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i1 KAivikA xnueia

f ABX Pentra Ferritin Cal

m Pentra C200
m Pentra C400
= ABX Pentra 400

2018/10/05
A98A00018DEL

A11A01619

[CAL| 4x1mL
[wo] C€ H

HORIBA ABX SAS

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

FRANCE

BaBuovounTthg yia Tn NETPNON TS PEPPITIVNG HE AVOOOOOAWGCIMETPIKN
dokiyacia evioxupévn He cwpaTtidia AATeS.

Mpoopiféuevn xpnon (dev xpnoipoTroigital
oTig HIMA)

ABX Pentra Ferritin Cal xpnoipotoiitar yia n
BaBuovounon PeBddwv  TTPOCBIOPICHOU O AVOAUTEG
KAIVIKAG xnueiag Tng HORIBA Medical, og ouvduaouod ue
Ta ak6AouBa avTIdpacThpIa:

m ABX Pentra Ferritin 2 CP (A11A01900)

XapaKTNPIOTIKG 2

m ABX Pentra Ferritin Cal civai uyp6g BaBuovounTng,
TTou Tropookeuddetar pe  O1dAucn  @eppITivg o€
pubuIoTIKO  diIdAupa  TTou  TrepiExel 1% (B.6.)
Aeukwpartivn  Boglou  opol, WE  TTPOCAPHOCHEVN
ouykévipwon yia k&Be emimedo. H ouykévipwon Tng
PEPPITIVAG avaypa@eTal o€ KABE @IaAidio.

m ABX Pentra Ferritin Cal civai £€Toio yia xprion. To kIt
TrepIAapBavel 4 @ialidia Tou 1 mL.

m ABX Pentra Ferritin Cal mpémel va xpnoigotroigitai
olpgwva Pe 1o TTAPOV QUAAGDIO Kal TIG QVTIOTOIXEG
odnyieg xpnong Tou avTidpacTnpiou. Eav
xpnoigotroinBei  d1aQOpPETIKA, O KATOOKEUOOTAG OtV
uTTOPEi Va geyyunBei Tnv ammdédoaon.

Xeipiopog

1. Apaipéote  TO TWPA ommd  TO  @IONIdIO  Kal
XPNOIUOTIOIACTE MIa TTITTETA VIO VA UETAQEPETE TOV
ATTOPAITNTO OYKO O€ £va OEIYUATOANTITIKO KAWAKI.

2. ToTToBeTACTE TO BEIYUATOANTITIKO KAWAKI GTOV AVOAUTH:

m Nla 710 Pentra C200: TomoBetAote TO

OEIYMATOANTITIKO KaWdKl oTnV KAaTAdAAnAn Béon otov
OioKko OelyUATWY TOU AVOAUTH.

m Nla 710 Pentra C400: TomoBetAote TO
OEIYMATOANTITIKO KAWAKI oTov KatdAAnAo
OEIYUATOPOPEA TOU AVAAUTH.

m Na 10 ABX Pentra 400: TomoBetoTte TO
OEIYUATOANTITIKO KAWAKI oTov KatdAAnAo
OEIYUATOPOPED TOU AVAAUTH.

ATmraiToUpeva aAAd un TapeXOMeVA UAIKA

m AvTIOPACTAPIO KOl QUTOMATOTIOINUEVOG
KAIVIKAG xnueiag Tng HORIBA Medical.
m 2UuvnAOng epyacTnPIakog EOTTAICUOG.

QavaAuTng

Avaypa@Oueveg TINEG

O1  avaypa@opeveg TIUEG  BagiCovralr otV KUpIA
BaBuovounon pe 10 Biohoyikd [lMpdtutto Tou O1EBvoUg
epyaaTnpiou Tou IM.0.Y. 1° AigBvég MpdTuTro (1984).
Avarpé€te otnv eTIkETa ToUu @IoNIdiou yia TNV akpIfn
OUYKEVTPWOT).

®U0Aagn ka1 oTabepoOTNTA

ZTa0epOTNTA TIPIV TO AVOIYHA:

21a0epO PEXPI TNV NuUEPOMNVia AAENG OTNV ETIKETA, EQOOOV
@uAdooetal otoug 2-10°C. Na puAdcoeTal TTPOOTATEUUEVO
atd 10 PWG.

aTpOTTOTTOINCN: TPOTTOTIOINCTN TWV XOPAKTNPIOTIKWV.
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ABX Pentra Ferritin Cal

Z100£pOTNTA HETA TO AVOlyHa:

>100ep6 yia 4 pAveg artoug 2-10°C, e@déoov KAeivel
APEOWG PETA TN XPron Kal TTpooTaTteleTal amd poAuvon.
Na @uUAGooETal TTPOCTATEUPEVO ATTO TO QWG.

Na unv katayuyerai.

Alaxeipion amoBARTWYV

m AvaTp€€Te OTIG KATd TOTTOUG VOUIKEG ATTAITHOEIG.

m O BaBuovountig autog TrepiExel Aiyotepo amod 0,1%
agidlo Tou vaTtpiou wg ouvinpenTikd. To adidio Tou
vaTtpiou evoEXETal va avTidpdoel Je HOAURDO Kal XOAKO
OXNMaATICOVTAG EKPNKTIKA agidia HETAAAWY.

Mevikég Tpo@uUAGEEIg P

m To ABX Pentra Ferritin Cal Tpémmel va xpnoigotroigitai
pévo  yia  TOV  TTPOCdIopIoNG TG KAPTTUANG
BaBuovopnong.

m O ouykekpipgévog BabBuovounTig TTpoopideTal uévo yia
eTTayyeANaTIKR SIayVWOTIKA XpHon in vitro.

m Mévo yia ouvtayoypagnuévn Xpron.

m To avmidpacTApIo auTtd TagivopeiTal wg Pn ETIKIVOUVO
oUpgwva pe Tov Kavoviopd ap.1272/2008 (EC).

m [posgidotroinon: YAkG avBpwtrivng mpoéAeuons. Na
QVTIMETWTTICETOI WG €v  duvdpel poAuopatik. Kdbe
povada 66T TTAAOPATOG TTOU XPNOIYOTIoINBNKE yia TV
TIPOETOIPACIA auTOU TOU TIPOIGVTOG €XEl eAeyxBei pe
uEBODBO eykekpiuévn atrd Tn AlelBuvon Tpogiywy Kal
Qapudkwy Twv H.IM.A. (FDA) kai €xel Bpebei apvnTikA
yila Tnv Tapoucia HBsAg, HCV «kal avTiowpartog
HIV1/2. Emedry kapia pébodog dokipyaoiog dOev
dlao@aAilel amdAuta OTI dev TTEPIEXOUV Tov 16 TNnG
nmatindag B, Tov 16 avBpwTmivng avocoooTIoINTIKAG
avermdpkeiag  (HIV) 3 dAoug  poAuopuartikoug
TTapAyOVTEG, ol BaBuovountég TTPETTEN va
QVTIMETWTTICOVTAI OTTWG TA BEIYPATA TWV AOOEVWV WG EV
QuVAEl JOAUCHATIKA KAl O XEIPIOPOG TOUG VA YIVETAI JE
TIG KATAAANAEG TTPOQUAGEEIC oUpewva pe  0pBEg
EPYOOTNPIOKEG TTPOKTIKEG (1, 2).

m Mposidotroinon: To Tapdv avridpacTthpio AapBaverai
atrd ouaieg CWIKAG TTPOEAEUCNG. ZUVETTWG, TTPETTEI VO
QVTIMETWTTICETOI WG  duvnTIKA pOAuCuaTIKG KAl va
XPNOIUOTIOIEITAl JE TNV avaAoyn TTPocox CUNQWVA WE
TNV 0pBn EpyacTnPIaKr TTPAKTIKA (2).

m Mn XpnOIYOTTOIEITE TTITTETA ATTO TO OTOUA.

m ATToQUyETE TNV KATATTOON. ATTOQUYETE TNV ETTAQPN UE TO
dépua Kai TIG BAevvoyovoug.

m AouBAveTE TIG TUTTIKEG €PYAOTNPIAKEG TTPOPUAGEEIS
ao@aloug xprong.

m Ta @loAidia Tou BaBuovounTh TTPETTEN VO ATTOPPITITOVTAI
METG ammd KABe xprion. H améppiyn OAwv Twv
amoBAfTwY Ba TTpéTrel va yivetal oUP@WVA HE TIG
TOTTIKEG 0dnyiEg.

m [lapakaholpe va avoTpégete oto AegAtio Agdopévwv
Ac@aAciag NpoidvTog Tou agopd 1o BabuovounTh.

m Mn xpnolyoTroIEiTE TO TIPOIOV €AV UTTAPXEl EMPAVAG
€voeIEn BIoAOYIKAG, XNUIKAG H GUOIKAG @BOPAG.

m Evarmékermal otnv €uBlvn Twv XpNoTwyV va eAéyEouv OTI
TO €yypago autdé a@opd TO Pabuovount TTOU
XPNOIYOTIOIEITAl.
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bTpoTToToiNGN: TPOTTIOTIOINGN YEVIKWY TTPOPUAGEEWV.
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