2023/12/14

/_—\ @ Temarouorus A95A00014LRU
0206013
REAGENT | 1 n

[wo] C€

HORIBA ABX SAS
Parc Euromédecine
Rue du Caducée
BP 7290

/ ABX Leucodiff 1L

m Pentra DX Nexus / DF Nexus 34184 Montpellier Cedex 4
FRANCE
I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)
Haznauenue 2 m Jlto0ble Cepbe3Hble MPOUCIICCTBHS, HMEBLINEG MECTO B CBSI3H
C JKCIUTyaTallMell aHauu3aTtopa, HeoOXOIMMO IOBOAHUTH 10
ABX Leucodiff 1L — o510 nmsmpyrommii pacTBOp, CBeJIeHHs TPOM3BOAUTENS M JIO YNOIHOMOYEHHOTO OpraHa
MpeHa3HAYCHHBIH U TUATHOCTUKH /N Vitr0O u mpuMeHseMBbIii BJIACTH CTPaHbl, B KOTOPOW HAaXOMUTCS OIEpaTop mpubopa
st nmsuca  spurporto (RBC) ¢ umemsro mozacuera wu W/WIH TIAIHEHT.
maddepennupokn  neiikomuros  (WBC) u  moxcuera ® JlaHHBIA peareHT TpejJHA3HAYeH NS HCMOJL30BAHUA C
3pI/ITp06HaCTOB C HUCIIOJIB30BAHUEM T€MaTOJIOTHYCCKUX YKa3aHHBIMM BBIIIE I'E€MATOJIOIMYECKUMHU aHaJIu3aTopamMu
anamsaropos HORIBA Medical. HORIBA Medical. Komnanus HORIBA Medical ne moxer
IlpennasHayeHo Uit WMCMOJIB30BaHMA B KIMHMYECKHX rapaHTUPOBATh INPaBUIBHOE JEHCTBUE 3TOr0 peareHTa IMpU
11abopaTopHsIX. HCIOJIB30BAHKH aNNaparoB, OTINYHBIX OT YKA3aHHBIX BBIIIE,
WIH  anmaparoB, HE  HW3TOTOBJCHHBIX  KOMITaHHEH
HORIBA Medical.
IpexynpexaeHuss 1 Mepbl NPEI0CTOPOKHOCTH B EMKOCTM C peareHTaMu SBIISIOTCA  OJHOPA3OBBIMH U
MO/UTE/KAT YTHIM3AIHKH COTJIACHO MECTHBIM HOPMATHBHBIM
m Pacreop ABX Leucodiff 1L npeanasnaden Tonpko mist TpeGOBAHHAM.
TPOQeCCHOHATBHO HATHOCTHKH in Vitro. ®m 3a TEXHMYECKOW IMOMOIIBI0 obpaliaiitech Mo TenedoHy
IpenHasHayeHO I HCIOJB30BaHUS B J1aOOPAaTOPHBIX +33 (0)4 67 14 15 16.
YCIIOBHSIX.
m Jlonbp3o0Baresb 00s13aH MPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKYMEHTa Ha3HAYCHHUIO MPOJYKTA. YTunuzanus oTxo108
m CornmacHo HopMmartuBHOMY aokymenty (EC) N°.1272/2008
3TOT PEAreHT CUMTACTCS GE3BPEAHBIM BELIECTBOM. CM. TpeGoBaHUS PETHOHAIBHBIX HOPMATHBHBIX JOKYMEHTOB.
m JIpu pabGore C XUMHYECKUMH BEIIECTBAMH PEKOMEHIYCTCS
HaJeBaTh COOTBETCTBYIOILHE cpelcTBa 3aIHTHI:
7TabopaTOPHBIi Xajar, MepYaTKy | 3alUTHbIE OYKH. Mukpo6uo0ruyecKoe cocTosHue
m CoGuroaiiTe MPUHATBIC B 1a00PaTOPHK CTAHIAPTHBIC MEPhI
MPEJOCTOPOKHOCTH W BBINOJHSINWTE PEKOMEHIALMH 110 Henpumenumo.
OXpaHe 370pOBbsi M TEXHHKE 0E30MaCHOCTH (eAepaabHOro
WM PETHOHAIBHOTO YPOBHSI.
® Jlpy BO3HMKHOBEHUH HEJOMOTAHHUS IIOCJE TNOMaJaHus Ha Onucanue u cocTaB
KOXY, HPOTJIATBIBAHHS MM BIBIXaHUS KaKUX-JIHOO BEICCTB
oOpartuTech K Bpady.
m Jlpexae 4YeM NpHCTYyHaTth K paboTe ¢ aHalIu3aTtopoM, Onucanue
omeparop 00s3aH NpOWTH oOydeHWe Yy IIpeACTaBUTEIS IIpo3paunblif U TeMHO-cuHMI BOIHBII pacTBOp. MMeer 3amax
xomnanun HORIBA Medical. CIUpTa.
m Cwm. nacnopt Ge3onacHoctr mpoaykra (SDS), orHocsmmiicst
k ABX Leucodiff 1L.

A/3MeHeHNs: alIapar CHAT ¢ HPOJAKH.
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CocraB

Bydep <5%
Jlereprenr <1%
Crupt <10%
KoncepBanT <0,1%

YcaoBusi XpaHeHHs U CTAOMIbHOCTD

® Vciaosust xpanenust (1o Bekpoitusi): 18-25°C (65-77°F).
He 3amopaxuBaTts.

® CTa0MJIBHOCTH BO BCKPBITOM COCTOSIHAHM: 3 Mecsia
makcumyMm npu 18-25°C (65-77°F) mocne BCkpbiTHS, B
Ipezenax cpoka rOJHOCTH.

® CpoK roIHOCTH: CM. CPOK TOIHOCTH HA 3THKETKE YITAKOBKU
pearenTa.

TpeldyeMble, HO He MpeIOCTaBJIsAEeMbIe
MaTepuaJIbl

N ABTOMATHU3MPOBAHHBIN FEeMAaTOIOTHYCCKUI aHATHU3ATOP.

Kanu6parop: ABX Minocal.

® KOHTpONIb: CBelEHHS O TOM, KakOW KOHTPOJb CJIEAYeT
UCIIONB30BaTh C  ammapaToM, CM. B PYKOBOJCTBE
HOJIB30BATES.

®m CrannaptHoe JabopaTopHOe 000pyIOBaHUE.

IIpoda

Coop npo6:

Otbop Bcex mpo0 KpPOBH JMJOIDKEH OCYIIECTBISTHCS B
COOTBETCTBUM C HajIexameid Meroxukoi! Creayer cyuTaTh
MOTEHLHAIBHO HMH(UIMPOBAHHBEIME BCE MHPOOBI, PEareHTH,
KaJHOpaTopsl, KOHTPOJIMW M JAPYrHe MaTepHaibl, COJACpKallue
BBITSDKKA M3 O00pasioB KpOBH 4YEJNOBEKa, M IPHHHUMATh
HaJJIexKalme MepBI obecrieueHus Guonornueckoit
6esomacuoctu (1, 2).

Ipu 3a60pe 0OpasnoB KPOBH PEKOMEHIyeTcs OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMANBHBIX  CIy4asX  MOXHO
UCIIONB30BAaTh M apTEepHANIbHYI0 KpoBb. OTOOpaHHYI KpOBb
CIIelyeT TOMEIIaTh B BaKyyMHUPOBAaHHBIE TPOOUPKU (IPOOHPKH
1151 3300pa KPOBH € MCIIONIb30BaHHEM aTMOC(HEPHOTO JaBIICHHS)
(3, 4). IIpobupky creayer 3amoIHITH KPOBBIO TOYHO IO
YpOBHs, 0003HAYEHHOrO Ha caMoil mpoOupke, BO H30exaHHE
PacXOXKACHUS Pe3yJIbTaTOB aHAIH3A.

PexoMeHayeMblil aHTUKOATYJISIHT:

Pexomenmyercss wucronbs3oBarh antukoaryastnt Kg-EDTA ¢
COOJIOZICHUEM  COOTHOIICHHS KPOBH M AHTHKOAryJISHTA,
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YKa3aHHOTO  Ipou3BojuTeneM  npoOupok.  IIpuemnemoit
anpTepHatuBoit  sBisietcs  Ko-EDTA, ecmu  otGop mpo6
BBITIOJTHSETCS B HOPMAIBHBIX yCIOBHSX. B mpoTuBHOM citydae
BO3MOXXHO 00pa30BaHME CI'yCTKOB KPOBH.

CTa0uIbHOCTH P00 KPOBU

CrabunbHOCTh MPOO MpH HU3KUX TEMIIEpaTypax: U3 OOBIYHBIX
nmabopaTopHBIX 00pa3loB OBUIO OTOOPAaHO M IOMEIIEHO Ha
xpaHenue mnpu Temmeparype 4°C 1ecsTh «HOPMAIBHBIX» W
JIECSATh «MaTONOTHYHBIX» MP00. CTabUIbHOCTH MPOO OLEHUBAIU
B TedyeHHe 72 YacoB. Pe3ynbTarhl (CpeIHHE 3HAYCHHS IO
JECATH HCCIACAOBAHMAM) MO3BONIIM CHETATh  CICAYIONIHE
3aKJIF0UeHHs 00 OTHOCUTEIBHON CTaOMIBHOCTH MPO0:

m 48 yacos s napamerpos CBC
®m 24 yacos s napamerpos DIFF

CrabuibHOCT, 1po0 MPH  KOMHATHOM —TeMreparype: H3
OOBIYHBIX J1abOpaTOpHBIX 00pasmoB ObUIO  OTOOpaHO ¥
MOMEIICHO Ha XpaHEHHe NMpH KOMHaTHOW Temmeparype (25°C)
JECSITh  «HOPMAIBHBIX» W JIECATh «MATOJOTHYHBIX» IPOO.
CraOuipHOCTh MPOO OICHUBAIM B TEUCHHE /2 4YacoB.
Pesynbrarhl (CpefHHE 3HAUYCHHS MO AECATH HCCIICIOBAHHSIM)
MO3BOJMJIM  CJeNaTh  CIEAYIOIIME  3aKIIOYCHUS 00
OTHOCHTEJIBHON CTabMIBHOCTH NPO0:

m 48 yacos s mapamerpos CBC
m 24 gacos s mapamerpos DIFF

Co6op muxponpoo:

Pexxum cbopa mpo6 mo3Bossier paboTaTk C MHKPOIPOOAMH
JeTeil W TOXWIBIX MalHeHTOB (MHHUMAIBHBIN 00beM MpoObI
KPOBH CM. B DYKOBOACTBE IOJIb30BATeNsl  allapara).
MHuKponpoOsl MOKHO HCIIONB30BATh TOJIBKO IPU COOJIOJCHUH
CIIEYIOLINX YCIIOBHUIA:

m [Ipobupka HOJKHA MOCTOSIHHO HAXOAUTHCS B BEPTUKAIBHOM
HOJIO)KEHHUH.

® CMemuBaHUE KPOBH JOJDKHO OCYILECTBIISTHCS MOCPEICTBOM
JIETKOTO I[OCTyKHMBaHUsi 1o mnpoOupke. He Bpamiaiite
npoOUpKy NPH CMEIIMBAaHMM, HWHAYe KPOBb OCTAHETCS Ha
CTeHKax NMpOOHPKH W MUHHMMAJbHBIN HEOOXOMUMBIH 00BEM
OyIeT yTpaueH.

IlepememiuBanue:

Ilepen otbopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATENFHO CMemaTb. JTO 00ECleYnBaeT OJAHOPOIHYIO CMECh
JUISL U3MEPECHUS.

Iopsaox pa6oTsI

PeareHT roToB K HCIIOJIb30BaHUIO.

IocieqHue Bepcuu JOKYMEHTOB Ha BeG-caiite mo agpecy: www.horiba.com


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

/7 @ Temarosaorus

ABX Leucodiff 1L

1. IIpy HEoOXOIMMOCTH H3BJIEKUTE IyCTOH (IAKOH H3-TI0[ TemmnepaTypHble OrpaHUYeHUs

pactBopa ABX Leucodiff 1L u3 orcexa mist peareHToB.
He ucnonssyiite pactsop ABX Leucodiff 1L, cciu on panee

3aMOPAXKUBAIICS MM TIOJBEPTAJICS U30BITOUHOMY HATPEBY.
Iepen ucnons3oBannem ABX Leucodiff 1Ly6enurecs, uro on
Joctur paboueil TeMIEpaTyphl, KaK OIMCAHO B PYKOBOJICTBE
3. Vcranosute ¢uakon ¢ pacteopom ABX Leucodiff 1L B HOJIB30BATEINS TIPUOOPA.

OTCEK ISl PEarcHTOB arnapara.

2. CM. B PYKOBOJICTBE MOJIb30BATEIIsI MOPSAOK HACHTH(HHUKAIINK
pacteopa ABX Leucodiff 1L ¢ nomompio ckanepa
LITPUXKOJIOB HJIM BPYyUYHYIO.

4. OCTOpO>)XHO HajaBUTe Ha (DIAKOH, YTOOBI IPABHIBHO
3aKPEINTH €r0 C MOMOIIBIO ITHIPEBBIX COETUHUTENEH. BHyTpeHHI/IPI KOHTPOJb Ka4YeCTBa

CrenyiiTe MHCTPYKIUSIMU Ha SKpaHe ammnapara.
IMoapoOHble HHCTPYKIMHK TI0 MPOLELYpaM aHalIu3a U KOHTPOIS
pE3yNIbTaTOB CM B PYKOBOJCTBE I0JIb30BATES alllapaTa.

Kontpossnsie o6pasipl kposu HORIBA Medical neobxoximo
HCIIONb30BaTh  JUISL  TEPUOJMYECKOH  OLIGHKHM  KayecTBa
(YHKLIMOHMPOBAHUS pPEareHTOB M ammapara B  3aJaHHBIX
JIMana3oHax.

HORIBA Medical npeaiaraer OnnaiiH-TIporpamMmy
mesxnaboparopsoro cpasaenus (QCP), kotopas npenocrapiser
nocryn no Murepunery k:

MeToauka

ABX Leucodiff 1L smsupyer apurpormrer  (RBC),

crabunusupyer netikomutel (WBC) B ux maruHoO# (opme u B [0Jjaya OTYETOB O pe3yjbTaTax BHYTPEHHEIO0 KOHTPOJIS
OKpAlIMBaeT SAPO DO3MHO(MUIOB ONPEACICHHBIM IIBETOM. KauecTBa B OHJIAHH-PEKIME;

XI/IMI/I'-IeCKy}O PEeaKIMIO OCTAaHABJIMUBAIOT 110 UCTCYCHUU 3apaHee B MOHUTOPHHT KauecTBa pa6OTLI AHAJIMTUYECKOI' O
OIPE/ICICHHOT0 BPEMEHH C IOMOIIbI0 pasdaBurens. I[locie 060pyI0BAHUS u HENOCPEICTBEHHOE CpaBHEHME
3Tana peakuuu/pa3baBieHHs B KaMepe HarpeBa H3MEpSeTCs Ppe3yJIbTaTOB UCCIIENOBAHUMN C pe3ysibTaTaMM, MOJIyYeHHBIMU
Mepa  MOINOMICHHS  cBeta  (UMTOXHMHS) H  yJEIbHOEe B COTHAX Tab0paTopHil 10 BCEMY MHPY;

conpotusieHne (00beM) KakKIOH KICTKH. B [I0Jy4CHUE B PEKUME PEAIbHOTO BPEMEHU CTATUCTUYECCKUX

oT4eToB Tpymn Kojuter yepes QCP.
Paboune XapaKTepHCTHKH H OTPAHHYCHHUS Bonee moxpobHyr0 MHGOPMAIMIO MOXKHO IONYYMTh Ha BEO-
MeToaa caiire 1o azgpecy:
http://qcp.horiba-abx.com
PaGoune XapakTEpUCTUKH amrmapata W OrPaHA4EHHs €ro
MapaMeTpoB, HAKIAIbIBAEMBIE METOJOM aHaum3a, CM. B

PYKOBOJCTBE IOJIb30BATENS.
IIpocie:xxkuBaeMocTs KAIHOPATOPOB U

KOHTPOJBbHBIX MaTe¢pHUaJI0B
Pacyer 1 MHTEpHperanus pe3yJibTATOB AHAIN3A

Henpumenumo.
CeeneHust 0 pacdyeTe W HHTEPIPETAllMH Pe3yIbTaTOB aHAIH3a
CM. B PyKOBOJICTBE IIOJIb30BATENS ammapara.

PedepencHble MHTEPBaJIbI

M3meHenusi B nopsiike paGoThl ¢ MPOIAYKTOM H B
€ro padoYMx XapaKTepHCcTHKAX Hempeermmo.

Jlurepatypa

IloBpexkaeHue ynakoBku

1. Occupational Safety and Health Standards:
bloodborne pathogens. (29 CFR 1910. 1030). Federal
Register July 1, 1998; 6: 267-280.

2. Protection of Laboratory Workers From Occupationally
Acquired Infections; Approved Guideline - Fourth

Edition. CLSI (NCCLS), document M29-A4 (2014) 34
IMpn Hamuuuu Kakux-1u00 MPU3HAKOB (U3MUYECKOH WM (18).

xumuuecko  mopun  pactBopa ABX  Leucodiff 1L
(moMyTHEHHE, H3MEHEHHE [[BETA U T.II.) €r0 CICAYET 3aMCHUTb.

B ciiydae MOBpEeKICHUS 3allUTHON YIMAKOBKH HE HCHOJB3YHTE
pacteop ABX Leucodiff 1L, Tak kax noBpexaeHHs MOIIIH
MOBJIMATH Ha pabovre XapaKTePUCTHKH TIPOLYKTa.

Hanmune npu3HaKoB MOpYH NMPOAYKTA
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3. Procedures for the Collection of Diagnostic Blood
Specimens by Venipuncture; Approved Standard -
Sixth Edition. CLSI (NCCLS), document H3-A6 (2007)
27 (26).

4. Procedures and Devices for the Collection of
Diagnostic Capillary Blood Specimens; Approved
Standard - Sixth Edition. CLSI (NCCLS), document
H4-A6 (2008) 28 (25).
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