MEDI-CAL-U
MULTIPARAMETRIC CLINICAL CHEMISTRY URINE CALIBRATOR
For discrete analyzers

Product code: 1579-0185
Package: 6x15ml
Store at: 2-8C

For in vitro use

INTENDED USE

Calibration material for the preparation of calibration curves in human urine using MEDICON
reagents on MEDILYZER®, Diatron Pictus series, BECKMAN COULTER AU400/600/600-
IVD/640/2700/5400, ADVIA 1200/1800/2400, DIMENSION® RxL /RxL HM /RxL Max/RxL Max HM/
Xpand/ Xpand HM/Xpand Plus/Xpand Plus HM/ EXL/EXL LOCI Module, and every other type of
automated biochemical analyzer. For in vitro use only.

COMPOSITION

Liquid calibrator based on human urine with additional salivary amylase, hCG of human urine origin,
bovine serum albumin and stabilizers.

It contains the following analytes: Amylase, Calcium, Creatinine, hCG, Total Protein, Magnesium,
Microalbumin, Urea, Uric Acid, Glucose, Phosphorus, Potassium, Sodium and Chloride.

WARNINGS - PRECAUTIONS

- Forin vitro use only.

- Avoid contact with eyes, skin and mucous membranes.

- Every donor used for the preparation of this control was tested and found negative for HbsAg,
anti-HCV, anti-HIV 1 and 2 by FDA approved methods. However since no test method can offer
complete assurance that infectious agents are absent, this product should be handled as any
potentially infectious material.

PREPARATION

Invert vials several times to ensure a homogeneous mix. Avoid foaming. Use necessary quantity of
the calibrator. Note the date the calibrator is unsealed on the vial. Replace cap immediately after
use and store at 2-8°C. Unsuitable storage, handling, or errors during the analytical procedure may
give erroneous results.

STORAGE - STABILITY

Sealed, the calibrator is stable at 2-8°C, up to the expiry date stated on the label. After opening, vial
contents remain stable up to the expiry date stated on the label, if after each use the vial is tightly
capped and stored at 2-8°C. Do not freeze.

It is possible that Creatinine values may drop during the product’s life-cycle. In that case, contact
MEDICON.

DETERIORATION

The calibrator should not be used:

o After prolonged exposure to direct sunlight or high temperature.
o After the expiration date.

o When microbial growth is evident.

WASTE
Dispose of all waste material in accordance with local guidelines. Safety data sheet is available for
professional use on request.
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MOAYNAPAMETPIKOZ BAOMONOMHTHEZ EZETAZEQN OYPQN
Eqappoyn o€ autdpatoug avaAutég

Kwdikog idoug:  1579-0185
LuoKeuaaoia: 6x15ml
AmoBnikeuon: 2-8C

Mpoidv yia in vitro xpRon

NPOOPIZOMENH XPHZH

YAiké BaBpovounang yia Ty TpoeTolpadia KaptrUAng BadBuovounong e&eTaoewy yia avepwiva
olpa, yia xpnon avmidpacmpiwv MEDICON oe autéparoug Bioxnpikous avaAutég TUTOU
MEDILYZER®, Diatron Pictus, BECKMAN COULTER AU400/600/600-1VD/640/2700/5400, ADVIA
1200/1800/2400, DIMENSION® RxL /RxL HM /RxL Max/RxL Max HM/ Xpand/ Xpand HM/Xpand
Plus/Xpand Plus HM/ EXL/EXL LOCI Module kai kdBe GAhou T0Tou autéuatoug Bloxnuikolg
avaAutég. Mévo yia diayvwaTikr in vitro xpriom..

LYITAIH

YAiké BaBuovopnang uypng HopAg e Baan avBpwiva olpa kal TPoaBAKN avBpwITivng alEAIKAG
apuAdong, hCG mpoepyopevng amd avBpwmiva olpa, aABoupivng amd Roécio opd kal
oTabepotroinTég. Mepiéxel TIg Tapakatw ouaie: Auuhdon, AoBéatio, Kpearvivn, hCG, OAika
Aeukwpara, Mayviiaio, MikpoaABoupivn, Oupia, Oupiké 080, Zdkxapo, Pwapopo, Kahio, NdTpio,
XAwplo.

NPO®YAAZEIZ-NPOEIAOMNOIHZEIZ

- To avidpaaTApIO £XEI TTOPACKEUATTE] ATTOKAEIGTIKA YIat in Vitro xprAon.

AToQUYETE TNV €TTAQN WE TO déEPUA, Ta UATIO Kal TOUG BAevvoydvoug adéveg.

Kébe d6Tng Tou XpnaipoTmoIRBnKe yia Ty Trapackeur} Tou Babuovountr eAEyxOnke kai Bpédnke
apvnrikég oe HbsAg, anti-HCV kai anti-HIV 1 kar 2 pe peBodoug eykekpipéveg amd v
Auepikavikny Ympeoia Tpogipwv kai gapuakwy (FDA). Emeidn dev UTTapXel Kapid yvwaTr
u€B0dOG TTOU va pTTopEi Va TTPoo@EPE! TTARPN e§aapaion 6T Ta TTPoIGVTA TTOU TrapayovTal aTmo
avBpwmvo aipa B¢ peTadidouv HOAUGATIKOUG TTapayovTeg Ba TTPETEl va XeIpi(eaTe To TTPOidV
auTtd WG duVNTIKA HOAUTHATIKS UAIKG.

MPOETOIMAZIA MPOIONTOZ

AvarodoyupioTe Ta @iaAidia amaAd PEPIKEG QOPEG yia va eEao@aNioeTe OpOyEVEG eiyua.
ATIOQUYETE TO OXNUATIONO APPOU. TNUEIWATE TV NPEPOUNVIO ATTOOPPAYITNG TTAVW OTO PIaAdIO.
MNwpartioTe apéowg Pera TN Aun ulikoU kai ammoBnkelaTe aToug 2-8°C. AKataAAnAn amobrikeuan,
AavBaopévn avacuoTtaon Kkal AavBaouéveg TeXVIKEG TPOGOIOPITUOU WTTOpPOUV va dWOouV
eopahyéva amoteAéaparTa.

AMOOHKEYZH - ZTAGEPOTHTA

To mepiexOpEVO Twv aPpayIopévwy @lahidiwy eival oTabepd atoug 2-8°C wg Tv nuepopnvia Aqgng
TIoU avaypageTal oy €TIKETA. META TNV amOTQPAYICN TO TIEPIEXOUEVO TIAPAPEVEI OTABEPD WG TV
nuepopnvia Afgng TTou avaypageTal TV ETIKETA, av LETA amoé KaBe xprian To @iaAidio Twyartideral
kaAd kai pudcaetal atoug 2-8°C. Mnv To KaTayUyeTe.

O1 TIpEG KpeaTivivng evdéxeTal va peEIwBOUV KaTé T SIGPKEIA TOU XPOVOU (WRG TOU TTP0idvVToG. Z€
QUTA TNV TIEPITITWON ETTIKOIVWVEITTE e To TURua eSutmpétnang meAatwv Tng MEDICON.

AAAOIQZH NMPOIONTOZ

To avmidpacThpio dev Ba TPETEN va XpnaIpoTIolEiTal:

o Merd amé maparetapévn ékBean e nAiakr akTivoBoAia, 1 oe uwnAég Bepuokpaaieg.

o Metd amé v nuepopnvia Afgng Tou.

e Orav eivar eppavAg pikpoplakh poAuvan. H pikpoBiakr poAuvon mapdyel pia aignon ot
BoAepdTnTal KOI/M XOPAKTNPIOTIKA 0T .

AMOBAHTA

Pigre apBovo vepd Petd Ty amdppipn Twv avTidpacTnpiwv. AToppiyte 6Ad Ta XPNOIUOTIOIOUUEVA
avridpacTipia kabwg kar omoladnmote GAAa empoAuTéva avaAwalua UAIKG akoAouBwvTag Tig
S10d1kacieg yio poAuoparika f duvnTIKWG HoAuoparika mpoiovta. AeAtio dedopévwv aopaleiag
(MSDS) givai diabéaipo amé n MEDICON.
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MEDICON HELLAS S.A. - Melitona 5-7, 153 44 Gerakas, Greece. Tel: +302106606000 - Fax: +302106612666 — www.mediconsa.com

‘Exdoan/ Version 07 Hplvia teheutaiag avaBewpnong / Last updated: 04/06/2014

H MEDICON HELLAS A.E. diamnpei 1o Sikaiwpa aAaywv Twv TAnpopopIwv TTou TrepiéxovTal aTnv odnyia Xpriong Xwpig Tpoeidotoinan.

MEDICON HELLAS S.A. reserves the right to change the information contained in the insert without prior notice..



