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Mpeaucnosune

Llenu v npuHumnbl ctaHgapTnsauun B Poccuiickoin ®eaepauuu ycTaHoBNEeHbl ®efepanbHbIM 3aKOHOM
0T 27 pekabps 2002 r. No 184-93 «O TeXHMYECKOM perynvpoBaHum», a npasuia NpUMMeHeHUss HaunoHaIbHbIX
cTtaHgapToB Poccuiickoin ®epepauun — FOCT P 1.0—2004 «CTtaHaapTusauus B Poccuiickoli ®epepayuu.
OCHOBHbIE NONOXEHUSA»

CBejeHusi o ctaHgapTte

1 NOATOTOBJIEH NlabopaTopureit npo6aeM KINHWUKO-1abopaTopHOi AuarHocTukn HayvHo-uccnego-
BaTe/IbCKOro LeHTpa [ocyAapCTBEHHOro 06pas3oBaTesiIbHOr0 yupexieHus BbICLIEro npoeccmoHanbHoro
obpasoBaHusa «MockoBckas MeauumHckas akagemus uMm. .M. CeyeHosa Poc3gpasa» Ha OCHOBe COGCTBEH-
HOro ayTEHTUYHOro NepeBofa Ha PYCCKWil A3bIK CTaHAapTa, yka3aHHOro B MyHKTe 4

2 BHECEH TexHuuyeckum KoMuTETOM Mo cTaHAapTu3aumm TK 380 «MeguumHckue nsgenusa gna gua-
THOCTUKM in Vitro»

3 YTBEPXAEH W BBEAEH B ,£l,EI7ICTBVIE Mpukasom PepepanbHOro areHTCTBa Mo TeXHUYeCcKomy
perynnposaHuio 1 meTponorumn ot 12 Hos6psa 2010 r. Ne449-cT

4 HacToswwmii cTaHgapT UAeHTUYeH mexayHapogHomy ctaHgapTy EH 13532:2002 «O6wwme TpeboBa-
HUS K MEAULUHCKUM U3LennaM A5 AMarHoCTUKM in vitro ana camoTtectupoBaHus» (EN 13532:2002 «General
requirements for in vitro diagnostic medical devices for self-testing»).

Mpy NnpYMeHeHnn HacTosALLEero cTaHgapTa pekoMeHAyeTCs UCNob30BaTb BMECTO CCbI/TOYHbIX MexXay-
HapoAHbIX (PerMoHasbHbIX) CTaHAapTOB COOTBETCTBYHOLME MM HauuoHasbHble cTaHAapTbl Poccuiickoi
degepaummn 1 MeXrocyaapcTBeHHblE CTaH4apTbl, CBEAEHNS O KOTOPbIX NPUBEAEHbI B AOMO/THUTE/IbHOM MNpu-
noxexHuun A

5 BBEJEH BIEPBbIE

MHopmMauus 06 M3MEHEHMSAX K HACTOSILLEMY CTaHAapTy Ny6nMkyoTCsl B eXerofHo M3jaBaemMoMm
MH(OPMAaLMOHHOM yKasaTene «HaunoHa/lbHble CTaHAapThi», @ TEKCT U3MEeHEHUI 1 NonNpaBoK — B exe-
MECSUHO U3[aBaeMblX MH(OPMALMOHHBIX yKaszaTensax «HauwoHanbHble cTaHgapThi». B cnydaB nepe-
CMOTpa (3aMeHbl) WM OTMeHbl HACTOsLWEero cTaHjapTa CoOTBEeTCTBYyOUWEe yBegomieHe 6GyaeT
ony6/MKOBaHO B eXeMeCsiYHO 13aBaeMoM UH(OPMALMOHHOM yKazaTene «HauuoHanbHble CTaH4apTbi».
CooTBeTCTByOWas MHhopMaLus, yBeoMIeHe 1 TEKCTbl pasMellalnTcsa Takke B MH(OPMaLOHHO
cucTemMe 06LLero nosib3oBaHns — Ha opmunanbHOM caiiTe defepasbHOro areH TCTBa Mo TeXHUUECKoMY
perynmpoBaHvio U MeTPOIOrUM B ce T IHTepHeT

© CraHgapTuHdopm. 2011

HacTosuii cTaHAapT He MOXEeT 6bITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLManbHOro nsganus 6es3 paspelleHns ®efepasbHOIO areHTCTBa N0 TEXHUYECKO-
MY perysimpoBaHuio 1 MeTposorim
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HAL WMOHA/NbHBIN CTAHOAPT POCCUNCKOMN GEOLEPAL NN

OBUWWE TPEBOBAHVA K MEAVNUMHCKUM U3AENNAM ANA ONAFTHOCTUKW IN VITRO
AnA CAMOTECTUPOBAHNA

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

Nlata Beegenuns — 2012—01—01

1 O6nacTb NpPUMeHeHNA

HacTtosAwuin ctaHgapT ycTaHaBnnsaeT obLme TpeboBaHmsa K MegULMHCKMM U34ennsam Ans AUarHoCTUKM
in vitro 4nA camoTecTMpoBaHua ANsA obecnevyeHns 6€30NacHOCTM U NPUTOAHOCTU faHHbIX U3genuii 4Ns npu-
MEHEeHUs B LesnsAX, cneunuuMpoBaHHbIX N3roTOBUTENEM.

HacTosawwuii ctaHaapT He NPUMEHUM K MeAULMHCKAM acnektam MeauLUHCKUX U3Lenuii Ana ouarHocTu-
Kv in vitro s caMoTecTUpoBaHuS.

2 HopmaTtuBHbIE CCbIIKU

B HacTofwem ctaHgapTe npvBefeHbl CCbIIKA Ha Criefyowme HopMaTBHbIE AOKYMEHTbI:

EH 376:20011> ViHchbopMaLmsa, npegoctaBnseMas U3rotoBuTeneM C peareHTamu Ans AUarHOCTUKK
in vitro 4na camoTecTMpoBaHus

EH 592:2002'> OueHka (OYHKUMOHANbHbLIX XapaKTepucTuk MeAWLUHCKAX M3Oenunidi Ans AUarHoCTUKM
in vitro

EH 61010-1:2001 Tpe6oBaHus K 6€30MaCHOCTN 3/1EKTPO06OPYA0BAHUSA AN USMEPEHNS, YNpaB/IeHUs
1 nabopaTtopHoro ucnonb3oBaHns — Yactb 1. O6wme TpeboBaHma (M3K 61010-1:2001)

EH 61326 2nektpoobopynoBaHue AN U3IMepeHus, ynpaBneHus n 1abopaTtopHOro UCNosb30BaHUS.
TpeboBaHWsa K 3/1eKTpOMarHuTHol coemectumoctn (M3K 61326-1:1997)

3 TepmMmuHbI 1 onpepeneHns

B HacTosiLeM cTaHAapTe NMpUMEeHeHbl cneaytolive TeEPMUHbI C COOTBETCTBYHOLWMMU ONpeseeHnaMN:

31 MegunuuHCKoe usgenve ana amarHoctuku in vitro {in vitro diagnostic medical device): Mllo6oe

MeJULMHCKOe u3genve, siBAILEECH PeakTMBOM, PeakTUBHbIM NPOAYKTOM, KanmépaTopoM, KOHTPO/bHbIM
maTtepuasiom, Habopom, MHCTPYMEHTOM, annapaTom, 060pyAoBaHMEM WA CUCTEMOIA, NCMOMb3yemMoe camo-
CTOATENbHO WK B KOMOMHALMK, NpefHa3HauYeHHOEe N3rOTOBUTENEM A1 NPUMEHEHNS in Vitro npu uccnegosa-
HUK 06pasLoB, BK/IOYAA KPOBb M TKAHWU, B3SATblE 13 YE/TOBEYECKOro Tesna, e4MHCTBEHHO WK rNaBHbIM 06pa-
30M. B LLleN1SX NofyyeHunss uHchopmauum, kacatouielica pm3nonornieckoro Uan naTonornyeckoro CoOCToAHUS,
WM BPOXAEHHOW aHOPManbHOCTW, Wn ANs onpegeneHns 6e30nacHoOCTM U COBMECTUMOCTU € NOTeHUMas b-
HbIM PeuunUeHTOM, UIN A1 MOHUTOPUHIA TepaneBTUYeCcKnX Mep.

MpumeuaHnne 1— EMKOCTb 4N 06pasya, BaKyyMHOTO UKW MHOTO TUNA, CNELManbHO NpefHa3HauYeHHas 1sro-
TOBUTENEM A/ NEPBUUYHOIO pasMeleHns n coxpaHeHns 06pasy 0B, B3ATLIX 13 Tesla YenoBeka C Lesibio AnarHocTu4Yeckoro
nccnepoBaHus in vitro, paccmMaTpuBaeTcs Kak MeguLWHCKOe n3genve Ans AUarHoCTUKM in vitro.

> 3ameHeH Ha MCO 18113-5:2009.

N3paHne opuymnanbHoe
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MpumevyaHune 2 — MNpofykTbl 06WeNabopaTopHOro HasHa4YeHUs He ABNSTCA MeAULUHCKUMU W3Lenusamu
ANS AMArHOCTUKM in Vitro, 3a UCK/TIOYEHUEM TexX U3Aenuii, KoTopble, BBUAY UX XapakTepucTuk, cneunanbHo npejHasHaueHbl
M3roToBUTENIEM A/1A UCMOb30BAHUS B AMATHOCTUYECKUX UCCNEA0BAHMAX in Vitro.

3.2 HenpodeccuoHan (lay person): /luuo, He nmetollee MeAULMHCKOTO 06pa3oBaHus.

[EH 376:2002]

3.3 mapkupoBka (marking): Hagnucb crnoBecHas wau B BUAE rpagMueckoro CMMBOMA, NOCTOSHHO
3akpensieHHas Ha npoaykTe.

MpumeyvyaHune — MNpumepamn HaANUCeR SBNSOTCA ToproBas mMapka M3roToBUTeNs WAu AUCTpuGbloTOpa, HO-
Mep MOAenu Wi Tuna, uAeHTUUKaLmus npegnonaraemMoi yHKLMIU, NoCTaBAsSieMblil BONbTaXx, CNeunabHbie npegocrepe-
XeHus.

3.4 nocTOsAHHO 3akpenneHHoe (permanently affixed): Ypansemoe T0/1bKO C NOMOLLbIO CNeLnanbHOro
WHCTPYMEHTa WM C NPYMEHEHVNEM YCUNSA N YyCTONYMBOE K BO3LENCTBUIO TeMNepaTypbl, TPEHUS, 06bIYHbIX
pacTBOpuTENEN, peakTMBOB N UCMapeHuii, BCTpeYatoLwmnxcs npyu 06b6IYHOM UCNOIb30BaHNN.

3.5 camoTecTuposaHue (self-testing): MprMeHeHne n3genns B OMaLLHUX WAN @HANOTNYHbIX YC10BU-
AX HenpodeccroHanom, KoTopblii 6yaeT cBs3biBaTb pe3y/ibTaT Co CBOMM CaMO4YyBCTBUEM.

[EH 376:2002]

4 Kputepum KOHCTPYKLUNKN

4.1 AcnekTbl 3prOHOMUYECKUX N YesloBevYeCknx hakTtopos

B KOHCTPYKLMM MEeAULUHCKOTO N34enunsi A5t [UArHoCTVKM in Vitro 4719 caMoTeCTUPOBAHUS AO/MKHbI ObITh
yuTeHbl criegyiolme 3proHOMUYECKHE 1 YesloBeveckne hakTopsbl:
UaEeHTUMKaLUA npeanonaraemblx nonb3oBarteneii;
- MpocToTa ONEPUPOBAHMS:
- npocToTa coflepXaHnsi Nonb3oBaTesieM B NOPsAKe.
- YnTaemocCTb pesynbTaToB UCC/Ief0BaHUS;
- npocToTa MHTepnpeTauuyu UHCTPYKLMK N0 NPUMEHEHMIO;
npocToTa BepuUKaLMu Nonb3oBaTesIeM NPaBWUIbHOCTY (PYHKLMOHMPOBAHUA MeAMULMHCKOTo usge-
st ANS AUArHOCTUKM in Vitro NS caMOTECTUPOBaHUS:

- 060CHOBaHHO NpeABUAMMbIE BapuaLii BbINOSIHEHUSI TeCTa N0/b30BaTENEM,;

- 060CHOBaHHO NpeABUAMMbIE BapUaLumn YCMOBWiA, B KOTOPbIX BbINO/HSETCA TECT:

- 060CHOBaHHO NpeABUAKMMbIE OLIMGKU NCMOb30BAHNS.

YunTbiBasi 3Tn hakTopbl, CiedyeT NPUHATL BO BHAMAaHNE BO3MOXHYH HEJOCTaTOYHOCTb 3HaHUii 1 cno-
co6HocTell nonb3oBaTenel, AN KOTOPbIX NPeAHA3HAYEHO MEAULMHCKOE U3Aenne A/st AUarHOCTUKM in vitro
AN CaMOTECTUPOBAHMS.

4.2 DnekTpoMarHutHas COBMeCTUMOCTb

Cnepyet npumeHATb EH 61326, ecnvn ymecTHo.

4.3 3awmTa OT NOpaxXeHns 31eKTPUYECKNM TOKOM
Cnepyet npumeHAaTb EH 61010-1, pa3gen 6, ec/im yMecTHO.
4.4 3awmTta 0T MEXAHMYECKUX onacHocTel

Cnepyet npumeHAaTs EH 61010-1. pa3gen 7. ecnv yMecTHO.
4.5 YcToW4uBOCTb K yaapy, Bubpauumn n Tonykam
Cnepgyet npumeHATs EH 61010-1, pa3gen 8. ec/im yMecTHO.
4.6 Mpepensl BO3AelicTBUA Temnepatypbl Ha o6opyaoBaHue
Cnepyet npumeHaTs EH 61010-1, pasgen 10.

4.7 YCTONUYNBOCTb K HarpeBaHuto

Cnepgyet npumeHATs EH 61010-1, pa3gen 10, a Takke nogpasgenst 12.3 n 12.4.
Kpowme Toro, cnefyet yunTbiBaTh, YTO HarpeBaHne MOXeT ObITb BbI3BAHO NPAMbIM CO/THEYHBLIM CBETOM U
No6bIM APYTMM UCTOYHUKOM BUAUMOTO CBETa.

4.8 YCTOWYMBOCTb K BO3A4ENCTBUIO BNAXHOCTU U XUAKOCTENR
Cnepgyet npumeHAaTts EH 61010-1, nogpasgenst 11.1—11.3.
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4.9 3awwmTta oT BbICBOGOXAEHHbIX ra30B, B3pbiBa U MMMNI03UN
CnepyeT npuMeHaTb EH 61010-1, nogpasgens! 13.1 n 13.2. ecnn yMecTHO.
4.10 KOMMNOHEHTHI

Cnepyet npumMmeHaTb EH 61010-1. nogpasgens! 14.1, 14.4,14.5 n 14.6.
4.11 AHanus pucka

M3rotoBuTenb A0J/KEH NPUHATL pelleHne OTHOCUTE/TbHO NpuemM1emMoro pucka ot cnegyruinx CbaKTOpOBZ

- HenpeaycMoTpeHHOe Ucnosib3oBaHue MeAULUMHCKOro u3genusa Afs AMarHocTukK in vitro gns camo-
TeCTupoBaHUA B NOTEHUMA/IbHO HENOAXOAALLNX YCNOBUAX (Hanpmmep, B gopore, B OTeﬂe);

- HeAOCTaTOYHOCTb 3HAHWI 1 cnocobHoCTell HenpodeccnoHana;

- OrpaHnyeHusa npucywmux n3genmnio akcnayatayMoHHbIX XapakTepucTuk;

- BEPOATHOCTb Ha/nM4unsa ,El,ereKTa;

- nocnepcteusa gedpekra:

- HecoOoTBeTCTByUWMe 0TXoAbl.

NMpumeuyaHune — [laHHblil Nnogpa3aen otcbinaeT K EH 1441, HacToswwuii ctTaHAapT He ycTaHaBIUBaeT YPOBHU
npuemMnemocTu, koTopble, 6yay4un 06ycnoBAEHbl BAUAHNEM MHOTUX () aKTOPOB, HE MOTYT 6bITb YCTAHOB/IEHbI & HACTOALLEM
cTaHfapTe. HacToawwmii cTaHAApT He ABSeTCA PYKOBOACTBOM NO MEHEXMEHTY pucka. Takke cTaHfapT He oTpaxaeT npo-
LLeCC NPUHATUA PELIEeHNA e OTHOLWEeHNN NoKasaHuii 1 NPOTMBONOKA3aHUA K NCMOb30BAHNI0O KOHKPETHOrO MeANLMHCKOTO 13-
Aenusa ana AUardocTuku In vitro Ans camMoTecTupoBaHus.

4.12 N3MeHeHUe KOHCTPYKLMHn

N3MeHeHNa KOHCTPYKLUW MEeLULMHCKOTO M3fenusa Ana AUarHoCTUKM in vitro gna camMoTecTupoBaHus,
BHECEHHbIE MOC/Ie ero NocTaBKy Ha PbIHOK 1 BAMAKOLLMNE Ha:

- cneymdmkaumm,

- (PyHKLMOHANbHbIE XapaKTepPUCTUKK;

- MapkmpoBky u” I/IH(*)OpMaLI,I/IIO, npegocrassideMyro nU3rotosutesnem, ecnm UrHopmpoBaHume faHHbIX
N3MEHEHWUIA MOXET MOBJIEYL OLINGOYHbIE pes3ynbTaThl;

- acnekTbl 6€30MacHOCTN NONb30BaTeNs UIn TpeTbeI‘fl CTOPOHbI, — AO0JTIXHbI paccMaTpuBaTbCA Kak 3Ha-
ynmble. Takne n3sMeHeHUs A0/TKHbI 6bITb noaABEpPrHyTbl aHa/In3y N OLEHKEe pucka.

5 MapkupoBka 1 MHdpopMauus, npegocTaB/isieMas U3rotoBuUTesIem

5.1 MapkupoBKa 1 3TUKETKN MeLULMNHCKOTro U3Aennsa ANs AUarHocTuky in vitro
ANnsa camoTecTupoBaHusa

B Tom cnyuyas, korga B MeAMUMHCKOM W3Aenuu ONAs OUarHocTUKM in Vitro ANns camoTecTMpoBaHus
MCMNONb3yeTcA MHCTPYMEHT, MapknpoBKa MHCTPYMeHTa A0/MKHa 6biTb BbINO/HEHA B COOTBETCTBMU € EH 1658.
Kpome TOro, MHCTpyMEHTbI 4718 AMArHOCTUKK in Vitro A4NA camoTecTUPOBaHWA [O/DKHbI HECTU CrefyioLLyto
MapKMpPOBKY, €C/IM 3TO COOTBETCTBYET YC/I0BUSIM (Hanpumep, ecnv He 0OTMEYEHO B UHCTPYKL MK N0 NpUMeHe-
HWIO MHCTPYMEHTA WM Ha 3TUKETKe, WAV B UHCTPYKLMMW MO NPUMEHEHUIO peareHTa, Heo6XxoAMMOro A5 BbINo-
HEHWA COOTBETCTBYIOLEro UccneoBaHus):

- npegnonaraemoe npvMeHeHue;

- ykasaHue 0 TOM, YTO MHCTPYMEHT npefHa3HavyeH A1 camoTecTUpoBaHus;

- CCbI/IKA& HA UHCTPYKLMIO NO MPUMEHEHUIO.

B Tom cnyvae, korga B MeAVMUMHCKOM W3Aenuu ANA LUArHOCTWKW in vitro Ans camoTecTupoBaHus
ncnosib3yeTcs peakTuB, peakTWBHbIV NPOAYKT, KanmbpaTtop, KOHTPO/IbHbIA MaTepuas, Habop w/vnu gpyrue
pacxofHble matepuvasnsbl, AaHHble 3N1eMEHTbI AO/KHbI 6bITb NOMeYeHbl B COOTBETCTBUM C EH 376.

5.2 VNHCTPYKLMM MO NPUMEHEHUI0 MEAMLMNHCKNX U3AeNnii ANna AUArHOCTUKM in vitro
AN caMoTecTUpOoBaHUs

Jllo6ast MHCTPYKLUMUS NO NPUMEHEHNI0 MHCTPYMEHTOB A0J/)KHA COOTBETCTBOBATL TPEOOBAHMAM, YCTAHOB-
NeHHbIM EH 592.

Nob6as MHCTPYKUMS NO NPUMEHEHNIO PeaKTUBOB, PEaKTUBHbIX MPOAYKTOB, KaNnMbpaTopoB, KOHTPOSIbHbLIX
MaTepmanos, HA6OPOB M APYTNX Pacxo4HblX MaTepmanoB AO/HKHA COOTBETCTBOBaTL Tpe60OBaHMAM, yCTaHOB-
NneHHbIM EH 376.
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6 OueHkKa (PYHKUNOHA/IbHbIX XapaKTepUcTmK

Cnepyet npumeHaTs EH 13612.

7 Bepudmkaums nonb3oBartesieM

Bepudhmkauus, npoBoAvMas nosb3oBaTeneM, fo/KHA 06ecneynBaTb BO3MOXHOCTb NPOBeAEHUs cre-
AYIOLULMX NPOBEPOK B NpoLiecce akcnayatauuy MeauumuHCKoro nsaenus:

- NpaBWILHOCTb (PYHKLMOHUPOBAHUS MeANLMHCKOTO U3aenus Ansa AMarHocTukm in vitro ans camorec-
TUPOBAaHUSA. TO €CTb KOHTPO/Ib CUCTEMBI;

- NMPaBU/ILHOCTb BbINOJIHEHWSI TECTA, BK/OYash Noc/iefoBaTe/IbHOCTL 3TAnoB npoLeaypsbl.

MpumeyaHune — «B npouecce akcnayatayum MeanuUMHCKOTO U3fenunsa» o3HavyaetT HEMeJ/IeHHO nepej, BO Bpe-
MA M nocsie CaMOCTOATENIbHOTO BbINO/THEHNA TecCTa.

Bepudmkauus, npoogumMas nosb3oBaTesieM, 0/KHA 6bITb UHTETPUPOBAHA B TECT TaM. rAe 3To okasa-
JI0Cb BO3MOXHO. Bepudukaumsi, npoBogumMasi nofb3oBatesieM, A0/MKHA faTb OAHO3HAUYHYIO VHGOpMaLIO.
VIHCTPYKUMSI N0 NPUMEHEHMIO [O/IKHA SICHO U B NPOCTLIX TEPMUHAX yKasaTb, UTO cieayeT aenatb B Ciyyae,
ecnu BepudmKaLms nokasana HeyfoBAETBOPUTENIbHbIE Pe3ybTaThl.
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MpunoxeHne 2A
(cnpaBouHoe)

CooTBeTCTBME pa3fesioB HACTOSALWEro cTaHgapTa OCHOBHbLIM TpeboBaHUAM
EBponeiickoii AupekTusbl 98/79/EC

Ta6nuya ZA.1l — CoOTBETCTBME HACTOsLLEro cTaHaapTa Tpe6oBaHuamM EBponeiickoit AupekTussl 98/79/EC

Paspenbi/nogpasgensl HacTosiLLero ctaHaapTa OcHoBHble Tpe6oBaHusA EBponelickoii AnpekTuBbl 98/79/EC
4.1 B.3.3.1.8.3.6. B.7.B.7.1. B.7.2. B.8.7 1)
4.2 8.3.3. 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 8.3.1
4.11 A1.A2.A4A5
51 B.8.B.8.4
5.2 B.8. B.8.7
7 B.7.2, B.8.7 1)
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Mpunoxexnne AA
(cnpaBouHOeE)

CBeJfeHNsi 0 COOTBETCTBUM CChIZTOYHBIX MEXAYHAPO4HbIX CTaHAAPTOB
CCbIZIOYHBIM HaLMOHaNbHbIM cTaHgapTam Poccuiickoin ®egepayuu

Ta6nuuya JAL

0O603HayeHne N HaMeHoBaHWe COOTBETCTBYHOLLLEr0 HaLMOHAIbHOTo

O603Ha4eHne CCbIIOYHOTO CreneHb
Mex/JyHapoHOro cTaHgapra cooTaeTcToust cTaHfjapTa
EH 376:2001 - .
EH 592:2002 —_ *
MOD FOCT P 52319—2005 (M3K 61010-1:2001) «6e30nacHOCTb 3/ek-

EH 61010.1.2001
TpUYeckoro o60pyfoBaHNsA 4N M3MEPEHUs,ynpaBieHus n naéopa-

TOPHOTO NpuMeHeHns. Yactb 1. O6wmne Tpe6oBaHna»

FOCT P 51522—99 (M3K 61326-1—97) «COBMECTUMOCTb TEXHU-
Yeckux cCpefcTB 3/IeKTpOMarHuTHas. dnekTpuyeckoe o6opyaoBaHune
ANA N3MepeHnsa, ynpaBneHus u nabopaTtopHoOro npumeHeHus. Tpe-
60BaHNS U METOAbl NCMbITAHUI»

EH 61326 (MOK 61326-1:97) MOD

* COOTBETCTBYWOLWMA HALMOHA/bHBIA CTaHAApPT OTCYTCTBYET. o ero yTBepXAeHUst peKoMeHAyeTCsl UCNONb30-
BaTb NepeBOJ HA PYCCKNIA I3bIK AAHHOTO MeXAyHapoAHOro cTaHjapTa. MepeBos AaHHOTO MeXAYHAapPOAHOTO CTaHAapTa
HaxoauTcsl B ®efepanbHOM UH(POPMALMOHHOM (DOHAE TEXHUYECKUX PETNIAMEeHTOB W CTAHA4APTOB.

MpumevaHne —B HaCTOﬂU.leVI Tabnuue McnonbL30BaHO caeaytliee ycnoBHOe 0603Ha4YeHNe CTENEeHN Co-

0TBETCTBUS CTAHJAapPTOB:
- MOD — moaudvumpoBaHHble CTaHAAPThI.
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