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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOAIrOTOBIIEH JTabopaTtopuen npodbnem KNUHUKO-nabopaTtopHoOM AnarHOCTUKKM HayuHo-nccneno-
BaTENbCKOro UeHTpa ['ocyaapCcTBEHHOro obpasoBaTefibHOro yupeXaeHus Boicllero npodpeccnMoHansHoro 0o-
paszoBaHus «MockoBckasa meguumHekas akagemusa um. M. M. CeveHoBa» PocagpaBa Ha 0CHOBE CODCTBEHHOTIO
ayTeHTUYHOro nNepeBoda ctaHaapTa, ykasaHHOro B nyHkTe 4

2 BHECEH TexHun4yeckum komuteToM no ctaHgaptusaunm TK 466 «MeanumMHcKMe TeXHONMOMMM»

3 YTBEP>XOEH W BBEAEH B AEVCTBWE Mpukasom deaepansHOro areHTcTea no TEXHUYECKOMY pe-
r'ynmpoBaHuio n metponiornn ot 9 aekadpa 2009 r. Ne 620-cT

4 HacTtoawmmn ctaHgapT ngeHTudeH mexayHapogHomy ctaHgapty MCO 15198:2004 «KnnHmnyeckaqa na-
bopaTopHasa meguuunHa. Isgenua meguumHcKne ang anarHocTukK in vitro. INoateepxaeHne MeToguKk KOHTPO-
Na KadyecTBa, pekoMeHayeMblX U3roToButenamu nonbsoatenam» (ISO 15198:2004 «Clinical laboratory
medicine — In vitro diagnostic medical devices — Validation of user quality control procedures by the
manufacturer»).

[1pu NnpMeHeHU HACTOALLEero cTaHaapTa pekoMmeHayeTcd MCNob30BaTb BMECTO CChITOYHBLIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHaNbHble cTaHgapTel Poccumnckon ®egepauun, ceegeHnsa o
KOTOpPbIX MpMBedeHbl B AONONHUTENBHOM NPUNOXKEHUN A

5 BBEAEH BI'NEPBbIE

ViHcbopmayusi 06 UMEHeHUSIX K HacmosilweMy cmaHoapmy riybriukyemecsi 8 eXke200H0 u30asaeMoM UH-
opMalyUOHHOM yKazamerne «HalyuoHanbHbIe cmaHoapmabl», a Mekcm U3MeHeHUU U rMorpasoKk — 8 eXeMe-
CSYHO U30asaeMbiX UHGhbopMallUOHHBIX yKa3zamersax «HauuoHaneHbie cmaHoapmebi». B cniy4dae rnepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e2o cmaHoapma coomeemcemesyroujee yeseoomMrieHue byoem ornybriukoeaHo
8 eXXeMeCSIHYHO u3dasaeMOoM UHDOPpMaUUOHHOM YKa3amerne «HauuoHanbHbie cmaHoapmebl». Coomeemcemay-
fowasl UHgpopmMayusi, yeeOoMIIeHUe U meKecmhbi pa3Melaromcs makxe 8 UHQopMalUUOHHOU cucmeme obuiezo
ro1b308aHUsT — Ha ouyualnbHOM caume PedeparibHo20 a2eHmcemea o MmexHU4YeCKoMy pez2yrupogaHuro U
Mempornozauu 8 cemu MIHmepHem

© CTtaHgapTuHdgopm, 2010

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

N3roToBUTENN MEeAULIMHCKUX N30ennia Ang AMarHoCTUKA /in vitro 4YacTo BKOYAOT METOOMKU KOHTPOMNS Ka-
YyeCTBa B CBOM UHCTPYKLUUKX NO NPpUMeEHeHUIo n3gennin. HasHadeHne aTux MeToaunKk KOHTPONS KavyecTBa — Npeao-
CTaBUTb NONb30OBaTENSIM YBEPEHHOCTL, YTO U3AENUS PaboTatoT B COOTBETCTBUN C XapakTePUCTUKAMKU N NMOITOMY
pe3ynbTaTbl COOTBETCTBYHOT UX AMarHOCTUYeCcKOMY npeaHasHadeHuo. [Nna HeKOTOPLIX N34enii MeToOOMKN KOH-
TPONA KauecTBa MOryT ObITb MepaMin KOHTPONS CYLLECTBEHHOMO pUcka. B 3aBMCMMOCTM OT yCTPOWUCTBA U3OENUS
METOONKN KOHTPONA KayecTBa MOTyT NMOMOMYb MoMb3oBaTensam obecnevynTb Ka4eCcTBO pes3ynsTaToB NnyTem:

a) noaTBepXaeHUs NPUrogHOCTU aHanUTUYECKUX cuctem (Npobbl, peareHTbl, MHCTPYMEHTLI, /AN NOSb-
3oBaTenu);

b) oTcnexunBaHna NPeLn3IMOHHOCTU N NPaBUITbHOCTU PE3YyNLTAaTOB U3MEePEHUN;
C) npeaynpexageHust NoXHOOTpULATENBHBIX U NOXHOMNONOXUTENLHBIX PE3YNLETATOB;

d) naeHTudpnkaumm HebNaronpUATHLIX YCINOBUA, KOTOPbIE MOTYT BECTU K HEMPaBUIMbHBLIM pe3ynbraTtam
n/Mnu

€) BbISIBMIEHUSA HEUCNPAaBHOCTEN, KOTOPLIE TPEDYHOT KOPPEKTUPYIOLLNX AEUCTBUN.

Kpome Toro, n3roToBUTENU YacTo npeaycMaTpmBatoT B KOHCTPYKLMN MedULUHCKUX N3gennuin ana anar-
HOCTUKM in vitro cnocoBbHOCTb YyCTaHaBNMBaTb BO3MOXHbIE HEUCNPAaBHOCTW 1 NpeaynpexaaTth nonb3oBartens o
HeobXoQNMOCTU KOPPEKTUPYIOLLINX AENCTBUIA. Takne BCTPOEHHbIe KOHTPOSbHbIE CUCTEMbI CMOCODHBLI NOTEHLIN-
arlbHO CHU3UTb UK AaXke UCKHYUTL HEOBXoAUMOCTb ANA Nonb3oBaTenen nccrneaoBaTh KOHTPOMbHbIE NMPoOb!
O MOHUTOPKUHIra KadecTBa pyHKLMOHNPOBAHNUA N3Oenus.

Hactosawmnn ctaHaapT npegHasHavYeH U3roToBUTENSAM MeaQUUMHCKUX U3gennin anst AUarHoCTUKKU in vitro
Kak 4aCTb UX NPOrpamMm KOHTPOMS! KOHCTPYKLUUU U MeHeaXMeHTa pucka. CTaHaapT TakKe NpeaocTaBnseT BO3-
MOXXHOCTb U3rOTOBUTENAM NPeaocTaBUTb NMOATBEPXKAEHHbIE METOAUKN KOHTPOMA KavyecTBa notpebutensm B
KIMUHUKO-anarHocTnyecknx nadbopatopusx.

HacTosawunin ctaHaapT ONUCbIBaET, KakuM 0Dpa3oM UIrOTOBUTENBb MOXET NOATBEPANTL METOAMKY KOHTPOSS
KayecTBa ang ceoero nagenus. NoaresepxaeHne obecnevmBacTt YBEPEHHOCTb B TOM, YTO METOAMKU KOHTPOMS Ka-
YyecTBa ByayT BbINONHATLCS, Kak NpeancaHo U3roTOBUTENEM, N YTO peKoMeHaaL 1 N3roToBUTENEN yaoBIETBO-
PAT NOTPEOHOCTU N3AENUIA, TAKNX KaK AUCKPETHLIE CUCTEMbI, N3AENNUS C BCTPOEHHBIM 3NEKTPOHHBIM KOHTPOIEM U
n3gennst ¢ XMMU4eckUmMmn U/nnm BMonorM4eckUMmn KOHTPONsIMKU «Ha bopTy». MHdopmMmaLuma OTHOCUTENLHO Noa-
TBEPXKOEHHbIX METOAUK KOHTPOMS Ka4eCcTBa MoBbILLAET NoHUMaHWE NonbL3oBaTensiMn obLLMX TpeboBaHMN K obec-
NevYeHUo KavecTBa U3genuid KU no3BOMsAeT UM caenatb O0OOCHOBAHHBIA BbIDOP NOAXOOALLUMX KOHTPOMbHBLIX
METOONK.

XOTS pykoBoagUTENU NabopaTtopuii HECYT HAaUBBLICLLYHO OTBETCTBEHHOCTL 3a onpeaeneHne COOTBETCTBYIO-
LLIMX METOAUK KOHTPOMNA KadecTBa ANd CBOUX nadbopaTtopuii, U3roToBUTENN MeaULMHCKUX n3genuida ans guar-
HOCTUKW In Vitro OTBETCTBEHHLI 3a NnpeaocTaBneHne Nonb3oBaTendamM agekBaTtHon MHdopMaun OTHOCUTENBHO
Ka4yeCTB 1U3dennin, a Takke o CpeacTBax KOHTPONSA pucka U NoaTBepXXaeHUAa COOTBETCTBUA PYHKLUNOHUPOBAHMS
N3aenust ero XxapakTepuctukam. Takum obpasom, KOHTPOMb KavyecTBa aABNdeTcsl obLen OTBETCTBEHHOCTbLIO U3-
roToBUTENE MeaULMHCKUX M3aennia AN AMarHoCTUKKM in vitro n nonb3oBaTenein MMn.

EOMHON MeToAUKA KOHTPONSA KavecTBa, KoTopas noaxoauT Ko BceM MeauuUuMHCKAM nsgenmam gng guar-
HOCTUKW In Vitro, He CYLLEeCTBYET, TaK Kak U3aenus MoryT KapauHansHO OTNYaTbes No YCTPOUCTBY, TEXHOIOMUN,
PYHKUMM 1N NpeanonaraeMoMy npuMeHeHuo. lNpakTuka KOHTPONA KavyecTBa, KOTopas pasBUBaeTCA Ha NPOoTS-
XXEHUW y>Ke MHOTUX NET, AaeT NabopaTopusiM HEKOTOPYH CTeNeHb YBEPEHHOCTU B NPaBUMbHOCTU PE3ynbTaToB.
[TpmMeHsemMble NadbopaTopusiMn, PErynmMpyroLWmMMnU opraHamMmn 1 akkpeanTyioLwmMn opraHnsanmMsiMmn 3T Cnoco-
Obl KOHTPOMNS NepBoHavarnbHO paspabaTbiBanicb B Te BpeMeHa, Korga nabopartopHble aHanmsabl BbINMOMHANNUCH
BPYUYHYIO N nNadbopaTtopun camMmn roToBUNM Ang cebsa peareHTbl. 3TU cNocobbl MOTYT oKasaTbCH HE ONTUMarbHbI-
MW AN COBPEMEHHbLIX MeAULIMHCKUX U3aennn AN AMarHoCTUKK in vitro. Kpome Toro, korga TpebyoTest MeToaun-
KN KOHTPONS Ka4vecTBa, U3rOTOBUTENM OTBETCTBEHHLI 3a pa3paboTKy M noaTBepXKAeHWe METOAUK KOHTPONS
KayecTBa COOTBETCTBEHHO CBOWNCTBAM U3aernus.

CTaHaapTbl CUCTEM KOHTPOMNA ANA U3roTOBUTENEN MeaULMHCKUX U3aennn Ansa ANarHoCTUKK In Vitro Takxke
paspaboTaHbl NPUMEHNUTENbHO K CYLLECTBOBAaBLUMM paHee YyCNoBUSIM paboThl nabopatopuin. B HacTosllee
BpeMst TpebOBaHUA K KOHTPOIO YCTPOUCTBA N MeHepKMeHTY pucka BkntodeHbl B MCO 13485:2003, a Takke B
bonee No3gHUe cxembl perynmpoBaHuda. KOHTPONM yCTPOUCTBA TPEDYIOT aHanm3a pucka ycTpoucTBa U nepea
npeacTaBneHnem U3genna Ha pblHOK TPeOyYIoT NoATBEPKAEHMNS COOTBETCTBUS YCTPOUCTBA B OTHOLLIEHUN Tpe-
OOBaHMK NOMb3OBATENEN N NPpeanonaraeMoro UCnonb3oBaHnUa. MeToamKu KOHTPOMNS Ka4ecTBa B MUHCTPYKLUWA MO
NPUMEHeHUIo n3genns AoMKHbBl paccMaTpUBaThLCA Kak cocTaBHas YacTb AM3anHa MegUUUHCKOro Usgenva ans
ONArHOCTUKN in vitro n TeM caMbIM Kak 0bbeKT TpeboBaHU NogTBepXaeHnsa gu3anHa.

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

KIMHUYECKAA NABOPATOPHAA MEOULUUHA

U3penua MmeguUUHCKUe ANA AUAarHOCTUKU in Vitro.
[logTBepXKOaeHUe MeTOOAUK KOHTPONNA KavyecTBa, peKoMeHAYeMbIX
N3roTOBUTENAMU NONMb30BaTENAM

Clinical laboratory medicine. In vitro diagnostic medical devices. Validation of user control procedures by the
manufacturer

Ilata BBeaeHna — 2010—09—01

1 Obnactb NpMeHeHuUA

HacToawmi ctaHaapT onucbiBaeT npouecc NoATBEPKAEHUSA U3rOTOBUTENSAMU MEeONLMHCKUX N3aernia
ONA QUarHoCcTUKKM in vitro MeToanK KOHTPONA KavyecTBa, pekoMeHAYyeMbIX UMW Mofib30BaTeNsAM 3TUX U3aeNniA.
3TN MeToaMKN KOHTPOMSA KadecTBa npegHasHadveHbl A58 Toro, Ytobbl NpeJocTaBUTh NONb3oBaTENsaAM rapaH-
TUHO, YTO paboTa yCTpoMCTBa ABNAETCA COBMECTUMON C ee HaMeYeHHbIM UCMOoSIb30BaHMEM N TpeboBaHNAMMU

n3rotosuUtenen. lencteme HacTosLero ctTaHaapTa pacnpocTpaHAeTCHa Ha Bce MeaAuLMHCKMe n3aenna ang am-
arHOCTUKU In Vitro.

2 HopMaTuBHbIE CCbINKN

B HacToswem cTaHaapTe UCNoNb3oBaHbl HOPMaTUBHLIE CChINMKKA Ha cneayrowne mexayHapoaHble cTaH-
0apThbl:

NCO 3534-1:1993 Crartuctuka. CnoBapb U cuMBonbl. HacTtb 1. BepodaTHOCTL 1 obLimne cTaTUcTU4ecKkne
TEePMUHbI

NCO 5725-1:1994 To4yHOCTL (NPaBUNBHOCTL U NPELU3INOHHOCTL) MEeTOA0B U3MEPEHUA U Pe3yNbTaToB.
UacTb 1. Obwme nonoxeHUs 1 onpegeneHuns

NCO 13485:2003 MeaguuunHckme mnsgenust. CUCTeMbl MeHeMKMeHTa KavecTBa. [peboBaHUs B LLeNsIX
perynmpoBaHus

NCO 14971:2000 MeaunumHckme nsgenus. NpnmeHeHne meHegKMeHTa pucka K MeauLMHCKUM n3aenun-
M

MexayHapoaHbl CnoBapb OCHOBHLIX U 0bLLMX TepMUHOB B MeTponornn (MCM) (MexayHapoaHoe 6topo
Mep U BecoB, MexayHapogHasa dnekTpotexHudeckasa Komuccua, MexayHapogHasa doegepannga KIMHUYe CKoU
XM 1 nabopatopHon meanumHel, MexayHapoaHaa OpraHusauma no CtaHgapTusaunn, MexayHapoaHbin
COl03 TeopeTU4eckon 1 NpuknagHon xmmmn, MexayHapoaHbIM COo3 TeopeTUdeckon 1 NpUKnagHou uanki,
MexxagyHapoaHaga opraHmsaunga sakoHogaTenbHOU MeTpOoornn), 2-e nsgaHue.

3 TepMuHbI U onpeAaeneHus

B HacTodAweM cTaHaapTe NpUMeHeHbl crneayoLle TEPMUHBI C COOTBETCTBYOLWMMMN onpeaeieHUsMU:

3.1 TouyHocTb (accuracy): CteneHb BNM30CTU pe3ynbTaTta N3MEPEHUS K MPUHATOMY OMNOPHOMY 3HaYe-
HULO

[NCO 3534-1].

[TpymeyaHne—TepMUH «KTOYHOCTbY , MPUMEHEHHbIN K COBOKYMNHOCTN Pe3ynbTaToOB NCCNeA0BaHuUnN, OXBaTbl-
BaeT KOMBMHALNIO KOMNOHEHTOB ClyYanHbIX OWKNBOK 1 0bWwen cnctematndeckon owmbkm nnm bias (3.2) (cm. [MCM]).

U3pgaHne odbvumanbHoe
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3.2 cMmeweHue (bias): PasHuua mexay oxungaHmem pesynbTaToB UcciegoBaHNA M MPUHATBIM ONOPHbBIM
3HaYeHUeM.

[NCO 5725-1]

3.3 KoMMyTabenbHOCTbL MaTepuana (commutability of a material): CnocobHoCTL MaTeprana NposiBUTE
Te Xe KONMMYeCTBeHHbIe B3aMMOOTHOLLEHUS MexXay pesynbTataMy usmepeHu B JaHHOM COBOKYMHOCTU METO-
OVK, NnpegHasHavYeHHbIX ANs U3MepeHUs TOW XKe BENMUYUHBI, Kak U MeXay oXXnagaemMbiMyU B3aMMOOTHOLLIEHUAMMN,
NONYyYEHHbLIMU TEMU XXEe MeToaMKaMuM Npu nccrneaoBaHnU gpyrix COOTBETCTBYHOLLMX MaTepUanos.

[1].

3.4 KOHTpoNnbHbLIU MaTepuan (control material): Bewectso, matepuan mnu nsgenue, UCNonb3yeMblie
ONs1 NOATBEPXKAESHUS XapaKTepUcTMK paboTbl MeAULIMHCKOTO N3aenus Ansg anarHoCTuKn in vitro.

[2].

3.5 MeToAauKa KoHTponsa (control procedure): [1eUCTBUSI B MECTE UCMNOMNB3OBaHUA AN KOHTPONA pabo-
Tbhl MEANUMHCKOIO U3aenna aAns AnarHocTuKu in vitro.

[Tpumevanume 1— B NpoMbILLNEHHOCTU MEAULUMHCKUX N3OENVUA ANS AWAarHOCTUKKY in vitro n BO MHOIrMxX nabo-
paTopusixX, KOTOPbIE UCMOMNb3YIOT MEAVNUMHCKNE N3JENUSA ANsS AWarHoCTUKN in vitro, 3Tn aencTens 0BbIMHO HA3bIBAIOT KOH-
TpoOnem Ka4vecTBa.

[Tpumevanmne 2— KOHTPONb KA4YeCTBa MOXET OTCINEXMBATb BCE 3Tarbl UMW YacTb 3TANOB METOANKN N3Mepe-
HUA OT cbopa 0bpasyoB A0 COOBLEHNS pe3ynbTaTa U3MEPEHUSI.

3.6 uccnegoBaHue (examination): CoBOKYNHOCTb onepauui, MMerLWnx cOLEeKTOM onpeaeneHmne 3Ha-
YeHns CBOUCTRA.

[TpumeyaHnwune— B npoMbILLNEHHOCTN MEANLMHCKUX U34EeNUn Ansa AnarHoCTUKW in vitro n Bo MHOIMX nadoparo-
PUSAX, KOTOPbIE NCMNONB3YIOT MEAULIMHCKME U3AENUSA ANs ANarHoCTUKK in vifro, nccnegoBanmne aHanuta B BMONorn4eckom
obpasue 0bbivHO 0603HAYAlOT KaK TEeCT, UCMbITAHUE UM aHalnu3.

3.7 MeToguKa uccnepoBaHua (examination procedure). COBOKYNHOCTb onepauni, onnucaHHbIX onpe-
OeneHHo, NCNoNb3yeMbIX NMpU BeINONMHEHUU UCCNe4oBaHNs B COOTBETCTBUM C AaHHBIM MeTOA0M.

[TpumeyaHwune—BnpoMbILLNEHHOCTN MEAULMHCKUX U3AEeNnn Ans AnarHoCTUKW in vitro n Bo MHOIrMxX nadoparo-
PUSAX, KOTOPbIE NCMONb3YIOT MEANLMHCKME N3AENUa ANns AMarHoCTUKK in vitro, MeTOANKY nccnegoBaHus aHanuta B bmono-
rmyeckom obpasue 0b6bIvHO 00603HAYaKOT KaK aHaNMMTUYECKUN METO, aHANMUTUYECKYIO METOAVKY UIMN KaK METOAMKY TECTA.

3.8 UHdpopMaLuua, nocraBnAemMasa U3rotoButTenemM ¢ MeAUUUHCKUM uspgenueMm (information
supplied by the manufacturer with medical device): Bca HanucaHHada, HanevaTtaHHasa N rpadouyeckas MHQop-
MaLuua Ha MeauLMHCKOM n3gennum nnm niobom 13 ero KOHTEMHEPOB UMK YNAKOBOK, UMK NpunaraemMast K Mmeaum-
LMHCKOMY M3genuio, Kacawuwasica ero ugeHtudpukaumm, TeXHUYEeCKOoro onucaHud U  UCMoNb3oBaHUS
MeaMLUHCKOro YCTPOMUCTBA, KpOMe OTIPYy304YHOU AOKYMEHTaLU UM 1 peknaMHOro matepuana.

[MTpumevanune 1— AgantnpoBaHo us [3].

[TpnmevaHnune 22— BHeEKOTOPbIX CTpaHax MHQOPMaLNIO, MOCTaABNSAEMYIO U3FOTOBUTESNIEM, HA3bIBAIOT K MAPKK-
POBKa».

3.9 UMHCTpPYKLUMUK Mo NnpuMeHeHUIo (instruction for use): nHdopmMaLma, NnocTaBnaemMas U3roTOBUTENEM C
MeAULMHCKUM n3gennemM oTHocUTeNnbHO 6esonacHoro n Hagnexallero npMMeHeHus peareHta unm desonac-
HOrO 1 NMPaBUIBHOIO UCMONb30BaHNA, 0OCNYXXUBAHNA U NMONUCKA HeUcnpaBHocTen npmnbopa.

[TpumedaHnune—AgantupoBaHo u3 [2] u [4].

3.10 npomexyTo4dyHada npeuUsMoHHoOCTb (intermediate precision): NpeuUnsUMOHHOCTL MPU YCNOBUAX
MPOMEXYTOYHbIX MeXay YCNOBUAMM BOCNPOU3IBOAMMOCTU (CM. 3.20) 1 YCNTOBUAMU NOBTOPAEMOCTU (CM. 3.18).

[TpnmeyaHne—IloHATME NPOMEXYTOUHbIX YPOBHEWN Npeun3noHHOCTN onncaHo B NCO 5725-3.

3.11 ycnoBusl npoMexyToudyHoU npeUnusmoHHoOCTU (Intermediate precision conditions): Ycnosus, npu
KOTOPbIX HE3aBUCUMbIe pe3yNbTaThl UCCNegoBaHUA NOoNyYeHbl TeM XXe caMbiM MeTOA0M B OQHOU 1 TOM XKe Na-
bopaTopun NN MECTE, HO NPU OTRNYUN APYTUX NePEMEHHLIX: onepaTopoB, 00opyaAoBaHUSA, KAnNMOPOBKKX, YCIO-
BUIA cpeabl U/ MHTepPBanoB BPEeMEHH.

[TpnmedaHnwue—IllpegHasHaveHbl 48 NAMEPEHUA NPEUN3NOHHOCTU B YCINOBUSAX, NPUBOAALLNX K USBMEHYNBOC-
™, oTpaxawuwen daktnyeckoe npumMmeHeHne. KonnyecTBEeHHbIe Mepbl MPOMEXYTOYMHON NPEeUn3NOHHOCTU 3aBUCAT OT
npeayCcMOTPEHHbLIX YCITOBUMN.
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3.12 naptua (lot, batch): OgnH nnmn 6onee KOMMNOHEHTOB UMW FOTOBLIX U3AENNK, KOTOPLIE NpeAcTaB-
NS0T TUMN, MoAenNb, KNnacc, pasMmep, cCOCTaB UMY BEPCUIO NPOrpaMMHOro cbecneveHust, KoTopble N3roToBse-
Hbl B OHUX U TeX Xe YCITOBUAX U KOTOPLIe MMET OANHAKOBbIE XapakTepUCTUKU N KaYeCTBO B YKa3aHHbIX
npeagenax.

3.13 mnsrortoBuUTenb (manufacturer): Pusndeckoe MNu ropugndeckoe nNUUO, Hecyllee OTBETCTBEHHOCTb
3a NPOEKTUPOBaHUE, N3rOTOBMEHNE, YNAKOBKY UM MaPKUPOBKY MeAULIMHCKOrO N3aenuns, COopKy CUCTEMBI UM
afganTauuio MeauUMHCKOro n3genus nepen ero pasMmelleHMem Ha pbiHKe U/Mnu nocTaHOBKOW Ha ObCMNyXKnBa-
HWe, HE3aBUCUMO OT TOrO, BbIMOMHEHLI N 3TU onepaunun 3TMM NMLOM HENocpeaACTBEHHO UMW OT erc MMeHU
TpeTben CTOPOHOMN.

[ PUMEYaAaHWE— YcnoBus HAaUNOHAJIbHbIX UITN PEIMOHAalIbHbIX MNMpaBull MOTYT ObITb NPUMMEHEeHbl K orpeaere-
HUKD N3ATOTOBUTEITH.

IMCO 14971].

3.14 npeuU3nOHHOCTb U3MepeHUs (precision of measurement): CteneHb BNU30CTN MeXQy HE3aBUCK-
MbIMU pesynbTataMu UsmMmepeHUin, NonyvyeHHbIMA B OrOBOPEHHLIX YCIOBUSAX.

[NCO 3534-1].

[Tpumevyadnune — CreneHb NPeUun3NoOHHOCTU BbipaXeHa B undposon hopme CTaTUCTUHECKUMU MEPAMUN He-
NPELUN3NOHHOCTU U3MEPEHUIN, TAKMMUM KaK CTAaHAAPTHOE OTKNOHEHME U KO3IDPULUMEHT Bapruauumn, KOTopblie 06paTHO Npo-
NoOpUMOHAarbHO CBA3aHbl C NPEUN3NOHHOCTBIO. KONMYeCTBEHHbIE MEepbl NPELN3NOHHOCTU 3aBUCAT OT NPeayCMOTPEHHbIX
yCIoBUW. Crneunpumnyeckme COBOKYNMHOCTU PasnnyalLWmMXcsi yCroBUM Ha3bIBAOT NOBTOPSEMOCTLIO (CM. 3.17) n BOCNpons-
BOAUMOCTBIO (CM. 3.19).

3.15 mMeToauka (procedure): TOYHO yCTaHOBNEHHbLIN CNOCOD BLINMOMHEHWUS AeATEeNTbHOCTU UMK npoLiecca.
[5, onpepeneHue 3.4.5].

3.16 kBanudukauua (qualification): INpoLecc aeMmoHcTpaLnn cnocobHOCTM BEINOMHATL onpeaeneHHbIe
TpeboBaHUA.

[TpyumeyaHne—TepMnH «KBaNnnPuUMpoOBaHHbINY NCNONb3YETCH AN onpeaeneHns COOTBETCTBYHIOLWLENO CTa-
Tyca.

5]

3.17 noBTOpPAEeMOCTb (repeatability): [Npeyn3nOHHOCTL NPU YCNOBUAX NMOBTOPAEMOCTU (CM. 3.18).

[NCO 3534-1].

3.18 ycnoBuda noBTopAaeMocTU (repeatability conditions): Ycnosus, rae HesaBuUCUMble pesynbTaThbl UC-
cnegoBaHWM NOJSyYeHbl OAHUM U TEM XXe MeTOACM, B MAeHTUYHBIX MecTax uccnegoBaHnd, B O4HOU U TOU Xe
nadopaTtopuu (UN1 TOM XXe MecTe) TEM XKe OnepaTopoM, UCNOMb3YIOLWXM TO XXe camoe 0bopyaoBaHMe B npeae-
nax KOPOTKUX MHTepPBasioB BPEeMEHMN.

[NCO 3534-1].

[TpnmedaHwne—He oTnnyarownecs CyLWEeCTBEHHO YCNOBUSA, OTpaXarwmne ycrnoBus, NPUBOAALLME K MUHW-
MaribHON N3MEHYMBOCTU PEe3ynbTaToB UCCNeqOBaHUN.

3.19 BocnpousBoguMocTb (reproducibility): lNpeuynsMoHHOCTE NMpU YCNOBUAX BOCMPOU3IBOAUMOCTHU
(cm. 3.20).

[NCO 3534-1].

3.20 ycnoBuAa BocnpousBoguMocTu (reproducibility conditions): Ycnosus, npn KOTOPbIX pes3yfbTaThbl
nccnegoBaHM NONyveHbl OOHUM U TEM XKe MeTOAOM, B MAEHTUYHBIX MecTax nccrnegoBaHus, B pasfiMyHbIX Na-
bopaTtopuax (Mectax), pasnnMyHeIMA onepaTtopamm, MCNOMb3YILWUMA pasnndHoe obopyaoBaHue.

[CO 3534-1].

[ PUMMEYAHWE — [TONMHOCTBIO N3BMEHEHHbIE VCITOBUA, OTPpaXaklne yCrioBud, rnpueoadllmne K MaKCMMarbHOW
N3AMEHYUNBOCTU PEIYIIbTATOB HCCJ’IE,EI,OBE!HMI;I.

3.21 aHanua pucka (risk analysis): Cucremartnyeckoe UCNoib3oBaHUe AOCTYNHOU UHopMaLun angd
MOeHTUPUKaLMMN ONacHOCTU U OLIEHKU pUCKa.

[6, onpenenenne 3.10].

3.22 obpaseul, npoba (sample): OgHa NN HECKOMNbKO YacTeln, B3SAThIX N3 NONyNsaLUMA 1 npeaHasHa4vYeH-
HbIX ANA TOro, 4ToObLI NONY4YNUTb MHPOPMALMIO OTHOCUTENBHO NONYIALNA.

3.23 npocnexuBaeMocTb (traceabllity): CBOMCTBO pesynbTaTa MsmMepeHuUa Unn sHavyeHuUa aTanoHa, 3a-
KnovatoLweecs B BO3SMOXHOCTU YCTAaHOBNEHUA ero CBA3N C COOTBETCTBYOLMMN 3TanoHaMM, ODbIMHO MeXay-
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HApPO4ARbIMWA UJTA HAUWNOHAlIIbHBIMIA, NMOCPEACTBOM HenpepblsHoﬁ Uenn crmiyeHni1, MMeroLmx YCTAHOBJIEHHDbIC
HeonpeaerieHHOCTA.

[MCM:1993, 6.10].

3.24 npaBunbHoCTb (trueness): CteneHb 6NN30CTU cpeaHero aHauYeHus, Noy4eHHoro ns 6onbLLON ce-
PN Pe3yNbTaToB U3MEPEHWNIN, K UCTUHHOMY 3HAYEHMUHO.

[MCO 3534-1].

[TpumeyaHnune—CreneHb NPaBUITBHOCTU OObIMHO BbIPAXatoT YNCIIEHHO YEepe3 CTaTUCTUHECKYIO MEPY «CMe-
weHue» (cMm. 3.2).

3.25 Banupauua (validation): lNogTeepxaeHue nytem npeaoctaBNeHUd 0O BbEKTUBHBIX A0KA3aTENbCTB
TOro, YTO TpeboBaHUA AN 3agaHHOro npearonaraeMoro nNpUMeHeHmns NN NCrosrib3oBaHMs ObINA BbIMOSTHEHH!.

[3].

[TpnmeyaHune—TepMuH «BanngupoBaHHbINY UCNOMb3yeTcs Ans 0603Ha4vYeHns1 onpeaeneHHoro craryca.

3.26 Bepudukauyua (verification): lNoarteepxkaeHne nytem npeactaBeHU ODOBLEKTUBHLIX AoOKasa-
TeNbCTB, YTO 3adaHHble TpeboBaHUSA BbIMOSTHEHDI.

[3].

[TpumeyaHne—TepmMnH «BepndnUMpOBaHHbBINY UCNONb3yeTcs Ana 0603Ha4YeHus1 onpeaeneHHoro craTyca.

4 MeTOoAWKM KOHTpPONA KavyecTBa

4.1 O6wume nonoxeHus

PekoMeHOyA MeTOAUKY KOHTPONS KavyecTBa ANs NONb3oBaTeNs B LENAX CNeXeHUs 3a padbounmMmn xapak-
TEPUCTUKaAMU U3OENUA, N3rOTOBUTENb MeAULUHCKOro Usgenus ansa AnarHoCcTUKA in vitro AomkeH onucaTb B
MHCTPYKLMK NO NPUMEHEHNIO BCe TPebOBaHUSA U BCe AENCTBUSA, KOTOPbLIE AOIMKHbI ObITh NPeAnpPUHATHI NOMb30-
BaTenem (Hanpumep, npuemMrnemMslie MaTepuanbl KOHTPONA, YacToTa UccnegoBaHUs KOHTPOMbHBIX MaTepua-
NoB, cpeacTBa ANs YCTAHOBMEHUS KpUTEpPUEB OLEHKM BaNMOHOCTU MeTOAMKA U3IMepPEeHUs1 U PYKOBOACTBO MO
OeVACTBUAM NpuY 0DHapYXXeHUN HenpuUuemMnemMsbiX AaHHbIX KOHTPOMA Ka4vecTBa).

Kpome TOro, U3roToBUTENb AOMKEH 0becneunTs A40CTaTOUHYIIC MHPOpMaLUIo AN Nonb3oBaTens, YToobl
OCHOBaHWSA pekoMeHaaunun obinn NoHATHLL. OCHOBBLIBAsICb Ha PEKOMEHAOBaHHLIX Npoueaypax KOHTPONS Ka-
YyecTBa U3roTOBUTENSA, NOMb3oBaTelb MOXeT YCTaHOBUTbL BCECTOPOHHIOK CUCTEMY KOHTPONSA KayvecTBa A4
onpeaeneHHoOW yCTaHOBKA, B KOTOPOW UCMONb3yeTca nsgenue.

[ PUMEYAHWNE— [lonb3oBaTenb HECET OKOHYATEIbHYIO OTBETCTBEHHOCTb 3a Bbl60p COOTBETCTBYHOLWUNX METO-
AWK KOHTPOIA KaYveCTBa B COOTBETCTBMNU C NPUMEHAEMBIMN INPaBUIlaMN.

4.2 AHanu3 puUcka

N3roToBUTENb ACITKEH NPOBECTN aHaNM3 pucka B npoLecce paspaboTKu 1 Nponu3BoaACTBa U3OeNuns, npu-
MeHaa TpeboBaHna MCO 14971. BelbpaHHbIM METOA aHaNM3a pyUcka AOIMKEH yUYnUThIBaTh npeanonaraemMoe 1c-
nonb3oBaHWe usgenusa K1 TpeboBaHUMA nonb3oBaTens. B pesynbTaTe aHanusa pucka AOOMKHblI ObITh
NAEeHTUDRULNPOBAHBI UCTOUYHUKN BapnabenbHOCTM U NOTEHUManbHble ONacHOCTU, KOTOPbIE HE YCTPaHeHbl KOH-
CTpyKUMEN n3gennsa nnn cpegcteamMi KOHTPOMNA NPOU3BOACTBEHHOTO npoLiecca.

NaeHTUdpnLUMpOBaHHLIE PUCKW, KOTOPbIE HE MOTYT ObITb YCTPpaHEHbl KOHCTPYKLUWEW, A0MKHbI ObITb MUHUMU-
31UpoBaHbl 3alUTHEIMU MepaMi, BKIoYada pekoMeHOOBaHHbIE U3rOTOBUTENAMU MeTOAUKN KOHTPONA Ka4vecTBa.

MeToOuKn KOHTPONA KavyeCcTBa AOMKHbI BKMIOYaTh MeTo 0OHapyXeHUa (Hanpumep, matepuan aAnst KoH-
TPONA KAYeCTBa, 3NMEKTPOHHYIO CUCTEMY MOHUTOPUHIA UM OOPTOBON XUMNYECKUA KOHTPOMb) U KPUTEPUN NPU-
eMNeMOCTU, KOTOPLIE MO3BONAIOT OnpeaensTb, Korga npoucxoanT KPUTUYEeCKUN OTKas, WA peKoOMeHOoBaTb
cpeacTBa onpeaeneHna Kputepmes NpuemMneMocTu.

OrpaHu4YeHna MeTOANKN KOHTPONA KavecTBa AO0MMKHbI ObITb MOAEHTUPULIMPOBAHEI N ONMUCAHbLI B MHCTPYK-
LMSAX MO MPUMEHEHUIO.

4.3 UccnepoBaHUA NO OLEHKe 3IKCNNyaTauMOHHbIX XapakTepUCTUK

[Mpun paspaboTke METOOMNKN KOHTPONSA KayecTBa AOMKHBI YYUTbIBATbCA pe3ynbTaThl UCCIed0BaHNN BHYT-
DEHHUX U BHELIHWUX OLEHOK 3KCnnyaTaLlWUOoHHbIX XapakTepuUcTuK. [aHHble OLEeHKW, WUCMOoNb3yeMble C 3TOW
LleNbto, MO BO3MOXHOCTU, AOIKHbI OTPa3uUTb YCIOBUSA OKpYXKatoLllen cpeabl Nonb3oBaTenisa 1 Tunbl 0bpasLoB.,
codeTarLmecs ¢ HamedeHHbIM UCNoNb3oBaHUEM U3aernS.
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5 MNMoaTBepXxaeHUe MeTOAMK KOHTPONA KavyecTBa

5.1 O6Wwume nonoxeHun

Llenb noaTBepXxaeHus (Banugaunm) MeToaMK KOHTPOIA KayecTBa COCTOUT B TOM, YTODObI obecneyunTs ra-
PDaHTUIO, YTO OHU CNOCODOHBI OOHAPYXUTb pPe3ynbTaTbl, KOTOPbIE HE B COCTOSAAHUM COOTBETCTBOBATb YCTAHOB-
NTEHHBIM XapaKTepUcTUKaMm.

[TpwnmMmeyaHne— XapakTepUCTUKN NpoLecca BbIMOMHEHNS (HAanpuMep, TOYHOCTb, MPELUN3NOHHOCTb, NPaBUIb-
HOCTb, CrneundUYHOCTb, YYBCTBUTENBHOCTL, TPEOOBaHUSA) NpuBeAEHbI B MHCTPYKLUY MO MPUMEHEHULO.

5.2 NMpuMeHUMOCTb

Hactodawmn ctaHaapT NpUMEeHUM K MeaQUUMHCKUM U3gennam ans aMarHocTukn in vitro, pasmellaeMbiM
Ha pbIHKEe BNepBble, 1 K MoAUMPUKALUAM CYLLEeCTBYIOLWNUX MeaAULUUHCKUX U3aennun anga gnarHoCTUKK in vitro, Ko-
TOPpble UMEKT CYLLeCTBeHHble USMeHEHUA CBOEro YCTPOUCTRA.

OCHOBbIBadACb Ha pes3ynbTaTax aHanusa pucka, U3roToBUTeNb AOIMKEH onpeaennTb, ABNaeTcsa N noa-
TBEPXKOEHNE KOHTPOMNS KadecTBa HeobXoAUMbIM.

MeToauKn KOHTPONS KavecTBa AOMMKHbI ObITh MOATBEPXKAEHLI, €CMN aHann3 puUcka yKasbIBaeT, UTO OTKA3
CUCTEMbBI KOHTPONMSA KavyecTBa NpeacTtaBUT ONacHOCTb AN NauMeHToB (HanpuMmep, oT cOODLIEHNS HETOYHBbIX
pe3ynbTaToB), N eCrnn MeTOAUKU KOHTPOMA KadecTBa pekoMeHOYTCA KaK 3aluTHaa mepa yMeHbLUIeHUS
pUCKa O0 NPUeMIEMOro YPOBHA.

[na cywecTByOLWNUX MeAULNHCKUX N30eNU ANA ANarHOCTUKA in vitro, oOblYHbIE CTATUCTUYECKNE METO-
OUKN KOHTPONSA KadecTBa (Hanpumep, onucaHHble B [/]) cumnTaloTCcAa agekBaTHbIMA, Noka gaHHbIe OT KOHTPOIU-
PYIOLLUX PUCK OEUCTBUMN HE YKaXYT Ha HeobxoOAUMMOCTb NPUMEHEHUS METOOUK KOHTPONS KavecTtBa AN
nogaepXaHusa pucka Ha npuemMnemMom ypoBHe. B Taknx cnydasix MeTOAMKN KOHTPONS KadvecTBa A0/TKHbI ObITh
noaTBepXaeHsl.

5.3 MNoarTBepxaeHue

5.3.1 NnannpoBaHue noaTBepXKaAeHUA

B npouecce pa3padboTKu MeanumMHCKOro n3genust ang AnarHoCcTukuy in vitro, ecnu onpegeneHo, YTo MeTo-
OUKW KOHTPONA KavyecTBa TPebyoT NoATBepKAeHUA, U3roTOBUTENb AOMKEH pa3paboTaTth NNaH noaTeepXae-
HASA pekoMeHAyeMbIX MeTOAWK KOHTPONS KadecTBa. [loaTBep)XaeHWe KOHTPONSA KavecTBa AOMMKHO ObiTb
NPOBEOEHO B paMKaxX CUCTEM KOHTPONS paspadboTkm U MeHe KMEHTa puUcka, AEeNCTBYIOLNX Y U3FOTOBUTENS.
HomkHbl ObITe NpuMeHeHbl TpeboBaHua NCO 13485 (nyHKT 4.4.8) n NCO 14971.

[1TnaH noATBepXaAeHMA O0KEH yUYnThIBaTh AaHHbIe UccregoBaHU pyUcka, NPOBOAMMBIX B NpoLiecce npo-
EKTUPOBaHUS N NPON3BOACTBA U3deNnsa 1 NtoOOro YMeCcTHOro OnbliTa NPUMEHEHUA U3OeNNs, BKIHOYas pacCcMOT-
peHue BceX MOeHTUPULIMPOBAHHLIX YCNOBUN, NOTEHLUMANBbHO CNOCOOHLIX BbI3BATh KPUTUYECKNN OTKA3, a TakKXKe
nocneacTBUs OTKasa.

5.3.2 OTBeTCTBEeHHOCTb 3a NoATBepXAeHue

N3roToBUTENDb OAOKEH BO3NOXNTb OTBETCTBEHHOCTL 3a NOATBEPXAEHNE Ha KOMNETEHTHbLIXA NepcoHan,
yUYMTbIBas, YTO BKIMad nogen ¢ pasfiMiHbIMU Hay4YHbBIMUA U TEXHUYECKMMN OCHOBaAMM MOXET ObITb HeObXoan-
MbIM A1 Pa3NUMUHOro TMna nsgenvn, Ang pasnuyHblX TUNMOB NOTPEeObHOCTEN UNK a3 NoATBePXKAeHUSA (NNaHK-
poOBaHUe, NMPOTOKONbI, BbINONHEHWE, 0030p 1 T. A.). UMeHa 1 kBanudurkaLmum nepcoHana, 0TBETCTBEHHOIO 33
NaHMpPOBaHME N BbINMONTHEHWE NOATBEPXKAEHUS, AOTKHBI ObITh 3aperncTpupoBaHhl.

5.3.3 lNporpamma nogrBepXxaeHUsA

MccnegoBaHus NoATBepKAEHUS AOKHBI ObITh paspadoTanbl, 4TODbLI NPOAEMOHCTPUPOBaTL 3P EKTUB-
HOCTb PeKOMeHAOBaHHOW MeTOAUKNA KOHTPOMNS Ka4vecTBa.

[Tporpamma gomkHa BKMIOUUTL pakTnyeckme u/innm mogenmpyemsle NnocneacTBust OLLMOOYHBIX YCNOBUN,
NOeHTUOULMPOBAHHBLIX MPW aHanuse pucka, obHapyXmBaTb KOTOpbIe NpeaHasHavYeHa cucTtemMa KOHTPOMNS Ka-
YyecTBa.

[Tpunmedanune—JIemMoOHCTPaAUNA TOro, YTO CTATUCTUHYECKAA METOANKA KOHTPOINSA ODHAPYXXNUT pe3ynbTaTthl, KO-
TOpblE MNPEBLIWAKT NpeaonpeaeneHHsbie npeaensl, He TpebyeT PakTMYeCcKoro BO3HMKHOBEHUS OTKa3a. [loaTeepxaeHune
MOXET BblTb OCHOBAHO Ha CTATUCTUYECKOW OLUEHKE MOAENUPYEMbIX 3PPEKTOB HEMNPELNINOHHOCTU /NN CMELLLEHUS HA
dhakTnveckmne pesynetaTtbl paboTbl, MOyYeHHbIE B 0OLIMHOM OnepaunoHHoOM nopsigke [8]—15].

NccnenoBaHna noATBEPXKAEHUA KOHTPOMA KayecTBa MOryT ObITb BKIHOYEHbI B OLEHKW paboThl, NpoBON-
Mble KaK YacTb NOATBEPXOEHUA KOHCTPYKLMN.

NccnenoBaHUA npoekTa KOHCTPYKLWK, cTaTUCTUYECKMe MEeTOoAbl aHanm3a 1 KpUTepun npuemMrieMocTy
OOKHbI ObITh YCTAaHOBMEHBI A0 cbopa AaHHbIX. CTaTUCTUYecke MeToabl, TUMbl MOAENMPOBaHNSA U BblMUCTIE-
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HUA pasmepa nNpobbl ACIKHLI ObITb onpasaaHbl. OOBbACHEHUA KpUTEPUEB NPUEMITIEMOCTI (HanpumMep, B3aun-
MOCBSI3b C TpeboBaHMAMW Monb3oBaTens) OO/MKHbI ObiTb OnNMcaHbl. OTU 3MIEMEHThl nNfaHa AOSTKHbI ObIThb
3aperncTpmpoBaHbl B MPOTOKONE NOATBEPXKAEHNSA, KOTOPbLIA A0IMKEH ObiTb paccMoTpeH 1 ogobpeH B COOTBE-
TCTBUM C NpoLeaypamMn NoATBEPKAEHNSA NpoeKkTa n3aennst U3aroToBUTENEM.

5.4 UccnepoBaHue noaTBepXaeHUA

[lporpamma noaTeepXaeHUs A0MKHa OblTh BhINONHEHA U HanMcaHa KoMNeTeHTHbIM nepcoHanom. O0o-
pyaOBaHWE N MHCTPYMEHTOBKA A0IMKHbI ObITb KBanMUumMpoBaHbl 40 HaYana uccrneaoBaHnin NoATBEPXKAEHUS.
[TporpammHoe cbecneveHne n aHanMTUyeckne UcnelTaTenbHble MeToAbl AOIMKHBI ObITh NOATBERXKAEHLI Nepea
MCNONb30BaHUEM.

KcnepumMeHTanbHbIe HabnwaeHUs U AaHHble A0MKHbI ObITh 3aperncTprUpoBaHbl M COXpaHeHbl COrnacHo
yCTaHOBMEHHOMY nopaaky. JomkHbl ObiTb NpuMeHeHbl TpeboBaHna MCO 13485 K BeaeHMIO 3anucen.

OTKNOHEeHUa OT NporpaMmmMbl A0MKHbI ObITh onpasdaHbl U 0400peHbl 3apaHee. J1iobble OTKIMOHEeHUA Npu
10ATBEPXKAEHUN OOIKHBI ObITh UCCNeaoBaHbl N OLLEHEHBI COrMacHO MeToauKam NoATBEPXKAEHUS NpoeKTa 13-
"OTOBUTENS.

5.5 OT4yeT 0 NoATBepPXOEeHUN

Pe3ynbTaTbl UccrneaoBaHWUin NOATBEPXKAEHUSA, TaK XKe, KaK onnMcaHns MeToanK KOHTPOSS KavecTBa, MeTOo-
NOB NOATBEPXKAEHUSA, NCNOMb3YEeMbIX MaTepUanoB, Noaxoasilne akcnepumMeHTanbHble aetann 1 nuua, Bbl-
NONHALWKWE NoATBEPXKAEHNE, AOMKHbI ObITh 3apPErncTpuUpoBaHbl B oTYETE O NOATBEPXAESHUMN.

OTYET ACMKEH CoAepXaTh pes3toMe Lienen NnoaTBepKAeHUA N NONyYeHHbIX AaHHbIX U JOIKEH nokasarTb,
YTO BCE KPUTEPUUN NMPUEMNEMOCTU COBMICAEHbI.

[Ttobble OTKNOHEHUS OT NPOrpaMmmbl, HECOOTBETCTBUE U OTKA3bI MOATBEPKAEHMSA AOKHBI ObITh 0BCYXKae-
Hbl 1 OOOCHOBAHHI.

OT14eT gormkeH 6biTb 0gobpeH cornacHo npoleaypam NoaTBePXKAEHUS NPOeKTa U3roTOBUTENA N JOIKEH
ObITb COXPAHEH KaK YacTb JOKYMEHTaLUNU MEHEI)KMEHTa PUCKa N3roTOBUTENSI.

5.6 lNloBTOpHOE NoATBepXAeHUe

LomkHbl ObITb NpuMeHeHbl TpeboBaHUa MCO 13485 (NyHKT 4.4.8).

BeinonHeHMe MeToAunK KOHTPONS KavyecTBa A0IMKHO ObITh oTCNneXeHo. N3roToBUTeNb A0MKEH Neprnoan-
YeCKM OLeHMBAaTb afekBaTHOCTb PeKOMeHOOBaHHLIX MeTOANK KOHTPONA Ka4vyecTBa.

N3rotoBUTENb AOITKEH YUUTLIBATEL NOTPEOHOCTE NEPUOANYECKOTO NOBTOPHOIO NOATBEPXKAEHUA METOAN-
KN KOHTPOMS Ka4YeCcTBa, a TakKe B crnyvae, eclim B KOHCTPYKLUMIO U3aenna BHeCeHbl USMeHEHUs, N 4ToDbI Noa-
TBEPAUTb Npoueaypbl KOHTPOMNS KadecTBa Mocne M3ydeHust coobleHnst 0 HebnaronpusiTHbiX COOLITUSIX
(Hanpumep, NHUWMAEHTLI U COOU, KOTOPbIE NPeaACTaBNAT PUCK CEPbE3HOro Bpeaa), Unn no ykasaHuio CUCTEMB!
CAPA. PesynbTaThl 3TUX OLEHOK AOMKHBI ObITb 3aperMcTpupoBaHhl.

6 PekomeHaoaumm nonb3oBaTensam

YTBep)KAeHHbIe MeTOJUKN KOHTPOA KadecTBa ACIKHbI BKITHoYaTh, B TOM clydae, Koraa 310 NpUMeHUMO:
a) TWM OLKNOKN, KOTOPYIO METOAMKM KOHTPONA KadecTBa npegHasHadveHbl 0OHapyXneaThb;

b) KOHTpPONbHbIE MaTepUarnsbl, KOTOPbIE MOTYT UCMOMNb30BaTLCS;

C) peKkoMeHOOoBaHHble KOHLEHTpaLMKM aHannuToB;

d) pykoBOACTBO ASs onpeaenieHnsa KpuTepmes NpMeMnemMocTu (KOHTPOobHbIE Npeaens!);

e) N3BEeCTHble orpaHN4YeHna MeTOQUKN KOHTPOSA KayecTBa.

MoryT 6bITb NPUMEHEHbl MECTHbIE N pernoHanbHble TpeboBaHuS.
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[MpnnoxeHve A
(cnpaBo4HoOe€)

CBefleHNA 0 COOTBETCTBMU HaLUOHaNbHbLIX cTaHaapToB Poccumnckon ®epgepauum
CCbIMOYHbLIM MeXAYHapoaHbIM CTaHOapTam

Tabnuuya A.1

OBo3HaYeHNE CChITOYHOIoO
MEXOYHAPOAHOro craHgapTa

Obo3Ha4vYeHue 1 HAMMEHOBaHUE COOTBETCTBYHOLLENO HauMOHAaNbHONo CtTaHgapTa

NCO 3534-1:1993

[OCT P 50779.10—2000 (MCO 3534-1—93) Ctatnctnyeckne metoabl. Beposit-
HOCTb W OCHOBbI CTATUCTUKU. TepMUHbI U onpeaeneHuns

NCO 5725-1:1994 [OCT P CO 5725-1—2002 To4HOCTb (NpaBunNbHOCTb U NPELN3NOHHOCTL) METO-
OOB U pe3ynbTaTtoB namepeHus. Hacte 1. OCHOBHbIE MOMOXEHUSA U onpeaeneHns

NCO 13485:2003 [OCT P NCO 13485—2004 N3aennsa meanumHckmne. CUCTEMbI MEHEIXKMEHTA Ka-
yecTBa. CUCTEMHbIE TPEDOBAHMSA ANA LENen perynmpoBaHus

NCO 14971:2000 [OCT P NCO 14971—2006 N3pennsa megnumnHckmne. [pumeHeHmne meHeapXmeHTa

PUCKa K MEANLUMHCKUM U3OENUAM

[1] NCO 15194:2002

2] EH 375

13] EH 1041
[4] EH 591

[5] NCO 9000:2000

buonuorpadua

NOrn4ecKkoro nponcxoxgeHns — OnucaHme ctaHgapTHbIX 06pa3yoB
MHpopmaumns, npunaraemas N3aroToBUTENSMIN K peareHTam anst AMarHoCTUKK In vitro ans
npodecCcnoHanbHOro NPUMeHeHUs
MHopmauust, npynaraemasi U3roToBUTENAMN K MEANLUNHCKUM N3OENUSM

MHCTPYKUMN NO NPUMEHEHUIO ANAarHOCTUYECKUX MHCTPYMEHTORB IN vitro ans npogpeccuno-
HanbHOro NPUMEHeHUs

M3penunsa meguunHckme Ans AuarHoCcTuku in vitro — Mamepenmne BennymH B npobax bmo-

Cucrtembl MEeHEIXMEHTA KaYveCTBad — OCHOBHbIE MONOXEHUSA W CIMOBadpb

[6] NCO/M3BK Pykosogcteo 51 AcnekTtbl 6e3onacHocTn — PYKOBOACTBO NO UX BKMOYEHUIO B CTaHAAPThI

[7] NCCLS C24. Statistical Quality Control for Quantitative Measurements: Principles and

PA, 1999

18] BROOKS,
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