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/ ABX Lysebio 1L

m ABX Pentra XL80 m Yumizen H1500 / H2500 34184 Montpellier Cedex 4

m Microsemi CRP FRANCE

m Pentra DX Nexus / DF Nexus

m Pentra XLR

I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

HazHauenue 2 ® He wucnome3yiTe MPOAYKT, €ClIM He COONIOAAITCs
PEKOMEHTyeMbIe YCIIOBHS XpaHeHUs, BKJTIOYAs

ABX Lysebio 1L — 3TO JlI/I3I/IpyIOI.LII/II71 pacTtBop, TEMIIEpaTypy.

NIPEIHA3HAYEHHBIA I UCIOJNB30BaHMA IIPH  TIPOBEJCHUM m Jlto0ble cepbe3HbIe MPOUCIICCTRIS, UMEBIIINE MECTO B CBS3H

JQUATHOCTUKHU [N Vitr0 W pa3paGoTaHHbBIA ISl JIH3HPOBAHHS C JKCIUIyaTalueil aHaaM3aTopa, HEOOXOAMMO IOBOAHUTH [0

sputporuros  (RBC), mns moxcuera nelikommtos  (obuiee CBEJIHUS TIPOU3BOJUTENS U JO YNOJHOMOYEHHOTO OpraHa

kommuectBo WBC), a Takke 11 onpesieieHdst TeMOTrIIO0HHa B BJIACTH CTPaHbl, B KOTOPOW HAaXOIHUTCS OIEpaTop Hpubopa

ananmszatopax kposu HORIBA Medical. W/ WM TIAIEHT.

[lpennazHayeHo  JUisl  UCIONB30BAHUS B KIMHMYECKUX B J[aHHBI peareHT IpeAHa3HaueH i HMCIONB30BaHUsA C

nabopaTopusix. YKa3aHHBIMHA BBIIIE TE€MATOJOTHYSCKHMH aHAIN3aTOPaMHu

HORIBA Medical. Kommnanus HORIBA Medical ne moxer
rapaHTUpOBaTh NPABHJIBHOE JIEHCTBHUE TOr0 peareHra Mpu

Ipeaynpesxaenust 1 Mepbl MPEAOCTOPOKHOCTH WCTIOJIb30BAHUH alapaToB, OTJAMYHBIX OT YKA3aHHBIX BBIIIE,
WIH  annaparoB, HE  HW3TOTOBJCHHBIX  KOMIIaHHEH

m Pacreop ABX Lysebio 1L mnpennasHadeH ToJbKO ISt HORIBA Medical.
1po)eCCHOHAIBHOM HATHOCTHKH iN Vitro. ® EMKOCTH C pearcHTaMd SsIBIISIFOTCS — OJHOPa30BBIMH U
IlpefHasHAueHO /UL HCHONB30BAHAS B  J1aOOPATOPHBIX MO/UTEKAT YTHIM3AUKH COTJIACHO MECTHBIM HOPMATHBHBIM
YCIOBHUSAX. TpeOOBaHUSIM.

m [lonb3oBarens 00s3aH MPOBEPUTH COOTBETCTBUE HACTOSIIIIETO ® 3a TEXHMYECKOH MOMOIpBI0 Obpamiaiitech 1o TenedoHy
JIOKyMEHTa Ha3HAYEHUIO TPOIYKTa. +33 (0)4 67 14 15 16.

m CornmacHo HopMmartuBHOMY aokymenty (EC) N°.1272/2008
9TOT PEarcHT CYUTACTCsl 6E3BPEAHBIM BEIIECTBOM.

® [Ipu paboTe ¢ XMMHYECKHNMH BEUIECTBAMH PEKOMEHIYeTCS YTuiau3amus 0TX010B
HaJeBaTh COOTBETCTBYIOILHE cpelcTBa 3aIHTHI:
71ab0paTOPHBII Xanar, epYaTKH U 3alIUTHBIC OYKH.

m CoGurofaiiTe MPUHATBIC B 1a00PaTOPHH CTAHIAPTHBIC MEPhI
MPEJOCTOPOKHOCTH W BBINOJHSNWTE PEKOMEHIALMH 110
OXpaHe 37I0pOBbsi M TEXHHKE 0E30MaCHOCTH (eAepaabHOTO
WM PETHOHAIIBHOTO YPOBHSI.

® JIpy BO3HHKHOBEHHWH HEJOMOTaHHs MOCJIC MOMaJaHUs Ha
KOXY, HPOTJIAThIBAHHS WM BIBIXaHUS KaKUX-JIHOO BEIECTB Henpumennmo.
oOpatuTech K Bpady.

m Jlpexnae dYeM IMpHCTyHnaTth K paboTe ¢ aHalIu3aTtopoM,

Cm. Tpe60BaHI/ISI PETrUOHAJIbHBIX HOPMATHUBHBIX JOKYMCHTOB.

Mukpo6uoornyeckoe coCTosIHHE

omepaTop 00s3aH MNPONTH OOydYeHHE Y TMPEACTABHTEINS OnucaHme M COCTaB
xomnann HORIBA Medical.

m Cwm. nacnopt Ge3onacHocTr mpoaykra (SDS), orHocsmmiicst
x ABX Lysebio 1L. Onucanue

TIpo3paunsiii 1 GecrBeTHBINM BOIHBIN pacTBOP.

al3meneHus: HoBas popMa OyKJeTa O pearcHre.
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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.

® CTa0WibHOCTL BO BCKPBITOM COCTOSIHHH: 3 Mecsia
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 ¢

COOJIIOJICHUEM  COOTHOIIEHHA KpPOBM U  aHTHUKOAryJsIHTa,
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.

CTa0WiIbHOCTH P00 KPOBHU

CM. pyKOBOJICTBO MOJB30BATEN.

Coop muxponpoo:

Pexxum cbopa mpob mo3Bojsier paboTaTth ¢ MHKpOIpodamu
JOeTeil M MOXHIBIX MAaLMEHTOB (MHHMMAIBHBIN 00BbEeM HPOOHI
KPOBHM CM. B pYKOBOACTBE IOJIb30BATeNsl  amIapara).
MukpornpoObl MOXHO HCIIOJIB30BAaTh TOJIBKO IPU COOJIOJCHUU
CIEIYIOIUX YCIOBUIL:

® JIpoGupka DOJDKHA HMOCTOSIHHO HaXOAUTHCS B BEPTHKAIBLHOM
HOJIOYKCHHUH.

® CMmenMBaHUE KPOBH JIOJDKHO OCYIIECTBIISITHCS MOCPEICTBOM
JIETKOTO TMOCTYKMBaHUs 1o mpobupke. He Bpamaiite
OpOOUPKY NpU CMEIIMBaHWH, WHAYe KPOBb OCTAHETCS Ha
CTEHKaX NMPOOHMPKH U MHHHMAJbHBIH HEOOXOAUMBINH 00BeM
OyZIer yTpadeH.

IlepememiuBanue:

Ilepen otOopoM mnpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATEIBHO CMelaTh. JTO 00ECIeYMBaCT OAHOPOAHYIO CMEChH
IUISL U3MEPEHUSL.

IHopsinox padoTsl

PeareHT roToB K MCIOJIB30BaHUIO.

Ipouenypa nis peareHTa ¢ NpooOKoii U TPYOOUKOMH
CHapy:ku npudopa

Pearenr ¢ mpoOkoit u TpyOOUKOH CHapyxku mpubopa
ucnone3yercs B Microsemi CRP.

1. CM. B pyKOBOJICTBE IOJIb30BATEIIS TIOPSAOK HACHTHOUKALINH
pactBopa ABX Lysebio 1L ¢ momompio ckaHepa
MITPUXKOJOB MJIX BPYIHYIO.

2. OTkpo¥iTe HOBBIH ()JIAKOH C PeareHTOM.
3. BcraBbTe BO (h1akoH 3ariyIiky ¢ TpyOKOH.

4. 3arsiHuTe 3ariymKy, obecrieynB

Te€PMETUYHOCTD.

HaJIJIeKALIYIO

CrenyiiTe HHCTPYKIMSAME Ha SKpaHe aImapara.
IMoxpoOHBIE HHCTPYKIMHU TI0 MPOLEIypaM aHaIH3a W KOHTPOJIS
Pe3yJIbTaTOB CM B PYKOBOJICTBE ITOJIb30BATENS aIllIapaTa.
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IIpouenypa nJisi peareHTa ¢ KpbIIIKOi U TpyOKoii
3abopa

Pearent ¢ npoOkoii u TpyOOUKOH HCIIOIB3YETCS B:

m ABX Pentra XL 80
m Pentra XLR

1. CM. B pyKOBOJICTBE MOJIb30BATEINS TOPSIOK HACHTH()UKAIIMI
pacteopa ABX Lysebio 1L ¢ mnomompio ckaHepa
IITPUXKOIOB MM BPYUHYIO.

2. OTkpoiiTe aBepIly OTCEKa ISl PEarcHTOB.

3. Ilpu HeOOXOAMMOCTH H3BIIEKHTE ITYyCTOW (IIAKOH H3-TIOJ
pactopa ABX Lysebio 1L u3 otceka ajist peareHTOB.

4. OTkpoliTe HOBBIH (DITaKOH C peareHTOM.
5. BcraBpTe BO (priakoH 3ariymIKy ¢ TPyOKOIi.

6. 3aTsHuTE 3ariyniKy, obecreunB

TE€PMETUIHOCTD.

HaAJIekKALTYIO

7. YcranoBute ¢uakon c¢ pacrsopom ABX Lysebio 1L B
OTCEK JUTSl PEareHTOB armapara.

8. BakpoiiTe ABEpIly OTCEKa IJIsl PEarcHTOB.

CrnenyiiTe MHCTPYKLUUSAMH Ha 3KpaHe amnmapara.
[TonpoGHbIe HHCTPYKLUM MO MPOLEAYpaM aHaIN3a U KOHTPOJIA
PpEe3yNIbTaTOB CM B PYKOBOJCTBE IOJIb30BATENS alllapaTa.

MeTtoauka

ABX Lysebio 1L paspymaer «ierounyio MemOpaHy
spurporutos  (RBC). FemMorno6MH  BBICBOOOXIAETCS
npu pobaBmeHnn cypdakranta. Bce remoBoe kenes3o
OKHCIISETCS, U MOXKHO OINPEACIIHTh KOJMYECTBO KOMILIEKCOB C
MOMOIIBIO crieKTpodoTOMETpUK mpu [uiuHe Boauel 550 nm*
(5).

*ImiHa BoHBI, Kcnonb3yemas B Microsemi CRP, cocrassier
510 nm.

PaGoune xapakTepuCTHKH U OrPAHMYCHUS
MeTo/1a

Paboune xapakTepucTUKu ammapaTa M OTPaHUYEHHUS €ro
napaMeTpoB, HaKJaJblBaéMble METOJOM aHajiM3a, CM. B
PYKOBOJICTBE NOJIb30BATES.

Pacuer u uHTEepnpeTanus pe3yJbTATOB aHAJIN3A

CBeZ[eHI/IH O pacdueTe U HUHTEPIIpETAllMU PE3YyJIbTATOB aHaJIM3a
CM. B PYKOBOACTBEC ITI0JIL30BATEJIA allrapara.
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H3MeHeHus B mopsigke padoThl ¢ NPOAYKTOM U B
ero padoymnx XxapakTepucTHKAxX

IoBpexaenne ynakoBKu

B ciiydae moBpeIeHHs 3al[UTHON YIAKOBKH HE HCIOJb3yHTe
pactBop ABX Lysebio 1L, tax kak moBpexIeHHS] MOTIH
HOBJIHATH Ha pabovie XapaKTepPUCTUKH TIPOAYKTA.

Hanuuue npu3HAKOB MOPYH NPOAYKTA

[lpy HanmM4YUM KaKUX-JITHOO TIPU3HAKOB (DM3HUECKOW WM
xumudeckoit nopuu pactsopa ABX Lysebio 1L (momyrtHenue,
M3MCHCHHE [IBETa U T.I.) €ro CJIe/yeT 3aMCHHUTb.

TeMnepaTyprle OrpaHu4eHus

He wucnons3yiire pactsop ABX Lysebio 1L, eciu on panee
3aMOPaKUBAJICS WM [O/IBEPrajcs H30bITOYHOMY HarpeBy.
Iepen ucnonszosanuem ABX Lysebio 1L y6eaurecs, uto oH
JocTur pabodeil TeMIepaTypbl, Kak OMNHCAHO B PYKOBOACTBE
MOJIB30BATENS IPUOOPA.

BHyTpeHHMii KOHTPOJIb KayecTBa

KonrpossHeie o6pasusl kposu HORIBA Medical Heo6xomimo
UCIIONB30BaTh ISl [EPHOAMYECKON  OLICHKH  KadecTBa
(GYHKIMOHUPOBAHHMSI PEAareHTOB W ammaparta B 3aJaHHBIX
JMana3oHax.

HORIBA Medical npejaraer OmJtaiiH-mIporpaMmy
MesxaboparopHoro cpasHernst (QCP), kotopast mpenocrasisier
noctyn no MHTepHeTy k:

H [10/laua OTYETOB O pEe3y/lbTaTax BHYTPEHHETO KOHTPOJIS
KadyecTBa B OHJIAIH-peKuMe;

B MOHUTOPUHI KadyecTBa paboTE AHAJIMTUYECKOr 0
00opyioBaHUs u HEMOCPE/ICTBEHHOE CpaBHEHHE
pe3yabTaTOB MCCIEJOBAaHUN C pe3ylbTaTaMy, I10JyYEHHBIMU
B COTHSIX JJabOpaTopHii 10 BCEMy MUPY;

N [I0Jly4CHUE B PEKUME PEAIbHOTO BPEMEHU CTaTUCTUYECKUX
oruetoB rpymmn koswter yepe3 QCP.

bonee mnoapoOHyr0 HHGOPMALUIO MOXHO IMOJYYUTh Ha BeO-

caiire 1o azgpecy:
http://qcp.horiba-abx.com

IIpocaexnBaeMocTh KAIHOPATOPOB H
KOHTPOJIBHBIX MAaTePHAJIOB

Henpumenumo.
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PedepencHble MHTEPBaAJIbI

Henpumenumo.

Jluteparypa

1.

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

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

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).

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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