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Mpeancnosne

Llenu n npuHumnel ctangapTtnsaumm B Poccunckon ®eagepaumm yctaHoBrneHbl degepanbHbiM 3aKkOHOM OT 27
nekabpst 2002 r. N 184-93 "O TexHU4eckoM perynmpoBanun”, a npaeuia NpMMEHEHNsS HauWoHarnbHbIX CTaHA4APTOB
Poccuinckon depepaumm - TOCT P 1.0-2004 "Crangaptmsaumss B Poccuinckon ®Pegepaumn. OCHOBHble
nonoxeHuns".

CeegeHunst o ctaHgapTe

1. TNopgroToBneH JlaGopatopuen npobnem KnuHuMko-nabopatopHon pguarHocTukn HWW  obliectBeHHOro
300pPOBbS WU YMNpaBreHns 3gpaBooxpaHeHueM [ocyaapCTBEHHOro GroKeTHOro obpas3oBaTenbHOIO yYpexaeHus
BbICLLEro npodeccrmoHanbHoro obpasosaHus "lMNepBbii MOCKOBCKUIA rocyAapCTBEHHbIA MEANLMHCKUINA YHUBEPCUTET
um. U.M.CeuveHoBa" MwuH3gpaBa P® Ha ocHoBe COGCTBEHHOrO ayTEHTMYHOrO MNepeBoda Ha PYCCKUA A3blK
MeXAYyHapOoA4HOro cTaHaapTa, Yka3aHHOro B NMyHKTE 4.

2. BHeceH TexHumyeckum kommuteTtoM no crangaptm3aumm TK 380 "KnuHudeckne nabopartopHble
nccneaoBaHus U MeguUMHCKUE n3genus Ans AMarHocTuku in vitro"”.

3. YTBepxaeH u BBeaeH B aevictene Mpukazom PenepanbHOro areHTCTBa No TEXHUYECKOMY PeryniMpoBaHmto
n metpornorum oT 28 aerycta 2013 r. N 621-cT.

4. Hactoawwmi cTangapT uwOeHTMdeH MexgyHapogHomy craHgapty WUCO  15194:2009 "Usgenwua
MeOWLUMHCKME Ans OUarHoCTUKM in vitro. M3amepeHue BennuMH B nNpoGax OGMONOormyeckoro mnpoUCXOXAeHWs.
TpeboBaHMA Kk aTTeCTOBaHHbLIM CTaHOAPTHbIM Obpasuam 1 cogepXaHuio conpoBoguTenbHon gokymeHTaumm" (ISO
15194:2009 "In vitro diagnostic medical devices - Measurement of quantities in samples of biological origin -
Requirements for certified reference materials and content of supporting documentation™).

Mpn npuMeHeHUM HacTosILEero cTaHdapTa pPEeKoMeHOYeTCs  UCMOoNb3oBaTb BMECTO  CCbINTOYHbIX
MeXOYHapOoAHbIX CTaHOApPTOB COOTBETCTBYHOLME WM HaumMoHanbHble cTaHaapThl Poccuiickon dPepepaumm,
CBEAEHNS O KOTOPLIX NPUBEAEHDLI B AOMNOMHUTENBHOM NpunoxeHun OA.

5. BaameH FTOCT P NCO 15194-2007.

VHdopmaumss 006 U3MEHEeHMsX K HacTosileMy cTaHgapTy nybnukyetcsas B €XerogHo u3gaBaeMoM
WHopmaUnoHHOM ykasaTene "HauuoHanbHble cTaHOapTbl", @ TEKCT U3MEHEHU W NOMpPaBOK - B eXeMeCAYHO
n3gaBaemMbiX MHOPMALMOHHBIX ykasdaTensax "HauumoHanbHble cTangapTbl”. B cnyvae nepecmotpa (3ameHbl) unm
OTMEHbl HaCTOSILLEro CTaHgapTa COOTBETCTBYKOLLEE yBeAOMIeHMe OygeT onyGrvMKoBaHO B €XEMECSYHO
n3gaBaemMoM WHGOPMALMOHHOM yKasaterne "HauuoHanbHble cTaHgapTbl". CooTBeTCTBylOLAs WMHGOPMaLMS,



yBEOOMIIEHME W TEKCTbl pasMeLlalnTcss Takke B WHMOPMALMOHHOW cUCTeMe OOLlero nonb3oBaHUsA - Ha
odumumanbHoM canTte defepanbHOro areHTCTBa MO TEXHUYECKOMY peryriupoBaHuUI0 M METPoSiorMm B CETU
WHTepHerT.

BeBeneHue

Cuctema pedepeHTHbIX M3MeEpeHUn Heobxoauma AN MNONydeHWs Takux pesynbTaToB W3MepeHun Ans
Hay4HbIX, TEXHOMOIMYECKUX W MNPaKTUYECKUX Leren, KoTopble AOCTOBEPHbl, CPaBHUMbI W METPONOrNYecku
NPOCMNeXMBalTCA A0 3TanoHOB W/MNU pedepeHTHbIX MEeTOAMK U3MEPEHMS HauBbICLLEro MeTPONOornyecKoro
YPOBHS.

CraHgapTHbiMM obpasuamu sIBNSIOTCS BellecTBa WM YCTPOWCTBA, MCMOMb3yemble AN NOMyyYeHUs Takow
NPOCMNEeXMBAEMOCTN, HECMOTPA Ha BpeMs, pPacCTOsHUME U pasnuuus METOAMK BbINOMHEHUA U3MepeHust
ATTecToBaHHble CTaHAapTHble 00pasubl HeobXxooumbl Ha BbICLUIMX METPOSIOrMYECKMX YPOBHSX Mepapxuu
KanubpoBkw.

Kaxabli aTTecTOBaHHbIA CTaHOapTHbIM obpasel, AorkeH OblTb CHabXeH AOKyMeHTauuen, codepikallen
cBefeHns 06 NCTOYHMKaxX MaTepuana, onucaHue, pesynbTaTbl U3BMEPEHUA, METPOOIMYECKYI0 NPOCMNEXNBAEMOCTb,
WHCTPYKLUUN MO MPUMEHEHUIO, OaHHble O CTabWMbHOCTU U YCMOBUSX XpaHEHWs, a Takke npeaynpexaeHus o6
0OMnacHOCTW Ans 340poBbsA M 0 Mepax 6e3zonacHocTy. Hactoswmin ctangapT onpeaenseT TpeboBaHNA K KavyecTBy
TakMx MaTepuanos 1 coaepxaHnio U popMaTy COOTBETCTBYIOLLIEN CONPOBOANTENBHON JOKYMEHTaLNN.

CraHgapTHble 06pasLbl NCMONb3YT ANt OOHOM U3 TPEX OCHOBHbIX Lienen:

a) KanvbpoBKM 3HAYEHUIN BENUYUHBI, BbiAaBaeMbIX U3MEpPUTENbHOW CUCTEMOW UMM NPUNUCAHHBLIX OPYroMy
cTaHgapTHomy obpasuy;

b) nogTBEpPXKOAEHUA UNU KOHTPOMNS NPaBUNBHOCTU 3HAYEHUN, N3MEPEHHbIX B KOHKpETHON nabopatopun nnu
rpynne naboparopuii;

Mpumeyanue. B TepmuHonornn, npuHaton NCO, TepMuH "npaBUNbHOCTL" CBA3aH CO "cmelleHueMm",
"cuctemaTmyecknm adpdekTom” 1 "cucteMaTu4eckon NOrpeLlHOCTbO", Toraa Kak TeEpMUH "TOYHOCTL" CBSI3aH Kak C
"NpaBuUnbHOCTBI" (M MPUCYLLUMMKU el XapakTepucTukamn), Tak U C "NPeLmsnoHHOCTbIO", KOTOpas CBs3aHa Co
CTaHOapTHbIM  OTKMNOHeHWeM", "koadpduumeHTom Bapuauun”, "crnyyamHblM  3adpdpektoM” ©  "cryyanHowm
NOrpeLlHOCTbIO".

C) OLEHKM (DYHKLIMOHANbHbLIX CBOMCTB HOBOW METOAMKN U3MEPEHNSI.

MakcumanbHO npuemrieMasl HeonpeaeneHHOCTb W3MEPEHUI 3HAYeHWsl, MPUNUCAHHOTO CTaHAApPTHOMY
06pasuy, 3aBUCUT OT TPeOOBaHWIN K U3MEPEHHBIM 3HAYEHMSAM BEMMYMHBI, NOMYYEHHbIM C NMPUMEHEHNEM METOAMKM
N3MEPEHNs C UCMONb30BaHMEM CTaHAapTHOro obpasua.

[MockonbKy npaBunbHOE NPUMEHEHME CTaHO4apTHOro obpasua obyCcroBneHO ero onucaHuem, Heobxogumo
cnepoBaTh YKa3aHWAM npunaraeMon K HeMy JOKyMeHTauum

MpenmyulecTBa Hannuymsa ctangapToB npuBeaeHsl B Pykosogctee MCO/M3K 15 [7].

BTopoe u3gaHue HacTosero ctaHgapTa OTMEHSIET U 3aMeHsIeT TEXHWYECKU MepecMOTPEHHOE MepBoe
n3ganue - MCO 15194:2002.

1. O6nacTtb NpMMeHeHus

Hactosiwmin craHgapt ycTaHaBnmBaeT TpeboBaHMA K aTTeCTOBaHHbIM CTaHOAPTHbIM obpasuam U
COLEPXKaHMIO COMPOBOAMTENBHON OOKYMEHTaUUM Anst TOro, YTobbl OHM OTBEYanu BbICOKOMY METPOSIOrMYeCKOMY
ypoBHio B cootBetctBuM ¢ NCO 17511. TpeboBaHus pacnpoCTpaHATCA Ha aTTeCcTOBaHHble CTaHAapTHbIE
ob6pasubl, knaccuuumpyemble Kak NepBUYHbIE STaNOHbI, BTOPUYHbBIE STaNOHbl U MeXAyHapO4Hble COrnacoBaHHbIe
KanubpaTtopbl, W MpUMeHsdeMble Kak kanubpaTtopbl, NMOO Kak KOHTPOMbHbIE Marepuanbl MNpPaBUIIBHOCTY.
HacTtosAwmn ctaHgapT Takke ycTaHaBnvMBaeT TpeboBaHUA K MOMyYeHUI0 AaHHbIX A8 ONpeferieHnst 3HadeHnst u
NpeacTaBneHns MPUNNCaHHONO 3HAYEHWS U ero HEONPELAENEHHOCTU N3MEPEHUS

HactoAwmn craHgapT npUMEHSieTCA K aTTecToBaHHbIM CTaHA4apTHbIM obpas3uam C  [punmMcaHHbIMU
3HaYeHMaAMN anddepeHumanbHbiX UM paunoHanbHbIX BENUYMH. B npunoxeHun A cogepXutcs uHdopmaumsa o
CTaHOapTHbIX 0Opa3suax Ka4eCTBEHHbIX CBOMNCTB M NMOPSAKOBbLIX BEMNYMH.

HacTtosAwmn ctaHgapT He NPUMMEHSIETCA K CTaHAapTHbIM 00pasLam, BXOASLWMM B COCTaB M3MEPUTESbHbIX
CUCTEM NSt ANArHOCTUKM in vitro, XOTS MHOTrME 3r1ieMEHTbI MOryT ObITb UCMONb30BaHbI.

2. HopmaTuBHbIE CCbIfKn

B HacTosLLeM cTaHAapTe MCNOMb30BaHbl CCbIMKAU Ha crieaylolimMe MexayHapoaHble CTaHaapThbl:
MCO 31 (Bce yacTtn) <1>. BenuunHbl n eguHnLbIL.




<1> B HacToswee BpeMs cepusi MCO 31 nocteneHHo 3ameHsieTcss MCO 80000 n M3K 80000.

NCO 5725-2. ToyHOCTb (MpaBUITbHOCTb U NPELIM3NOHHOCTL) METOLOB M pe3ynbTaToB U3MepeHui. Yactb 2.
OcHoBHoI MeToq Ans onpeaerneH1s NoBTOPAEMOCTH U BOCMPOU3BOAUMOCTM CTaH4APTHOrO MeToa U3MepeHUs.

MCO 17511:2003. Viagenua MeguumMHCKME AN AnarHocTuku in vitro. MiamepeHnne BennymnH B Gronormieckmnx
npobax. MeTponormyeckass MpPOCNEXMBAEMOCTb 3HAYEHWIN, MPUMUCAHHBIX KanubpaTtopaMm W KOHTPOISbHbIM
MaTepuanam.

NCO 18153. N3genuss meauumMHCKME ONA OMArHOCTMKM in vitro. MamepeHue BenuumMH B BMonormyeckmx
npobax. MeTponornyeckas NPOCMNEXMBAEMOCTb 3HAYEHUI  KaTanMTUYECKOW KOHUEeHTpauuu epmeHTOB,
NPUNMUCaHHbIX KannbpaTopaM 1 KOHTPOSbHbBIM MaTepuanam.

Pykosogcteo NICO 31. PedhepeHTHble maTepuansl. CogepxaHue cepTudnKaToB U MapKUPOBKK.

PykoogctBo MNCO 34. OO6wwme TpeboBaHWA K KOMMETEHTHOCTW Mpomu3BoauTenen pedepeHTHbIX

mMaTepuanos.
PykoBogctBo WMCO 35. PedepeHTHble MaTepuanbl. OOWMe W cTaTucTMdeckue MpuHUMNbl  Onst
cepTudmkaLmn.
Pykosogcteo MCO/M3K 98-3:2008. PykoBoAcCTBO NO BbIpaXeHUo HeonpegeneHHocTn usmepenns (GUM
1995).

Pykosogcteo MCO/M3K 99:2007. MexayHapoaHbin crioBapb No MeTponorun. OCHOBHbIE U 00LLME NOHATUSA
1 cooTBeTCTBYyOWME TepMuHbl (VIM).

3. TepMuHbI 1 onpegeneHns

B HacTosileM cTaHgapTe npuMeHeHbl TepMuHbl, npuBedeHHble B PykoBoactBe MCO/M3K 99, a Ttakke
crnegyoLwme TeEPMUHbI C COOTBETCTBYIOLLMMW OnpeaeneHnsamu.

3.1. TepBn4yHbIAN 3TanoH (primary measurement standard): 3TanoH n3mMepeHus, 3HayYeHWe BEeNUYUHbLI U
HeonpeaeneHHOCTb M3MEPEHUS KOTOPOrO YCTaHOBMEHbI C NPUMEHEHNEM NEPBUYHON METOAUKN U3MEPEHUS.

Mpumep. MNMepBUYHBIA 3TanOH KOHUEHTpaLUUn KonnyecTea BeLwecTsa, NOAroTOBMEHHbIV NyTEM pPacTBOPEHUS
N3BECTHOrO KONMYeCTBa BELLECTBa XMMNYECKOro KOMMOHEHTa B M3BECTHOM OObeMe pacTBopa.

Mpumeyanue 1. Pykosoacteo NCO/M3K 99, 5.4,

Mpumeyanne 2. MNoHATME NEPBUYHOrO 3TanoHa MPUMEHUMO Kak AN OCHOBHbIX, Tak U ANs NPOU3BOAHBLIX
BENUYUH.

Mpumeyanue 3. O6bsICHEHME PONM NEPBUYHOIO 3TanoHa B nepapxmm kanvbposku npmesegeHo B MCO 17511
n NCO 18153.

3.2. BrtopuuHbii 3TanoH (secondary measurement standard): 3TanoH, 3HayeHMe BENUYMHbLI U
HeonpeaeneHHOCTb N3MEPEHUST KOTOPOrO MpUNUcaHbl B pesysbTate CIMYEHUs C NEPBUYHBLIM 3TArlOHOM BENUYMHDI
TOrO e poja.

Mpumeyanue 1. OTHOWEHME MOXET ObiTb MOMYy4YEHO HEMNOCPEACTBEHHO CIIMYEHMEM MEXOY MEPBUYHBLIM W
BTOPMYHLIM 3TarioHaMuM UMM C NPUMEHEHNEM MPOMEXYTOUYHON M3MEPUTENTbHOW CUCTEMbI, OTKanuMbpoBaHHOW MO
NepPBUYHOMY 3TarOHy M NPUMNMCHIBAIOLLEN Pe3ynbTaT USMEPEHNSI BTOPUYHOMY 3TaroHy.

Mpumeyanue 2. Pykosoacteo NCO/M3K 99, 5.5.

Mpumep. CtaHgapT NIST. PedepeHTHbIN maTepuan 1951b, nunuabl B 3aMOPOXKEHHONM CbIBOPOTKE YeroBeka
SIBMAIOTCA BTOPUYHBLIM 3TanoHOM, KOTOpbIA OTkanubpoBaH ¢ mucnonb3oBaHnem CrtaHgapTta NIST PedepeHTHoro
mMaTepuana 1911c, XonectepuH n3aBecTHON YNCTOThI.

Mpumeyanue 3. TepMuH "aTanoH" BkoyaeT B cebsa TepMUH "cTaHgapTHbIM o6pa3sen”.

Mpumeyanune 4. O6BbACHEHNE POnN BTOPUYHOIO 3TaroHa B nepapxmm kanmbposku npmeegeHo B MCO 17511
n NCO 18153.

3.3. MexagyHapogHbIi cornacoBaHHbIN (0OLEeNpUHATLIA) KanubpaTop, MeXOayHapOAHbIA COrnacoBaHHbIN
kanubpoBo4yHbI MaTepuan (international conventional calibrator, international conventional calibration material):
Kanubpatop, 3HayeHWe Benu4MHbl KOTOPOrO He MPOCMEXeHO MeTponorndecky Ao MexayHapogHON cucTembl
eanHUL, a NPUNMCaHO Ha OCHOBE MEeXAYyHapOA4HOro CornalleHus

Mpumeyanue 1. BennumHa yctaHOBMEHa NPMMEHUTENbHO K NpegHa3Ha4YeHHOMY NPUMEHEHMIO.

Mpumeyanue 2. UCO 17511, 3.11.

3.4. CtangapTtHbIi 0bpasel, obpasel ansa cpaBHeHus (reference material, RM): Matepnan, gocrato4Ho
FTOMOFEHHbIN 1N CTabuIbHbBIN B OTHOLUEHMX OOHOMO WM HECKOSIbKUX CBOWCTB, MCMOMb3yeMbl Npu KanmbpoBke,
NPUNUCBIBAHWM 3HAYEHMS OPYroMy maTtepuany unm obecneyeHnm kavecTaa.

MpumeyaHue 1. loHsTMe "cTaHOapTHbIM OOpaseu” BkNOYaeT B cebsi MaTepuanbl, npeacTaBnsolme
BENTMYUHBI, @ TaKKe Ka4eCTBEHHble CBOWCTBA.



Mpumeyanue 2. Pykosogcteo MCO/M3K 99, 5.13.

Mpumep 1. CbiBOpOTKa YernoBeka C NPUMNUCAHHbIM 3Ha4YEeHWEM BENMYMHBI ANsi KOHLEeHTpauum KonuyecTsa
BellleCcTBa X0NnecTepumHa, Ucrnornb3yemasi TONbKO Kak KanubpaTop, nepegatoLwuii eanHULY BENUYKHBI.

Mpumep 2. CoctaB [OWIK, copepxawmn cneumdmnyeckyto nocrefoBaTenbHOCTb HYKMEMHOBOW KUCIIOTHI,
nepegarnLLmi Ka4eCTBEHHOE CBOMCTBO.

MpumeyaHune 3. B HacTosiLleM onpeaeneHun TeEpMUH "3HadeHne" BknovaeT B cebd n "3HayeHne BenUUuHbI"
1 "3HaYeHne Ka4yeCcTBEHHOro cBomcTea".

MpumeyaHne 4. HekoTopble cTaHAapTHble oOpasubl MMEKT BENWYMHbI, KOTOpble MEeTPONorMvyecku
NpOoCNexuBalTCa A0 eOuHWL U3MepeHusl, He Bxogdwmx B cuctemy egunHuy CW. Takne matepuansl MOryT
copgepxatb aHTUTena, Ana kotopbix MexayHapogHble eguHuubl (ME) npunucaHsl BcemupHon opraHusauuven
3[paBOOXpPaHeHMS.

MpumeyaHne 5. CraHOoapTHbIn oOpasel wHOrAa BKAYEH B CneuvanbHO W3rOTOBIEHHOE wu3genwve,
Hanpumep, cneaywouee:

- CTEKI10 C U3BECTHOMN OMTMYECKOW MIIOTHOCTBLIO B AepXaTtene unbTpa NponyckaHus;

- LWapWKKN YacTuL, OAHOro pasmepa, HaHeCEeHHbIe Ha cnamng Ans MUKPOCKOMuu;

- KanNMOPOBOYHYIO NNaLlKy AN puaepa nnawek Anst MUKPOTUTPOBaHUS.

3.5. ATtTecToBaHHbIN CTaHOapTHbIN obpasey (certified reference material, CRM): CtaHgapTHbIn obpasel,
COMPOBOXAAEeMbIVi [OKyMEHTaUMeN, U34aHHOW YNOSTHOMOYEHHbIM OpPraHOM W OCHOBaHHOW Ha NOATBEPXKOEHHbIX
npoueaypax, UCMofb30BaHHbIX AN NOMyYeHUs 3HAYeHWUs crneundguruieckoro CBOWCTBa C HeOMNpeneneHHOCTbIO U
NPOCNEXNBAEMOCTbIO.

Mpumevanune 1. Pykosogcteo NCO/MO3K 99, 5.14.

Mpumep. CbiBOpOTKa YenoBeka, coepXallas XONecTepuMH C MPUMNUCAHHBIM 3HAYEHWEM BEMWYMHbBI U
HeoNpPeaeneHHOCTbI0  M3MEPEHUSl, YTBEPXKAEHHON MPUMNOXEHHbIM CepTUdMKaToM, npedHasHavyeHHas ans
NCMONb30BaHMA Kak KanmbpaTop unm KOHTPOSbHbIN MaTepuan npaBuibHOCTHU.

MpumevaHue 2. B aTom onpegeneHnm TepMnH "HeonpeaeneHHoCTh" BKoYaeT B cebs 1 "HeonpegeneHHoCcTb
namepeHns" n "HeonpeneneHHoCTb Ka4eCTBEHHOMO CBOMCTBA", Takoro Kak MAEHTUYHOCTb U MOoCnenoBaTeNnbHOCTb,
BbIPa)XEHHbIX KaKk BEPOATHOCTU. TepMUH "MPOoCnexXnBaeMoCTb" 03Ha4YaeT "MeTpPOnorMieckyto NnpocnexmsaemMocTb"
3HaYeHNs1 BEMUYUHBI U MPOCIEXNBAEMOCTb 3HAYEHMS KAYECTBEHHOrO CBOMCTBA

Mpumeyanue 3. "ATTecToBaHHbLIN CTaHAapTHLIM obpasel” saBnseTca cneunmduyecknm MOHATUEM B pamMKax
TepMuHa "cTaHgapTHbIM obpasey”.

3.6. Matpuua (matepuanbHon cuctemsbl) [matrix (of a material system)]: Bce kOMnoHeHTblI MaTepuanbHon
CMCTEMbI 32 UCKIMIOYEHVEM aHanuTa.

3.7. MaTpuuHbin adodpekT (matrix effect): BnusHune ceoncTea npobhbl, HE3aBMCMMOE OT NPUCYTCTBUSA aHanNuTa,
Ha U3MepeHNe 1, TEM CambiM, Ha U3MEPEHHOE 3HAYeHWE BEMNUYMHBI.

Mpumeyanue 1. 3agaHHON NPUYMHON MaTPUYHOTO adhdhbekTa ABMSETCA BNUAOLWL AN BENUYMHa.

Mpumeyanue 2. MaTpuuHbIi 3pdOeKT 3aBUCUT OT AeTanen crtagui M3MEpPEeHWUn, onMcaHHbIX B npoueaype
N3MepeHus.

Mpumep. Ha namepeHne KOHLEHTpauun KonmyecTBa BeELLECTBA HATpMst B MrasMe NniaMeHHON 3MUCCUOHHOM
CNEKTPOMETPUM MOXKET MOBMNATL BA3KOCTb NPO6LI.

3.8. KommyTtatmuBHOCTb cCTaHgapTHoro obpasua (commutability of a reference material): CsolicTBO
cTaHgapTHoro obpasua, oTpaxatowee OnM30CTb COOTHOLIEHWUS Pe3ynbTaToB  M3MEPEHUI  onpenerieHHon
BENNYMHBLI B MaTepuane AaHHOro ctaHdapTHoro obpasua, KoTopble MoMydeHbl ABYMS MEeTOAMKaMU U3MEPEHUIA, K
COOTHOLLUEHUIO PE3YSIbTaTOB N3MEPEHUIA TEMU XXe METOAMKaMMN As OPYrMX onpeaeneHHbIX MaTepuarnos.

MpumevanHne 1. OueHvBaembiM 00pasuoM, Kak MpaBwuno, sBMseTca kanubpaTtop, a ApyrMMmu
COOTBETCTBYHOLMMUN MaTepuanamm obbI4HO cnyaT npodbl Gruomartepranos

MpumeyaHne 2. MeToankamyn U3MEPEHWUIA, YNOMSIHYTLIMW B HACTOSILLLEM OMpPeAEneHun, cnyxaT MeTOAMKa,
npegLwecTByloLLlas cTaHgapTHOMy obpasuy (kanubpatopy), 1 criegylollasi 3a HUM B Mepapxum KannopoBKu.

Mpumevanune 3. Pykosogcteo MCO/M3K 99, 5.15.

3.9. Otuer (report): [okymeHT, codepxalwui AeTanbHyl0 WHdOpMauul O CcTaHgapTHOM obpasue,
OOMONHSIOLLYI0 CoaepKalLytocs B cepTudukare.

4. CuctemaTtmyeckoe onmcaHme CBOMCTB B COMPOBOAUTENLHON
OOKyMeHTaumM aTTeCTOBaHHOrO CTaHZapTHoro obpasua

4.1. OnucaHue cBOWCTB
4.1.1. Cucrtema.



Cucrtemon sBnseTtcs maTtepuan mnmn Cl'IeLI,I/I(ZbI/I‘-IeCKaﬂ 4acTb MaTtepuana.
anIMepr. BoccTtaHoBneHHasi J'IVIOd)I/IJ'II/I3I/IpOBaHHaF| nnasma (KaK CI/ICTeMa), ana KOTOpOIZ NMMEeeTCA
aTtTecToBaHHaA KOHUEHTpauua Kolin4decTtBa BelleCTBa W HeonpeaerneHHOCTb U3MepeHusa 17[5 -9CTpagnona (KaK

KOMI'IOHeHTa); BOCCTAHOBINEHHbIN J'IVIOd)VIJ'II/I3I/IpOBaHHbIl7I remonumaar (KaK MaTepMan), COﬂ,ep)KaLLI,I/IIZ B -uenn

remornobuHa (Kak cucTema), Ans KOTOPbIX MMEeTCs aTTecTOoBaHHas [ONs KonuyecTBa BellecTBa WU
HeonpeaeneHHocTb nsmepeHns N-(1-ne3okcndpykTos-1-una) p -Lenen remornobuHa (Kak KOMMNoHeHTa).

4.1.2. KOMMNOHEHT (KOMMOHEHTHI).

KOMMOHEHT (KOMMOHEHTbI) CUCTEMbI, WMEHYEMbI TaKke aHanuMToM (aHanutamu), AOosKeH(Hbl) ObITb
Ha3BaH(Hbl) B COOTBETCTBMU C NMPUHATON MeEXOYHApOOHOW HOMEHKNaTypon, BKMoyas B cebs, Hanpumep, nobble
HeobXoaMMble yKa3aHusl areMeHTapHbIX YacTuL, OTHOCUTENbHOW MOMEKYNspPHOM MaccChbl UNN MOMNSPHOM Macchbl,
COCTOSIHUS OKUCIIEHUS, MHOXECTBEHHbIX PopM, A hepmeHToB - Homep B Knaccudukaumm hhepmMeHToB.

Mpumepsl. Anudpatuyeckuin kapbokeunat (C,, [0 C,, HeacTepuMUMpoBaHHbIN), dubpuHoreH (340000);

xeneso (lI+1ll); nsocdepmeHT 1 nakratoermgporeHassl (EC 1.1.1.27); ocHoBHOM (hakTop pocta ¢hmbpobnacros
(4yenoBe4eckuii, pekoMbuHMpoBaHHaa OHK).

4.1.3. Pon Benn4mHbi.

Pon BenuumHbl, Hanpumep, mMacca, KONUYeCTBO BeELLECTBa, YMCroBas [0S, KOHUEHTpauusa KonuyecTsa
BeLlecTBa, AOMKeH OblTb YCTAaHOBMEH W yKa3aH BO Bcex criyyasix. Ecnu He MoxeT ObiTb BblpaKeHO MpocToe
OTHOLLEHME MEXAY KOMMOHEHTOM W CUCTEMOW, OOMmkHa ObiTb NpUBEAEHa CChifika Ha pedepeHTHY MeTOOMKY
N3MepeHus.

MpumeyaHue. CooTBETCTBYIOLME HAMMEHOBAHMS U CUMBOSbI AN poAoB BennyuHbl npueeneHsl B UCO 31 u
nybnukaumax MexayHapogHon dedepaumm  KnMHUYECcKonm xumun u nabopatopHon wmeauumHbl (IFCC) wn
MexayHapogHoro coto3a Teopetudeckon n npuknagkon xmmum (IUPAC).

4.1.4. 3HayeHne BennYmHbI.

4.1.4.1. Ecnu cBoncTBO aBnsieTcs anddepeHumnansHOn BENMUYNHON (Hanpumep, Temnepatypa no Llenbcuio)
UNn paunoHanbHON BENUYUHOW (HanpuMmep, TepMoguMHaMuveckas TemnepaTtypa), OHO OOSMKHO UMETb 3HA4YeHue,
COCTOSILLIEE U3 YNCINOBOIO 3HAYEHUS N eANHULbI U3MEPEHUS, a TakKe HeonpeaeneHHOCTb M3MEPEHUS.

4.1.4.2. Yncno 3Havyawmx umdp B 3HAYEHUM BENUYUHBI BbIOMPAKOT Tak, 4TOObl HeonpenereHHOCTb
N3MepeHnst pacnonaranacb Ha MNOCreAHen Wnu, ecnu nepeBol 3Havawen umdpon Mepbl HEeonpeaerieHHOCTH
saBnseTca 1 unu 2, Ha AByX nocnegHux umdpax. Yucnosble 3HaveHus bonee Yem ¢ YeTbipbMs Umudpamm nNo Ty unm
OPYryl0 CTOPOHY OT AECATUYHOW OTMETKW, AOMXKHbI BbiTb OTAENEHbl pacCTOSHUEM WM pacnofnoXeHsl rpynnamMu no
Tpu undpbl Cresa Unu cnpaea oT Hee.

4.1.4.3. N3bpaHHON eguHULEN n3MepeHus OormkHa ObiTb eamHuua CU, ecnu 39TO BO3MOXHO, wnn gpyras
MeXOyHapOAHO-MPU3HaHHas eguHMLa U3MEPEHUS.

4.1.4.4. HeonpepneneHHOCTb WM3MeEpeHMs1 OOMKHa OblTb paccyMTaHa W BbipaXeHa B COOTBETCTBUMM C
PykoBoagctBom MCO/M3K 98-3.

4.2. NocTpoeHne cnuctemaTn4eckoro o6o3HayveHnst

Cuctematnyeckoe HaMeHOBaHUE M 3HAYeHWe OOMKHbI COCTOATb U3 ANIEMEHTOB, YKasaHHbIX B 4.1.

Mpumep 1. CuctemaTnyeckMM HauMeHoOBaHMEM KanubpaTopa AN remMaTororM4eckoro aHanmsartopa MoxeT
ObiTb "BTOPWYHBIN CTaHOapTHbIN obpasel Ans kanubposku (oTBeTcTBeHHbIM opraH NN; npogykt N 4132)"
Hanpumep:

OpUTPOLMTBI;  YACIIOBasi  KOHUEHTpauua = (4,71 + 0,09)10%/x ; CPeaHas W paclupeHHas
HeonpeaeneHHocTb (K = 2, ¢ ypoBHEM JOBEpUTENbHON BepoATHOCTH 0,95);

NenkounTbl; YicnoBasi KOHUEHTpaUns = (6,52 + 0,25) 10°/n; CPEAHSIS U pacluMpeHHasi HeonpeAeneHHoOCTb

(k = 2, c ypoBHEM foBepuTenbHon BeposaTHocTn 0,95);
TpomBOoLMTLI; YMCrIoBast KOHLEHTPaUUs = (240 + 12) 10°/n; CPEAHSIN U paclumMpeHHas HeonpeaeneHHoCTb

(k = 2, c ypoBHEM foBepuTenbHom BeposaTHocTu 0,95).

Mpumep 2. ATTecToBaHHbIN CTaHAapTHbIN obpasel, (YenoBeyeckas cbiBopoTka; BCR; CRM 303) - Kanbumn
(I); KOHLEHTpauus KonmyecTsa BelecTBa (BOCCTAHOBNEHHbIN) ¢ = 2,472 mmone/n, (U = 0,19 mmone/n, k = 2), rge
U - paclumpeHHas HeonpeneneHHoCcTb M3BMEPEHNS C UCMONb30BaHNEM Ko3dhduMLMeEHTa oxBaTa K.

4.3. Paboune HammeHoBaHuWsA

Paboyee (TpuBManbHOE) HaMMEHOBaHWE [OOMKHO ObiTb CKOHCTPYMPOBAHO MyTEM WCKMOYEHMS U3
OOLLENPUHATOrO HAaUMEHOBaHWUS 3MEMEHTOB, HE SABMSIOLWMXCS HeobXoaAMMbIMU AN MOHWMaHUst  PYHKLMK
aTTeCTOBaHHOrO CTaHAapTHOro obpasua npu U3MepeHun.



Mpumep. Paboyee HammeHoBaHue B obLien copme gns matepuana, npuBegeHHoro B 4.2, npumepe 1,
MOXET BbIrMaAeTb criegyoLwmm 06pasom:

- "Kanubpatop (otBeTcTBEHHLIN opraH NN; npogykT N 4132) - aputpounTbl, NENKOUUTLI, TPOMOOUUTLI"; 1nu:

- "Kanubpatop (otBeTcTBEHHBIN opraH NN; npogykT N 4132) - kneTku kposu".

Paboyee HavmeHOBaHWe ANisi COOTBETCTBYIOLLErO MPOMbILLNIEHHOrO MPOAyKTa MOXeT ObiTb NpeacTaBneHo
crnegyoLwmm obpasom:

"Kannbpatop (komnaHua NN; npogykt N 4132, cepusi N 4132-2) - kneTku Kpom".

5. CBoiicTBa, NPoAyKLUUS U XapaKTepucTuKa aTTeCTOBaHHOMo
cTaHaapTHoro obpasua

5.1. Mepapxunyeckoe nonoxeHune

CraHgapTHbIi obpaseL, paccmaTpuBaeTCcs kak Twn "atanoHa" u cTaH4apTHble obpaslpbl BbICLLENO YPOBHS
OOMXKHbI OblTb KnaccuULMpOBaHbl Kak 3TanoHbl B COOTBETCTBMU C MX MONIOXEHMEM B cUCTEMe pedhepeHTHOro
N3MepeHNsT KOHKPETHOW BENMUYUHBI, Kak ycTaHoBneHo B MCO 17511:

a) NepBUYHbLIA 3TarnoH (cm. 3.1);

b) BTOpUYHbLIA 3TanoH (cm. 3.2):

C) MeXayHapoaHbI cornacoBaHHbIn kannbpatop (cm. 3.3).

5.2. CeoiicTtea

ATTECTOBaHHbIA CTaHAapTHbIN 00pasel [omkeH obnagatbe METPONOrM4eckKMMU U KOMMYTaTUBHbIMU
CBOWCTBaMK, MNO3BONSAWMUMN €My BbINOMHATE (PYHKUMU CTaHOapTHOro obpasua BbICLLEr0 YPOBHA B pamkax
nepapxumm KanvbpoBKM UMW KaK KOHTPOSbHbLIN MaTepuan npaBUNbHOCTA BbICLLIEr0 METPOSIOrMYECcKoro YpOBHS B
cootBeTcTBUM ¢ MUCO 17511 n NCO 18153.

5.3. MNMponsBoacTBO U XxapakTepucTuka

ATTECTOBaHHbIA CTaHOapTHbIM obpasel Ao/mkeH OblTb W3roTOBMEH B COOTBETCTBUM C TpeboBaHWUsIMU
CUCTEMbl KayecTBa, ycTaHoBneHHbiMn B PykoBogctBe UCO 34, n oxapaktepu3oBaH B COOTBETCTBUM C
TpeboBaHuaMun, ycTaHoBMNeHHbIMU B PykoBoacTtee NCO 35.

MpurogHOCTb aTTecTOBaHHOrO CTaHAapTHOro obpasua K BbINOMAHEHUO KanuMBpOBKM WKW KOHTPOMS
NpaBUMNbHOCTU OOMKHO OblTb MOOTBEPKOEHO OLEHKOW €ro KOMMYTaTMBHOCTU U COOTBETCTBUSA NpeaHasHa4YeHHOMY
NPUMEHEHNIO, KaK yCTaHOBIEHO B 6.4.4 n 6.4.9. MHdopmaumsa o6 3Tom gomkHa ObiTb NpuBegeHa B cepTudumkaTe
(macnopTe) nnun B CONpoBOAUTENBHON OOKYMEHTaLNN.

6. CogepxkaHne conpoBoaMTENbHOM AOKYMEHTaLUMN

6.1. ConpoBoguTenbHas OKyMeHTauus

ATTECTOBaHHbIA CTaHA4ApPTHbLIN obpasel AOMKEH MMETb 3TUKETKY, HadEeXHO 3aKpEernsieHHY Ha YMakoBKe
NpoAyKTa - MHANBUAYanNbHON eAnHWLbI aTTECTOBAHHOMO CTaHgapTHOro obpasua.

K atTectoBaHHOMY cTaHOapTHOMY 0Opasuy AoMmkeH ObiTb NpunoxeH ceptudmkaT (nacnopt). Kpome Toro, k
aTTeCcTOBaHHOMY CTaHOapTHOMY obpasuy AOMMKEH ObITb MPUIIOXeH oT4yeT 06 aTTecTauum unu Bcs nHdopmMaums,
OTHOCALWAACA K MNOMHoMy OT4eTy 00 aTTrectauum, KoTopas [AOMmkHa ObiTb nofyvyeHa OT WU3roToBUTENS
aTTeCTOBaHHOro ctaHaapTHoro obpasua.

6.2. OTukeTka

MpenctaBneHHas Ha aTUKETKe MHGOPMaUWS NpegHa3HadeHa TOMbKO AN naeHTUdukauum atTecTtoBaHHOMo
CTaHgapTHOro obpasua WM [OmKHa  OrpaHMyMBaTbCs  HaMMEHOBAHWMEM  U3rOTOBMTENS W Martepuana,
MOEHTUMUKALMOHHBIM KOOOM MaTepuana, yCTaHOBMEHHbIM M3rOTOBMTENEM, HOMEPOM cepumn (MapTum), ecriv Kkog
N3roToBUTENS HE OTHOCUTCSH OOHO3HAYHO K OMpederneHHON Cepun, N COOTBETCTBYIOLLMMMW MPEAOCTEPEXEHUAMU
OoTHocuTenbHO ©Oe3onacHocTM u Bpega Ans 3goposbs. Cm. PykoBogctBo MCO 31, [6] u pgencreyloulee
3aKoHO4AaTENbCTBO O MAPKMPOBKE OMacHbIX TOBapoB.

Mpumevanue 1. XenatenbHO He BKOYaTb AaHHbIE O 3HAYEHUWM (3HAYEHMAX) aTTECTOBAHHOIO CBOMCTBA,
yTOoObl MpEenoTBpaTUTL MWCMONb30OBaHME MaTepuana ©0e3 yyeta uwHdOpMauuu, KoTopas npeacTaBrieHa B
cepTudukare.

MpumeyaHue 2. DTUKETKa MOXET cogepXaTtb rpaduyeckne CUMBOIbI, Kak yka3aHo B [15].

6.3. CeptudhukaTt (nacnopT)

Ceptudbmkat (nacnopT) OOMMKeH codepxaTb pasgensl, yctaHoBneHHble B PykoBogctee MCO 31. Tlo
MeHbLUEN Mepe, OH JOSMKEH CoAepXKaTb Crieayolne CyLLeCcTBEHHbIE pasgensbl:

a) HaumeHoBaHWe maTtepuana (obpasua);

b) HaumeHoBaHWEe W3roTOBMTENS W KOA4 MAOEHTUUKALMM W3rOTOBUTENS aTTECTOBAHHOIO CTaH4apTHOro
obpasLia ¢ KoJjoM cepum, Npu HeobXoaNUMOCTH;

c) obLyee onucaHne matepuana;



d) npegHa3Ha4YeHHOE NpPUMEHEHNE, BKITIOYas MHAOPMAaLMI0O O KOMMYTaTUBHOCTM 06pasLa;

e) uHdopmaumio 00 yCroBMAX TPAHCMOPTUPOBAHUS W MHCTPYKUMW ANsi COOTBETCTBYHOLLMX YCIOBWN
XpaHeHWs1, NPaBUNbHOro obpalleHnsa n cTabunbHOCTK;

f) nHcTpyKUMM No Be3onacHocTy;

g) VHCTPYKLMM NO NPaBUITbHOMY MPUMEHEHUIO;

h) aTTecTtoBaHHOe 3HayeHWe CBOMCTBa (CBOWCTB) C MpunaraeMbiM K KaxaoMmy 3HA4YeHWuto 3asiBNeHnem o
HeonpeaeneHHOCTN N3MepeHus (B criydae NPUMEHUMOCTI);

i) Nntobble nokasaTernbHbIE UM PEKOMEHLOBAHHbIE 3HAYEHNS;

j) mMeToguky (MeToOuKWM) WM3MEpeHWs, WCMOoNb3yeMyrlo AOnd MOfyyYeHus 3Ha4YeHW CBOWCTBa (CO Bcemwm
Jetansimu, B criyyae, ecnum 3HauyeHus 3aBUCAT OT METOAUKU U3MEPEHUS);

k) oaHHble 06 aTTecTaumm 1 nepuoge BanugHoOCTH, €Crin 3TO NPUMEHMMO;

[) ccbinKy Ha oT4yeT 06 aTTecTauun.

6.4. OT4eT 006 aTTECTALUN

6.4.1. O6LWuKe nonoxeHus

MHdopmaums, oTHocswasica k oTyeTy o6 attectaumm, OOSMKHA BKMdaTb B cebsi, MO MeHblUenn Mepe,
3areMeHTbl, 0003HaYeHHble Kak obs3aTenbHble B Tabnuue 1.

Tabnuua 1

OcHoBHble arieMeHTbl (pasaens!) otyeTa 06 atTecTauum
aTTeCcToOBaHHOro CTaHaapTHoro obpasua

onemeHT Cratyc anemeHTa IMyHKT HacTosLero
cTaHgapTa

TUTYNbHBLIA NUCT Ob6s3aTenbHbIN -
CopepxaHune [JononHnTenbHbIN -
Mpeancnosne Obsa3aTenbHbIN -

Puckun n npegoctepexeHns o Obsa3arenbHbIf 6.4.2
©e3onacHocTu

BeeneHune [JononHnTenbHbIN 6.4.3
HanmeHoBaHue otyeTa Ob6sa3arenbHbIf -
O6nacTb NpMMeEHeHNsa aTTeCTOBaHHOIO Ob6sa3artenbHbIf 6.4.4

CTaHgapTHoro obpasua

TepMuUHbI 1 onpeaeneHns Obsa3arenbHbIf -
CumBonbl 1 cokpaleHus Obs3aTenbHbIN -
TepMuHonorus JononHntTenbHbIN 6.4.5
OcHoBHble cBOMCTBA Obsa3artenbHbIf 4.1;6.4.6
Cneundmueckune csoncTea Ob6s3aTenbHbIN 4.1;6.4.7
XapakTepuctuka Ob4a3artenbHbI 6.4.8
lMNpeaHa3HayeHHOEe NpUMeHeHNe Ob4a3artenbHbI 6.4.9
VIHCTPYKLMM NO MPUMEHEHUIO Ob4a3arternbHbI 6.4.10
OpraH aTTecTtauum Obsa3aTenbHbIN 6.4.11

bubnunorpadus [ononHnTenbHbIN 6.4.12




MpunoxeHus ObsasarTenbHbIN 6.4.13

Cpoku paspelueHust n nepecmoTpa Ob6s3aTenbHbIN 6.4.14

I'IpwmeanMe. nOpﬂﬂOK ANEeMEHTOB, NepeYvyncrieHHbIX B Tabnuue 1, MoXeT ObITb MBMEHEH 1 NOMOSIHEH
OONONHUTENbHbIMU pasaenamMm, HanpumMmep pe3tome, ecrin 3To Tpe6yeTC;|.

6.4.2. MNpepocTepexeHns o puckax u Mepbl 6€30MacHOCTM

6.4.2.1. [domkHOo OblTb NPUBMEYEHO BHMMaHME K IOOOW OMacHOCTW, CBSI3aHHOW C aTTeCTOBaHHbLIM
CTaH4apTHbIM 06pasuoM U ero npuMeHeHuem. [ormkHbl OblTb onucaHbl Bce Heobxogumble Mepbl 6e3onacHocTu
(cm. [2], [11], [12]. MoryT npu MeHSITLCSl PErMOHanbHbIE U HaLMOHanbHbIE CTaHA4apThl U NpaBuna 6e3onacHoCTy.

6.4.2.2. lHdhopmaumsa o puckax M mepax 6e3onacHOCTH, KOTopas NpuvBedeHa B HAUMOHANbLHOM CTaHaapTe,
OOIMKHA BGbITb HaneyaTaHa XUpPHbIM LWPUGTOM B CrieaytoLwem nopsake:

a) HernocpeaCcTBEHHO MOCHEe HAaMMEHOBAHWUSI HaLMOHANbLHOMO CTaHAapTa, eCiiv ONacHOCTb CBs3aHa C camMuM
aTTeCTOBaHHbIM CTaHOapTHbIM 006pasuom, Hanpumep, ecnu cTaHgapTHeI obpasel npedcTaBnsieT cobon
HaTMBHbLIA MaTepuan 4erioBeYeCKOro MpPOUCXOXAEHUS, BO3MOXHO C HamnuuMem MHMEKLMOHHOro areHta (Ho C
oTpuUaTenbHbIMK pe3ynbTaTamMn TECTOB Ha aHTuTena Kk BUY, nmoBepxHOCTHbIA aHTUreH Bupyca renatuta B u
aHTMUTEena k Bupycy renaTtuta C), paguMoakTUBHbIA MaTepyan Unu KapunuHOreH;

b) B KauecTBe nNpeaynpexaeHnss B MHCTPYKUMM NO NMPUMEHEHUIO, HanpumMep 4SS U3MepeHnsi, Npu KOTOpoM
ncnonb3yeTcsa ypaBHOBELLVBaHWE ra3os (0bpasoBaHue asposonsa CAVE).

MpepocTtepexeHns o6 onacHOCTU N Mepbl 6e30MacHOCTU He criegyeT HyMepoBaThb.

TeKCTbl MCTOYHWUKOB, WMHGOPMUPYHOLWMX 006 omacHOCTM AN 300pOoBbs, cneayeT LMTUpoBaTb, €Crin 3TO
Heobxoanmo.

6.4.3. BeepgeHue

BBegeHne OOMKHO cogepXaTb pacrnonoXeHHble B Mo6oM nopsake cnegylowime cBegeHus:

a) cMcTeMaTMYeckoe onvcaHue aTTeCTOBaHHOIO CTaH4apTHOro obpasua B cooTBeTcTBuM C 4.1;

b) HaumeHoBaHMSA BeNWYWH, ONS U3MEPEHUS KOTOPbIX NPeAHa3HayYeHO MCMofb30BaHWE aTTeCTOBAHHOMO
CTaHgapTHoro obpasua, ¢ ykazaHnem CUCTeMbl, KOMMNOHEHTa U poda BENUYMHBI.

6.4.4. ObnacTtb NPUMEHEHNST aTTECTOBAHHOIO CTaHA4apTHoOro obpasua

Pasgen pomkeH copepxaTb onpedeneHve npegmeta AOKYMeHTa M 3aTPOHYTbIX B HEM acnekTtoB C
yKka3aHmem npeaenos NPpUMEHNMOCTH.

Mpumeyanue. MNMyHKT pasgena cogepxut B cebe:

a) UCNonb3yemyro pedpepeHTHY0 METOANKY (METOAMKN) uamepenHns [3] nnm ncnonb3yembli 0BLLENPUHSATLIN
MeTon (MeToAbl) M3MEPEHNA UNU METOANKY (METOAMKN) U3MEPEHUS, OHSA KOTOPOW aTTeCTOBAHHLIN CTaHAAPTHLIN
obpasel, 3roToBIEH;

b) metog (metogbl) uamepeHuss Unv MeToauky (MEeTOOMKW) M3MEPEHUd, OHA KOTOPOW aTTeCTOBaHHbLIN
CTaHOapTHbIN obpaseL, 3aBe4OMO HEMPUrOAEH;

C) BnusilOLLME Ha aTTECTOBAHHbIA CTaHAAPTHbIN obpasel, BENUUMHbLI, HAaNpMMep fekapcTea, mMeTabonuThbl,
[o6aBkM, MUKPOBHBIN POCT;

d) nHopMauMio O BaXHbIX HeobxoguMMbIX npouegypax npenBapuTenbHoON 06paboTkum aTTecToOBaHHOrO
CTaHgapTHoro obpasua, KOTopble HE BbIMOMHAT B OTHOLLIEHMM Buonornyeckmux npob B COOTBETCTBUMN C 3a4aHHOMN
METOOMKOWN N3MepPeHUs (Hanpumep, BOCCTaHOBMNEHNE NMOMUITM3MPOBAHHOIO MaTepuana).

6.4.5. TepmnHonorus

6.4.5.1. Obwue TpeboBaHuS.

Pasgen gomkeH cogepaTb OMMCaHWE CYLUHOCTM U NPUMEHEHWUS MOHATMN U TEPMUWHOB, NMPUBEOEHHbIX B
ONMUCaHMM N HE 3HAKOMbIX BO3MOXHOMY 4MTaTeNO WM M30paHHbIX M3 psdda BO3MOXHbIX MO yKa3aHHbIM
COODpaXeHusaM.

Mpumeyanue. Moagpasgen "TepMmuHonornsa" aBnaeTcs JONONHEeHNeM K pasgeny "TepMuHbl 1 onpegeneHns”
n nHorga Takke k pasgeny "CumBonbl 1 cokpawieHus" (cM. Tabnuuy 1), a TepMUHbI MOTYT ObITb BKITHOYEHbI B
nobon 13 HUX UnNu pacnpegeneHsl mexay oboummn pasgenamu.

6.4.5.2. HomeHknartypa.

HanmeHoBaHMA n3MepsiemMblX BEIMYMH, @ TakKe WX HanucaHue u CTPYKTYpy NpuMBOAAT B COOTBETCTBUM C
nocneaHumMm pekoMeHJauMsAMM  aBTOPUTETHLIX  UCTOYHUKOB, NpegnovYTUTENbHO  COOTBETCTBYIOLLMX
MEeXOYHaPOAHBIX OPraHn3auui.

HanmeHoBaHMA pOOOB BEMWYMH, WX CUMBOMbI M €OVHWLBI U3MEPEHUSI [AOMKHbI COOTBETCTBOBATb
MeXOyHapoAHbIM cTaHgapTam, B ocobeHHocTn NCO 31.

6.4.5.3. Paboune HanmeHoBaHMS.

B cnyyae ynotpebneHus paboumx HaMMEHOBaHWA UX MPUBOAAT B CKOOKax nocrne nepBoro ynomuHaHus B
TEKCTE CUCTEMATUYECKOTO HaMMEHOBAHMSI.



6.4.6. O0wune cBoncTBa

6.4.6.1. [JormkHbI ObITb YKa3aHbl MPOUCXOXKOEHNE U NPMPOAA MCXO4HOIO MaTepuana.

6.4.6.2. [JormkHbl ObITb yKa3aHbl CyLLECTBEHHbIE OeTany UCXOOHOro matepuana, nocTonbKy, MOCKOMbKY UX
BNUSAHME CKa3blBaeTCs Ha CBOMCTBAX KOHEYHOro MaTepuana, Hanpumep, Bo3pacT 1 Nos JOHOPOB, Temnepartypa u
ONUTENbHOCTb COBMECTHOIrO XpaHeHUsa CbIBOPOTKM KPOBM M CrycTka nepen pasgeneHveM, CpoK U Temnepartypa
XpaHeHusi. [JomkHbl ObITb Y4TEHbl acnekTbl 6e30nacHOCTX, HanpUMep, UCCreqoBaHNE MaTepuana YeroBeYeckoro
NPOUCXOXOAEHUS Ha aHTUreH Bupyca renatmuta B, aHTuTena Kk Bupycy renatuta C, aHTutena Kk BUY u gpyrue
Mapkepbl UHEKUMOHHOIO 3apaXKeHusl, TakuM obpa3oM, Kak 3TO OOYCroBneHO npaBuiamu, NPUMEHUTENLHO K
Kakgon nccnegyemon nopuum.

6.4.6.3. JomkHbl ObITb OnNMcaHbl AeTanu Npoueaypbl NPUroTOBNEHNST MCXOQHOMO MaTtepuana, nockosibKy 3To
HeobXxoaAMMO ANns NpUMeHeHNs MaTepuana. [JormkHa ObiTb ykaszaHa npouedypa O4UCTKUM UCXOLHOro Martepuana c
KOHTPOSIEM Ha 3arpA3HeHus!.

6.4.6.4. B onncaHun craHgapTHoro obpasua LOMmKHbl ObiTb ykasaHbl BELLeCTBA WM KOHLEHTpauuu unm
Hanu4ue nbbIX 106aBOK.

Mpumep. [obGaBkm K aTTecToBaHHbIM CTaHAapTHbIM obpasuam, WCMofb3yemMbiM B KIMHUYECKOW
nabopatopun, BKNOYaOT B cebsi aHTUKOArynsiHTbl, aHTUOKCUAAHTbI, aHTUMUKPOOHbIE cpeacTBa, cTabunmsaTopsl,
CMayuMBaloLLme CpeacTBa, BellecTBa, NoKpbiBatoLLMe NOBEPXHOCTb LUAPUKOB.

MpumevaHue. MNpaBa Ha MHTeNMNeKTyanbHyl0 COBCTBEHHOCTb M MAaTEHTHbIE OrpaHMYeHMsT MOryT MO3BOMUTL
N3roTOBUTENIO aTTECTOBAHHOIO CTaHAapTHOro obpasua He NpPUMBOAWMTL BCe AeTanu ero MNpUroTOBfIEHMST UIK
AaHHble ngeHTndmrKaymm obaBok.

6.4.6.5. dnsmyeckoe cocTosiHME N hasbl aTTECTOBAHHOIO CTaHA4apTHOro obpasua AoSmKHbI ObiTb YKasaHbl,
Hanpumep, "NMounmManpoBaHHas CbiBOpoTKa".

6.4.6.6. JJomkHa ObITb 3asiBMieHa OLEHKa rOMOreHHOCTM BHYTPU NPobbl U Mexay npobamu MO OTHOLLEHUIO K
MWHUManNbHON aHanuMTU4eckon nopuun (cMm. 6.4.8.3). Pasamep npobbl, B KOTOPON Obifia yCTaHOBEHA FOMOrEeHHOCTb
aTTeCTOBaHHOro crtaHgapTHoro obpasua, AOMmKeH ObiTb ykasaH, Kak U MUHWMarbHbIM pa3mep NpUMEHSEMOMN
npoodbl.

Mpumep. ATTecToBaHHbIN CTaHAapTHbIM obpasel npeacTtaBnsdeT cobow NopoLoK NUMODUNN3NPOBaHHON
TKaHW, MOMELLEHHbIN BO dnakoHbl. Ero romoreHHoCcTb BHyTpu dhniakoHa 6bina uccregoBaHa B Tpex
nybnupoBaHHbIX npobax, kaxgas Mmaccon 200 mr, B3ATbIX M3 MaTtepuana B kaxgom w3 20 ¢nakoHoB.
MexdnakoHHas Bapuauma Obina uccnepoBaHa B ogHon npobe maccon 200 mr m3 kaxgoro ns 60 dpnakoHoB,
BblIOPaHHbIX U3 pPasfMyHbIX MECT Ha nunodunm3auuoHHorW nnowagke. WMHCTPyKUMM N0 MPUMEHEHMIO
YCTaHaBMMBAIOT, YTO "pekoMeHayemMas MUMHUMarbHas aHanMTu4eckas nopuunsa gormkHa nvete maccy 200 mr",

6.4.6.7. Ecnu BO3MOXHO, JomkHa ObiTb onucaHa dumsnyeckas opma craHgapTHoro obpasua, Hanpumep,
hopma, pasmepbl, YACIO U KONUYECTBO.

Mpumep. ATTeCTOBaHHbIM CTaHOAPTHbIA Obpasel - CTEKNAHHbIA UNbTP AN CBETOBOW CMEKTPOMETPUM,
npegHasHayeH B KayeCTBE ITANIOHHOIO MCTOYHMKA AONs KanmbpoBkM wWwkonbl abcopbuum cnektpomeTpoB. OH
COCTOUT U3 TPeX MHamBMAyanbHbIX QUNLTPOB U OAHOro NycToro gepxarensa dounbTtpa, pasmepamm (10 x 10 x 50)
MM. Kaxxgbih punbTp uMeeT naeHTUOUKaLUMOHHBLIN HOMep. BepxHuii neebi yron dunbTpa CnuneH, ykasbiBasi ero
npaBuibHOE NONOXEHME B METaNNNYEeCKoM gepxaTene.

6.4.6.8. B onncanum gomkHa 6biTb NpMBEAeHa NpMMEHEHHas NpoLleaypa CTepunmnsaumm.

6.4.6.9. B onncaHmm OomkHbl ObiTb 3agaHbl TN, MaTepuarn, cnocob repmeTusaumm n atmocdepa BHyTpU
KOHTENHepa U/vnmn ynakoBKu.

6.4.6.10. JomkHa ObITb yka3aHa CTabuibHOCTb aTTECTOBAHHOIO CTaHOapTHOro obpasua. JormkHbl ObiTb
NpvBEAEHbl YCIOBUS XPaHEHUS 3aKPbITOTO KOHTEMHEpa, Hanpumep TemnepaTypa, BNaXHOCTb, OCBELLEHHOCTb.
HomxHa 6bITb yCTaHoBMEHa CTeneHb HeCTaburnbHOCTM B NPEeAnMCaHHbIX ycrnoBusiX. JormkHbl ObiTb yKasaHbl BCe
nocneaywowe npoBepkn CcTtabunbHOCTM mMaTepuana. [dormkHO ObiTb yKasaHo, MMeeT N  aTTeCTOBaHHbIV
CTaH4apTHbIA 0bpasel, orpaHNYeHHY CTabuIbHOCTb NOCIE OTKPbIBAHUS KOHTEMHEPA.

JormxeH BbITb yKa3aH CpOK rOAHOCTU NP 3aKPbITON YNaKoBKe.

MpumedvaHue. Takme aTTecToBaHHbIE CTaHOAPTHbIE 06pa3LUbl 06bIMHO NOCTaBNAT B 3aneyaTtaHHbIX Oriokax.

6.4.6.11. B onucaHuu cTaHgapTHoro obpasua AOMmKHbl OblTb MOEHTUMUUMPOBAHbLI CUCTEMbI KadecTBa,
KOTOpbIM CriegoBanu B MNpoLecce Npou3BoacTBa, 00paboTkM, XpaHeHus, pacnpOCTpPaHEHUsT CTaH4apTHOro
obpasua, Hanpumep B cooTBeTCcTBUM ¢ PykoBogcteom UCO 34, [1], [4] vnm [5].

6.4.6.12. [omkHbl ObITb ykasaHbl BCE PWCKM, acCOLMMPOBAHHbIE CO CTaHOAPTHbIM OOpasuoM unu ero
NPYMEHEHMEM 1 MepbIl yNpaBrieHnst umm (cMm. 6.4.2).

6.4.7. Cneumnduryeckme cBoNCTBa

6.4.7.1. Cneunduyeckne CBOWCTBaA aTTECTOBAHHOIO CTaHAApTHOro obpasua, BAWSOWME Ha nobyo
BEMWYMHY, OISt KOTOPOW MPVMBEAEHO 3HayeHWe, AOMKHbl OblTb OMMCaHbl, MO MEHbLUEN Mepe, B COOTBETCTBUM C
6.4.7.2 - 6.4.7.11.

6.4.7.2. Tlpn BO3MOXHOCTW, MOJMEKYNSAPHbIA CcOCTaB wnyM  Guonorumdeckas wnm  Buoxmmmyeckas



PYHKUMOHarnbHas aKTMBHOCTb Ka)Joro CyLLeCTBEHHOrO KOMMOHEHTA A0MKHa ObITb yKa3aHa B COOTBETCTBUM C 4.2,
6.4.7.3. JomkHa ObITb yKa3zaHa BENUYMHA, KOTOPOW NPUMMCAHO 3HAYEHNE.

6.4.7.4. YnctoTa OCHOBHOIO KOMMOHEHTa B "4MCTOM" aTTeCTOBaHHOM CTaHAapTHOM obGpasue AormkHa ObiTb
yKkasaHa kak maccoBasi fornsi, obbeMHasa [onsd, JoMsl KonMyecTBa BeLecTBa wim vucnoBasi gons. B oTHoweHuu
HecTabunbHOro GMONOrMYecKoro KOMMOHEHTA OOMMKHbI OblTb yka3aHbl OaHHble MepPBOHAYaNbHOrO M3MEPEHUS U
CKOpPOCTb pacnajga.

6.4.7.5. Matpuua matepuana gorkHa OblTb onucaHa. Ona cyxux M nuounuampoBaHHbIX MaTepuanos
OOJMKHa ObITb YKasaHa NponopLusi octTaTka pacTBOpUTENS.

6.4.7.6. BenuunHa, ons KOTOpPOW MpPUBELEHO 3HAYEHWE, OOMMKHA OblTb YETKO 3asiBNeHa C ykaszaHueMm
CUCTEMBI, KOMMOHEHTA, poAa BENMMUYNHBI U COOTBETCTBYIOLLMX cneundmkaumin ans Hux (cm. 4.1).

6.4.7.7. [JomkHbl ObITb NpuBeOeHbl OaHHble O CTEeMNeHUM W3YyYEeHHOW KOMMYTaTMBHOCTW, Hanpumep ans
KOHLeHTpauun onpeaeneHHoro 6enka.

6.4.7.8. JomkeH ObiTb ykaszaH TWN LIKanbl, HA KOTOPOW WCCMEeLOBaHO 3HA4YeHWEe KOHKPETHOW BEMWYMHbI,
HanpuMmep, KayecTBeHHasi, nopsakoBad, AuddpepeHumanbHas (Tak HasblBaemMasd WHTepBanbHasl) unu Lkana
OTHOLUEHWI

Mpn HEOBXOAMMOCTM JOMKEH ObITb MPUBEAEH P, BO3MOXHbBIX 3HAYEHUNA.

Mpumep. Mpoba cTabunmnampoBaHHOM KPOBM MOXET ObiTb MCMOMb30BaHa kak CTaHAapTHbIN obpasel ans
N3MEpPEeHNsi pasHuLbl KOHLEHTpauuiA KoNuyecTBa BeELLECTBA, CBA3aHHbIX C OCHoBaHuWsaMM rpynn  ("M36bITOK
OCHOBaHU") B KPOBW W, ecnun TpebyeTcs, B anddepeHumansHon wkane (... -4.2 -4.1... -0,1 0,0 0,1... 4,1 4,2..)
MMOIb/M; KOHLIEHTpaLMs KonMyecTBa BeLlecTBa MOHa kapboHaTa BOAOpOAA, M3MepeHHas B LUKane OTHOLUEHWUN
(0,0 0,1 0,2... ) Mmonb/n.

6.4.7.9. CneaoyeT npumeHaTb eguHuubl cuctembl CU Bo Bcex cnyyasx, korga 9TO BO3MOXHO. [lpum
NPUMEHEHNM NPOU3BOSTbHBIX €ANHWL, OOMKHbI ObITb NPUBEAEHBI UX MEXOYHAPOL4HO-COrNMacoBaHHbIE OrnpeaeneHms
Unu onpeaeneHns, onMcaHHble COOTBETCTBYHOLLEN METOAUKON N3MEPEHUS.

6.4.7.10. HeonpegeneHHOCTb M3MeEpeHUs OOmKHa ObiTb BbIpaKeHa Kak KOMOWHWpOBaHHas cTaHAapTHas
HeonpeaeneHHOCTb UNKN Kak MHTepBarn, pacCYMTaHHbIA U3 pPacLUMPEHHON HeonpeneneHHOCTU C YCTaHOBIEHHbIM
YPOBHEM [OBEPUTENBHOM BEPOATHOCTWU. [logTBepXAeHHasw MeToAuKa OLEHKUM HeonpenerieHHOCTU W3MepEeHMs
[OIKHa COOTBETCTBOBATL ONMcaHuto, npueegeHHomy B Pykosoactee MCO/MOK 98-3.

MpumeyaHue. KOMMNOHEHTbI HEONPeAENEeHHOCTU M3MEPEHUST Bbl3BaHbl HEFOMOrEHHOCTLIO MaTepuana u ero
onpeneneHnsi, HecTaburbHOCTLIO MaTepuana W €ero ornpeferneHuss B MpoLecce MpUNUCbIBaHUS 3HaYeHMUs
MocnegHee 4acTo OTpaXkaeT aHanMTUYECKYHD Bapuauuilo Mexgy pasnuuHbiMyi nabopartopusmu, onepaTtopamu,
KanubpaTtopamm  U3MEPUTENbHbIX  CUCTEM, METOAUKaMW  U3MEPEHMA U aHANUTUYECKMMU  CEepUsaMM.
HeonpeneneHHOCTL BKIOYaeT B cebs kak cucTemaTuieckue, Tak U cnydarHble KOMMOHEHTDI.

Mpumep 1. AttectoBaHHas obpasuoBasi cbiBopoTka (BCR 348 NN, BoccTaHOBReHHasi) - NPOrecTepoH,
KOHLeHTpauusa konuyectBa BewectBa ¢ = (40,3 + 1,0) HMOnNb/N; HEB3BELLEHHOE CpegHee 3HavyeHue WU
paclmpeHHas HeonpegeneHHocTb (K = 2), npuBeaeHHas B MHTepBarie ¢ ypOBHEM OOBEPUTENTbHON BEPOSITHOCTU
0,95.

Mpumep 2. ATTecTOoBaHHasaA 4MCTOTa ONpenerieHHoro mMaTepuana YCTaHOBMEeHa Kak OTHOCUTErNbHoe
cogepaHue konudecTBa BewlecTBa (akTyanbHoe/TeopeTnyeckoe) = 0,996 3 (0,993 6; 0,997 5);megmana (0,25- n
0,75-cbpakTunb).

6.4.7.11. [domkHa ObITb OMNMCaHa MeTporiorMyeckasl MpPOCEeXnBaeMoCTb MNPUMUCAHHOIO 3HA4YeHUs
aTTecToOBaHHOro ctaHaapTHoro obpasua.

6.4.8. XapakrepucTtuka

6.4.8.1. OOLLMEe NonoXeHus.

Onsa Toro, 4ToObl OXxapakTepu3oBaTb W NOATBEPAUTb MPUIrOAHOCTb ANS NPeAHa3HaYeHHOro MPUMEHEHUS
aTTeCcTOBaHHOro cTaHaapTHOro obpasua, AOMKHbI ObiTb UCMOMb30BaHbl TEXHUYECKN NOATBEPKAEHHbIE METOAUKM.

6.4.8.2. lNnaHnpoBaHne aKcneprMMeHTarnbHOro ansanHa [omkeH ObiTb onvMcaH aTTeCTauNoOHHbBIN TECT.

MpumeyaHune. TecTt OyneT 3aBUCETb OT MPUPOAbLI aTTECTOBAHHOMO CTaHOapTHOro obpasua v crnocoba ero
npumeHeHus. Kak npaBuno, pekoMeHAyeTcsl, 4TOObl FOMOTrEHHOCTb U CTabWUNbHOCTL ObiNM  UCMbITaHbl A0
NPUNUCbIBaHMS 3Ha4YeHun. HeobxoaMmo Takke YCTAHOBUTb MaKCMMarbHO AOMYCTUMYHO HEONpeAeneHHOCTb
N3MEePEHNsI NMPUMNUCAHHOTO 3HAYEHWS!, MOCKOITbKY 3TO OKa3bIBAET BIUSIHWE Ha MnaH UCMbITaHWSI.

6.4.8.3. OueHKka roMoreHHoCTu.

VcnbiTaHMe TrOMOreHHOCTU aTTeCTOBaHHOrO CTaHOapTHOro obpasua, BKIIYas FOMOreHHOCTb B npobe u
Mexay npobamu, JOIMKHO ObiTb NPOBEAEHO, OLIEHEHO M JOKYMEHTUPOBAHO B cooTBeTCTBUM ¢ PykoBogcteom NCO
35.

6.4.8.4. CtaTuctnyeckas oueHKa pesynbTaToB.

HomkHa ObITb MpoBefeHa cTaTUCTUYecKasl OLEHKa AaHHbIX, MOMYYEeHHbIX MNPV BbINOAHEHUN WCMbITAHUS.
MeTopn oueHKn JomkeH OblTb ONUCaH M COOTBETCTBOBATL Moaxogam, onmcaHHelM B PykoBoagctee VICO 35 n NCO



5725-2.

6.4.8.5. OueHka cTabunbHOCTN.

MeToguka OLeHKM cTabunbHOCTU AOMKHa ObITb NPOBEAEHA, OLIEHEHA U JOKYMEHTMPOBaHA B COOTBETCTBUM C
Pykosogctesom UCO 34 n Pykosogctsom UCO 35.

MpumevaHne 1. [OnsA aTTecToBaHHbLIX CTaHOAPTHbIX 0Opa3uoB KenaTenbHOM SBMSeTcs CTabWIbHOCTD,
obecneunBatoLlas BO3MOXHOCTb UX XpaHeHusi B TedeHune 8-10 nerT.

OdbhekT, oOKasbiBaeMbli Ha CTabWNbHOCTb MMEKLWUMUCSA CBOMCTBaMM, [LOMMKEH ObITb  OLEHEH
KONMMYECTBEHHO U JOKYMEHTUPOBAH.

HormkHa 6bITb onMcaHa MeToaMKa M3MEpPEHUs, BKIoYas ee KanubpoBKY M KOHTPOSb TOYHOCTMU.

MpumevaHne 2. MeToOMKM MOHUTOPUPOBAHMS CTAaOUIBLHOCTM aTTECTOBAHHOrO CTaHZapTHOro obpasua Ha
NPOTSXKEHMN CpOKa €ero roAHOCTM BKMOYalOT B cebsA M3mepeHuss Haubornee BaXHbIX BENUYUH 4Yepes
3annaHMpoBaHHble WMHTEpBanbl B TeYeHWe BPEMEHW MPUMEHEHUS aTTECTOBAHHOIO CTaH4apTHOro obpasua,
Hanpumep, U3MepeHne KOHLEHTpaumMu remornobuHa B nnasme pedepeHTHOro npenaparta crabunuanpoBaHHOM
KpOBMW.

Mpumep. ®nakoHbl ¢ obpasuamu xpanunu npu 20 °C, 37 °C, 45 °C u 56 °C n nsmepsanu B napannenbHbiX
OBOMHbIX npobax nocne xpaHeHust B TedeHue 110 gHew, 244 gHen n 604 gHeir. CTaTUCTUYECKM LOCTOBEPHbLIX
N3MEHEHUIA COOTBETCTBYIOLLMX 3HAYEHMI MO OTHOLLEHMIO K 3HAa4YeHMsIM NPoOLI, XpaHMBLLENCS Npu TemnepaType 20
°C npu koTopow obGpasel, okasancs cTaburnbHbIM MpU cpaBHeHWM ¢ npobon, xpaHuswerca npu 70 °C, He
o6HapyxeHo (p>0,05). MaTtepuan nposiBAn A0CTaTO4YHyl0 cTabunbHocTb. CTabunbHOCTL LOMKHA NPOBEPATLCS B
TEeYeHMe BCEro cpoka XxpaHeHuss matepuvana.

MpumeyaHne 3. CnocobHOCTb OBHaApPYXUTb BO3MOXHYK HecTabunbHOCTb obpasua TpebyeT [OCTaToOYHO
HM3Koro koadduLmMeHTa BapMaLnmnm CXogUMOCTN METOANKN U3MEPEHUSI.

6.4.8.6. MpunuceiBaHne 3Ha4YeHUs.

[ormkHbl BbiTb ONMcaHbl NaH 3KCNepuMeHTa U MeTOAMKU U3MEPEHMUs1, NPUMEHsIEMble NS NPUMNUCLIBAHNSA
3HaYEeHUN.

Mpumevanue 1. Cm. Takke Pykosoacteo NCO 34 u Pykosogcteso NCO 35.

MpumeyaHue 2. 3HadeHne AaHHOM BENUYMHE MOXET OblTb MPUNUCAHO HAa OCHOBE KOHKPETHOW XOPOLLO
OOKYMEHTUPOBAHHOW METOAMKN U3MEPEHUs B ogHow nabopatopun. Bo MHormx cnyyasx, ogHako, 6onee ToyHas
OLEHKa 3Ha4YeHus BenWYUHbl MOXeT OblTb MofyYyeHa npyv yyacTM MHOMMX OMbITHbIX nabopatopuin B
MexXr1abopaTopHbIX CAMYEHUSAX Ha BbICOKOM METPOSIOrM4EeCKOM YPOBHE U, €CrM BO3MOXHO, C UCMOMb30BaHWEM
pa3sHbIX METOAOB N3MEPEHUS NN AaXe Pa3HbIX MPUHLIMNOB U3MEPEHNSI.

6.4.8.7. 3HayeHne BENUYMHbI U HEOMPELENEeHHOCTb N3MEPEHMS.

[omxkHbl BbITb NPMBEAEHBI 3HAYEHNE BEMNUYUHBI U HEONPEAENEHHOCTb U3MepeHnst (OCHOBaHHas Ha Grogkete
HeonpeaeneHHOCTH) AN KaXaon NPUMEHEHHON METOOUKMN.

Mpumeyanue 1. Cnepyet BecTu paboumin XXypHan, B KOTOPOM CBOEBPEMEHHO (OUKCUPYIOT BHECEHHbIE
nonpasku, 3anncn o6 obcnyxmBaHMn 06OpyAOBaHMSA, OTYETbI O NMOATBEPXKAEHUN METOOVKMA U3MEPEHUS K AaHHble
KOHTpORS.

B oTyeTe Takke OOMKHO ObITb OTPAXKEHO:

a) YMCNOo NOBTOPHbBIX aHanNn3oB B cepuu;

b) uncno cepuis;

C) uncno KanubpoBok;

d) uncno pasnuyHbIX U3MepUTENbHBIX CUCTEM, MPUMEHEHHbIX 1151 OQHOM U TOM XXe 3agaqun.

Mpumevanue 2. JononHuTteneHble getanu cm. B PykoBoactee MCO 35 n NCO 5725-2.

6.4.8.8. PernoHanbHoe npusHaHue.

[omkHbl BbITb NepeYncneHbl PermoHbl, B KOTOPbIX aTTECTOBAHHbIM CTaHOAPTHbIM 06pasel, Npu3HaH.

6.4.9. lNpegHasHa4yeHHOE NPUMEHEHNE

[omkHo BbITb 3asiBNEHO NpegHa3Ha4YeHHOE NPUMEHEHMEe aTTECTOBAHHOIO CTaHAapTHoro obpasua.

ATTECTOBaHHbIN CTaHAAPTHbIN 0OpaseL, MOXET BbINOMHATE (PYHKLMN:

a) KannbpoBO4HOro Matepuana (kanubpatopa) - onpedensitb kannbpoBOYHYK YHKLUMIO KOHKPETHOW
METOAMKN M3MEpPeHUs (KoTopash MOXeT ObiTb TakKe WCMonb3oBaHa Ans KanmbpoBKM ApPYroro CTaHOapTHOro
obpasua) nnm

b) KOHTpombHOro Martepuana - OUEHMBAaTb CMELLEHME W3MEPEHMSI WM HEONPELENeHHOCTb M3MEepEHUs
YCTaHOBMNEHHOW UM HOBOW METOAMKN U3MEPEHMS B KOHKPETHOM NlabopaTtopum unu B rpynne nabopatopui.

B pamkax KOHKpPETHON M3MEpPUTENbHON CUCTEMbI B KOHKPETHOW NlabopaTopun aTTeCTOBAHHLIN CTaHOAPTHbIN
obpaseL, MOXeT BbINMOMHATb TONIbKO OAHY U3 YKa3aHHbIX Bbie PYHKUWUA, 3a4aHHbIX TEPMUHAMKN "KannbpoBOYHbIN
mMaTepuan (kanubpatop)" Nnbo "KOHTPONbHbBIN MaTepuan NpaBuUTbHOCTK".

[omkHbl ObITb AOKYMEHTUPOBaHbI U3BECTHbLIE OFPaHUYEHUSI MPUrO4HOCTW, HAaNPUMeEpP, ecnu KanubpaTop unu



KOHTPOMbHbIN MaTepuar, npegHasHadYeHHble AN UCMONb30BaHWSA C KOHKPETHOW paboyert METOOUKON U3MepeHUs,
OaloT 3HaYeHNs M3MepeHUs, KOTopble TPebyIoT KOPPEKLMM OTNINYUIA OT 3HAYEHWUIA, NOMYYEHHbIX NPY MPUMEHEHUN K
HaTUBHOMY MaTepuany (OueHka KOMMYTaTMBHOCTM). B WMHCTpyKUMM MO NPUMEHEHUIO AOIMKHO CcopepXaTbCs
3asBNeHne O npedHa3Ha4YeHHOM MPUMEHEHUM, OCHOBaAHHOE Ha MOATBEPXKAEHHbIX AaHHbIX O MNPUrogHOCTM
aTTeCTOBaHHOro ctaHgapTHoro obpasua. MNpumeHeHne aTTecToBaHHOrO CTaHA4apTHOro obpasua BHe obnactu ero
npegHa3Ha4YeHHOro MpUMEHEHUA  npegnonaraeT  Banugauuilo — aTTeCcTOBaHHOrO  CTaHAapTHoro  obpasua
nonb3oBaTenemM pAns [OaHHOW YacTHOW uenu. PekomeHOoBaHHas B OMMCaHWM CcTaHgapTHoro o6pasua
cTatucTnyeckass obpaboTka 3Ha4YeHWW, MNOMyYeHHbIX MOnb3oBaTeneM, AOMKHa ObiTb ykaszaHa Ans Kaxgoun
npegnonaraemMon pyHKUMM CcTaHgapTHOro obpasua, No KpanHew Mepe, B BMOE CCbUIKM Ha WCTOYHUKA B
nuTeparype.

Mpumep 1. HeonpeaeneHHOCTb M3MepeHUs KanubpOBKM MOXET ObiTb paccuuTaHa M3 HeonpeaeneHHOCTM
KanubpoBKW, NMOMYYEHHON C MPUMUCaHHBIM 3HaYeHMeM KanubpoBOYHOro martepuana, U cpegHeKkBagpaTUyecKoro
OTKITOHEHNS CXOOAMMOCTU METOAMKA M3MEPEHMWS, C Y4EeTOM uucna M3MEpeHun, MOony4veHHbIX Ha kanubpartope.
dopmyna ons pacyeta npegcraeneHa B Pykosogctee MCO 33 [10].

Mpumep 2. Ona Toro, 4toObl MPOBEPUTH MPELM3NOHHOCTL MpoLeaypbl U3MEPEHWs, BbIMOMHAEMOW B
nabopaTopuu, 4YMCNO MNOBTOPHbIX WM3MEPEHWA aTTeCTOBaHHOrO  CTaHAapTHOro obpasua wm3bupaetcs
COOTBETCTBEHHO MPUEMMEMON BEPOATHOCTM OLUMOOYHOrO MPUHATUS UMK NMOXHOro oTbpackiBaHus cepum, OueHka
NPaBUNIBHOCTM NPOBOAUTCH CIIMYEHUEM CPeOHEro 3Ha4YeHWsl NOMyYeHHbIX AaHHbIX C MPUNUCAHHBIM 3HAYEHUEM C
Yy4eTOM HeonpeaeneHHOCTEN M3MepeHust oboux 3HauveHun. MoxeT noTpeboBaTbCA MCKMOYEHWE BbiNagaroLLmx
3HadeHun. dopmyna ons pacyeta npegcraeneHa B PykoBoactee MCO 33 [10].

Mpumep 3. MNMpu mMcnonb3oBaHMM aTTECTOBAHHOIO CTaHOAPTHOro obpasua Ansa KOHTPOMSA NMpaBWUibHOCTM B
Ka)KOoW aHanMTU4YecKom cepun, BKIOYas YeTbipe OnpeaeneHust aTTeCTOBaHHOIO CTaHAapTHOro obpasua, MOXeT
ObITb NPMMEHEHO crieaytoLlee KOHTPOSIbHOE MPAaBMIIO: HU OOWH pe3yrnbTaT He OOSMKEH BbIXOAMTb 3a npepen
npuemnemMmocTn + 3s. B 3TOM cnyyae cuctemartmdeckasi NorpeLlHoCTb 2s onpegenseTca ¢ BeposaTHocTbio 0,55 m
BEPOSATHOCTbIO NoXHoro otbpaceiBaHua 0,01 (cpegHekBagpaTuUdeckoe OTKIIOHEHME CXOQMMOCTU npoueaypbl
n3MmepeHns obo3HavaeTCcqa CUMBOSIOM S).

6.4.10. VIHCTPYKUUS NO MPUMEHEHUIO

6.4.10.1. BesonacHocCTb.

MepBbI MYHKT WMHCTPYKUMM NO MPUMEHEHUIO [AOMKEH codepXaTb npeaynpexgeHue o HeobxogmmocTwu
cobnogeHnss oCTopoXHOCTN (cMm. 6.4.2). B  WHCTPYKUMIO MO MNPUMEHEHMIO AOMKHbl  ObiTb  BKITHOYEHDI
COOTBETCTBYIOLLNE MepPbl BE30MacHOCTU, Kacatowmecst 06opyaoBaHus, maTepmanos, Npob 1 0TX04o0B.

6.4.10.2. O6LKMe nonoxXeHus.

[omkHa 6bITb NpegocTaBneHa AeTanbHast UHCTPYKLUUA N0 NPUMEHEHMIO, BKOYatoLlasi B cebsl, Mo MeHbLUen
Mepe, creayoLLyo MHPoOpMaLUmIo:

a) Tpebyemble YCnoBWsi XpaHEHUs U CTabUNbHOCTb aTTECTOBAHHOIO CTaHgapTHoro obpasua npu ero
nony4yeHuu;

b) npouenypy oTkpbiBaHMSA BHYTPEHHEN YNAKOBKY;

c) Tpebyemoe obpalleHne C aTTeCTOBaHHbIM CTaHAApPTHbIM O0Opas3LoM MOCMNe OTKPbIBAHWUS BHYTPEHHEWN
YNaKoBKY;

d) noaroToBky npobbi;

€) TEXHOMNOIMI0 OTTauBaHUs U BOCCTAHOBMEHUSA C NOCHeayoLLUM CMELLNBaHNEM;

f) npouenypy nony4yeHns MUHUMAaIbHOW aHaNUTUYECKOM NPOBbI 1 aHaNUTUYECKOW MOPLUK;

g) MeToauKky usmepenus (pekomeHgyemas unm obasartenoHas);

h) yaaneHune noboro octasLuerocss Matepuvana nocne UCnosb30BaHus.

6.4.10.3. PeareHThl.

Bce ykasaHHble B MHCTPYKLMKU MO NPUMEHEHUNIO peareHTbl OMKHbI ObITb AEHTUULNPOBAHDI.

6.4.10.4. MNMprHaQnNexXHOCTW.

JormkHbl OblTb MepeyncrneHbl  MPUHAAMNEXHOCTW, HeobOXoauMble O NPUMEHEHWs aTTeCTOBaHHOMO
cTaHgapTHoro obpasua.

6.4.10.5. Mpnbopkl.

[omkHbl ObITb NepeyvrcrieHbl Npubopkl, HeOOXoaMMbIE AN UCMONb30BaHUSA aTTECTOBAHHOIO CTaHA4ApTHOro
obpasua.

6.4.10.6. Cpepa.

Ecnv npumeHeHne aTTecTOBaHHOIO CTaHZapTHOro obpasua TpebyeT cneumanbHbIX YCIOBUI OKpyXatoLewn
cpenbl, OHM OOMKHbI ObITb YKa3aHbI.

6.4.10.7. lamepsieMble 0ObEMBI.

Mpn HeobxoguMMocTM AorkHa ObiTb yka3aHa TemnepaTtypa (ans rasoB - OaBreHue), npyu KOTopon (npwu
KOTOPOM) uamepsieTcss 06beM.

Pa3baBneHus, NpUroToBreHHbIE NyTEM J00aBnNeHUs ogHOro obbema XMOKOCTU K APYroMy, OOJDKHbI ObiTb



ykasaHbl cnegyoLmnm obpasom:

a) "pasbaeneHne V1 -> V2", ecnun obbem V1 3agaHHOro pacrteopa pasbaBneH Takum obpasom, 4ToObl
nony41Tb obLWmii 06beM V2 KOHEYHOW CMeCH, HanpuMep, pa3Becty 25 mn -> 1 n; unu

b) "paszbaenenve V1 + V2", ecnu obbem V1 3agaHHOro pactesopa gobasneH k obbemy V2 pactBopuTens,
Hanpumep 25 + 975 mn.

Takune obo3HaveHns pasbasneHus, kak "V1 : V2" unu "V1 / V2", npuMeHATbLCS He AOMKHbI, MOCKOMNbKY OHU
NCMONb3YTCA C Pa3HbIMWN 3HAYEHUSMMU.

6.4.10.8. BoccTtaHoBNEHNe NModnnmM3npoBaHHOro aTTeCTOBaHHOIO CTaHAapTHOro obpasLa.

JormkHbl ObITh NpUBeAEeHbI AeTanu npoLleaypbl BOCCTAHOBIEHMS.

6.4.10.9. CcbInkn Ha NnaTeHTOBaHHbIE N3OENWUS.

Ecnu, B wuCKNMIOUMTENBHBIX CryyasX, TEXHUYECKUMU COODpaKEHUsIMM OnpaBOoaHO UCMONb3oBaHWE B
WHCTPYKLUM MO NPUMMEHEHWNI0 CTaHZapTHOro obpasua TEPMMHOB CO CChINKOW Ha npeameTbl, 3allMLieHHble
aBTOPCKMMMK MNpaBamMu, HeobXxoaMMO MpuBMEYb BHMMAHUME K TOMY, YTO B COOTBETCTBUM C WHCTPYKUMEN MO
NMPUMEHEHMIO NPEeAYCMOTPEHO NCMOMNb30BaHNE NaTeHTa.

MpumeyaHune. Ona onucaHusi aTTeCTOBAHHOIO CTaHAapTHOro obpasua B MeXAyHapoO4HOM CTaHgapTe CM.
[13] v [14].

6.4.11. OpraH aTTectauum

HanveHoBaHMe opraHa artTectaumMu, TO €CTb oOpraHa WM OpraHu3auuu, KoTopble MPUHUMAOT
OTBETCTBEHHOCTb 3a MHOPMALMIO, COAEPXKALLYIOCSt B CONPOBOAUTENbHON AOKYMEHTALMN, JOMKHO ObiTb YKa3aHo
C NpvBeAEHWEM MOMHOrO MOYTOBOrO agpeca, HoOMepoB TenedoHa u dpakca, W, ecnn BO3MOXHO, 3NEKTPOHHOrO
agpeca.

6.4.12. bubnuorpacuio

JoKkymeHTbl, copepXallime [OMONMHUTENbHY MHOPMaLulo, HO He sBnslwmMecs HeobxoaumbiMK Ans
NCMNONb30BaHWSA aTTECTOBAHHOIO CTaHA4apTHOro obpasua no ero npeaHasHavyeHuo, OMKHbI ObiTb NepeyncreHbl B
Bubnuorpadun.

MpumevaHne 1. Bubnuorpadua moxeT ObiITb npeactasneHa B dopme npunoxeHua (cm. 6.4.13,
nepeuuncnexve d). [Ina onucaHnsa aTtTecTOBaHHOro CTaHO4apTHOro obpasua B cTaHgapTe Gubnuvorpaduss moxet
copepaTb CCbIMKN Ha AOKYMEHTbI, KOTOPbIE TOMbKO LUMTUPOBAHbI Kak UCTOYHUKN MHOPpMaUuW, KOTopble cnyxat
OCHOBHbIM MaTepuanom 1 KoTopble AOCTYMHbI TOMbKO NO 3anpocy. Cm. Takke [14].

Mpumeyanue 2. MNybnukaumm MoryT OGbiTb PasnNUYHOrO TUMa, HaMpuUMep, PernoHarbHble HauMOHAarbHblEe
CTaH4apTbl, NPaBOBbIE aKkTbl, pEKOMEeHAaLMN MEXAYHaPOAHbIX UMW PEernoHanbHbIX HayYHbIX OpraHvM3auni, ctatbu
r0 Hay4HbIX XXypHaroB, PYKOBOACTBa, CTaHAapTbl M3rOTOBUTENeW WnvM MHgopMauus o npogykuun, OTdeTbl O
MexxriabopaTopHbIX UCTIbITAHUSX.

6.4.13. MNMpunoxeHus

WHpopmaums, He BKMHOYEHHAsi B OCHOBHYIO 4acTb OTYETa, AOSMKHA OblTh NpMBeaeHa B NPUIOXKEHNSIX.
MpumeyaHue. [lonyckaeTcs BHOCUTL B MPUITOXEHUS:

a) JaHHbIe O TOMOreHHoCcTH (cMm. 6.4.3);

b) aaHHbIE 0 cTabunbHOCTK (CM. 6.4.8.5);

C) AaHHble O NMPUNUCbIBaHMKN 3HA4YeHna (cM. 6.4.8.6 1 6.4.8.7);

d) 6ubnumorpacuio (cm. 6.4.12).

6.4.14. Cpoku paspeLleHnst n nepecmoTpa
JomkHbl OblTb NpUBEAEHbI CBEAEHMS O BBEAEHUWN B OEWCTBME AAHHOW NyGnukaumu v npenllecTByHLero
nsgaHus (m3gaHun).

MpunoxeHne A
(cnpaBoyHoe)

ATTECTOBAHHbIE CTAHOAPTHbBIE OBPA3L|bI KAHECTBEHHbIX
CBOWCTB Ui NOPAQKOBbLIX BENNYAH

A.1. O6LuKre nonoxeHus
A.1.1. Hacrosiwuii cTtanHgapT ycTaHaBnuBaeT TpeboBaHMS K aTTecToBaHHbIM CTaHAapTHbIM obpasuam
BbICLLEFO METpPOSiorMyeckoro ypoBHsi. Kaxgoe 3HayeHWe BenuuYMHbl, MPUNMCAHHOE TakoMmy ob6pasuy,



npegHasHayeHHoe Ans MPUMEHEHUS C MeToAMKaMu U3MEPEHUIN, HaxoauTcs B LUKane pasfuvyvii unu Lwkane
OTHOLUEHWIA W BbIpaXXaeTCA YUCMOBbIM 3HAYEHUEM, YMHOXEHHbIM Ha eguHuly wsmepeHus (cm. 4.1.4), n
COMpoBOXaaeTcs HeonpeaeneHHOCTbI0 U3MEePEHNSI.

A.1.2. CgoicTBa, OTNMYHbIE OT AndddpepeHumanbHbiX UM paumMoHanbHbIX BENWYMH, Takke MOryT ObiTb
onpeaeneHbl MNK BOCMNpou3BedeHbl 0OpasuaMu, HO MPUMUCaHHbIE MM 3HAYeHUs] He MOryT ObiTb BblpaXKeHbl
YUCINOBLIM 3HAYEHUEM, YMHOXEHHBIM Ha eauHuLy uaMepeHusi. Takue 3HavyeHUst MOryT ObiTb B NMOPSOKOBOWM MIKW
KayeCTBEHHOW LUKarne.

A.2. MNMopsagkoBble BENUYMHBI N KAYECTBEHHbIE CBOMCTBA

A.21. Ona nopsiakoBoW BeNWYMHbI 3Ha4YeHuss MOryT OblTb npeAcTaBrneHbl dpasamMmym MM Yucnamu,
BblpaXaloLUMN pasmep COOTBETCTBYIOLLMX CBOWCTB. OTU 3HA4yeHUss MoryT ObiTb MCMonb3oBaHbl  Ans
paHXWpoBaHWS CBOWCTB MO pa3Mepy, OAHAKO pasnuMyua M OTHOLIEHWS MO LWKane He MMET 3HayvyeHus Ons
CpaBHeHWsi, Hanpumep, 3HadeHwe "3" unu "MNOBbIWEHHOE", NPUNUCAHHOE KOHTPOSIbHOMY pacTBoOpy AN
ONarHoCTUYECKMUX TECT-MOMOCOK, NPeAHa3HayYeHHbIX AN OLEHKU KOHLUEHTpauun ansbymuHa B Mo4ve B 5-3HayHowm
wkane (0, 1, 2, 3, 4 unun "He NoBbILLEHHAA", "COMHUTENBHO NOBLILIEHHaA", "crnerka nosblleHHas", "noBbIweHHasn",
"CUNbHO NoBbIWeHHasa").

A.2.2. [ns KayeCTBEHHOrO CBOWCTBa 3HA4YeHWs MOryT OblTb BblpaXKeHbl CrAOBaMW WU TEPMUHAMM
(HaumeHoBaHusIMK) 6e3 cBA3N C NMOObLIM pa3mMepoM. 3HavYeHUss MoryT ObITb NpeacTaeneHbl B No6oM yaqo6HOM unm
cornacoBaHHOM nopsake, Hanpumep, PS4 HaMMEHOBAHUA TUMOB NENKOLIMTOB B KOHTPONbHOM Ma3sKe KPOBMW UIu psag,
3Ha4YeHuin 4ns rpynn KpoBw.

A.2.3. On1caHne aTTeCcTOBaHHbIX CTaHAAPTHbIX 00pa3suoB Of11 KAYEeCTBEHHLIX CBOWCTB MMM MOPSAKOBbLIX
BEMNYMH, OOIMKHO MOMHOCTbI0, HACKOMbKO 3TO BO3MOXHO, COOTBETCTBOBATbL TPEeOOBAHWSAM K aTTeCTOBAHHLIM
CcTaHAapTHbIM obpasuam ana anddepeHumnanbHbiX U pauuoHanbHbIX BENWYUH, MPUBEOEHHBbIM B HACTOSLLEM
cTaHgapTe. VicknioveHus KacarTca:

a) U3AMEHEHUN TEPMUHOB:

1) "BenuuymHa" Ha "KayeCcTBEHHOE CBOMCTBO", a Takke COOTBETCTBEHHO B KOMMIEKCHBIX TEPMUHAX;

2) "nsamepeHne" Ha "nccnenoBaHne Ka4eCTBEHHOMO CBOMCTBA", @ Takke B KOMMMEKCHbIX TEPMUHAX;

b) TexHNYeckux n3ameHeHuin:

1) ncnonb3oBaHMsA 3Ha4YeHUn, HanpuMmep onucaHHblx B A.2.1 n A.2.2;

2) HeonpeaeneHHOCTEN WCCNEAOBaHUSA, BbIPAXEHHbIX YMUCIIOM HEenpaBUSIbHO  KraccumumpoBaHHbIX
pakuuit;

3) HEBO3MOXHOCTU KannbpoBaTb Ka4yeCTBEHHYIO LuKary. [[OMOreHHOCTb M CTabunbHOCTb 0Gpasua AOMKHbI
ObITb MPOAEMOHCTPMPOBAHLI CMOCOOOM, COOTBETCTBYHOLLUM CBOMNCTBaAM M BEMNYMHAM.

Mpunoxexne OA
(cnpaBo4yHOE)

CBEOEHWA
O COOTBETCTBUW CCbINIOYHBIX MEXOYHAPOOHbLIX CTAHOAPTOB
HAUMOHAJTIbHbI CTAHOAPTAM POCCUNCKOW oEOEPALIA

Tabnuua A1

O06o3Ha4YeHne ccbIfToYHOro CteneHb O0bo3Ha4vyeHne 1 HaumeHoBaHue
MeXayHapo4HOoro ctaHaapTa COOTBETCTBUA COOTBETCTBYHOLLErO HaLMOHaNbLHOro cTaHaapTa

NCO 31:1992 - <>

NCO 5725-2:1994 IDT FOCT P NCO 5725-2-2002. To4HOCTb
(MpaBMITbHOCTb 1 NPELIM3NOHHOCTB) METOAOB U
pe3ynbTaToB nsmepeHui. Yacte 2. OCHOBHOM
MeTop ornpeaerieHns MOBTOPSIEMOCTU U
BOCMNPOM3BOAUMOCTM CTaHAAPTHOroO MeToaa
n3MepeHuin

NCO 17511:2003 IDT FOCT P NCO 17511-2006. N3penus




MeOMLUHCKMe ONa AMarHoCTUKM in vitro.
NamepeHue BenuunH B Guonornyeckux npobax.
MeTponoruyeckas NpocneXxmBaemocTb 3HaYEHWIA,
NpunuUcaHHbIX KanubépaTtopam U KOHTPOMbHBLIM
martepuanam

NCO 18153:2003

IDT OCT P NCO 18153-2006. N3penusa
MeaULUMHCKNe Ans AnarHocTukK in vitro.
MamepeHune BennumH B Bronornyecknx npobax.
MeTponoruyeckasi NpocnexnBaeMoCcTb 3HAYEHUIA
KaTanuTuyeckom KOHUEeHTpauum pepmMeHToB,
NPUNUCaHHbIX KannbpaTopam U KOHTPOJSTbHBLIM

mMaTepuanam
Pykosoacteo NCO 31 - <>
PykoBoacteo NCO 34 - <>
Pykosoactso CO 35 - <*k>
Pykosogcteo MCO / MOK MOD FOCT P 54500.3-2011 [PykoBoacteo MCO/M3K

98-2:2008:

98-2:2008 HeonpeneneHHOCTbL U3MepeHns -
PyKoBOACTBO MO BbIpa)XeHWUo HeonpeaeneHHOCTH
nameperns (GUM 1995)]

Pykosogcteo NCO / MK
99:2007

- <*>

<*> COOTBETCTBYIOLLNA HALMOHAIbHbIA CTaHAapPT OTCYTCTBYET. [10 ero yTBepXaeHus pekoMmeHayeTca
MCMNonNb3oBaTb NEPEBOA HA PYCCKUIM A3blK AAaHHOTO MEXAyHapoaHOro ctaHaapTa. Nepesoa AaHHOro
MeXAyHapOo4HOro ctaHaapTa HaxoauTcs B PefepanbHOM MHPOPMAaLMOHHOM LIEHTPE TEXHUYECKMX

perfamMeHTOB U CTaH4apTOB.

[1] 1SO 13485

[2] 1SO 14971

[3] 1SO 15193

[4] 1SO 15195

[5] ISO/IEC 17025

BUBITNOTIPAGUA

Medical devices - Quality management systems - Requirements for
regulatory purposes (U3genus megnumHckme. Cuctemol
MeHeL)KMeHTa kadecTBa. TpeboBaHus Ang uenen perynnpoBaHunst)

Medical devices - Application of risk management to medical
devices (Magenua meguuuHckue. NpMMeHeHne MeHempKMeHTa
pycka K MEAULMHCKUM U30ENUsSM)

In vitro diagnostic medical devices - Measurement of quantities of
biological origin - Requirements for content and presentation of
reference measurement procedures (Msgenus meguuuHckmne ans
OnarHoCTuKK in vitro. iamepeHue BennyuH B npobax
©ronornyeckoro NponcxoxaeHus - TpeboBaHust K cogep>XaHnto un
npeacTaBneHno METOAMK pePEPEHTHOrO N3MEPEHNST)

Laboratory medicine - Requirements for reference measurement
laboratories (JlabopaTtopHas meanumHa. TpeboBaHus K
nabopatopusm pedepeHTHbIX N3MEPEHWIA)

General requirements for the competence of testing and calibration




(6]

[7]

(8]

9]

[10]

[11]

[12]

[13]

[14]

[15]

[16]

ISO 18113-2

ISO/IEC Guide 15

ISO Guide 30

ISO Guide 32

ISO Guide 33

ISO/IEC Guide 51

ISO/IEC Guide 63

ISO/IEC Directives, Part 1,
2008

ISO/IEC Directives Part 2,
2004

EN 980

EA-04/14

Laboratories. O6wue TpeboBaHUSA K KOMNETEHTHOCTH
ncnblTaTenbHbIX U KanMBPOBOYHbIX nabopaTopuii)

Clinical laboratory testing and in vitro diagnostic medical systems -
Information supplied by the manufacturer (labeling) - Part 2: In vitro
diagnostic reagents for professional use (KnuHuyeckue
nabopaTopHble nccnefoBaHNa U MegULMHCKME CUCTeMbl Ans
AunarHocTuku in vitro. UHdopmauums, npegoctaensemas
nsrotosutenem (MapkupoBka). HacTb 2: PeareHTbl ang
AunarHocTuku in vitro ans npodeccMoHanbHOro NPUMEHEHUS)

ISO/IEC code of principles on "reference to standards"
(PykoBoacteo MCO/M3K 15 Ceog npuHumnos MCO/M3K no
"ceblnikam Ha ctaHgapThl")

Terms and definitions used in connection with reference materials
(Pykosoacteo MCO 30 TepMuHbI M onpeaeneHns B CBA3M C
CTaHZapTHbIMK 06pasuamm)

Calibration in analytical chemistry and use of certified reference
materials (PykosBoacteo MCO 32 KannubpoBka B aHannTu4ecKom
XUMUK U NPUMEHEHNE aTTECTOBAHHbIX CTaHA4APTHbIX 06pasLIOoB)

Uses of reference materials (PykoBogcteo MCO/M3K 33
Mcnonb3oBaHne aTTecToBaHHbIX CTaHAAPTHbLIX 06pa3LoB)

Safety aspects - Guidelines for their inclusion in standards
(PykoBoacteo MCO/M3K 51 AcnekTbl 6e3onacHocTu - [pasuna no
NX BKIMIOYEHUIO B CTAHAAPThI)

Guide to the development and inclusion of safety aspects in
International Standards for medical devices (PykoBogcteo
MCO/M3K 63. PykoBoacTBO Mo pa3paboTke 1 BKITHOYEHNIO
acnekToB 6e30nacHOCTY B MeXayHapoaHble CTaH4apThbl Ans
MEANLMHCKNUX N3AENnNiA)

Procedures for the technical work (Oupektnebl UCO/MO3K, yacTb 1,
2008. MeToamkn gns TeXHUYeCcKnx pabor)

Rules for the structure and drafting of International Standards
(Oupektnebl MCO/M3K, vacTb 2, 2004. NpaBuna no CTpyKType u
COCTaBNEHMNIO MEXOYHAPOAHbIX CTaHAapTOB)

Graphical symbols for use in the labeling of medical devices (EH
980. N'pachnyeckne cMMBOIbI 451 NPUMEHEHNSA NPU MapKNpPOBKe
MEeOMUUHCKNX n3gennm)

The selection and use of reference materials. European
cooperation for Accreditation, 2003 (EA-04/14 BeiGop n
npumMeHeHne cTtaHaapTHbIX 06pa3uoB. EBponeickas koonepauus
no akkpegutaumu, 2003)




