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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o cTaHaapTe

1 PASPABOTAH JlabopaTtopuen npobnem KNUHUKO-NabopaTtopHOU ANarHoCTUKK [ocyaapCTBEHHOTO
obpa3oBaTeNnbHOro yupexageHusl Bbicllero npodgpeccuoHanbHoro obpasoBaHud MOCKOBCKOWM MeaMLIMHCKOW
akagemun um. N1.M. CedeHoBa Poc3gpaBa

2 BHECEH TexHunuyeckum komuteTom no ctaHgapTusaunm TK 466 «MeauumnHcKMe TEXHOMOrMM»

3 YTBEP>XOEH N BBEAQEH B JEVCTBWE Mpukazom ®defepanbHOro areHTcTea no TEXHUYECKOMY pe-
rynupoBaHuto U metponornm ot 18 gekabpst 2008 r. Ne 558-cT

4 BBEOEH BIEPBbIE

ViHcbopmayust 06 UMEeHeHUSIX K HacmosilweMy cmaHoapmy rybnukyemcs 8 eXke200H0 u30asaeMoM UH-
opMallUOHHOM yKa3zamene «HalyuoHanbHbie cmaHOapmbi», a meKkcm U3MeHeHUU U rornpasok — 8 exxeMe-
CSYHO U30asaeMbixX UHPOPpMaUUOHHBIX yKazamernsx «HauuoHalnbHbie cmaHoapmbi». B criydyae riepecmompa
(3aMeHbl) Ui OMMEHbLI Hacmosuwje2o0 cmaHoapma coomeemcemeyruiee yeeoomMmreHue byoem ornybriukoeaHo
8 eXXeMeCs4YHO u3dasaeMoM UHpOopMaUUOHHOM YKalamerne «HauuoHaneHbeie crmaHOoapmbei». Coomeemcemay-
rouast UHgpopmMmauus, yeeooMiieHuUe U meKkcmal pasMelaromces makxe 8 UHgbopmMayluoHHoOU cucmeme obujez20
rofb308aHUss — Ha ocbuyuansHoM calime ®edepallbHO20 azeHmcemaea rno mexHU4eCcKoMy pez2ynupogaHuio U
Memporsioauu 8 cemu VIHmepHem

© CTtaHgapTuHdpopm, 2009

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

TexHonoruu nabopatopHble KNMUHNYECKUE

KOHTPOIJIb KAHECTBA
KIMUMHUWYECKUX NABOPATOPHbLIX UCCINNEQOBAHUW

YacTtb 3

OnucaHue MaTepuanoB ONS KOHTPONA KavyecTBa
KIMMHUYEeCKUX nabopaTopHbIX UccrnegoBaHUN

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

[lata BBegeHnsa — 2010—01—01

1 ObnacTtb NpUMeHeHus

Hactoawmin ctaHaapT ycTaHaBnMBaeT TpeboBaHUA K MaTepuanam, npegHasHadyeHHbIM ANS KOHTPOS
KayecTBa KITMHUYECKUX NabopaTopHbIX UCCNeaoBaHUN, BLINOMHAEMBIX B KITMHUKO-AMarHoctTndecknx nabopa-
TOPUAX MeJULUHCKNX opraHmnsaLuuin Bcex dopm cobCTBEHHOCTMN.

2 HopmaTuBHbIe CCbINKN

B HacTodlweM cTaHaapTe NnpuBedeHbl HOpMaTUBHBIE CChINKW Ha cneayiolwne HauyuoHanbHble cTaHg4apThl
Poccumnckon eaepaumn:

[OCT PWNCO 5725-2—2002 To4YHOCTbL (NpaBUbHOCTb U NPeLnUs3UOHHOCTb) METOA0B U pPe3ynbTaToB 13-
MepeHuin. HacTtb 2. OCHOBHOMN MeToa onpeaeneHns NOBTOPSIEMOCTU U BOCNPONU3BOAUMOCTU CTAaHAAPTHOMo Me-
To4a U3MepPEHNN

[OCT P NCO 9000—2008 Cuctembl meHeaxmMmeHTa KadecTtBa. OCHOBHbLIE NONOXEHUA 1 CroBapb

[OCT P NCO 15189—2006 Jlabopatopun megmumHckme. HacTHble TpeboBaHUA K KA4eCTBY U KOMME-
TEHTHOCTU

[OCT P NCO 15193—2007 N3genuna meanunHckue Ansg anarHoctukuy in vitro. MamepeHue BennyunH B
npobax buonornyeckoro nponucxoxageHmnsa. OnmcaHne MetToauk pedepeHTHbIX U3MEePEHNN

[OCT P NCO 15194—2007 N3genua meanunHckue Ans anarHoctukuy in vitro. MamepeHue BennyunH B
npobax duonornyeckoro nponucxoxgeHnsa. OnnucaHne ctaHaapTHbIX 0bpasLoB

[OCT P NCO 15195—2006 JlabopaTopHasa MmeguumHa. TpeboBaHunsa K nabopatopuam pedepeHTHbIX
M3MepeHUi

[OCT P NCO 17511—2006 N3pgenua megnuumHCcKue Ang aunarHoCcTuKK in vitro. MamepeHune BennymnH B
bunonornvyecknx npodbax. MeTponormyeckas nNpPoCneXXmMBaeMoCTb 3HAYEHUN, NPUNUCAHHLIX KanubpaTopam U
KOHTPOMbHLIM MaTepuanam

[OCT P NCO 18153—2006 N3genua meguumMHCKMe NS AnarHocTukuy in vitro. IamepeHune BenMMYMH B
bunonornvyecknx npobax. MeTponormiyeckasa NPOCNeXnMBaemMocTb 3HAYEHUN KaTalUTUYECKOU KOHLEHTpauuu
hbepMeHTOB, NpUNMUCaHHbIX KanubpaTopam U KOHTPOMbHBIM MaTepuanam

[OCT P 52361—2005 KoHTponb obbekTa aHanutuiecknn. TepmMmnHel U onpegeneHns

[OCT P 53133.1—2008 TexHonornn nabopaTtopHble KIMHUYeckne. KOHTPONb KavyecTBa KIMUMHNYECKNX
nabopatopHbIX nccnegoBaHun. Yacte 1. lNpeagensl AonyckaeMblX MOrpellHOCTeENn pe3ynbTaToB U3MEPEHNIA
aHarn1MToB B KIMHUKO-ANArHOCTUYECKUX nadopaTopusx

[OCT P 53133.2—2008 TexHonornn nabopaTtopHble KIMHM4Yeckne. KOHTPONb KadyecTBa KITUMHNYECKNX
nabopaTopHbIX UccneaoBaHmi. Yactb 2. NpaBuna npoBeaeHUsa BHYTPUNAbOpaToOpHOro KOHTPONA Ka4vyecTBa
KONMMYECTBEHHLIX METOAOB KIMMHUYECKNX NabopaTopHbIX UCCNeaoBaHnmM ¢ UCNONb30BaHUEM KOHTPOIbHBIX Ma-
Tepuanos

U3pgaHne odbvumanbHoe



FOCT P 53133.3—2008

[Tpumeyanwume—Ilpn Nnonb3oBaHUM HACTOALWMM CTAHAAPTOM LenecoobpasHo NPoOBEPUTb AENCTBUE CCbINOM-
HbIX CTaHOAAPTOB B WHMPOPMALMOHHOM CUCTEME ODLWEro nonb3oBaHus — Ha odwmumanbHoM canmte dPeagepanbHOro
areHTCcTBa No TEXHUYECKOMY PEryrnmpoBaHnIo n METPONOINMU B ceTn VIHTepHET nnun no eXXerogHo n3gaBaeMmomy yKkasaTtento
«HaunoHanbHbIe CTAHAAPTLI», KOTOPbLIN ONYyBNMKOBAH NO COCTOSIHUIO HA 1 AHBAPS TEKYLLENO roga u no COOTBETCTBYIIOLLUM
EXEMECHAYHO U3gaBaemMbiM MHOOPMALMOHHBIM yKasaTensm, onybnmkoBaHHbIM B TEKYLWEM rogy. Ecnu cCbinovHbIM CTaH-
0apT 3aMeHeH (U3MEHEH ), TO MNP NMONIb30BAHUM HACTOSLWMM CTAHAAPTOM CrieAyeT PYKOBOACTBOBATLCH 3aMEHSAIOWUM (M3-
MEHEHHbIM) CTaHAAPTOM. ECnn CCbINOYHBbIN CTAHAAPT OTMEHEH 6e3 3aMeHbl, TO NONOXEHNE, B KOTOPOM AaHa CCbINKa Ha
HEro, NPUMEHAETCH B HYacTW, HE 3aTparnBatoLlEen 3Ty CCbINKY.

3 TepMUHbI U onpeaeneHus

B HacTodwem ctaHgapTte npuMmeHeHbl TepMuHbl no FOCT P ACO 15189, TOCT P NCO 17511, TOCT P
52361, TOCTP 53133.1,TOCT P 53133.2, a Takke cnegyrowine TepPMnHbI C COOTBETCTBYIOLLUMU onpedeneHin-
MU

3.1 KOHTpoONbHbLIU MaTepuan: OaHOPOAHbLIN MaTepuan YerioBe4YeCcKoro U XXUBOTHOMO NPOUCXoXAe-
HAS NN MCKYCCTBEHHLIA MaTepuan, HackoNbKO 3TO BO3MOXHO NpUbnmxKaroLwmnncs no CBOUM Hanbonee cyllec-
TBEHHbIM CBOMCTBaM K UccnegyeMmomy 61onormyeckoMy matepuany npodel M npegHasHauveHHbIW AN OUEeHKN
KayecTBa nccrnegoBaHnim nNpod nauneHToB, BbINONHAEMbIX B KITMHUKO-AUarHOCTUYECKUX nabopatopusax mean-
1MHCKUX opraHunsauui.

[TpumMmedyaHune—TepMUH «kKOHTPONbHbLIN Matepuan» MoXeT OblTb UCNONBb30BaH ANs MaTepuarnoB, peannayto-
LLIMX HOMUWHaNbHbIE CBOMCTBA, HAaNpUmMep LBET.

3.2 KOHTPOJbHbIXN MaTepuan npaBUNbHOCTU: KOHTPOMNBHEIM MaTepMan ¢ NpUMnMcaHHbIMU (MEeTPONO-
rMYeCKU NpocneXXeHHbIMU), atTTecToBaHHbLIMM (NONMYyYeHHbIMU B pe3ynbTaTe cpaBHEHUA C YCTAHOBNEHHbIM 3Ta-
NMOHOM, KanubpaTopoM), YCTAaHOBMNEHHLIMUA (HA OCHOBE MeXMabopaTOpPHOro KOHCeHcyca C NpUMEHeHUEM
pedpepeHTHbLIX METOANK U3MEPEHNSA) SHAYEHUAMU NccneayeMbIX KOMMNOHEHTOB, NpeaHasHavYeHHbIU ANd OLeH-
KN NPaBUMbHOCTU (3HAYEHUSI aHANMUTUYECKOTO CMELLIEHUST) Pe3yNIbTaTOB KMUHUYECKUX NabopaTopHbIX NCChe-
OOBaHWN COOTBETCTBYIOLLMX KOMMOHEHTOB.

3.3 KOHTpPONbHbLIU MaTepuan Npeun3noHHOCTU: KOHTPONBHLIM MaTepuan, He UMeroLLUA NPUNNCaH-
HbIX, aTTeCTOBaHHLIX UM YCTAaHOBMEHHbIX 3Ha4YeHUN KOMMOHEHTOB 1 UCNOoMNb3yeMbIX ANA OLEeHKN NpeLn3NOH-
HOCTU (MOBTOPSAEMOCTU AN BOCMNPOU3IBOAUMOCTU) PE3YNbTAaTOB KIMMHUYECKMX NabopaTopHbIX nccrneagoBaHUN.

3.4 KOMMYTabenbHOCTb KOHTpOJNIbHOro Mmarepuana: CnocobHOCTb KOHTPOMBLHOrO MaTepuana npos-
BUTb T€ XK€ KONMYECTBEHHbIE B3aUMOOTHOLLEHNA MexXay pesynbTaTaMy U3smepeHuUn B AaHHOU COBOKYMHOCTU METO-
OVIK (pedpepeHTHON U PYTUHHOW), NpegHasHavYeHHbIX AN U3MepeHUs TOU Xe BeNUYUHLI, YTO U B3aMMOOTHOLLEHUS,
MoNy4vYeHHble TEMU XXe MeToauKaMn Npu nccnegoBaHn Apyrnx COOTBETCTBYIOLLMX ODMONMOrMYECKUX MaTepmnanos.

[TpnmeyaHune—[na KOHTPONbHbLIX MATEPNANOB, UCMNONb3YEMbIX A5 KOHTPONS KavYecTBa METOAVK, NpegHas-
Ha4YeHHbIX A8 nccnegoBaHnsa buonornvecknx Npob, «apyrme COOTBETCTBYIOWME TUMbI MATEPUANOB» BKITIOHAKOT MPoObi,
NONYYEHHbIE KaK OT 3J0POBbLIX, TAK U OT BOMBbHbIX KOHKPETHbIMU BONE3HAMU NNLL.

3.5 BHyTpunabopaTopHbIN KOHTPONb KadecTBa: Cuctema npoueayp ¢ NpMMeHeHNeM KOHTPOJbHBIX
MaTepuanoB UM Ha OCHOBE CTAaTUCTUYECKOro aHanusa pes3ynbTaToB UccneaoBaHui npob naumMeHToB AN
OLLEHKM XapaKTepUCTUK aHanMUTUYECKOro Ka4yecTBa UCMofb3yeMbliX METOAUK UCCNeA0oBaHUA C LieNbio YOBNeT-
BOpEeHUs1 TpeboBaHUI NO Ka4ecTBY N NOBCEAHEBHOro MOHUTOPUHIa CTabUNbHOCTU pe3ynbTaToB.

3.6 BHeLHAS oLeHKa KadecTBa: Cnuctema npoueayp AN oLeHKU CpaBHUMOCTU pe3ynbTaToB fabopa-
TOPHbIX UCCeaoBaHN, NONYyYeHHbIX B HECKOMBbKUX NabopaTopusix Ha O4HOM U TOM Xe KOHTPOSIbHOM MaTepua-
fie OOHUMMN U TEMN Xe MeTogaMn UM MeTodamMun, AaoLWUMM CTaTUCTUYECKU CPpaBHUMbIE pe3ybTaThl.

3.7 KOHTpoNnbHaA npoba: ANMKBOTHAaA YacTb KOHTPONbHOrO MaTepuana, obpaboTaHHas Takum Xxe 00-
pa3oM, Kak 1 npoba uccnegyemoro 61Monorm4eckoro Mmatepurana; UCnosfb3yeTcs HernocpeacTBeHHO AN aHanm-
3a B cepun npod Buonorndyeckux matepmanoB NaLUeHToB.

4 Knaccuopvkauma n HaMMeHOBaHMe KOHTPONbHbLIX MaTepuarnoB

4.1 OnucaHue CBOUCTB KOHTPOINbHbLIX MaTepuanoB

KOHTpONbLHLIM MaTepunan obnagaeTt CBOUCTBAMU, KaXXaoe U3 KOTOPLIX AOTKHO ObITb ONUCaHO, KaK yKasa-
HO HUXe:

- cucTema (TO eCcTb caM maTtepuan);

- nMobon(ble) COOTBETCTBYIOLWMA(ME) KOMNOHEHT(bI);

- poA BeNUYUHLI (BenuvnHa B obLemM CcMbIChE).
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Ecnun cBOMCTBO ABNSAETCA N3MepsaeMOon BeNMMYNUHON, TO ero 3HadeHne JoMKHO ObiTb NPpUBEAEHO € yKasa-
HUEeM eauMHUL, U3MepPeHUs.

[Tpnmedvanune—B naboparopHon meguumHe, rae n3y4arTca nHOMBUAYyanbHblE BENUYUHBI — KOMIMOHEHTb!
BMonornvyecknx MmaTtepmnanoB YeNnoBeKa, — KaXaoe HasHaYveHne UccneaoBaHns 3aaeTcs B NCHEPNbIBAIOLWEN N HEOBYC-
MbICIEHHON dpopme, npeanoxeHHon MexagyHapoaHbim COO30M TEOPETUYECKON U NMPUKNnagHon xsmumumn n MexagyHapogHowu
degepaunen KNMHUYECKON XMMum 1 nabopatopHon meanumibl: « Cuctema — KOMNOHEHT, poa BENUYUHbLIY, rae «Cucte-
Ma» — 3TO OOBLEKT U3YYEHUS, NMPEUMYLLECTBEHHO UMEKOLWMNA KOMMOHEHT, NPeACTaBNAlWMNA cneumanbHbll MIHTEPEC, a
«poj BENUUUHBI» (UINN «POJ CBOUCTBA», ECINTU NCCNEAYETCH HOMUHANbHOE CBOUCTBO) 0603HaAYaeT obulee NOHATUE, HaMNpu-
Mep, «KKOHLEHTpaLUWs KONMMYecTBa BELLecTBay.

lNMpumep — lNna3ma (Kpoeb) — UOH HamMpusi, KOHUEHMpauyusi Kosiudecmea seujecmea, 3KkeueasieHmMHas
143 MMonb/nn y 0aHHO20 Yesto8eKka 8 0aHHOe 8peMs].

4.2 Cucrema

4.2.1 PyHKLUMA

KOHTpONbHLIM MaTepuan B 3aBUCUMOCTU OT HANU4YUA UINN OTCYTCTBUA NPUAAHHOTO eMy 3HaYeHUA KOMMO-
HeHTa(oB) NpegHasHaYeH BLINOMHATL cneayowmne pyHKL MK

- KOHTPONbHOIO MaTtepuana npaBUNBHOCTU. OLEeHMBaTb aHalMUTUYeCKyo NPaBUNbHOCTb Pe3ynbTaToB
HOBOW UMW NOBCceAHEBHO NPUMEHAEMON MeTOAUKA UIMEePEHUA B peddepPeHTHOU U B NpakKTUYeCcKon KIMUHU-
KO-AUarHoCTUYE Ko nabopaTtopun; nnn

- KOHTPONbHOIO MaTtepmana npeunsMoHHOCTU: oueHMBaTbL NPEUU3IMOHHOCTL (MOBTOPAEMOCTL UMK BOC-
NPOU3BOAMMOCTL) HOBOW UMW NOBCEAHEBHO NPUMEHSIEMON METOAUKNA M3MEPEHUNA B AaHHOW NabopaTopum Unu
B rpynne nadbopaTtopun.

B pamkax gaHHOW N3MepPUTENbHOW CUCTEMBI B AaHHOWN NabopaTopru KOHTPOMbHBIN MaTepuarn npaBurb-
HOCTU, UMELWLK NpunucaHHoe(ble) 3HavYeHne(na) onpeaenieHHoro KOMNoHeHTa(oB) M aHanorM4HbIX NO CBOU-
CTBAM C KanmbpaTopoM, MOXET BbINMOMHATL TOMbKO OAHY U3 YHKUMW, KOTOopas A0/PKHa ObiTb 3agaHa
TEPMUHOM «KanMOpOBOYHBLIN MaTepuan» nMbo «KOHTPOMbHLI MaTepuan».

4.2.2 Pa3pelwleHna ana npuMmeHeHus

[1oKyMeHT, noaTreepXaarwLwmn paspelleHne NpUMeHaTb Matepuan, OOJKeH cogepXaTb crneayrowine
cBeaeHUa:

a) HauMeHoBaHWe OTBETCTBEHHOro opraHa, Hanpumep opraHa BNacTu, perucTtpupyrollerce MmeguluH-
cKne nsgennd angd anmarHoCTuKKU In vitro;

0) HaMMeHoOBaHMe opraHu3aL M, OTBETCTBEHHOW 3a aTTecTaluile CBOUCTB MaTepuana Unm yctaHoBne-
HAUEe HanNU4YnUsa /NN 3HaYEeHUN aHanNMTOB B JaHHOM MaTepuane: HanpumMmep HauuoHarnbHbIM MEeTPONMOrM4YeCcKnA
MHCTUTYT, U3rOTOBUTENb KOHTPONBHOIrOC MaTtepuana, nabopatopus pedepeHTHbIX U3MepeHnin, akKpeanToBaH-
Hble B cooTBeTCcTBUM ¢ [OCT P NCO 15195 u TOCT P NCO 17511.

4.2.3 XapaKTepUCTUKU KOHTPONMBLHOIro Mmarepuana

XapaKTepUCTUKN KOHTPOMbHONO Matepuana aAoimKHbl BKoYaTh B cebs:

a) NpoucxoXxageHue M nNpupoay UcxoaHoro Mmatepuana: HeopraHMdeckun, opraHU4eckun, CUHTeTUYEeC-
KNI, HaTypanbHbIN, BUONOrM4ecknii yCTaHOBIIEHHOMO poaa, HanpuMmep YenoBevYecknin, CBUHON.

D) XapakKTepUcTUKy MaTpuULbl:

1) npocTas, Korga KOHTPOMNbHbLIM MaTepuan COCTOUT U3 YNCTOro KOMMNOHEHTa B XOpOoLo onpeaeneH-
HOW cpeae;

2) CNoKHagq, Koraa KOMMNOHEHT NpeacTaBneH B YacTUMHO U3BECTHOM cpeae, Hanpumep B CTabUMmM3n-
POBaHHOW KPOBU UMK CbIBOPOTKE.

[TpumeyaHnune—[nsa KOHTpONA Ka4ecTBa B KIIMHUKO-ANArHOCTUYECKMX nabopaTtopusx NnpeanoyvTUTENbHO NPU-
MEHSATb KOHTPONbHbLIE MaTepuarnsl, Hanbonee BNn3kne No COCTaBy CBOEN MATPULbI K MATPULE MaTepuana nccnegyemon
npobbl nauneHTa. bnonormveckue martepuansl NpeacTaBnAloT cObOM CNOXHbIE CMECU PAa3NNYHbIX BELWLECTB U KIETOK.
Mcenegyembin aHanuT sSIBNSIETCH NULb OAHUM N3 MHOIMMX KOMMOHEHTOB 3TOW CMecu. Paa Apyrmx KOMMNOHEHTOB — KOHKO-
MUTAHTOB U PAcTBOPUTENEN, COCTABNAIOWMNX MATPULY NPOObLI, — MOXET BNUSATb HA pe3ynbTaTbhl U3AMEPEHNUST aHanuTa
BCNeACTBUE UX CNOCOBHOCTU MHTEPdEPNPOBATL C HEKOTOPBLIMU METOANKAMUM NccrnegoBanuns. [MosaTomy B 3aBUCUMOCTHU OT
CBOWCTB MPUMEHAEMON METOAMKN UCCNegOBaHUA CUTHAN OT KOHTPONbHOIO Matepuana ¢ TOM Xe KOHUEHTpaumMen aHanuTa,
4YTO U B nccnegyemon npobe nauneHTa, MOXeT OTNn4daTbes OT curHana npobol, ecnu matpuua obpasua cpaBHEHUS (KOH-
TPONBHOrO Matepuana) He COOTBETCTBYET MaTpuue nceneayemon npobel bnomartepuana. M3 atom 0CoObEHHOCTU n3mepe-
HUX DNONOIrMYECKMX aHANUTOB BblTEKAET TPebOBaHME K OUEHKE KOMMYTabenbHOCTU KOHTPOIMbHbIX MaTepuanos (cMm. 5.8.7,

5.10.2);

B) dbmsnyeckoe COCTOSAHNE KOHTPOSIbHOIo MaTepuana: TBepaoce BeLLecTBO, XNAKOCTb;
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) TOMOreHHOCTb U pasbl: ONUCaHNE KOHTPONbHOIO MaTtepuana B TepMmnHax ogHoM UM HeCKOTbKUX UH-
anBMayanbHbIX FTOMOreHHbIX UMW HErOMOreHHbIX das, HanpuMep KPpoBb MOXET paccMaTpuUBaTbCH Kak KOMOU-
HaLKUA roMmoreHHon doasbl Nnasmbel U HeroMoreHHoU doasbl KNeToK.

[TpunmedaHune— [nsa KnMHn4eckmnx nabopatopHbIX CcnegoBaHMn bBMonormvecknx 06 bEKTOB, OTNMNYAIOLWMNXCS
HECTABUNBHOCTBLIC, KOHTPOIbHbIE MaTepuansl MOryT UMETb cneundpuyeckyro dopmy. Hanpumep, A4nst KOHTPONS Ka4ecTBa
reMaTonorMYecknx ncernegoBaHnuim AonyckaeTcs NPUMeHATb PUKCUPOBAHHbIE (OKPaALLIEHHbIE UITU HEOKPALLEHHbIE) MA3KW
KPOBW, ONS MUKPODMOMOIrMYEeCKnX ncenegoBaHnm — obpasubl MUKPOOPraHM3MoB B NMMOOUNU3NpPOBaHHON hopme nnm B
TPaAHCNOPTHOW NUTaATENbHOWN cpeae, AN NMMCTONOMM4YeCKNX U UNTONMOrMYeCKUX nccnegoBaHnmn, a takke ans MUKPOCKOMNU-
YECKUX UCCNEeAOBaHUN 3KCKPETOB — LUNPpOBbIE N30bpaxeHUs obpasuoBLIX NpenapaTtoB UCCrneayemMoro marepuana Ha

HNTEKTPOHHbLIX HOCUTETIHAX.

4.3 KOMNoOHeHT(bl)

KOMMOHEHT(bl) AOIMKEH(HbI) ObITb HAa3BaH(bl) B COOTBETCTBUM C MNPUHATON MEXOYHAPOAHOW HOMEHKNAaTY-
POW, BKMOYasd, Hanpumep, ntodble HeobXoAMMbIE YKa3aHNA SNeMeHTapHbIX YacTuL, OTHOCUTENTBHON MOTEKY-
NAPHOU Macchl UM MONAPHON MaccChl, COCTOSAHUA OKUCNEHUA, MHOXXECTBEHHbLIX dpopM, ANd PepMEeHTOB —
HOMEP B Knaccugpukaunm depmMeHToB, AN aHTUTEeN — MOHOKNOHanbHble UK NONMUKNOHAanbHble, cneundny-
HOCTb AN onpegeneHHoro aHTureHa, gngd reMmaTtosiorm4eckux, LMToNormyecknx npenapaTtoB — HaMMeHoBa-
HUA KNeTOK, MX CTPYKTYPHLIX 3/TEMEHTOB.

lMpumepbr — pubpuHozenr (340000), xene3o (l1+lll), uzopepmernm 1 nakmamoezudpozerasni (EC. 1.1.1.27),
OCHoOg8HOU hakmop pocma pubpobriacmoe (yenogeyeckuu, pekomburnupoesarHHas [JHK).

4.4 Pop BenuUuuHbI (BenNUYMHa B obLwemM cMmbicne)

Poa BennuuHbl (BenuynHa B obLlEeM cMmbIcne), HanpumMmep Macca, KONIMYEeCcTBO BeLecTBa, YNCIoBas
10N, KOHLIeHTpaLUuMa BelllecTBa, BO BCeX criydasix Ao/KeH ObiTb ycTaHOBNEH. Ecnn He MoXeT ObITb BbIpaXkeHo
MpoOCTOe OTHOLUEHWE MeXOy KOMMOHEHTOM W CUCTEMOW, OO/MKHa ObiTb NpuBedeHa ccbifika Ha MeToAUKY
N3IMEPEHMNS.

[TpumevaHus

1 TepMunH «BeNMYMHA B 00WeEM cMblcne» [1] COOTBETCTBYET TEPMUHY «POJ, BENUYMHLIY, MPUHATOMY MexayHapoa-
Hon Pegepaumnen KIMHMYeCcKon xummmn n nabopatopHon megunumtHel (IFCC) n MexxayHapogHbiv Colo30M TEOPETUHECKON W
npuknagHon xummm (IUPAC).

2 COOTBETCTBYHLWLMNE HAMMEHOBAHUSA U CUMBOIbI AN POAOB BENUYMHBI {BENUYUH B ODLWEM CMbICIE) NPUBEAEHDI B
NCO 31 [2] v nybnukaumsax MexxgyHapoaHon @egepaumm KIMHNYECKon Xummmn n nadopatopHon megnumnnbl (IFCC) n Mex-
AYyHaApoOOHOro cot3a teopetnyeckon u npuknagHon xumum (IUPAC).

4.5 YucnoBpoe 3HaYeHUue

Uncno 3Havawmx undgp pesynbtata A0MKHO ObITh N3DpaHo TakuMm obpasom, 4Tobbl 3Havalme umdpbl
HeonpeaeneHHoOCTU U3MEPEHNS pacnonarannmcb Ha nocnegHen Unu, ecnun nepesas sHavallas udppa mepbl He-
onpeaeneHHocTn 1 nnn 2, Ha AByx nocnegHuUX Lugpax sHadveHus.

4.6 EanHULLI U3MepeHUn

Cneagyet npuMeHATb eanHnLbl MexayHapoaHou cuctemel egnHnl, CU unn apyrme mexgyHapoaHo npu-
3HaHHbIe eaAMHULBI N3 BO3MOXHbIX.

[TpumeyaHwmne— HekoTopble KOHTPONbHbIE MaTEPUanbl, NPUMEHAEMbIE B KITMHUYECKON NabopaToOPHON rnpak-
TUKE, UMEIOT BENMNYUHbI, KOTOPbIE, U3-3a OTCYTCTBUSA KOPPENSUMUN C N3BECTHON XUMUYECKON CTPYKTYPOU UMK NO gPYyrnm
NpUYNHaM, HEe MOryT ObITb UBMEPEHBLI B COOTBETCTBUN C METOAUKAMU N3MEPEHUSA, AAIOLWNMUN PE3YIbTaTbl UBMEPEHUS, MET-
PONMOrMYecKn NpocnexmBaembole 40 eanHUL namepenns MexagyHapogHon cuctembl eguHul (CH) mnn gpyron cMcTemol
eanHul. [lna Takmx mateprnanoB BMonorm4eckon npupoasl BcemmpHas opranmnsaums 3gpaBoOXpPaHEHNS NN APYTNE MEX-
AyHapoAHble opraHn3aumm ycTaHOBUIN HEKOTOPbIE BHECUCTEMHbIE €ANHULBI, HA3biBAeMble MEXAYHAPOAHbIMW €ONHNLA-

mu (ME).
CM. TaKke npunoxexHue A.
4.7 MNMocTpoeHue obLEeNPUHATLIX 0603Ha4YeHUN U pabovunx HaMMeHOBaHUN

4.7.1 ObwenpuHaToe (cuctematndeckoe) obo3HaveHne 1 3Ha4YeHNe A0MKHbI COCTOATb U3 3NEMEHTOB,
yKasaHHbIX B 4.2—4.6, 1 OOIMKHO ObITb NpMBeaAeHO cornacHo 4.1.

lMpumep 1— Mamepuan dns konmpons (BO3 IS XXX; ammecmoegaH, nuopunu3upo8aHHbIU) — KOMIMO-
HeHmM; poo s8estuvdUHbI = (XxX + XX) eQuHuUUa; CpeoHsIsT U paclWupeHHast HeoripeodesrieHHOCMb, nNpugedeHHast Kak UH-
mepeas, onpedesieHHbIU 0151 dogepumesibHou seposimHocmu 0,95.

lpumep 2 — Cucmemamu4yeckoe HauMeHO8aHUe KOHMPOJILHO20 Mamepuana 05189 2eMamosio2u4yecKo20
aHanuszamopa (OmeemcmeeHHbit op2aH (NN; npodykm Ne YYYY):

4
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apumpouyumsl; 4UCI08as1 KOHUeHMpauyust = (xxx + vv) eOQUHUY, CPeOHSsIsT U pacwlupeHHass HeornpeodesieH-
Hocmb (ypogseHb dogsepumeribHOU sepossmHocmu 0,95);

neliKoyumbli; YUc108ast KOHYUeHmpauyus = (vvv = zz) eOuHUY,; cpeOHSsIsT U pacwlupeHHast HeornpeodesrieHHoOCMb
(ypoeeHb dosepumernibHoOU gaepossmrocmu 0,95);

mpomboyumabi; Yyucnogass KOHUeHmpayus = (zzz + yy) eQuHuy,; cpeoHsiss U pacuwupeHHas HeoripeodesieH-
Hocmb (ypogeHb dogepumeribHOU sepossmHocmu 0,95).

4.7.2 Pabovee HanmMeHoBaHWE OOMKHO ObITb 06pa3zoBaHO NyTEM UCKITIOUYEHNSI CUCTEMATUYECKOrO Hau-
MEHOBaHWNSA 3M1eMEHTOB, KOTOPbIE He ABMATCA He0OXoAUMBIMK AN MOHUMaHUA YHKLWK KOHTPOMbHOMO Ma-
Tepuana npun UaMepeHnn.

lMpumep 1T — Paboyee HaumeHog8aHue Os1s1s Mamepuana, npusedeHHoz20 8 4.7, npumep 1, moxxem ebiz2risoems
mak: BO3 (IS XXX) — komrnioHeHm.

lMpumep 2 — Paboyee HaumeHogaHue 8 obujeu ¢hopme 011 Mamepuarsa, npusedeHHo20 e 4.7, npumep 2, Mo-
X)Xem ebila2nisdemb MaK: KOHMPOsbHbIU Mamepuan (omeemcmeaeHHbit op2aH NN; npodykm Ne YYYY) — apumpo-
yumsli, neukoyumsi, mpomboyumasni

unu daxke mak: KOHMpOJIbHbIU Mamepuan (omeaemcmeeHHbil op2aH NN; npodykm Ne YYYY) — knemku
Kposu.

Pabo4yee HaumeHog8aHuUe 0519 coomeemcmeayruje2o uHousudyanbHO20 npodykma mMoxem 6bimb npeo-
cmaesiIeHO makK: KOHMposibHbIU Mmamepuars (komnaHust NN; npodykm Ne YYYY; cepusi Ne AAAA) — Knemku Kposu.

5 OnucaHuve KOHTPONbHbLIX MaTepunanoB

5.1 Pa3zpgenbl onucaHun

OnucaHne KOHTPONLHOrC MaTepuana Ao/HKHO BKNoYaTh B cebsi, o MeHbllen mepe pasgenbl, 0003Ha-
YyeHHble Kak obsasaTensHble (O) B Tabnuue 1.

Tabnwuuya 1— OcHOBHblE pasgenbl onNMcaHns KOHTPONbHOINO Matepmana

Tun "
Pasnen ﬂogpaiﬂTZﬂﬂHaachT;ﬂmero
O A
TUTYNBHBLIM NNCT C — —
CoaepxxaHue — C —
[MpegncnoBne C — —
[TpepocrTepexXeHns 0 puckax u mepbl 6e30MacHoOCTH H — 5.7
BeeaeHue — C 5.3
HanmeHoBaHne H — —
ObnacTtb NPUMEHEHUS H — 5.4
OnpeaeneHns — H —
CUMBOIbI U COKpaLLEHUS — H —
TepmuHonormns — H 5.5
ObocHoBaHMe BbIbopa matepuana C — 5.6
OCHOBHbIE XapaKTEPUCTUNKN C — 5.7
Cneundnyeckmne xapakTepucTnkm C — 5.8
[ToagTBEpPKOAEHNE C — 5.9
[Mpegnonaraemoe UCnonb3oBaHNE C — 5.10
MHCTPYKUMN NO NPUMEHEHNIO C — 5.11
[locTaBWuK C — 5.12
bubnuorpadus — C 5.13
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OkonyaHue mabnuubi 1

Tun "
Pasnern [Togpasnen HacTosALero
cTtaHaapTa
O [
[TpnnoxeHns — C 5.14
[laHHbIE C — 5.15

" Cumsonbl ONd Tuna pasgenos B HacToswem ctaHgapTe: O — obsasatenbHbin, [1 — gononHutenbHbin, C — cnpa-
BOYHbIN, H — HOpPMAaTUBHbLIN.

[MTpunmedaHnwmne—Illopsaaok pa3genoB, NEPEHYNCNEHHbIX B AaHHOM Tabnuue, MOXeT OblTb MBMEHEH U MOMNOMNHEH
OONONHUTENBbHBIMKU pa3aenamm, ecrnm 310 TpebyeTcs.

5.2 lpepocTepexeHUa o puckax U Mepbl 6e30nNacHOCTH

5.2.1 JomkHo ObITb NpUBNEYEHO BHUMAHME K N0OON ONacHOCTU, CBA3AHHOM C MPUCYTCTBUEM N NMPUME-
HEHMEM KOHTPONMbHOrO Matepuana. domkHbel ObITb OnucaHbl Bce Heobxoanmbele Mepbl besonacHocTU. MoryT
MPUMEHATBCSH HaUWOHaNbHbIe, perioHanbHble U MEeCTHbIE NpaBuna 6e30MnacHOCTU.

5.2.2 NHpopmaums o puckax gomkHa ObITb HanevyataHa nponucHbIMKA DyKBamMn MM BblAeNeHa nony-
XXUPHBIM LLUPUPTOM:

- HenocpeaCcTBEeHHO Nocne Ha3BaHUSA KOHTPONIBHOrO MaTepuana, ecn onacHOCTb CBA3aHa C CaMUM KOH-
TPONbHLIM MaTepuanom, HanpuMep HaTUBHbIM MaTepuan YeroBevYeckoro NpoUCXoXaeHus, BO3IMOXHO C Hanu-
ynem MUHJPEKUMOHHOro areHta (HO C oTpuuaTenbHbIMKW pesynbTaTaMi TeCcTOB Ha aHTuTena K BUM,
NOBEPXHOCTHLIM aHTUreH Bupyca renatuta B n aHtutena K Bupycy renatuta C), pagnoakTUBHLIA MaTepuarn
NNV KapLUWUHOTEH;

- npepgocTepexeHnsa ob onacHoOCTU U Mepbl 6€30MacHOCTU HE HYMEPYIOT.

[TpnmMmeyaHne— TeKCTbl UCTOYHUKOB, MHAOPMUPYICLLMX 0D ONACHOCTW, AOIMKHbI COOTBETCTBEHHO LIUTUPO-
BaTbCH.

5.3 BBepeHue

BBeaeHne AomKHO codepXaTb pacnofnoXeHHble B NioOoM nopaake cneayollne cBeaeHus:

- HaMMEHOBaHWSA U3MepaeMbIX BENMUYNH, AN KOHTPONA U3MepeHnsa KOTopbIX NnpeanonaraeTca UCMob-
30BaHWe KOHTPOMNbHOro Matepumana, ¢ ykasaHmemM CUCTEMbI, KOMNOHEHTa U poaa BennYuHbl (BENUYUHBI B 0O-
LLieM cmbicne) (B OTHOLLIEHUN HaUMMEeHOBaHWNSA CBOWCTB, OTNIMYHbLIX OT BEIMYUH, CM. NpunoxeHune bB);

- CUCTEMATHNHECKOE OINMNCaHNE KOHTPOJIbHOIO MaTepialla B COOTBETCTBUA C Ppa3desioM 4;

- OCHOBaHWA AN BbIbopa KOHKPEeTHOro OCHOBHOMO MaTepuana ansa KoHTPONbHOro MaTepuana n metoaa
cTabunuzaunn (Hanpumep, bbIYMIA reMonn3aT, cTabunM3npoBaHHbIA 3aMOPaXKUBaAHUEM);

- MeToauKka (MeToaukn) pedepeHTHOro N3MepeHnsa Nnn apyrue MeToaukn U3MepeHust, UCrosib30BaH-
Hble A1 NPUMNNCbIBAHNSA 3HAYEeHUA KOHTPOIbHOMY MaTepuany NpaBnibHOCTU;

- NoaTBep)XaeHue, YTo TpeboBaHUA K KOHTPObHOMY MaTepuany cobnioaeHsl;

- MPOCNEeXNBAEMOCTb A0 eANHNLbI PU3NYECKON BENMUYNHBI, HALIMOHANBLHOrO 3TanoHa Mnnm MeTogmnKn Bbl-
NONMHEHUA pedepPeHTHOro NsMepeHUa (ecni TakoBble UMEHTCA).

[TpumeyaHwune—JJaHHoe TpeboBaHMe OTHOCUTCH K KOHTPONbHbLIM Matepuanam NpaBUNbHOCTM;

- OPpraHn3alndd NoObIX KOONEPaTUBHBLIX mccnegoBaH M BbIBOAbI U3 PE3YIIbTATOB, NOJIYHEHHbBIX NP aT-
TeCTauNOHHBIX NCCINedJOBaHUAX MaTePpialla,

- Yncno nabopaTtopuid, y4acTBOBaBLUMX B MOOLIX NOAOOHBIX NCCNeA0OBaHUSIX;
- YMCIO AoNen pe3ynbTaToB, NOMyYeHHbIX NPU TakxX nccrnegoBaHUsIX 1 OTOPOLLEHHBIX B COOTBETCTBUM C

YCTaHOBJTIEHHLIMW NpaBUamu.
5.4 O6nacTb NpUMeHeHUs
Pasgen gormkeH cogepkaTb ornpegeneHne obnact npMMeHeHnst matepuana.

[Tpunmedanune—IlyHKTbl pasgena BKNo4vaoT B Cebs:

- MCNONb3yeMbl OOLWENPUHATBIN METOA N3MEPEHUS UIMTN METOANKN U3MEPEHUS, AN OLEHKN KOTOPbIX KOHTPONbHbIW
MaTepuan NPUMeHseTCS;

- MeToAdbl UAMEepeHnAa Nin MeTOANKN UAMEepPEeHNH, Al KOTOPbIX MaTepuall 3aBeoMo HENpUrogeH,
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- BMUSAKIOWME HA KOHTPOMbHbLIN MaTepuan (GakTopbl, HanNpUMep nekapcTea, metabonuTbl, 4O0OABKN, MUKPOOHbLIN
POCT;
- MHOPMAaLUIO O BaXKHbIX TPEDyeMbIX Nnpoueaypax npeapapntenbHOn 06paboTkm KOHTPONBHOIO MaTepuana, KotTo-

Pbl€ HE BbIMOMHSATCHA B OTHOLWEHUM BMONornyeckux Npob B COOTBETCTBUM C 3a4aHHON METOANKON 3mMepeHust (Hanpmmenp,
BOCCTAHOBNEHUE NMoUNnM3npoOBaHHOIO Matepuana).

5.5 TepMuHonorus

5.5.1 Obwume cBeneHUs

OTOT aneMeHT AoJKeH coaepKaTb onucaHue NoHATUIA U TEPMUHOB, NPUBEAEHHbIX B ONUCaHNU U He 3Ha-
KOMbIX BO3MOXXHOMY MOJSIb30OBaTENO NN BbIOpaHHBIX U3 pAfa BO3MOXHbIX B COOTBETCTBUN C 0CODEHHOCTAMM
NaHHOro KOHTPOMNbHOIrO MaTtepuana.

[Tpnumedvanune—Ilogpasgen « TepMuHONOrns» ABNSETCH AONONHEHUEM K pasgeny «Onpegenenusa» (CM. Tab-
nvuy 1) n nHoraa Takke K pasgeny « CumBonbl 1 cokpaleHns» (cm. Tabnuuy 1), a TEpMUHBI MOTYT BbITb BKITIOYEHL! B Ka-
KOW-TO U3 HUX UK pacnpeaeneHsl B 06omnx pasgenax.

5.5.2 HomeHknaTypa

HanmeHoBaHMA N3MepAeMbIX BENUYMH, a Takoke UX HanncaHue U CTPYKTYpY NPUBOOAT B COOTBETCTBUN C
cuctemon CU. HaumeHoBaHUA poaoB BENUYMH (BENUYMH B 0OLLIEM CMBICTIE), X 0OO3HAYEeHUA N eANHULLbI N3-
MepeHNs OOIMKHBI COOTBETCTBOBATL MeXxayHapoaHeiM cTaHgapTam cepun MCO 31[2].

5.5.3 Pabo4yne HammeHOBaHUA

B cnyyuae ynotpebneHust pabounx HaumMeHOBaHUIN MX MPUBCONAT B CKODKax nocrne nepBoro ynoMmHaHus B
TeKCTe obLEenPUHATOrO HaMMeHOBaHUS.

5.6 ObocHoBaHuUe BblbOpa

Beibop ncxogHoro matepuana ansa npousBoAcCTBa KOHTPOSIbHBIX MaTepuanoB ABMSAETCH NpeaMeToMm
MHOrodakTopHOM ONTUMM3aLUN U AOITKeH onpeaensaTbcs KIMMHUYECKUMN MOTPebHOCTAMU, NPOU3BOACTBEHHbI-
MU BO3MOXHOCTAMWU, METPOSIOrMYECKUMIN NOTPEeOHOCTAMK, aHanuTUYecKumMm npobnemamm, coobparkeHusamm
3KOHOMMWKU, 3TUKM U Be3onacHOCTH, a Takke TpeboBaHNAMN KOHEYHOro ncnonb3oBaHud. Bece 3T coobpaxe-
HUSA OOMKHBI ObITb NpMBEAEeHbl B MOSIHOM OMMCaHWK KOHTPOMNBHOro MaTtepuana.

5.7 O6Wwmne xapaKTepUCTUKU

5.7.1 TlponcxoxgeHne NCXoQHOro Martepuana AomKHo ObITb YCTAHOBMNEHO B COOTBETCTBUN € 4.2.3.

5.7.2 [omXHbl ObITb YKa3aHbl CyLLLECTBEHHbIE AeTann OTHOCUTENBHO MCXOQHOMO MaTepurana, NOCKOSbKY
OHW BINMUAIOT HA CBOUCTBA KOHEYHOro Npoaykra, Hanpumep Non U BoO3pacT AOHOPOB, TeMnepaTypa U AnnUTenb-
HOCTb XpaHeHUA CbIBOPOTKM KPOBU BMECTE CO CIYCTKOM A0 UX pa3geneHunst, BpemMst XpaHeHUa n tTeMnepartypa
nocne otaeneHus ot cryctka. JosmKHbl ObiTb yYTEHBI ODYCMOBNEHHBLIE CAHUTAPHBbIMU NpaBUnamMmm mepbl 6e30-
MacHOCTWU, HanpumMep, Npu nccriegoBaHUM MaTepuana YenoBevyeckoro NponucxoXgeHnsa Ha NoBepPXHOCTHLIN aH-
TUreH Bupyca renatuta B, aHTutena Kk Bupycy renatuta C, aHtutena kK BUY n Ha apyrme mapkepbl UHgeKL NN,
NPUMEHUTENBHO K KaXKaoun B3ATOU NOpLMN.

5.7.3 HormkHbl ObITb ONUcaHbl geTann npoLeaypbl B3ATUA Npobbl ucxogHoro matepunana. fdomkHa ObiThb
yKaszaHa npoLeaypa O4UCTKN C KOHTPOMNEM Ha 3arpsisHeHus.

5.7.4 BelwectBa U KOHUEHTpaUuK Nobbix 4obaBoK AOMKHBI ObITh 3adaHHbl.

lMpumep — JobasKu K KOHMPOSILHLIM MamepuasraM, UCNoNb3yeMbIM 8 KITUHUYeCKoU nabopamopuu, 8KTr04a-
rom 8 cebs1 aHmuKoa2ynssHmbl, aHMUOKCUGaHMbI, aHMUMUKPOOHbIe cpedcmea, cmabunuszamopbi, cMadusaroujue
cpedcmea, seujecmea, nNoKpbisarowue No8epxHOCMb WapuKoe,; OJ151 2eMamos102uY4eCcKUX U yumoJsro2u4eCcKuxX KOH-
MpoOJIbHbBIX Mamepuanoe — Kpacumeru.

5.7.5 Pusnveckoe cocTosiHe N pasbl KOHTPOMBHOrC MaTepurana Ao/MKHbl ObITb YCTAHOBMNEHbLI B COOT-
BeTCTBUMMN C 4.2.3.

5.7.6 [JomxHa ObITb YKaszaHa oLeHeHHad roMOreHHOCTb BHYTPU Npodbl 1 Mexay npodbamu rno oTHoLUe-
HUIO K MUHUMAlbHOW aHanuUTUu4eckoun nopunm (cm. 5.9.2).

lMpumep — AmmecmoeaHHbIlU KOHMPOJIbHLIU Mamepuarn npedcmasnsem coboll nopowok 1uoghunusupo-
8aHHOU MKaHuU, NTOMeuw|eHHbIU e hriakoH. E2o 2omo2eHHOCMBL 8HYyMpu hriakoHa 6bina uccnedogaHa e mpex oybnu-
poeaHHbIx Npobax, kaxodass maccou 200 M2, 839MbIXx U3 Mamepuana 8 Kaxodom u3 20 ¢prnakoHoa. MexnakorHas
eapuayust 6bina uccnedogaHa 8 00HOU nNpobe u3 Kkaxoo20 u3 60 ¢prrakoHos, 8bIGPaHHBLIX U3 Pa3sIUYHbLIX MECM Ha
nuogunu3ayuoHHoOU nnouwjadke. MHcmpyKyuss no npuMeHeHUro ycmaHasnugaem, Ymo «peKoMeHOyemasi MUHU-
MasibHas1 aHanumudveckasi nopyusi umeem maccy 200 me».
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5.7.7 Ecnu BO3MOXHO, AoMmkHa ObITb onucaHa dpusndeckasa dpopma MaTepuana: TBepaoe BellecTBO,
>KNOKOCTb.
5.7.8 [HomnxkHa 6bITb onncaHa nobas npuMmeHeHHas npoueaypa cTepunusaLni.

5.7.9 JomkHbl BbITb 3aaaHbl TUM, MaTepuarsn, cnocob 3anupaHns, atmocdepa BHYTPU KOHTenHepa n/nnu
YMNaKOBKN.

5.7.10 [omkHbl ObITb NPUBEAEHbI YCIOBUS XpaHEHUS 3aKPbITOrO KOHTENHEpa, HanpuMep TemMnepartypa,
BTaXXHOCTb, OCBELLEHHOCTb. JOMKHBLI ObIThb YCTAHOBIMEHbI CTENEHb HECTADUNBHOCTU B NpeanucaHHbIX YCNoBU-
AX M YacToTa NPOBEPOK CTAabDUNBHOCTN MaTepuana B TeueHue cpoka aencteud (cm. 5.9.4). IomkHO ObITh yKa3a-
HO, UMEET NN MaTepman orpaHNYEeHHY CTabUNBHOCTL NOCNe OTKPLITUA KOHTeWHepa.

[TpumeyaHune— Takne KOHTPONbHbIE Marepuarnsl 0ObIYHO NOCTABMAIOTCA B 3anevyaTtaHHbIX bnokax.

5.7.11 [ormxkHbl ObITb MAEHTUPULMNPOBAHBI CUCTEMbBI KAYeCTBa, KOTOPLIM ClieaoBarnu B npoLecce npous-
BOACTBA, 0bpaboTKN, XpaHeHUs, pacnpocTpaHeHus, Hanpumep, B cooTBeTcTBUM ¢ TOCT P UCO 9000 nrOCT
P 52361.

5.7.12 Bcskmni pUck, cBA3aHHbLIN C KOHTPOMbHBIM MaTtepuanom UM eroc nNpUMeHeHmnem, OomkeH ObiTh
YCTAHOBMNEH N AeTannanpoBaHbl Mepbl 6e30nacHoOCTU (CM. 5.2).

5.8 Cneuudunyeckue xapakrepucTukiu

5.8.1 Cneundunyeckme xapakTepuUCTUKN KOHTPOMBHOrC MaTepuana, Kotopble BNUAIOT Ha Nobyo Benu-
UYMHY, ANA KOTOPOW NPUBEAEHO 3HaYeHUe, A0MKHbI ObITb ONUCaHbl MO MeHbLLEW Mepe ToU MHpopMaLUEN, KOTO-
pasi 3agaHa B 5.8.2 — 5.8.12, a TakKe B NpUNoXXeHun A.

5.8.2 [lpn BOSMOXHOCTU MONEKYNAPHBLIA COCTaB N buonornieckasa pyHKLUA KaXkaoro CyLeCcTBEHHOro
KOMMNOHEeHTa AO0SKHbI OblTb YCTAHOBMEHbI B COOTBETCTBUM C 4.3.

5.8.3 BenunuunHa, KoTOpoOWn npunMcaHo 3HaveHune, 4omKkHa bbITb 3agaHa.

5.8.4 Huctota 0CHOBHOMO KOMMOHEHTA B «YACTOM» KOHTPONbHOM MaTepuane gofmkHa ObiTb YCTAHOBE-
Ha Kak maccoBasi gons, o0beMHas O0Nd, A0NS KoNM4ecTBa BewecTBa Unn Yncnosasa aons. [JomkHa ObiTb
YCTAHOBNEHA HEeU3MeHeHHas buonormiyeckas akTUBHOCTb MOTEHLUUaNbHO HeCcTabunbHOro BUONOrMYEeCcKoro
KOMMNOHeHTa (aHanuTa).

5.8.5 MaTpuua matepuana gommkHa obiTb onnucaHa B COOTBETCTBUM € 4.2, nepeyncrneHune 6).

[TpnmedaHnwne— BaxHon nHpopmaumen ans BbICYLWWEHHbIX U NMMOPUIMN3NPOBAHHBLIX KOHTPOIIbHLIX MaTepua-
NOB SIBNSAETCH NMPOonopumns Noboro ocrarka pacTBOPUTENS, YTO AOIMKHO BbITb COOTBETCTBYIOWMM 0DpPa3OM OMUCAHO.

5.8.6 N3amepsiemasi BenuumHa, Ang KoTopon npueeageHo sHadyeHne, A0mKHa ObiTb agekBaTHO YCTaHOB-
NeHa ¢ ykasaHueM CUCTeMbl, KOMMOHeHTa, poda BeNMYMHBI U COOTBETCTBYHOLMX crieynudnkaLi Anga Kaxkgoro
N3 HUX (CMm. 4.1).

5.8.7 [JomkHbl ObITb NpUBeAeHbl AaHHbIE OTHOCUTENBHO M3YYEHHON CTeneHn KOMMyTabebHOCTH, Koraa

3TO NPUMEHUMO, Hanpumep, 4nd KatanuTU4eckou KoOHUEeHTpaum gpepMeHTOoB, ANA UMMYHONOrM4ecKnx ncene-
OOBaHUN.

[TpwnmeyaHune—[nsa oueHkn KoMMyTabenbHOCTU KOHTPONBHOIO MaTepuana gomkHa ObiTb yCTAHOBMNEHA CTe-
NeHb COOTBETCTBMA MAaTPULbI nccnegyemon Nnpobbl bnomareprnana ¢ matpuuen odpasua cpaBHEHUS (KOHTPONbHOIO MaTe-
puana), 6e3 4yero HEeBO3MOXHO CyauTb O MPaBUNBbHOCTU OUEHKM WU3MEPEHUS MNPU KOHTPoNe kKadecTtBa (MPUHLMM
KOMMYTabenbHOCTU KOHTPONbHOIO matepuana). OTnuumne curHana oT KOHTPONBHOIO Martepuana ¢ ToM Xe KOHUeHTpaunen
aHanuTa, YTo U B uccnegyemMmon npobe naunmeHTta, ot curHana npodbl, HA3bLIBAETCH HEKOMMYTABENBHOCTLIO KOHTPOMNBHOIO
maTepuana. KoHTponbHble Marepuansl Ans aHannToB, HE NpocnexXnBaemMbixX 4o eaunHuy ClA, Hepeagko nmetoT npunmcan-
Hbl€ 3HAYeHUS1 HA COrMacoOBaHHOW OCHOBE, A1 Yero UCMonb3yTCs YyeCpeAHEHHbIE pe3ynbTaTbhl PA3NUYHbIX PYTUHHBIX MPO-
ueayp namepexHusl. Takme martepuanbsl crnabo KOMMYTUPOBaAHbI C PYTUHHBIMU MMMYHOUCCNEAOBAHUAMN. ITO SIBMTIEHUE
MOXET ObITb NPE0JONEHO NYTEM NPEABAPUTENBHOIO N3YyHEeHUS KOMMYTADENbHOCTU KOHTPOIBHOIO Marepuana, ucnosbaye-
MOIO 151 KOHTPONA PYTUHHOIO metoga. KommytabenbHOCTb KOHTPONBHOIO MaTepuana B JaHHOW TECT-CUCTEME SABNSIETCS
NPOU3BOHON OT pe3ynbTaTa «M3MEPEHUs pa3geneHHbiX Npoby», NpoBeaeHHOro Ans NOATBEPXKAEHNUS NPOCNEXNBAEMOCTH
KannbpoBkn. MaTematnveckme OTHOLWEHUST MEXAY pe3yrnbTaTaMn U3MEPEHNS aHANMUTA B KOHTPONIbHOM Marepuane ¢ rno-
MOLLbIO pethepeHTHON N PYTUHHOW METOAUK JOIKHbI ObIThb OANHAKOBLI U MPU N3MEPEHUSIX aHaNUTa TEMU Xe METOAUNKAMM
BO Bcex npobax naumeHToB. OgHa n3 AByX AaHHbIX METOAUK U3MEPEHUs1 0ObIYHO ABNSETCH Npoueaypon namepenust bonee
BbICOKOro nopsigka.

5.8.8 [lomkeH BbITb 3agaH TUN LWWKanbl, B KOTOPOW NpeAcTaBneHo 3HaveHne BENMUYNHLI, TO eCTb ABMAET-
CA OHa HOMUHaNbHOW, NOPAAKOBOU, AN depeHUNanbHOU (Tak HasbiBaeMOW MHTepBaribHOM) U LLKaNou OT-
HoLLeHUN (CM. NpunoxeHune b).

[Tpumeyanwune—Ilpn HeobxoanMMOCTN AOMKEH BbITb NPUBEAEH P BO3ZMOXHbIX 3HAYEHUN.
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lMpumep — lMNpoba cmabunu3zuposaHHOU Kpoeu Moxem 6bImb UCNO/Ib308aHa KaK KOHMPOJIbHbIU Mamepu-
as1 npu Uu3MepeHuUsi pa3Hulybl KOHUeHmMpayuu Konuv4ecmea seujecmaeaa, c8si3aHHbIX € OCHO8aHuUsIMU 2pynn («u36bi-
MOK OCHO8aHUU») 8 Kpoeu u ecnu mpebyemcsi 8 duggheperHyuanbHou wkane (...-4,2 -4,1...0,0 0,1... 4,1 4,2...)

MMO.Hb/.H; KOHUeHmpalyust Kosrtuvdecmea gewdecmea UOHa MapGOHama eodopoaa, USMEepPeHHasl 8 WKasrrte OomHouie-
HUl (0,0 0,1 0,2...) MMOAB/.

5.8.9 EanHuuel CHU cnegyeT ncnonb3oBaTtbh, Korga 310 BO3MOXHO. [lpn nprMeHeHUn nNpousBOSbHbIX
eNHNL, AOIMKHbI ObITb NPpUBEAEeHbl MEXAYHAPOAHO NPU3HaHHbIE onpeaeneHns N ocnpegenerHunst, onncaHHbIe
OAHHOMN MeTOAUKOW n3MepeHUa (CM. Takke npunoxeHue A).

5.8.10 HeonpegeneHHOCTb M3MepeHnUs Ao/mKHa ObITb BbipaXkeHa Ui Kak KoOMOUHMpPOBaHHAA cTaHaap-
THas HeonpeaeneHHOCTb, U Kak MHTepBan, paccyMTaHHbIN U3 pacluMpeHHOW HeonpeaeneHHOCTU C YCTaHOB-
NeHHbIM YPOBHEM A0OBEPUTENbLHOU BEPOATHOCTM.

[TpumevaHus

1 KOMMOHEHTbI HEONPEAENEHHOCTU U3MEPEHUA Bbl3BaHbl HETOMOINEHHOCTBIO MaTepuana u HecTabuUnNbHOCTLIO B
npouecce NPUNUCbIBaHUA 3HAYEHUS, aHANTMTUYECKON Bapuaunen mexay pasnnvHbiMu nabopatopusmm, onepatopamm, Ka-
nmbparopamm NamepuTeNbHbIX CUCTEM, NpoLeaypamMn N3aMepeHnn N aHanuTniecknmm cepnsammn. OHU BKNOYAKOT KaK CUC-
TEeMaTU4YECKNE, TaK U ClNyYanHble KOMIMOHEHTHI.

lMpumep 1 — AmmecmoeaHHasi KOHmMponbHas ceigopomka (Ne 348 NN, esoccmaHoeneHnHnast) — lpoz2ecme-
POH, KOHUeHmMpayus konudecmea seuwjecmsa ¢ = (40,3 + 1,0) Mmorsnib/5i; Heg38euWeHHast CPeOHss U pacuwupeHHas

HeoripedesieHHOCMb, NMpusedeHHas1 8 UHMepeaane, darouwieM yposeHb dosepumenbHol sepossmHocmu 0,95.

lpumep 2 — AmmecmoeaHHast HJucmoma onpeoesIeHH020 Mamepuasa ycmaHO8/1€Ha KaKk OmHoOcUmMersrnibHoe
codepi)xaHue Konrudyecmea seujecmaa (akmyasibHoe/meopemudyeckoe) = 0,9963 (0,9936; 0,9975); meduaHa (0,25- u

0,75-chpakmunb).

2 Inst KOHTPONBHLIX MaTepuanos, NpeaHa3Ha4YeHHbIX ANs NPUMEHEHUA B NPAaKTUYECKUX KINTMHUKO-ANArHOCTUYECKNX
nabopartopusax, 4OIMKHbI BbITb NPUBEAEHDBI XaPaKTEPUCTUKN NPABUNBHOCTU U NPELN3NOHHOCTN PE3YyNbTaToOB U3MEPEHUN;
OTHOCUTENBHOE aHannTU4eckoe cMmeleHne n KospduumeHT sapnaumm no [ OCT P NCO 5725-2.

5.8.11 HormkHa BbITb onmncaHa NpocneXXKMBaemMoCcTb NMPUNUCAHHOIO 3HaYEeHUSA AN KOHTPONbHOMO MaTepua-
na npasunbHOCTU B cooTBETCTBUMM C TOCT P UCO 17511 n TOCT P CO 18153 (cMm. Takke npunoxeHme A).

5.8.12 Obecne4veHune Ka4ecTBa B nabopaTtopun, onpegenmeLlen sHa4YeHne ans KOHTPONbHOIo MaTepua-
na npaBUNbLHOCTU, AOIMKHO ObITb CINYEHO € 3TaroHOM.

5.9 MNoarBepxaeHue

5.9.1 lNnaHnpoBaHMe opraHu3sauuun aKCNepuMeHTa
[omkHO BbITb ONUCAHO aTTecTauMoHHoe UccneaoBaHne Mmatepuana.

[TpumeyaHwune— 3TonccnegoBaHne 3aBUCUT OT NPUPOAbl KOHTPOINbHOIO Marepuana m cnocoba ero npumMeHe-
HUSA. Kak npaBuno, ero roMoreHHOCTb M CTabunbHOCTb AOMKHbI ObITh NCCNeaoBaHbl A0 MPUNUCBLIBAHUA MY 3Ha4YeHns. He-
0OXoAMMO TakkKe NPUHATb PelleHne O MakKCMManbHO AONYyCTUMOW HEONnpeAeneHHOCTU U3MEPEHUs NPUNUCAHHOIO
3HAYEHNSA, NOTOMY 4YTO OT 3TOr0 3aBUCUT OPraHn3auns 3KCNepuMeHTa.

5.9.2 OueHKa roMOreHHoOCTHU
LomKkHbI ObITb ONMUCaHbl UCCNeaoBaHNA TOMOTEHHOCTU KOHTPOMBbHOTO MaTepuana Kak BHyTpU Npobbl, Tak
n Mexay npodamum.

[Tpunmedanune—J[dononHUtenbHble geTanun, BKOYasa CTaTUCTUHECKYD 0bpaboTky, cm. [3].

5.9.3 CtatucTnyeckasd oLeHKa pe3ynbLTaToB
[HomkHa bbITb NpoMsBeaeHa cTaTUCTUYECKas! OLeHKa pes3ynbTaToB, NoNyYeHHbIX NpY UccnegoBaHUn, U
onucaH MeTo OLEHKN.

[Tpunmeyanwmne— [aHHble 4OoNKHbl ObITb BHUMATENBbHO NPOBEPEHbI B OTHOLLEHUN X COrNMacoOBaHHOCTU U BbiNa-
paowmx s3HaveHunn B cootBeTcTBUN C [ OCT P ACO 5725-2, a 3aTem oLueHeHbl B COOTBETCTBUM € [3] UK C NCMONb30OBAHUEM
anbTePHATUBHbLIX HEMApPaAMETPUYECKUX NOAX0O0B.

5.9.4 OueHKa cTabunbHoOCTH
[Tpoueaypa oueHKMU cTabUnbHOCTM ACTKHA ObITb OnNMcaHa ¢ y4eTOM HauuoHalnbHbIX, permoHanbHbIX U
MECTHbIX NpaBun, a pesynbTaThl NPeacTaBneHbl C COOTBETCTBYIOLWEN CTATUCTUAYECKON 0DPpaboTKON.

[TpumevyaHwus

1 Ins KOHTPONbHLIX MaTeEpPManoB cTabunbHOCTbL, Npegnonararwas CoXpaHHoCTb OT 2 40 3 neT AN NPUMeHeHus,
ABNSETCH XenateneHon uenvsto. PKngkme KOHTPOSbHbIE MaTepuansl Ans reMmaTtonormiyeckux ncernegoBaHmm ctabunbHbl
00 6 mec). HacTo BO3MOXHO ONnpeaennTb, 3a KAKOW OTHOCUTENBHO KOPOTKUW NEPUO BPEMEHU (HANPUMEP, HECKOIbKO HE-
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Oenb) NPONCXoanT paspyLlleHne Npy NoMeLeHn Npob B pasnuyHble TeMNepaTypPHbIe PEXUMbI, BKNOYas Takme, Npu KOTOo-
PbIX paspyLieHne npoucxoanTt bonee BbICTPO, YeM NpU NpegnaraeMmon TeMnepaType XpaHeHus.

[HomxHo BbITb AOKYMEHTUPOBAHO AEUCTBUE HA CTAOUNBHOCTb COOTBETCTBYIOLWMNX BNUSAIOLWMX BEMUYMH.
HormkHa B6biTh ONMcaHa npoueaypa N3MepeHust, BKIIoYasi ee KannbpoBKY N KOHTPOIMNb TOYHOCTH.

2 [Npoueaypbl MOHUTOPUHIA CTAOUMNBHOCTU KOHTPOSIBHOIO MaTeprana Ha NPOTSHXKEHUN CPOKA ero roqHOCTY BKINOYa-
10T U3MEPEHNE XapaKTEPUCTUK BEMUYNH Yepes 3anaHnpoBaHHble MHTEPBarnbl B TEYEHNE BPEMEHU UCNONb30OBAHUS KOH-
TPONbLHOro Marepuana.

lpumep — PnakoHbI ¢ MamepuasnioM xpaHunu npu memnepamypax 20 °C, 37 °C, 45 °C u 56 °C u uamepsinu 8
naparnnesnbHbix npobax nocse xpaHeHust 8 mevyernue 110, 244 u 604 dnel. He obrHapyxeHo cmamucmu4vecKu 3Havu-
MbIX U3MEHeHUU coomeemcmeyrouwjux 3Ha4YeHUU no OMHOWEHU K 3HaYeHUsIM npob, xpaHuswWuUXcs npu MUHYC
20 °C, npu makolu memnepamype mamepuars nposisausi cmabunbHOCMb 10 CPa8HEeHURo ¢ npobou, xpaHuswelucs Npu
MuHyc 90 °C. Mamepuan oka3ancss docmamoy4yHo cmabunbHbeiM. CmabunbHocmb 6ydem nposepsimbCsi Ha NpPomsi-
JKeHUU 8ce20 cpoka 200HOCMU Mamepuarna.

5.9.5 lNpunuceiBaHne 3HavyeHUA

[1TnaH skcnepuMmeHTa n MeToAMNKN pedpepeHTHOroc N3MepPEeHnst, UCNoNb3lyemMble ANd NPUNMCLIBaHUA 3HaYe-
HUA, A0MKHBI BbITh onncaHbl (M. TOCT P NCO 15193, TOCT P UCO 17511).

[Tpumeyanwmne— 3HadyeHne ans AaHHOW BENUYUHBbI MOXET ObiTb NPUNNCAHO HA OCHOBE OAHOW OYEHb XOPOLLO
NOKYMEHTUPOBAHHOW METOAMKMN U3MEPEHUSA B ogHOM nadopatopum (cm. 5.9.6). OaHako BO MHOIMMX Cry4asx nydlime pe-
3ynbTaThl NOMYy4aroT HA OCHOBE NPUBIIEYEHUS B KOONEpaTUBHOE UCCneaoBaHmne Ha BbICOKOM METPOSIOrMYeCKOM YPOBHE He-
CKONbKNX OMNbITHBIX NabopaTtopumn, ecrnm BO3MOXHO, NCMNONb3YIOWNX Pa3NnYHble METOAbLI U AaXe pasnnyHble NMPUHLUMbI
N3MEPEHUSA.

5.9.6 3HayeHUe U HeonpeneneHHOCTb U3MepPeHUs, NPUNUcaHHble ¢ NOMOLLLIO OOHON
npoueaypbl U3MepeHUAa B 0gHON naboparopuun

[omkHa ObiTb N3DbpaHa MeToauKka pedepeHTHOrc M3MepeHNa HaUBLICLLIErO METPOTOTMYECKOro nopsiaKka.
LdeTanun, Bkntovast 0loapKeT HeonpeaeneHHOCTU, ACKHbI ObITb ONMUCaHbI N NPUBEAEHLI B CChISTIKAX TAKUM Ob-
pasom, 4TobbLI MOrnn BbITb BOCNPOU3BEAEHBI B ApYyron nadbopaTtopuu.

[TpumevaHnHuns

1 HdormkeH BecTucb pabo4mnmn XypHarn, B KOTOPbIW BHECEHBI CBOEBPEMEHHO MNPOU3BEAEHHbIE NONPaBKN, AaHHbIE 06
obCcnyXmBaHum 006OpyaoBaHns, OTYETHl O NOATBEPKAEHUN METOANKN N3MEPEHNSA N AAHHbIE KOHTPOIA Ka4veCcTBa.

B otyeTe AomkHbl BbiTb OTPaXKEHbI:

- YNCIIO NMOBTOPHbLIX aHANM30B B CEPU;

- YNCINO cepun,;

- WHTEpBAar BPEMEHN MEXAY Kaxaon Cepuewu;

- YUCIIO pasnnYHbIX ONepaTopoB;

- YUCIO Pa3snUYHbIX UBMEPUTENBHbLIX CUCTEM A1 OAHON N TOW Xe 3a4a4u;

- MOCTaBLMKN N HOMEPA NapTUN peareHToB.

OKoOHYaTENbHbIV pe3ynbTarT (pe3ynbTaTthl) U aTTECTOBAHHOE 3HAYeHUE (3Ha4YEeHUs) AOMKHbI COMPOBOXAATHCH COOT-
BETCTBYIOLWMMWN HEoNnpeaeneHHocTsMu (cm. 5.8.10).

2 HononHuteneHyto nHpopmauutwo cm. B OCT P NCO 5725-2, [3].

5.10 lNpepgnonaraemMmoe UcnonbL30BaHUe

5.10.1 JomkHO ObITb YCTAHOBMEHO npeanonaraemMoe UCnonb3oBaHUEe KOHTPOMbLHOrO MaTtepuana (CMm.
4.2.1). DomkHbl ObITb AOKYMEHTUPOBAHLI U3BECTHbIE OrpaHUYeHUsa NPUroaHOCTU, HANPUMEP Mo OTHOLUEHWIO K
ncecnegoBaHUAM oTAeNbHBIX BUAOB BUOMIOTMYECKNX MaTEPUANOB, KOorda KOHTPOSbHbIM MaTtepuan gaeT 3Hade-
HAS NU3MEPEHUS, KOTOPbIE TPEDYIOT KoppeKuun. PekoMmeHaoBaHHas ctaTucTtuieckasl obpaboTtka s3Ha4veHUKn, nNo-
nydyaemblX Monb3oBaTeNieM, OO/MKHa ObiThb yKasaHa ANgd KaXaoro npeanonaraemMoro UCnonb3oBaHus, Mo
KpanHen mepe, B popMe CChINIKM Ha nnuTepaTypy.

Mpumep — YmobbI nposepums nNpeyuU3IuUOHHOCMb Npoyedypbl U3MEPeHUs, 8bINOJIHAeMoU 8 s1abopamo-
puu, Yucs10 MOBMOPHLIX U3MEpPeHUlU KOHMpPOJ/ILHO20 Mamepuana uzbupaemcss coomeemcmeeHHO npuemaemMou
geposTMHOCMU OWU60YHO20 MPUHSIMUST UJTU JTIOXHO20 ombpackisaHusi cepuu. OUueHkKa npasusibHOCMU rpou3e8o-
oumcsi nymeM cpaeHeHUs1 CpedHe20 3Ha4YeHUs1 NoJYyYeHHbIX OaHHbIX C NPUNUCaHHbIM 3Ha4YeHUeM C y4emom He-

ornpedesieHHocmeu u3mepeHust oboux 3HavyeHul. Moxem nompebosambCsi UCK/IOYEHUEe 8binadarouwjux
3HaveHuu. Yopmyny onst pacdema cm. [3].

lTpumep — lNpu ucnonb3oeaHuu KOHMPOJIBLHO20 Mamepuarsia 07151 KOHMPOJIsI IpasuU/ILHOCMU 8 KaXK0oU aHa-
JUMUYeCKOU cepuu, 8K/Ir0Yast Yembipe onpedesieHUsi KOHMpPOJsIbHO20 Mamepuasna, Mmoxem 6bimb NPUMEHEHO
O0HO KOHMPOJILHOE fpasusio: HU 00UH pe3y/ibmam He 00JDKeH 8bixodumb 3a npeden npuemnemocmu * 3s. B
aMoM criy4dae cucmemamudecKass no2pewHocmes 2s onpedensiemcsi ¢ eepossmrocmseio 0,55 u eepossmHocmsb
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noxHo20 ombpacsiearHust 0, 01 (CpedHekgadpamu4YecKkoe OMK/IOHeHUe noamopsieMocmu npoyedypb! usmMepe-
HUS @bipa)xaemcsi CUM8OJIOM S, ).

5.10.2 KoHTpoONnbHLIE MaTepuanbl NPaBUbHOCTU OOIMKHBLI UMETD:
a) Matpuly, NoaodbHyo TOW, KoTopas npucylla npodbam, noanexawmm N3MepeHnto B COOTBETCTBUN C
KOHTPONMMpyeMon MeToguKkon nsmepeHus.

[Tpunmeyanwmne— 310 TpeboBaHMe npeacTaBnNsAeT KOHTPACT NO CpaBHEHUIO ¢ TpeboBaHUSAMUM K Kanubpartopam
N KOHTPOSIbHbIM MaTepuarnam BbICOKUX METPOSIONMYECKUX YPOBHEW, rae NpeanovTUTENEH BbICOKOOUNLLEHHBIN KOMIMOHEHT,
4acTo B MPOCTON MaTpuLe.

6) 3Ha4veHne C HeolpedeJiIeHHOCTbHO M3MEPEHINA, COOTBeTCTBYI-OLIJ,Eﬁ npeanosiaracMomy nNpMMeHEeHNHO.

[TpumedaHune—IllpyHuMnuanbHO NPOTOKONbI NepeHoca Ans NPUNUCbIBAHUA LENEeBbIX 3HAYEHUN KOHTPOIb-
HbIM MaTepuanam, npegHasHavYeHHbIM ANs NOATBEPXKAEHUSA NPaBUNbHOCTU U3MEPEHUSA, HANOMUHAIOT NPOTOKONbI, MPUME-
HAeMble Ans KannbpaTtopos.

5.10.3 B 3aBUCUMOCTU OT UX NpeaHa3HavYeHUS KOHTPOMbHBIM MaTepUanam npaBUnNbLHOCTUA ACITKHO ObITb
MPUNUCAHO 3HAYEHME TOro Xe 1N Bonee BLICOKOrO YPOBHSA, YeM COOTBETCTBYIOLLEMY KannbpaTtopy (Kanubpa-
TOopaM) B AaHHOW nepapxmn kanmnbposku, B cootBetctBUN ¢ FOCT P UCO 17511.

5.10.4 lNpumepbl TpedboBaHUN Kak obLlero xapakrtepa, Tak U npeabsaBngeMblX K pasnUiHbIM KOH-
TPONbHBIM MaTepunanam B 3aBUCUMOCTU OT UX NpeanonaraemMoro UCnonb3oBaHUA, NpuBeaeHbl B NpUoxe-
HUK B.

5.11 UHCTpYKUMA NO NPUMEHEHUID

5.11.1 be3onacHOCTbL

[MepBbI Naparpadg NHCTPYKLXM MO NPUMEHEHUIO AOMKEH coaepXaTh npeaynpexaeHue o HeobXxoaMMoc-
TN cobnogaTbh OCTOPOXKHOCTL (CM. 5.2). B MHCTPYKUUIO NO NPUMEHEHUIO OCITKHBI ObITh BKMHOYEHBI COOTBET-
CTBYHOLLME Mepbl De30nacHOCTU, Kacatowmeca odbopyaoBaHNA, MaTepuanos, Npob 1 0TX040B, MePbl MOMOLLA
npu nonagaHun maTtepuana Ha KoXy, CrU3UCTble 0O0NOUKN.

5.11.2 O6wue nonoxeHus

domkHa BbITb npegocTaBneHa aetanbHas UHCTPYKUUSA MO MPUMEHEHUIO, BKoYaloLwas no MeHbLUen
Mepe creayoLyo MHopMaLnio:

- TpebyeMmble YCNoBUA XpaHEeHUs1 U CTAabUNbHOCTb KOHTPOMBHOrO MaTtepuana nocne nofiyvYeHnst U 0TKpbI-
TUH BHELUHEro KOHTenHepa;

- npoueaypa OTKPbITUA BHYTPEHHEro KoHTenHepa;

- NOAroToBKa NMpodbl;

- TEXHONOMMA OTTauBaHUA U BOCCTAHOBMNEHUSA € nocneayrowmnm CMeLLNBaAHNEM;

- npoueaypa nony4yeHnss MMHUManbHOW aHannMTu4eckom npobbl 1 aHANUTUYECKOW MOPLNN;

- npoueaypa nsmepeHua (pekomeHagyemaga nnm obsizatenbHag);

- TpebyeMble YCNOBUA XpaHEHUSI N CTABUNbHOCTb KOHTPOMIBHOMO MaTtepuana nocne OTKPbITUSI BHYTPEH-
Hero KOHTenHepa;

- yaaneHune ocTaBLUEroca Matepuana nocne UCnonb3oBaHus.

5.11.3 PeareHThbl

YKaszaHHble B MHCTPYKLUK NO MPUMEHEHWIO peareHTbl A0MKHbI ObITb MAEHTUULMPOBAHDI.

5.11.4 Mpudbopobl

LHormkHbl BbITh NepeyncneHsl Nprubdopbl, TpebyemMble AN UCMONb3OBaHUS KOHTPOSIBHOrO MaTepuana.

5.11.5 Cpepa

Ecnu npumeHeHne KOHTPONBHOroC Matepuana TpebyeT crneunansHbIX YCNoBUA cpeabl, OHU A0MKHBI ObITb
yKasaHhbil.

5.11.6 Namepsaemble 0O6BbeMbl

[Tpn HeCbXoOMMOCTM TeMnepaTypa, Npu KOTOPOW namepsaeTcs obdbem, AoMKHA bbiTh yKaszaHa. Pa3baBs-
NeHus, NPUroToBNEHHbIE NyTEM A0DaBNEHNA 0AHOro 0O beMa XXUAKOCTU K ApYyromMy obbemy, AOMKHbI ObITh YKa-
3aHbl cneayoLwym obpasom:

a) «pasbaBneHHbIN V, — V,», ecnu obbem V, 3agaHHOro pactsopa pasbaBneH Takum obpasom, YToOb!
nony4nThb 06LWKnin 06bem V, KOHeYHON cMecu, Hanpumep, pa3sectn 25 cm® — 1 am>;

0) «pasbaeneHue V.+ V., », ecnn obbem V., 3agaHHOro pactesopa aobasneH K obbemy V, pacTBoputens,
Hanpumep, 25 cm? + 975 cm.

Takue obosHaveHus, kak « V., 1 Vo» unn « V., / V,», NpPUMEHATLCA He OOMKHbI, MOCKOSbKY OHW UCMOSb3YHOT-
CHl C pa3HbIMWN 3HAYEHUAMMN.
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5.11.7 BoccTtaHoBneHue nMopmnnU3INPoOBaHHOIO KOHTPONILHOIo Matepuana
[omkHbl ObITL NPpUBeAEHblI AeTanu BOCCTAaHOBNEHUSA: BUO N 0ObeM pas3baBUTeNs, BpeMsl pacTBOPEHUA,
Temneparypa, BmsH1ue neHoobpasoBaHus.

[MTpumedanune—IJIModbnnnanpoBaHHble KOHTPOIbHbIE MaTepuansl — Hambonee 4acto ynotpebnseMmbin B
KIMMHUYecKon nabopatopum TUN KOHTPOINBbHOIO Matepuana.

5.11.8 CcbINKU Ha naTeHTOBaHHbLIe N3aenuns

Ecnu, B nopsigke UCKIMIOYEHUS, TEXHUYECKUE COOBpaXkeHnst onpaBabIiBatoT NOAroTOBKY MaTtepuana ¢ Uc-
MONb30BAHMEM MaTEHTOBAHHbLIX U3AENNI, JOTKHBI MPUMEHATLCA NONOXKEHUSA, YKa3aHHbIE B NPUIoXKeHUn A K
anpektnse MCO/MOK, vactb 2 [4].

5.12 lNlocTaBLIUK
[lomkHa ObITb NpUBegeHa naeHTUMUKaL KA NOCTaBLUUKA KOHTPONBHOIOC Martepuana.
5.13 bubnuorpadpun

[JoKyMeHTbI, cogepawne AOnONHUTENBHYIO MHOPMaL Mo, HO He siBRstolnecs HeobxoanMbiMK ONS
MPUMEHEHUSA KOHTPOMNbHOIO MaTtepuana anst ero npeanonaraeMoro UCnofib3oBaHUA, ACIMKHBI BbITb Nepevmc-
neHbl B budnuorpadoun.

[TpyumevyaHmns

1 bubnuorpadunsa MmoxeT BbITb NpeacTaBneHa B hopme npunoxenus (Cm. 5.14) n moxeTt BKNo4aTh B ceb51 AOKYMEH-
Tbl:

a) He JOCTynHble NYONNYHO;

6) cnyxawpe Tonbko aAna nHdopmauunu;

B) cnyxawme cKkopee ans cnpaBok.

2 HokymeHTbl MOryT BbITh Pa3nUYHOro TUNa, HaNpPUMep PernoHarnbHbie U HAaUMOHAalbHbIE CTaHAAPThI, NPABOBbLIE
aKTbl, PEKOMEHAALNN MEXAYHAPOAHbBIX UITN PEMMOHAaNbHbIX HAy4YHbIX OPraHn3auuin, CTaTbU U3 HAY4YHbIX XXYPHaIoB, PYKOBO-
ACTBA, CTaHAAPThLI NPON3BOANTENEN NN MHADOPMALUSA O NPOAYKUMKN, OTHETLI O MEXTAabopaTOPHbLIX UCMbITAHUSAX.

5.14 lNpunoxeHusn

[aHHble N MHhopMaLKUs, KOTopble He BKIHOYEHbI B OCHOBHYHO YacTb OTYeTa, AOKHbI ObITh NPUBEdEHbI B
MPUINOXEHUSX.

[TpnmedaHwue— [JonyckaeTcs BHOCUTb B MNPUIOXEHUA:
- JaHHbI€ O TOMOreHHOCTH (CM. 5.9.2);

- JaHHble O NPUNUCLIBaHUKN 3Ha4eHus (cMm. 5.9.5, 5.9.6);

- Bubnunorpaduio (cm. 5.13);

- 3TUKETKM (CM. pasaen 6);

- ceptudumkar (cm. pasgen 7);

- BITOXEHME B YNaKoBKy (CM. pasaen 8).

5.15 [JaHHble 0 pa3pelueHUN U NepecMoTpe

LomkHbl ObITb NpUBeAeHbl AaHHbIE OTHOCUTENBHO paspeLleHnUst Ha AaHHYH NybnukaLuio onnMcaHnUs KOH-
TPONBHOro Matepuana 1 o nodom npegllecTByloWEM eroc nsgaHun (M3gaHusx).

6 MapkupoBKa

OTUKETKN Ha BHYTPEHHEM W BHELUHEM KOHTEUHepax AOIMKHbI COOTBETCTBOBATL TPpeOOBaHUAM COOTBET-
CTBYOLIMX CTAaHOApTOB. HauMeHOBaHME NpoayKTa Ha 3TUKeTKe AOMKHO ObiTb NPUBEAEHO B COOTBETCTBUN C
pasgenom 4.

7 Ceptudomkar

CepTuunkaT gomnKeH BKNovaTh B cebsa NyHKTbl B COOTBETCTBUU C [5], a Takke:

- naeHTUdunkauuno MHaMBMAyansHOM NOPLIMX KOHTPOMNBHOIO MaTtepuana;

- ACTOUHUKN U NPOUCXOXKAEHNE KOHTPONBHOrO Matepmana;

- MeTo[ NPUroTOBMEHUS KOHTPOMNBHOMO MaTepuana;

- TPaHCNOPTUPOBKY;

- WHCTPYKUMIO MO NMpaBUbHOMY 0BpalLeHN0 ¢ KOHTPOMNbHBIM MaTepmnarnom, BKNYasa yCnoBUSA XpaHe-
HWUS1, CPOK MOQHOCTU, CTabUNBbHOCTL NOCEe OTKYNMOPUBAHUS;
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- aTTecToBaHHOe 3Ha4YeHne N HeonpeaeneHHOCTb A5 KaX a0 n3MmepsaeMoin BennUYnHbI C YACTIOM MPUHS-
ThIX 3HAYE€HWA, NONYYEHHbIX MPU UCMbITAHUAX;
- HeKoTOopble yKasaHua ANa cTaTUcTUMYecKon obpaboTku.

[ PUMEYaAaHWE— OCHOBHbIE daHHble, NoJITy4YeHHble MHOAWBUAYAJIbHBIMU HHSODHTODHHMH, N METOLDbI, OObIYHO
VINOMUHaeEMbIE B INPUTTOXKEHUN UTTU B OTHETE,

- HeaTTecCcTOBaHHLIE 3Ha4YeHUda («peKoMeHOOoBaHHbIe 3HaYeHUA», «yKasaHHble 3HavYeHUsA» ) U 3HaYeHUs,
NonyyeHHble ¢ NMOMOLLLIO NpoLeayp HUSLWUX MeTPOoNorMdecknx YpoBHEN, BO BCeX crydadax ¢ npusedeHunem
OLIeHOK 1 Mep HeonpeaerneHHOCTEW;

- MCNONb30OBaHME 3Ha4YeHUN ANa KOHTPONA NpaBUbHOCTU (4aCTO CO CChINTKOM Ha NONHbIN OTYeT);

- MeToAbl U3MEPEHUSA, UCNONb30BaHHbIE NMPWU aTTecTaluu;

- ntobble 3annaHnpoBaHHbIe NPOBEPKN CTADUMBHOCTU;

- UMEHa onepaTopa, OTBETCTBEHHOrO cneuuanucTa u /unu HaMmeHoBaHUs nabopaTtopun, y4acTBOBAB-
LLUMX B UCMBITAHUAX;

- CCblJlIKa Ha pacllMpeHHbIN OTYeT, cogepKalini BCHO OTHOCALLYIOCA K Aeny MHopMaUunto;

- MOCTaBLWK KOHTPOMBLHOIO Matepuana, ecim OH oTNndaeTCcd OT aTTECTYIOLWEro ydpexgeHus;

- NMPUNOXEeHUs, yKasaHHble B 5.14. icnonb3oBaHWe NpUoXXeHnn 4o0mKHO COOTBETCTBOBATL HEDObLLO-
MY pasMepy cepTugukaTa;

- JaaTty aTTecTtayuuun.

[MTpunumeyanune—Ceptudukar gomKeH BbiAaBaTbCs NPU3HAHHBIM METPOMNMOMMYECKUM OPraHoM.

[omkHa BbITh NpnBedeHa BcA MHpoOpMaLNSa O MPOUCXOXOEHUN, MPUroTOBNEHNU U NOOLIX AOMONMHEeHUNAX
K KOHTPOJIbHOMY MaTepuarsny, To eCTb He JOJDKHO ObITb MHdOPMAaLMK, ONYLLIEHHOW MO coobpaXkeHUAM KOHMN-
AeHUManbHOCTL.

8 BnoXxeHue B ynakoBKYy

B ynakoBKy KOHTPOJIbHOIO MaTepuana AoiKeH ObiTb BNOXeH MH(POPMaLWUOHHbIN MaTepunan B criyvaskx,
Korga Kk Hemy He npunaraeTca ceptudunkat. MhdopmaLuma gomkHa cogepXXaTb KpaTKoe onnmcaHmne KOHTPOSTbHO-
ro MaTepmana, ycTaHOBJIEHHOro B COOTBETCTBUM C pa3genom 5, npu HeobxogmmocTn ¢ pasgeriom 7.
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[MpnnoxeHve A
(cnpaBo4HoOe)

OcobeHHOCTU NPUNUCBLIBAHUA 3HAYEHUN KOHTPOINbHLIM MaTepuanam NpaBUNbLHOCTU ANA HEKOTOPbIX
rpynn aHanutoB (0e3 MeTponornyeckon npocnexusaemMoct o eamHuy, CU)

A.1 V3yvaemble B KITMHUYECKUX LLENSX KOMMOHEHTbI BuomartepumanoB MOXHO pa3aenutb HaA ABE Irpynnbi:

- COEAMHEHUS, XUMMNYECKAS CTPYKTYPA KOTOPbIX XOPOLLO N3yveHa U CYLLECTBYIOT UX aHANOrM, KOTopble MOryT BbiTb
MCIMONb30BaHblI B KAYECTBE 3TANOHOB AJ151 KONTMYECTBEHHOW OLLEHKU;

- KOMMOHEHTbI, B OTHOLWEHMNN KOTOPbIX HET YETKOIro NPeAcTaBNeEHNS 00 NX XMMUYECKOU CTPYKTYPE U NOITOMY B Ha-
CTOSILLEE BPEMSA HE CYLLECTBYET HAAEXHO U3YHEHHbIX N OXapaKTEPU30BAHHbIX UX 3TANOHOB (aTTECTOBAHHbIX CTAaHOAPTHbLIX
obpa3uos) n onpeaensiowmx (AePOUHNTUBHBIX) METOAOB A5 UX NCCNEA0BAHUS.

B 6uonornyeckux npobax aHannTel BTOPOUW rpynnbl NPeacTaBnsioT cCOOON HE OANHOYHbIE CYyDOCTaHUUKM, 8 CKOPEE MUK-
POreTePOreHHbIe rpynnbl BELWECTB, BKMIOYAKLWKMX, HApsSay C MHTAaKTHOW (POPMON BELLECTBA, TAKXKE pasfnyHble ero metabo-
NMUTbl U KOMIMNEKCcHble doopmbl. [lpyn  wnCnonb3oBaHMM WMMYHONOMMYECKUX TECTOB pPas3fin4vHble aHTuTena MoryT
B3aUMOAENCTBOBATHL C Pa3fMYHbIMU ANMMTONAMN aHTUIeHa, YTO NPUBOAUT K B3aUMHO HECOBMNAAALWMM pedynbrartam OTAE N b-
HbIX BapMaHTOB METOAMK umccneaoBaHun. BecneacrBme 3Toro He MOXET ObiTb BbINMONTHEHO TPEDOBaHME METPONOrMYeCcKom
NPOCNEXUBAEMOCTU OT peayrnbrara NPakTU4eCcKoro N3AMepPEeHns Takmx aHanuToB B Npobe bnomartepmnana naumeHTa gao nep-
BUYHOIO BbICOKO OYULLLEHHOIO 3TanoHa u YUCNeHHOE 3HaYEHNE pesyrnbTaTa U3MEPEHNSA HE MOXET ObITb BbIPaXXeHO B €4UHU-
uax CH. Punamko-xmmmyeckas pasHOPOAHOCTb 3TOW TPYMnbl aHanuToB 0DycnoBuna HeOOBXOOAMMOCTb PacnpoCTpPaHEHUs
NpPUHUMNA NPOCNEXUBAEMOCTU Pe3ynbTaToOB UCCNegoBaHUN 40 APYIMX TOYEK OTCHETa U NPUMEHEHNE HECKOSTBKO BAPUaHTOB
NPOTOKOMNOB NepeHoca KarnnbpoBKW.

[Tpy onncaHum KOHTPONbHLIX MaTEPManoB NPaBUNbHOCTU CNEAYET YYUTLIBATb OCODEHHOCTU NMPUNUCBIBAHUS 3HAYE-
HUW B CNy4asix BENUYUH, Pe3ynbTaTthl U3AMEPEHUN KOTOPbIX HE MOTYT BbITb METPONormdeckn npocnexensl 4o CH. B coor-
BetcTBUN C[ OCT P NCO 17511 BoigenstoT cnegyowme rpynnbl TakKMX BENUYNH, A5 KOTOPbIX YCTAaHOBIEHbI creunarnbHble
npasuna NpUNnUcbIBaHUs 3HaYEHUI:

a) Benn4iuHbl C TAKNMU KOMNOHEHTAMM, KaK remornodumH A1c. [1ns HMX n3aBecTtHbl MeXgyHapoaHo rnpu3HaHHas
MeToauKa pethepeHTHOro N3MepeHunst (KotTopas He MOXET BbiTb Ha3BaHa NEePBUYHON METOANKON pPedPEPEHTHOIO N3MepPE-
HUA) M OANH NN HECKOJTBKO MEXAYHAPOAHO NMPU3HAHHBIX KAaNMBPOBOYHbLIX MaTEPMATIOB (HE SBMAWMNXCH MEPBUYHBIMW), CO

3HAYEHUSAMU, NPUMNCAHHBIMU 3TON METOAUKON BEe3 MeTponormyeckon npocnexmsaemoctm o CH.

lMTpumep — Mex0dyHapoOHO npu3HaHHass MemoouKa pehepeHMHO20 U3MEePeHUSI:

na donu konuyecmea seuwjecmea A1, 8 2cemo2/106uHe Kposu MemooduKa-KaHdudam XUOKOCMHasi xpoma-
mozpaghusi 8bICOKO20 dasneHus1 — macc-cnekmpomempus (BO-XKX/MC).

Mex0dyHapoOHO npu3HaHHbIU Kanubpamop — Qns KoHueHmpayuu Kosiudecmaea seuwjecmea 2emMmo2s106uHa
(Fe) 8 kpoesu abcopbyuomempusi e20 yuaHudHoz20 depueama, KanubpoesaHHass CPM 522 2emo2n06uH yuaruo
(HiCN) e nuzame 6b1ybell kpogu om bropo amanornoe Egponeticko2o Coobuecmea (EU-BCR) ¢ koHyeHmpauyueu
Konudecmea seujecmea (Hi(Fe)CN) (49,61 + 0,08) mkmonb/nn npu 0aHHOU pacuwupeHHoU HeonpeoderieHHocmu rno-
JI08UHa uHmMepeaana ¢ yposHem dogepumensHocmu 0,95.

©6) Benn4inHbl ¢ KOMNOHEeHTaAMK, NOA0OHbLIMK XonecTepuHy JIBI1, kneTkam KpoBM N HEeKOTOpPbLIM dhakTopam
remocTa3sa. [Ans Hux nmeertcsa mexagyHapogHo npuaHaHHas metogmnka pedrepeHTHOro namepeHuns (He ABNSAILWANACs nep-
BUYHOW ), HO HET MEXAYHAPOAHO-NPU3HAHHBIX KANMBPOBOYHBIX MaTEPUAroB.

lTpumep — Mex0dyHapoOHO Npu3HaHHass Memoouka pehepeHmMHO20 UIMEpPEeHUsi: MemooOUKa U3MepeHUs,
crreyuguyuposaHHasa MexoyHapodHbim Cogemom no cmaHdapmu3ayuu 8 2cemamonozauu (ICSH) onst uamepeHnust
YUCJIEHHOU KOHUeHmMpayuu 3pumpoyumos u J1etdkoyumoe 8 Kpoeu 4es108€ekKa.

B) Benn4iuHbl, OTCbiINaemMble K MeXAYHapPoAHbIM cTaHaapTam BcemunpHom OpraHmsaumm 3gpaBooxXpaHeHus,
Takune KakKk 0enkoBble ropMOHbI, MOBEPXHOCTHLIN aHTUIreH Bupyca renatuta B (noaTvn ad), HeKoTopble aHTUTENa,
onyxoneBble MapkKepsbl. nsg HUX MeeTcs OaUH UMM HECKONBKO MEXAYHAPOAHO MPU3HAHHbLIX KAannbpoBOYHbIX MaTepua-
NOB (HE ABMSAWMXCS NEPBUYHLIMKU) C MPOTOKONMOM AN NPUNUCLIBAHUA 3HAYEHUS, HE ABNSIIOLWMMCS MEXAYHAPOAHO MpU-
3HAHHOWM npoueaypon pedrepeHTHOro N3MepPEHNS.

lMpumep — Mex0dyHapoOHO nNpu3HaHHbIlU Kanubpamop (Kanubpamopbi) CO 3Ha4Y€HUEeM, 8bIPa>keHHbIM 8 CO-
omeemcecmeyriwux eduHuyax, He sansaruwuxcss edurnuyamu CU (makux, Kak Mmexx0yHapoOoHbie eduHuubi BO3), u
npunucaHHbIM 8 cOoOMeemcmauu ¢ MeXX0yHapoOHO npu3HaHHbLIM nnpomokonom. lNpunucanrHoe 3HavYeHue OO/IKHO
COMpPoO8oX0ambCsi HeONpeoesIeHHOCMb 0.

r)y Benw4iuHbl ¢ TAKNMU KOMNOHEHTAMM, KaK NPOAYKTbI paspyweHunsa cpndpuHa (O-avmmep) Mmapkepbl onyxo-
nen, nogoobHble pakoBomMmy aHTUreHy 125 (CA-125), a Takxke aHTuTeNna npoTuB TaKMX aHTUIreHoB, Kak Chlamydia. s
HUX HET HU MEXAYHAPOAHO NPU3HAHHON METOAMKN pedEepPEeEHTHOro N3AMEPEHUSA, HU MEXOYHAPOAHO NPU3HAHHLIX Kanmnbpo-
BOYHbLIX MaTepunanoB Ans KannbpoBku. [pon3BoauTenbs MOXET caM YCTAaHOBUTb METOAUKY (METOAUKN) N3MEPEHUS N Ka-
nunbpartop (kanubpatopbl) A4Ns TOro, 4Tobbl NoAAEPXKaTb NPUNUCBIBAHUE 3HAYEHUA KannbpaTopy ero Nnpoaykra.
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[MpnnoxeHwve b
(cnpaBo4HoOe€)

OcobeHHOCTU ONUCaHUA KOHTPOMNbHbLIX MaTepuanoB ANA KOHTPONA KavyecTBa uccrnenoBaHus
CBOUCTB, OTNIMYHbLIX OT BeNMU4YUH

b.1 B racToswem cTaHgapTe yCTaHOBNEHbI TPeboBaHUSA K ONMCaHUIO Hanbornee 4acTo NPUMEHSEMbIX KOHTPOSIbHbIX
MaTepunanos (NPENMYLLECTBEHHO NMPOMbILLIEHHOIO N3roTOBMEHUS) AN KOHTPOISA KNMMHUKO-XUMUNYECKUX (BNOXUMNYECKUX)
NccneaoBaHUm aHanUToB, UMEISLLMX XOPOLLO ONMUCAHHYIO U AOCTAaTOYHO CTAbUINBbHYIO CTPYKTYPY U 3HAYEHUS KOTOPbIX MO-
ryT ObITb aTTECTOBAHbLI UK YCTaHOBNEHLI B cooTBETCTBUU € Tpeboeanusmm [OCT P UCO 15194, TOCT P CO 17511,
[OCT P NCO 18153.

E.2 CBOWCTBaA, OTNUYHbIE OT BENUYMH, TaKXKe MOINyT ObiTh OnpeaenerHbl Unn BOCMNPOU3BEOAEHbI MaTepuanamm, HO
NPUMUCAHHBIE UM 3HAYEHUS HE MOTYT ObiTb BbIPaXXEHbl YACITEHHbBIM 3HAYEHNEM, YMHOXEHHBIM HA €ANHULY N3MepeHuns. Ta-
KNne 3HaYeHUs MOryT ObITb B OpAVMHANbHOM (MOPAAKOBOW) NNN HOMUHANBLHOW (KNnacCUuPMKaALNOHHON) LLKanax.

£.3 B opanHanbHOW WKane 3Ha4YeHnsA MOryT BbiTb CNOBaMM UK YNCNAMU, BbIPXAOLWMMKN pa3Mep COOTBETCTBYIHO-
LLIMX CBOUCTB. OTU 3HAYEHUA MOTYT ObITb UCMONb30BaHb! AN PaAHXUPOBaHUSA, OAHAKO Pasnu4yns n OTHOLLEHWSA NO LWKaNe He
MMEIOT 3HAYEeHNs Ans cpaBHeHUs. [1puMepomM MOXET CNyXWUTb 3HAYEHUE «3» UNN «NOBbIWEHHas», NMPUMNUCaHHbIE KOH-
TPONBbHOMY PaCTBOPY AN ANarHOCTUYECKNX NONOCOK, MNOKa3bIBAKLWMX KOHLUEHTPaUMIO anbbyMmuHa B MOYe No NATU3HAYHON
wkane (0,1, 2, 3, 4 nnn He NOBbILWEHHAsA, COMHUTENNBbHO MOBLILLEHHAS, CNerka noBbilWeHHas, NOBbILWEHHAsA, CUNBbHO MOBbI-
LUEHHARA).

E.4 B HOMMHaANbHOW LWIKanNe 3HaYeHusi MOryT BbiTb BbIPa)XeHbl CNOBaAMU UINU TEPMUHAMKU (HAMMEHOBaHUSIMN) De3
CBSI3U C pasMepamm COOTBETCTBYIOWMX CBOUCTB. 3HAYEHUSA MOIyT BbITb NpeacTasrieHsl B NMobomMm yaobHOM nnu cornaco-
BaHHOM nopsgke. [pnmepom MOXeET CNyXUTb psg TEPMUHOB TUMOB NENKOLUWUTOB B KOHTPOJIBHOM Ma3Ke KPpOBU UK Psig 3Ha-

YEeHUN ANA rpynn KPoBW.
5.5 OnucaHme KOHTPOnbHbIX MaTEPMANOB AN CBOUCTB, UMEIOLLUX NPUNMUCAHHbIE 3HAYEHUA B OPANHANBbHOW N HOMMU-

HanNbHOW LLKanax, AOMMKHO NOMHOCTBIO COOTBETCTBOBATL, HACTONBKO, HACKOMNMBKO 3TO BO3MOXHO, TPEDOBAHNSAM K KOHTPOIb-
HbIM Marepuanam anst BeNnWYuH, NpuBeaeHHbIM B HACTOSAWEM craHaapTe. VckniodveHns KacarTcs TEPMUHONMOMMHeCKUX
N3MEHEHUWN:

- BENUYMHbI HA CBOUCTBO, a TaKKe B KOMIMIMEKCHbIX TEPMUNHAX;

- U3MEPEHNE HA N3YYEHNE, a TaKXKe B KOMMIIEKCHbLIX TEPMUHAX, & TAKXKE TEXHUYECKNX U3MEHEHNN;

- NCNONb30BaAHUA 3HAYEHUWN, TAKUX, KaK OonncaHHble B B.Z2 unun B.3;

- UMEKLWMX HEOMNPEOENEHHOCTb N3YHEHUSA, BbIPAXXEHHYIO KaK YNCIIO HEMPaBUIbHO KNacCUUUNPOBaHHbLIX dopak-

Lnn,
- HEBO3MOXHOCTDb KaﬂM6pOBaTb HOMWHaJIbHYO LWWKally.

[TpumedyaHune— Ecnv NoHATUE «KKOHTPOIBbHbLIM MaTeEpUan» BOCMNPUHUMAETCH TONbKO Kak martepunanmniauns
3HaA4YEeHUN BENUYUH, TO MaTepuarnsl, UMerLWmne NpUnMcadHble 3Ha4YeHns CBOMCTB B HOMUWHAlNbHOW UMW OPpAVHANBbHOWM LLKA-

nax, Mmoryt ObiTb Ha3BaHbl «MaTepuanamm CpaBHEHUNY.
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[MpynoxeHve B
(cnpaBo4HoOe)

CneuunanbHble TpebOBaHUA K KOHTPONbHbLIM MaTepuanam (CbIBOPOTKaM)

B.1 TpeboBaHuA K cBeAeHUAM O NPUIrOTOBJIEHUN CbIBOPOTKW

[Tpy NnpoBeaeHUM Kak BHY TPUNabopaToOpHOro KOHTPOIS KA4EeCTBA, TAaK M BHELWHEW OLUEHKN Ka4eCTBaA KITMHNYECKNX Ia-
BopaTopHbIX UCCNEeA0BaAHUN Pa3NUYHOro BUaa, NPUMEHSIOT KOHTPOMNbHbIE CbIBOPOTKU. VX CBONCTBA B 3HAYUTENBbHOW Mepe
3aBUCAT OT YCNOBUN N3FOTOBITEHUS.

a) lNpoueaypbl 06pa3oBaHUA Nyna CbiIBOPOTKU (XapakTEPUCTUKA KOHTUHIEHTA AOHOPOB ChIBOPOTKU: MO, BO3PACT;
KOHUEHTpaUun aHannToB, MeToa).

6) HobaBku (KOHCEpPBaHTLI, CTABMNN3aTOPbI, NOHbI).

[TonHas OTKPLITOCTb B OTHOLLEHUN BCEX BydhepHbIX pacTBOpoOB U A0baBoOK obs3aTenbHa.

B) HobaBneHne depmMeHTOB, TOPMOHOB, NEKAPCTB, NTNNONPOTENHOB YENOBEYECKOIo, XXMBOTHOMO UINMN CUHTETUYECKO-
ro NPONCXoXxaeHus (MeTos, NCronb30OBaHHLIE MaTepUanbl, CONMbBEHTbLI, KOHUEHTPaUWUKW aHanuToB). BaXHo, YTODObI KOHLEH-
Tpauum aHanuToB ObiNN KIMMHUYECKU 3HAYMMbIMU, U €CINMY NPUBOASATCH LeneBble 3Ha4YeHUs!, JOMKHA ObiTb AaHa NOnHas
nHcopmauns 0 metToge onpeaeneHnss u ctatTucTn4eckom obpaboTke AaHHbIX.

r) GunbTpaumns (npoueaypa, NCrnofb3oBaHHblE MaTepuarnsbl, BMIMSHUS HA KOHUEHTPaUUM aHannToB).

) 3amopakmBaHme (CKOPOCTb M OKOHYaTenbHas TemMneparypa).

e) ANMUKBOTUPOBAHME UNn pacnpeaeneHne no gnakoHam (meto, odobem, Npoueaypsl, 3anevaTsiBaHUe).

X) Jlnodbmnmzaums (metoa, oobem).

3) XpaHeHWne n TPaHCnopT.

B.2 Cneundovkaumm no domanvyecknm xapakTepucTuKam
) pH.
) CtabunbHOCTL.

B) MyTHOCTBL/ abcopbuus Ha onpeaeneHHOn ANMMHE BOSTHBbI.

r) OcMonsipHOCTL/ BA3KOCTL/MIOTHOCTD.

) CtabunbHOCTb, OUEHEHHAsA NO YCKOPEHHOW Aerpagaunm.

e) MuHnmanbHoe MUKPOBHOE 3arps3HEHME.

X) OTcyTCcTBME AeHaTypaunmn pepmeHToB nnu 6enkoe.

3) Honyctumas mexdpnakoHHas Bapunauus ans Kaxagoro aHanura.

n) OnTtumanbHas ocrtaTtovHasi Boaa.

K) [pnemnemble XapakTepuUCTUKN BOCCTAHOBIEHUS (OTCYTCTBUE XNONLEB) U CTADUNBHOCTL NOCIE BOCCTAHOBIE-

o QO

HWH.

B.3 TpeboBaHuA K MaTepuanam and KOHTPONA BOCNPOU3IBOAMMOCTH

PekomMeHayloTCA MYyINbTUKOMMNOHEHTHBIE MaTepuarbl C KOHUEHTpauusamMmu, BNmM3knmm K noporam peLlueHni, rae Koad-
donuneHTbl Bapnaumm cpaBHMMbI C HAabnwgaeMmbiMU NPU nccnegoBaHusaX Npob nayneHTos.

a) CocrtaB

CnekTp BENUYnH B CbIBOPOTKE

MaTpuua (4enoBeveckas unm XUBOTHas)

[na HeKOTopbIX aHANUTOB (MMMYHOrNOBYNUHBI, MUNONPOTEUHbI, NMNONPOTENHBI BBICOKOW MNNOTHOCTU) Heobxoamnma
TONbKO YenoBeYeckasl maTpuua

OTCYyTCTBNE UHTEPMPEPEHTOB NO OTHOLWEHNIO K NCTMONBb3YEMbIM METOAAM

[Tpnemnemast MyTHOCTb (pedepeHTHble BenuyunHbl: NIST SRM 909)

pH 7,0—8,0

KopoTknn nepuop socctaHoBrneHns (< 30 Mun)

OTcyTCTBME MHADEKLMOHHOIO 3arpsA3HeHns (YenoBEYEeCKN MaTepuan gormkeH bbliTb NPOTECTUPOBAH HA BUPYChI -
natutoB A, B, C n BUY 1/11)

CBobogHbIn rmunuepurH < 0,5 mmone/n (matepuan anst KNMHUYECKON XMMUN)

Hukenb < 600 Hmonb/n (MaTtepran ans KNMHU4YeCKOU XUMUN)

Lntpat < 0,1 mmonb/n

OTcyTcTBME 40DABNEHHOIO MeTnonarta (a8 KOHTPONs UMMYHOUCCNEeA40BaHUA)

OcmonsainbHOCTL 270—300 MMONb/Kr, MHTEPBAaN OCMONANbHOCTU < 30 MMONb/KI

6) TOMOreHHOCTL

Hunakasa mexdnakoHHas sapnaums (CV < 0,5 %) (ans HEKOTOPbLIX aHanMToB TPeboBaHnA MOryT ObIThb Bonee XeCcTKn-
MK, Hanpumep, ans Hatpus < 0,2 %)
Hunakoe cogepxaHmne Boabl (ocTaTouHas BNaXHoCcTb = 1 %)
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B) CTaOMNbHOCTL

NnutenbHas ctabunbHocTb Npu 2—8 °C: > 2 net
[Tpnemnemas ctabnnbHOCTb NOCNE BOCCTAHOBNEHUSA (= 8 Y)
Huzkas 6akTepyanbHas 3arpsisHeHHoCTb (< 10000 koe/n)

[HobaBkn AOMKHbI ObITh YKa3aHbl N3FOTOBUTENEM UMW KOHOUAEHUMANbHO COODLLEHBI UM OPraHn3aTopy KOHTPOIS
KavyecTBa

r) To4yHan MHCTPYKUNA NO BOCCTAHOBITIeHWIO, UCNONBb30BaAHNIO U XPadHEeHWUIO MaTepunasnoas, paspa60TaHHaﬂ N3-
roToBnTEIEM

B.4 TpeboBaHuA K MaTepuanam gnd KOHTPONA NPaBUNbLHOCTMH

CBoWCTBA AOMKHbI ObIThb MO BO3MOXHOCTU BNUXE K CBEXEN YENMOBEYECKOW CbIBOPOTKE C KOHUEHTPaLUAMN aHaNuTOB
B HOpManbHOW 1 natonormveckon obnactn. OTHOWEHWE pe3ynbTaTtoB NPU UCCNEeaoBaHNN KOHTPOMNBHOIO Marepuana py-

TUHHBIM MeToA0OM/ peepPEeHTHBIM METOAOM AOIMKHO ObiTb CPABHMMO C OTHOLWEHMEM Pe3ynbTaTOB NPU NCCNEeA0BAHUN 3TU-
MU MeTogamMun nNpod nauneHToB

Ceexxasi unm 3aMmopoXXeHHas!, Npo3padyHas, HEreMonn3npoBaHHas!, HaTyparnbHas YenoBevYeckasi CbIBOPOTKA C 400 aB-

NEHNEM aHaANUTOB, NAEHTUYHbIX C HATypanbHbIMKM aHanuTamu. LleneBble 3Ha4veHns no BO3MOXHOCTU AOMKHbI ObITh onpe-
neneHsl abConoTHbIMU METOAAMM.

NnodunmnanpoBaHHbie NPooOLI

a) Cocras

OxBaTbIBaeT yYKa3aHHY0 rpynny aHanunToB
LenoBeveckas marpuua

OTCYTCTBME XPOMOIrEHHbIX BELWECTB, MHTEPEPUNPYIOLLUX C NCMNOSb3YEMbIMWN METOA4AMMU
OTCcyTCTBME XPOMOIreHHbIX MHTEPdEePEHTOR A4NsA KONMOPUMETPUHECKUX METOOAOB
[muuepuH < 0,5 mmone/n (matepuans! 4N KNMHUYECKOU XUMUN)

Hukenb < 600 HMonb/n (Marepuansl 4nst KMMHUYECKON XUMUN)

A3oT ammmaka < 120 mmonbe/n (HemeaneHHo Nocne BOCCTAHOBNEHUS)

lupunpgokcane dhocpat < 100 mmonb/n

HntpaTt < 0,1 mmonb/n

"pnemnemasi MyTHOCTb (pedeperHTHas BenudvmnHa: NIST SRM 909)

OcmonsinbHOCTb 270—300 mOcMonb/Kr; MHTepBan ocMmonsAanbHocT < 30 mMOCMONb/Kr
pH 7,2 — 7,8 (HeMegneHHO nocrne BOCCTAHOBIIEHUS)

KopoTkoe Bpems BoccTaHoBNeHUs (< 30 muH)

OTtcyTcTBUE MHPUUMPOBAHHOCTU (YenoBeYvYeckne martepuansl gonkHoel 6beiTe TectpoBanbl Ha HAV, HBV, HCV,
HIV 1/11)
BsskocTb 6GnmM3ka K CBOMCTBAM CBEXEWN YenoBeveckon cbiBOpoTKM (1,70—1,92 mlla npu 20 °C)
OtcytcTBne gobaBneHHoOro meprunonsita (marepuansl 4ns UMMyHOaHanm3a)
©) TOMOreHHOCTL
MuHumanbHas mexdnakoHHas sapnaums (CV< 0,5 %). (Inst HeKOTOpPbIX aHaANUTOB TPEbOBaHMS MOTYT DbITh XXECTHE,
Hanpumep, ansa HaTpus < 0,2%)
MuHumMmanbHoe cogepxaHne Boabl (ocTaTo4vHas BnaxHocTb = 1%)
B) CTaOMNbHOCTL
"puemnemas gonroBpeMeHHas ctabunbHocTb >12 mec
"pnemnemasi cTabnnbHOCTb NOCNE BOCCTAHOBNEHUS (= 4 4)
HeT peaktuBaummn hepmMeHTOB
OTCYTCTBME MHTEPMEPUPYIOLLNX NPOTEAS
Huakasn 6akTepmnanbHast obcemeHeHHOCTb (< 10000 koe/n)
HobaBkn gormKkHbl ObITb YKa3aHbl M3roTOBUTENEM (MNKN COOBLWLEHBLI UM NMOTPEDBUTENIO)

TOYHBbIE MHCTPYKLUN MO BOCCTAHOBNEHUIO, NCTMONBb3OBAHUIO N XPAHEHUIO MATEPUAnoB JOMKHbI ObiTh paspaboTaHsbl
N3rOTOBUTENEM

r) LleneBble 3Ha4YeHMA

3Ha4YeHus1, NonNy4YeHHble pedepeHTHbIM METOAOM UK N3DPaHHBIM METOAOM MNOCNE onpeaeneHns KOMMyTabernbHOC-
TV KOHTPOINbHOIO Martepuana

KommyTabenbHbIM KOHTPOIMbBHbLIM MaTepuan BeaeT cebsi BO BCEX BUAaxX UCCrnegoBaHnn, B TOM YUCNE U B UCCIEA0Ba-
HUAX pedPepeHTHbIMU MeTodamMKN, NOAOOHO HATUBHOW YENOBEYECKOW ChIBOPOTKE. Bapunaunsa pesynbratoB, NONYYEHHbIX
Npu UCcrneaoBaHNM KOHTPONBHONO MaTtepuana pasnuiibiMu MmetTogamm, nogobHa nnm HaxoauTcs B TOHHO onpeaeneHHOM
B3aMMOOTHOLWEHNN C pe3yrbTaraMmu, nonyvyaemMbsiMm Npm NCCNeaoBaHnsAX 3aTMMm MeTogamMmmn YernoBe4YeCKkon CbIBOPOTKN.

" koe — konoHneo6pasyowme eauHNLEI.
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