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FemaTonornyeckue annaparbl (4ns AUAarHOCTUKM in vitro)

Ha3HayeHue

Whitediff 1L — 3T0  nu3upylowmn  pacTsop,
npegHasHa4yeHHbIn  OAns  guarHocTukm  in - vitro  un
npumMmeHsiembli ans nusuca sputpountoB (RBC) ¢ uenbsto
noacyeta u guddeperHumposku nenkoumtoB (WBC) wu

onpegeneHna KOHUEeHTpaunn remormnoduvHa C
ncnosibsosaHnem reMmaTtosiorm4ecknx aHann3aTopoB
HORIBA.

MpegHasHayeHO [Ansi UCMOMb30BaHUSA B KMUHUYECKUX
nabopaTopusx.

MpeaynpexaeHusa n mepbl
npenoCcToOpPOXHOCTU

m PactBop Whitediff 1L npegHasHayeH TOMbKO AniA
npogeccrMoHanbHOM ANarHoCTUKK in vitro.
MpegHa3sHaveHo Ansa Mcnonb3oBaHus B nabopaTopHbIX
YCNOBUSIX.

m [lonb3oBaTens 00s13aH MNpPOBEPUTbL  COOTBETCTBME
HaCTOSALEro AOKyMeHTa Ha3Ha4YeHuo NpoayKra.

m CornacHo HOpMaTMBHOMY OOKYMEHTY (EC)
N°.1272/2008 3TOT peareHT cuyMTaeTca BpeOHbIM
BELLECTBOM.

Explore the future
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m [peaynpexaeHue
H317: MoxeT BbI3biBaTb annepruyeckyto  KoXxHy
peakuuio.

P261: WN3beratb BabixaHust nbinu/geimal/rasa/tymaxal/
napos/ aspo3onen.

P272: He BbIHOCUTb 3arpsi3HEHHYI0 oaexay ¢ paboyero
MecrTa.

P280: HageHbTe 3alMTHble nepyaTkM UNUM oaexay u
cpeacTBa 3aWwuThl rnas unv nuua.

P302 + P352: MNP NONAOAHUN HA KOXY:
MpoMbITb GONbLINM KONMYECTBOM BOAbI C MbITIOM.
P333 + P313: lNMpu pasgpakeHnn KoXu 1nmn nosBneHnm
cbinu: 0bpaTnUTLCA K Bpayy.

P362 + P364: CHATb 3arps3HEeHHYI0 oaexay U NPOMbITb
ee nepej NOBTOPHbLIM UCMONb30BaHNEM.

P501: YTunusmpoBaTb COLEPXKMMOE W KOHTEMHEP B
COOTBETCTBUMU c MECTHbIMW, pervoHanbHbIMU,
rocyapCTBEHHbIMU U MEXAYHaPOAHbIMU NpaBuiaMu.

m [pu paboTe c XUMUYECKUMMI BelllecTBaMu
pekomeHayeTCst HaileBaTb COOTBETCTBYHOLLME CPEACTBA
3alWmnThI: NabopaTopHbIi XanaT, nepyaTki U 3allUUTHbIe
OYKMN.

m Cobntogarite NpuHsaTble B nabopatopun cTaHAapTHbIe
Mepbl NpPeaoCTOPOXHOCTU 7 BbINONHANTE
pekoMeHOgauum Mo OxpaHe 340poBbA UM TEXHUKE
GesonacHocTn denepanbHOro UMM pernoHanbHoro
YPOBHSA.

m [pexage 4Yem npuctynatb kK paboTe c aHanusaTopom,
onepatop 06si3aH NporTn obyyeHue y npeacraBuTens
komnaHun HORIBA.

m [lpy BO3HMKHOBEHMM HeLOMOraHusi Mocre nonagaHus
Ha KOXYy, MpornaTbiBaHUs UNW BAbIXaAHUSA Kaknx-nnbo
BeLlecTB 06paTuTech k Bpayy.

m Cm. nacnopt 6Ge3sonacHoctu npoaykta (SDS),
oTHocawwmmnca kK Whitediff 1L.

m He wvcnonb3yite npogykT, ecnu He cobnopatTcs
peEKOMeHAyEMblIE  YCINOBUSI  XpaHeHusl,  BKIoYasi
Temneparypy.
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m JlloGble cepbesHble NPOUCLLECTBUS, UMEBLLUME MECTO B
CBSI3W C 3KCNMyaTauumen aHanusaTtopa, Heobxoaumo
[oBOAWMTL [0 CBedeHuMs npoussBoauTenss w  Oo
YNONTHOMOYEHHOIO OpraHa BMnacTu CTpaHbl, B KOTOPOWA
HaxoguTcst onepaTtop npubopa n/Mnu NaumneHT.

m EmkocTn c peareHTamu siIBNsOTCS OOHOPA30BLIMU Y
nognexar yTunusauum cornacHo MECTHbIM
HOpMaTMBHbLIM TPeboBaHNAM.

m 3a TexHn4eckon nomoLpbto obpallantecb no TenedoHy
+33 (0)4 67 14 15 16.

m [laHHbIN peareHT npegHasHaveH A UCMoMb30BaHNs C
yKa3aHHbIMU BblLLE remMaTonormyeckmmm
aHanm3atopamm HORIBA. Komnavma HORIBA He
MOXET rapaHTMpoBaTb NpaBWUMbHOE [OEWCTBME ITOro
peareHTa Npu MCMonb30BaHWM annapaToB, OTINYHBLIX
OT  YyKasaHHbIX  BbIlle, WM  annapaTtoB, He
n3rotoBneHHbIx komnaHven HORIBA.

YTunusauumsa oTxoaos

Cwm. TpeboBaHua
[JOKYMEHTOB.

OT1oT peareHT copepxut meHee 0,1% asmpa HaTpus B
KayecTBe KOHcepBaHTa. A3ng HaTpusi MOXET BCTYNUTb B
peakumio Co CBUHLIOM U Meabto, 06pa3ysi B3pbiBOOMNACHbIE
asuabl MeTarnnos.

pernoHarnbHbIX HOPMAaTUBHbIX

Mukpobuonornyeckoe coctosiHme

HenpumeHumo.

OnucaHue 1 cocTaB

OnucaHue:

Mpo3payHbIi 6riegHO-KenTbI BOAHLIN pacTBOp.
BecumaHmaHbIn peareHT.

CocraB:

JInsmpytouee BelecTso <5%
[oBepXHOCTHO-aKTUBHOE <5%
BeLLEeCcTBO

KoHcepBaHT <1%
Bydep

Pasbasutens gs 100%

YcnoBusi xpaHeHUs1 U CTaOUNBLHOCTbL

= Ycnosusa 2-25°C
(36-77°F).

He 3amopaxuBaTb.

m CTabunbHOCTb BO BCKPbITOM COCTOSIHUM: 2 MecsLa
makcumym npu 15-30°C (59-86°F) nocne BckpbITUS, B
npepenax cpoka rogHoCTy.

m CpoK rogHoOCTM: CM. CPOK TFOAHOCTM Ha 3TUKETKe
yMakoBKW peareHTa.

XpaHeHMA (A0 BCKpbITUA):

TpebyeMble, HO He NpeaocTaBnsieMble
MaTepuanbl

= ABTOMaTtusvpoBaHHbIA reMaToNorMYecKUin aHanm3aTop.

Kanubpatop: ABX Minocal.

m KOHTpOmnb: CBeAeHNs O TOM, KakoW KOHTpONnb crnegyet
ucrnonb3oBaTb C annapatoM, CM. B PYKOBOACTBE
nonb3oBaTensi.

m CraHpgapTtHoe nabopatopHoe obopyaoBaHue.

Mpo6a

C6op npo6:

OT6op BCex npob6 KpOBM [OOIDKEH OCYLLUECTBNATLCA B
COOTBETCTBUM C Hagnexawen wmetogukon! Cneayet
cuMTaTh NOTeHUManbHO MHMUUMPOBAHHLIMKU BCE MpPOObI,
peareHTbl, KanubpaTopbl, KOHTPOMKW U Apyrie maTepuarnsi,
cofepxalume BbITSXKKM M3 oBpasLoB KpOBW YeroBeka, U
npuHMMaThb Haanexawwue Mepbl obecneveHus
6uonornyeckon 6esonacHocTy (1, 2).

Mpn 3abope o6pa3uyoB KpoBWM pekomeHayeTcsi OpaTtb
BEHO3HYI0O KpPOBb, OAHAKO B 9KCTPEMarbHbIX Cry4yasx
MOXHO  MCMonb3oBaTb W apTepuanbHyl  KpPOBb.
OTobpaHHyto KpOBb cnegyet nomeLLaTb B
BakyymMupoBaHHble npobupku (Npobupkn aAns 3abopa
KpOBM C MCMOMb3oBaHWeM aTMocdepHoro AasneHus) (3,
4). TMpobupky cnegyeT 3anofHATb KPOBbIO TOYHO A0
YPOBHHA, 0603Ha4yeHHOro Ha camon npobupke, BO
nsbexxaHme pacxoxaeHusi pesynbTaToB aHanuaa.

PekomMmeHAayeMbI aHTUKOArynsiHT:

PekomeHnayeTca ncnonb3oBaTtb aHTUKoarynsHTbl K3-EDTA
n Ky-EDTA c cobniogeHneM COOTHOLLEHWUSI KPOBU WU

aHTVKoarynsHTa, ykasaHHOro npovssoguTenem npoGupok.
B nMpoTMBHOM crly4yae BO3MOXHO 0OpasoBaHWE CrycTkoB
KpOBM.

CTabunbHOCTb NPo6 KpoBU

Cwm. PYKOBOACTBO MNosib3oBaTtend.
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C60op Mukponpo6:

Pexum cbopa npo6 nosgonsier pabotatb C
Mukpornpobamu  geTed U NOXWUMbIX  MaUMEHTOB
(MMHUManbHBIM 06bem MPoObl KPOBWU CM. B PYKOBOACTBE
nornb3oBaTens annapara). Mwuikponpobbl MOXHO
ucrnonb3oBaTb TONMbKO Mpu  coGnoAeHUV cregyowmnx
YCIOBWI:

m [lpobvpka [oOmkHa  MNOCTOSIHHO
BEPTMKaINIbHOM MOSIOXKEHUN.

m CMelmBaHMe  KPOBM  [JOJDKHO  OCYLUECTBASITbCH
NOCPEACTBOM JIErkoro nocTykMBaHusi no npobupke. He
BpallaiTe NpobUpKY Npu CMeLlUMBaHUW, MHAYe KPOBb
OCTAHETCS Ha CTeHKax MpoGWMPKM U  MWHUMAarbHBbIiA
HeobXxoanMbI 06bem ByaeT yTpayeH.

HaxoguTbCA B

MepemewwmnBaHue:

Mepen oTtbopoM npo6 HeoGXOAMMO WX OCTOPOXKHO W
TWaTensHO cMelwaTtb. 3T0 oGecneynBaeT OAHOPOAHYIO
CMECb Ans U3MEpPEHUSI.

Mopsagok paboThbl

PeareHT rotoB k UCNOMb30BaHMIO.

1. Cm. B  pyKoBOACTBE  MNOMb3oBaTenst  MOPSAOK
noeHTdukauun pactsopa Whitediff 1L ¢ nomoLubto
ckaHepa LUTPUXKOOOB UMK BPYYHYHO.

2. Mpu HeobXxoaMMOCTU W3BMEKUTE NYCTON (HNAKOH WU3-
nog pacteopa Whitediff 1L u3 otceka ansa peareHToB.

3. OTKpowTe HOBbIN (bnakoH C peareHToM.
4. BcTaBbTe BO (orlakoH 3arnyLuky ¢ TpyOKown.

5. 3atanute  3arnywky, obecneuvB

repMeTn4HOCTb.

Hagnexatyo

6. YctaHoBuTe dnakoH ¢ pactsopom Whitediff 1L B
OTCEK J151 peareHToB annapara.

CnepyTte UHCTPYKUMSIMU Ha 3KpaHe annapara.
MoapobHble WHCTPYKUMM NO npouedypam aHanmusa W
KOHTPOMS pesysibTaToB CM B PYKOBOACTBE MOJSIb30BATENS
annapara.

MeToauka

Whitediff 1L paspywaet mem6paHbl aputpoumtos (RBC),

obecneunBas BblCBOOOXOEHNe remornobuHa,
KOHLIEHTpaUUss  KOTOpOro  onpedensercd  MeToOoMm
CNeKTpodOTOMETPUMN.

Whitediff 1L saBnseTca CcenekTMBHbIM  NU3MPYIOLLNM
peareHTOM, KOTOpblA NO3BONsieT paccyntaTb obliee

KONMMYecTBO JEMKOLMTOB W NpPOM3BECTU onpeaeneHue
nemnkoumntTapHom dopmynbl no 6 nonynsunsam
(nMmdpoumnTbl, MOHOUWUTBLI, HEWTPOMUnbl, 303UHOUNEI,
6a3odunbl 1 GonblUMe He3penble KNeTkn).
Whitediff 1L Takke ob6ecneynBaet
aTUNUYHbIX TMMAOLUTOB.

onpepeneHne

Pa6oune xapakTepuCTUKN U OFrpaHUYEHUA
MeToAa

Paboune xapaKTepuCTMKU annapata U OrpaHUyYeHusi ero
napameTpoB, HaknagblBaemble MEeTOAOM aHanu3a, CM. B
PYKOBOACTBE MOJib30BaTeNS.

Pacuyet n UHTEepnpeTauusa pe3ynbTtaTtoB
aHanusa

CBegeHnsi 0 pacyeTe W MHTepnpeTauun pesynbTaToB
aHanusa cMm. B pyKoBOACTBe MNonb3oBaTerns annapara.

U3meHeHUs B nopsake paGOTbI C NPOAYKTOM
nBero pa60lmx XapaKTepucTtukax

MNoBpexpaeHne ynakoBKu

B cnyyae noBpexgeHUs  3alUMTHOM  YMaKOBKM  HE
ucnone3yrnte pacteop Whitediff 1L, Tak kak noBpexaeHus
MOTIN NOBNUATL Ha paboyne xapakTepuCcTUKN NPOoAyKTa.

Hanuuve npusHakoB nopyuu npoaykTa

Mpn HanmMumm Kakux-nmbo npusHakoB UINYECKOA UMK
xummdeckor nopun pacteopa Whitediff 1L (nomyTHeHue,
M3MeHeHMe LiBeTa 1 T.M.) ero cnegyeT 3amMeHUTb.

TeMnepaTypHbie orpaHM4eHus

He wncnone3ynte pactsop Whitediff 1L, ecrnn oH paHee
3amMopaxuBarncst UM XpaHurcsa npu TemnepaTtype Bbille
25°C.

Mepen ncnone3oaHmem Whitediff 1L y6eautech, 4to oH
poctur  paboyer TemnepaTtypbl, Kak OMuMcaHO B
pyKOBOACTBE Mnonb3oBaTens npnbopa.

BHYTpeHHMI KOHTPONb KayecTBa

KoHTponbHble o6pasubl kpoBn HORIBA Heobxogumo
ucnonb3oBaTb AN NEepUoaNYECKON OLEHKM KadvecTBa
(PYHKUMOHUPOBaHNSI peareHToB U annaparta B 3aJaHHbIX
AvanasoHax.
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HORIBA npegnaraet OHnanH-nporpammy
MexriabopaTopHoro CpaBHEHUS (QCP), KoTopasi
npegocTaBnseT JOCTyn No VIHTEpPHETY K:

nogaya oT4YETOB O pesynbTaTax BHYTPEHHENO KOHTPONS
KayecTBa B OHIanH-pexunmve;

MOHWUTOPUHI  KayecTBa paboTbl  aHaNUTUYECKOrO
obopynoBaHMA U HEMOCPEACTBEHHOE  CpaBHEHWe
pe3ynbTaToB  WCCNEAoOBaHW  C  pe3ynbTaTtamu,
NONyYeHHbIMU B COTHSIX labopaTopuii No BCeMy MUPY;
nonyyeHne B  pexumMe  peasnbHOr0  BpPEMEHU
CTaTUCTUYECKNX OTYETOB rpynn konner yepe3 QCP.

Bonee noapobHy0 MHOPMAaLMIO MOXHO MOMYy4uTb Ha
Beb-caiiTe no agpecy:
http://qcp.horiba-abx.com

MpocnexnBaeMocTb KanuopaTopoB u
KOHTPONbHbLIX MaTepuanos

HenpumeHumo.

PedepeHcHble nHTepBansbl

HenpumeHnmo.

JNntepatypa
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Edition. CLSI (NCCLS), document M29-A4 (2014) 34
(18).

Procedures for the Collection of Diagnostic Blood
Specimens by Venipuncture; Approved Standard -
Sixth Edition. CLSI (NCCLS), document H3-A6 (2007)
27 (26).

Procedures and Devices for the Collection of
Diagnostic Capillary Blood Specimens; Approved
Standard - Sixth Edition. CLSI (NCCLS), document H4-
AB (2008) 28 (25).
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