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FemaTonornyeckue annaparbl (4ns AUAarHOCTUKM in vitro)

HasHauyeHue 2

ABX Minocal - 3aTo MHoronapameTpuyeckuin kannbpartop
KpOBM, MpedHa3HaYeHHbIi Ans  UCMOoNb3oBaHWs  Mpu
npoBeaeHUN ONArHoCTUKK in Vvitro n paspaboTaHHbIn Ans
NPpUMEHEHNs  MNpu  KanubpoBke  reMaTonornyeckux
aHanuM3aTtopoB No criegylwum napametpam obuiero
aHanu3a kposu (WBC, RBC, HGB, HCT, MCV, PLT, MPV)
B KINMHUYeCKMX nabopartopusx.

B 3aBucumoctn oOT Mogenu obopynoBaHMs  CMMCOK
napamMeTpoB  MOXeT  oTnuyatbcd, obpaTtutecb K
cneumdmKaumsam KacaTenbHO NapaMeTpoB U UX 3HAYEHUN
[ONsi KOHKPETHOW MoAenu aHanmaartopa.

MpeanynpexaeHnsa n Mepbl
npenocTopoxHocTy P

m PactBop ABX Minocal npegHasHayeH Tonbko Ans
npodeccrMoHanbHON NarHOCTUKM in Vitro.
MpegHa3HavyeHo 4nsa MCnonb3oBaHUs B nabopaTopHbIX
YCINOBUSIX.

m [lonb3oBatens 0653aH NPOBEPUTL  COOTBETCTBUE
HaCTOALLEro JOKyMeHTa Ha3Ha4YeHno NpoayKra.

m CornacHo HOpMaTUBHOMY OOKYMEHTY (EC)
N°.1272/2008 aTOoT peareHT cuuTaeTca 6e3BpedHbIM
BELLECTBOM.

m [peaynpexaeHue: mMatepuan 4yernoBe4ecKkoro
npoucxoxaenusi. Cnegyetr obpawarbcs kKak C
noTeHumaneHblM  UCTOYMHMKOM  MHdekumn.  Bce
NpoayKTbl,  MOMYyYEHHbIE U3  KPOBW, FOTOBATCS
UCKMIOYNTENBHO U3  KPOBM [OHOPOB, KOTOPbIM B
MHAMBUAYaNbHOM nopsigke Obinv BbINOMHEHb! aHanm3bl
no ogobpeHHbIM MeToaMKaM, B pe3yrnbTaTe KOTOPbIX HE
6binn 06HapyxeHbl HBsAg n antutena k BI'C n BI'6. B
CBSI3W C TEM, YTO HUKAKOM W3 W3BECTHbIX METOOO0B
aHanu3a He JaeT NOSHOW YBEPEHHOCTW B OTCYTCTBUU
Bupyca renatuta B, Bupyca ummyHogedumuuta
yenoseka (BUY) unun gpyrmx MHGEKUMOHHbIX areHToB,
cpeacTBam KOHTpOMs crnefyeT paccmaTtpuBaTb  Kak
B3ATblE Yy nauuMeHTa o06pasupl, sBRAAKOLWMECS
noTeHumansHbIM MCTOYHMKOM MHdEKUNN, "
obpawatbcsi ¢ HAMM C cobnogeHvem Hagnexalumx
Mep NpPegoCTOPOXHOCTW  COrNacHo  Haanexallen
nabopatopHo npakTuke (1, 2, 3).

m CobGniogante npuHATble B nabopaTopumn cTaHOapTHbIE
Mepbl NpesoCTOPOXHOCTM 7 BbIMOSHANTE
pekomeHOaumMM Mo OXpaHe 300pO0BbA U TEXHUKE
6e3onacHocTn beaepanbHOro  MNU  perMoHarnbHoro
YPOBHSA.

m Cm. nacnopt 6e3sonacHoctu npoaykta (SDS),
oTHocsawmncsa k ABX Minocal.

m He wucnonb3yite npogykT, ecnu He cobnopatTcs
peKoMeHOyeMble  YCINOBWUSI  XpaHeHusl,  BKIoYasi
Temneparypy.

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

m JlioOble cepbe3Hble NPOMUCLLECTBUS, MMEBLUME MECTO B
CBSI3W C 3KCMnyaTaumen aHanusaTtopa, Heobxoanmo
0OBOAMTL OO CBedeHusl npousBoauTenss u  Oo
YMONMHOMOYEHHOrO OpraHa BfacTu CTpaHbl, B KOTOPOW
HaxoguTcs onepartop npubopa u/vnu nauueHT.

a/1ameHeHus: fobasneH HOBbIV annapar.
blisMeHeHMs: M3MEHeHMs CriMcka NuTepaTypsbl.
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ABX Minocal

m EmKkocTM c peareHTamy siIBNSOTCS OOHOPA30BLIMU Y
nognexar yTunusauum cornacHo MECTHbIM
HOpMaTMBHbLIM TPeboBaHNAM.

m 3a TexHu4eckon nomoLpbto obpalLantecb o TenedoHy
+33 (0)4 67 14 15 16.

YTunmusaumsa orxogoB

Cwm. TpeboBaHus
JOKYMEHTOB.
PeareHT copnepxut meHee 0,1% a3nga HaTpusi B Ka4ecTBe
KOHCepBaHTa.

pernoHarnbHbIX HOPMAaTUBHbIX

Mukpobuonornyeckoe cocTosiHue

HenpumeHnmo.

OnucaHue u cocTaB

OnucaHue:

PactsBop ABX Minocal no BHewHemy BuAay MNOXOX Ha
CBEXY  LenbHyl0  KpoBb. Hanunuve  posoBaTtoro
cynepHaTaHTa sBnsieTcsi HOPMOWA.

Cocras:

PactBop ABX Minocal copepxut nerikountsl (WBC),
3pUTPOLUTHI (RBC) " TpomMBoUUTBI (PLT)
MITEKOMUTAIOLLMX, B3BELUEHHbIE B XXMOKOCTU, CXOXEN C
nnasmMomn KpoBu.

YcnoBus XpaHeHunAaA n CTabUNbLHOCTbL

m YcnoBus xpaHeHus (0o BCkpbiTus): 2-8°C (35-46°F).
He 3amopaxwuBaTb.
Korga npobupkn He wcnomb3yloTcs, MX Heobxoaumo
XpaHUTb B BEPTUKarNbHOM MOSIOXEHUN B OPUTMHANBHON
ynakoBke.
He pekomeHayeTcs XpaHuTb B OTAENEeHWsX Ha ABepu
XOMNOAMIBbHON KaMepbl.

m CrabunbHoOCTb B OTKPbITOM COCTOSAIHUM:
ABX MinocalctabuneH B TedyeHue 1 [gHA nocne
OTKPbITUS npodupku, ecnu OCyLLecTBNAETCA
Hagnexawee obpalleHe W HesamennuTenbHoe

OXNaXAeHWe Mocrne MCronb3oBaHus 40 TemnepaTypbl
2-8°C (35-46°F).
Mpo6upku ¢ kannbpatopom ABX Minocal Heobxoaumo
MMOTHO 3aKPbIBaTh KPbILLKOW NOCHE UCMONb30BaHus.

m CpoK rogHoOCTU: CM. CpPOK FOAHOCTM Ha STUKETKe
yNaKkoBKM peareHTa.

Tpebyemble, HO He npeaocTaBnsAeMble
MaTtepuanbl

m ABTOMaTU3MPOBAHHbLIN rEeMaTONOMMYeCKUn aHanmM3aTop.
m CraHpgapTtHoe nabopaTtopHoe o6opygoBaHue.

Mpob6a

HenpumeHnmo.

Mpoueaypa

ABX Minocal rotoB K MCnonb3oBaHuIo.

Kannbpoeka npubopoe HORIBA sBnsietca BaxHoON
npoueaypon, KOTOpY!O, BO3MOXHO, notpebyeTtca
BbIMOMHATL NPU ONpefeneHHbIX TEXHUYECKUX CUTyauusx,
TakMx KaK yCTaHOBKa, TexHW4yeckoe obcnyxuBaHue w
cepBUCHble BMellaTenbcTBa. KanubpoBka He [JormkHa
BbINOMHATLCA AN KOMMEHCALMM CMeLLEHNst pe3ynbTaToB
n3-3a 6nokMpoBkKM Npubopa.

O vacTo NoBTOPHON KannMbpoBke HEOGXOAMMO COOOLLNTL
B TexHuuyeckyto noagepxky komnaHum HORIBA pansa
onpegeneHus dhakTn4eckomn NPUYUHBI 7
COOTBETCTBYIOLLEro cnocoba ycTpaHeHUs HEMCNPaBHOCTMU.
Mocne BbINnonHeHus  kanubpoBkM  ybeauTtechb, 4TO
3HayeHus MCV, MCH n MCHC gnsi o6pa3uoB, B3ATbIX Y
nawuueHTa, COOTBETCTBYIOT CPEAHUM 3HAYEHMAM OObIYHON
nonynsuMun ansi STux napaMmeTpos.

1. Joeeaute ABX Minocal go komHaTHOM TemnepaTtypbl
nyTeM npokatkyu npobupkn Mexay nagoHaMK, noka

3pUTpPOLUUTApPHBIA  OCadoK He 6OyaeT  MOMHOCTbHO
cycneHampoBaH. He BCTpAxmBaTh.
2. CM. B pYyKOBOACTBE Momnb3oBaTenst  MOPSiAOK

noeHtTMdukauun pactsopa ABX Minocal ¢ nomoLubto
CckaHepa LUTPUXKOOOB UMK BPYYHYHO.

3. AkkypaTHO nepeBepHuTe npobupky ot 8 go 10 pas
HenocpeacTBEHHO nepen oT6opoM npob.

4. 3anyctute ABX  Minocal B cooTtBetcTBUM  C

npoLeaypou, onucaHHom B pykoBoacTee
nonb3oBaTens.
5. MpoTpuTe pesbby W KpblKy Npobupku nocne

Mncnonb3oBaHUA C NOMOLLbIO 663B0pCOBOl7I Mapnu.

6. 3akpoiTe UM MNoMecTUTe NPOBUPKY B XONMOAUSIbHUK
cpasy e nocrne MUCronb3oBaHus.

[aHHble NO KOHKPETHbIM MOZENAM annapatoB MOXHO
HaTM B JICTKE C XapaKTepucTMkamu npoueaypbl
ncnonb3oBaHus pactesopa ABX Minocal.
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ABX Minocal

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

MeTtoguka ©
ABX Minocal — 310 cCcTabunbHbIM  npenapar,
npeaHasHayeHHbln Ans  KanvbpoBKM WM MPOBEPKU

kanubpoBku remartonornyecknx aHanusatopos HORIBA.
MpunucaHHble  3HayeHus ObINMM  NOMyYeHbl  MyTEM
MOBTOPHOrO aHanu3a Ha npubopax, oTkanMbpoBaHHbIX B
COOTBETCTBMU CO CTAHAAPTHBLIMW 3TANOHHBIMWM METOAaMM.
ABX Minocal aHanusupyeTtcs annapatom Tak Xe, Kak u
obpasel uJernoBeka (COMPOTMBIEHWE U  ONTUYECKME
n3MepeHus), a TaKke WcCronb3yeTcsa Ans Kanubposku
3HayeHun newvikoumTtoB (WBC), aputpouutoB (RBC),
remornobuvHa, rematokputa n Tpomdountos (PLT).

(DyHKLl,VIOHaanbIe XapPaKTepuCtukm n
orpaHn4yeHuns

CM. ChpaBO4YHbI NUCTOK pe3ynbTaToB aHanusa [Ans
MONYYEHUs] ULEneBblX 3HAYEHWA W WX OTKIMOHEHWA B
OTHOLLEHWM ncnonb3yemoro npuéopa.

Cm. naparpad «CooTHeceHue kanubpaTtopoB U
KOHTPOIEN C 3TaNoHHLIMK MaTepuanamm»

PacueT n UHTEepnpeTauunsa pe3ynbTaTtoB

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

N3mMeHeHns B nopsigke paboTbi C NPOAYKTOM
M B ero paboumx xapakTepucTukax

MoBpexaeHne ynakoBku

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

XapaKkTepucTtukn npoaykra.

Hanwuyne npusHakoB nopum npoaykra

Mpn Hanuuumn KakMx-NnM6oO NPU3HaKOB OU3NYECKON UIK
Xummnyeckon nopyum pactsopa ABX Minocal (nomyTHeHue,
N3MEHeHUe LiBeTa 1 T.M.) ero cregyeTt 3aMeHUTb.

HenpaBunbHoe cmelwnBaHue

B cnyyae HenonHoro nepeMelInBaHNa COOEPXKUMOro
npobupkn nepes UCrNonb3oBaHWeM B3sTbI obpasel, a
Tarke octatok ABX Minocal B npoGupke cTaHoBATCA
HenpurogHbIMun Ans paboThbl.

TemnepaTtypHble orpaHU4YeHus

He ncnonb3ynte pactsop ABX Minocal, ecnu oH paHee
3amopaxuBancss  unu  nogseprancs  M3bbITOYHOMY
Harpesy.

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

BHYTpPeHHUI KOHTPOJIb KavyecTBa

KoHTponbHble 06pasubl kpoBn HORIBA Heobxogumo
ucnonb3oBaTb ANA MNepuoaMyYeckon OLEHKM KadvecTsa
(PYHKUMOHNPOBaHNS peareHToB U annaparta B 3adaHHbIX

AnanasoHax.
HORIBA npegnaraet OHnnaviH-nporpammy
MexrnabopaTopHOro  CpaBHEHMWS (QCP), KoTopas

npegocTaenseT AocTyn no NHTepHeTy k:

m noJada OoT4eToB O peldyfibTaTtax BHYTPEHHEro KOHTpona
Ka4yecTBa B OHNANH-PEXNME;

B MOHWUTOPWUHT Ka4yecTBa paGOTbI aHannTun4eckoro
O60py,CI,OBaHVI$| n HenocpeacTtBeHHoe  CpaBHeHue
pe3ynbTaTtoB nccnenoBaHuin C pesynbTatamm,

Nony4YeHHbIMU B COTHAX na6opaTopV||7| no BCeMy MUpy;
m nojny4yeHue B pexunme peanbHOro BpemMmeHun
CTaTUCTUHECKNX OTHETOB rpynn Konner 4yepes QCP.

Bonee noapobHyl0 MHOPMAaLMIO MOXHO MOMYyYUTb Ha
Beb-caliTe no agpecy:

http://qcp.horiba-abx.com

CooTHeceHuMe KanmbépaTopoB U KOHTpOsen ¢
3TanoHHbIMKU MaTepuanamm 9

ABX Minocal MOXHO conocTaBuTb CO CTaHAAPTHbIMU
3TanoHHbIMKM METOOAMW.

FemaTonornyeckne  aHanu3atopbl B nabopaTopumn
obecneveHus KayecTBa OTKannobpoBaHbI c
UCMOMb30BaHWEM  LENbHOW  KPOBM [0  3HAYEHWH,
NomnyYeHHbIX c UCMNONb30BaHNEM cnepyroLwmx
CTaHAapTHbIX 3TanoHHbIX MeTofoB. O6pasupl LenbHou
KpOBMW, B3ATble Y HOPManbHbIX, 300POBbIX [OHOPOB,

°I3mMeHeHNs: KOpPeKLMs MeTOA0NOrvN.
d/1ameHeHNA: naMeHeHne NpocnexxnsaemocTu.
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cobupatot B aHTukoarynsaHt EDTA u aHanusupyoT B
TeuyeHue LecTn YacoB nocne cbopa.

Nenkouuntbl (WBC) " 3pUTPOLUTDI (RBC)
aHanuaupytoTcst Ha npubope cepumn Coulter Counter Z*.
Bce 3HauyeHus ckoppeKkTMpoBaHbl Anst COOTBETCTBUS (4).
FemMornobuH usamepsieTcss C MUCMOSb30BaHUEM peareHTa,

pekoMeHO0BaHHOTO MHcTuTyTOM KIMUHNYECKNX
ctaHgaptoB  (CLSI) gnsa wmetoga  onpegeneHus
remornobuHumMaHuga (umaHmeTreMornobuHa) (5).

MokasaHusa npomseogatTca npu 540 HM Ha konopumeTpe/
cnekTpodoTOMETpE, OTKaNMbpPOBaHHOM B COOTBETCTBUM C
pekomeHgaumsamm CLSI H15-A3 (5).

FemaTokpuUT (0O6BLEM OCaXKAEHHBLIX KINETOK) M3MepsieTcs C
MOMOLLbIO  CTEKMSAHHBbIX MUKPOreMaToKpUTHBLIX NPOBMPOK
(He NOKPBITLIX AHTUKOArynsiHTOM), LIeHTpUYrmpoBaHHbIX
B TeYeHue 5 MUHYT B MUKPOreMaTOKPUTHOWN LieHTpudyre B
cooTBeTcTBUM C gokymeHToM CLSI H7-A3 (6). MNMonpaska
Ha 3axBayeHHYyo Nnasmy He JenaeTcs.

TpomGouuTbl aHanNM3NpPyT C NOMOLLLID reMOLMTOMETPa
1 pa3oBO-KOHTpacTHOM onTukm (7).

* Bce mMapku U npolyKmbl Sernsomcsi mosapHbIMU
3HakaMu Uunu  3apeaucmpupoB8aHHbIMU  MO8apHbLIMU
3HaKaMu coomeemcmeyuux KoMnaHud.

PedepeHCHbIe nHTepBansbl
HenpumeHnmo.

NuTtepatypa

1. US Department of labor, Occupational Safety and
Health  Administration. 29 CFR 1910. 1030:
Occupational Safety and Health  Standards:
Bloodborne pathogens.

2. Council Directive (2000/54/EC). Official Journal of the
European Communities. No. L262 from October 17,
2000: 21-45.

3. Protection of Laboratory Workers From Occupationally
Acquired Infections; Approved Guideline - Fourth
Edition. CLSI (NCCLS), document M29-A4 (2014) 34
(18).

4. Reference method for the enumeration of erythrocytes
and leucocytes. International Council for
Standardization in Haematology; prepared by the
Expert Panel on Cytometry. Clin. Lab. Haemat. (1994)
16 (2): 131-138.

5. Reference and Selected Procedures for the
Quantitative Determination of Hemogloblin in Blood;
Approved Standard - Third Edition. CLSI (NCCLS),
document H15-A3 (2000) 20 (28).

6. Procedure for Determining Packed Cell Volume by
Microhematocrit Method; Approved Standard - Third
Edition. CLSI (NCCLS), document H7-A3 (2001) 20
(18).

7. Platelet counting by the RBC/platelet ratio method: A
reference  method. International  Council  for
Standardization in Haematology Expert Panel on
Cytometry; International Society of Laboratory
Hematology Task Force on Platelet Counting.
American Journal of Clinical Pathology. (2001) 115 (3):
460-464.

4/4

S.A.S. au capital de 23.859.980 € - RCS Montpellier 328 031 042 - SIRET 328 031 042 000 42 - APmmeAHMe Bepcun AOKYMEeHTOB Ha Beb-canTe no agapecy: www.horiba.com


http://toolkits.horiba-abx.com/documentation/search.php

