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FemaTonornyeckue annaparbl (4ns AUAarHOCTUKM in vitro)

Ha3HayeHne @b cd

ABX Difftrol — aTo TPEXYPOBHEBOE
MHOronapameTpuyeckoe CcpeacTso KOHTpOnS,
npefHasHa4YeHHoe AN MCMOoNb30BaHMS NMpu NpoBeAeHUM
AnarHoctuku in vitro n paspabotaHHoe Ansi NpUMeHeHus

npu  MOHWUTOPUHrE  TOYHOCTM U [OCTOBEPHOCTU
reMaTosiormM4eckmnx aHanuMsaTopoB HORIBA B
KMUHWYECKUX  AuarHoctudeckux — nabopatopusx — no

cnepytowum napametpam: WBC, RBC, HGB, HCT, MCV,
MCH, MCHC, RDW-CV, RDW-SD, PLT, PLT-Ox, MPV,
NEU%, NEU#, LYM%, LYM#, MON%, MON#, EOS%,
EOS#, BAS%, BAS#, IMG%, IMG#, NRBC%, NRBCH#,
TNC, LPF.

B 3aBucumMocTM OT Mogenu o6opynoBaHWsSI CrMCOK
napamMeTpoB  MOXeT  OoTnuyatbcs, obpaTutecb K
cneundukaumsam KkacaTenbHO NapaMeTpoB U UX 3HAYEHUN
NSl KOHKpeTHON Moaenu aHanmaaTtopa.

MpeanynpexaeHnsa n Mepbl
npenocTOPOXHOCTU

m PactBop ABX Difftrol npegHasHayeH TOnmbKO AniAa
npogeccrnoHanbHON ANarHOCTUKN in Vitro.
MpegHa3HayeHo Ansa Mcnonb3oBaHus B nabopaTopHbIX
YCINOBUSIX.

m [lonb3oBatenb 0653aH NpoBepuTb  COOTBETCTBME
HaCTOALEro AOKyMeHTa Ha3Ha4yeHuo NpoayKra.

m CornacHo HOPMaTMBHOMY OOKYMEHTY (EC)
N°.1272/2008 aTOT peareHT cunTaeTca 0e3BpedHbIM
BELLECTBOM.

MaTepuan 4enoBeyeckoro npoucxoxaeHus. Cneayet
obpawartbca Kak C noTeHuManbHbIM  UCTOYHUKOM
MHdekumn. Kaxablh  goHopckas eguHuua nnasmbl
KPOBW, WCMNONb30BaHHAst Ans MPUroTOBMNEHUST 3TOro
npoaykta, npotectuposaHa FDA ¢ nomoubio
onobpeHHOro MeToaa, U B Helt He 06HapyxeHbl HBsAg,
BfC un antutena k BUY 1/2. B cBasn c Tem, 4To
HUKaKOW W3 W3BECTHbIX METOAOB aHanu3a He faet
NOMHoW YBEPEHHOCTW B OTCYTCTBUM BUpyca renatuta B,
BUpYyca ummyHopeduunta Yenoseka (BUY) unu gpyrux
MHMEKLUMNOHHbBIX areHTosB, npoayKTbl cnepnyet
paccmatpuBaTb Kak B3sTble y nauueHTa o6pasupl,
ABNSALWMNECA NOTEHUMANbHLIM UCTOMHUKOM UHAEKUMH,
1 obpawaTtbcs ¢ HAMK C cobnoaeHnemM Haanexalmx
Mep MNPeAOoCTOPOXHOCTM  COrfacHO  Hagnexaien
nabopatopHo npakTuke (1, 2, 3).

MpeaynpexpeHue: OaHHbIA peareHT M3roTOBMEH Ha
OCHOBE MaTepuarnoB >KMBOTHOIO MPOUCXOXOEHWSI.
MosTomy ero cnegyeT cuuTaTb MOTEHUMANbHO
MHMLUMPOBaHHLIM MaTepuarioMm n npu paboTte ¢ HUM
npvHMMaTb Heobxoaumble Mepbl NPEAOCTOPOXHOCTU B
COOTBETCTBUM C YCTaHOBMEHHbIMM TpeboBaHusMK K
NpoBeAeHMI0 NabopaTopHbIX UCCreaoBaHui: (2).
Cobntogaiite npuHaTble B nabopaTopun ctaHgapTHble
Mepbl NpPeaoCTOPOXHOCTU 7 BbINONHANTE
pekoMeHOgauum Mo OxpaHe 340poBbA U TEXHUKE
GesonacHocTn denepanbHOro UMM - pernoHanbHoro
YPOBHSA.

CMm. nacnopT 6Ge3onacHocTu
oTHocsawwmmncsa k ABX Difftrol.

He wucnonb3yiiTe npodykT, ecnu He cobnopatTes
peKkoMeHOyeMble  YCINOBUSI  XpaHeHusl,  BKIoYasi
Temneparypy.

Mpexae 4Yem npuctynatb k pabote c aHanusaTopom,
onepatop 06si3aH NporTn obyyeHue y npeacraBuTens
komnaHun HORIBA.

npogykta  (SDS),

alameHeHunst: HoBasi hopma GykneTa.

bllsmeHeHMs: M3MEHeHNe HasHaueHus.

°N3MeHeHWs: U3MeHEeHWe MapK1pOBKY Ha COOTBETCTBUE TpeGoBaHusam EC.
d/1ameHeHNA: M3BMEHEeHNe CNPaBOYHOro HOMepa.

Explore the future
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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.

YTunmusauma orxogoB

Cwm. Tp96OBaHVI$| pernoHanbHbIX HOPMAaTUBHbIX
OOKYMEHTOB.

Mukpobuonornyeckoe cocTosiHme

HenpumeHnmo.

OnucaHue u cocTaB

OnucaHune

Pactsop ABX Difftrol no BHewHemy Buay MOXOX Ha
CBEXY  LenbHyl0  KpoBb. Hanuume  posoBaTtoro
cynepHaTaHTa sIBfsieTcsi HOPMOWA.

CoctaB

ABX Difftrol cogepxuT nenkouuTbl, 3PUTPOLUTLI W
TpomMOGOoLUUTLI (4yenoBeyeckne unm XXWBOTHOIO
NPOUCXOXAEHNS), B3BELUEHHble B  nnasmononobHow
KNOKOCTU

YcnoBus XpaHeHunaA n CTabUNbLHOCTbL

m YcnoBus xpaHeHus (0o BCckpbiTus): 2-8°C (35-46°F).
He 3amopaxuBaTb.

Koroa npobupku He ucnonb3yloTcs, UX Heobxoammo
XPaHWUTb B BEPTUKAINIbHOM MOMOXEHUN B OPUrMHANbHOW
yMaKoBKe.

He pekomeHOyeTcsi XpaHUTb B OTAENEHUSIX Ha ABEPU
XOnoaunbHoM Kamepebl.

m CTtabunbHOCTb BO BCKpbITOM cocTosHuu: ABX
Difftrol ctabuneH B xoge 16 npouenyp B3siTUsi Npob B
TeyeHne makcumym 16 gHenm npu TemnepaType 2-8°C
(35-46°F) nocne oOTKpbITUS M B TedyeHMe Ccpoka
rOAHOCTMW.

Mpo6upkn ¢ kanubpaTtopom ABX Difftrol Heobxoaumo
NIOTHO 3aKpblBaTb KPbILLKOW NOCIE UCMONb30BaHNUS.

m CpoK rogHocTW: CM. CPOK FOOQHOCTM Ha 3TUKETKe
YNakKoBKM peareHTa.

Tpe6yeMble, HO He npeaocTaBndeMble
MaTepuanbl

m ABTOMAaTU3UPOBAHHbIA reMaTONOrMYecknini aHanm3aTop.
m CraHgapTHoe nabopatopHoe o6opyaoBaHue.

Mpo6a

HenprvmeHumo.

Mpoueaypa

ABX Difftrol rotoB k ucnonb3osaHuto.

AHanu3 KoHTponew crnefyeT BbINOMHATb €XeOHEBHO B
OQHO BpeMms C aHanu3oM B3ATbIX y nauueHTa obpasuos C
BbINOSTHEHNEM KannépoBKM unu TEXHUYECKOro
obcnyxuBaHua Npu KaxgoMm aHanuse. Yactota aHanusa
KOHTponew 3aBucuT oT TpeboBaHun nabopatopuun. B
Kaxgon rnabopatopum  OOMKHbI  ObITb  onpegeneHsbl
nognexawme cobnogeHnio npoueaypbl  obecneveHus
KayecTBa. 3TW npouenypbl OOMKHbI COOTBETCTBOBATb
OEeVCTBYIOLLNM aTTeCTaUUOHHbIM TpeboBaHuAM ]
NPYMEHMMbIM HOPMATMBHBLIM MOMNOXEHUSAM.

1. Joeeaute ABX Difftrol o komHaTHOM Temnepatypbl
nyTeM npokatkyu npobupkM Mexay nagoHsaMK, Moka
apuTpOUUTapHBLIA  Oocagok He OyaeT  MOMHOCTbIO
cycneHampoBaH. He BCTpsAxmBathb.

2. Cm. B PpYyKOBOACTBE Monb3oBaTens  MOPSAOK
nogeHtTndukaumm pactsopa ABX Difftrol ¢ nomouysio
CckaHepa LUTPUXKOAOB UMK BPYYHYHO.

3. AkkypaTHO nepeBepHUTEe npobupky ot 8 go 10 pas
HenocpeacTBEHHO nepea oTéopom npob.

4. 3anyctute ABX Difftrol B cooTtBetctBUM C
npoueaypoi, OnucaHHoN B pyKoBOACTBE
nonb3oBaTens.

5. MpoTtpute pe3bby © KpbiwKy npobupkn nocne
MCMOMNb30BaHNs C MOMOLLbI 6E3BOPCOBON Mapnu.

6. 3akponte n nomecTute NPOOMPKY B XONMOAMIBHUK
cpasy e nocre UCrnosb3oBaHus.

[laHHble NO KOHKPETHbIM MOAEnsM annapatoB MOXHO
HaWTM B JWUCTKE C XapakTepucTukamu npoueaypsbl
ucnons3oaHusa pactesopa ABX Difftrol.
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ABX Difftrol

ﬂop,po6Hb|e MHCTPYyKUMM nNo npoueagypam aHanmsa u“
KOHTPONA pe3ynbTaTtoB CM B PYKOBOACTBE NoOJfib3oBaTeNA
annaparta.

MeTtoauka

ABX Difftrol — 910 cTabunbHbIl  npenapar,
npefHasHa4YeHHbIN Ans MOHWTOPWHIa TOYHOCTM paboThbl
reMaToriorMyeckMx aHanu3aTopoB. OTanoHHblE 3HAYEHUS
MonyyeHbl MpU MOBTOPHLIX Mpouedypax aHanusa Ha
annapaTtax, OTKanubpoBaHHbIX C  WCMNOMb30BaHUEM
LUenbHOW KPOBM MO  3HAYEHUSIM, MOMYyYEeHHbIM  NpK
“cnonb3oBaHUK 3TaNOHHbIX MeTofoB.AHanm3
kannbpaTtopa ABX Difftrol Ha annapaTte BbinonHseTcs
Tem e crnocobom, 4Yto M ob6pasel, KpPOBM MauMeHTa
(onpepensitoTca yaenbHoe COMPOTUBIIEHWE U OMTUYECKas
MNOTHOCTb,  BLIMOMHSAIOTCA  CNEKTPOOTOMETPUYECKME
n3MepeHus).

AkcnnyaTaunoHHbIe XapaKTEPUCTUKM U
orpaHuyeHus

CpepHuve 3HaveHus, ykasaHHble AN Kaxaoro napamerpa
ABX Difftrol, nonyyalT 13  pennMUMPOBAHHbLIX
pes3ynbTaToOB aHanu3oB, BbINOMHEHHbIX HA aHanusaTopax,
OTKanubpoBaHHbLIX C WCMONb30BAHMEM LIENBHOW KPOBMW.
AHanusbl NpoBOAUNM C WCNOMb30BaHMEM peareHToB,
pekomeHaoBaHHbix HORIBA. Oxupaemble AnanasoHbl
oTpaxatoT Bapuaumio mexay pasnu4YHbIMM
nabopaTopusMu AN Kaxaoro napameTpa.

Tem He MeHee, 3HayeHus, yKa3aHHble B MacnopTax
aHanu3a, AOIMKHbl ObiTb TONBKO OPUEHTUPOBOYHBLIMU ANS
Luenen KOHTPOMA M He [OMKHbl UCMONb3oBaTbCA ANA
KanubpoBsku.

CornacHo CLSI C24-A4 (4), cpegHee 3HayeHue aHanumsa
N CTaHOApPTHOE OTKMOHEHUE OOMKHbI BbiTb yCTaHOBMNEHbI
nyTem nocnegosaTenbHOro aHanusa B naboparopuun. Ans
3TOro Heob6xoaMMo nNpoBecTu aHanu3 Hosow napTum ABX
Difftrol napannenbHO C wucnonb3yemMom B HacTosLiee
Bpems napTtuen ABX Difftrol.

B wuwpeane Heob6xoouMMo npoBecTu kak MuHumym 10
N3MepeHUn B Te4eHne kak MMHUMYM 10 oTAenbHbIX AHEen
Ha npaBUNbHO OTKaNMOpoBaHHOM aHanu3aTope, 4TOoObI
YCTaHOBWUTb CPefHue 3HayveHusa aHanusa. CtaHpapTHoe
OTKIMOHEHNE [OIMKHO ONpefensaTbcsa B TedyeHne 6Gonee
AnvTensHOro nepuoaa, Y4Tobbl 3axsaTbiBaTb B TOM Yucne
NCTOYHUKM JOMNTOCPOYHON BapnabenbHOCTH.

Cm. naparpad «CooTHeceHue  kanubpaTtopoB U
KOHTpOnNEeW C aTarnoHHbLIMU MaTepuanaMmm»

BblunMcneHue M NHTepnpeTauus
pe3ynbTaTtoB

CBegeHuss 0 Mpouedype KOHTpons W MHTepnpeTauuu
pe3ynbTaToB CM. B PYKOBOACTBE MNonb3oBaTens annapara.

N3meHeHus B nopsake paGOTbI C NPOAYKTOM
nBero paﬁoqux XapakTepuctTukax

MoBpexaeHue ynakoBKU

B cnyyae noBpexgeHUs  3alUMTHOM  YMNaKOBKM  HE
ucnoneaynte pacteop ABX Difftrol, Tak kak noBpexageHus
MOTIN NOBNUATL Ha paboyne xapakTepucTUKN NPoayKTa.

Hanu4yune npusHakoB nopuu npoaykra

Mpn HanMumMn kakux-nMbo nNpu3HaKkoB U3NYECKON unn
xmmmnyeckon nopum pactsopa ABX Difftrol (nomyTHeHwue,
M3MeHeHune LBeTa 1 T.N.) ero cneayeT 3amMeHuUTb.

HenpaBunbHoe cMmelwlMBaHue

B cnyyae HenonHoro nepemeluMBaHWS COLEPXKMMOro
npobupkn nepes McrnonbL3oBaHWeM B3SATbIM obpaseu, a
Takke octatok ABX Difftrol B npobupke craHoBsTCA
HenpurogHbiMu Ans paboTsbl.

TemnepaTtypHble orpaHU4YeHUs

He ucnonbayiite pactsop ABX Difftrol, ecnu oH paHee
3amopaxuBancss unu  noaseprancs  M3bbITOYHOMY
Harpesy.

Mepen ucnons3oanvem ABX Difftrol y6eantech, 4To OH
poctur  paboyeit  TemnepaTtypbl, Kak OMUMcCaHO B
pyKOBOACTBE Mnonb3oBaTens npubopa.

BHYTpeHHUN KOHTPOJSIb KayecTBa

ABX Difftrol gormkeH ncnonb3oBaTtbCcs ANg NepPUOANYECKON
OLEHKN B3aMMOYBA3aHHOCTU peareHToB U npubopa B
yKa3aHHbIX Anana3oHax.
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HORIBA npegnaraet OHnanH-nporpammy
MexriabopaTopHoro CpaBHEHUS (QCP), KoTopasi
npegocTaBnseT JOCTyn No VIHTEpPHETY K:

m rojaya oT4eTOB O pesyrnbTaTax BHYTPEHHEro KOHTPOsA
KayecTBa B OHIanH-pexunmve;

B MOHWTOPUHr  KadyectBa paboTbl  aHaNMTUYECKOro
o6opyaoBaHUs M HernocpeACTBeHHOEe — CpaBHeHue
pesynbTaToB  MCCMeaoBaHWM ¢ pesynbratamu,

Mofy4YeHHbIMU B COTHSIX flabopaTopuii No BCeEMy MUPY;
m MONyyeHNe B  pPEXUME  pearbHOro  BPEMEHMU
CTaTUCTUYECKNX OTYETOB rpynn konner yepe3 QCP.

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

CooTHeceHuMe KanubépaTopoB U KOHTpoOnen ¢
3TanoHHbIMU MaTepuanamm ©

CpeactBa koHTponst u kanubpatopbl HORIBA MoXHO
COMOCTaBUTb CO CTaHAAPTHbLIMW 3TANIOHHBIMU METOAaMM.
FemaTonornyeckne  aHanu3atopbl B nabopaTtopumn
obecneveHuns KayecTBa oTKanubpoBaHbI c
UCMONb30BaHWEM  LENbHOW  KPOBWM OO  3HAYeHuH,
NOSyYEHHbIX c MCMOomb30BaHNeEM cnepyroLmx
CTaHOapTHbIX 3TanoHHbIX MeTogoB. O6pasubl UenbHON
KPOBMW, B3ATble Y HOPManbHbIX, 300POBbIX [OHOPOB,
cobupator B aHTukoarynsaHt EDTA w aHanusmpylT B
TeyeHuve LeCcTM YacoB nocne cbopa.

NenkouunTbl (WBC) " 3pUTPOLUTDI (RBC)
aHanusupytoTca Ha npubope cepumn Coulter Counter Z*.
Bce 3HayeHus ckoppekTnpoBaHbl Anst cooTBeTcTBUSA (5).

FemMornobuH namepsaeTca C MCNOMNb30BaHUEM peareHTa,

peKoOMeHO0BaHHOMO UHcTuTyTOM KMUHUYECKNX
ctanpgaptoB (CLSI) gns wmeTtoga  onpepenenus
remornodvHunaHnaa (umaHmeTremornobunHa) (6).

Moka3aHusa nponsBoasatcs npu 540 HM Ha koropumeTpe/
cnekTpodoTOMETpEe, OTKanMbpoOBaHHOM B COOTBETCTBUM C
pekomeHgaumsimm CLSI H15-A3 (6).

FemaTokpuT (06BbEM OCaXAEHHbIX KINETOK) M3MepsieTcs C
MOMOLLbIO CTEKMSAHHBIX MWUKPOreMaToKpUTHBIX NPOBUPOK
(He NOKPBITBIX aHTUKOArynsHToOM), LeHTpUdyrmpoBaHHbIX
B TeYeHVe 5 MUHYT B MUKPOreMaTOKpUTHOW LeHTpudyre B
cooTtBeTcTBUM C AokymeHToM CLSI H7-A3 (7). Monpaeka
Ha 3axBayeHHylo Mna3my He JenaeTcs.

TpomGouuTbl aHaNM3NpPyT C NOMOLLbID reMOLUMTOMETPa
1 pa3oBO-KOHTPACTHOM oNTUKM (8).

* Bce mapku u npolQyKmbl S6/[0Mmcss moeapHbIMU
3HaKkaMu  unu  3apesucmpupo8aHHbIMU  MO8apHbIMU
3HaKaMu coomeemcmeyuux KoMinaHud.

PecdepeHcHble MHTepBansbl

HenpvmeHumo.
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eI3meHeHNs: UBMEHEHNS crinucka nutepaTypbl.
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