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Mpeaucnosune

Lienn v npuHumnel cTaHgapTm3auum B Poccuiickoin @efepauym ycTaHoBneHbl ®efepanbHbiM 3aKkOHOM OT
27 neka6bps 2002 r. N» 184-d3 «O TeXHUYECKOM perynvpoBaHuu», a npasuia NpUMEHEeHNs HauuoHabHbIX
cTaHfapToB Poccuiickoii ®epepaunn — FOCT P 1.0—2004 «CtaHgapTtusauua B Poccuiickoii ®epepauun.
OCHOBHbIE NOIOXEHUSA»

CeefeHus o cTaHgapTe

1 NOATOTOBJIEH Na6opaTtopueit Npobaem KNMHUKO-1abopaTopHO AnarHocTnukn HayuHo-uccnepno-
BaTe/IbCKOro LeHTpa FocyaapCcTBEHHOTO 06pa3oBaTesIbHOr0 YUYpeXAeHusl BbiCero npodeccmoHasibHoro
06pa3oBaHus «MockoBckasi MeguLmMHckas akagemms uM. .M. CeueHoBa Poc3gpaBa» Ha 0CHOBE CO6CTBEHHO-
ro ayTEHTUYHOrO NepPeBOAA Ha PYCCKUIA A3blK CTaHAAPTa, yKa3aHHOTO B NyHKTe 4

2 BHECEH TexHuuyeckum komuTeTOM Mo ctaHgaptusauum TK 380 «MeguumHckue nsgenva ana guar-
HOCTWKM In vitro»

3 YTBEPXAEH W BBEEH B [JEWCTBWE Mpukasom ®eaepansHOro areHTCTea no TeXHUUYECKoMy
perynupoBaHuio u MeTponorum oT 12 Hoss6ps 2010 r. Ne 445-cT

4 HacTosiwuniA cTaHA4apT UAEHTUYEH MeXayHapoAHOMY cTaHaapTy EH 592:2002 «MHCTpykymsa no npu-
MEHEHUI0 UHCTPYMEHTOB 415 AMArHOCTMKM in vitrogna camoTecTnpoBaHusa» (EN 592:2002 «Instructions foruse
forin vitro diagnostic instruments for self-testing»).

Mpv NpUMeHeHN HacTosALLEero cTaHAapTa pekoMeHAyeTCs UCN0/b30BaTh BMECTOCCI/IOYHbIX MeXayHa-
POAHBIX CTaHAAPTOB COOTBETCTBYHIOLLME MM HALMOHa/bHbIE CTaHAapTbl Poccuiickoit ®efepauun n mexrocy-
[apCTBEHHbIE CTaHAAapTbl, CBEAEHNSA O KOTOPLIX MPUBEEHbI B ONOMHUTENILHOM NPUIoXeHUn A

5 BBEJEH BIEPBbIE

MHopmMauus 06 U3MEHEHMSAX K HACTOSILLLEMY CTaHAapTy Ny6avnkyeTCsl B eXerofHo n3jaBaemMom
MH(OPMaLMOHHOM YKa3aTe e «HauuoHanbHble CTaHAapTbi», a TEKCT U3MEHeHUt NNoNpaBoK — B eXemMe-
CSAYHO M3aaBaeMbIX MHDOPMALMOHHBIX YKasaTensax «HaumoHabHble cCTaHaapThi». B ciyyas nepecMoTpa
(3aMeHbl) MM 0T MEeHbl HACT OSALLEro CTaHAapTa cooTBe TCTBYLLee yBefjoM/eHne 6yaeT ony6MKoBaHo
B ©XXEMECSAYHO N34aBaeMoM MHGIOPMaLMOHHOM yKaszaTene «HauuoHanbHble cTaHaapThi». COOTBETCTBY-
loLas MHhopMaLysl, yBeJOMIEHNE N TeKCT bl pasMelLalo T cs Takxke B MH(opMaLMoHHO cucTeme o6LLero
Nnofb30BaHNsi — Ha ohULMaNLHOM caliTe dPefepasibHOro areH TCTBa N0 TeXHUYECKOMY PeryvpoBaHuio 1
MeTpoforuu B ceTv HTepHeT

© CraHgaptuHdopm. 2011

HacTosiuii cTaHAapT He MOXEeT GbITb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MPOCTPaHEH B kKayecTBe ohuLManbHOro nsganus 6e3 paspelleHns ®efepasbHOIO areHTCTBa Mo TEXHUYECKO-
MY perysiupoBaHuio 1 MeTposiorumn
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BeBegeHve

TpaguuUMoHHbIe UcCneaoBaHns GUOXUAKOCTEN, 3KCKPETOB M TKaHeil nauneHTa BbINOMHAT 06bIYHO B
KOHTPO/IMPYEMBIX W PErYNNPYEMbIX YCOBUSAX NPU3HAHHON MeAVNLUHCKOW nabopaTtopun. BBefeHne cuctemsl
MeHeIXMEHTA KauecTBa M akkpeamTauuy B 3TuX 1abopaTtopusix NoBbICUIN 3aMHTEPECOBAHHOCTb B UX UCNOb-
30BaHUN.

Ycnexu B pasBUTUM TEXHOOTUIA NMPUBESIN K CO34aHNI0 KOMMNAKTHbIX, NPOCTbIX B NPUMEHEHUN MeaULNH-
CKUX M3aenuii 4Ns AnarHoCTUKM in vitro, KOTopble AenatT BO3MOXHbIM BbINOSIHEHVE HEKOTOPbIX UCC/eA0BaHNi
HenocpeAcTBEHHO BO3/le MecTa pasMelleHns naymeHTa uam nobam3ocTu oT Hero. ViccnegoBaHust No MecTty
NIeYeHns/no6an30CTH OT NaUMeEHTa MOTYT NPUHECTM NONb3Y Kak NalMeHTaMm, Tak U yupexaeHnsM 3gpaBooxpa-
HeHus.

Puck ana naumeHTa U gns yupexpneHust 34paBooXpaHeHns MOXeT 6GbiTb NOCTaBMEH MOA KOHTPOJIb C
NoMOLLbIO TWaTeNbHO pa3paboTaHHOM, NONHOCTLI0 BHEAPEHHOI CUCTEMbI MEHE)KMEHTA kayecTBa, koTopas
obneryaer:

OLEHKY HOBbIX U/IN a/lbTEPHATUBHbIX UHCTPYMEHTOB M CUCTEM A1 UCC/Ie40BaHWNI N0 MECTY NIeYeHNs;
- OUEHKY M anpobauuio NpeasioXeHnii 1 NPOTOKOIOB A/15 KOHEUYHbIX NONIb30BaTenel;

- nocTaBKy U yCTaHOBKY 060py0BaHUS;

- COXpaHeHue NocTaBAsieMbIX PacXoAHbIX MaTepunanoB N peareHTos;

06yyeHune, cepTUUKaLMIo U NOBTOPHYIO cEPTUMKALMIO ONepaTopoB CUCTEM A/ UCCef0BaHUiA Mo
MECTY NleyeHuns:

- KOHTpO/b M 06ecneyeHne kavecTsa.

OpraHbl, KOTOpble YNO/HOMOYEHbI OLeHNBATL KOMMNETEHTHOCTb yupexaeHuli 4151 BbINOJTHEHNUSI UCCnepno-
BaHWi1 N0 MECTY NIEYEHUs, MOTYT UCNOJIb30BaThb HACTOSLWMIA CTAHAAPT B KAYeCTBE OCHOBbI A1 CBOE AeaTeNb-
HOCTW. YupexaeHne 34paBooxpaHeHns npu akkpeautauuy Beeli coeli AeaTeNbHOCTU UK ee YacTu JOSKHO
n36mnpaTb TOT OpraH akkpeauTauum, KoTopblii NPUHUMAET BO BHUMaHWE TPeGOBaHNS K BbINMOJTHEHNIO UCCEAO-
BaHWi1 N0 MeCcTy fleyeHus.
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HALULMWOHANBHBIN CTAHAAPT POCCUWNCKOWN GENLEPALUMN

WHCTPYKUMA NO NMPUMEHEHNKO WHCTPYMEHTOB
AnA ANATHOCTUKM IN VITRO AnA CAMOTECTUPOBAHNA

Instructions for use for In vitro diagnostic Instruments for self-testing

fNaTtaBBegeHna — 2012—03—01

1 O6nacTb NpMMeHeHus

HacToswuii ctaHAapT ycTaHaB/IMBaeT Tpe6oBaHUs K COAEPXKaHMN MHCTPYKL MU MO MPUMEHEHUIO MHCTPY-
MEHTOB A1 [AWarHocTukyM in vitro, BkIO4Yas npubopbl M 060pygoBaHME AN CamMOTeCcTMPOBaHWUS
(ganee — MHCTPYMEHTHI AN151 AMArHOCTMKM in Vitro).

NMpumeuyaHne 1— VHCTPYKUMUSA MO MPUMEHEHUIO UMEET CyuwecTBEHHOe 3HauyeHwe ans 6e30nacHoro u npa-
BU/IbHOTO MCMO/b30BAHNSA WHCTPYMEHTA AN AMArHOCTUKM in Vitro HEMOATOTOB/IEHHBLIM YE/1I0BEKOM.

MprnmeyaHune 2 — HacToAwmii cTaHAAPT NPUMEHUM TakKXe B OTHOWEHWNN NPUHALJIEXHOCTER K MHCTPYMeHTam
ANA ANarHocTuky In vitro.

HacToswuii ctTaHAapT HE NPYMEHUM K UHCTPYKLUSIM A1 POMOHTA B MO/IEBbIX YC/IOBUSIX.
2 HopmaTtuBHbIe CCbIJIKU

B HacTosiLem cTaHfapTe UCMo/Ib30BaHa HOPMAaTUBHAs CCbI/IKa Ha Cefyowmnii cTaH4apT:
MCO 1000* EgmHuubl CA 1 pekomeHgaumnn no npuMeEHEHUI0 UX KPaTHbIX U HEKOTOPBIX APYTUX e AUHWL,

3 TepMUHbI 1 onpeaeneHns

B HacTosiLem cTaHaapTe NPMMEHEHbI CneaytoLie TePMUHbI C COOTBETCTBYHOLWMMU OnpeseneHnsiMu,

3.1 MHCTPYMEHT ANa gnarHocTuku in vitro {in vitro diagnostic instrument. IVD instrument): MeguuuH-
CKoe u3genue Ans AMarHoCTUKK in vitro, KOTOpoe NpeacTaB/isieT co60l UHCTPYMEHT, npubop unmn obopyao-
BaHue.

MpumevyaHne 1— OnAaonpeaeneHns MeAULUHCKOTO U3fennsa 4NsS AUarHocTuky in vitro (1).

MpumeuvyaHne 2— B HEKOTOPbIX CyYasix OTAE/bHbIE U3AENNSA ANA AMATHOCTUKM In vitro, npefHa3HauYeHHblie
ANS KUHUYECKON MeANLUHbI, MOTYT Takxe 6biTb MCNOb30BaHbI 415 Lenei BeTepuHapuu.

[EH 591:20011

3.2 nHCTpyKumA no npumeHeHuto (instructions for use): lndhopmauus, npegocrasnsemas U3rotopute-
NIeM C MHCTPYMEHTOM A8 AMarHOCTUKK in vitro, KacaloLlasca Hagnexaliero Mcnonb3osaHns n 6e3onacHoro n
npaBnIbHOro NPUMEHEHNS, 06CNYXMBaHUA N yCTPaHEeHNUA HeNo1aA0K BMHCTPYMEHTe A5 ANarHOCTUKM in Vitro.

[EH 591:2001]

3.3 HenpodeccuoHan (lay person): IHAMBUAYYM, HE UMEIOLLMIA MEANLMHCKOTO 06pa3oBaHus.

[EH 376:2002]

* 3ameHeH Ha NCO 80000-1:2009.

N3paHne opuymnansHoe
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3.4 camoTecTupoBaHue (self-testing): MpumeHeHve N3aenus BAOMALLHNUX WY BaHAOMMYHbIX YC10BU-
SIX HENPOECCUOHAIOM, KOTOPbI ByeT CBA3bIBATb Pe3y/ibTaT CO CBOMM CaMOYYyBCTBMEM.

[EH 376:2002]

3.5 ob6pasel (specimen): Buonornyeckunin matepuas, KOTOpblii NOYYEH, YUTOObI 06GHAPYXNTb UK U3Me-
pYTb OAHY WU HECKOJIbKO BENNUVH.

[EH 375:2001]

4 CDopma n npegcrtaBssieHNe NMHCTPYKUMAX MO NPUMEHEHUIO

dopma 13NoXKeHNa [0MKHA GbITb XOPOLLO NMOHATHA. [Lo/KHbI GbITh YUTEHbI CeayloLme acnekTbl npesa-
CTaBNEHUS COAEePXKaHNA MHCTPYKLUN:

a) 0630p onepaTuBHbIX 3/IEMEHTOB:

b) Anarpamma xoga uccnefosaHus v 610koB Npubopa,;

C) WHTerpauus n pasmeLleHne TekcTa n UNMICTpaLmii;

d) rpadmyeckoe nsobpaxeHve npefocTepexeHuii;

e) npumepsl;

f) anarpamma atanoB METOAUKM.

5 Tpe6oBaHUS K COAEPXKAHNIO MHCTPYKLMIA MO NPUMEHEHNIO

5.1 O6wure nonoxeHns

VIHCTPYKLMS NO NPUMEHEHMNIO MHCTPYMEHTA /11 AUArHOCTMKM in Vitro JoXHA cofilepxaTb MHdopmaLuio,
ykazaHHyt B 5.1—5.19. [laHHas MHopMaLus LOMKHA ObITh NPefcTaBeHa B y406HOM A/151 NPOUTEHNS BUAE.
LWpudT fOo/MKeH 6bITh NIETKO YMTAEMbIM, TEPMUHbLI MPOCTLIMU U HE 06513aTE/IbHO TEXHNUECKUMU Y HAYUYHBIMU.
Mpu HeO06XOAVMOCTM A0/MKHBI 6bITb UCMOMB30BaHbI CUMBOJTbI U UOCTPALMW. JO/MKHO NPUCYTCTBOBATL yKasa-
HMe Ha HEO6X0AMMOCTb BHUMATE/IbHO NMPOYECTb UHCTPYKLMIO MO NPUMEHEHWIO.

Korpa aTo Luenecoo6pasHo, MOXET 6bITb NpuBeAeHa TabnuLa cogepxaHus 1 ykasaTesb.

WVHCTPYKUUSA AO/MKHA BbITh U3MI0XKEHA Ha A3bIKE CTPaHbI, I4e MHCTPYMEHT NPUMEHSIETCS. TEKCT Ha ApYrnX
A3bIKaX MOXET 6bITb NPELYCMOTPEH AOMNONHUTETLHO, UMES B BUAY NpearnonaraeMbix nosb3osaresneii.

5.2 Mpadnyeckne cumMBObl

NMo6ble rpadnyeckne CUMBObI, CNOIb30BaHHbIE B UHCTPYMEHTE AN ANArHOCTUKM, [ODKHbI OblTb 06b-
SICHEHbI B IHCTPYKLMY MO NPUMEHEHMNI0. Hapsaay ¢ 3TUM MCNob3yHTCA XOPOLLO U3BECTHbIE CUMBO/IbI, KOTOPbIE
Ierko pacnosHalTcs 6e3 4oN0/THUTENbHbIX MOSICHEHWI, HAMPUMEP Te CUMBOJIbI, KOTOPbIE NPYBEAEHbI B CTaH-
papte EH 980.

5.3 UN3rotoBuTtesnb
[omkHbl BbITb NPUBEAEHbLI HAMMEHOBaHME 1 ajpec U3roToBUTeNS.

MpumeyaHne — MN3rotoButenb nNpeactaBnsieT co60il opraHM3auuio, KOTopas OTBETCTBEHHA 3a WHCTPYMEHT
ANS ANarHOCTUKKY 0 vitro.

ms n agpec aBTOpU30BaHHOIO NpeAcTaBuUTeNs Takke [0/KHbI 6bITb TPpUBEAEHbI, e/l 3To TpeboBaHune
npefycMOTPEHO 3aKOHOM.
5.4 NpeHTudukaums

[o/MKHbI 6bITb NPeACcTaB/IeHbl HAUMEHOBAHWE UHCTPYMEHTA A1 AUATHOCTUKM in Vitro YW oTAeNbHbIX
KOMMOHEHTOB UHCTPYMEHTA.

5.5 XpaHeHue n obpaiweHne

LLo/MmKHbI 6bITb NPUBELEHbI OTHOCALMECS KAENY UHCTPYKLUM OTHOCUTENBEHO 0COBbIX YCI0BWiIA XpaHEHUS 1
ob6paLlleHus.

5.6 MpeaynpexaeHna v npefoctepexeHuns

LomkHbl 6bITb NPUBEAEHbI N06bIe NPeayNnpPexXaeHNs N NPefoCcTepPeXeHUs, OTHOCSLLMECS K No6bIM cne-
LMUUYECKNM pUCKaM, CBA3AHHBIM C BHEAPEHUEM, UCNO0Nb30BaHNEM, 06CNYXMBAHWEM, TPAHCNOPTUPOBAHUEM,
XpaHeHneM 1 yjaneHnem NHCTpyMeHTa A/18 AMarHoCTUKM in vitro.

5.7 Mpepgnonaraemoe npegHasHayeHue

Mpepgnonaraemoe npegHasHavyeHne NHCTPYMeEHTa ANA ANarHOCTUKN in vitro n (*)aKT, 4YTO OH npeagHasHa-
4YeH ANna caMoTecTupoBaHuA, A0/1KHbI 6bITb ICHO 3aAB/IEHbI.

2
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5.8 YctaHoBKa

5.8.1 O6wmne NonoxeHns

Korpa aTo cCOOTBETCTBYET YC/IOBUAM MPUMEHEHNS, [O/KHbI 6bITb NPUBEAEHBI UHCTPYKLMMN MO YyCTAHOBKE
WHCTPYMeHTa AN ANarHoCTukm in vitro.

5.8.2 [leiicTBUA npu nocTaBke

Korpa 370 cOOTBETCTBYET YC/I0BUAM NOCTABKM, [0/KHA ObITb NpefocTas/ieHa nHopmaums no cnegyto-
MM acnekTam:

a) pacnakoBka;

b) NMpoBepKa KOMMNIEKTHOCTN NOCTaBKK;

C) npoBepka OTHOCMTEsIbHO NOBPEXAEHWN NPy TPAHCNOPTUPOBKE.

5.8.3 MoparoTtoBka nepejycTtaHoBKOM

Korga aTo cOOTBETCTBYET YCNOBUSIM NPUMEHEHUS, AO/MKHA ObITb NpefocTaBneHa nHpopmayms no cne-
AyloLWwym acnekram;

a) TpeboBaHVe K MeCTy YCTaHOBKM;

b) TexHuuyeckue NpeanocbIIKU.

5.8.4 lMepexof K NCNO/b30BaHNIO

Korpa aTo cooTBETCTBYET YC/I0BUAM NPUMEHEHUS, f0/KHA ObITb NpegocTasneHa nHdopmaunmus no cne-
AyloLWmM acnekram:

a) yCTaHOBKa;

b) BBeAeHue, KpaTkoe onvcaHue;

C) npoBepka NpaBU/IbHOCTW YCTaHOBKM.

5.9 MpuHUUNbl N3MepeHns

[JomxHa 6bITb NpUBeAEHa KpaTkast UHCTPYKLUSE OTHOCUTEIbHO OCHOBHbIX MPUHLUMOB U3MEPEHNS, YTOObI
noMoYb HenpoheccnoHany NOHATbL UCNOJTb3YEMbIl METOL,.

5.10 AHanuTNYecKkne xapakTepucTUKN 1 OrpaHnyeHns MPUMEHEHNS

LoMXHbI 6bITb NPUBEAEHLI aHANTUTUYECKE XapaKTEPUCTUKN U OTPAHNYEHUSI MPUMEHEHMNS MHCTPYMEHTA
n/vnn cncTemsl.

5.11 MNopgroTtoBKa nepej npuMeHeHnem

Korpa aTo coOTBETCTBYET YC/I0BUAM NPUMEHEHMUS, f0/MKHA ObiTb NpegocTaBneHa nHdopmManms no cre-
Ayowmnm acnekram:

a) nobble cneymnanbHble MaTepuassl W/nnm o6opyAoBaHne, Heo6xoAnMblIe 4715 NPaBUIbLHOTO UCNO/b30-
BaHWA MHCTPYMEHTa A1 AUArHoCTUKK in Vitro;

b) peareHT(bl);

€) Tvn nNpo6bl, KOTOpas Ao/MKHA 6bITb MCNONb30BaHa, Nt06ble cneunanbHblie YCoBus cbopa Npobbl .
ec/iM He06X04UMO, YC/I0BUS €€ XPaHeHUs:

d) nposepka 1 HacTpoika MHCTpyMeHTa 415 ero 6e30nacHOro 1 TOYHOro NPUMEHEHUS.

5.12 OnepaunoHHbIe nNpoueaypbl

5.12.1 O6LwWune NoNoXeHUs

JlomxHo 6bITb NpeAcTaBNeHo AeTasibHoe, MOHATHOE HenpodeccuoHasy onucaHve npoueaypsl, nogne-
Xaueil BbINOMHEHWIO («Kak cneayeT BbIMOMHATL TECT C NPUMEHEHUEM [aHHOTO n3genus»). Ecnvm 3To cooT-
BETCTBYET YC/MIOBUAM NPUMEHEHMWS, AO/HKHO OblTb NpeAcTaB/eHO onucaHue npoueaypbl KoHTpons. o
BO3MOXHOCTU, ONepaTusBHas npoueaypa Ao/mkHa O6biTb UAMIOCTPUMPOBaHA fuarpammoii ee NpoBeAeHns.

5.12.2 Onepauuu

[omkHa 6bITb NpeAcTaseHa MHdopmauus, onuckiBarLas onepawlmm, BbiNO/THAEMbIE Ha UHCTPYMEHTEe
ansanarHoctuku/n vifro (Hanpumep, BKIIOUEHWE, NepeBog, B PEXMM OXNAAHUS, BbiK/TIOYEeHWe, BbIBOA N3 onepa-
TUBHOTO pexnma).

5.12.3 lNpoBepka aKcnayatalnoHHbIX XapakTepucTuk

Ecnun aTo cCOOTBETCTBYET YCNIOBUAM NMPUMEHEHNA, Ao/KHA 6bITb NpeacTaBieHa nHhopmaLuus no cneay-
IOWKUM acnekram:

a) aBTOMartuyeckas NpoBepKa CUCTEMbI:

b) KOHTPO/b NoNb3oBaTenem, To eCTb NpoLieaypa, C NOMOLLbI0 KOTOPO NoNb30BaTe /b MOXET OCMbIC-
JIEHHO Y0CTOBEPUTLCA B TOM. YTO UHCTPYMEHT A8 ANArHOCTUKK in vitro 6yfeT dyHKUWOHMPOBaTb B COOT-
BETCTBMM CO CBOMM MpeAHa3HavYeHnem:

c) dhopma npocToii NpoBepku kayecTBa paboThl BCEli CUCTEMBI.
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5.13 PesynbTartaHanusa

JlomkHa 6bITb NpefcTasneHa MHopMaLMsa 0 TOM. Kak MOXeT 6bITb MHTEPNPETUPOBaH pe3ybTaT aHasun-
3a nosib3oBaTesieM UHCTPYMEHTA A1 ANarHoCTUKM in vitro. PesynbTat Ao/MKeH 6bITh BbIPaXeH 1 npefcTasieH
Taknm 06pa3om, 4ToObl ero ErKO0 MOT MOHATL HenpodeccroHan.

[omkHa 6bITb NpegocTaBneHa nHhopmauys 0 BO3MOXHOCTMN JTOXHbIX pe3ynbTaTos.

[0 BO3MOXHOCTN, pe3ynbTaTbl O/MKHbI OblTb BbIpaXeHbI B eANHMLAX, COOTBETCTBYOLWMX MCO 1000.

5.14 WHdopmauusa o6 oTxogax
Ecnun aTo cooTBeTCTBYET YC/I0BUAM NPUMEHEHNS, [O/MKHA 6bITb NpeAcTaBneHa nHopmalms o 6esonac-

Ho yTnnusaumm otxogos, Hanpumep, pacxoaHblX MaTepnanos, NCNOJIb30BaHHbIX peareHToB Uan nx npoayk-
TOB, BK/1l04YaA X CMecb C I'Ip060I7I, WHCTPYMEHTOB WU NX KOMNOHEHTOB.

5.15 O6cnyxuBaHue

Ecnun 3To COOTBETCTBYET YC/I0BUSIM MPUMEHEHNS, A0/HKHA ObITb NPeAcTaB/IeHa HopMmaLms no cneay-
IOLLMM acnekTam:

a) npodimnakTuyeckoe ob6cnyxmBaHue (xapakrep, yactoTa):

b) WHCTPYKLMA MO OYUCTKE;

c) cTepunusauus, obeszapaxuBaHune nae3nHgekuus;

d) nepeuyeHb KOMMNOHEHTOB, BK/lO4YAst HEOOXOAMMbIE paboune maTepuassl, UHCTPYMEHTbI:

e) pacxofHble matepuansbl.

5.16 BbisiBneHue gedekTtos

Ecnu 310 cooTBETCTBYET YC/IOBUAM NPUMEHEHUS, A0/MKHA ObITb NpefcTaBneHa nHopmauumsa no cnegy-
IOLLMM acrnekTam:

a) curHasbl 06 owmnbkax;

b) yCTaHOB/IEHHbIE NPUYMHBI OLLNGOK;

C) KOpPeKuus nycTpaHeHue own6oK nosib3oBaTenem;

d) owwubku, TpebyloLne BbI30Ba CEPBUC-MHXEHEPA;

€) Mepsbl, KOTOpPble A0/XHbI GblTb NPEANPUHATLI B Cly4ae U3MEHEHUSI aHANINTUYECKUX XapakTepucTuk
WHCTPYMeHTa A48 [MarHoCTUKM in vitro.

5.17 TexHunyeckne xapakrepuctuku

Ecnun aTo cOOTBETCTBYET YCNOBUAM MPUMEHEHNSA, AO/KHA ObITb NPeAcTaBeHa nHdopmaums no cneagy-
oMM acnekTam:

a) omsmnyeckas cpega (Hanpumep, BNaXHOCTb, TeMnepatypa);

b) pasmepsbl, Macca;

C) OCHOBHble YCTAHOBKW, CAeNaHHbIe U3rOTOBUTENEM;

d) dm3unyeckue gaHHble (Hanpumep, BOSbTax);

e) nokasartenu noTpebneHus B eguHuuax, coorsetcteywwmx NCO 1000 (Hanpumep, anekTpuyeckas
MOLLHOCTb, BOAQ).

5.18 [MMocnepywouime gencTeus

[oMmKHbI 6bITb NpeacTaB/ieHbl PeKOMeHAALUN OTHOCUTENbHO AeliCTBUIA, KOTOpPble AO/MKHbI ObITh Npes-
MPVHATLI HA OCHOBE Pe3y/bTaToB UCCNIeA0BaHUs, NOMYUYEHHbIX MPU NPUMEHEHNUW U3AENUSI, MPUHUMAs BO BHU-
MaHue BO3MOXHOCTb MOJIYYEHUSI JIOXKHBLIX pPe3ynbTaTtoB. WHgopmaumsi [o/mkHa BKIOYATb  SICHYHO
peKkoMeHAaLI0 No/Ib30BaTe o He NPUHUMATb HAKaKUX pELLEHUI MeAMLIMHCKOTO XapakTepa 6e3 KoHCyibTaluu
CO CBOVM JIeYaLLMM BPaYoM, MMeIoLL MM HEOGX0AMMYHO MOATOTOBKY.

5.19 [aTta usgaHusa unm nepecmoTpa

[omkHa 6bITb yka3aHa gara n3gaHus uav nocnegHero nepecMoTpa MHCTPYKLMMW N0 NPUMEHEHWIO MHCTPY-
MeHTa Ana AMarHoCTUKK in vitro.

6 TpeboBaHUs K AOMNOAHUTENBLHOW MHdopMaLUn

6.1 O6wumre nonoxeHns

Ecnun 3T0 COOTBETCTBYET YCOBUAM NPUMEHEHUS, B UHCTPYKLMM MO MPUMEHEHWIO MHCTPYMEHTA AA Anar-
HOCTUKM in Vitro fo/XHA 6bITh NPeAcTaB/eHa A0N0NHUTEbHAS UH(DOPMaLMsi, NpuBeaeHHas B 6.2—6.6.

6.2 MepeyeHb NPUMEHEHWNI N NPUNOXEHWNIA
[omkHa 6bITb NpeAcTasieHa nHopmauma 0 NPUMEHEHNAX U NPUMOXKEHUSIX.
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6.3 OrpaHuyeHus rapaHTum

JomkHa 6bITb NpuBeAeHa nHopmaLms 06 orpaHNYeHNaX rapaHTUm.

MpunmeyaHune — Npumepom ABNAIOTCA Ntobble 4eNCTBUA NONb30BaTENSA, KOTOPbIe MOTYT HapyLWUTb rapaHTun
npoussoguTensa.

6.4 WHcopmaumsa o 3akasax

JoomkHa 6bITb NpuBeAeHa nHopmaLlms 0 CeayrLWwmnx acnekrax:

a) nepeyeHb 3anacHbIX YacTel U pacxoHbIX MaTepPUasoBs;

b) Heobxogumble agpeca.

6.5 BO3MOXHOCTU paclimpeHus

JonxHa 6bITb NpYBEAeHa HhopmaLua 0 cneayoLLMx acnekrax:

a) onucaHue nHTepdeiica:

b) moaynu.

6.6 CopeiicTBue

[JonxHa 6bITb NpYBeAeHa MHhopmaL s o cneayoLmnx acnekTax:

a) obyueHwue;

b) nepeyeHb cryx6 nopraHusayumii no o6¢nyxmnBaHuio (NoYToBbIE agpeca, TenedoHHble HoMepa, Tese-
(hOHbI aBapUIHOI CNYX6bl U T. M.).
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Mpunoxexune ZA
(cnpaBoyHOe)

CooTBeTCcTBUE NOAPa3feoB HACTOALWEro cTaHAapTa OCHOBHbIM TpeboBaHUAM
EBponeiickoin AnpekTuBsbl

Tab6nunue ZA.1 — CooTBeTCTBUE HacToALWero ctaHfapta Tpe6oBaHuam EBponeiickoit AupekTusbl 98/79/EC

Pasfien! v NOAPasAeNbl HACTOAWLETO CooTBeTCTBYHOLME OCHOBHbIe Tpe6oBaHus EBponelickoii AupekTuebl 98i79;EC

cTaHaapTa

51 B.7: B.8.7

5.2 8.8.2

5.3 B.8.4, nepeuuncnenne a); B.8.7, nepeuncnennve a)

5.4 B.8.4. nepeuncneHue b); B.8.7, nepeuncnenuve a)

5.5 B.8.4. nepeuncnexue h); B.8.7, nepeuuncnerHue a)

5.6 B.8.4. nepeuncneHue)); B.8.7. nepeyuncnerune a); B.8.7. nepeuncnerHune 3)

5.7 B.8.4, nepeuncnerue k). B.8.5. B.8.7. nepeuncneHue a)

5.8 B.8.7,nepeuncneHue n)

5.9 B.8.7. nepeuncnexue h); B.8.7, nepeuncnexue t)

5.10 B.8.7. nepeuncnexue d)

5.11 B.7.1, B.8.7. nepeuncnenue e); B.8.7. nepeuncnenue f); B.8.7. nepeuncnexne 1);
B.8.7. nepeuncneHue n); B.8.7, nepeuncnexne o)

5.12 8.7.2. B.8.4. nepeuuncnenue l). B.8.7. nepeuncneHue a); B.8.7, nepeuuncnenune h)

5.13 B.8.7. nepeuncnexue t)

5.14 B.8.7,nepeuncneHue n)

5.15 B.8.7, nepeuncnexue n); B.8.7. nepeuncnenne p); B.8.7. nepeuncnenune q)

5.17 B.4.2. B.8.7. nepeuncnexue r)

5.18 B.8.7, nepeuncnexue t)

5.19 B.8.7. nepeuncnexue n)

6.6 B.8.7. nepeuncnexue t)
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Mpunoxenune A
(cnpaBouHoe)

CBefleHNsi 0 COOTBETCTBMMN CChIJIOYHbIX MEXAYHAPOAHbIX CTAH4ApPTOB
CCbINTIOYHbIM HaLMOHaNbHbLIM cTaHAapTaM Poccuiickoii Pepepaunn

Tab6bnunua JA.L

O603HaYeHVe CCbINIOYHOTO MEXJYHapo4HO0 O603HayeHVe 1 HauMeHoBaHwe

CTeneHb COOTBETCTBUSA

cTaHgapTa COOTBETCTBYHOLLEr0 HALMOHA/bHOTO cTaHAapTa

MnCO 1000

COOTBETCTBYIOLWMNA HALMOHANBHBIN CTAHAAPT OTCYTCTBYET. [1O €ro YTBEPXAEHUS PEKOMEHAYETCS UCNoNb30BaTh

nepeBoj Ha PYCCKUii A3bIK JAHHOTO MEeX/AyHapoAHOro ctaHgapTa. MepeBoj 4aHHOTO MeXAYHapoAHOro cTaHaapTa Ha-
XoANTCs B ®efepanbHOM MHGOPMALMOHHOM (DOH/AE TEXHUYECKUX PerfaMeHToB U CTaHAapTOB.

[

2]

3 EH 375:2001

4 EH 376:2002

5 EH 591:2001

6 EH 980

7 EH 28601

8 EH 61010-1

9 NCO/M3K Pyko-
BOACTBO 2

Bubnunorpadus

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

MexayHapoAHbIii CnoBapb OCHOBHbIX 1 06X TEPMUHOB B METPOIOTMU. 2-e n3gaHune. XXeHesa,
NCO, 1993 (International Vocabulary of Basic and General Terms in Metrology (VIM). 2nd
edition. Geneva: ISO. 1993)

WNHopmayuna, npegocTtasasemas M3roToBuTeNeM ¢ peareHtaMu Ana AUArHoCTUKM in vitro ans
npodeccnoHanbHoro npumeHeHua (Information supplied by the manufacturer with in vitro
diagnostic reagents for professional use)

NHopmauus, npegoctaBnsieMas U3roTOBUTENEM C peareHTaMu ANs AWarHoCTUKK in vitro ans
camoTecTtupoBaHusa (Information supplied by the manufacturer with in vitro diagnostic reagents
for self-testing)

VHCTPYKUMM NO NPUMEHEHUIO AN WHCTPYMEHTOB ANA AWAarHOCTWKM in vitro gns npodeccuo-
HanbHOro npumeHeHus (Instructions for use for in vitro diagnostic instruments for professional
use)

Fpadhuyeckue CUMBO/bI 4N NPUMEHEHUSA NPU MapKkupoBke MeauuuHCcKnx nsgenuii (Graphical
symbols for use in the labelling of medical devices)

3neMeHTbl AaHHbiX U hopmaTbl o6MeHa — O6MeH MHopMaLumneil; npeacTaBneHne faHHbIX U
BpemeHn (MCO 8601:1988 u TexHnyeckas koppekynsa 1:1991) (Data elements and interchange
formats — Information interchange; represenlation of dates and times (ISO 8601.1988 and
technical corrigendum 1:1991))

Tpe6oBaHna 6€30NaCHOCTU 418 3/1EKTPUYECKOro 060py/0BaHUS AN U3MEPEHNS, KOHTPONSA ©
nabopaTtopHoro npumeHeHunsa. Yacto 1. O6wune tpe6oBaHna (MIK 61010-1:1999—A 1:1992,
moaudnynpoBaHHsblii) (Safety requirements for electrical equipment for measurement, control
and laboratory use; Part 1: General requirements) (IEC 61010-1:1990 + A1:1992. modified))

CTaHfapTusauma u cBsizaHHble € Hell gelictBus — O6WMii cnoBapb (Standardisation and
related activities — General vocabulary)
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KntoyeBble cnoBa: UHCTPYMEHTbI 4181 AUarHoCTHKY in vitro, camoTecTupoBaHue

Pepaktop H.B. TanaHoBa
TexHuyeckuii pegaktop B.H. Mpycakosa
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