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Mpepgucnosune

Llenn, 0CHOBHblE MPUHLWMLI 1 OCHOBHOW MOPAAOK NpoBefeHns paboT No MeXrocyJapCTBEHHON CTaH-
naptusaumm yctaHosneHsl B FOCT 1.0—2015 «MexrocygapcTseHHas cuctema craHgaptusaunm. OCHOBHble
nonoxexus» n NOCT 1.2—2015 «MexrocygapcTBeHHas cucteMa craHgaptusaumm. CtaHgapTbl MeXrocy-
JapcTBeHHble. NpaBuia U pekoMeHaunm No MexrocyAapcTBeHHoN ctaHgapTusaunmn. MNMpasuna paspaboTku,
NPUHATUSA, OOHOBMIEHNS Y OTMEHbI»

CeefleHusi o cTaHgapTe

1 PABPABOTAH ®epepasnbHbiM rocyAapCTBEHHbIM YHUTApPHbIM Mpeanpustuem «Bcepoccuiickuii Ha-
YUYHO-1UCCNef0BaTeNbCKU MHCTUTYT MeTponorum um. A.U. Mengeneesa» (®ryrn «BHUUM um. O.U. MeHge-
neesa»)

2 BHECEH ®epfepasibHbIM areHTCTBOM M0 TEXHUYECKOMY PerysimpoBaHunio U MeTponornu. TexHnyeckum
KoMUTETOM Mo cTaHgapTusaummn TK 206 «3TasioHbl U NOBepoUHble cxeMbl», MK 206.5 «3TanoHbl 1 NOBEPOY-
Hble CXeMbl B 06/1aCTV n3MepeHnsa U3NKO-XMMUYECKOro CoCTaBa W CBOWCTB BeLLeCTB»

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHjapTv3auuv, MeTposiorMm un ceptudmrkaymmn
(npoTtokon ot 28 asrycta 2013 r. Ne 58-11)

3a npuHATKe nporosocosany.

Kparkoe HavimMeHoBaH1e CTpaHbl Kop ctpaHbl o CokpallieHHoe HarMeHOBaHMe HauWOHa/IbHOTO
no MK(MCO 3166) 004-97 MK(NCO 31e6) 004-97 opraHa o craHgapTmsaumm

ApmeHus AM MuHakoHOMVKM Pecny6ankn Apmerus

Benapycb BY lFocctanpgapt Pecny6nukn Benapycb

Kuprususa KG KblpreidctaHgapt

Mongosa MD Mongosa-CraHgapTt

Poccus RU Pocctangapt

TafxukmcTaH TJ TapxukctaHgapT

Y36ekucrtaH Uz Y3ctaHgapT

YkpaviHa UA MWH3KOHOMPA3BUTUA YKPauHbI

4 Tpukaszom defepasibHOr0 areHTCTBa N0 TEXHUYECKOMY PEryiMpoBaHuio U METPOsIorMM oT 22 Hos6ps
2013 r. Ne 1750-cT MexrocygapcTBeHHblli ctaHgapT FOCT 8.627—2013 BBefeH B AeiiCTBME B KauecTBe Ha-
LUMoHanbHOro ctaHgapta Poccuiickoii degepaummn ¢ 1asrycta 2015 T.

5 BBEJEH BIMNEPBbLIE

6 NMEPEV3OAHWE. ®espanb 2019 1.

MHdopmaumsa 06 n3MeHeHUsIX K HacTosWeMy cTaHgapTy nyb6nnkyeTcsa B exerogqHom mHdopmaym-
OHHOM yKa3aTene «HauuoHanbHble CTaHA4apTbi». @ TEKCT M3MEHEHU 1 NONpaBOK — B €XEMeCSYHOM
NHdOopMaUMOHHOM yKa3aTene «HaunoHanbHble cTaHgapThl». B cnyvyaenepecmoTpa (3aMeHbl) WIMOTMEHbI
HacToslWero craHjapTa COOTBeTCTBYylOLU,ee YyBejoMm/eHWe 6yfeT onyb/iMKOBaHO B eXeMeCAYHOM
MHOpPMaLNOHHOM yKa3aTene «HauuoHanbHble cTaHfapTbl». CooTBeTCTBYylOW Asa WHPOpMaLus,
yBeflOM/IeHNe N TeKCTbl pasMellalnTca Takxe B WHPOPMAaLMOHHOW cucTeme 06 ero nosb3oBaHns —
Ha ochuymanbHoM caiiTe degepanbHOro areHTCTBA MO TBXHUUYBEKLW Y PErynnpoBaHuio U MeTposorum B
ceTn MHTepHeT (mvw.gost.ru)

© CtaHpapTuHcopm. ochopmnenme. 2015. 2019

B Poccwiickoii ®eaepauun HaCTOAWMIA CTaHAApPT HE MOXET GbiTb MOMHOCTbIO
WK 4acTUYHO BOCMPOW3BELEH, TUPAXMPOBAH M PacnpocTpaHeH B kayecTBe ogu-
uManbHOro usgaHns 6e3 paspelleHus deaepasbHOrO areHTCTBa No TeXHUYECKOMY
perynvMpoBaHuio U MeTposioru
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M E X T OCUY A APCTUBETHH®bB W CTAHAOAPT

[ocypapcTBeHHasa cuctema obecneyeHus eAuHCTBa MSMEpEHVIVI

N3OENNA MEONUNHCKUE ANATHOCTUNYECKME IN VITRO,
MPEAHA3HAUYEHHBIE 1A N3MEPEHUA BENVYNH B BUOIOTMYECKNX MPOBAX

YacTtb 1
AHANN3ATOPbLI TEMATONTIOMMYECKUNE
MeToguka noBepku

State system for ensuring the iniformity of measurements. In vitro diagnostics medicine test systems
for measurement of quantities in biological samples. Part 1. Haematology analysers. Verification procedure

[ata eBefeHna — 2015—08—01

1 O6nacTb NpMMEHEHNUS

Hactoswwit ctaHgapT pacnpocTpaHseTcs Ha nabopaTopHble rematosiornyeckne aHaamsaTopbl, B TOM
yncne 3akpbITOro Tuna (Aanee — aHanu3aTopbl), NpegHasHavYeHHble 419 U3MEPEHUSI CHETHON KOHLLeHTpaLmu
3PUTPOLMTOB U NEWKOLMTOB KOHAYKTOMETPUYECKMM METOLO0M, @ Takke MacCOoBOI KOHLEeHTpauuy reMornoom-
Ha crnekTpohoTOMETPUYECKMM METOAOM B KPOBW, C NpeAenamu [onyckaemoli OTHOCUTE IbHOM MOrpeLHocTy
+ 15 % 1 60nee Npu N3MEPEHNAX CHETHOIN KOHLEHTPaLu 3puTpoLmMTOB U nelikounToB 1 + 10 % 1 6onee npw
N3MepeHNsiXx MacCcoBOW KOHLEHTpaLumMn reMornobrHa, n yctaHaBnimBaeT MeTOAMKY NEepBUYHON U nepuognye-
CKOW MOBEPOK.

ViHTepBan mexay nosepkamu yCTaHOBMEH Mpu yTBepXAeHUU Tuna aHannsatoposlK

2 HopmaTuBHbIE CCbIJIKMK

B HacTosem ctaHaapTe UCNOb30BaHbl HOPMATUBHBIE CCbINIKM Ha CMeAyioLiMe MeXrocyAapCTBeHHbIe
CTaHAapThbl:

FOCT 1770—74 (MCO 1042—83, NCO 4788—80) Nocyna mepHas nabopaTopHas cTeknsaHHasA. LinnnHg-
pbl. MEH3YpKW, KONbbl, Npobupkn. O6LLMe TEXHUYECKUE YCNOBUSA

FOCT 6709—72 Boga gUCTUNIMpoBaHHasA. TexHuyecke ycnoBus

FOCT 28311—89 [lo3aTtopbl MeanunHckme nabopaTtopHbie. O6LIME TEXHUYECKNEe TPpeOOBaHNSA N MeTo-
[bl NCNbITaHUIA

FOCT 28498—90 TepmMOMETpPbI XUAKOCTHbIE CTEKNSIHHbIE. O6LLMEe TEXHUYECKUE TpeboBaHUs

NMpumeyaHne — Tpu NONb30BAHUM HACTOSILLUM CTAHAAPTOM Lieniecoo6pasHo NPOBEPUTL LeiCTBUE CCbIIOY-
HbIX CTaHAAPTOB B MH(OPMaLMOHHOI cucTemMe 06LLEro Nob30BaHUs — Ha odnunanbHOM calire ®efepasibHOro areHT-
CTBa N0 TEXHUYECKOMY PEry/impoBaHuio v METPONOrun B ceT IHTEPHET MU NO eXerogHoOMy MH(OPMaLMOHHOMY yKa3a-
Ten «HaunoHanbHble CTaHAAPTbI», KOTOPbI ONY6MKOBAH NO COCTOSHUIO Ha 1 sHBaps TekyLiero roga, 1 no Bbinyckam
eXeMeCAUYHOro MH(hOPMaLMOHHOTIO yKkasaTens «HaunoHanbHble CTaHAaPTbI» 3a TeKyLwWwuii rog. ECn cChlNoYHbIA cTaHaapT
3aMeHeH (M3MEeHEeH), TO NPW NO/Ib30BaHWN HACTOSALWMUM CTaHAAPTOM CnejyeT pyKOBOACTBOBATHCA 3aMEHSAOWNM (M3MEHeH-
HbIM) CTaHAAPTOM. EC/M CCbINIOYHBIN CTaHAapPT OTMEHEH 6e3 3aMeHbl, TO NOJIOKEHUE, B KOTOPOM fAaHa CCblfika Ha HEero,
NPUMEHSETCS B HACTW, He 3aTparvnBatoLLeil 3Ty CCbisky.

B Poccwiickoii ®eaepaumn nHTEpPBaN MexAy NoBepKaMy aHanu3aTopoB ykasaH B CBUAETENbCTBE 06 YTBEpXAe-
HUM TUNa CPeACTB U3MepPEHMii.

M3paHve oguynansHoe
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3 Onepaunn noBepkun

31 Mpn npoBeAeHNV NEPBUYHON M MEPUOAMYECKO MOBEPOK BLIMOMHAIT onepauun, ykasaHHble B
Tabnuue 1

Ta6nunuya 1— Onepaunv NOBeEPKU

HavimeHoBaHve onepauun Homep nyHKTa METOAWKMN Monepku
1 BHewHwWiA ocmMoTp 8.1
2 Onpo6oBaHue 8.2
3 MopaTBepxaeHne cootsetcTeus MO* 8.3
4 OnpepfeneHve MeTposIorMYecKUx XxapakTepucTumk 8.4

* Onepauuio BbIMOMHAIOT B TOM C/ly4yas, €C/IN B HOPMATUBHbIX NPAaBOBbIX akTax CTpaHbl yCTaHOB/EHbI Tpe6OBaHVIF|
no ee BbINO/THEHUIO.

3.2 Ecnu npv npoBefeHVI Toli MU HOI onepaLyy NoBepKM NoMlyYeH OTpULATeNbHbIA pesynbTar, fab-
Helillyto NoBepKy MpekpaLiatoT.

4 Cpepactsa NoBepku
4.1 Tpwv npoBefeHVM NOBEPKN MPUMEHSIOT CPeAcTBa, ykasaHHble B Tabnuue 2.

Tab6nunya 2 — CpeacTtsa NoBepku

HanmeHoBaHue 1 TV OCHOBHOIO WK BCIOMOTaTe/IbHOro CPeACcTBa MoBEPKY; 0603Ha4eHne HOPMaTNBHOIO

Homep nyHkTa
CTaHIanTa [IOKyMeHTa, pernameHTUpYIOLLIE0 TeXHUYEeCKe TpebGoBaHWA 1 (UK) MEeTposIornyeckie xapaktepuctvku (MX)
Aap 1 OCHOBHbIE TEXHNYECKWE XapaKTepUCTVKWA CPeacTBa MoBEepKM
BapomeTp-aHepoug M-67 N0 HOpPMATUBHbLIM [OKYMeHTaM rocyAapcTs, MPUHSABLUNX HACTOSALLMIA
ctaHgaptl. LleHa genexusa: 1 Mm pr. CT.
McmxpomeTp acnupaymoHHblii M-34-M N0 HOpMaTUBHbLIM JOKYMeHTam rocyAapcTs, MPUHABLLUX Ha-
cTosIWMIA cTaHgapT2\amana3oHoM u3amepeHuii ot 10 % ao 100 %.
TepmomeTp nabopatopHblilt T/14 no TOCT 28498 ananaszoHom nsmepenmii ot 0 “C go 50 "C. LleHa
fenenuns: 0.1 "C.
7.8

CTtaHfapTHble o6pasubl cocTaBa (DOPMEHHbIX 3/IEMEHTOB KPOBU «[€MaToforniyeckuii KOHTPOsib»:

[CO 9624—2010*.
MeTposnornyeckme xapakTepucTuki npusegeHbl B Tabnuue A. 1 npunoxeHus A

[LosaTopbl MmeanumHckne nabopaTopHble no FTOCT 28311
Mocypa mepHasa nabopatopHas cTeknsHHas no FOCT 1770
AunctunnuposaHHas Boga no FOCT 6709

* YKasaHbl YyTBEPXKAEHHbIE TUMbI CTAHAAPTHLIX 06pPa3L 0B, 3apErncTpUpPoBaHHble B FOCYAapCTBEHHOM peecTpe yT-
BEepPXEHHbIX TUNOB CTaHAAPTHLIX 06pa3LoB Poccuiickoil degepaunu.

4.2 CoOTHOLLEHVe NpeaesioB A0NyCcKkaeMblX OTHOCUTENbHbIX UK abCOMOTHLIX NMOrpeLIHOCTeRn cpeacTs
NOBEPKM ¥ MOBEPSEMbIX aHaNN3aTOPOB JO/KHO 6bITh He 6onee 1:2.

4.3 [lonyckaeTcs NMpyMeHeHve ApYrnx CPeAcTB, He NMPUBELEHHbIX B Tabnuue 2. MeTPosornyeckne xa-
pPaKkTepUCTUK KOTOPbIX HE XYXe yKa3aHHbIX B Tabnuue 2.

B Poccuiickoit ®egepauun — no TY 2504-1797—75 «bapomeTp-aHepouns KOHTPObHbIA M-67. TexHuyeckne
yCnoBus».
2) B Poccuiickoii ®epepauumn — no TY 52-07-F'PMN 405132.001—92 «lMNcuxpomeTpbl acnupaunoHHble. TexHu4ye-
CKMe yC/oBUSI».

2
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4.4 Bce cpefcTBa M3MepeHuii AOMKHbI MEeTb AeCTBYOWME CBUAETeNbCTBA O NOBEPKE, CTaHAAPTHbIE
o6pasubl — AeiicTBylOLWME nacnopTa.
5 TpeboBaHua 6e3onacHoOCTK

Mpu npoBegeHun noBepku cobnogatoT Tpe6oBaHUa Ge3onacHoCcTH, cofepXallnecs B pyKOBOACTBE MO
3Kcnyatauumn Ha nosepsiemMble aHa/IM3aTopbl U CPeACTBa NOBEPKN.

Mpu pa6oTe ¢ KOHTPOJIbHLIMM 1 MOBEPOUHLIMU PACTBOPaMK, a Takke Npu UxX yTuansauuu ciegyet npu-
MeHSATb UHAMBUAYA/bHbIE CPEACTBA 3aLLUThl COTMTACHO COOTBETCTBYHOLLMM MHCTPYKLMSIM MO NPUMEHEHHIO.

6 Ycnosusa noBepku

Mpw npoBeaeHnn NoBepkn COﬁJ'II-O,EI,aiOT cnegywuine ycnoBus:

- Temnepartypa OKPYXKAKLLETO BOSLYXA ....ccevuurerrereririeereersariesiesesresenneesennessreessneas (20 £5) X ;
- AnanasoH OTHOCUTE/IbHOW BNAXHOCTU OKPYXKAKOLLETO BO3AYXA .ccvvrrerreeneereenenss 30 % — 80 %;
- ATMOCHIEPHOE [ABITEHUE ... ettt ittt ettt sttt et ste ettt sre e e naeeneeenees (101,3 +4,0) kMa.

7 TloaroToBKa K NnoBepke

Mepef NpoBefeHEM MOBEPKU AOMKHbI GbITh BbINOJHEHbI ClieAyloLIMe NOATOTOBUTE bHbIE PaGoThI:

- NPOBEPSIIOT HA/IMUME 1 CPOK TOAHOCTU PEakTUBOB U MaTepUasIoB:

- NPWUroTaB/MBAIOT KOHTPOJIbHBIE MaTepuasibl U KanMGpaTophbl, BXOAALLME B KOMMIEKT NOCTABKW aHa/un-
3aTopa. B COOTBETCTBUM C MHCTPYKLMSIMUA HA MX MPUMEHEHNE!

- NoAroTaBnMBatoT NPOGbI CTAHAAPTHLIX 06PA3LL0B COCTaBa (DOPMEHHbIX 3/IEMEHTOB KPOBU «eMaTosio-
TMYECKUii KOHTPO/b» (<HOPMa», «MaToOrMs») COrMTacHO MHCTPYKLMM B HEOGX0AMMOM 06bemMe ANsi onpesene-
HUS1 CYETHOI KOHLLeHTpaLun 3puTPOLUTOB U NIEKOLMTOB Y MaccoBOM KOHLEHTpaLMK remMornobuHa;

- CpefcTBa NOBEPKM 1 MOBepsieMblii aHa/sM3aTop roToBsT kK paboTe B COOTBETCTBUM C TPeGOBaHUSAMM
3KCNNyaTalUMOHHOW JOKYMEHTaUMU Ha HUX. B TOM 4uc/ie NPOBOASAT NPOBEPKY U PErysIMPOBKY MOBEPSiEMbIX
aHan“3aTopoB, NPeAyCMOTPEHHbIX B KauecTBe Mep WX MpouUIaKTUYECKoro 06CIYXMBAaHUS C MOMOLLbIO
KOHTPOJIbHBIX MATEPUA/IOB U KaNIMGPaTOPOB, BXOASLLMX B KOMM/IEKT MOCTABKM:

- CpeAcTBa NOBEPKM U NOBepsieMblii aHaM3aTop BKIYAT L0 Hayasna U3MEPEHWIA 3a BpeMsi, HE06X0-
AMMOe ANsi UX NPOrpeBa 1 ykasaHHOEe B PYKOBOZACTBE MO 3KCNyaTalunn, Ho He MeHee YeM 3a 30 MUH.

8 lNpoBeneHne NoBepku

8.1 BHeLWwHWn ocmoTp

8.1.1 lpu BHelHeM OCMOTPe AO0/MKHO OblTb YCTAHOB/IEHO COOTBETCTBME MOBEPAEMOro aHanusaTopa
cnepylowmm TpeboBaHUaM:

- aHanusaTtop Ao/HKeH ObiTb MpeAcTaBieH Ha NOBEPKY C nacnopTom (hopmMynsipom) 1 pyKoBOACTBOM MO
aKcnayaTauum, a Takke co CBUAETeNbCTBOM O Npeablaylueii noBepke:

- KOMM/IEKTHOCTb aHanM3aTopa A0/HKHa COOTBETCTBOBAaTb TpeboBaHNAM nacnopTa npu nepruoanyeckoit
noBepke, NP1 NEPBUYHON MOBEPKE MOC/ie PEMOHTA [0NYyCKaeTCs HECOOTBETCTBME MO 3anacHbIM YacTAaM.

8.1.2 AHanusatop He JO/KEH UMETb CreAyLW X BHELUHUX AeeKTOB:

- HeMcnpaBHOCTW OpraHoB YNpas/ieHWs, pa3bemoB, 3aXUMOB, K/EeMM, LWTYLEepoB, cCoeAnHUTESIbHbIX
npoBOAOB.kabeneli.Tpy6b0npoBoOAOB;

- 3arpsisHeHHoCTU Lmudep6naToB n UM poBbIX Tabno;

- HeYyeTKOCTV HaAnucein n MapkMpoBOK;

- NOBPEXAEHMA KOpnyca W BbIXOAALWMNX HAPYXY KOHCTPYKTUBHBIX 3/1IEMEHTOB.

8.1.3 Mpu HecooTBeTCTBUM TpeboBaHusam 8.1.1 unm 8.1.2 aHanu3aTop K AanbHelileli NoBepke He A0-
nycKatoT.

8.2 Onpo6oBaHue

8.2.1 Tlpu onpo6oBaHNM aHanM3aTopa A0/MKHbI ObiTb NPOBEPEHbI:
- BO3MOXHOCTb YCTAHOBKW OPraHOB YNpaBfiEHUs U HACTPOIKMN B NtO6OM U3 NpPeayCMOTPEHHbIX MOso-
XEHWIA:
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- NCNpPaBHOCTb yCTpOI7ICTB CUrHanmsauuun BKMKOYEHNA aHan3aTopa B CETb NMUTaHUA,

- TeXHUYEeCKoe COCTOsIHWEe aHa/nm3aTopa no ApyrMM napameTpam B COOTBETCTBUM C PYKOBOACTBOM MO
aKcnayaTaLmum Ha Hero.

8.2.2 CornacHo pykoBOACTBY MO 3KCMayaTauumy BKAIOYUTL NUTaHWe aHanusaTopa v BbINOMHUTL npoLe-
4ypy 3anycka. AHanusartop fonyckaeTcs K AasibHelilleMy npoBejeHnto paboT, ecnu npucyTcTeyeT cooblue-
HWe 0 rOTOBHOCTW aHasmsaropa k paboTe.

8.2.3 lpoBepka paboTOCNOCOOGHOCTM aHanu3aTopa no KOHTPOJIbHLIM MaTepuanam.

B cOOTBETCTBUM C PYKOBOACTBOM MO 3KCMyaTauuu 3anyckatT npouesypy U3MepeHuii KOHTPOJIbHbIX
mMaTepnasioB (PUPMbI-M3roTOBMUTENSA, BXOAALLMX B COCTaB KOMMIEKTaUMM aHanmnsaTopa. AHasim3aTop cunTaioT
paboTOCNOCO6HLIM, €C/M 3HAYEHUS NMOMYYEHHbIX Ha aHanm3aTope napaMeTpoB HAXOAATCS B rpaHuuax, yka-
3aHHbIX B NacnopTe KOHTPOJ/ILHOrO Matepuana.

8.3 MNoaTtBepXxaeHne cCOOTBETCTBUA NPOrpaMMHOro obecneveHus

8.3.1 lMoaTBepXAeHMEe COOTBETCTBMSA NMporpammMHoOro obecneuveHus (ganee — MO) aHanu3aTopos Npo-
BOAAT NyTeM NpoBepku cooTseTcTBUs MO aHanmsaTopoB Tomy MO aHanm3aTopoB, koTopoe 6bl1o 3aduKeu-
poBaHO (BHECEHO B GaHK AaHHbIX) NP YyTBEPXAEHUM TUNA aHanM3aTopos, U obecneyeHus sawutbl MO oT
HeCaHKLMOHNPOBAHHOIO J0CTYyNa BO M36eXaHWe UCKaXXEHWI pe3y/ibTaToB M3MepPeHuiil).

MpumeuyaHune — Tpe6oBaHus N MeToAbl NpoBepkM MO ycTaHOBNEHbI HOPMATMBHBIMU MPABOBLIMU aKTamu
CTpaHsbl.

8.3.2 [1na nposepkn cooTBeTCTBUA O BLINOMHAIOT C/efyoLme onepauun:

- NpOBOAAT BM3yanusaumio UAEHTUUKALUOHHBLIX AaHHbIX [MO. ycTaHOBAEHHOrO B aHanu3aTop, CO-
rnacHo pykoBOZACTBY Mo 3KcnyaTauuuy (BbIBOA Ha AMCN/eil aHanusaTopa, pacneyarka NpoTokona n3MepeHns
T M),

- CpaBHUBAOT MOJSlyYEHHble AaHHble C UAEHTU(MUKALNOHHBIMU [AaHHbIMW, YCTAHOBAEHHbIMU MpU yT-
BEPXAEHMM TUNA U yKa3aHHbIMU B PYKOBOACTBE MO 3KCNyaTauum.

8.3.3 lNpoBepky obecneyeHuns 3awmTbl MO OT HECAHKLVOHMPOBAHHOTO AOCTYNa BO U3bexaHne nckaxe-
HWIA pe3ynbTaToB U3MEpPEHUIi BbIMOMHAKT B COOTBETCTBUM C TPEOGOBaHUSAMMN PYKOBOACTBA MO 3KCNayaTaluu.

8.3.4 PesynbTar noaTrBepxaeHus cootBeTcTBus O aHann3aTopoB CHMTAKT MOJIOXUTENbHbIM, €C/n
naeHTUMKaLMOHHbIE AaHHble COBNaAatoT C YCTAHOB/IEHHbIMUY MPU YTBEPXAEHUM TUMA M yKa3aHHbIMU B PyKO-
BOACTBE N0 3KCMnayaTauny u BbiNOSIHEHbI TPebOBaHMA PYKOBOACTBA NO 3KCNyaTaumuy B YacTu 3awutbl MO ot
HecaHKLMOHNPOBaHHOro focTyna.

8.4 OnpepeneHne METPOIOFMYECKUX XapakTepucTrk

8.4.1 TMorpelHOCTb aHanM3aTopa onpeaensioT, U3MepsAs CYETHYH0 KOHLEHTPaLuMio 3pUTPOLUTOB, Neii-
KOLMTOB U MacCOBOW KOHUeHTpauun remoriiobmHa B npobax cTaHAapTHbIX 06pa3LoB cocTaBa DOPMEHHbIX
3/1EMEHTOB KPOBU «['eMaTosIorMyeckunii KOHTPO/Ib» («HOpMa», «NaToNormnsa»).

8.4.2 CopepXaHune aHa/IMTOB B KaXA0M U3 CTaHAApPTHbLIX 06pa3LoB onpefensioT He MeHee Tpex pas.

8.4.3 lMocneposartenbHO BbiGMpas B raBHOM MEHIO PeXVMbl OnpefesieHns CHETHON KOHLeHTpauuu
sputpouutos (RBC) un neiikouyutos (WBC) n maccoBoi KoHUeHTpauun remornobuHa (HGB), BbINONHAT one-
pauuu corfiacHo NOAMYHKTaM MEHI0 aHasm3artopa.

PesynbTatbl onpefeneHns cHeTHON KoHUeHTpauun aputpoumTtoB (RBC) n neiikoyutos (WBC) n macco-
BOli KOHLleHTpauuu remorsiobnHa (HGB) BbIBOAATCA Ha 9KpaH aHanM3aTopa 1 COXPaHATCA B NaMsAT aHanv-
3aropa.

8.4.4 TocneposaTtenbHO MeHSAA NPO6bI CTaHAAPTHLIX 06pas3LoB, ONPeAenaloT CYETHYH KOHLEHTpaLuio
3pUTPOLNTOB, NEVKOLMTOB 1 MACCOBOW KOHLEHTPpaLUn reMoriobrHa.

8.4.5 OTHOCMTE/bHYIO NOrPELIHOCTb CHETHOIM KOHLEHTpaLMn 3puTpoLMTOB U IENKOLUTOB 1 MaccoBoi
KOHLeHTpauuu remornobuHa 8., %, paccunTbiBaloT No hopmyne

rin +100.
(1)

O B Poccuiickoii ®egepaunv — B cootBeTcTBUM ¢ P 50.2.077—2011 «locygapcTBeHHas cuctema obecneyeHus
eiNHCTBA U3MepeHwuit. VicnbiTaHna cpefcTB M3MeEpeHUid B Lensx yTeepxaeHns Tuna. MposBepka obecneyveHns 3alluThl
nporpamMHoOro obecneyeHuns».
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rae X.— pesynstar u3MepeHust 41 /-ro NoBepoYHOro pacTeopa;
N — 4nCno U3MepeHuit Ans /-ro noBepoyHoro pacteopa (n = 3);
X,Q — 3HauyeHue CYETHOli KOHLEeHTpauun 3puTPOLMTOB 1 NEKOLMUTOB, a Takke MacCOBOW KOHLEeHTpaLuu
remMorso6uHa, npueefeHHble B NacnopTe cTaHAapTHOro o6pasia coctaBa (POPMEHHbIX 3/1IeMEeHTOB
KPOBU «["eMaToIorMyecknii KOHTPOIb».
8.4.6 Pe3ynbTar onpefeneHnst NOrPELHOCTY aHann3aTopa CYATaloT NOJIOKMUTENbHBIM, €CNU NOJTyYEH-
Hbl€ 3HAUEHWsI NOrPELLHOCTY BO BCEX TOUKAX MOBEPKM He NPEBLILLAIT NPEAesioB 4OMNyCKaeMoii NorpeLHocTy,
YCTaHOB/IEHHbIX MPW YTBEPXKAEHUM TUMA U YKa3aHHbIX B PYKOBOACTBE MO 3KCMyaTaluy aHann3aTopos.

9 OdopmneHne pe3ynbTaToB NOBEPKY

9.1 Mpu noBepke BeayT NPOTOKO/, hopma KOTOPOro NpuBefeHa B NpUoXeHnn b.

9.2 Mpu NoNoXnTeNbHbIX pe3ynbTaTtax MOBEPKW aHaNM3aTop NPU3HAOT FOAHLIM K MPUMEHEHMIO U HA
HEero BbIAAKT CBUAETENLCTBO O NOBEPKeIlyCTaHOBNEHHO hopMbI.

9.3 Mpu oTpuLaTenbHbIX pesynbTaTax NoBEpKM aHanM3aTop He A0MYCKalT K NPUMEHEHUI0 U Ha HEero
BbI4AIOT N3BELLEHNE O HEMPUTOAHOCTM]) yCTAHOB/IEHHON (DOPMbI C YKa3aHWEM MPUUH.

11 B Poccuiickoit ®epepaunn gelictsyet MNP 50.2.006— 94 «locypapcTBeHHas cuctema obecneyeHms eanHcTBa
n3mepeHuii. Mopaaok NpoBeAeHUs NOBEPKN CPEACTB U3MEPEHN».
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MpunoxeHne A
(o6sa3aTenbHoe)

MeTponioruyeckne xapakTepucTUKU cTaHAAPTHbLIX 06pas3LoB,
MCMOJIb3yEeMbIX MPU NOBOPKE aHA/IN3aTOPOB

Ta6nuua Al — MeTponornyeckme xapakTepucTukn CTaHAApPTHbIX 06pa3L 0B cocTaBa (OPMEHHbIX 3/IEMEHTOB Kpo-

BN — «emartonormyeckuii KOHTPONb» (komnnekT FK-BHUMM) FCO 9624— 2010

n HTepBasn fOoNyCKaeMblX aTTeCTOBaHHbIX

3HaueHuin
ATTecTyemas xapakTepucrtuka
MaTtonorusa Hopma
CyeTHas KoHUeHTpauua aputpountos RBC. 10,2/n O12.040031 OT 3.8p1055
CuyeTHas KoHUeHTpauusa neikountos WBC. 109/n OT 2580 3.7 O14.1 09.0
MaccoBasi KOHLeHTpauua remornobura HGB. r/in Ot 95 go 116 Ot 122 po 160

MpunoxeHne b
(pekomeHayemoe)

dopma NpoToKosa NOBEPKM aHaIM3aToOpPoB remMaTo1ormyeckmnx

MPOTOKOJT MOBEPKN
oT Ne

(wn Cn>

1) 3aBogckoii Homep CU

2) MpuHagnexuT

3) HaumeHoBaHue n3rotosutens

4) faTta Bbinycka

5) HaumeHoBaHWe HOPMATWUBHOIO JOKYMEHTA N0 NoBeEpkKe

FpaHuybl
OTHOCUTENbHO
NOrpewHoCT aTTecTo-
BAHHOTO 3HA4YeHUs npu

P * 0.95. %

6) HaumeHoBaHue, 0603HaYeHNe, 3aBOACKME HOMEPA NPYMEHSIeMbIX CPeACTB NOBEPKWU/ HOMepa NacnopToB CTaHAAPTHbIX

obpasuos




7) Bug nosepku (NnepsuyHas, nepnogmyeckas)
(HY>XHOe nof4YepKHYTb)

8) YcnoBua noBepku:

- Temnepatypa okpyxawLieii cpegbl

- OTHOCUTEe/NIbHasA BaXHOCTb Opr)KaIOLLleﬁ cpenbl

- aTMocdepHoe AaBfieHne

9) PesynbTaTbl NPOBEAEHUS NOBEPKM

BHewwHWii ocmoTp

Onpo6oBaHue

MoAaTBEpXAEHNE COOTBETCTBUA NPOrPaMMHOro obecneyeHnal*

NpeHTUukaunoHHoe Howmep Bepcun
HanmeHoBaHune "
HaumeHoBaHue (MAEHTU MKALMOHHbI
nporpammHoO0 )
nporpamMMHoOro HOMep) NPOrpaMMHOro
o6ecneyeHus porp P) nporp
obecnevyeHun o6ecneuyeHuns

OnpegeneHve MeTPOSIOTMYECKNX XapakTePUCTUK

LincpoBoii ngeHTugmkatop
ﬂpOfpaMMHOfOOﬁECHeHeHMﬂ
(KOHTpONbHAA Cymma
vcnonHsemolo koja)

FOCT 8.627—2013

ANTOpPUTM BblUMCNEHUA
LnchpoBOro naeHTUdnkato-
pa nporpammHoro
o6ecneyeHus

[ivanasoH nsmepeHui *10 *3
BbiBOA:
3aknwyeHne . 3aB. Ne
(Tun CW)

COOTBETCTBYeT (He COOTBETCTBYET) NpeabsaBiseMbiM TPE60BAHUAM U NPU3HAHO TOAHLIM (He TOf4HbIM) ANs IKCNayaTaLuy.

Moseputens

noagnnce

BblaaHo cBMAETENLCTBO O NOBEPKE

(BblAaHo U3BELLEHME O HEMPUTOAHOCTN

MHuLMansl, amunus

oT

oT

MpuBOASAT B Clyyae, €CAM NPU NOBEPKE aHaNN3aToOPOB 6bl1a NPOBeAEHA ONepayus nNo NoATBEPXKAEHNIO COOT-
BeTcTBMs MO. HeobxoAuMble AaHHbIe ONPeaensioT B COOTBETCTBUM C TpeGoBaHuaMU I/ aHann3aTopoB. HauMeHoBaHue

1 HOMEp BEPCUM NPUBOAAT 0683aTeNbHO.
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YK 616.4:006.354 MKC 11.040.01
47.020

KnioyeBble cfnoBa, aHanM3aTopbl reMartonorMyeckue, 3pUTPOLUTbI, NENKOUMTbI, TemMoriobuH, meToauka
NoBepKWU, METPOSIOTNYECKNE XapakTePUCTVKNA, NMOTPELLHOCTb

Pepaktop 'H. CumoHoBa
TexHuueckuit pegaktop B.H. MpycakoBa
Koppektop M.W. MeplimnHa
KomnbtoTepHasa sepctka W.A. HansOkunoO

CpaHo B Habop 21.02.2019. lMognucaHo B nevaTb 28.02.2019. Popmat 60*84 Vg. FapHuTypa Apuan.
Yen. neuy. n. 1.40. Yu.-u3g. n. 1.12.
MoAroTOB/IEHO HA OCHOBE 3/1IEKTPOHHOI Bepcuu, NpeaocTaB/ieHHol paspaboTynkom cTaHfapTa

Co3gaHo B egnHNUYHOM ncnonHeHun ®ryrn «CTAHOAPTUH®OPM» ansa komnnekrosaHna ®enepanbHoro
MHhopmaLloHHOro poHAa ctaHgapTos, 117418 Mockea, HaxumoBsckuit np-T. 4. 31, k. 2.
wvAv.gostinfo.ru  info@gostinfo.nj


https://meganorm.ru/Data2/1/4293808/4293808609.htm
https://meganorm.ru/Index2/1/4294838/4294838795.htm

