4

QUAL-QA-TEMP-0866 Rev.5

i@ Aipartoloyia

ABX Minotrol 16

m ABX Micros / Advia 60 m ABX Pentra 120 / 120 Retic
m ABX Micros 60 / ABC Vet m ABX Pentra DX120/ DF120
m ABX Micros ES60 / ESV60 B gcil Vet abe Plus™*

m ABX Micros CRP / CRP200 m Pentra ES60

m ABX Pentra 60 / 60C+ m Micros Care ST

m ABX Pentra 80 / XL80 m Pentra DX Nexus / DF Nexus
m Pentra XLR

2013/05/23
AO01AQ0051KEL

2042001 (1L)
2042002 (1N)
2042003 (1H)
2042202 (Twin Pack: 2N)
2042208 (Twin Pack: 2L)
2042209 (Twin Pack: 2H)

CEom

HORIBA ABX SAS

Parc Euromédecine - Rue du Caducée
B.P. 7290
34184 MONTPELLIER Cedex 4

FRANCE

AlpaToAoyiIkéG CUOKEUEG (Yia in vitro S1ayvWwOTIKA XpRon)

MpoBAeTépevn xprion 2°

To ABX Minotrol 16 cival éva UAIKG eAéyxou TTOAAATTAWYV
TTOPAMETPWY KAl TPIWV ETTITTEdWY, YIA in Vitro SIayvwOoTIKN
XpAaon, Tou éxel oxedlaoTei yia TNV TTapakoAouBnon Tng
akpifelag  Kal  TNG  TMOTOTNTAG  TWV  CIUOATOAOYIKWV
AVOAUTWV.

Avatpé€te oTto @QUAAO TIpWv TTpoadiopiguol Tou ABX
Minotrol 16 yia cuyKeKpIPEVO HOVTEAD AVOAUTWV.

To ABX Minotrol 16 pmopei va xpnoigotroindei yia
auTodidyvwaon povo oto Micros Care ST.

MposidotroiRoeig Kal TTPOPUAAEEIg

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

m YAIKO avOpwrivng TTpoéAeuong. Na avTINETWTTICETAI WG
€v duvauel poAuopaTikd. Kabe povada TTAGouaTog d6Tn
TTOU XPNOIUOTIOIRBNKE yIa TNV TTAPACKEUR auToU TOU
TTPOIOVTOG €xel eEAeyXOei e HEBODO eyKeKPIMEVN ATTO TN
AigvBuvon Tpogiuywyv kai Papudkwyv Twv H.IN.A. (FDA)
Kal éxel Bpebei apvnTikn yia Tapoucia HBsAg, HCV kai
avTiowpatog kartd Twv 1wv HIV1/2. Emedn kapia
yvwaoTr péBodog dokipaaiag dev dlac@aAilel atroAuTa
TNV amougia Tou 100 TNG nmaTindag B, Twv v NG
avOpwtrivng avoootroinTikAG avemmdpkeiag (HIV) n
GAAWV HOAUGHATIKWY TTOPAYOVTWY, TA TTPOIOVTA TTPETTEI
vVa QvTIHETWTTICOVTAl WG €V QUVANEI JOAUCGUATIKA, OTTWG
Ta OciyuaTa Twv acBevwy, Kal O XEIPIOPOG TOUG va
yiveTal Je TIG KaTAAANAEG TTPOQUAAEEIG, CUPPWVA HE TIG
0pBEG epyaoTnpPIaKEG TIPOKTIKEG (1, 2, 3).

m Tnpeite TIG GUVABEIG €PYAOTNPIAKES TTPOPUAGEEIC KATA
™ XPAon Kai OaKOAouBeiTe TIG €OVIKEG KOl TOTTIKEG
odnyieg yia TNV uyeia Kal TNV aoc@AaAgia.

m AvaTpéEte 0TO OeATIO dedopévv aoPaAEiag TTPoIdvVTog
(MSDS) 1rou agopd To ABX Minotrol 16.

Alaxeipion ammoBAfRTwWV

AvaTpéETe OTIG KATA TOTTOUG VOUIKEG ATTAITHOEIG.

MikpoBioAoyIKi KaTdoTaon

Xwpig epappoyn.

Mepiypa@n kai 0vOeon

Meprypaegn:

To ABX Minotrol 16 poiddel oTrTIKG pe PPEOKO OAIKO aipa.
Eivar guaiohoyikd va utrdpyel eEAA@pws Pol UTTEPKEIUEVO
uypo.

20vleon:

To ABX Minotrol 16 Ttrepiéxer AeukokUttapa (WBC),
epubpokuttapa (RBC) «kai  BpopBokutrapa  (PLT)
OnAaCTIKWY, alWPOUPEVa O UypOd TTOU TTPOCOUOIALEl ME
TTAdOUa.

2 TpotroTtroinon: TTPoaBrkn véou opydvou.
b TpotroTroinon: véa @dpua UAAadiou avTISPaAcTNPIWY.
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OUAagn ka1 didpkeia wNG HETA TO TTPWTO
avolyua

m ZuvOnkeg @uAagng: 2-8°C (35-46°F).
Na pnv katayuoyerai.
Ortav 1a ocwAnvdpia dev XPNOIUOTTOIOUVTAI, TTPETTEI VO
QuAdooovTal KABETO OTNV OPXIKA TOUG CUOKEUATIA.
Aev ouvioTdral n @UAagn otn BUpa Tou Yuyeiou.

m Z1a0epOTNTA PETA TO Avolypa: To ABX Minotrol 16
TTapapével oTaBepd yia 16 delypatoAnyieg oe PEYIOTO
didotnua 16 nuépeg, epdoov uldooeTalr oToug 2-8°C
(35-46°F) petda 10 Gvolyua.

To ABX Minotrol 16 mpétrel va TrwpaTiCeTal KOAG pETA
até TN XpAon.

m Hpepopnvia AAgng: avarpéére otnv  "Huepounvia
MEng" oTn ouokeuaaia Tou avTidpacTnpiou.

ATtraitoUpeva UAIKA TTou Bev TTapéxovTal

m  AUTOPATOG QIJATOAOYIKOG QVOAUTAG.
m ZUVABNG epyacTnpIakdg EOTTAICHOG.

Aciypa

Xwpi¢ epappoyn.

Aladikaoia

To ABX Minotrol 16 civai éToipo yia xpAon.

H ava@Auan Tou UAIKOU gAéyxou Ba TTPETTEl VA EKTEAEITAI O€
kabnuepivp Bdon, Tautdxpova e Ta  deiypara  Twv
acBevwy, KaBwg Kal KABe @Opd TTOU  eKTEAEITaI
BaBuovounon R ouviipnon. H ouxvétnta avdAuong twv
UAIKWV  eAéyxou €faptdtal atmmd  TISC QTTQAITACEIS TOU
epyaoTnpiou. KaBe epyacTthpio Ba TTPETTEl va KaBiEpwaoEl
TIG diadIkagieg dlacg@AAIonG TToIOTNTAG TTOU Ba aKOAOUBEI.
O1 diadikaoieg auTtég Ba TTPETTEl va TTANPOUV TIG I0XUOUCEG
ATTAITACEIG TTICTOTTOINONG KOl TOUG CUVAQPEIG KAVOVIGHOUG.

1. ®épte T0o ABX Minotrol 16 o€ Beppokpacia dwyaTiou,
TTEPIOTPEPOVTAG TO OCWANVAPIO EPTTPOG TTIOW avAuEca
OTIG TTAAGUEG OAG, HEXPI va TTETUXETE TTAAPN Evaiwpnon
TOU I{NOTOG TWV EPUBPOKUTTAPWY. MnV TO AVAKIVEITE.

2. AvaTpé€Te OTO €YXEIPIOIO XPONG YIO va TAUTOTTOINOETE
10 ABX Minotrol 16 pe Tov avixveutr] ypaupikou
KWAIKA 1] TTANKTPOAOYWVTAG.

3. AkpiBwg TpIv atrd Tn delypoToAnWia, avacTpEeWTe ATTIA
TO0 owAnvdpio 8 ue 10 popég.

4. Mpoxwpnote o€ avdAuon Tou ABX Minotrol 16
oUhgewva pe TN diadikaoia TTou TTePIYPA@ETal OTO
EYXEIPIBIO Xpriong.
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5. Metd Tn XpAon, OKOUTHiOTE TO OTIEipwua Tou
owAnvapiou Kal To KOTTAKI PE yala TTou Oev AQrVEl
XVOUdI.

6. =avaToTroBeTACTE TO KATTAKI OTO CWANVApPIO Kal BAATE
TO OTO WUYEIO APEOWS PETA TN XPNON.

Avarpé€te a1o @QUAAO TIuWv TTpocdlopiopol Tou ABX
Minotrol 16 yio CUyKeKPIJEVA HOVTEAQ AVOAUTWV.

Ma AetrTOpEPN TTEPIYPA®R TWV dIadIKaoIwv avadAuong Kai
eAéyxou, avaTpEETe OTO EYXEIPIOIO XPAONG TOU AVOAUTH.

MeBodoAoyia

To ABX Minotrol 16 civai éva otaBepd TTapackelacua
TIOU XPNOIMOTIOIEITal  yia TNV TrapakoAouBnon  Tng
akpiBelag  kar  TNG  TMOTOTNTOG  TWV  OIUOTOAOYIKWVY
avahutwyv. Or1 Tmiyég avagopdg £xouv AngBei  amod
ETTAVEINNUUEVEG AVOAUOEIG, Ol OTTOIEG EKTEAEOTNKAV OEF
avaAuTég TTou gixav BabBuovounBei pe oAiké aipa wg TTpog
TINEG O OTToiEG £X0OUV TTPOKUWEl hE PHEBOOOUG avapopdg.
To ABX Minotrol 16 avoAuetar oto épyavo OTTwG Ta
Ociyyata aipatog  Twv aocBevwv  (uétpnon  €IOIKAG
avTioTaong, arroppdPnoNgG Kal GacUATOPWTOUETPIAY).

XapaktnpioTikd Amodoong Kai MNeplopiopoi

O1 péoeg TINEG TTPOCBIOPICUOU yia KABE TTAPAUETPO TOU
ABX Minotrol 16 £xouv AnoBei amd emavelAnuuéveg
avaAUgoeEIg, Ol OTTOIEG EKTEAEOTNKAV O€ QVAAUTEG TTOU €ixav
BaBuovounbei pe oAikod aipa. Or avaAuoeig dieEAxdBnoav e
avTidpacTtApia Tou ouvioTwvtal amdé Tnv  HORIBA
Medical. O1 Tiyég Tou AauBavovtar e To ABX Minotrol 16
(epOO0OV XPNOIUOTTOoIEITAI TTPIV OTTO TNV NUEPOPNVIa ARENG)
TPETTEl va BpiokovTal EVIOg TOU avauevopevou eUpoug. Ta
avapevopeva  €0pn  avTioToIXoUV  O€  €KTiUNON NG
OIaKUPAVONG TWV TIHWY PETALU SIOPOPETIKWY EPYOACTNPIWY
yia K@Be mapduerpo. H digpyaotnpiakh SiakUuavon Twy
TIMWV o@eileTal gg dloQopéG oTn Babuovounon kai Tn
ouvTAPNON TOU avoAuTr, KaBWG Kal TNV TEXVIKF TTou
XPNOIMOTIOIEITAI.  ZUVETTWG, Ta ATTOTEAéCUATA AvVAQOPAg
TTApEXOVTAl ATTAWG EVOEIKTIKA yIa EAEYXO Kal OEV TTPETTEI VO
XpnaoigotrolouvTal yia T Babuovéunon tou avaAuth. MNa
va TTPpoadIopIoTEl N Wéon TIKA TTPOCdIOPIoKOU Kal N TUTTIKA
ammékAion yia kdBe TTapduetpo Tou ABX Minotrol 16,
TPéTel va die€axBouv TOUAAXIOTOV TTEVTE CGUVEXOMEVEG
avaAloeig, o€ cwoTd Babuovounuévo avaAuTr.

BA. mapdypago "Avixveuoiudtnta Babuovountwyv  Kai
UNIKWV eAéyxou”.
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YtroAoylopég kail Epunveia Twv
AtroteAeoudTwy

MNa 1n Oladikagia eAéyxou Kol TNV  EPUNVEId  Twv
ATTOTEAEOUATWY, QVATPEETE OTO EYXEIPIOIO XPIONG TOU
avaAuTn.

AAANayég otn Aladikacia kal Tnv Amrédoon

KataoTpo@n cuokeuaoiag

Av n TTPOCTATEUTIKA) GUOKEUATIa €XEI UTTOOTEI {NUIG Kal Ol
@OopEG PTTOPET va €XOUV ETTITITWOEIS OTNV aTTOd00N TOU
TTPOIOVTOG, PNV Xpnoipotroifoete To ABX Minotrol 16.

Evoeieig aAloiwaong

Edv umdpyouv evdeielg QuUOIKAG [ XNUWIKAG aAAoiwong
(BoAepdTnTa, aMAayp  xpwpatog  KAT.), TO ABX
Minotrol 16 Trpétrel va avTikaTaoTadEi.

Eoc@aApévn avauién

Edv n avaupign Tou cwAnvapiou Trpiv améd Tn Xpron ivai
eANITTAG akupwveTal TG00 TO deiypa TTOU £XEl ATTOOUPBEI
600 kai 1o evamropeivav ABX Minotrol 16 oto cwAnvdpio.

Opla Beppokpaciog

Mnv xpnoiuotroicite To ABX Minotrol 16 v €xel
KatayuyBei ) €xel ekTedei oe uTTEpBOAIKA BepudTnTa.
Mpiv xpnoiyotroifjoete 1o ABX Minotrol 16, BeBaiwBeite

Om €xel @Bdacel oTn Bepuokpacia Asitoupyiag, OTTWG
TTEPIYPAPETAI OTO EYXEIPIBIO XPriONG TOU AVOAUTH.
EowTepIkdg TTOI0TIKOG EAeyXOG

O1 opoi aipatog ™g HORIBA Medical mpémer va

xpnoigotroloUvtal  yia TNV TTEPIODIKI)  €KTiUNON TG
aglomoTiag Twv avTIdpacTnPiwy Kal Tou avaAuTh oTo
KaBopiopévo eUpoG.

H HORIBA Medical dia6¢tel éva HAekTpovikd TTpoypappa
dlEpyaoTnpiokwy ouykpiocwv (QCP), 1o oTroio TTapéxel
TpooBaon péow diadikTuou aTa akdAouba

m Online uTtooAr aTTOTEAECOUATWY £CWTEPIKOU TTOIOTIKOU
eAEyxou.

m [MapakoAouBnon avaAuTikAg ammédoong kal atreudeiag
oUyKpION PE EKATOVTAdEG EpYaaThpIa dIEBVWG.

m AQqun oTamoTikwy avagopwyv QCP amd opodTmiueg
OUABEG OE TTPAYUATIKO XPOVO.

MNa TeplocdTePEG  TTANPOYPOPIEG,
nAekTpovikr dielbuvon:

ETMOKEPOEITE TNV
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AVIXVEUTINOTNTA BABHOVOUNTWY KAl UAIKWV
eAéyyou

Ta UuAik@ eAéyxou kai o1 BaBuovountég tng HORIBA
Medical cival avixvedoiya wg TPOG TUTTIKEG HEBOOOUG
avagopdg.

O1 aiyaroloyikoi avaAutég oto EpyaoTtrpio Alao@dAiong
MoiéTnTag BabuovououvTal pe OAIKO Qi WG TTPOG TIUEG
ToU €xouv An@Bei pe TIG OKOAOUBEG TUTTIKEG HEBODOUG
ava@opdg. Asiypata oAikoU aipaTtog Tou Aapdvovtal atré
@uoloAoyIkoUg, uyigig 8OTEG OUAAéyovTal o€ cwAnvdplia pe
avTiTnkTikO EDTA kai avaAdovTtal péoa o€ €€ wpeg ammo
TN AMjyn Tou deiypaTog.

Ta Aeukokuttapa (WBC) kai Ta gpuBpokiTtTapa (RBC)
avaAvovtal o€ avaAuTthy Coulter Counter ogipdg Z*. OAeg ol
peTprioelg dlopBwvovTtal wg TIPog TIG EMOPACEIG TWV
CUPTTITWOEWV.

H aigoo@aipivn petpdrar  XpnoIgoTIoOIWVTAG  TO
avTIdpACTAPIO TTOU CUVIOTA TO IvoTiTouto KAIVIKWV Kal

Epyaotnpiakwv TMpotummwyv (Clinical and Laboratory
Standards Institute, CLSI) yia 1 pébodo Tng
Kuaviopedaiyoo@aipivng (4). O UETPATEIG

Tpaydatotrololvtal oTa 540 nm, 0¢ XpwMaTONETPO/
QOACHATOPWTOHETPO TTOU €xel BabuovounBei olup@wva pe
TIG ouoTdoelg Tou TpoTUitou H15-A3 Tou CLSI kai Tig
ouoTtdoeig TG Aiebvolg Emtpotig yia Tnv TumroTmroinon
Twv MeB6dwv otnv AipgatoAoyia (International Council for
Standardization in Haematology, ICSH) (4).

O aIpaTokpiTnNG (CUNTTIEGUEVOG OYKOG KUTTAPWYV) JETPATAI
oe amAd yudAiva owAnvdpia PIKPOOIUGTOKPITN  (XWPIg
ETTIKGAUWN QVTITINKTIKOU), Ta OTToia QUYOKEVTPIfovTal yia 5
AETITA O€ QUYOKEVTPO MIKPOAIMATOKPITA CUPQWVA HE TO
mpoTutto H7-A3 Tou CLSI (5). Aev yivetal diopbwaon wg
TTPOG TNV £TTiIGpacn TuXOV TTayIdeupévou TTAAOUATOG.

O TmpoodiopiIoudg Twv  aIJOTTETAAIWY  yiveTal  pE
QINATOKUTTAPOUETPO Kal OTITIKA didTagn avtiBeong @daong.
* OAeg o1 UGPKES Kal T TTPOIOVTA gival EUTTOPIKA onuaTa N
onuara KarareBévra Twv avrioToIXwWV ETAINEIWV.

AlaoTApaTa ava@opdg
Xwpig e@apuoyn.
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