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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-03 «O TexHUYeCcKOM perynmupoBaHiun», a npaBuna npMMmeHeHuns HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBepgeHUA o cTaHaapTe

1 NMOArOTOBJIEH JTabopaTtopuen npobnem KNMHUKO-NnabopaTtopHOU ANarHoCTUKKM Hay4yHo-Uccneao-
BaTeNbCKOro LeHTpa [ocyaapCTBEHHOro obpasoBaTENbHOMO yupeXaeHus Bhiclero npodeCcCnoHanbHOro
obpasoBaHuda « MockoBckada meguumnHckaa akagemusi um. .M. CeveHoBa» Poc3apaBa Ha ocHOBe CODCTBEHHO-
ro ayTeHTUYHOIo NepeBoda Ha PYCCKUN A3bIK CTaHadapTa, yKasaHHOIo B NyHKTe 4

2 BHECEH TexHn4yeckum komutetom no ctaHgaptmnsaumm TK 380 «MeguumHckme nsgenns gnsa guar-
HOCTWKW In VItro»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaeparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio U MmeTtponiorn ot 12 Hoabdpsa 2010 r. Ne 464-cT

4 HacTtoawmnn ctaHgapT naeHTu4eH mexxagyHapogHomy ctaHgapty EH 13612:2002 «OueHka pyHKUNO-
HaNbHbIX XapakTepUcTuKk MeauuHCKUX nsgennun ana gnarHoctuku in vitror (EN 13612:2002 «Performance
evaluation of in vitro diagnostic medical devices»)

5 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUUOHHOM yKa3zamere «HayuoHalnbHbie cmaHoapmsai», a meKkcm UaMeHeHUU U rMorpagoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX yKalamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 e)XXeMeCsIYHO U30asaeMoM UHGPOpMaUUOHHOM yKa3amerie « HayuoHarnbHbie cmaHOapmel». Coomeemcmaey-
rowas UHopmMauus, yeeodoMrieHue U meKcmsi pasmMellaromcs makxe 8 UH(popMayUoHHOU cucmeme oblyez2o
rofib308aHUsT — Ha ouyuanbHoM calime PedepallbHO20 a2eHmcemaea rio mexHU4ecKoMy peaynupogaHuro U
MempoJsiozauu e cemu MIHmepHem
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HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

EBponenckast Aupektnea 98/79/EC no MmeanUMHCKUM n3genmsam ang AnarHoCTUKN in vitro B npunoxe-
Huu lll, paszgen 3, nyHKT 11 1 pasgen 6.1 B npunoxeHun 1V, paszgen 3.2, nepevyncneHue ¢) B npunoXeHnnV, pas-
nen 3, TpedbytoT, YTODLI M3rOTOBUTENBL B CBOEW TEXHUYECKOU AOKYMEHTAaL MM NpeaocTaBnsaAn AoKasaTenbCTBa
TOr0, YTO MeANLUUHCKoe nsaenue angd AuarHoCTUKK in vitro yHKUUOHUPYET TakK, Kak 3adBNeHo, OTHOCUTENBHO
TeXHUYECKMNX, aHaNMUTUYECKNX NN AnarHoCTUYECKUX XapaktepucTuk. laHHble gokasaTenbcTBa A0 KHbI ObITh
OCHOBaHbI MO0 Ha AaHHBLIX, NONYYEHHbIX U3rOTOBUTENEM, NMDO Ha MaTepuanax, 3aMMCTBOBaHHbIX U3 HAYYHOW
nutepartypbl, NMOO Ha pesynbTaTax UCCNeaoBaHus No oueHKe PYHKLUKUOHAaNbHbIX XapakTepUCcTUK n3aenus B
KIMAHNYECKNX UM APYTUX COOTBETCTBYHIOLLMX YCITOBUAX B COOTBETCTBUU C NPUMEHEHUEM Mo npeaHasHa4vYeHuIo.

Ecnn nccneaoBaHne no oueHke yHKLUUOHaNbHBIX XapakKTepUCcTUK Heobxoanmmo Ans Toro, Ytobbl Noa-
TBEPAUTb 3asiBNIeHHbIE XapakTepUCTUKA N3aenns, HacToSALWMIN cTaHaapT ONUCkIBaeT NOPAa0K, B COOTBETCTBUN
C KOTOPbLIM U3rOTOBUTENb AOSIKEH BbINOMHUTL CBOU 0BA3aHHOCTU MO NPoBeAeHU0 AaHHOro nccnegoBaHus Ha
COOTBETCTBYOLLEM HAaYy4YHOM YpOBHe. [1porpamma oLUeHKM aganTupoBaHa K npupoae nsgenusa n ero npuMmeHe-
HUIO MO NpeaHasHa4YeHMIo, C y4eTOM pasnnYHbIX pekoMmeHaauun, NnprueseaeHHBIX B cTaHAapTax M HayuyHOU nuTe-
paType.

Icxoaa 13 LWMPOKOoro amanasoHa MmeguunMHCKUX n3genuim Ans AnarHoCTuKKW in vitro, oxBadveHHoro B npex-
TnBe 98/79/EC, n npMHnmasi BO BHUMaHKUE, YTO A0 HACTOSLLEro BpeMeHM OTCYTCTBOBAN AOKYMEHT, MPUMEHU-
MbIM B paBHOWU Mepe KO BCEM BMAAaM COOTBETCTBYIOLLMX N3aennn, Lenbio HacToswero ctaHgapTta aBndeTcs
npegocTaBneHne obLNX 3NEeMEHTOB, KOTOPbIE ACMKHLI UMEeTb MECTO NpU oLeHKe PYHKUMOHAMNbHBLIX XapaKTe-
pUCTUK. CTeneHb NPUMEHUMOCTU PAAa ONMMCAHHBIX acnekToB byaeT 3aBUCETL OT YPOBHSA CNOXHOCTU MeAUNLNH-
CKOIro usagenund ang aAanarHocTuKkn in vitro.

N3roToBUTENN AOIMKHBI MPUHKUMAaTb BO BHUMaHWe onybnuMkoBaHHbIE B opuLMansHOM XXypHane EBponen-
ckoro Coobuectea «ObLWme TexHnueckme cneundnkaummn» (CTS) B COOTBETCTBUM C NYHKTOM & «CChINKK Ha
ctaHaapTb» Aupektuebl 98/79/EC.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

OLIEHKA ®YHKLMUOHAIbHbIX XAPAKTEPUCTUK MEOULMHCKUX U3OENUA
ANnA OUATHOCTUKU IN VITRO

Performance evaluation of in vitro diagnostic medical devices

[aTta BBegeHna — 2012—03—01

1 O6nacTtb NpUMeHeHus

HacTtosawun ctaHaapT NpUMEHNM AN oUeHKN DYHKLNOHAaIbHbBIX XapaKkTepUCTUK MeANLMHCKNX N3aennia
ONA AWarHOCTUKK in vitro, BKNoYasa U3genua Ans camotecTupoBaHusa. HacToawun ctaHaapT ycTaHaBnMBaeT
OTBETCTBEHHOCTb N 0bLMe TpeboBaHNA B OTHOLLEHNU NNTaHUPOBaHUSA, MPOBeAEeHNS, OLLEHKN 1 JOKYMEHTUPOBA-
HNSA UccneaoBaHua ANa oueHKU dyHKUMOHANbHBIX XapaKTepuUcTUK N3rotoBuTenem. Hactoawmnm ctaHaapT He

NMPUMEHUM B OTHOLUEHWWX NaHOB cneundniyeckon oUeHKU onpeaeneHHbIX MeanuUuMHCKUX 3gennmn ang amar-
HOCTUKW Ih Vitro.

[TpunmeyaHnwune—[naseibopa nybnukauum no cneunanbHbIM NnaHam OUeHKM cMm. pasgen «bunbnuorpadusy.

B Tex cniyyasx, koraa uaroToBUTENb NoaaepXkuBaeT cMCcTeMy KadecTBa, HacTOALWWA cTaHaapT NPUMEHUM
B OTHOLLEHWUU COOTBETCTBUSA C «BannaaLMen KOHCTPYKLUUY N K UIBMEHEHNAMU KOHCTPYKLMN» B TOW pedaKkLuu,

koTopaanpusegeHas NCO 9001, EH46001 MEH928 c ydyeToM npupoabl UNpUMeHeHna MeauUnHCKMX nsaeni
ONg AMarHOCTUKKN in Vitro.

B yacTHOCTHK, HACTOALWMA cTaHAapT NPUMEHUM K MeAULMHCKUM n3aenuam ang amarHocTukn in vitro ans
TOro, YTOObI:

- Ha OCHOBaHWW pe3yNbTaToB OLLEeHKN PYHKLMOHAbHBIX XapaKTepuUcTUK NpegocTaBuUTb A YNOoNHOMO-
YeHHbIX OpraHusaunii 1 perynmpyoLmx opraHoB JoKasaTenbCTBa TOro, YTO XapakTepuUcTUK MeanLuHCKOro
M3aennsa Ana AnarHoCTUKK in vitro COOTBETCTBYHOT TOMY, YTO 3asIBNIEHO N3rOTOBUTENEM;

- YCTaHOBWUTb afeKBaTHble JaHHble OLLeHKN PYHKLMOHANbHbIX XapakTepUCcTUK, NONyYeHHbIe B pe3ynbTa-
T€ COOTBETCTBYHOLWMX UCMBbITAHWUNA U HA OCHOBE CBEAEHU U3 NIUTEpaTypPbI;

- YAOOBIETBOPUTD TDEGOBEHMFI CUNCTEMBI KaHEeCTBd AJ14 BallMaallMA KOHCTPYKLUWA.

2 TepMuHbI N onpeaeneHus

B HacTosileM cTaHaapTe NPUMMEHSATCA cneayoLlme TepMUHbI C COOTBETCTBYHOLLIMMK onpeaeneHnusamm:

2.1 KoopaAMHaTop UCNbITaHMA ANA OUueHKU (hYHKLMOHaNbHbLIX XapakTepUcTUkK (coordinator of a
performance evaluation study): J1nuo, ynonHoMo4YeHHOE U3roTOBUTENEM HECTU OTBETCTBEHHOCTbL 3a BCE UCMbI-
TaHWSA Mo oUeHKe PYHKUMOHANBHBIX XapakKTepUCTUK MeaNLIMHCKOrO N3aenus aAnsa AnardocTuku in vitro.

2.2 Bblnagawwun (06vekT uccneaoBanHus) (drop out): Obpaszeu unu npobaHa, oTodbpaHHbIA ANKA UCTbI-
TaHWS Mo oUeHKe PYHKLUMOHANBHBIX XapaKTepUCTUK, HO HE UCCMNEAOBAHHBLIA TaK, Kak NMaHUpoBanoch.

2.3 nnaH oueHkU (evaluation plan): OnucaHue 3annaHUPOBAHHOIO UCMbITAHUA NO OUEHKe (PYHKUUO-
HaNbHbIX XapaKkTepUCTUK.

2.4 ot4yeT 06 oueHke (evaluation report): OnucaHue ncnbiTaHNsA Mo oLeHKe MYHKLNUOHANBbHbBIX XapaKTe-
PUCTUK U 3aKNHOYEHUS N3 HETO.

2.5 ucnbitatenb (Investigator): IlMuo, oTBeTCTBEHHOE 3a NpoBeAeHMNe OLEeHKU PYHKLUMOHANBHBIX Xapak-
TePUCTUK B onpeageneHHoOM MecTe.

U3paHune odbmumanbHoe
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2.6 HenpodeccuoHan (lay person): Jlnuo, He metoLlee cneunanbHOro MeamLUUHCKOro obpasoBaHus.
[EH 376:2002]
2./ 3asABneHue o (byHKUUOHaNbHbIX XapakTepucTukax (performance claim): Cneundpukaumm B OTHO-

LUEHUU PYHKUMOHANbHBLIX XapaKTepUCcTUK MeauumHCKoro nsaenusa ans AnarHocTukn in vitro, npuBeaeHHbIe B
NMHpopMaLUMn, NpeacTaBlNeHHOU N3rOTOBUTEIEM.

2.8 ouUueHKa (byHKLUUOHAanNbHbIX XapakTepuUcTuK (performance evaluation): IccnegosaHne oyHKLNO-
HaNbHbIX XapakTepUcTUK MeanuMHCKOro n3genua ans guarHoCcTuKu in vitro, OCHOBaHHOE Ha M3BECTHLIX AaH-
HbIX, HAY4YHOU nNUTepaType U UCnbITaHUN AN OUEeHKN PYHKLUMOHAMNBHBLIX XapaKkTepUCTUK.

2.9 UcnbiTaHUe ANA oueHKU (hYHKUUOHANbHbLIX XapakTepuUcTuk (performance evaluation study):
MccneagoBaHne mMeguUMHCKOTO M3aenna And AnarHoCcTUKK [n vifro, npeaHasHa4veHHoe AN NoATBEPXAEHUS
3asiBNeHns 06 PyHKUMOHANBHBIX XapaKTepPUCTUKaX B OXXKNAAEMBbIX YCIOBUSIX MPUMEHEHUS.

2.10 dbyHKUUOHaNbHbIe XapaKTepUCTUKU MeAUMUUMHCKOro usgenua ana AUarHocTUKU In Vitro

(performance of an in vitro diagnostic medical device): Paag cBOUCTB MeaANUUHCKOro n3gaenusa ang AnarHoCTUKKU
In vitro, cBA3aHHbIX C ero NpUrogHoCTbLI0 AN NpeanonaraemMoro npeaHasHavyeHus.

2.11 3anucu ucnbiTaHUA PYHKLUOHaNbHbIX XapakTepUuUcTUkK (performance study records): [lokymeH-
Taunda No 3KCnepumMeHTanbHbIM 3Tanam BO BpeMs UCTbITaHUA MO OLEeHKe PYHKLUMOHATbHBIX XapakTepUCcTuK
MNOJIydeHHbIM pe3yfibTaTam.

2.12 npobaHa wucnbiTaHUA ANA OUeHKU (PYHKUMOHaNbHBLIX Xapaktepuctuk (proband of a
performance evaluation study): Jluuo (nauneHT, AOHOP ), ydacTBOBaBLUEE B UCTbITAHUU, OT KOTOPOTO NoJyYeH
obpasel, ¢ onpeaeneHHbIMA XapakTepUucTukamm, noganexawmmn NCnonb3oBaHUD B UCNBITAHUSAX MO OLEHKe
P YHKUMOHANBHbIX XapakTepPUCTUK.

2.13 HacTaBHUK (tutor): Ilnuo, oTBEeTCTBEHHOE 3a HaA30p 3a HenpodgeccnuoHanamu, NpuBNeYeHHbIMUA K
MCNBLITaHWUIO NO OLeHKe PYHKUNOHANBHBIX XapaKkTepUcTuUK.
2.14 Banupauuna (validation): NoaTeepxaeHne, nNony4vyeHHoe NyTemM NpeaocTaBneHnst 0OBLEKTUBHBIX

[10Ka3aTenbCTB TOro, YTo TpeboBaHua Angd cneundrdeckoro npeaHasHadvyeHnsa NN npuMeHeHuUs Oblnv BbINoT-
HEHHbI.

[MTpumevyaHune 1 — TepMnH «BannampoBaHHbIN» NpuMeHsieTcs Ans 0603Ha4vYeHns onpeaeneHHoro cratyca —
OTOBHOCTU K NPUMEHEHUIO MO NPpeaHa3Ha4YEeHU!o.

[TpnmevaHwne 2— licnonb3aoBaHne ycrnoBun a4nA sanvgaunm MoXeT ObiTb pearnbHbIM U UMUTUPOBAHHbIM.
[EH MCO 9000:2000, 3.8.5]

3 Obwume TpedboBaHUA ANA OUEHKU (PYHKLUUOHANbHbLIX XapaKTepPUCTUK

3.1 OTBETCTBEHHOCTb U pecypchl

N3roToBUTENb NPUHUMAaET Ha cebs OTBETCTBEHHOCTb 3a Havano W/mnnmnpoBegeHmne UCnbiTaHUs No OLLeH-
Ke pYHKUUOHanNbHbIX XapakTtepucTuk. OH A0OKeH onpeaennTbe OTBETCTBEHHOCTh M B3aMMOOTHOLLEHUSA BCEro
nepcoHana, KoTopbl PYKOBOAUT U NPOBOAUT OLEHKY (PYHKLUMOHANBHLIX XapaKkTepUCcTUK MeanLMHCKOro nsae-
nnua ansa AnarHoCTUKKU in vitro, B YaCTHOCTW NepcoHana, KoTopbl Hy)XKaaeTcs B opraHusalnoHHoON ceBoboae U
npaBax, YToobI:

a) OLEeHUTb BannaHOCTb (MPUrogHOCTb K NIPUMEHEHUIO MO NpeHasHavYeHno) pe3ynbTaToB TECTOB U J0C-
TYMHBIX AaHHBbIX;

b) To4HO chopmMynmMpoBaTh 3asABNeHNE ¢ PYHKUUOHAlNbHBIX XapakTepucTukax, KotTopble BrnocneacTBUn
OOIMKHBI BbITb N3yYeHbl NN NOATBEPXKAEHbI;

C) onpenennTb U ACKYMEHTUPOBATL NIaH OLLEHKN U npoueaypbl TECTOB;

d) noarotToBuUTL OTYET 0D OLIEHKE.

N3roToBUTESb AOMKEH HA3Ha4YUTb KoopanHaTopa, OTBETCTBEHHOIO 3a UCMbITaHWE NO oLeHKe PYHKLUUO-

HalbHbIX XapakTepucTuk. KoopamHaTtop ACTKEH caM NPOBEPUTb Hann4ne Heobxoammelx pecypcoB. cnbiTa-
Tenb AomKeH obecnevynTb BLINONHEHWE NNnaHa B CBOEM PacnoNoXEeHUU U COOTBETCTBUE WUCMBLITAHUSA C
3TUYECKOWU TOUKN 3pEHUS.

3.2 NokyMeHTauunA

[lokymeHTauna UcnblTaHUA Mo oLeHKe PYHKUMOHAaNbHBIX XapakTepUCcTUK A0IKHa coagepXaTbh AOKYMEH-
Tbl, COOTBETCTBYIOLWLME pasgenam 3—7 HacTosWero ctaHaapTa, U ABNATLCA YacTbio TEXHUYECKOU A0OKYMEHTa-
LA MeanLUHCKOro nagenunsa ansd AnarHocTukA in vitro.

2
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3.3 3aKknrwuutenbHas oueHKa U pacCMOTpeHUe PYKOBOACTBOM

KoopauHaTop A0KEH OLLEHUTb U AOKYMEHTUPOBATb, Kakmne 3asaBieHns 0 pyHKUMOHaNbHbIX XapaKTepuc-
TUKaX COOTBETCTBYIOT TpeboBaHUAM, YCTAaHOBUTb, KakMe XapakTepUCTUKA He COOTBETCTBYIOT TpeboBaHMUAM U
npv HeoBXOAUMOCTU NPEANIOXKNTbL MPOBECTU KOPPEKTUPYOLWME AEeNCTBUS.

OTBETCTBEHHbIN NMpeaAcTaBUTENb PYKOBOACTBA M3roTOBUTENS AO/MKeH ybeauTbcs, 4YTO pes3ynbTaThl
MCMbITaHNA Mo oLeHKe PYHKLNUOHANBbHBLIX XapakTepUCTUK N pekoMeHaaL MM nNo KoOPPeKTUPYIOLLIMM AeACTBUAM
MOSTHOCTBIO YYTEHBI U COOTBETCTBEHHO [AOKYMEHTUPOBAaHbLI, Npexae 4YeMm yTBepauTb Aekapauuid O CoOoT-
BETCTBUM.

4 OpraHu3auus UCNbITaHUA NO oUueHKe (PYHKLUMOHANbHbIX XapaKTepUCTUK

4.1 lNpepBaputenbHble YCNOBUA

[lepen Ha4anoOM UCMNbITaHUA NO OLEeHKE PYHKLUUMOHAMNBHBIX XapaKTepUCTUK KoopaAUHaTOP A0MKeH obec-
NevYnThb:

a) TOYHO cpopMynMpoBaHHOE 3adBNeHne 0 PYHKUMOHANbHBIX XapakTepUucTukax MmeguumMHCKOro nsge-
nma ana AnarHoOCTUKK in vitro, ABNAKLWErocsa 00 bekKToM UCNbITAHUS;

b) MeaguUMHCKOe nsgenue angd gnarHoCcTuKkK in vitro, nponssegeHHoe B YCNOBUAX KOHTPONUPYEMBIX MPO-
LLeCCOB NPOU3BOACTBA;

C) COOTBETCTBUE cneundukalm KOHTPONS KavyecTBa Nnpu BbiNycke MeaAULMHCKOro nsaenua ans guar-
HOCTWUKW in vitro, noanexauwlero oueHke pyHKUMOHaNbHBIX XapakTepPUcTUK;

d) npepocTaBneHne AO0CTaTOYHOro Yncna oobpasLoB MeaULMHCKOrO N3genua Ang AMarHoCTUKKM in vitro B
TeyeHne Bcero nepuoaa nposeaeHus UCnelTaHUA no oueHke PYHKUNOHAaNbHBIX XapaKTepPUCTUK;

e) yOOBNeTBOPEHNE BCEX 3aKOHHBLIX TpeboBaHMM K NpoBeaeHUI0 NCNbITAHMUS NO OLeHKe YHKLIMOHANb-
HbIX XapaKTepUCTUK;

f) Hanudue y ucnoiTatena (McnelTatenen) HeobxoAUMbIX 3HAHUA, YMEHUN N pecypCoB ANA NpoBeAeHUS
MCNbITaHUSA.

4.2 TlnaH oueHKN

[TnaH oueHKU OOMKeH YCTaHOBUTL e UCMIbITaHUA Ha HAayYHOWU, TEXHUYECKOU MU MeULMHCKOWU OCHO-
Be, 00NacTb OLLEHKN, CTRYKTYPY 1 OpraHusaL o UCNbITaHUSA 1 YACTIO N3AENNN, KOTOPLIX OHO NoTpebyerT.

Onpenenas 00bEeKTbl NCNbITAHUA, KOOPANHATOP ACIBKEH OLEHUTb, Kakne 3asiBNeHHble XapaKTepPUCTUKA
y>Ke noaTBepXaeHbl NofyYeHHbIMY AaHHBIMUA UKW HAYYHOU NUTepaTypou.

[TnaH oueHKW AonkeH ObiThb paspaboTaH ¢ y4eTOM HeODXOAUMMOCTU MUHUMN3UPOBATL NMNOTPEDOHOCTL B
MHBA3UBHOM B3ATUM NMpod. [MTpUMEeHUTEenbHO K MeauLUUHCKAM U3gennam anga anarHoCTUKA in vitro, npegHasHa-
YeHHbIM ONs1 caMOTECTUPOBaHUA, crneayeT obecneynTb, YTOOLI NnaH oueHKX BblfT NOHATEH U NMPUeMIEM AN
nonb3oBartenen, a npegocrtasnsemas nHdpopmaums obina Obl ACHOW U NErko BOCNPUHUMAaeMOMN.

[1naH oueHK AoMKeH TOYHO onpeaenunuTb crnegyioLllee:

a) ajeKkBaTHoe obpa3oBaHUe U NPaKTUYECKYo NOArOTOBKY UCNbITaTens (UcnblTaTenen) ans npumMeHe-
HUA MeOUUUHCKOro n3aenua ang AuarHoCTUKK in vitro;

b) nepedeHb NabopaTopunin NN APYrnx y4pexxaeHnn, NnpuHUMaroLuxX ydactme B UCMbITaHUM NO OUEHKe
PYHKUMOHANbHBLIX XapakKTepucTuk; ana nsgenun ansa camoTecTUpoBaHNA — MECTO pacnonoXeHUs U Ynucno
HenpodeCcCUoOHaNoB, MNPUBMEYEHHbIX K UCMbITAHUIO;

C) pacnucaHue;

d) MUHUManNbHO HeOBXoaANUMOoe Yncno NpobaHaoB ANs B3ATUA 0Opa3LOB MHBA3MBHBLIM CMTOCODOM, YTOOLI
agekBaTHO OLUeHUTb PYHKLUMOHaNbHbIE XapaKTepUCTUKU MegULUHCKOTo n3aenus ansa anarHocTukn in vitro;

e) WHCTPYKUWUN MO NPUMEHEHUIO, BKIKoYada onnucaHune ycnoBun NpUMeHeHns;

f) dpopmat 3anmcen ncnelTaHMA No oueHke PYHKLUMOHaNbHbIX XapakTepUcTUK.

4.3 MecTau pecypchbl

Mpoueaypbl UCNbITaHUSA NO oLeHKe PYHKLMOHAlbHbBIX XapakTepuUcTuK criegyeTt NpoBoanUTb B YCIOBUSIX,
MOAENNPYOLLUX YCNOBUA nNpeanofiaraeMoro npuMeHeHuns.

KoopanHaTop AomKeH oTBeYaThb 3a Hagnexallee npoBeaeHne UcnbitaHns no oueHke yHKLMOoHabHbIX
XapaKkTepucTUK BO BCeX MecTax, rae oHo npoBoanTcs. Bece ncnbitaten 4omkHbl ObiTb HAa3HaYeHbI.

B Tex cny4yasx, koraa K ucnbITaHUIO No oLleHKe (PYHKLMOHATbHBIX XapakTepUcT K MeaULUHCKOro U3aernus
19 AUarHoCTUKK in vitro ANg camoTecTUPOBaHMA NpUBIiedeHbl HenpodeccnoHarnbl, MecTa NCnbiTaHUA U YUCTIO
YYaCTHUKOB JOJDKHBI ObITb YKasaHbl. KoopanHaTop ACIKEH onpeaennuTb Kputepum Anga Bblbopa penpeseHTa-
TUBHOW NaHen oObEKTOB NpoBeAeHUA UCTIBITaHUA.
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OcobeHHO BaXKHO NPpU UCNbITAHUSAX C ydacTMeM HenpodpeCcCMoHanoB orpaanTb UX OT NMONyYeHUs1 N3MNLL-
Hen nHdopmaunnm ob UCrnonb3oBaHUM MegULUMHCKOTo n3agenua anst AnarHoCTUKAM in vitro Kpome Ton, KoTopast
peaoCTaBNAETCA C MeAULMHCKUM nsgenuem ans AuarHoCTUKM in vitro npy ero nocTaBke Ha PbIHOK, MOCKOMbKY
TOHATHOCTb MHCTRYKLUUK MO NPUMEHEHUIO, COCTaBNEeHHOW U3roTOBUTENEeM, ABNAeTCA OAHUM U3 BaXKHbIX acnek-
TOB UCNbITAHNA. [ OMmKHO ObITb TakKe obecneyeHo, YToOblI HeObyUYeHHOE NULIC He NonyYano AoNONMHUTENbHOW
MHpopMaLMM UNM NOMOLLW, HanpuMmep OT HacTaBHWKA, KpoMe TOoro obydeHusi, KOTopoe onpeaeneHo
M3roTOBUTENEM B MHCTPYKLIUKA MO NPUMEHEHMUIO.

4.4 OcHoBHasaA UH(OpMaLUA O KOHCTPYKUUU

KoopanHaTop OOMMKeH npeaocTaBUTb UCnbITaTento(aAM) AocTaToudHyo MHopMaLuuo AN NOHUMaHUS
(DYHKLNOHNPOBAHNA U NPUMEHEHNSA MeQULMHCKOro U3aenna Ans AnarHocTukn in vitro, n, koraa HeobxoamMmo,
CaMOCTOATENBHOMO UCMOMb30BaHUA UCNbITaTenemM MeauLIMHCKOro Usaenusa ana auarHoCTUKKM in vitro.

4.5 Pa3paboTKka akcnepuMeHTa

[Tpoueaypbl sKkCNepuMeHTa ANy NoATBePXAEHUA 3asiBNEHHBIX XapaKTePUCTUK, SIBASIIOLLIMXCH OO BEKTOM
MCNbITAHWS NO OUEHKEe PYHKLMOHAaNbHBIX XapaKTepUcTUK, OIMKHbI ObITb JOKYMEHTUPOBaHbI B M1aHEe OLEHKN.

Ocoboe BHUMaHUE B UCTIBITAHUSIX NO oUeHKe PYHKLUOHAaNbHBLIX XapakTepucTuK peareHToB/HabopoB
OOJPKHO ObITh YOENeHo, ecn 3TO NPUMEHUMO, Crneayloemy:

- cneyndunkaumssm BUonorndeckoro martepuana (Hanpumep, CbIBOPOTKA, niasma, mModa) U CBOWUCTB
(HanpumMmep, npeaensl KOHUEHTPauMn, BO3pacT U Nos KOHTUHreHTa npobaHaoB) npod, noaxeaawmx ansa npea-
nonaraemMoro UCnonb30BaHUS,;

- npobaHgam, KoTopble A0MKHbI y4acTBOBaATb;

- NPUroaHOCTU, CTabUNbLHOCTU N 0ObeMaM 0DbpasLIOB U KPUTEPUAM UCKTHOYEH U 0bpasLIoB;

- npouegypam NoCcTaHOBKU crenbiX npob, npu HeCcbXoANMOCTHN;

- CTabUNbHOCTU peareHToB;

- BO30eUCTBUIO ODbIYHLIX AaKTOPOB MHTEPdEPEHUNN, BbI3BAHHbLIX YCITOBUAMM B3ATUS 0OpasLOoB, UMK
naTonorn4ecKkum/pn3nonormiecknm CoCTosiHMEM AoHOPa nNpobbl, U NeYeHnem:;

- NpegnonaraemMblM YCNOBUAM NPpUMeHeHUa, ocoboe BHMMaHUe cneayeT yaennuTb UCNONb30BaHUIC
n3genua HenpodgeccnoHanomMm;

- BbIBOpPY COOTBETCTBYHOLWEN pedepeHTHOW NpoLeaypbl UAMepeHUs n pedepeHTHOro MaTepmana BblCO-
KOro nopsiaka, ecri OHWU AOCTYMHBI;

- onpegeneHnuto cocTosiHUA obpasua (Ans Ka4eCTBEHHbIX TECTOB B HOMUHANBHOMW UMN NMOPSAKOBOW
LLIKane);

- npoueaypam KanubpoBKK, BKMOYas NPOCNEXKNBAEMOCTb, €CIN 3TO COOTBETCTBYET YCNOBUSIM;

- COOTBETCTBYIOLLMM Criocobam KOHTPOIMS;

- orpaHU4eHnsaM TecTa;

- KpUTepusiMm As1 npoBeAeHUs NoBTOPHOIro MccnegoBaHUs U MCKNIOYEeHUSA JaHHbIX;

- JOCTYMHOCTWU AONONMHUTENBbHOU MHopMaLKn 0D obpasue nnu goHope, ecnn TpebyeTca NpocneXnea-
HUE HEOXUOAHHbLIX Pe3yNbTaToB;

- COOTBETCTBYHOLIMM MepaM ANns npeaynpexageHust pucka MHPULMPOBaHMS NONb3oBaTeNs.

B Tex cnyvasx, korga npegnonaraetcs NnogTBepXaeHune 3asdBNeHHbIX XapakTePUCTUK MHCTPYMEHTA, OCO-
6oe BHUMaHWe ACIMKHO BbITb yAeNneHo cneayioLmMmM acneKkTam:

- 0BCNY>XNBAHMIO N OYUCTKE;

- adppeKkTam nepeHoca;

- Banugauuun nporpaMmmHoro obecnevyeHus.

[TpnumevaHwune—[Ona nccnegoBaHnsa TEXHUYECKUX aCNEKTOB MHCTPYMEHTOB MPUMEHSAIOT COOTBETCTBYIOLWLME
cTaHgapThl.

4.6 3anucu UcnbITaHUA NO oLeHKe (PYHKLUOHaNbHbLIX XapaKTe pUCTUK

3anncu UCMNbITaHUA MO oL eHKe PYHKUMOHAaNNbHBLIX XapaKkTepUCTUK AOTIKHbI:

- OTChbINaTbh K 3KCNepuMeHTanbHbIM NpoLeaypam nrnaHa oOLeHKN;

- 0QHO3HA4YHO NOEHTUMPULNPOBATHLCS;

- codep’XaTb BCe pe3ynbTaThl M OTHOCALLMECH K UCTIBLITAHUIO BaXXHbIe AaHHble NN OTChINaTh K HUM;
- COCTaBNATb YacCTb TEXHNYECKOU AOKYMeHTaLU MM MeaULMHCKOro nsaenna ans auarHocTuKku in vitro.
[lonmxHa bbITb obecneveHa 3aWunTa Bcex KoHpunageHUanbHbIX AaHHbIX.

4.7 HabnwopeHUa n HeoXXUaaHHbIe ABNeHUs

Ocoboe BHUMaHWe O0MKHO ObIThb yaeneHo HabnioaeHUAM N HEOXMUOAaHHBIM SIBNEHUSM, HANpUMep, O0TO-
OpaHHbIM, HO HE CccneaoBaHHbIM 0bpasLiam, BeinagatoLlnum pedynbratam, HecTabunbHOCTU NPOBLI, peareHTa,

4
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CUrHana uT. n., HeBOCNPOU3BOANMOCT, HECOOTBETCTBUA pe3ynbTaTa c pedpepeHTHBIM MaTepunanomM Unu Krn-
HUYECKUMU NMPOoABNEeHUSAMIN, aedekTamMm Unm cbosam, olumdbkam nporpaMmmHoro obecne4vyeHmns nnm cUrHanoB.

ITtoboe oTKNoHeHMe OT onpeaeneHHon npoueaypbl AOMKHO ObITb 3aperncTpupoBaHo. Npu ncnbliTaHUK
MeaULMHCKOro n3genns AN AnarHocTUKK in vitro Ang camoTecTUpoBaHUSA UCNbITaTe b UMM HACTaBHUK AOIKHb
3amMevaTh obdoe 3aTpyaHEHWE UM BO3HMUKLLYHO NMP U UCNONMb30OBaHUN YCTPOWUCTBA Npobriemy n nioboe oTKIIoOHE-
HMUe OT crnocoba NpUMeHeHnsa MeaULUHCKOro n3aenus ansa AuarHoCTukKn in vitro, oNMCaHHOIo U3rOTOBUTENEM.

INMtoboe noaobHoe OTKNOHEeHWEe AO0MKHO ObITb COOTBETCTBYHOLWMM 0bpasomMm 3anucaHo. KoopaunHaTtop
COBMECTHO C UCMbITAaTENEM OCIMKEH BLIABUTb NPUYMHY, HACKOTIbKO 3TO BO3IMOXHO. Pe3ynbTaT A0MKeH ObITh
3aperucTpupoBaH U cTaTb YacTbio oT4eTa 00 oLUeHKe PYHKLMOHANBHBIX XapaKkTepUCTUK.

Ecnn BanMagHoOCTb yXXe npoBedeHHLIX UccneaoBaHUM oKa3biBaeTcAa Nod BONPOCOM M3-3a BLIABNEHHOMo
NCTOYHUKA OLLUNOKN, TECTHI cNeayeT NOBTOPUTL NOCNEe YCTPaHEHUS 3TOM0 UCTOUYHKUKA OLLUOKMN.

B cnyvae, ecrnn npnMy4nHon olbK ObINo HenpaBUlIbHOE NCMNOTb30BAHUE UM HENPAaBUNbHOE NOHUMAaHMNE
MHCTPYKLKUN NO NPUMEHEHNIC N3OENUSt UMN eCn ObIN BLIABMEH HEOXUAAHHBIN PUCK, NPUCYLLIMA KOHCTPYKLU
npoayKTa UM cnocody ero NPUMeEHEHUS, 3TO A0ITPKHO ObITb YETKO CPOPMYNUPOBAHO.

[omkHblI ObITb 3anncaHbl NpeanoXeHusl ncnelTatena(nen) N KoopanHaTopa no nobomy ynydleHuro
MeaULWUHCKOro U3genna ans anarHoCTukn in vitro n/nnin ero npMMeHeHuo.

4.8 OT4yeT 00 oL EHKEe PYHKLMOHANBbHbLIX XapakTepucTuk

KoopanHaTop OOMKEH COCTaBUTb OTYET 00 oueHKe yHKUMOHANbHBIX Xapakrepuctuk. OtyeTt aormkeH
cofepxXaTb onucaHue UCMbITaHUA, aHanns3 pesynbTaToB C 3aKNYEHMEM MO UCCeAOBaHUAM 3asiBMEHHbIX
XapakTepucTuk.

B oTueTe A0mKHBI ObITb 0OCYXaeHbl Ntobdble HabNogaBLIMecst HeOXKNAAHHbIE SIBNEHUS. [10 BOSMOXHOCTN,
OOITKHBI BbITb UAEHTURNLUPOBAHBLI UX MPUYUHBI M NPUBEAEHbI PEKOMEHAALNMN MO KOPPEKTUPYOLWNM OSUCTBN-
M, KOTOPbIE OOIMKHbI ObITh NPeaAnpUHSTHI, eCrlii HeoBXoAUMO.

B Tom cny4ae, korga npoBegeHbl HECKOSbKO UCTIbITAHWUIA OQHOIC U TOMO XXe MeaNLUUHCKOro n3genus ans
ONarHOCTUKN in Vitro, MOXeT ObITb COCTaBNeH eAUHbIN CYMMapHbIA OTYET.

5 Moaudumnkaumm Bo BpemMa npoBegeHuUsa NCnbiTaHUA NO OLleHKe
PYHKUMNOHANbHbLIX XapaKTepPUCTUK

Ecnu npouecc nponssoacTaa Oblf1 USMEHEH, ACIMKHO ObITb NPOBEPEHO, COOTBETCTBYHOT JI1 3asABIIEHHbIE
bYHKLNOHANbHbIE XapaKTepUCTUKU TEM, KOTOPbIE BbiNK yCTaHOBMEHbI NepBoHavansHo. B npoTuBHOM criydae
BaSIMOHOCTb Y>Ke NpoBeaeHHbIX NCCneaoBaHN AoMKHa ObITb MocTaBneHa Nog BoNpocC U NnaH oLeHKN n3genus
OOMKeH OblTb COOTBETCTBEHHO NEepPecMOTPEH.

[Mpn BBEAEHUN HOBOW KOHCTPYKLUUN N3Ae NS NnaH oLLeHKU A0MKeH ObiTb NepecMOoTpeEH.

6 llepeoueHKa

B cny4yae nsmeHeHun KOHCTPYKLMX UNU NpoLecca Npon3BoacTBa MeguLMHCKOro U3genusa Ang gnuarHoc-
TUKW in vitro, ncnblTaHue no oueHke OyHKUMOHANbHBLIX XapaKTepUCTUK A0OIMKHO OblTb NOBTOPEHO HACTONMbKO
ObICTPO, HACKOMNbKO 3TO BO3MOXHO, YTODObI NOATBEPAUTL, YTO npeanonaraeMmoe nNpuMeHeH1ue 1 3asBieHHbIe
byHKLUMOHAbHbIE XapaKTEPUCTUKN MeAULMHCKOro 1u3genusa Ana AnarHocTUKW in vitro, pasMeLlleHHoro Ha
DbIHKE, OLleHeHbl ageKkBaTHO.

OTa nepeoLeHKa MOXXeT OTHOCUTLCS K JOKYMEHTa nbHbIM pe3ynbTaTaM NpeLlecTBYOLLIEN OLEHKN B TOW
Mepe, B KaKo OHU NpU3HatoTCAa BannMaHbIMM 1M AONYCKAOLWNMK 3aMeHY Nnocne KpUTUYEeCcKoro nepecmoTpa.

7 3awumTta un 6e3onacHoOCcTbL NpobaHaoB (NauMeHTOB, AOHOPOB)

YaaneHune, cbop n nCnonb3oBaHWe TKaHeN, KNeToK 1 BELECTB YeNOBEYEeCKoro NpouUcXoXxaeHus perynm-
DYIOTCA B COOTBETCTBUM C 3TUYECKMMMU MPUHLMNAMU, Ha OCHOBE MOJIOXKEHUA HaLMOHAanbLHOro 3akoHoda-
TeNbCTBA Mo 3TKUM BONPOCaM.

B ntobom criydae pesynbTaThl, NoAy4YeHHble U3 Npobbl ¢ MOMOL b MeAULMHCKOro n3gennsa Ans gmarHoc-
TUKM in vitro Npu ero oLeHKe, He A0IMKHbI UCMONb30BaTbLCA AN APYIMX Lenen KpoMe oLeHKN hyHKLMOHAabHBbIX
XapaKTepUCTUK, ecrin 3TU4ecKne coobpakeHuns, NoNMHOCTbIO pasaensaemble OTBETCTBEHHBIMW MeAULMHCKUMM
crieyuanncTamm, He npeanonaratT obpaTHoe. B Takom cnyvyae meauumMHcKkMin npodeccnoHan npuHMMaeT Ha
cebs NoNHyo OTBETCTBEHHOCTb 3a NOCNeACTBUA MHOMO NCNONb30BaHNA 3TUX JaHHbIX.
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[MpunoxeHnvne ZA
(cnpaBo4HoOe€)

CooTBeTCcTBUE Noapa3fenoB HACTOALLEro cTaHaapTa OCHOBHLIM TpeboBaHMAM

EBponenckon IMpeKTUBLI

Tabnwuya ZA.1 — CooTBeTCTBME HAcToOALWEro craHgapra tpebosanmnam Esponenckon Oupektuebl 98/79/EC

[Toapasgensl HAacCToOALLEro ctaHaapra OcHoBHbIe TpebosaHua Esponenckon dupektusebl 98/79/EC
4.2 A.3
4.3 B.7, B.8
4.4 A.3
4.5 A3,A4, B2 B.4.1,B.6.1
bubnuorpadua

EH 376:2002

EH 928

EH 12286

EH 12287

EH 46001

EH MCO 9000:2000

EH LNCO 9001

EH MCO 13485

NCO 5725-1

EBponenckue n MeXxayHapoaHble cTaH4apThbl

VMIHbopmauus, npeaocTaBnsaemMmast U3aroToBUTENEM C peareHtamMmu ans AnarHocTuKn in vitro ans
camoTtectupoBaHus (Information supplied by the manufacturer with in vitro diagnostic reagents
for selftesting)

Cucrtembl gunarHoctukn in vitro. PykoBogcteo no npumeHeHuio EH 29001 n EH 46001 wm
EH 29002 v EH 46002 kK megnunHCKum nagenusam ans guarHoctmkn in vitro (In vitro diagnostic

systems. Guidance on the application of EN 29001 and EN 46001 and EN 29002 and EN 46002
for in vitro diagnostic medical devices)

MeaunumHckue nagenusa Ans AMarHocTukm in vitro. NlameperHne BennymH B npobax bnonornyec-
KOro npoucxoxaeHus. [lpegcraBsneHune peepeHTHbIX METOAUK namepenus (In vitro diagnostic
medical devices. Measurement of quantities in samples of biological origin. Presentation of
reference measurement procedures)

MeaunumHckue nagenusa ans AMarHocTukm in vitro. lameperHne BennymH B npobax bnonornyec-
KOro npoucxoxgeHus. OnncaHve pegepeHTHbIX maTtepuanoB (/n vitro diagnostic medical
devices. Measurement of quantities in samples of biological origin. Description of reference
materials)

Cuctembl kKadectBa. MeaguumHckue wun3genus. YactHble TpeboBaHUSA K MPUMEHEHUIO

EH MCO 9001 (Quality systems. Medical devices. Particular requirements for the application of
EN ISO 9001)

Cuctembl MeHegKMeHTa KadectBa. OCHOBHble nonoxenus n cnoeapb. (MCO 9001:2000)
(Quality management systems. Fundamentals and vocabulary (ISO 9000:2000))

Cuctembl kadvectBa. TpebosaHus (MCO 9001:2000). (Quality management systems.
Requirements (1ISO 9001:2000)

Cuctembl kKadectBa. MeaguuumHckue wunagenus. YactHble TpeboBaHUSA K MPUMEHEHUIO
EH CO 9001 (INepecmoTtp EH 46001:1996) (MaentnuHo NCO 13485:1996) (Quality systems.
Medical devices. Particular requirements for the application of EN ISO 9001 (Revision of
EN 46001:1996) (Identical to ISO 13485:1996)

ToYHOCTL (NMPaBUINBHOCTb U MPELUN3NOHHOCTB) METOA0B N Pe3ynbTaToB n3MmepeHus. Hactb 1.
Obwwre npuvHuunel n onpepenenHmnsa (Accuracy (trueness and precision) of measurement
methods and results. Part 1. General principles and definitions)
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