHo, 4To6bI Bce pe3ynbTaTbl KNIMHUYECKUX UCTIBITaHUN NYGNUMKOBANUCL B HAYYHbIX
n3gaHusx.

4.14 UnauBupgyanbHasa perucTtpauMoHHas KapTta

UHansmayansHaa permctpauuoHHasl kapTa npegHasHayeHa Ansi NPaKTUYeckoro BbINONHEHUsA nnaHa
KMUHWUYECKNX UCMbITAHWUIA 1 BKIoYaeT B ceba nepeveHb BCEX AaHHBIX, KOTOpble HE06X0AUMO 3aperucTpupo-
BaTb B XoAe KNMHUYeCKNX UcnbiTaHni. UhansuayansHas perucTpaunoHHan kapTa ofbkHa oTpaxaTb coaepa-
HWe NNaHa KNMHUYEeCKUX UCNIbITaHWIA U coaepXkaTb HoMep NNaHa. B nHansuayansbHon perucTpaunoHHon KapTe
1 BO BCEX €€ HOBbIX BepCUAX A0MKeH ObITb NpocTaBneH HOMep BepCcuUn, Kakaas CTpaHuLa AoImKHa coaepxaTb
HOMep nnaHa KMUHUYECKUX UCTIBITaHWUA U uAeHTUDUKALUOHHBIE AaHHbIe CybbekTa ucnbiTaHuin. Ecnus nianen-
AyanbHYo permcTpaLoHHyo kapTy HeoBX0ANMO BHECTU U3MEHEHUE, TO OpraHn3aTop A0SMKEH NpoaHann3npo-
BaTb Nf1aH KIMHWYECKNX UCTIbITaHWIA, YTOObI onpeaenuTb He06X0AUMOCTb BHECEHMS B HEr0 COOTBETCTBYIOLLEN
nonpasku.

MpwnMedyaHun e — PykoBOACTBO MO CTPYKTYPE MHAMBUAYANBHON PEMMCTPaLMOHHON KapThl NPUBEAEHO B NPUNo-
KeHUn A.
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Mpunoxenue A
(cnpaBo4Hoe)

UHaMBMayanbHas perucTpaLluoHHas KapTa

MHauBrayanbHas pervctpaumnoHHas kapTa npegHasHaqeHa A5 NPakTMYeCcKoro BbINOITHEHWA MiaHa KNMHNYECKUX
UCMbITaHWI, HabniogeHns 3a cy6bekTamu UCMLITAHWIA U perncTpauum AaHHbIX O CyObekTax NcrnblTaHUiA U UCTBITEIBAEMOM
M3genvuv B Xoae KIMHWYECKUX UCMblTaHui. HauBugyaneHas peructpaumoHHas KapTa SBNseTca AOKYMEHTOM, KOTOPbIN
MOXeT ObITb NpeACcTaBNeH HA BYMaXXHOM UMK 3MTEKTPOHHOM HocuTene. MIHaMBuAyanbHas permcTpaunoHHas kKapTa OMmKHa
OTpaxaTb CofepKaHne nrnaHa KNMHUYECKUX UCTIbITaHUIA U yYNThIBaTb OCHOBHBIE XapakTEPUCTUKN NCNBITYEMOTO N3AENUA.
Mpu paspaboTke MHAVMBMAYANBHOW PErMcCTPaLMOHHON KapThl B HEE CrieAyeT BKNIOHUTL:

a) paTty, MecTo NpoBeAeHUsI U MAEHTUDUKALMOHHbIE AaHHbIe KITMHUYECKWUX UCMNBITaHUMA, BKIIOYast HOMep NnnaHa Knu-
HUYECKUX UCMbITAHWUN;

b) naeHTMdMKaLNOHHbIE AaHHblE CyObekTa UCTbITaHWi, AaTy ero BKMIYEHUS B UCTbITaHUS], Aemorpaduyeckue
OaHHble;

¢) naeHTUMdUKaLUMOHHbIE AaHHbIE U3aenus (HoMep NapTUM M/MNK CEPUIHBIN HOMEP);

d) nokasaHue, B CBSI3U C KOTOPLIM NPEAYCMOTPEHO NPUMEHEHUE UCTBITLIBAEMOrO U3AENKsl, a Talkoke BCe CONyTCTBY-
owue 3aboneeaHnsi cyGbekTa NCrblTaHUiA;

e) uHopMaLmio 0 BLINOMTHEHUU CYGHEKTOM NPOLEAYP KNMMHUYECKUX UCNbITAHWUI, KOTOPYIO HEOBX0AUMO yunTEIBaTL
npv NPOBEAEHNU COMYTCTBYIOLWUX BMELLATENBCTB U B HEOTIOXHBIX CUTyaunsx;

f) npeplwecTBylOLEE MEAMKAMEHTO3HOE NeveHne u/unu nevebHble Npoueaypsl;

g) VICXOAHblEe XapaKkTepPUCTUKM CYyObEKTa UCTIbITAHWI;

h) conytcTBylOlWEee MeaUKAaMEHTO3HOE NeYeHne n/unm neyvebHeie npoueaypol;

i) cooTBeTCTBUE CYyEBLEKTA UCTIBITAHWIA KPUTEPUSIM BKITIOYEHUSI/MCKNIOHYEHUS;

j) KNUHMYECKME N HEKNMHUYECKME AaHHbIE B COOTBETCTBUM C MITAHOM KMUHUYECKUX UCTIBITaHWUM (C yKazaHWeMm Aar);

k) vHdopmaumio 0 NpoBeAEHHbIX NpoLeaypax;

1) oueHky cocTosiHMA CyObeKTa B Xo4e KITMHUYECKUX UCNBITaHUiA U NpU nocneayowemM HabniogeHum (C ykazaHmem
Aar);

m) 3aperncTprpoBaHHbIE HEXenaTesbHble COBbITUSA M HeXenaTenbHble BO3AeNCTBUS M3AEnus (C ykadaHnem gar);

n) AaTy 3aeeplueHusi nepuoaa HabnwoaeHus;

0) noanuck({n)uccnegosaTens(en) nocne saeepweHun nepuoga HabnogeHusl.

Npunoxenne B
(o6a3aTenbHoe)

CBefeHus 0 COOTBETCTBUM HaLlMOHaNbHbIX cTaHAapToB Poccuiickon Pegepauun
CCbIMOYHbIM MeXAYyHapoAHbLIM cTaHAapTam

Ta6nwuua B.1

O6o3Ha1eH1e CChINOYHOro MeXayHapoaHOro 0603HavYeHe U HaMMEeHOBaHWe COOTBETCTBYHIOLLENO HALMOHANBHOIO
cTaHpapTa craHpapTa
MCO 10993 (Bce 4acTtu) FOCT P NCO 10993 (Bce yactun) Uapenma meguumHckue. Ouen-
Ka BMONMorM4eckoro AeNCTBUs MeANLMHCKUX U34ENNI
MCO 14155-1:2003 *
MNCO 14971:2000 FOCT P NCO 14971—2006 Uagenusa meguumHckme. MNpnmene-
HWe MEHeAXMeHTa pUcka K MEOULIMHCKUM U34enusm

" COOTBETCTBYIOLMI HALMOHATBbHBIN CTAHAAPT OTCYTCTBYET. [10 €ro yTBepk/aeHUs peKOMEHyETCsl UCTIONb30BaTh
nepeeod Ha PyCccKUi A3bIK AaHHOrO MeXayHapogHoro ctaHaapta. Mepesos A4aHHOIo MeXAyHapoaHOro cTaHaapTa Ha-
xoauTtcsi B GegepanbHOM MHGOPMAUMOHHOM OHOE TEXHUHECKUX PErMaMeHTOB 1 CTaHaapToB.




FOCT P UCO 14155-2—2008
Bubnuorpadun

[1] NCO 10993 (BCe vacTn) OueHka 6MoNorMYecKoro 4encTBnA MeaULMHCKUX U3aenuin

(ISO 10993 — all parts) (Biological evaluation of medical devices)
[21CO 14971:2000 M3genunst meauunHckme. NpumeHeHne MeHeaXXMeHTa pucka K MeAULMHCKUM N3aenusim
(ISO 14971:2000) (Medical devices — Application of risk management to medical devices)

Essential Principles — Global Harmonization Task Force, 1999

EU Medical Devices Directive 90/385/EEC Active implantable medical devices

EU Medical Devices Directive 93/42/EEC Medical devices

Guideline for Good Clinical Practice. International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH), 1996

YK 61:006.354 OKC 11.100 P20 OKMM 94 4000

KritoueBble cnoea: MeguuMHCKUe U3genus, KNMHUYecKue UCnblTaHUA, NNaH KNMHUYECKUX UCMbITaHUA, Cy6'beKT
UcnbiTaHWUNA, UCccnegoBaTesb, opraHunsaTtop
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