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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-03 «O TexHUYeCcKOM perynmupoBaHiun», a npaBuna npMMmeHeHuns HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.
OCHOBHbIE MNONOXEHUAY

CBepgeHUA o cTaHaapTe

1 NMOArOTOBJIEH JTabopaTtopuen npobnem KNMHUKO-NabopaTtopHOU ANarHOCTUKKM Hay4Ho-Uccneno-
BaTeNbCKOro LeHTpa [ocyaapCTBEHHOro obpasoBaTENbHOMO yupeXaeHus Bhiclero npodeCcCnoHanbHOro
obpasoBaHuda « MockoBckad MmegunumnHckaa akagemusi um. .M. CeveHoBa Poc3gpaBa» Ha 0OCHOBe CODCTBEHHO-
ro ayTeHTUYHOro nepesoda Ha PYCCKUNU A3bIK cTaHdapTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHn4yeckum komutetom no ctaHgaptmnsaumm TK 380 «MeguumHckme nsgenns gnsa guar-
HOCTWKW In VItro»

3 YTBEPXXOEH W BBEAEH B JEWCTBUWE MMpukasom PeaeparnbHOro areHTCTBa no TEXHNYECKOMY
perynupoBaHuio U MmeTponiorn oT 12 Hoabdpsa 2010 1. Ne 445-cT

4 HacTtoawmn cTaHgapT ngeHTudeH mexagyHapogHomy ctaHgapTy EH 592:2002 «NHCTpyKUMa no npu-
MEeHEeHUIO MHCTPYMEHTOB AN AnarHocTukn in vitro gna camotectupoBaHua» (EN 592:2002 «Instructions for use
for in vitro diagnostic instruments for self-testing»).

[Tpy NpUMeHeHNN HaCTOoALLEro cTaHaapTa pekoMeHayeTcsl UICNONb30BaTb BMECTO CChINMOYHbBIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HauuoHanbHble cTaHgapTel Poccunckon @egepaln 1 MEXrocy-
OapcTBeHHble CTaHO4apTbl, CBeAEHUA O KOTOPbIX MpuBeaeHbl B AOMONMHUTENbHOM npunoxexHunn A

5 BBEAEH BINEPBbIE

ViHgbopmayust 06 U3MeHeHUsIX K HacmosuwemMy cmaHGapmy nybriukyemcs 8 €Xe200H0 U30asaeMoM
UHpOpMaUUOHHOM yKalzamerse «HauuoHanbHblie cmaHoapmabi», a mexkcm U3MeHeHUU U MorpasoK — 8 eXXeMe-
CSYHO U30asaeMbiX UHGhOPpMaUUOHHbIX yKalamernsx « HauuoHanbHbie cmaHoapmeiy. B cnyyae nepecmompa
(3aMeHbl) Unu OmMeHbi Hacmosauw,e20 cmaHOapma coomeemcemesyroujee yeeoomreHue byoem onybnukosaHo
8 eXXKEMECSYHO U3dasaeMOoM UHpOpMalUOHHOM yKa3amerne «HayuoHalnbHbie cmaHOapmabily». Coomeemecmay-
rowasi UHgopmMmayus, yeeooMIIeHUe U meKkcmsl pa3Melliaromcsi makxe 8 UHpopMallUuoHHOoU cucmeme obujez2o
ronb308aHUs — Ha ouluanbHOM catime ®edepalibHO20 az2zeHmemea o MmexHU4YeCcKoMy pe2yrupo8aHUuro U
MempoJsiozauu e cemu MIHmepHem

© CtaHpapTtuHdopm, 2011

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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BBenoeHue

TpaguunoHHbIE NCccneagoBaHUs BUOXKNOKOCTEN, SKCKPETOB U TKAHEW nauMeHTa BbINOMHAKT 0ObIMHO B
KOHTPONMUPYEMBIX U PErynupyemMbliX YCNOBUSX NPU3HAHHON MeauLnMHCKoW nabopaTtopun. BBeaeHUe cMctemsil
MEeHeMKMEHTa KavyecTBa N akkpeamTaL M B 3TUX NabopaTopusix NOBbICUITN 3aUHTEPECOBAHHOCTb B UX UCTMOMb-
30BaHMNN.

Ycnexu B pazBUTUMA TEXHOSOTMIA NPUBENU K CO3aHNI0 KOMMNAKTHLIX, NPOCTbIX B MPUMEHEHUN MeaULNH-
CKUX U3aennui ans anardoCTukn in vitro, KoTopble AenaroT BO3MOXHbIM BbINOMTHEHWE HEKOTOPbLIX UCCNeaoBaHNN
HenocpeACcTBEHHO BO3e MecTa pasMelleHunst naymeHTa nnm nobnmsoctm ot Hero. ccneaoBaHnst No MecTy
nevyeHmnsa/nobnmM3ocTy OT NauueHTa MoryT NPUHECTU NONb3Y KaK NauneHTam, Tak 1 ydpeXgeHnsam 3gpaBooxpa-
HEeHWS.

PUck ans nauneHTa v ang ydpexaeHust 34paBooXpaHeHns MOXET ObITb NOCTaBMNEH NOoA KOHTPOMb C
MOMOLLbIO TWAaTENBHO pa3paboTaHHON, MONHOCTLIO BHEAPEHHOW CUCTEMbI MEHEXKMEHTA KauecTBa, KoTopast
obneryvaer:

- OLEHKY HOBbIX UM anbTePHATUBHBLIX MHCTPYMEHTOB N CUCTEM AN1s1 UCCNeaOBaHUK NO MECTY NeYeHUS;

- OLEHKY 1 anpobauuto npeanoXXeHU U NPOTOKONOB AN KOHEYHbIX NoNb30oBaTENeN;

- MOCTaBKy U yCTaHOBKY 000Opya0BaHUA;

- COXpaHeHWe NocTaBnsieMbIX pacXo4HbIX MaTepunanos 1 peareHToB;

- oby4eHune, cepTUdMKaLNIO N MOBTOPHYHO cepTudmKaLnio onepaTopoB CUCTEM AN UccnegoBaHWUn no
MECTY NevYeHUs;

- KOHTPOnNb 1 obecrneyeHme Ka4ecTra.

OpraHbl, KOTOpPbIE YNONTHOMOYEHbI OLEHMBATL KOMMNETEHTHOCTb YYPEXKAEHMA ANSA BEINOMHEHUSA UCCNeao-
BaHWW NO MECTY IEYEHUS, MOTYT UCMOMNb30BaTb HACTOALLMA CTaHAapPT B KAYEeCTBE OCHOBLI 41151 CBOEW AeATENb-
HOCTW. YupexaeHue 34paBooXpaHeHns Npm akkpeantTauMm BCcen CBoen AeATENbHOCTU UMK ee YacTu OOIMKHO
n3dunpaTtb TOT OpraH akkpeauTauun, KOTOpPbIA NPUHUMAET BO BHUMaHWE TpeboBaHUS K BbINMONHEHMIO UCCNeno-
BaHUW NO MECTY NeYeHNs.

IV
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

MHCTPYKLUUA MO NMPUMEHEHUKO UHCTPYMEHTOB
anAaA OUATrHOCTUKU IN VITRO ONA CAMOTECTUPOBAHUA

Instructions for use for in vitro diagnostic instruments for self-testing

NaTta BBeaeHna — 2012—03—01

1 Obnactb NpMeHeHUA

HacTosawmn ctaHgapT ycTaHaBnMBaeT TpeboBaHUA K cogepXXaHMio MHCTPYKL WU N0 NPUMEHEHUIO UHCTPY-
MEHTOB [ONA AWarHoCTUKUM [n  Vvitro, BKMwodad npubopbl 1 obopyaoBaHWe AONA CaMOTeCTUPOBAHUSA
(Qanee — WUHCTPYMEHTLI ANs1 ANarHOCTUKN in Vitro).

[MTpnmevaHune 1 — VHCTPYKUMSA NO NPUMEHEHUID UMEET CYLLECTBEHHOE 3HadeHue aAns 6e30nacHoro n npa-
BUNbHOIO NCNONb30BAHUA UHCTPYMEHTA AN ANAarHOCTUKM in vitro HENOArOTOBNEHHbBIM HYENOBEKOM.

[TpnmedaHwue 2— Hacrosawmn ctaHgapT NPUMEHUM TAKXe B OTHOWEHUN NPUHAATTEXHOCTEN K UHCTPYMEHTAaM
OnA ANarHOCTUKM in vitro.

HacTtoawuni ctaHaapT He NPUMEHUM K MHCTPYKLUAM AN9 PEMOHTA B NOMEBLIX YCIOBUSAX.

2 HopMaTuBHbIE CCbINKN

B HacTosLeM cTaHaapTe UCMofb3oBaHa HOPMaTUBHAA CChlfIka Ha crneayoLwWwnia cTaHaapT:
MCO 1000* EanHnubl CU v pekomeHaaumm rno NPUMEHEHMIo NX KpaTHBIX N HEKOTOPBIX APYrnX e AnHUL,

3 TepMUHbI N onpeaeneHns

B HacToAwWweM cTaHgapTe NnpuMeHeHbl crneayowme TepMnUHbl C COOTBETCTBYIOLWUMM onpeaeneHUsIMu:

3.1 MHCTPYMEeHT A4NnA guarHocTuku in vitro (in vitro diagnostic instrument, IVD instrument): Meauuus-
CKOe usaenue ans AMarHoCTUKK in vitro, KOTopoe npeacTtaBnaeT cobomn UHCTPYMEHT, Npudop nnn ocdbopyao-
BaHUeE.

[MTpumevaHune 1— INnaonpeaeneHns megnuMHCKOro n3genus ans guarHoCcTukK in vitro [1].

[TpynmedaHune 2— B HEKOTOPLIX Criyvasix oT4enbHble U3genus ansa QuarHoCTuKY in vitro, npegHasHavYeHHbIe
015 KNMMHUYECKOW MEANLIMHBI, MOTYT TakXe BbITb UCMONb30BaHbI AN LENEN BETEPUHAPUN.

[EH 591:2001]

3.2 UHCTPYKLUA NO NpuMeHeHUK (instructions for use): MHpopmauusa, npegoctasnaemMas UsroToBuUTe-
NIEM C MHCTPYMEHTOM ANSA ANarHOCTUKA [n vitro, KacarLlasiCa Haanexawero UCnonb3oBaHmns 1 6e30nacHoro
NPaBUNbLHOIO NPUMEHEHUS, ODCNYXXUBAHUA U YCTPaHEHUSA HEMONAA0K B MHCTPYMEHTE ANs AUarHoCTUKN in Vitro.

[EH 591:2001]

3.3 HenpodeccuoHan (lay person): Uuguesmayym, He UMeOLLIUA MeanLIMHCKOro 0bpasoBaHus.

[EH 376:2002]

* 3ameHeH Ha MCO 80000-1:20009.

U3paHune odbmumanbHoe



OCT P EH 592—2010

3.4 camoTecTupoBaHue (self-testing): NpumeHeHne nsgenna s goMalLHUX U B aHaNOTMYHbIX YCITOBN-
AX HenpodpeccruoHanom, KOTOPbIN ByaeT CBA3LIBATL pe3ynbTaT CO CBOUM CaMOUYyBCTBUEM.

[EH 376:2002]

3.5 obpasel (specimen): bruonorndvecknn matepuan, KOTopbl NONy4YeH, 4ToObI OOHAPYXXNTb UM U3Me-

PATb OAHY UJTN HECKOJIbKO BEJTAHAH.
[EH 375:2001]

4 ®dopma v npeacTtaBneHUe MHCTPYKUMN NO NPUMEHEHNIO

dopma N3NoXKeHNa AoMmKHa BbITb XOpOoLLo NOHATHA. JomKHbI BbITb YYTEHBI Crieayowmne acnekTsl npea-
CTaBMeHUA coaepKaHnUsa MHCTPYKLMA:
a) ob630p onepaTuUBHbLIX 3NTEMEHTOB;
b) Anarpamma xoga uccnengoBaHUs M 6NMoKoB Nprdopa;
C) WHTerpauus u pasmelleHmne TekcTa n UNncTpaLun;
d) rpadudeckoe nobpaxeHue npeagocTepeXeHun;
e) NPUMEpPHI;
f) Anarpamma atanoB MeTOAUKA.

5 TpeboBaHUA K coaepXKaHUIO MHCTPYKUMW MO NPUMEHEHUID

5.1 O6uwue nonoxeHus

NHCTPYKUWS MO NPUMEHEHUIO MHCTPYMEHTA ANSl AMarHOCTUKW in vitro AoIMKHAa coaepXaTb MHopMaL uto,
yKasaHHyto B 5.1—5.19. [laHHasa nHgopmauna gormkHa bbiTb npeactaBrieHa B yaoOHOM A5s NpodTeHUs BUAE.
LpnudpT AomkeH ObITb NErko YNTaeMmbiM, TEPMUHBLI NPOCTBIMU U HE 0DA3aTENTbHO TEXHUYECKUMMN U HAYHHBIMM.
[Tpn HEOHBXOANMOCT N AOITKHBI BbITb UCMONb30BaHbI CAMBOSLI M UNHOCTPaL WA, JLOMMKHO NPUCYTCTBOBATL YKa3a-
HUEe Ha HeOBXOAUMOCTb BHAMATENbHO NPOYECTb UHCTPYKLUIO NO MPUMEHEHUIO.

Korga ato uenecoobpasHo, MoXeT ObITb NpuBegeHa Tabnuua cogepXaHust u ykasaTerb.

NHCTPYKUMA AOITKHA BbITh U310XKEeHa Ha A3bIKe CTPaHbl, rAe UHCTPYMEHT NpUMeHSAeTCs. TeKCT Ha Apyrux
A3blKaxX MOXeT ObITb NPeaycMoTPpeH ACNONTHUTENBHO, UMES! B BUAY npeanofiaraeMelx Nofib3oBaTenen.

5.2 'pachuvyeckue CUMBONDI

NMiobble rpadnveckne CUMBOMBI, MCMOMNb30BAHHLIE B UHCTPYMEHTE ANS ANAarHOCTUKN, AOTTKHBI ObITh 0Ob-
SACHEeHbI B UHCTPYKLIUX NO NPUMEHEHWIO. Hapsiay ¢ 3TUM UCNONMb3YIIOTCH XOPOLLO N3BECTHLIE CUMBOIbI, KOTOPLIE
nerko pacnoaHatotcst 6e3 4oNONMHUTENbHBLIX MOACHEHWUA, HANPUMep Te CUMBOIbI, KOTOPbIE NPUBEAEHbI B CTaH-
napte EH 980.

5.3 NarotoBuUTtenb
[lomkHbI BbITb NPUBEAEeHbI HAMMEHOBaHWE N aapec N3roTOBUTENA.

[TpunmeyaHwune—NMaroToButens npeacrasnsier cobon opraHmsaumio, KoTopas OTBETCTBEHHA 38 UHCTPYMEHT
Ansa anarHOCTUKK In vitro.

Msa n aapec aBTOPU3OBaHHOMO NPeACcTaBUTENA TakKe A0MKHbI ObiTb NpUBEAEHbBI, eClN 3T0 TpeboBaHue
npeaycMoTPEeHO 3aKOHOM.

5.4 UWpeHTndbkKkauus

[omkHbl ObITE NpeacTaBNeHbl HAMMEHOBaHNE MHCTPYMeHTa AN AMarHoCTUKN in vitro n/vunu otaenbHbIX
KOMIMOHEHTOB NMHCTPYMEHTA.

5.5 XpaHeHue n obpalleHue

L ormKHbI ObITb NpMBeAeHbl OTHOCALLMECSH K AeNY NHCTPYKLMA OTHOCUTETbHO 0CODLIX YCITOBUN XPaHEHUS W
obpalleHus.

5.6 lNpeaynpexapeHua n npenocrepexeHUA

LdomkHbl ObITh NpUBeAeHbl N0ObIE NpeaynpeXaeHUsa 1 NpeaocTepeXeHnsl, OTHOCSALWMECS K NobbIM cne-
LUpNYECKUM pUcCKam, CBA3aHHbIM C BHEAPEHNEM, UCNONb30OBaHUEM, 0BCNYXXUBAHMEM, TPAHCMOPTUPOBAHUEM,
XpaHeHNeM U yaaneHnem UHCTPpYMeEHTa ANsa ANarHOCTUKK in Vitro.

5.7 lNpegnonaraemMmoe npegHazHavyeHUue

[Mpeanonaraemoe npegHasHavYeHue MHCTPYMEHTa ANla AUarHoCTUKK in vitro n pakT, YTo OH npeaHasHa-
YyeH A9 caMoTecTUPOBAHUSA, ACIMKHbI ObITb ICHO 3aABMNEHbI.

2
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5.8 YcTaHOBKa

5.8.1 O0OLwWuMe nonoxeHus

Korga aTo COOTBETCTBYET YCNOBUAM NPUMEHEHUS, A0MKHbI ObITb NPUBEAEHbI UHCTPYKLMU MO YCTaHOBKE
MHCTPYMeHTa ANga AnarHoCcTUKN in vitro.

5.8.2 [lenctBuAa npu nocrtaBkKe

Korga aTo COOTBETCTBYET YCIMOBUAM NOCTaBKM, A0MKHa ObITh NpeaocTaBneHa nHopmMaLuns no cneayto-
LLIMM acneKkTaMm:

a) pacnakoBkKa;

b) nNpoBepKa KOMNNEKTHOCTU NOCTaBKMU;

C) NpoBepKa OTHOCUTENbLHO NOBPEeXAEeHUN NpU TpaHCMOPTUPOBKE.

5.8.3 lNogroToBKa nepen ycTaHOBKOU

Korga aTo COOTBETCTBYET YCIOBUAM NMPUMEHeHUA, AoKHa ObITb NpegocTaBneHa MHQopMaLus no crne-
OYIOWMM acreKkTam:

a) TpeboBaHWe K MeCTY YCTaHOBKMU;

b) TexHu4ecKkne NpeanochIfKA.

5.8.4 lepexon K UCNONb30BaHUIO

Korga aTo COOTBETCTBYET YCIOBUAM NMPUMEHeHUA, AoKHa ObITb NpegocTaBneHa MHQopMaLus no crne-
OYIOWMM acreKkTam:

a) yCTaHOBKa;

L) BBeOdeHue, KpaTkoe onucaHue;

C) NpoBepKa npaBUIbHOCTU YCTAaHOBKM.

5.9 MNMpuHUuUNbI U3MepeHUn

[omkHa 6bITb NpUBeAeHa KpaTkasa UHCTPYKLUNSA OTHOCUTESTbHO OCHOBHBIX MPUHLMNOB N3MepeHUst, YTob bl
nomMoYb HenpodeccrnoHany NoHATb UCMOSb3yeMbI MeToA,.

5.10 AHanuTU4YecKue XxapakTepUCTUKU U OFrPpaHUYeHUSA NPUMEHEeHUNA

LomkHbl BbITb NPUBEAEHbI aHANMUTUYECKNE XapaKTEPUCTUKN U OrPpaHUYEHNsI MPUMEHEHUSI UHCTPYMEHTA
M/ NN CUCTeMbl.

5.11 lNoaroToBKa nepen NpUMeHeHUeM

Korga 810 COOTBETCTBYET YCNOBUAM NMpUMEHeHus, AomMkHa ObiTb NpeaocTaBneHa nHgopmaumsa rno cne-
OYOLWMM acnekTam:

a) ntobble cneunanbHble MaTepuansl U/nnnobopyaoBaHue, HeobxoanMbIe ANs NPaBUIbHOMO NCMOTb30-
BaHUA MHCTPYMeHTa A4nd AnarHoCTUKNU in Vitro;

b) peareHT(bl);
c) Tun nNpodbl, KoTOpas AOMMKHA BbITb UCNOMNb3oBaHa, Nbble cneunansbHble yernomsa cbopa npobol u,
ecnm Heobxoanumo, YCIOoBUSA ee XPaHeHUS;

d) npoBepka nHacTponKa MHCTpYMeHTa Ans ero 6e3o0nacHoro M TO4HOro NPUMEHEHUS.
5.12 OnepauuoHHbIe NpouUeaypsLl

5.12.1 OOLwWue nonoxeHus

LdomkHo ObITb NpeAcTaBNeHo aeTanbHOe, NOHATHOE HenpodyecCcnMoHany onucaHue npoueaypsbl, noane-
XalleW BbINOMHEeHUo («Kak cneayeT BbINOMHATbL TeCT ¢ NpUMeHeHnemM gaHHoro usgenusa»). Ecnu aTto cooT-
BETCTBYET YCMOBUAM MPUMEHEHUNA, OOMMKHO ObITb NpeacTaBneHOo onucaHume npoueaypbl KoHTpons. [lo
BO3MOXXHOCTW, onepaTUBHAas npoLeaypa aAcmkHa ObiTb UNMIOCTPUPOBaHa AnarpaMmmMmon ee NnpoBeAeHUS.

5.12.2 Onepauyuun

[domkHa bbITb NpeacTaBneHa nHgopmMaLuus, onuceiBatoLLas onepawunn, BeINOMHSAEMbIE HA MHCTPYMEHTE
ONs AMarHoCTUKK in vitro (HanpumMep, BKMIOYeHMe, NepeBo/d B PeXUM OXXngaHus, BeIKIoUYeHWe, BbIBOA U3 onepa-
TUBHOTO peXXunma).

5.12.3 lNlpoBepkKaakcnnyaTayUuOHHbLIX XapaKTepUCTUK

Ecnn 310 COOTBETCTBYET YCNOBUAM NPUMEHEHUA, A0MKHA ObITh NpeacTaBneHa nHpopMauna nNo cnegy-
IOLLIMM acrneKTam:

a) aBToOMaTu4veckasi NnpoBepKa CUCTEMBI;

L) KOHTPONb Nonb3oBaTeNneM, To ecThb npoueaypa, ¢ NOMOL b KOTOPOU NONb30BaTEeNb MOXET OCMbIC-
NEHHO YOOCTOBEPUTHLCS B TOM, UTO UHCTPYMEHT AN ANarHOCTUKK in vitro byaeT PyHKUMOHNPOBATb B COOT-
BETCTBUWN CO CBOUM NMpeaHasHavYeHUneMm;

c) popma NPOCTON NPOBEPKN KavecTBa paboThl BCEU CUCTEMBI.
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5.13 Pe3ynbTaTt aHanusa

[domkHa ObITb NpeacTaBneHa MHPOPMaL U O TOM, KaK MOXET ObITb UHTEPNPETUPOBaH pe3ynbTaT aHallK-
3anofb3oBaTeNieM UHCTPYMEHTAa ANA ANarHoCTUKK in vitro. Pe3ynbTaT Ao/MmKeH ObITh BbipaXkeH U npeacTaBnieH
Takum obpasom, YHTOObI ero ferko Mor nNoHsTbL HenpodeccuoHan.

[donxHa bbITb NpeagocTaBneHa nHopmaums 0 BO3SMOXHOCTU NMTOXKHBIX Pe3ynbTaToB.

[10 BO3SMOXHOCTW, pe3ynbTaThl AOMMKHBI ObITh BblpaXeHbl B eAnHuULax, cootTseTcTByoWwmnx MCO 1000.

5.14 UHdopmauusa ob otTxoaax

Ecnn3ato cooTBETCTBYET YCMOBUAM NPUMEHeHNs1, AoMKHa ObITb NpeacTaBneHa nHdopmaumsa o besonac-
HOW yTUNM3aL N OTXOA0B, HAaNPUMep, pacXodHbIX MaTepmnanos, UCNOSTb30BaHHbIX peareHToB U UX NPoayK-
TOB, BKJ1H04YasA UX CMecb ¢ Npobon, UHCTPYMEHTOB UITU UX KOMIMOHEHTOB.

5.15 ObcnyxuBaHue

ECnn 3170 COOTBETCTBYET YCNOBUAM NPUMEHEHUA, A0MKHA ObITh NpeacTaBneHa nHgopmaums no cnegy-
IOLLIMM acneKkTaMm:

a) npodounakTuyeckoe obcnyXXmuBaHue (Xxapakrtep, YactoTa);

L) MHCTPYKUMSA NO OHUCTKE;

C) cTepunusauus, obeszapaxumBaHune 1 aesnHgpeKUus;

d) nepeveHb KOMMOHEHTOB, BKNOYast Heobxoamnmele paboune maTtepuansl, UHCTPYMEHTHI;

e) pacxodHble MaTepuansl.

5.16 BbiaBneHue gedekroB

Ecnun 3TO COOTBETCTBYET YCIMOBUAM NPUMEHEHUS, A0IMKHA BbITh NpeacTaBneHa nHgopmaumst no cnegy-
IOLLIMM acneKkTam:

a) curHanel 06 owmnbKax;

b) ycTaHOBMNEeHHbIe NPUYUHBI OLLNOOK;

C) KOppeKUWUs nycTpaHeHne onboK Norb3oBaTenem;

d) ownbkn, TpebyroLlmne BbI30OBa CEpPBUC-UHXKEHEPA;

€) Mepbl, KOTOpPbIE OCIMKHbLI ObITh NPEANPUHATEI B Cliydae M3MEHEHNST aHaNUTUYECKNX XapaKTepUCTUK
MHCTPYMeHTa ANnga AnarHoCcTuKkn in vitro.

5.17 TexHN4YecKUe XapaKTepUCTUKU

Ecnn 3170 COOTBETCTBYET YCNOBUAM NPUMEHEHUA, A0MKHA ObITh NpeacTaBneHa nHopmaumsa no cnegy-
FOLM acnekTaMm:

a) punsndeckas cpeda (Hanpumep, BNaXXHOCTb, TeMnepaTypa);

b) pasmepbl, Macca;

C) OCHOBHbIE YCTAaHOBKU, cAeNaHHble N3roTOBUTENEeM;

d) pumnsndyeckne gaHHble (HanpumMep, BONbTax);

e) nokasartenu notpedbnerHns B eguHuax, cooteeTcTByroWwmx MCO 1000 (Hanpumep, anekTpuyeckas
MOLLHOCTb, BOAA).

5.18 lNocnepywuwne gencTBuA

[omxHbl BbITE NpeacTaBNeHbl pekoMeHaaLmMm OTHOCUTENbHO AEUCTBUIN, KOTOPbIE A0ITKHBI ObITh Npe-
MPUHATLI Ha OCHOBE pe3yNbTaToOB NCCNeA0BaHUA, NONYYEHHbIX NPU NPUMEHEeHNN n3genus, NpUHNMas BO BHN-
MaHMe BO3MOXHOCTb MONyYeHUa TJIOXHbIX pe3ynbTtaToB. WMHdopmauus AofKHa BKOYaTb  ACHYHO
pekoMeHaaL Mo NoNb3oBaTEeNo HE MPUHUMATb HAKAKUX peLleHUn MeAULUHCKOro Xxapakrepa 6e3 KoHcynbTaLum
CO CBOMM fevallm BpayvoM, UMeroLLMM HEOBXOANMYHO NOArOTOBKY.

5.19 [NataunspgaHuda unu nepecmMmoTpa

[domkHa ObITb YKasaHa gaTta nsgaHus Unv nocneaHero nepecMoTpa MHCTRYKLUNW NO MPUMEHEHUIO UHCTPY-
MeHTa ANA AMarHoCTuKA In vitro.

6 TpeboBaHMA K AONONHUTENBHOU UHOPMaUNN

6.1 O6wme nonoxeHUnA

ECnnaTo coOTBETCTBYET YCNOBUAM NPUMEHEHUSA, B UHCTPYKLIUKX NO NPUMEHEHUI0 MHCTPYMeHTa Ans auar-
HOCTWKW in vitro AormkKHa bbIThb NpeacTaBneHa AononHUTenbHasa nHpopMaunsa, npuseaeHHas B 6.2——6.6.

6.2 lNepevyeHb NPUMEHEHNUN U NPUNOXEHUIN
domkHa bbITb NpeacTaBneHa nHopmMaumns 0 NPUMEHEHUAX N NPUNOXKEHUSIX.
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6.3 OrpaHnyeHuUA rapaHTUn
[omxkHa ObITb NpuBegeHa nHgopmaLnsa 0d orpaHUYEeHUsAX rapaHTUN.

[TpnmeyaHune—Illpumepom ABNAOTCS NMtodble AENCTBUSA NONb3OBATENS, KOTOPbIE MOTYT HAPYLWIUTb FAPaHTUN
NPoOV3BOANTENS.

6.4 UHcdpopmauuma o 3akazax
LdormkHa ObITb NpuBeaeHa MHgopmMaLna o cneayrowmnx acnekrax:

a) nepeyveHb 3anacHbIX YacTen N pacxogHbIX MaTepruanos;
b) Heobxogumble agpeca.

6.5 Bo3MOXHOCTU pacluupeHUun

LdomkHa bbITb NpuBeaeHa nHgopmMaLnsa o cneayrowmnx acnekrax:
a) onucaHue UHTepdenca;
b) moaynu.

6.6 CoaoeucrtBue

dormkHa O6bITb NpuBeaeHa nHgopmMaLna o cneayrowmnx acnekrax:
a) obyueHune;
b) nepedeHb cnyxb 1 opraHnsaLnin rno obenyXxmBaHUo (MOYTOBLIE agpeca, Tene@oHHbIe HOMepa, Tene-

(pOHbI aBaAPUNHOW CNYXObI U T. M.).
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[MpunoxeHnvne ZA
(cnpaBo4HoOe€)

CooTBeTCcTBUE Noapa3fenoB HACTOALLEro cTaHaapTa OCHOBHLIM TpeboBaHMAM

EBponenckon IMpeKTUBLI

Tabnwuya ZA.1 — CooTBEeTCTBME HACTOALWEro ctanHgapra tpebosanmnsam Eesponenckon Oupektmebl 98/79/EC

Pasgenbl u noapasaensl HACTOSALLEro

CooTBETCTBYIOLME OCHOBHbIE TpeboBaHuA EBponenckon dupektusebl 98/79/EC

cTaHgapTa

5.1 B.7; B.8.7

5.2 B.8.2

5.3 B.8.4, nepevncnenne a); B.8.7, nepeuncnenne a)

5.4 B.8.4, nepeuncnenne b); B.8.7, nepeuncnenne a)

5.5 B.8.4, nepeuncnenne h); B.8.7, nepeuncnenne a)

5.0 B.8.4, nepeuncnenne j);, B.8.7, nepeuncnenne a);, B.8.7, nepeuncneHmne s)

5.7 B.8.4, nepeuncnenne k); B.8.5, B.8.7, nepeuncnenne a)

5.8 B.8.7, nepeuncnenne n)

5.9 B.8.7, nepeuncnenne h); B.8.7, nepeuncnenune t)

5.10 B.8.7, nepeuncnenune d)

5.11 B.7.1, B.8.7, nepeuncnerue e); B.8.7, nepeuncnenue f);, B.8.7, nepeuncrneHmne m);
B.8.7, nepeuncnenune n); B.8.7, nepeuncnenme o)

5.12 B.7.2, B.8.4, nepeuncnenune i); B.8.7, nepeuncnenune q); B.8.7, nepeuncnerHue h)

5.13 B.8.7, nepevncnenune t)

5.14 B.8.7, nepeuncnenne n)

5.15 B.8.7, nepeuncnenune n); B.8.7, nepeuncnenune p);, B.8.7, nepeuncneHne q)

5.17 B.4.2, B.8.7, nepeuncrnexue r)

5.18 B.8.7, nepevncnenune t)

5.19 B.8.7, nepeuncnenne u)

6.6 B.8.7, nepevncnenune t)
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Mpunoxenve OA
(cnpaBo4HOe€)

CBeaAeHUA 0 COOTBETCTBUU CCbINTOYHbIX MeXAYHapoAHbIX CTaHA4apPTOB
CCbINMOYHbIM HaluUuoHanbHbIM cTaHaapTaMm Poccunckoum ®@epgepaunum

Tadbnwuwua HA.1

OBo3HavYeHne CChINOYHOro MeXxXayHapoaHoro OBbo3HavYeHne n HaMMeHoOBaHMe
CTeneHb COOTBETCTBUA
cTaHgaprta COOTBETCTBYIOLLEro HaLlMOHANbHOrO cTaHaapTa
NCO 1000 — *

* COOTBETCTBYHOWMN HALUMOHAaNBHbBIN CTaHAAPT OTCYTCTBYET. 11O ero yrBepxaeHuns pekomeHayeTcs UCnonb3oBaTh
NnepeBod Ha PYCCKMM S13blK 4aHHOIo MexayHapoaHoro ctaHgapra. [lepesog gaHHOro mMexxgyHapogHoro crtaHgapra Ha-
xoantcs B PegeparnbHOM MHPOPMALUNOHHOM POHAOE TEXHUYECKUX PEernamMeHToB N CTAHOAPTOB.
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