/—\ @ Temarosaorus

QUAL-QA-WORI-5544 Rev.1

ABX Basolyse Il (1L)

Pentra ES60 / MS60 / MS CRP
Pentra XLR

2022/02/25
A95A00002MRU

0906003
"

[wo] C€

HORIBA ABX SAS
Parc Euromédecine
Rue du Caducée

BP 7290
ABX Pentra 60 / 60C+ 34184 Montpellier Cedex 4
ABX Pentra XL80 FRANCE

I'emaToJiornueckue anmaparsl (1J1si THArHOCTHKH iN Vitro)

Ha3nauyenue 2

ABX Basolyse Il - 510 sm3upyrommii  pactBop,
TpeAHa3HAYCHHBIA TS MCIIONB30BaHus B /N Vitro muarHocThke
U paspaboTaHHbIil s paspyuieHus: spurpormto (RBC), mis
nopcuera u  guddepentuposku  yeikormtos  (WBC) Ha
cuerurkax popmennbix anementos kposu HORIBA Medical.

Mukpo6uoJiornyeckoe cocTosiHHE

Henpumenumo.

Onucanme u cOCTaB

Onucanue:
IpenynpesxaeHusi 1 Mepbl MPEI0CTOPOKHOCTH
IIpo3paunsrit OecIBeTHBIN BOJHBIN pacTBop.
CBeTOIyBCTBHUTEIBHBIH.
m [lonb3oBarens 00s3aH MPOBEPUTH COOTBETCTBUE HACTOSIIIETO
JOKyMEHTa Ha3HAYEHUIO IPOIyKTa. Cocras:
m Cornacio HopmatuBHOMY mokymenty (EC) N°.1272/2008 )
9TOT PEareHT CYUTACTCS BPEIHBIM BEIIECTBOM.
P Pl » Oprannueckuit 6ydep <5%
® H412: Bpenno i BOAHBIX OPraHH3MOB C JOJITOCPOYHBIMH
0,
MOCIIEICTBUAMH. Hlereprent <1%
®m P273: He nomyckaTh nonagaHusi B OKPYKaloLIyIo Cpexy. KoncepBant <0,1%

m P501: VYTwiusupoBath COICPKUMOEC U KOHTEHHEp B
COOTBETCTBUH c MECTHBIMH, PErHOHAIBHBIMY,
rOCY/IapCTBEHHBIMH M MEXyHAPOJHBIMH [PABUIAMH.

®m Cobnronaiite NpUHATHIC B 1aOOPaTOPUM CTAaHJAPTHBIE MEPhI
HPEIOCTOPOKHOCTH W BBIMOJNHINUTE PEKOMEHIAILMH 110
OXpaHe 37I0pOBbsi M TEXHHUKE 0E30MaCHOCTH (eaepaabHOro
WM PETHOHAIBHOTO YPOBHSL.

m Cwm. nacropt Ge3onacHoctu mnpoaykra (SDS), oTHOCsmmiACs
k ABX Basolyse Il.

®m DTOT peareHT MpeJHa3Hau4eH IS HCIOJIb30BaHHUS C
anaymsatopamu kposn HORIBA Medical, yxasauubMu
eime.  HORIBA Medical He MoxeT rapaHTHpOBaTh
MPaBUIILHYIO PabOTy 3TOTO peareHTa ¢ APYyrHMH HpHOOpamMu
KpOMe TeX, KOTOpbIe yKa3aHbl BbILIE, WIX C NpUbOpaMu,
npoussenennpiMu He HORIBA Medical.

YTruan3zanua orxoaoB

Cwm. Tpe6OBaHI/I$I PEruoHaJIbHBIX HOPMATUBHBIX TOKYMEHTOB.

YcaoBus XpaHeHHUs U CTA0OMJILHOCTD

 VYciaoBus xpanenus (mo Bexpoitus): 18-25°C (65-77°F).
He 3amopaxuBath.

® CTa0HJIBLHOCTL BO BCKpbITOM coctostnum: 10 mecsies
makcumyM mpu 18-25°C (65-77°F) mocne BckpbiTHs, B
Tnpejenax cpoka roAHOCTH.

® CpoK rogHOCTH: CM. CPOK TOZHOCTH Ha ITHKETKE YIaKOBKA
pearenra.

A/3MeHeHNs: alIapar CHAT ¢ HPOJAKH.
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ABX Basolyse Il (1L)

TpeOyemble, HO He TpeOCTaBIsAEMbIe
MaTepuaJIbl

B ABTOMaTH3MPOBAHHBIA I'€éMaTOJIOTHYECKUN aHATIM3ATOP.

Kanmu6parop: ABX Minocal.

® KoHTposb: cBelieHHS O TOM, Kakod KOHTpPOIb CIEAyeT
KCIONB30BaTb C  amlmapatoM, CM. B  PYKOBOJCTBE
M10JIb30BATEIIA.

®m CrannapTHOE JJabopaTopHOE 000pyHOBaHHE.

IIpoda

Coop npod

Ot60p Bcex mpoO KPOBH JOKEH OCYIIECTBISATHCS B
COOTBETCTBUM C HajuIexameid Meroaukoi! Creayer cyuTaTh
MOTEHLHAIbHO HMH(UIMPOBAHHBEIMH BCe MNPOOBI, PEareHTH,
KaJHOpaTopsl, KOHTPOJIM M JAPyrHe MaTepHaibl, COJACpKallue
BBITSOKKA M3 O00pasiloB KpOBH 4YeNOBeKa, M IPHHHUMAThH
HaJJIexKalme MepBI obecrieueHus Guonornueckoit
6e3onacuoctu (1, 2).

ITpu 3ab0pe 00pasnoB KPOBH PEKOMEHIyeTcs OpaTh BEHO3HYIO
KpPOBb, OJHAKO B  OKCTPEMANbHBIX  CIy4asX  MOXHO
UCIIONB30BAaTh M apTepHANIbHYI0 KpoBb. OTOOpaHHYIO KpOBb
CllelyeT TIOMEIIaTh B BaKyyMHUPOBAaHHBIE TPOOUPKH (IPOOHPKH
115t 3200pa KPOBH C HCIIONI30BaHHEM aTMOCHEPHOTO JaBIICHHS)
(3, 4). IIpobupky creayer 3amoNHITH KPOBBIO TOYHO JIO
YpOBHs, 0003HAYECHHOIO Ha caMoil mpoOupke, BO H30ekaHHe
PacXOXKACHHUS Pe3yJIbTaTOB aHAIH3A.

Pexomenayemblii aHTHKOATYJISIHT

Pexomenmyercss wucrons3oBarh aHtukoaryastHt Kg-EDTA ¢
COOMIOZICHHEM  COOTHOIICHHS KPOBH ¥ AHTHKOAryJISHTA,
yKa3aHHOTO  Tpou3BoxuTesieM  npobupok.  IIpuemiiemoit
anprepHatuBoii  sBisiercst  Ko-EDTA,  ecmm otbop  mpob
BBITNIOJIHAECTCS B HOPMAJIBHBIX YCJIOBHUSX. B NMPOTHBHOM Ciiydae
BO3MOXXKHO 00pa30BaHHE CTYCTKOB KPOBH.

CTaduabHOCTH MPOO KPOBHU

CrabmwibHOCTh MPOO TMPH HU3KUX TeMIeparypax: U3 OOBIYHBIX
nabopaTopHBIX 00pa3loB OBUIO OTOOPaHO M TOMEMIEHO Ha
xpanenue npu Temmeparype 4°C mecsATh «HOPMAaIBHBIX» H
JECATh «IaTOJOTHYHBIX» Mp00. CTabMIFHOCTH MPOO OICHUBAIIN
B TeueHHe /2 dacoB. PesynpraThl (CpemHHe 3HAUCHHS IO
IECATH WCCICAOBAHMSIM) IIO3BONIJINA CHETATh  CICHYIOLINe
3aKIII0YEHHSI 00 OTHOCUTEIBHOM CTaOMIIEHOCTH MPO0:

m 48 gacos mst mapamerpos CBC
m 24 gaca nist napamerpos DIFF

CrabuipHOCTE mpo0 INpM KOMHATHOI Temmeparype: u3

OOBIYHBIX JIAOOpaTOpHBIX 00pa3loB ObUIO OTOOpPaHO |
HOMEIIICHO Ha XpaHEHWe MpU KoMHaTHOW Temmeparype (25°C)
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JECATh «HOPMAlbHBIX» M JECATh «IIATOJOTHYHBIX» IPOO.
CrabuiapHOCTh Mpo0 OLEHHMBAIKM B TEYCHHE 72 YacoB.
Pesynbrathl (cpemHMe 3HAYCHHS IO OECATH HCCISIOBAHHSM)
HO3BONMIAM  CHOENaTh  CJIEAyIOIIME  3aKkIoYeHHus 00
OTHOCUTENBHON CTaOMIBHOCTH HPO0:

m 48 yacos ms mapamerpos CBC
m 24 gaca s napamerpos DIFF

Coop Muxkponpod

Pexxum cbOopa mpob mo3BonsieT paboTaTh ¢ MHKPONPOOAMU
JIeTel ¥ TOKWIBIX IMAlUeHTOB (MUHUMAIBHBIA 00bEM TPOOBI
KpOBH CM. B PYKOBOACTBE IIOJIb30BATellsl  ammapara).
Mukponpo6sl MOKHO HCIIOJIB30BaTh TOJIBKO MPU COOMIOCHUH
CIEAYIOIUX yCIOBUIL:

® [Ipo6upka IOMKHA MOCTOSIHHO HAXOAMUTHCS B BEPTUKAIBHOM
MOJTOKEHUH.

B CMemMBaHUE KPOBU JIOIDKHO OCYIIECTBIISTHCS MOCPEICTBOM
JIETKOTO MOCTYKHMBaHMA 1o mpoOupke. He Bpamaiite
MpoOHMPKYy TPH CMEMIMBAHUM, WHA4e KPOBb OCTAHETCS Ha
CTEHKaX MPOOHMPKH M MUHHMAIbHBII HEOOXOIUMBIH 00BeM
OyZner yTpadeH.

IlepememiuBanue

Ilepen otOopoM mpod HEOOXOAUMO WX OCTOPOXKHO U
TIIATENFHO CMeIaTh. JTO 00ecIedYnBaeT OJHOPOAHYIO CMECh
JUTSL U3MEPEHUS.

Iopsinox padoTsl

PeareHT rotoB K HCIOJIF30BaHHIO.

1. CM. B pyKOBOJCTBE II0JIb30BATEIIs TIOPSAOK HACHTHOHKAILINH
pacteopa ABX Basolyse Il ¢ mnomoupio ckanepa
IITPUXKOJOB HJIH BPYIHYIO.

2. OTkpoiiTe aBepIly OTCeKa IS PEareHTOB.

3. Ilpy HEOOXOAUMOCTH H3BJIECKUTE MYCTOH (IAKOH H3-IOJ
pactBopa ABX Basolyse Il u3 orceka i peareHTos.

4. OTKpo¥lTEe HOBBIH (HJIAKOH C PEareHTOM.
5. BcraBbTe BO ()IIaKOH 3ariyIIKy ¢ TPYOKOH.

6. 3arsHute 3ariyuKy, obecrieunB

Te€PMETUYHOCTD.

HaJJIeXKALIY IO

7. Ycranosute ¢iaakon ¢ pacrsopom ABX Basolyse Il B
OTCeK TSl pEareHToB armapara.

8. 3akpoiite ABepIly OTCEKa IJis PEarcHTOB.

CrnenyiiTe MHCTPYKLUSAMU Ha 3KpaHe arnmapara.
IMoapoOHbIe HHCTPYKIMHU 110 MPOLIEAYPaM aHAIM3a U KOHTPOJIS
pe3yNIbTaTOB CM B PYKOBOJICTBE I10JIb30BATENS allapaTa.
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MeTtoauka

ABX Basolyse Il paspymaer mem6pansi neiikouuros (WBC)
3a uckimoueHueM 06aszoduion. JubdepeHnupoBanue pasmepa
Mexay — OasodpuiaaMH W APYTHMH  SAPOCOICPIKAIIAMHE
JIEUKOLIUTAMH  OCYILIECTBISIETCS IIyTEM H3MepeHus o0beMa
(compotusenus).

Pagouune XxapaKkTepuCTUKH M OrpAHUYEHUS
MeToAa

Paboune xapakTepHCTHKM ammapata W OTpPaHWYEHHS €ro
MapaMeTpoB, HaKJIaJbIBaeMble METOJOM aHaliW3a, CM. B
PYKOBOJICTBE IOIBb30BATEN.

Pacuer n HHTEpHNpeTanusa pe3yjadbTaToOB aHAJIU3A

CBeZ[eHI/ISI O pacyueTe U HMHTEPIIPETAllUMU PE3YJIbTATOB aHaJIM3a
CM. B PYKOBOACTBEC ITOJIB30BATEJIA allriapara.

HN3meHeHus1 B nopsiike padoThbl ¢ NPOAYKTOM U B
ero padouMx XapaKTepuCcTHKAaX

IloBpexkaeHue ynakoBKu

B ciydae noBpexaeHHs 3alIUTHON yMAaKOBKM HE MCIIOJIB3YITE
pactBop ABX Basolyse Il, tak kak MOBpeXACHUS MOIIIH
MOBJIHATH Ha paboYHe XapaKTepUCTHKHU MPOJyKTa.

Haanune npu3HAKOB MOPYM NMPOAYKTA

Ilpn Hanmuuuu Kakux-1uOO MPU3HAKOB (DU3HMUYECKOW WIIH
xumuueckoil iopun pacrsopa ABX Basolyse Il (momyrrenue,
M3MEHEHHE IIBeTa U T.II.) er0 CIEAyeT 3aMEHHUTb.

TeMnepaTypmﬂe OrpaHUuYeHUs

He ucnons3yiite pacteop ABX Basolyse Il, ecnu on panee
3aMOPaKUBAIICS UITH [IOJIBEPTrajiCsl H30BITOYHOMY HArpeBy.
Iepen ucnonszoBannem ABX Basolyse lly6enurecs, uro on
Joctur pabGodeil TeMIeparypbl, Kak OIMHUCAaHO B PYKOBOJICTBE
0JIb30BaTENsI IPUOOpPa.

BHyTpeHHMII KOHTPOJIb KayecTBa

KonrposbHbie o6pasust kposu HORIBA Medical nHeo6xoxumo
UCIIONB30BaTh Uil NEPHOJUYECKOW  OLCHKM  KadecTBa
(YHKIMOHMPOBAHUS pEarecHTOB M ammapaTa B 3aJaHHBIX
JMarna3oHax.
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HORIBA Medical npearaer OmJaiiH-TIporpamMmy
MexaboparopHoro cpasHerust (QCP), kotopast mpenocrasisier
noctyn no MHTepHeTy K:

B [0flaua OTYETOB O pE3yJIbTATaX BHYTPEHHETO KOHTPOJS
KauecTBa B OHJIANH-PEXKHME;

B MOHHTOPHHT KauecTBa  PaboTHI AHAIINTHYECKOTO
000pynOBaHHS u HETIOCPE/ICTBEHHOE CpaBHEHHE
PE3YIBTATOB UCCIENOBAHMI C PE3yIBTATAMH, TOTyICHHBIMH
B COTHSIX JTaGOpaToOpHii IO BCEMY MHpY;

B TIONydeHHE B PEXHME PEATHHOTO BPEMEHH CTATHCTHYECKHX
oT4eToB Tpymn Kojuter yepes QCP.

Bbonee mozxpoGHyro MHGOpMALUIO MOXHO IOJIYYUTh Ha BeO-
caiire o azgpecy:
http://qcp.horiba-abx.com

IIpocaesxxnBaeMocTh KATHOPATOPOB H
KOHTPOJILHBIX MAaTEPHAJIOB

Henpumenumo.

Pedepencubie mHTEpBaJIbI

Henpumenumo.

Jlurepatypa

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).

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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