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Mpepucnosue

Lienu n nprHumns cTaHaapTvisaumum B Poccuiickon @egepauuny yeTaHosrneHs PeaepanbHbiM 3aKOHOM OT
27 nexatpst 2002 r. No 184-03 «O TeXHUHEeCKOM perynvposasiumny», a npasuia npuMeHeHns HaumoHarnbHbiX
cravgapros Pocouiickoit ®eaepaumu — FOCT P 1.0-—--2004 «Crangaprusauns 8 Poccuiickoi Penepatiyn.
OCHOBHbIE NONOXKEHVIS»

CrepneHus o cTaHgapTe

1 NMOArOTORNEH NatopaToprei npobnem knuHmnko-naboparopHoi avarHoctuky Hayuwo-necneqo-
BaTENbCKOro UeHTpa [ ocyaapcTBeHHOro obpas’osareibHOr0 YUPEKAeHNs BhICILEro NpoMeCCUoHanbLHoro
obpasopatsi « MockoBckas meauuysckas akagevusa vm. V.M. Cevernosa» Pocagpasa Ha ocHOBe COBCTBEHHO-
O AYTeHTUYHOTO MNEePeBoRa Ha PYCCKUA A3LIK CTAHAAPTA, YKE3aHHOIo B NyHKTe 4

2 BHECEH TexHnueckum koMuteToM no cradaaptrusaumy TK 380 «Meouumnckve nspenva ans anar-
HOCTUKY in Vifro»

3 YTBEPXIEH ¥ BBEOEH B ENCTBUE Mpukasom PenepanbHOro areHTeTBa ro TeXHUYECKOMY
pErynMpoBannio u metposiorn o1 12 nonbps 20101, Ne 464-ct

4 HacTosiuui cTaHzapT UASHTUNEH MEeXJyHapoaHoMmy cTanaapTy EH 13612:2002 «Ouenka yHKumo-
HalbHbLIX XapaKTepUCTHK MEAULIMHCKINX N3AeNuiA ang auarHocTukK in vitro» (EN 13612:2002 «Performance
evaluation of in vitro diagnostic medical devices»)

5 BBEJEH BIMNEPBbIE

Uncpopmayus 06 usmMerHeHUAX Kk HacmosiuweMy cmandapmy rnyBnukyemes 6 exezodHo usdasaemom
UHDOPMaUUOHHOM yKasamere «HauuoHanbHuIe cmandapmbiy, 8 MeKCm USMeHeHU U NoNpasox —— & exeme-
CAYHO U3BaeacMbiX UHDOPMAaLUOHHLIX yKazamensx «HauuorabHeie cmaH8apmsl». B criyyae nepecmompa
(sameHbl) Ul OmMeHsl Hacmosiujeeo cmandapma coomeememsytouee yeedomiieHue Bydem onybnukosaHo
@ eXeMeCsYHO u30asasmonM UHDOPMaUUOHHOM ykasamene «HauuoHansHbie cmanfapmply. Coomeememesy-
ouas uHhopmayus, yeeloMISHUE U MEKCMb! DasMEeLLIaiomCcs MaKkxe 8 UHMOPpMaUUoHHoU cucmeme obueso
NONE3068HUS — Ha OPUULASILHOM Catline PedepallbHo20 ageHMCINGa IO IMEXHUMECKOMY DE2YTiupOBaHuo U
mempornoauu 8 cemu Vinmeprem

© Crangaptundopm, 2011

Hacroawwmi CTariapt He MOoXeT ObiTh MOMAHOCTRIO WK YACTUYHO BOCMPOU3BEAEH, TUPaXKMPOBaH 1 pac-
npocTpaHeH B xadecTse OCbVIl.LmaﬂbHOFO viaganvga Ges paspelilens Cbe):tepaﬂbHoro areHTcTea rno TexXHn4ecKo-
MY perynupoBarinio U MeTponorti
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Beepneuue

Esponenckan [dypexruea 98/79/EC no meanumHcKum N3AGNUAM ONs AWardoCTY i vitro B npuioKe-
wuw Hl, paspaen 3, nyskr 11 upasznen 6.1 B npunoxenny IV, paspen 3.2, nepeuncrieHne ¢} B Npuroxeryn V, pas-
gert 3, tpedyior, UToltl U3roTOBUTESL B CBOSH TEXHUYSCKOW JOKYMEHTaLMY NPEAOCTaBNSANT QOKE3aTENLCTRE
TOFO, YTO MESULIMHCKO. UBAENWe AN AUarHoCTKIA i1 Vitro (DYHKUMOHNPYET TaK, KaK 3asBISHO, OTHOCUTENBHO
TEXHUUECKUX, BHANTNTHHECKUX NIV SBEarH0CTUHECKMX XapaKTepucTuk. JamHHble AOKasaTenbeTa Jornktb BbiTh
OCHOBaHb! NGO HA AaHHBLIX, TONYYEHHbLIX UBFOTOBUTENEM, MO0 Ha MaTepuanax, 3aMMCTBOBEHHbLIX 13 HAaYHHON
NUTEepaTyRnl, NMMbo Ha pesynNbTaTax UCCHSA0BaHUa MO OLUSHKe MYHKUUOHANBHBIX XapaKTepPucTIK U3Lenns B
KITVHWHECKUX VAW OPYIAX COOTBETCTBYIOWMX YCITOBUSIX B COOTBETCTBYY C NPUMEHSHNEM MO MNpeHasHadue o,

Ecrnn uccreiosatiie ro OUEHKE (hYHKUKOHAThHEIX XapaKTepucTuK HeoOXoANMO Ana Toro, YToGsl noms
TBEPANTD 3SBMSHHBLIE XaPaKTepUCTIKY NBAENUS, HACTORLLMIA CTAR/1aPT ONNCLIBAET NOPRA0K, B COOTBETCTBIN
€ KOTOPLIM UBIOTOBUTE L AOMKEH BLINONHWTE CBOV 0883aHHOCTY NO NPOBEASHWIO AaHHOr0 CCIEN0BaRYs Ha
COOTBETCTBYIOWEM HayyHoM ypoBHe. [porpamma oueHky aZanTupoBaHa K NPMPOoLe NBLEenus 1 ero npumee-
HUIO M0 MPESHASHAYEHWIO, C YUETOM PasiiiyHbIX DEKOMEHZaUNI, NPUBEJEHHbLIX B CTaHAapTaxX  Hay4HOR nnre-
patype.

VICXOL5 U3 LMPOKOTC AUanasoHa MeAULIMHCKUX W3LeNWMI ANs QNarHOCTviK in Vitro, oxsaveHHoro B [inpex-
Tuse 98/79/EC, v NpUHUMERA BO BHAMEHNE, YTO [0 HACTONLLErO BPEeMEHW OTCYTCTBOBAN JOKYMEHT, NPUMeHn-
Mbill B PaBHON MEpe KO BCeM BUZEM COOTBETCTBYIOWNX U3Nennii, Lenbio HacToaWwero CraHjapTa sBiaeTca
npeaocTasnenne CBLLINX 3rneMEeHTOB, KOTOPLIE JOIDKHLI UMETHL MECTO NPY OUEHKE (DYHKUUOHANbHBIX XapaKkTe-
pucTuk. CTeneHb NPUMEHUMOCTI PSS ONINCAHHBIX aCneKToB BYaeT 3aBUCETL OT YPOBHS CIOMHOCTIA MEANLINH-
CKOTC MBLIENVS [AT18 OUArHOCTVIKK i Vitro.

HaroToBuTEnY AOIDKHB! TPYHKMATHL BO BHAMaHVE ONyGnnKkoBaHHLIe B ODMUKaITbHOM XKYpHare EBponei-
ckoro Coobujectsa «O0wme TexHuHeckne cneuvdukawy» (CTS) B cooTBeTCTBUN € NyRKTOM 5 «COblriky Ha
crarngapte Qupexrvee 98/79/EC.
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HAUMOHANBbHBIA CTAHOAPT POCCUWACKOW @GEJEPALMUMU

OUEHKA ®YHKLUMOHANBbHBLIX XAPAKTEPUCTUK MEOWLIMHCKUX U3JENWA
N QUATHOCTUKW IN VITRO

Performance evaluation of in vitro diagnostic medical devices

Dara sepeHns — 2012—03—01

1 O6nacTh NpuMeHeHns

Hacrosiuwi cTaraapT NPYMEHKM 1715 OLIeHKN (hYHKUMOHATTBHLIX XaPaKTepUCTUK MELAULNHCKAX nanenuih
Anst QUarHoCTURY in vitro, BKIIOYES Wagenys Afs caMoTecTUpoBanus. HacToawmlii CTadaapT yeTanassaeT
OTBETCTBEHHOCTL M 001me TpeboBaHns B OTHOLIEHIY NNTAHUPOBAHKS, NPOBEOEHNS, OUSHKN Y [IOKYMEeHTUpoBa-
HUS UCCRELOBaHNS 15 CUEHKA DYHKLUMOHAMBHbLIX XapakTepucTrk narotosuTenem. Hacrosiumi crangapr ve
MPUMEHVM B OTHOLUESHWA TTAHOB CHeuhnyeckon OLEHKN ONpeaensHHbIX MeanUnHCKAX U3Rerni [ns nnar-
HOCTUKY in vifro.

MTpuwmeyanue— s eeiBopa nvBnvkauni no creumansHLiM NaHaM oLueHKu oy, pasaen «Bubnuorpadgusay.

B rex cnyuasx, Korga usroTosuTesb NOAASPRUBEET CUCTEMY KAYECTBA, HACTORLLWIA CTaHAapT NPUMEeHNM
B OTHOLLEHWN COOTBETCTBUS C «BANMLBLNEN KOHCTPYKLWAY 1 KN3MEHEHUSIMY KOHCTPYKUMMY B TOV peaiakimy,
xotopasi npveenera s ACO 9001, EH46001 v EH 928 ¢ yueToM Npupoibl M NprUMeHSHUA MeIVLMHCKUX MaZeniin
A0S AnarHocTuky in vitro.

B vacrrocTi, HacTOSWMA CTaRLaPT NPUMEHM K MELMLIMHCKUM M3OeIMaM LS NarHoCcTum in vilro s
TOro, UTObB!:

-~ Ha OCHOBaHVY PE3YNbTATOR OLUEHIN (DYHKLUNOHANBbHbLIX XBPaKTePUCTHK NPesOCTaBNTh LS5 YHOMHOMO-
UESHHBIX OPraHn3aumil v Perynmpyiowinx opradoB 4oKasaTebCTea TOro, YTO XapakTepucTrki MeIULMHCKOro
W34ENUs N8 ANarHoCTUIV in vitro COOTBETCTBYIOT TOMY, UTO 3a5BIGHO USTOTOBUTENIEM;

- YCTEHOBWTL 8ACKBETHBLIE SAHHbIS OLEHKM (DYHKUNOHSbHLIX XBPaKTEPUCTUK, MOMNMYYEHHbIE B PE3YIbTa-
TE COOTBETCTRYIOWMX UCTILITAHNA UITM HE OCHOBE CBEASHUA U3 NATepaTypb!;

- VIOBIETBOPUTL TPEBOBEHUS CUCTEMB! KaYECTBE A5 BaNUAaLUMK KOHCTRYKLNN,

2 TepMmuHbl ¥ onpeneneHns

B Hacrosiuem CTaHAaPTE NPUMEHSAIOTCS CNEAYIOWINES TEePMUHE! C COOTBETCTRYHOLLUMY ONPELENSHUSMIA:

2.1 KOOpOMHATOD WUCTLITAHUSA OIS OUEHKK (PYHKUKOHaNbLHLIX xapakrepuctuk (coordinator of a
performance evaluation study): lluio, ynoniHOMOUSHHOE UBTOTOBUTENEM HECTH OTBETCTBEHHOCTD 38 BCE UCTIbI-
TAHUA 10 OUESHKE DYHKLUOHATNBHBIX XaRakTepnCTHK MEANLIMHCKOIC N3AENNs AN AUarHoCTrKN in vitro,

2.2 Boinagawowui (06bLekT uccnepoarus ) (drop out): O6pazeu nnm npobara, oToBpaHHLIR 415 UCTIbI-
TAHUS [0 OLEHKE (DYHKUMOHANLHBIX XapaKTepUucTIK, HO HE NCCHELOBaHHbLIA TaK, KaK NiaHnpoBanoch.

2.3 nnad ouenky (evaluation plan). Onucanye 3araHNpOBEHHOIO KCMBITAHKS 0 OUEeHKe YHKUMC-
HarbHbIX XapaKTepucTuK.

2.4 oruert o6 ouenke (evaluation report): Onucanye nerbiTanust Mo OLEHKe hyHKUKOHaNbHBIX XapaKkTe-
DUCTIK M 3aKIIOHEHIS N3 Hero.

2.5 umenwiratens (investigator): JIio, OTBETCTBEHHOR 38 NPOBEASHUE OLIEHKY (DYHKLIMOHAbHBIX X8paK-
TEPUCTUK B ONPELSNeHHOM MEcTe,

Uzpaune odpuunansHoe
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2.6 nenpodeccuonan (lay person): flluuo, He nMeioLige CNeLuanbHOro MeauLMHCKoro obpasoBamus.

[EH 376:2002]

2.7 zanBnenune o PYHKUMOHANBLHLIX XapakTepucTukax (performance claim): Cneundnkaumm B 0THO-
LWeH (DYHKUMORATTbHLIX XaPakTePUCTAK MEAMLIMHCKOTO UaLenus Sst AMardocTykK in vitro, npyBeagHHbIe B
WHOPMBLUY, IPELCTABMNSHHOR U3TOTOBUTENEM.

2.8 ouenka dyHKUNOHaNBHLIX XapakrepucTuk (performance evaluation): Mecnenopanve hyHKumo-
HAMBHLIX XAPSKTEPUCTIK MEeINUMHCKOrO NBABING AR AUarHOCTUKW /N1 Vilro, OCHOBAHHOS Ha M3BECTHBLIX HaH-
HbiX, HAYUHOR NNTEPATYPE U UCTILITAHWK A1 CUSHKA DYHKUNOHAMBbHBLIX XapaKTepucTuk,

2.9 uenbitaHue s oueHKy yHKUMOHANBLHEIX XapakTepuctuk (performance evaluation study):
ViccrnenoBaHne MefuuMHCKOro Msaernis Ans anardocTuky i vitro, npeHasHaveHHoe Anst NoLTBeKIeHNs
sasaBneHrs 06 (OYHKUMOHATBHBIX X8PaKTePUCTUKEX B OKULAEMBLIX YCITOBUSIX NPUMEHEHWS,

2.10 dynxumoHanbHbie XAPAKTEPUCTUEM MEeAMLMHCKOro W3fenust Ons auarHoCTukn in vitro
(performance of an in vitro diagnostic medical device): Psig CBORCTSB MEANLMHCKOIO USLETNUA 515! JNBIHOCTIAKN
in vitro, CBA3aHHBIX C €ro rMPUIrcAHOCTLIC AFS NPeANoNaraemMoro npeaHasHayeHmsa.

2.11 2anmcu nenbiTaHusa yHKUuKnoOHanbHbLIX XapakrepueTuk (performance study records): [okymed-
TaLMs No IKCHSPUMEHTANLHbBIM 3TaNaM BO BREMS UCTILITAHMS N0 OLEHKE (DYHKLMOHANBHBIX XapaKTepncTiK 1
TNOMYUYEHHLIM PE3YNbTaTaM.

2.12 npobana ucnbITAHUA [ANSI OUEHKW (DYHKUMOHANLHLIX xapakrepucTuk (proband of a
performance evaluation study): JInuo (naumexT, ACHOP), YHaCcTBOBABLLISE B UCTLITAHUK, OT KOTOPOTO NMOTyYeH
obpaseL; ¢ ONPEeLSIISHHLIMI XapaKTePUCTUKaMy, NoANeKamil UCNoNb30BaHWIO B UCHbLITAHUAX MO OLEHKe
DYHKUNOHATILHBIX X8PaKTePUCTUIK.

2.13 wacraBHuK (tutor): Nnyo, OTBETCTBEHHOE 38 HAA30D 38 HENPOMECCUOHANAMM, NPUBNEYSHHLIMK K
NCTILITEHWIO 1O OLIBHKE (DYHKLMOHEMTbHBIX XAPaKTePUCTIK,

214 panupauus (validation): MonTeepwaenve, NOMNYYSHHOE NYTEM NPENOCTABNEHNS OObLEKTUBHBLIX
A0Ka3aTenbCTB TOrD, YTO TPeDOBaHUS AN CNeUnPUISCKoro NPeaHA3HANEH IS UITA MDUMEHEHNS! Dhiniv BhINONT-
HEMb.

Mpumevauune 1-— TepMur «BanuaupoBaHHBINY NpUMeHsieTes 1N 0B0sHaUSHUR ONPENEeNeHHOIo CTaTYCa —
TOTOBHOCTY K NPUMEHEHMIC N0 TIPSR HA3HEHSHNIO.

Mpumevanue 2— /cnonssoBarne yerosui Ars Banuaaumum MoxeT ObiTh peanbHbiM UK UMUTUPOBAHHBIM.
[EH MCO 9000:2000, 3.8.5]

3 Obuwme TpeboBaHUA LA OUEHKW (DYHKLUMOHANLHBIX XapaKTepPUcTUK

3.1 OTBeTcTBREHHOCTEL U PeCYPChl

sroToBuTesnb NpUHUMAET Ha celst OTBETCTBEHHOCTE 38 HaUano WM NPOBEASHIE UCHLITAHUS 10 OLLEeH-
Ke QYHKLMOHaNBbHBIX XapakTepueTuk. OH AOIDKEH ONpeaennTh OTBETCTBEHHOCTL U B3aNMOQTHOLLIEHMSI BCEro
MEepcoHana, KoTopbi PYKOBOAUT W NPOBOAUT OLEHKY (DYHKLIMONETbHBIX XADaKTEPUCTAK MENLIMHCKOro Naje-
NS OIS JMBTHOCTYKA in Vitro, B YaCTHOCTI NMEpCoHana, KOTopbii HY)XAaeTcs B OpraHmaaumoHHon ceoboae v
npasax, YTobbi:

a) OUEHWTL BanuoHOCTb (NBUrCAHOCTE KNPUMEHEHMIO MO NPEeAHA3HAYSHUIO) PE3YIbTAaTOB TECTOB W A0C-
TYMHBLIX JAHHBIX; :

b)) TOUHO CPOPMYITVPOBATE 3a8BNEHE O (OYHKLMOHANBHBIX XapakTepucThKaX, KOTODLIS BROCHSNETEY
AOSKHB! BbiTh M3YHEHB MY NOATBEPMAEHbI;

¢} ONPEeaennTL Vi AOKYMEHTHPOBATL NITAH OLSHKK K NPOLSSYPb! TECTOB;

d) noaroToBUTh OTHET 00 OLEHKE,

HzroToBuTENb JOIMKEH HA3HaYUTL KOOPAMHATOPA, OTBETCTBEHHOTO 38 UCTILITAHKUE N0 OLEHKE YHKUNO-
HanbHbIX XapakTepucTUK. KoopamHaTop JOSMKeH CaM NpoBEpUTL Harnnume HeoBXoaMMbIx pecypoos. MenbiTas
Terb Jormked obecrneunts BLIIOMHEHKE NNaHa B CBOEM DACHONOMEeHUN W COOTEETCTEME WMONbITaHUS ©
STUHECKOW TOMKY 3peHIs..

3.2 [oxymeurauus

FokymeHTaums NCnbiTasus No OUEHKE (DYHKUNOHANbHbLIX XaPaKTepUCTVK JOTHKHA COASPKATL AOKYMEH-
Thi, COOTBETCTBYIOLINE PA3LEHaM 3-—7 HECTONLLEro CTanzapTa, v SBISITLCH YACTLIO TEXHWUUSCKON AOKYMEHTa-
LM MeANUMHCKOTO U3AeNuUs ANs AnartocTniy in vitro.

2
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3.3 3awkrmounTelibHasi OLEHKa ¥ PACCMOTPEHNE DYKOBOLCTBOM

KoopauHatop 40MKeH OLUEHUTb U I0KYMEHTHPOBETh, KAKUe 3aABMNeHNs O (DYHKLNOHANLHLIX XapaKkTepuc-
THKAX COOTBETCTBYIOT TREDOBAHMUAM, YCTAHOBUTh, KaKIe XapakTepUCTHKY HE COOTBETCTBYIOT TpeBoBanusM 1
NPy HeOBXOAMMOCTY NPELNOKNTL NPOBECTY KOPREKTUPYIOLLME AeVCTBYS.

OTBeTCTBeHHBIM NPEACTaBUTENb PYKOBOACTBA WITOTOBUTENS A0MKeH YOEennThCs, UTe PesynsTaTsl
MCHbITAHMS MO OLEHKE (DYHKUMOHANMLHBIX XapakTepUCTIK 1 DEKOMEHaLK Mo KOPPeKTVPYIoWMM JelCTBUAM
MOIMHOCTBIO YUTEHbLI ¥ COOTBETCTBEHHO [OKYMEHTUPOBAHL!, NPEXOe YeM YTBePIMTh AeKnapaLyio 0 Coot-
BETCTBUM.

4 OpraﬂmzauMﬂ HerbiTaHuA No OUeHKE @yHKL&MOHaﬂbeHX XapakTePUCTUK

4.4 TpeppaputelbHbie yCroBus

fepen Havanom UCNLITaHKs No OUSHKE (DYHKUMOHENbHBIX XapaKTepucTUK KoopamHaTop aorkex obec-
MeUnTE:

8Y TOUYHO ChOPMYTIMPOBAHHOE 3a9BNSHUE O (DYHKLMONANbHbLIX XapaKTepUCTUKaX MEeIULNHCKOrO 13ne-
RSt A58 SMArHOCTIAKY in Vilro, SBNsoLLerocs o6 beKToM UCHbITaHNs

b} MepuuMHCKOe U3penmne AnNg AUarHoCTUR In vilro, Nporn3BEeeHHOE B YCNOBUSAX KOHTROMMMPYEMbIX PO~
LeCCOoB NPOU3BOLCTRE;

C) COOTBETCTBUE CTeUNMUKALMU KOHTDOMS Ka4ecTBa NPy BhiNyCKe MESULIMHCKOTO U3nenus Ans quar-
HOCTIKY (n vitro, NOANEXaLero oueHke hyHKUMOHANBHbIX XapaKTepUucTuL;

d) npepocrasneHue JOCTaTOMHOIO YMCHa 06pa3LoB MEAULMHCKOTO N3Lenvs AN ANardoCTyR in vitro s
TEUEHME BCETo NEPVOLa NPOBELSHNSA MCTTLITAHWA MO OLUBHKE DYHKUNOHANBHBIX XapaKTePUCTAK,

&) YIOBINETBOPEHUE BCEX 3aKOHHbLIX TReOOBAHWIA K NPOBEASHMIO UCTILITAHUS 1O OUESHKE (DYHKLMOHATL-
HbIX XapaKTepUCTIK;

f) manmuue y ncnbitatens (MensiTareneit) HeoBXOANMBIX 3HBHN, YMEHUI 1 DeCYPCOB s NPoBeneHIs
UCTbITaHNS,

4.2 Mnau oueHxm

[Mras oUSHKY JOMDKEH YETAHOBTE LGNV UCTILITAHNS Ha HaYUHOW, TEXHHECKOW UV MEJVLMHCKON OCHO-
Be, 06NacTb OLEHKW; CTOYKTYDY U OPTaHUZELMIC UCHLITEHUS U YUCTIO U3LeNWI, KOTOPLIX OHO noTpebyer.

Onpeaenss oObERTL! MCTILITAHVS, KDODAWHATOP NOMKEH OLEHNTb, KaK/Ne 38ARMNEHHbLIE XapaKTepucTUKK
VIKE NMOATBEDKASHB! TIOTVUEHHBIMIA JEHHBIMY I HBYHHON STWTepaTypoi.

Mnau ouern gossxed BeiTe pazpaboTad ¢ yueToMm HeoBXOZUMOCTY MUHUMIASUPOBATL NOTPeOHOCTL B
VIMBa3UBHOM B3STUN NPol. MNpUMeHnTENbHO K MEOULIMHCKMM U3eriam ANs ANarHocTuy in vitro, npearasta-
USHHbBIM A5 cCaMOTECTUROBaHNS, cnegyeTr obecneunTts, YToOb! NNaH oUeHKy Bbii NOHATEH ¥ NPUeMITeM s
norb3oBareren, a npegocrasnseman viithopmaums Buina Bbl SICHON 1 NErko BOCNIPUHNMAEMON,

[nan oueHKy JOIPKEH TOMHO ONPEeAerinTh CHeayioliee:

a) ageksartHoe 00pascBaHue K NPaKTuyeckylo NOAroTOBKY UCTILITaTeNs (MerbiTatenen) s npuveHe-
HUSI MEOMULIMHCKOTO U3LENNs AN ANarHOCTURY i vitro;

b) nepeyeHb N1aBORATOPWIA VN BPYIUX YUPEKABHWIA, NDUHMMEIOLIMX YUacThe B NCHLITAHKWN NO OLeHKe
DYHKUMOHAMBHLIX XapaKTepueTUK, AN anenui Ans caMoTecTupoBaHns — MECTO PacnCroXeHns 1 YICHo
HENPoheceuoHanos, NPUBINEUEHHbIX K UCTILITAHWIO;

C} pacnucaHve;

d) MUHUMANBHO HeoBXoAMMOES YNCHO NPOBAHLOR ANs B3sTUS 0BpasLoB MHBA3UBHBLIM cnocoBom, YToGhLI
ALSKBATHO OLEHNUTE (OYHKUNOHANbHBIE XapaKkTepUCTUKA MEULMHCKOTO U3AeNns ANA ANarHoCTvky in vitro;

€) MHCTPYKLMKA NO NPUMEHEHWIO, BKITIOYas ONIMCaHMUE YCTIOBUIA NMPUMEHEHMSY;

f) chopmar sanucemn NCNLITaHNA MO OUBHKE YHKUNOHANbHBIX XapakTepucTHK.

4.3 MecTa u pecypceb!

[Mpoueaypb! UCTILITAHIS N0 OLEHKE (IYHKLIMOHATIbHbIX XapakTepucTyviK CNeayeT NpoBoLUTL B YCNOBUSX,
MOZEMUPYIOLLMX YCTIOBIA NMPEANONaraemMoro NpuMeHeHus,

KoopamHaTop OorkeH 0TBeYaTh 38 Hadnexatlee npoBeieHne UCTIbITaHMs! Mo OLeHKe (YHKLMOHAMbHEIX
XADAKTEPUCTUK BO BCEX MECTaX, TAe OHO NpoBoauTes. Bee ncnbitatenm 4ormkHs! GbiTe HasHaveHbI.

B Tex cryvasx, Koraa K UCTIbITaHUI0 MO OLeHKe (PYHKLMOHEbHBIX XapaKTePUCTVK MeAULIMHCKOrO U3Le st
LN AUMArHoCTIRY in VItro [insi CaMOTECTVPOBaHNS NPUBIIEYEHL! HeNpoeCcCUoHaNb, MECTa UCTILITAHNS Y YACTIO
YYACTHUKOB J0MmKHbl BbiTh YKasaHbl, KoopamHaTop SormkeH onpeaernnTs Kputepumn ans Boibopa penpeseqta-
TUBHOM Nareny 06 HEKTOB NPOBEASHNS UCTILITAHNIA.
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OcoBeHHo BaXHO NPy KCNBITAHKAX C YYaCTHEM HENPOMECCHOHANOB OFrPaLNTb WX OT NOMYYeHUS U35INLL-
Hel nadopMauun 08 NCNONBL3CBAHUY MEANUMHCKOTO U3OeNus ANA JANarHoCTVKK in VIro Kpome Tol, KoTopast
NPeACCTaRNSSTCA C MeDNLMHCKAM KSLENVeM INA OnardcCTUKY i1 Vitro Npm ro NoCTaBKe Ha PHIHOK, NOCKOTIbKY
MOMATHOCTL UHCTPYKLIAK 1O MPUMEHSHUIO, COCTABNEHHOW UBrOTOBKUTENEM, ABIIASTCSH OIHNM 13 BEXKHbLIX acriek-
TOB KenLITaHus. Jorkho BuiTe Tawke obecneyero, UyTobs HeoBYYeHHOE NUU0 HE NOINYYATIO JONONHUTEbHOMR
VIHCDORMaLWA MY NIOMOLIKM, HaNpumep o7 HacTaBHWKa, Kpome Toro obOy4YeHuMs, KOTOPOE ONPELEnasHo
V3rOTOBUTENEM B MHCTPYKLVIK NO NPUMEHEHIIO.

4.4 OcuosHas UHDOPMALINS O KOHCTRYKLMK

KoopauHaTtop LOfKeH NPenocTaBuTh UCTILITATeNo(sM) AOCTATOUHYIO MHGOPMALIVIO IS NOHMMaHUS
DOYHKLMOHVPOBAHUR 1 NPUMEHBHIS MEINLMHCKOTO U3LEeNNs AMst ANarHocTukm in vitro, v, xorga HeoBxoaumo,
CAMOCTOSTENLHOIO UCTIONLICBAHNSA NCTBITATENEM MeIULMHCKOTO U3LSIS s ANardosTw in vitro,

4.5 PazpaboTia 3KcnepumMeHTa

Mpouenyps! SKCNepUMEHTa 15 NOATBEPKISHYS 3asBNEHHBLIX XapaKTepUCTUK, SBISIIOWMXCS 0B LeKTOM
HCTIBITARNS N0 OUEHKS (DYHKLIMOHAMbHbIX XAPaKTePUCTVK, A0INKHb BblTh JOKYMEHTUDOBAHD! B MIAHE OUBHKN.

Ocofoe BHAMEHNE B UCTILITAMNSX MO OUSHKS YHKLMOHANbHBLIX XapaxTepmncTuk pearedTos/Habopos
DOrmKHO BbiTh YOSMNEHO, 8CIM 3TO NPUMEHNMO, CReaVIOLeMY:

- cneunukaunsmv BBOMOMMEcKoro Marepuana (Hanpumep, CLIBOPOTKA, niasma, Movya) u CBOWCTB
(Hanpumep, NP1l KOHLEHTPaUWY, BOSPACT 1 NON KOHTUHIeHTa npobaraos) npol, NoaxXoasiumux Ans npes-
NonaragMoro NCNob30BaHMs;

- npoBaHaaM, KOTOPbLIE JOMHKHB YYaCcTBOBATh;

- NPUrCAROCTIA, CTabunNBHOCTY K 0B bemam 0Gpa3suoR 1 KPUTEPKUSaM HCKIToHenns oBpasuos;

~ fpouenypam NnocTaKoBKY Crenkix rpob, rpn HeobxoaymocTy;

~ CTabuibHOCTY PEareHToB;

- BO3LERCTBNIO OBbIUHBIX (DAKTOPOB VHTEPMEPeHLNM, BLI3BaHHLIX VCNCBYUSMI B3gTMa oBDasUos, M
NaTonorvieCKUM/ (U3NONICTMUECKM COCTOSHUEN OCHOPE NPOBLI, UITK NevsHnem:

- npeanonaraeMsiv YCrnoBUAM MpumexHeHns; oco0e BHUMBHUE CHSOYeT YISNWTh MCHONb3oBaHuio
W3LENUS HENPOMECCNOHATIOM;

- BbIBOPY COOTBETCTBYIOLIEH DRhePeHTHON NPOLESAYDH U3MEDEHIS K DaheReHTHOIO MaTeDaNE BbICO-
KOTO NOPSIIKE, BCIW OHN JOCTYITHbI

- ONPeReneHuo cocToaHna obpasia (Ans KaueCTBEHHbLIX TECTOB B HOMUHANLHOW MM NOPSEKOBOR
wikane);

- npouenypam KanuBpoBKK, BIITIOHESA NPOCNEKNBAEMOCTb, €CIHK 3TO COOTBETCTBYET YCIOBUAM;

- COOTBETCTBYIOWIMUM CriocoBam KOHTPOMS,
orpaHnyeHnaM TeCTa;

- KPUTEPWSM A1 [POBEAEHYS NOBTOPHOIC UCCIISA0BAHMS Y MCKITIOHEHNSA LaHHbIX;

~ AOCTYNMHOCTY ACNOAHUTENbLHON nithopmaty 06 oBpasue wim AoHope, ecnv TpebyeTea npocnexmsa-
HUE HEOKNABHHLIX DE3YITLbTaTOB;

= COQTBETCTRYIOLNM MEpaM [5is NPeSyNpesKaeHins! PUCKa MHMULMPOBaHNS NONb30OBaTEN.

B rex cnyuasx, Koraa npeanonaraetcs NOATBeDAEHVE 3a51B/IeHHbIX XapaKkTePUCTVK MHCTPYMEHTE, 0CO-
6oe BHUMaHUE JOMMKHO BbiTh YIETEHO CHeLyOWVM aCneKTam:

- OBCNYHMBEHMIO 1 OUNCTIE;

- athhekTam rnepeHoca;

- BaANMASLKK NPOrpammMHoro obecneueHins.

Mpouvmeyanne-—[0na UCCNEIOBEHYS TEXHWUMECKUX ACNISKTOB UHCTPYMEHTOR FIDUMEHSIOT COOTEETCTRYIOUIME
CTaHOAPTL

4.6 3anucu McnbITaHNA MO OLUeHKe (DYHKIIMOHANLHLIX XapakTepucTIK

3anncy KCNBITaHKS N0 OLEHKE (DYHKLMOHAbHBLIX X8PaKTePUCTVK A0 DKHbBI

- OTCLINETL K OKCNEPUMEHTATIBHLIM MPOLSAYPaM NNaxa OLeHKK;

= OAHO3HAYHO MOSHTUMNLINPOBATLCS,

- COAEPWaTL BCE PesYNIbTaTb! M OTHOCHLIMECH K MCTILITaHVIO BAXKHLIC AAHHbLIS UM OTCLINATD K HWM;
~ COCTABNATH YaCTb TEXHUYESCKOW JOKYMEHTALNY MELVLIMHCKOrO K3Nerms Ang AMardHocTuky in vitro.
HormkHa BbiTh 0becneveHa 3alKTa BCeX KOHQUOBHLAAITBHLIX JaHHRIX.

4.7 HabrnogeHvisi M HeOMNIaHHLIE ABITEHKA
Ocoboe BHyMarHnMe J0MKHO ObiTh yoeneHo Halrio eHnaM 1 HEOKUIBHHbLIM ABNEHVSIM, Hanpnmep, oTo-
BpaHHbiM, HO He nccrenoBaHtbiv 0Bpasiuam, BLNasaiowym pesynbraTam, HecTaburbHOCTU NPobh, pearenTa,

4
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CUIHanNa ¥ T. 1., HEBOCNPOWU3BOANMOCTHY, HECOOTBETCTEIS PE3YNbTaTa C PeepeHTHBIM MaTepuanoM Ui K-
HUYECKUMY NpoaBeHusvg, gedexkram nnn cbosam, ownbkam nporpammuoro cbecneyueHnst v CUrHanos.

ThoBoe OTKNOHEHKE OT ONPESENEeHHON NPoUSaYDLI A0rKHO BeiTh saperncTpuposano. lpu ucnbirarym
MELMLIMHCKOrO UBASINS LA JMKErHOCTIKY 11 Vitro s CAaMOTEeCTUPOBEHUS UCTIbITaTE b MW HACTEBHUK JOTKHBI
3ameyarth Noboe 3aTPYAHERNE UiV BOSHUKLLIVIO NP MCMOML30BaHIN YCTRONCTRE rpobriemy v moboe OTKNoHE-
Hue oT criccoBa NpruMeHeHNs MeLINUKHCKOTC M3Ler st AN OVarHoCTURY i Vilro, OnACaHHOTC U3rOTOBUTENEM.

NobBoe nopobHoe oTknoHernse pomkHo ObiTh COOTBETCTRYIOWMM 00pasom sanucaro. KoopanHaTtop
COBMECTHO C UCTBITATENEM LOIDKEH BLISIBUTL MPUHIHY, HACKOMbKO 3T0 BO3MOXHO. Pesyrbrar qomkeH Bbite
3BPErnCTPUPOBAH 1 CTaTL YaCTbIO OTHETa 00 OLEHKE (DYRKUMOHATIBHBIX XaPaKTepUCTIK.

ECnn BanuaHoCTb YXe NPOBELEHHLIX UCCIeoBaHIN OKa3bLIBAETCH NOS BONPOCOM K3-38 BbISBIEHHOIO
HCTOUHUKA OLLMBKY, TECTL! CREAVET NOBTOPUTS NOCHE YCTPAHEHUS 3TOMO KCTOMHIKE OLUIMBKY.

B cniyuae, ecriv npuannon owinbm Suino HenpapuiieHOE UCIONb30BaHUE WITK HEMPAaBUILHOE NOHNMaHKEe
WMHCTDYRUMIA [0 NPAMEHEHIO K3ASNNG Nk eciin BT BLISBNEeH HEOXUAaHHBEIA PYICK, NIPUCYLLIAA KOHCTDRYKLKK
NOOLVETE Wiy cnocoBy erc NPUMEHEHNA, 370 J05BKHO BhiTh YETKO CCOPMYINPOBaHO.

Horprusi Bbith 3arMAcaHsl NMPEANCKEHVR UCTbITatens{nen) u KoopanHaTopa no fobomy YayULLeHno
MELNLINHCKOIC U3Lenst I8 QNarHOCTVRI in VIFo Wi ero npuMeHerno.

4.8 Ov4ver o oueHKe (DYHKUNOHANbHBLIX XapakKTepUucTuK

KoopanuaTop A0rpKeH cocTaBnTh ot4eT 06 oueHke yHKUMOHANBHBIX XapakrepncTuk. OTYeT JomKeH
COASpXKaTL ONMUCAHME UCTILITAaHWS, aHanns PesyrbTaToB C 3aKMIOYeHUEM 1O UCCHEIoBaHNAM 3a9BINeHHBIX
XapakTepucTui,

B oTueTe normiHe! 06T 08CYKABHE 1100 bIe Habn4aBLInecs HeOKaHHbIS sIBneHns. o BOSMOKHOCTH,
J0DKHB! BbiTh MOEHTUMULVPOBAaHE! MX NPUHUHB] U NPUBEASHL! PEKOMEHAGLIY 10 KOPPEKTUPYIOLLAM [elcTBN-
$iM, KOTOPBIE JOMKHb! ObiTh NPEENPUHSITLL, 86N HEOBXOANMO.

B Tom criyuae, Koraa npoBefeHbl HECKONBbKO UCNLITAKWI OQHOIO W TOTO e MeONLMHCKOro Nanernus ans
AVarHoCTUKY In vitro, MOXeT ObiTh COCTEBNEH €ANHbLIY CYMMaPHBIA OTYeT.

5 Mogudhukaumnm Bo Bpemsi NPoOBeOeHUS UCTIbITaAaHUA NO OUeHKe
thyHKLMOHaNLHLIX XapaKTepUcTuK

Ecrum npouece nponssoactsa Heit U3MEHEH, JOrpkHO BbiTh NPOBEPREHD, COOTBETCTBYIOT I 3a5BIISHHbIe
hyHKUMOHAMBHLIE XapaKTepucTUKA TEM, KOTODLIE BbifK YCTaHOBNEHb! NEPBOHAYaNLHO. B NpoTUBHOM Cityvae
BaJWOHOCT YKE NPOBEASHHBIX UCCNEA0BaHMA [OMKHE BbiTh NOCTABNSHA NG BONPOC Y INAH OLUEHKY M3Nenmns
JornKeH ObiTh COOTBETCTBEHHO NEpecMoTPeH.

[py BBEIEHUY HOBOM KOHCTDYKLIMW U3SEITNS NIIaH OLUEHKM J05KeH BbiTh NEPecMOTPEeH.

6 lepeouenHka

B crniy4ag namereHui KOHCTRYKLAY W FPOLIeCcca NPOU3BoACTEE MEANLIMHCKOTO N3Aenis 4ris Anartoc-
TVKW i Vitro, NCTBITAHKE 10 OUEHKS (hYHKLIMOHATTBHBIX XaPaKkTePUCTHK AOMKHO BbiTh NOBTOPEHO HACTONBKO
GbICTPO, HACKOSBKO 3TO BOSMOKHO, 4TOBLI NOATEEDAMTL, YTO MPEANONarasmMos NpYMeHeHne 1 3asBleHHbIS
HYHKUMOHATBHBIE XaPaKTepucTHkA MEULMHCKOrC W3enisl Anst AWArHOCTUKY M Vilro, pasMewweHHoro Ha
PhIHKE, OUEHEHL! 80eKBATHO.

3ra nepeoteHKa MOXET OTHOCHTLCS K JOKYMEHTaMbHBIM DE3YNLTaTaM MPELUeCTBYIOUISH OLUHKN B TOR
Mepe, B KaKOW OHIA MPU3HAIOTCS BaNNIHbIMIA M AOMYCKAIOWMMA 3aMEHY NMOCHe KPUTHYECKOTO NepecMoTpa.

7 3awmra 1 6e3onacHOCTb NpobaHpos (NaLueHTOB, AOHOPOB)

YnaneHns, cBop v UCNONb3OBaHUE TKAHEN, KINSTOK ¥ BeLECTB HelIOBEHECKOr0 NPONCXOMISHNA Perynm-
DYITES B COOTBETCTBMM C STUMECKAMNA TIPVHLMNAMKW, HA OCHOBE MNONOXEHWI HaUMOHaNLHONO 3aKoHOoHA-
TENLCTES TIO STYM BONPOGaM.

B nioBom criyuae pesynbTarhi, NoflydeHHbIe 13 Npobb! C MOMOLLBIO MEAVLMMCKOTO U3ASNUS AN AnarHoc-
TUA i VIO DDV BT O OUEHKS, HE JOIBKHbE UCTIONB30BAaTLCA N5 APYIX LLEFIEr KPOME OLIEHKN (DYHKUMOHATLbHBIX
KADBHTEDUCTIK, BCIY STUUECKME COOBPaNEHUS, NONMHOCTLIO PA3BENASMbBIE OTBETCTBEHHLIMY MEOULIMHCKUMUA
gnelivanucrany, He npeanonaraiot obpatHoe. B TakoM cryvse MeauLMHCKNIA npodeccroHarn npuHuMasT Ha
cefis NoNHYIO OTEETCTBEHHOCTD 38 MOCTISACTBAS MHOTO NCTIONE30BAKWS 3TNX JaHHbLIX.






[image: image9.jpg]FOCT P EH 136122010

Npunoweune ZA
{cnpaBoutos)

CooTBeTCTEUE NOAPasferioB HACTORLEro CraH[apTa OCHOBHLIM ThebGoaeunnan
Emponelickoi [JupekTyBb

Monpasnensi HACTOAWETO cTanpapTa OcHeBHble TpeBosanns Esponelickon Dupektieas
4.2 B ) A3
,,,,,, ) 4.3 i B.7,B.8
,,,,,,,,, 44 A3 ‘
,,,,,,,,,, ~ 4.5 V | A3,A4,B2 B41,B6.1
BuGnuorpadun

EBpornelickre ¥ MexOyHapogHb-ie cTanAapThbi

EH 576:2002 Hrdbopmalus, NpesocTapiaeMast M3roTOBUTENSM C pEareHTamm JUist JUartocTuky in vitro gns
camoTectuporanus (Information supplied by the manufacturer with in vitro diagnostic reagents
for selftesting)

EH 928 Cucrembr auardoctuxy in vitro. Pyxorogceteo no npumererwio EH 29001 w EH 46001 un
EH 29002 n EH 46002 & MeaMUMHCKUM U3ASTUAM A51st AnartocTuky in vitro {In vitro diagnostic
systems. Guidance on the application of EN 29001 and EN 46001 and EN 28002 and EN 46002
for in vitro diagnostic medical devices)

EH 12286 Meaunumrckue nsnenus f518 QuarkocTury in vitro. Vismepenne senuune 8 npoBax Bruororsec-
xoro npoucxoxperust. Mpencrasnerne pedepeHTHRIX MeToank uameperust (In vitro disgnostic
medical devices. Measurement of guaniities in samples of biciogical origin. Presentation of
reference measurement procedures)

EH 12287 Mepuumuckie nsnenua Ans AnarHocTnky in vitro. Viamepexue Bermunt B npofax Guonorivec-
koro nipoucxoXnenus. Onucarue pedepeHTHeIX MaTepuanos (In vitro diagnosiic medical
devices. Measurement of quantities in samples of biological origin. Description of reference

materials)

EH 46001 Cuctembl Kauecrtsa. Meouuurckie wusgernvs, YacThble TpeboBauua & mpuNescHuD
EH UCO 9001 (Quality systems. Medical devices. Particular requirements for the applicalion of
EN IS0 8001) '

EH MCO 9000:2000  Cuctemb MerepkmedTa kavecrsa. OCHOBHLIG nonoxexus w chnosape. (MICO 8001:2000)
(Quality management systems. Fundamentals and vocabulary (1ISC 9000:2000)

EH WUCO 9001 Cuctembl kadectea. TpebGosaxust (MCO 9001:2000). (Quality  management systems.
Requirements (ISO 8001:2000)

EH MCO 13485 Cucrembt xavecrea. Menwuuncive wanenus. YactHeie Tpefopadus & APBMEHEHUIO

EH MCO 9001 (NMepecmoTp EH 46001:1998) (Vpeutnuno NCO 13485:1896) (Quality systems.
Medical devices. Particular requirements for the application of EN- 180 8001 (Revision of
EN 46001:1996} (Identical to 1SO 13485:1996)

NCO 57251 TouHOCTs (NPaBUIEHOCTL U NPBUNBMOHHOCTL) METONOB U Pe3ynsTaToR namepenus. Yacts 1.
Obume npuulunel v ofipeaenenns (Accuracy (frueness and precision) of measurement
methods and results. Part 1: General principles and definitions)
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- [oxyveHTl EBponefickoro KoMuTeTa KIMHKMUeCKUX naboparoprbix CTaHAapToR

Guidelines for the Evaluation of Analysers in Clinical Chemistry, 1986, vol. 3. no. 2.

Guidelines for a User Laboratory to Evaluate and Select a Kit for its Own Use: 1988, vol. 3no. 3

Guidelines for the Evaluation of Diagnostic Kits: Part 2: General Principles and Outline Procedures for the Evaluation of Kiis
for Qualitative Tests, 1990, no. 1

Guidelines for Multi-centre Evaluation of Analysers for the Measurement of Blood pH, pCO2, and pO2

Guidelines for the Identification and Distribution of Patient Samples in the Medical Laboratory: 1990, vol. no. 5

HoxymenTs! HaunoransHoro komuteTa KinuHkueckux naboparopusix cranaapros (CLLIA)

NCCLS. Evaluation ofthe Linearity of Quantitative Analytical Methods: A Statistical Approach; Proposed Guideline. Second
Edition. NCCLE Document EP8-P2. Wayne, PA: NCCLS; 2001,

NCCLS. Interference Testing in Clinical Chemisiry; Proposed Guideline. NCCLS Document EP7-P. Wayne, PA: NCCLS;
1986

NCCLS. Blood Gas and pH Analysis and Related Measurements; Approved Guideline. NCCLS

Document C46-A. Wayne, PA: NCCLS; 2001

NCCLS. Immunopreacipitin Analyses: Procedures for Evaluating the Performance of Materials; Approved Guideline . Second
Edition NCCLS Document DI2-A2. Wayne, PA: NCCLS; 1993.

NCCLS. Ancillary (Bedside) Blood Glucose Testing in Acute and Chronic Care Facilities; Approved Guideline. NCCLS
Document C30-A. Wayne, PA:NCCLS; 1994

NCCLS Specifications for Immunological Testing for Infectious Diseases; Approved Guideline. Second Edition. NCCLS
Document VLA18-A2 Wayne, PA: NCCLS; 2001

NCCLS Laboratory Statistics . Standard Deviation; A Report. NCCLS Document EP13-R. Wayne, PA: NCCLS; 1895
NCCLS. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline. NCCLS Document EP9-A,
Wayne, PA: NCCLS; 1985

NCCLS. How to Define and Determine Reference intervals in the Clinical Laboratory; Approved Guideline. Second Edition.
NCCLS Document C28-A2. Wayne, PA: NCCLS; 2000

NCCLS. Uniformity of Claims For in Vitro Diagnostic Tests; Proposed Guideline. NCCLS Document EP11-P. Wayne, PA:
NCCLS; 1996

NCCLS. Detection and Quantitation of Rubeila gG Antibody: Evaluation and Performance Criteria for Muitiple Component
Test Products, Specimen Handling, and Use of Test Products in the Clinical Laboratory, Approved Guideline. NCCLS
Document VLAG-A. Wayne, PA: NCCLS: 1997

NCCLS. Preliminary Evaluation of Quantitative Clinical Laboratory Methods; Approved Guideline. NCCLS Document
EP10-A. Wayne, PA: NCCLS; 1988

NCCLS. User Demonstration of Performance for Precision and Accuracy; Approved Guideline. NCCLS Document EP15-A.
Wayne, PA: NCCLS; 2001

NCCLS. Evaluation of Precision Performance of Clinical Chemistry Devices; Approved Guideline. NCCLS Document
EP5-A. Wayne, PA:NCCLS;1999

NCCLS. Clinical Evaluation of Immunoassays; Approved Guideiine. NCCLS Document I/LA21-A. Wayne, PA:NCCLS; 2001
NCCLS. Quality Management for Unit-Use Testing; Proposed Guideline. NCCLS Document EP18-P. Wayne, PA: NCCLS;
1999

NCCLS. Evaluation of Matrix Effects; Approved Guideline. NCCLS Document EP14-A. Wayne, PA: NCCLS; 2001

NCCLS. User Protocol for Evaluation of Qualitative Test Performance; Proposed Guideline. NCCLS Document £P12-P,
Wayne, PA: NCCLS; 2000
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