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HORIBA ABX SAS
Parc Euromédecine
Rue du Caducée
. BP 7290
m ABX Pentra XL80 m Yumizen H1500 / H2500 34184 Montpellier Cedex 4
= Microsemi CRP FRANCE
m Pentra DX Nexus / DF Nexus
m Pentra XLR
I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)
Haznauenue 2 ® Jl100ble cephe3Hble MPOUCHIECTBUS, UMEBILE MECTO B CBS3U
C JKCIUTyaTallell aHaiu3aTtopa, HeoOXOAUMO IOBOAUTH 0
ABX Lysebio 1L — 5710 susupyommii  pactsop, CBEJICHHUSI MPOU3BOAUTENS U JI0 YIOJIHOMOYEHHOI'O OpraHa
MIPEJHA3HAUYCHHBI [UI1 MCIOJIb30BaHUA IIPH NPOBEACHUU BJIACTH CTpaHbl, B KOTOPOH HAXOAMTCS ONEpaTop an6opa
JIMarHOCTUKH [N Vitro ¥ pa3paboOTaHHBIA Ul JIM3HPOBAHUS W/WIH TAIHeHT.
spurpormtoB (RBC), mms moncuera eiikoumroB (obmree ® JlaHHBII peareHT IpejHA3HA4YeH Ui HCIOJB30BAHHA C
xomruectso WBC), a Takoke U1 onpefeneHus reMorno6una B YKa3aHHBIMHM BBIIIC TI'€MATOJIOrMYCCKMMH aHaJUu3aTopaMu
anammzatopax kposn HORIBA Medical. HORIBA Medical. Komnanus HORIBA Medical ue moxer
IMpennasuayeno st HCIIOJIb30BAHMA B KITHHUKO- rapaHTUPOBATh NPaBUIBHOE JAEHCTBUE 3TOr0 peareHTa INpu
JUaTHOCTHYECKUX J1abOPaTOpHUsX. HCIIOJIb30BAaHMH aIlapaToB, OTJIMYHBIX OT YKa3aHHbBIX BBIIIC,
WIM  ammapaTtoB, HE  U3TOTOBJIEHHBIX  KOMIIAHUEH
HORIBA Medical.
Hpenynpemeﬂnﬂ 1 MEpPbI NPEAOCTOPOKHOCTH B EMKOCTH C peareHTaMd SBISIOTCS OJHOPA3OBBIMU U
MOAJIeKAT YTWIN3ALUH COTJIACHO MECTHBIM HOPMAaTHUBHBIM
m Pacreop ABX Lysebio 1L npepnashauen tonbko s TpeGOBaHHAM.
TpodeCcCHORANBHOMN AUATHOCTHKY iN Vitro. B 3a TEeXHMYECKOW IIOMOLIbI0 of0pamaiitech MO TenehoHy
IIpenna3HaueHo JUIT HCIIONB30BaHUS B JIAOOPATOPHBIX +33 (0)4 67 14 15 16.
YCIIOBHSIX.
® [losmp30Barens 00s3aH IIPOBEPUTH COOTBETCTBHE HACTOSIIETO
JOKyMEHTa Ha3HAUYEHHMIO TIPOTyKTa. YTuimzauus 0Txo108
m CornmacHo HopMmartuBHOMY aokymenty (EC) N°.1272/2008
5TOT PEareHT CYMTACTCS GE3BPETHBIM BEIIECTBOM. CM. TpeOoBaHMs PErnOHAJIBHBIX HOPMATUBHBIX JOKYMEHTOB.
® [Ipu paboTe ¢ XMMHYECKHMH BEUIECTBAMH PEKOMEHIYETCS
HaJIeBaTh COOTBETCTBYIOLINE cpencraa 3aIUTHL:
71ab0paTOPHBII Xanar, epYaTKy 1 3alUTHBIC OYKH. Muxpo6uooruyeckoe cocTosiHue
®m CobmnronaiiTe IpUHATEIE B 1a0OPaTOPUH CTAaHJAPTHBIE MEPHI
MIPEOCTOPOXKHOCTH M BBHINOJHANTE PEKOMEHIAIMH IO Henpumenumo.

OXpaHe 3I0pOBbSl M TEXHHKE 0€30MacHOCTH (elepaabHOro
WM PErHOHAIBHOIO YPOBHS.

® JIpy BO3HMKHOBEHMHM HEJOMOTAHHUS IIOCJIE TNOMaJaHus Ha Onucanmue u cocTaB
KOJXY, TIPOTJIATHIBAHMS WJIM BABIXaHHUS KaKUX-JIHOO BEIIECTB
oOpatuTech K Bpady.

m [Ipexxne 4YeM IpHCTYNaTh K paboTe C aHaJIM3aToOpOM,
omepatop 00s3aH NPOHTH OOydyeHHe y MPEACTABHTEIL [Tpo3pavHslii 1 GeCIBETHBINH BOAHBII PacTBOP.
xomnannu HORIBA Medical.

m Cwm. nacnopt Ge3onacHocTr npoaykra (SDS), orHocsmmiicst
k ABX Lysebio 1L.

Onucanue

A/3MeHeHNs: alIapar CHAT ¢ HPOJAKH.
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ABX Lysebio 1L

Cocras
Bydep <5%
Jlereprent <2,5%

Ycaosusa XpaHCHUA H CTA0MJIBHOCTDH

® VYcaosust xpanenust (1o Bekpoitusi): 15-30°C (59-86°F).
XpaHWUTh B 3ALIUIIEHHOM OT CBETA MECTE.
He 3amopaxuBats.

® CTaGWIbHOCTL BO BCKPBITOM COCTOSIHHM: 3 Mecsna
makcumym npu 15-30°C (59-86°F) mocne BekpbiTHs, B
npezenax cpoka TOAHOCTH.

® CpoK rogJHOCTH: CM. CPOK TOJAHOCTH HA 3THKETKE YMAKOBKH
peareHTa.

Tpedyemble, HO He MpeOCTaABIsAEMbIe
MaTepHuaJibl

B ABTOMaTH3MPOBAHHBIA I'€MaTOJIOTHUECKUI aHATIM3aTOpP.

Kanu6parop: ABX Minocal.

® KoHTposb: cBefeHMS O TOM, Kakol KOHTpPOJIb CIEAyeT
KUCIONB30BaTh C  almapatoM, CM. B  PYKOBOJCTBE
TOIB30BAaTEN.

® CranpapTHOe 1a00paTopHOE 000pyI0BaHHUE.

IIpoda

Coop npo6:

Otbop Bcex mpo0 KpOBH MAOIDKEH OCYIISCTBISATBHCS B
COOTBETCTBUM C HajIexameid Mmeroxukoi! Creayer cymTaTh
MOTEHLHAILHO HMH(UIMPOBAHHBIMH BCE MHPOOBI, PEareHTH,
KaJIHOpaTopsl, KOHTPOJIM M JAPYrHe MaTepHaibl, COJACpKallue
BBITSDKKM M3 O00OpasloB KpOBH 4YEJNOBEKa, M IPHHHUMATD
Ha/IJIe)KaIIe MeEpHI obecrieueHust OHMOJIOTHYECKOH
6e3onacuoctu (1, 2).

[Ipu 3a00pe 00pa3oB KPOBH PEKOMEHAYETCS OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMAIBHBIX  CIyd4asX  MOXHO
WCTIONB30BaTh M apTEepHANbHYI0 KpoBb. OTOOpaHHYIO KpOBB
ClIeflyeT TMOMEIIaTh B BaKyyMHUPOBAaHHBIE MPOOUPKH (IPOOHPKH
IUIst 3200pa KPOBH € MCIIOJIB30BAHHEM aTMOC(EPHOTO JIaBIICHUS)
(8, 4). TIpobupky cieayer 3amoiHATh KPOBBIO TOYHO [0
YpOBHsI, 0003HAUYEHHOTO Ha camoil mpoOupke, BO H30eKaHHE
PaCXOXKACHUS PE3yJIbTaTOB aHAIH3A.

PexoMeHayeMBblil aHTUKOATYJISIHT:

Pexomenmyercss wucronbs3oBarh antukoaryastnt Kg-EDTA ¢
COOMIOZICHUEM  COOTHOIICHHS KPOBH M AHTHKOAryJISHTA,
YKa3aHHOIO  IIpou3BoAuTesieM  mpobupok.  [Ipuemiemoit
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anpTepHatuBoil sBisiercs  Ko-EDTA, ecnmu  otGop mpo6
BBIMOJTHSACTCS B HOPMAIBHBIX YCIOBHSX. B MPOTHBHOM citytae
BO3MOYKHO 00pa30BaHHE CT'yCTKOB KPOBH.

CTa0ujabHOCTHL P00 KPOBHU

CraOuinbHOCTh MPOO TPH HU3KUX TEMIIEpaTypax: U3 OOBIYHBIX
mabopaTopHBIX 00pa3loB OBUIO OTOOPAaHO W IOMEIIEHO Ha
xpaHenue mpu Ttemreparype 4°C mecsATh «HOPMANBHBIX» |
JIECSTh «MaTOJIOTHYHBIX» MP00. CTabMIBHOCT MPOO OIEHUBAIU
B TeueHWe 72 dacoB. Pe3ynpTaTel (CpenHHe 3HAYCHHS IO
IOECATH HWCCIENOBAHMAM) TO3BONMIN CHETaTh  CICAYIONHe
3aKIIFOUeHHs 00 OTHOCUTEIBHON CTaOMIBHOCTH TPO0:

®m 48 yacos s napamerpos CBC
®m 24 yacos mis napamerpos DIFF
® 8 yaca jis napamerpos LMG

CrabunpHocTh THpo0 MpU KOMHATHOH —TeMmmepaTrype: H3
OOBIYHBIX JIAOOPATOpHBIX 00pa3moB ObIO  OTOOpaHO U
MOMEIIICHO Ha XpaHEHWe NMpH KOMHATHOW Temmeparype (25°C)
JECATh «HOPMAIBHBIX» M JIECATh «MATOJIOTMYHBIX» IPOO.
CrabuiapHOCTh Mpo0 OLEHHMBAIKM B TEYCHHE 72 YacOB.
Pesynbrathl (cpemHue 3HAYCHHS IO OECATH HCCICIOBAHHSM)
NO3BOJIMJIM ~ CAENaTh  CHIENYIOLIME  3aKIFOYCHMS 00
OTHOCHUTEJIBHOM CTaOMIIBHOCTH MPO0:

m 48 yacos s mapamerpos CBC
®m 24 gacos s mapamerpos DIFF
m 8 yaca juia mapamerpos LMG

Tpu obpa3sua KpoBH, cofepiKaliue MOANAIOIIHECS U3MEPEHUIO
IpUTPOONACTBI, OBLIM  B3STBI BO BpEeMsl  CTAHIAaPTHBIX
1abopaTopHbIX aHa30B. CTaOMIBHOCTH 0OPA3IOB OLICHHBAIH
B TeueHHe 48-4acoBOro mepuoja ¢ MPEPHIBUCTHIM aHAIU30M B
JBYX OK3eMIUIApaX JBYX aJIMKBOTHBIX (pakuuii 00pasioB.
Pe3ynbraThl 3aBEpIIAIOTCS 3asABICHHOH OTHOCHTEIbHOW 12-
4acoBOi  CTaOMIBHOCTBIO ~ 0OOpaslja  JIsi  IapaMeTpoB
apuTpobIactos (5).

O6paserr kpoBd ObUT  B3ST BO BpeMs  CTaHIAapTHBIX
1abopaTopHbIX aHaNH30B. CTaOWIBHOCTh NMPOO OLICHUBATH B
TeyeHHe 72 4YacoB. Pe3ynbTaThl 3aBepLIAIOTCS 3asIBICHHOM
oTHocHTeNbHON 48-uacoBoi CTaOMIBHOCTBIO OOpasma Juis
apaMeTpoB PETUKYIOLUTOB (5).

Coop muxkponpoo:

Pexxum cbopa mpoO mo3BoisieT paboTaTh ¢ MHKPOIPOOAMU
JeTeil M TOXKWIBIX IAlEeHTOB (MUHHUMAIIbHBIA 00BEeM MPOOBI
KpOBM CM. B PYKOBOACTBE IIOJIb30BATElNlsl  ammapara).
MukponpoOsl MOXKHO HCHOJIB30BaTh TOJIBKO HMPH COOIONEHHUH
CIEAYIOIUX yCIOBUIL:
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® JIpoGupka JOKHA MOCTOSIHHO HAXOAUTHCSA B BEPTHKAIBHOM
TIOJIOKEHUH.

® CMemuBaHHE KPOBU JOIKHO OCYILIECTBISATHCS MOCPEICTBOM
JIETKOr0 TOCTyKMBaHus 1o mpobupke. He Bpamaiite
HPOOMPKY NpPU CMEIIMBAaHWUM, HHAa4Ye KPOBb OCTaHETCS Ha
CTEHKax MpOOMPKH U MUHUMAJbHBIH HEOOXOIUMBIH 00BbEM
OyzeT yTpadeH.

IlepememnBanme:

Ilepen orGopoM mpod HEOOXOAMMO WX OCTOPOXKHO U
TIIATENBHO CMelIaTh. JTO 00GECIEeYHBACT OAHOPOJHYIO CMECh
JUISL U3MEPEHUSL.

Hopsixox padoTsbl

PeareHT roToB K MCIOJIB30BAHUIO.

IMpoueaypa ajs peareHTa ¢ NpPooKoi M TPyO6OUKOit
CHapy»ku npudopa

Pearenr ¢ nmpoOkoii u TpyOoukoii cHapyxu mpudopa
ucnojibzyercs B Microsemi CRP.

1. CM. B pyKOBOJCTBE TIOJIB30BATEISI OPSIIOK HACHTHMOHKALHI
pacteopa ABX Lysebio 1L ¢ mnomomplo ckanepa
IITPUXKOJIOB MITH BPYYHYIO.

2. OrkpoiiTe HOBBIH (HIIAKOH C peareHTOM.
3. BceraBbTe BO ()1aKOH 3ariiyniky ¢ TpyOKOid.

4. 3arsHuTe 3aryniKy, obecrieun

T€PpMETUYHOCTD.

HaJJieKalyro

CrenyiiTe MHCTPYKIUSIMA Ha SKpaHE armapara.
IMonpoOHBIe HHCTPYKIIMY MO MPOIEIypaM aHaIn3a U KOHTPOJS
Pe3yJIbTaTOB CM B PYKOBOJICTBE ITOJIL30BATEIIs alliapaTa.

IIpouenypa nJist peareHTa ¢ KpbIIIKOH U TPyOKoii
3abopa

PeareHT ¢ kpbImIKoii 1 TpyOKOH 3a00pa UCIIONB3yeTCs Ha:

m ABX Pentra XL 80
m Pentra XLR

1. CM. B pyKOBOJICTBE MOJIB30BATEINS TIOPSIOK MACHTH(DUKAIIMI
pactBopa ABX Lysebio 1L ¢ mnomomeio ckaHepa
LITPUXKOJIOB WM BPYUYHYIO.

2. OrkpoiiTe IBepIly OTCEeKa Ul PEareHTOB.

3. Ilpu HEoOXOAMMOCTH H3BIEKHTE IYCTOH (IIaKOH H3-TI0A
pactBopa ABX Lysebio 1L u3 orcexa /st peareHTOoB.

4. OtkpoiiTe HOBBIH (DITAKOH C peareHTOM.

5. BcrabTe BO (hr1aKOH 3amIIyIIKy ¢ TPYOKOH.
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6. 3arsHuTte 3ariyuKy, obecre4ns

Te€PMETUYHOCTD.

HaJJIeXKAIYIO

7. YcranoButre ¢aakon ¢ pacrsopom ABX Lysebio 1L B
OTCEK TSl PEarcHToB arapara.

8. 3akpoiite ABepIly OTCEKa JJis PEarcHTOB.

CrnenyiTe MHCTPYKLMSIMU Ha dKpaHe arrapara.
[Moapo6HbIe MHCTPYKIIMK MO MPOLCAYPaM aHaIU3a U KOHTPOJIS
pe3yJIbTaTOB CM B PYKOBOJICTBE II0JIb30BATENs almapara.

MeToanka

ABX Lysebio 1L paspymaer wierounyio MemOpaHy
IPUTPOLIUTOB (RBC). I'emoro0un BBICBOOOYXK1aeTCS
npu jpobasieHun cypdakrtaHta. Bce remoBoe kene30
OKHCIISIETCSI, 1 MOYKHO OHNPEIEIIUTh KOJIMYECTBO KOMILJIEKCOB C
MIOMOIIIBIO CIEKTPOPOTOMETPHH TPH JIHHE BOJHBI 550 nm*

(6)-
*JlmiHa BOHBL, ucnoib3yemas B Microsemi CRP, cocrasiser
510 nm.

PaGoune xapakTepUCTUKH U OTPAHUYEHUS
MeToa

Paboune XapaKTECpUCTHUKU arraparta W OIpaHHUYCHUSA €ro
napamMe€TpoB, HakKJIaJAblBa€Mbl€ MCETOAOM aHaliu3a, CM. B
PYKOBOJACTBE IIOJIB30BATEJIA.

Pacuer n HHTEpIpEeTalud pe3yjJbTaToB aHAIU3a

CBezieHHsI O pacyeTe M MHTEpPIPETalUH Pe3yIbTaTOB aHAIM3a
CM. B PyKOBOZICTBE MOJIb30BATENs anmapara.

HN3meHeHus B nopsiake padoTsl ¢ MPOAYKTOM U B
ero padoynx XapakTepucTHKAX

IloBpexaenne ynakoBku

B ciryuae moBpexIeHNS 3alIUTHOW YITAaKOBKM HE HCIOJIB3YHTE
pactBop ABX Lysebio 1L, Tax kak moBpexIeHUs] MOTIH
HOBIMATE Ha pabouHe XapaKTePUCTHKH MPOAYKTa.

Hanuuue npu3HAKOB MOPYH NPOAYKTA

Ilpy HamMuuu KaKUX-TMOO NPHU3HAKOB (PU3MYECKOH MM
xumudeckoit mopun pacrsopa ABX Lysebio 1L (momytHenue,
M3MEHEHHE 1IBETa U T.IL.) €ro ClIeAyeT 3aMCHHTb.
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ABX Lysebio 1L

TemnepaTypHble OrpaHHYeHHs

He ucnons3yiite pacreop ABX Lysebio 1L, eciu on panee
3aMOpaXUBaAJICA UJIA IOABEPrajcs I/I36bITO‘lHOMy Har‘peBy.
Iepen ucnons3oBannem ABX Lysebio 1Ly6eautecs, uto on
IocTur pabodeil TeMIeparypbl, Kak ONHCAHO B PYKOBOJACTBE
MOJIb30BATENs MPHOOpA.

BHyTpeHHHII KOHTPOJIb KAa4eCTBa

Kontposnsusie o6pasusl kposu HORIBA Medical nHeobxoamnmo
UCIONB30BaTh  JUIL  NCPHOAMYECKON  OLECHKH  KadecTBa
(YHKIMOHMPOBAHUS pearecHTOB U ammapaTa B 3aJaHHBIX
Inana3oHax.

HORIBA Medical npeagaraer OHnaiiH-nporpamMmy
mexnaboparoproro cpasuenus (QCP), kotopast npenocrassier
JocTyn no MHTepHery K:

B [ofaua OTYETOB O pE3yNbTAaTaX BHYTPEHHETO KOHTPOJS
Ka4eCTBa B OHJIAHH-PEKHME;

B MOHHMTOPHHT KauecTBa  PaboTHI AHAIIUTHYECKOTO
060pyI0BaHuUs u HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3yNIBTATOB UCCIENOBAHUN C PE3yIIBTATAMH, MOTyYEHHBIME
B COTHSX Ta60OPaTOpHil IO BCEMY MHDY;

B [ONyYeHHE B PEKHUME PEATBHOTO BPEMEHH CTATHCTHYECKHX
oT4eTOB rpymmn kosuier yepe3 QCP.

Bonee noppoOHyo MHGOpMAaLMIO MOXHO IOJTYyYHTh Ha BeO-
caiire no azgpecy:
http://qcp.horiba-abx.com

IIpociexnBaeMoCTh KAIMOGPATOPOB H
KOHTPOJIBHBIX MAaTePHAJIOB

Henpumenumo.

PedepencHble MHTEPBAJIbI
Henpumenumo.

Jluteparypa

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
(18).
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. 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-A6 (2008) 28 (25).

. Internal study used for 510K submission #K050719, in

accordance with the ICSH directives: Guidelines for
the Evaluation of blood cell analyzers including those
used for differential leukocyte and reticulocyte
counting and cell marker applications. International
Council for Standardization in Hematology; Clin. Lab.
Haemat. 1994 16 157-174.

. Clinical Laboratory Standards Institute (CLSI/NCCLS)

publication: H15-A3 Encyclopedia of Analytical
Science, 2005, Pages 223-229 -R. A. Sherwood Adv
Clin Chem. 1984; 23 (200). van Kampen EJ.
"Spectrophotometry of hemoglobin and hemoglobin
derivatives".
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