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evaluation of in vitro diagnostic medical devices»)
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CAYHO U3dasaeMbiX UHGhopMaUyUOHHbIX yKa3ameriax « HayuoHansHbeie cmaHOapmsi». B ciy4yae nepecmompa
(3aMeHbi) unnu ommMeHb! Hacmosiweao cmaHOapma coomeemcemeyioujee yeedomneHue 6ydem onybnukoeaHo
8 eXxeMecsIYHo usfasaeMOoM UHHOPMAUUOHHOM yKasamene «HayuoHanbHbie cmaHOapmei». Coomeemcmey-
rowas uHghopmayusi, yeeOoMIIeHUEe U MeKcmbl pa3Meuaromces makxe 8 UHghopMaluoHHOU cucmeme obuje2o
ro/1b308aHUS — Ha oguyuansHoM calime ®edepanbHO20 azeHmemea Mo MexHUYeCKoOMy pe2yruposaHuio u
mempoJsioauu 8 cemu MiHmepHem
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BBeneHne

EBponeiickas Qupektusa 98/79/EC no MeAULUHCKAM U34enusM Ans AUarHoCTUKKM in vitro B npunoxe-
Huu I, pasaen 3, nyHkT 111 pasaen 6.1 B npunoxerun IV, paszgen 3.2, nepeyncneHue ¢) B npunoxeHun 'V, pas-
aen 3, TpebytoT, YToObl U3rOTOBUTESb B CBOEN TEXHUYECKON AOKYMEHTaLMM NPEeAOCTaBNAN AoKa3aTenbCcTBa
TOrO, YTO MeAULMHCKOE U3fenue Ans ANarHoCTUKK in vitro hyHKUMOHMPYET Tak, Kak 3asiBfieHO, OTHOCUTESIbHO
TEXHUYECKNX, aHaNUTUYECKUX NN ANarHoCTUYECKUX XapaKTepucTuK. [laHHble fokasaTenbcTBa A0MMKHbI ObITb
OCHOBaHbI B0 Ha AaHHbIX, MOAYYEHHbIX U3roTOBUTENEM, TMOO Ha MaTepuanax, 3aMMCTBOBaHHbIX U3 Hay4YHON
nuTepaTypbl, NGO Ha pesynbTaTax UccneaoBaHus no oueHke yHKUMOHamNbHbIX XapakTepuUcTUK u3aenus B
KIMHUYECKUX UM OPYrUX COOTBETCTBYIOLLMX YCTOBUSIX B COOTBETCTBUM C MPUMEHEHUEM MO NPeAHa3Ha4YeHnHo.

Ecnu nccnenosaHue no oueHke hyHKLMOHaNbHBIX XapaKTepucTuk Heobxoanmo anst Toro, 4ytobbl noa-
TBEPAMWTb 3asABNIEHHbIE XapaKTepPUCTUKN U3AeNnst, HAacTOSLWNIA CTaHAAPT ONUCLIBaeT NOPSIA0K, B COOTBETCTBUN
C KOTOPbIM M3rOTOBUTESb AOMKEH BbIMOMHNTL CBOM 06513aHHOCTU NO MPOBEAEHUIO AAHHOTO UCCIeA0BaHNA Ha
COOTBETCTBYIOLLEM Hay4HOM YpoBHe. [1porpamma oueHKM aganTupoBaHa k Npupoae U3genusi U ero npuMeHe-
HWIO MO NPeAHa3HaYeHuo, € y4eTOM pasnuyHbIX pekoMeHAaLniA, MpUBeAeHHbIX B CTaHAApPTax U Hay4yHON nuTe-
paType.

Mcxoasa Us LWMpoKoro guanasoHa MeAULNMHCKUX 34EeNWA AN QNarHoCTUKK in vitro, oXBaveHHoro B Jupek-
Tnee 98/79/EC, 1 npuH1Masn BO BHAMaHWE, YTO A0 HACTOSILLEro BpeMeHN OTCYTCTBOBAN AOKYMEHT, NPUMEHU-
MbIA B paBHON Mepe KO BCEM BMAAM COOTBETCTBYIOLLMX U3OENNA, LieMbio HacTosILWero craHgapTa asnsaeTcs
npegocTaBneHne obLMX 3N1EMEHTOB, KOTOPLIE AOMKHBI UMETL MECTO NPM OLeHKe (PyHKLMOHaNbHBIX XapakTe-
pucTuk. CteneHb NPUMEHUMOCTN psida ONMCcaHHbIX acnekToB ByaeT 3aBUCeTb OT YPOBHS CIIOXKHOCTU MEAULNH-
CKOro n3agenuna Anst AnarHoCTUKKM in vitro.

M3roToBUTENN AOIKHBI MPUHUMATL BO BHUMaHWe onybnukoBaHHble B ohuLmMansHoM xxypHane Esponeit-
ckoro CoobLectBa «O6wwme TexHudeckne cneuundukaummy» (CTS) B COOTBETCTBUMU C MYHKTOM 5 «CCbInNkK Ha
cTaHdapTbi» OupekTusbl 98/79/EC.
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HAUMOHANBLHBLIN CTAHOAPT POCCUUCKOW GEREPALUMU

OLIEHKA ®YHKUMOHANbHbLIX XAPAKTEPUCTUK MEOULIMHCKUX U3OENUA
Ana OUArHOCTUKU IN VITRO

Performance evaluation of in vitro diagnostic medical devices

DaTta BBegeHnsa — 2012—03—01

1 O6nacTb NpMMeHeHus

HacTtoswwmin ctTangapT NpMMeHNM NS OLeHKM YHKUMOHaMNbHBIX XapaKTepncTrk MeguumMHCKAX U3gennia
ANst AWarHoCTUKA in vitro, BKNoUasa u3genus Ans camoTecTupoBaHus. HacTosawmid ctaHgapT yctaHaBnvMeaeT
OTBETCTBEHHOCTbL M 0bLWMe TpeboBaHMS B OTHOLLEHUN NNTAHUPOBAHNS, TPOBEAEHNS], OLLEHKM 1 AOKYMEHTUPOBA-
HUS UccregoBaHUs Ans oLeHKN OYHKLMOHaNbHBIX XapakTepucTUK U3rotoBuTenem. Hactoawmin ctaHgapT He
NPUMEHUM B OTHOLLEHMM NNaHOB crnelndnIeckoin oLeHKN onpeaeneHHbIX MeauUMHCKUX U3aennia ons guar-
HOCTWUKW in vitro.

MpumedaHune— [ns BuiGopa nybnvkaumi no cneyuanbHbIM NnaHam oueHKU cM. pa3gen «bubnvorpadusi».

B Tex cnyyasix, korga usrotoBuTesns NoaaepXKmBaeT cCUCTEeMY KauyecTBa, HacTosALWMIA cTaHaapT NPUMEHUM
B OTHOLUEHUM COOTBETCTBUS C «Banuaalnein KOHCTPYKLUAU» N KUBMEHEHNSIMA KOHCTPYKLMWY B TOW peaakuum,
KoTopasinpuseneHas MCO 9001, EH 46001 n EH 928 c yyeToMm npupodbl v NpUMeHeHUs MegULMHCKUX U3aerun
ANsa ANarHoCTUKK in vitro.

B yacTHoCTU, HACTOALLUIA CTaHAAPT MPUMEHUM K MEAULMHCKUM U3AENUSIM ANA ANarHoCcTUKK in vitro ana
TOro, 4TobbI:

- Ha OCHOBaHUW pe3ynbTaToB OLEHKU (PYHKLUMOHAMNbHBIX XapakTepUCTUK NpefocTaBuTb ANA yNonHoMo-
YeHHbIX OpraHu3aLui U perynupyowmnx opraHoB gokasaTenbCcTBa TOro, YTo XapakTepucTukin MeauumnHCKoro
n3aenusa 4ns AMarHoCTUKN in vitro COOTBETCTBYIOT TOMY, YTO 3aABNEHO U3rOTOBUTENEM;

- YCTaHOBUTb afieKkBaTHbIE AAHHbIE OLEHKN (PYHKUMOHANBbHBIX XapaKTepUCTUK, MoNy4YeHHbIe B pe3ynbTa-
Te COOTBETCTBYIOLUMX UCTIBITAHWUI UM HA OCHOBE CBEAEHUI N3 NUTEpPaTyphbI;

- YAOBNETBOPUTL TPEGOBaHUS CUCTEMBI KAYEeCTBa ANA BanuaaLmMmn KOHCTPYKLUNA.

2 TepmuHbl M onpeaeneHnA

B HacTosIleM cTaHAapTe NPUMEHSIIOTCA CneayloLmne TePMUHbI C COOTBETCTBYHOLLMMU ONpeaeneHUsaIMu:

2.1 koopguHaTOp UCMbLITAHUA ANA oueHkU (PYHKUMOHaNbHbLIX xapakTtepuctuk (coordinator of a
performance evaluation study): Jluuo, ynoriHoMo4YeHHOE U3roTOBUTENEM HECTU OTBETCTBEHHOCTb 3a BCE UCTIbI-
TaHUA No oLeHKe PYHKUNOHATBbHBIX XapakTepUCTUK MeaMLMHCKOTo usgenus Anst QUarHoCTUKK in vitro.

2.2 Bbinagarowmn (06vekT nccnegosaHua) (drop out): O6pasew, unu npobaHa, oTobpaHHbIN A UCTbI-
TaHUA No oLeHKe DYHKUNOHANBHBIX XapaKTepUCTUK, HO He UCCIIEA0BaHHBIN TaK, Kak NilaHMpoBanoch.

2.3 nnaH oueHku (evaluation plan): OnucaHne 3anNaHAPOBaAHHOIO UCMILITAHUA MO OLEHKe yHKUUO-
HarnbHbIX XapakTepuUCTUK.

2.4 otyet 06 oueHkKe (evaluation report): OnucaHune ucnbITaHNs MO oLeHKe hyHKUMOHAaNbHbIX XapakTe-
PUCTUK U 3aKITIOYEHWUA U3 HETo.

2.5 ucnbiTarens (investigator): luuo, oTBeTCTBEHHOE 3a NpoBeAeHWE OLEeHKA (PYHKLIMOHAMNbHBIX Xapak-
TEePUCTUK B ONpedeneHHOM MmecTe.

Uspaune opuynansHoe
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2.6 Henpodeccuonan (lay person): Jlnuo, He umeloLLiee cneunanbHOro MeauLMHCKoro obpasoBaHus.

[EH 376:2002]

2.7 3asBneHue o PyHKUUOHaNbHbIX XapakTepucTukax (performance claim): Cneyndukaumm B 0THO-
LIeHNN (bYHKUMOHATBHBIX XapakTepUcTUK MEAULIMHCKOro U3aenvsa Ansa AMarHoCcTUkW in vitro, npuseaeHHbIE B
uHcopmaLnn, npeacTaBneHHON U3roTOBUTENEM.

2.8 oueHka (pyHKLUMOHaNbHbIX XapaktepucTuk (performance evaluation): Uccnegosanune dyHKUmo-
HanbHbIX XapakTepUcTUK MeaULMHCKOro n3aenusa Ansa AUarHocTUKK in vitro, OCHOBaHHOE Ha U3BECTHbIX AaH-
HbIX, HAYYHOW NUTEpaType 1 UCNbITaHNN ANA OUEHKN (OYHKLUMOHAmNbHbIX XapakTepUcTUK.

2.9 ucnbiTaHue ANA ouUeHKU (pyHKLUOHANbHLIX XapakTepucTuk (performance evaluation study):
MccnengoBaHne MeguUMHCKOrO U3genusa Ans AnarHoCTUKW in vitro, npegHasHavyeHHoe AnA noaTeepXaeHus
3asBneHUs 06 pyHKLMOHANBbHBIX XapaKTepUCTUKax B OXXUAaeMbIX YCITOBUSIX IPUMEHEHUS!.

2.10 dyHKUMOHaNbHbLIe XapakTepUcTUKU MEeAULIMHCKOro Usaenusa AnA AWarHocTuku in vitro
(performance of an in vitro diagnostic medical device): Psia cBoCTB MeAULIMHCKOrO U3Aenua Ana AnarHoCcTUKn
in vitro, cBAI3aHHLIX C €r0 NPUrOAHOCTLIO ANA NpeanonaraemMoro npegHasHayeHusl.

2.11 3anucu ucnbiTaHuAa pyHKUMOHaNbHbIX XapakTtepucTuk (performance study records): [lokymeH-
TaLuus Nno aKcrnepuMeHTanbHbIM 3TanamM Bo Bpemsl UCTIbITaHUs MO oLeHKe (byHKUMOHANbHBIX XapaKTepUcTUK 1
Mofy4YeHHbIM pesynbTaTam.

2.12 npo6aHa uUcnbITaHUA ANA OLEeHKUM ¢YHKLMOHaNbLHbIX XapakTtepucTuk (proband of a
performance evaluation study): Jluuo (nauneHT, 4OHOP), yH4acTBOBABLLEE B UCTILITAHUA, OT KOTOPOTO NOMYYeEH
ob6pasel, ¢ onpeaeneHHbIMU XapakTepucTukaMu, noanexalimin UCnonb3oBaHUIO B UCTIbITAHUAX NO OLEHKe
hYHKLMOHAMbHBIX XapakTepUCTUK.

2.13 HacTtaBHuUK (tutor): Jluuo, oTBeTCTBEHHOE 3a HaA30p 3a HenpodeccuoHanamu, NPUBIeYEeHHLIMU K
NCMbITAHMIO MO OLeHKe (PYHKLMOHANbHBIX XapaKTepUcTUK.

2.14 Banugauma (validation): MoaTeepxxaeHue, nosnyvyeHHoe MyTem NpeaocTaBneHns 0b6bEKTUBHBIX
JoKasaTenbCTB TOro, YTo TpeboBaHua Ans cneuuduieckoro npeaHasHaYeHUst v npUuMeHeHUs Gbinn BbiNo-
HeHbl.

MpumedvaHne 1 — TepMunH «BanUgUMPOBaHHbIN» NpUMeHsieTcs Ans 0603HaqYeHns onpeaeneHHoro cratyca —
rOTOBHOCTU K MPMMEHEHWIO MO NPeAHa3Ha4YeHUo.

MpumeyvyaHune 2— Mcnonb3oBaHme ycrnoBun 4nsi Banuaauum MoxeT ObiTb peanbHbIM U UMUTUPOBAHHLIM.
[EH NCO 9000:2000, 3.8.5]

3 O6wme TpeboBaHMA AN OLEHKN PYHKLMOHANbHbIX XapaKTepUCTUK

3.1 OTBeTCTBEHHOCTb U pecypchbl

MaroToBuTeNb NPpUHNUMaeT Ha cebs OTBETCTBEHHOCTb 3@ Havano W/unu npoBeeHne UCTbITaHUSA Mo OLLeH-
ke byHKLMOHAmNbHBbIX XapakTepncTnk. OH OOMKeH onpeaesiTb OTBETCTBEHHOCTb U B3aMMOOTHOLLEHWS! BCEro
nepcoHana, KoTopblA PYKOBOAWT M MPOBOAMUT OLEHKY (PYHKLMOHAMbHBIX XapakTepuCcTUK MeAULNHCKOTO naae-
nua ana AMarHocTuKKM in vitro, B YaCTHOCTW NepcoHana, KoTophbIiA Hy)XaaeTcsl B opraHu3aLnoHHol cesoboae 1
npasax, 4ToOb!:

a) OLEeHWUTb BanuaHOCTb (MPUroAHOCTb K MPUMEHEHUIO Mo NpeAHa3HauYeHn0) pe3ybTaToB TeCTOB U 40C-
TYMHBIX AaHHbIX;

b) To4Ho cchopmMynupoBaTh 3asBneHne o PyHKLMOHAMNBHBIX XapaKTepucTukax, KoTopble BNocneacTsnm
AOIMKHbI BbITb M3YYeHbl UV NOATBEPXKAEHDI;

C) onpeaenuTb 1 AOKYMEHTUPOBATb NlaH OLEHKU U NpoLieaypbl TECTOB;

d) noaroToBUTL OTHET 06 OLIEeHKe.

MaroToBuTENb OOIMKEH HA3HaYMTb KoopaANHaTOpa, OTBETCTBEHHOIO 3a NUCMbITaHWe No oLeHkKe hyHKLMo-
HanbHbIX XapakTepucTuk. KoopanHaTop AoMmKeH caM NPOBEPUTL HanuvmMe Heobxoanmblx pecypcos. UcnbiTa-
Tenb AomkeH obecrneynTb BbINOMHEHME NMaHa B CBOEM pPacrofoXeHUU U COOTBETCTBUE WUCMbITaHUA C
3TUYECKON TOUKM 3pEHUSI.

3.2 JokymeHTauumA

[oKkymeHTaumst ncnbiTaHns No oueHke MyHKUMOHANBbHBIX XapakTepucTUK AoMKHa codepXaTb JOKYMeH-
Thl, COOTBETCTBYOLLME pa3ferniam 3—7 HacTOosILLEero cTaHaapTa, U ABMATLCS YacTblo TEXHUYECKOW JOKYMeHTa-
L1 MeJULNHCKOTo N3aenus Ansa AMarHoCTuKK in vitro.

2
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3.3 3aknwuuTenbHas oLeHKa U pacCMOTpeHUEe pyKOBOACTBOM

KoopanHaTop A0MKeH OLEHUTb 1 AOKYMEHTMPOBATD, Kakuie 3asiBNeHusl 0 hyHKUMOHaNbHbIX XapaKkTepuc-
TUKax COOTBETCTBYIOT TPeGOBaHMAM, YCTaHOBUTL, KaKUE XapaKTepUCTUKA He COOTBETCTBYIOT Tpe6oBaHUAM 1
npu HeoBX0AUMOCTU NPEANOKUTL MPOBECTM KOPPEKTUPYIOLLME AEACTBUIS.

OTBETCTBEHHBIN NpeAcTaBuTeNb PYKOBOACTBA W3rOTOBUTENS AOMKeH y6eautbes, 4To pesynbTaTbl
UCTILITAHUA MO OLieHKe YHKLMOHAMbHBIX XapakTepUCTUK 1 PeKOMEHAAaLMN MO KOPPEKTUPYHOLLMM AEUCTBUSM
MOMHOCTLIO YYTEeHbI U COOTBETCTBEHHO JOKYMEHTMPOBaHbI, Npexae YeM yTBepauTb Aeknapauuio o cooT-
BETCTBUM.

4 OpraHnsaums UCMbITaHUA NO OLEeHKe (PYHKLMOHANbHbIX XapaKkTepucTuk

4.1 MNpeaBapuTenbHble YCrIOBUA

Mepen HavyanoM UCNBITaHWA MO OLEeHKe (hYHKLIMOHAMbHBIX XapaKTepUCTUK kKoopaMHaTop AormkeH obec-
neunTb:

a) TOYHO cchopMyNUpPOBaHHOE 3asiBNeHMe 0 (PYHKLUMOHAMBHBIX XapaKkTepUCTMKax MeAULMHCKOTO Usae-
NS aNst AnarHoCTUKW in vitro, aBnsiloLLerocs 06 LeKToM UCTbITaHNS;

b) mMeguuuMHckoe U3denne Ana AnMarHocTyKK in vitro, TponsseaeHHOEe B YCIIOBUSIX KOHTPOIIUPYEMBIX Npo-
LleCCOoB NPOM3BOACTBA;

C) COOTBETCTBME cneundurKkaLmum KOHTPONS KavyecTBa Mpy BbiMycke MeAULIMHCKOro U3aenus Ans avar-
HOCTWKMW in vitro, noanexaluero oueHke pyHKUMOHaTbHbIX XapakTepucTuk;

d) npegocTaBneHne gocTaTouHOro Ymcna obpasLos MeQUuUUMHCKOro 3Aenvs Ana ANarHoCTUKK in vitro B
TeuyeHue Bcero nepuoga npoBedeHust UCTbITaHUA Mo oLeHKe (PyHKLMOHAanNbHBIX XapaKTepUCTUK;

€) yaoBneTBOpeHWe BcexX 3aKOHHbIX TpeboBaHWI K NpoBeAeH o UCTIbITaHWs Mo oueHke (hbyHKLMoHarnb-
HbIX XapaKTePUCTUK;

f) Hanuuue y ncneitatens (McneiTatenein) HeOGXOANMBIX 3HAHUA, YMEHWUIA U PECYPCOB AN NPoBeAeHUs
NCNbITaHWS.

4.2 TInaH oLeHKHn

MnaH oLeHKU A0MKEH YCTaHOBUTL LLeNM UCTILITaHUS Ha Hay4YHON, TEXHUYECKOW NN MeANLIUHCKON OCHO-
Be, 06M1acTb OLUEHKMN, CTPYKTYPY 1 OpraH13aLuio UCTbITaHUSA U YNCNOo U3AeNNA, KOTOPBIX OHO NOTpebyerT.

Onpepensis 06beKThI UCMBITaHUSA, KOOPAMHATOP AOMMKEH OLEHUTL, Kakue 3asBfeHHbIe XapakTepUcTuku
yXe noaTeepKaeHbl Mony4YeHHbIMU AaHHBEIMA UM HaYYHOR NUTepaTypo.

MnaH oLeHkn AormkeH GbiTb pa3paboTaH ¢ y4eToM Heo6X0AUMOCTU MUHUMW3UPOBATL NOTPEBHOCTL B
NHBa3MBHOM B3ATUM NP06. MPUMEHUTENBHO K MEAULMHCKAM U3AeNUAM ANA AUarHoCTUKK in vitro, npeaHasHa-
YeHHbIM A5 caMOoTECTMPOBaHUS, cledyeT obecnednTb, UTOObI NNaH oueHKWU GbinN NOHATEH U Npuemnem Ans
nonb3oBaTtenen, a npegocTasnsiemasi UHpopmauus 6bina Gl ACHON U Nerko BOCNPUHUMAEMON.

MnaH oueHKN 4OMKEH TOYHO ONPeaennTL creayloLlee:

a) ageksaTHoe 0bpa3oBaHWe U NpakTUYecKyro NOAroTOBKY UCNbITaTensa (McnbiTatenen) ansa npumeHe-
HUS MeQULNHCKOTO U30enus Anst AMarHoCTUKN in vitro;

b) nepeuveHb nabopaTopuin UNU Apyrux y4pexaeHUn, NpUHUMaOLWMX y4acTue B UCNbITaHUU NO OLeHKe
bYHKLNOHAmNbHBIX XapaKTepucTuk; Ans nsgenuin ans caMoTecTUpOoBaHUA — MECTO PacnonoXeHNa N YUCHo
HenpodeccMoHanoB, MPUBEYEHHbIX K UCTMbITAHUIO;

C) pacnucaHue;

d) MUHUManbHO Heobxoaumoe Yncno NpobaHaoB ANs B3ATUMS 06pa3sLOB MHBA3UBHBIM CNOCOBOM, 4TOGI
aeKBaTHO OLEHNTb (PYHKLMOHaMNbHbBIE XapaKTepuCTUKN MeAULIMHCKOTO U3AeNNA s ANarHoCTUKK in vitro;

€) WHCTPYKLW NO NPUMEHEHUIO, BKINoYas onucaHue ycrioBUi NpUMEHeHUs;

f) dopmat 3anucen ncnbITaHns Mo oueHke PyHKLNOHAMBHBIX XapakTepUCTUK.

4.3 MecTau pecypchl

Mpoueaypbl UCTIbITAHUA MO OLEHKe PYHKLMOHAmbHBIX XapakTepucTuK cneagyeT nNnpoBoAUTL B YCNOBUSAX,
MOoAenunpyloLwnx YCroBnusa npeanonaraeMoro npuMeHeHus.

KoopanHaTop JomkeH oTBeYaTh 3a Hagnexallee npoBeaeHne UCTbITaHWUsA Mo oueHKe pyHKUMOHaNbHbIX
XapaKTepuUCTUK BO BCEX MeCTaXx, rae oHo nposoauntces. Bee ncneirateny gomkHbl ObiTb HAa3HAYEHbI.

B Tex criyyasx, Koraa K UCrblTaHmio Mo oLeHKe pyHKLMOHaNbHBIX XapakTepucTyK MegnLUHCKOro u3aenus
Ansi ANarHoCTUKW in vitro ANA caMoTeCcTUPOBaHNA NpUBeYeHbl HenpodeccnoHankl, Mecta UCMbITaHNA NYUCNO
y4acTHUKOB AOSKHbI BbITb Yka3aHbl. KoopanHaTop AormkeH onpeaennTs kputepun ans Belbopa penpeseHTa-
TUBHOW NaHe N 06 bEKTOB NPOBEAEHNS UCTILITAHWIA.
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OcobeHHO BaXXHO NPU UCNBITaHUAX C y4acTUeM HenpodeccuoHanos orpaguTb UX OT NOYYEHUs USNNLL-
Hei uHdopmMaLn 06 NCNOMb30BaHUN MEAULMHCKOTO U3AEeNNa ANna ANarHoCTUKM in vitro KpoMe Toi, koTopas
npefocTasnseTcs ¢ MeAULIMHCKUM n3aennem Ansa AMarHoCTUKM in Vitro npun ero nocTtaBke Ha pbIHOK, MOCKONbKY
MOHSAITHOCTb MHCTPYKLIMU MO NPUMEHEHWNIO, COCTaBMEHHOW U3roTOBUTENEM, ABMSETCS OAHUM U3 BaXKHbIX acnek-
TOB UCNbITaHNSA. [ormkHO BbITh Takke obecneveHo, UTobbl HeobyyeHHoe UL He Nosy4ano AONONHUTENbHON
WHpopMaLMM MMM MOMOLUM, HanNpUMep OT HacTaBHUKA, KpoMme Toro obydeHusi, KOoTopoe onpeaeneHo
N3roToBUTENEM B UHCTPYKLIM NO NPUMEHEHUIO.

4.4 OcHoBHasi MHdOpPMaLUA O KOHCTPYKLUN

KoopauHaTop QorkeH NpegocTaBuTb UcnbiTaTento(siM) AoCTaTouHyo MHdpopmaLmio Ans NOHUMaHWUA
(PYHKLMOHMPOBAHNA 1 MPUMEHEHNA MEANLIMHCKOro U3Aenvs Ans AMarHocTuKu in vitro, n, koraa Heo6xoaumMo,
CaMOCTOSATENIbHOMO UCTIONL30BAHUA UCNbITaTENEM MEAULIMHCKOTO U3Aenus AN AUarHoCTUKK in Vitro.

4.5 Pa3paboTka aKkcnepuMeHTa

Mpoueaypbl akcnepuMeHTa ANA NOATBEPXASHUS 3asiBMEHHbIX XapakTepUCTUK, BMNSIOLMXCA OBGBEKTOM
NCMbITaHWSA MO oLeHKe hyHKLMOHANbHBIX XapaKTepUCTUK, AOIKHbBI ObiTb JOKYMEHTUPOBaHLI B N1aHe OLEHKU.

Ocoboe BHUMaHWE B UCMbLITAHUAX NO OUEHKe (DYHKUMOHAMbHBLIX XapaKTepucTuk peareHTos/Habopos
AOIKHO BbITh yAENeHo, eCrv 3TO NPUMEHUMO, crneayloLLemy:

- cneuundukaumsam buonorndeckoro MaTepuana (Hanpumep, cbiBOpOTKa, Mrasma, Moya) U CBOMCTB
(HanpuMep, Npegenbl KOHLEHTPaLUun, BO3PacT U NOM KOHTUHreHTa npobaHaoB) Npob, noaxoaswmx Ans npea-
noraraemoro Ncrnonb30BaHUs;

- npobaHgam, KoTopble AOIMKHbI y4acTBOBATb;

- MPUrogHoCTK, CTabUNbHOCTU M 0BbeMaM 06PasLIOB 1 KPUTEPUSAM UCKITIOYEHUsI 0OpasLIoB;

- npoLeaypam NocTaHoBKM crienbix Npo6, npu HeobxoaAMMoCTy;

- CTabunbHOCTU peareHToB;

- BO34eNCTBUI0 0BbIYHBIX (hakTOPOB UHTepdepeHLUN, BbI3BaHHBIX YCMOBUSIMU B3ATUSA 06pasLoB, unu
naTonornyecknm/bn3nonornyeckum CoCToAaHUEM AoHopa Npobbl, UMK NeYeHneM;

- npegnonaraemMblM YCroBUsIM MpYMeHeHUs:; ocoboe BHUMaHuWe criefyeT yAenuTb UCNOMb30BaHWUIo
nagenns HenpodeccmoHanomMm;

- BblGopy cooTBETCTBYIOLEN pedbepeHTHON NpoLedypbl UdaMepeHusl n pedbepeHTHOro MaTepuana Bbico-
KOro nopsika, ecriv OHM AOCTYMHbI;

- ofpefeneHnio cocTosiHUA obpasla (ans kKayecTBEHHbIX TECTOB B HOMWHANLHOW WNW NOPSIAKOBOM
wkane);

- npoleaypam KanubpoBKy, BKIKOYAs MPOCMNEXMBAEMOCTb, €CIIU 3TO COOTBETCTBYET YCNOBUSM;

- COOTBETCTBYIOLMM Criocobam KOHTPONS;

- OorpaHU4YeHusIM TecTa;

- KpUTepUAM ANs NpoBefeHUs MOBTOPHOIO UCCe40BaHUA U UCKITHOYEHUS aHHbIX;

- AOCTYNHOCTW AOMNOMHUTENbHOM MHdopMaLmmn 06 obpasLue Unu goHope, ecnu TpebyeTcst npocnexvsa-
HUe HeOXWAAHHBIX Pe3ynbTaToB.;

- COOTBETCTBYIOLMM MepaMm AN npeaynpexaeHus pucka MHbULMpoBaHua nonb3osaTtens.

B Tex cnyvasix, korga npegnonaraetca noATBepKaeHne 3asiBreHHbIX XapakTepucTuk MHCTpPYMeHTa, 0Co-
60e BH/MaHWe JOMKHO BbITb yAeneHo crneayowmM acnekTam:

- 06CnyXMBaHWUIO N OYUCTKE;

- abcbekTam nepeHoca;

- Banugauuu nporpammHoro obecnedyeHns.

MpumeyaHwne—[nsA UCCreAOBaHUA TEXHUHECKUX aCMeKTOB MHCTPYMEHTOB MPUMEHSIIOT COOTBETCTBYIOLWME
CTaHaapTbl.

4.6 3anucu UCNbITaHUA NO oLeHKe (hYHKLUOHaNbHbIX XapaKTepUCcTUK

3anucu ucnbiTaHns No oLeHKe hyHKUMOHAMNBHBIX XapaKkTepUCTUK AOIKHbI:

- OTChINaTh K 3KCrepuUMeHTalbHbIM NpoLedypam niaHa oLeHKH;

- 0AHO3HAYHO UAEHTUDULMPOBATLCS,

- cofepaTb BCe pesynbTaTbl M OTHOCALLMECS K UCTbITAHUIO BaXKHbIE AaHHbLIE UM OTChINATb K HUM;
- COCTaBNATb YaCTb TEXHUYECKOW AOKYMEHTaLMM MeAULMHCKOro U3aenns Ans AMarHoCTUKA in Vitro.
HomkHa 66Tk 06ecneveHa sallnTa Bcex KoHduaeHUmManbHbIX AaHHbIX.

4.7 HabnogeHus u HeoXuaaHHbIe ABNeHnsA
Ocoboe BHUMaHWe foMKHO BbITb yaeneHo HabnogeHUsIM U HEOXKMAAHHBIM SIBIIEHUSIM, HanpuMep, oTo-
6paHHbIM, HO He UccnedoBaHHbLIM 06pasLiam, BbinagatoLwum pesyrbTaTtam, HeCcTabunbHOCTU NPoGhI, peareHTa,

4
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cUrHanauT. M., HeBOCMPON3BOAUMOCTU, HECOOTBETCTBUSA pesynbTaTa ¢ pedhepeHTHbIM MaTepuanom Unm Knu-
HUYECKUMU NPOSABNEHNAMU, AedekTam nnm cboam, omnbkam NporpaMmMHoro obecneveHms v cUrHasnos.

Jlioboe oTkNoHeHWe OT onpegeneHHoN NpoLeaypbl 4OMKHO BbITb 3aperncTpupoBaHo. MNpu ncnbiTaHum
MeAULMHCKOro N3Aenus ANs AUarHoCTUKW in vitro ANs caMoTeCcTUPOBaHUA UCTIbITaTeNb UM HACTaBHUK AOMMKHBI
3ameyatb Noboe 3aTpyaHEeHe N BO3HWKLLIYHO MPY NCMOMb30BaHNN yCTPONCTBaA NpobnemMy v ntoboe oTkoHe-
HWe oT cnocoba NPUMeHEHNs MeAULIMHCKOTro N3AENUA ANS AUarHoCTUKK in Vitro, ONMCaHHOro U3roToBUTENEM.

Jlioboe nogobHoe OTKIOHEHWE AOMKHO OblTb COOTBETCTBYIOWMM 06pasom 3anucaHo. KoopauHatop
COBMECTHO C UCMbITaTeNeM A0IPKEH BbISIBUTb NMPUUMHY, HACKOSBbKO 3TO BO3SMOXHO. PesynbTaT 4omkeH OblTh
3aperncTpupoBaH U CTaTb YacTblo oT4HeTa 06 oLeHKe hyHKLMOHANbHbBIX XapaKTepuUCTUK.

Ecnu BanmaHoCTb yxxe NpoBeAeHHbIX UCCeoBaHW oKasbliBaeTCsi Mo BONPOCOM 13-3a BbISIBIIEHHOMO
MCTOYHMKA OLUMGKM, TECTHI CrieayeT NOBTOPUTL NOCHe YCTPaHEHNs 3TOr0 UCTOYHUKA OLLIUBKM.

B cnyyae, ecnu npru4vHoi olwmnbkm 6bir1o HernpaBuilbHOE UCNOMb30BaHWe U HeNnpaBuibHOE NoHUMaHne
WHCTPYKLUW NO MPUMEHEHUIO USAENUS UNA eCNN BbIN BLIABMIEH HEOXKUAAHHBLIA PUCK, MPUCYLLINIA KOHCTPYKLIAW
npoaykTa unmn cnocoby ero NPUMeHeHNs, 3T0 A0JHKHO BbITb YeTKo cOPMYMPOBaHO.

JorkHel BbITb 3anucaHbl NPeAnoXeHns ucnelTatens(nen) n koopavHatopa no NoboMy ynydlueHuio
MeaULMHCKOro U3aennsa Ans AnarHoCTUKM in vitro Winnu ero npUMeHeHuto.

4.8 OT4YeT 06 oLeHKe thyHKLMOHANBHbIX XapaKTepucTUK

KOOp/J,I/IHaTOp OOMKeH cocTaBnUTb oT4YeT 00 oLeHke (byHKLI,I/IOHaI'IbeIX XapakTepucTuk. OTyeT gonxeH
cogepxatb onncaHne ucnblTaHuA, aHanma pes3ynbTaTtoB C 3aKnveHneM no nccnegoBaHUAM 3aAaBfIeHHbIX
XapaKkTepucTuk.

B oTyeTe OOMKHbI BbITh O6cy)K,E|eHbI nto6ble HabnogaBLIMecs HeoxuaaHHble seneHust. Mo BO3MOXHOCTH,
OOMXKHbI BbITh naeHTUULMPOBaHLI X NPUYMHBI 1 NPUBEAEHbI peKoMeHauumn no KOPPEeKTUpyrowmnm aencTtsun-
AM, KOTOpPbIEe OO0JTKHbI ObITb npeanpuHATLIL, ecrin Heobxoanmo.

B Tom cnyvae, Korga nposeaeHbl HECKONbKO UCMbITaH WA 0QHOrO U TOrO X MeANLMNHCKOro nsaenna ana
ONarHoCTUKN in vitro, MoXeT OblTb COCTaBNEH e UHBIN cymmaprM OT4erT.

5 Moagudmkaumm Bo BpeMs NpoBeAcHUA UCNbITaHUA NO OUeHKe
PYHKUMOHaNbHbIX XapaKkTepucTukK

Ecnun npouecc npons3soactea ObINT U3MeHeH, AOMMKHO ObITb npoBepeHOo, COOTBETCTBYIOT J1N 3aABII€HHbIE
(t)yH KUMOHanbHbIE XapaKTepUCTUK TeéM, KOTOpPbIE Obinn yCTaHOBIEHbI NepBOHa4YalibHO. B npotuBHOM cny4dae
BanmMOHOCTb yXe NpoBeeHHbIX nceneaoBaHuiA gomkHa ObITb MOCTaBeHa nog BOMpOC 1 niaH oueHKn nsaenna
[OIPKEH ObITb COOTBETCTBEHHO nepecMoTpeH.

I'Ip|/| BBeEeHNUN HOBOM KOHCTPYKUMN N3aennA niaH OUeHKN A0JDKeH ObITb nepecMoTpeH.

6 MepeoueHka

B cnyvyae nameHeHUn KOHCTPYKLMA 1K NpoLecca NPpou3BoACTBa MEAULIMHCKOro U3aenus aAns amarHoc-
TUKW in vitro, ucnelTaHne no oueHke hyHKUNOHAMNbHBIX XapaKTepUCTUK AOSMKHO ObITb MOBTOPEHO HACTOMNLKO
ObICTPO, HACKOMbLKO 3TO BO3MOXHO, UTOOLI MOATBEPAUTL, YTO NpeanonaraemMoe nNpuMeHeHne n 3asiBfeHHble
byHKUMOHAMNbHbIE XapakTepUCTUKA MeQULMHCKOTrO U3genust Ans AVarHoCTUKK in Vitro, pasmelleHHOro Ha
pblHKE, OLEHeHbl adeKBaTHO.

OTa nepeoLeHKa MOXET OTHOCUTLCS K AOKYMEHTalbHbBIM pe3ynbTaTtaM NpeawecTBYOLWENA OLieHKU B TON
Mepe, B Kakoi OHW MPU3HarTCs BaniaHbIMU 1 AONYCKaOLWLUMK 3aMeHy Nocre KpUTUYeckoro nepecmoTpa.

7 3awmTta u 6e3onacHocTb Npo6aHAoB (NaunMeHTOB, AOHOPOB)

YaaneHue, c6op v UCNONb3oBaHNe TKaHe, KNeTOK 1 BELLLeCTB YeroBEeHeCKoro NPONCXoXAeHUs perynu-
PYHOTCS B COOTBETCTBUMM C 3TUYECKUMM MPUHLMNAMU, Ha OCHOBE MOSNIOKEHWUI HaUWMOHaNbHOrO 3aKoHoAa-
TenbCTBa Mo 3TUM BONpocam.

B nio6oM criyyae pesynbTaThl, NonydYeHHbIe M3 NpoBbl C MOMOLLLH MEAULMHCKOTO U3aenus Ans anarHoc-
TWUKM in Vitro npy ero oLieHKe, He AOMKHbI UCMOoSb30BaTLCA ANA APYIvX Lenei Kpome oueHKN (hyHKLUMOHaNbHBIX
XapaKTepuUCTUK, eCrin 3TMYeckue coobpaxeHus, MONMHOCTLIC pasaensemble OTBeTCTBEHHLIMN MeaUUUHCKUMA
crneuvanucTamn, He npeanonaratoT obpaTHoe. B TakoM cryyae MeauLMHCKUA npocheccuoHan NpuHUMaeT Ha
cebs1 NonHyo 0TBETCTBEHHOCTL 3a NOCNeACTBUS MUHOMO UCMOMb30BaHUA 3TUX JaHHbIX.
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MpunoxeHune ZA
(cnpaBo4Hoe)

CooTBeTCTBME Nogpa3fenoB HacToALLEro ctaHgapTa OCHOBHbIM TpeGOBaHI/IFIM

EBponeiickoin AlupeKkTmBbl

Tab6nunua ZA.1 — CooTBeTCTBME HAcTOsILLEro cTaHgapTa Tpeboanmam EBponerickon Qupektuebl 98/79/EC

Moppasgensl HacTosALWEro cTaHaapTa OcHoBHble TpebosaHusa Esponerickon Qupextusbl 98/79/EC
4.2 A3
4.3 B.7,B.8
4.4 A3
4.5 A3,A4,B.2,B.4.1,B.6.1
Bubnuorpadua

EH 376:2002

EH 928

EH 12286

EH 12287

EH 46001

EH NCO 92000:2000

EH NCO 9001

EH NCO 13485

NCO 5725-1

EBpOHeﬁCKMe N MeXayHapodHble CTaHO4apThbl

Mrdopmaums, npegoctaensemasi U3roToBUTENEM C peareHTamu ans aAnarHocTukmy in vitro gns
camoTectupoBaHnusi (Information supplied by the manufacturer with in vitro diagnostic reagents
for selftesting)

Cuctembl gnarHocTukm in vitro. PykoBogcTBo mo mpumeHenutio EH 29001 n EH 46001 w
EH 29002 v EH 46002 k MeanMuuHCKMM n3genuam ansa AuarHocTukm 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)

MeanumHckue nsgenust anst AMarHoCTUKM in vitro. Nameperne BenuumH B Nnpobax Gruonoruvec-
KOro npoucxoxgenus. NpegcraBneHme pedepeHTHbIX METOAVK namepenus (In vitro diagnostic
medical devices. Measurement of quantities in samples of biological origin. Presentation of
reference measurement procedures)

MeanumHckue nsgenusi anst AMarHoCTuKM in vitro. Namepenne BenuumH B Nnpobax Gruonoruyec-
Koro npouvicxoxgeHus. OnucaHue pedepeHTHeIX MaTepuanoB (In vitro diagnostic medical
devices. Measurement of quantities in samples of biological origin. Description of reference
materials)

Cucrtembl kadectBa. MeguumHckue wusgenusi. YactHole TpebGoBaHWsi K MNPUMEHEHUIO
EH NCO 9001 (Quality systems. Medical devices. Particular requirements for the application of
EN ISO 9001)

Cuctembl MeHeaxXMeHTa kadecTBa. OCHOBHble nonoxeHnms u cnoeapb. (MCO 9001:2000)
(Quality management systems. Fundamentals and vocabulary (ISO 9000:2000))

Cucrtembl kadectBa. TpeboeanHus (MCO 9001:2000). (Quality management systems.
Requirements (ISO 9001:2000)

Cucrtembl kadectBa. MeguumHckme wusgenusi. YactHole TpebGoBaHWsi K MNPUMEHEHUIO
EH NCO 9001 (Mepecmotp EH 46001:1996) (MaeHTnuHo 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)

TouHOCTb (NPaBUIIBHOCTL U NPELN3NOHHOCTE) METOA0B W pe3ynbTaTtoB uamepeHus. Yactb 1.
O6wue npuHumnel u onpegenenns (Accuracy (trueness and precision) of measurement
methods and results. Part 1: General principles and definitions)




rOCT P EH 13612—2010

HdokymenTbl EBponenckoro komnreta KNnMHUYeCcKMX nabopaTopHbIX CTaHAAPTOB

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: 1986, vol. 3no. 3

Guidelines for the Evaluation of Diagnostic Kits: Part 2: General Principles and Outline Procedures for the Evaluation of Kits
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

AoxymeHThI HaunoHanbLHoOro koMmmTeTa KNMHMYECKNX nabopatopHuix ctaHaapTos (CLUA)

NCCLS. Evaluation of the Linearity of Quantitative Analytical Methods: A Statistical Approach; Proposed Guideline. Second
Edition. NCCLS Document EP6-P2. Wayne, PA: NCCLS; 2001.

NCCLS. Interference Testing in Clinical Chemistry; 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. Immunoprecipitin 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 I/LA18-A2. Wayne, PA: NCCLS; 2001

NCCLS. Laboratory Statistics . Standard Deviation; A Report. NCCLS Document EP13-R. Wayne, PA: NCCLS; 1995
NCCLS. Method Comparison and Bias Estimation Using Patient Samples; Approved Guideline. NCCLS Document EP9-A.
Wayne, PA: NCCLS; 1995

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 Rubella IgG Antibody: Evaluation and Performance Criteria for Multiple Component
Test Products, Specimen Handling, and Use of Test Products in the Clinical Laboratory; Approved Guideline. NCCLS
Document I/LA8-A. Wayne, PA: NCCLS; 1997

NCCLS. Preliminary Evaluation of Quantitative Clinical Laboratory Methods; Approved Guideline. NCCLS Document
EP10-A. Wayne, PA: NCCLS;1998

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 Inmunoassays; Approved Guideline. 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 EP12-P.
Wayne, PA: NCCLS; 2000

Opyrve NCTOMHUKN

Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices,
1998, No L 331

Convention for the protection of human rights and dignity of the human being with regard to the application of biology and
medicine: Convention on human rights and biomedicine, Council of Europe, European Treaty Series, No. 164, Oviedo,
04.1V.1997

R. 8. Galen, S. R. Gambino. Beyond normality: the predictive value and efficiency of medical diagnosis. John Wiley & Sons,
New York, 1975

Standardisation Efforts for Evaluating Instruments in Clinical Chemistry, Eds. M.H. Khayat, N. Montalbetti, G. Ceriotti, P. A.
Bonini: AMNEC Advances in Clinical Chemistry, vol. 1, Dolphin Publishers, Milano, 1982, 255.262

Evaluation of Instruments in Clinical Chemistry, Clin. Chem. Newsletter 3, 1983, 3.13

G. H. White, C. G. Fraser. The Evaluation Kit for Clinical Chemistry: a Practical Guide for the Evaluation of Methods,
Instruments and Reagent Kits., J. Autom.Chem., vol. 6, 1984, 122.141

W. Bablok, H. Passing. Application of Statistical Procedures in Analytical Instrument Testing. J. Autom. Chem., vol. 7, 1985,
74.79
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Protocole de validation de techniques, Document B, stade 3; Commission for Validation of Methods of the Société Frangaise
de Biologie Clinique; Document prepared by A. Vassault, D. Grafmeyer, Cl. Naudin, G. Dumont, M. Bailly, J. Henny, M. F.
Gerhard, P

Georges, Ann. Biol. clin., 1986, 44, 668.745

Guidelines for the Assessment of Diagnostic Systems for Use in Clinical Biochemical Testing. TD O.Leary, TD Geary, in:
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