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Mpeancnosue

Llenu v npuHumMnel cTaHgaptusaunn B Poccuiickoin ®efepaummn yctaHoBneHbl ®egepanbHbiM 3aKOHOM
oT 27 nekabpsi 2002 r. Ne 184-93 «O TexHUYeCcKkoM perynupoBaHuny, a npasura npuMeHeHns1 HauMoHanbHbIX
ctanagapToB Poccuiickoint degepaummn — FOCT P 1.0—2004 «CtanpapTusauma B Poccuiickon ®eaepaumu.
OCHOBHbIE MOMOXEeHUsA»

CeefeHUs o0 cTaHAapTe

1 PA3PABOTAH IlaGopaTtopuein npobnem knuHuko-nabopaTtopHoit anarHocTuku ocynapcTBeHHOro
06pa3oBaTenbHOrC YUpeXaeHns Beicllero npodeccuoHanbHoro obpasoBaHusi MOCKOBCKOM MeaUUMHCKOW
akagemun um. .M. CeueHoBa PocagpaBa

2 BHECEH TexHu4ecknm KomMuTeToM no cTaHgapTusauum TK 466 «MeguumMHcKMe TeXHONormm»

3 YTBEPXAEH W BBEAEH B JENCTBWE Mpukasom deaepanbHOro areHTCTBa No TeXHUIECKoMy pe-
rynupoBsaHuio 1 metponorin ot 18 gekabpsa 2008 r. Ne 558-ct

4 BBE[EH BIMNEPBbIE

UHbopmauusi 06 UusMeHeHUsIX K Hacmosilemy cmaHOapmy rybruKyemcsi 8 eXke200H0 u30agaeMoM UH-
ghopMayUOHHOM yKa3amere «HayuoHanbHbie cmaHO0apmbl», @ MeKCm U3MEeHEHUU U rornpagok — e exeme-
CSIYHO u3dasaeMbix UHGhOpMaUUOHHbIX yKkalamensix «HauuoHaneHele cmaHOapmel». B cnyyae nepecmompa
(3aMeHbi) unu ommeHsl Hacmosileao cmaHdapma coomeemcemeyrowjee yeedomMiieHue 6ydem ornybnukoeaHo
8 eXeMeCcsYHO u3dagaeMoM UHGbopMayUOHHOM yKkazamene «HauyuoHarbHble cmaHdapmely. Coomeemcmey-
rowast uHghopmauusi, yeeGoMIeHuUe U mekcmasl pa3Melyaromcest makxe 8 UHghopMayuoHHol cucmeme obuiez0
roib308aHuss — Ha ogpuyuansHoM calime PedeparnbHO20 azeHmemea o MeXHUYECKOMY pe2ynuposaHuio U
Memporioauu 8 cemu MIHmepHem

© CraHgapTuHdopm, 2009

HacToswuin cTaHaapT He MoXeT BbITb MOMHOCTLIO UMK YacTUYHO BOCTIPOM3BEAEH, TUPAXMPOBaH 1 pac-
npocTpaHeH B kavyecTBe oduLmanbHoro uaaaHnsa 6es paspeluerus dedeparnbHOro areHTCTBa no TexHUYecko-
MY PErynmMpoBaHunic U METPONOorm
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HAUMWOHANbHBLIA CTAHOAPT POCCUUCKOWU ®EOEPALUHU

TexHonorum naéopaTtopHble KNUHUYECKUE
KOHTPOJIb KAYECTBA
KINMUHUYECKUX NABOPATOPHbIX UCCITIEOOBAHUNA
YacTtb 3

OnucaHue MaTepuanoB ANA KOHTpoONnA KavyecTBa
KIMUHUYeCKUX naGopaToprlx uccneaoBaHuUmn

Clinical — laboratory technologies. Quality control of clinical laboratory tests. Part 3. Description of materials for quality
control of clinical laboratory investigations

Dara BBegeHna — 2010—01—01

1 O6nacTb NnpUMeHeHusA

Hactoawun CTaHaapT yCTaHaBnuBaeT TpeGOBaHIAﬂ K Matepuanam, npegHasHa4vyeHHbIM OANA KOHTpONA
KadecTBa KIMMHUYECKNX na6opaToprlx nuccnegoBaHUn, BeIMOMHAEMbIX B KNMHUKO-ANArHOCTUYECKUX naGopa-
TOpUAX MeJULUMHCKUX opraHmsau,Wl BCeX Ct)OpM CcOBCTBEHHOCTU.

2 HopmaTuMBHbIe CCbISIKN

B HacTosilem cTaHAapTe NpyBeAeHbl HOPMaTUBHbIE CChINKU Ha cneayoLlue HalumoHarnbHble cTaHgapThbl
Poccunckon ®egepauu:

FOCT P UNCO 5725-2—2002 To4HOCTb (NpaBUbHOCTL U NPELU3MOHHOCTL) METOA0B U PesybTaToB U3-
mMepeHuia. HYacTb 2. OcHOBHOWM MeTOA onpeaeneHns NoBTOPAEMOCTU U BOCNPOU3BOAMMOCTY CTaH4apTHOro Me-
To4a U3mMepeHui

FOCT P UCO 9000—2008 Cuctembl MeHemkMeHTa kadecTBa. OCHOBHbIE MOMOXEHUS U CIIOBapb

FOCT P NCO 15189—2006 JlTabopaTtopum MmeamumHckme. YacTHele TpeboBaHNA K Ka4ecTBY M KoMme-
TEeHTHOCTU

FOCT P NCO 15193—2007 UN3genua meguumMHcKne Aris AMarHOCTUKM in vitro. MsmepeHne BenuynH B
npobax 6uonornyeckoro npoucxoxaeHusi. OnucaHne MeToank pedepeHTHbIX N3MepeHunin

FOCT P NCO 15194—2007 UN3genusa meguuMHCKne Ons AMarHOCTUKM in vitro. MamepeHne BeNMYNH B
npobax 6uonornyeckoro npoucxoxaeHns. OnucaHne ctaHaapTHBIX 06pasyoB

FOCT P NCO 15195—2006 INabopaTopHas meauumHa. TpebosaHus k nabopaTopusim pedepeHTHbIX
n3MepeHun

FOCT P NCO 17511—2006 UN3genua meguumMHCcKne Ans AMarHOCTUKKM in vitro. MamepeHne BennynH B
6uonorudecknx npobax. MeTponoruyeckas NPOCMNEXMBAaEMOCTb 3HaYEHUN, NPUNUCaHHBIX kanubpaTtopam 1
KOHTPOIbHbIM MaTtepuarnam

FOCT P NCO 18153—2006 UN3genusa meguumMHCKne Ons AMarHOCTUKM in vitro. MamepeHne BeNMYNH B
6uonoruyecknx npobax. MeTponornyeckasi NPOCNEXMBAaEMOCTb 3HAYEHWNIA KaTanMTUYECKOA KOHLEHTpaLum
hbepMeHTOB, NPUNMCaHHBIX KannépaTopam 1 KOHTPOSIbHLIM MaTepunanam

FOCT P 52361—2005 KoHTponb 06bekTa aHanuUTu4ecknin. TepMUHbI U onpeaeneH1s

FOCT P 53133.1—2008 TexHonorun nabopaTopHble KnMHu4eckne. KOHTpomb KadecTBa KIMHUYECKNX
nabopatopHbIX uccriegoBaHuiA. YacTtb 1. MNpeagensl gonyckaeMbiX MOrpeLuHOCTEN pe3yrnbTaToB U3MepeHuin
aHanuToB B KITMHUKO-AMArHocTuiecknx nabopartopusix

FOCT P 53133.2—2008 TexHomnorun nabopaTtopHble KMHUYeckne. KOHTpomnb kavecTBa KIMHUYECKMX
nabopaTtopHbIX nccnegosaHvin. Yactb 2. MpaBuna npoBeaeHUs BHyTpUiabopaTopHOro KOHTPOMS KavecTBa
KONMYeCTBEHHbIX METOA0B KITMHUYECKUX NabopaTopHbIX UCCreAoBaHMIA C UCNOMb30BaHNEM KOHTPOMbHBIX Ma-
Tepuarnos

U3paHve odmumanbHoe
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Mpwnmeyanue— lNpy Nnonb3oBaHMM HACTOSILLUM CTaHAAPTOM LenecoobpasHo NPOBEPUTL AeNCTBUE CCbINOY-
HbIX CTAHQAPTOB B WMHAOPMALMOHHOM cucTeme obLero nonb3oBaHusi — Ha oduumansHoM canTte PepepanbHoro
areHTCTBa NO TEXHUYECKOMY peryrimpoBaHuio 1 MeTpornornv B cetm IHTepHeT unm no exerogHo u3gaBaeMomy ykasarernio
«HaumoHnanbHble CTaHAAPTLI», KOTOPbLIN ONYBNMKOBaH No COCTOSIHMIO HA 1 AHBaPS! TEKYLLLEro roga 1 rno COOTBETCTBYIOLLMM
eXeMecsYHO U3gaBaemMbiM MHCOPMALMOHHBIM yKa3aTernsiM, ony6rmkoBaHHbIM B TEKyLLEeM rody. Ecnn ccbinoyHbin craH-
[apT 3aMeHeH (M3MeHEH), TO NPM NMONb30BaHWN HAaCTOSILLMM CTaHAAPTOM crieflyeT PyKOBOACTBOBATHCS 3aMEHSIIOLLMUM (M3-
MEHeHHbIM) cTanaapToM. Ecnu cebinouHbii ctaHgapT oTMeHeH 6e3 3ameHbl, TO MONOXeHUe, B KOTOPOM JaHa CCbiNka Ha
Hero, NPUMEHNETCs B YacTu, He 3aTparmBaioLLEen 3Ty CCbIMKY.

3 TepMuHbI M onpeaeneHust

B HacToauweM ctaHgapTe npumeHeHbl TepmuHbl o FOCT P UCO 15189, TOCT P UCO 17511, TOCT P
52361,MOCT P 53133.1,TOCT P 53133.2, a Tarke cneayoLime TEPMUHBI C COOTBETCTBYIOLLIUMU OnpeaerieHun-
amn:

3.1 KoHTponbHbIA MaTepuan: OAHOPOAHLIN MaTepuan YefoBe4eCcKoro UM XXMBOTHOMO NPOUCXOXAe-
HWUA UM UCKYCCTBEHHbBIA MaTepurar, HacKoSbKO 3TO BO3MOXHO Npubnukatowmincs no cBoMm Hamboree cylyec-
TBEHHbIM CBOWCTBAaM K UccriegyeMomy 6uonornyeckoMy matepuany npobbl U NpegHasHayYeHHbIA AN OLIeHKN
KavyecTBa uccnenosaHuii Npob naLMeHToB, BbINOMHAEMBIX B KIUHUKO-ANArHOCTUYECKUX abopaTopusix megu-
LMHCKUX OpraHusauui.

MpumedaHue— TepMUH «KKOHTPOMNbHLIA MaTepuany MoOXeT GblTb MCNONb30BaH ANA MaTePUanoe, peanuayio-
LWMX HOMUHanNbHLIE CBOWCTBA, HAaNpuUMep LBET.

3.2 KOHTpPONbLHbIA MaTepuan NpaBUNbLHOCTU: KOHTPONbLHLIN MaTepuan ¢ NpUNMcaHHbLIMU (MeTPOno-
rMYeCcKn NpocnexeHHbIMKU), aTTeCTOBaHHbIMM (MONMYYEHHBIMA B pe3ynbTaTe CPaBHEHUA C YCTAHOBMNEHHBIM 3Ta-
NOHOM, KanuBpaTopoM), YCTaHOBMEHHBIMU (HA OCHOBe MexnabopaTopHOro KOHCEeHCyca C NpUMeHeHUeM
pedepeHTHBIX MeTOANK U3MEPEHNS) 3HAUSHUAMU UCCNeAYyeMbIX KOMMOHEHTOB, NpeaHasHaYeHHbIN ANa oLeH-
K1 NpaBunbHOCTU (3HAYEHUS aHANUTUYECKOTO CMELLEHUSA) Pe3yNbTaToB KIMHUYECKUX NaGopaTopHbIX Uccne-
[10BaHW COOTBETCTBYIOLLMX KOMMOHEHTOB.

3.3 KOHTPONbHbLIA MaTepuan NPeLM3MOHHOCTU: KOHTPONLHLIA MaTepuan, He UMELWUIA NpUnncaH-
HbIX, aTTECTOBAHHLIX U/ YCTAHOBEHHBIX 3HAYEHMWIt KOMMOHEHTOB U UCNONb3YEMbI ANA OLEHKA NPeLn3noH-
HOCTU (MOBTOPSAEMOCTM UM BOCTIPON3BOAMMOCTA) pe3ynbTaToB KNMHUYECKMX NTabopaTopHbIX MCCNEa0BaHMA.

3.4 koMMyTa6enbHOCTb KOHTPONLHOro MaTepuana: CnocobHOCTb KOHTPOMBHOMO MaTtepuana npos-
BUTb Te Xe KONMNYECTBEHHbIE B3aMOOTHOLLIEHWA MEXAY pesybTaTamu U3mMepeHuin B AaHHOW COBOKYMHOCTA METO-
ANK (pedpepeHTHOMN U PYTUHHOI), NpeaHasHauYeHHBIX A1 USMepeHUst TOM Ke BEMUUMHBI, YTO 1 B3aUMOOTHOLLIEHUA,
NoMyYeHHbIe TEMU XXe MEeTOAMKaMM NpX UcCredoBaHUM APYriX COOTBETCTBYIOLIMX BMONOrMYECKUX MaTep1anos.

MpumedaHune— [AnA KOHTPOIbHLIX MaTepUanoB, NCNOb3yeMbIX OISl KOHTPONS KayecTBa MeToAuK, NpeaHas-

HaueHHbIX O4na nccnegoBaHusa Guonormyecknx npob, «apyrie COOTBETCTBYIOWME TUMbI MaTepUanos» BKMOYaoT Npobs,
MosyyeHHbIe Kak OT 3A0POBLIX, TakK U OT BOMbHbLIX KOHKPETHEIMM GONE3HAMY NUL,.

3.5 BHyTpunabopaTopHbIi KOHTPONb kavyecTBa: CucTema npoleayp ¢ NpUMeHeHNeM KOHTPOIbHBIX
MaTepuarnoB UM Ha OCHOBE CTaTUCTUYECKOro aHanu3a pesynbTaToB MUccredoBaHWi npob nauveHToB Ans
OLIeHKMN XapaKTepUCTUK aHaNNTNYECKOro KavyecTBa UCNOSb3yeMblX METOAUK UCCNEeA0BaHNUS C Lienblo yAoBMIeT-
BOpeHns TpeboBaHMW No Ka4ecTBY U NOBCEAHEBHOrO MOHUTOPWUHIa CTaBUNBHOCTA PesynbTaToB.

3.6 BHeLHAs oLeHKa kavecTBa: CrcTeMa npoueayp Ans OLEHKM CpaBHUMOCTU pedybTaToB nabopa-
TOPHBIX NccneaoBaHWI, MONy4YeHHbIX B HECKOMbKMX NTabopaTopusix Ha 0AHOM U TOM e KOHTPOIbHOM MaTepua-
ne oAHUMW U TEMU XXe MeTodaMn Unu MeTogamu, JaroLWMMN CTaTUCTUYECKU CPpaBHUMbIE pe3ynbTaThl.

3.7 KOHTponbHasa npo6a: ANUKBOTHasi YacTb KOHTPONbHOrO MaTepunana, obpaboTaHHas Takum xe 00-
pasom, kak 1 npoba nccnegyeMoro 6UoNorMyeckoro MaTepmuana; UcnonbayeTcs HenocpeACTBEHHO A aHanu-
3a B cepuu nNpob B1onormieckmx matepuanos naLneHTos.

4 Knaccudpmkaumsa n HauMeHOBaHMe KOHTPOSbHbIX MaTepmnanoB

4.1 OnucaHue cBOMCTB KOHTPOIbHbLIX MatepuanoB

KoHTponbHbI MaTepuan obnagaeT CBOWCTBaMU, KaXA0€e U3 KOTOPbIX AOMKHO ObITh ONMcaHo, kak ykasa-
HO HUXe:

- cuctema (To ecTb caMm Matepuan);

- noboli(ble) COOTBETCTBYHOLUMA(NE) KOMMOHEHT(bI);

- pod BennYMHLI (BeNn4YMHa B 06LLEM CMbICTIE).
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Ecnu cBoncTBO siBNsieTcs U3MepsieMON BEJTMYUHON, TO €ro 3Ha4YeHne A0SPKHO ObITb npmBeaeHo C ykas3a-
HUeM eanHUU U3MEepPEeHUd.

MpwumeyaHune—B nabopatopHoi MeguuuHe, rae M3y4alTCA MHAMBUAYANbHbIE BENUYUHBI — KOMIOHEHTbI
6uonorMyecknx maTepuarnos YernoBeKka, — Kaxaoe Ha3HauyeHne UCCNeaoBaHWA 3a4aeTcsl B UCHEPNbIBAIOWEN U HedByC-
MbICNIEHHOW hopme, npeanoxeHHon MexayHapoaHsiM Col030M TeopeTUHEeCKon U NPUKIagHoN xumumn n MexayHapoaHomn
depepaumen KNMHNYECKOW XMMmn 1 rnabopaTopHo MeauumHbl: «Cuctema — KoMNOHEHT, poz BENUUMHBIY, rae «Cucre-
Ma» — 3T0 OGBEKT U3yHeHUsl, NPEUMYLLIECTBEHHO MMEIOLLMIA KOMNOHEHT, NPeACTaBNSIOWMIA crieuparnbHbIi UHTEpeC, a
«pop BENU4MHbLI» (MNN «PoZ, CBOICTBaY, eCINn UccrneayeTcs HOMMHanNbHoe CBOMCTBO) 0603HavaeT obLuee NoHsATUeE, Hanpw-
Mep, «KOHLEHTpaLUMA KONMYeCcTBa BELLLECTBAY.

Mpumep — lMnasma (Kpoewb) — UOH Hampusi; KOHUeHMpayus Koiudecmsea seujecmea, 3Keusa/leHMHasi
143 mmonb/n y daHHO20 Yesroeeka 8 OaHHOe epeMmsi.

4.2 Cuctema

421 ®yHKUuAa

KoHTponbHbIin MmaTepuan B 3aBUCUMOCTU OT HANUYnUs NN OTCYTCTBUA NPUAAHHOTO EMY 3Ha4YEeHUA KOMMO-
HeHTa(oB) NpegHa3HayeH BLINOMHATL crieayowme hyHKLUK:

- KOHTPONbLHOr0 MaTepuana npaBUMbLHOCTU: OLEHUBATb aHANUTUYECKY0 NPaBUNbHOCTL pe3ynbTaTos
HOBOW UNU NOBCEAHEBHO MPUMEHSIEMON METOAUKU N3MepeHUsa B pecdepeHTHON nn B NPaKTUYECKON KNUHK-
Ko-AuarHoctudeckon nabopatopuu; unu

- KOHTPONbHOro MaTepuana npeunusMoHHOCTU: OLEeHUBAaTb NPEeLUU3UOHHOCTb (MOBTOPAEMOCTb UK BOC-
NPOU3BOAUMOCTL) HOBOW UIMU NOBCEAHEBHO NMPUMEHSIEMOI MeTOAUKN N3MepeHust B AaHHOW nabopaTopun nnu
B rpynne nabopatopuii.

B pamkax gaHHON u3MepuTernbHON CUCTEMbI B JaHHOW nabopaTopun KOHTPOMbHBIA MaTepuan npasub-
HOCTU, UMeOLLNIA NpUnMcaHHoe(ble) 3HauyeHne(us1) onpeaeneHHoro KOMNOHeHTa(oB) U aHaNoOrMYHLIA NO CBON-
CTBaM C KanubpaTopoM, MOXEeT BbINOMHATb TOMbKO OAHY U3 BYHKUMIA, KOoTopas AofkHa ObiTb 3agaHa
TEPMUHOM «KannOpoBOUHbIA MaTepuan» nMMbo «KOHTPOMbHLIN MaTepuany.

4.2.2 Pa3spelieHusa ans npuMeHeHus

JokyMeHT, noaTeepaaloWnini paspelleHue NpUMEHATb MaTepuan, AOSKeH coaepxaTb crneaywuwume
cBedeHus:

a) HaMMeHOBaHMEe OTBETCTBEHHOrO OpraHa, HampuMep opraHa BracTWu, PerucTpypyloLlero MeauuuH-
cKkue usgenvsa Ansa gMarHocTuky in vitro;

6) HaMmeHOBaHWe opraHv3aLun, OTBETCTBEHHOM 3a aTTecTaluMilo CBOMCTB MaTepuana unm yctaHosne-
HWE HanM4Ms UMM 3Ha4YeHnn aHanMToB B JAHHOM MaTepuane: HanpuMep HauMoHarbHbIA MeTpPOoNorn4eckuii
WHCTUTYT, U3roTOBUTENb KOHTPONBHOro Matepuana, nabopatopus pedepeHTHbIX USMepeHUA, akkpeaUToBaH-
Hble B cooTBeTcTBUM ¢ TOCT P UCO 15195 u TOCT P NCO 17511.

4.2.3 XapaKTepUCTUKU KOHTPONbLHOro Matepuana

XapaKTepUCTUKUA KOHTPOMbHOrO MaTepuana AomkHbl BKNoYaTh B cebs:

a) npoucxoxaeHue n Npupody UCXOAHOro Martepuarna: HeopraHMYecKUin, opraHUiecknii, CUHTeTUYEC-
KWW, HaTypanbHbIA, BUONOrMYecKniA YCTaHOBIIEHHOTC poaa, HanpuMep YenoBeYeckuin, CBUHON.

6) XapaKTepucTUKy MaTpuLbl:

1) npocrasi, korga KOHTPOMbLHLIA MaTepuan COCTOUT U3 YNCTOro KOMMOHEHTa B XOPOLLO onpeaeneH-
HOW cpene;

2) cnoxHas, Korga KOMNOHeHT NpeAcTaBneH B 4aCTUYHO U3BECTHOW cpefie, Hanpumep B cTabunman-
POBaHHOW KPOBU UM CbIBOPOTKE.

MpumedyaHue— [Ons KOHTPONA KAYECTBA B KIIMHUKO-ANArHOCTUHECKUX NabopaTopusix NpeanoyTuTernsHo npu-
MEHSITb KOHTPOIbHbIE MaTepuans, Hanbonee 6rnmskve No cocTaBy CBOEV MaTpULbl K MaTpULE MaTepuana uccrneayemon
npo6bl nauueHta. Buonornyeckme matepuvanbl NpeacTaensiioT cobO CNOXHbIE CMECH PasnUYHbIX BELECTB U KIeTOoK.
Wcenepgyembin aHanut SBNAETCA NULWL OOHUM M3 MHOTVX KOMIMOHEHTOB 3TON cMecH. Psa ApYrMX KOMMOHEHTOB — KOHKO-
MWTaHTOB U pacTBOpWTenew, COCTABMAWMX MaTpuly npobbl, — MOXET BMNUSITb Ha pe3ynbTaTbl M3MEPEeHUsl aHanuTa
BCMeACTBUE UX CNOCOBHOCTN MHTEPdEPUPOBATE C HEKOTOPLIMU METOAMKaMUW nceneaoBaHus. NMoaTomy B 3aBUCHMOCTH OT
CBOMCTB NPVYMEHSIEMON METOAUKV NCCNEA0BaHNS CUrHaI OT KOHTPOIbHOIO MaTepuarna ¢ ToW e KOHUeHTpauuen aHanura,
4YTO M B nccrnegyemor npobe nauneHTa, MOXeT OTnnyaTbCsi OT curHana npobel, ecrnv maTtpuua obpasua cpaBHeHWs1 (KOH-
TPOMLHOIO Matepuana) He COOTBETCTBYET MaTpuue uccnegyemon npobel buomartepmana. 3 aton 0co6eHHOCTM namepe-
HWI Buonornyecknx aHanUToB BblTekaeT TpeboBaHWe K OLEHKE KOMMYTaBENbHOCTU KOHTPOIBHLIX MaTepuanos (cMm. 5.8.7,
5.10.2);

B) duM3nyecKoe CoCTOsIHUE KOHTPOMBHOro MaTtepuana: TBepaoe BELWeCTBO, XXUAKOCTh;
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) FTOMOreHHOCTb U dhasbl: ONUCaHNE KOHTPOMNBLHOMO MaTepuarna B TepMUHax ogHOM U HECKOMNbKNX UH-
AVUBMAYarnbHbIX TOMOreHHbIX UM HEroMoreHHbIx das, HanprMmep KpoBb MOXKET paccMaTpuBaTbcs Kak KoMO K-
HaL s roMOreHHO hasbl NNa3Mbl U HEFOMOreHHO N hasbl KNeTok.

MpwumeyaHun e — [Onsa KMMHUYeCKkMX NabopaTopHbIX UCCreA0BaHUN BMONOrMYecknx 06 LEKTOB, OTINYaIOLLMXCS
HecTabUIbHOCTBLIO, KOHTPOIBHbBIE MaTepuansl MOryT UMeTb cneuududeckyto oopmy. Hanpumep, 4ns KOHTPOIs kKavecTea
reMaTonorMyecknx NccrnegoBaHuii 4onyckaeTcsl NPUMEHsITb OMKCMPOBaHHbIE (OKpalleHHbIe UMK HeOKpalleHHbIe) Masku
KPOBM, AN MUKPOBMONOrMYecknx uccnegoBaHnin — obpasiubl MUKPOOPraHM3MoB B NUOMUIM3NPOBAHHON dopme Unu B
TpaHCNopTHOW NUTaTenbHOW cpede, Ans rMCTONOIMYECKUX U LUMTOMNOMMHECKNX NCCNEAoBaHUIA, a Takke AN MUKPOCKONU-
YeCKMX UCCneOBaHNUM IKCKPETOB — LMpoBbie n3obpaxeHus obpa3LoBbIX NpenapaToB UccrnedyemMoro martepvana Ha
SMEKTPOHHbIX HOCUTENSIX.

4.3 KoMnoHeHT(bl)

KomnoHeHT(bl) 4omkeH(Hbl) OblTb Ha3BaH(bl) B COOTBETCTBUM C MPUHATON MeXAyHapoAHON HOMEHKNaTy-
PO, BKNOYas, Hanpumep, Niobble Heo6xoauMble ykazaHWUs SrieMeHTapHbIX YacTUL, OTHOCUTENBHON MOEKy-
NAPHON Maccbl UM MONSIPHOM MaccChl, COCTOSIHASI OKUCTIEHWNSI, MHOXXECTBEHHBIX hopM, Anst hepMeHToB —
HoMep B knaccudpukauum chepMeHTOB, AN aHTUTET — MOHOKIOHaMbHbIE UMW NOMWKIoHaNbHbIe, creLundguy-
HOCTb ONS onpedeneHHoro aHTureHa, Ans remMaTofiornyeckix, LMTONorMyecknx npenapartos — HaMMeHoBa-
HUS KNETOK, UX CTPYKTYPHBIX 311eEMEHTOB.

Mpumepbr — pubpurozeH (340000), xene3zo (l1+ll]), usogpepmenm 1 nakmamdezudpozeHasni (EC. 1.1.1.27),
ocHosHOU ¢hakmop pocma pubpobnacmoe (Yenosedeckull, pekomburHuposarHHas [HK).

4.4 Pop BennuuHbI (BenUYMHa B 06LLeM cMbicrie)

PO/J, BeJTNYNHBI (BeJ'II/ILII/IHa B 06Ll.l,eM CMbICJ'Ie), HanpuMep Macca, Konn4ecTtBO BellecTBa, 4YniClioBasa
4onsA, KoHUeHTpauna sewecTBa, BO BCeX CliydHadax JOJTKeH OblTb yCTaHOBEH. Ecnun He moxeT BbITb BblpaXXeHO
NpPOCTOE OTHOLUeHME MeXy KOMMOHEeHTOM U CUCTEMOW, O0MKHA 6bITb npueegeHa CCblNika Ha METOOUKY
N3MepeHUs.

MpumevaHuns

1 TepMWH «BenuynHa B obLLem cMbicrie» [1] coOoTBETCTBYET TEPMUHY «POA BENUYMHBI», MPUHATOMY MexayHapoa-
Hol Pegepaumelt KnMHUYEeCKon xummnmn 1 nabopartopHon meauumHel (IFCC) n MexayHapoaHbim Colo30M TEOPETUYECKON U
npuknagHou xummm (IUPAC).

2 COOTBETCTBYIOLLME HAMMEHOBAHUS U CUMBOSbI AN POAOB BENUYMHLI {BENUYMH B O6WEM CMbICNE) NPUBEAEHDI B
NCO 31 [2] n ny6bnukaumax MexayHapogHou deaepaunmn knnHnyeckon xumum u naboparopHon meguumtel (IFCC) n Mex-
JyHapoaHoro coisa TeopeTuyeckon n npuknagHon xumum (IUPAC).

4.5 YucnoBoe 3HavYeHUue

Yucno sHavawmx undp pesynbTtata AomkHO ObiTb 3GpaHo Takum obpasoM, YTobbl 3Havawme undphbl
HeonpeaeneHHOCTU U3MePeHUs pacnonaranncs Ha nocriegHen Unu, ecnuv nepeas 3Havalwas uudpa mepbl He-
onpegeneHHocTn 1 UNK 2, Ha AByX nocnegHux undpax sHaveHus.

4.6 EaMHMubl U3MepeHUun

CnegyeT npuMeHATb eaMHuubl MexxayHapoaHon cuctemel eauHny, CU unu apyrue mexayHapogHo npu-
3HAHHbIE eaMHULBI N3 BO3MOXKHbIX.

MpumeyaHune— HekoTopble KOHTPONbHbIE MATEPUansl, NPUMEHSIEMbIE B KITMHUYECKOW NabopaTopHON npak-
TUKE, UMEIOT BEIUYMHbI, KOTOPbIE, M3-3a OTCYTCTBUA KOPPENsauuMU C U3BECTHOW XUMMUYECKOW CTPYKTYPON UNU No APYrum
npuuMHam, He MoryT 6bITb U3MepeHbl B COOTBETCTBUMU C METOANKAMMN U3MEPEHUS], AAIOLWLMMU PE3YNbTaThl UBMEPEHUs], MET-
PONoMMYecKkn NpocrexuBaembie 40 eAvHUL namepenna MexayHapogHoi cuctembl eaunmy (CU) unu apyrown cuctemel
eavHuy,. [Ins Takmx matepuanoB Guornoryeckoii npupoas BcemvpHas opraHusauus 3apaBooxpaHeHns unu gpyrme Mex-
AyHapoHble OpraHM3aunyn yCTaHOBUIMM HEKOTOPbIE BHECUCTEMHbBIE €4WHULIbI, HA3bIBaeMble MEXAYHaPOAHLIMY eaUHNLA-
mu (ME).

CM. Tarke npunoxexue A.

4.7 MNMocTtpoeHue o6LWENPUHATLIX 0603Ha4YeHUIA U paGounx HauMeHOBaHUI

4.7.1 O6wenpuHaToe (cuctemaTndeckoe) 0603HauYeHNe N 3HaYeHNe AOIPKHbI COCTOATL U3 3NIEMEHTOB,
yKasaHHbIX B 4.2—4.6, U OmMKHO ObITb NpuBeaeHo cornacHo 4.1.

Tpumep 1— Mamepuan dns konmpons (BO3 IS XXX; ammecmoeaHn, nuogunu3zuposaHHbili) — KOMIIO-
HeHm; pod eenuy4uHbl = (Xxx + xx) eQuHUYa; cCpedHANA U paculupeHHass HeonpeodeneHHOCMb, NpusedeHHast KaK UH-
mepeaJi, onpedeneHHbil 015 doeepumernsHoOlU eeposmuocmu 0,95.

Mpumep 2 — CucmemamuyvecKoe HaUMEHO8aHUe KOHMPOSIbHO20 Mamepuana 07151 2eMamoso2u4ecKo20
ananuzamopa (OmeemcmeacHHbIl op2aH (NN; npodykm Ne YYYY):

4
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apumpoyumbl; YUC/08as1 KOHUeHMpauus = (xxx + vv) eQuHuy; CpedHsIa U pacwupeHHas HeonpedeseH-
Hocmb (yposeHb dosepumernsHol eeposmHocmu 0,95);

nelikoyumsbl; YUCI08as KOHUeHmMpayus = (vvv + zz) eduHuUY; cpesHss U pacuwupeHHas HeornpedeleHHOCME
(ypoeseHb dosepumensHoli aepossmHocmu 0,95);

mpom6boyumsl; Yuc/i08as KOHUeHmMpauusl = (Zzz + yy) eOuHuy; cpedHsa u pacwupeHHas HeonpedeseH-
Hocmb (yposeHb dosepumesibHol sepossmHocmu 0,95).

4.7.2 Pabo4yee HaMMeHOBaHWe AOMKHO ObiTb 06pa3zoBaHO NyTEM UCKITHOYEHNSA cucTeMaTUYeckoro Ham-
MEeHOBaHUA 3NEMEHTOB, KOTOpLIE He ABMATCA Heo6XoaNMbIMU A4NS MOHUMaHWA OYHKLNU KOHTPOSIbHOTO Ma-
Tepuana npu uamepeHun.

Mpumep 1 — Pabo4ee HaumeHo8aHue Onsi Mmamepuana, npueederHrHo20 e 4.7, npumep 1, Mokem aebi2nsadems
mak: BO3 (IS XXX) — komnoHeHm.

Mpumep 2 — Paboyee HauMeHo8aHue 8 obuweli ghopme Ons1 Mamepuana, npusedeHHo20 8 4.7, npumMep 2, Mo-
xem ebl2sii0ems mak: KOHMPObLHbLIL Mamepuas (omeemcmeeHHbil op2ad NN; npodykm Ne YYYY) — apumpo-
yumel, nelikoyumsi, mpombéoyumsi

unu Gaxe mak: KOHMPOMbLHbLILI Mamepuan (omsemcmeeHHbil op2aH NN; npodykm Ne YYYY) — knemku
Kposu.

Pa6ovee HaumeHoOsaHue Ons coomsemcmsyrow,e2o uHousudyanbHo20 nNpodykma moxem 6bimb npeod-
cmaes1eHo maK: KOHMpPOobHbil Mamepuan (komnaHus NN; npodykm Ne YYYY; cepust Ne AAAA) — knemku kpoeu.

5 OnucaHue KOHTPONbHbLIX MaTepuanos

5.1 Paspenbl onucaHus

OnucaHWe KOHTPOLHOrO MaTepuana Ao/PKHO BKIloYaTh B ceba, No MeHblueil Mepe pasgensl, 0603Ha-
YeHHble kak obssaTensHble (O) B Tabnuue 1.

Tabtnwunua 1 — OcHOBHbIe pa3gernbl ONMCaHWS KOHTPOMBHOIO MaTepuana

Tun "
Pasnen Flo,qpa:g:ﬂ ;;’;:::ﬂmero
0 a
TuTynbHBIV NIUCT C — —
CopepxaHue — C —
Mpeaucnosne C — —
MpegocTepexeHnsa o puckax n mepsl 6esonacHocTu H — 5.2
BeegeHue — C 5.3
HanmeHosaHne H — —
O6nactb NpUMeHeHus H — 5.4
Onpeaenenns — H —
CvMBOIbI M COKpaLLLeHUs — H —
TepmyHonommsi — H 5.5
O6ocHoBaHKe BbibOpa MaTepuana C — 5.6
OCHOBHbIE XapakTepUCTHKU C — 5.7
Crneumndryeckne XxapakTepucTukm C — 5.8
MoateepxaeHuve C — 5.9
Mpegnonaraemoe ncnonb3oBaHne C — 5.10
WHCTpyKUMM NO NPUMEHEHWIO C — 5.11
MocTaBLwmk C — 512
BuGnuorpacdus — C 5.13
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Oxonyanue mabnuust 1

Tun "
Moapasaen HacToswero
Pasnen cTaHaapra
o a
MpunoxeHus — C 5.14
HaHHble C — 5.15

" Cumeornbl gns TMNa pasgenos B HacTosiweM ctaHgapTe: O — obsizatensHbii, [1 — gononHutensHeil, C — cnpa-
BOYHbIK, H — HOpMaTUBHbIN.

MpumedaHune—opagok pasgenos, NEPeYMCNEHHbIX B AaHHON Tabnuue, MOXeT 6biTb M3MEHeH U NOMNONHEH
JOMONHUTENBHBIMU pa3aenamm, ecnu aTo TpebyeTcs.

5.2 MpepocTepexxeHUst 0 pUckax u Mepbl 6e3onacHoOCTU

5.2.1 [omkHo GbiTb NpUBREYEHO BHUMaHWE K fio6oil onacHOCTW, CBA3aHHOM C NPUCYTCTBUEM U NpUMe-
HeHWeM KOHTPOonbHOro Matepuana. [omkHel 6biTb onucaHbl Bce HeoBxoaumble Mepbl GesonacHocTn. MoryT
NPUMEHATLCA HaUMOHaSIbHbIE, peroHarnbHble U MecTHble NpaBuna 6e3onacHoCTy.

5.2.2 WUHdopMauma o puckax AorpkHa GblTb HaneyaTaHa nNponucHeiMKM GykBaMu unu BeldeneHa nosny-
XUPHBLIM WpndTOM:

- HenocpeacTBEHHO NOCMNE Ha3BaHUA KOHTPOSILHOrO MaTepuana, ecnu onacHOCTb CBA3aHa ¢ CaMUM KOH-
TPONbHBIM MaTepUanom, Hanpumep HaTUBHLIN MaTepuan YernoBeYeCckoro NPOUCXOXAEeHNs, BO3MOXXHO C Hanu-
yneM MHEKUMOHHOTO areHTa (HO C oTpuuaTenbHbIMU pesynbTaTaMu TECTOB Ha aHTuTena k BWY,
MOBEPXHOCTHLIA aHTUreH BUpYca renatuta B u aHTUTena k Bupycy renatuta C), paguoakTUBHbLIA MaTepuan
UMK KapLWHOTeH;

- NpepocTepexeHna 06 onacHOCTU U Mepbl 6e30NaCHOCTU He HYMepYIoT.

MpumedaHue—TeKCTol UCTOYHUKOB, MHDOPMUPYIOLWMX 06 ONACHOCTU, AOMKHBI COOTBETCTBEHHO LMTUPO-
BaTbCS.

5.3 BBegeHue

BBegeHue OOmMKHO codepXkaTb pacnonoXeHHble B Ntobom nopsgke cneaylolme ceeaeHns:

- HauMeHOBaHWA U3MepsieMblX BETMYWH, ANt KOHTPONS U3MEepPEeHUsl KOTOPLIX NpeanonaraeTca UCNofb-
30BaHWe KOHTPOIbHOMO Matepuana, C yka3aHnem cUCTeMbl, KOMMOHeHTa U poda BeNU4uHb! (BefUYNHbI B 06-
LeM cMbIcre) (B OTHOLLEHUUN HaUMEHOBaHUS CBOWCTB, OTNNYHBIX OT BEMNUYMH, CM. NpunoxeHue bB);

- cucTeMaTudeckoe onucaHue KOHTPOMbHOro MaTtepuana B COOTBETCTBUAM C pasfesiom 4;

- OCHOBaHWsi ANsl BbIGopa KOHKPETHOrO OCHOBHOMO MaTepuana Anst KOHTPONLHOro MaTepunana u Metoaa
cTabunusaumm (Hanpumep, 6bluniA remonusat, cTabunM3npoBaHHbBIN 3aMOPaXMBaHNEM);

- MeToguka (MeToauKn) pedepeHTHOro U3MepeHust Unn apyrue MeTOAUKA N3MepeHUsl, UCToNb3oBaH-
Hble A471s1 NPUNNCEIBAaHUS 3HAaUYEHUS! KOHTPOTbLHOMY MaTepuany npaBuUbHOCTY;

- nogTBepXxaeHue, UTO TpeboBaHNA K KOHTPOMLHOMY MaTepuany cobnoaeHs!;

- NPOCNEeXNBaeMoCTb A0 eANHULbI (PU3NYECKON BENMNYNHEI, HALMOHANBHOro 3TanoHa Ui MeToamKu Bbl-
nonHeHus pedepeHTHOro nsmepeHust (eCnn TakoBblE UMEHTCS).

MpwnmedaHue— [JaHHoe TpeBGOBaHWE OTHOCUTCS K KOHTPOMNbHBIM Matepuanam npaeunbHOCTY;

- opraHusauus Ntobbix KoonepaTUBHBIX MCCNeaoBaHUi U BbIBOAL! M3 Pe3ynbTaToB, NOMyHYeHHbIX Npuy at-
TecTaLMOHHbIX MCCNedoBaHusX MaTepuana;

- yucno naGopaTopuii, y4acTBOBaBLUMX B MOBLIX NOAOBHBIX UCCMEA0BaHUSIX;

- YnCno gonen pesynbTaToB, MoMyYeHHbIX NPU TakMx UccrieAoBaHUsAX U OTBPOLIEHHBLIX B COOTBETCTBUN C
yCTaHOBeHHBIMU Npasunamu.

5.4 O6nacTb NpUMeHeHus
Pasgen gomxeH cogepXaTtb onpeaeneHue obnactu npMeHeHns MaTepuana.

MpumedyaHue—lyHKTbl pazgena BkoYaoT B cebsi:

- UCnonb3yeMbiii 06LLENPUHATLIN MeTOA M3MEPEHUSI UNY METOAVKM U3MEPEHUS], A5 OLIEHKM KOTOPBIX KOHTPOMbHBbII
martepuan NpUMeHsieTcs;

- MeTOoAbl U3MEPEHUA UMW METOAMKMN N3MEPEHUSA, ANs KOTOPbIX MaTepuan 3aBefoMO HENPUIOAeH;
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- BMUsIIOWME Ha KOHTPOMNbHbLIN MaTepvan dakTopbl, HanpumMep nekapcTBa, metabonuTbl, 4O06aBKW, MUKPOOHBIi
pocrT;

- MHdopMaumio 0 BaxHbIX TpebyeMblix Npouedypax npeasapuTernbHon 06paboTkm KOHTPOIIBHOrO MaTepuana, KoTo-
pble He BbINMOMHAIOTCA B OTHOLLEHUM GUonornyeckmx npo6 B COOTBETCTBUM C 3a4aHHOW METOANKOW 3MepeHuns (Hanpumep,
BOCCTaHOBMNEHWe NMonIIM3MPOBaHHOrO MaTepuana).

5.5 TepmuHonorus

5.5.1 Obwue cBegeHUnA

OTOT aneMeHT A0MKeH codepXaTb onncaHne noHATUA U TEPMUHOB, NPUBEAEHHBIX B ONUCAaHUA U He 3Ha-
KOMbIX BO3MOXHOMY MOMb30BaTemNto UNi BeiGpaHHbIX U3 psifa BO3MOXHBLIX B COOTBETCTBUM C OCOBEHHOCTSIMU
[aHHOro KOHTPONBLHOTO MaTepuana.

MpwvmeyaHue—Ilogpasgen «TepMUHONONVsA» ABNSIETCA AONONHEeHUeM K pasgerny «Onpegenenns» (cM. Tab-
nvuy 1) n nHorga Takxke K pasgeny «Cumeons! 1 cokpaleHus» (M. Tabnuuy 1), @ TepMUHBI MOTYT GbITh BKNIOYEHBI B Ka-
KOW-TO M3 HMX NN pacnpepeneHbl B 06omx pasgenax.

5.5.2 HomeHknarypa

HaunmeHoBaHMs M3MepsieMbIX BEMMYMH, 8 TaKKe MX HanucaHne U CTPYKTYPY NPUBOASIT B COOTBETCTBUN C
cuctemon CU. HanMmeHoBaHNA podoB BEMUYUH (BeNUYUH B OBLLIEM CMBICTIE), X 0603HAYEHNA U eUHULBI U3-
MepeHust 4OKHLI COOTBETCTBOBATL MeXAyHapoaHblM cTaHaapTam cepun NCO 31[2].

5.5.3 Paboune HaumeHOBaHUA

B cnyyae ynotpebneHus pabo4mx HaMMeHOBaHWIA X MPUBOANAT B ckobkax nocne nepBoro ynoMuHaHus B
TeKcTe oBLLEenpUHATOro HaMMeHOBaHMUS.

5.6 O6ocHoBaHue BblGOpa

Beibop mcxogHoro matepuana ansi NpOU3BOACTBa KOHTPOMbHBIX MaTepuanos ABMASETCA NpeaMeToM
MHOrodakTopHON ONTUMU3ALNK 1N OOSIKEH ONPeaenATbCs KINMHUYECKAMN I'IOTpe5HOCTF|MM, npoussoaCTBEeHHbI-
MW BO3MOXHOCTAMU, MeTPO1orn4eCcKumMun I'IOTpeﬁHOCTFlMl/I, aHanmMTn4eckuMmn npo6nemaMM, COO6pa>KeHIAFIMM
SKOHOMWKW, 3TUKN 1 6e30MacHOCTK, a Takke TPGGOBQHMHMM KOHEUYHOro ucnonb3osaHua. Bce atu coobpaxe-
HWA AOIKHBI BbITb npuBegeHbl B NOJIHOM ONMUCaHNM KOHTPOJIbHOIO MaTepuana.

5.7 O6Lue xapaKTepuUCTUKH

5.7.1 TMpoucxoxaeHne NCXoQHOTO MaTepuana goSKHO BbiTb YCTAHOBNEHO B COOTBETCTBUM € 4.2.3.

5.7.2 [OomxkHbl BbITb yKa3aHbl CyLLEeCTBEHHbIE AeTanM OTHOCUTENBHO UCXOQHOro MaTepuana, NoCcKomNbKY
OHW BAUSIIOT Ha CBOWCTBA KOHEYHOTO NpoayKTa, HanpuMmep non 1 BospacT AOHOPOB, TeMnepaTtypa u anutenb-
HOCTb XpaHeHWs1 CbIBOPOTKM KPOBU BMECTe CO CrYCTKOM A0 UX pasfeneHusl, BpeMs XpaHeHus1 U Temneparypa
nocne oTAeneHus oT cryctka. JoImkHbl BbITs yu4TeHbl 06YCNOBNEHHbIE CaHUTapHLIMU NMpaBuamMmm Mepsl beso-
NacHOCTW, HaNpUMep, NP NccrneaoBaHUy MaTepuarna 4YenoBeveckoro NPOUCXoXKAeHUst Ha NOBEPXHOCTHLIN aH-
TUreH Bupyca renatuta B, aHtutena k Bupycy renaturta C, aHtutena k BUY u Ha gpyrue mapkepbl uHdekumi,
NPUMEHUTENBHO K KaXKA0W B3ATON NOPLUMN.

5.7.3 [JomxkHbl 6biTb ONMcaHbl AeTanu npoueaypbl B3STUs Npobbl UCXOAHOro MaTepuana. [JomkHa bbiTb
ykasaHa npoueaypa O4NCTKN C KOHTPOSIEM Ha 3arpsisHEHUA.

5.7.4 BewecTBa 1 KOHUEHTpauum nobbix 406aBOK AOIMKHbI ObITb 3aaHbl.

Mpumep — [Job6asKu K KOHMPONLHBLIM MamepuanaMm, UCNONIL3YeMbIM 8 KITUHU4YecKol nabopamopuu, eKksova-
rom 8 cebsi aHMuKoa2yITHMbI, aHMUOKCUOaHMbI, aHMUMUKPOGHbIe cpedcmea, cmabunu3amopbl, cMavyuganujue
cpedcmea, sewjecmea, NOKpbISalowjue NO8EePXHOCMb WapuKos; OJIs1 2eMamosI02U4eCKUX U LUmono2u4ecKuX KOH-
MpOJ/IbHLIX Mamepuasoe — Kpacumenu.

5.7.5 ®usudeckoe coctosiHMe U pasbl KOHTPONBHOrO MaTepuarna JOKHbI ObITb YCTAHOBMEHbI B COOT-
BeTCTBMK C 4.2.3.

5.7.6 [JonxHa 6bITb ykasaHa oueHeHHast TOMOreHHOCTb BHYTPU Npobbl U Mexay npobamu No oTHoLue-
HUIO K MMHUMarbHOW aHanuTudeckon nopuum (cm. 5.9.2).

Mpumep — AmmecmosaHHbIl KOHMPOJILHLIU Mamepuan npedcmasnsiem cobol NopowoK nuogunulupo-
eaHHOU MKaHU, NToMeuweHHbIU e ¢hnakoH. E20 2omozenHocmb eHympu pniakoHa 6bina uccnedosaHa e mpex Oy6nu-
poeanHbiIx npobax, kaxdaa maccoi 200 M2, e3s1Mbix U3 Mamepuana 8 Kaxdom u3 20 ¢pnakoHoe. MexpnakoHHas
eapuayus 6bina uccnedogaHa 8 00Hol npobe u3 Kaxd020 u3 60 ¢prrakoHO8, 8bIGPaHHLIX U3 Pa3NUYHLIX MECM Ha
nuocpunuslayuoHHou nnouwjadke. MHCMPyKYUs NO NPUMEHEHUI0 ycmaHasnugaem, 4mo «peKoMeHdyemasi MUHU-
ManbHas aHanumudeckasi nopyusi umeem maccy 200 ma».
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5.7.7 Ecnu Bo3amMoxHo, gomkHa BbITb onucaHa cusudeckas popma matepuana: TBepaoe BellecTBo,
KNOKOCTb.

5.7.8 OonxHa 6bITb onncaHa nobas npuMeHeHHas npoueaypa cTepunusanun.

5.7.9 OonxHbl 6bITb 324aHbl TUN, MaTepuar, cnocob 3anvpaHus, atMocdepa BHYTPU KOHTeHepa u/unm
yraKkoBKU.

5.7.10 JomxHbl 6bITb NPUBEAEHBI YCITOBUS XpPaHEHNS 3aKPbITOrO KOHTENHepa, Hanpnumep TemMnepaTtypa,
BMa)HOCTb, OCBELLEHHOCTb. [oMmKHbI ObITb YCTaHOBMNEHbI CTEMNEHb HECTabUbHOCTU B NpeanuMcaHHbIX YyCIoBu-
AIX 1 YacToTa NPOBEPOK CTaBUNBHOCTN MaTepuana B Te4eHue cpoka AencTaus (cMm. 5.9.4). HomkHo 6blTb ykasa-
HO, UMEEeT N MaTepuan orpaHNYeHHy cTabUNbHOCTL NOCIe OTKPLITUA KOHTeNHepa.

MpwumeyaHue— Takne KOHTPOSIbHbIE MaTepuanbl 06bIYHO NMOCTABIATCS B 3aneyaTaHHbIx 6rokax.

5.7.11 JomkHbl 6bITb NAeHTUMNLMPOBAHEI CUCTEMBI KaUecTBa, KOTOPLIM Crie4oBanu B npoLiecce npous-
BOACTBA, 06paboTKM, XpaHEeHWs!, pacnpocTpaHeHus, Hanpumep, B cooteeTcTBun ¢ FOCT P MCO 9000 u FOCT
P 52361.

5.7.12 Bcsaknid prck, CBA3AHHbIA C KOHTPOMbHBIM MaTepuanom Unu ero NpUMeHeHneMm, aomkeH ObiTb
YCTaHOBIEH 1 geTanuanpoBaHbl Mepbl 6e3onacHocTh (cM. 5.2).

5.8 Cneuuduyeckue xapaktepmucTmku

5.8.1 Cneumnduryeckme XxapakTeprCTUKU KOHTPOSBLHOrO Matepuana, KoTopble BAUAOT Ha Nobyto Benu-
YMHY, 415 KOTOPON MPYBEAEHO 3HaYeHue, 4OIMKHBI BbITb ONMNCaHbI MO MeHbLLeR Mepe To MHdopMaLumnen, KoTo-
pas 3agaHa B 5.8.2 — 5.8.12, a Takke B NpUnoxeHuu A.

5.8.2 TMpu BOIMOXHOCTWN MONEKYNAPHBIA cocTas Unu 6uonorudeckan pyHKUNA KaXA0ro CyLEeCTBEHHOMO
KOMMOHeHTa A0MkHbI ObITb YCTaHOBNEHbI B COOTBETCTBUM C 4.3.

5.8.3 BenuunHa, KOTOPOW NPUNUCAHO 3HaYeHUe, AoMKHa ObITb 3aaaHa.

5.8.4 YuctoTra OCHOBHOrO KOMNOHEHTa B «4UCTOM» KOHTPOSMBHOM MaTepuane AofmkHa BbiTb ycTaHoBMe-
Ha Kak MaccoBasi 4ona, obbemMHan aons, AoNs KonMvecTsa BelwecTBa WK Yicnosaa gons. fomkHa 6biTh
YCTaHOBIMEHA HeM3MeHeHHast Buonormyeckan akTUBHOCTb MOTEHUMAaNbHO HecTabunbHoro Guonornveckoro
KOMMOHeHTa (aHanuTa).

5.8.5 MaTpuua maTtepuana gospkHa bbiTb onMcaHa B COOTBETCTBUM € 4.2, nepeuncrneHue 6).

MpuymeyaHne—BaxHon nucdopmaumen Ans BbiCyLIEHHbIX M NMMOMUNN3NPOBAHHBLIX KOHTPOMNbHBIX Marepua-
NOB SIBMSIETCA Nponopuusi Ntoboro ocrarka pacTBOPUTENS], YTO AOIMKHO ObiTb COOTBETCTBYIOWMM 06pa3om ONucaHo.

5.8.6 VamepsieMas BenuuMHa, 4151 KOTOPOW NPUBEEHO 3HaYeHue, AoJkHa OblTb aeKBaTHO yCTaHOB-
neHa ¢ yKkasaHvuem c1ucTeMbl, KOMMNOHeHTa, poaa BEenuUYUHbLI U COOTBETCTBYIOLLMX cneumdurKaLMin Ana kaxaoro
13 HUX (cm. 4.1).

5.8.7 [onxHel 6bITb NpUBEAEHbI AaHHbIE OTHOCUTENbHO M3YYEHHOW CTeneHn KommyTabenbHoCcTH, Koraa
3TO NPUMEHNMO, Harnpumep, ANna KaTanUTU4eckon KOHLEHTpaLuMn pepMeHTOoB, Ans UMMYHOMOrMYeckux uccne-
AoBaHun.

MpumedaHune— [nsa oueHkM KOMMYTabenbHOCTY KOHTPONBHOrO Matepuana AomkHa BbiTb YCTaHOBIEHA CTe-
NeHb COOTBETCTBMS MaTpULbl Uccrneagyemol Npo6bl Guomarteprana ¢ matpruen o6pasua cpaBHeHWs (KOHTPOIIbHOIO MaTe-
puana), 6e3 4Yero HeBO3MOXHO CyAWTb O MPaBWIIBHOCTM OLEHKU W3MEpPeHUs MpW KOHTpOne KadecTBa (MpuHUMN
KOMMYTabernbHOCTM KOHTPONBHOrO Matepuana). OTnvume curHana oT KOHTPONLHOro MaTtepuana ¢ TOM Xe KOHUeHTpauvei
aHanuTa, 4To 1 B Nccneayemon npobe naumeHTa, oT curHana npobbl, Ha3bIBAaETCs HEKOMMYTaGeNbHOCTBIO KOHTPOIBHOTO
matepuana. KoHTponbHble MaTepuarns! Ans aHanvToB, He NPOCneXmBaembiX 4o eamHuy, CU, Hepeako nMetoT npunucat-
Hbl€ 3Ha4YeHUsi Ha COrNacoBaHHOW OCHOBE, AJ151 YEro UCMONb3YHOTCH YCPEAHEHHbIE Pe3yrnbTaThl Pa3fyHbIX PYTUHHBIX NPO-
Ledyp uamepenus.. Takue matepuansl cnabo KOMMYTUPOBaHbI C PYTUMHHLIMM WMMYHOWCCIIEAOBaHUAMU. JTO sIBNEHWE
MOXeT ObITb NPeoAoneHo NyTem NpeaBapuTenbHOrO N3y4eHUsi KOMMYTabenbHOCTM KOHTPOIIbHOro MaTepuana, ucrnorb3ye-
MOFO A1151 KOHTPOMNS PYTUHHOTO MeToAa. KoMMyTabensHOCTE KOHTPOMBHOMO MaTepuana B JaHHOW TECT-CUCTEME SIBMSETCA
NPOV3BOAHON OT pe3yrnbTaTa «M3MepeHns pasgeneHHbIX NPob6y», NPOBEAEHHOrO A4S NOATBEPXAEHNS NPOCNEXMBAEMOCTH
kanu6posku. MaTemaTnieckue OTHOLIEHNS MEXAY pe3ynbTaTaMu M3MepeHWs aHarnmTa B KOHTPOIIbHOM MaTepuarne ¢ no-
MOLLbIO pedepeHTHON U PYTUHHON METOAMK AOMKHbI BbITh OAVHAKOBLI U NMPU U3MEPEHUSIX aHaNMTa TEMM e MEeTOAMKAMM
BO BCex nNpobax nauneHToB. OgHa U3 ABYX AaHHbIX METOAMK M3MepeHns 00bIHHO SIBMSETCS NpoLeaypon namepenus Gonee
BbICOKOIO nopsiaka.

5.8.8 [onxeH BbITb 3aaH TVN LUKanbl, B KOTOPOW NpeACTaBNeHO 3Ha4YeHNe BENUHUHLI, TO eCTb ABMsAeT-
€Al OHa HOMUHArNLHOW, NopsAKoBoN, AuddepeHUnansHOM (Tak HasblBAaeMoN UHTepBanbHOM) UKW LWKaNon oT-
HOLUEHUI (CM. npunoxeHue bB).

MpwumeyaHwue—Ipu HeoGxoaumocTn gonxeH 6biTb NPUBEAEH Psid BO3MOXHBIX 3HAYEHUMN.
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TMpumep — Mpoba cma6unusupoeaHHol KPoeU MoXXem 6bimb UCNONBL308aHA KaK KOHMPOJLHbIU Mamepu-
an npu uaMepeHuUs pa3HUUbLI KOHYeHmMpauulii Konuvyecmea eeujecmea, c8si3aHHbIX ¢ OCHO8aHUsIMU 2pynn («u36bi-
Mok ocHogaHuli») 8 Kposu u ecnu mpebyemcs 8 dugppepeHyuansHol wikane (...-4,2 -4,1...0,0 0,1... 4,1 4,2..)
MMONb/N; KOHUeHMpayust Konuyecmea aeeujecmeaa uoHa kap6orHama aodopoda, usMepeHHas e WkKane omHoue-
Hut (0,0 0,1 0,2...) mmons/n.

5.8.9 Eaunnubl CU cnepyeT MCMonb3oBath, KOrga 370 BO3MOXHO. MNpu NpUMeHeHUn NpousBOSIbHBLIX
eWHUL AOMKHbI ObITb NpUBEAEHbI MeXXAyHapoAHO NpU3HaHHbIe onpeaeneHns unu onpeaeneHnsa, oNUCaHHbIe
AAHHON MEeTOAUKON U3MEPEHUA (CM. TaloKe NpUItokeHue A).

5.8.10 HeonpeaeneHHOCTb U3MepeHUst AOIPKHA ObiTb BbipaXkeHa UM Kak KOMBUHMpPOBaHHaA cTaHAap-
THasi HeonpeaeneHHOCTb, UMW KaK UHTepBar, pacCUATaHHbIA U3 paclUMpeHHOW HeonpeaeneHHOCTU C YCTaHOB-
NEeHHbIM YPOBHEM AOBEPUTESNIbHOW BEPOSATHOCTU.

Mpumevaunns

1 KoMnoHeHTbl HeonpeaeneHHoCTn namepeHus Bbl3BaHbl HETOMOINeHHOCTbIO Martepuana m HecTabUNbHOCTLIO B
npoLecce NPUNUCLIBAHUS 3HAYEHUS, aHANMTUYECKON BapuaLmen Mexzay pasnuyHbiMu naboparopusimm, onepaTopamu, Ka-
nubpatopamy M3MepUTESIbHLIX CUCTEM, NPOLEAYPAMY U3MEPEHUI U aHANMTUYECKMMU cepusiMy. OHU BKIIOYAIOT KaK CUC-
TeMaTnyeckue, Tak u cnyqaﬁHble KOMIMOHEHTHI.

Mpumep 1 — AmmecmosarHasi KOHMpoJsbHas coisopomka (Ne 348 NN, eoccmaHoeneHHas)) — lpozecme-
POH, KOHUeHmpayust konudecmea sewjecmsa ¢ = (40,3 + 1,0) MMonb/n; Hee38ewWeHHas1 CPeOHss1 U pacWUupPeHHas
HeonpedesieHHOCMb, NpusedeHHas1 8 uHmMepsare, 0auweM yposeHb dosepumenbHoll eepossimuocmu 0,95.

Mpumep 2 — AmmecmoeanHast Yyucmoma onpedesleHHO20 Mamepuarsa ycmaHoe/IeHa KaKk OMHOCUMesibHoe
codepikaHue Konuvyecmea seuwjecmea (akmyansHoe/meopemuyeckoe) = 0,9963 (0,9936; 0,9975); meduara (0,25- u

0,75-cppakmunb).
2 [nsi KOHTPOMNBHBIX Marepuarnos, NpegHasHaYeHHbIX AN NPUMEHEHUS B MPAKTUHECKUX KNUHWKO-ANArHOCTUMECKUX

nabopatopusix, 4OMKHbI BbITb NPYMBEAEHbI XapaKTEPUCTUKN NPABUNBHOCTU U NPELN3UOHHOCTU Pe3ynbTaToB U3MEPEHWI:
OTHOCUTENbHOE aHanNuTMYeckoe cMmelenue n koadduumneHT Bapuaumm no NOCT P NCO 5725-2.

5.8.11 [JomnxHa BbITb onucaHa NpocneXMBaeMoCTb NPUNUCAHHOTO 3Ha4YEeHUA AnA KOHTPOSIbHOro MaTepua-
na npasuneHocTU B cooTBeTcTBUM ¢ TOCT P UCO 17511 n FOCT P UCO 18153 (cM. Takke npunoxeHue A).

5.8.12 O6ecneveHure kavecTBa B flabopaTopuu, onpegenuBLLEA 3Ha4YeHUe ANsi KOHTPOMNbHOrO Matepua-
na NpaBUNbHOCTU, AOIMKHO BbITb CANMEHO C 3TaNoHOM.

5.9 MoareepxaeHue

5.9.1 MnaHupoBaHue opraHU3aLUuuU 3KCNepUMeHTa

JomkHo 6bITb onMcaHo aTTecTalMoHHOe UccnegoBaHue MaTepuana.

MpwumeyaHn e — 3To UCCcreOBaHNE 3aBUCUT OT NPUPOAbLI KOHTPONBLHOrO MaTepuana u cnocoba ero npuMeHe-
H¥A. Kak npaBuno, ero roMoreHHOCTb U CTabunbHOCTb AOMKHEI ObITb UCCNeA0BaHb! 40 NPUNUCLIBaHUS EMY 3HaueHus. He-

06X0AUMO TakKe MPUHATb PELIEHWE O MAKCMMANbHO [OMNYCTUMOW HEONpeaesneHHOCTU W3MEPEHUs NPUNMCAHHOM
3HaYEHNs, MOTOMY YTO OT STOrO 3aBMCMT OPraHN3aumsi 9KCNIEPUMEHTa.

5.9.2 OueHKa roMOreHHOCTH
JomkHbl 6bITb ONUCcaHbI UCCNeAoBaHUsSi FOMOTeHHOCTU KOHTPONBHOrO MaTepuana Kak BHyTpu Npobbl, Tak
1 Mexay npobamu.

M pwnmeyaHwne— [JononHutensHble AeTanu, BKNOYas ctatmcTndeckylo 06paborky, cm. [3].

5.9.3 Ctatuctuuyeckas oLeHKa pe3ynbLTaToB
[omkHa BbITb NpousBeAeHa cTaTUCTUYECKas OUeHKa pe3ynbTaToB, NOMYYEeHHbIX NPU UCCNeAoBaHUN, U
onucaH MeTop, OLeHKN.

M pwnMeyaHu e — [laHHble JOMXKHbI ObITb BHUMATENBHO NPOBEPEHbI B OTHOLLIEHUW UX COMMAaCOBaHHOCTY U BbiNa-
Aaiowmx 3HavyeHun B cootBeTcTBUM ¢ TOCT P UCO 5725-2, a 3aTeM oLeHeHbl B COOTBETCTBUM C [3] Unu ¢ MCNonb30BaHUEM
anbTepHaTUBHbLIX HEeNMapaMmeTPUYECKUX NOAXOA0B.

5.9.4 OueHka cTabunbHOCTHU
Mpoueaypa oueHkM cTabunbHOCTN A0MKHA ObiTb ONMcaHa ¢ Y4eTOM HaUMOHAaMbHbIX, perMoHanbHbIX U
MECTHbIX NpaBur, a pe3ynbTaThl NpeAcTaBneHbl ¢ COOTBETCTBYHOLLEN cTaTUCTUYeCKo o6paboTKoin.

MpnmevaHns

1 Ins KOHTPONbHBLIX MaTepuanoB cTabunbHOCTL, NPeanonaraloLas COXpaHHOCTbL OT 2 A0 3 NeT Ansl NpUMEHEHNs,
SIBMNAETCS XenaTtenbHon uenbio. (Kngkne KOHTPOnbHbIE MaTepuarnbl Afsi reMaTororMieckux UccneoBaHuin cTabunbHbl
10 6 mec). YacTto BO3MOXHO onpeaenuTb, 3a Kakoh OTHOCUTENBHO KOPOTKUIA Nepuos BpeMeHN (Hanpumep, HECKONbKO He-
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Jenb) NponcxoanT paspyLueHne Npu NoMeLLeHnm Npo6b B paanuuHbie TEMNepPaTypHLIE PEXMUMBI, BKINIOHAs Takne, Npu KOTO-
pbix paspylueHue npovucxoauTt Gonee BLICTPO, YEM NPU NpeAnaraeMon TemnepaType XpaHeHus.

JomxHo BbITb AOKYMEHTUPOBAHO AENCTBUE HA CTABUIIBHOCTL COOTBETCTBYIOWMNX BIINAIOWMNX BEINHUH.

DonxHa BbITb onucaHa npouefypa U3MepeHusi, BKIIoUasl ee KanubpoBKy M KOHTPOSIb TOYHOCTW.

2 MMpoueaypbl MOHUTOPUHIA CTABUITBHOCTM KOHTPONBHOIO MaTepUana Ha NPOTSKEHUN CPOKa ero roAHOCTH BKITIOYa-
0T U3MEPEHNE XapaKTePUCTUK BENUHMH Yepe3 3arfaHnpoBaHHbIE MHTEPBASbI B TEHEHNE BPEMEHMN UCTIONb30BAHNS KOH-
TPOSILHOrO Marepuana.

Mpumep — ®nakonbi ¢ Mamepuanom xparunu npu memnepamypax 20 °C, 37 °C, 45 °C u 56 °C u uamepsnu e
napannensHbix Ipobax noce xpaHeHusi 8 meverue 110, 244 u 604 dHel. He o6Hapy»eHO cmamucmuYyecKku 3Haqu-
MbIX U3MEHeHUll coomeemcmeayruiux 3Ha4YeHull 10 ONHOWEeHUI0 K 3HaYeHUaM npob, xpaHuswuxcst Npu MUHYC
20°C, npu makol memmnepamype Mmamepuasn nposisun cmabunsHocms 1o cpasHeHuto ¢ npoboll, xpaHuswelicss npu
muHyc 90 °C. Mamepuan oka3asncsi docmamoyHo cmabunsHbiM. CmabunsHocms 6ydem npoeepsimbcsi Ha Npomsi-
JKeHUu ecez20 CpoKa 200HOCMuU Mamepuara.

5.9.5 lNMpunucbiBaHUe 3Ha4YEHUA
MnaH akcnepuMmeHTa U MeToauKU pecbepeHTHOro U3MepeHUs], UCTIONb3yeMble AJ151 PUMUCHIBAHUSA 3HaYe-
HWS1, JOJPKHBI BbITb onucaHbl (cm. FTOCT P UCO 15193, TOCT P NCO 17511).

M pwnMeyaHu e — 3HaveHne ansi AAHHOW BENUYMHBI MOXKET ObITb NPUNMCAHO HA OCHOBE OZAHOWN OYEHb XOPOLLIO
JOKYMEHTMPOBAHHOW METOAMKM U3MepeHusi B ogHol naboparopum (cm. 5.9.6). OagHako BO MHOTUX criy4asix fnydluve pe-
3ynbTaThbl NOMy4aoT Ha OCHOBE MPUBIIEYEHUS B KOOTNEPATUBHOE UCCIeJOBaHNE HA BbICOKOM METPOJIOTMYECKOM YPOBHE He-
CKOJIbKUX OMbITHbIX NlabopaTtopuid, ecrnv BO3MOXHO, UCTONb3YIOWMX Pa3fiuyHble METOAbI U AaxXe pasrnuyHble NMPUHLNIbLI
WU3MepeHust.

5.9.6 3HauyeHUe M HeonpeaeneHHOCTbL U3MePEHUA, NPUNUCAHHDbIE C NOMOLWbLIO OOHOMU
npoueaypbl U3MepeHusi B ogHoM naGoparopum

HomkHa 6bITb N3bpaHa MeToauka pediepeHTHOro U3MepeHUs! HaUBbICLLIEro METPOJSIOrMYECcKoro nNopsaKka.
Hetanu, Bkntoyas 6lomKeT HeonpeaeneHHOCTH, AOMKHbI 6bITb On1caHbl NN NpuBeAeHbl B CCbINIKax Takum 06-
pa3oM, 4ToBbl Mornu GbiTb BOCMPON3BedeHbl B Apyroi nabopatopuu.

MpnmeuvyaHns

1 HomxeH BecTUCb paboumii XypHar, B KOTOPbIN BHECEHbI CBOEBPEMEHHO NPOU3BEAEHHbIe NONPaBKK, AaHHbIEe 06
obcnyxmBaHum obopyaoBaHWs, OTHETHI O NOATBEPKAESHUN METOANKN U3MEPEHUA U AaHHbIE KOHTPONS KavecTsa.

B oTueTe AOMKHbI ObITb OTPAXEHBI:

- 4UCIIO NOBTOPHLIX aHANN3O0B B Cepuy;

- YMCMO Cepuii;

- MHTEepBan BpeMeHU MeXAy KaXgon cepuen;

- 4UCIO PA3NMYHbIX OMNepPaTopoB;

- YUCIIO PAS3IMMNYHBIX M3MEPUTENBHBIX CUCTEM ANS OOQHON W TOW Xe 3a4a4u;

- NOCTaBLLUKN U HOMEpPa NapTI peareHToB.

OkoHYaTeNbHbIN pe3ynbTaT (peaynbTaThl) M aTTeCTOBaHHOE 3Ha4YeHne (3Ha4eHWs) 4OMKHbI CONPOBOXAATLCS COOT-
BETCTBYIOWMMK HeonpeaeneHHocTaMM (M. 5.8.10).

2 [ononHuTenesHyto nHcopmaumio cm. B FTOCT P UCO 5725-2, [3].

5.10 MpepgnonaraeMoe ucnonb3oBaHue

5.10.1 OomkHo ObITb YCTAHOBMEHO Npeanonaraemoe UCMoMb3oBaHNe KOHTPOLHOrC MaTepuana (CMm.
4.2.1). JomkHbl BbITb 4OKYMEHTUPOBaHBI M3BECTHBIE OrpaHNYeHNUs MPUrogHOCTU, Hanpumep no OTHOLLEHUIO K
ncecneaoBaHNsaM oTAeNbHbBIX BUAOB BUOMOrMYECKUX MaTepnanos, Koraa KOHTPONbHbIN MaTepuan AaeT 3Hade-
HUS N3MepPEHUS, KOTopblE TPEBYIOT KOpPeKLUUN. PekoMeHaoBaHHas cTaTucTuYeckas obpaboTka sHavyeHui, no-
nyyaeMblx Monb3oBaTenem, AoMkHA ObiTb yKasaHa ANA Kax4oro npegnonaraemMoro UCMonb3oBaHus, Mo
KpaiHeln Mepe, B (hOpMe CChINKA Ha NuTepaTypy.

Mpumep — Umobbi nposepums Npeyu3uoOHHOCMb Npoyedypbl U3MepeHus, 8binonHaemol 8 nabopamo-
puU, YUCJIO MOSMOPHLIX U3MEPeHUli KOHMPO/ILHO20 Mamepuana usbupaemcsi cOoMeemMciN8eHHo npuemiaemou
gepossmHocmu owu6oYHO20 NPUHSIMUS USTU JI0)KHO20 om6pacbkisanus cepuu. OueHKa npasuslbHOCMU NPou38o-
dumcs nymem cpagHeHUs1 cpedHe20 3Ha4YeHUS! NMoJTyY4eHHbIX OaHHbIX C MPUMUCaHHbIM 3Ha4Y€HUEM € y4emoM He-
onpedeneHHocmell uaMepeHusi oboux 3HaveHull. Moxem nompe6oeambcsi UCKIIO4YeHUe ebinadarouwjux
3HaveHul. ®opmyny Ons pac4ema cm. [3].

TMpumep — lMpu ucnonb3oeaHuU KOHMPOLHO20 Mamepuana 0715 KOHMPOoIisi NpasuIbHOCMU 8 Kax0oll aHa-
numuyeckoli cepuu, 8K/IrOYasi Yyembipe onpeodesieHuUsi KOHMPOJILHO20 Mamepuarsna, Moxem 6bimb MPUMEHEeHO
00HO KOHMPOJILHOE NMPasusIo: HU 00UH pe3ysibmam He 0o/DkeH ebixodumb 3a npeden npuemnemocmu £ 3s. B
amom criyyae cucmemMamuyeckasl no2pewiHocms 2s onpedensiemcs ¢ eeposmHocmbeio 0,55 u eepossmHocmb
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noxHo2o omépacskieanus 0, 01 (CpedHekeadpamu4ecKkoe OMK/IOHeHUe noemopsaeMocmu npoyedypbi uamepe-
HUSI 8bIPaXaemcsi CUMEOJIOM S, ).

5.10.2 KoHTponbHble MaTepuarsnbl NPaBUNbHOCTU AOMKHBI UMETb:
a) martpuuy, nodobHyio Toi, koTopasi npycyLla npobam, noanexawmm U3MepeHuo B COOTBETCTBUM C
KOHTPONMPYEeMO METOAUKOW N3MePEHUS.

Mpwumeyanune— 310 TpeboBaHne NpeACTaBNsET KOHTPACT NO CPABHEHUIO C TpeGoBaHNAMK K KanubpaTopam
1 KOHTPONbHBIM MaTepuanam BbICOKMX METPONOTMYECKNX YPOBHEW, [AE NPEANOHTUTENEH BbICOKOOHULLEHHbIA KOMIMOHEHT,
4acTo B NPOCTON MaTpuLe.

6) 3HaveHune ¢ HeonpeaeneHHOCTbO NUSMepeHUd, COOTBeTCTByIOLLleﬁ npeagnonaraeMomMmy nNpuMeHeHUio.

MpumeyaHune— MpUHUUNMANBEHO MPOTOKOIbI NMEPEHOCA AMA NPUNUCHIBAHUA LIENEBLIX 3HAYEHUA KOHTPOIb-
HbIM MaTepuanam, npeaHasHaueHHbIM 411 NOATBEPXAEHNS NPABUIIbHOCTU U3MEPEHUS, HANOMMUHAKOT NPOTOKOSbI, PUME-
HAeMble ANs KanubpaTopos..

5.10.3 B 3aBUCUMOCTM OT UX NpegHasHayYeHUs1 KOHTPOSIbHLIM MaTepuanam NPaBuNbHOCTU AOIPKHO BbITb
NpUNMcaHo 3HaYeHne TOro Xe unu 6onee BLICOKOrO YPOBHSI, YeM COOTBETCTBYOLWEMY kanubpaTopy (kanubpa-
Topam) B AaHHOW uepapxum kanubposku, B cootseTcTBuM ¢ FOCT P UCO 17511.

5.10.4 Mpumepbl TpeboBaHui kak obLiero xapakrepa, Tak v NpPeabaABAsSeMbIX K pa3fiMYHbIM KOH-
TPONbHBLIM MaTepuarnam B 3aBUCUMOCTU OT UX NpeAnonaraeMmoro UCNoNbL3o0BaHUA, NpUBeAeHbl B NpUroxe-
Hun B.

5.11 UHcTpyKLMA NO NpUMEHEHUIO

5.11.1 Be3onacHOCTb

MepBhbIiA Naparpac UHCTPYKLMM MO NPUMEHEHUIO I0IDKEH coaepkaTb NpeaynpexaeHue o HeoBXoauMoc-
TU cobnioaaTb OCTOPOXHOCTb (CM. 5.2). B MHCTPYKUMIO NO NPUMEHEHWNIO A0MKHbI BbITh BKIOYEHBI COOTBET-
CTByOLLME Mepbl Be3onacHoCTK, Kacawlmecsi 06opyaoBaHusl, MaTepuanos, Npo6 U 0TXoA0B, Mepbl MOMOLLN
npu nonagaHnvM matepuana Ha KoXxy, CrM3ucTble 060MouKn.

5.11.2 OGwune nonoxeHuUs

JomkHa 6bITb NpegocTaBneHa getanbHas MHCTPYKUMA NO NPUMEHEHWIO, BKIoYatolWwasa no MeHbLuen
mMepe cregyoLyro UHdopMauuo:

- TpebyeMmble yCroBUs XpaHeHNs U CTabnnbHOCTb KOHTPOMLHOTO MaTepuana nocne NoNy4YeHUs U OTKPbI-
TUsi BHELLHEro KOHTeHepa;

- npoleaypa oTKPbITUS BHYTPEHHEro KoHTenHepa;

- noaroToBka npobbl;

- TEXHOMorusi oTTanBaHUsA U BOCCTaHOBMEHWUS C NOCNeAYHOLWMM CMeLLUBaHUEM;

- npoueaypa rnosly4eHnss MMHUMarnbHON aHanUTUYeckon Npobel N aHANUTUYECKON NopLK;

- npoueaypa nsmepeHus (pekomeHagyemas unm obssatencHas);

- TpebyeMmble YCNoBUA XpaHeHWUs 1 CTabunbHOCTb KOHTPOMbHOro MaTepuana nocrie OTKPbITAS BHYTPEH-
Hero KoHTelHepa;

- yAaneHue ocTaBLUerocsl matepuana nocne UCrnonb3oBaHus.

5.11.3 PeareHTbI

YKasaHHble B MHCTPYKLMU NO NPUMEHEHWIO peareHTbl AOMMKHbI ObITb MAEHTUDULMPOBAHEI.

5.11.4 MpuGopbl

[lonmxkHel 6bITb NepevncrieHsl NpUbopel, Tpebyemble Anst UCNoNb3oBaHUSl KOHTPOSIBHOrC MaTepuana.

5.11.5 Cpepa

Ecnu npumeHeHne koHTponbHOro Matepuana TpebyeT cnelnarnbHbIX YCNOBWA cpefbl, OHN A0MKHBI BbiTb
yKasaHsbl.

5.11.6 U3mepseMble 06BbeMbl

Mpu HeobxoamMmocTy TemnepaTypa, Npu KOTOPo naMmepsieTcs obbeM, AoMmKHa ObITb ykasaHa. Pasbas-
NeHns, NPUroToBMAEHHbIe NyTeM Ao6GaBneHWst 0aHOro 06beMa XUAKOCTU K ApyroMy 06beMy, AOMKHbI BbITb YKa-
3aHbl cregyoLmMm obpasom:

a) «pasbaBneHHbIn V,; — V,», ecrin 06beM V, 3aaanHoro pactsopa pasbasneH Takum o6pazom, 4Tobebl
Mony4unTb obLLKil 06bem V, koHeuHol cmecu, Hanpumep, pasectu 25 cv® — 1 am3,;

6) «pasbasnenve V,+ V,», ecnu o6bem V, 3aaaHHoro pactsopa aobaeneH k o6bemy V, pacTtsoputens,
Hanpumep, 25 cm3 + 975 cmS.

Takve o6osHaueHus, kak «V; : Vyo» unmn «V, / V,», NPUMEHATLCS He A0IDKHBI, TOCKOMNBKY OHU UCMOMb3YH0T-
€Al C pa3HbIMU 3HAYEHUAMMN.
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5.11.7 BoccTaHOBREeHUe NMOPUNUIMPOBAHHOTO KOHTPONBLHOrO MaTepuana
[JomxHbl 6bITe NpUBEAEHBI AeTanu BOCCTaHOBMEHUA: BUA U 06beM pasbasuTens, Bpema pacTBopeHus,
Temneparypa, BnusiHue neHoobpasoBaHus.

NMpunmeyaHwune—JInodnnmanpoBaHHbie KOHTPONbHLIE MaTepuansl — Hambonee 4acto ynotpebnsembin B
KIIMHUYECKON 11abopaTopun TUIM KOHTPOSIBHOIO MaTtepmara.

5.11.8 Ccbinku Ha NaTeHTOBaHHbIe U3nenus

Ecnn, B nopagke UCKIOYeHUs, TeXHUYeckue coobpakeHns onpasakIBalOT NOArOTOBKY MaTepuana ¢ uc-
nonb30BaHWEM NaTEHTOBAHHBIX U3AENNA, AOIDKHbI MPUMEHATLCA NOMNOXEHUS, YKasaHHble B NPUNOXeHUN A K
anpextuse NCO/MOK, vactb 2 [4].

5.12 MNocTraBwuk
HomkHa 6bITb NpuBeAeHa uaeHTUdMKaLus NocTaBLNKa KOHTPONbHOrO MaTepuana.
5.13 bu6nuorpadusn

[okyMeHTBI, coaepxalime AOMONHUTENbHYIO UHPOPMaLMIO, HO He ABNsIoLLMECA HeoBXxoaMMbIMU ANa
NPUMEHEHNsT KOHTPOMBLHOIO MaTepuana Ans ero npeanonaraeMoro UCNoNbL3oBaHNs, AOMKHBI ObITb Nepeyunc-
neHbl B 6ubnunorpacpun.

MpumevyaHnusn

1 Bubnuorpacdust moxeT 6bITb NpeacTasrieHa B hopme NpUnoxeHust (cm. 5.14) n moxeT BknouaTh B ce6si JOKYMEH-
Thl:

a) He JOCTynHble Ny6GrMyHo;

6) cnyxalme TonbKko Ans1 uHpopmaumm;

B) Cryxaliue ckopee Ans CrpaBok.

2 [okymeHTbl MOryT BbiTb Pa3NUYHONO TWUMNA, HANPUMEP PErMoHanbHbIE U HaUMOHAarbHbLIE CTAHAAPTLI, NPaBOBbLIE
aKTbl, pEKOMEHAALMY MEeXAYHAPOAHbLIX UM PETMOHANBHBIX HAYHYHBIX OPraHN3aLni, CTaTby N3 HAYYHbIX KYPHAIOB, PYKOBO-
AcCTBa, CTaHAapThl NPOV3BOAUTENEN UM UHDOPMALIMA O NPOAYKUMK, OTHETHI O MEXNABGoPaTOPHBLIX UCTBbITAHUSIX.

5.14 TMpunoxeHun

[aHHble 1 nHdopMaLus, KOTopbIe He BKITHOYEHbI B OCHOBHYHO 4acCTb OTYeTa, A0IPKHEI ObITh NpUBEAEHLI B
NPUNOXXeHUAX.

MpwnmedyaHune— [JonyckaeTcst BHOCUTb B NPUNOXEHUSI:
OaHHble 0 rOMOreHHocTH (cm. 5.9.2);

AaHHble O NPUNUCLIBaHUK 3Ha4YeHus (cMm. 5.9.5, 5.9.6);
Gubnvorpaduto (cMm. 5.13);

9TUKETKM (CM. pasgen 6);

ceptudmkar (cm. pasgen 7);

BMNOXeHWe B ynakoBKy (CMm. pa3aen 8).

5.15 [laHHble O paspeLleHUH U NepecMoTpe

DomkHbl 6bITb NpUBEAEHBI AaHHbIE OTHOCUTESIbHO Pa3speLleHUs Ha AaHHY0 NyGAnKaLmMio onMcaHns KoH-
TponbHOrO MaTtepuana 1 o No6oM npeawecTByOWEM ero U3aaHuM (M3gaHusXx).

6 MapkupoBka

OTUKeTKN Ha BHYTPEHHEM U BHELIHEM KOHTeNHepax A0SMKHbI COOTBETCTBOBATL TpeGoBaHUAM COOTBET-
CTBYIOLLUX CTaHOapToB. HanmeHoBaHWe NpoaykTa Ha 3TUKeTKe AOSLKHO ObiTb NMPUBEAEHO B COOTBETCTBUU C
pasgenom 4.

7 Ceptudpmkar

CepTudmkaT AormkeH BktovaTh B cebs NyHKTHI B COOTBETCTBUM C [5], a Takke:

- ngeHTUUKaLMIo UHAMBUAYaNbHOW NOPLMN KOHTPONBHOrO MaTepuana;

- UCTOYHUKM UINU NPOUCXOXKAEHUE KOHTPONBHOrO MaTepuana;

- MeTOoA NPUroTOBMNEHMSA KOHTPONBHOrO MaTepuana;

- TPaHCMopTUPOBKY;

- WHCTPYKUMIO MO MpasnibHOMY ODpaLLeHUIo C KOHTPOMbHBIM MaTepuanoM, BKIIloYas yCnoBusl XxpaHe-
HWSI, CPOK rOAHOCTU, CTABUNBHOCTL NOCHE OTKYNOPUBAHUS;
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- aTTecToBaHHOE 3HaveHne N HeonpeaeneHHoCTb ANA Kbk 0N N3smepsieMoin BeNUYUHBI ¢ YACTIOM MPUHS-
ThIX 3HAYEHWNA, nonyvYeHHbIX NPU UCTNBITAHUAX;
- HEeKOTOopble yKasaHua Ansa cTaTuCTUYeCcKomn O6p860TKI/I.

MpumeyaHune— OCHOBHblE AaHHbIE, MONY4YeHHbIE MHAVBUAYaNbHBIMY NabopaTopusiMm, U MeToabl, 06bIYHO
YNOMWUHAEMbIE B NPUIOKEHUN UMW B OTHETE;

- HeaTTeCcTOBaHHble 3Ha4YeHUs («PEKOMEHOOBaHHbIe 3HAYEHUs», «yKasaHHble 3HAYeHUA») U 3HadYeHNs,
nony4YeHHble ¢ NOMOLLLIO MpoLeayp HU3LWMX MEeTPONorM4eckux ypoBHer, BO BCEX Clyvasx ¢ NpusegeHuem
OLEHOK 1 Mep HeonpeaeneHHOCTeN;

- UCNOMb30BaHNe 3Ha4YeHUN AN KOHTPOMS NPaBUMbHOCTU (HACTO CO CCLIMKOW Ha MOSHbINA OTYET);

- MeToAbl UBMEepeHUsl, UCNoMb3oBaHHbIE NPU aTTecTaLuu;

- ntobble 3annaHMpoBaHHbIe NPOBEPKU CTaBUNbHOCTH;

- UMeHa onepaTtopa, OTBETCTBEHHOro crneunanucTa 1 /unn HaumeHoBaHus nabopaTtopuii, y4acTBoBaB-
LLIMX B UCNBLITAHUAX;

- CCblJIKa Ha paclUMpPeHHbIN OTYeT, cogepXKallnin BCIO OTHOCSLLYIOCS K Aeny HdopMaLuio;

- MOCTaBLUMK KOHTPOSLHOIO MaTtepuarna, ecriv OH OTNIMYAETCSA OT aTTECTYIOLLEro yuYpexaeHus;

- NPUNOXeHNs, ykasaHHble B 5.14. Micnonb3oBaHne NpUnoxeHWin 4oMKHO COOTBETCTBOBAaTL HeBOMbLLIO-
My pasmepy cepTudunkaTa;

- jaty aTTectauun.

MpumMedyaHune—CepTudukar JOMKEH BblAABATLCA NPU3HAHHBIM METPONOMMYECKUM OPraHoM.

JormxHa 6bITe NpBeaeHa BCA MHGOPMALMS O NPOUCXOXKAEHUM, MPUIOTOBNEHUN U NIOBLIX 4ONOAHEHNAX
K KOHTPOMbHOMY MaTepuany, To ecTb He AOHKHO BbiTb MHAOPMALIMK, ONYLLIEHHON MO COOBParkeHNAM KoHp!-
AeHUmMansHoCTHU.

8 BnoxeHue B ynakoBKYy

B ynakoBky KOHTpOIIbHOrO MaTepuana AosbkeH GbiTh BNoXeH UHOPMaLIMOHHBI MaTepuan B crydasx,
Koraa K Hemy He npunaraetcs cepTudukat. MHdopmaLus gomkHa cogepkaTb KpaTkoe onucaHne KOHTPOSbHO-
ro MaTtepuana, ycTaHOBIEHHOMO B COOTBETCTBUM C pasdenom 5, npu Heo6XxoaMMocTu ¢ pasaeriom 7.
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MpunoxeHune A
(cnpaBoyHoe)

Oco6eHHOCTU NPUNUCKLIBAHUA 3HAYEHUI KOHTPONBLHLIM MaTepuanam NPaBUMNbHOCTU ANS HEKOTOPbIX
rpynn aHanutoB (6e3 MeTponoruieckoi npocnexueaeMocTy Ao eauHuy CH)

A.1 Maydaemble B KMMHUYECKUX LiensiX KOMMOHEHTbI BrioMaTepuanoB MOXHO pasgennTb Ha ABe rpynnbl:

- COEAMHEHWs, XMMMUeCcKasi CTPYKTYpa KOTOPbIX XOPOLLO U3yyeHa U CYLLLECTBYIOT MX aHanoru, KoTopble MOryT GbITb
UCMONb30BaHb! B KAHECTBE STANOHOB /15 KONMMYeCTBEHHON OLEHKY;

- KOMMOHEHTbI, B OTHOLLEHNMN KOTOPbIX HET YeTKOro NpeacTaBneHns o6 Nx XMMUMYeckom CTPYKTYpe U NO3TOMY B Ha-
CTOsILLEe BPeMsi He CYLEeCTBYET HaAeXHO N3YHeHHbIX U OXapaKTepu3oBaHHbIX UX 3TaNOHOB (aTTeCTOBaHHbLIX CTaHAaPTHbLIX
0o6pasuoB) K onpegensitowmx (AePUHNTVBHBIX) METOAOB ANs UX NCCreacBaHus.

B 6uonoruyeckux npobax aHanuTbl BTOPOR rpynnbl NPeACTaBnsoT coBo He oanHOYHbIE CyBCTaHLmMK, a CKopee MUK-
poreTeporeHHble rpynibl BELLECTB, BKITIOYaoLWWX, HApsay C MHTAKTHOW (hOPMON BELLeCcTBa, Takke pasnuyHbie ero metabo-
nuTbl U KOMMMEKCHble ¢opmbel. pM  MCMONB30OBaHUM  MMMYHOINOMMYECKUX TECTOB pas3fnuuHble aHTuTena MoryT
B3aMMOOENCTBOBATL C Pa3NYHbIMU ANUTONAMW aHTUrEHa, HTO NPYBOAWT K B3aMMHO HECOBMNAaAaIoWMM pe3yribTataM OTAENb-
HbIX BApMaHTOB METOAMK uccnegosanui. BecneacTteBre 3Toro He MOXeT 6biTb BbINONHEHO TpeGoBaHWe MeTpOonorMyeckoin
NPOCNEXUBaEMOCTH OT pe3ynbTaTa NPakTMyYeckoro M3MepeHns Takmx aHanutoe B npobe Guomartepnana nauueHTa o nep-
BUYHOIO BbICOKO OYMLLEHHOMO 3TaroHa U YWMCNEHHOE 3HaYeHne pesynbTaTa u3aMepeHunsi He MOXeT GbiTb BbIPaXeHO B eANHU-
uax CU. Pusmko-xumuyeckasi pasHOpogHOCTE 3TOW Ipynnbl aHanutoe obycnoBuna Heob6XoAUMOCTb PacnpoCTpaHEHUs!
NpUHLMNA NPOCNEXNBaeMOCTU Pe3yIibTaToOB UCCINEA0BaHNMA 0O APYIMX TOHEK OTCHETa U NPUMEHEHNE HECKOSbKO BapuaHTOB
NPOTOKOSOB NepeHoca KanubpoBKu.

Mpy oNUCaHMKM KOHTPOMBHBIX MaTepPUanos NPaBUITBHOCTY cneayeT yUUTbiBaTb 0COGEHHOCTU NPUNUCHLIBAHUS 3HAYe-
HWUW B CNyYasix BEMUYMH, pe3ynbTaThl U3MEPEHNIN KOTOPLIX HE MOryT ObITb MeTponorndeckn npocnexeHsl o CA. B coor-
BetcTBUKN ¢ OCT P MUCO 17511 BIAENAIOT CNEAYIOWME rPynnbl TAKUX BENUYUH, ANA KOTOPbIX YCTAaHOBMNEHbI CrieumarnbHble
npagwrna NpunucbIBaHUA 3Ha4YeHWIA:

a) BennuvHbl ¢ TaKNMW KOMMOHEHTaMM, Kak remorno6un A1lc. [ina Hux n3BecTHbl MeXayHaApOAHO NpU3HaHHas
MeToamka pedepeHTHOro uaMmepeHust (kotopast He MoXeT BbiTe HasBaHa NEPBUYHON METOANKON pedepeHTHOro naMmepe-
HWS1) U OAUH UMW HECKOINBKO MEXAYHaPOAHO NPU3HAHHBIX KANMOPOBOYHLIX MaTepranos (He SBNAWMWXCSA NEPBUHHLIMK), CO
3Ha4YeHUsIMM, NPUNUCaHHbIMK 3TOW MeToanKkon 6e3 meTponormyeckon npocnexusaemoctu ao CA.

Mpumep — MexOyHapodHo npu3HaHHass MemoduKka peghepeHmHO20 UIMEPEeHUS:

Hns donu konuyecmea seujecmea A1, e cemMoznioburHe Kpoeu memoduka-kaHOudam xudKocmHasi Xpoma-
mogzpadhus 8bicOK020 OassieHuss — mMacc-cnekmpomempust (BO-XX/MC).

MexdyHapodHo npu3HaHHbLIlU Kanubpamop — [na KoHYeHmMpayuu Kosuvyecmea seujecmea 2emMo2/106uHa
(Fe) 8 kposu abcopbyuomempus e2o yuaHudOHo20 Oepusama, KkanubpoeanHas CPM 522 2emoz25106uH yuaHud
(HICN) 8 nuzame 6b14beli kpoeu om Bropo amanonoe Eeponeiickozo Coobujecmea (EU-BCR) ¢ koHyeHmpayuel
konuvecmsa seujecmsa (Hi(Fe)CN) (49,61 + 0,08) mxmonn/n npu danHol pacuiupeHHOU HeonpedesleHHOCMU Mo-
JI08UHa uHMepeana ¢ yposHem dosepumensHocmu 0,95.

6) Benun4unHbl ¢ KOMNOHeHTaMK, NoAO6HbIMKM xonecTepuHy JIBIM, kneTkam kKpoBM N HekoTopbIM hakTopam
remocTasa. [ins HUX MeeTCs MeXayHapoaHO NpU3HaHHas MeToauka pedepeHTHOro u3MepeHus (He SBMSIoLWascs nep-
BWYHON), HO HET MEXAYHapPOAHO-MPV3HaHHBIX KAanNMGPOBOYHLIX MaTEPUAnoB.

Mpumep — MexOyHapodHo npu3sHaHHas Memoolduka pegepeHmMHO20 UIMEpeHUsl: MemoOuKa U3IMepeHuUs,
cneyuguyuposarHHas MexdyHapodHuim Cosemom no cmarnGapmu3ayuu e 2emamonozuu (ICSH) ons uameperus
4YUCIeHHOU KOHYeHmMpayuu apumpoyumos u jelikoyumoe e Kpoeu 4esioeexa.

B) BenwnuuHbl, oTcbinaemsble k MeXAyHapoaHbIM cTaHaapTam BecemnpHon Oprannsaunm 3gpaBooxpaHeHvs,
TaKkue Kak 6enkoBble rOpMOHLI, MOBEPXHOCTHLIN aHTUreH BUpyca renatuta B (nogrun ad), HekoTopble aHTUTenNa,
onyxoneBble Mapkepbl. [rsi HUX UMeeTCsl OAMH WU HECKOMbKO MEXAYHapOAHO NPU3HAHHLIX KAaNMOPOBOYHbLIX MaTepUa-
NoB (He SBMAOLWMXCS NePBUYHBIMMW) C MPOTOKOMNOM AN NPUNMUCLIBAHUA 3HA4YEeHWS, He SIBNSIOWYMCS] MEXAYHapOaHO Npu-
3HAHHOW NpoLeaypon peepeHTHOro N3amepeHuns.

Mpumep — MexOyHapodHo npu3HaHHbIl Kanubpamop (kanubpamopbi) CO 3Ha4YeHUEM, 8bIPaKeHHLIM 6 CO-
omeemcmsyroujux eQuHuUYyax, He sisnfaroujuxcsa eduHuyamu CH (makux, Kak MmexdyHapoOdHbie edurHuuybi BO3), u
npunucaHdHbIM 8 coomeemcemsuu ¢ MeX0yHapoOHO NPuU3HaHHBLIM npomokosioM. lpunucaxHoe 3HavYeHue GO/KHO
conposoxfambcs HeorpedeneHHOCMb 0.

r) BenwuuHbl ¢ TaKNMK KOMNOHEHTAMM, KaK NPOAYKThI pa3pylueHus mbpuna (O-anmep) mapkepbl onyxo-
nen, nogobHble pakoBoMy aHTureHy 125 (CA-125), a Takke aHTUTeNna NPpoOTUB TaKUX aHTUreHoB, kak Chlamydia. [ins
HUX HET HX MEXAYHapOAHO NPV3HAHHON METOAUKN pedepeHTHOro M3MepPEeHns, HU MeXAYHapOAHO NPU3HAHHBLIX Kannbpo-
BOYHbIX MaTepuanoB Ans kanwbposku. [pon3BoanTENb MOXET CaM YCTAHOBUTb METOAUKY (METOAUKU) 3MEPEHMA U Ka-
nnbpaTtop (kanvbpaTopsl) Ans Toro, YTo6bI NoAAepKaTb NpUNMCcLIBaHWE 3Ha4YeHWA kanubpaTopy ero npoaykTa.
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Mpunoxexue b
(cnpaBo4Hoe)

OcoGeHHOCTN onucaHMA KOHTPOIbHbIX MaTepuanoB ANf KOHTPONsA KavyecTBa uccrnefoBaHus
CBOWCTB, OTNUYHbLIX OT BeNIUYUH

B.1 BHacToswWwem cTaHgapTe yCTaHOBMEeHbl TPeBOBaHUS K ONMcaHunto Hanbonee 4acTo NPUMEHSIEMbIX KOHTPOIIbHbBIX
mMaTepmanos (MpenMyLLeCTBEHHO MNPOMbILLNEHHOTO U3rOTOBMEHUS) AMNs KOHTPOINS KIMHUKO-XMMNYECKNX (BUOXMMUYECKUX)
NCCreAoBaHNi aHanvMToB, UMEOLWMX XOPOLLIO OMMCaHHYIO U AOCTaTOYHO CTabUbHYI0 CTPYKTYPY U 3HAUYEHUS1 KOTOPbIX MO-
ryT ObiTb aTTeCTOBaHbl UM YCTAHOBMEHbI B COOTBETCTBUM C TpeBoBaHusamm MTOCT P UCO 15194, TOCT P UCO 17511,
FOCT P UCO 18153.

B.2 CsolicTBa, OTNNYHbBIE OT BENWYMH, Takke MOryT ObiTb OnpedeneHbl nn BOCNpousBedeHbl MaTepranamm, Ho
NpVNUcaHHbIe UM 3HAYEHWS He MOTYT ObITh BbIpaXXeHbl YNCIIEHHBIM 3HAYEHUEM, YMHOXEHHbLIM Ha eAUHNLY n3amepeHus. Ta-
Kne 3Ha4eHusi MoryT BbiTb B OpAVHaNbHON (MOPSIAKOBOW) MM HOMUHAMBHON (KIAacCUUKALMOHHOW) LKanax.

B.3 B opauHanbHoM Wwkane s3Ha4yeHWs MOryT ObITb CMOBaMM UINW YMCIaMu, BbipaXXaoWwumy pasmep COOTBETCTBYIO-
LLMX CBONCTB. DTN 3HAYEHMSA MOTYT ObITb MCNONBb30BaHbI 45151 PaHXUPOBaHWS, OAHAKO pasnnynsi U OTHOLLIEHUS MO LWKarne He
UMEIOT 3HaYeHus1 Ans cpaBHEHWs. [TpUMEpPOM MOXET CNyXWTb 3Ha4YeHMe «3» WK «NOBbILLEHHAasA», MPUNUCaHHbIE KOH-
TPONBHOMY PaCTBOPY Al ANarHOCTUYECKUX NOMOCOK, MOKa3blBaLWMX KOHLEHTPaUUIO anbbyMuHa B MOYe No NSITU3HAYHOM
wkane (0,1, 2, 3, 4 unNn He NOBbILWEHHAsl, COMHUTESIbHO MOBbIWEHHas, Crierka NoBblleHHasi, MOBbILWEeHHas!, CUITbHO NOBbI-
LeHHas!).

B.4 B HOMMHaNbHOW WKane 3Ha4YeHWsi MOryT ObiTb Bblpa)XeHbl CIIOBAMU UNW TEpMUHAMK (HavMeHOBaHusIMK) 6e3
CBAi3N C pa3Mepamy COOTBETCTBYIOLMX CBONCTB. 3HaueHusi MoryT 6biTb NpedcTaBneHsl B Nio6oM yao6HOM unm cornaco-
BaHHOM nopsgke. [pumMepom MOXET CMYXUTb Psig TEPMUHOB TUMOB NENKOLUTOB B KOHTPONBHOM Ma3Ke KPOBW UINU psif 3Ha-
YEHWI AN rpynn KpoBw.

B.5 OnucaHue KOHTPOMBHLIX MaTepuanos Ansi CBOWCTB, UMELWMX NPUMUCAHHBIE 3HAYEHUSI B OPAMHAINBHON U HOMU-
HanbHOW LWKanax, AOMKHO NMONMHOCTbIO COOTBETCTBOBATb, HACTOMBKO, HACKOMBKO 3TO BO3MOXHO, TPEOOBaHNUSAM K KOHTPONb-
HbIM Marepuanam ansi Bernun4YuH, NnpuBeeHHbIM B HacTosiWeM cTtaHjapTe. Wckniouenns kacaiorcs TEPMUHOIOIMYECKNX
N3MEHEeHWI:

- BErMYMHbI HA CBOWCTBO, @ TaKKe B KOMIMIIEKCHbIX TEPMUHAX;

- N3MepeHne Ha U3y4veHne, a Takke B KOMMIEKCHBIX TEPMMHAX, a TaKKe TEXHUYECKUX U3MEHEHUN;

- UCMONb30BaHWUs 3HAYEHUN, TakMX, Kak onvcaHHblie B B.2 nnu B.3;

- VMEIoLLMX HeonpeaeneHHOCTb N3yYeHUs], BbIPAXEHHYIO KaK YMcno HENpPaeunbHO KnaccuduuMpoBaHHbIX pak-
umn,

- HEeBO3MOXHOCTb KanmbpoBaTb HOMMHAMNBHYIO LIKary.

MpumMmedaHue— Ecnm noHsiTne «KOHTPOIbHLIN MaTepuan» BOCNPUHUMAETCS TONbKO Kak Marepuanuaaums
3HaYeHWIA BENUYMH, TO MaTepuarnsl, UMeloLwue NPUNMCaHHbIe 3HaYeHUS CBOUCTE B HOMUHAMNBHOM UMW OPANHANBLHOM LLKa-
nax, MoryT 6biTb Ha3BaHbl «MaTepuanamMm CPpaBHEHUsI».
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Mpuvnoxenve B
(cnpaBoyHoe)

CneumanbHbie Tpe60BaHMA K KOHTPOJILHBLIM MaTepuanam (CbIBOPOTKaM)

B.1 Tpe6oBaHusA K CBeAEHUAM O NPUTOTOBIEHUN CLIBOPOTKM

anI NpoBEAEeHUN KakK BHyTpMJ‘I860p8T0pHOI’0 KOHTpPOIA Ka4yecTBa, Takn BHELUHEN OLUEHKN Ka4yecTBa KIMHN4YeCKuX na-
6GopaTopHbIX UCCeAOBaHUIA pa3nUYHOro BUAA, NPUMEHSIIOT KOHTPOIbHbIE CHIBOPOTKU. VIX CBOWMCTBA B 3HQUMTENbHON Mepe
3aBUCAT OT YCIOBUI M3rOTOBINEHUS.

a) Mpoueaypbl 06pa3oBaHWs Nyna CeIBOPOTKU (XapaKTepUCTKA KOHTUHIEHTa JOHOPOB ChIBOPOTKU: Mon, BO3pacT;
KOHLEHTpaLun aHanMToB, METOA).

6) Jo6aBku (koHCEepBaHTbI, CTaBUNN3ATOPbI, MOHBI).

MonHasi OTKPbLITOCTL B OTHOLIEHUM BCeX BythepHbIX pacTBOPOB M AobaBok obssaTensHa.

B) [NoGaBneHvne epMEHTOB, TOPMOHOB, NIEKAPCTB, NMUMONPOTENHOB YENOBEYECKOIO, >KMBOTHOIO MU CUHTETUYECKO-
ro NpoucxoxaeHusi (MeToA, UCNoNb3oBaHHbIe MaTepuans!, CONbBEHTbI, KOHLIEHTpaLuyM aHanuToB). BaxHo, 4uTobbl KOHLEH-
Tpaumn aHanuToB BbINK KIMHUYECKW 3Ha4YMMbIMU, U €CMK NPUBOASTCS LieneBble 3HaYeHusl, AomkHa BbiTb AaHa nonHasi
WHopMaLus 0 MeTode onpeaeneHnst U CTaTUCTUHYEcKon 06paboTke AaHHbIX.

r) duneTpaums (Npoueaypa, UCNonb3oBaHHbIe MaTepuansl, BIUSIHWS HA KOHLEHTpauuM aHanvwTos).

) 3amopaxmBaHue (CKOPOCTb U OKOHYaTenbHas Temneparypa).

e) ANMKBOTUPOBaHWE UNKn pacrnpegenenue no cdnakoHam (metod, o6bem, npoueaypsl, 3anevarbiBaHue).

X) Tunotunmaauus (metod, obbvem).

3) XpaHeHve n TPaHCMnopT.

B.2 Cneundmkaumm no hnsn4ecKum xapaktepmcTmkam

a) pH.

6) CT1abunbHOCTb.

B) MyTHocTh/ abcopbums Ha onpegeneHHoNn AnvHe BOMHbI.

r) OcMonsipHOCTL/ BSI3KOCTL/NMOTHOCTD.

) CtabunbHOCTb, OLEeHEHHas Mo YCKOPEHHON Aerpagaumm.

e) MuHumanesHoe MUKpOGHOEe 3arpsisHeHune.

x) OTcyTcTBME AeHaTypaumn dhepMeHTOB Unu Genkos.

3) Jonyctnmas mexdrakoHHas Bapuaums ansi Kaxaoro aHanura.

u) OntumarneHasi ocTaTouHasi Boaa.

K) MNpuemnemble XapakTepUCTUKN BOCCTAHOBMNEHNUS (OTCYTCTBME XMOMbEB) M CTabUNBHOCTL MOCHe BOCCTAHOBIE-
HUA.

B.3 TpeboBaHuA kK maTepnanam AONsi KOHTPOJSISA BOCNPOU3BOAMMOCTH

PekomeHay0TCSt MyIbTUKOMMNOHEHTHBIE MaTepuarbl C KOHLEHTPauuaMm, 6rnskumm K noporam peLeHuii, rae kosd-
hMLUMEHTBI Bapuaummn cpaBHUMbI ¢ HabrnogaeMbiMy Npy UCCrnedoBaHWAX Npob nauneHToB.

a) CocTtaB

CnekTp BEMW4YMH B CbIBOPOTKE

MaTpuua (1YenoBeyeckasi Unm XMBOTHas!)

[nA HeKOTOPbIX aHaNMTOB (MMMYHOrNMOGYNMHLI, MMMONPOTEKHEI, NIMNONPOTENHLI BLICOKOW NIMOTHOCTU) HEOGXoaAMMA
TOMbKO Yeroseveckan maTpuua

OTcyTcTBUE MHTEpdEepeHTOB MO OTHOWEHWIO K UCNOMb3yeMbIM MeTOAaM

Mpuemnemas MyTHOCTL (peddepeHTHble BenuumHbl: NIST SRM 909)

pH 7,0—8,0

KopoTkuii neprog BoccTaHoBneHus (< 30 MuH)

OTcyTCcTBUE MHPEKLNOHHOTO 3arpasHeHns (YenoBeyeckuini Matepuan gonxeH 6uiTb NPOTECTUPOBAH Ha BUPYChI re-
natntoe A, B, C u BUY T/II)

CeoboaHbith rmuuepuH < 0,5 mmonb/n (Matepuan anst KMMHUYECKOW XMMUK)

Hukenb < 600 Hmonb/n (MaTepuan Ansa KNMHUYECKON XUMKK)

Uutpat < 0,1 Mmonb/n

OTtcyTcTBre gobaBneHHOro metnonara (4nsa KOHTPOrisi UMMYHOUCCNEA0BAHWIA)

OcmonsanbHoCTb 270—300 MMONb/Kr; HTEPBAaN OCMONANbHOCTU < 30 MMONL/KK

6) NomoreHHOCTBL

Hu3akasn mexdnakonHas Bapnaums (CV < 0,5 %) (ans HekoTopbix aHanuToB TpeGoBaHuA MoryT GbiTe Gonee XecTku-
MU, HaNpumMep, ans HaTpuaA < 0,2 %)

Huakoe cogepxanue Bogbl (ocTatodHasn BnaxHoctb = 1 %)
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B) CtabunbHOCTbL

AnutensHasi ctabuneHocts Npyu 2—8 °C: > 2 net

Mprvemnemas cTabunbHOCTL NOCNE BOCCTAHOBMNEHMS (= 8 1)

Huskas GakTepuanbHas 3arpsisHeHHOCTb (< 10000 koe'/n)

HobaBkyu foMmkHbl ObiTh YKa3aHbl M3rOTOBMTENEM UMW KOHpMAEHUMaNnbHO COOBLWEHbI UM OPraHU3aTopy KOHTPOMs
KayecTBa

r) To4yHas MHCTPYKLUMSA NO BOCCTAHOBIIEHMNIO, UCMONb30BaHUIO N XPaHEHUIO MaTepuanoB, pas3paboTaHHasn us-
roToBUTENEM

B.4 TpeboBaHua K MaTepuanam O KOHTPONA NPaBUNbHOCTY

CBoNnCTBa JOMKHbI 6bITE NO BO3MOXHOCTM BrvKe K CBEXeN YeNoBeUYeCKOW ChIBOPOTKE C KOHLEHTPaLMAMMU aHanMToB
B HOpMarbHOW 1 natonormyeckor obnactv. OTHOLWeHWe pe3ynbTaToB Npyu NCCrnegoBaHMM KOHTPOIbHOIO MaTepvana py-
TUHHBIM MeTogoM/ pedepeHTHLIM METOAOM AOMKHO ObITb CPABHMMO C OTHOLLEHUEM Pe3ynbTaToB Npu UCCreaoBaHnm STu-
MU MeToAamMu Npob naunveHToB

Caexxast Unu 3amopoXeHHasl, Npo3paYvHas, HereMonNu3upPoBaHHas, HaTyparnbHas YenoBeYeckas CbIBOpoTKa ¢ Ao6aB-
NeHVeM aHanuToB, MAEHTUYHBIX C HaTypanbHbIMU aHanMTamu. Llenesble 3Ha4eHNsi N0 BO3MOXHOCTM AOMXKHbI BbITh onpe-
AeneHbl abConTHLIMM METOLAMM.

TnodpmnuanposaHHbie Npobsbl

a) CocTtaB

OxBaTbiBaeT yKa3aHHy0 rpynny aHanuToB

Yenoseuveckas maTpuua

OTCyTCTBUE XPOMOIEHHbLIX BELWECTB, MHTEP(EPUPYIOLLIMX C NCMONb3YyeMbIMU METOO4AMM

OTCyTCTBUE XPOMOTE€HHbIX MHTEP(EPEHTOB O KONOPUMETPUHECKUX METOAOB

MuuepwuH < 0,5 mmone/n (MaTepuansl Ansi KMMHUYECKOW XUMUK)

Hukenb < 600 HMonb/N (MaTepuranb! A4nsA KNMHUYECKOW XMMnK)

A3oT ammmaka < 120 Mmone/n (HemearneHHO Nocne BOCCTAHOBMNEHUS)

Mupugokcane cocdat < 100 mmonb/n

UntpaTt < 0,1 Mmonb/n

Mprvemnemasi MyTHOCTb (pedepeHTHasi BenuuunHa: NIST SRM 909)

OcmonsinbHocTh 270—300 mOcmonb/Kr; MHTepBan ocmMonanbHocTH < 30 MOcmonb/kr

pH 7,2 — 7,8 (HemeaneHHO Nocre BOCCTAHOBMNEHUS)

KopoTkoe Bpemsi BoccTaHoBneHus (< 30 MuH)

OTcyTcTBUE MHULMPOBAHHOCTK (YeNoBeYeckue marepuarbl AOMKHbl OblTb TecTupoBaHbl HA HAV, HBV, HCV,
HIV I/IT)

BsizkocTb 6Gnn3ka kK CBOMCTBaM CBeXel YenoBeyeckon coiBopotku (1,70—1,92 mlla npm 20 °C)

OtcyTcTBUE fo6aBNEHHOro MepTuonsTa (marepuvarns ANt UMMYHOaHanm3a)

6) NomoreHHOCTb

MuHumanbHas mexdnakoHHas Bapuaums (CV< 0,5 %). (Ins HekoTopbix aHanMToB TpeboBaHWA MOryT 6bITh XKecTue,
Hanpumep, ansi HaTpwus < 0,2%)

MuHMManbHOe cogepkaHne Bogbl {ocTaTouHas BnaxHocTb = 1%)

B) CtabunbHOCTbL

Mprvemnemasn gonroBpemeHHasi cTabunbHoOCTb >12 mec

MNprvemnemas cTabnnbHOCTbL NOCNe BOCCTAHOBNEHUS (= 4 4)

HeT peaktuBaumm depmeHTOB

OTtcyTcTBUE MHTEPdEepUpYIOWMX NPOTEa3

Huskasn bakTepuanbHasn obcemeHeHHOCTb (< 10000 koe/n)

Hobaeku gonxHel O6bITb ykasaHbl U3rotoButenem (Unu coobueHsl um notpebutenio)

TOYHbIE MHCTPYKUMM NO BOCCTAHOBNEHUIO, UCTIONb30BaHUIO U XPaHEHUIO MaTepuarnoB A0MkHb! ObiTb paspaboTaHbl
M3roToBUTENEM

r) LUeneBble 3Ha4eHus

3HaueHus1, NonyyeHHble pedepeHTHbIM METOAO0M I n3bpaHHbIM METOZAOM MNocre onpeaeneHns KoMmyTabernsHoc-
TW KOHTPONBHOIO MaTtepuana

KommyTabenbHbIN KOHTPOIbHLIN MaTepuarn BeaeT cebs BO Bcex BUAax uccrneoBaHuii, B TOM YMCNE 1 B UCCNEa0Ba-
HUAX pedepeHTHbIMM MeTogamMm, Nogo6HO HATMBHOM YENoOBEYECKOW CbIBOPOTKe. Bapmnauuna pesynbTatoB, NONYYEHHbIX
npyv UccrnefoBaHnM KOHTPOIIBHOrO MaTepuana pasnuyHbiMKM MeTogamu, nogobHa unu HaxoauTCA B TOYHO oNpeaeneHHoOM
B3aVMOOTHOLWEHUN C pe3yfibTaramu, NoNy4aemMbiMU NPU UCCIEAO0BAHNSX 3TUMW METOAAMMN YENOBEYECKOW ChIBOPOTKN.

" koe — konoHWeoBpasyiolme eauHILbI.

17



rocT P 53133.3—2008

(1]

[2] MCO 31:1992

[3] PykoBoactBo MCO 35
[4] OupexktnBa MCO/MOBK 2
[5] Pykoeogcteo NCO 31
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