4

QUAL-QA-WORI-5544 Rev.2

@ Aipartoloyia

ABX Alphalyse 0.4L

= ABX Micros 60
m ABX Micros ES60

2023/12/14
A95A00261GEL

0906004

[wo] C€

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée

BP 7290

34184 Montpellier Cedex 4
FRANCE

AlpaToAoyiIkéG CUOKEUEG (Yia in vitro S1ayvWwOTIKA XpRon)

MpoBAemépevn xpon @

To ABX Alphalyse 0.4L civai éva avtidpacTripio AUong
TTOU TTpoopileTal yia in vitro S1ayvwaoTIKA Xprion Kol €XEl
oxedlaoTei yia TN AVon Twv gpubpokuTtdpwy (RBC), yia T
MéTPNOn Kal TN SloQopoTToincn TWV  AEUKOKUTTAPWY
(WBC), kaBwg kal yia Tov TIpoodIopIoUd NG
aloo@aipivng  OToug  aIpaToAoyikoUg  avaAuTég  Tng
HORIBA Medical.

Xpnon KAIVIKWV epyacTnpiwv.

MposidotroiRoeig Kal TTPOPUAAEEIg

m To ABX Alphalyse 0.4L Ttrpoopietai povo yia
ETTAYYEAMQTIKA in vitro dIayvwoTIKN Xeron.
lNa epyaaTtnpiakn xpnon.

m O xpAotng €xel Tnv €ublvn va eAéyEel av autd 1o
£YYPaQPo apopd To TTPOIGV TTOU XPNCIUOTTOIEITAl.

m To avmidpacTAPIO auTd TASIVOMEITAI WG PN ETIKIVOUVO
oUpewva Pe Tov Kavoviaud ap.1272/2008 (EC).

m 2UVIOTATAl OTOUG XPNOTEG VA @QOPOUV  EYKEKPIUEVN
TPOOTATEUTIKA evOupacoia Otav  Xeipiovtal  XNMIKG
TTPOoIGVTA: €PYOOTNPICKI) modId, yavTia Kal
TTPOCTATEUTIKA VIO TO UATIAL

m Tnpeite TIG GUVABEIG EPYAOTNPIAKES TTPOPUAGEEIC KATA
™ XPAOoNn Kal OaKOAOuBeiTe TIG €OVIKEG KOl TOTTIKEG
odnyieg yia TNV uyeia Kal TNV aoc@aAgia.

m & TeEPITTTwon adiabegiag PeTd amd €maQr) PE TO
Oépua, KATATTOoN 1 EIGTTVON, CUMBOUAEUTEITE YIATPO.

m O xpnotng mpémel va €xel ekmTaideutei amd évav
avTimrpoécwtro TG HORIBA Medical TpotoU eTmixeipAoel
va B€ael og AeiIToupyia Tn CUOKEUN).

m Avatpé€te aTo deATio dedopévwy aggaleiag (SDS) Trou
agopd 1o ABX Alphalyse 0.4L.

m Tuxov ooPapd TTePIOTATIKG TTOU €XOuv TTPOKANOei o€
OX€On ME TN OUCKEUR TIPETTEI VO QvA@EPOVTAl OTOV
KOTAOKEUAOTA Kal TNV appddia apxr TG Xwpag otnv
oTToio  BpioKkeTal €ykaTeaTNUEVOG O XPAOTNG R/kal o
aoBevngG.

m AuTO TO avTIBPOOTHPIO TTPOOPIZETAl YIa XPAON HE TOUG
METPNTEG KUTTAPWY aipaTtog Tng HORIBA Medical trou
opiCovtalr Tapamdvw. H HORIBA Medical dev ptropei
va €yyunBei TNV opbri Agitoupyia  autol  TOu
avTidpacTtnpiou katé TN XprAon Tou Pe AAAa Opyava,
TEPAV AUTWV TTOoU opidovTtal TTapatrdvw, f Yy dpyava
TToU Oev £Xouv KOTOOKEUAOTET ammo ™mv
HORIBA Medical.

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

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

Alaxeipion amrofAfRTwV

AvaTp£ETe OTIG KATA TOTTOUG VOUIKEG ATTAITATEIG.

MikpoBioAoyIKR KaTAOTAON

Xwpig epappoyr).
Mepiypaen kai ZUoTaon

Meprypagn:
AlouyEg Kal axpwpo udaTikd SidAupa.

aTpoTroTroinon: agaipean opyavou.
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z0oTaon:
Méoo Auong <0,1%
KaBapioTiké <5%

ATrofnikeuon Kai oTafepOTNTA

m ZuvOnkeg @UAagng (Tpiv amd 1o dvoiypa): 18-25°C
(65-77°F).

Na pnv katayuxeTai.

m ZT1a0epOTNTA META TO dAvolypa: 1 pAva péyioto o€
18-25°C (65-77°F) petd 10 Avolyua Kal EViog Tou opiou
AAgng.

m Hpepopnvia AAéng: avarpéfte otnv  "Huepounvia
AENG" oTn cuokeuagia Tou avTIdPACTNPIOU.

YAIKA 1TOU aTtraiTouvTal aAAd dev
Tapéyovral

m AuTOPATOG QIJATOAOYIKOG OVOAUTAG.

Babuovountig: ABX Minocal.

m Opdg eAéyxou: avaTpéETe OTO EYXEIPIDIO XPrONG yia ToV
OUYKEKPIUEVO OpO €AEYXOU TTOU XPNOIUOTIOIEITAI OTOV
avaAuTh Tou gEpyacTnpiou oag.

m Xuvnong epyacTnpIakog EOTTAICUOG.

Acgiypa

ZuAAoyn Seiyparog:

OAa 1a deiyparta aipatog TTPETTEl va CUAAEyovTal PE TNV
KaTdAANAN Texvikh! OAa ta Seiypata, Ta avridpaaThpla, Ol
BaBuovounTég, o1 PAPTUPEG K.ATT. TIOU  TTEPIEXOUV
avBpwTTIvo aipa 1} opd TTPETTEl va BewpolvTtal ev SuVApE
MoAuopaTikd. Tnpeite Ta pétpa Bloao@aAeiag (1, 2).

MNa ™ ouAdoyr| SelyudTWY aiyaTog, GUVICTATAl TO PAEPRIKO
aipa. QoTté00, Ot ECQIPETIKEG TIEPITITWOEIG, WTTOPEI va
xpnoigotroinBei ka1 aptnpiaké aipa. H ouAloyl aipatog
TPETTEl va ToTroBeTeiTal 0 dwANvdpia ocuAoyng Kevou A
oe owAnvapia ouAAoyAG Xwpig kevo (3, 4). To owAnvdpio
OUANAOYRAG deiypaTtog TTPETTEN va TTANPEITal PE TNV akpIBA
TOOOTNTA  AiJOTOG TTOU  UTTOBEIKVUETAI OTO  iBlI0  TO
owAnvdéplio WoTe va aTmmoPeuxBouv OIaKUPAVOEIG aTa
atmmoTeAéoPaTA.

ZUVIOTWEVO AVTITINKTIKO:

To ouvioTwPevo avTITINKTIKG €ival 1o K3-EDTA pe Tnv
KOaTAAANAN avaAoyia aipatog/avTiTinkTikou OTTwg opideTal
amé TOV KOTAOKEUAOTH) Twv cwAnvapiwv. To Ky-EDTA
gival pia atrodekTr) eVAAAAKTIKN) AUoT, €pOoov n cuAloyn
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Ociyparog  dievepyeital  UTTO  KAVOVIKEG — OUVONKEG.
Al0QOpPETIKA, eVOEXETAI VO aXNUaTIOTOUV BpduBol aipartog.

ZraBepoTNTA SEIYyMATOG AiATOG:

21a0epOTNTA TWV JEIYUATWY O XOUNAR Bepuokpaaia:
ZUANEXTNKaV OEKa "@ualoAoyikd" kal déka "TraBoAoyikd"
Ociypara atmd delyUaToOANYIEG POUTIVAG TOU €pyaaTnpiou
Kal atrobnkelTnkav oe Bepuokpacia 4°C. H otabepotnta
Twv delyuaTwv aglohoynbnke oe didoTnua 72 wpwv. Ta
amoteAéopata (U€oog O6pog Oéka avalloewv) €deigav
OXETIKA OoTaBePATNTA OEiypaTog OIAPKEING:

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

21a0epoTnNTa  SElyMATWY O Begpupokpacia  dwuaTiou:
SUMéXTNKav OéKa "@ualoAoyika" kal déka "TTaBoAoyika"
ociypara amrd deiyuaToAnyieg pouTivag Tou epyacTnpiou
Kal amobnkelTnkav oe Beppokpacia dwyariou (25°C). H
oTaBepdTNTA TWV BEIYMATWY afIoAOYNONKE YyIa XPOVIKO
dldotnua 72 wpwv. Ta ammoteAéopata (MECOG Opog dEKA
avaAloewv) €0eiEav  OXETIK OTABEPOTNTA  BEiYUATOG
OIGPKEING:

m 48 wpwv yia Tig TTapapéTpoug CBC
m 8 wpwv yia TIG TTapauéTpoug LMG

MikpodelypaToAnyia:

To Tmpoypauua deiyparoAnwiag Tou avaAutr divel Tn
duvaTéTNTa GTO XPNOTN Va £PYACETal PE MIKPODEIYUATA OE
TTAISIATPIKEG KAl YNPIOTPIKEG TTEPITITWOEIG (OXETIKA PE TOV
eAGXI0TO OYKO BEiYUATOG AINATOG, AVATPEETE OTO EYXEIPIOIO
Xpriong tou avaAuTr). Ta pikpodeiyuata autd ummopoulv va
XPnoigoTroinBouv Povo e TIG €EAG TTPOUTTOBETEIG:

m To owAnvdpio TPéTTEl va BpiokeTal TTAVTA o€ KABETN
Béon.

m H avdueign Tou aiparog TTPETTel va yivetal pge eAa@po
KTUTTNUO  TOU OwWwAnvapiou. Mnv TTEQIOTPEPETE  TO
owAnvdpio yia va avauixBei To aiya, yiati To aiya
MTTOpEl va €TTIKOBicEl OTa TOIXWHATA TOU CWANnvapiou
Kal va JNV ETTAPKEI N evaTropeivaca TToooTnTaA.

Avapign:
Ta Ociypata aigatog TTPETTEI va AvaApIyvUovTal eAa@pa

aAME KOoAG akpifwg TIpIv oo TN deiypotoAnwia. ‘Etol
€C00QOAIZETaI VO OPOIOYEVEG PiyHa TTPOG PETPNON.

Aladikaoia

To ouykekpIUEVO avTIOPACTHPIO Eival £TOIUO YA XPron.
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1. AvaTpé€te OTO gyXeIpidlo XPriong yiao va TAUTOTTOINOETE
10 ABX Alphalyse 0.4L pe 1OV QviXVveUTH| ypOUUIKOU
KWOIKA 1] TTANKTPOAOYWVTAG.

2. Avoi€te Tn BUpa Tou BaAduou avTidpacTnpiwy.

3. Edv xpeidletal, agaipéate Tnv kev @IdAn tou ABX
Alphalyse 0.4L a16 10 8dAapo avridpaoTnpiwv.

4. ApaipéoTe TO TIWHA ammd TNV Kaivoupia  @IAAn
avTidpaoTnpiou.

5. TomroBeTAGTE TO TIWHA PE TO TWANVAKI TN QIGAN.
6. Z@igTe KOAG TO TTWNA YIa va a@payioel KAAd n QIAAN.

7. TommoBetiote 10 ABX Alphalyse 0.4L oto 6dAauo
avTiIdpacTNPiWY TOU avaAuTr.

8. KAeioTe Tn BUpa Tou BaAduou avTidpacTnpiwy.
AkohouBroTe TIG 00nyieg TToU gpavifovtal 0TO AOYIOUIKO
TOU avaAuTh).

MNa Aerropepn TTepIypa®n Twv diadikaolwyv avaAuong Kai
eAEyXOU, avaTpEETE OTO EYXEIPIOIO XPrONG TOU AVAAUTH.

Me@odoAoyia

To ABX Alphalyse 0.4L 3100TT@ TV KUTTAPIK PEUBPAvVN
Twv gpubpokuttdpwy (RBC) kai armeAeuBepivel Tnv
aidoo@aipivn Tou  PBpioketal péoa oTto  KOTTApo. H
aidoo@aipivn  TTou  atreAeuBepwvetal atmd  TO  AUTIKO
avTIOPACTHPIO EVWVETAI UE TO KUAVIOUXO KAAIO TOU AUTIKOU
avTiIdPOoTNPIOU Kal oXNMaTifel pIa XPWUOYOvo Eévwon
KuaviopeBaigoo@aipivng. H évwon auth peTpdral Héow
Tou OTmKOU TUAPATOG TNG  KUWEAIBOG PONG  ME
(QOACHATOPWTOMETPIO O€ PNKOG KUpaTog 550 nm.

XapakTnpIioTIKA atrdédoong Kai MNeplopiopoi
TNG peB6SOU
Mo Ta XapakTnpIoTIKA amdédoong Tou avaAuTh Kal yia ToUG

TTEPIOPIOUOUG TWV AVAAUCEWVY WG TTPOG TIG TTAPAUETPOUG
TOU avOAUTH, avaTpéETe 0TO eyXeIpidlo Xpriong.

Y1mroAoyiouég kail Eppunveia ATroteAeopdTwy
AvaAuocewv

lNa Tov uTToAOYIOHO KOl TNV EPUNVEIQ TWV ATTOTEAECUATWY
TwV avoAUOEwWV, avaTpéETe OTO EYXEIPIdIO XPAONG Tou
avaAuTh.

AAAayég otn Aladikaoia kai Tnv Arédoon

KataoTpo@n cuokeuaoioag

Av n TTPOCTOTEUTIK) CUOKEUATIa €XEI UTTOOTEI {NUIG Kal Ol
@BopéG PTTOPEl va €XOUV ETTITITWOEIS OTNV aTTOd00N TOU
TTPOIOVTOG, unv Xpnoipotroifjoete To ABX Alphalyse 0.4L.
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Evdeigeig aAAoiwong

Edv umdpyxouv evdeieic QUOIKAG R XNMIKAG aAAoiwong
(BoAepdTnTa, OANayp  xpwuatog  KAT.), 710 ABX
Alphalyse 0.4L 1TpéTTel va avTIKATAOTAOEI.

Op1a Oeppokpaciog

Mnv xpnoigotroicite To ABX Alphalyse 0.4L edv éxel
KatawuyxBei f £xel ekTeBEi oe uTTEPPOAIKY BEpUOTNTA.

Mpiv  xpnoiyotrojoete 10 ABX Alphalyse 0.4L,
BeBaiwBeite OTI £xel POGOEI 0TR Beppokpaacia AeiToupyiag,
OTTWG TTEPIYPAPETAI OTO EYXEIPIBIO XPriONG TOU AVOAUTH.

EowTepIKOG TTOIOTIKOG EAeyXOG

O1 opoi aipyatog ™G HORIBA Medical mpémel va
XpnoigotroloUvtal  yia TNV TTEPIODIKI  EKTiUNON NG
agiommoTiag Twv avTIdpacTNEiwv KAl TOU avaAuTh OTO
KaBopIiouévo eUPOG.

H etaipeia HORIBA Medical di106€tel éva HAekTpoOvIKO
TPOypauua  dlepyacTnpiakwy  ouykpicewv (QCP), 10
otroio  Trapéxel TpocRacn pécw Tou AIadIKTUOU QOTIG
akdAouBeg dpaoTnpPIOTNTEG:

m Online uttoBoAn aTTOTEAEOUATWY €0WTEPIKOU TTOIOTIKOU
eAEyyou.

m [lapakoAoUBnon avaAuTikhg atrédoong Kal atreubeiog
oUYKPION PE EKOTOVTASEG epyacThpla SIEBVWIG.

= Aqun oTamioTiKwy avagopwyv QCP  ammd  oPoTINEG
OUABEG O€ TTPAYUATIKO XPOVO.

MNa TrepIoodTEPEG  TTANPOPOPIEG, ETTIOKEPOEITE TNV

NAEKTPOVIKA dieBuvon:
http://qcp.horiba-abx.com

AvixveuoipoTnTa BaBuovounTwy Kail UAIKWV
eAéyxou

Xwpig e@apuoyn.

AlaoTApaTa avagpopdg

Xwpig epappoyr.

BiAiloypapia

1. Occupational Safety and Health Standards: bloodborne
pathogens. (29 CFR 1910. 1030). Federal Register
July 1, 1998; 6: 267-280.
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2. 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).
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