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MpeancnoBune

Llenu 1 npuHuMnbl cTaHgapTusaumu B Poccuiickoit ®eaepaumm yctaHoBneHbl PeaepanbHbiM 3aKOHOM
0T 27 nekabps 2002 r. Ne 184-93 «O TexHUYeCKOM perynnupoBaHuny, a npasuna npuMeHeHNs HauuoHanbHbIX
ctangaptoB Poccuiickon ®epepauum — MOCT P 1.0—2004 «CtaHgapTusaums B Poccunckon deaepavuuu.
OCHOBHbIE MOMOXEHUS»

CBepgeHus 0 cTaHaapTe

1 NMOArOTOBNEH IabopaTtopueit npobnem knuHUKo-NabopaTopHOit AnarHocTMkM HayuHo-uccneno-
BaTenbCckoro LieHTpa MocyaapcTBeHHOro obpasoBaTenbHOro yupexaeHusi Boicliero npodeccuoHansHoro
obpasoBaHus «MockoBckas MeauuuHckas akagemus um. .M. CeueHosa Poc3gpaBa» Ha ocHOBe cobCTBEH-
HOro ayTEeHTUYHOTO NepeBoAa Ha PYCCKUI sI3blK CTaHAapTa, YKa3aHHOro B MyHKTe 4

2 BHECEH TexHuueckum komuteToM no ctanaaptusaummn TK 380 «MeauuuHckue nsaenus ansa gna-
FTHOCTUKM in vitro»

3 YTBEPXIEH W BBEAEH B JENCTBUE Mpukasom denepansHOro areHTCTBa No TeXHUYECKoMy
perynupoBaHuio u metposnorum ot 12 Hos6pst 2010 r. Ne 449-ct

4 HacTosiwumi ctaHAapT naeHTU4eH MexayHapogHoMy cTangapTty EH 13532:2002 «O6wue Tpebosa-
HWUS K MeQULMHCKUM U3Aenusam Ansa AnarHocTukuy in vitro ansa camotectuposaHua» (EN 13532:2002 «General
requirements for in vitro diagnostic medical devices for self-testing»).

Mpu NnpUMeHeHnn HacTosLLEero cTaHaapTa pekoMeHAyeTCA NCNONbL30BaTb BMECTO CChINIOYHBLIX Mexay-
HapoAHbIX (pervoHarnbHbIX) CTaHOAApPTOB COOTBETCTBYHOLME UM HauMoHasnbHble cTaHgapTel Poccuiickoi
denepaumn n MexrocyfapcTBeHHbIe CTaHAapThl, CBEASHUA O KOTOPLIX NpUBeAeHbl B AONONHUTENBHOM Npu-
noxexHum JA

5 BBEJEH BINEPBbIE

UHbopMmayus 06 usMeHeHUAX K HacmosiueMy cmaHOapmy rnybrukyemcsi 8 exxe200Ho u3dasaemMom
UHGhopMayuoHHOM yKazamene «HayuoHasbHbie cmaHdapmbi», a MeKcm U3MeHeHUl U rorpasok — & exe-
MecsiYHO usdasaeMblX UHGDOPMAUUOHHLIX yKasamensix «HayuoHanbHbie cmaHOapmel». B cnyyae nepe-
cMompa (3aMeHbl) Ufu OmMeHbl HacmosAweao cmaHOapma coomeemcmsylowee ysedomneHue 6ydem
onybruKo8aHoO 8 eXXeMeCsIYHO u3dasaeMoM UHGEOPMaUUOHHOM yKaszamerne «HauuoHanbHble cmaHOapmbiy.
Coomeemecmsyrowasi UHhopMayus, yeedoMIieHUEe U MEKCMbI pa3Mewaromcesi Makxe 8 UHphOopMayUOHHOU
cucmeme obujezo r1o/1b308aHUsT — Ha oghuyuansbHoM calime PedepasibHO20 a2eHmMCmea 1o MexXHUYeCKoOMY
peaynupoeaHuro u Memponoauu 8 cemu ViHmepHem

© CrangaptuHdopm, 2011

HacTosiuii ctaHgapT He MOXET BbITb NMOTHOCTLIO U YaCTUYHO BOCNPOU3BeAeH, TUPaXUpoBaH 1 pac-
npocTpaHeH B kavyecTBe ouLmansHoro usaaHusa 6es paspeleHna degepansHOro areHTCTBa No TEXHUYECKO-
MY PerynupoBaHuio U MeTponorum
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HAUWOHANBbHBIN CTAHJOAPT POCCUUCKOMN @GEJEPALUUMU

OBLUME TPEBOBAHUA K MEOULIMHCKUM U3OENUAM ONA AUATHOCTUKU IN VITRO
anAa CAMOTECTUPOBAHUA

General requirements for in vitro diagnostic medical devices for self-testing

Dara BBegeHna — 2012—01—01

1 O6nacTb NnpUMeHeHusA

HacToswwin ctaHgapT ycTaHasnusaeT obyue TpeboBaHns K MeQULUHCKUM U34eNnam Anst AUarHoCcTUKA
in vitro ons camoTecTUpoBaHua ansa obecneveHus 6€30MacHOCTM U NMPUroAHOCTU AaHHbBIX M3AEeNniA Ansa npu-
MeHeHWa B Lensax, cneunduumMpoBaHHbIX U3roTOBUTENEM.

HacTosiwmin ctaHgapT He MPUMEHUM K MeANLNHCKM acrekTamM MeguUMHCKAX N3aenunin Ana gMarHocTu-
KW in vitro ona camMoTecTUPOBaHKUSA.

2 HopmaTuBHbIEe CCbINIKU

B HacTosilem cTaHdapTe NpuBeaeHbl CChINKN Ha criegyolumMe HOpMaTUBHbIE AOKYMEHTHI:

EH 376:2001") WHdopmauma, npegocTansemas W3roToBUTENIeM C peareHTamu Ans AWarHoCTUKM
in vitro ons caMoTecTUPOBaHNSA

EH 592:2002") Ouenka PYHKLUOHANbHBIX XapakTepucTUK MegULMHCKUX U3genuin Ans AnarHocTuKU
in vitro

EH 61010-1:2001 TpeboBaHus k 6e3onacHOCTA 3neKTpoobopyaoBaHMS AN U3MEPEHUs, yrpaBreHus
n nabopatopHoro ucrnonb3oBaHua — Yactb 1. O6wme TpebosaHmsa (MIK 61010-1:2001)

EH 61326 OnektpoobopynoBaHue ANsl UsMepeHusi, ynpasneHust 1 nabopaTopHOro UCMonb3oBaHus.
TpeboBaHusi K anekTpoMarHnTHon coemectumocTt (MOK 61326-1:1997)

3 TepMuHbI M onpeaeneHus

B HacTosilem cTaHdapTe NpUMEHeHbI cneyoLme TepMUHbI C COOTBETCTBYIOLUMA OnpeaeneHnsaMum:

3.1 MeauUUHCKOe U3genue ANsA AUarHOCTUKM in vitro (in vitro diagnostic medical device): JTio6oe
MeAUUMHCKOe n3aenue, SIBNSIOWEECS PeakTUBOM, PeakTMBHBLIM NPOAYKTOM, KanubpaTtopoM, KOHTPOMbHbLIM
maTtepuanom, Habopom, MHCTPYMEHTOM, annapaTtom, 06opyAoBaHNEM UM CUCTEMON, UCMONb3yeMoe camo-
CTOATENBHO UMK B KOMOUHaUMK, NpegHa3HavYeHHOe N3roToBUTENeM Ans NpUMeHeHNs in vitro npu nccnegosa-
HUM 06pasLIOB, BKIHOYAs KPOBb U TKaHW, B3ATbIE U3 YeTOBEYECcKoro Tena, eAMHCTBEHHO UX rnaBHbIM obpa-
30M, B Liensix nosnyveHust nHgopmaLmm, kacatolencs hnsmonornieckoro Unm naTonormieckoro COCTOsIHNS,
UNU BPOXOEHHOW aHOPMarbHOCTW, UNK ANs onpeaeneHns 6e30nacHOCTU U COBMECTMMOCTM € MNOTeHLUMalb-
HbIM PELUMUEHTOM, UMK ANst MOHUTOPUHIa TepaneBTUYeCKUX Mep.

MpumeyaHune 1— EmkocTb Ansi o6pasua, BakyyMHOro Uy MHOTO TMNa, cneuvansHo NpeaHasHavyeHHas uaro-
TOBUTENEM AJ1 NEPBUYHOIO Pa3MeLLEHNS U COXpaHeHns 06pasLoB, B3SATHIX M3 TENa YENoBeKa C Liernbio ANarHOCTUHECKOrO
nceneaoBanuvs in vitro, paccmaTpuBaeTcsl Kak MeaMLUMHCKOe n3genue anst AMarHocTvky in vitro.

1) 3amenen na MCO 18113-5:2009.

U3paHne odmumanbHoe
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MpumedvaHune 2—TIlpoaykrbl obLienaboparopHOro HasHa4veHWs He SBNSIOTCS MEAWUMHCKUMWU U3AENUsiMm
ONs ANarHoCTWKK in vitro, 3a CKIIoHMeHneM Tex U3genvm, KoTopble, BBUAY UX XapakTepUCTUK, CneunanbHo npegaHasHayveHbl
W3roTOBMTENEM ANsi UCMONb30BaHUS B ANArHOCTUYECKUX NCCeaoBaHusX in vitro.

3.2 HenpodeccuoHan (lay person): MMuo, He UMetoLee MeAULIMHCKOTO 0Bpa3oBaHus.

[EH 376:2002]

3.3 mapkupoBka (marking): Hagnucb crnosecHas viv B Buge rpaduyeckoro cMMBona, NOCTOSIHHO
3aKkpenneHHas Ha npoaykTe.

MpumedyaHune—Ipumepamu Hagnucern SBNSAIOTCA TOProBas Mapka M3rotToBUTeNs unu guctpubblotopa, Ho-
Mep MOAENM UK TUNa, naeHTUUKaLWsa npegnonaraeMmon OyHKLUK, NOCTaBMNAEMbI BONbTaX, CneuunanbHble npegocTepe-
XKeHus.

3.4 nocTosaHHO 3akpenneHHoe (permanently affixed): Yaansemoe ToNbKo ¢ NOMOLLLIO cneumnansHoro
WHCTPYMEHTa 1in C NPUMEHEHUEM YCUNNS U YyCTONYMBOE K BO3AENCTBUIO TeMnepaTtypbl, TPeHUsl, OBbIYHbIX
pacTBopuUTENeil, PeakTUBOB U UCMApeHWA, BCTpeYatoLMXcs Npu 06bIMHOM UCNONb3OBaHUU.

3.5 camoTecTupoBaHue (self-testing): NpumeHeHre nsgenusa B AoMaLLIHNUX UK aHaSOMMYHBLIX YCITOBU-
sIX HenpodpeccrnoHanom, KoTopbli ByaeT ceaA3bIBaTL pe3yribTaT co CBOUM CaMOYyBCTBUEM.

[EH 376:2002]

4 Kputepumn KOHCTPYKUUMN

4.1 AcneKkTbl 3proHOMUYECKUX U YernoBeUvecKux ¢paktopoB

B KOHCTPYKLMN MEAULMHCKOrC U34ennsa ANs AMarHOCTUKN in vitro Ans caMoTecTUpOBaHUA AOMKHbI 6biTb
yYTeHbl criegytoLie sproHoMmyeckre 1 Yerioseveckme akTopbl:

- ngeHTUdMKauus npegnonaraeMbix nNosib3oBaTenen;

- MpOCTOTa ONEepUPOBaHNS;

- MpocToTa CoAepXaHus nonb3oBaTteneM B nopsiake;

- YATaeMOCTb Pe3ynbTaToB UCCNeOBaHuUS;

- MpocToTa MHTepnpeTaLmMn MHCTPYKLUA NO MPUMEHEHWIO;

- MpocToTa BepudukaLum nonb3osaTtesnieM NpaBUIbHOCTU (PYHKLUMOHUPOBAHUSA MeOQULIMHCKOrO u3ae-
nua Anga AnarHoCTUKK in vitro Ana caMoTecTUpoBaHUSA;

- 000CHOBaHHO NpeaBUANMEIE BapuauMv BINONHEHUs TecTa Nonb3oBaTenem;

- 06oCHOBaHHO NpeaBUAUMbIE Bapuauuun YCNOBUA, B KOTOPLIX BbINOMHAETCA TECT;

- 060CHOBaHHO NpeaBUAUMEIE OLIMGKW MCNONBb30BaHUS.

YuutbiBas a1 bakTopbl, criegyeT NPUHATbL BO BHUMaHUE BO3MOXHYH HEAOCTATOYHOCTb 3HaHWUIA U cno-
cobHocTeln nonb3oBartenen, Ans KOTOPbIX NpeAHasHaYeHo MeaULMHCKoe usaenve Ansa ANarHocTukK in vitro
AN camMOTeCTUPOBaHUS.

4.2 dneKkTpoMarHUTHass COBMeCTUMOCTb

Cnepyet npumeHsitb EH 61326, ecnu ymecTHo.

4.3 3awuTta OoT NopaxeHusl ANeKTPUYECKUM TOKOM
Cnepyet npumeHsit EH 61010-1, pasgen 6, ecnu ymecTHo.
4.4 3awuTa OT MeXaHU4YecKUX onacHocTen

Cneayet npumensite EH 61010-1, pasgen 7, ecnu ymecTHo.
4.5 YcTtouMBOCTb K yAapy, BUGpauuu u Tonukam
Cneayet npumensite EH 61010-1, pasgen 8, ecnu ymecTHo.
4.6 Mpepensl Bo3aeACTBUA TeMNepaTypbl Ha o6opyaoBaHue
CnepyeT npumeHste EH 61010-1, pasgen 10.

4.7 YcTOMYMBOCTb K HarpeBaHuio

Cneayet npumensite EH 61010-1, pasgen 10, a Tacke nogpasgensl 12.3 n 12.4.
Kpome Toro, cnegyet y4uTbiBaTh, YTO HarpeBaHne MoOXeT 6biTb BbI3BaHO NPAMbBIM CONMTHEYHBLIM CBETOM U
no6bIM APYrMM UCTOYHUKOM BUAUMOTO CBeTa.

4.8 YcTOMYUMBOCTDb K BO34eACTBUIO BNIAXKHOCTU U XXUOKOCTEN
Cneayet npumenste EH 61010-1, nogpasgenst 11.1—11.3.
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4.9 3awuTa oT BbICBOGOXAEHHbIX ra3oB, B3pbiBa U UMMNIIO3UU
Cneayet npumeHaTs EH 61010-1, nogpasaens 13.1 n 13.2, ecnu yMecCTHo.

4.10 KoMnOHEeHTbI
Cnepyet npumeHaTts EH 61010-1, noapasgenel 14.1, 14.4, 14.5 1 14.6.

4.11 AHanu3 pucka

MaroToBuTenNb AOMKEH NPUHATL PELLeHNe OTHOCUTENbHO NMPUeMNeMOoro pucka oT crieyroLmnx hakTopos:
- HenpegycMOTPEHHOE UCMOoNb3oBaHWe MeANUMHCKOrO U3aenus ans AuarHocTuku in vitro ana camo-
TECTUPOBAHUA B NOTEHUMANbHO HEMOAXOAALWMX YCIOBUSIX (Hanpumep, B gopore, B oTene);
- HeAoCcTaTOMHOCTb 3HaHUIM U cnocoBHoCTen HenpodeccuoHana;
orpaHUYeHNs NPUCYLLUX U3AENUI0 SKCMYaTaUMOHHBIX XapaKTepucTuk;
BEPOATHOCTb Hanuuua aedekTa;
nocneacTeua aedekra;
HEeCOOTBETCTBYIOLLME OTXOAbI.

MpwuMeyaHune— JadHewi nogpasgen otcenaet kK EH 1441. Hactosiwumi ctaHaapT He yCTaHaBNuBaeT ypoBHU
NnpueMnemocTm, kKoTopele, Gyayqm obycnoBneHs! BNINSIHUEM MHOIMX (haKTOPOB, HE MOTYT ObITb YCTAHOBMNEHbI B HACTOSILLEM
craHgapre. Hactoawmi ctangapT He SBNSIeTCs PyKOBOACTBOM NO MEHEKMEHTY pucka. Takxke cCTaHgapT He oTpaXaeT npo-
LieCC MPUHATKA pPeLUeHUi B OTHOWEHNM NOKa3aHUi U NPOTUBOMNOKA3aHUIA K UCMNONb30BaHNI0 KOHKPETHOIO MEQULIMHCKOTO U3-
Aenus 4ns auarHoCTUKK in vitro gnsi camoTecTUpPOBaHUS.

4.12 A3MeHeHne KOHCTPYKLUMN

M3meHeHNs KOHCTPYKUMN MeQULIMHCKOrO U3Aenusa Ansl AUarHocTUKM in vitro ans camoTecTupoBaHus,
BHeCeHHble NMocre ero NocTaBkn Ha PbIHOK U BANSAOLWINE Ha:

- cneumndurkaunm;

- (byHKLMOHAmbHBIE XapaKTepUCTUKK;

- MapkuMpoBKY W WHopMauuio, NpeaocTaBnsaeMylo U3roToBUTENEM, eClii UrHOPUPOBaHWE AaHHbIX
N3MEHeHWIA MOXeT MOBMeYb OLNOOYHbIE pesynbTaThl;

- acnekTbl 6€30MaCHOCTM NOMb30BaTENs U TPeTbe CTOPOHLI, — AOMKHbI pacCMaTPUMBAaTLCS KaK 3Ha-
ynMble. Takme U3MeHeHUs 4OMKHbI OblTb NOABEPrHYTHI aHANU3Y U OLEHKe pucka.

5 MapkupoBka n nHcopmMauus, NnpegocTaBnaeMan U3rotoButTenem

5.1 MapkupoBKa U 3TUKETKU MeAULUHCKOTro U3aenus ansa AMarHoCcTUKu in vitro
ANA caMoTeCTUPOBaHUA

B Tom cnyuae, koraa B MeaMUMHCKOM W3Aen M ANs QMarHOCTUKM in vitro ana caMoTecTupoBaHus
NCMOMb3yeTCs MUHCTPYMEHT, MapKUPOBKa MHCTPYMeHTa Ao/kHa BbITb BbiNonHeHa B cooTBeTcTBUM ¢ EH 1658.
Kpome Toro, MHCTpyMeHTbl A4n8 ANarHOCTUKKU in Vitro Ans caMoTecTUpOBaHUSA AO0MMKHbI HeCTU crieayloLyo
MapKUPOBKY, €CINN 3TO COOTBETCTBYET YCITOBUAM (HanpuMep, ecrn He 0TMEYEHO B MHCTPYKLUN NO NpuMeHe-
HUIO MHCTPYMEHTa UM Ha 3TUKETKE, UM B UHCTPYKLMMW MO NPUMEHEHWI0 peareHTa, Heo6Xo4MmMoro A4S Belnos-
HeHWs1 COOTBETCTBYIOLLEro NccrieioBaHus):

- npeanonaraemoe npUMeHeHue;

- yKasaHue 0 TOM, YTO MHCTPYMEHT npeaHasHaqeH ANs CaMOTeCTUPOBaHNS;

- CCbIfiKa Ha UHCTPYKLMIO MO NPUMEHEHUIO.

B Tom cny4ae, korga B MeQWUMHCKOM W3ennW AN AWArHOCTUMKK in vitro ons camoTecTMpoBaHust
NCronb3yeTcs peakTus, peakTUBHLIN MPOAYKT, KanubpaTop, KOHTPOMbHbLIA Matepuan, Habop u/unu gpyrue
pacxofHble MaTepuarnsl, AaHHble 31IeMeHTbl A0MKHbI BbITb NOMeYveHbl B cooTBeTcTBUN ¢ EH 376.

5.2 UHCcTpyKLUM NO NPUMEHEHUI0 MeAULIMHCKUX U3aenui AnA [UarHocTUKM in vitro
ANA caMoTecTUpOBaHUs

JTro6as HCTPYKLMSI NO NPUMEHEHUIO MHCTPYMEHTOB OOMKHa COOTBETCTBOBAaTL TpeboBaHMAM, yCTaHOB-
neHHbIM EH 592.

TioBas NHCTPYKLUS N0 NPUMEHEHWIO PEAKTUBOB, PEaKTUBHBIX MPOAYKTOB, KannubpaTopoB, KOHTPOMbHBIX
mMartepuanos, HabopoB N APYrMX pacxoAHbIX MaTepuarios O/HKHA COOTBETCTBOBaTL TpeboBaHMAM, yCTaHOB-
neHHbIM EH 376.
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6 OueHka PyHKLMOHaANbHbIX XapakTepucTnkK

Cnegyet npumeHsaTs EH 13612,

7 Bepudmkaumsa nonb3oBartenem

Bepudrkauus, nposoauMas nofb3osatesieM, AomkHa obecnevmBaTs BOSMOXHOCTb NPoBeAeHNs cre-
AyoLWMX NPOBEPOoK B NpoLiecce aKkcriyataumm MeanLMHCKOro u3aenus:

- MpaBUNbHOCTb (PYHKLUMOHUPOBAHUS MEAULMHCKOro U34enust ANa AMarHocTukuy in vitro ana camoTec-
TUPOBAHUSA, TO €CTb KOHTPOIb CUCTEMBI;

- MpaBUNbHOCTL BLIMOMHEHWs TecTa, BKoYas NocneAoBaTenNbHOCTb 3TanoB npoueayphbl.

MpwwmedaHne— «B npouecce aKkcnnyataumm MeaMLMHCKOTO W3OENusl» 03HAYaeT HemMeaneHHo Nepea, BO Bpe-
Ms1 1 MOCINE CaMOCTOATENBHONO BbINOMHEHWs TECTa.

Bepudukauus, nposoaumas nonb3oBatenem, 4omkHa 6biTb MHTErPUPOBaHa B TeCT TaMm, rae 3To okasa-
nocb BO3MOXHO. Bepudukaums, nposoanmMas nonbsosarenieM, AofpkHa AaTb OQHO3HAYHYO UHOPMaLWIO.
WHCTPYKUMA MO NpUMEHEHMIO AOMMKHA ACHO W B NPOCTLIX TEPMUHAX YKasaTb, UTO creayeT AenaTtb B crydae,
ecnn BepuduKaLmna nokasana HeyaoBnNeTBOpUTENbHbIE pe3ynbTaThl.
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Mpunoxexnne ZA
(cnpaBo4Hoe)

CooTBeTCTBME pa3faenoB HacTosIWero cTaHaapTa OCHOBHbIM Tpe6GoBaHusAM
EBponeiickoin Qupektusbl 98/79/EC

Tab6nwunuya ZA.1 — CooTBeTcTBME HACTosAWEro cTaHaapTa TpebosaHvam EBponerickon Qupektueel 98/79/EC

Paspensi/nogpa3snens! HacTosALLero crtaHaapTa OcHoBHble TpeboBaHua Esponelickon Qupektusbl 98/79/EC
4.1 B.3.3.1,B.3.6,B.7, B.7.1,B.7.2,B.8.7 t)
4.2 B.3.3,B.6.2
4.3 B.3.3.2,B.6.3,B.6.4.4
4.4 B.3.3.1,B.6.4
4.5 B.6.4.2
4.6 B.3.3.2
4.7 B.3.3.2
4.8 B.1.2
4.9 B.3.4
4.10 B.3.1
4.11 A1, A2 A4 A5
5.1 B.8,B.8.4
52 B.8, B.8.7
7 B.7.2,B.8.7t)
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Mpunoxenne A
(cnpaBo4Hoe)

CBeAeHUs 0 COOTBETCTBUM CChINTOYHBLIX MeXAYHapoAHbIX CTaHAAPTOB
CCbINOYHbIM HauUoOHaNbHbIM cTaHAapTam Poccuiickon ®epepauumn

Tabtbnwua OA1

O60o3Ha4eHne CCbINOYHOro CreneHb O6o3Ha4YeHne n HaMMEHOBaHUe COOTBETCTBYIOLLIETO HALMOHANBHOTO

MexayHapoaHOro craHaapra COOTBETCTBUSA cTaHgapTa

EH 376:2001 — *

EH 592:2002 — *

EH 61010.1:2001 MOD FOCT P 52319—2005 (M3K 61010-1:2001) «besonacHocTtb anek-
Tpuyeckoro obopyaoBaHus Anst U3MepeHus, ynpaenexna n nabopa-
TOpHOro npumeHeHust. Yacte 1. O6wme TpeboBaHns»

EH 61326 (MOK 61326-1:97) MOD FOCT P 51522—99 (M3K 61326-1—97) «CoBMECTUMOCTb TEXHU-

YeCcKUX CpefCTB 3NEeKTPOMarHuTHas. dnekTpudeckoe obopyaoBaHue
ANsl U3MepeHusi, ynpaeneHus n nabopaTtopHoro npumeHeHust. Tpe-
60BaHMA N METOObI UCMBITAHWUNY

OTBETCTBUS CTAaHOAPTOB:

* COOTBETCTBYIOWMIA HALMOHANBHLINA CTaHAAPT OTCYTCTBYET. [0 ero yTBepXaeHNs pekoMeHayeTcs NCNonb3o-
BaTb NepeBo/ Ha PYCCKUIM S3bIK AaHHOIO MEXAyHapoaHOro ctaHgapTa. MNepesoa AaHHOro MeXayHapoaHOro cTaHgapTa
HaxoguTcst B degepanbHOM MHOPMALMOHHOM (POHAE TEXHUUYECKUX PErNaMeHTOB U CTaHAapTOB.

MpumedaHune—B HacToawen Tabnvue NCNONb3oBaHO Cneaytowee ycrnoBHoe 0603HaYeHUe CTEneHmn co-

- MOD — moanthuumnpoBaHHble CTaHAaPThI.
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Bubnuorpadua

MepgunuuHckue nagenus. AHanma pucka (Medical devices — Risk analysis)

MeavumHckue wu3genus. [lpumeHeHMe MeHefKMeHTa pucka K MEeAWUUHCKUM U3 enusm
(NCO 14971:2000) (Medical devices — Application of risk management to medical devices
(ISO 14971:2000)

OueHka YHKUMOHAMNbHBIX XapakTepucTVK MEeUUUHCKUX W3denui Ansi OUArHOCTUKW in vitro
(Performance evaluation of in vitro diagnostic medical devices)

of the European Parliament and of the Council of 270ctober 1998 on in vitro diagnostic medical
devices, OJEC, 1998, No L 331
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