YTBEPKIAIO

IlepBbliii 3aMecTHTE/Ib FreHEPAILHOTO
JAHpeKTOpa-3aMecTHTe/Ib N0 Hay4Hoii paboTe
oIyl ¢sBHUHOTPH»

200
W WACKNg

O R 0%

PR
|

["ocynapcTBeHHas cucTeMa 00ecrieyeHus €MHCTBA U3MEPEHUI

Cyerunkn yacTun B xkuakocta HIAC

METOJAUKA TIOBEPKH

MII-640-013-20

p.n. Menneneeso
2020 r.



2

1.1 Hacrosmas MeToAHKa MOBEPKH paclpOCTpaHSETCS HA CYETYHKH YACTHI[ B KHIKO-
cti HIAC (nanee — cueTunku), u3roraBnuBaembie komnanueit Beckman Coulter Inc, CIIIA, u
yCTaHaBJIMBAET METO/Ibl H CPEJCTBA HX NEPBHYHOH U MePHOIHYECKOH MOBEPOK.

HurepBan Mexay nosepkamu — 1 roz.

1 OIIEPAIIMHU ITOBEPKH

1.1 Tlpu mpoBeaeHHHA NOBEPKH JOJDKHEI OBITH BHITIOTHEHBI ONEPallMH, YKa3aHHble B Tabmmie 1.
Tabmuua 1 — O6bem noBepku

Homep | Ilposedenue onepayuu npu

Haumenosanue onepayuii NYHKMA | nepeuyHou |nepuoouyeckou
Memoouxu |  nosepke nosepke
1 [ToaroToBka K MmoBepke 6.1 na Ja
2 BremHwuii ocMoTp 7 | na na
3 Omnpobopanue 12 na na
4 Unentudukanus nporpammuoro odbecneyenus (110) 73 na na
5 OmpezeneHne OTHOCHTENBHOM MOTPELIHOCTH H3Me- 74 i -
pEHHH CUETHOM KOHLEHTpPAIMK YaCTHI B XKHIKOCTH ’

1.2 He nomyckaercs poBe/ieHHe NIOBEPKH OTAEIbHBIX H3MEPUTENBHBIX KAHAIOB U (H/IH) OT-
JIETIBHBIX aBTOHOMHBIX OJIOKOB HJIM MEHBIIEro YKcJia BETHYMH HIIH Ha MCHBIIEM 4HCIIE Mo/ IMana-
30HOB H3MEPEHHIA.

2 CPEACTBA IIOBEPKH

2.1 Tlpu noBepke J0JIKHBI OBITH HCTIOMB30BAHEI CPE/ICTBA, YKa3aHHbIE B Tab/mIe 2.
Tabnuua 2 — CpeacTsa NOBEPKH

Homepa
nyHKmMa
Memoouxu
noeepKu

Haumenosanue u mun (ycnoénoe 0603Haverue) 0CHOBHO20 Wil 6CHOMO2AMENbHO20

cpedcmsa nosepku, 0603HaYeHUe HOPMAMUBHO20 OOKYMEHMA, peciameHmupyiouje-

20 mexnuyeckue mpeboeanus, u (Wiu) Mempono2uyeckue u OCHOBHbIE MeXHUYecKue
Xapakmepucmuxku cpeocmsa no6epKu

6.1,7.4

TocynapcTBeHHBIH pabouHii STaJOH €IMHHII pa3Mepa YacTHIl B JMala3oHe 3Ha4YeHHH
ot 0,01 .uo 1000 MKM, cYETHOM KOHIIEHTPALIMHA YacTHII B [Hana3oHe 3Ha4enuii ot 10 .ﬂO
10" v, MaccoBol KOHIIEHTpaluH B ManasoHe 3Hagenmit ot 0,01 zo 10000 MI/M,
per. Ne 3. IZZT.0224.2016

BcnoMmorarensHBIE CpeIcTBa

6.1

OnextpokopyHn — Oenbli cheprueckmit F400, F800 no

TY 3988-075-00224450-99

MapKH

Beckl naboparopusie snextponsie AC 2118, MakcamanbHas Harpy3ska 210 r, kiace
TOYHOCTH 2

Banna ynstpassykosas WUC-AO1H, gactora ymbTpassyka 28 k'l

MarautHas Memanka 85-1 Magnetic Stirrer,
2000 o6/MuH

CKOpPOCTE BpalllcHHA HE MCHEC

Macno AMI'-10 o 'OCT 6794-75

Boaa o 'OCT 17216-2001, knacc ynctoTsl He Hinke
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2.2 JlomyckaeTcs 3aMeHa CPeZCTB IMOBEPKH, YKa3aHHBIX B Tabmuie 2, APYTHMH CPEACTBAMH
NOBEPKH, 00ECneYHBAOUIMMH ONpEEICHHE METPOJOrHYECKHX XapaKTepUCTHK CYETYHKa C Tpe-
OyeMoii TOUHOCTBIO.

2.3 Bce cpezcrtBa noBepKd JODKHBI ObITH HCIIPABHBL, IPHMEHAEMBIEC IIPH NOBEPKE CPEZCTBA H3-
MEpEHHIH J0JDKHBI OBITh MOBEPEHbl H HMETh CBH/IETENIBCTBA O MOBEPKE C HEHCTEKIIMM CPOKOM JAEHCTBHA
Ha BpeMsI IIPOBE/ICHNUs IOBEPKH WM B JOKyMEHTallHH.

3 TPEBOBAHHS K KBAJIM®UKAIIMH IIOBEPUTEJIEN

3.1 K npoBeaeHHIO NOBEPKH JOMYCKAIOTCs JIMIA, HMEIOIHE BHICINEE HJIH CPEJHEE TEXHHYE-
cKoe oOpa3oBaHMe, aTTECTOBAHHEBIC B KAUeCTBE MOBEPHTES, BIAJCIONHE TEXHHKOH H3MEPEHHH Ma-
paMeTpoB a’po30lieii, B3Beceit W MOPOMKOOOPa3HBEIX MAaTepHAIOB, H3YYHBIIHE HACTOSLIYIO METO-
JIMKY TIOBEPKH H 3KCIUTyaTAMOHHYIO JOKYMEHTAIHIO Ha CYETYHK, NPOLIE/INIHE HHCTPYKTaX MO TeX-
HHKe 06€30MaCHOCTH.

4 TPEBOBAHHSA BE3OITIACHOCTH

4.1 Tlpu npoBefeHHH NMOBEPKH JODKHBI coOmoOaaThes npasuiia 0€30MacHOCTH, YKa3aHHBIE B
IKCIUTyaTallHOHHOH JOKYMEHTALMM Ha MOBEPAEMBIH CUETYHK H CPE/ICTBA IOBEPKH, a TAKXKEe NpaBH-
na Ge3omacHOCTH npH paboTe ¢ ANMEKTPOOOOPYA0BAHHEM, IUTAIOIIEMCS OT CETH IEPEMEHHOT0 TOKa
nanpsbkeHueM 0 1000 B.

5 YCJIOBUSA ITIOBEPKH
5.1 TloBepky mpOBOAMTH B CIEAYIOIHX YCIOBHAX:

—  TeMieparypa okpyxatome# cpesl, °C ot 20 no 30;
—  OTHOCHTE/bHAs BIAXKHOCTH OKPYXKarollero Bo3ayxa, %, He Gonee 80;
— arMocdepuoe naBnenue, klla ot 84 ot 106,7.

6 TIOAIOTOBKA K IIOBEPKE

6.1 TloaroToBka TeCTOBBIX Ipod

6.1.1 ToaroToBuTs cepHIo TecTOBBIX Mpob ¢ kKoHueHTpamuamu 10, 50, 90 % ot BepxHeii rpa-
HUIBI AMANAa30Ha H3MEPCHHiT Ha OCHOBE CMECH NOPOIIKOB 3/IEKTPOKOPYHAa 6enoro chepudeckoro
mapkn F400, F800 mo TY 3988-075-00224450-99, cmemansoro B nponopmusix 1:2 mo macce. B
KauecTBe KHAKOCTH ucnonbsyerca Macio AMI-10 mo TOCT 6794-75 s MoguduKaumi cHeTyH-
ko8B ROC-01, ROC-11, ROC-31, ROC-41, ROC-61, ROC-71, ROC-81, ROC-91, ROC-21,
ROC-51 u Boma mo 'OCT 17216-2001, knacc unctorsl He HEXe 0 118 MoaHHKAIMH CYETIMKOB
PODS +, 8011+. KoHueHTpai 0 KOHTPOIHPOBATh PaO0OYHM ITATIOHOM.

a) IepeMelaTh NOMy4eHHYIO CyCIIEH3HIO C IOMOIIBI0 MarHHTHON Memanky He MeHee 60 c;

6) MpOBECTH Jerasaluio MOJYYEeHHOH CYCIEH3HH C MOMOMIBIO YIbTPa3BYKOBOH BaHHBI B Te-
yeHue He MeHee 10 MuH.

7 TMNPOBEJIEHHME ITOBEPKH

7.1 Buemnmii ocMoTp

7.1.1 TIpoBepHTh KOMIUIEKTHOCTh CYETUHMKA COIVIACHO €ro 3KCIUTYaTallHOHHOH JOKyMEHTa-
nuy. B KOMIUIEKT OCTABKH CYETYHKOB J0JDKeH BXOMUTh muck ¢ [10 pis orobpakeHnus pesyibTa-
TOB U3MEPEHHUH.

7.1.2 TlpoBecTr BHEIIHHH OCMOTP CYETYMKA Ha ITPEAMET:

—  HAJIWYHS, TIOJTHOTHI M IEJIOCTHOCTH MapKHPOBKH;

—  OTCYTCTBHS IIOBpEX/IEHHI, KOTOPBIE MOTYT MOBIHATH HA PabOTy CYETHYHKA;

—  HCTIPaBHOCTH MPOGOOTOOPHEIX LITYIIEPOB, Pa3beMOB, Kabeiei, Ipo600TOOPHEIX TpyOOK;

—  OTCYTCTBHS BHAMMBIX 3arps3HeHHH Po6OOTOOPHBIX WITYLEPOB H TpyOOK.



7.1.3 CueT4yHK CYHTATh PUTOAHBIMH JUIS IPOBE/ICHHUS IOBEPKH, €CITH:

—  €ro KOMIUIEKTHOCTb JI0CTaTOYHa JUld NPOBE/ICHHUA MIOBEPKH;

— MAapKHpPOBKa YeTKas M BKJIIOYAeT J0CTATOYHO CBEACHMH /Ul HACHTH(QMKAUMH CYETYHKA
(Tun, moxuduKalys, 3aBOJCKOH HOMEp, roJl H3TOTOBJICHHs, CBEJICHUS 00 H3rOTOBHTENE) H Tpebo-
BaHHA K IEKTPONUTAHHIO;

—  OTCYTCTBYIOT BHAHMEIE IOBPEKICHHS H 3arpA3HEHHS;

— npobootGopHsIe ITyLepa  TPYOKH, pa3beMbl, kKabemu B HCIPaBHOCTH.

B npoTHBHOM ciydae cUETHHK K JalbHeHeH noBepke He J0MyCKaeTcs, pe3y/bTaThl OBEPKH
CUHTATh OTPHLATEILHEIMH.

7.2 OnpobGoBanue

7.2.1 OnpoGoBanne cyeTYHKa 3aKJIIOHaeTcs B INPOBEPKEe HOPMATHLHOIO (PyHKIHOHHPOBaHHS
BCEX YacTel CueTYMKa H CIIOCOOHOCTH MPOBOJHTH H3MEPEHHS CUETHOH KOHIIEHTPAlWH YacTHIl B
COOTBETCTBYIOIIEH XKUAKOCTH. [l 3TOro CYETHHK ClIeAyeT BKIIOYHTD U NOACOEIHHHUTE K KOMIIBIO-
Tepy ¢ npeaycranorieHHsM 10 s oroOpakeHus pe3ynbTaToB H3MEpPEeHHH (IIPH OTCYTCTBHH C00-
CTBEHHOTO JHCILIE).

7.2.2 TlpoBecTH cueTynKOM MpoOHOE H3MEPEHHE COTJIACHO PYKOBOJCTBY IO 3KCIUTyaTalldH C
PUMEHEHHEM TeCTOBO# MpoOkl, MOATOTOBICHHOH paHee B COOTBETCTBHH ¢ II. 6.1.

7.2.3 Pe3ynbrathl onpoOoBaHHS CYMTATH MOJIOKHTEIbHBIMH, €CIIH CYETYHK OCYILECTBIIAET
otbop u u3MepeHue npolkl, MpeACTaBICHHE Pe3y/IbTaTOB H3MEPEHHI B YCTAaHOBIEHHBIX opmMarax,
coobmenns 0 c60sX u omMOKax OTCYTCTBYIOT. B MpOTHBHOM ciTydae pe3y/IbTaThl IOBEPKH CYHTATh
OTpHIATETbHEIMH.

7.3 Upentuduxanus 10

7.3.1  TlpoBepHTs clieayrONIHe 3asBICHHBIE HAeHTH(HKaHOHHbIE NaHHbIe [10:

—  nHauMmeHoBaHue [10;

—  HoMep BepcuH (uaeHTH(UKanHOHHBET HoMep) [10.

7.3.2  IlpoBepky mpoBoAMTH caudeHHeM AaHHBIX 0 [1O B 3KcmuTyaTallHOHHON JOKYMEHTa-
M ¥ B COOTBETCTBYIOIIEM IPOrPAMMHOM MEHIO CHETYHKOB.

7.3.3 Pesynsratel uaentuduxanun [10 cyuTaTh NONOKHUTETFHBIMHE, €C/IH HACHTHHKAIH-
OHHOE HauMeHOBaHHe U Bepcus [10 cOOTBETCTBYIOT yKa3aHHBIM B Tabmuue 3.

7.3.3 B npoTHBHOM cily4ae CHETYHKH K JalbHEHIeMYy MPOBEJICHHIO NMOBEPKH HE JOIyC-
KalOTCS M Pe3y/IbTATHI IOBEPKH CUMTATh OTPHUIATEIBHBIMH.

Tabmuua 3 — Unentudukanmonnsie nanusie [10 (Bectpoennoe [10)

3HaveHHe g MoaUUKanHH
ROC-01, ROC-11,

UeHTH)HKAIMOHHEIE JaHHEIE (TPH3HAKH) ROC-31, ROC-41,
PODS + 8011+ ROC-61, ROC-71,
ROC-81, ROC-91,
ROC-21, ROC-51

Unentndukanuonnoe naumenosanue [10 Pods Plus 8011+ ROC CONFIG

Homep BepcHH (MIEHTHQHKAIMOHHBIA HO- HE HHXe HE HHXe
mep) [10 V1.0 V7.0.2848.7

He Huxke V1.2




7.4 OnpenesieHHe OTHOCHTEIbLHONH NMOrPeMHOCTH H3MepeHHH CYeTHOH KOHUIEHTPALHH
YACTHIL B JKH/IKOCTH

7.4.1 [ToaroToBUTH CYETYHK K pabOTe B COOTBETCTBHH C PYKOBOJCTBOM I10 IKCILTyaTallHH
U IIPOBECTH He MeHee 3 u3MepeHHi cueTHOH KoHneHTpanuH (Cy) 9acTui B mpobax, MoAroToBjeH-
HBIX paHee B COOTBETCTBHH C I1. 6.1. Pe3ynbTarsl 3aHECTH B IPOTOKOJ ITOBEPKH.
7.4.2 llpu o6paboTke pe3ynbTaTOB H3MEPEHHIA:
a) BLIYHCIIATH cpe/iHee apudMeTHyeckoe 3uauenue (C,,) pe3y/IbTaToB H3MEPEHHH CYeTIHKA
no gopmyne (6):
n
Co= B0 ©
rie n — KOIMYECTBO H3MEPEHHU, IPOBEAECHHBIX CYETYHKOM JUIA JaHHOH IpoOkI;
6) BRMHCIIHTE cpeaHee apuMeTHueckoe 3nadenne (C,,) pe3yIbTaToB H3MEPEHHUIT ITAIOHA 110
dopmyne (7):
£ o= E?:; Cari (7
T n ’
B) BEIUMC/IMTh 3HAYEHHE OTHOCHTEIbHOM MOTPEIIHOCTH H3MEPEHHH CYETHOH KOHIICHTPALHH
qacTul 1o popmyne (8):

B B

§= ——-100% . @®

Cor
7.4.3  Pe3yibTarhl HOBEPKH CYATATH NOJIOKHUTEIBHBIMHE, €C/IH PACCYMTAHHBIC 3HAYCHHUA OT-

HOCHTE/IbHOM NMOTPEINHOCTH M3MEPEHHH CYETHOH KOHIIEHTPAIHK YacTHII HaXOJATCA B pe/ieax

125 %. B npoTHBHOM ciTydae pe3yibTaThl [IOBEPKH CYHTATh OTPHLATEIIBHBIMH.

8 O®OPMJIEHHE PE3YJIbTATOB IOBEPKH

8.1 PesynsTarhl NOBepKH OOPMHTH IIPOTOKOJIOM IIPOM3BOILHON (HOPMBL.

8.2 Pe3synbTaThl NOBEPKH CPEACTB M3MEPEHHH NOATBEPXKIAIOTCSA CBEICHHSAMH O pe3ylIbTa-
Tax MOBEPKH CPEJICTB M3MepeHHil, BKOYeHHbIMH B DelepanbHbiii MHGOpMAUMOHHBIA (OHI MO
obecredeHHI0 eMHCTBa H3MepeHnil. [10 3asBlIeHHMIO BiIajenblia CPEICTBA H3MEPEHHH WIIH JIMLA,
IIPE/ICTABMBIIETO €ro Ha MOBEPKY, HA CPEACTBO H3MEPEHHI HAHOCHTCS 3HAK MOBEPKH, M (WJIH) BbI-
JlaeTcs CBHJETENBCTBO O MOBEPKE CPECTBA H3MEPEHHIA, M (W) B macnopt (popmynsp) cpeacTsa
H3MEPEHHH BHOCHTCS 3allUCh O MPOBEIECHHON NOBEPKE, 3aBepsAeMas NOANHCHIO IOBEPUTEIIA H 3HA-
KOM TIOBEPKH, C YKa3aHHEM JaThl IOBEPKH, HJIH BbIJIAETCS M3BEIICHHE O HENPHIOIHOCTH K IMPHME-
HEHHIO CPEe/ICTBa H3MEPEHHH.
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