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FemaTonornyeckue annaparbl (4ns AUAarHOCTUKM in vitro)

HasHauyeHue 2 u

ABX Minocal - 3aTo MHoronapameTpuyeckuin kannbpartop
KpOBM, MpedHa3HaYeHHbIi Ans  UCMOoNb3oBaHWs  Mpu
npoBeaeHUN ONArHoCTUKK in Vvitro n paspaboTaHHbIn Ans
NPpUMEHEHNs  MNpu  KanubpoBke  reMaTonornyeckux
aHanM3aTopoB.

[aHHble NO KOHKPEeTHbIM MOAENsM annapatoB MOXHO
HaWTM B TJMCTKE C XapaKTepucTukamu npoueaypbl
ncnonb3oBaHus pacteopa ABX Minocal.

MpeanynpexaeHnsa n Mepbl
npenocToOpPOXHOCTU

m PactBop ABX Minocal npegHasHayeH Tonbko Ans

< . ) | |
npodeccroHarnbHOW ANarHoCTuKK in Vitro.
MpegHa3HavyeHo Ans MCMONb30BaHWS B nabopaTopHbIX
YCrOBUSIX.
m [lonb3oBatenb 0653aH nNpoBepUTb  COOTBETCTBME
HacTosALWero JOKYMeHTa Ha3HaYeHUo NpoaykKTa. -
m CornacHo HOPMaTUBHOMY OOKYMEHTY (EC)
N°.1272/2008 aTOT peareHT cunTaeTca 0e3BpedHbIM -
BELLECTBOM.
| |
| |
| |
| |

MaTepuan 4enoBeyeckoro npoucxoxaeHus. Cneayet
obpawartbcd Kak C noTeHuManbHbIM ~ UCTOYHUKOM
MHdekumn. Kaxablh  goHopckas eauHuua nnasmbl
KPOBW, WCMNONb30BaHHAs Ans MPUrOTOBMNEHUST 3TOro
npogykra, npotectuposaHa FDA ¢ nomoubio
onobpeHHOro MeToaa, U B Helt He 06HapyxeHbl HBsAgQ,
BIfC un antutena k BUY 1/2. B cBasn c Tem, 4To
HUKAKOM W3 W3BECTHbIX METOAOB aHanu3a He faet
NoMHoW YyBEPEHHOCTW B OTCYTCTBUM BUpyca renatuta B,
BUpyca ummyHofedumunta Yenoseka (BUY) unu gpyrux
MHEKLUMNOHHbBIX areHTosB, NpoayKTbl cnepnyet
paccmatpuBaTb Kak B3sTble Yy nauueHTa o6pasupl,
SABNSALWMNECA NOTEHUMANbHLIM UCTOMHUKOM WHAEKLMH,
1 obpawaTtbcs ¢ HAMK C cobnogeHnemM Haanexalmx
Mep NPeAoCTOPOXHOCTM  COrfacHO  Hagnexaiien
nabopatopHow npakTuke (1, 2, 3).

Cobntogaiite npuHaTble B nabopaTopun ctaHOapTHble
Mepbl NpPeaoCTOPOXHOCTU " BbINONHANTE
pekoMeHOgauum no OxpaHe 340poBbA U TEXHUKE
GesonacHocTn degepanbHOro UMM pernoHanbHOro
YPOBHSA.

Cm. nacnopt 6esonacHoctu npogykta  (SDS),
oTHocsawmncsa k ABX Minocal.

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

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

Jiobble cepbe3Hble NPOUCLLECTBUS, UMEBLUME MECTO B
CBSI3W C 3KCMnyaTaumen aHanusaTtopa, Heobxoanmo
[oBoauTb OO CBEAEHUsI npou3BoauTenss W 1o
YMONTHOMOYEHHOrO OpraHa BfacTu CTpaHbl, B KOTOPOW
HaxoguTcsa onepartop npubopa U/munu NaumeHT.
EmKocTM Cc peareHTamu sIBNSOTCS OAHOPA30BbIMU U
nognexar yTUnu3auum cornacHo MECTHbIM
HOpMAaTUBHbLIM TPEOOBaHUSIM.

3a TexHu4eckon nomMoLLbo obpallanTech No TenedoHy
+33 (0)4 67 14 15 16.

a/1ameHeHust: HoBas chopma BykneTa o peareHTe.

Explore the future
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ABX Minocal

YTunusaumsa otxonos

Cwm. TpeboBaHus
[JOKYMEHTOB.

OToT peareHT cogepxut meHee 0,1% asupa HaTpusa B
KayecTBe KOHcepBaHTa. A3ng HaTpusi MOXET BCTYNUTb B
peakumio Co CBUHLIOM U Meabto, 06pa3ysi B3pbIBOOMACHLIE
asuabl MeTanmnos.

pernoHarnbHbIX HOPMaTUBHbIX

Mukpobuonornyeckoe coctosiHue

HenpumeHumo.

OnucaHue u coctaB

OnucaHue:

Pactsop ABX Minocal no BHewHemy BMAY MOXOX Ha
CBEXYD  LeMbHyl0  KpoBb. Hanuume  pososaTtoro
cynepHaTaHTa ABfsieTCs HOPMOWA.

Cocras:

PactBop ABX Minocal cogepxut nevikountsl (WBC),
3pUTPOLUTHI (RBC) " TpoMOOUUTBI (PLT)
MITEKOMUTAIOLLMX, B3BELUEHHbIE B XXMOKOCTU, CXOXEN C
nnasmMon KpoBu.

YcnoBus XpaHeHuna n CTabUNbLHOCTbL

m YcnoBusi xpaHeHus (8o BCKpbITus): 2-8°C (35-46°F).
He 3amopaxuBaTb.

Koroa npobupku He ucnonb3yloTcs, Ux HeobxoaMmo
XpaHWTb B BEPTUKAINIbHOM MOMOXEHUN B OPUrMHArbHOW
yMaKoBKe.

He pekomeHOyeTcs XpaHUTb B OTAENEHUSIX Ha ABEpU
XOnoaunbHon Kamepbl.

m CtabunbHOCTb B OTKpbITOM cocTosiHuu: ABX
MinocalctabuneH B TeyeHne 1 OHSA Mocne OTKPbITUS
npobupkn, ecnu  OCYLLEeCTBMSETCA  Haanexallee
obpalleHne 1 HezameanuTenbHoe oxnaxaeHwe nocne
ucnonb3oBaHusa Ao TemnepaTypbl 2-8°C (35-46°F).
Mpo6upku ¢ kannbpatopom ABX Minocal Heobxoaumo
MNSOTHO 3aKpblBaTb KPbILLKOW NOCIE UCMONb30BaHUS.

m CpoKk rogHocTu: CM. CpOK rOOHOCTU Ha 3TUKETKE
yMNaKoBKW peareHTa.

Tpebyemble, HO He NpeaocTaBnsieMble
MaTepuanbl

m ABTOMaTM3MPOBAHHbIN FEMaTONOrMYECKMA aHanM3aTop.
m CraHgapTHoe na6opatopHoe o6opynosaHue.

Mpob6a

HenpumeHnmo.

Mpoueaypa

ABX Minocal rotoB K NCnonb30BaHuio.

Kannbpoeka npubopoe HORIBA Medical saBnsieTca
Ba)XXHON MNpoLeaypor, KOTOPYH, BO3MOXHO, noTpebyetcs
BbINOJSHATL NPU ONPeAEneHHbIX TEXHUYECKNX CUTYauusX,
TakMx Kak yCTaHOBKa, TexHu4yeckoe obcnyxuBaHue w
cepBUCHble BMellaTenbcTBa. Kannbposka He p[ormkHa
BbINOSHATLCA A4S KOMMEHCaUUM CMELLLEHUS pe3ynbTaToB
n3-3a 6n1okMpoBKKU Npmbopa.

O vacTon NoBTOPHON KannMbpoBke HEOOXOAMMO COOOLLNTD
B TexHunyeckyto nogaepxky komnaHun HORIBA Medical
ans onpegeneHus dakTmyeckon NPUYMHbI 7]
COOTBETCTBYIOLLEro cnocoba ycTpaHeHns HEMCNPaBHOCTMU.
Mocne BbINOMHeHWA  kanubpoBkM  ybeguTecb, 4TO
3HayeHus MCV, MCH n MCHC ans o6pasuos, B3ATbIX Y
naumeHTa, COOTBETCTBYHT CPeAHNM 3HAYeHUAM OObIYHOM
nonynsiumMmn ons 3Tmx napameTpos.

1. Oosegute ABX Minocal go komHaTHOW TemnepaTypbl
nyTeM npokaTkyu nNpobupkM Mexay nagoHsaAMW, noka

3pPUTPOLNTAPHBIA  0CadoK  He 6yp,eT MOJNTHOCTbIO
cycneHgunpoBaH. He BcTpsixuBaTthb.
2. Cwm. B pykoBoaCTBe nonb3oBarensa nopAaaokK

noeHTMdukauun pactsopa ABX Minocal ¢ nomoLlbto
CKaHepa LUTPUXKOAO0B UITN BPYYHYIHO.

3. AkkypaTHo nepesepHuTe npobupky ot 8 go 10 pas
HenocpeacTBeHHO nepen ot6opom npob.

4. 3anyctute ABX Minocal B cooTtBeTcTBUM C

npoueaypoi, onuncaHHoM B pYyKOBOACTBE
nonb3oearens.
5. MpoTpuTe pesbby W KpbiWKy NpobupkuM nocne

MCNosib30BaHUA C NOMOLLUbHO 6e330pcoaot7| mMapnu.

6. 3akponte n nomMmecTute NPOBMPKY B XONOAMIBHUK
cpasy e nocne UCMonb30BaHuS.

[aHHble NO KOHKPETHbIM MOZENsM annapaToB MOXHO
HaTM B JIUCTKE C XapaKTepucTMkamu npoueaypsbl
ncnonb3oBaHust pactesopa ABX Minocal.

MogpobHble MHCTPYKUMM MO npoueaypaMm aHanusa wu
KOHTpONs pe3ynbTaToB CM B PYKOBOACTBE MONb30BaTENs
annapara.

MeToauka

ABX Minocal — 910 cTabunbHbiM  npenapar,
ucrnonb3yembli Ans KanubpoBKM aHanM3aTopoB KpPOBMU.
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ABX Minocal

KannbpoBouHble 3HayeHus Obinv nony4veHbl M3 aHanusa
pennuk, npoBedeHHOro Ha npubope, KOTOpbIA 6bin
oTkanMbpoBaH  LENbHOW  KPOBbO OO0  3HAYEHWA,
nony4YyeHHblXx MO 3TanoHHbIM MeTtogam. ABX Minocal
ucnonb3yetca B npubope TakMm xe obpasoMm, Kak K
obpasel, KpoBM nauuveHTa (MokasaTenu COonpoTUBMEHMS,
abcopbuum 1 cnektpodhoTomeTpuM), a  Takke
ncnonb3yetcs ANs KanubpoBKWM 3HAYEHWUI NEeNKOLUTOB
(WBC), aputpouutoB (RBC), remornobuHa, rematokputa
n TpombouuTtos (PLT).

(DYHKLlMOHaHbeIe XapPaKTepuCTtukm n
orpaHn4yeHus

CM. cCnpaBoOYHbI NUCTOK pe3ynbTaToB aHanv3a Ans
nony4vyeHna LUeneBbiX 3HAYEHUN W UX OTKINOHEHUN B
OTHOLLEHNM ucnons3yemoro npubopa.

Cm. naparpag «CooTHeceHue  kanubpaTtopoB U
KOHTpOJ'IeVI C 3TalrlOHHbIMU MaTepuanamm»

PacyeT u nHTepnpeTauus pesynbtaTtoB

CeegeHuss o0 npouedype KanubpoBku annapata W
WHTeprnpeTauum pesynbTaToB CM. B  PYKOBOACTBE
nonb3oBaTesns annapara.

N3meHeHus B nopsgke pa6OTbI C NPOAYKTOM
n B ero pa6oqux XapakKkTepuctukax

MoBpexaeHune ynakoBKU

B cnyyae noBpexaeHUst 3alUMTHOM  YMaKOBKU  He
ucnonedynte pactsop ABX Minocal, Tak «kak
noBpexaeHust Mornm NnoBNUATb Ha pabouune

XapakKTepucTukn npoaykra.

Hanuuue npusHakoB nopyu npoaykra

Mpn HanuMumMm KakMx-nMbo NPU3HaKoB U3NYECKON MNN
XumMmyeckon nopym pactsopa ABX Minocal (nomyTHeHwue,
N3MeHeHue LBeTa 1 T.M.) ero crnegyeTt 3aMeHUTb.

HenpaBunbHoe cmelumBaHue

B cnyyae HenonHoro nepemellnBaHUA COOEPXKUMOrO
npobvpkn nepea uCNonb3oBaHMEM B3siTbIN 06pasel, a
Takke octatok ABX Minocal B npobupke cTaHoBATCA
HenpurogHbIMy Ans paboThbl.

TemnepaTypHble orpaHU4eHus

He uncnone3ynte pactsop ABX Minocal, ecnv oH paHee
3amopaxwuBancs  unu  nogseprancs  U3ObITOYHOMY
Harpesy.

Mepen ucnonb3oBaHnem ABX Minocal y6eamTech, 4To OH
poctur  paboyert  TemnepaTtypbl, Kak OMUMcCaHO B
pyKOBOACTBE Mnonb3oBaTens npubopa.

BHYTPEHHM n KOHTPOJ1b KavyecTBa

KoHTponbHble  obpasubl  kpoBun HORIBA  Medical
Heob6XxoaMMO MCnonb3oBaTb AN MNEePUOUYECKON OLIEHKU
KayecTBa (PYHKUMOHMPOBAHUS peareHToB W annapaTta B
3a/jaHHbIX JuanasoHax.

HORIBA Medical npegnaraet  OnnaviH-nporpammy
MeXxrnabopaTopHOro  cpaBHEHUs! (QCP), KoTopas
npegocTaBnsieT 4ocTyn no VIHTepHeTy k:

m nogava OTYETOB O pe3ynbTaTax BHYTPEHHEro KOHTPOns
KayecTBa B OHNaNH-PEXUME;

®m MOHUTOPWUHI  KadyecTBa paBoTbl  aHanMTUYEecKoro
o6GopynoBaHUs U HEMoCPEACTBEHHOE  CpaBHEHWE
pe3ynbTaToB  MCCMeAoBaHWM  C  peaynbTatamu,

nony4YeHHbIMU B COTHAX nabopaTtopui No BCemy Mupy;
m MOfydyeHne B PEXUME  pearnbHOro  BPEMeHU
CTaTUCTUYECKMX OTHETOB rpynn konner yepes QCP.

Bonee nogpoOHy WHOpPMaUUIO MOXHO MOMYYMTb Ha
Beb-canTe no agpecy:
http://qcp.horiba-abx.com

CooTHeceHuMe KanubpaTopoB U KOHTpOsien ¢
3TanoHHbLIMKU MaTepuanamm P

CpeactBa koHTponst U kanubpaTtopel HORIBA Medical
MOXHO COMOCTaBWUTb CO CTaHOAPTHbIMU 3TANOHHLIMU
MeToaaMu.
emaTonorunyeckune
obecneveHus

aHanu3atopbl B nabopaTopumu
KayecTBa OTKannobpoBaHbI c
MCMOMb30BaHWEM  LENbHOW  KPOBM [0  3HAYEHWN,
NomnyYeHHbIX c UCMONb30BaHNEM cnenyroLLmx
CTaHAapTHbIX 3TanoHHbIX MeTofoB. O6pasupl LenbHou
KpOBMW, B3ATble Y HOPManbHbIX, 300POBbIX [OHOPOB,
cobupatot B aHTukoarynsHt EDTA wn aHanusmpyioT B
TeuYeHwue LWecTn YacoB nocne cbopa.
NenkouunTbl (WBC) " 3pUTPOLMUTDI (RBC)
aHanuanpytoTcss Ha npubope cepumn Coulter Counter Z*.
Bce 3HauyeHusa ckoppeKkTMpoBaHbl Anst COOTBETCTBUSA (4).
Femorno6uH nsmepsieTcs C MCNOMb30BaHUEM peareHTa,

pekoMeHA0BaHHOro NHcTuTyTOM KMUHUYECKNX
cTaHgapToB (CLSl) pnsa MeToda  onpegeneHus
remornobvHumnaHnaa (umaHmeTremornobuHa) (5).

MokasaHusa npomnssogatcs npu 540 HM Ha konopumeTpe/
CnekTpohoTOMETPE, OTKaNIMbpPOBaHHOM B COOTBETCTBUU C
pekomeHpaunsmm CLSI H15-A3 (5).

bliameHeHus: M3MeHeHns cnmcka nutepaTypbl.
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FemaToKkpuT (06bEM OCaXOEHHBIX KIETOK) n3mepseTcs ¢
MOMOLLbIO CTEKIMAHHBIX MWKPOreMaTOKPUTHBIX NPOBUpPOK
(He MOKPBITbIX @HTUKOArynsiHTOM), LeHTPUdYrMpoBaHHbIX
B TeYeHWne 5 MMHYT B MUKPOreMaToKpUTHOW LeHTpudyre B
cooTBeTCcTBUM C AokymeHToM CLSI H7-A3 (6). MNonpaska
Ha 3axBayeHHyIo Nras3My He JenaeTcs.

TpomMGouUTbI aHanNM3MpPyOT C NOMOLLbIO reMouMToMeTpa
1 pa3oBO-KOHTpacTHOM onTukm (7).

* Bce Mapku u npolyKmbl Sernsomcsi mosapHbIMU
3Hakamu unu  3apeaucmpupo8aHHbIMU  MOB8aPHbIMU
3HaKaMu coomeemcmeywux KoMmnaHud.

PedepeHCcHbIe nHTepBansbl

HenpumeHnmo.
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