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MNpepgnucnoBne

1 MOATOTOBJ/IEH Accouynauunein cneynanucTtoB W opraHusaynii nabopaTtopHoli cnyxo6bl «degepaumns
nabopaTtopHoii MeaunuuHbl» (Accouymaumsa «d/IM») Ha OCHOBe COGCTBEHHOrO nepeBofa Ha PYCCKUA SA3bIK
aHrN10A3bI4YHON BepcuUn ctaHgapTa, YKa3zaHHOro B NyHkTe 4

2 BHECEH TexHuyeckum komuteTom no craHgaptusaumm TK 380 «KnuHunyeckue nabopaTopHble
nccnenoBaHnsa U AMarHoOCTUYECKUE TECT-CUCTEMbI UH BUTPO»

3 YTBEPX/JEH W BBEJEH B AEWCTBWE T[pukazom deaepanbHOro areHTCTea M0 TEXHUYECKOMY
perynuposaHuio u metposornn ot 10 Hoabpa 2022 . Ne 1267-cT

4 HacTtosawwuii cTaHgapT UAEHTWYEH MexayHapogHomy cTaHpgapTy MCO 20916:2019 «MepuuuH-
CKne um3genusa AN AUarHoCTUKKM in vitro. KnunHunyeckne wnccnefosaHns YHKUMOHaNbHbIX XapakKTepucTuk
C Mcnonb3oBaHWem 06pa3LoB, NOJIYYEHHbIX OT YesioBeka. Hapsexalasa uccieposaTtesibckas npaxkTuka»
(1ISO 20916:2019 «In vitro diagnostic medical devices — Clinical performance studies using specimens from
human subjects — Good study practice», IDT).

MexayHapoaHblii cTaHaapT pa3paboTtaH TexHuuyecknum komutetom NCO/TK 212 «KnnHuyeckne nabopa-
TOpHble MCCMef0BaHUA U ANarHOCTUYECKMe TeCT-CUCTEeMbI in vitro» MeXxayHapoAHOW opraHusauum no cTaH-
paptusauyumn (MCO).

[lononHuTenbHble CHOCKW B TeKCTe cTaHAapTa, BblAefIeHHble KYpCUBOM, NpuBeAeHbl AN NOSACHEeHMWS
TekcTa opurnuHana

5 BBEJAEH BITEPBbIE

MpaBuna NpMMeHeHNs HaCTOALWEro cTaHjapTa YCTaHOB/IeHbl B CTaTbe 26 defepanbHOro 3akoHa
oT 29 mwoHa 2015 r. Ne 162-®3 «O cTaHgapTwusauum B Poccuiickoin depepauyumn». VHdopmaynsa o6 ns-
MEHEeHMAX K HACT OsLLEeMY CTaHgapTy NnybnMkyeTcsa B eXerogHom (No cocTOAHUI0 Ha 1aHBapsa TeKywero
roga) MHOpMaLMOHHOM ykaszaTene «HaumoHanbHble cTaHfapThbi», a oPuunanibHbll TEKCT W3MEeHEeHWui
M NONpaBOK — B €XEMECAYHOM WMH(OPMaLMOHHOM yKasaTesie «HauuoHanbHble cTaHfapThi». B cnyuyae
nepecmoTpa (3aMeHbl) WK OTMEHbl HACTOALWEro cTaHjapTa CooTBeTCTBYWLee yBegoMNeHne obyneT
ony6a11MkoBaHO B 6amxalillem BbIMYCKe €XeMeCA4YHOro WHgopmauMoHHOro ykasaTensa «HauuoHasnbHble
cTaHgapTbl». CooTBeTCTBYyWLWAas nHpopmauus, ysejoMneHme U TEKCThbl pasMelialnTCcsad Takxe B UH-
hopmMaLMoHHOW cucTeme o6LENO NOIb30BaHNS — Ha oduymanbHOM cainTe degepanbHOro areHTCcTBa No
TEexXHUYeCKoMy perynmpoBaHunio U meTposiorun B ceTn NHTepHeT (Www.rst.gov.ru)
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HacToawwnii ctaHAapT He MOXEeT ObiTb MOJSIHOCTHI WU YACTUYHO BOCMPOM3BELEH, TUPAXMPOBAH W pac-
NMpoCTpaHeH B kKayecTBe oULManbHOro n3fadus 6es paspelleHuns defepanbHOro areHTCTBa No TeXHWYECKO-
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BBepneHne

MeanumHckme msgenna Ana AUarHocTuku in vitro (meguunHckme mnsgenua ana VD) ncnonb3ywTesa Ans
npoBefeHNs nccnegoBaHnini BHe YeI0BEYeCKOro opraHu3ma g/1a 1oro, 4to6bl NONYUYUTb LLEHHYI0 MHopmauuio
0 3[,0pOBbE YesiOBEKA WU ero PM3noNorMyeckoM COCTOAHMU. B 3TO NoHATME BXOAAT MCCnefoBaHUA C uUC-
nosib3oBaHvemM GMONOTMYECKMX MaTepuasnoB YesloBeKka, Takux kak KpoBb, TKaHb uan modya (ganee — npoob)*,
npegHasHayeHHble ANA NPOBeAEHWNS CKPWHWHIAa, AMarHoCTUKM, MPOrHOo3a AajibHeilwero TeyeHus 60ne3Hw,
MPOrHOCTUYECKOTO TECTUPOBAHUA U KOHTPONA COCTOSAHMA, NMPU WUCNOSb30BaHUM AN NPOBeAeHua uccnepno-
BaHW Takmx WU3fenuii, Kak TecT-nosiockn n peareHTbl. MeanuuHckmne usgenusa ansa IVD npuHunnuanbHO OT-
nnyarTcsa oT APYIUX MeAUUWHCKUX U3Aennii TeM, 4TO OHW BbINOJIHAKT CBOK (DYHKLUMIO Ha obpasuax (npobax)
BHE YesiOBEYecKoro opraHusma. llauueHTbl, npoxoAsuwmne obcnegoBaHue, Kak npaswuso, He nojseprawTca
pUCKY NPV UCNbITAHUAX MeAULUHCKNX n3genuin ana IVD, 3a UCKIIOYEHMEM pUCKa, CBA3AHHOIO C npoueaypamu
cbopa ob6pasuoB UM C UCNOMNb30BAHNEM MOJIYYEHHON MHAOpMaLMn 418 BeAeHusa nauueHTa. O6pasubl nony-
YyalT NPy OCYLLECTB/IEHUN HOPMasbHbIX YHKUWIA opraHM3Ma (HanpuMmep, MoYy) WU C MOMOLLbI0 MHBA3WNBHbIX
MeAULMHCKNX n3genuii, No3BONASAKLWMX NoMyuynTb obpasel, (Hanpumep, 6uoncuu). ST o0bpasubl HUKOTAA He
BO3BpaLLalTCA B OpraHW3M yesioBeka. B cBA3M C 3TUMKM OCOBEHHOCTAMU (PYHKLMOHANbHbIE XapaKTepucTUkn
N XapakTepUCTUKN puUcKa MeauUUHCKMX n3genuii ans IVD OoTANYHbI OT XapaKTepucTuk ApYrux MeguuuHCKNX
N3LENUA N YHUKAbHBI.

BONbWNHCTBO UccnenoBaHWii B OTHOWEHUN MeAULUHCKMX nsgenuii ansa VD npoBoguTCA € MCMNO/b30-
BaHMeM ocTaBlleroca 6uosiornyeckoro mMarepuana (0OCTaTOYHOrO WM B3ATOrO M3 XpaHeHWs), NoJIy4YeHHOro B
uenax cobnogeHns ctaHgapTta nevyeHusa. B aTux uccnefoBaHusax Ans cy6bekTOB uUccienoBaHns OTCYTCTBYeT
pucK, CBAA3aHHbI NN60 ¢ nHpopmaumen, NoayYeHHOR Npyu NoMowm MeanumHckoro nsgenuns IVD, nmbo ¢ npo-
ueaypoit c6opa obpasua. OgHako, ecny ocTatoyHble 06pasubl He NCNONbL3YITCA, cneayeT yyuTbiBaTb 40ONOS-
HUTeNbHble TpeboBaHusA:

- ecnin obpasubl cobupaloTca crneuuanbHo A7 UCCNefoBaHWA W npoueaypbl Ux cbopa co3garwT [o-
NOMIHUTENbHBIA PUCK NPUUYMHEHUA NPSAMOro Bpeda cyobekTy (Hanpumep, noMbanbHas nyHKUusa wam éuoncus
TKaHel, B35iTUe KPOBU Yy HOBOPOXAEHHbLIX AN TSHKEN060MbHbIX NaLUEHTOB) U/Mu

- ecnun nHopmaums, nNonyyeHHasa c NOMOLLbID MeAUUMHCKMX usgenunii gna IVD Bo Bpems uccnegosa-
HWSA, Ucnonb3yeTcsa ANA NPUHATUA pelleHns Nno BeJeHUI0 nauneHTa (T. e. B C/lyyae MHTEPBEHLUMOHHOIO nccne-
[0BaHuA) 1 npeactaBnseT pPUCK KOCBEHHOro Bpefa A/ cyb6bekta (Hanpumep, pUCK NIOXHOOTpULATENLHOrO
NN NOXHONOJIOXMTENIbHOTO pesyfnbTaTa, NPUBOAALWMNIA K HeadeKBaTHbIM PeLleHnssM No BeAEeHUI0 NauneHTa).

Ona 6onbwMHCTBA KAWHUYECKUX WUCCNefoBaHuil (MyHKLMOHAaIbHbIX XapakTepucTMK in vitro BONpoChI,
CBsI3aHHble C yYyacTMeM YSA3BUMbIX CyObEKTOB UCC/e[0BaHnsA, MOTyT He BO3HMKaTb, HO AOJ/DKHbI paccMaTpu-
BaTbCA B K&XAOM KOHKPETHOM criyyae.

YuunTbiBas TO, YTO B MCCNefO0BaHUSAX in Vitro UCNONb3yTCA 06pasLbl, B3ATble U3 OpraHM3Ma vyesioBeka, u
OTCYTCTBYET NPSAMOI KOHTAKT C NauMeHTOM, npoueaypa noayyeHnss MHCOPMUPOBAHHOIO cornacusi Ha nNpose-
JeHne KNMHNYEeCKoro nccnefoBaHna yHKLMOHaIbHbBIX XapakTepucTuk in vitro otanyaeTca oT npefycMoTpeH-
HOM ONA ApYrux MeauuUHCKUX n3gennii, ocobeHHO B cnyvyasax MccrefoBaHWin 0CTaTOYHOro 6MOI0rMYecKoro
Matepuana unm B3ATOro M3 XpaHeHus. ITOT LOKYMEHT ABSETCA PyKOBOACTBOM Mo TpeboBaHUAM K UCNOb30-
BaHWIO MefUUUHCKUX u3genuin ana IVD B pasfiMyHbIX CUTyaLmMaX, ONUCAHHbIX Bbile.

TpeboBaHMA HacToALWEro ctaHgapTa NMPUMEHAITCHA K KIMHUYECKMM UCCNefoBaHUAM (PYHKLUMOHAIbHbIX
xapaktepucTtuk IVD, ncnonb3yowmnx 6uonorniyecknii matepmuasn, noayyeHHbln U3 opraHmama yenoseka. Ecnu
MCNOMb3yeTCA He OCTAaTOYHbIA U He B3ATbI U3 XpaHeHus 6uonoruveckuii matepwan, 1o Ans cybbekra BO
BPEMS MHBA3UBHOW Mpoueaypbl MOXET BO3HUKHYTb AONOSIHATENbHbIA puck. Kpome Toro, B MccrnefoBaHUAX
MOXEeT BO3HMKATb PUCK ANA CyObEKTA, CBA3AHHbLIA C MHOpMaumell, NoNyYeHHOo B pe3ynbTaTe NpoBeLeHHOW
OMNarHOCTUKK in vitro.

B HacToAweM cTaHgapTe paccMaTtpuMBalTCHA BOMPOCbl MCMOMb30BAHWUS TOJIbKO MEeAVLMHCKUX n3genvi
ansa IVD, n nosToMy B HEM NPUMEHSIOT ONpefenieHns U NOHATUSA B OTHOLEHUW MeOULUHCKUX WU3aenuii gns
IVD. HacToAwwmin cTaHgapT npepctabBnseT co60li camoCTOATEeNbHbIW CTaH4apT, paccmaTtpuBalwuii npose-
JeHne KIMHUYeCKUX uccrefoBaHnin PyHKLMOHAbHBIX XapakTepuUCcTUK C UCMOIb30BaHNEM MeAULUNHCKUX W3-
genuin pna IVD. Ecnn megnuunHckoe mnsgenue ansa IVD 1 meauuMHCKoe n3genve MHOro poga NpuMeHsloTca B
eAuHOoIN cncteme (Hanpumep, NaHueT, TecT-nosocka gna 1VD u rokoMeTp), B 3@aBUCUMOCTM OT HOPMAaTUBHbIX

* B Poccuiickoli ®egepaumn ans xapak TepucTrKM 61UoNornyecknx XngkocTen (kposb, nuMdaa, CrnMHHOMO3roBas
XWUOKOCTb U T. A.) UCNONb3yT TEepMUH «nepBuyHas npoba (npoba)», AnA Xxapak TepucTUKN BMONOrMYecKMX TKaHel
(uTONOrNYecKnin N TMCTONMOTMYECKUIA MATeprasT) UCNONL3YIT TepMUH «obpasel, (YacTb obpasua)».

\
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TpeboBaHNn COOTBETCTBYHLLEA HWPUCANKLUM Takoe u3genue MOXeT paccMmaTpumBaTbCcs NMO0 Kak MeauuuH-
ckoe nsgenve ana IVD, nnbo kak MeauLMHCKOe n3fenve MHOro poaa, W, Kak cneacTtBue, BO3MOXHO, NOTpeoby-
eTCA paccMoTpeTb MNOJIOXKEHUA KaK HacToAwero crtaHgapra, 1ak n MCO 14155.

3a nCKIYeHMEM MNOAO0OHbLIX CUTyauuii, HacTosWMI cTaHO4apT He criegyeT paccMaTpuBaTb BMeEcCTe C
MCO 14155, peiicTtBMe KOTOPOro He pacnpocTpaHsieTcs Ha meguuuHckne nsgenus ans IVD.

ANroputMm, npeacTaB/iEHHbI Ha pucyHke 1, ABNAETCA PYKOBOACTBOM MO WMCMOJ/Ib30BaHWUI0 HaCTOALLEro
cTaHpapTa.

PUcyHoK 1 — ANropuTM K/IMHUYECKOro UCCNeA0BaHNs (DYHKLMOHA/IbHBIX XapakTePUCTMK

OcHOBHas 4acCTb HaCTOALWeEro ctaHfgapTa, a Takke npuaoxeHve G onucbiBalT MUHUMasbHble TpeboBa-
HMA KO BCeM uccnepgoBaHusaM. K nccnepoBaHuMaM ocTaTOYHbIX 06pa3L0B/o6pasLoB, B3ATbIX U3 XPaHEHUS, Uan
nccnefosaHusaM, npoueaypbl c6opa o6pasLoB /11 KOTOPbLIX HE CO34al0T HUKAKOro AONOJIHUTENLHOIO puUcka
ANnA cybbekTa, He npebABNAETCA HUKAKUX AONOMHUTE bHbIX TpeboBaHWA.

OpHako B npunoxeHnsax A — F cogepxatca LONONHUTesNbHble TPeb0oBaHMA K MHTEPBEHLWOHHbIM WC-
cflefoBaHMAM, a Takke K uccnegosaHuaMm, npoueaypbl cb6opa obpasuos A8 KOTOPbIX CO34al0T PUCK 411K
Cy6BbEKTOB, HabpaHHbIX NPEeMMYyLLEeCTBEHHO A1 NPOBefEeHUs MUCCefoBaHUA. Xapakrep 3TUX uccnefoBaHuii
TpebyeT ocoboii cTporocT cobnogeHns TpeboBaHMii K NPOBEAEHNI0 UcCrefoBaHnsa. ANropuTM ykasbiBaeT
Ha NPUNOXEHUS, B KOTOPbIX ONUCLIBAIOTCA AONOMHUTENbHbIE TPEOOBAHUA K KaXAOMYy BuAy 605ee CNOXHbIX
nccnenosaHuii. Npyn HE06X0AMMOCTU B NPUJIOXKEHUAX ONUCHIBAIOTCA pas/inina B TPe6O0BaHMAX K pas3fINYyHbIM
BMAaM wuccnegosaHuini. Kpome Toro, B HacToAWWA cTaHAApPT BKAOYEHbl UHAOPMAaTUBHbIE MPUIOXKEHUSA, CO-
Jepxalne cBefeHNs 0 LOKyMeHTauuu Mo Hajfexalleil nccnefoBatenibCKo NpakTuke (CM. npunoxeHue H)
n ayauty (cM. npunoxeHue I).

\Y
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HALULMWOHANBbBHbBIN CTAHAAPT POCCUWNCKOW SGELEPALWNU

MeguunHckue nsgenusa gns AUarHoCTUKK in vitro

MCCNEAOBAHNE KIIMHNYECKOE ®YHKLUWNOHAJIbHbLIX XAPAKTEPUCTUK
C NCIMOJIb3OBAHVEM OBPA3LOB BUONOITMYECKUX MATEPNATOB YENOBEKA

Hagnexauiasa uccnegoBaTesibCckas nNpakTuka

In vitro diagnostic medical devices. Clinical performance studies using specimens from human subjects.
Good study practice

Jata BBegeHusa — 2023—10—01

1 O6nacTb NpUMeHeHUs

HacToswuii ctaHAapT onucbiBaeT HaA/iexallylo WCCMefoBaTesNbCKylo NMPaKTUKy ANs NaaHupoBaHUs,
pa3paboTk1, NpoBeAeHUs, AOKYMEHTUPOBAHMUS M NOAFOTOBKM OTYETHOCTW MO K/AWHUYECKUM MWCC/ef0BaHUsAM
(hyHKLMOHAMbHBIX XapakTePUCTVK, NPOBOAUMbIM A1 OLEHKU KIUHUYEecKol 3dphekTMBHOCTM 1 6e30nacHOCTH
ANArHoCTUYECKUX MeAULUHCKUX usgenuii ans IVD B Lenax perynmpoBaHusa®.

MpumeuyaHune 1— Llenblo 3TUX MUCCNEfOBaHWI AB/SIETCS OLEHKA CMOCOGHOCTM MEAULMHCKOTO U3fenus aisi
IVD, npvMeHsiemoro npegnosiaraeMbiM NoJib30BaTesieM, aBaTh pesy/ibTaTbl, XapakTepusytLime onpeaesneHHoe 3a6ore-
BaHVe UK h13KOI0rMYeckoe/naToorMiyeckoe CocTosiHWE, B LIEMEBOI NONynsLmu.

B pamkax HacToOSILEro cTaHAapTa He paccMaTpmMBaeTcs BOMPOC 06 OLEHKe TEXHUYECKUX XapaKTepucTuk
NCNbITYEMOro MegnLNHCKOro nagenusa ana IVD B paMkax KMHUYECKOro uccrnefoBaHnsa PyHKUMOHANbHbIX Xa-
pakTepucTuk.

HacTtosawumin ctaHgapT onpegenseTt NPUHUMNLI, NeXaliue B OCHOBE NPOBEAEHUSA KIMHUYECKUX uccneno-
BaHU (PYHKUMOHANbHbIX XapakKTepPUCTUK, 1N onpeaenseTt obwme TpeboBaHNs, HEOGX0AUMbIE AN TOro, YTOObI

- rapaHTMpoBaTb, 4YTO MNPOBEAEHME K/MHUYECKOro WcCCrefoBaHns (YHKUMOHAMbHbIX XapaKTepuCcTUK
ob6ecneynT NoslyyeHne HafeXHbIX U YCTONUYMBBLIX pe3y/ibTaToB;

- onpefaenuTb Kpyr 06s13aHHOCTEN cnoHcopa (gasiee — 3aka3yuk) U r1aBHOrO uccneposartens;

- oKaszaTb COAEeNCTBME 3aKa3umMKam, K/TMHUYECKUM MCCNefoBaTeNbCKMM OopraHu3auusam, cneunanncram,
NPOBOASALLMM UCC/IEA0BAHUSA, 3TUHECKUM KOMUTETaM, PErympylwmnum opraHaMm v Apyrum opraHam, y4acTBYH-
LWNMM B OLL,eHKE COOTBETCTBUA MeauuuHCKUX nsgenuin gnsa IVD;

- 3aWnMTUTL npasa, 6e30MacHOCTb, AOCTOMHCTBO W 6aarononlyyne Cy6bLEKTOB, npefocTaBisowmnx 06-
pasubl 4715 UCNOMb30BaHNA B KJIMHUYECKUX MCCNeAoBaHnAX DYHKLUNOHAbHbBIX XapakTepUCTUK.

B o6nactb NpYMeEHEeHMs HaCTOSLLero AOKyMeHTa He BXOAAT aHanuTU4Yeckne nccnepoBaHus PyHKUMO-
Ha/NbHbIX XapakTepUCTUK.

MpumeyaHune 2 — Ecm npyu cbope o6pasLioB CreunasibHO A1 aHa/IMTUYECKOTO UCCNef0BaHns (oyHKLMO-
Ha/IbHbIX XapakTepuCTUK BO3HWKAET AOMNOMHUTESbHBIA PUCK AN CyObeKTOB, OTAe/IbHble YacTu HaCTOALLEero ctaHjapTa
(oco6eHHOo NpUNoXeHUst) MoryT 6bITb NOME3HbI 419 06ecrneveHnss 6e30MacHOCTU CyObEKTOB.

KnuHnyeckne unccnepfoBaHns PYHKLMOHANbHBIX XapakTePUCTUK, KOTOpble NPOBOAST He ANs cobnoge-
HUS Npefa- W NoCTNPoAaXHbIX Tpe6oBaHwWii, a, Hanpumep, Aas BbiNJaT KOMNeHcauuii, He BXoAsT B 06/1acTb
MPUMEHEHNS HacTOosIWero ctaHaapTa.

* B HacToOsLLee Bpems peryavpylowmyMm opraHamm sensoTcs defepanbHas cnyxba no Haasopy B chepe 3gpa-
BOOXpaHeHus 1 defepanbHas cnyxba no akkpeamTaumn.

M3pgaHne odmumnanbHoe



FOCT P NCO 20916—2022

MpumeuyaHne 3— HekoTopble U3 YaCTel HACTOSILLErO CTaHAapPTa MOryT 6bITh UCMO/Ib30BaHbI /11 Pa3paboTKY
Takux UCC/eloBaHWiA, B TOM uuc/ie B BOMpocax 6e30nacHoCTV Cy6hEKTOB M COXPAHHOCTM AaHHbIX.

HacTosiwuii cTaHfapT He CoAepXUT MH(OopMaL Mo No TeXHUKe 6e30nMacHOCTU AN COTPYAHMKOB na6opa-
TOpWiA MM APYTUX CneunanncToB, OCyLLEeCTBASIOWMUX c60p 06pa3LoB ANS UCCef0BaHUS.

MpumevyaHune 4 — JanHasa nHgopMauns cogepxutcsa B [1], [12], [13].

MpumeyaHune 5— lNonb3oBarenn HACTOALLErO CTaHAapTa MOryT pacCMOTPETbL BOMPOC O MPUMEHEHUN K Mean-
uuHckoMy nsgenuio ons IVD, koTopoe SABASeTCA NpeaMeToM KMHUYECKOro nccnefoBaHns (PyHKUMOHa bHBIX XapakTepu-
CTVIK, Talke ApYrnx CTaH4apToB wu/vnu TpeboBaHWi; Hanpumep B cUTyauumn, Korga COBMECTHO C HUM MCMNONb3YT Apyroe
MeAVUMHCKoe n3genve (HanpyMmep, NaHueT, TecT-nosiocky ansa IVD v rioKOMETP), MOryT 6biTb PaCCMOTPEHbI MOJSIOXKEHMNS
Kak HacTosLero ctaHgapra, Tak n ICO 14155.

2 HopMaTuBHBbIE CCbISIKU

B HacToAwem cTaHgapTe HOPMaTUBHbIE CCbIJIKM OTCYTCTBYIOT.

3 TepmuHbI 1 onpegeneHns

B HacToAWweM cTaHfapTe NPUMEHeHbl creaylowme TEPMUHBLL 1 onpefeneHns.

TepmuHonornyeckme 6asbl gaHHbIXx NICO 1 M3K gocTynHbl No crnefylouwmm MHTepHeT-agpecam;

- aneKkTpoHHaa nnatgopma WNCO ¢ dhyHKUMEN OHNaWH-NpocCMOTpa TEPMWUHOB no agpecy: http://
www.iso.org/obp;

- anekTpoHHasa 6asza M3K Electropedia no agpecy: http://www.electropedia.org/.

3.1 HebGnaronpuaTHoe Bo3gencTBue nlgenusa (adverse device effect): He6naronpuaTHoe cobbiTue
(cm. 3.2), cBAA3aHHOE C MCMNO/Ib30BaHNEM MUCCNefyemMoro MeAuLMHCKOro usgenus.

MpumeyaHne 1— [aHHoe onpefenieHne BKIYaeT tobble He61aronpusATHbLIE COObITUSA, BO3HMKLLME B PE3Y/Ib-
TaTe HeJOCTaTOYHOW MHCOPMATUBHOCTY WM HEaLEeKBATHOCTU MHCTPYKUMIA NO 3KCnyaTauum, YyCTaHOBKe, 06CTYXMBaHMIO
nnm no6oro c6osi B pabote nccnesyeMoro MeuLMHCKOro n3genus.

MpumeuaHue 2 — [aHHoe onpefesfieHne BKIOYAET to6ble COBLITUSA, BbI3BAHHbIE OLUMGKOW 3KcnlyaTauuu
WM HAMEPEHHbIM HEMNPaBW/bHLIM NPUMEHEHWEM UCCIELYEMOro MeAMLMHCKOro usaenus ans IVD.

[MCO 14155:1), 3.1, N3MEHEH — afanTUpPoOBaHO AN MeguUUHCKUX nsgenuii ana 1VD]

3.2 Heb6naronpusaTHoe cobbiTue; AE (adverse event, AE): Jlin6oe HebnaronpuaTHoe MeAnUNHCKOe CO-
6bITMe, HeHajexallee pelleHne No BOMpocaMm BefeHWsa nauueHTa, HenpegHamepeHHoe 3abosieBaHue nnu
TpaBMa, a Takke HebnaronpuaTHble KIUHUYECKMe CMMNTOMbl Y Cy6bekToB, nonb3oBaTtesieli Wam Apyrux nuu,
NMeLWNX Kakoe-nmbo OTHOLEHNE K AeATeNIbHOCTU, CBA3AHHONM C nccrefoBaHneM, He3aBUCKMO OT TOrO, CBSA-
3aHO /1 3TO C uccrnegyeMbiMm MeauunHCKUM usgenvem ansa IVD.

MpumevaHne 1— HebnaronpuaTHble COOLITUSA MOTYT ObITb BbI3BaHbI, HAMPUMEP, HEeAOCTATOYHON MHopMa-
TMBHOCTbI WM HEAAEKBATHOCTLIO UHCTPYKLUMIA MO 3KCMyaTaumu, pasMeLLEHNIO, YCTaHOBKE, 06CTY)XMBAHWIO UK NHOGbIM
cboem B paboTe nccreayeMoro MeAuLMHCKOro n3gesnus.

MpumeuaHue 2— JTo onpeaenieHne BKIOUYAET c6oii B paboTe Wiv nopdy U3aenusi, KoTopble elle He NpuBesny
K CMEepPTN Wn TSHKeNoMy yLiepby 340pOBbio, HO KOTOPbIE MOTYT MPUBECTU K CMEPTU WK TSXENOMY YLiep6y 30pOBbHO.

MpumeyaHue 33— 370 onpeaeneHe He NpefHasHauYeHo 4718 NPUMEHEHUS B NPOLLecce NPUHATUS peLleHns 06
MHDOPMMPOBaHMK O COBBLITUM PEryNMPYIOLLErO OpraHa.

MpunmevaHune 4 — na nosnb3oBarteneit unn Apyrux nuy, 3To onpeaesnieHne orpaHndnBaeTca npuMeHeHnem B
OTHOLLIEHNM COOLITUIA, CBSI3aHHbIX TOJTbKO C ncenepyembiMm MmeguunHCKuMn nsgenuavmn ans IvVD.

MpumeyaHue 5 — JIOKHOOTPULATENBHBIE WM JIOKHOMOMOXUTE bHLIE PE3yNbTaTbl HE cuMTaloTCsl Hebnaro-
MPWSITHBIM COBLITMEM [0 TeX MOp, Moka Mo MPUYMHE 3TUX JIOXKHbIX PEe3y/bTaToB B UHTEPBEHLMOHHOM UCCNEeL0BaHUU He
MPVHATLI HeafeKBaTHbIE PELLEHNsT N0 BeAEHWNI0 NauyeHTOB.

3.3 aHanuTuyeckne xapakrtepuctmkm (analytical performance): Cnoco6HOCTb MeANLUNHCKOro n3genus
ansa IVD o6HapyxusaTb UM U3MepaTb NapameTpbl oNpegesnieHHoro aHanumTa.
[GHTF/SG5/N6:2012]

1) B paspaboTke. Mo cocTosHUO Ha MOMeHT nyb6nukaumun: MCO/DIS 14155:2019.


https://www.mosexp.ru#
https://files.stroyinf.ru#  
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MpumeyaHune 1— AHaNUTUYECKME XapaKTEPUCTMKA MOTYT BKOUYATb aHA/IMTUYECKYIO YyBCTBMTE/ILHOCTb (Ha-
npumMep, npeaen 06HapyXeHns), aHa/IMTUYECKYI0 CneundUUYHOCTb (Hanpumep, YyBCTBUTENILHOCTL K MoMexaMm, NnepekpecT-
HYI0 PeaKTMBHOCTb), TOYHOCTb (3aBUCSILLYIO OT CUCTEMATMYECKOW MOrPELUHOCTM M NPEUU3NOHHOCTH), IMHEMHOCTb U T. 4,

3.4 aHanuTnyeckoe wuccnegoBaHme YHKUMOHaNbHbIX XapakTepucTtuk (analytical performance
study): WccnepoBaHue, NnpoBefeHHOE C Lefblo YCTAHOBMEHUA WU NOATBEPXAEHUA CNOCOBHOCTU MeaULMWH-
ckoro usgenua ana IVD o6HapyXueaTb ONpefeseHHbI aHaanuT Uin U3MepsaTb ero napameTpsbl.

3.5 oxmgaemoe cepbe3Hoe HebnaronpuaTHoe [HexenaTesnbHOe] BO3AeACTBME U3[enus
(anticipated serious adverse device effect): ABneHne, KoTopoe B CBA3U CO CBOE NPMPOAOI, 4YacTOTOW BCTpe-
4aemoCTU, TAXECTbI UM NOCNeACTBUAMU 6bII0 OTMEYEeHO B oTyeTe 06 aHasIn3e PUCKOB.

MpumeyaHune 1— Oxuaaemoe cepbe3Hoe HebraronpusiTHoe BO3AECTBME M3AENNSI TaKKe MOXET ObiTb OMK-
CaHo B NPOTOKO/IE MCCNeAoBaHNsA, GpoLUope UccienoBaTens U, B ciyyae HeobXxoauMocTH, B MHhOpMMPOBaHHOM corna-
cum cybbekTa.

3.6 o6pasey [Npoba], B3ATbIN 13 xpaHeHUA (archived specimen): O6pa3sey nam npoba (cm. 3.42), Ko-
Topas 6blna B3siTa B NPOLUIOM M NOslyyeHa M3 XxpaHunuuy, (Hanpumep, 6aHKOB TKaHel, 3anacoB KOMMEPYECKUX
NoCTaBLLUKOB).

[GHTF/SG5/N8:2012]

3.7 ayauT (audit): CuctemaTtnyeckas HeszaBucumMas npoBepka AEWCTBUIA N JOKYMEHTOB, CBSI3aHHbIX C
KNMVHUYECKUM MCCNefoBaHMEM (PYHKLMOHaIbHbIX XapakTepuUcTuk, ANs onpeaesieHns Toro, NPOBOASATCA /A 3TK
JelicTBMS ¥ BefdyTCAa NN 3anncu AaHHbIX, aHanM3MpyeTcsa /M TOYHOCTb MepefaBaeMblX AaHHbIX B COOTBET-
CTBUW C NPOTOKO/IOM K/IMHUYECKOro uccnefoBaHua yHKUNOHANbHbIX XapakTepucTuk, ctaHhapTHbIMU onepa-
LMOHHbIMM NpoueaypaMn 1 NPUMEHUMbIMW HOPMATUBHbLIMW TPEGOBAHUAMM.

[MCO 14155:1), 3.3, NI3MEHEH — afanTUPOBaHO ANA MeAUUUHCKNX nsgenuii gnsa 1IVD]

MpumMmeyaHue 1— MNpeabsBaaoTcs TPebOBaHUS, OMUCAHHbLIE B HACTOSILLEM CTaHAApTe, a Takke MOryT Wc-
No/b30BaTbCS N0GLIE APYrve NMPUMEHUMblE TPeBOBaHUs, Takue Kak MoSIOKEeHUs PEryMpYIOLLMX AOKYMEHTOB.

3.8 cnenon metop (mackupoBaHue) (blinding, masking): MeTog, npy NPMMEHEHUN KOTOPOro OAHOM
WU HECKONIbKMM Y4yacTBYHOLWMUM B KJIMHUYECKOM MCCef0BaHUM (MYHKUMOHANbHBIX XapakTepucTnk ctTopoHam
HeusBecTHa nbas nHopmaumsa, cBA3aHHasa ¢ NaTtoforMyecknm mnum MsnoNorMyeckum COCTOSIHUEM, neye-
HUeM, pe3ynbTataMmu npeABapuTesibHbIX UCCefoBaHni, aemorpaduyeckumM AaHHbIMU U T. 4., O YesioBekKe, Y
KOTOpOro 6bin B3AT obpasel A1 TECTUPOBAHUA, YTOObl YMEHbLUUTb UCKAXEHNe pe3y/ibTaToB N3-3a KOCBEHHO-
ro BUSHWUSA 3TUX CBEAEHUA.

3.9 uHaMBMAayanbHbie perucTpaynoHHble KapTbl (case report forms CRFs): Habop fOKYMEHTOB B
OyMa)KHOM BUAE WM Ha 3/1IeKTPOHHOM HOCUTesle O KaxAoM cybbekTe, B KOTOPbIX 3anucaHa uHgopmauus
COrjlacHO NPOTOKO/Y K/IMHWYECKOro MccriefoBaHnsa MYHKLMOHAIbHbIX XapakTepucTuk, KoTopyw Heob6xogmmo
npefocTaBUTb 3aKa3uuky.

[MCO 14155:1), 3.6, M3MeHeH — afanTUPOBaHO AN MeAULMHCKUX n3genuii gna 1IVD]

3.10 knuHmn4yeckasa appekTMBHOCTL MeauuuHckoro mnagennsa ansa IVD (clinical performance of an
IVD medical device): CnocobHOCTb MeguuuUHCKoro msgenua ana IVD paBaTtb pesynbTartbl, KOTOpble Koppe-
NIMPYIOT C KOHKPETHbIM K/IMHUYECKUM COCTOSSHMEM WM DU3N00TMYEeCcKUM/NaToiorMyeckum npoleccom/co-
CTOSSHUEM B COOTBETCTBUM C MPeAYyCMOTPEHHbIM NPUMeEHEeHUeM (Lesiblo KIMHWYECKOro UCNbiTaHus, LenesBol
nonynsuuein n npegnosiaraeMbiM Nosib30BaTENIEM).

MpumevyaHune 1— B cOOTBETCTBMM C MPeAyCMOTPEHHbIM MPUMEHEeHMeM KanHudeckast apekTBHOCTb MO-
XET BbIPaXaTbCs B OXMAAEMbIX 3HAUYEHUsIX (NoKasaTessix OXMAAeMOl LEHHOCTU), ANArHOCTUYECKON YyBCTBUTE/IbHOCTU
¥ OMarHoCTUYECKOW cneundmMUHOCTH, OCHOBAHHbIX HA W3BECTHOM K/IMHWYECKOM COCTOSIHUM UK chusnonornyeckom/naro-
NIOrMYECKOM MPOLECCE/COCTOSHUM NHAMBMAA, a Takke OTPULATEIbHOM 1 NOMOXUTENIbHOM NpeAckasaTe/ibHbIX 3HAUYeHsIX
(nokazaTensix oTpuULATENbHO W NONIOXUTENbHOW NpeAcka3aTe/bHON (MPOrHOCTUYECKOIA) LIEHHOCTM), OCHOBAHHbLIX Ha pac-

MPOCTPAHEHHOCTY 3a60/1eBaHMS.

[GHTF/SG5/N6:2012]

3.11 knMHMYeckoe mnccnepoBaHne (PYHKUMOHaNbHbIX XapakTtepucTuk (clinical performance study):
WccneposaHne, NpoBedeHHOE C LEe/blo YCTAHOBEHUA WAV NOATBEPXAEHUSA KIUHUYECKOW achdpekTnBHOCT U
MeauuuHckoro mnsgenua gna IVD (cm. 3.10).

MpumeyaHune 1— ViccnepoBaHune, NPoBefeHHOE [0 BbIXO4A HA PbIHOK M He NnpefHa3HauYeHHoe A/151 OLEHKU
KIMHUYeCKoW 3dhheKTUBHOCTM MEAULIMHCKOrO n3genus ans VD, He cuuTaeTcsl KIMHWYECKUM uccnefoBaHuem yHKUmo-
Ha/IbHbIX XapakTepucTuK (HanpuMep, uccnefoBaHne 06paTHOW CBA3WN C KIMEHTaMW, BHELUHWe aHa/IMTuYeckne uccneno-
BaHWA (PYHKLMOHASIbHBIX XapaKTepUCTUK, Hay4Hble UCCNEe0BaHuS).

[GHTF/SG5/N6:2012]
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3.12 NpoTOKON  K/MHUYECKOTO uUccnefoBaHua YHKUMOHANbHbIX XapakTtepucTuk (clinical
performance study protocol CPSP): [JokymMeHT, B KOTOPOM M3/siaraloTcsa 060CHOBaHMe, Uenu, CBedeHus 0 pas-
paboTke, puckax, npegsaraemomMm MeTofe aHanvM3a, MeTo[0/I0TMK, MOHUTOPWUHIE, MeTOAWKe NPOoBefeHus u
[OKYMEHTMPOBAHUN KIMHUYECKOro nccnegosanus (cm. 3.11).

MpumMmevyaHue 1— TMPOTOKON KIMHUYECKOTO UCCMEA0BAHMS He 06A3aTeflbHO A0/KEH 6GbiTb OAHUM AO0KYMEH-
TOM. OH MOXET NpeACTaBATb CO60I CEPUI0 OKYMEHTOB, CBSI3aHHbIX APYr C APYTOM M CCbINALMXCA APYr Ha Apyra ans
Lesieil co3aaHust NPOTOKOMA KAMHUYECKOrO UCC/IefoBaHus.

[GHTF/SG5/N8:2012]

3.13 oT4eT 0 KJIMHNYEeCKOM nccnenoBaHun PyHKUMOHaNbHbIX XapakTepucTuk (clinical performance
study report CPSR): [lokyMeHT, onucbiBaloWwuii NOCTAHOBKY 3ajayu, 3Tanbl BbINOSIHEHUSA, CTATUCTUYECKYIO
OLEHKY, pe3ynbTaTbl KTMHAUYECKOT0 NccnefoBaHusa pyHKLMOHaNbHbIX XapakTepucTuK, 0CHOBaHHbIN Ha BbiBOAE
(BbIBOAAX).

MpumMedyaHue 1— HekoTOpblE YACTM OTYETA O K/IMHUYECKOM WCC/IEA0BAHUM (DYHKLUMOHA/IbHBIX XapaKTepuUCTMK
MOryT 6bITb NPEACTaB/IEHbI B BAE OTAE/bHbIX [JOKYMEHTOB, Ha KOTOpPblE B OTYETE O K/IMHWYECKOM UCCNef0BaHN AaloTcs
CCbI/TK.

MpumMmeyaHne 2 — OTYET O KIMHNYECKOM WCCMEAOBAHWN AO/KEH GbiTb HE OAHVMM AOKYMEHTOM, a Cepuveit
[IOKYMEHTOB, CBSi3aHHbIX APYr C APYrOM 1 CCbINAlOLMXC APYr Ha Apyra Ans Ueneil cosfaHns oT4eTa O KMHUYECKOM
“ccneaoBaHum,

[GHTF/SG5/N8:2012]

3.14 KOHTpakTHasa wmuccnegoBaTesibCkas opraHm3auunsa (contract research organization): Jiugo wnnm
opraHmsauus, HaHATble 3aka3uukom (cm. 3.49) AnS BbINO/IHEHWA OAHON WM HECKOSbKMX 06s3aHHOCTEN u
oyHKLMIA, CBA3AHHbLIX C NPOBEAEHMEM KIWHUYECKOTro uccnefoBaHua (PYHKLMOHa/IbHbIX XapakTepucTuk, He-
06X04MMOro 3akasumky.

3.15 perucTpayunoHHbI y4deT nsgenuin (device accountability records): 3anucu, gokymeHTupylume
hnsnyeckoe mMecToHaxoXAeHue BCeX MeAULMHCKUX u3genuii gna IVD, n3yvyeHume KOTOPbIX NPOBOAMUTCA, Ha-
YnHas € OTrpy3kn nsgenuii B uccrefoBaTeNlbCKUn LEeHTP 1 3akaHuMBas BO3BPaTOM Wau yTuausauuein, a takxe
3anucu, 4OKyMeHTUPYLIMe NolyYyeHne, ncnofb3oBaHve, BO3BpaT U yTUAN3aLMio MeauLMHCKUX usgenuin ans
IVD, n3yyeHune KOTOpPbIX NMPOBOAUTCSH.

3.16 HepocTaTok usgenusa (device deficiency): HecooTBeTcTBME MEAULUHCKOrO ulgenus TpeboBaHu-
AM K ero ngeHTudmkaunumn, kayecTBy, HafeXHOCTH, A0NTOBEYHOCTU, 6e30NacHOCTN UNN hyHKLMOHANbHBIM Xa-
pakTepucTmkam.

MpumMmeuaHue 1— HeagocTaTku U3 BKIOYAKOT CO0M, OLIMGKM IKCMyaTaLUyUy U HeafekBaTHy0 UHgopMa-
L0, NPEAOCTAB/EHHYIO NPOU3BOANTENEM, BKIOYAs MAPKMPOBKY.

MpumeyaHue 2— lMog3To onpeaesieHne NONAAAIT HEAOCTATKY U3AENNS, CBSI3aHHbIE C UCC/eayeMbIM Meau-
LMHCKUM M3Ae/IMeM Wi MeAULMHCKUM U3Le/TMeM CPaBHEHNS.

[MCO 14155: —1), 3.19]

3.17 koHeu4Has To4ka (endpoint): OCHOBHOI (MEPBUYHbLIN) NN BTOPUYHbIA NOKasaTeb, UCNOMb3YEMbIi
B K/IMHAYECKOM uccnefoBaHnm MYHKLUNOHASIbHbIX XapakTepucTuK ANA OLEHKN (DYHKLMOHA/IbHBIX XapakTepu-
CTUK MeanumnHckoro usgenuna ana IVD (cm. 3.24).

MpumeyaHne 1— KOHEYHbIMU TOYKAMU MOFYT BbITb CTATUCTUYECKME NOKasaTesn hyHKUMOHabHBIX XapaKkTe-
PUCTVK WA KNIMHWYECKUX SBMIEHWIA (COObLITWIA)/ 1MCXO[0B.

3.18 atuveckuint komuteT; 3K (ethics committee, EC): HesaBucuMBbIi opraH, OTBETCTBEHHbI/ 3a aHanu3
KNMHWYECKNX nccnefoBaHnini B Lensax 3awuTel npae n o6ecnevenms 6esonacHocTu (cMm. 3.41) n 6naronony-
unsa naen, NPUHMMaKLWmX yyactme B KIMHUYECKOM MCCnenoBaHnu.

[MCO 14155: —1), 3.24, n3meHeH — npuMmeyaHume 1 UckNYeHo]

3.19 nHdopmupoBaHHOoe cornacue (informed consent): MNMpouecc, B Xxo4e KOTOPOro Anuo 406poBOJIbEHO
noATBepXxaaeT CBOe cornacue nNpuHATb ydyacTue B KOHKPETHOM K/IMHUYECKOM uccrefoBaHun PyHKLUOHaNb-
HbIX XapakTepucTuK, nocne Toro kak aTomy nuuy byaeT npegocrtaBneHa nHpopmauns 060 Bcex 0CO6EHHOCTAX
KNIMHNYECKOro nccnefoBanna yHKLMOHAbHbIX XapakTepucTuK, KoTopas MOXeT NOBMMATb Ha ero pelueHue.

[MCO 14155: —4Y 3.27]

MpumMmeuvaHne 1— [ns ueneli HACTOALLETO CTaHJapTa cornacue 06bIYHO AAaeTCs Ha npeaocTasfieHne o6pas-
LIOB UMW y4aCTUE B KIIMHUYECKOM MCC/IEA0BaHNN (DYHKLMOHATBHBIX XapakTePUCTUK.

4
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MpumevyaHne 2 — B MHPOPMMPOBAHHOM COF/IACUU NEPEUUCTISIOTCA PUCKM U BbIroAbl ANs cy6bekTa, ecnu
MPUMEHUMO.

MpumevyaHne 33— lNpegocTaBneHHas MHAOPMaLMs MOXET ObiTb BCEOOBLEMOLLEN, YTO NO3BO/SET UCNOSb30-
BaTb 06paseL, 418 6yayLmMX NCCneoBaHnin, XxapakTep KOTOPbIX eLle He onpeaesnieH, Win xe ata MHhopmaums MoXeT ObiTb
npegHasHaveHa 711 KOHKPETHOro UCC/ef0BaHusI.

3.20 npegHa3HayeHHOe npumeHeHue (intended use, intended purpose): O6bEKTMBHOE HaMepeHue
N3roTOBUTENA U3Aenna ANA ANArHOCTUKK in Vitro B OTHOWEHWM NPUMEHEHUS NPoAyKTa, npouecca WUan ycnyru,
OTpaXeHHoe B crneuudukauusx, MHCTPYKUUSX U UHOopMaLuKn, npesocTaBneHHol M3roToBUTeNeM u3genus
AN QUarHocTuky in vitro.

MpumMmeyaHue 1— 3asBieHWe 0 NpeanosiaraeMoM NPUMEHEHUN 4151 MAPKUPOBKW M3AeNNs A1 ANarHoCTUKM in
Vitro MOXeT BK/II0UaTh B ce6s ABa KOMMOHEHTA: ONMcaHue (PYHKUMOHAIbHOCTY MEAULMHCKOTO U3AEeNMs As ANArHOCTUKM
in vitro (Hanpymep, METOAUKA UMMYHOXUMUYECKOTO U3MEPEHUS 711 0GHAPYXXEHNSI aHA/IUTA «X» B CbIBOPOTKE UM N1a3Me)
1 3asiB/IeHNE O NPesnosiaraeMoM MeAMLUMHCKOM MPUMEHEHUU PE3Y/IbTaTOB UCC/IEA0BaHMS.

[MCO 18113-1:2009, 3.31, M3MeHeH]

3.21 MHTEepBEHLMOHHOE KIWHMYecKoe wuccnegoBaHne QYHKUMOHANBbHbBIX  XapaKTepucTuk
(interventional clinical performance study): ViccnegoBaHune, B KOTOPOM MOJIyYE€HHbIe pe3ynbTaTbl MOTYT BAUATb
Ha peLleHusa Mo BeEHMNI0 NALUEHTOB U NUCNOMb30BaTbCA ANA HAa3HAYEHUS JIEYEHUS.

Mpumep — WiccnepoBaHus An1s cony TCTBYOLER AnarHoCTUKM.

[GHTF/SG5/N8:2012]

3.22 o6powtopa nccneposatens (investigator brochure): C6opHuk (nogbopka) AaHHbIX 06 aHanUTU4e-
CKMX M KNIMHNYECKNX PYHKLMOHANbHbIX XapakTepucTmkax, UMelLWwnx OTHOWEeHNE K KTIMHUYeCKOMY nccnenosa-
HUIO DYHKLMOHAIbHBIX XapaKkTepucTuk.

MpumeyaHne 1— B Gpowopy mccnegoBatenss BHOCUTCS MHAopmaumsa 0 pucke/nonb3e UCCnefyemoro us-
nenvsa ons IVD n metog, otéopa npob.

3.23 nccnepgoBatenb (cybuccrniegoBaTesnb; couccriegoBatenb) (investigator, sub-investigator, co-
investigator): OTAeNbHbLIA 4neH KOMaHAbl uccnefoBaTeneil B MCCNeAoBaTe/IbCKOM LEHTPEe, Ha3Ha4YeHHbIN
rnaBHbIM MccnepoBateneM v NOAYNHAKLWNIACA eMy B YacTu NPOBeAeHUS KPUTUYECKUX npoueayp, CBA3aHHbIX
C uccnefoBaHMem, UAN NPUHATUA BaXHbIX PELlEeHN, CBA3aHHbIX C NccnefoBaHMeM.

3.24 mepguuuHCKOe usgenuve Ana gnarHocTtuky in vitro (ana 1IVD) (IVD medical device): MeauuunH-
ckoe nsgenue (cMm. 3.28), UCNoNb3yeMoe CaMOCTOATENIbHO WKW B KOMMAeKce, npegHasHavyeHHoOe U3rotToBuTe-
nem gnsa uccnegoBaHusa in vitro Npo6, B3ATbIX U3 Tena 4yesioBeka, UCKAKUYUTE/IbHO UMK FNaBHbIM 06pa3oM B
Uensax nosiyyeHus nHcopmayum gns ANArHOCTUKU, MOHUTOPWUHIa WA onpefeneHnss COBMEeCTUMOCTU.

MpumeyaHne 1— MeguuuHckne nsgenus ana VD BkIoyaloT B cebs (NpeacTaBnsoT coboit) peareHThl, Ka-
nnbpaTtopbl, KOHTPO/bHbIE MaTepuasibl, EMKOCTU 4151 06pasLoB, NporpammHoe obecneyeHve, Npubopbl WM annaparbl,
B KOTOPbIX OHO MCMONb3YEeTCH, W ApYyre U3nenns, KoTopble NPYMEHSIOTCH, Hanpumep, ANS chegylowmx uenei ncene-
[0BaHVA: AMarHocTuka, BCrnomMoraTesibHoe CpPeficTBO A1 ANArHOCTUKM, CKPUHWHI, MOHWTOPUWHI, ONpefesieHve npegpac-
MOSIOKEHHOCTKW, MPOrHO3UPOBaHWe, NpefckasaHve JasibHellero TeuyeHus 6onesHn, onpegesnieHve r3nonornieckoro
COCTOSIHUSA.

[MCO 18113-1:2009, 3.27, nsmeHeH — npumMmedaHne 1 ncknwyeHo, GHTF/SG1/N071:2012]

3.25 ocTaTo4Hble o6pa3ubl [MpobbI] (leftover specimen, leftover sample): Heuncnonb3oBaHHbIEe ocTaT-
KM 06pa3LoB, B3ATLIX OT YesI0OBEKA, COOpaHHble B pamkax MAaHOBOM K/IMHWYECKOlM MpakTuku, nocse nposeje-
HMUA BCeX CTaHAapTHbIX aHa/nN30B.

MpumeyaHne 1— BnpoTyBHOM cnyyae Takme 06pasubl/Nnpobbl GyayT OTNpaBeHbl B OTXOAbl, MOCKO/bKY B HUX
60/1ble HET K/TMHNYECKON HEO6X0AMMOCTMW.

MprmevyaHne 2— B 3Ty KaTErOpUK MOTYT BXOAUTb 06pasLibl, CO6paHHbIE B UCCEL0BATENbCKUX W APYTUX
LEensiX, He CBSI3aHHbIX C AaHHbIM K/IMHUYECKUM WCC/IEA0BaHNEM (DYHKLIMOHA/bHBIX XapaKTeprCTUK.

3.26 3aKOHHbIN MOJIHOMOYHbIV [Ha3HaudeHHbI] NnpegcTaBuTens (legally authorized representative,
legally designated representative): ®nsnyeckoe unm opuguyeckoe N1MLO AN NHON cybbEKT nNpaBa, 0o6nagatn-
WMii B cMNy 3aKoHa NpaBoOM faBaTb corjlacve Ha yyacTue B KJIMHUYECKOM MCC/ieloBaHUU OT MMEHW MOTEHLM-
anbHOro cybbekTa nccnepoBaHus.

[MCO 14155: — A 3.32, usaMeHeH — npumeyvaHme 1 Ucka4veHo, 6bln fo6aBNeH MNepBblli NpeanoYTU-
Te/NIbHbIA TEPMUH, @ TEPMUH «3aKOHHbI/i Ha3HAYeHHbI NpeAcTaBUTENb» Gbl NPU3HaH]
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3.27 c6oin (malfunction): OTka3 uccnegyeMmoro meauuuHckoro usgennsa ansa 1IVD QyHKUMOHMpOBaTb B
COOTBETCTBUU C €ro npegHas3HavyeHHbIM NnpumeHeHnem (cMm. 3.20) npu ycnosuu, 4To nsgenve ucnonb3yetcs B
COOTBETCTBUU C MHCTPYKLMAMM NO IKChayaTauum uam npoTOKOIOM KIMHWYECKOro nccnegosaHums (cMm. 3.12).

[MCO 14155: —1),3.33, n3MeHeH — afanTMpoBaHO ANA MeAULUHCKUX n3genuin gnsa VD]

3.28 meguuunHckoe mnsgenne (medical device): MHCTpymeHT, annapart, npubop, ycTpoicTBo, 060pyAo0-
BaHWe, MMNAaHTart, peareHT A58 UCNOMb30BaHWSA in vitro, nporpammHoe obecnevyeHue, mMaTepuasa UIn UHble
NoA06HbIE WM CBA3AHHbIE C HAMUW M3A4eNnus, npegHasHa4YeHHble N3rOTOBUTEIEM ANA MPUMEHEHUS Y NOAEN No
OTAENbHOCTU WAWM B COYETaHUW APYr C APYrOM B LEenax:

- AMAarHocTukn, NnponnakTukn, MOHUTOPUHTA, fleyeHnss nnu obnerdyeHns 3aboneBaHuii,

- ANArHOCTUKU, MOHUTOPMWHIA, NeYeHns, 061er4YeHnss UAnM KoMneHcaunun nocnefcTeuii Tpasmbl,

- uccrnepoBaHuns, 3aMelleHns, U3MEHEeHNUS nn nogaepxaHnsa aHaTOMUYEeCcKOro cTpoeHus, ounusmonoru-
YeCKOro COCTOSHUSA WAW NPOLECCOB,

- NoAAepXaHWs AN COXPAHEHUS XU3HMU;

- KOHTpONS 3avatus;

- Ae3nHekuMn nan ctepunnsannun MeauunHCKNX n3genui,

- NOJy4YeHus MHgopMaunn NoCcpeacTBOM MCCAefoBaHusA in vitro npo6, B3ATbIX M3 Tena 4yesioBeka, npu
YyCNOBMMK, 4YTO UX NepBOHaYasbHOE MpefyCMOTPEHHOE BO3LENCTBME HA YEe/NI0BEYECKUA OpraHn3m WaM B HEM
He peanu3yeTcs 3a cyeT papmMakoNornyecknx, MMMYHOIOTMYECKUX WM MeTaboNnyecknx cpescTs, HO MOXeT
noAAepXnBaTbCs TakKnMu CpeacTBamu.

[MCO 18113-1:2009, 3.47, u3MeHeH — He3HauuTeNbHO UW3MeHeHa TepMmuHonorusa, GHTF SGV/
N071:2012]

3.29 moHuTOp* (Monitor): J/lnuo, nmewuwee Keanugukauu B pesynbTaTte MoslyyeHus obpas3oBaHus,
npocheccnoHanbHOM NOATOTOBKM MW ONbiTa, OTBETCTBEHHOE 3a NPOBeAeHNE MOHMTOpUHra (cm. 3.30) KANHK-
YecKoro uccnefoBaHusa PYHKUNOHAbHbIX XapakTepuUcTuK.

3.30 MOHUTOPUHT (Monitoring): [JesTeNbHOCTb MO KOHTPO/II0 XO4a BbIMOSIHEHUS KJIMHWUYECKOTO Uccre-
[0BaHVA (DYHKUMOHANbHbIX XapakTepuUCcTuUK 1 BeAEHNA OOKyMeHTauuu n 3anmceil B COOTBETCTBUN C NPOTOKO-
IOM K/IMHUYECKOro uccrefoBaHns, NMCbMEHHbIMW MHCTPYKUMAMU, npouenypamMmu, yCTaHOBNEHHbIMY TpeboBa-
HUAMU.

MpumevyaHne 1— lNpeabaABAOTCA Tpe6OBaHVIF|, OonncaHHble B HaCToAWEeM CTaHOapTe, a Takke niobble apy-
rme npumMmeHnmble Tp86OBaHVIFI, Takne Kak NonoxeHna HopMaTMBHBLIX AOKYMEHTOB.

3.31 MOMEHT BK/lOUEHUS B nccriegoBaHue (point of enrolment): MoMeHT BpemMeHu, cnegywwnin 3a
noa6opom cy6bekToB (cM. 3.34), B KOTOPbI/ CyObEKT KIMHNYECKOTO UCCnefoBaHns noagnmcbiBaeT u gatmpyeTt
opMy MHKOPMUPOBAHHOIO cornacusi, ecnm TakoBo TpebGoBaHMe 3Tuyeckoro kommTeTa (cm. 3.18), unu
MHbIM 06pa3oM HauMHaeT yyacTue B UCClefoBaHuu.

[MCO 14155: — 1> 3.38, u3MeHeH — onpegeneHue cgenaHo 6onee NoApo6HbLIM]

3.32 rnaBHbI uccnepgoBatenb (principal investigator): KsanuduunpoBaHHOe MU0, OTBETCTBEHHOE
3a NpoBefeHne KTMHUYECKOro NccnefoBaHnsa MYHKLMOHabHbLIX XapakTepUCTUK B UCCNeoBaTe/IbCKOM LieH-
Tpe (cm. 3.50).

MpumeyaHune 1— ECAM KAMHUYECKoe uccriefoBaHMe (DYHKUMOHAUIbHBIX XapaKTepuUcTWK MpPOBOAMTCS B UC-
cnefoBaTe/IbCKOM LieHTpe Tpynnoii fnl, 1aBHbIi MccnefoBaTeslb HECET OTBETCTBEHHOCTb 3a PYKOBOACTBO 3TON IpymnMoi.

MpumeyaHune 2 — B 3aBUCMMOCTU OT MOSIOXKEHWIA TOCYAAPCTBEHHbIX HOPMATUBOB OTBETCTBEHHOCTb MOXET
BO3/1araTbCsl Ha OTAENbHOE NMLI0 WK Ha yUpeXIeHve.

3.33 OTK/IOHeHMe OT npoTokosa (protocol deviation): MNMposBNeHMe HecO6GNIOAEHUA, HAMEPEHHO UK
HenpegHamMepeHHO, TpeboBaHWi MPOTOKONA KAWHWYECKOrO uccnefoBaHuss (YHKUMOHAaNbHbIX XapakTe-
pucTuk (cm. 3.12).

3.34 nopb6op cyb6beKTOB (recruitment): AKTUBHbIEe AENCTBUA MO BbiABAEHUW cybbekToOB (cm. 3.51),
KoTopble MoraM 6bl NOAXOAUTbL ANS BKAOYEHUA B KIMHUYECKOe uccnefoBaHve PYHKUMOHANbHbIX XapakTe-
PUCTUK.

3.35 pedrepeHTHas mMeToaMKa BblNOSIHEHUA M3MepeHua (reference measurement procedure): MeTto-
OVnKa BbIMOJIHEHUS U3MepeHus, NPUHATas Kak gawlwas pesynbTarbl, NPUrogHble 471 UX UCMOJSIb30BaHMA Npu
OUEHKe MNPaBU/IbHOCTU U3MEPEHWUS 3HAYEHWUA W3MEPEHHbIX BEeJSIMYMH, MONYYEHHbIX OT APYTUX MeTOAUK Bbl-

* CneynanncT No MOHUTOPUHIY KITMHUYECKUX MCCﬂeAOBaHMﬁ.
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NOSTHEHNSA N3MEPEHNS O BENUYMH TOTo Xe poda, ANA KaMObpOBKM UM ANSA XapaKTePUCTUKM CTaHAAPTHbIX
o6pasuyos.

[MCO 15193:2009, 3.7, NI3SMEHEH — NpPUMEYaHNS UCKIHYEHDI]

3.36 perynupytowmnin opraH (regulatory authority): FocygapCcTBEHHbI OpraH WanM UHOe Kpuanyeckoe
Nnuo, YNoJIHOMOYEHHOE Ha KOHTPOJ/Ib 3@ MCNOMb30BaHWEM WM MpoAaxeih MeguUUHCKUX U3AEeNuii Ha Teppu-
TOpUKU, BXOASLWEN B €ro HPUCAUKLMIO, KOTOPOE MOXET NMpUHMMAaTb NpaBOBble AelicTBUS A1 obecrnevyeHus
COOTBETCTBUSA MEAULUNHCKAX U3AENNIA, NpoJaBaeMbiX Ha TEPPUTOPMU, BXOASLWEN B €ro opucaukuuto, Tpebo-
BaHWSAM 3aKoHoZaTe NbCTBaA.

[GHTF/SG1/N68:2012]

3.37 pwmck (risk): CoueTaHne BEpOSATHOCTU MPUYNHEHUS Bpeda W TSHXECTU 3TOoro Bpega.

[PykoBogctBo MNCO/M3K 51:2014, 3.9]

3.38 aHanus pucka (risk analysis): CuctemaTunyeckoe Mcnosib30BaHue nmerwuelica nHgpopmaymm ans
BbISIB/IEHUS ONACHOCTEN M OUEHKU BenMyuHbl pucka (cM. 3.37) ana cybbeKTOB MccnefoBaHnUs 1 Nonb3oBaTe-
neii nccnegyemoro meguumHckoro nsgenus gnsa IvD.

MpumMeyaHue 1— AHa/M3 pucka BKIOYAET PACCMOTPEHME Pas/IMYHbIX MOC/eA0BaTeIbHOCTEW COGbITUM, KO-
TOpble MOTYT NPMBECTN K BO3HWKHOBEHWIO OMACHbIX CUTYauuii 1 NPUYMHEHNIO Bpeaa.

MprmevyaHne 2— Bcnyyae AMArHOCTUKM in vitro B MpOLLECCe aHam3a pUCKOB CieflyeT paccMaTpuBaTh pUCKY,
CBSi3aHHble C NPefOCTaB/IeHNEM OLUMBOYHBIX Pe3y/IbTaToB AUArHOCTVKM NPU MHTEPBEHLMOHHOM UCC/IEL0BAHUN.

[PykoBogctBo MCO/M3BK 51:2014, 3.10, nsmMeHeH — onpegeneHve afanTtupoBaHo A1 AUATHOCTUKU
in vitro, npuMeyaHne 1 M3MeHeHOo, nNpumeyaHue 2 f06aB/ieHO]

3.39 oueHka pucka (risk assessment): MonHbIN Npouecc, BkAYarWMin B cebs aHanus pucka (cm. 3.38)
n oueHnBaHne pucka (cm. 3.40).

[PykoBopctBo MCO/M3K 51:2014, 3.11]

3.40 oueHumBaHue pucka (risk evaluation): MNMpouecc cpaBHEHWUS pUCKa, KOTOPbIA yXe onpepesieH, c
YCTaHOB/IEHHbIMUW KPUTEPUSAMU pucKa AN onpefeneHns fonycTUMMOCTU pucka.

[MCO 14971: —2), 3.23]

3.41 6e3onacHocCTb (safety): OTcyTcTBME HeAQONyCTUMOrO puUcka.

[PykoBoactBo MCO/M3K 51:2014, 3.14]

3.42 npoba (sample): OgHa nAM HECKO/bKO MpeAcTaBUTENbHbIX YacTei, B3sATbIX OT o6pa3ua (cm. 3.47),
M npefHasHavYeHHbIX 419 NonyvyeHus nHdopmalmm o cucTeme.

MpymMep — Mopuys CbIBOPOTKY, B3siTast U3 o6pa3La CBepHYBLLEACS KpoBU.

[MCO 18113-1:2009, 3.64, n3MeHeH — U3MeHeHa hopMynnpoBKa B onpefesieHnn]

3.43 cepbe3Hoe HebnaronpusaTHoe BO3AelcTBUe uU3aenus (serious adverse device effect): He6na-
ronpuaTHoe Bo3gelicTBune nsgenusa (cm. 3.1), kotopoe npmeeno k Nbomy m3 nocnencTBuii, XxapakTepHbIX
0N cepbe3HOro He6naronpuATHOrNoO cobblTUA (CM. 3.44).

[MEDDEV 2.7.1, rev 4, 2016]

3.44 cepbe3Hoe HebnaronpuAaTHOe [HexenatenbHoe] cobbiTue (serious adverse event, SAE): He-
6naronpuMaTHoe cobbiTUe, KOTOPOEe NPUBOAMUT K I060OMY U3 CNeayLWmnX NCX0L0B:

a) netanbHbIN Ucxom;

b) cepbe3HOe HapyleHue 340pOBbA CybbekTa, KOTOpoe, B CBOK o4yepelb, NPUBOAMT:

1) k 3aboneBaHN0 AW TpaBme, YrpoxarLen XnsHu,

2) Heo6paTUMOMY YXYAWEHUIO CTPOEHUA unum paboTbl opraHnaMa, BK/Yas XpoHuyeckue 3a60-
nesaHus,

3) rocnuTanusauun Unu ee NPoAaseHunto,

4) MefuULMHCKOMY UM XUPYPrMyeckomy BMeLllaTenbCTBY AN NpefoTepaleHns 3abonesaHns, yrpo-
XaroLero Xn3Hu, uam yBeubs;

C) TpaBMa nnoga, rmbenb naoga UM BPOXAEHHble aHOMasMnM AN NOPOKW ero pasBuTUA, BKIOYas CO-
MaTWyeckme HapyleHUs U HapyLeHNa NCUXUYEeCKOW AeATeNbHOCTH.

MpumevyaHne 1— lMNnaHoBasi rocnUTaIM3aLMs Mo NPUYMHAM, CyLLECTBOBABLUMM 0 BO3HUKHOBEHUSI CEPbE3HO-
ro He61aronpusiTHOrO COGbITUSI, WK 1S NPOBEAEHNsI NpoLeayp, HE06XOAMMbIX COTIACHO M/1aHy K/IMHUYECKOrO UCCNEno-
BaHWsi, 63 Cepbe3HOro HapyLUeHsl 3[0POBbsSl HE CUMTAETCS Cepbe3HbIM HEGIAronpUsATHBIM COGLITUEM.

[MCO 14155: — Y 3.45]
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3.45 ncxopgHble paHHble (source data): Bcs MHopmauma B BUAE OpUTMHANbHbLIX 3anucei, 3aBepeH-
HbIX KOMWIA OpUTMHANbHbIX 3anuUceil 0 KTUHUYECKUX HaxoAKax, HabGMAEHUAX UM APYroi AessTeNbHOCTU BO
BPEMSI K/IMHUYECKOTO nccnefoBaHnst YHKULMOHANbHbBIX XapaKTepucTuK, Heobxoanmas A/ PEKOHCTPYKLUM U
OLEHMBAaHNSA KJIMHWMUYECKOTO UccnefoBaHus yHKUMOHANbHbBIX XapakTepuCTHK.

[MCO 14155: — 1\ 3.47, n3mMeHeH — afanTMpoOBaHO AN MeAUUUNHCKUX nsgenunin ans IVD, npumedaHune
NCK/OYEHO]

3.46 ucxopHas gokymeHTauus (source document): PacneyataHHblii 4OKYMEHT WU LOKYMEHT B 3/1eK-
TPOHHOI dhopMme, coaepXawmini UCXoaHble AaHHble (cMm. 3.45).

MNMpumep — BosibHUYHBbIE 3anncu/KapTbl, 1a6opaTopHbIe 3anncy, pesynbTaTbl aHaIM30B, 06C/1ef0BaHUSA
nauMeHToB, OTUYeTHbIe 3anucy No 06opyaoBaHUIO, hoTorpacun N PeHTreHOBCKUE CHUMKW, 3anunucu, XpaHs-
LMecst B UccefoBaTeIbCKOM LEHTPE, B /1a60paTOPUsIX U B MEAMKO-TEXHUUYECKNX OTAeNaX, BOB/IEYEHHbIX B
K/IMHUYECKMEe 1cCnefoBaHnst (PYHKUMOHA/IbHbIX Xapak TepucTUK.

3.47 ob6paszsey (specimen): OTaenbHaa nopuus GMOMOTMYECKON XUAKOCTU WM TKaHW, B3sATas ANs Uc-
c/flefjoBaHuA, N3y4yeHna WK aHannsa OLHOW UM HECKOJIbKUX BESIMYMH WUNN XapaKTepuCcTuK ANA onpegeseHns
xapakrepa uenoro.

[MCO 18113-1:2009, 3.54, nasmeHeH — TepMUH «obpasel» OCTaBJ/IEH Kak NpeanoyTUTEsbHbIA, npume-
YaHUA UCK/OYEHbI]

3.48 npouepypa B3ATMA 06pas3uoB (specimen collection procedure): Bce warn, cBi3aHHble CO B3s-
TMem obpasua oT yesnioseka. ITO NOHATUE BKIKOYaEeT B ceba BCe NOATOTOBUTESIbHbIE 3Tanbl, OCYL,EeCTBNEeHNE
B3ATMA 1 Nobyl0 nocneayowyo o6paboTKy, a Takke yTuamsauuio Nobbix CBA3AHHbIX C Npoueaypoit maTte-
pnanos.

Mpumep — NonogaHve, MegMkaMeHTO3Hasa NOAroToBKa, aHecTe3nsl, B3ATHE KPOBU, 6uoncus, yTuninsa-
LUNMA NCNOJSIb30BaHHbLIX LUMPULEB.

3.49 cnoHcop (sponsor): dusnyeckoe AMLO UAN OpPraHu3ayns, Hecylime OTBETCTBEHHOCTb M MMetouime
06513aHHOCTM MO MHMUMALWUKU, NPOBEAEHUID M KOHTPO/I K/INHMYECKOro MccnefoBaHus (yHKUMOHAIbHbIX Xa-
pakTepuCTuK.

MpumedaHue 1— Ecnm nuccneaosBatesb UHULMUPYET, 3amnyckaeT 1 HECET MOJIHY OTBETCTBEHHOCTb 3a K/IMHU-
yeckoe uccnefoBaHne (YHKUMOHATbHBIX XapaKTepuCTHK, UCCNeaoBaTeslb Takke BbINOHAET POsb 3aKasuvka v onpege-
NSIETCA KaK CMOHCOp-McCneoBaTtesb.

3.50 unccnepoBaTenbCKN LeHTP (study site): YupexpeHue (yupexpaeHus) uam MmecTto (mecTa) npo-
BEAEHNA K/IMHWYECKOro uccrefoBaHnst OYHKUMOHANbHbIX XapaKTepucTuk nof HabngeHWem rnaBHOro wuc-
cneposaTens (cm. 3.32).

MpumeyaHune 1— [Ina ueneii HacTosAWero ctaHgapTa TepMuH «study site» SBMSETCA CMHOHMMOM TepMMHa
«study centre».

MpumeyaHne 2 — B kaTeropuio UCCefoBaTe/IbCKMX LEHTPOB BXOAAT MecTa NpoBeAeHUss UCCNefoBaHuin 1
mMecTa cbopa 06pa3uoB, HO He BXOOAT OpraHv3aLyv, 3aHMMalomMecss KOMMEPYECKMMI NOoCTaBkamu, Hanpumep nocras-
LMK 06pa3LLoB, B3ATbIX U3 XpaHeHUs (HanprmMep, 61nobaHkn).

3.51 cy6bekT (subject): UenoBek, KOTOPbI y4yacTByeT B KJIMHWUYECKOM UCCefoBaHnn (QyHKLMOHANb-
HbIX XapaKkTepucTuK, UM obpasel, KOTOPbIA UCNONb3yeTCA B UCCNef0BaHNN.

MpumeuaHue 1— B 3aBUCUMOCTU OT UCC/IEOBaHMS CY6HEKTOM MOXET ObITb /NGO 340POBbLI YesloBeEK, NGO
nauyeHT.

3.52 HenpeagBuAeHHOEe Ccepbe3Hoe Heb6naronpusaTHoe BoO3aelicTBue u3genus (unanticipated
serious adverse device effect): Cepbe3Hoe HebnaronpuaTHoe Bo3geicTBue nsgennsa (cMm. 3.43) KoTtopoe no
CBOEN npupoje, YacToTe BCTPEYAEMOCTU, TSHXKECTU WU MOCAEACTBUAM He OblsI0 BbISIB/IEHO COI/1ACHO TeKY-
et Bepcum otyeta 06 aHanM3e PUCKOB.

[MCO 14155: —1), 3.51, nameHeH — BTOPOI MO NPEeANOYTUTENbHOCTU TEPMUH U NPUMEYAHUS UCK0-
YeHbl]

3.53 owunbBKa NpumeHeHUsa (use error). BbINOMIHEHME WM HEBLINOMIHEHWE AENCTBUA, NpuBOASLLEE K
hYHKLMOHUPOBAHNIO MeANLMHCKOro m3genua ansa VD, oTanyakowemycs oT NpeayCMOTPEHHOTO U3roToBUTeE-
NIeM WM OXWOAEMOro nosib3oBaTesieM.

MpumeuyaHune 1— KownGkaMm NPUMEHEHNSI OTHOCST HECMOCOGHOCTL NMOJIb30BaTE NS BbINOHUTL 3aJauy.
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MprumevyaHne 2 — OWUGKA WUCMOMb30BAHUSI MOTYT GbiTb Bbi3BaHbl HECOOTBETCTBMEM MEXAY XapakTepu-
CTMKaMU MO/b30BaTENs, NMOMb30BATE/NILCKOTO MHTEpdIelica, 3afaun WM OKpYXalleil cpefbl, B KOTOPOWA MpovcxoauT
1CMOsb30BaHNeE.

MpumeyaHue 3— Monb30BaTENN MOFYT 3HATH WM HE 3HATb, YTO MPOM3OLL/IA OLUINGKA NPUMEHEHNS.

MpumeuyaHune 4— HeoxuagaHHas pranonormyeckasl peakums cyGbekta cama no cebe He cuMTaeTcsl OLIMGKON
NPUMEHEHWSI.

MpumevyaHne 5— C6oii B paboTe MeanuuHCKoro naaenvs ans VD, KOTOpbIA CAYXAUT NPUUUHON HEOXUOAHHO-
ro pesynbrara, He CUMTAETCs OLMOKOM MCNO/Ib30BaHNS.

[MCO 14971: —2\ 3.30, M3MeHeH — afanTUpoOBaHO ANA MeAUUUHCKUX nsgenuii ansa VD]

3.54 Banmnpauyuna (validation): Bepudukayma (cm. 3.55) T0oro, 4to ykasaHHble TpeboBaHUS SBASAIOTCA
afiekBaTHbIMU A1 NpeAnosaraeMoro NCnosab30BaHus.

[MCO 18113-1:2009 3.72, nameHeH — onpegesieHne nepedpasvpoBaHo, NpumMep v npumeyaHue wuc-
KNtoYeHbl]

3.55 Bepudukaumnsa (verification): MopTeepxaeHne nocpencTBOM npeAcTaB/eHUs O0O6BbEKTUBHbIX CBU-
[eTenbCTB TOro, YTO YCTAHOBJIEHHbIE TPE6OBAHUA OblNIN BbINOJIHEHDI.

[GHTF/SG3/N99-10:2004]

3.56 ya3BuMbIi cyb6bekT (vulnerable subject): Inyo, Ha roTOBHOCTb KOTOPOro K 4O6POBO/ILHOMY Yy4ya-
CTUI0 B K/IMHUYECKOM WCC/E40BaHUN MOXET M3/IULIHE BAUATH OXuaaHue, 060CHOBAHHOE WU HET, BbIrOAbl,
CBSA3aHHOl C yyacTueM WA HeraTUBHON peakuuein agMuHUCTpaLunM B caydae oTkasa OT yyacTus.

Mpvmep — JlMua, orpaHM4yeHHble B AeeCnoCO6HOCT Y NMbO0 NNLINBLUMECS ee 13-3a HapyLUeHWn pa3BnTus
WA NCUXMYECKnX 3aboseBaHnii, Nuua B fomMax NpecTapenbix, AeTW, MalonMyLLme, nua B Ype3BblyaiHbIX CU-
Tyauusx, 3 THUYECKNE MEHBLUMHCTBA, Nrua 6e3 onpeneneHHoro MecTa XUTenbCcTBa, 6pogarn, 6exeHupl,
NiMua, HecnocobHble AaTb UHGOpMUMpoBaHHOe cornacue. K gpyrum ysa3BuMbIM CcybbekTamM OTHOCATCH, Ha-
npuMep, YieHbl FPpynn C nepapxuyeckon CTPYKTYPON, Kak, Hanpumep, CTYLAEHT bl YHUBEPCUTETA, CMY>XeOHbll
OO0/IbHNYHbI 1 NabopaTOPHbIA MepPCOoHas1, HAEMHble paboyne 3aKas3unka, BOEHHOCAYXALMe U 3aK/THOHEHHbIE.

[MCO 14155 —Y 3.55]

4 3TUYyeckme NPUHUMNbI

4.1 O6umne NosIoXeHns

KnuHnyeckne uccnefoBaHnsi PyHKUMOHANbHbIX XapaKTepUCTUK NPOBOAATCS B COOTBETCTBUM C 3TU4e-
CKUMW MpuHUMNaMun, Hanpumep, XenbCUHKCKOW geknapauyuei [14].

KnuHnueckne uccnefoBaHnsi MYHKLMOHANbHbIX XapakTepucTuK AO/DKHbl pa3pabartbiBaTbCA UM NPOBO-
ANTbCA TakuM o6pasom, 4Tobbl nNpaBa, 6€30MacHOCTb, AOCTOMHCTBO M 61aronosiyune cy6bbLekToB, yyacTBYlO-
LWMX B TAKUX KTUHNYECKMUX UCCEeA0BaHNAX (DYHKLMOHANbHbIX XapakTepucTuk, 6b1m 3aluileHsl 1 npeBaanpo-
Ba/IM HaJ0 BCEMMU APYIMMMN MHTepecamu, a NoJlyYyeHHble AaHHble OblY HayYHO 060CHOBAHHbLIMUW, HAaAEXHbIMU
N yCTORYNBBLIMY.

4.2 3noyn0Tpe6neHV|e B/IAHNEM NN HE3AaKOHHOE BO3HarpaxageHume

3aKasuuk gomkeH usberatb 3/10ynNoTpe6AEeHUS BAUSHUEM MO OTHOLUEHUI0 K cy6bekTaM, crneuuanncram
Mo MOHUTOPUHIY KIMHUYECKUX UCCNeaoBaHuii, nccnegoBatesiaM UM ApYrMM CTOpOHAaM, y4acTBYHOLWNUM B Ku-
HUYECKOM UCCMefoBaHnn PYHKLMOHAMNbHbLIX XapaKTepUCTUK UM BHOCSLLMM CBOI BKNaj B HEro, a Takxe nosy-
YEeHUS UMW HEe3aKOHHOTo BO3HarpaxieHus.

Bce nccnegoBatenn fO/KHbI M36eratb 3/10ynoTpe6/ieHns BAUSAHUEM MO OTHOLWEHUIO K Cy6beKTam, CMoH-
copam, cneuuannctam no MOHUTOPUHIY K/IMHWYECKUX UCCMEAOBAaHUA WUan APYrMM CTOPOHAaM, YYacCTBYHOLLUM
B K/IMHNYECKOM UCCEA0BaHMN (PYHKLMNOHA bHBIX XapakTepUCTUK WU BHOCALLUM CBOI BKMa/ B HEro, a Takxe
NoOSIYYEHUs UMW HE3aKOHHOI0 BO3HArpaxmieHus.

4.3 OTBETCTBEHHOCTb

Bce cTOpOHbI, yyacTByloliMe B NPOBEAEHUU K/IMHUYECKOTO UCC/ef0BaHusl (YHKLUMOHA/IbHBIX XapakTe-
pUCTUK, pa3fensitoT OTBETCTBEHHOCTb 3@ 3TUYHOCTb B COOTBETCTBMUM CO CBOMMU POSISIMUA B KJIMHUYECKOM WUC-
cnepoBaHUM PYHKLMOHAMbHbIX XapakTepucTyk.
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4.4 TlpunBrevyeHne 3TUYECKOro KoOMuUTeTa

[o Havana KAMHWYECKOro nccrefoBaHUsA PYHKLMOHAbHbIX XapakTepuUCcTMK 3aka3unk AO/KEH onpepje-
NUTb W NPUHATL BO BHUMaHMe TpeboBaHUs K KNMMHUUYECKOMY UCCrefoBaHU PYHKLMOHAIbHbIX XapaKTepucTmk
M 3a4elicTBOBAHHbIM KIMHUYECKMM 6as3am, HeobXxoauMble ANsi 0A06PEHUS 3TUUECKUM KOMUTETOM. 3akasuuk
HeceT OTBETCTBEHHOCTb 3a o6ecnevyeHne TOro, YtTobbl 06pasLbl 6bIIN COOpPaHbl B COOTBETCTBUM C 3TUUHECKUMU
TpeboBaHUAMUN. DTUYECKUA KOMUTET MOXET MPUHATbL PeELleHne O TOM, YTO AN HEKOTOPbIX KJAMHWYECKUX WC-
cnepoBaHnii yHKUMOHaNbHbIX XapakTepUcTUK MeguumuHckux nsgennii ana IVD He TpebyeTtcs ero ogobpeHune
n/vnn npusHaHne, 4To MHhopMUpPOBaAHHOE cornacue He o6si3aTesibHO.

Ans uccnepoBaHuii, onucaHHbIX BA.1, AONONHUTENbHbIE TPE6OBAHMS NO B3aUMOAENCTBUIO C 3TUYECKUM
KOMUTETOM yKa3aHbl B NpuUaoXeHun E.

FnaBHbIA uccnepoBaTesib AOKEH:

a) npepocTaBNATb 3aKa3uuMKy KONUU CBUAETENbCTB 1H060ro CBA3aHHOIO C K/IMHUYECKUM MCCrefoBaHu-
eM QYHKLMOHAa/IbHbIX XapaKTepPUCTNK B3aUMOAECTBUA MeXAy rMaBHbIM UCCrief0BaTEe/IEM U 3TUUYECKMM KOMU-
TETOM, ec/in TaKkoBOe MPOUCXOAMT;

b) nony4yatb NMUCbMEHHOE U AAaTUPOBaHHOE 0A406pEeHNE/NONOXUTENBHOE 3aKNOYeHNe UK 0TKa3 oT npe-
TEH3Wli 3TMUYECKOro KOMUTETa MO BOMPOCY NPOBEAEHUS KNMHUYECKOTO MccnefoBaHus PyHKLMOHAsIbHbIX Xa-
pakTePUCTUK A0 WHULUUPOBAHUA UM BHEAPEHNS BCEX MOCAEAYOWMUX NONPaBOK.

MpumeyaHne — B lOpUCAMKUNAX HEKOTOPbIX KOHTPOMMPYIOLLMX OpraHoB OTCYTCTBME OTBETA OT 3TUYECKOro
KOMWUTETa Moc/ne onpefeneHHOro CPoKa CYMTAETCS OTKA30M OT MPETeH3Ui;

C) OCYLLecTBNATb perncrpayuio Heb6naronpmATHbIX COObITUI N coobLaTb O HUX, Kak yKaszaHo B Npuso-
xeHnn G.

B3anmopgelicTBne C 3TMHECKMM KOMUTETOM MOXET OCYLLEeCTBAATLCA YACTUUYHO WM NOJSIHOCTbIO 3aKkasuu-
KOM, 1 B MOC/eAHEM c/yyae rnaBHbIl nccnegosaTesib AO/DKEH NOoNy4vyaTb OT 3akasunka mHhopmMaymo 06 3Tom
B3aMMoOAelicTBUN.

4.5 NHcopmupoBaHHOE corfiacue

Ona vccnepoBaHuii, onucaHHbiX B A.1, TpeboBaHusA, kacawwmecs UHPOPMUPOBAHHOIO cornacus, yka-
3aHbl B npunoxeHun F

MHdopMMpoBaHHOE cornacue Ha ocTtaToyHble o6pasubl uavM obpasubl, B3ATble U3 XpPaHEHUSA, MOXeT
6bITb MOSTYY4EHO W, B 3@aBMCUMOCTMU OT /I0Ka/IbHbIX HOPMATWBHbLIX aKTOB M TpeboBaHUil 3TUHECKOro KoMuTeTa,
OTpPaXeHO B AOKYMEHTaLun pasnnmyHbiMu cnocob6amu, NoaAXOAALLMMY B KOHTEKCTE HACTOALEro oKyMeHTa:

- UH(bopmupoBaHHOe cornacue, hopma KOTOPOro noAnucaHa v gatuposaHa [OHOPOM ob6pasua/cybb-
eKToM;

- OTpaXeHHoe B fOKYMeHTauuun yaoCTOBEepeHHOe 3/1eKTPOHHOe NOoATBEPXAEeHMe corfacua u ero gata,
KoTopas MOXeT 6biTb NpeAcTaB/ieHa B BuAe BPEMEHHON METKU B 3/1IEKTPOHHON 6a3e AaHHbIX;

- noaTBepxaeHne goHopa obpasua/cybbekta, ecnm OH PU3MYECKM HE MOXEeT npefocTaBuTb MOAMUCH;
B 9TOl cuTyauun 06bIYHO NMPUCYTCTBYET CBUAETE b UM NPOU3BOAMTCA ayauo- Unu Bngeosanucb cornacus;

- B Tex c/yyasnx, Korga cornacHo TpeboBaH1MaM YyNnoSHOMOYEHHbIX OpraHoB HEOO6X0ANM O0TKa3 OT UCMOSb-
30BaHUA OCTaTO4YHbIX 06pasuUOB B MeAMLMHCKMX MUCC/efOBaHNAaX, a Takke OTCYTCTBUE 3aperncTpupoBaHHbIX
BO3paxXeHuii JoHopa o6pasya/cybbekTa.

B HEKOTOpPbIX CTpaHax MOXeT 6biTb MOJly4YEeH OTKa3 3TUYECKOro KoMuTeTa OT MPeTeH3uil.

MpumevyaHne 1— B HEKOTOPbIX CyYasix 3TUHECKUA KOMUTET MOXET He 061afaTb NOTHOMOUYMSIMU Ha OLIEHKY
Npea/ioxXeHns 06 y4yacTi B NCCMEe0BaHNY, HANpMMep Koraa npef/iaraeMoe UCC/efoBaHue He NpeAcTaBisieT pucka ans
[loHopa. VHoraa aTuuyeckuii KOMUTET NOpyYaeT OLEHKY APYrOMYy KOMUTETY.

[Ons ocTaToyHbiX 06pa3uUoB M 06pa3L0B, B3ATbIX U3 XpPaHEHUS, MOXET ObiTb B3SITO MHpOPMUPOBAHHOE
cornacue B 06Lel doopMe, oxBaTbiBaloLLee NCNOIb30BaHWe 06pa3LoB B IIOObIX KIMHUYECKUX NCCNe0BaHnaxX
(hYHKUMOHANbHbIX XapakTepPUCTUK. 3aka3ymku MOryT He UMeTb NPSAMOro AocTyna K 3TOMy nepBoHa4vyaslibHOMY
NHCOPMUPOBAHHOMY COM1acuio, HO AO/HKHbI UMETb BO3MOXHOCTb NOJSTYYNTb CBEAEHUS W NPOBEPUTL MOJUTUKY
yuypexaeHus no sonpocam nosyyeHMs MHPOPMUPOBAHHOIO corsacus.

Hannyywunini BapmaHT B pamMKkax Hagnexauiuii npakTuku — uccnepoBaHne o06e31nvyeHHbIXx 06pasLoB,
€C/IN TO/IbKO 3TO He fiBAsieTcs abCoMOTHBIM NPENATCTBMEM A8 MAEHTUdMKALUN CYyOBEKTOB.

naBHbIA nUccnepoBaTesb A0/HKEH 06ecneynTb Hannune npoueaypbl onpefeneHnss HopMaTUBHbIX Tpe-
60BaHU N 3TUYECKUX NMPUHLMNOB, KOTOPblE MOTYT NPUMEHATLCA K Npoueccy noslydyeHnss MHPOPMUPOBAHHOIO
cornacus, ecnu ato TpebyeTcs.
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Opo6peHne KomuTeTa Mo 3TUKe cfedyeT 3anpallnBaTb B TEX C/ydasiX, Korja BO3HUKAaT COMHEHUS OT-
HOCUTE/IbHO BasIMAMPOBAHHOCT U MPUMEHUMOCTM MepBOHAYa/ibHOrO MHPOPMUPOBAHHOIO corflacus.

MpumMmevyaHue 2— [Ona ueneii HaCTOALEro Nnoapasaena v Bcex ApYrMx pasfesnoB HacToALWEro cTaHaapTa no-
HATVE «MOAMUCL» MNoAPa3yMeBaeT B TOM UMC/IE 3alUMLLEHHbIE 3/IEKTPOHHbIE MOAMNMUCHM.

5 MnaHMpOBaHUE K/TIMHUYECKUX UCMbITaHUi (PYyHKLUMOHA/TbHbIX XapaKTepPUCTUK

5.1 O6wmne NoOIOXeHUS

KnuHnyeckne wnccnepoBaHuss (MYHKLMOHANbHbIX XapakTepuUCTUK AO/DKHbl NPOBOAMTLCA C NPUHATUEM
BCEX Mep NpefoCTOPOXHOCTU ANA 3alinTbl Npas, 340p0OBbs U 6€30NacHOCTM cy6bekTa, Nosb3oBaTens u apy-
rMX UL, C y4eTOM BCEX HOPMAaTUBHbIX U 3TUYECKUX TPe6GOoBaHuUli, ¢ UCNO/Ib30BAHMEM Ba/IMANPOBAHHbIX Hayu-
HbIX MeTOA0B. EC/iM KOH(IMKT NMHTEPECOB UAN NPEeAB3ATOCTb HE MOTYT OblTb YCTPaHEHbI, 3TO 06CTOATENLCTBO
[OMKHBIM 06pa3oM OoTpaxaeTcsl B JOKYMEHTax U 060CHOBbIBaeTCcs, MHpopmMaunst 0 HEM A0/KHA GbiTb NOSTHO-
CTbI0 packpbiTa. KnnHuyeckne nccnepoBaHns yHKUMOHAIbHbIX XapakTePUCTUK AO/KHbI MPOBOAUTLCS C NPU-
MeHeHneM 3(hdheKTUBHOIM CUCTEMbI MEHEOXMEHTa KavyecTBa ANa obecnevyeHns cobaAeHNa 3TUX NPUHLUNOB.
3akasuyuk uccnegoBaHusi 6epeT Ha cebsi OTBETCTBEHHOCTb 3a o6ecrneveHne co6AeHNsa 3TUX NPUHLKUNOB.

3akasuuk onpefensiet poau n 0643aHHOCTN BCEX CTOPOH, BK/OYas 3akasuyuka, Habngatens, rnaBHoro
nccnepoBaTens U YNEHOB UCCefoBaTe/IbCKON Tpynmnbl, B COOTBETCTBMM C HACTOSIWMM CTaHAAPTOM.

Bce CTOpOHbI, yyacTBytlolUMe B NPOBEAEHUN KNUHUYECKOTO UcCnefoBaHns (OYHKLMOHANbHbIX XapakTe-
PUCTUK, AO/IKHbI BbITb KBANMUULMPOBAHbI ANSA BbINO/IHEHWUSI CBOMX 3a4a4y no o6pa3oBaHuto, npodeccrnoHanb-
HO MOArOTOBKE MAM OMbITY, X 3TO HaA/siexaumm obpa3om oTpaxaeTcs B fokymeHTauuum (cm. 6.2).

MpuHUMNbl 06ecrneyvyeHnss N KOHTPONSA KavyecTBa AO/MKHbI NPUMEHSATLCSA K Mpoueccam KAMHUYECKOro umc-
cnepoBaHna (OYHKUMOHAIbHbBIX XapakTepucTuk. 3akasunk AOMKEH:

a) BHeApPATb M NOAAEpXMBaTb NMUCbMEHHO YCTAHOB/IEHHbIE NMpouefypbl AN obecneyeHus:

1) ocywecTBneHns pas3paboTku, NPOBeAEHUss U KOHTPONS KAUHUYECKOTo MccnepoBaHua dyHKLMO-
HaNbHbIX XapakTepucTuk,

2) [AOJ/HKHOTO yyeTa BCEX U3AENUIA M ApYrUX MaTepuanos, CBSI3aHHbIX C UCCNef0oBaHNEM,

3) AOKYMeHTauuu, perucrpauum, BKAOUYEHUS B OTYETHOCTb M apXMBUPOBAHUS MOSYUYEHHbIX AaHHbIX
B COOTBETCTBUM C HACTOALWMM CTaHAApPTOM, NPOTOKOSIOM K/IMHWYECKOro WMCC/efoBaHUa M BCEMU Mocenyto-
WMMKU nonpaBkammn K HeEMy;

b) BECTU 3anucu Ana AOKYMEHTUPOBAHWS COrflacoBaHHOCTM AeCTBUIA BCEX CTOPOH, yyacTBYHOLWUX B
KJIMHWYECKOM McCriefoBaHUM PYHKLMOHAMbHbBIX XapakTepuCTHK;

C) obecneunTb cobnogeHne TpeboBaHNUN K ayauTy, CoOAepXalimxcsa B NPUIOXKEHNN |, eCnn NPpUMEHUMO;

d) o6ocHOBbIBaTb 1 OTpaxaTb B AJOKYMEHTALMUU CYLW,ECTBEHHbIE OTKNOHEHMS OT TpeboBaHuii HacTosale-
ro ctaHgapTa.

AcnekTbl o6ecneyeHns KkayectBa u KOHTPONA KavyecTBa KINHUYECKUX mccne,u,osaHmﬁ (byHKLU/IOHafIbeIX
XapaKTepPUCTUK MOTYT 6bITb MHTEIPUPOBaHbl B 06LLYI0 CUCTEMY KayecTBa 3akasumka.

Mpn onpepeneHHbIXx 06CTOSATENbLCTBAX MOXET OKasaTbCs LenecoobpasHbiM NPOBOAUTL WCMbITAHUS
TO/IbKO Ha K/IMHWYECKOo Ga3e W3roToBUTEsISi; B 3TOM C/iydae 0OGOCHOBAHME Takoro pelleHus A0JIKHO OblTb
OTPaXXeHO B AOKYMeHTauuu. Hanpumep, nccnepoBaHne ana onpegeneHns 3aTasioHHbIX BEIMYUH 4acTo MOXET
ObITb BbIMOSIHEHO TOJILKO Ha K/IMHWYECKOW 6ase u3rotoBuTens. ccnepoBaHnsi, NPOBOAUMbBIE HA KIMHWYECKOW
6ase M3roToBUTENS, MPOBOASAT B COOTBETCTBUMU C MOSIUTUKONM, Npoueccamun v npoueaypaMmu cUCTEMbl KayecTBa
nponssoanTensa B Lendax COOTBETCTBMA NPUMEHUMbIM Tpe6OBaHVIF|M HacTodAlwero craHaapTa. |_|pl/l ncnonb-
30BaHUN 3TUX JOKYMEHTOB CUCTEMbl KayecTBa cnefyeT cfefnaTtb CCbI/IKW Ha HUX B NPOTOKO/IE KAMHUYECKOTO
nccnenoBaHus.

3aKka3unmk MOXeT nepegaTb BHELHel opraHusauum (Hanpumep, KOHTPaKTHO nccnegoBaTesibCKoil opra-
HU3aUUN MU UHAMBUAYANIbHOMY MOAPSAAUNKY) Ntobble UM Bce 06513aHHOCTM U (PYHKLMK, CBSI3aHHbIE C K/K-
HUYECKMUM MCCNefoBaHMeM (QYHKLMOHAIbHbIX XapakTepucTuK, BKIOYaA MOHUTOPUHT, O4HAKO OKOHYaTeNbHas
OTBETCTBEHHOCTb 3a Ka4yeCTBO U L,Ee/IOCTHOCTb AaHHbIX KJIUHWMUYECKOTo UccnenoBaHua (PYHKLMOHa/IbHbIX Xa-
pakTEPUCTUK NEeXUT Ha 3akasumke. Bce TpeboBaHWSA HaCTOsIWEro ctaHaapTta, npeabsaBnsaeMble K 3aKasuuky,
AOMKHBbI TaKXXe NPUMEHATbLCS K BHELIHel opraHusauuu B TOi Mepe, B Kakoil aTa opraHm3auuns 6epet Ha cebs
0653aHHOCTU M (hYHKLMN 3aKa3umka, CBA3aHHble C KJIMHWUYECKUM UCCNefoBaHNEM (PYHKLMOHA/IbHbIX XapakTe-
PUCTUK.
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3aka3ynK AO/DKEH MepPeynucnutb B NMUCbMEHHOM coOrfaweHun nwbble CBA3aHHble C KMHWUYECKUM WUC-
cnepoBaHMeM (YHKUMOHaNbHbIX XapaKTePUCTMK 00S13aHHOCTM UM QDYHKLUW, MPUHATbIE Ha Ccebs BHELWWHEN
opraHmMsaumein; 3aka3umk coxpaHsieT 3a co60i Nbble CBSA3aHHbIE C KAMHUYECKMM uccnepoBaHneM OyHKLNO-
HaNbHbIX XapakTepPUCTUK 06A3aHHOCTU U PYHKLMU, KOTOPblEe He GblIN onpefeneHHbIM 06pa3oM nepefaHbl U
NPUHATBLI Ha cebsl BHeLIHel opraHusaumeil.

3aka3uyuK JO/KEH HECTU OTBETCTBEHHOCTb 3a NPOBEPKY Ha/IMUMA U COBNIOAEHNS BHELWHEN opraHnsaum-
el NCbMEHHbIX Npoueayp, CBA3aHHbIX C UCCefoBaHUEM.

MpumeyaHune — JononHUTENbHYO MHAopMaumio cMm. B MMCO 13485 [3].

5.2 OueHuBaHue pucka

Mepen nNpoBeAeHUEM KJMHWYECKOrO UCC/1ef0BaHUs (PYHKLMOHANbHbLIX XapakTepUCcTUK 3aka3umk NpoBo-
OWUT 1 oTpaxaeT B [OKYMEHTaLMU OLEHKY PUCKOB, CBSI3aHHbLIX C y4acTMeM B WCC/ef0BaHWM W/WAW €ro npo-
BEelEHUEM.

AHa/IM3 pucka JO/MKEH BKIYAaTb 06BbEKTUBHbLIA 0630p ONyG/IMKOBaHHbLIX U, MPU Ha/WUYUW TAKOBbIX, He-
ONy6/IMKOBAHHBIX MEAULUHCKAX UM HAYYHbIX AAHHBIX, UKW CCbINAThCA Ha HUX.

Oxupaemble He6NaronpuaTHblE COGLITUSA, BbISIBMIEHHbIE B NPOLLECCe OLEeHKN pUCKa, A0/IKHbI 6biTb 3a/0-
KYMEHTUPOBaHbI B NPOTOKO/IE K/IMHUYECKOTO UCC/Ie0BaHMS.

MpumeyaHue 1 — [lpeanonaraeTcs, YTo TakMe OXMAAEMbIE HEGMAronpuUsATHbIE COObLITUA GyayT peakiMn B
6O/bLUMHCTBE UCCNEA0BAHNUIA, HO MOXHO OXWAATb, YTO OHM MPOW30WAYT B UCCNIEA0BAHNSIX, ONMCaHHbIX B A. 1.

MpumeyaHne 2— Kpome TOro, MOryT BO3HUKHYTb PUCKW A/151 COTPYAHMKOB, OCYLLECTBASAOLWMX B3siTUE 0bpas-
LOB/MPO6. 3TV pPUCKM He BXOAAT B chepy NPUMEHEHNS HACTOSILLENO AOKYMEHTA, HO OXBaTbIBAKOTCA APYrMMU CTaHZapTamu
6e3onacHOCT MeanuUMHCKMX nabopatopuia [1], [12], [13].

5.3 Pa3paboTka K/IMHUYECKOro NccnefoBaHns PYHKLUMOHAIbHbIX XapaKTepucTunk

KnnHunuyeckne wnccnefoBaHua gyHKLMOHANbHbIX XapakTepucTuUK NpPoBOAAT C NPUMEHEHMEM MPOAYKTa,
OTpaxarLero xapakTepucTMKU OKOH4YaTesIbHO FOTOBOr0 MeAuLMHCKOro nsgenusa ana IVD, npefHa3Ha4eHHOro
ANA KOMMepYecKoro Mcnosib30BaHUs, NpyM NOMOLLM KOHTPOMPYEMbIX U YTBEPXAEHHbIX NPOLECCOB M npoue-
Ayp, XoTa macwTabHoe NpOu3BOACTBO elle MOXET ObiTb HE HanaxeHo.

BbI6Op CXEMbI K/IMHMYECKOTO UCCMeA0BaHNSA MOXET 060CHOBbLIBATLCA C/AEAYHOLWMMU COOOPaXKEHNAMN:

a) uenu nccnepoBaHus;

b) pe3ynbTaTbl OLEHKN PUCKOB;

C) NpefyCMOTPEHHOE NpUMEHEHNE, B OCOBEHHOCTH:

1) uyenb (uenn) aHanusa (Hanpumep, ANarHOCTUKa, CKPUHUHT, MOHUTOPWHT),

2) npumeHeHue K uenesoi nonynauuu (nonynaunam) (Hanpumep, K N0A8M onpefeneHHoro so3pac-
Ta, pacbl, Nofna, X1WBYLWUM Ha OMNpefeneHHol TeppuTopumn, B oNpefeneHHoOM KIMHUYECKOM COCTOSHMMK, Npo-
WwealWmnM onpeaesieHHOe levyeHne),

3) Cc ucnosib30BaHUEM KOHKpeTHoro tuna (TunoBs) o6pasuoB (Hanpumep, CbIBOPOTKMU, Naa3Mbl, MOYM,
LesibHOl KpoBW),

4) npefyCcMOTpPeEHHbIM MNosb3oBaTesnieM (nonb3oBaTtensmn)/obenyxusarowmnum nuyom (nuuamu) (nu-
LOM, BbIMOJTHAKWMM aHann3, Hanpumep, HenpogeccnoHasnom);

d) ycnoBusa obpalleHus ¢ obpasuamu/npobamu n nx xpaHeHus (Hanpumep, obpasel, He MOXeT ObITb
3aMOpPOXEH);

€) OueHKa pa3mepa BbIGOPKM M ONMCaHWE NIaHUPYEeMOro CTaTuCTUUYECKOro UCCef0BaHNS;

f) kayecTBO, Ha/IM4Me ¥ AOCTYNHOCTb 06pa3yoB (Hanpumep, OrpaHUYEHHOE KOJIMYECTBO UMEKLLMXCS B
pacnopsixeHnn octaTO4YHbIX 06pa3yoB);

[) MecTo npoBefeHus aHanusa (HanpuMmep, NYHKT OKasaHWA MeAWLUHCKOM NOMOLLM, LeHTpasbHasa na-
6opartopus);

h) ycnosus okpyxatouiein cpefbl, B KOTOPbIX OCyLLeCTBASETCA NpefyCMOTPEeHOe NMPUMEHEeHMe;

i) yCTAHOB/IEHHbIE aHA/INTUUYECKME XapaKTepucTukn (Hanpumep, TOYHOCTb, YYBCTBUTE/IbHOCTb K NOMe-
Xam, uHTepBan (guanasoH) N3MEpPeHUs, NOPOroBOE 3HaYeHNe, nNpenesl 06HapyXeHUs, HWKHASA rpaHuya onpe-
Jensembix cogepxaHui);

j) NMpeanonaraemMble KAMHUYECKME (PYHKLMOHaNbHble XapaKTepUCTUKK (Hanpumep, YyBCTBUTEbHOCTb,
cneynuYHOCTb, AMarHocTUYeckas LEHHOCTb MOJIOXMTENIbLHOTO WM OTpULATE/IbHOTO pesynbTarta, pedepeHT-
Hble MHTepBasbl, Npeaen o6HapyXxeHuns);

k) pacnpocTpaHeHHOCTb K/IMHWYECKOro, hnU3nMo0rM4eckoro UaM nNaTtoaorM4eckoro COCTOSHUS;
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)] HOBM3HA TEXHOMOTUN U/MKN NPUMEHEHNA B KTMHUYECKOW NpakTuke (HanpuMmep, pesieBaHTHbIN npegbl-
Aywnin onbIT);

T) Hanuune nogxogsuiero metoga (MeTofoB) ANS YCTAHOB/EHUS KNMHMYECKOro cTaTyca CybbekTa;

n) Hanuune matepuana 4Ns KOHTPOSA KavyecTBa,

0) mexaHu3Mbl, NO3BONAKOWMNE N3bEXaTb CUCTEMATUYECKNX OLLINOOK.

5.4 Bpouwtopa uccneposarens

ANns uccnefoBaHUi, OTAIMYHBLIX OT ONMCAHHbLIX B NPUMNOXEHUU A, UHCTPYKUUU MO NPUMEHEHUIO MOTYT 3a-
MEHUTb GpoLOpYy ncciegoBaTens.

Ons vnccnegoBaHuii, onucaHHbiX B A.l, [O/MKHbI CO6/0AATLCA AOMNOMHUTENbHbIE TpeboBaHUsA K coaep-
XaHWI GpoLUtopbl MccneaoBaTens, ykasaHHble B npunoxeHun C.

5.5 MpoOTOKON KINHUYECKOTO nccnegoBaHuns (*)yHKLI,VIOHaI'IbeIX XapaKTepunuctumk

5.5.1 O6uwune nosioxeHns

Lleno BegeHus npoTokona KAWHWYECKOTO WCCnefoBaHUs (PYHKUMOHANbHbIX XapaKTepUCTUK COCTOMUT
B TOM, 4TOObl 06ecneynTb MPOBEAEHWE KIUHUYECKOrO UCCef0BaHUA MONyvYeHNeM BblCOKOKaYeCTBEHHbIX,
TOYHbIX W HafEeXHbIX AaHHbIX 06 Mccnegyemom MefuumHckoMm usgenuu ansa IVD. TpOTOKON KAMHWYECKOro
nccrnegosaHna paspabaTbiBaeTcs uccnefosartenaMy UM 3akasunmkaMmu, UMeKLWMn COOTBETCTBYIOLYIO KBa-
nudurkaunio no obpasoBaHuio, NPodeccMoHasbHON NOAroTOBKE WAWM ONbITy. Ha3HavyeHHbI npegcTtaBuTesnb
3akasuymka noAnucbiBaeT u gatupyeT MPOTOKOS, 4TO MOATBEPXAAET TO, YTO 3aka3yuk ero npuHumaert. [po-
TOKOJ1 KJIMHUYECKOrO MUccnefoBaHUA 1 BCe NOCNeAytoliMe nonpaBku K HEMY COMnacoBbIBalOTCA 3aKa3yMKoM U
BCEMW [NaBHbIMU MUCCefoBaTeNAMN U perncTpupytoTca ¢ 060cHOBaHMEM HEO0BXOAMMOCTU KaXoW pefakunm.

[na nccnepoBaHuil, onucaHHbix B A.1, Tpeb6oBaHUsA, AOMNOMHAOLWME yKa3aHHble ganee, NpuBeAeHbl B
npunoxeHun B.

5.5.2 OTBETCTBEHHOCTb [/1aBHOI0 nccnegosarens

FnaBHbI uccneposatenb (rNaBHble nccnenoBaTesnn) OOMKEH:

a) B MCbMEHHOI hopme oTpaxaTb CBOEe MOATBEPXAEHME NPOTOKO/A K/MHWYECKOro uccienoBaHus;

b) pyKoBOAUTb Tekylleil AeATeNbHOCTbI0O U obecneynmBaTb 3TUHHOCTb NPOBEAEHUA KIMHUYECKOTo WC-
cnefoBaHna PYHKLNOHANbHbIX XapakTepucTuK B COOTBETCTBUN C MPOTOKONIOM K/IMHUYECKOTO MccnefoBaHua
MYHKLMOHANbHBIX XapakTepucTuk;

C) XpaHuTb t060e cornaweHne, KOHTPaKT UK KHWUTY 3annceli, B KOTOPbIX OroBapMBalTCcs 06593aHHOCTH,
NMOJTHOMOYMA N DYHKLUM BCEX /L, YHACTBYHOLWNX B KIMHNYECKOM MCCef0BaHUN (PYHKLMOHAIbHBIX XapakTe-
pUCTUK;

d) coxpaHATb UCXOAHYIO OOKYMEHTaUU B TEYEHUE BCEro BPEMEHW NMPOBeAEeHUSA KIMHUYECKOTO uccne-
[0BaHNA (PYHKUMOHAIbHbLIX XapakTepucTnk 1 npefocTtaBnAaTb ee MNno 3anpocy B NpoLecce MOHUTOPUHra Wau
ayauTa;

e) rapaHTupoBaTb, YTO UccregyeMoe mMeauunHckoe usgenve ana VD ucnonb3yetca B COOTBETCTBUU C
NPOTOKOJ/IOM KNMHUYECKOTo MUccnefoBaHUa U UHCTPYKLUSAMU NO NMPUMEHEHUIO;

f) He BHOCWUTb HMKaKMX W3MEHEHWI B NPOTOKO/ K/IWHWYECKOro MccrefoBaHus 6e3 cornacusa 3akasuuka,
a Takxe, nNpu Heo6xo4MMOCTU, 3TUHECKOTO KOMUTETA;

[) oTpaxaTb B JOKYMEHTaUUN M 06BACHATL NOObLIE OTXOXAEHUA OT YTBEPXAEHHONO NPOTOKOAA KIUHU-
4Yeckoro uccnegoBaHna PYHKLMOHANbHbBIX XapakTepucTuk, npousoLlleglive B Xo4e KANHUYECKOro nccneposa-
HUA, a Takke onpeaensaTb AeACTBUSA, HE0BXo4MMble AN1A NpefoTBPaLLEHUA AaNlbHEWLWNX OTXOXAEHWN;

h) oTpaxaTb B LOKYMeHTaLun u 06bACHATb Ntobble Heb6naronpuaTHble COObITUA U MPUHATbBIE B CBA3U C
HUMW Mepbl, a TaKke OTUMTbIBATbCA 3a HUX Nnepef, 3aKa3umkom;

1) obecneynTb TOYHOCTb, LLE/IOCTHOCTb, MOJIHOTY, yA060YMTAEMOCTb M CBOEBPEMEHHOCTb AaHHbIX, CO-
o6l aemMbIX 3aKasumnky;

j) BECTM 3anucu yyeta u3genuii;

k) BecTu 3anucu yyeTta o6pasuoB U UX LLENOCTHOCTH;

) obecrneymBaTb 3aKa3uMKy BO3MOXHOCTb NPOBEAEHUA MEPONPUATUIA NO MOHUTOPUHIY K ayauTy U cno-
co6cTBOBATH UM;

T) ObITb OTKPbITbIM ANA KOHTAKTOB CO CNeuvasncToOM N0 MOHUTOPUHIY KJMHWYECKUX UCCnepoBaHuini un
0oTBeYaTb Ha BOMPOCHI BO BPeMs €ro BU3UTOB;

n) obecneynMBaTb 3TUYECKOMY KOMUTETY BO3MOXHOCTb NMPOBEAEHUSA MEPONPUATUIA NO ayaAUTy U cnocob-
CTBOBaTb WM;
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0) rapaHTMpoBaTb, YTO BCE 3aMuCU, CBA3aHHbIE C KJIMHUYECKMM UCCnefoBaHneM (PYHKLUOHAabHbIX Xa-
pakTepUCTUK, COXPaHAKTCS;

p) onpeaenAaTb NoTeHuManbHble KOH(UKTbI MHTEPECOB, B TOM uncne (puHaHCOBble, KOTOpble MOryT
nomMelaTb MPOBEAEHUID KIMHUYECKOTO UCccNnefoBaHns YHKUMOHA/IbHbIX XapakTepPUCTUK UK MHTepnpeTaunm
pe3ynbTaTosB;

gq) oTpaxaTb B fOKyMeHTauuu peneBaHTHble akTbl KOMMYHMKaLWKW, UMeloLW e OTHOLWEHME K nccnepno-
BaHW0.

5.5.3 CopepxaHue NpoToKosia KJIMHNYECKOTro uccsenoBaHus

5.5.3.1 O6wune nonoxeHnsa

MpOTOKON K/IMHUYECKOro UCC/ef0BaHnsA LOJ/DKEH BKKYaTb pesieBaHTHYH WHGOpMauuto, onpefesieH-
Hyto panee. CoaepxaHue nNpoOTOKOAa KAWMHUYECKOro uccregoBaHns v nwbbix ero nocriefyrowmx nonpasBok
LO/DKHO OCBelaTb, NOMUMO MPOYMX, BCE BOMPOCHI, NEpPEeYNC/IEHHbIEe B HACTOSLEM MNOAMYHKTE, a Takxe onu-
caHue Kaxporo Bomnpoca, ec/ii OHO He OYEBUAHO.

5.5.3.2 VHdopmauus, ngeHtndumumnpyrowas npoTokoa KIMHUYECKOro nccnefoBaHna yHKLMOHanbHbIX
XapakTepucTuk

a) HasBaHue K/IMHMYECKOTo MccnefoBaHns PYHKLUMOHAIbHbIX XapaKTepucTuk.

b) CCbI/IOYHbIA HOMEP, NAEHTUPULNPYIOLLNIA KOHKPETHOE KMHUYEeCKoe unccnegoBaHne yHKLMOHaNb-
HbIX XapakTepucTuK, ecan TakoBol mmeeTcs.

c) Bepcusa wam gata Ha Kax[oW cTpaHuue NpoTOoKo/la KJAMHUYECKOrO UccnenoBaHus.

d) KpaTkoe n3noxeHne nepeyHss M3MEHEHWA B c/lyyae NPOM3BOACTBA pedakuuid.

e) Homep cTpaHuubl 1 obuee KONNMYECTBO CTPaHUL, Ha KaxAol cTpaHuue npoTokosia KIMHUYeCKoro umc-
cnefoBaHus.

5.5.3.3 NpgeHTudunkaums n onmcaHme mccnegyemoro meguumHckoro nsgenua gnsa IvD

a) KpaTkoe onucaHue uccnegyemoro meauumnHckoro nsgenusa gnsa IVD n ero npegHasHavyeHus.

b) HaumeHoBaHue mepuuuHcKoro nsgenua ansa IVD, Bkaoyas nporpaMmHoe obecrnevyeHue u KOMMaek-
Tyllwue, ecnm TakoBble UMEKTCS, NPeAyCMOTPEHHOEe NPUMEHeHne MepuuuHckoro usgenvsa gns IVD, uccne-
Ayemoro B paccMaTpMBaeMOM K/IUMHWYECKOM MCCNefoBaHun QyHKLMOHabHbIX XapakTepucTuk, BkI4as ue-
NeByl NONyNSAUUID 1 onpeaenseMblie nokasarenu.

c) KpaTkoe usnoxeHue Heo6XxoaMMON MOArOTOBKM M ONbiTa, HEOOXO4MMbIX A8 NPUMEHEHUS Uccneaye-
MOro meguuuHckoro nsgenua ana VD, korga npumMmeHumo.

5.5.3.4 3aka3uuk

MMsa 1 agpec 3akasumka KNMHUYECKOro uccnefoBaHnsa yHKLMOHaNbHbIX XapakTepucTuK, ecsim ucnblta-
HMEe MPONCXOANT BHE KIMHNYECKON 6a3bl 3aka3uuka.

Ecnn 3aka3uuk He ABNSeTCS pPe3ngeHToM cTpaHbl (CTpaH), B KOTOpOW(bIX) 6yaeT NpoBOAMTLCSA WUCMbITA-
HVe, CBA3aHHOEe C KNMHUYECKUM uccnefoBaHneM (PyHKUMOHAIbHbIX XapakTepucTuK, To UMSA 1 aapec ero npeg-
cTaBuTens B 3TOW cTpaHe(ax) MoryT noTpeboBaTbCa B COOTBETCTBUMN C HALMOHANbHLIMU UAN PErvMoHasibHbIMM
HOPMAaTMBHbLIMUN akTaMu.

5.5.3.5 WccnepoBatenbCkuili LEHTP (LEHTPbI)

OTpenbHble KNMHUYeckme 6asbl He 0653aTesibHO AO/MKHbI ObiThb NEpeYvncrieHbl B MPOTOKONE KIUHUYECKO-
ro uccnefoBaHusa PYHKUMOHaNbHbIX XapakTepUCTUK, O4HAKO 3aka3uuky cnegyeTt BeCTM 06HOBISEMbIA CMNCOK
rnaBHbIX UccnegosaTesnieil, KNMHNUYECKNX LEHTPOB U yUypexAeHWi. DTOT CAUCOK MOXHO BECTU OTAEesSIbHO OT
NPOTOKO/A KIMHUYECKOro nccnegoBaHnsa. OKOHYATENbHbIV CNMCOK NPeACcTaBAsAl0T BMECTEe C OTYETOM O K/TUHU-
4YECKOM uccriefoBaHnM PYHKLNOHANBbHBIX XapakTepUCcTUK.

5.5.3.6 O606LWEHHbI 0630p KTMHUYECKOTO UccnenoBaHnsa YyHKUMOHAbHbIX XapakTepucTuk

Pe3tome unm 0630p KJIMHUYECKOTO MCCief0BaHNA (PYHKLMOHANbHbLIX XapaKTepuCTUK AO/DKEH BK/OYaTb
BCHO pefieBaHTHYH MHAOpMaUuto, kacallwycs pa3paboTku KIMHUYECKOTO uccnefoBaHns yHKUNOHAIbHbIX
XapaKTepuCTUK, Takyl Kak KpUTepun BKIKOYEHUSA/HEBKIIOUYEHNSA, KOMYECTBO 06pas3L,oB 1, Korga ato npuMeHun-
MO, Cy6bEKTOB, NPOAO/MKUTENBHOCTb KJIMHUYECKOr0 uccriefoBaHnsa MYHKLNOHANbHbIX XapakTepucTuk, uenb
(uenn), KOHeYHY TOUKY (TOUKM).

5.5.3.7 Lenn knuHnyeckoro uccnepoBaHnsa yHKLMOHANbHbIX XapakTepucTuk

a) Lenw, nepBuyHble U BTOPUYHbIE, €CN NMPUMEHUMO.

b) CooTBeTCTBYHLNE MEPBUYHbIE Y BTOPUYHbIE KOHEYHbIE TOYKMU.

C) 3asB/ieHHble U NpefyCMOTPEHHble XapakTepucTUKM muccnegyemoro MeamnumHckoro yctpoicrea VD,
KOTOpble AO/MKHbI OblTb OLEHEHbI.

d) Pucku n oxmnpgaembie NO6OYHbIE AB/IEHUA HEGMAronpusATHOTO (HexenaTesibHOro) BO34elCTBUSA n3sge-
nus, nognexalme oueHke.
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5.5.3.8 Vccnepyemoe meauunHckoe nsgenve ana IVD n MmeguuuHckoe usgenuve (M3genvs) cpaBHeHUs

Cnncok MeANLNHCKUX U3LeNnii CpaBHEHWSA, €C/TN OHW UCNOMb3YTCA. Ha3BaHue MeauLUHCKOro ulgenvs
CpaBHEHWSA 1 ero Npou3BOAMTENSA, EC/IN OHO ABNAETCA KOMMEpPYEeCKUM NPOAYKTOM, a Takke, ecim NpMMeHuMmo,
BEPCUSA UMM KaTasoXHblii HOMep. Eciv MeguumHckoe usgenne cpaBHEHUS SBASETCA ONOPHbIM METOAOM W/n
«3TaNIOHOM» — CCbIJIKM Ha afekBaTHble ony6/MKoBaHHble paboTbl, 060CHOBbLIBaKLLLME 3TY METOA0/OTNIO.

5.5.3.9 O6pasubl #, Korga 3To NPUMEHNMO, CYH6BbEKTbI, OT KOTOPbIX OHU B3SATbI

a) BanunpupoBaHHbIlii TUN 06pasua (HanpuMep, TO/IbKO Nia3Ma, cobpaHHasa C UCNOJ/Ib30BaHUEM Banuau-
pPOBAHHOrO aHTMKoOArynsHTa).

b) KpuTepuin BKAKOYEHUS.

c) Kputepuini HEBK/IHOUYEHUS.

d) WHdopmaums, HeobxoaumMasa ANs xapakTepucTukn cybbekTa/obpasua (Hanpumep, COCTOSHME ApY-
rMx aHa/AUTOB, COMYTCTBYIOLWMX NEKAPCTBEHHbIX Npenapartos).

e) KonnuyectBo 06pasuoB u/unm cyb6bLEKTOB.

f) CeepgeHns 0 xpaHeHuUn, o6paboTke, TPAHCNOPTUPOBAHUN U yTUAM3aLum o6pasLoB.

5.5.3.10 Tlpouepnypbl

a) Ecnu npumeHumo, onncaHne BCeX CBA3aHHbIX C UCC/ie40BaHWEM MpoLeayp, KoTopble ob6pasubl 6yayT
NPOX04MTb BO BPEMS KJIMHWYECKOrO UCC/eA0BaHNA PYHKLUNOHAIbHbIX XapakTepucTuK.

b) Ecnn npuMeHuUMo, onucaHue npoueaypbl onpefeneHnsa Toro, Korga U Kak cregyet coobuatb Ccyob-
eKkTam/BpayaM 0 CnydaiHbIX Haxogkax.

5.5.3.11 TMnaH MOHUTOPUHTA

Obwasn koHuenuus naaHa MOHMTOPWHra, KOTOpOoii Heobxo4MMO criefoBaTb, BKAWO4Yas AOCTYN K MCXOA-
HbIM [@HHbIM W HEOOGXOAMMYI0 CTeMNeHb Bepuukaunmm MCXOAHbIX AaHHbIX (Hanpumep, NoATBepXAeHue pe-
3yNbTaTOB KOHTPO/IS KavyecTBa, KannbpoBka).

5.5.3.12 YnpaBneHue faHHbIMU

- Mpouepypsbl, ncnonb3yemble Ana o63opa faHHbIX, yaaneHusa nHgopmMaumm n3 6asbl gaHHbIX, a Takxe
BblAaun nHopmMaumm no 3anpocam 1 paspelleHns 3anpocos.

- Mpoueaypbl Bepudukaynn, Banmpaumm n obecneyeHns 6e30NacHOCTU 3TIEKTPOHHbLIX CUCTEM KMHMU-
YeCKMX AaHHbIX, eCM NPUMEHUMO.

- Mpoueaypbl XpaHeHUs AaHHbIX.

- CpoK XpaHeHUs faHHbIX.

- Opyrue acnekTbl o6ecnevyeHns KkavyecTsa, COrlacHO yCTaHOB/IEHHOMY MOPSAAKY.

Mpn ucnonb30BaHWN 3MEKTPOHHbLIX 6a3 AaHHbIX WAN AUCTAHUMOHHBLIX 3/IEKTPOHHbLIX CUCTEM [AaHHbIX
[O/DKHbI 6bITb BHEAPEHbI NMUCbMEHHbIE Npoueaypbl, YTO6bI

a) YCTaHOBUTb M OTPa3nTb B fOKYMeHTauum TpeboBaHUs K 3/1€KTPOHHOM MH(opMaLnOHHOK cucTteme no
npuemy, nepegave n o6paboTke AaHHbIX U MHpoOpMaLWK; AaHHble, NepefaBaeMble 3aKka3uuky, A0/KHbI ObiTh
o6e3nnyeHsl;

b) BepucuymMpoBaTb 1 BanManpoBaTtb BO3MOXHOCTb MOC/ef0BaTe/lbHOro cobnoaeHns TpeboBaHuii K
3/IEKTPOHHON CUCTEME [aHHbIX;

Cc) obecneunTb OTCNEXuBaHwe, MOMHOTY, HALEXHOCTb, COr1acOBaHHOCTb W JIOTMYHOCTb BBOLMMbBIX
OaHHBbIX;

d) o6ecneuynTb 0OCTOBEPHOCTbL OTYETOB;

e) ob6ecneynTb TO, YTO U3MEHEHWSA AaHHbIX OTPaXeHbl B AOKYMEHTauWu M YTO BBEAEHHbIE AaHHble He
nponanu (Hanpumep, BeAEeHWE XypHana ayauTa, XypHasa faHHbIX, XypHasia pefakTupoBaHus);

f) ucnonb3zoBaTb cucteMy 6e3onacHocTU, NpefoTBpallalollyl0 HEeCAHKLULMOHUPOBAaHHbIV AOCTYN K AaH-
HbIM, KaK BHYTPEHHWIA, TaK U BHELIHWIA;

) BECTW CNUCOK PM3NYECKNX NNL, UMEKLLNX AOCTYN K 3/IEKTPOHHON CUCTEME AaHHbIX, a Takke aart [o-
cTyna v NOSIHOMOYMIA, NPefoCTaBNEHHbIX KaXA40MYy NOJb30BaTeNo;

h) nogTBepanTb, YUTO BCE 3aMOJ/IHEHHbIE AOKYMEHTbl NoAnucaHbl rNaBHbIM MccnefoBaTenem Wau ynon-
HOMOYEHHbIM NNLOM;

i) obecneunTb Hagasexaliee pe3epBHOE KOMMPOBaHME, XpaHEeHNe U BO3MOXHOCTb U3B/IEYEHUS AAHHbIX;

j) obecneunTb oTpaxeHue B AOKYMeHTaLuUW MNPOXOXAEHUS MNonb3oBaTensaAMu 0OyyeHUs npaBUIbHOMY
NCMONb30BaHNIO CUCTEMBI.

MpumMeyaHne — MOXHO NpPeACTaBUTL NOAPOGHLIV NaH yrpaB/ieHUs AaHHbIMW OTAE/IbHO OT NPOTOKOoNa K-
HUYECKOro MCCreaoBaHus.
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5.5.3.13 Cratuctmyeckune acnekrtbl

OnucaHne n o60CcHOBaHuMe:

a) CTaTUCTUYECKWUn niaH, MeTod U MeToAuKa aHanusa;

b) pa3mep BbI6OpPKY;

C) YPOBEHb 3HAYMMOCTMU W CTATUCTUYECKOW MOLLHOCTU K/IMHMYECKOTo MccnefoBaHns yHKLMOHaNbHbIX
XapakTepucTuk;

d) KpuTepum NPOXOXAEHUA/HENPOXOXAEHNSA, MPUMEHAEMbIE K pe3y/ibTaTaM K/MHWYECKOro uccneposa-
HUS YHKUMOHA/bHbIX XapakTepucTuk;

€) NOoJIoXeHNe O NPOBeEHUN NMPOMEXYTOYHOrO aHanunsa, eciv NPpMMeHMMO;

f) nmpoueaypbl, o6ecneumBarlLiMe pacCMOTPEHUE BCEX AAHHbIX;

4) obpaboTka HepoCTalLWMX, HEUCMONb3YEMbIX UIN COMHUTE/bHbLIX AAHHbIX.

MpnmevyaHne — MOXHO npeacraBuTb HOApO6HOG onncaHne CTatMCTnyeCknx acrnekros oTae/IbHO OT NPOTOKO-
na KIMHn4yecKoro nccnegoBaHus.

5.5.3.14 Pepakuun npoToKosa KNMHUYECKOro nccnenosaHus

OnuncaHue npouenyp BHeceHUs nonpaBoK B MPOTOKO/ KAVHMYECKOro uccnefoBaHus.

5.5.3.15 OTKNOHEeHUA OT NPOTOKONA K/IMHUYECKOro nccnenoBaHusa OyHKUMOHAIbHBIX XapakTepucTuk

a) 3asB/ieHNE O HeJONyCTMMOCTU OTK/OHEHUI OT MPOTOKO/Ma K/AMHUYECKOro mnccnepoBaHus pyHKUMO-
HaNbHbIX XapakTepucTuk, MHULUUPYEMbIX WUccriefgoBaTesnieM, 3a WUCK/IKYEeHMeM criydyaeB, Korga OTK/IOHEeHue
HEeo6xo4nMo ANA 3awWmnTbl NpaB cy6bekTa, 6€30MacHOCTU K 6/1aronoNyYns UAM HayyHo! LefIOCTHOCTU K/AUHU-
YecKoro nccnefoBaHua yHKUNOHAIbHbIX XapakTepucTuk.

b) Mpoueaypbl perncTpauun OTKNOHEHWA OT NPOTOKOMA K/AWMHUYECKOro MccnefoBaHus, OTYETHOCTM MO
HAM ¥ UX aHanunsa.

c) OnucaHue npoueayp KOPPEKTUPOBKM M NpeaynpexaeHns noBTOPHbIX U/MAN KPYMNHbIX OTKIOHEHU OT
NMPOTOKO/Ia KIMHUYECKOro nccnefoBaHuA.

5.5.3.16 Y4yeT nccnegyembix MeanunHCKMx nsgenunin gna VD

OnucaHue npoueayp yyeta uccnegyemblx MeanuuMHckux nsgenuii ana IVD, Bknwyasa npouenypsl, obe-
crneyvBaroLe KOHTPO/Ib AOCTYNa K uccnegyeMmblM MeAuunHCKUM undgenuam ans VD, n ncnonb3oBaHnsa aTux
YCTPOICTB UCK/IOYNTENIbHO B pamMKax K/IMHWYECKOro UccriefoBaHns PYHKUMOHAIbHbIX XapakTepUCcTUK U B Co-
OTBETCTBUU C NPOTOKOJIOM K/IMHUYECKOro MccnefoBaHus PyHKLUMOHaNbHbIX XapaKTepucTuk.

3akas3uuk JOo/DKeH BeCcTu 3anucu, AoKyMeHTupyolwue uiMyeckoe MecToHaxoxXeHue Bcex MefuuuH-
cknx usgenuii gnsa 1VD, n3yyeHne KOTOpbIX MPOBOAMTCS, HAYMHAsA C OTTPY3KN YCTPOCTB B UCCNefoBaTebCKUi
LEHTP ¥ 3aKkaH4YMBas BO3BpaTOM WM yTunamnsayuei.

[NaBHbIA MccnegoBaTenlb UM YNOSIHOMOYEHHOE UM NIMLO AO0J/DKHbI BECTU 3anncu, AOKYMEHTUpYyoLimMe
nosiyyeHue, UCNoNb30BaHMe, BO3BPAT U yTUAM3ALMI0 UCCIegyeMbIX MeQUUUHCKUX m3gennin ansa IVD, B KOTo-
pbIX AO/HKHO O6bITb OTPaXeHo, ecnn NpUMeHUMOo, cregyloliee:

a) parta nosiyyeHus;

b) naeHTMdunKaunsa Kaxgoro meguumHckoro usgenusa ana VD (Hanpumep, HOMep napTun, CepuiiHbIn
HOMEpP WM YHUKaNbHbIA KOL);

C) CpOK rofHocCTH;

d) gata nnu gatbl NCMONb30BaAHUS;

e) fdaTa, Korga uccnegyemoe MeguuuHckoe udgenuve ana VD 6b110 BO3BpaLLEHO WK YTUIN3UPOBAHO,
ecnim NPUMeHUMO;

f) JaTta Bo3Bparta Heucno/slb30BaHHbIX, MPOCPOYEHHbIX WM HEUCNpPaBHbIX MUCCedyeMbIX MefULUHCKNX
nsgenuii ana 1IVD, ecnv NpMMEHMMO.

MpumMmeyaHune — FocyaapcTBeHHbIE HOPMATUBHBIE aKTbl MOTYT MPeANMCbIBaTb HaUsTMUME NMMCbMEHHbIX NPOLEAYP.

5.5.3.17 3asBneHne 0 COOTBETCTBUM

a) 3asBfieHWe 0 TOM, YTO K/IMHUYECKNE NCCNEefO0BaHUA (PYHKLMOHANbHbIX XapakTepmucTuk AO/KHbI Npo-
BOAMTLCS B COOTBETCTBMU C 3TUYECKMMU NpUHLMNaAMKU, Hanpumep XesibCUHKCKON aeknapauwneii [14].

b) 3asABneHne c ykasaHuUeMm TOro, 4To K/MHUYECKoe nccnepoBaHne (PYHKUUMOHAIbHbIX XapaKTepucTuk
He [O/HKHO HauumHaTbCs A0 Tex Mop, noka He 6GydeT nonyvyeHo Tpebyemoe opobpeHue/nonoxutenbHoe 3a-
K/loUeHne UM 0TKa3 OT NMPETEH3Mi CO CTOPOHbI 3TUYECKOro KOMUTETa W/WAn perynvpylowLero opraHa, ecnu
NPUMEHMNMO.
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5.5.3.18 MMonyyeHne nHoOpMUPOBAHHOTO cornacus

a) OnucaHue npouecca NonNyvyeHns MHPOPMUPOBAHHOTO COrflacus B LEsIoM, BKAKYasa npouecc npepo-
cTaB/eHns cybbekTaM HOBOWN MHGIOpMaLuK MO Mepe Heob6XoAUMOCTH.

b) OnuncaHue npouecca NonyvyeHnss MHPOPMUPOBAHHOIO corflacus B 06CToATENIbCTBAX, KOrga CcyObekT
He nmeeT BO3MOXHOCTU €ero Aathb.

5.5.3.19 Heb6naronpusiTHble cob6bITUSA, HEG1aronpusTHoe BO3AeNCTBUE N3AENNA U HeJocTaTku ulgenus

OnuncaHue TOro, Kak crepyeTt knaccuuuupoBatb M OUEHMBaTb HebaronpusaTHble COObLITUA U Hepo-
cTaTtkm n3nenus, KoTopble MOryT NPUBECTU K CEpbe3HOMY HebnaronpuaTHOMY COObITUIO, @ TaKKe Kak cnegyeT
O HUX OTUYUTbLIBATBLCA.

Ecnv B KIMHUYECKOM uccrefoBaHnn QyHKUMOHA/IbHbIX XapaKTepUCTUK MCNOMb3YHTCSA OCTaToOuHble 06-
pasubl MAM o6pasubl, B3AATble U3 XpaHeHusl, CyObeKTbl HE NMOABEPratTCA PUCKY BO3LENCTBUA HA HUX Hebnaro-
NPUATHBLIX COGLITHIA NMt06GOro poaa.

Ecnu B nccnegoBaHuy NCNob3yloTca npoueaypbl c6opa 06pasLoB, KOTOpble HE NPeACcTaBAsAT HUKaKO-
ro AONOJ/IHUTENBHOTO puUcKa A1 Cyb6bekTa, TONIbKO B UCKIIOUYUTENbHbBIX Cllydasax MOryT MMeTb MecTo Hebnaro-
NPUSATHbIE COObLITUSA, BAUAKOLUIME HA CYyOBEKTHI.

Takxe BO3MOXHO HebnaronpusaTHOe BO3A4elicTBME M3genus Ha nosib3oBaTens/obcnyxuBakwlee nuuo.
B Takux cnyyasix MoOryT 6biTb YMECTHbl COOBpaxeHus, npuBeAeHHble B NpunoxeHun G.

5.5.3.20 bubnuorpagus

Cnucok 6ubnmorpadmnyecknx CCbisIOK, OTHOCALLUXCSA K KTMHUYECKOMY UCC/Ief0BaHNI0 PYHKLMOHAbHbIX
XapakTepucTuk, ecsim NPpUMMeHnMO.

5.6 NHaguBuayanbHaa perncrpaymoHHas Kaprta

Mpu nNpoBefeHNN KANHUYECKUX UCCMEef0BaHUN (PYHKLMOHAIbHBIX XapaKTepuCcTuK, B KOTOPbIX KANHUYE-
ckas MHopmauns He perucTpupyeTtcs, UHAMBUAYaNlbHAasA perucTpaumoHHas kaprta He TpebyeTcsi, NOCKObKY
COOTBETCTBYHOLAA MHOpMaLmMa uKkcupyeTca gpyrumm cpegcteamu (B oopmax gna cbopa gaHHbIX, BbiBOgA
nHopmaumm Ha neyatb U T. N.). HEO6XOAUMOCTb MHAMBUAYANTbHOW perncTpaynoHHON KapTbl cneayeT 06CyxX-
JaTb Ha 3Tane njaHUpoBaHUsA nccriepoBaHus. Ecnn uHgmeBuayanbHas pernctpaunoHHas kapta Heobxoauma,
TO [OJIXHbI NMPUMEHATLCA TPpe6oBaHWA, BK/IOYEHHbIE B NPUNOXEHNE A.

5.7 JokymeHTupoBaHne nHgpopmaynum o6 obpasyax

JonxeH 6bITb BHeAPEH CTaHAAPTM3UPOBaHHbLIA MeTog c6opa U hukcauum MHopMaunM o Kaxaom o06-
pasue, MCNofb3yeMOM B K/IMHUYECKOM MCCMef0BaHMN (PYHKLMOHAMbHbLIX XapakTepuUCTUK, B COOTBETCTBUM C
NMPOTOKO/IOM K/IMHUYECKOTO WCCefoBaHUA (DYHKUMOHAbHbLIX XapakTepucTuk. VccnenoBaTenbCKue LEHTPbI
[OMXHbI (hrKCMpoBaTh HEOGXOAMMYI MHGOpMaLMio 060 Bcex o6pasuax, BKIOUYEHHbIX B UCC/efoBaHWe, Ha-
npumep B KHUre yyeTa 06pasLoB ANS UCC/eL0BaHUS.

Hukakasi nuyHas uHcopmalmsa cy6bekTa He A0/HKHA oTpaxaTbecs B 3anncsix 3akasuuka.

MpumeyaHne — lpocnexnBaemMocTb pesy/bTaToB aHaM3a [0 CyObekTa MOXeT ObiTb NpoBeAeHa B TOM Yu-
pexaeHnn, B KOTOPOM NepBOHaYasibHO 6bln B3AT 06pasel,

[NaBHbI MccnegoBaTesib WU yUYpexaeHue A0/MKHbI 06ecneynTb NPsAMON AOCTYN K UCXOAHBIM LaHHbIM
BO BPEMS U MOC/E K/IMHUYECKOTO UCC/ef0BaHNs (PyHKLMOHAMbHbBIX XapakTepuUCcTrK AN MOHUTOPUHTA, ayauTa
W, eCN YMECTHO, aHanm3a 3TUYeCKUM KOMUTETOM W UHCMeKUWid perynupytoliero opraHa. Mpu Heo6xoanmMocTu
rnaBHblli UCcNenoBaTeslb WM yuypexaeHue AO/MKHbI MOMYyYUTb paspelleHne Ha NpsiMoil foCTyn K UCXOLHbIM
[OKyMeHTam 0T cy6bekTa u/unu agMUHUCTPaLMM 60/bHULbI A0 Hayana KAUHWYECKOTO MCCNeAoBaHnUs (hyHK-
LLMOHASIbHBIX XapaKTepuUcTyK.

5.8 YueT n coxpaHeHue ob6pas3LoB

KnuHnyeckoe nccnegoBaHne (YHKLUOHAbHBIX XapakTePUCTUK AO/HKHO NMPOBOAUTHLCA TakUM 06pas3om,
uTO6bl 06EecneyYnTb y4yeT, KOHTPO/b, MPUTOAHOCTL U KauyecTBO BCeX 06pasL0B Ha BCexX aTanax KAUHWYECKOTo
nccnepoBaHuss — oT c6opa 40 aHanM3a U NpefocTaBfieHUs pe3ynbTaToB. Bcsi cooTBeTCTByHOLWas MHGOP-
Mauus Ao/KHA 6biTb OTpakeHa B AOKYMEHTALMM U COXPaHATLCA B TEYEHME BCEro nepuoja ucciefoBaHus,
uyTo6bl 06€cneUYnTb TOYHOCTb U AOCTOBEPHOCTb AaHHbIX KAUHUYECKOro MccneaoBaHns YHKLMOHAMbHbIX Xa-
pakTepPUCTUK.

O6pasLbl AO/KHbI cOBMpaTbCs, TPAHCMOPTUPOBATLCS, UCMO/Ib30BATLCS U XPAHWUTLCS B YC/IOBUSIX, ONpe-
[le/IeHHbIX B NPOTOKOME K/IMHUYECKOro UCCe0BaHus.
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5.9 Bbl6op nccnenoBaTesibCKOro LeHTpa

5.9.1 KBanudukauus KAaMHMYecKoi 6asbl

3aka3uynk HeceT OTBETCTBEHHOCTb 3a Bbl6Op MCC/e0BaTENLCKOTO LeHTpa (LeHTpoB). Kputepun BbiGopa
KSIMHNYECKON 6a3bl AO/MKHbI YyCTaHaBNMBATbLCA B COOTBETCTBUM CO CXEMOW WM napameTpaMu uccnepoBaHus
N NpefyCMOTPEHHbIM NMPUMEHEHUEM MWCCeAyeMOoro MeguuuHckoro usgenusa gns IVD. 3Tu kputepumn moryT
BK/lOYaTb B CEOS:

a) COOTBETCTBYHOLWMUIA YpOBEHb KBaNuguKaLMm rnaBHoro nccriepoBatens U nepcoHana,

b) HanMuMe COOTBETCTBYHLIMX pecypcoB, BkA4yas obopygoBaHue, nabopatopun, Hagnexawum o6-
pasomMm BanuanpoBaHHoe o6opyAoBaHWe U Npoueaypbl;

C) AOCTYyn K A4OCTATOYHOMY KOSIMYECTBY NOAXOAALMX 06pa3L,oB;

d) ncnonb3oBaHue nabopaTopuun, B KOTOPOI MPUMEHSETCA COOTBETCTBYHOLW,AA CUMCTEMA MEHeQKMeHTa
KauyecTBa.

5.9.2 OueHKa KNMHN4YeckKoi 6asbl

OueHka KuHuYyeckoli 6asbl Jo/XHA MPOBOAWTHLCS Ha OCHOBE KpuTepueB 0T6opa, YCTAHOB/IEHHbIX B
5.9.1.

5.9.3 BbIGOp KAMHUYECKOW 6asbl

MToroBblli BbIGOP KAMHMYECKONW 6a3sbl AO/KEH ObliTb OTPaXeH B AOKYMEeHTauuu, Kak 1 060CHOBaHME Bbl-
60pa uccnefoBaTeNibCKoro LeHTpa. Bbli6op nccnepoBaTenbCKOro LEHTpa A0/KEH GbiTb OCHOBAH Ha OLEeHKe
KSIMHMYeCKol 6a3bl, BKIOYasA Takne akTopbl, Kak npeablayuinii onbiT COBMECTHOI paboTbl 3akasymka 1 rna.-
HOro nccregoBaTtesis UM UccnefoBaTesibCKOro LeHTpa.

5.10 lMnaH MOHUTOPUHTa

MOHUTOPUWHT UCcCrieAoBaHNS AO/KEH obecneynBathb:

a) cob6nofeHne nccnefoBaTensamMm NPUHLMNOB NPOTOKO/A KNMHUYECKOro UccnenoBaHus;

b) TOYHOCTb W NOSTHOTY AA@HHbLIX UCC/EeA0BaHUS;

C) 3TMYHOE NpoBeAeHNe UccnefoBaHus, Hanpumep, ¢ y4eToM npaB W 61arononyyns cyobLeKToB nccne-
:EGTZER

HasHaualTcs O4UH UM HECKONbKO KBa/TM(PULMPOBAHHbLIX CNELNaIMCTOB N0 MOHUTOPUHIY KIUHUYECKNX
nccnenoBaHuii.

CneuunanncTbl MO MOHUTOPUHTY KIMHUYECKUX UCCNEA0BaHNIA AO/KHbI ObITh:

- KBaAUUUMpOBaHbl N0 06pPa30BaHWIO U OMbITY, @ TAKKe Hay4YHbIM WU KIVUHUYECKUM 3HaHUAM;

- OCBEAOM/IEHbl O KOHKPETHbIX MEPONpUATUAX, MoANexawmnx MOHUTOPUHIY, NOJIOXEHMAX MNpoToKona
KIMHNYECKOro UccnenoBaHnsa v obbiX 4PYTMX COOTBETCTBYOLWNX Tpeb6oBaHUSAX;

- 06y4yeHbl COOTBETCTBYWLW MM MpoLeAypaM obGecrneyeHMs KayecTBa, a Takke M6biM crneunanbHbIM
npoueaypam Ans MOHUTOPUHIA KOHKPETHOTO KIMHUYECKOTO MCC/ieA0BaHNS (PYHKLMOHAMbHbIX XapakTepuUCTHUK.
O6yuyeHne oTpaxaeTcsl B IMYHOM Aefie cneyunanncta no MOHUTOPUHTY KIIMHUYECKUX UCCNefoBaHWA.

3aka3uynK LO/MKEH OLEeHUTb 00bEM W XapaKTep MOHWUTOPMHIa KAUHUYECKUX WCCNE[O0BaHUn (OYHKLMO-
HaNbHbIX XapaKTepUCTUK Ha OCHOBE OLUEHKM pucka uccrnepoBaHus. 3akasuuk Takxe OLEeHMBaeT cTpaTeruto
NPOBEPKN MCXOAHbIX AaHHbIX HAa OCHOBE TaKWX COOOGpPaXeHWi, Kak Uenb, CTPYKTypa, C/MOXHOCTb, 06BbEM Bbl-
60pKN, XapakTep BaXHeWWnX AaHHbIX W KOHEYHble TOYKM KIUHUYECKOro uccnepoBaHus. PesynbTaTbl 3TOM
OLEHKMN AO/MKHbI 6bITb NCNOMb30BaHbl AN pa3paboTkM NnaHa MOHUTOPUHIA. MOHUTOPUHT MOXET NPOUCXOAUTL
BO BpeMsi u/unu nocnsie NpoBefeHUs KTMHUYECKOTO nccnefoBaHns MyHKUMOHAIbHbIX XapaKTepucTuk.

3aka3uynMk MoXeT onpefennTb U 0TpasnuTb B AOKYMEHTauunm o60CHOBaHMe NpoBefeHUst AUCTaHLMOHHOIo
MOHMUTOpPKHra (6e3 nocelLeHnsa KINMHUYECKON 6a3bl) Hapaay C TakuMu npoueaypamiu, Kak oTpaxeHHoe B A0Ky-
MeHTauum obydyeHne mnccnegoBatens, BCTPeUM M 06BbEMOLLME MUCbMEHHbIE PYKOBOACTBA UM TenegoHHas
CBSI3b.

5.11 AdoroBop

Mexay 3aka3umkoM, pykoBoautenem (pykoBoauTENAMU) KIMHUYECKUX UCMbITaHWA YHKLNOHAbHbIX Xa-
pakTepucTuk/vcenenoBaTesibCKUM LEHTPOM (LeHTpamm) u NtobbiMu pYyrMMn COOTBETCTBYIOWMMM CTOPOHAMU
(Hanpumep, nccneposaTensaMu, KOHTPaAKTHOW MccrnepoBaTenbCKOl opraHu3auunein (opraHmsauuamu) un nab6o-
paTopuamMu) fO/HKEH ObITb 3ak/I0YEeH 4Or0BOP, B KOTOPOM OMNPEeAesnisfiTCA PoavM U 0683aHHOCTM Kax4oW cTo-
POHbl B KIMHWYECKOM MccrefoBaHuun (cMm. 5.1). YcTaHOBNEHWE Hannuus oUHaHCOBbLIX UMW MHbIX KOH(/IMKTOB
MHTEpPeCcoB OCYLLECTBSETCS [NaBHbIM MUccnegoBaTesieM U uccnegosatensaMu. Bce foroBopbl A0MKHbI BbITh
3ad)MKCUPOBaHbl B MUCbMEHHO hopMe, NognucaHbl 1 4aTnpoBaHbl BCEMU 3aMHTEPECOBAHHbIMWU CTOPOHAMMU.

KpuTepuu oTcTpaHeHMs [1aBHOrO uccnegoBaTenst oT paboTbl MOryT 6bITb ONMCaHbl B LOrOBOpPE.
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5.12 MapknpoBka

Ecnn meguuyunHckoe mnsgenve gnsa IVD He AOCTYMHO K Npojaxe B cTpaHe, B KOTOPOW OHO u3y4vaeTcs,
MapKMpoBKa A0/HKHA yKasblBaTb, YTO uccnegyemoe meguuunHckoe musgenue anga IVD npegHasHavyeHO UCKNKO-
YUTENbHO A1 UCNONb30BaHUA B K/IMHUYECKOM MCCNefoBaHUM PYHKUMOHA IbHbIX XapaKTepucTuk.

6 Hauyano pa6oT B UccnenoBaTe/IbCKOM LEHTpe

6.1 OO6wWune nosoxeHusa

MoceuieHne, cnyxauiee Havyanom paboT B UCC/EAOBATE/IbCKOM LEHTPE, WU, KaK asfibTePHATUBHbIN
BapuaHT, COBELLaHUEe uccnegoBaTesieil JO/MKHO 6bITb NPOBEAEHO (OYHO UAWM AUCTAHLUMOHHO) U OTPAXEHO B
[OKYMEHTaLUUN 3aKa3uukoM Wau cneumnasmcToM Mo MOHUTOPUHTY KIMHUYECKUX UCC/ief0BaHWuii B Havyane Kiu-
HWUYECKOTO MCCNefoBaHnsa UYHKUMOHAIbHbIX XapakTepucTuk. ViIMeHa, nognucu, YHKLMM W COTNacoBaHHbIe
MOJTHOMOYUS TNIABHOTO MCC/ef0BaTeNsi U yYacTBYOLWUX B UCC/IeA0BaHUN COTPYAHWKOB UCC/eA0BaTeNbCKOTO
LLeHTpa AOJIKHbI 6bITb OTPaXEHbI B AOKYMEHTaL MUK,

6.2 MpepBapuTesibHble yC/0BUA

B Hauyane paboTbl B UcCnenoBaTesibCKOM LEHTPE A0/HKHO GbiTb YCTAHOBMEHO, UTO:

a) AOKyMeHTauua MoAroToB/ieHa M nojnucaHa COOTBETCTBYHLWWMM NMLAMU C YKazaHWMeM pgaTbl; npu
HEOOXO0AMMOCTM KONUW NPefOCTaBAAKTCSA BCEM 3aMHTEPECOBAHHbLIM CTOPOHAaM; MOAMWCKU W yKasaHusa AaTbl
noslydyeHbl COOTBETCTBYOWMUM 06pa3om;

b) Npn Heo6xoAMMOCTM obGecrneynmBaeTcs TOYHOCTb NepeBoda AOKYMEHTOB;

C) nocTaBka uccrnegyembiX MeguUMHCKUX m3genuii ana IVD ans npoBefeHWns KAUHUYECKOTo uccnepno-
BaHMA (PYHKUMOHANbHbLIX XapaKTepUCTUK OCYLLECTB/IAETCS CBOEBPEMEHHO; MUCC/eAyeMble MeaULUHCKNE WU3-
aenusa ans IVD He AOMXHbI NMPefoCTaB/sATbCS B pacnopshkeHue r1aBHOrO0 ucciegoBaTens Ao Tex nop, noka
He 6yAyT BbINO/IHEHbI BCe TpeboBaHWS AN Havasa KIMHUYECKOTO MCC/efoBaHUsA (PYHKLMOHAbHbIX Xapak-
TepucTuk. Matepuansl Ans o6yvyeHUs U NPOBEPKM KBanudukaumm MoryT GbiTb OTNpaBfieHbl A0 Hadyana uc-
cnepoBaHus;

d) nobble hMHAHCOBbLIE AOTOBOPEHHOCTM MeXAy 3aka3uMKoOM W rfaBHbIM MCCriegoBaTeneM Uam uccre-
[OBaTeNIbCKUM LEHTPOM OTpaxatTca B AOKYMeEHTauuu;

e) nobas 3aaBka (3asBKkK), Heo6xXxoAnMMaa ANs Havana KNAMHUYECKOro mccnepoBaHns PYHKLMOHAMbHbIX
XapaKTepucTUK B 4aHHON cTpaHe, 6bln1a nogaHa B COOTBETCTBYHOLWMIA perympyowmini opraH (opraHbl) gns pac-
CMOTPEHUSA, NPUHATUS UNN paspewleHns (B COOTBETCTBMU C NPUMEHUMbIMW HOPMATUBHbIMW TPe6OBaAHUAMM);

f) npm HeobxognumMocTn, o406pPEHME/NONOXNTENbHOE 3aKIUYEeHNEe AN OTKa3 OT MPEeTeH3nii CO CTOPOHDI
3TUYECKOro KoMuTeTa Obls1 NONYyYEeH M OTPaXKeH B AOKYMeHTauuu, a Takke 6bliM NPUHATBI COOTBETCTBYOLWME
NOMIOXEHUA ANA BbINOSTHEHNSA NOOBLIX YCNOBUIA, YCTAHOB/IEHHbIX 3TUHECKUM KOMUTETOM;

0) Nobble N3MEHEeHNS, BHECEHMSI KOTOPbIX TRPEOYEeT 3TUHECKN KOMUTET UAWN PEeryanpyrounii opraH, npo-
N3BOAATCS M OTpaxalwTcs B AOKYMEHTaLMW TNaBHbIM MCC/ieAoBaTeNleM 1 NoayyvarT 0406peHne/NoNoxXnTenb-
HOe 3ak/loYeHMe 3ITUYECKOTO KOMUTETA UN PEryNMpPYIOLWEero opraHa.

6.3 VHCcTpyKTax

CBefieHNst 0 NOATrOTOBKE, OMbITE U HAYYHbIX UAN KTUHUYECKMX 3HAHUAX BCEX BOBNEUYEHHbIX CTOPOH A0JXK-
Hbl OblTb OTPaXeHbl B AOKYMEHTaLMW, YTOObl Hag/exawum obpa3omMm NPoOBECTU KAUHMYECKOE uccnefoBaHue
(PYHKUMOHANbHbIX XapakTepPUCTUK, BKIOYAS MHCTPYKTaX, B YacTu, Kacawulelics:

a) UCnonb30oBaHUSA MUccrieAyeMoro MeauumMHcKoro usgenus ans VD,

b) npoueaypbl yuyeTa YCTPONCTB;

C) NpoTOKOMa KAMHUYECKOTO MccefoBaHus;

d) cnoco6a nonyyeHUs U MCNOMb30BaHMA AaHHbIX 06 o6pasuax M MHPopMauunm o pesynbTatax MCNbl-
TaHWii;

€) NUCbMEHHOT0 MHPOPMMPOBAHHOTO COr/lacua 1 NpoLecca ero nosiyyeHus, a takke gpyroi nHgopma-
uuu, npegoctaBnsiemoli cy6bektaMm B NMUCbMEHHOM BUAE, €Cnv NPUMEHUMO;

f) NMMCbMEHHbIX MpoLeAyp, BHEAPEHHbIX 3aka3yMKOM, HAcCTOsALLero craHgapTa W /to6biX NPUMEHUMbIX
TpeboBaHNn HOPMATUBHbIX AOKYMEHTOB.

Nto6ble uneHbl uccnepoBaTenbCKOW rpynnbl, NpUBNeKaeMble K paboTe AOMNOMHUTENbLHO, 4O/MKHbI NPOii-
TN COOTBETCTBYHOLLMII MWHCTPYKTAX B COOTBETCTBMM C TPEOGOBAHUAMU KJIMHWYECKOrO UccnefoBaHns yHKLMO-
HaNbHbIX XapakTePUCTUK, N 3TO AO/HKHO ObiTb OTPAXEHO B AOKYMEHTaLMN.
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6.4 Hauyano pa6oT B nccnegoBatenlbCKOM LEeHTpe

Cneumanunct No MOHUTOPUHTY KJUHUYECKUX MCCIeA0BaHUA UM HasHaA4YeHHOe VMM JINLO [OJ/HKHO YyTBeEp-
ANTb Havyano paboT B KaX/OM McCcrefoBaTeNbCKOM LLEHTPE ANA NOATBEPXAEHMA TOro, 4YTo rNaBHbIi nccnepo-
BaTeNb U COTPYAHUKM UCCNenoBaTeIbCKOro LeHTpa:

a) ycnewHO MPOLWAN MOMHbIA MHCTPYKTaX;

b) MMeKT AOCTYN K A4OCTATOYHOMY KOMMUYECTBY UCCnefyeMbliXx MeanuMHCKuX nsgenunii gna 1IVD;

C) O3HaKOMJIEHbl C 06A3aHHOCTSIMMW [1aBHOTO MCC/IeA0BaTENS U YIEHOB MCCNefoBaTebCKOW rpynnbi.

CneunanncT No MOHUTOPUHTY KMHWYECKUX UCCNef0BaHWi UM Ha3HAYeHHOEe MM /INLO Takke AOJSKHbI
y6eauTbCs B TOM, UTOObI BCS AOKYMEHTaLWsl, KOTOPY Heo6xoAMMo OQOPMUTL A0 UcCNeaoBaHus, ogopme-
Ha (Hanpumep, o406peHNe/NONOXNTENBHOE 3aK/l0UeHNEe 3TUUYECKOTO KOMUTETA, NMUCbMEHHbIE COrnaweHusa o
KIMHWYECKOM MccnefoBaHuy PYHKLMOHAIbHbBIX XapakTepucTuKk n T. 4.).

7 TpoBeaeHne KJIMHNYECKOro nccnenoBaHus
(bYHKUMOHaIbHbIX XapaKTepucTuk

7.1 OOwwme NonoxeHusa

Ecnu TpebyeTcs nUCbMeHHOE 0406peHe/NoNIoXUTEe/IbHOE 3ak/loUeHUe 3TUUEeCKoro KoMmuTeta u/unu co-
OTBETCTBYHLMNX PETY/IMPYHOLLNX OPraHOB CTPaH, B KOTOPbIX NMPOBOAWTCS K/IMHUYECKOE WCClefjoBaHne (DYHK-
LUMOHAaNbHbIX XapakTePUCTUK, TO KIMHUYECKOe uccrefoBaHne (PyHKLMOHANbHbIX XapakTePUCTUK HE A0/MKHO
HauMHaTbCs 40 TeX Mop, Nnoka 3To 0A406peHVe/3akoUYeHe He GyAeT NoyueHo.

KnuHunyeckoe nccnepoBaHne PyHKLMOHANbHbLIX XapaKTepUCTUK LO/HKHO MPOBOAUTLCS B COOTBETCTBUM C
MPOTOKO/IOM K/IMHWYECKOTO MCCefoBaHuns.

7.2 O653aHHOCTU 3aKa34dumka

3akKa3ymk HeceT OTBETCTBEHHOCTb:

a) 3a ydyeT mccnegyembix MeguUMHCKNX n3genuii ana IVD Ha NpOTAXEeHUW BCEro KAUHUMYECKOro uccne-
[oBaHUA YHKUMOHANbHbIX XapakTepucTHuK;

b) co3gaHue MexaHu3ma nepecmoTpa ANA obecnevyeHUs MOCTOAHHOrO COGAAEHMA NPUHLKUNOB, ONU-
caHHbIX B 5.1, B X04e nccnegoBaHus;

C) OTpaxeHue B AOKyMeHTauun B3aMMogeincTB/NS CO BCEMU CTOPOHAMM, YHACTBYOLWUMU B KTMHAYECKOM
nccnenoBaHunm PYHKLMOHANbHBIX XapakTepucTuk, BKIYas, ecnm npuMMeHMMo, 3TUYeCcKne KOMUTETbl U pery-
nupyloune opraHbi;

d) obecneyeHue Hagsexal,ero KOHTPOA 3a KIMHNYECKUM nccnefoBaHneM YHKLMOHaNbHbIX XapakTe-
PUCTUK B COOTBETCTBUY C NIAHOM MOHUTOPUHTA;

€) paccmoTpeHue oTyeTa (OTYETOB) O MOHWTOPWHIE W MOcfeAyllee BbiNOSHEHUE NOObIX AENCTBUN,
TpebyeMbix B oTyeTe (0TYETax) 0 MOHUTOPUHTE;

f) NnpuHATMe onepaTnBHbLIX Mep ANA ob6ecneyeHnss COOTBETCTBUA KIMHUYECKOTO NccnefoBaHns OyHKLMN-
OHaslbHbIX XapakTepucTuUK BCEM TPeOOBaHUAM;

4) ecnu npuMeHumo, npegocTasB/ieHMe OTY4EeTOB O Xofe paboTbl, BkAYas oTyeTbl 0 6e3onacHocTH, OT-
KNOHEHUAX OT njaHa u/unm cooTBETCTBYHOLUX U3MEHEHUAX B UCC/Ie0BaTENbCKOWN rpynne, BCeEM KOHTPONupy-
IOLWUM 3TUYECKUM KOMUTETaM W Perynvpylowmnm opraHam;

h) o6ecneyeHne HannuMa COOTBETCTBYIOLLMX MEXAHW3MOB A1 NOKPbITUS OTBETCTBEHHOCTM 3akasuuka
3a npoBegeHue nccnepoBaHusa (Hanpumep, cTpaxoBaHue);

i) moggepxaHue LenocTHOCTK N06bIX nccnegyembix 06pasLoB, 4TO Takke Heobxogumo Ansa cobnioge-
HMA cTaHJapTa KAWHUYECKOW NpakTUKW.

7.3 OcyuwecTB/IeHMEe KOHTPOMA 3a UccnenoBarte/ibCKUM LEHTPOM

7.3.1 O6wWwure NnosoxeHusd

Llenblo MOHUTOPWMHIA KAMHWYECKOro McCefoBaHNA (DYHKLMOHaIbHbIX XapaKTepucTuk ABAseTcs npo-
Bepka TOro, 4To NpoBefleHNe UCC/ejOBaHUSA COOTBETCTBYET MPOTOKO/Y KIMHUYECKOrO UccnefoBaHns yHKLU-
OHasbHbIX XapakTepucTuk, nocneaywliein pegakunn (pegakumnsiM), HacToAWEMY AOKYMEHTY U MPUMEHUMbIM
3TUYECKMM WU HOPMATMBHbLIM Tpe6oBaHUSAM.

MOHUTOPUHT KMHUYECKOTO NCCrefoBaHnst PYHKLMOHAIbHbIX XapakTepucTUK NpoBoAAT B COOTBETCTBUM
C N/1aHOM MOHMWTOPWHra.
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7.3.2 Tekywmnii MOHUTOPWUHT

CneunanucT N0 MOHUTOPUHTY KIMHNYECKUX UCCMe0BaHNn AO/DKEH BbINOMHATH B paMKax TeKyLliero Mo-
HUTOpWHIa AelcTBUSA, HeobXxoaMMble AN NPOBEPKU:

a) COXpaHeHus COOTBETCTBMSA NMPOTOKONY KAMHUYECKOro MccnepoBaHus, N6oi caenaHHoOn pepakumn
(pepakunamM) n HacTosAWweMy AOKYMEHTY; OTK/IOHEHUS 06CYXAalTCA € rnaBHbIM uccnegosartenem (rnaBHbIMU
nuccnegoBatensaMu) WaM ynoJHOMOYEHHbIM Ha3HAYEHHbIM JINLOM, OTPaXaktTCsa B AOKYMeHTauun, U 0 HUX COo-
obuaeTcs 3akasuuky;

b) yyacTus B K/IMHWYECKOM MCCNefoBaHUM PYHKLUUOHANbHbIX XapaKTepUCTUK TOSIbKO YMOJTHOMOYEH-
HbIX NnL;

C) Toro, 4YTO Mccrnegyemoe MeguuumHckoe musgenve ana VD ucnonb3yetcsa B COOTBETCTBUM C NMPOTOKO-
NIOM K/TMHWYECKOro UCCMefO0BaHNsa UM UHCTPYKLUSAMU MO NPUMEHEHNIO;

d) yBegomneHus 3akazumka o npobsiemax ¢ usgesmem, ero cnocob6om MCNob30BaHUs UM MPOTOKO/IOM
KMMHUYECKOTO MCCNefoBaHNA U UX OTPAKEHUSA B OKYMEHTaLNK;

€) [O0CTaTOYHOCTM pecypcoB uccnefoBaTesibCKOro LEeHTpa, Bkatvas nabopatopuu, obopyaoBaHue u
COTPYAHWKOB, Ha MPOTSXXEHUW BCEro nepumoga NpoBefEeHUS KIUHWYECKOro uccrepoBaHnsa PYyHKUMOHANbHbIX
XapakTepucTuk;

f) Toro, 4yto rnaBHbIl UccnepoBaTtenlb U uccnegoBaTesnibckasa rpynna no-npexHemy UMerT [OCTYN K A0-
CTaTOYHOMY KONMuyecTBy 06pas3LoB M nccrnegyembix MeauLuHCKMx nigenun gna IVD;

) ecnu nNpMMeHMMOo, NOJIYYEeHUS MOAMMCAaHHbIX U faTUPOBaHHbIX DOPM MHOPMUPOBAHHOIO cornacus
OT KaXA0ro cybbekta B MOMEHT BK/IIOYEHUSA B UCCNefO0BaHMe WUav A0 NpoBefeHns Nobbix npoueayp, CBA3aH-
HbIX C KNIMHUYECKUM UccnegoBaHneM yHKLMOHabHbIX XapaKTepucTuk;

h) TOYHOCTU, MONHOTBLI, aKTyasbHOCTU, XpPaHEHUSA N UCMONb30BAaHUS AO/KHBIM 06pa3oM 3anucein KNnHU-
4Yeckoro mccnefoBaHua MYyHKUNOHAbHbBIX XapakTepucTuK;

i) perucTpauun m foBefeHUs 00 CBeAEHUS 3akasuuka, a B COOTBETCTBYHLUX CryYyasax — A0 CBefeHus
3TNYECKOro KoMuTeTa 1 Peryampyroumx opraHoB BCeEX HEGNAroNnpUATHbIX COObITUIA CBOEBPEMEHHO WM B COOT-
BETCTBUU C yKaszaHWsAMMW COOTBETCTBYHOLLEro opraHa (cm. npunoxexune G);

j) n3BeweHns 3akasumka 060 BCex HepgocTaTkax U3fenus;

k) xpaHeHus nydyeTa nccnepgyemoro meguunHckoro nagenusa ansa IVD v o6pasyoB BepHbIM 06pas3om U c
ocyl,ecTB/IEHNEM NPOC/IEXNBAEMOCTMU;

) XpaHEeHNS M MCNONb30BaHMSA BCEX HEOOXOAMMbIX 3anucein, OT4YeTOB, yBeAOMIEHWUI, 3asB/EHUR, 40-
KYMEHTOB U KOPPECMNOHAEHL NN B IMYHOM Jefie uccaenoBaTtesns, a Takke UX TOYHOCTU, NOJSTHOTbI, CBOEBPEMEH-
HOCTW, MOHSATHOCTW, OTHECEHHOCTW K KOHKPETHOW gaTe M KJAMHUYEeCKOMY ucciefoBaHuto (yHKUMOHAIbHbIX
XapakTepucTuk;

T) NPOBEAEHNS TEXHMYECKOro 06CYyXUBAHUSA N KannbpoBkn 060pyA0BaHMS, UMEIKOLLEro OTHOLWEHNE K
NPoOBeLEHNIO N OLEeHKe KIMHWUYECKOrOo MccnefoBaHus (PYHKLMOHANbHbLIX XapakTepucTuk, Hagnexawumm obpa-
30M U OTPaXeHns B AOKyMeHTauuu, Korga 310 NpUMeHnMOo;

Nn) OTPaXeHUs B [OKYyMEeHTauuu UCKIKUYEeHNs cybbekTa n/mnm obpasua 13 KIMHMYEeCKOro UCc/ef0BaHunS;

0) OTpaXeHns B [OKYMeHTauunm ntboro HecooTBETCTBUS TpeboBaHMUAM, U3M0XEHHbIM B MHAOPMUPO-
BaHHOM cornacuv WauM nNpoTOKOME K/ANHNYECKOTo nccnefoBaHus;

p) MHAOPMUPOBAHHOCTU U OCBEAOMJIEHHOCTU B AOJ/DKHOW Mepe PYyKOBOAWUTENS KAWMHWYECKUX UCMbITa-
HWUIA M COTPYAHMKOB MUCcNefoBaTebCkoro LeHTpa 060 BCex COOTBETCTBYHOLWNX OOHOBNEHNUAX B JOKYMEHTaL K,
KacatLLMXCa KIMHNYECKOTo NccnefoBaHnsa PYHKUMOHANbHbBIX XapaKkTepucTuk;

q) OCYLLEeCTB/IEHMS, MO Mepe He0o6X0AMMOCTM, NHOLIX KOPPEKTUPYOLLMX U Npegynpexjarwnx addek-
TUBHbIX Mep.

7.3.3 OT4eTbl O pe3dysibTaTaXx MOHUTOPUHTra

Bce MeponpusaTUa N0 MOHMTOPUHIY, BK/OYas B3anMOAENCTBUSA, CBA3aHHbIE C KIMHUYECKUM uccnegosa-
HMEM (PYHKLMOHANIbHbIX XapakTepucTukK, AO/KHbl ObiTb OTP@XeHbl B MMCbMEHHOM OTYeTe 3aKa3uuKy W BK/HO-
yaTb B cebs:

a) party, cBefeHus o6 uccregoBaTenlbCKOM LEHTpe, MMS cneunanucta no MOHUTOPUHIY KIUHWYECKUX
nuccnefoBaHuin, a Takke UMeHa rnaBHOro uccnegoBarens UM Apyrux nul, ¢ KOTOpbIMU cnewnaanct no MOHKU-
TOPUHTY KIMHWYECKNUX UCCnenoBaHnii B3aumoaenicTsosarn,

b) KpaTkoe M3/10XXEeHWEe acneKToB NCCMNeA0BaHNSA, NPOBEPEHHbLIX CNELNasinCTOM MO MOHUTOPUHTY KUHU-
Yecknx mccnenoBaHuii, n ero 3aknryeHre B OTHOLEHUN COBEPLUEHHbIX paHee AeNCTBUI, 3HAYMMbIX CBeje-
HWI, hakToOB, OTK/IOHEHWI, BbIBOAOB N PEKOMEHAYEMbIX AEACTBUIA ANs obecnevyeHUss COOTBETCTBUS.

NaBHbIA MccnegoBaTenlb OO/MKEH NOJYYUTb KOMUIKO OTYeTa O MOHUTOPUHIE WM KpaTKoe cogepXaHue
K/0YEeBbIX BbIBOAOB B TEKCTOBON (hopme, nevyaTtHONn MM 31EeKTPOHHOIA.
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7.4 Be3onacHOCTb U KOH(PUAEHLUMNANBHOCTb AaHHbIX

KoHhnaeHLanbHOCTb AaHHbIX A0J/KHA CO6M04aTbCsa BCEMW CTOPOHaMW, NPUHAMAKLWMUMKN yyacTue B
KIMHWYECKOM MccnefoBaHun (PyHKLMOHAIbHbIX XapakTepucTuK, B TeUeHne BCEro nepmoga ero npoBefeHus.
Bce gaHHble fO/MKHbI ObiTb 3aWMeHbl OT HECAHKLULMOHMPOBAHHOIO AOCTYnNa.

KoHhnaeHLManbHOCTb KaXAoro cybbekra, npegocrasnsiowero obpasuybl 418 KIUHUYECKOro nccnepo-
BaHMA (PYHKLMOHA/bHbIX XapakTepucTuK, U KOHPUAEHUNANbHOCTbL €ro AaHHbIX AO/KHbI cobntofarbcs B OT-
yetax v npu ny6avkauum nwo6oin nHpopmauun.

MpumMevyaHue — B 3aBUCMMOCTY OT /IOKaSIbHbIX HOPMATUBHBIX aKTOB Ha PasHbIX TEPPUTOPUAX MOTYT Npefb-
ABNSATLCA pasHble TPeGOBaHMS K KOH(PUAEHLMANIBHOCTY U PACKPLITWIO AaHHBbIX.

8 3aBeplleHVe KIMHUYECKOro nccrenoBaHud
OYHKUMOHa/IbHbIX XapakTepucTuk

8.1 [eATe/IbHOCTb MO 3aBepLIEeHN0 nccnegoBaHus

MnaHoBOe 3aKkpbiTUe AO/HKHO MPOBOAUTHCA B COOTBETCTBUM C YC/IOBUAMU cornawleHuns o6 uccneposa-
HUM W OTpaxaTbCs B AOKYMeHTauuu gns obecrneyvyeHms Toro, 4ToGbl 3amvMcu [1aBHOIO uccaepoBaTens 6bian
NONHbIMKN, BCe HeO6XO,EI,VIMbIe 3aKa34ynKy OOKYMEHTbI OblIN UM nony4yeHbl, octaBineca mMmarepunanbl KINHU4Ye-
CKOro nccnefoBaHns (MYHKULMOHAbHbIX XapakTepuUCcTUK yTUAM3MPOBaHbl WM BO3BpalleHbl 3akasuyuky, BO3-
HUKLWIKNE BOMNPOCHI PeLlleHbl U BCE CTOPOHbI yBELOMJIEHbI O 3aKpbITUM KCCNefoBaHMA. 3TO MOXHO cAenatb
HENnocpeACTBEHHO Ha KIMHMYeCcKOol 6a3e unu ypaneHHo. Bca geAaTenbHOCTb NO 3aKpbITUKD OCYLLECTBAAETCSA B
cnyyae, ecnm nccnepoBaHue npekpaleHo.
a) BbinosiHeHMe NUCbMEHHON dhukcaumm BkaoYaeT B ceba obecneyeHne Toro, YTo:
1) Bce He0b6X0AUMbIE AOKYMEHTbI SABSIOTCA aKTyaslbHbIMWU, MOMHBIMU M NOANUCAHHbIMU;
2) BCe BO3HUKLUME BONPOCHI peLUeHbl;
3) BCe BO3HMKLWME HebnaronpuaTHble COObITUA OTPaXeHbl B AOKYMEHTaLuu;
4) nNpuHMMAaKTCA Mepbl 471 06ecneyeHnss apXuBMPOBaAHUA U XpaHEHUS 3anucei;
5) B AOKYMEHTauumn oTpaxeHa nHdopmaunsa o ganbHenwnx 4eNCTBUAX B OTHOLEHNN:
i) uccnepgyembix MeguUUHCKNUX nagenuii gnsa VD,
H ocTaBwuxca 06pasuoB (Hanpumep, KPOBb UM TKaHM) C Y4ETOM npaBa COGCTBEHHOCTU Ha HWUX,
iii) gpyrux matepumanoB KAMHUYECKOro uccregoBaHnsa @YHKLUMOHAIbHbIX XapakTepuUcTuK.
b) YBefoOMMIeHME O 3aKpbiTUM MUCCMef0BaHNS BKIOYaeT B cebs, N0 HEO6X0ANUMOCTH:
1) yBeaoOM/IEHME 3TMUYECKOTO KOMUTETa No 3TuKe, u/uan
2) yBegoMeHne perynupyLwmnx opraHos.

8.2 OTYeT 0 K/INHMYECKOM UCCef0BaHUN (PYHKLUOHAMbHbIX XapakTepucTuk

Mo 3aBeplleHUN KIAUHUYECKOTO UCCNefoBaHUs (PYHKLUMOHAbHbLIX XapaKTepucTuK, BKAlYas npexge-
BPEMEHHOE MpeKpalieHne, A0o/MKEeH OblTb COCTaB/IeH OTYET 06 MCcnefoBaHWW, copepXalinii nHopmaumio,
nepeyncrieHHy Huxe. 18 uccrnefoBaHuid, onucaHHbix BA.1, HEOGXOAUMO YYNTbIBATb AOMOSIHUTE IbHbIE TPE-
60BaHUA K cofiepXaHuo oTyeTa O KIUHUYECKOM UcCnefoBaHMM (DYHKLMOHANbHbLIX XapaKTepucTuK, KOTopble
yKasaHbl B npunoxeHun D:

a) OTYeT O KIMHMYECKOM MccnenoBaHMy PYHKLMOHAbHbIX XapakTepUCTUK AO/IKEH ObiTb COCTaB/IEH B
NMUCbMEHHOW popme (B 3/IEKTPOHHOM WM MeyaTHOM BuUAe);

b) Ha TUTYNILHOM NIUCTE CNeAyeT ykasaTb CrieAylWwy MHopMaumio:

1) HasBaHMe KANHUYECKOTo MUccrefoBaHns PYHKLMOHATbHbBIX XapaKTepPUCTUK;

2) vHcopMaymo, NAEHTUPULMPYOLLYI KTMHUYEeCcKoe nccnepoBaHne pyHKLMOHaIbHbIX XapaKTepu-
CTUK (Hanpumep, ero HoMep), ecsii NPUMEHUMO;

3) kpaTkyt mHopmayu o6 mccnegyeMom MeaumumHCcKOM usgenun (usgenusax) gnsa IVD, Bknwuas
Ha3BaHWe, MoAesib U T. [l., B COOTBETCTBUWN C NOSTHOW MHGOpMaLMeil;

4) ecnun yMecTHO, 3asiB/ieHWe, yKasblBallWee, YTO K/IMHMYECKOe McCriefoBaHne (PYHKLMOHaNbHbIX
XapakTepucTK NPpoM3BOANIOCE B COOTBETCTBUM C TPEOOBAHUSAMMW HACTOSALWErO AOKYMEHTa Wan NbbiMu apy-
rTMMU NPUMEHNMBIMU PYKOBOACTBAMU U NpaBuiamu;

5) paTy cocTaB/iEHUS OTYeTa;

6) aBTOpa (aBTOpPOB) OTYETa;
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C) B Orf1aB/ieHUN, eCc/IN OHO UMeeTCH, YKa3blBaldT HOMep CTpaHuUubl UM MHOpMaLUIo O MecTononoxe-
HUN KaXAoro pasfena; BBeAeHWe [O/KHO COAepXaTb KpaTKkoe onnucaHue CBA3WM K/IMHWYECKOro uccnenoBaHus
PYHKLMOHANbHBIX XapaKkTepucTuk n paspaboTky uccrnegyemoro mepuumHckoro usgenusa ansa IVD, a Takxe
BaXKHelWWne napameTpbl KIMHUYECKOTO MCCNefoBaHUs PYHKLMOHAIbHbIX XapakTepucTuk (Hanpumep, uenu u
runoTessbl, Uenesas Nonynauus, nevyeHne M NPoAo/HKUTENbHOCTb HAGMOAEHNS), CBA3aHHbIE C pa3paboTKO.
JomxHbl 6bITb ONpeseneHbl UM ONMcaHbl PyKOBOACTBA WM CTaHO4apThbl, KOTOPble NPUHUMANNUCh BO BHU-
MaHune npu paspaboTke NPOTOKOMa K/IMHWMYECKOTo uccrefoBaHnsa (MYHKUMOHAbHbIX XapaKTepPUCTUK, a Takke
niobble gpyrue cornalieHus uanm MTorm CoBelLaHnin 3akasumka u perynpyrLwmnx opraHos, UMerLLmMe oTHoWwe-
HMEe K KOHKPETHOMY KJIMHUYECKOMY MUCCNefOoBaHNi0 PYHKLMOHANbHbBIX XapakTepuUCTuK;
d) onucaHne nccnegyemoro MmeauumnHCKoro nsgenunsa ansa 1VD, Bkawyvawouee:
1) onucaHmne uccnepgyemoro meguumnHckoro msgenusa ana VD, BkAwYas MHOpMaLUlo, NO3BOMSAK-
Wyt ero naeHtuduumposars;
2) npeaycMOTpeEHHOE NMPUMEHEHUEe MccNeayemMmoro MeguumnHckoro ngenusa (msgenuid) ans IVD;
3) nobble M3MeHeHNA B MeauLMHCKOM un3genun ansa IVD, BHECEeHHble BO BPeEMS KJMHUYECKOro Muc-
cnefoBaHns (PYHKLMOHANbHbIX XapakTepucTuk.

MpumMmeyaHue — Jllo6oe U3MEHEHNE MOXET OKa3aTbCsl KPUTUUYECKUM — MOB/IUATL Ha XapaKTepUCTUKK YCTPOIA-
CTBa, YTO CAENAET UCC/e0BaHNE HEBTMAHBIM;

€) A0/DKHbl BbITb NpeAcTaB/ieHbl KpaTKoe cofepXaHne Wan cCbljika Ha NPOTOKON KJMHUYECKOro uccne-
[OBaHNA, B TOM ymcne nHdopmauusa ob6o Bcex nocnenywlmnx pefakunsax ¢ 060CHOBaHNEM KaxoW nonpaBku.
MocnepHan Bepcua NPOTOKONA K/IMHUYECKOTO UCCIef0BaHNs MOXET 6biTb fo6aB/ieHa K oTyeTy;
f) pesynbTatbl KIMHUYECKOTO MUCCEfOBaHUSA (PYHKLMOHANbHBIX XapakTepucTuk, B TOM 4uc/ie cregyto-
was nHdopmauus:
1) pata Havyana KIVMHWYECKOro uccnefoBaHna (MYHKLMOHANbHBIX XapaKkTepUCTUK;
2) pata 3aBeplIeHnA/NPUOCTaHOB/IEHNSA KIMHUYECKOTO MccnefoBaHna (PYHKLMOHAIbHbBIX XapakTte-
pUCTHK;
3) cnucok uccnegoBaTtesibCkMX LEHTPOB, Ha 6a3e KOTOPbIX NPOBOAMAOCH KMHMYECKOe uccnenoBa-
HVe (PYHKLMOHANbHbIX XapakTepuCcTHK, C ykasaHuem AaT 1 onucaHma AeNCTBUIA Ha KaXoW KInHN4eckon 6ase,
Hanpumep cbopa, aHanusa,;
4) onucaHue cneuudUYECcKOro MHCTPyKTaxa, NPOBEAEHHOro ANA COTPYAHWUKOB K/IMHUYECKOW 6as3bl;
5) yTunusauus uccrnepyembix 06pa3uoB U MeauLMHCKUX usgenuin ana IVD;
6) pemorpaduyeckas xapaktepuctmka cybbekTa/xapakrepucTmka B3ATbIX OT Hero o6pasuos, ecsnu
NPUMEHNMO;
7) cooTBeTCTBME NPOTOKOY KIMHWYECKOTO UccNefoBaHus (B TOM YMcne KOMYEeCTBO M TUN OTK/IOHe-
HWii OT NpoToKoNay);
8) aHanus, KoTopbllii BK/IOYAET B Cebs:

i) cTaTUCTMYECKUi A aHaNM3 AaHHbIX, OTPaXEHHbIX B NPOTOKO/IE KJIMHWYECKOro nccnenoBaHus,

i) mcnonb3yemblit MeTof CTAaTUCTUYECKOrO aHanmsa v KpUTepum npuemaemocTy,

iii) kpaTkne cBepeHus 060 Bcex HeGNAronpuATHbIX BO3A4ENCTBUAX U34eNnus,

iv) Tabnuuy, cofepxallyto BCe BblIB/IEHHbIE HeAOCTaTKW U3[enns, KoTopble MOrnn 6bl NpUBECTH
K Cepbe3HOMYy Heb6naronpuaTHOMY BO34EeNCTBUIO M34enns, U nibble KOppekTupylowme AelicTBus, npeanpu-
HATble B XO4€ K/IMHUYECKOro UccrefoBaHnsa PyHKLMOHAIbHbIX XapakTepuCTHK, ec/in TakoBble MMesin MecTo,

v) nobble aHanUTMYECKMe BbIBOAbl, Kacawlmecs 0cobbix nonynsauunii (Hanpumep, reHAEPHbIX,
pacoBbIX/KYNbTYPHbLIX/3THUYECKUX NOArpynn), ecnm Heob6xoanmo,

Vi) yyeT BCcex cyb6beKkToB M 06pas3u0B, UCMOMb30BAHHBLIX B UCC/IEL0BaHUMN, C ONUCAHNEM TOro, Kak
yuuTblBaNuUCb Mpu aHanuse HepocTawliMe AaHHble UM OTKNOHEHUsA, Hanpumep ob6pasubl, He npowegwve
npeABapuTenbHY0 NPOBEPKY, HEKOPPEKTHble pe3y/bTarthl.

) obcyxaeHue pe3ynbTaToB MccrefoBaHUA 1 06ume BbiBOAblI. BbiBOAbI AO/KHbI BKAOYATb:

1) KpUTUYECKYl OLEHKY pe3ynbTaToB MCC/eAoBaHUA C 3ajadveil onpefenntb, GbiAN AU LOCTUTHYTbI
Luenu nccnepoBaHus;

2) pesynbTaTtbl OUEHKM 6e30MacHOCTVM UM NPOU3BOAUTENILHOCTU M Nobble ApyrMe KOHeYHble TOYKM;

3) nob6ble ocobble npeMmywecTBa UM ocobbie Mepbl NPefoCTOPOXHOCTU, Heobxogumble ANs OT-
AeNbHbIX Cy6bEKTOB UAN TPYNM, CYNTAIOLWMNXCA NOLBEPXKEHHBIMU PUCKY;

4) nwobble cBeAeHUsA, NMelLMe 3Ha4YeHne A3 NpoBefeHns 6yayLnx KIMHUYEeCKUX uccrefoBaHuii
MYHKLMNOHANBHbIX XapakTepucTuk;

5) nobble orpaHNYeHns KINHNYECKOro nccnefoBaHnsa PyHKLMOHAIbHBIX XapakTepPUCTHUK;
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h) cnucok cokpallieHuii, a Takxe onpefeneHus crneunmann3npoBaHHbIX WM HEOOLWEeNPUHATLIX Tep-
MUWHOB;

i) pasgen 06 3TMYECKNX COOBpaXeHUAX, KOTOPbIN AO/DKEH BKAKOYATb:

1) noaTBeEPXAEHME TOTO, YTO NPOTOKO/T KNMHUYECKOrO MccnefoBaHus u nobble ero pegakunn 6biimn
paccMOTpeHbl 3TUYECKMM KOMUTETOM (MpM HEeoBXxoAMMOCTH);

2) cnucok BCEX 3TUYECKMX KOMUTETOB, C KOTOPbIMM MPOBOAWUINCE KOHCY/bTauMu Mo Bonpocam Kiu-
HUYeCcKoro uccnegoBaHms PYHKLMOHANbHBIX XapaKTepucTuk;

j) 0630p agAMUHUCTPATMBHOW CTPYKTYpPbl, KOTOPbI AO/HKEH BKAOYAThb:

1) KpaTkoe onucaHwe opraHu3auumn, NPOBOAALLEN KAWHUYecKoe uccriefoBaHne (PyHKLUOHaNbHbIX
XapakTepucTuK;

2) cnucok uccnepoBaTeneii, BkKAYaa UX NPUHAAMEXHOCTb K Kakoi-nMb0o opraHusauum, u ykasaHue
Ha NoTeHLMaNbHO BO3MOXHbI KOH(/INKT MHTEPECOB;

3) MMeHa 1 NOoJIHble KOHTaKTHble AaHHble N6bIX TPEeTbUX MWL, KOTOPble GblIM HENOCPEACTBEHHO
BOBJ/IeYEHbI B NPOBEAEHNE MCCef0BaHNS.

Ecnum npuMeHMMO, OTYEeT O K/IAMHWYECKOM MWCCefoBaHUM (DYHKLMOHANbHbIX XapaKTePUCTUK AOJIKEH
6bITb OPMLMANbHO NMPeAoCTaB/eH BCEM [/M1aBHbIM MUCCeAoBaTeNSM A1 PACCMOTPEHUS U NpeabaBNeHuna 3a-
MeyaHuii.

MoowpseTcs ny6amkauma pesybTaToB KIMHUYECKOTO NccefoBaHnsa PyHKLMOHAIbHbBIX XapakTepucTuk
ANs TOro, 4To6Gbl OHM CNYXWUNW OCHOBOW A/ 6YAYLIMX UCCNefoBaHNA U GblNM NONE3HbI ANS1 OKa3aHUs meau-
LMHCKON MOMOLLN.

MprumedaHue — [ONONHUTESIbHBIE TPEGOBAHUSA K COAEPXKAHMIO OTYETA O HEKOTOPbIX BUAAX KIIMHUYECKUX UC-
cnefioBaHnii (hyHKLUMOHA/IBHBIX XapakTepuCTVK NprBeAeHbl B NpuioxeHun D.

8.3 XpaHeHue JOoKyMeHTaunmn

3aKasuuk 1 rnaBHblli UccnefoBaTesb AO/MKHbI GbiTb OCBEOM/IEHbI O HOPMATUBHBIX TPEGOBAHUSIX K Be-
[EeHUI0 JOKYMeHTauun KIMHUYECKOTO UCC/Ief0BaHUsl (DYHKLUOHA/bHBIX XapakTepucTuk. OHU JOKHbI NMPUHU-
MaTb Mepbl A5 NPefoTBPAaLLEHNS CAy4yaliHOro MM NpexaeBPEMEHHOIO YHUUTOXEHUA 3TON AOKyMeHTauuu.
lnaBHbI MccnefoBaTeNb WK 3aKa3uMK MOXET NOPY4YMTb XpaHEHMEe 3anuceil apyromy nuLy/CTopoHe U oTpa-
3UTb AaHHOE MopyyYeHVe B AOKYMEHTALMU UCC/ef0BaTeNbCKOTO LEeHTpa Wau yUupexAeHus, K KOTOpomy npu-
HaL/IeXNT 3aKa3uuK.

Ecnn oTCYTCTBYHOT HOpMaTUBHbIE TPe6GOBaHUS, 3aKa3unK AOHKEH BECTU LOKYMEHTALWIO B COOTBETCTBUU
Cc Tpe60BaHUSAMU K BEAEHWIO LOKYMEHTAL MM COOTBETCTBYOLLE CMCTEMbl MEHEIXXMEHTA KauecTBa (Hanpumep,
MNCO 13485).

8.4 lMpuocTaHOBKa UMM AOCPOYHOE 3aBepllieHne K/IMHUYECKOro uccrenoBaHus
(PYHKUMOHANbHbIX XapaKTepucTuk

3aKa3uMk MOXeT MPUOCTAHOBUTbH WM [OCPOYHO MpeKpaTUTb KAWHMYECKOe ucciefoBaHue (YHKLMO-
Ha/IbHbIX XapakKTePUCTUK NMG0 B OTAE/ILHOM MUCC/ef0BaTENbCKOM LEHTPe, N160 MOJIHOCTHH MO CYLLeCTBEH-
HbIM W JOKYMEHTaNIbHO NOATBEPXAEHHbIM NpUYMHam. Bce 3aaeiicTBOBaHHbIE B HEM UCCeAOBaTENN AOIKHbI
6bITb NPOVHOPMUPOBAHbLI COOTBETCTBYIOLW MM 06pa3oM, a Korga ncciefgoBaHue 6yaeT npekpaleHo, foKHa
OblTb OCYLLECTB/IEHA AESATE/IbHOCTL N0 3aBEPLUEHUID UCC/IeA0BaHMUS.

MprmeuyaHne — YBeAOM/IEHME U CPOK, B KOTOPbIA OHO AO/MKHO 6bITh OCYLLECTB/IEHO, MOTYT 6bITh NPEAMETOM
Tpe6oBaHuii 3aKOHOAATENbCTBA.

9 Aygut

PekoMeHayeTCsl MPOBOANTL ayAauT UccnefoBaHui MeauUUHckux msgenuii gna IVD, ocob6eHHO B cryyae
60/1iee CNOXHbIX UccnefoBaHunii. JlanbHeiiwas uHopmauus npeacTaBieHa B NPUIOXKEHUN |.
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MpunoxeHve A
(cnpaBo4Hoe)

LonosiHnTeNnbHble 06U Me TPeGoBaHNSA K KOHKPETHbIM UCC/ie40BaHUAM

A.l BBepgeHve

B fonosIHEHNE K TPe6OBaHUAM, M3MOXEHHLIM B TEKCTE HACTOSILLETO AOKYMEHTA, HUXenpuBeaeHHble TpeboBaHus
NPYMEHSIIOTCS K JII060MY KIMHUYECKOMY UCCNIEeA0BaHNI0 (OYHKLMOHABHBIX XapaKTepUCTUK,

a) KOTOpoe ABNAETCA MHTEePBEHLUWNOHHBbIM K/IMHNYECKMM UccnenoBaHnem ('pyHKLU/IOHaJ'IbeIX XapakKTepucTuk,

b) B KOTOPOM C60p 06pa3u0B NPOBOAMTCA r1aBHbIM 06pa3oM A1 NPOBEeAEHMS KIIMHUYECKOro UCC1eoBaHns qyHK-
LiMOHasbHbIX XapakTepucTHK U Koraa npoLeaypbl c6opa 06pasLoB co3fatoT AONOMHUTENbHbIE PUCKM A/1S CyObekTa,

C) NpoBefieHNe KOTOPOro COMPSHKEHO C AOMOMHUTENBbHBIMK pUCKammK Ansi CyGHLEKTOB MCCeoBaHus.

A.2 OpgobpeHne aTUYeCKOro KommTeTa

[ns nccnegoBaHuii, onmcaHHbiX B A.1l, aHaM3npyowmnx meguumHckme ngemvs ans IVD, 4omkHO BbiTb MOMyYeHo
0406peHne 3TYECKOro kKomuteTa. TpeboBaHNs 06 UCXOAHOM MOCTOSIHHOM B3aMMOAENCTBUM C 3TUHECKUM KOMUTETOM U3-
naratotcs B NpuioxkeHun E.

A.3 VHopmupoBaHHOe cornacue

TpeboBaHWA K MNOSYYEHNIO UHCOPMMPOBAHHOIO COMNacusl AO/MKHbI ObiTb YCTAHOB/IEHbI B COOTBETCTBUM C MOJOXE-
HUAMN NpunoxexHus kF

A.4 Y4yeT cybbekToB

Bce cy6bekTbl, BOB/IEYEHHbIE B K/IMHUYECKOE MccnefoBaHne oyHKUMOHaSIbHbIX XapakTepuCTMK (BK/OYas Tex, KTo
ObUT UCK/THOUEH W3 KIMHWYECKOTO UCCef0BaHNA WK CTan HeLOCTYNeH A5 Moc/eyowero HabmoaeHns), OMKHbI ObITb
YUTEHbI U YNOMSIHYTbI B JOKYMEHTaLWMN.

Ecnm  cyGbLEeKT WCKIHYAETCS U3 K/IMHUMYECKOTO WCCNefoBaHMsl  (PYHKUMOHAUIbHBIX XapakTepuUcTuK, npudun-
Ha (MPWYMHLI) 3TOTO AO/HKHA ObiTb 3adMKcMpoBaHa. EC/M Takoe W3bSTME MPOUCXOAWT K3-3a MPO6/EM, CBA3AHHbIX
Cc 6e30MacHOCTbI0 WM XapakTepucTukamy WCCrefyeMoro meauumHckoro wsgemma ans IVD, wvccneposatenb [ON-
XEH 3anpocuTb Y CyOGbekTa paspelleHne Ha HabGMfeHVe 3a HUM BHE PaMoK KMHWYECKOro WcCrefoBaHust dyHK-
LMOHasbHbIX XapakTepucTuK, eciim npumeHuMo. (Tpe6oBaHusi K OTYETHOCTW MO He6NaronpUsITHbIM COObLITUSIM CM. B
npunoxenun G.)

A5 HomBmnayasnbHaa perncrpaymoHHas Kapra

MHanBnayanbHble perncTpauvoHHble KapTbl fO/MKHbI BbiTh paspaboTaHbl A5 c6opa faHHbIX MO KaXaoMmy 3aperu-
CTpUpoBaHHOMY cy6bekTy/06pasLy B COOTBETCTBUN C TPEGOBAHUSMU NPOTOKO/A KIMHUYECKOTO UCC/ejoBaHNs (hyHKLMO-
HaUTbHBIX XapakTepUCTUK. B MHAMBMAYa/IbHYIO PErMCTPALMOHHYO KapTy A0/HKHA GbiTh BKIOUEHA MHDOPMALUS O K&XKAO0M
cy6bekTe/o6pasiie B HaYasle U B XOAe K/MHUYECKOrO UCC/efoBaHNs (yHKLUMOHA/IbHBIX XapaKTepUCTUK, UCMO/b30BaHMM
“ccneayeMoro MeavuuHeKoro nsgenvst anst IVD u noGas Apyrasi pefieBaHTHasi MHchopMauys.

Ecnn BO3HMKAET HEOGXOAMMOCTL BHECEHMSI MPABOK B MPOTOKO/ K/IMHWYECKOTO UCCMEA0BaHWs], 3aKkasumK 13yvaeT
VHAVBUAYA/IbHYIO PEMUCTPALMOHHYIO KapTy, Y4To6bl OnpeaenuTb, HE06X0AMMO S BHOCUTL MPaBKU U B Hee.

A.6 MpuocTaHOBKa WM 3aBepLUEHME KITMHUYECKOIO UCCnefoBaHUsl (PyHKUMOHATbHBIX XapakTepucTunk

A.6.1 TMpoueaypa NpUOCTaHOBKWU/3aBepLUEHNS

InaBHbIN nccnepoBaTenb, 3TUHECKUI KOMUTET WM PEry/IMPYIOLLMIA OpraH MOryT MPUOCTaHOBUTbL WM NpexaeBpe-
MEHHO NPEKpPaTUTb KIMHUYECKOE WCCeA0BaHNE (PYHKLMOHAbHBIX XapakTEPUCTUK B UCCEA0BaTENbCKUX LIEeHTpax, BXO-
JALWMX B 30HY UX OTBETCTBEHHOCTMU.

Ecnm B npougecce KAMHMYECKOro uccnefoBaHus yHKUMOHa/bHBIX XapakTePUCTMK BO3HMKAET NOLO3PEHNE, YTO Cy-
LLEeCTBYET HeZOMyCTUMbIA PUCK A1 CyGBEKTOB, 3akasuvkK NpuocTaHaBMBAET KMHUYECKOE MCCNefoBaHue ANa npoBeae-
HUSI OLIEHKM pucKa. 3akasuvk JO/KEH NPeKpaTUTb KIMHUYECKOe MccrefoBaHve (PYHKLMOHaNbHbLIX XapakTepUCTUK, ecnu
OyAeT NnoATBEPXKAEH HEAONYCTUMbIA PUCK.

3aka3unk JO/MKEH pacCMOTPeTb BO3MOXHOCTb NMPEKpalLeHNst WM NPUOCTAHOB/IEHNST YHacTUs B K/IMHWYECKOM WC-
CnefoBaHMN KOHKPETHOTO UCCNEeLoBaTeNIbCKOrO LeHTpa WM UCCNefoBaTens, ec/im CrneuuasmcT o MOHUTOPUHIY K/IMHU-
YeCKnx VICCJ'IE,EI,OB&HVIVI nnn ayanT BbIABAKOT CEPbE3HbIE U NOBTOPAKLLMECA OTKIIOHEHNA CO CTOPOHbLI UCcieaoBaTtesia.

B criyuyae nproCTaHOBIEHMS UM AOCPOYHOIO NPEKPaLLeHNst NCCef0BaHNsA CTOPOHA, NPUHSBLUASA peLleHre o npe-
KpalleHun, 060CHOBbLIBAET €ro B MUCbMEHHON hopMe M He3amea/MTesIbHO MHAOPMUPYET 06 3TOM Apyrve CTOPOHbI, C
KOTOPbIMM OHa HanNpsIMyto B3anMoelcTBYeT. [NaBHbIli UccnegoBaTe b U 3aKa3umnk A0/MKHbI MHGDOPMMPOBaTL APYr Apyra o
N060OM B3aUMOAENCTBUN INGO C 3TUYECKUM KOMUTETOM, IGO0 C PEryvpyoLmMm OpraHomM.

MpumeyaHune — OGbIMHO B3aVMOZEACTBME NPOUCXOAMT MEXY 3aKa3uvMKoM W rMaBHbIM UCCNepoBaTeneM, 3a-
Ka3uMKOM 1 3TUYECKMM KOMUTETOM, a TakKe MeX/y 3aKkas3uvMkoM W1 PErysimpytowmm opraHoMm.
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Ecnm no Kakoii-nn6o npuuMHe 3aKkasuuk NpuocTaHaBMMBAET WM [AOCPOYHO MPeKpallaeT KAMHUYEeCcKoe MccneoBa-
HVE (DYHKLUMOHA/IbHBIX XapakTepuCTVK B OTAENbHOM UCC/IEA0BaTe/TbCKOM LIEHTPE, 3aKa3uvik AO/KEeH NPOCieanTb 3a TeMm,
YTOGbI TNaBHbI MCCNefoBaTENb UM CaM 3aKa3umk YBELOMWU 3TUUYECKUIA KOMUTET. ECAM NPUOCTaHOB/IEHNE WU AOCPOY-
Hoe MnpekpallleHne AenaTeNlbHOCTM 6bI10 CAeNnaHo B MHTepecax Ge30MacHOCTM, 3aKa3uuK A0/HKEH NPOMHGIOPMUPOBaTL 06
9TOM BCEeX [IPYruX [NaBHbIX UCCeaoBaTeneil.

B cnyuae NpuoCTaHOBMEHUSI UM AOCPOYHOMO NpeKpaLleHus

a) 3aKasuyik No-npexHeMy [0/HKEH HECTU OTBETCTBEHHOCTL 3a 06ecneyeHune BbiNo/IHEHNS] 06513aTeNbCTB, BbiTEKAIO-
WYX U3 TPeGOoBaHUI NPOTOKOMNA KIMHUYECKOTO UCC/IeA0BaHNs (YHKLMOHAIbHBIX XapakTepUCTUK 1 CYLLECTBYIOLLMX COra-
LUeHWI No HabtoAeHNI0 3a Cy6bekTamu, BK/TOUYEHHBIMU B KTMHUYECKOE MCCefoBaHne (hyHKLMOHAIbHBIX XapaKTepucTUK,

b) rNaBHblii KccnefoBaTe b WK YNOMHOMOUYEHHOE UM JIMLO A0/MKHLI He3aMeaIMTe TbHO YBEAOMUTb 06 3TOM Cy6b-
€KTOB, BOB/IEUEHHbIX B UCC/EL0BaHNE, B CBOEM WCC/EA0BATE/IbCKOM LEHTPE, ec/in NpYMeEHUMO.

MpumeyaHune — MeToa 1 CPOKM B3aMMO/IENCTBMS Takoro poga GyAyT 3aBUCETb OT 0BCTOATENLCTB U BbISIB/IEH-
HbIX PUCKOB.

Bce aeiicTBuA, nepeuncieHHble B 8.1, Takke A0/KHbI 6biTb NPOM3BELAEHDI.

A.6.2 Mpougeaypa BO30GHOB/IEHMST KIMHUYECKOro UCCeAoBaHns (OYHKLUMOHA/IbHBIX XapakTepuUCTUK nocsie
BPEMEHHOI NPUOCTaHOBKM

Ecnm 3akasuunk NpousBOAUT aHa/IN3 MPUYMHBLI (MPUYMH) NMPUOCTAHOBKM, OCYLLECTB/ISIET HEOBXOAMMbIE KOPPEKTUPY-
foLLye AENCTBUS U NPUHYMAET peLleHre 0 BO30GHOB/IEHUI UCC/Ief0BaHUs, OH MH(DOPMMPYET COOTBETCTBYHOLLME CTOPOHbI
06 3TOM peLleHnn 1 NpefoCcTaBsieT COOTBETCTBYIOLIME AaHHble, 060CHOBbIBAIOLLME ETO.

MpumMmevyaHne — OB6bIYHO B3aVMOAENCTBINE NMPOUCXOAUT MEXAY 3aKa3UMKOM W [NaBHbIM UCCNefoBaTeNeM, 3a-
Ka34YMKOM ¥ 3TUYECKUM KOMUTETOM, a TaKKe MEeXAy 3aKas3uMkoM 1 perysimpytowmm opraHom.

Ecnm cy6bekTbl 6binM NPOMHOPMUPOBaHbLI O NMPUOCTAHOB/IEHNW, TNaBHbIA UcCnefoBaTe/lb UM YNOTHOMOYEHHOe
UM MU0 MHADOPMUPYET X 06 060CHOBaHNM BO30OHOB/IEHNS UCCNEA0BaHUS.

3akasyunk SO/MKeH He3amen/IMTesIbHO coobLLaTh O /II06OM OTKIIOHEHWMM OT NPOTOKO/IA KIMHUYECKOr0 UCCef0BaHusA
(hYHKLMOHaNbHBIX XapakTepUCTMK, KOTOPOE 3aTparnBaeT npaea, 6e30MacHOCTb WM 61aronoslyune cyobekTa uiam HayuHyo
LLeNIOCTHOCTb KIMHWYECKOTo MccnefoBaHnst hyHKUMOHASIbHBIX XapaKTepPUCTUK, BKIOYas OTKOHEHMS, NMPOUCXOAsLLME B
ypesBblYaiHbIX 06CTOATENbCTBAX.

A.7 MegnumHckoe o6cnyXmnBaHne cy6bLEKTOB

B npoTOKOME KAMHUYECKOro MCCNefoBaHns (UYHKUMOHAIbHBIX XapakTepUCTUK AO/HKHO ObiTb KOHKPETHO yKasaHo,
6yaeT v cybbekTam nocsie 3aBepLUeHnNst KNMHUYECKOTO UcCnefoBaHns (OYHKLMOHA/IbHbIX XapaKTePUCTUK OKa3aHa Kakasi-
nmM6o MeauuUHCKas NoMOoLLb.

[NaBHbIA UccrefoBaTeslb AO/HKEH:

a) obecneynTb COOTBETCTBYHOLLYH MEAMLMHCKYH MOMOLLb CyOLEKTY BO BPEMS U MOC/E yyacTus cybbekTa B K-
HUYECKOM MccnefoBaHun yHKUMOHA/IbHBIX XapakTepUCTUK B Cyvyae HebnaronpusiTHbIX COObITUIA, ONMCaHHbIX B UHGOP-
MVPOBaHHOM COF/1acuu;

b) COO6LWNTL CYyOBLEKTY O XapaKTepe 1 BO3MOXHOW NMPUYMHE BO3HWMKHOBEHUS J/THOOLIX HEOM1AronpuSATHBLIX COBLITUI;

C) NpPeaocTaBIATb CyObEKTY HE0O6X0AMMbIE UHCTPYKLMM NO NPaBUIbHOMY MCMNOJ1Ib30BaHMI0, 0GpaLLEHMI0, XPaHEHNIO
1 BO3BparTy MccneayemMmoro MeauuuHeKoro usgenus gns 1VD, ecnv OHO MCNo/b3yeTCcs WK 3KCNyaTUpyeTcs CyObEKTOM;

d) vnHchopmmpoBaTh CyOBLEKT O BbISBMEHNMN /THOOLIX HOBbIX 3HAYMMbIX (PaKTOPOB B XO4E K/IMHWYECKOro MccrenoBa-
HUS DYHKUMOHA/TbHBIX XapakTepucTUK, BKIKOYash BO3MOXHYI0 HEOOX0AMMOCTb B AONOHUTENLHOW MEANLMHCKON NOMOLLY;

€) MpefocTaBuTb CyOLEKTY YETKO ONpeesieHHble NpoLeaypbl AeACTBUI B BO3MOXHbIX Ype3BblyaiiHbIX CUTyaLusX,
CBSI3aHHBIX C K/IMHUYECKM UCCMeA0BaHNEM (DYHKLMOHASIbHBIX XapakTepUCTUK, U NPUHATbL Mepbl 4151 BO3MOXHOCTY OKa-
3aHUS HEOT/IOXKHOM MEeAULIMHCKOM NOMOLLY, BK/II0Yas npoLeaypbl BOCCTAHOBEHNS MHGDOPMALK B KITMHUYECKMX Uccneao-
BaHUSIX, MPOBOAUMBIX C MCMOMb30BaHNEM C/IEMOr0 MeToAa/MacknupoBaHns MpU BO3HWKHOBEHUM HEO6XOAMMOCTY;

f) obecneuntb, YTOGLI K/IMHWYECKME 3anMCU YETKO YKasblBa/IM Ha ydyacTne CybbekTa B KOHKPETHOM K/IMHWUYECKOM
nccnenoBaHnn OYHKLUNOHAIbHbIX XapakTepUCTUK;

0) €ecnv NpUMEeHVMMO, MpefocTaBuUTb CyObekTaMm, BK/IHYEHHbIM B K/IMHWYECKOE WCCeA0BaHWe, HEKOTOpble BuAbl
[LOKYMEHTaLUW, B KOTOPbIX 3athMKCMPOBAHO UX yYacTe B KIIMHUYECKOM UCCef0BaHNM (DYHKLUOHAIbHBIX XapakTepucTyK,
a TaKke nHpopmaumo 06 ngeHTUbmKaLmMmn 1 Mepax ConyTCTBYHOLLEN Tepanumn (AO/MKHbI ObITb YKa3aHbl KOHTAKTHbIA agpec
1 HoMepa TenedqoHOB);

h) npouHgopmupoBarts, ¢ cornacus cyobekTa, IMYHOTO Bpaya CyGbekTa 0 ero y4yacTum B KIMHUYECKOM MCCie0Ba-
HUM DYHKLMOHANIBHBIX XapaKTePUCTUK;

i) MPUNOXUTb BCE pasyMHble yCUAMS, YTOObl NPU NOTHOM COG/IHAEHUN MPaB CyGbeKTa yCTaHOBUTL NpUUnHY (Mpuy-
UMHBI) €r0 NPEeXAEBPEMEHHOIO BbIXOAA U3 KIMHNYECKOTrO UCCNefoBaHns PyHKLMOHA/IbHbIX XapaKTepPUCTVK.
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A.8 KomneHcauus

KomneHcauysi cy6bektaMm pacxofoB, CBSI3aHHbIX C yYacTUEM B K/IMHWYECKOM MCCNeaoBaHnn yHKLMOHA/IbHBIX Xa-
pakTepucTUK (Hanpumep, TPaHCMOPTHLIX PAcXofoB), MOXET ObITb Lie/1iecoo6pasHoii, HO CyMMa KOMMeHcaUyn He Ao/HKHa
ObITb HACTO/IbKO 60/ILLLON, UTOObLI HEHAAIeXaLlVM 06Pa3oM MOOLLPSATL UX yyacTue.

YcnoBusi KOMNeHcaumn 1 BO3MeLLeHUs yuep6a AoHkHbI 6bITb yYkasaHbl B MHCDOPMUPOBAHHOM COF/laciu, ecsim npu-
MEHUMO.

[O/MKHO 6bITb NPeAyCMOTPEHO OKa3aHue A0MOJSIHUTENIbHON MeAMLIMHCKON nomoluy cy6bekTam, nocTpajaBwnM oT
He6NaronpuUsITHOrO COBLITUS B pesynbTaTe yyacTusi B K/IMHUYECKOM WUCCefoBaHUM (DYHKUMOHA/bHBIX XapakTePUCTVK, B
COOTBETCTBUM C UH(DOPMUPOBAHHBLIM COrMIACUEM WM YC/TOBUSIMIA CTPaXOBKU Cy6bekTa.

MpumeyaHune — lNNpegyCMOTPEHNE TakUX MepP MOTYT perynmpoBaTb rocyAapCTBeHHble HOPMAaTUBbI.
A9 YasBuMble nonynsauum

KnuHuyeckme mccneqoBaHust YHKUMOHATbHBIX XapakTepUcTUK NPOBOAAT A1 TOrO, UTO6bI PELLNTL NPOB/eMbl CO
3[10POBbEM, BO3HUKAIOLME Y YA3BUMbIX MONYMALUMA, 1 06ECNEUNTL BO3MOXHOCTb MOJTyYEHUS UMW MPAMOIA MOMb3bl ANs
3[10POBbA.
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MpunoxeHve B
(ob6s13aTeNIbHOE)

MPOTOKON KJMHMYECKOTO UccrenoBaHus MYyHKUMOHAIbHbIX XapakKTepucTmkK

B.1 O6ume nonoxeHus

B HACTOSILLEM MPUSIOKEHNN YKa3blBalOTCA TPE6OBaHUS K COAEePXaHWio NPOTOKOMa KIMHUYECKOTO UCCneaoBaHus B
[lONoJIHEHME K TPeGoBaHMSAM, U3NOXEHHbIM B 5.5, ANst UccrieqoBaHuii, onncaHHbIX BA.1. CoaepxaHue NpoTokona noaoo-
HOTO K/IMHWYECKOrO MCCnefoBaHvs 1 Ntobble noc/eaytolyme ero peaakumn fo/MkHbl BKKOUATbL BCE BOMPOCHI, NepeumncieH-
Hble B HACTOALLEM MPUOXEHNN, BMECTE C ONUCAHVNEM KAX/IO0ro BOMPOCa, €C/IM OH HE OYEeBUEH.

B.2 NageHTuukaumsa n onmcaHme ncecriegyemoro MeanumHCKoro nsgenvs ansa VD

B gononHeHve k Tpe6oBaHusaM 5.5.3.7 HEOOXOAMMO ykasaTb HaVIMEHOBaHWE W afpec U3roToBUTENS UCCeAyeMOro
MeaunuuHckoro nsgenua ana IvVD.

B.3 VHchopmaums, waeHTUUUMPYOWAS MNPOTOKO/T  K/IMHUYECKOTO UCCMefoBaHNs  (PYHKUUOHAIBHBIX
XapakTepucTmK

Howmep BepCI/II/I/VI3,D|aHI/IF| N CCbI/IOYHBIN HOMEpP YyKasblBalOTCA Ha Ka)KAOVI CTpaHuue npoTtokona KAnHM4eckoro umc-
cnenoBaHnA.

B.4 3aka3uuk
Afpec 3aKazuvka KNMHUYECKOro uccnefoBaHns hyHKLMOHaTbHbIX XapakTepPUCTUK.

MpnumeyvaHne — Ecnm 3aka3uvk He SBASIETCA PE3MAEHTOM CTpaHbl (CTpaH), B KOTOPO 6yAeT NPOBOAUTLCS K/u-
HMYecKoe nccnefoBaHne PYHKUMOHA/IbHBIX XapakTepucTyK, TO UMS 1 apec ero npeacraBuTess B 3TON cTpaHe (CTpaHax)
MOTyT NOTPe60BaTLCSA B COOTBETCTBUM C HALUMOHA/IbHBIMU WX PETMOHASIbHBIMW HOPMATUBHBIMU aKTamu.

B.5 PykoBoguTesnib KIMHUYECKUX UCTIbITAHUA U CCNefoBaTeIbCKUM LEHTP (LEeHTPbI)

a) Wmsa, agpec v A0MKHOCTb [MTaBHOTO UccneaoBaTens (FaBHbIX uccnegosateneit).

b) HanmeHoBaHWe ¥ agpec UCCnefoBaTeNbCKOro LEHTPa (LEHTPOB), B KOTOPOM GyAeT NPOBOAMTLCS K/IMHMYECKOe
nccnenoBaHne yHKLUMOHaIbHbIX XapakTepUCTUK.

€) HaumeHoBaHuUA v afipeca ApYrux yUpexaeHuid, UMerLuX OTHOLIEHVE K NPOBEAEHMIO K/TMHUYECKOro 1ccneoBa-
HUS1 PYHKLMOHAUTbHBIX XapaKTepUCTUK.

3akas3urk Jo/MmKeH BeCcTM OGHOB/SIEMbIV CMIMCOK [NAaBHbIX UCC/eAoBaTeneid, KIMHUYECKX LEHTPOB U YUPEXAEHWIA.
OTOT CNWUCOK MOXHO BECTV OTAE/IbHO OT MPOTOKOMA KVHWMYECKOrO0 WCC/eA0BaHUs (PyHKUMOHA/IbHBIX XapakTepUCTVK.
OKoHuaTe/bHbIl CMMCOK A0/HKEH 6biTh NPEACTaB/IeH BMECTe C OTYETOM O KIMHUYECKOM UCCEA0BaHNN (OYHKLMOHA/bHBIX
XapaKTepuUcTuK.

B.6 O606LLEHHBIN 0630p KMHUYECKOTO UCC/eA0BaHUs (PYHKLNOHAIbHBIX XapakTepucTuk

0630p KIMHUYECKOTO MCCNeaoBaHns (IYHKLMOHAbHBIX XapaKkTepUCTMK JO/MKEH BK/OUYaTb COOTBETCTBYHOLLYIO WH-
chopmaLmto, KacatoLytocsi, ecaim NPUMEHUMO, HAG/OAEHNS 3a Cy6bEKTaMK, OT KOTOPbIX B3ATbl 06pa3Lpbl.

B.7 Puckn wn npeunmyliectea wuccregyemoro meguumHckoro wsgenva gna VD u KnMHMYeckoro
nccnenoBaHus PYHKUNMOHaIbHBIX XapakTepUCTUK

a) Oxuaaemble HebnaronpuATHbIE BO3AEWCTBUS N3OENNS.

b) Oxngaemble HebnaronpusTHble BO3AENCTBUA U3AEUS, CBA3AHHbIE C UCCIef0BaHNEM, & HE HEMOCPEACTBEHHO C
MeanUMHCKUM n3genuvem gnsa 1VD, Hanpyvep BO3HMKaLWMe BO BpeMsi cbopa 06pasLioB.

c) OcTaTouyHble pUCKK, CBA3AHHbIE C AaHHbIM UccnefoBaHneM, onpeseneHbl B oTyeTe 06 aHanm3e pUCKOB.

d) Mepebl, koTOpble ByAyT NPUHATLI A5 KOHTPOSA PUCKOB UM CBEAEHUS UX K MAHUMYMY.

e) O60oCHOBaHVe COOTHOLUEHUSA puUcka 1 BbIrogpl.

B.8 Pa3pa60TKa KIMHMYECKOro UccefoBaHmst oyHKUMOHAIbHbIX XapakTepUCTUK

B.8.1 O6Lwume NonoxeHns

a) O60oCcHOBaHMEe HeOHX0AMMOCTM Pa3paboTKM MHTEPBEHLMOHHOIO UCCNeA0BaHUS WM HE06X0AMMOCTM MCMOMb30-
BaHWA 06pasLoB, COOPaHHbIX CreunasibHO 415 UCCnefoBaHns, YTo co3aaeT AONOHUTENbHbIE PUCKW A1 CyObekTa.

b) O6ocHoBaHVe Bblbopa TUNa 1 MeToAa NPOBEAEHNS NAAHNPYEMOTO KIMHNYECKOro uccrefoBaHns OyHKLMOHa b-
HbIX XapakTePUCTVK C y4ETOM NPeAyCMOTPEHHOTO NPMMEHEHUST UCCEAYEMOrO MEAMLMHCKOro nsgenvs ans IVD.

c) OnncaHne mep, KOTOpble AO/MKHbI ObiTb MPUHATLI BO M36EXaHUe CMELLEHMSI (COOBGPaKeHNss O BO3HUKHOBEHUN
CMeLLeHUs, Hampumep, 13-3a BbIGOpa MonynsuuM, NPOTOKOSA MCMbITaHWA, 3TaSIOHHON npoueaypbl M3MepeHus; Metoda
WHTEepnpeTauuy 1 aHasmsa), B TOM 4ucse, Korga 3To NpUMEeHMMO, paHAoMM3auumn 1 Cnenoro Metoga/mMackmpoBaHust.

B.8.2 Vccnepyemoe meanumHckoe nsgenve ana IVD v megmuuHcKoe nsgenve (M3nennsa) cpaBHeHUs
O60cHOBaHWe BbI6OPa MeANLMHCKOro n3genuns (M3genunid) cpaBHeHus.
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B.8.3 O6pa3subl 1, Korga 3Tto NPUMEHNMO, CYyObeKTbI, OT KOTOPbIX OHW B3ATbl

a) MeTtog c6opa obpasLoB.

b) KpuTepum BKOUEHUS CyOBbEKTOB, OT KOTOPbLIX 6epyT obpasLpl.

C) Kputepum HeBK/OUEHUS CyOBLEKTOB, OT KOTOPbLIX 6epyT 0b6pasLpl.

d) Kputepuu u npoueaypbl UCKIOYEHNA CyObeKTa Wn NpMoCTaHOBKM pPaboThbl C HUM.

e) O6was oxuaaemas Npogo/HKMTENTbHOCTb KIMHUYECKOrO UCCNef0BaHNs (OYHKLMOHAIbHBIX XapakTepUCTUK.

f) Ecnu npyMeHumo, oxuaaemas npofo/HKUTENIbHOCTb YHaCTUS Kax4oro cyobekTa.

n) Heobxogymoe gnsi NPOBEAEHUS KIMHUYECKOTO MCCNefoBaHUs (DYHKLMOHA/IbHBIX XapaKTEPUCTUK KOMMYECTBO
06pasLoB, KOTOPOE HY)XHO COBpaTb, 1 KOJIMYECTBO CYOBLEKTOB, OT KOTOPbIX OHW AO/MKHbI ObITb B3AThI.

h) Ecnn npyMeHnmo, pacyeTHoe BpeMsi, HeobxoanMmoe Ans 06ecneyeHnst 3Toro KosmyecTea (T. €. CPOK BK/IHUYEHMNS
B MCC/1IefoBaHMe).

i) XpaHeHve o6pasLoB, ux o6paboTka, TPaHCNoOPTMPOBKA U YTUIN3aLMUSA.

B.8.4 lMpouepnypbl
OnuvcaHne BCeX CBA3AHHbIX C UCCNefoBaHMEM NpoLeayp, KOTopble CyObekTbl OyayT NPOXOAUTL BO BPEMS K/IMHUYE-
CKOro nccnefoBaHnsa OyHKUMOHATbHBIX XapakTeprucTuK.

B.8.5 lNMnaH moHuTOpUHra
JeTanbHbll N1aH MOHUTOPYHIA KIMHUYECKOTO McCneAoBaHns OYHKLMOHaIbHBIX XapaKTepUCTVK, KOTOPOMY Heo6-
XOMMO CnefoBaTb, BKIHOYAsA JOCTYN K UCXOAHbLIM AaHHbIM Y HEOBXO4UMYIO CTeneHb BepUUKaLMn UCXOAHbLIX AaHHbIX.

MpumeyaHune — BO3MOXHO NpeACTaBUTb NOAPOGHLIN NaH MEPONpUATUA MO MOHUTOPUHIY OTAE/bHO OT Mpo-
TOKOMa K/IMHUYECKOTO UCCNeaoBaHus.

B.8.6 YnpaBneHve gaHHbIMU

JeTanbHbIn nnaH ynpasieHns AaHHbIMU KIMHUYECKOro UCCNefoBaHns (PyHKLMOHA/IbHBIX XapakTepucTuK, KOTopo-
My HeobxoAMMO criefoBaTb, BK/OYAsA [OCTYN K UCXOAHbIM [aHHbIM WU HEOOXOAMMYIO CTEereHb Bepuukaumm NCXOLHbIX
[OaHHbIX.

B.8.7 Cratuctuyeckme acrnekrtbl

OnucaHne n 060CcHOBaHME:

a) OXMAAaemoro nNpoLeHTa nauMeHToB, UCKIKYEHHbIX 13 UccrefoBaHuns, ecrin NpUMeHNMO;

b) KpUTEPMEB MPEKpaLLEHNsT KIMHUYECKOTO UCCeA0BaHNs (DYHKLMOHAIbHBIX XapaKTepUCTUK N0 MpuyvMHam, o6y-
CNOBJ/IEHHLIM CTATUCTUYECKMU AAHHBIMW, €CIM MPUMEHUMO;

C) onpeenexHvs noarpynn oas nNpoBefeHns aHamsa,;

d) 06paboTKM AaHHbIX, BKIHOYast AaHHbIE O BbIXOAE W UCKTHYEHUN U3 NCCef0BaHMS.

MpumeyaHne — [1NS NEPBUYHBIX KIMHWYECKUX MCCNEfoBaHWi (DYHKLUMOHAUIbHBIX XapaKTepUCTUK — Hanpu-
Mep, KMHWYECKUX UCCMefoBaHWi BO3MOXHOCTW MPaKTUYECKOW peanmsaumm — MOryT 6biTb HEO0H6X0AMMbI 0CO6ble 060-
CHOBaHuA 1 pa3mep BblIGOPKN (BbIGOPOK).

B.8.8 OTK/IOHEHWS OT NPOTOKOIA K/IMHUYECKOTO NCCef0BaHNA DYHKUMOHA/IbHBIX XapaKTepucTmk

OnucaHvie 1 060CHOBaHME:

a) npouenyp oTyeTa O Nto6bIX OTKIOHEHMAX OT NEPBOHAYa/IbHbIX CTATUCTUYECKNX PaCYETOB;

b) KOHTaKTHbIX JaHHbIX /1S CPOYHbIX COOBLLEHU O CEPbe3HbIX HEGNAronpUATHLIX COOLITUSAX U Cepbe3HOM Hebna-
rONPUATHOM BO3[ENCTBUN U3OeNus;

C) nopsiaka yBeJOMJIEHUSI N ero CPOKOB.

B.8.9 YueT nccnepyembix MeEOVLMHCKUX n3genuvii gnsa IVD
JononHutensHble TpeboBaHWA OTCYTCTBYHOT.

B.8.10 CrtpaxoBaHue
3asiBneHne 0 TUNe CTpaxoBaHusi, KOTOPOE AO/MKHO ObITb MPEAOCTaB/IEHO CYObEKTAM, eC/IN NPUMEHNMO.

B.8.11 HebnaronpuaTHble cOBbITUA, HEGNAroNPUATHOE BO3AENCTBUE U3AENNSA U HEQOCTaTKN U3aenns

B nccneposaHnsx, B KOTOPbIX NPUMEHUMbI TPE60BaHMS 3TOTO NOSIOKEHUS, Kak CyObekT, Tak 1 Nosb3oBaresib/obeny-
XUBaloLLee NMLo MOryT NoABepraTbCsl BO3AENCTBUIO HEGNAroNPUSTHLIX COBLITUIA:

a) onucaHue He6naronpUATHbIX COBBLITUI N HEGNAroNPUATHBLIX BO3AENCTBUIN N3aens;

b) onvcaHne HeJOCTaTKOB YCTPOICTBA;

C) onucaHune cepbesHbIX HebaronPUATHLIX COBLITUN U Cepbe3HbIX HEGNAronPUATHLIX BO3AENCTBUIA N3LeNVs, a Tak-
Xe, eC/im NPUMEHUMO, HenpeaBUAEHHbIX CEPbE3HbIX HEGNAronpUATHbLIX BO3AEWCTBUIA U3Lenus;

d) nepeuyeHb NMPOrHO3MPyeMbIX HE6IaronPUATHBIX COBLITUIA U NPeABUAEHHbIX HEGNAronNpUATHLIX BO3AENCTBUN U3-
Jenus, a Takke BEepoATHas MPUYMHA UX BO3HUKHOBEHWSA, NYTW HEJOMYLLEHNA WX HEraTMBHbIX NOCNEeACTBUI WK OeiCTBIiA
B C/lydyae UX BO3HVKHOBEHMS;

€) CPOK, B TeUYEeHMe KOTOPOro rMaBHblli MccnefoBaTesib AO/KEH (MKCMPOBaTb BCe He6aronpusiTHble COOLITUSA 1
HeJOoCTaTK1 YCTPOCTBA M COOOLLATb O HUX 3aKasuuky;
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f) JeTanu npouecca (hUkcupoBaHnsa nccneaoBaTenieM Heb1aronpusTHbIX COBbITUIA 1 OTYETA MO HUM (AAaTa BO3HUK-
HOBEHUS1 HEGAronNpUSTHOrO COBbITUS, CBSA3aHHbIE C HUM AENCTBUS,, UTOT €0 BO3HUKHOBEHMS, OLEHKA KaK CEepbe3HOCTH,
Tak 1 CBSA3N C UccnegyemMbiM MeauuuMHCckum nsgenvem gns VD).

[Na MHTepBEHUUOHHBLIX UCCNefoBaHniA [O/MKHbI ObITb YETKO onpefeneHsl NoApo6bHOCTH, KOTopble cnedyeT BKIIO-
UATb B OTYET O HEBGAroNpUSTHbIX COOLITUAX (Hanpumep, B OTYET NMPOU3BOAUTEN MeAMUMHCKOro msgemms ana VD u
hapmaLeBTMHECKOMY NPeanpUsTUIo);

0) nogpo6Hoe onucaHve npolecca OLEHKN HefoCTaTKOB M34enust M OTYETHOCTM MO HUM;

h) KOHTaKTHblE AaHHble 4719 CPOYHbIX COOOBLLEHWIN O CEPbE3HbIX HEGMAronpPUATHLIX COBbLITUSIX U CEPbE3HOM Hebna-
rONpUSITHOM BO3QENCTBAN U3AENNS.

B.8.12 Yaszsumas nonynsums

a) OnucaHune yA3BMMOI NONyNsauumM, ecnm NpMMeHMMO.

b) O60CHOBaHVe BK/IYEHNS B UCC/lef0BaHNe YA3BMMON NONyNsauMn, ecnv npyMeHMmo.

¢) OnncaHne OTBETCTBEHHOCTU 3TUYECKOro KOMMTETA MO JAaHHOMY BOMPOCY.

d) OnwucaHwve Toro, 6yaeT /v kakas-NnnMbo MeauUMHCKas Wn MHas NOMOLLb (Hanpumvep, npefocTaBeHve TpaHcnop-
Ta, KOHCY/IbTUPOBaHWE U T. [.) OKka3aHa CcybbekTaMm nocne 3aBepLueHus KIMHWYECKOrO UCCNefoBaHns (PyHKLMOHAIbHBLIX
XapaKkTepucTuK, 1 ecv aa, TO Kakas.

B.8.13 lpuvocTaHOBKa WM [AOCPOYHOE 3aBeplUeHNE KMHUYECKOrO WCCNeAoBaHUsA (PYHKUMOHA/IbHbIX
XapaKTePUCTUK

a) Kputepun 1 mexaHu3Mbl NPUOCTAHOBKM WK MPEXAEBPEMEHHOIO MPeKpalleHnst KIMHUYECKOTO MCCIefoBaHusA
(hYHKLUMOHANBHBIX XapaKTEPUCTMK MOSTHOCTLIO WM B OAHOM W HECKOJIbKMX UCCNEA0BATENbCKUX LIEHTPaX.

b) KpuTepun goctyna K getansam MccriefoBaHusi, CKpbiIBAeMbIM B paMKkax MCNOJ1b30BaHUsl CAenoro metoaa/Macku-
pOBaHUs, U PacKpbITUA 3TUX AeTaseil B Calydyae NPUOCTAHOB/IEHUS] UM NPEXAEBPEMEHHOIO NPeKpaLLleHNs KNMHUYECKOTO
nccnenoBaHns oyHKLMOHASIbHBIX XapaKTepuUCcTMK, B KOTOPOM MCMOSb3YeTCs Cenoii MeToa/MackupoBaHue.

¢) Moapo6Hble CBeAEHMSI 0 TPEGOBaHMSIX, KOTOpble HEOBXOANMO COBHOCTY A1t BOCCTAHOBNEHMS paboThl Hag, Npu-
OCTaHOBJIEHHbIM MCC/lef0BaHMEM, 1 MPOLECCe BOCCTAHOB/IEHNS.

d) Tpe6oBaHWs MO yBEAOM/IEHNIO CYyOBLEKTOB, €C/IM NMPUMEHUMO.

B.8.14 MonuTuka B OTHOLIEHUM NyGAMKaLMN 1 NPenoCcTaBneHnsa nHdopmaumm
3asBfieHVe, B KOTOPOM YKa3blBAtOTCA YC/I0BUSA, MPU KOTOPbLIX Pe3y/ibTaTbl K/IMHUYECKOTo UCCnefoBaHns yHKLmO-
Ha/IbHbIX XapaKkTepuUCTUK ByayT NpeasioxeHbl K ny6amkaumn.

MpumevyaHne — Ecnv nnaHvpyeTcs nyGamkauus pesynbTatoB, MOXET NOTPEGOBATLCS BHECEHWE KIIMHUYECKO-
ro uccnefoBaHusi PYHKLMOHA/IbHBIX XapakTEPUCTUK B 06LLEA0CTYNHYI0 6a3y AaHHbIX.

B.8.15 bubnuorpadus
Cnucok 6rbnrorpadMueckmnx CCbiNoK, OTHOCALLMXCA K KTIMHUYECKOMY MCCNefoBaHnio (YHKLMOHA/bHBIX XapakTe-
PUCTVK, €C/IN NPUMEHNMO.
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MpunoxeHve C
(o6s13aTENIBHOE)

Bpowtopa nccneposarens

C.1 BBepeHue

C.1.1 O6Lwme NosIoXeHust

B HacTosiLeM NPUNOXEHNUN YKasblBalOTCA TpeboBaHUA K coaepxaHuio GpoLutopbl uccrefoBaTens Anst uccnepno-
BaHWiA, onncaHHbIx B A. 1. B 6powopy uccnefoBatens crefyeT BKIUATb MHOPMALMIO, UMEIOLLYH0 OTHOLLEHME K Ku-
HUYECKOMY MccnefoBaHuto in vitro. Bpolopa nccnegosartens BkItoHaeT B cebs pesynbTarbl MCCNeA0BaHU NpoaykTa u
perynsipHo 06HOBNAETCS.

Ecnm uHcbopmaumsi, koTopyto TpebyeTcs ykasbiBaTb B GpOLUIOPE UCCrefoBaTens, COAEPXUTCS B APYroi AOKYMEH-
Taumn (HanpumMep, B NMPOTOKO/E KIIMHUYECKOTO UCCNEA0BaHUSA UM UHCTPYKUMW MO NPUMEHEHMIO), CCbINKN Ha [AOKYMEHTI,
KOTOpble NMPeAOCTaB/ISKOTCA MO 3anpocy, A0/MKHbI 6bITb NPUBEAEHbI B GpoLLOpe uccnenoBartens.

Bpolutopa uccnefoBaTens Ao/xHa OXBaTbiBaTb, Kak MUHUMYM, BCE BOMPOCHI, NepeynucneHHble B HacTosILLEM Mpu-
JIOXEHUN.

C.1.2 NageHTudmkaumsa GpoLLopbl UccriegoBaTess

a) HasBaHwue nccnegyemoro meguumHckoro nsgenus ans IVD.

b) CCbINOYHbIi HOMEP AOKYMEHTA, eC/ TaKoBOW MMEETCS.

c) Bepcusa nnm gata 6poLutopbl uccnegosaTens.

d) 3asBneHne o KOHPUAEHUNAIBHOCTH, €CAU NPUMEHMMO.

e) KpaTkoe u3noxeHune nepeyHst USMEHEHWI B Clly4ae NPOM3BOACTBA Pefakumii, ecivm NpUMEHNMO.

f) Homep Bepcuwn/Bbinycka ¥ CCbISTOYHbIA HOMEP, €C/i TaKOBOM MMEETCS; HOMEpP CTpaHWULbl 1 0bLlee KOMMYecTBo
CTPaHWL, Ha Kaxkdoi cTpaHuue GpoLutopbl nccnegoBartens.

C.1.3 3aka3uuk
a) Vvsa v agpec 3akasuvka mccregoBaHua MeauumMHCKoro nsgenusa gnsa IVD.
b) ViMs 1 agpec 3aKOHHOro NpeAcTaBUTeNIA WM KOHTAKTHOro Nnua, ecnv npuMeHUMO.

C.2 NHpopmaumsa 06 nccnegyemomMm MeanUVHCKOM msgenmn ans VD

a) O630p NuTepaTypbl W 3aK/IYEHUA, NOATBEPXAAOLMX 0O0CHOBaHNE KOHCTPYKLUM 1 NpefyCMOTPEHHOoe npume-
HeHne nccnegyemMoro meguunHckoro nsgenuna ansa IVD.

b) 3asiBneHne 0 HOPMAaTUBHOWN Knaccudukaumm Mccrefyemoro MeguumMHckoro usgemus ana VD, ecnm Heobxo-
anmo.

c) OG6Llee onncaHne nccnegyemMoro MeauumMHckoro nsgenusa ans VD u ero vacTeil.

d) OnwucaHve nNpegyCMOTPEHHOro NPUMEHEHNA UCCNEeAyeMOro MeauLUHCKOro usgenusa ana IVD, a Takke BCromo-
ratesibHas HayyHas nuTepaTypa.

€) VIHCTpyKuMn nNpousBoaMTens Mo yCTaHOBKE W UCMO/Ib30BaHMIO UCCIeQyemMoro MeguumHekoro nsgenvs gnsa Vb,
BK/tOYas Ntobble TpeboBaHUSA K XpaHEHMIO 1 06palleHnto, KOTopble HEOBX0AMMO COo6MA4aTh, yKasaHMs no noarotoBke K
MCMO/Ib30BaHUIO, MepaM 6e30MacHOCTM UM MPOBEPKE XapakTepucTUK rnepen UCMob30BaHWEM, a Takke /bble Mepbl
NPeAOCTOPOXHOCTU NOC/Ie Hero (Hanpumep, yTuinsauus, o6eszapaxmnBaHue), ecnm yMecTHo.

f) OnucaHve NpeayCMOTPEHHBIX KIMHUYECKUX XapaKTepUCTuK, ecim NpUMEHUMO.

C.3 AHasimTnyeckoe nccriegoBaHme

O630p NpOBEAEHHOI0 aHa/IMTUYECKOro UCCNefoBaHNA MeauuMHCKoro usgenua ang VD, a Takke oueHka pesyrib-
TaTtoB Takoro uccregosaHuA, O6OCHOBbIBa}OLLI|aF| €ro ncnosibsoBaHne B K/IMHNYECKOM WCCieaoBaHNN (*)yHKLI'I/IOHaJ'IbeIX
XapakKTepucTuk.

C.4 [JaHHble 06 NMMERLNXCA KNNHNYECKUX XapaKTepPUCTUKax

a) O630p NpefLUIeCTBYIOLLErO PesieBaHTHOMO KIMHUYECKOTO OMbITa paboThl C UcC/iefyeMbIM MeAULMHCKUM U3Lenn-
em ans 1VD 1 ¢ MeguumHCKuMn nsgenusimn IVD, UMEOLWMMU CXOAHBIE XapakTepUCTUKX, BKIoYas Te, YTO 3aeiiCTBOBaHbI
npwn gpyrux sngax npefycMoTpeHHOro NpUMeHeHns ncciegyemoro meguunHekoro nsaemva ansa 1vVD.

b) AHann3 He6NAronpUSATHOro BO3AENCTBUA M34eNNa U UCTOpUS BCeX Moaudmkaumii nam 3anpocoB Npou3BoanTens
Ha BO3BpaT U3AeNVs.

C.5 MeHempKMEHT pucka

a) O630p aHanM3a PUCKOB, CBA3AHHbLIX C MeAULIMHCKUM n3aenviem ans VD, BkIoyas yKkazaHue OCTaTOuHbIX PUCKOB.

b) Pe3ynbTar OueHkn pucka (guarpaMmma aHasimsa pUcKoB).

c) Oxupaemble puUckM, npegynpexaarolive npusHakm, onacHoOCTU U T. [., CBfA3aHHble C UccnefyembiM MeauLuH-
ckum unsgenvem ansa IVD.
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d) MnaH aoBefeHNA pe3y/bTaToB A0 CBEAEHMS NPaKTUKYIOLMX Bpadeli unn yupexzaeHuli obLiecTBeHHoro 3apa-
BOOXpaHEHUS B CMyyasx, Korja pesynbTaT MOXHO OnepaTvBHO NPUMEHUTb B chepe OOLLECTBEHHOIO 34paBOOXPaHEHMS
(Hanpumep, B cnyvae pacnpocTpaHeHnst MHPEKLMOHHOrO 3a6o1eBaHms).

MpumeyaHne — CM. PyKOBOACTBO MO OLEHKE U MeHeMKMeHTY pucka B CO 14971 n NCO/TP 24971.

C.6 HopmatuBHble 1 gpyrme CCbliKn
a) lMepeuyeHb MexayHapoAHbIX CTAaHAAPTOB, KOTOPbIE COGMOAAITCS NOTHOCTLIO WM YaCTUYHO, EC/IN TaKOBbIE MME-

toTcsl.
b) 3asiBfieHMe 0 COOTBETCTBUM FOCYAAPCTBEHHLIM HOpPMATVBaM, €CNM MPUMEHMMO.
¢) Cnucok nuTepatypbl, NPy HaMUUK.
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MpunoxeHve D
(o6s13aTENIBHOE)

OTYeT O K/INHNYECKOM UCCc/ief0BaHnn prHKLI,VIOHaI'IbeIX XapakKTepucTtuk

D.1 O6ume nonoxeHus

B HacToAILLEM NPUIOXEHNMN YKa3biBAIOTCA TPeBOBaHUS K COAEPXaHMI0 0THeTa O KIIMHUYECKOM UCCNefoBaHUN (OyHK-
LIMOHa/IbHbIX XapaKTepuCTUK B AOMNOHEHNE K TPEGOBAHNAM, N3/TOXEHHbIM B 8.2, ANsi UCCNef0BaHuiA, onncaHHbix BA.1. B
oTyeTe 0 K/IMHMYECKOM MCCMef0BaHUM (PYHKLMOHASIbHBIX XapakTePUCTUK CrieayeT 0TpasuTb paspaboTky, aTarbl BbINoSIHe-
HUSI, CTATUCTUYECKYIO OLIEHKY M pesysibTaTbl KMHUYECKOTO UCCNeA0BaHNs (DYHKLMOHATbHBIX XapakTePUCTUK.

MpuBeAeHHbIR 34eck hopMaT MOXET MUCMOMNbL30BaTLC A8 [OKNaA0B O Xofe paboT, onepaTtvBHbIX, FOLOBbIX WM
OKOHYaTe IbHbIX OTYETOB, EC/IN Taknue OTYETbl HEOGXOANMBI.

D.2 CtpaHuua gnsa nognmceii

3akasumka 1 koopamHaTopa McCnefoBaHysi MOXHO NONPOCKTbL NPEAOCTaBUTb CBOW MOAMUCK, CBUAETENLCTBYOWME
06 MX cornacui ¢ coepXaHnem oT4eTa O KNIMHUYECKOM WccreioBaHun. ECnv KoopaMHaTop UCCNeoBaHUs He HasHAueH,
TO A0/KHA GbITb MOJyYeHa NoANMCh IMaBHOTO UccnenoBaTens (rNaBHbIX UCc/efoBaTenei).

D.3 TuTynbHbIA INCT
Ha TuTynbHOM nucTe crnepyeT ykasaTb UMS U KOHTaKTHbIE JaHHbIE 3aKa3uvka Wy NpescTaBuTens 3akasuuka.

D.4 OrnasneHue
B ornaBneHue cnepyeT BKIKUNTL MEPEYEHb MPUIOXKEHNI U NX PACTIONOXEHME.

D.5 0630p

O630p JO/MKEH BK/KOYATD:

a) HasBaHWe KJIMHUYECKOro UCCnefoBaHnst PYHKUMOHAMIbHBIX XapakTepucTuK;

b) BBEAEHUE;

C) UeNb K/IMHWYECKOTO UCCNefoBaHNsa YHKLMOHANBbHBIX XapaKTepUCTUK;

d) onvcaHne nonynauMn, BKIKOYEHHOWN B KIMHUYECKOE MCCNefoBaHne (PYHKLMOHAbHbIX XapaKTepuUCTuK;

€) KOMMYeCcTBO WUCCNef0BaTe IbCKUX LLEHTPOB;

f) ucnonb3yemblii CTaTUCTUYECKNIA METOL;

) KpUTEpun NPUHATUSE UCCef0BaHuS;

h) pesynbTaTthl KIMHUYECKOrO UCCEfOBaHNSA DYHKLMOHABHBIX XapaKTepUCTUK;

i) 3aknyeHue;

j) AaTty Hayana KIMHUYECKOro UCCNeaoBaHnst PYHKLMOHASIbHBIX XapakTepucTuK;

K) [aTy 3aBepLUeHMsT KTMHUYECKOTO Ucc/iefoBaHUst (OYHKLMOHA/IbHBIX XapakTEPUCTUK UK faTy npexaeBpeMeHHo-
ro MpekpaLLeHns, ecin KIMHUYECKOe uccrieqoBaHne npepbiBaeTcs B npoLecce.

D.6 BBepneHue

Bo BBeAeHUM crielyeT NPUBECTU KPaTKOE ONMcaHue CBS3W KIMHUYECKOro UCC/IeA0BaHNSA (YHKLMOHA/IbHBIX Xapak-
TEPUCTUK 1 pa3paboTkn KccieayemMoro MeguLmMHCKoro nsgenvs ansa IVD, a Takke BaxHeiwe napameTpbl KIMHUYECKOTO
nccnefoBaHns PyHKUMOHa/TbHBIX XapakTepUCTUK (HanpuMep, Lenu v rmnotessbl, Lenesas nonynsums, nevyeHme 1 npogon-
XUTENbHOCTb HAGMOAEHNS), CBA3AHHbIE C Pa3pPabOTKONA.

CnepyeT onpefenutb Wiy onucatb PYKOBOACTBA WM CTaHZapThl, KOTOPbIE MPUHMMAaICL BO BHUMaHWe npu pas-
paboTke NPOTOKOMa KIMHUYECKOTO UCCNefoBaHNsA PYHKLMOHANBbHBIX XapakTepUCTUK, a Takke Nobble Apyrue cornallieHns
WM UTOTV COBELLL@HNI 3aKa3umka 1 peryimpyroLmx opraHos, UMeLoLMe OTHOLLEHWE K KOHKPETHOMY KITMHUYECKOMY Mcche-
[0BaHN0 (PYHKLMOHAJTbHBIX XapakTepUCTUK.

D.7 VWccnepyemoe megunumHckoe nigenve ansa IVD 1 metogpl

D.7.1 OnucaHue nccnegyemoro MmeauuMHCKoro nagenua ana IvVbD
B onucaHwe nccnegyemoro megmumHckoro nsgenua gnsa 1VD cnefyeTt BKIHOYNTD!
a) paHee MCNob30BaBLUMECH BUAbI NPESYCMOTPEHHOIO NPUMEHEHUS, €C/IM YMECTHO;
b) Ntobble M3MEHEHUS B MeAWUUHCKOM wu3genun ans IVD, BHECEHHble BO BpeMsi K/IMHWMYECKOro ucc/efoBaHus
PYHKLUMOHASIbHBIX XapaKTepuUCTUK:
1) vncxopgHble mMaTepuasbl,
2) nporpaMMHoe obecneyeHue,
3) KOMMOHEHTHI,
4) CpoK XpaHeHus,
5) ycnoBusi XxpaHeHus,
6) MHCTPYKUMUW MO NPUMEHEHMNIO,
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7) apyrme nsSMeHeHus.

MpumMedaHue — Jllo6oe YNOMsHYTOE Bblllie M3MEHEHNE MOXET 0Ka3aTbCsl KPUTUUECKUM — MOB/IUATL HA Xapak-
TEPUCTUKM YCTPOICTBA, UTO CAENaeT nccnefoBaHne HeBaUTMAHbIM.

D.7.2 MpOTOKO KNNHUYECKOTO NCCNefoBaHna YHKUMOHa/IbHbIX XapakTepuUcTmk
JononHutensHble Tpe6oBaHWA, NOMUMO ONMUCaHHBIX B pasgene 5, OTCyTCTBYIOT.

D.8 PesynbTartsl

B oTueT 0 pe3ynbTarax cnegyeT BKIUUTD:
a) CMUCOK KNIMHUYECKNX XapaKTEPUCTUK;
b) geTanun BKIYEHNA B UCC/IeA0BaHNE KaXKAO0W KNMHMYECKOW 6asbl;
C) NOJIYYEeHHYH KBaNMgmKaLmio 06CNyXmnBaLmX ul, paboTarwwmx B UCCef0BaTeNIbCKOM LEHTPE, €C/M npume-
HUMO Wm TpebyeTcss B COOTBETCTBUM C NMPOTOKO/IOM,;
d) aHanus, KOTOpbIi BKIKOYAET B CEOS:
1) 0630p Bcex HeGMaronpUATHLIX COOLITUI M HEOGNAroNPUSATHBLIX BO3AEWCTBUIA M3AENNs, B TOM YUC/IE CTEMNeHb
TSHKECTW, NOTpeboBaBLUMECA KOPPEKTUPYHOLLME AEACTBUSA, UTOM U COOTBETCTBYHOLLEE PELUEHME [NTaBHOIO MCCneaoBaTesis
OTHOCWTE/IbHO CBSA3U C UCCNEeAYEMbIMU UM NPUMEHUMbIMU MeANLIMHCKUMK n3genusamm ans VD,
2) y4yeT Bcex 06pa3LioB C OnMcaHnem Toro, Kak yumTbiBa/IMCb NPV aHaIM3e HeAoCTatolmMe AaHHbIE UK OTK/TOHE-
HUSI, B TOM YMC/E HEBA/IMAHLIE, COMHUTE/IbHBbIE U ApYre HeAocTallme pesynbTaTbl, HanpyMep KOTopble AO/MKHbI Gblin
ObITb NOMYYeHbl OT CYOBHLEKTOB:
i) HempoxoxaeHvne NpeaBapUTesibHbIX UCTbITaHWIA;
i) HegJOCTYMHOCTL A/1A NocnefyLwero HabnaeHus;
W) M3bSATME WM OTKa3 OT MCMO/b30BaHNSA B KIMHUYECKOM UCCNeA0BaHnM (OYHKLUOHAIbHBIX XapakTepUCTUK
C yKa3aHMeM NpUYUHBbI;
3) OLEeHKa p1CKOB Y BbIroA.

D.9 O6cyxaeHve v oblme BbIBOAbI

B BbIBOAbI CriefyeT BKIOUYUTL o6cy>K,u,eH|/|e K/IMHNYECKOM 3HAYMMOCTU N BaXKHOCTU NOJsIy4EeHHbIX pe3ysibTaTtoB C yye-
TOM APYTMX UMeLLNXCA AaHHbIX.

D.10 CokpalieHus v onpenerieHns
JononHutensHble TpeboBaHWA OTCYTCTBYHOT.

D.11 3tmka
JononHntensHble TpeboBaHMSA OTCYTCTBYHOT.

D.12 WccnepgoBatenn u afMUHUCTPATMBHAsS CTPYKTypa K/IMHUYECKOrO WUCCMefoBaHns (PyHKUMOHA/IbHBIX

XapakTepucTmk

B 0630p agMMHUCTPATUBHOW CTPYKTYPbI CNefyeT BKIUMTL MMEHAa U aapeca 3aka3uvmkoB WM npeactaBuTeneit 3a-
Ka34MKOB.

D.13 TpunoxeHusi K oT4eTy

MpWIoXeHNsa K OTYETY MOrYT BK/IOYaTb CrieAytoLLyo MHhopMaLmio:

a) NPOTOKON KIMHUYECKOTO WMCCefoBaHus, BKIOYas pefakuum;

b) WHCTPYKUMW MO NPUMEHEHWIO, B TOM YKC/E UCMOMb3yEMble AN1S KOHTPOSIbHOrO M3MEPEHUS WU CpaBHEHWIA;

C) CMMCOK [NaBHbIX MCC/eaoBaTesnieil U COOTBETCTBYIOLMX UCCNEA0BATENLCKUX LEEHTPOB, NPOBOASLUMX KANHUYE-
CKoe unccnegoBaHne (PyHKUMOHaSIbHbIX XapakTepUCTVK, B TOM YNC/E CBEAEHUA 06 MX KBaIMOMKaLMU WK KONWSE UX Npo-
doeccroHanbHo buorpaduu;

d) cnMcoK MMeH 1 NOMHbIX KOHTAKTHbIX AAHHbIX NO6LIX TPETbUX CTOPOH (HanpuMep, BeayLMX NabopaTopuii, KOH-
TPaKTHbIX UCCNEfOBATENbCKUX OpraHM3aumii, KOHCY/IbTaHTOB WM APYTUX /ML), KOTOpble BHEC/IM CBOI BKNag, B NpoBefe-
HMe K/TMHWMYECKOro 1ccnefoBaHns (OYHKLUMOHAIbHBIX XapakTepUCTUK;

€) CMMCOK CMeuMasIMCTOB M0 MOHUTOPUHIY KIIMHWYECKUX UCCe0BaHiA;

f) BCe peneBaHTHble Habopbl AAHHbIX, MPEACTaB/EHHbIE B BUAE TabnuL, B TOM YuCne:

1) AaHHble 06 OTK/IOHEHUSIX OT NPOTOKO/A KMHUYECKOro MccnefoBaHns yHKLMOHabHBIX XapaKTepUCTK, KO-
TOpble MOI/IM Gbl 3aTPOHYTL NpaBa, 6e30MacHOCTb WK Gnarononyyne cybbekTa Wiy NoBAWSATL Ha Hay4HYH LeI0CTHOCTb
K/TMHUYECKOTO McciefoBaHust (OYHKLMOHA/IbHBIX XapakTePUCTHK,

2) Bce HebnaronpusiTHble COGLITUS, HEBIAroNPUSTHOE BO3AENCTBUE U3AENNS U HEAOCTATKA U3Aenus,

3) AaHHble 06 VCK/IYEHNN U3 NCCMeA0BaHNS UM NPUOCTAHOBKE PaboThl.
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MpunoxeHne E
(o6s13aTeNBLHOE)

B3aumopgeiicTBue C 3TUYECKMM KOMUTETOM

E.1 BBepgeHune

B HacTosLwem NPUIOXEeHUN yKa3biBalOTCA TPEGOBaHI/IH K B3aVIMO,CI,eI71CTBI/IlO C 3TU4YECKMM KOMUTETOM B OTHOLLUEHUW
I/ICC}'Ie,CI,OBaHVIVI, onncaHHbIX B A.1, B IOMNOJIHEHNE K Tpe6OBaHVIF|M, N310XEeHbIM B 4.4 OCHOBHOI YacTu. 3Tu TpeGOBaHI/IH
MOTIyT Takke NpPpUMEeHATbCA K APpYyrumMm nccnenoBaHusam, ecnu ans 3tnx KNMHUYeCKnx I/ICCJ'Ie,Cl'OBaHVIVI C*)yHKLI'VIOHaJ'IbeIX Xa-
PaKTepucTuk n/vnn KNMHNYecknx 6a3 B COOTBETCTBUM C rocyaapCTtBeHHbIMW WX pPerMoHasibHbIMXA HOPMAaTWBHbIMU OOKY-
MeHTamMu Tpe6yeTc;| 0p,o6peH|/|e 3TNYECKMM KOMUTETOM.

E.2 VcxopHasi 3asiBKa B 3TUHECKUIA KOMUTET

Kak MUHVUMYM, B 3TUYeCKuli KOMUTET AO/MKHA ObiTb NpefcTaB/ieHa crepytolwas MHopMauma u niobble ee pe-
Jakumu:

a) NpOTOKO/ KIMHWMYECKOTO UCCNEA0BaHMS;

b) 6powltopa uccnefoBaTens Ui 3aMeHsIWAN ee AoKYMeHTauUus;

C) dhopma MHHOPMUPOBAHHOIO corflacust u nobasa apyras MHopMauus, npegoctasnsiemas cybbektam Ha X poa-
HOM A3bIKe, 1 ee NepeBog;

d) onucaHue npoueaypbl nogéopa CyGLEKTOB, €CIM YMECTHO, U PEKIaMHbIX MaTeEpPUasioB A/1s1 HUX, ECNN TaKoBble
WMEIOTCS, Ha MX POAHOM 53blKe W VX NEepeBos,;

€) Konusi npocheccrmoHasbHON Guorpacdmn rnaBHOro uccnenosatens (r1aBHbIX UccnefoBaTesneit), KOHTPOMPYeMO-
0O 3TUHECKMM KOMUTETOM.

B 3aBMCMMOCTM OT CXEMbI KNMHUYECKOTO UCCNeaoBaHnsl oyHKLMOHASIbHBIX XapakTepUCTUK U roCyAapCTBEHHbIX WK
pervoHasibHbIX TPe6O0BaHWUIA B 3TUHECKUIA KOMUTET, BO3MOXHO, Takke noTpebyeTcsi npefocTaBuTh:

f) [OKYMEHTbI, CBA3aHHbIE C BbiNjatamu 1 KOMNeHcauusimm cybbekTam;

) CBeAeHWs1 0 NJIaHMPYEMOM BO3HArPaXAeHUN YUPEXLEHUS UK TNaBHOTO UccneaoBaTens;

h) gokymeHTauumio, NOATBEPXKAAOLLYIO /1000 KOH/IMKT MHTEPECOB MUccreaoBartessi, B TOM Yncsie no OMHaHCOBLIM
npuymMHamM, B COOTBETCTBUMN C rOCyAapCTBEHHLIMW HOpMaTUBaMU;

i) NoATBEPXAEHUE CTpaxXOBaHMSA KIMHUYECKOrO UCCNefoBaHNs (YHKUMOHA/bHBIX XapaKTepPUCTHK.

E.3 VHdopMaums, KOTopyto crieayeT NoslyunTb OT 3TUYECKOro KoMuTeTa

Mepes HaYa/IOM K/IMHWUYECKOT0 UCC/e0BaHUs (RYHKLMOHA/IbHBIX XapaKTepUCTHK 3aKa34uK AODKEH NOJYyUYnTh [OKY-
MeHT 06 0406PEHNU/MONOXMTE/TEHOM OT3bIBE 3TUMECKOTO KOMUTETA C YKa3aHUeM AO0KYMEHTOB U UX PeAaKLUii, Ha KOTOpbIX
OCHOBbIBa/10Cb 3TO 3aK/OUYEHME.

MpumevyaHne — 3akasuvk MOXET 3anpocuTb Y 3TUUYECKOrO KOMUTETA AaHHbIe 0/I0COBAHMSA MO BOMPOCY K-
HUYECKOTO MCCNefoBaHNsl (hYHKLMOHA/IbHBIX XapaKTepuUCTUK, YTOBbl [JOKYMEHTA/IbHO MOATBEPAUTL, UTO COTPYAHUKM UC-
Cef0BaTesIbCKoro LieHTpa B ro/I0COBaHUM He y4acTBOBaIN.

E.4 MpopomkeHne B3aMOAENCTBUSA C 3TUYECKUM KOMUTETOM

OTUYECKOMY KOMUTETY AO/KHA ObITb MpeAocTaBrieHa criefytollasl HopMauusi, ecnm aTo TpebyeTtcs rocygap-
CTBEHHbIMW HOpMaTMBaMW, 3TUYECKMM KOMWUTETOM WM B COOTBETCTBUM C MPOTOKO/IOM K/IMHWYECKOTO UCCMefoBaHus, B
3aBMCMMOCTY OT TOro, Kakue 13 TpeboBaHuii 6oniee cTporme:

a) VHJOopMaUmMsi 0 CEPbE3HbIX HEGAroNPUSTHBIX COBBITUSX;

b) 3anpocbl Ha OTCTYM/IEHUS U COOBLLEHNA 06 OTCTYM/IEHWSAX, HE3ABMCUMO OT TOrO, BAMUSIET SN OTCTYMN/IEHWE Ha
npasa, 6e30MacHOCTb W 6naronosyyme cybbeKTOB WM Ha Hay4HYHO LLeSIOCTHOCTb KIMHWYECKOTO UCCNefoBaHust OyHKLMO-
Ha/IbHbIX XapakTepUCTUK;

C) OTYeTbl 0 Xo4e paboThl, BKIOUas CBeAeHNs 06 obecneyeHn 6e30nacHOCTU U OTCTYN/IEHUSIX;

d) pegakums NHOO6bIX JOKYMEHTOB, 0400PEHHbLIX 3TUYECKMM KOMUTETOM paHee.

MpumevyaHne — ECIU U3MEHEHWSI HECYLLECTBEHHbI (HANpPUMEP, He3HAUNUTE bHbIE MaTepuasibHO-TEXHUYECK e
WM aiMAHUCTPATVBHbIE U3MEHEHWSI, CMEHA CMeLMannMcTa(oB) N0 MOHUTOPVHIY K/IMHWUYECKUX WCCNeA0BaHui, TenedoH-
HbIX HOMEpPOB, NPOAJIEHME CTPAXOBKM) U HE 3aTparMBatoT Npasa, 6e30nacHoOCTb M 61aronosyyne Naein uWim He CBsA3aHbI
C LUENSIMU UM KOHEYHbIMU TOUKaMW K/IMHUYECKOTO UCCNeA0BaHns yHKUMOHA/IbHbIX XapakTepUCTUK, [OCTATOUHO MPOCTO
YBE[IOMUTb 3TUYECKNIA KOMUTET W, EC/IN NMPUMEHUMO, PErynvpytoLme opraHbi;

€) ec/m NprMeHUMo, YBeAOM/IEHNS] O NPUOCTAHOBMIEHUM UM [OCPOYHOM MPEKPALLEHNI UCC/Iel0BaHUS;

f) €C/IN NPUMEHMMO, 06OCHOBAHKE 1 3aNPOC Ha BO30GHOB/EHME K/IMHUYECKOTO MCCNeAoBaHNsl (OYHKLMOHAbHBIX
XapakTepPUCTVK Moc/ie NPUoCTaHOB/IEHUS PabOoThI;

[l) OTYET O KIMHMYECKOM UcCnefoBaHNN (DYHKLMOHAUTbHBIX XapakTePUCTVK UM ero KpaTkoe CoAepXaHue.
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E.5 MHgopmauus, KOTOpyo HEO6XOAUMO 3anpaluvBaTh Y 3TUYECKOrOo KOMUTETA MNOCTOSIHHO

Kak MMHUMYM, nepes, OCyLeCTBIEHMEM HE COrNacoBaHHbIX paHee AeNCTBUl B paMkax KMHUYECKOro nccnenosa-
HUS1 (DYHKLMOHA/TbHBIX XapakTepUCTUK OT 3TUYECKOTO KOMUTETA HEO6XOAMMO NOJTYYMTb B MUCbMEHHOM BUZE:

a) ofo06peHVe/NoNoXNTesIbHOe 3aK/Il4eHne No pefakunsM B COOTBETCTBUM € E.4 d);

b) opgobpeHne 3anpoca Ha OTCTyMN/IeHNE, KOTOPOE MOXET 3aTPOHYThb NpaBa, 6e30nacHOCTb M Graronosyyne cybb-
€KTa, a TaKkke MOB/MSATb Ha Hay4Hyl LIe/IOCTHOCTb K/IMHMYECKOTO WMCCNeAoBaHus (PYHKLUMOHAMbHBIX XapakTepUcTuk, B
cooTBeTCcTBUM C E.4 b);

C) opobpeHne BO30GHOB/EHMS NPUOCTAHOB/IEHHOIO paHee KAMHUYECKOro uccriefoBaHms OYHKUMOHaIbHBIX Xapak-
TepucTuK B cooTBeTcTBUM € E.4 f), ecnn npumeHmmo.
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MpunoxeHne F
(o6s3aTeNBLHOE)

MHopmupoBaHHOe cornacue

F.1 O6uwwue nonoxeHus

[na npoBefeHusi nccrefoBaHuiA, onucaHHbiX B A.l, TpebyeTcs MHOPMMPOBaHHOE cornacue. lMpouecc nosnyye-
HUST MHPOPMUPOBAHHOIO COr/lacksa AO/MKEH ObITb OTPaXKEH B AOKyMeHTauuu. lMonyyeHne MHOPMUPOBAHHOIO COrnacusi
OT cyObekTa OTpaxarT B AOKYMEHTaUMM A0 OCYLWECTBAEHUSI C CYyOBLEKTOM WM B3ATbIM OT HEro obpasLom Kakol-nnbo
npoueaypbl B paMkax KIMHUYECKOTO 1ccnefoBaHna YHKUMOHAIbHbIX XapakTepuCTUK, 3a UCKTHYEHNEM 0COObIX 06CTONA-
TenbCTB, onucaHHbIX B F.3.

[na oTpaxeHus B JOKYMEHTaUMN Ha/muus MHOOPMUPOBAHHOIO corflacus cy6bekTy npenocTaBnseTcs nHdopma-
ums (Hanpyumep, B BMAe QOpPMbl WM B SN1IEKTPOHHOM Buge) (cm. F.4) n dpopma ans nognucaHus MHAWOPMMPOBAHHOIO CO-
rnacusi (cMm. F.5). BO3MOXHO NPOM3BECTU OTPaKEHME HaNMUNS NHDOPMUPOBAHHOIO COrMlacusi B 3/1EKTPOHHON AOKYMEHTa-
uMK: MOATBEPXAEHME COr/lacus B 3/IEKTPOHHOM BUAE U Er0 Aata, KoTopast MOXET ObiTb NpPeAcTaB/eHa B BUAE BPEMEHHOM
METKW, COXPaHSATCA B 3/IEKTPOHHON 6a3e AaHHbIX.

F.2 Mpouecc nony4vyeHnsi NHPOPMUPOBAHHOIO Cornacusi

B npoTtokosne KNMHUYECKOro 1ccnefoBaHna AO/HKHO ObiTb NMpUBEAEHO obLuee onvcaHne npouecca MnosiyYeHus WH-
(hOpPMUPOBAHHOTO COrlacus, B Xofe KOTOPOro:

a) Y[OCTOBEPSIETCS, UTO [NaBHbIi MccnefoBaTeslb WM YNOHOMOYEHHOE MM NINLO NoslyyaeT MHOPMUPOBaHHbIE
cornacus;

b) ecnu Ana nosyyeHnss MHAPOPMUPOBAHHOIO COrNacus HasHavyaeTcsl YNosIHOMOYEHHOe /UL, OT FNaBHOro 1ccre-
foBatens TpebyeTcs o6ecrneyeHre n OTpaKeHUe B AOKYMEHTaLuUW ero COOTBETCTBYIOLLEN NMOArOTOBKY;

C) OCBELLAITCS BCE acneKTbl KIMHNYECKOTO UCCNEf0BaHNA (DYHKLMOHA/IbHBIX XapakTepucTuK, KOTopble MOryT Mo-
B/IVSATb Ha PeLLeHne CyObekTa y4acTBoBaTb B TEYEHME BCETO KMHUYECKOro UCC/ef0BaHS;

d) m3beraetca noboe NPUHYXAEHVe CybbekTa, HeonpasAaHHOe 3/10ynoTpeb/ieHne BIMSHUEM Ha HEero U nobyx-
[JeHVe ero K yuyacTtuio;

€) He npeHebperatoT 3aKOHHbIMY NpaBaMu CyObekTa 1 He CO34at0T BUAMMOCTM NpPeHebpexeHnsa nmm;

f) mcnonb3yeTtcs poaHoi Ansi cybbekTa A3blK, HE NePerpyXXeHHbIN TepMUHaMU 1 NOHATHBINA emy;

[) cy6BbeKTy npegocTaBnsieTcs 4OCTATOYHOE KO/IMYECTBO BPEMEHU /1A U3YYEHWSA U NOHMMaHWUA codepxaHusa dop-
Mbl MH(POPMUPOBAHHOIO COT/1acKs, a Takke /11 paCCMOTPEHUs BOMPOca 06 y4acTum B KIMHUYECKOM UCCrefoBaHnmn yHK-
LIMOH&/TbHbIX XapakTepucTuK;

h) oHO co6CcTBEHHOPYYHO MOANMCLIBAETCA U AATUPYETCA CyOBLEKTOM U FNaBHbIM MccnegoBaTenieM Wi yrnosaHoMo-
YEHHbIM /IMLIOM, OTBETCTBEHHBIM 3a NoslyYeHre UHhOPMMPOBAHHOIO Cornacus;

i) cybbekTy npefocTaBnseTcs Konusa noAnncaHHoW 1 AaTvpoBaHHOW dhOpMbl MHPOPMUPOBAHHOIO COrflacus Wy -
60 apyroii nHhopMaummn B NUCbMEHHOM BUAE;

j) NpefocTaBNAOTCA KOHTaKTbl, MO KOTOPbIM MOFYT GbITb NOJy4YeHbl OTBETHI Ha BOMPOCHI U 3aMevaHusi, KOTopble
MOTYT BO3HVKHYTb;

k) onucbiBatoTcA npouedypbl MOSYYEHNUS U HAIMUMA MHAOPMUPOBAHHOIO COrflacus B 0COObIX OBCTOATENbCTBAX
(cm. F.3), Korga cy6bekT He MMeeT BO3MOXHOCTU NPefoCcTaBUTb ero CO6CTBEHHOPYYHO;

) obecneunBaeTcs NpefocTaB/ieHMe BadkHOW MHGOpMaLyM HOBbIM Y AEACTBYIOWMM CybObekTaM Ha NpPOTSHKEeHUU
BCEro K/IMHNYECKOTO NCCNefoBaHNA qYHKLUMOHa/IbHBIX XapaKTepuCTUK.

BbilweykasaHHble TpeboBaHMA NMPUMEHSIOT Takke K MHPOPMMPOBAHHOMY COI/1acuio, MOJIYYEHHOMY OT 3aKOHHOMO
npeacrasuTens cyobekTa.

F.3 Ocobble 06CTOATENBCTBA NOMYyYeHUs MH(POPMUPOBAHHOIO COr/lacus

F.3.1 O6Lwme nonoxeHusi
MpumeHeHVe nosoxeHuii, npuBeaeHHbIX B F.3.2, F.3.3, perynupyeTtcsl rocy4apCTBEHHLIMA HOpMaTMBaMW.

F.3.2 CybbekT, UHTepecbl KOTOPOro AO/XHbl NPeACTaBsATbL 3aKOHHble NpeacTaBUTENN

NHdhopMmupoBaHHOe corfiacme JaeTcs 3aKOHHbIM NpeAcTaBUTeNieM TObKO B TOM Clyvae, ec/iv CyObekT He MOXeT
€amOoCTOSATEe/IbHO NPUHATL peLLleHne 06 y4acTuM B KITMHUYECKOM UCCNefoBaHnmn (OyHKLMOHA/TbHBIX XapaKkTepucTuk (Hanpu-
Mep, MadeHel, pebeHOoK, HEeCOBEPLUEHHONETHUI, TSHKEN0OO0bHON UM Haxodsawmincs B 6ecco3HaTesIbHOM COCTOSIHUM
CyObeKT, NII0AN C NCUXMYECKUMU paccTpoiicTBamu). B Takux criydyasx cyObekT Takke A0/MKEH ObiTb NPONHGIOPMUPOBaH O
K/IMHNYECKOM MccefoBaHny OYHKLMOHA/TbHBIX XapakTepucTuK B Npegenax CBoei Cnoco6HOCTN NOHMMATD.

F.3.3 CyOGbekT He MOXeT unTatb WM nucatb

Ecnn cyObekT nn 3aKOHHbIA NpeacTaBuTeNlb HE MOXET YuTaTh WM NucaTb, MHPOPMUPOBAHHOE COr/lacue AO/MKHO
6bITb MOSTYYEHO B YCTHOI (hopme npu cBuaeTensx. B TeyeHne Bcero mpolecca AO/MKEH NMPUCYTCTBOBATL HE3ABUCKMBINA
ceugetenb. MNucbMeHHas hopMa MHPOPMUPOBAHHOIO corfacus 1 nbas apyras MHopMaums AO/MKHbI GbITb MPOYNTAHBI
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BCNYX W pasbsiCHEHbl MOTEHUMANbHOMY CYGBLEKTY WM €ro 3aKOHHOMY MpeacTaBuUTeNto; B /1060M crydae domsnyeckoe
MU0 AO0/MKHO NoAanucaTth U IMYHO AaTvMpoBaTb hopMy MHOpMUpPOBaAHHOMO cornacus. CeuaeTeslb Takke NOAMUCLIBAET
N INYHO AaTupyeT hopmy MHGOPMUPOBAHHOIO cornacusi, NOATBepPXAasi To, YTO MHhopMmaums 6bl1a TOYHO JOHeceHa A0
CyGbeKTa 1 YTo MH(OPMUPOBAHHOE cornacue 6bi10 AaHo J06POBOSILHO.

F.4 VHcopmaumsi, KOTOpYHo HEOGXOAMMO NPefoCTaBUTL CY6bEKTY

Bcs nHhopMaums, oTHOCALWAACA K KMHUYECKOMY MCCMefoBaHNI0 (DYHKLMOHAIbHBIX XapakTEPUCTUK, A0/DKHA ObITb
npefocTaBneHa Ha poAHOM A1 CyObekTa sA3blke, He Meperpy>XeHHOM TepMYHaMy W MOHATHOM eMy (W1 ero 3aKOHHOMY
npeacTaBuTeNIO), U MO KpaliHeli Mepe BKAYaTb:

a) OnucaHve n Len.b:

1) yTBepxaeHve 0 TOM, YTO KIMHUYECKOE WCcrefoBaHne (DYHKLMOHAMbHBIX XapakTepucTuk NPOBOAUNTCS B Ha-
YUHBIX Lensix;

2) uefb KIMHWYECKOro uccnepoBaHnst OyHKLMOHaIbHbIX XapaKTEPUCTUK;

3) oxungaemasi NPOAO/HKUTE/NTBHOCTL KIMHUYECKOTO MCCNefoBaHUs (DYHKLUMOHAIbHBIX XapakTepuCcTUK, a Takke
CTeneHb BOB/IEYEHHOCTU U OTBETCTBEHHOCTb K&XAO0ro cybbekTa B MPOLecce KNMHNYECKOro UCCNefoBaHNSA yHKLMOHa b-
HbIX XapakTepucTuk;

4) onucaHue nccrefyemMoro MeauuuHCEKoro nsgenvs ans 1IVD v MefMUMHCKOro U3enusi CpaBHEHWS, ecnn Ta-
KOBOE MMEeTCs;

5) ecnu B xoe VMHTEPBEHLIMOHHOIO KIMHUYECKOTO UCCNefoBaHnsa (DYHKUMOHa/TbHBIX XapakTePUCTUK UCNOMb3Y-
eTcs MeamumHckoe usgenue gnst IVD, KoTopoe He NpodaeTcs B CTpaHe, B KOTOPOI OHO M3ydaeTcsl, B hopMe MHOpMMpo-
BaHHOIO COrMlacusl AO/MKHO ObITb YKa3aHo, UTO K CyObEKTY ByAeT NPUMEHATLCSA UCC/ieayeMoe MeAVLVHCKOE n3genve ons
IVD (T. e. He NMLLEH3NPOBAHHOE AJ151 LUMPOKOr0 MCMOJ1b30BaHUs);

6) onucaHve Bcex npoueayp, B KOTOpble BOBMIEYEH CYOBLEKT, BKIOYAA TUM M KOJIMYECTBO OepyLUMXCs OT Hero
06pasuoB, a Takke mMeton cbopa 06pasuos;

7) 3KCNEepUMEHTa/TbHbIE (T. €. HE JIMLLEH3VPOBAHHbIE A1 KOMMEPYECKOr0 UCMO/Ib30BaHWS Ha TeppUTopun, rae
NPOBOAUTCA WCCMef0oBaHWE) 3NIEMEHTbI KNMHNYECKOro MUccnefoBaHus (PyHKLMOHANbHbLIX XapakTePUCTUK (HE CBA3aHHbIE
C MeauLMHCKUM u3genvem ans 1VD);

8) onvcaHne KIVHWYECKOro MccrefoBaHns (OYHKUMOHa/bHBIX XapaKTEPUCTVK, BK/OYas AefleHne Ha nobble
rpynnbl CpaBHEHWS 1 CNOCO6 OTHECEHUS K KaXAOM rpynne, ecnv npuMeHUMOo;

9) oXnaaemoe KONMYeCTBO CyObEKTOB, yYACTBYIOLMX B KIMHUYECKOM UCCEA0BaHUN (DYHKLMOHA/TbHBIX Xapak-
TEPUCTUK;

10) BO3MOXHOCTb MCMO/Ib30BaHUA 3TUX 06pa3uoB B OyAyLUMX UCCeA0BaHUSX;

11) MHCTpYKUMK MO OT3bIBY COrnacus CyobekTa, ecim OH MOXENaeT;

12) wHcbopmaumsa o Tom, ByayT nm pesynbTaTtbl UCCNEeL0BaHUA NpefocTaBfieHbl CyobekTy, u ecnu 6yayT, To
Korga.

b) BO3MOXHbIE BbIrofpl:

1) onvcaHve 060CHOBAHHO OXUAAeMbIX BbIrog An1s cybbekTa (eCnv He oxuaaeTca NpsMoro TepaneBTUYecKkoro
apdhekTa, 3TO [OMKHO ObITb OTMEUEHO);

2) onncaHve BO3MOXHbIX BbIroA 4719 APYTUX NnL,.

c) Puckn n HeypobeTBa ANna CyobekTa, a Takke, ec/im NPUMEHUMO, 4N AMOpUOHa, NoAa Wan rpyaHoOro pebeHka:

1) onvcaHne oCcTaTO4YHbIX PUCKOB, BbISIBNIEHHbIX B pe3ynbTare aHan3a puckos;

2) onncaHve pUCKOB, CBSA3aHHbIX C KIIMHUYECKMM npoleaypamMu, TpebyeMbiMU NPOTOKO/IOM KIMHUYECKOro MC-
CrefoBaHus;

3) PUCK NOXHBIX pe3y/nbTaTtoB (HanpuMep, SIOKHOMOMOXUTENbHBLIX WM JIOKHOOTPULATENIbHBIX) MHTEPBEHLMOH-
HOM0 K/IMHWMYECKOro MccnefoBaHns (PYHKLMOHASIbHBIX XapakTepucTyK, NOBMEKLIMX HeafeKBaTHbIE PELUEHUs N0 BEAEHUIO
NaLVeHTOB;

4) onucaHue pUCKOB, CBA3AHHbLIX C MpoueaypaMun B3ATUS 06pasLioB;

5) 3asBfieHne 0 TOM, YTO BO3MOXHO BO3HVWKHOBEHUWE HenpeaBUAEHHbIX PUCKOB;

6) onvcaHne JOCTaBNsieMbIX Hey[06CTB.

d) AnbTepHatuBHasi(ble) npoueaypa(bl):

WNHbopmaumsa 06 anbTepHaTVBHbIX METOAAX JIEYEHUS UM NpoLieaypax, KOTopble MOryT ObITb AOCTYMHbI CyObEeKTaMm,
a Takke 06 MX NOTEHUMa/IbHBIX pUCKaxX U NPenMyLLIECTBax.

e) KoHtuaeHuManbHoCTb:

1) 3asBneHue, NoATBEPXAANOLLEE, UTO yyacThe cybbekTa ABNAETCS KOHhuAeHUManbHbIM;

2) 3asBneHve, NoATBepXAarollee, YTo 3anncu, naeHtTumumpyowme cyébekta, byayT XpaHUTbCs KOHbMAeH-
UMasibHO, HACKOJIbKO 3TO MO3BOJISIET 3aKOHOAATENbCTBO;

3) 3asBfieHNe, NOATBEPXAAIOLLEE, YTO CyOBHEKT MOHMMAET, YTO PEry/IMpyHoLMe opraHbl, NpeacTaBUTeNmn aTmye-
CKOro KOMUTETA Y NPeACTaBUTENN 3aKa3unka, 3a4eMCTBOBaHHbIE B KSIMHUYECKOM McCefoBaHnM (hyHKLMOHAbHBIX Xapak-
TEPUCTVK, ByAyT MMETb NPAMOWA AOCTYN K MEAULIMHCKAM 3aruncsm;

4) 3asBfieHNE 0 TOM, YTO pe3ysbTaTbl K/IMHUYECKOTO UCCNef0BaHUS (PYHKUMOHA/bHLIX XapakTepUCTUK MOryT
ObITb OMy6/IMKOBaHbI C YC/IOBUEM HEPACKPbLITUSI IMYHOCTU CyObekTa.
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MpnmeyaHne — B COOTBETCTBUM C HALUMOHA/IbHLIMU WX PErMOHANbHLIMU HOPMATUBHLIMWU aKTaMyv MOryT BO3-
HUKaTb A0NO/THUTE IbHbIE Tpe6OBaHVIF|, Kacawwmnecsd 3allnTbl NepCOoOHa/IbHbIX AaHHbIX.

f) KomneHcauus:
1) nHcbopmauus 06 NCTOYHUKAX KOMMEHCcauMn B C/lydae TpaBMbl, BO3HUKLLEN M3-3a Y4acTUs B KIMHWYECKOM
uccnenoBaHnn (PYHKLMOHASTbHBIX XapakTepPUCTUK;
2) nHopMaumsa 0 AONOSHATENIBHON MEAMLMHCKO/A NoMoLWy cyGbekTam, NocTpagaBlUuMM OT He61aronpusTHOTO
CO6bITMA B MPOLECCe KIMHUYECKOTO 1CCefoBaHns DYHKUMOHATbHBIX XapakTepucTuk;
3) nHchopmMaumsa 0 OUHAHCOBO KOMMEHCALMN y4acTusl, eCiM NPUMEHUMO.
n) MNpepnonaraemble pacxofbl, €CMN TaKoBble UMEKTCS, KOTOpPble NMOHECET CYyObEKT, y4acTBysl B K/IMHUYECKOM MC-
cnefoBaHnn (PYHKLMOHASTbHBIX XapaKTePUCTUK.
h) WHdopmaumsa o ponn npeacTaBuTeNns 3akasunka B KNMHUYECKOM UCCNeaoBaHUN (PYHKUMOHA/bHBIX XapakTepu-
CTVK.
i) KoHTakTHble nuua:
1) k komy obpalaTbca ¢ BONpocamm O KNIMHUYECKOM UCCNEefOBaHUN (PYHKLIMOHABHbLIX XapaKTepUCTUK;
2) K KoMy obpaliatbcs B cnydae nonyyvyeHns Tpasmbl;
3) K KoMy obpallatbcsi ¢ BonpocamMun O npa.Bax cyobekTa;
j) 3asBneHne o0 TOM, YTO A0 CBEAEHNsI CyObekTa Ao/MKHA ObITb 4OoBeAeHa BCA HOBasi MHADOpMaUWst WM OCHOBaHUS
[ANA BHECEHWS KaknxX-1Mb0 NonpaBoK B NPOTOKO/ K/IMHUYECKOTO UCCNeA0BaHUs, KOTOpblE MOTYT MOBAWATL Ha Aa/ibHeliLee
yyactme cyobekra.
k) VHchopMaumsa o ToM, Korga v npu Kaknx yCrioBusiX 6yayT COOGLLEHbI pe3ynbTaThl.
) MpekpaleHre ncecnegoBaHus:
1) ob6cToATENbCTBA, B KOTOPbIX y4yacTue cybbekta MOXeT ObiTb NMPeKpaLleHo rnaBHbIM uccnegosaTenemM, ecnim
NPUMEHNMO;
2) 06CTOATENBLCTBA, NPY KOTOPbIX 3aKa3umK MOXET MPUOCTAHOBUTL WK NPEXAEBPEMEHHO MPEKPaTUTL KITMHNYe-
CKoe mccnefoBaHne OyHKUMOHa/bHbIX XapakTepucTyK.

F.5 MoanncaHne NHGOOPMMPOBAHHOIO Cornacusi

dopma ana nognucaHmsa MHOPMUPOBAHHOIO COMlacust fo/MKHA COAepXaTh:

a) [o6poBOIbHOE corlacve Ha yyacTue B KIIMHUYECKOM UCCefoBaHny (YHKLMOHa/TbHBIX XapaKTepUCTUK 1 criefo-
BaHWe WHCTPYKUMSAM uccneposatens;

b) 3asB/IEHME O TOM, YTO OTKa3 OT y4yacTus WM UCKTHYEHUE U3 UCCe0BaHNS He BeyeT 3a co60i HMKaKoro Ha-
KazaHus ons cyobekTa (Hanpumep, CyObeKT He yTpaTuT MpaBo Ha NoslyYeHne MeAMLMHCKOM NMOMOLLM B COOTBETCTBMN CO
cTaHAapTamMu ee okasaHusl);

C) 3asiB/fIEHNE O TOM, YTO MpPEeKpaLleHNe yyacTusl B /060 MOMEHT He B/ieYeT 3a COOOl HMKAKOro HakasaHust Anis
Ccy6bEKT],;

d) 3asiBneHve 0 BO3MOXHbIX NMOCNEACTBUAX UCKTIOUYEHNS U3 NCCIEA0BaHMS;

€) NoATBEPXAEHME BEPHOCTU MPeAoCTaB/EHHON MHpopmalmMn 1 TOro, YTO Ha BCE BOMPOChbI CyObekTa 6binn gaHbl
OTBETbI;

f) 3asB/1eHMe, NOATBEPXAAIOLLEE corflache CybbekTa WM ero 3aKOHHOro NMpPefCcTaBUTENS Ha UCMOMb30BaHne nep-
COHa/IbHbIX JaHHbIX CyObeKTa B Lie/IAX NPOBEAEHNS KTMHUYECKOTO NCCNeA0BaHNs (DYHKLMOHa/TbHBIX XapakTepuUCTUK;

) 3asiBneHvie, NoATBEPXKAAOLEE, UTO CYOBEKT WM €ero 3aKOHHbI NpefcTaBUTENb COrNaceH ¢ TeM, YTO npeacTta-
BUTENAM 3aKa3umka, KOHTPOSIMPYIOLLMM OpraHaMm W npeacTaBUTENsM 3TMYECKOro KomuTeTa GyaeT npefocTaBsieH NpsMoi
[OCTYN K MEAULIMHCKAM 3amnmcsaM 0 CyObekTe.

F.6 HoBas nHdopmauus

Korpa nosiBnsieTcs HoBasl MHpopmaLmsa (Hanpumep, HeflaBHO BbISIB/IEHHbIE PUCKM, CBSI3aHHbIE C yYacTUeM B 1cCie-
[IOBaHNK), KOTOpasi MOXET CYLLECTBEHHO NOB/USATH Ha 3[10p0Bbe CyGbekTa B ByAyLleM U ero NoTPe6HOCTL B MeAULMHCKO
nomoLLy, 3Ta MHopmMauus Ao/mkHa 6biTh AOBeAeHa [0 CBefleHUsi CyGbekTa (CyGbekToB) B NMMCbMeHHOI chopme. Mpu
HEO6X0AMMOCTH BCEM CyGbeKTaMm, MHTEPECH! KOTOPbIX 3aTPar1BakTcs, A0/HKHO BbiTh NPEAsIOKEHO B MUCbMEHHON dhopme
NOATBEPANTb TO, UTO WX MHPOPMUPOBAHHOE COrflacue AeiCTBUTENBHO.
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MpunoxeHne G
(obs13aTenIbHOE)

Knaccugukaums HeGnaronpusaTHbIX COObITUM

G.1 TMpsAMOI 1 KOCBEHHbIN yuLep6

OTka3 wm cboin B pabote MmeguumHckoro mgenus ansa VD MOXET NoB/eYb KOCBEHHBIA MM NPSAMON yulep6.

KoCBeHHbIN yliep6 BO3HUKAET, KOrga HEKOPPEKTHbIE pe3y/ibTaTbl aHa/M3a, NOJlyYEeHHbIE C UCMO/Ib30BAHWEM Meau-
UMHckoro usaenus ansa VD (Hanpumvep, JT0KHOMOIOKUTENbHbIE, NTOXHOOTPULATE bHbIE), NPUBOAST K HEMPaBW/IbHBLIM BpPa-
YeOHbIM PELLEHUSIM, YTO OKa3blBAET B/IMSIHUE HA CyObLEKT. B KOHTEKCTE K/IMHMYECKOro UccriefoBaHns YHKUMOHabHbIX
XapaKTEPUCTUK 3TO NPOUCXOANT, HAaNpUMEpP, EC/N B MHTEPBEHLMOHHOM UCC/1Ief0BaHNM HEKOPPEKTHBIA pe3y/ibTaT aHansa
NPUBOAWT K HEMPABW/IbHOMY BbIAE/TEHMIO TPYMN SIEYEHMS], YTO BIEYET 3a CO60I yLepb.

MpsiMoii yuwep6 BO3HWKAET, eC/iM OTKa3s Wn cOol B paboTe MeauumHcKoro mgenus ans IVD sBasieTcs npuyvHoin
TpaBMbl MONb30BATENS WU APYroro vua. Kpome Toro, B KOHTEKCTE KIMHWYECKOTO MCCNefoBaHns (OYHKUMOHAIbHBIX Xa-
PaKTepUCTUK NPSMOI Bpes MOXET Takke BO3HMKaTb, €C/iM CO0p AONOSTHUTEbHBLIX 06pa3LoB, KOTopble cCOOMpParOTCs rnaB-
HbIM 06pa3oM ANsi ueneil uccnefoBaHusl, NPUBOANT K NPUUMHEHMIO ylep6a CyObeKTy.

G.2 KaTeropum He6NaronpusiTHbIX COObLITUN

Bce npousollesime HebnaronpusaTHble coObITUSA AO/MKHbI ObITb OTPaXEHbI B MPOMEXYTOYHOM W/ OKOHYaTE/IbHOM
oT4yeTe O KIMHWYECKOM UcCrefoBaHny (OYHKLMOHaUIbHBIX XapakTEPUCTUK. Kateropum He6naronpusTHbIX COGbITUI CM. B
Tabnmue G.1.

Ta6nunya G.1 — Kateropum He6MaronpusTHbIX COObITWI

He6naronpvaHb|e He cBA3aHHble C nsgennem CBsA3aHHble ¢ n3gennem
cobbITnA

MpuMeHnmo K MpumeHnmo K
- WHTEPBEHUMOHHbIM WCC/le- - WHTEPBEHLMOHHBIM UCCeA0BaHUAM: HETOUHbIA pe3y/bTar aHa-
[0BaHNAM; n3a NpUBOAUT K KOCBEHHOMY YLLUep6y Ansi CyObekTa;
- NpsMoOMY yuiepby CyObekTy - BCEM UCCefOBaHWsAM: YCTPOWCTBO HAHOCUT NPsSMON yuiep6
B npovecce B3sATMS Npo6 nonb3oBartento Wi Apyromy avuy

HecepbesHble He6naronpusitHoe cobbiTne3 HebnaronpusiTHoe Bo3gencteve msgemms (cm. 3.1)
(cm. 3.2)

CepbesHble CepbesHoe HebnaronpusitHoe  CepbesHoe HebnaronpusaTHoe Bo3geicTeme n3genus (cm. 3.43)

cobbiTneB(cm. 3.44)
Oxnpgaemble HenpeaBraeHHble
Oxmnpaemoe cepbe3- HenpeasuieHHoe cepbesHoe Hebna-
Hoe HebnaronpuaT- rONPUSATHOE  BO3AENCTBME  M3AEenus
Hoe Bo3pelicTBue u3-  (cm. 3.52)
aenunsa (cm. 3.5)

a Bkoyasa Bce kareropun.
b Bkntouas TONbKO KaTteropuy cepbesHbIX COObITUIA.

G.3 OueHka 6e30MacHOCTV 1 MOHUTOPWUHT

3aka3umk HeceT OTBETCTBEHHOCTb 3a Kiaccudmkaumio HebnaronpusTHbIX COBLITUI 1 TEKYLLYH0 OLLeHKy 6e30nacHo-
CTV K/IMHWMYECKOrO 1CCNefoBaHns (YHKUMOHA/IbHBIX XapakTEPUCTUK U [O/DKEH:

a) paccMmoTpeTb OLEeHKYy BCeX HebnaronpusTHbIX COObITWI, NMPOBELEHHYIO WCCrefoBaTensamy, OCYLLeCTBUTb Mpu-
3HaHue 1x thakTa 1 3adIMKCMpoBaTb B NMCbMEHHOW hOPME KX CEPbE3HOCTL M CBSA3b C UCCMeAyeMbIM MEAULIMHCKAM n3ae-
nvem ans 1IVD; B cnyyae OTCYTCTBUSA COJlacus MEXAy 3aka3dnkoM W r1aBHbIM ucciegosatesieM (rnaBHbIMU UccnefoBarte-
NSIMW) 3aKa34uuK AO/MDKEH COOOWNTL 062 MHEHNSI 3aMHTEPECOBaHHbLIM CTOPOHAM, Kak 3TO onpegesnieHo B ¢), d) u e) ganee;

b) paccMOTpeTb BCE HeAOCTaTKu MU3Aenns, a Takke onpeaenutb 1 3atukcMpoBaTb B MMCbMEHHON hopMe BO3MOX-
HOCTb Cepbe3HOro He6/1aronNpUSATHOrO BO3AEWCTBUS U34ENMSA 13-3a HUX; B C/lydae OTCYTCTBUSI COr/lacus Mexzay 3akasuu-
KOM W rM1aBHbIM MccnegoBatenemM (r1aBHbIMU UCCef0BaTENSAMMN) 3aKa3umnK AO/MKEH COOOLWMTL 06a MHEHUSt 3anHTepeco-
BaHHbIM CTOPOHaM, Kak 3TO ornpefesieHo B ¢), d) u ) ganee;

C) ybeauTbecs, 4TO [NaBHbI uccneposatesb (F1aBHble MCCnefoBaTeny) coobaeT 3TMYeckoMy KOMUTETY, Koraa 3To
TpebyeTcs M WK MPOTOKO/IOM K/IMHUYECKOTO McceaoBaHNns, 060 BCEX CEPbE3HbIX HEOMAaronpPUATHBLIX COBLITUSIX N HEJO-
cTaTkax usgenuvsl, KotTopble MOryT NMPUBECTU K CEPbE3HOMY HEGNAronpuATHOMY BO3AENCTBUIO U3AENNS;
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d) obecneuuntb, 4TO6LI B TeUeHMe TPebyeMOro Neprmoaa BpemeHn perynvpytolme opraHbl yBefoMAsIMCb 060 BCex
Cepbe3HbIX HeBNAaronpUATHLIX COBLITUAX U HeJocTaTkax U3Lenuii, KoTopble MOrn 6bl NPUBECTU K Cepbe3HOMY Hebnaro-
NPUATHOMY BO3AENCTBUIO U3AENNSA, ecin 3TO TpebyeTcs rocyfapCTBEHHbIMM HOPMaTBaMM U MPOTOKO/IOM K/IMHUYECKO-
ro nccnegoBaHus;

€) ecnv KIMHMYecKoe nccnenoBaHne PyHKUMOHaTbHbIX XapaKTepUCTUK NPOBOAUTCA Ha 6a3e HeCKObKWX Uccneno-
BaTe/IbCKMX LIEHTPOB, NPOMHAOPMMPOBATL BCEX MaBHbIX UCCefoBaTeNeil Bo BCeX UccefoBaTe/bCkuxX LieHTpax B M1chb-
MEHHOW hopme 060 BCEX CEPbE3HBbIX HEGNAronpPUATHLIX COOLITUSAX, O KOTOPbIX GbII0 COOBLLEHO 3aKa3uuky, 1 06ecneynTs,
4TOObl O HMX Obl YBEAOM/IEH 3TUYECKWNA KOMUTET, ecim 310 TpebyeTcs rocy4apCTBEHHbIMY HOpMaTVBamMu, NPOTOKO/IOM
K/IMHNYECKOTO UCCNefoBaHns Win 3TUYECKM KOMUTETOM, B COOTBETCTBUM C Hambosee CTPOrMMK M3 UX TpeboBaHwWit; ata
nHhopmaumsa gomkHa 6bITb Hanpas/ieHa BCEM PYKOBOAMUTENSAM K/IMHWUYECKWMX UCTIbITAHWUI B TEUEHUE CPOKa, YCTaHOB/IEH-
HOro MCXOAA U3 BbISIB/IEHHOrO PUCKa, OMNpefesieHHOro B 0T4eTe 06 aHa/mse pucka;

f) obecneunTb, YTOObI CyLLECTBEHHAas HOBast MHAOPMaUMsa O KIMHUYECKOM MCCneAoBaHUM (PYHKUMOHA/IbHbIX Xa-
pakTepucTuk 6bina foBefeHa A0 CBEAEHUS 3TMYECKOro KOMUTETa M PerympyoLmx OpraHos;

[) onpeaenutb, HEOO6XOAMMO N NMPOBECTU 3aHOBO aHasIM3 puUcka B C/lydae BbissBIEHWS Cepbe3HbIX HebnaronpusT-
HbIX BO3JENCTBUIA N3AeNnst 1 ero HefoCTaTKkoB, KOTOPblE MOTYT MPUBECTU K Cepbe3HbIM Heb1aronpusATHLIM BO3AECTBUAM
n3genus, BbISACHUTb, HYXJaeTcs /M aHann3 prcka B 0OHOB/IEHUM U TPEBYIOTCA NI KOPPEKTVPYIOLLME WK npodhunakTnye-
CKue gencreus.

G.4 [JokymeHTaumsa 1 OTYETHOCTb O 6e30nacHOCTH

NaBHbIA UccnefoBaTtesb AOMMKEH:

a) perncTpupoBaThb Kaxaoe HebnaronpusaTHoe co6biTe U HabMAAEMbIA HEAOCTATOK U3AEMNA U OLEHKY HasMuns
CBSAI3MN MeXAy 3TUM COObITUEM W MEAMLMHCKUM m3aenvem ans IVD univ npoueaypoit B3aTust Npoo;

b) co0O6LWaTb 3aKa3unKy Hes3ameaMTeNbHO, eC/IM HET MPUYNH A5 3afepXKn, 060 BCeX Cepbe3HbIX Hebnaronpu-
SITHbIX COOLITUAX U HeAOCTaTKax U3AeNns, KOTopble MOryT MPUBECTM K CEPbE3HOMY HEGNAronpuUsTHOMY BO3AENCTBUKD M3-
[envs; 3aTeM Hesamen/IMTesIbHO Noc/aTh 3aka3uuky MoApPO6HbI MUCbMEHHBIN OTYET B COOTBETCTBMWU C MHCTPYKUMSIMU
NPOTOKO/A KIMHNYECKOro UCCNefoBaHus;

C) ybeautbes, YTO 3TUYECKU KOMUTET YBEAOM/IEH, ECM 3TO TpebyeTcs UM, rocyAapCTBEHHbIMU HOpMaTMBaMK W
MPOTOKO/IOM K/TMHUYECKOTO UCCEeA0BaHNS O CEPbe3HbIX HEGNaronpusaTHLIX COBbLITUAX M HeQoCTaTKax M3genus, Kotopble
MOTYT NPUBECTU K CEPbE3HOMY HEBNaronpuaTHOMY BO3AENCTBUIO U3LENNS;

d) obecneunTb yBEAOM/IEHME PETYIMPYIOLLMX OPraHOB 060 BCEX CEPbE3HbIX HEGNArONPUSATHBLIX COOLITUAX N HEepO-
cTaTkax M3genuid, KOTopble MOryT MPUBECTU K CEpbe3HOMY HebnaronpusiTHOMYy BO3AENCTBUIO M3Aenusl, ecnv 3Tto Tpedy-
€TCH roCyapCTBEHHbIMW HOpMAaTUBaMK, 1 NPeoCTaBUTL 3aKa3uuky Mo ero nNpocboe Nobyt AONOMHUTENbHYH MHgOPMa-
LMI0, CBA3AHHYI0 C COOGLLEHMEM O KOHKPETHOM COOBITUM, MOB/EKLLIEM YTpPo3y 6€30MacHOCTY.

Ha pucyHkax G.1 n G.2 npvBefeH a/iropuTM OTHECEHMS HEeBMaronpusTHbIX COObITUI U HeAOCTaTKOB U3LENUA K
pasnnyHbiM KaTeropusm, hopMy/IMPOBKY LIAroB KOTOPOro, OJHAKO, He npeAHasHayeHbl 418 Toro, YTtobbl Mokasatb B3au-
MOCBS$I3b 3TUX KaTeropuii.
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MpunoxeHve H
(cnpaBo4HOe)

LJokymeHTauus, nogTeepxgatolias Hagnexauiee npopefeHne KJAMHUYECKOTO UccrienoBaHus
PYHKUMOHANBbHbIX XapakTePUCTUK

UTo6bl KNMHUYECKMe uccnefoBaHns (YHKLMOHA/IbHBIX XapakTepucTVK NMPOBOAWINCL Hag/iexallyiM obpasoMm, B
CBA3N CO cneundmKoin MeguumMHCkux mngenuin ans IVD 6bin paspaboTaH oTAeNbHbI Habop ocoboli AoKyMeHTauun s
HUX, NOMUMO Tpebyemoii AN ApYTMX MEAVUMHCKMX U34enuii [Hanpumep, onucaHHoi B ICO 14155: —1), npunoxenue E].

B crnepytolem cnvcke npvBefeHbl BUAbI JOKYMEHTaLUUK, KOTopasi MOXeT ObITb COCTaB/IeHa /1A Toro, 4Tobbl npoae-
MOHCTPMPOBATb Hafnexalumii obpas NpoBefeHNs KNMHUYECKOro UccnefoBaHns YHKUMOHaA/TbHBIX XapakTepucTuk. Mepe-
YUC/IEHHbIE HIDKE OCOOble [OKYMEHTbl He 06s3aTeslbHO COCTaB/ATb AJ1A BCeX UCCefoBaHui; [ONnyCTUMO OObeAUHUTL
NHOPMALMIO U3 HECKOSTbKUX [JOKYMEHTOB B OfVH.

[na noboi fokymeHTauum, YNnoMaHyTOl B 3TOM NEpPeYHe, UCXOAHAas OOKYMEHTaUMs AO/KHA XPaHUTLCSA B TeYeHue
BCEro rnepvioa npoBefeHnsa 1ccnefoBaHus.

B 1abnuue H.1 nepeuvcneHa AoOKyMeHTaums, npefycMOTPeHHas A1 NPOBeAeHVs pas/IMyHbIX BUAOB UCCneno-
BaHWA.

Kak ncnonb3oBats Tabnuuy H.1:

- CBog, TpeboBaHuUii A NPUMEHSAETCA K UCCNefoBaHNsAM C UCMOMb30BaHNEM OCTaTOuHbIX 06pasLoB M 06pasLos.,
B3SITbIX M3 XpaHEHNS, MO0 K MCCNef0BaHMSAM, B KOTOPbIX 06pasLbl 6epyTcs rnaBHbIM 06pa3oM ANs Lenein uccnefoBaHms
1 npouesypa B3ATUS KOTOPbIX HE CO34aeT HUKAKOro AOMNOMHUTENBHOIO pyUcKa ANs cybbekTa.

- CBog, TpeboBaHuin B OTHOCMTCA K MHTEPBEHLUMOHHBLIM UCC/Ie40BaHUSAM WM UCCe0BaHUSAM, B KOTOPbIX 06pasLibl
6epyTcs rnaBHbIM 06pa3oM A8 Leneid nccnefoBaHnsa 1 npoueaypa B3siTUSE KOTOPbIX CO34aeT AONOHUTENbHbIA PUCK 415
cybbekTa.

KonoHkn «CBog, penieBaHTHbIX TpeboBaHuii A» 1 «CBOf, peneBaHTHbIX Tpe6oBaHWin B» cofepar CCbI/IKN Ha NYHKTbI
HacTosILLero ctaHgapTa, onucbisaroLme TpeboBaHus.

Tab6nunuya HI1— Hagnexawas AOKyMEHTaLMS KIMHUYECKOTO UccnefoBaHuns

PeneBaHTHblE
PeneBaHTHble
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Ne N Tpe6oBaHus
nn [okymeHTaumsa Llenb v KoMMeHTapui (cBon TpeboBaHua v(cso,q
Tpeb6oBaHwuii A) Tpe6osaruii B)
H1 YBefomneHne 3TM4eckoro komu- loareBepxgaeT, uto Ksanuduumpo- 4.4 4.4
TeTa, B3aMMOAENCTBME C HMM W  BaHHbIA He3aBUCUMbIA  3Tndeckuii 4.5 45
ero 3akoyeHve/ogobpeHve KOMUTET paccMoTpen kaunHudeckoe 5.5.3.18 b) 55.3.15 b)
uccnefoBaHve YHKUMOHaIbHBIX Xa- 6.2 f) n ) 6.2f) npn
PaKTepPUCTUK N KOHTPOJIUPYET ero 6.4 6.4
71 71
7.2 ¢) 7.2 ¢)
7.3.2) 7.3.20)
81b)1 81b) 1
8.2j) 8.2j)
A.2
A6.1
A. 6.2
B. 811 e)
npunoxexve E
H2  CoobuieHna o HebnaronpusaTHbx — Cofepxar CBefeHVUs O Haimumm He- 4.4 ¢) 4.4 c)
CO6bITUAX, HebaronpuATHOM  6NaronpusTHLIX COObITUIA, Hebnaro- G.4 G4
BO3AENCTBUM U3OEMA W Hefo- NPUSITHOTO  BO3AEWCTBUSI  M3Aenust
cTatkax usgenvs N HeJOCTaTKOB M3Oenvs, a Takke o
JeiicTBUAX, NPeanpuHATBLIX B CBSA3N
C H/MK
H3  O6pasey yTBepxXAeHHbIX (iOopM  YAo0CcToBepsieT cofepxaHue opm 4.5 45
WMH(OPMUPOBAHHOIO  cornacusl,  UHdopMMpoBaHHoro  cornacua  m 5.5.3.19 5.5.3.19
€C/IM  TakoBble WCMOJb3YKTCHA,  UHopMaumK, npegocTasneHHol  7.3.2 f) 7.3.2 )
nHdopMaumsa ONna CyObekToB U CyObekTy B XO4e K/IMHWYECKOro Wuc- A3
peknamHas uHdOpMauus, BKIO-  CnefoBaHus  (PYHKUMOHASIbHBIX Xa- E.2 ¢)

Yada nepesoabl 1 peaakunn, ecnn
OHU caenaHbl

paKTEPUCTUK

npunoxexve F



MpogomkeHne Tabnmusl H. 1

Ne
nn

H.4

H.5

H.6

H.7

H.8

H.9

H.10

H11

H.12

H.13

JokymeHTauusa

Jokasarensctea Hannuusa
(hOpPMMPOBAHHOIO cornacus

JokymeHTauus 0 COOTBETCTBY-
Iowein  kganudmkauuy  ri1aBHoro
nccneposatens  (06HoBNsieTCA
npyv 3amMeHe [NaBHOro uccneno-
BaTesisl)

[JokymeHTauum o ponsx u 06s-
3aHHOCTSIX [/TaBHOrO MccrefoBa-
TENS N KIOYEBbIX COTPYAHVKOB
1ccnenoBaTesnlbCkoro LeHTpa Ha
KaKAOWN KNuHM4Yeckoli 6ase

CBepeHusi 0 KBanMdhmkaummn K-
YeBbIX COTPYAHWKOB UCCrenoBa-
TeNbCKoro LeHTpa (06HOBSAOTCA
no Mepe HeobXoAMMOCTU C BK/IHO-
yeHVeMm B paboTy HOBbLIX COTPYA-
HWKOB)

Bpoluopa uccneposatenss u oT-
UeT O BHECEHWUW peaakuuii, ecim
NPUMEHNMO

MpOTOKON K/IMHWYECKOTO MCCie-
[l0BaHNs  (PYHKLMOHA/IbHBIX Xa-
paKTepUCTUK

JoKymMeHTaLVsi 0 MOHUTOPUHIE

OTueTbl O TPaHCMOPTMPOBKE W
yueT nccnegyemMbix MeanLMHCKMIX
nsgenuin gnsa IVD

3anucy 06 yyete 06pasLoB U KX
LieSIOCTHOCTM

Cnuncok
LeHTpOoB

ncecnenoBatesibCKnNx

Lienb nam kommeHTapuit

MoaTBepXaaroT, 4To UHGHOPMUPOBAH-
Hoe corfiacue 6bI10 AaHo. JTOT Ao-
KYMEHT cfiefyeT XpaHWUTb TOMbKO Ha
KNIMHWYeckoli 6ase

[aeT xapakTepucTnky pyKoBOAUTESHO
KIMHUYECKMX UCTIbITaHUIA

OTpaxaeT B [AOKYMeHTauuu 3aBe-
pPeHHOe MNOAMUCLIO pacnpeaeneHve
06513aHHOCTEl, A0MHKHOCTEN U OTBET-
CTBEHHOCTU B K/IMHWYECKOM WUcCCne-
[0BaHMN (DYHKLMOHAbHbIX XapakTe-
pUCTUK

JatoT  XapakTepucTuky  KIoYeBbIM
COTPYAHWKAM  WCCNeA0BaTEe/IbCKOro
LeHTpa

OnucbiBaeT uccnegyemoe MeauUuH-
ckoe usgenue gnia VD, Bko4vas UH-
CTPYKUMUN MO NPUMEHEHUIO

OnucbiBaeT niaH KINHUYECKOTO WUC-
cnenoBaHnAa U npoueaypbl

Y[ocToBepsieT, 4TO NPOBOAWTCA CO-
OTBETCTBYIOLUMIA MOHUTOPUWHI. BKksto-
yaeT:

- MNaH MOHWUTOPWHIa;
- [OKyMeHTauuw o
K/IMHUYeCKol 6a3bl;

- UMS M KBaIMMKAUMIO cnevumanu-
CTa M0 MOHUTOPUHIY K/TMHUYECKMX
nccrefoBaHuii, N0 Mepe Heobxoau-
MOCTW BHOCSITCSI KOPPEKTPOBKM

MOHUTOPUHIe

BepudmumpyoT dmsndeckoe obna-
JaHve u3genuaMu, obecneyvBatoT
LenocTHocTb u3genus. Cornacosbl-
BAlOTCA C OT4YeTamMm O TPaHCNOopTu-
POBKE M YYeTHbIMM 3anucamy 3akas-
ymka

Y[0CTOBEPSIOT yyeT BCex 06pasLioB
Ha BCeX aTanax MccriefoBaHus

KnuHuuyeckne 6a3bl, Ha KOTOPbIX Mpo-
BOAWTCS WcCCefoBaHue, C ykasaHu-
€M Ha3BaHuii 1 afpecos
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PeneBaHTHbIE
TpeboBaHusa
(cBog,
TpeboBaHuii A)

4.5
732 0)

51
59.1 a)
6.3
6.4

51
511

51
6.3
6.4

54

55

5.5.2 d)
552 m)
5.10
72 €)
7.3.3

5.5.2 )
5.5.3.17
8.1 a) 5)

5.5.2 k)
81 a) 5

5.5.3.6
8-2 1)

PeneBaHTHbIE
TpeboBaHusa (cBoa
TpeboBaHwuii B)

4.5
732 p)
npunoxexve F

51

59.1 a)

6.3

6.4

npunoxeHve E.2 e)

51
511

51
6.3
6.4

54
npunoxexve C

55
npunoxexve B
D.7.2

5.5.2 d)
5.5.2 m)
5.10
7.2 €)
7.3.3
D.13 e)

5.5.2])
5.5.3.17
8.1 a) 5)

5.5.2 K)
81l a) 5

5536

8.2 1)
B.5

D.5e)
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MpoponxeHne Tabnuubl H. 1

Ne

n/n

H.14

H.15

H.16

H.17

H.18

H.19

H.20

H.21

H.22

H.23

46

[okymeHTauus

JokymMeHTaumst o Bo3Bpate Wi
yTUAM3aUMU  UCCefyemMoro Me-

anuuHekoro wmsgenuna ana  1IVD,
ecnv NpUMeHNMOo
YBefloM/IEHNE  perynvpytoLlero

opraHa, B3aMmofeincTeme ¢ HUM u
ero ogobpeHue (rae NPMMEHNMO)

WMHcTpyMeHTbI c6opa faHHbIX

3anucu 06 nccnefosaHUn NPoosI

3anucy 0 TEXHNYECKOM OBCYXn-
BaHMN N KasIMbpoBke obopyaoBa-
HUA, ecnn 3aTo MMeeT OTHOoLLeHne
K KIVHWYECKOMY WCCNefoBaHno
(hYHKUMOHAMBHBIX  XapakTepu-
CTVK

JokymeHTauvsi Bbibopa uccnemo-
BaTe/bCKOro LieHTpa

MNoanuncaHHoe cornaweHue
mMexay pykosogutesnem (pyko-
BOAMTENAMM) KNIMHNYECKoro

uccnepoBaHus/uccnegoBaTesib-
CKUM LieHTPOM (LeHTpamu) 1 3a-
Ka3unkom

MoanucaHHble cornaileHus
Mexy 3aKkazuuMKkamu 1 TPeTbUMU
CTOpOHaMV, HanpuMep KOHTPaKT-
HO-MCCNe0BaTENbCKOM  OpraHu-
3auueil, Begywwmm nabopaTo-
pusiMu

PackpbITie MHhopMaumMn o KoH-
IKTax WMHTEPECOB C BHECEHW-
€M M3MEeHEeHWn No mMepe HeobXxo-
AVMOCTK

O6pasey, MapkMpoBKK nccneagye-
MOro meaguumuHCKoro usgenuna gns
IVD

Lienb nnu koMMeHTapuii

[JOKyMeHTVpYEeT Haanexaulyl yTu-
M3aumio  GUOMOrMYEcKM  OMacHbIX
MaTepvanioB WM ApyrMx MaTtepua-
NIOB, TPEGYIOLLMX YTUIU3ALMK CreLu-
abHBIMU MeToAaMK

MoaTeepxaaeT, 4To UHpopmauus
Obl1a npefocTaB/ieHa  perynunpyto-
LLWIM opraHaM, a TaKkke yBeJOM/IEHNe
1M ogobpeHne

3710 MOryT 6bITb hopMbl cbopa AaH-
HbIX, pacnevyaTkv, WHAMBMAYa/lbHblE
perMcTpaumoHHble  KapTbl.  Ha6op
61aHKOB 41 NOATBEPXAEHNS coep-
XaHnsi cobrpaembIX JaHHbIX

Pukcauma HeobXoauMon WHgopma-
umm 060 BCex obpasuax, paccmarpu-
BaeMbIX B MCC/eA0BaHUN

OTpaxaloT B [AOKYMeHTauuu npo-
Leaypbl TEXHUYECKOro OO6CyXuBa-
HUS U KannbpoBkM 060pya0BaHMS,
nobole  mMogudmkauum obopyaosa-
HUA, a TakKke HenpepbiBHOE TEXHU-
yeckoe 06CNyXnBaHue 1 KannbpoBky
Ha NPOTAXXEeHUN BCEero KAnHM4eckoro
ncenenoBaHus (PYHKLUMOHabHbIX Xa-
paxkTepucTuK

BepudmumpyeT paccMOTpeHVe KBa-
nudpmkaLmm uccnefoBatens U uccre-
[l0BaTe/IbCKOro LeHTpa

[eMOoHCTpupyeT MOHMMaHWe COOoT-
BETCTBYHOLLMX 06513aHHOCTEN KavkaoM
13 CTOPOH

JeMOoHCTprpyeT MNOHUMaHUe COOT-
BETCTBYIOLLMX 06513aHHOCTEN Kakaoli
U3 CTOPOH

[OKYMEHT/POBaHNE HaInuua  KOH-
h/IMKTOB MHTEpecoB, Hanpumep du-
HaHCOBbIX

YpoctoBepseT
MapKUpoBKY

COOTBETCTBYIOLLYHO

PeneBaHTHble
TpeboBaHus
(cBog
Tpe6oBaHwuii A)

5.5.3.14
8.1 a) 5)

5.5.3.18
5.7

6.1 1)

5.6

57

59.1 b)
7.32¢)
7.3271)

593

511
6.4
81

511

511
8.2 k) 2)

5.12

PeneBaHTHblE
TpeboBaHus (cBoA
Tpeb6oBaHuii B)

5.5.3.14
8.1 a) 5)

5.5.3.18
5.7

6.1 )
A.6.1
A6.2
D.8.11

5.6
A5

5.7

59.1 b)
7.3.2 €
73.2T7)

593

511
6.4
81

511

511
8.2 K) 2)
E.2

5.12
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Ne
nn

H.24

H.25

H.26

H.27

H.28

H.29

H.30

H.31

H.32

JokymeHTauusa

JokymeHTauma Havana KamHu4e-
CKOro MccnefoBaHys

PurHaHCOoBbIE CcornalleHuns, ecnun
OHM He pacCMOTpPeHbI B cornatle-
HWAX 06 OTBETCTBEHHOCTYU

JoKyMeHTaUMsi N0 VHCTPYKTaXy

MoaTtBepxaeHus B3aMmofeit-
CTBUSl, CBSI3aHHOTO C K/IMHUYE-
CKUM  uccnefioBaHMEM  (hyHK-
LIMOHAsTbHbIX XapaKTepucTuK,
BK/IOUAS 3/IEKTPOHHBIE U BYyMa-
Hble MMCbMa, MPOTOKO/bI COBE-
LAHWIA U OTUYETLI O TENEOHHbIX
neperoBopax

YBenoMneHne 3TUYECcKoro Komu-
TeTa WM perynvpyroLwero op-
raHa O 3aKpbITUX K/IMHUYECKOoro
ncenenoBanna OYHKUMOHAbHbBIX
XapakTepucTuk, caenaHHoe rnas-
HbIM MCClefoBaTenemM Un 3akas-
4YMKOM, €Cnn HeobXxoanMo

OTYeT 0 K/IMHMYECKOM MUcCreno-
BaHUM (DYHKUMOHA/IbHBIX Xapak-
TEPUCTMK

MonpaBku K MHAMBUAYaNbHON pe-
TMCTPaLNOHHON KapTe

VHavBuayanbHble  perucrpauu-
OHHbIE KapTbl, MOJIHOCTLIO 3aMoJ-
HEHHbIE

Mpouenypsbl BOCCTaHOB/IEHUS
VHChopMaLmu B KIIMHUYECKMX UC-
cnefioBaHnsiX  OYHKLMOHAMbHBIX
XapaKTepucTuK, B KOTOPbIX Npu-
MEHsIeTcsi cfenoii MeTon/Macku-
poBaHue, rae NpPUMEHUMO

Lienb nam kommeHTapuit

Bepudmumpyet obyudeHue wuccneno-
BaTeNis W COTPYAHUKOB wuccnenosa-
TENbCKOr0 LEHTPa NPUMEHEHUI0 W3-
nenva n cobnwogeHno TpebosaHui
NPOTOKOMA K/IMHWYECKOro uccneno-
BaHWA

MoaTeepxgaloT  MHAHCOBbLIE  A0-
FOBOPEHHOCTN Mexay uccneposare-
nem/uccnenoBareslbCKUM  LIEHTPOM
N 3aKa3uukom (MOryT XpaHuUTbCS OT-
[OeNbHO OT APYrX AOKYMEHTOB, OTHO-
CALMXCSA K KNMHMYecKol 6ase)

MoaTBepxaaeT  npoBeaeHue  WH-
CTpyKTaXa, kak TpeGyeTcsi B COOT-
BETCTBYIOLLMX MYHKTAX HACTOSILLErO
[IOKyMeHTa

He o6s13aTe/1bHO B 6ymadkHol chopme

MoaTBEPXAaloT N06ble U3MEHEHNS,
[ONOMHEHNST WIN UCMPAB/IEHUS], BHE-
CEHHble B WHAVBULYASIbHYIO peru-
CTPaLMOHHYHO KapTy NOC/e UCXOAHOIA
ee [oKyMeHTauum

MoaTBEPXAAOT COGpaHHble AaHHble
M TO, YTO WX [OCTOBEPHOCTb Gblna
MpoBepeHa [/1aBHbIM MCccrieoBaTe-
nem

MoaTBepPXAAT, YTO MpU Heobxoaw-
MOCTW  3KCTPEHHON  MeAMLMHCKOW
NOMOLLY MHJIOPMAaUMsi MOXET 6bITb
BOCCTaHOB/IEHA

FOCT P NCO 20916—2022

PeneBaHTHbIE
TpeboBaHusa
(cBog,
TpeboBaHuii A)

MyHKT 6
82 n)

6.2 d)

6.3
8.2 1) 4)

7.2 ¢)
7.3.2 a)

81 b

8.2

PeneBaHTHbIE
TpeboBaHusa (cBoa
TpeboBaHwuii B)

MyHKT 6

8.2 1)
D.5j)

6.2 d)

6.3
8.2 1) 4)
F2 b)

7.2 ¢)
7.3.2 a)

81b
A61

8.2 d)

A5

A5

A.7e)
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OkoHuyaHve Tabnuubl H. 1

PeneBaHTHble

PeneBaHTHble
Ne Tpe6oBaHus

[okymeHTaumsa Llenb nim koMmeHTapuii TpeboBaHua (CBOA,
n/n (cBog o
o Tpeb6oBaHuii B)
TpeboBaHuin A)
H.33 [okasaTenbcTBo cTpaxoBaHusl, [loaTBepxaaet, uto cyobekTy (cybb- 7.2 h) 7.2 h)
ecnv NpUMeHNMOo ektam) OyaeT npefocTaB/ieHa KOM- A. 8
neHcauus 3a TpaBMbl, CBSA3@HHbIE C B. 8.10
KNIMHUYeCKM nccnefoBaHuem yHk- E.2 i)
LMOHaUTbHbIX XapaKTepuUcTuK E.4 d)
H.34 OnucaHue MeToga paHfomu- Bepudmumpyet noATeBepXaeHve B.81 ¢)
3auMm  ANnA KAMHWYECKUX Wc-  paHfomusaumn. B 3asucumoctn oT
cnefoBaHWin - (OYHKUMOHAIbHBIX  METOAMKM MPOBEAEHNS K/TMHUYECKO-

48

XapaKTepuUCTuK, B KOTOPbIX OHa
NnpuMeHAeTCA

r0 UCCNeaoBaHus oyHKLMOHA/bHbIX
XapaKTepucTyK 3Ta UHChopMaLMs Mo-
XET He NPefoCTaB/ISTLCS B UCCe0-
BaTe/NbCKMIA LIEHTP, B KOTOPOM MPOBO-
OUTCA  KMHUYECKoe UCCefoBaHue
(hYHKLMOHA/IBHBIX  XapaKTEPUCTUK C
UCMO/Nb30BaHMEM c/ienoro  Metoaa/
MacKMpOoBaHWs
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MpunoxeHwe |
(cnpaBo4Hoe)

Ayant

AyamT KIMHUYECKOTO UCCnefoBaHnsa YHKUMOHASIbHBIX XapaKTePUCTUK MOXET NPOBOAUTLCA /1A OLEHKM COOTBET-
CTBMA TpeboBaHUAM NPOTOKO/A KIMHNYECKOTO UccefoBaHns YHKLMOHA/TbHBIX XapaKTePUCTUK MUCbMEHHbIM MHCTPYKLM-
AM W HACTOSILLEMY AOKYMEHTY. MeponpusaTs B pamkax ayauta MOryT OXBaTblBaTb BCE BOB/IEYEHHbIE CTOPOHbI, CUCTEMbI U
00BbeKTbI; PyHKUMM ayauTa ABNATCA HE3aBUCUMbIMU U OTAE/bHBIMU OT (YHKLWMIA NJIAHOBOTO MOHUTOPUHIa WM KOHTPOSA
KayecTBa.

AyanT MOXeET ObITb HEOOXOANM:

a) Kak rnjaHoBoe MepornpuaTie B pamKkax MPOBEEeHNs KOHTPO/IA KayecTBa 3aka3ymkoM;

b) ANna oueHKN 3P(EKTUBHOCTU MOHUTOPUHIE;

C) Bcerga, ec/m MMerT MEeCTO Cepbe3Hble UM NOBTOPSAIOLLMECSH OTKIOHEHUS OT NPOTOKOMA K/IMHUYECKOro uccneo-
BaHVSA WM NOJO3PEHVE B MOLLEHHWUYECTBE;

d) pns obecneyeHns roTOBHOCTY UCCNEe0BaTENbCKOrO LIEHTPa K NPOBEAEHNI0 UHCNEKLMN;

€) Mo 3anpocy WM NPeasIOKEHUI0 PETYMPYIOLLEro opraHa.

AyauTopbl, OCYLLECTBASAIOLWME ayanT, [O/MKHbI MMETb COOTBETCTBYIOLLYIO KBa/IMADMKALMIO 1 OMbIT 4718 €ro nposese-
HUA 1 HE HECTU NPSAMOL OTBETCTBEHHOCTW 3a MCC/Ie[0BaHNE UM KIIVMHUYECKYIO 6asy, ayAuT KOTOPbIX NPOBOAUTCS.

AyauT KIMHUYECKOTo 1CCnefoBaHns yHKUMOHaUTbHBIX XapakTepuUCTUK creayeT NPOBOANTL B COOTBETCTBUM C NMUCH-
MEHHbIMW UHCTPYKLUMAMM 3aKa3umka Wi KOHKPETHBIMW YKa3aHUsMK O NpegmMeTe ayauTa, MeTodax ero npoBegeHusi, 4acTo-
Te, hopMe 1 CoAepXaHnN ayaMTOPCKOrO 3akio4eHus.

MnaH ayguTa, cocTaBNsieMblii 3aKa3yumMkoM, M Npoueaypbl ayauta KIMHUYECKOro 1ccnefoBaHnst yHKUMOHAIbHBIX
XapakKTepucTunk pa3pa6aTb|Bar0Tcy| B COOTBETCTBUWN C TUNOM, C/TOXXHOCTbIHO U PUCKOM KINHNYECKOro mnccriegoBaHunA beHK-
LIMOH&/TbHbIX XapakTepuCTUK, a Takke NobbIMY BbISIBMIEHHbIMW Npo6iemamu.

PesynbTaTbl ayauTa 0TPaxaroTcs B AOKYMEHTauMU 1 LOBOAATCA A0 CBEAEHUS COOTBETCTBYHIOLLMX CTOPOH, €CNW Mpu-
MeHuMO. Kpome TOro, B criyyae BbISIB/IEHUS HELOCTATKOB B XOfe ayauta criefyeT BbINO/HWUTL AeCTBUS, Hanpas/ieHHble
Ha VX ucnpasfieHne, ¥ BHOBb MPOBECTY ayauT.
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