4

QUAL-QA-WORI-5541 Rev.3

/

i@ KAhvikq Xnueia

f ABX Pentralg G CP

m Pentra C200

2024/07/25
A93A01263EEL

A11A01924
om. 2.4

[wo]C€

HORIBA ABX SAS

Parc Euromédecine

Rue du Caducée

BP 7290

34184 Montpellier Cedex 4
FRANCE

AlayvwoTIKOG avTISpaCTHPIO YIA in Vitro TTOO0TIKO TTPoodIopIoud ThG
avoooo@aipivng G (IgG) og 0p6 1 TTAGOUA pE avoooBOAOCIHETpIAL.

‘Ekdoon s@apuoyng

Opo6g, mAdoua: (dev xpnoiyotroigital oTig HMA)
01.xx

Mpoopiépevn xpnon (dev xpnoipoTrolgital
oTig HIMA)

To avmidpacTtpio ABX Pentra Ig G CP tpoopileTal yia
Tov dlayvwoTIKG in Vvitro To00TIKG TTPpoadlopioud Tng
avoooo@aipivng G (IgG) oe opd kai TAGOPa e
BoAoaipeTpia.

H pétpnon autig Tng avoocoo@aipivng CUupBaAAel oTn
O1dyvwan Tou PN QUOIOAOYIKOU PETARBOAICUOU TTPWTEIVWIV
Kal Tng aduvapiag Tou opyaviopou va ovTioTaBei o€
HMOAUGHATIKOUG TTAPAYOVTEG.

KAIVIKO evdla@épov (1,2, 3)

O1 14&e1Ic Twv avBpwtivwy avoocooaipivwv (IgG, IgA,
IgM, IgE ka1 IgD) eival pia opdda otevd ouvdedepévwy,
AeIToupyIKA Kal dopIKG, yAuKoTTpwTEivwy. H avBpwTrivn
IgG éxel popiakd Bdapog 150000 daltons kai atroTeAcital
amd OU0 TTavodoloTuTIEG  PBapié¢  aAucideg kal  dUo
TTAVOMOIOTUTTEG EAAPPIEG OAUGIDEG 01 OTTOIEG CUVOEOVTAI PE
O100UAQIBIKOUG  deopolg  oxnuariCoviag dou pE  TO
xopoktnpiomkdé oxAua Y. H 1gG Tmopdyetal  atmd
TAaopartokuTTapa (B-kUTTapa) kai avTITTPOoWTTEUEl TO
75% TTEPITTOU OAwv  Twv  TAgEwv  BloAuTWV
avoooo@aipivwv. H Baoikn Asritoupyia tng 1gG eivai n
ouvdeor) TG Me Ta avriyéva, n EVEPyoTToinon Tou
CUNTTANPWHATOG Kai n TTPOKANCON TTEPAITEPW
KataBoAIouoU Tou avTiyovou.

Meiwpéveg ouykevipwoelg TG 1gG  aveupiokovtal o€
TTPWTOTTO0A Kal o€ deuTepOTTaON ouvopoua
QAVOOOQVETTAPKEIAG. Augnuévn OTTWAEID TwWV TTPWTEIVWV
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TTOU OQ@EIAETal O VEQPPWOIKO OUVOPOUO EVOEXETAI VA
TTpoKOoAéoel pelwpPévn guykévipwan Tng 1gG. MeydAn
alénon pIog TAENG avooOoOQAIPIVWV TTOU OQEIAETOI OF

TOAaTAd  puéhwpa, omwg n  1gG, evdéxetal  va
TpokaAéoel  peiwon AAMwv  TAEEWV  avVOCOTPaIPIVWDV.
Augnuéveg OUYKEVTPWOEIG IgG MTTOPOUV va

TapatnpnBolv ge cofapég HOAUVOEIG Kal O€ auTodvooa
VOOTNUOTA. X& TTOAEG POPPEG pueAWpaATog TTrapdyovTal
HEYBAAEG TTOOOTNTEG HOVOKAWVIKAG R TTOAUKAWVIKAG 1gG. O
TTo0g0TIKOG TTPoadiopiopdg TnG IgG eival onuavTikdg yia TN
dla@opIkf didyvwon auTwv Twv voonudtwv. OAeg ol
péBodol TrogoTikoTroinong NG IgG Babuovouolvtal yia
ToAukAwvIkA IgG. H TroooTikotroingn TG POVOKAWVIKAG
IgG dev eival TuTrOTTOINWEVN KOl Ol TIMEG €VOEXETAl va
dlagépouv avahoya Pe To avTidpacTAiplo Kal TN péBodo. Oi
TIUEG TIPETTEL VO XPNOIYOTTOIOUVTAl UOVO OTIG HEAETEG
TTapakoAouBbnong. ZTn HOVOKAWVIKF avoooo@aipivaiyid,
€KTOG QMO TOV TTOOOTIKO TTPOCdIopIoud OTTaAITEITAI KOl
AETTTOPEPRAG BIAPOPIKA BIAYVWOTIKA dlEpelivnon.

MéBodog

AvoooBoAoaiueTpIkr avaAuon.

Mpoodiopioudg TEAIKOU ONUEIOU TNG OUYKEVTPWONG TNG
IgG pe QwTtoueTpikA péTpnaon. Eivar avridpaon avriyévou-
avTIOWPaTOG Twv avTicwudtwy 1gG pe v IgG Tou
aveupiokeTal oTo Ogiypa.

AvTiSpaoTipia

To ABX Pentra Ig G CP civai £Toiyo yia xprion.

Avmidpaotipio 1 (R1):
TRIS pH 7,5 100 mmol/L
NaCl 150 mmol/L
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AvTidpaoTtipio 2 (R2):
TRIS pH 8,0 100 mmol/L
NaCl 300 mmol/L

AvTiowpaTa évavti TNg avBpwivng IgG (aiyag) < 1%

To ABX Pentra Ig G CP Tpémel va XpnoIPOTIOIEITOI
olpewva pe 10 TTAPOv QUAAGdIo. Edv xpnoipotroindei
SIaPOPETIKA, O KATAOKEUAOTNG dEV UTTOPEI va £yyunBei Tnv
amrédoan.

Xeipiopog

1. ApaipéoTe Kal Ta U0 KATTAKIA TNG KATETOG.

2. E4v éxel oxnuaTmioTei a@pdog, a@aipéoTE TOV UE Mia
TIAQOTIKA TTITTETAL.

3. TommoBeTACOTE TNV KACETA OTOV  WuxOuevo BdaAauo
avTiIdpacTnpiwv.

Ba@uovounTtnig

MNa N BaBuovounon XpnNOIKOTIOINOTE:

ABX Pentra SP Cal (A11A01927) (dev TrepiIAapBaverai)
5x 1 mL (5 emimeda)

O ouykekpiyévog BabuovounTig gival TIOTOTTOINKEVOS WG
TTPOG TNV AaKPIiBEIG Tou Pe TO BIEBVEG TTPOTUTTO AvVAPOPAS
CRM 470-CAP 1ng IFCC.

H BaBuovéunaon diegdyetal XpnOIUOTTOILWVTAG:

m AidAupa NaCl 9 g/L yia Cal 0 (ouykévipwaon 0 mg/L).

m ABX Pentra SP Cal, Tou mrepIAauBavel TTévTe €TTiTreda
BaBuovounTt ot dIOQOPETIKEG OUYKevTpwoEelg. Kdabe
@IaAidlo @épel ofjuavon amd 1 fwg 5. H oxéon
eTTTéSOU/OUYKEVTPWONG BabuovounTr) ava@EépeTal GTo
TTapdpTNHA.

MdpTupag
o Tov E0WTEPIKO TTOIOTIKO €AEYXO, XPNOIUOTIOINOTE:

m ABX Pentra N MultiControl (1300054414) (dev
mepIAapBaverar)
10 x 5 mL (Auo@iAiwpa)

m ABX Pentra P MultiControl (1300054415) (dev
mepIAapBaveTar)
10 x 5 mL (Auo@iAiwpa)

KdaBe pdaptupag Trpétrel va uttoBaAAeTal oe dokiyaoia
Kabnuepiva kai/fj ueTé@ amoé Babuovounon.

H ouxvotnta avdAuong paptipwv Kal Ta dlooThpara
gEUmOTOOUVNG  TIPETTEL VO OVTATTOKPIVOVTOlI  OTOUG
KOVOVIOUOUG TOU EKAOTOTE €£PYAOTNPIOU KAl OTIG 0dnyieg
TTOU 10XUOUV OTn OUYKeEKPIPEVN xwpa. [Na tnv gétaon
UNIKWV TTOIOTIKOU €AEyXou TIPETTEl VA OKOAOUBEITE TOUG
opooTTovdIoKoUg, TTONITEIOKOUG Kal TOTTIKOUG KAVOVIGUOUG.
Ta amoteAéopata  TPETTEl va  BpiokovTal eviog Twv
KaBopiopévwy opiwv eutTiotoouvng. K&be epyaoTrpio Ba
TPETTEl va KaBopioel Tn dladikacia TTou Ba akoAoubBeital
oétav Ta atmroteAéopara utrepBaivouv Ta Kabopiouéva opla
gUTMOTOOUVNG.

AtraiToupeva aAAd pn TrTapexOpeva UAIKA

m AutopaTotroinuévog  avaAuTAG  KAIVIKAG  XNnuEiag:
Pentra C200

m Babuovountig: ABX Pentra SP Cal (A11A01927)

m MdapTupEg:
ABX Pentra N MultiControl (1300054414)
ABX Pentra P MultiControl (1300054415)

m AidAupa NaCl: 9 g/L

m ZuvnOng epyaoTnpIiakog eEOTTAICHAG.

Acgiypa 2
O mANBuopo6g BOKIUNAG TTOU TTPOOPICETal YIO QUTA TN
OUOKEUN gival 0 YEVIKOG TTANBUOPOG.

m Opdg.
m [1Adopa oe EDTA f nmmapivn AiBiou.

AM\Q QVTITINKTIKA EKTOG OTTO TA Avaypo@Opeva dev £XOUV
agloAoynBei amd tnv HORIBA Medical kai cuvemtwg dev
OuVIOTATaI N XPARoN Toug oTnv avdAucn auTH.

ZraBepoTnTa (4)
m 2T0UG 20-25°C: 1 ¢Bdopdada

m 2T0UG 4-8°C: 3 pnveg
m 210UG -20°C: 6 prveg

Karayuyete poévo pia gopa!

Eupog TIHWV avagopdg P

KdaBe epyaaTripio TTpETTEl va Kabiepwvel To BIKO Tou £UPOG
QUOIOAOYIKWV TIHWV. O1 TINEG TTOU ava@épovTal £0W
XPNOIMOTTOIOUVTal WG EVOEIKTIKEG HOVO.

aTpotroTroinon: TpotroTroinan "Aeiyyarog”.
bTpoTroToinan: TPoaBRKN TTANPOPOPIWV.
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EvAAikeg (5): 7 - 16 g/L (700 - 1600 mg/dL)

KAviky euaigBnaoia kai €18IkOTNTa, BETIKI TTPOYVWOTIKN
afia kal apvnTiKA TTPOYVWOTIKA agia dev avagépovTal
ouyvd yia TNV TTapouca avaAudpevn ouaia. Autd o@eileTal
oc PeydAo BaBud oT1o yeyovog OTI auTr N avaAuduevn
oucia dev givalr 0 yovadikog BEIKTNG yia ToV TTPOOPIOUEVO
OKOTTO Kal TN AQWn ammo@AcewVv OXETIKA WE Tn BepaTreia
Twv acgBevwv. MNa va emreuxBei didyvwaon Kai pia TTopeEia
Bepatreiog, TO amoteAéopara  amd  AAAeg  ouvnBeig
€EETAOEIG KAIVIKNG XNUEIOG Ba TTPETTEI va XPNCIKNOTTOIOUVTAI
ge ouvduaauod e GAAEG DIayVWOTIKEG TTANPOPOPIES KAl TNV
aflohdynon TnGg KatdoTaong Tou acBevoug atmd  TOV
BepdTrovta eTTayyeApaTia uyeiag.

®UAagn ka1 oTalEPOTNTA

Z1aBepOTNTA TIPIV TO AVOIYHA:

>100€p06 PEXPI TNV NUEPOMNViIa ANENG OTNV ETIKETA, EQOCOV
@uAdoaoeTal oToug 2-8°C.

Z100epOTNTA META TO AVOIYHA:

Avarpé€te atnv Tapdypago "Atrédoaon oto Pentra C200".

Na unv katayuyeTai.

Alayeipion aroBARTWYV

m AvaTpEETe OTIG KATA TOTTOUG VOUIKEG ATTAITACEIG.

m To avmidpactipio autd Tmepiéxel Aiyétepo amd 0,1%
agidio Tou varpiou wg ouvinenTiké. To alidio Tou
vaTpiou evdéxeTal va avTidpdoel he JOAUBOO Kal XOaAKO
oxXnNUaTICOVTag EKPNKTIKG agidia HETAAAWV.

Ievikég TTpoUAAGgeIg ©

m To avmdpacTipio autd TIPOOPIfeTal  POVO  yia
eTTayyeANATIKA IayVWOTIKA XpHon in vitro.
MNa epyacTtnpiakn xprRon.

m Mdvo yia cuvtayoypagnuévn Xpron.

m To avmidpacTApIo auTd TagIvopEiTal wg Pn ETIKIVOUVO
oUpewva Pe Tov Kavovioud ap.1272/2008 (EC).

m AvridpaoTipio 2 (R2):
Mposgidotroinon: To mapdv avridpacTipio AaupaveTal
atrd oucieg CWIKNAG TTPOEAEUONG. ZUVETTWG, TTPETTEI VO
QVTIMETWTTICETOI WG  duvnTIKA POAUCHaTIKG KAl va
XPNOIUOTIOIEITAl JE TNV avaAoyn TTPocox CUNGWVA WE
TNV 0pBn EpyacTnPIakr TTPAKTIKH (6).

m Mnv TO avappo@AaTe UE TO OTOUA.

Mnv avatAnpwveTe Ta avTidpACTHPIA.

m ATToQUYETE TNV KATATTOON. ATTOQUYETE TNV ETTAQPN HE TO
Oépua Kal TIG BAevvoyoOvous.

m AQUBAVETE TIG TUTTIKEG €PYAOCTNPIOKEG TTPOPUAAEEIG
aoc@alolg xprong.

m O1 KaO£ETEG TWV avTIdPACTNPIWY gival piag yévo xpriong
KOl TTPETTEI VO ATTOPPITITOVTAlI OUPGWVA PE TIG KATA
TOTTOUG VOUIKEG ATTAITHOEIG.

m [lapakahoupe va avoTpégete oto AegAtio Agdopévwv
Ac@aAciag NpoidvTog TTou agopd To avTIdPACTHPIO.

m Mn xpnolgotrolgite TO TIPOIOV €dv UTTAPXEl EUPOAVAG
€voeIEn BIOAOYIKAG, XNUIKAG H GUOIKAG GB0PAG.

m Mn xpnoigoTrolcite TO0 TTPOIdv €dv dev TnpolvTal ol
OUVIOTWUEVEG OUVOAKEG @uAagNg,
oupTrepIAapBavouévng TG Bepuokpaciag.

m O xpnRotng Tmpémmel va €xel ekTTaIdeuTel Ao  évav
avtirpéowTo TNG HORIBA Medical TrpoToU eTmixeIprioEl
va Béoel o€ AeiIToupyia Tn CUOKEUN.

m Eival euBlivn Twv xpnoTwyv va eAéygouv €dv 10 £yypago
auTtd apopd TO avTIOPACTAPIO TTOU XPNCIKOTIOIEITA.

m [0 TEXVIKA) UTTOOTAPIEN, MTTOPEITE VO TNAEPWVACETE OTO
+33 (0)4 67 14 15 16.

m Tuxov cofapd TepIOTATIKA TTOU €XOUv TTPOKANBEI o€
OX€On ME TN OUCKEUR TIPETTEI VO QvVA@PEPOVTAl OTOV
KOTAOKEUAOTA KAl TNV appodia apxn TG Xwpag otnv
oTroia PBpioKeTal €yKOTEOTNUEVOG O XPAOTNG r/kal o
aoBevig.

Amdédoon oto Pentra C200

MeTaBANTOTNTA METAEU TWV TTapTidwy 9

H avaktnon o&eiyudtwy (opoU kKal TTAGOPOTOG) TTOU
TTpaypatotroidnke katd Tn SIAPKEIQ TNG ATTOOETPEUTNG
TpIWV  dladoxIKwy TTapTidwy avTidpacTnpiou amod Tov
TTOIOTIKO  éAeyx0 Oeixvel OTI n  UETABANTOTNTO  UETAEU
TTAPTIdOWV gival evTog Twv TTpodiaypadwv: < 10%.

Opd¢, mAdoua

Ta dedopéva ammddoong TOU avo@EépovTal TTAPAKATW
eAn@Onaoav oTtov avaAutr Pentra C200.

Ap1Bu66 avaAuoewv: TepiTrou 89 avaAloeig

CTpoTtroTroinon: TPOTIOTIoINGN YEVIKWY TTPOQUAGEEWY.
dTpomroTroinon: TPooOrKn KePaAaiou.
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Z100£POTNTA AVTIOPACTNPIOU PETA TNV TOTTOBETNON
OTOV aVvaAuTh

A@ou avoixBei, n kacéta avTidpacTnpiou TOU  £XEl
TommoBetnBei oTto BAAapo  wugng Tou Pentra C200
TTapapével oTabepn yia 28 nuEPEG.

‘Oykog deiyparog: 2 uL/egétaon

Avuvarétnra avixveuong ©
To Opio avixveuong kaBopifetal CUPPWVA PE TO
TTPpwWTOKOAAO Valtec (7) kai 1coUTail pe 0,17 g/L.

AkpiBeia kal TIoTOTNTA

EmavaAnyiuornra (morornra evrog tg avdAuaorng)

EmavoAnyiudétnta  olpg@wva  PE  TIG OUCTACEIS  TOU
TpwToKOAAou Valtec (7), ye avaiuon Twv deiyudtwy 20

POpPEG:

m 2 PAPTUPEG
m 3 deiypata (XaunAng / peoaiag / uwnAng ouykEVTpwong)

Méon TiuR g/L CV %
Agiypa paptupa 1 6,11 1,25
Agiypa paptupa 2 20,26 1,70
Aciypa 1 4,93 2,12
Agiypa 2 9,77 1,11
Acgiypa 3 17,89 1,28

Avamrapaywyipornra (ouvoAikn miorornra)

Avatrapaywyiuotnta  cUP@wva e TIG CUCTACEIG TOU
TpwToK6AAou EP5-A2 Tou CLSI (NCCLS) (8), ye avdAuon
Twv Oelyudtwy eig dimmholv emi 20 nuépeg (2 oeipég

nUEPNCiwg):

m 2 pApPTUPEG
m 3 deiypata (XaunAng / peoaiag / uwnAig ouykévipwaong)

Méon TipR g/L CV %
Acgiypa paptupa 1 6,24 2,9
Aciypa paptupa 2 20,57 2,5
Aciypa 1 4,70 2,5
Agiypa 2 9,62 2,3
Agiypa 3 17,67 2,3

Eupog pétpnong
H dokipacia Trpoadiopicpou emaArBeuce e0pog PETPNONG
amd 0,17 g/l €wg 30 g/L.

To elpog péTpnong emekTeivetal €wg Ta 90 g/L pe v
auTtéuaTn META-apaiworn.

H ypappikdTnTa TOU QVvTI®OPAOTNPIOU EKTIUABNKE WG Ta
30 g/L olpgwva pe TIG OUCTACEIG TOU TTIPWTOKOAAOU
EP6-A Tou CLSI (NCCLS) (9).

Tuoxénion f

Acgiypata aoBevwv: Opog

Ap1Bu6g derypaTwy aoBevwv: 103

Ta Ociyyata OuOXeTiIOTNKAY — PE  QVTIOPACTAPIO  TOU
EUTTOPIOU TTOU  XPNOIYOTTOINBNKE WG UAIKO avag@opdg
oupewva pe TIG uTTodeifelg Tou TTpwTokOAAou EPO9c Tou
CLSI (NCCLS) (10).

O1 mipég kupdvOnkav atod 3,19 g/L éwg 27,91 g/L.

H e€iowon TnG aAAOUETPIKAG YPAUMAG TTOU TTPOEKUYE HE
Tn diadikacia TaAivopdéunong Passing-Bablok (11) givai:

Y =0,9725 X - 0,3906 (g/L)

UE OUVTEAEDTA GuGXETIoNG r2 = 0,969.

AAANAemSpdoeig

Alpoo@aipivn: Aev TTapaTtnpEital ONMaVTIKA
emidpaon  €éwg Ta 290 umol/lL
(500 mg/dL).

TpiyAukepidia: Aev TTapaTnpEital ONMAVTIKA
eTTidpacn yia emmimeda TPIYAUKEPIBIWVY
€wg Kal 6,22 mmol/L (544,25 mg/dL).

OAIKA Aev TTapaTnpEital ONMAVTIKA

XOAepUBpIvN: emidpaon éwg Ta 750 umol/lL
(43,9 mg/dL).

Apeon Aev TTapaTnpEiTal ONMavTIKA

XOAepUBpIvN: emidpaon  éwg Ta 750 umol/lL

(43,9 mg/dL).

O Young éxer dnuoaisuoel évav KatdAoyo Le QapuUaKka Kai
mpoavaAuTikéS  petaBAntés  tou  givar  yvwaTtd  OT
emnpealouv 1 uebodoAoyia autn (12, 13).

Daivopevo rpolwvng

Agv avixvelbnke Trepicoeia avTiydvou O€ CUYKEVTPWON
149 g/L.

Z1aBepoTNTa BaBUOVONNONG

To avmidpactipio PaBuovouecitar Tnv Huépa 0. H
BaBuovounon eAéyxetal pe  avdAuon 2 delypdATWVY
MapTUPQ.

H otaBepdTnTa Babuovounong cival 14 nuépeg.

2nueiwon: 2uviorarai avafabuovéunon orav aAAdfouv oi
apiBuoi maprida¢ Twv avridpaoTnpiwv Kabwgs kai érav Ta
amroreAéouara Tou TToIoTIKOU EAEYXOU BpioKovTal EKTOC TOU
TPOKAB0PIoUEVOU EUPOUS TILWV.

eTpoTToTroinon: TPOTTOTIOINAN OPIoU AViXVEUDNG.
fTpotoToinon: TpotoToinan cuoXETIoNG.
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