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2013 r.Ne1750-cT mexxrocygapcTBeHHbIn cTaHaapT FOCT 8.627—2013 BeeaeH B AeACTBUE B Ka4eCTBE HaLuno-
HanbHoro ctaHaapTa Poccuickoi ®egepauum ¢ 1 asrycta 2015r.

5 BBEJEH BIEPBbIE

UHbopmauusi 06 UsMeHeHUsIX K HacmosiweMmy cmaHOapmy rybrukyemcsi 8 exxe200HOM UHBOpMaUUIOH-
HOM yKasamerie « HauyuoHanbsHele cmaHOapmabi», a meKem U3MeHeHUU U ToNpagoK — 8 EXXeMeCSTYHOM UHGop-
MalyUOHHOM yKa3zamerie «HauuoHanbHbie cmaHOapmely». B cnydae nepecmompa (3aMeHbl) unu ommeHs!
Hacmosiweao cmaHOapma coomeemcmeyiowiee ysedomneHue bydem ornybruUKO8aHO 8 EXeMecsiHHOM
UHGbOpMayUoOHHOM yKazamerne «HauyuoHanbHele cmaHOapmei». Coomeemcmsyowas UHopMayus, yse-
OoMIleHUe U MEeKCMbI pa3meliaromes makxe 8 UH(hopMayUoHHoU cucmeme obujeao rosib308aHust — Ha oghu-
yuarnsHom catime ®@edeparnbHo20 ageHmMemea Mo MexHU4YEeCKOMY peayruposaHUo U Memposiocauu 8 cemu
UrmepHem

© CraHgapTuHdopm, 2015

B Poccuiickoit deaepalini HACTOALLMIA CTaHAAPT HE MOXeT BbiTh NOMHOCTLIO MW YaCTUYHO BOCNPOU3Be-
[eH, TUPaX1poBaH 1 pacnpocTpaHeH B kKadyecTse oduLManbHOro nsaaHus 6es paspelweHns degepansHoro
areHTCTBa Mo TEXHUYECKOMY PeryrnMpoBaHMio U MeTPOonorum
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M E XTToOGCYOAPG CTHBEUHTHUB # C TAHDOAPT

FocypapcTBeHHas cucTeMa o6ecneyeHust eQUHCTBa U3MepeHUid

n3penna MEQUMUNHCKUE ANATHOCTUYECKUE IN VITRO,
NPEOHA3HAYEHHBIE AN U3MEPEHUA BENWYMH B BUONOMMYECKUX NPOBAX

YacTtb 1
AHATNMU3ATOPbI FTEMATONOMNMYECKUE

MeToauka noBepKn

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

Oata BBegeHna — 2015—08—01

1 O6nacTb NnpUMeHeHusA

HacTtosiwmin ctangapT pacnpocTpaHsieTcs Ha nabopaTopHble reMaTonormiyeckne aHannsaTopel, B TOM
ynucne 3akpbIToro Tuna (ganee — aHanuaaTtopsbl), NpegHasHavyeHHble 4515 U3MEePEeHUst CHETHOM KOHLLeHTpaLum
3PUTPOLNTOB N NEAKOLMTOB KOHAYKTOMETPUYECKUM METOLAOM, a TaKKe MacCOoBOW KOHLeHTpaLumn remornobuHa
CNekTpopoTOMETPUYECKUM METOAOM B KPOBMW, C NMpedenaMu OonyckaeMoW OTHOCUTENTbHON MOrpeLuHocTr
+15 % 1 6onee NPy N3MEPEHNSAX CHETHOM KOHLLEHTPaLMM SPUTPOLIMTOB 1 NeikoumToB 1+ 10 % 1 6onee — npwn
N3MepeHNsIX MacCoBOIN KOHLLeHTpauum remornobuHa, n yctaHasnumBaeT MeTOAMKY NepBUYHOI U Nepuogudec-
KO MNOBEPOK.

WHTepBan mexay noBepkamm yCTaHOBIIEH NP yTBepXKAeH!M Tuna aHanusaTtopos™).

2 HopmaTuBHLIE CCbINKH

B HacTosiLem cTaHaapTe Ncnorb3oBaHbl HOPMAaTUBHBIE CChINIKM Ha criegytolune MexXrocyaapCTBeHHbIe
cTaHaapThl:

FOCT 1770—74 (NCO 1042—83, NCO 4788—80) Mocyna mepHas nabopatopHas cTeknsaHHast. LinnuH-
Apbl, MEH3YpKU, Konbbl, Npobupkn. ObLLMe TeXHUIECKNe YCNOBMS

FOCT 6709—72 Boga guctunnmpoBaHHada. TexHu4eckne ycrnosus

FOCT 28311—89 doszaTtopbl MeanLmMHcKkne nabopaTtopHble. ObLue TexHnyeckne TpeboBaHnst U MeTo-
Obl NCMbITAHWA

FOCT 28498—90 TepmoMeTpbl XUAKOCTHbIE CTEKMsAHHbIE. OBLyMe TexHuYeckue TpeboBaHust

[MpumedaHune— [Npn Nonb3oBaHMM HACTOSILLUM CTAHAAPTOM LenecoobpasHo NpoBepuTb JENCTBUE CCbINOY-
HbIX CTaHOAPTOB B MHOPMAaUMOHHOW cucTeMe oOLWero nonb3oBaHus — Ha oduumansHom cante degepanbHOro
areHTCTBa No TEXHUYECKOMY PErynMpOBaHUI0 U METPONOrMKu B ceT VIHTepHET nnun no exxerogHomMy MHOpMaLunoHHOMY
ykazaTtenio « HaunoHanbHble cTaHgapThi», KOTOPLIM 0NyBrMkoBaH NO COCTOSIHUIO HA 1 SHBaPS! TEKYLLLEro roaa, v Nno Bbinyc-
KaM eXeMeCsIHHOro MHpopMaUNOHHOro ykadaTens « HaumoHanbHble CTaHAapThI» 3a TEKYLWMI rod. Ecnu cebinoyHbIv cTan-
0apT 3aMeHeH (M3MeHeH), TO NMpU NOMNb30BaHWM HACTOSILLMM CTaHAapTOM crefyeT PyKOBOACTBOBATLCS 3aMEHSIOLLUM
(M3MeHeHHbIM) cTaHaapToM. Ecnum cebinoyHblii cTaHAapT OTMEHEH 6e3 3aMeHbl, TO MONOXEHUE, B KOTOPOM AaHa CChlfka Ha
Hero, MPUMEHSIETCA B HaCTW, He 3aTparvBatoLLel 3Ty CChIIKY.

1 Lo
) B Pocewiickoi degepaumm nHTepsan Mexay NoBepKamy aHanm3aTopoB yKa3aH B CBUAETENLCTBE 06 yTBep)ae-
HUK TUNa CPEeACTB N3MEPEHUIA.

WU3paHne opmumnanbHoe
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3 Onepauun noBepku

3.1 Mpwv npoBeaeHUN NEePBUYHON U NEPUOANYECKOI NMOBEPOK BLIMOSHAOT onepaLum, ykasaHHble B Tab-
nuue 1.

Tabnwuua 1— Onepauuv NoBepkn

HanmeHoBaHue onepaumu Homep nyHkTa meToaukv nosepku
1 BHewHwuit ocmoTp 8.1
2 Onpo6oBaHwue 8.2
3 ToaTeepxaeHue cooTBeTcTBUs MO"Y 8.3
4 OnpepeneHne MeTpoNornyYeCcKnX XapakTepucTuk 8.4
" Onepaumio BLIMOMHSAIOT B TOM Cy4ae, ecnv B HOPMATUBHbIX NMPaBOBLIX aKTax CTPaHbl yCTaHOBNEHb! TpeGoBaHus
Mo ee BbINOHEHUIO.

3.2 EcnvnpwvinpoBeaeHn TOM UM UHOI orepaLMi NoBepKu NonyYeH oTpuuaTenbHbIA pesynbTart, Aarb-
HEeWMLLYH NOBepKY NpekpaLlatoT.

4 CpepcTtBa NoBepKU

4.1 Mpv npoBeaeHUN NOBEPKN NPUMEHSIIOT CPeACTBA, YKasaHHble B Tabnuue 2.

Tabnwuua 2— Cpeacrea noBepkn

Homep HaumeHoBaHWe 1 TMN 0CHOBHOrO MW BCMIOMOTaTENbHOIO CPEACTBA NOBEPKN; 0603HA4EHUE HOPMATUBHOIO NOKYMEHTa,
nyHKTa pernameHTUpYIoLLIero TexHueckue TpeboBaHus U (Unu) meTponoruyeckue xapakrepuctuku (MX) u oCHOBHble
cTaHpapTa TEXHWUYECKUE XapaKTepPUCTUKK CpeficTBa NOBEPKU

BbapomeTp-aHepona M-67 no [1]. LleHa genenms: 1 mm pT. CT.

McuxpomeTp acnupaumonHbin M-34-M no [2] guanazoHom namepenun ot 10 % go 100 %.

TepmomeTp nabopatophbivi TI14 no FOCT 28498 auanasonom namepennni ot 0 °C go 50 °C. Llena ge-
nenus: 0,1 °C.

78 CrangapTHble _o6pa3ubl cocTaBa (hOPMEHHbIX 3MEMEHTOB KPOBU «[€MaToONOrnM4eckuin KOHTPONbY:
' rCO 9624—2010".
MeTponomyeckue xapakTepucTuku npyBeaeHsl B Tabnuue A.1 npunoxenusa A

Ho3atopbl MeguumHckme nabopatopHbie no FOCT 28311

Mocyaa mepHas nabopatopHasi creknsiHHas no FOCT 1770

OuctunnuposanHas Boga no FOCT 6709

" YkazaHbl yTBEpXAEHHBIE TUMbI CTAHAAPTHLIX OGPA3LOB, 3apPErUCTPUPOBaHHbIE B [OCYIAPCTBEHHOM peecTpe
yTBEPXXAEHHBIX TUMOB CTaHAApPTHLIX 0bpa3uos Poccuickon Pegepaumm.

4.2 CooTHoLLEHUe NpeenoB AoNycKaeMbiX OTHOCUTENbHBIX UMM aBCONMIOTHBLIX NOrpeLUHOCTEN CpeacTB
NoBEpPKU 1 NOBePSIEMbIX aHaNM3aToOPOB AOSKHO ObITh He 6onee 1:2.

4.3 [onyckaeTcsl NPUMeHeHUe ApYrux CPeAcTB, He NpUBEAEHHbIX B Tabnuue 2, MeTponoruveckue
XapaKTePUCTUKN KOTOPbIX HE XYy)Ke YKasaHHbIX B Tabnuue 2.

4.4 Bce cpeacTtsa U3MepeHUii AOIDKHLI UMETb AEMCTBYIOLIME CBUAETENLCTBA O NOBEPKe, cTaHAapTHbIe
o6pasubl — AeicTByloLME NacnopTa.

5 TpeboBaHusa 6e3onacHoOCTH

I'Ipm npoBeaAeHnn NoBepKn cobniopatoTt Tpe60BaHV|ﬂ 6e30nacHoOCTH, coaepxaumeca B pykosoacTtee no
aKcnnyaTaun Ha noBepAaeMble aHanm3aTopbl U CpeacTBa NOBEePKU.

I'Ipw pa60Te C KOHTPOJIbHBIMU U MOBEPOYHbLIMU pacTBOpaMu, a Takke Npu X ytunusauun cneagyet npuMme-
HATb HAUBUAyanbHble cpeacTBa 3alluTbl COrnacHoO COOTBETCTBYOLWNM UHCTPYKLUAM NO MPUMEHEHUIO.

2
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6 YcnoBusi noBepKu

Mpw npoBegeHN NOBEPKN cobntogatoT cnegyrowine yCrioBuA:

- TemMnepaTypa OKPYXKatoLEroBO3AYXaA . . . . . . . v v v o o v o i e (20£5) °C;
- AvanasoH OTHOCUTENbHOM BNAXXHOCTW OKPYXXatoLwero Bo3ayxa . . . . . . . . 30 % — 80 %;
- aTMOCKEPHOE OABMEHUE . . . . . . . o it i e e e e (101,3 £4,0) kMNa.

7 MoaroToBKa K NOBepKe

Meped nposeaeHUEM NOBEPKUN AOMKHbI BbITh BLINOMHEeHb! CNeaytoLue NnoaroToBuTeNbHule paboThbl:

- MPOBEPAOT HaMMYMe 1 CPOK rOAHOCTM PEeaKTMBOB 1 MaTepuasnos;

- MPUroTaBMMBalOT KOHTPOSbHEIE MaTepuarsl U KannMbpaTopbl, BXOAALME B KOMMIEKT NOCTaBk1 aHanu-
3aTopa, B COOTBETCTBUN C UHCTPYKLMAMM Ha UX MPUMEHEHMe;

- rnogroTaenMeatoT Npobbl cTaHAAPTHEIX 06pasLOB cocTaBa (hOPMEHHBIX 3NIeMEeHTOR KpoBM «TeMaTono-
FMYECKN KOHTPOIbY (KHOPMa», «MaToNOTMsA» ), COrNMacHo MHCTPYKLMK, B HeobxoaMmom o6beMe ana onpege-
NEeHNs CYETHOMN KOHLIEHTPaLM 3pUTPOLIMTOB U NEMKOLUTOB U MacCcoBOW KOHLIEHTpaLum remornobuHa;

- CpeAcTBa NMoBepKX U NoBepsieMblil aHanusaTop roToBAT K paboTe B COOTBETCTBUN C TpeBoBaHUAMM
3KCMnyaTaLMoHHOM AOKYMEHTaLMN Ha HUX, B TOM Y/Ce NPOBOAAT NPOBEPKY U PErYIMPOBKY NOBEpsSeMbIX aHa-
Nn3aToOpPOB, NPEAYCMOTPEHHBIX B KaYecTBe Mep UX npodunakTuyeckoro o6eryxnBaHus, ¢ NOMOLLBIO KOH-
TPOMbHBIX MaTEPUanoBs 1 KanMBpPaToPOB, BXOASALLMX B KOMMIEKT NOCTaBKM;

- CcpeacTBanoBepKM 1 MOBepSeMblil aHanM3aTop BKIOYatoT 10 Havana usMepeHuii 3a BpeMsi, Heo6xoau-
Moe NS X MPOrpeBa 1 ykasaHHoe B pyKOBOACTBE M0 3KCrnyaTaLm, Ho He MeHee YeM 3a 30 MUH.

8 TpoBeneHue noBepku

8.1 BHewHU ocmoTp

8.1.1 lNpwu BHewHeM ocMOTpe OO/KHO ObiTh YCTAaHOBNEHO COOTBETCTBUE MOBEPAEMOro aHanuMsaTopa
cnegytownm TpeboBaHnaAM:

- aHanusaTtop gomkeH 6bITb NpeacTaBneH Ha NoBepPKy ¢ NacnopToM (hopMynsapom) U pykoBOACTBOM MO
3KCnyaTaumu, a Takke Co CB1AEeTENbCTBOM O NpeablayLuei noBepke;

- KOMMMEKTHOCTb aHann3aTopa AoMKHa COOTBETCTBOBaTbL TpeboBaHUAM nacnopTa Npy Nnepuoanyeckoin
noBepke, Npv NEPBUYHON NOBEPKE NOCIe peMOoHTa A4oNyckaeTCcsl HECOOTBETCTBUE MO 3anacHbIM YacTaM.

8.1.2 Ananusartop He JOSKEH UMeTb CneaytoLmx BHeLIHUX AedeKToB:

- HeuncrnpaBHOCTN OPraHoB yNpaBneHns, PasbeMoB, 3aXKUMOB, KITEMM, LUTYLIEPOB, COEANHUTENbHbLIX NPO-
BOOOB, kabenel, TpybonpoBoAOB;

- 3arpsisHeHHocTU undepbnaTos 1 LndpoBbIX Tabno;

- HeYeTKOCTU HaANUCeR U MapKUPOBOK,;

- MOBpeXaeHUs Kopryca U BbIXOAALWMNX HAPYXKY KOHCTPYKTUBHBIX 3/1IEMEHTOB.

8.1.3 lNpwn HecooTBeTCTBUN TpeboBaHuam 8.1.1 unun 8.1.2 aHanusaTop K AanbHeWlleld NnoBepke He
AonyckaroT.

8.2 Onpo6oBaHue

8.2.1 MNpwnonpoboBaHuM aHanM3aTopa AoMKHbI ObITb NPOBEPEHBI:

- BO3MOXHOCTb YCTAHOBKW OpPraHoB yNpaefeHWsa U HAacTPOWKM B N06OM U3 NpeayCMOTPEHHbIX MOno-
XKEHWUIA;

- UCNPaBHOCTb YCTPONCTB CUTHaNMU3aunn BKNIOYEHUS aHanmaaTopa B ceTb NUTaHUs;

- TeXHW4Yeckoe COCTosiHWe aHanusaTopa Mo APYrMM napameTpaMm B COOTBETCTBUM C PYKOBOACTBOM MO
aKcnnyaTauumn Ha Hero.

8.2.2 CornacHo pykoBOACTBY MO 3KCNyaTaLuuy BKIIOYATE NUTaHUE aHanusaTopa 1 BbINONHUTL NpoLe-
Aypy 3anycka. AHanusaTop gornyckaeTcs K AansbHenwemy nposeaeHuio paboT, ecnu npucyTcTByeT coobLeHne
0 rOTOBHOCTU aHanusatopa k pabote.

8.2.3 Mpoeepka paboTocnocobHOCT aHaNM3aTOpa Mo KOHTPOILHBLIM MaTepuanam.

B cooTBeTCTBUM C PYKOBOACTBOM MO 3KCMNyaTaLun 3aryckaloT npoueaypy U3MepeHUin KOHTPOSbHBIX
maTtepuanos (pupMbl-U3roToBUTENS, BXOAALLMX B COCTaB KOMIMIIEKTaLMM aHanusaTopa. AHanMsaTop cuutaeT-
ca paboTocnocobHbLIM, ecnn 3HaYeHUs! NMOMyYeHHbIX Ha aHanusaTope NapameTpoB HAXOOATCA B rpaHuLax,
yKasaHHbIX B NacrnopTe KOHTPOMbHOro Matepuana.
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8.3 MNoaTBepxAeHMe COOTBETCTBUS NPOrpaMMHoOro o6ecneyeHus

8.3.1 lMoaTeepxaeHne cooTBETCTBUS NporpaMmMHoro obecnedenus (aanee — MNO) aHanu3aTopoB Npo-
BOAAT NyTem npoBepku cootBeTcTBUA MO aHannsatopos Tomy MO aHanusaTopos, koTopoe 6b1no 3adukcupo-
BaHO (BHeceHO B GaHK AaHHLIX) MpWU yTBEpXAEeHUM TUNa aHanusaTopoB, U obecnevenusa sawutel MO oT
HeCcaHKLUOHUPOBAHHOTO 0CTYNa BO U3GexXaHue UCKaXKeHWin pe3ynbTaTos nsmepeHuii’).

Mpumeyanune—TpeboeaHus n meroabl npoeepku MO ycTaHOBNEHbI HOPMATUBHLIMU NPABOBLIMM aKTamm
CTpaHbl.

8.3.2 Ans nposepku cooTBeTcTBUSA MO BEINONHAKT CNegyoLune onepauun:

- NpoBOAAT BU3yanusaumio uaeHTUdUKaLMOHHbIX AaHHbIX MO, yeTaHOBNEHHOrO B aHanu3aTop, cornac-
HO PYKOBOACTBY MO 3KchryaTauun (BbIBOA Ha AUCTNEN aHanuMsatopa, pacnedyatka nNpoTokona usMepeHust
nT.N);

- CpaBHUBAIOT MNOMyYeHHble AaHHble C WAEHTU(PUKALMOHHBIMA AaHHBIMWA, YCTAHOBMAEHHLIMU MpU
yTBEPXAEHUN TUMNa 1 ykazaHHbIMA B PYKOBOACTBE MO 3KCNyaTauuu.

8.3.3 Mposepky obecneyeHmns sawmTbl MO OT HeCaHKUMOHUPOBaHHOIO AoCTyNa BO U3bexaHue nckaxe-
HWIA pe3ynbTaToB U3MEePEHUI BLIMOIHSIOT B COOTBETCTBUM C TPeBOBaHNAMMU pYKOBOACTBA NO 3KCNyaTauuu.

8.3.4 PesynbTat noaTBepxaeHus cootBeTcTBuA MO aHann3aTopoB CUMTAKOT MOMOXUTENbHBIM, €Cnn
naeHTUUKaLMOHHbIE AaHHbIe COBMaAaloT C YCTaHOBMEHHBIMU NPU YTBEPXAEHUN TUNA U YKa3aHHBIMU B PYKO-
BOACTBE NO 3KcnsyaTauuy 1 BbiNonHeHbl TpeboBaHusl pykoBOACTBa MO 3KcnfyaTauun B YacTu sawmTel MO ot
HeCaHKLMOHUPOBaHHOIO 40OCTYNA.

8.4 OnpepeneHue METPONOrUYECKUX XapaKTepucTUK

8.4.1 MorpelwHocTb aHanusaTopa OMpeaensiioT, U3MEPAs CYUETHYIO KOHLUEHTPauul 3pUTPOLMUTOB,
NenKoLMTOB U MacCOBOWN KOHLEHTPaLun remorniobuHa B npobax ctaHgapTHbIX 06pa3uoB cocTaBa hOPMEHHBIX
311eMeHTOB KpoBU «"eMaTonornyeckunin KOHTPOIb» (KHOpPMa», «NaTonorusa»).

8.4.2 CopepxaHue aHanUTOB B KaXKA0M U3 cTaHAapTHLIX 06pa3LoB onpeaensaoT He MeHee TpeXx pas.

8.4.3 lMocnegoBaTtenbHO BbIGUpasi B MaBHOM MEHIO PeXUMbl onpeaeneHns cHeTHON KOHUEHTpaLun
aputpouutos (RBC) u nenkouutos (WBC) u MaccoBoii KoHLeHTpauuu remornobuHa (HGB), BbINOAHAIOT one-
paLum cornacHo nognyHKTaM MeHIo aHanusatopa.

PesynbTtaTel onpegeneHns cyeTHoM koHUeHTpauum aputpountos (RBC) n nenkouutos (WBC) u macco-
BOW KOHLeHTpaLuun remornobura (HGB) BbiBOASTCA HA 3KpaH aHanmnsaTopa U COXpaHsIloTCA B NaMsATU aHanusa-
Topa.

8.4.4 MocnenoBaTenbHO MeHAsA NPobbl cTaHAapTHLIX 06pasLoB, onpeAensioT CYETHYIO KOHLeHTpaLUIo
3PUTPOLIUTOB, NENKOLIMTOB U MacCOBOM KOHLEHTpaL U1 remoriobuHa.

8.4.5 OTHoCUTEmNbHYI NOrPELUHOCTb CHETHOM KOHLEHTpaLUnn apuTpoLnTOB 1 NENKOLMTOB U MacCcoBON
KOHLeHTpaLuun remornobuHa 3;, %, paccunteiatoT no popmyne

o, X,
25X ™)

roe X; — pesynbTaT UsmMepeHns Ans i-ro NoBepo4Horo pacTeopa,
n — 4YnCcno N3MepeHnin 4ns i-ro NoBepoYvHoro pactsopa (n = 3);
X;o — 3HaYeHue CHeTHOM KOHLIEeHTPAaLMM SPUTPOLIMTOB U NENKOLUTOB, a Taloke MacCOBOW KOHLeHTpaL/mn
remorno6uHa, npuBeAeHHble B NacnopTe cTaHaapTHoro obpasua coctaBa (POPMEHHbIX 311eMEHTOB
KpOBUM «"eMaTonormyecknii KOHTPOIbY.
8.4.6 PesynbTat onpeaeneHusi NorpeLllHOCTU aHannsaTopa c4MTaoT NONOXKUTENbHbIM, eCIN NOMyYeH-
Hble 3HaYeHNs NorpeLLHOCT BO BCeX TOUKaxX NOBEPKU He NpeBbiwaoT npeaenos AoNyCKaeMOo NorpeLuHocTu,
YCTaHOBINEHHbIX MPU YTBEPXKAEHWUM THMa 1 yKasaHHbIX B PYKOBOACTBE MO IKCnyaTalMmM aHannsaTopos.

9 OdropmneHne pe3ynbLTaTOB NOBEPKU

9.1 TMpu noBepke BeQyT NPOTOKOM, hopMa KOTOPOro NpuseaeHa B npunoxeHuni b.

9.2 Tpu NonNoXnTenbHLIX pesyrbTaTax MoBEepKN aHanusaTop NpU3HaloT roAHbIM K NPUMEHEHUIO U Ha
Hero BblAaloT CBUAETENLCTBO O NOBEepPKe2) yCTaHOBNEHHON hopMBbl.

9.3 [Mpu oTpuuaTenbHbIX pesynbTaTax NoBEPKU aHanmMsaTop He AOoMycKaloT K NPUMEHEHNIO U Ha Hero
BbIAAM0T U3BELLEHMWE O HeNpPUrogHocTn?) ycTaHoBNEHHON hOPMbI C yKazaHUEM NMPUYMH.

" Ha TeppuTopun Poccuiickon deepaumm — B COOTBETCTBUM C [3].
Ha Tepputopuu Poccuiickon ®epepaumv gencteyerT [4].



MpunoxeHne A
(obsaszaTenbHoe)
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MeTpO.HOFI/I‘-IeCKI/Ie XapakKTepUCTUKU CTaHAAPTHbIX 06pa3LI,OB,
Ucnonb3yeMbIiX NpU NOBepKe aHann3aTopos

Tab6nunua A1— MeTponornieckue xapakrepucTMkM cTaHAAPTHLIX 06pa3UoB cocTaBa OPMEHHLIX ANTIEMEHTOB KpOo-
BY — «l'emaTonormyeckuii KoHTponb» (komnnekTt FK-BHAWM) TCO 9624—2010

ATTecTyemasi xapakTepucTuka

WHTepBan gonyckaembix
aTTeCTOBaHHLIX 3HAaYeHUIA

[paHuLBI OTHOCUTENBHON
norpeLHocTr
aTTeCcTOBAHHOrO 3HaYeHUs!
npu P=0,95, %

MaTonorus Hopma
CueTHas KoHLeHTpauus aputpoumtoe RBC, 10'%n | OT12,0 go 3,1 O13,8 10 5,5 +7
CueTHas KoHUeHTpauus nerkoumto WBC, 10%n OT12,5003,7 O14,1 00 9,0 +7
MaccoBas koHUueHTpauusi remorno6uHa HGB, r/n O195 oo 116 01122 po 160 +5
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MpunoxeHne b
(pekomeHayemoe)

CDopMa NMPOTOKOJ1a NOBEPKU aHann3atTopoB remMatTonnorM4eckKmnx

NMPOTOKON NMOBEPKA

oT

Ne

1) 3asopgckoli Homep CA

(Tun CK)

2) MpvHagnexuT

3) HaumeHoBaHwe usrotoBuUTErns

4) Harasbinycka

5) HaumeHoBaHue HOPMaTVBHOIO 4OKYMEHTa MO NoBepKe

6) HammeHoBanune, 06o3HaveHNe, 3aBOACKNE HOMEPA MPUMEHSIEMbIX CPEACTB NOBEPKM/ HOMEPA NAacnopPTOB CTAHOAAPTHBIX

o6pasuoB

7) Bua noeepku (NnepeuyHas, nepuognyeckas)

(Hy>XHOE NoOAYEepPKHYTh)

8) Ycnoeus noBepku:

- TeMmrepartypa OKpyXalowen cpeab

- OTHOCUTEITbHaA BNa>XHOCTb Opr)KﬁPOLLI,GVI cpeabl

- aTtmocdepHoe gaBrneHue

9) PesynbTaTtbl NpoBeAeHWSI NOBEPKU

BHewHun ocmoTp

OnpoGoBaHue

MoaTBepxAeHNe COOTBETCTBUS NporpammHoro obecneverus’)

MaeHTnduUKkaLMoHHoe
HaumeHoBaHune A urau

HauMeHOBaHue
NpOrpamMmmMHOro

NporpaMmMHOro
obecneveHmns

obecneveHun

Homep Bepcuu
(MaeHTUMKALMOHHBIN
HOMEP) NPOrPaMMHOro

obecneveHun

Linchposon ngeHtudukatop
nporpaMmMHoro obecneveHus
(kOHTpONBbHAasA cymma
MCNOMHAEMOro koaa)

ANropuTM BbIMUCNEHUSA
uudposoro uaeHTudukaTopa
nporpaMMHoro obecneveHus

1
) MpuBOAAT B CnyYae ecrnv Npu NoBepke aHanu3aTopos 6bina NpoBeaeHa ornepayuus Mo NoATBEPKAEHUI0 COOTBET-
ctBus MO. Heobxoanmble gaHHbIE ONpeaensiioT B COOTBETCTBUM ¢ TpeboBaHmaMmn 31 aHanmsaTopoB. HanmeHoBaHue m

HOMEpP BepCcUn NPUBOAST 06A3aTeNnbHO.

6
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OnpepeneHne METPOSIOrMHECKNX XapakTepUCTUK

[nana3oH uamepeHuii X4 X; 3;
BbiBoA:
3aknoyeHne ,3aB. Ne
(Tun CK)

COOTBETCTBYET (HE COOTBETCTBYET) NPEAbABNAEMbIM TPEGOBAHNUAM U NPU3HAHO FOAHBLIM (HErO4HbLIM) Asi SKCMnyaTauum.

MoBepuTtenb
noanuck MHULMansl, amunus
BblaaHo cBUAETENLCTBO O NOBEPKe oT
(BblaaHo n3BeLLeHne 0 HeNpPUrogHoOCTH oT )
Bubnuorpadua
[1] TY 2504-1797—75 bapomeTtp-aHepouna koHTponbHbIV M-67. TexHuyeckne ycrnosusi
[2] TY52-07-TPMN405132.001—92 T[lcuxpoMeTpbl acnMpaumnoHHble. TeXHUYEeCKkme yCroBus
[3] P50.2.077—2011 locynapctBeHHas cuctema obecneyeHnsi eavHCTBa uamepeHuin. McnbitaHus

cpeacTBU3MepeHui B LensX yTBepXaeHusi Tuna. lNpoeepka obecneyeHns 3awuThbl
nporpaMmmHoro o6ecrneyeHust

[4] MNP 50.2.006—94 locypapcTBeHHas cuctema obecneyeHns eamHCTBa namepeHuii. Mopagok npoee-
OeHUsi TOBEPKM CPeCTB N3MEPEHUN
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