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AlpaToAoyiIkéG CUOKEUEG (Yia in vitro S1ayvWwOTIKA XpRon)

MpoBAemépevn xpon @

To ABX Lysebio 1L civai éva avmidpaoTtipio Along trou
TTpoopieTal yia in vitro BIayvwoTIK XPnon Kai £xel
oxedlaoTei yia TN Alon Twv gpubpokuTttdpwy (RBC) yia Tn
pétpnon Aeukokuttdpwy (oAikog WBC) Tov TTpoadiopioud
TNG AIJOOPaIPIVNG OTOUG aIPATOAOYIKOUG OVOAUTEG ThG
HORIBA Medical.

Xpron KAIVIKWV epyacTnpiwv.

MposidotroifRoeig Kal TTPOoPUAAEEIg

m To ABX Lysebio 1L Ttpoopifetai poévo yia
ETTAYYEAUQTIKN in vitro dlayvwaoTIKA XprRon.
lNa epyacTtnpiakn xprnon.

m O xpAotng €xer Tnv €ubuvn va eAéyEel av autd To
£YYPOQPO apopd TO TTPOIGV TTOU XPNOIUOTIOIEITAI.

m To avmidpacTApIo auTtd TagivopeiTal wg Pn ETIKIiVOUVO
oUpewva Pe Tov Kavoviopd ap.1272/2008 (EC).

m JUVIOTATAl OTOUG XPrOTEG VA @QOPOUV  EYKEKPIYEVN
TIPOOTOTEUTIKA evdupaoia OTav  Xeipiovtal  XNUIKA
TTpoiévTa: EpyaoTnpIoKkA TodId, yavTia Kal
TIPOCTATEUTIKA YIa T PATIA.

m Tnpeite TIG CUVABEIG £pYaOTNPIAKES TTPOPUAGEEIG KATA
TN XPAon Kai OakOAouBeiTe TIG €OVIKEG KAl TOTTIKEG
0dnyieg yia TNV uyeia Kal TNV ao@AAgIa.

m e TepiTTTwon adlobeciag PETA ammd €TTOQr) ME TO
Oépua, KaTATTOoN A €I0TTVON, CUMBOUAEUTEITE yIATPO.

m O xpnotng mpémel va €xel ekmTaideutei amd évav
avTirpécwtro TG HORIBA Medical TpotouU eTmixeIpAoEl
va Béoel o€ AsiIToupyia TN CUOKEUN.

m Avarpégte oto dehtio dedopévwyv ao@aleiag (SDS) TTou
agpopd 1o ABX Lysebio 1L.

m Tuxoév cofapd TePIOTATIKA TTOU €XOUV TTPOKANBEI o€
OX€0ON ME TN OUCKEUR TIPETTEI VO QVAQPEPOVTAl OTOV
KATAOKEUAOTH KAl 0TV apuédia apxr NG Xwpag atnv
otroia PPIioKETAlI €YKOTEOTNUEVOG O XPROTNG H/kal o
aoBevAg.

m AuTO TO AvTIBPOOTHPIO TTPOOPIZETAl YIa XPAON HE TOUG
METPNTEG KUTTAPWY aipaTtog TnG HORIBA Medical trou
opiCovralr Tapamdvw. H HORIBA Medical dev ptropei
va €yyunBei Tnv opbri Agitoupyia  autoU  TOu
avTidpacTtnpiou katé TN Xpron tou Pe AAAa Opyava,
TEPAV AUTWV TToU opidovTtal TTapatrdvw, | ue dpyava
TToU Oev £Xouv KATOOKEUAOTET atmo ™mv
HORIBA Medical.

m O1 TrepiékTeg avmidpaoTnpiwy eival piog xprong Kai
TIPETTEl VO QTTOPPITITOVTAI CUPNQWVA PE TIG KATA TOTTOUG
VOUIKEG aTTAITACEIG.

m [a TEXVIKA UTTOOTAPIEN, PTTOPEITE VO TNAEQWVAOETE OTO
+33 (0)4 67 14 15 16.

Alaxeipion ammofARTwWY

AvaTpéETe OTIG KOTA TOTTOUG VOUIKEG ATTAITHOEIG.

MikpoBioAoyiKi KaTdoTaon

Xwpig epappoyr).

Mepiypa@n kai cuvOeon

Mepiypaepn

AlouyEg Kal aXpwHo udaTikd SiIGAUpQ.

20vBeon
PuBpioTiké didAupa <5%
KaBapioTikd <2,5%

aTpoTroTroinon: agaipean opyavou.
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@ Aipartoloyia

ABX Lysebio 1L

ATtrofnkeuon Kai oTaBgpdTNTA

m ZuvOnkeg @UAagng (Tpiv amé 1o davoiypa): 15-30°C
(59-86°F).

Na @uAdooetal pakpid até 10 we.
Na pnv katayuoyerai.

m ZT00EPOTNTA PETA TO Avolypa: 3 PAVEG PEYIOTO OE
15-30°C (59-86°F) petd 10 dvolypa kai evidg Tou opiou
ARgng.

m Hpepopnvia AAgng: avarpé€re otnv  "Huepounvia
MEng" oTn ouokeuaaia Tou avTidpacTnpiou.

YAIKA 1TOU aTtraiTouvTal dAAd dev
Tapéxovral

m AUTOPATOG QIJATOAOYIKOG QVOAUTAG.

BaBuovountig: ABX Minocal.

m OpAdg eAéyxou: avaTpéETe OTO €yXEIPIdIO XProNng yia Tov
OUYKEKPIYEVO 0pO €AEyXOU TTOU XPNOIKOTIOIEITAI OTOV
avaAuTh TOU €EpyacTnpiou oag.

m ZUVABNG epyacTnpIiakdg EOTTAICUOG.

Aciypa

ZuAAoyn Seiyparog:

OAa 1a deiyparta aipatog TTPETTEl va CUAAEyovTal PE TNV
KatdAANAN Texvikh! OAa ta Seiypata, Ta avridpaaThpia, Ol
BaBuovounTég, o1 PAPTUPEG KA. TIOU  TTEPIEXOUV
avBpwTTivo aipa ] opd TPéTTel va BewpolvTtal v SuVApEl
MoAuopaTikd. Tnpeite Ta pétpa Bloao@aAciag (1, 2).

MNa tn ouAdoyr) SelyudTWY aiyaTog, GUVIOTATAI TO PAERIKO
aipa. QoTté00, Ot ECAIPETIKEG TIEPITITWOEIG, WTTOPEI va
xpnoigotroinBei ka1 aptnpiaké aipa. H ouAloyd aipatog
TPETTEl va ToTToBeTEiTal 0 dwANvdpia cuAoyng Kevou A
oe owAnvapia ouAAOYAG Xwpig kevo (3, 4). To owAnvdpio
OUANAOYAG BeiypaTtog TTPETTEN va TTANPEITaI PE TNV akpIfA
TOOOTNTA  AIYJOTOG TTOU  UTTOBEIKVUETAI OTO  idlI0  TO
owAnvdaplio WaoTe va ammo@euxBouv SIaKUPAVOEIG aTa
atmoTeAéoPaTA.

ZUVIOTWJEVO AVTITINKTIKO:

To ouvioTwpevo avTITINKTIKG eival 1o K3-EDTA pe Tnv
KaTGAANAN avaAoyia aipatog/avTiTinkTikou OTTwg opideTal
amé TOV KOTAOKEUAOTr) Twv cwAnvapiwv. To Ky-EDTA
gival pia atrodekTr) eVAAAAKTIKN) AUCT, €pOoov N cUAAOYA
Ociyyatog  dlevepyeital  UTTO  KOVOVIKEG — OUVONKEG.
Ala@OopETIKA, EVOEXETAI Va aXNUaTioTolv Bpdufol aipaTog.

Z100gpOTNTA SeiypaTOg AipaTOG:

2100ep0TNTA TWV OEIYMATWY O€ XOaunAn Oepuokpacia:
ZUAEXTNKaY Oéka "@ualohoyikd" kal Oéka "traBoAoyikd"
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‘Eyive  ouAloyn

ociypara ammd deiyyaToAnyieg pouTivag Tou epyaoTnpiou
Kal ammobnkeluTnkav oe Beppokpacia 4°C. H otaBepdtnTa
Twv delypaTwy aflohoynbnke oe didoTnua 72 wpwv. Ta
armoteAéopata  (U€oog Opog Oéka avalloewv) Edeigav
OXETIKA 0T0BepOTNTA BEiypaTog SIGPKEING:

m 48 wpwv yia Tig TTapapéTpoug CBC
m 24 wpwv yia Tig TrTapauéTpoug DIFF
= 8 wpwv yia TIg TTapauéTpoug LMG

21a0epOTNTO  OElyMATWY OE  Bepuokpacia  dwuaTtiou:
ZUAMAEXTNKaV OEKa "@ualoAoyikd" kal déka "TraboAoyikd"
ociypara ammd deiyyoToAnwieg pouTivag Tou epyaoTnpiou
Kal otmobnkedTnkav o€ Beppokpaaia dwuatiou (25°C). H
oTOBEPOTNTA TWV OEIYUATWY aEIoAOYABNKE yIa XPOVIKO
didoTnua 72 wpwv. Ta amoteAégpara (UECOG 6pOg OEKA
avaAuoewv) €0eiEav  OXETIKA OTOBEPOTNTA  dEiyuaTog
d1dpkelag:

m 48 wpwv yia Tig TTapapéTpoug CBC
m 24 wpwv yia Tig TrTapapéTpoug DIFF
= 8 wpwv yia TIg TTapauéTpoug LMG

TPIWV  OEIYUATWY  PE  METPROIPOUG
epuBpoPAdaTeg, kKatd Tn OIdpKeEIa Twv OElyNATOANYIWY
pouTivag evog epyaaTnpiou. H otaBepdTnTa TWV dEIYIATWV
afiohoynBnke yia pia xpovikr Tepiodo 48 wpwv HE
TEPIODIKA avaAuon, €1g OImAoUv, U0 KAAOPATWY Twv
OelyudTwy. Ta ammoTeAECUATA KATAAYOUV O€ UIa ATTaiThon
OXETIKAG oTaBepdTNTAG deiypaTog o€ dIAoTNHA 12 wpwv
YIQ TIG TTAPAPETPOUG TwV £pUBPORAaCTWY (5).

H ouAloyn Twv deiypdtwy aipatog €yive Katd Tn dIdpKeia
TwWV  OEIyUOTOANWIWY  pouTivag evog  epyacTtnpiou. H
oTaBepdTNTa TWv BEIYMATWY afIoAOYNONKE yIa XPOVIKO
d1doTnua 72 wpwv. Ta amoTeAéouaTa KATAAYOUV O€ HIa
amaitnon OXeTIKAG oTaBepdTnTag deiyuaTtog ae dIdoTnua
48 wpwvV YIa TIG TTAPAPETPOUS TWV JIKTUOEPUBPOKUTTAPWY

®).

MikpodelypaToAnyia:

To mpoéypauua OdeiyparoAnwiag Tou avaAutr divel Tn
duvaTdTNTa GTO XPNOTN va £PYACETal PE MIKPODEIYUATA OE
TTAISIATPIKEG KAl YNPIOTPIKEG TTEPITITWOEIG (OXETIKA PE TOV
eAaXI0TO OYKO OEiYUATOG AINATOG, AVATPEETE OTO EYXEIPIOIO
Xpriong tou avaAuTr). Ta pikpodeiyyata autd utmopoulv va
XPnoigoTroinBouv Povo e TIG €§AG TTPOUTTOBETEIG:

m To owAnvdpio TPETTEl va BpiokeTal TTAVTA o€ KABETN
0éon.

m H avdueign Tou aipyarog TPETTel va yivetal ue eAa@po
KTUTTNUO  TOU OwWwAnvapiou. Mnv TTEPIOTPEPETE  TO
owAnvdpio yia va avauixBei To aiya, yiati To aiya
MTTOpEi va €TTIKOBigEl OTa TOIXWHATA TOU CWANnvapiou
KAl va JnV ETTAPKEI N evaTTopgivaca TToooTnTA.
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Avdpign:

Ta Ociyyata aigatog TPETTEl va avapiyviovTal eAa@pd
aMd koAG akpifwg TTpIv oo TN deiypatoAnyia. ‘Etol
eCao@alieTal éva oPoIoyEVEG HiyUa TTPOG WETPNON.

Aladikaoia

To ouyKekpIPEVO avTIOPACTAPIO gival £TOIPO yIa XPron.

Aladikaoia yia eEWTEPIKS AVTIOPACTAPIO ME
TTWHA KAl CWANVAKI

EEwTepIKO  avTIOPACTAPIO HPE  TTWHO KAl CWANVAKI
xpnoigotroigital aToug avaAutég Microsemi CRP.

1. Avatpé€Te OTO €YXEIPIDIO XPNONG YIa va TAUTOTTOINOETE
10 ABX Lysebio 1L pe 1OV QVIXVEUTH YPOUUIKOU
KWAIKA 1] TTANKTPOAOYWVTAG.

2. ApaipéoTe TO TIWPG OO TNV Kaivoupia  @IdAn
avTidpaaTnpiou.

3. ToTroBeTAOTE TO TTWHA PE TO CWANVAKI GTN QIGAN.
4. Z@i¢te KaAG TO TTWHA YIa va o@payioel KaAd n @IAAN.

AkoAouBroTe TIG 00nyieg TToU gpavifovtal 0TO AOYIOUIKO
TOU avaAuTh.

MNa Aetrropepn TTepIypa®n Twv diadikaolwyv avaAuong Kai
eAEyXOU, avaTpEETE OTO €YXEIPIOIO XPHONG TOU aVaAUTH.

Aladikaoia yia avTiSpacTAPIO JE TTWHA Kal
OWANVAKI

AvTIOPOOTAPIO PE TTWHA Kol CWANVAKI XPNOIUOTTOIEITAl
OTOUG AVOAUTEG:

m ABX Pentra XL 80
m Pentra XLR

1. AvaTpé€Te OTO €yXeIpidIo XPAONG YIO VO TAUTOTTOINOETE
10 ABX Lysebio 1L pe 1OV QvIXveuTr ypPOUUIKOU
KWOIKA ] TTANKTPOAOYWVTAG.

2. Avoi€te Tn BUpa Tou BaAduou avTiIdpacTnpiwy.

3. Eav xpeidletal, agaipéote TNV Kevl  @IGAn  Tou
ABX Lysebio 1L a6 10 8dAauo avTidpactnpiwy.

4. Apaipéote TO TWPa ammd TNV Kaivoupia  QIGAn
avTidpaaTnpiou.

5. ToTroBeTAOTE TO TTWUA PE TO CWANVAKI GTN QIGAN.
6. Z@i¢Te KAAG TO TTWHA YIa va o@payioel KAAG n @IAAN.

7. TommoBetiote 10 ABX Lysebio 1L oto 6dAauo
avTIdOPACTNPIWY TOU avaAuTH).

8. KAeioTe Tn BUpa Tou BaAduou avTiIdpacTnpiwy.
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AkoAouBnoTe TIG 0dNyieg TTOU gu@avidovtal 0To AOyIOUIKO
TOU avaAuTh.

MNa Aetrropepn) TTeplypa®n Twv diadikaolwyv avadAuong Kai
eAEyXOU, avaTpEETE OTO eyXEIPIBIO XPrONG TOU AvVaAUTH.

MeBodoAoyia

ABX Lysebio 1L dioomd tnv epuBpokuttapiky (RBC)
peuBpavn. MpooTiBeTal €TMIQAVEIODPATTIKOG TTAPAYOVTAG
Kal atreAeuBepwveTal n aigoo@aipivn. OAog o Gidnpog TNg
aipng ofeidwverar kal Ta  oXNUOTICOPEVA  GUUTTAOKO
TTOOOTIKOTTOIOUVTAl PE  (POOUOTOQWTOUETPIO OE PAKOG
KUparog 550 nm* (6).

*To pAKOg KUPATOG TTOU XpnolgoTroigiTal oTo Microsemi
CRP €ivai 510 nm.

XapakTnpioTiKa amwoédoong Kai MNeplopioyoi
NG peB6dou

MNa Ta XapakTnPIoTIKG atrdédoong Tou avaAuTr] Kal yia TOUG
TTEPIOPIOPOUG TWV AVAAUCEWV WG TTPOG TIG TTAPAPETPOUG
TOU avOAUTH, avaTpéETe aTo gyXeIpidlo xprong.

Y1moAoyiopdg kai Eppnveia AtroTeAeoUATWY
AvoAuoewv

MNa Tov uTTOAOYIOHG KAl TNV EPUNVEIX TWV ATTOTEAECUATWY
TWV avoAUoEwyv, avaTpéETe OTO €yXEIPIdIo XprAong Tou
avaAuTh.

AAAayég otn Aladikacia kal Tnv ATré6doon

KaraoTpo®n cuokeuaoiag

Av n TTPOCTATEUTIKA CUCKEUQTIa €xel UTTOOTEI {NUIA Kail Ol
@POopEG PTTOPE va €xOuv ETTITITWOEIS OTNV aTTOd0CN TOU
TTPOIGVTOG, PNV Xpnoipotroifoete To ABX Lysebio 1L.

Evdei§eig aAAoiwong

Edv umdpyouv evdeiteig QUOIKAG i XNMIKAG aAAoiwong
(OoAepoTNTA, aAAayn XPWHATOG K.ATT.), TO
ABX Lysebio 1L Tpétrel va avTikataoTodei.

Op1a Oeppokpaciag

Mnv xpnoipotroieite To ABX Lysebio 1L edv éxel
KatawuyxBOei | £xel ekTeBei oe uTTEPPOAIKT BEpUOTNTA.

Mpiv xpnoiyotroioete To ABX Lysebio 1L, BepaiwBeite
Om €xel @Bdoel oTn Bepuokpacia Asioupyiag, OTTWG
TTEPIYPAPETAI OTO £YXEIPIBIO XPrONG TOU AVaAUTH).
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@ Aipartoloyia

ABX Lysebio 1L

EowTepIkOg TTOI0OTIKOG éAeyXOG

O1 opoi aipatog g HORIBA Medical mpémer va
xpnoigotroloUvtal  yia TNV TTEPIODIKI  €KTiUNON TG
aglomoTiag Twv avTidpacTnPiwy Kal Tou avaAuTh oTo
KaBopiopévo eUpoG.

H etaipeiac HORIBA Medical di108étel éva HAeKTPOVIKO
Tpoypappa  diepyacTnpiakwy  cuykpioewv (QCP), 10
omroio  Trapéxel TpooBacn pEow Tou AIadIKTUOU OTIG
akOAouBeg dpaocTnpPIOTNTEG:

m Online uTToBoA aTTOTEAEOUATWY £CWTEPIKOU TTOIOTIKOU
eAEyxou.

m [MapakoAouBnon avaAuTikAg ammédoong kai atreubeiag
oUyKpION YE EKATOVTAdEG EpyaaThpIa dIEBVWG.

m AQun oTtamoTikwy avagopwyv QCP amd opodTmiueg
OUABEG OE TTPAYUATIKO XPOVO.

MNa TeplocdTePEG  TTANPOYPOPIEG,
nAekTpovikr dielbuvon:
http://qcp.horiba-abx.com

ETMOKEPOEITE TNV

AvixveuoigoTnTa BabuovounTwy Kol UAIKWV
eAéyyou

Xwpig epappoyn.

AlaoTApaTa ava@opdg
Xwpig epappoyn.

BiAioypagia

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-
AB (2008) 28 (25).

S.A.S. au capital de 23.859.980 € - RCS Montpellier 328 031 042 - SIRET 328 031 042 000 42 - APE 332 B

5.

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".

4/4

H teAeuTaia ékdoon eyypdewyv oto www.horiba.com


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

