D I A M ‘\> N D ISE High Standard

Smart Lab Solutions Hitachi 7xx, 911, 912, and 917 Analyzers
BM-620427D

Manufacturer and Product Information

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
For Technical Assistance call:
Diamond Diagnostics Technical Services at 1-508-429-0450

Intended Use: Diamond ISE Standard High is used to provide a calibration point for Na+, K+ and Cl- electrodes on the ISE module
Hitachi 7xx, 911, 912 and 917 Analyzers.

Summary And Principle: This product is intended to serve as a functional equivalent to pre-existing material distributed by the Original Equipment
Manufacturer (OEM).

Reagents: ISE Standard High, BM-620427D, 10 x 2 mL
Containing: ISE Standard High is an agueous solution containing: containing 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl-, Boric
Acid, Na Carbonate, and preservative.

For in vitro diagnostic use only

Values Assignment: Na,K, and Cl values are referenced to an aqueous standard made with corresponding analyte NIST (National
Institute of Standards and Technology) material (919a/918a, 919a respectively).

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with
eyes occurs, immediately rinse with copious amount of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Product stability is listed on the product label. The product should not be used beyond this date. Store upright at
room temperature, 18°- 25 °C. Product intended for single use.

Procedure

Procedure: The product is manufactured in a ready to use form. It is intended to serve as a direct replacement to pre-existing
materials distributed by the OEM. For a detailed description of the use of this reagent, refer to the Instrument’s
Operator Manual.

Quality Control: Diamond Diagnostics suggests the use of commercially available control material with results assayed for the
instrument used. Controls should be run at Normal and Abnormal levels. Diamond Diagnostics suggests
measuring controls before patient samples are run and following instrument maintenance.

Limitations: If the instrument fails calibration or controls do not measure within acceptable range when Diamond Diagnostics
products are used, Diamond Diagnostics suggests the following:

Verify that the internal calibrators used to standardize the instrument are correct for the instrument, have adequate expiration, and do not contain
visually evident contamination.

Follow the procedures delineated within the Operator’s Manual listed under Troubleshooting.
Ensure that all appropriate Maintenance Procedures, as listed in the Operator's Manual, have been performed. c €

If problems still exist, contact Diamond Diagnostics’ Technical Service Department.

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
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D I A M ‘\> N D ISE High Standard

Smart Lab Solutions Hitachi 7xx, 911, 912, and 917 Analyzers
BM-620427D- Bulgarian

UHdbopmauma 3a nponssoauTens u npoaykra

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
3a TexHunyecka nomoly obaaeTe ce Ha:
Diamond Diagnostics Technical Services at 1-508-429-0450

MpunoxeHwue: Diamond ISE Standard High ce nsnonssa 3a npegoctassHe Ha ctaHgapTu 3a Na+, K+ and Cl- enektpoam Ha ISE
module Hitachi 7xx, 911, 912 and 917 Ananusaropu.

MpuHUMN Ha AeicTBUE: To3u NpoayKT e NpeAHa3HayveH KaTo AefcTBaLl 3aMeCcTUTEN Ha Beve CbllecTBYBaLL, Matepuan pasnpocTpaHeH oT
OpwuruHanHus npoussoauTen Ha obopyasaHeTo (OMNO).

MaTtepusnu: ISE Standard High, BM-620427D, 10 x 2 mL
CbAabpxaHue: ISE Standard High e BogeH pa3tsop cbpabpxady : 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L CI-, Boric Acid, Na
Carbonate, 1 KoHcepBaHT.

[a ce usnonsea amo 3a in vitro gUarHocTuku

MonyyaBaHe Ha ctanpapTh: Na,K, n Cl BenuunHu ca B3aumMcTaBaHu OT BOAHWA CTaHAApT HanpaseH C CbTpyaHn4ecTBoTo Ha NIST
(HaumoHnaneH nHctutyT no Ctangapti n TexHonorni) (919a/918a, 919a pecnekTMBHO).

MpeanasHu mepku: [encTBanTe cbC cTaHAapTHW NabopaTopHu NpeanasHyu Mepku. MNpu KOHTaKT C koxkaTa 0BUIHO M3MUITE € BoAa.
Mpu KOHTaKT ¢ ounTe He3abaBHO U3MMNTE 0OMNHO ¢ Boda. B cnyyar Ha nornbliaHe He3abaBHO ce CBbPXETE C
nekap.

CurypHocT: CpokbT Ha rogHOCT € HanucaH Ha camaTa onakoska. [poaykTuTe He 6uBa Aa ce non3eart cnep Tas3v Aata. [la ce

ObPXKW U3NpaBeHo Ha cTalHa Temnepatypa, 18°- 25 °C. MNpoayKTbT € NpegHasHaveH 3a egHokpaTHa ynoTpeba.

IEET————

MpuroTesiHe: MpoaykTbT e Npou3BeaeH B hopma rotoea 3a ynotpeba. MpeaHasHayeH e Aa CryxXu kato AMpeKTeH 3aMeCcTHUK Ha
Beye ChbliecTByBalm npogyktn Ha OlNO. 3a geTtannHo o6scHeHe 3a MeTo4a Ha Non3BaHe Ha NPoayKTa
npoyeTteTe HapbyHuka 3a nonaeaHe.

KoHTpon Ha kavyecTBOTO: Diamond Diagnostics npeanara non3saHeTo Ha HaNMMYHWTE KOHTPOSTHW Matepuanu 3a NoCTUraHeTo Ha XenaHute
pesyntatu. lNpoBepkuTte Tpsbsa Aa ce N3BbLPLUBAT B HOPMarHu U He-HopmarnHu ycnosus. Diamond Diagnostics Bu
CbBeTBa Aa TecTBaTe ypeauTe Npeauw Aa rv n3nonssarte 3a peanHu TecTose.

YcnoBus: AKo ypelbT He laBa pe3ynTaTi unv faBa Takvea, HO B Henpuemnuem rpaHuum, Diamond Diagnostics Bu cbBeTBa
[ia onuTare CreaHoTo:

I'Io,u,cmrypeTe ce, Ye MmatepuanmTe U BbTpelHNTEe NPoaYKTU 3a CpaBHEHWE Ca NpaBUIHUTE 3a UHCTPYMEHTa, He Ca C U3TEKbJ1 CPOK Ha rOAHOCT U
He npuTexasaT BuauMu cnegu ot 3aMbpcsiBaHe.

CneppaliTe CTbNkUTe 3anucaHn B HapbyHuka 3a nonssaHe B pa3gen ,lMpobnemu npu ynotpe6a”.

Mopcurypete ce, Ye Bcuukm Mpouenypu No NoaapbXKa, 3anucaHn B HapbyHmKa ca U3MbIIHEHW.
Ako npobnemuTe npoabkasaT — cBbpxkeTe ce ¢ OTaena 3a TexHuyecka Momoly Ha Diamond Diagnostics .

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
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D I A M ‘\> N D ISE High Standard

Smart Lab Solutions Pro analyzéry: Hitachi 7xx, 911, 912, a 917
BM-620427D- Czech

Informace o produktu a vyrobci

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
Technické asistence na €isle:
Diamond Diagnostics technicky servis 1-508-429-0450

Doporuéené pouziti: Diamond ISE High Standard slouzi ke kalibraci Na+, K+ and ClI- elektrod provadénou na ISE modulu analyzér( Hitachi
7xx, 911, 912 a 917.

Shrnuti a princip: Produkt ma slouzit jako funkéni ekvivalent vyrobkt distribuovanych originalnim vyrobcem (OEM - zkratka z anglického
Orginal Equipment Manufacturer).

Reagenty: ISE High Standard, BM-620427D, 10 x 2 mL
Obsahuje: ISE High Standard je vodny roztok obsahujici: 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl-, HsBO3, Na,COs, a
konzervant.

Pouze pro in vitro diagnostické pouziti.

Stanoveni referenénich
hodnot: Referenéni hodnoty Na,K, a Cl jsou stanoveny proti vodnému roztoku standardu pfipraveného z odpovidajiciho, (v
tomto pofadi 919a/918a, 919a), materialu dle NIST (National Institute of Standards and Technology)

Prevence: Dodrzujte zakladni laboratorni bezpe¢nost. Pokud se produkt dostane do kontaktu s kdzi, oplachnéte postizené
misto vodou. Pokud se produkt dostane do oci, okamzité vyplachnéte velkym proudem tekouci vody nebo borovou
vodou. V pfipadé nahodného poziti okamzité kontaktujte Iékare.

Doba pouziti: Nepouzivejte produkt po uplynuti doby spotfeby uvedené na obalu. Skladujte pfi pokojové teploté (18-25°C) ve
vertikalni poloze. Produkt je uréen pro jedno prouziti.

oy

Postup: Vyrobek je pfipraven k okamzitému pouziti. Produkt je ekvivalentem OEM. Svymi parametry, funkénosti a kvalitou plné
nahrazuje nutnost pouziti originalniho produktu distribuoavaného plivodnim vyrobcem. Detailni instrukce pouziti reagentu
naleznete v uzivatelské pfirtc¢ce instrumentu.

Kvalita jakosti: Diamond Diagnostics doporucuje pouziti komeréné dostupného kontrolniho materialu (vzorkd, pufrd apod) se specifickymi
hodnotami pro vas typ instrumentu. Kontrolni vzorky by mély byt zvoleny tak, aby pokryvaly referenéni rozmezi (normalni/zdravé
vzorky) a hodnoty oéekavané pro vzorky pacientt (abnormalni hodnoty). Diamond Diagnostics doporucuje analyzovat kontrolni
vzorky pred vlastnim méfenim vzork( pacienta s provedenim nasledné pravidelné udzby instrumentu.

Omezeni

Omezeni: Pokud instrument nesplni kalibra¢ni paramentry, nebo jsou-li vysledky kontrolnich vzorkd mimo referenéni limity, Diamond
Diagnostics doporucuje nasledujici:

Zkontrolujte spravnost typu pouzitych reagentl a internich standardd, jejich expira¢ni Ihdtu a provedte vizualni kontrolu zda neobsahuji
necistoty.

Nasleduijte instrukce pro odstranéni zavady popsané v uZivatelské pfird¢ce instrumentu v kapitole zavady.
Ujistéte se, ze byla provedena pfedepsana udrzba instrumentu popsana v uzivatelské pfiricce. c €

Pokud problém trva, kontaktujte prosim Diamond Diagnostics technicky servis.

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
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D I A M ‘\> N D ISE Standard Haut

Smart Lab Solutions Hitachi 7xx, 911, 912, et 917 Analyseurs
BM-620427D- French

Information Produit et Fabricant

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
Pour plus de renseignements contactez:
Diamond Diagnostics Support Technique a 1-508-429-0450

Conseil d’utilisation: Diamond ISE Standard Haut est utilisé pour fournir un point d’étalonnage pour les éléctrodes Na+, K+ et CI- sur les
modules ISE des Analyseurs Hitachi 7xx, 911, 912 et 917.

Résumé et Principe: Ce produit est considéré comme I'équivalent fonctionnel du matériel pré-existant distribué par Original Equipment
Manufacturer (OEM).

Réactifs: ISE Standard Haut, BM-620427D, 10 x 2 mL
Composant: ISE Standard Haut est une solution aqueuse contenant 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L CI-, Acide Borique,
Na Carbonate, et conservateur.

Uniquement pour diagnostic in vitro

Valeurs assignées: Les valeurs Na, K et Cl sont référencées pour un standard aqueux fait avec la correspondence d’analyte NIST
(National Institute of Standards and Technology) matériel (919a/918a, 919a respectivement)

Avertissements: Précautions normales exercées aux laboratoires. Si contact direct avec la peau rincez la surface affectée a I'eau.
Si contact avec les yeux, rincez immédiatement a I'eau claire. En cas d’'ingestion consultez immédiatement un
physicien.

Stabilité: Conditions indiquées sur I'étiquette de produit. Ne pas utiliser le produit aprés la date de péremption indiquée.

Stocker a température ambiante, 18°- 25 °C. Produit destiné a un usage unique.

Procédure

Procédure: Produit prét pour utilisation immédiate. Il est considéré comme I'équivalent fonctionnel du matériel pré-existant distribué par
Original Equipment Manufacturer (OEM). Pour les informations détaillées concernant I'utilisation de ce réactif consulter le
Manuel d’Utilisation des Appareils.

Contréle Qualité: Diamond Diagnostics suggére d'utiliser du matériel de contrdle dont le résultat a été déja analysé aux appareils
utilisés. Contréle a faire au niveau normal et anormal. Diamond Diagnostics propose de faire un test de mesure
avant d'utiliser les échantillons du patient et suivre les instructions concernant la maintenance de I'appareil.

Limitations

Limitations: Lors de I'utilisation du produit Diamond Diagnostics si résultat de mesure est hors des valeurs acceptables, suivre les
instructions ci-dessous:

Vérifier si les calibrateurs internes utilisés pour la standardisation de I'appareil sont bien conformes, voir la date de péremption, et de ne pas
avoir de contaminations visibles.

Suivre les procédures définies dans le Manuel d’Utilisation des Appareils, voir chapitre Dépannage.
Vérifier si tous les procés de maintenance se passent selon les instructions du Manuel d’Utilisation. c €

Si le probléme existe toujours, contactez directement le Support Technique du Diamond Diagnostics.

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
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D I A M ‘\> N D ISE High Standard

Smart Lab Solutions Hitachi 7xx, 911, 912, and 917 Analyzers
BM-620427D- German

Hersteller und Produkt Information

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
Um die Technische Hilfe zu bitten, rufen Sie die folgende Telefonnummer
Diamond Diagnostics Technischer Kundendienst:+ 1-508-429-0450

Verwendungszweck: Diamant ISE Standard High wird verwendet, um eine Kalibrierung Punkt fiir Na +, K + und Cl-Elektroden auf der ISE-Modul
Hitachi 7xx, 911, 912 und 917 Analysatoren zu bieten.
Susammenfassung und Grundsatz: Dieses Produkt soll funktionales &quvalent sein mit dem vorratigem Material,was von dem Hersteller umgesetzt

wird.
Reagentien: ISE Standard High, BM-620427D, 10 x 2 mL
Enthalt: ISE Standard High enthéalt wéassrige Losung: 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl-, Boric Acid, Na

Carbonate, und Konservierung..
Far in vitro diagnostic verwenden

Wertzuweisung: Na/ K, und CI REFERENCE -Werte werden mit einer wassrigen Standard Analyten entsprechend NIST (National
Institute of Standards and Technology) Materialismus (919a/918a, 919a ) hergestellt.

Warnung: Normale Vorsichtsmassnahmen im Labor ergreifen. Wenn lhre Haut in Beriihrung kommt,dann muss die Oberflache der
Haut mit Wasser abgespult werden.Wenn mit den Augen in Berithrung kommt,dann muss sofort mit klarem Wasser
gespllt werden. In dem Fall einer versehntlichen Einnahme wenden Sie sich sofort zu den Arzt.

Haltbarkeit: Haltbarkeit des Produktes ist auf dem Etikett aufgefiihrt. Das Produkt sollte nicht tiber dieses Datum hinaus verwendet werden. Aufrecht
lagern bei Raumtemperatur, 18 - 25 ° C. Produkt zum einmaligen Gebrauch bestimmt.

Verfahren: Das Produkt wird in einer gebrauchsfertigen Zustand hergestellt.Es wird von dem Hersteller gehandelt bestehenden
Material ersetzt. Die verwendeten Reagenzien sind im Detail in der technischen Anleitung beschrieben.

Qualitatskontrolle: Diamond Diagnostics empfiehlt die Verwendung eines verfligbares Kontrol Materials,welche Ergebnise im Handel schon
analysiert wurden.Die Kontrolle sollten auf normal und nicht normal Ebene laufen. Diamond Diagnostics empfiehlt die Messung der Kontrolle,bevor
die Patientenproben in die Machine eingesetzt werden und folgen Sie die Anweisung fur die Verwendung.

Einschrankungen

Einschréankungen: Wenn die Kaliebrierung oder die Steuerung des Gerates ausfallt,wird es nicht innerhalb einer annehmbaren Wert
gemessen,wenn die Produkten von Diamond Diagnostics in Benutzung sind.In diesem Fall Diamond Diagnostics empfiehlt die folgendes:

Uberzeugen Sie sich,dass die Reagenzen und die innere Kalibratoren entsprechend sind zu dem Geréat und wann das Ablaufdatum ist
bzw.enthahlt keinen sichtbaren Schmutz.

Folgen Sie die Anweisungen in dieser Hinschicht,was Sie in dem Anweisung Handbuch unter dem Kapitel “ Fehlerbehebung “ finden kénnen.
Uberpriifen Sie,dass alle Wartungs Verfahren geeignet sind,die in der Bedienungsanleitung enthalten. c €

Falls das Problem weiterhin besteht,nehmen Sie den Kontakt mit der Technischer Abteilung von Diamond Diagnostics auf.

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
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D I A M ‘\> N D ISE High Standard

Smart Lab Solutions Hitachi 7xx, 911, 912, and 917 Készulékek
BM-620427D- Hungarian

Informéaciok a Termékrol és a Gyartoérol

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
Technikai Segitségért hivja az alabbi telefonszamot:
Diamond Diagnostics - Technikai Ugyfélszolgalat: +1-508-429-0450

Felhasznalas: A Diamond ISE Standard High segitségével kalibraciés pontokat hatarozhatunk meg a Na+, K+ and ClI- elektrédak
szamara Hitachi 7xx, 911, 912 and 917 Analyzers ISE-moduljain.

Osszegzés és Iranyelvek: Ez atermék azzal a céllal késziilt, hogy funkcionalisan helyettesitse a késziilék gyartoja (OEM) altal forgalmazott eredeti

terméket.
Reagensek: ISE Standard High, BM-620427D, 10 x 2 mL
Tartalom: ISE Standard High: vizes oldat, tartalma: 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl-, Bérsav, Na-karbonat és

tartésitészer.
Kizardlag in vitro diagnosztikai hasznalatra

Min6ségi meghatarozas: A Na,K és Cl-értékek viszonyitasi pontjait a NIST (Nemzeti Szabvanyiigyi és Technol6giai Hivatal) relevans
mintajanak (lasd a 919a/918a, 919a ide vonatkoz6 részeit) vizes oldata képezi.

Figyelmeztetések: Tartsa be a normal laboratdriumi el6irasokat. Ha bérre kertil, Oblitse le az érintett teriiletet vizzel. Ha szembe kertdil,
azonnal Oblitse ki béséges, tiszta vizzel vagy szemoblité folyadékkal. Véletlenszer(i lenyelés esetén azonnal
forduljon orvoshoz.

Szavatossag: A termék szavatossaga a cimkén kerdlt feltiintetésre. A szavatossag lejarata utan ne hasznalja a terméket! A
terméket tarolja fliggélegesen szobahémérsékleten (18°- 25 °C). Egyszerhasznalatos termék.

Procedudra

Proceddra: A termék felhasznélasra kész allapotban keriil forgalomba. Minden termék azzal a céllal készilt, hogy
funkcionalisan helyettesitse a késziilék gyartdja (OEM) altal forgalmazott eredeti terméket. Ezen reagens
hasznalataval kapcsolatos részletes leirasért kérjik, tekintse meg a készilék Hasznalati Utmutatojat.

Minéségellendrzés: A Diamond Diagnostics javasolja a kereskedelmi forgalomban kaphaté ellenérzé minta hasznalatat, amely az adott
készilékre vonatkozo teszteredményeket tartalmazza. A teszteket Normalis és Abnormalis szinteken egyarant
célszer( elvégezni. A Diamond Diagnostics azt tanacsolja, hogy végezzen mérésteszteket, miel6tt a vérmintakat
tesztelné, illetve kdvesse a késziilék karbantartasara vonatkozé utasitasokat.

Korlatozasok — ]

KORLATOZASOK: Amennyiben sikertelen a késziilék kalibralasa, vagy a tesztelés eredménye nem a megfelelé tartomanyba esik
a Diamond Diagnostics termékeinek hasznalatakor, a Diamond Diagnostics az alabbi lépések elvégzését javasolja:

- Ellenérizze, hogy a reagensek és a belsd kalibracids folyadékok valdéban az adott késziléktipushoz valdak-e; szavatossaguk nem jart-e le,
illetve nem tartalmaznak-e szemmel lathaté szennyez&dést.

- Kdvesse a Felhasznaldi Kézikdnyv ‘Hibaelharitas’ cimi részében foglaltakat.

- Végezze el az dsszes vonatkoz6 Karbantartasi Procedurat, amelyet a Felhasznal6i Kézikdnyv javasol.

- Ha a problémaék tovabbra is fennallnak, Iépjen kapcsolatba Technikai Ugyfélszolgalatunkkal.

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
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D I A M ‘\> N D ISE High Standard

Smart Lab Solutions Hitachi 7xx, 911, 912, e 917 Analizzatori
BM-620427D- Italian

Informazioni della Manufatturazione del Prodotto
Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
Per un’Aiuto Tecnico chiamare il numero seguente:
Diamond Diagnostics Technical Services at 1-508-429-0450

Uso previsto: Diamond ISE Standard High é determinato ad utilizzare per provvedere un punto di calibrazione per Na+, K+ e
Cl- elettrodi sull’ ISE modulo Hitachi 7xx, 911, 912 e 917 Analizzatori.

Sommadei Principi Fondamentali:  Questo prodotto serve per funzionare equivalentemente come i materiali gia distribuiti dalle Ditte ( OEM).
Reagenti: ISE Standard High, BM-620427D, 10 x 2 mL
Contiene: ISE Standard High é una soluzione acquosa, che contiene 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl-, Acido

Borico, Na Carbonate, e conservante..

Usare soltanto per ”in vitro” diagnostica

Assegnazione dei Valori:  Na/K, & Cl valori sono referenziati a uno standard acquoso fatto in corrispondenza con analyte NIST( National
Institute of Standards and Technology) materiale (919a/918a, 919arispettivamente).

Cauzioni: Esercitare le precauzioni normali da laboratorio.Se contatta la pelle sciaquare la parte toccata con acqua .Se
contatta gli occhi, sciaguare immediatamente con acqua pulita piu volte. Nel caso di ingoiare casualmente, occorre

andare immediatamente dal medico.

Stabilité: La stabilita del prodotto é elencata sull’etichetta.Conservare verticale a temperatura ambiente, 18°- 25 °C.lII
prodotto € desitano ad un’uso unico.

Procedure

Procedure: Il prodotto é pronto per I'utilizzo.Serve per sostituire i materiali gia esistenti, distribuiti dai OEM.Per una descrizione
dettagliata dell’'utilizzo del reagente leggere la Manuale del Cliente.

Controllo di Qualita: Diamond Diagnostics suggerisce I'utilizzo di un materiale di controllo raggiungibile della quale i risultati sono stati gia
anallizzati nel commercio.l controlli dovrebbero essere impiegati ai livelli Normali e Anormali.Diamond Diagnostics suggerisce
un controllo di misurazione prima di utilizzare i campioni e seguire la manutenzione dello strumento.

Cimiasion

Limitazioni: Se la calibrazione o il controllo dello strumento é difettoso e non misura entro il valore accettabile mentre utilizza il prodotto
del Diamond Diagnostics, Diamond Diagnostics suggerisce di fare i seguenti passi:

Assicurarsi che i reagenti e i calibratori interni che standardizzano lo strumento, siano adeguati,entro la data di scadenza, e non contengono
contaminazioni evidentemente visibili.

Seguire le procedure della Manuale del Cliente nel capitolo Correttivo ( “Troubleshooting”).
Assicurarsi che tutto sia appropriato con le Procedure della Manutenzione, come é scritto nella Manuale del Cliente.

Se il problema ancora esistesse, contattare Il Dipartimento Servizio Tecnico del Diamond Diagnostics. c €

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
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D I A M ‘\> N D ISE High Standard

Smart Lab Solutions Hitachi 7xx, 911, 912, and 917 Analisadores
BM-620427D- Portuguese

Produtos e Informacdes do Fabricante

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
Para Asistencia Tecnica,
por favor ligue para o nimero de telefone: 1-508-429-0450

Pretendido Uso: Diamond ISE Standard High é usado para fornecer um ponto de calibragéo para Na+, K+ and CI- eletrodos na ISE
module Hitachi 7xx, 911, 912 and 917 Analisadores.

Resumo e Principio: Este produto é destinado a servir como um equivalente funcional a materiais pré-existentes distribuidos pelo Original
Equipment Manufacturer (OEM).

Reagentes que: ISE Standard High, BM-620427D, 10 x 2 mL
Contém: ISE Standard High é uma solugdo aquosa contendo: 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl-, acido bérico, Na
Carbonate, e conservante.

Para in vitro diagnostic apenas uso

Valores de Atribuicéo: Na,K, and ClI valores sao referenciados a um padréo aquoso feito com analito correspondente NIST (Instituto
Nacional de Padrdes e Tecnologia) material (919a/918a, 919a respectivamente).

Cauteloso: Executar as precaugdes normais de laboratério. Se ocorrer contacto com a pele, lave a area afetada com agua. Se
ocorrer contacto com os olhos, lave imediatamente com abundéancia de agua limpa ou banhos oculares. Em casos
de ingestao acidental, procure um médico imediatamente.

Estabilidade: Estabilidade do produto é listada no rétulo do produto. O produto néo deve ser usado passado desta data. Guardar na
posicéo vertical em temperatura ambiente, 18 - 25 ° C. Produto destinado para uso individual.

Procedimento: O produto é fabricado em uma vers&o pronta a usar. E destinado a servir como um substituto direto para materiais
pré-existentes distribuidos pela OEM. Para uma descri¢éo detalhada do uso deste reagente, consulte o Manual do
Operador do instrumento.

Controle de Qualidade: Diamond Diagnostics sugere o uso de material de controlo comercialmente disponiveis, com resultados analisados
pelo instrumento utilizado. Controlos devem ser analisados em niveis normais e anormais. Diamond Diagnostics
sugere medicdo controles antes de amostras de pacientes sdo executados e manutengdo de aparelhos a seguir.

Limitagdes: Se o instrumento ndo de calibragdo e controles ndo medem dentro da faixa aceitavel quando Diamond Diagnostics
produtos séo utilizados, Diamond Diagnostics sugere o seguinte:

Verifique se os calibradores internos usados para padronizar o instrumento s&o correta para o instrumento, tém validade adequada, e ndo
contém contaminagéo visualmente evidente.

Siga os procedimentos delineados no Manual do Operador listados em Resolugéo de Problemas.
Garantir que todos os procedimentos de manutengao adequada, conforme listado no Manual do Operador, foram realizados. c €

Se o problema persistir, entre em contato Diamond Diagnostics’ Assisténcia Técnica.

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
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D I A M ‘\> N D ISE High Standard

Smart Lab Solutions Analizor Hitachi 7xx, 911, 912, and 917
BM-620427D- Romanian

Informatii despre produs si producator

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
Pentru asistenta technica apelati la:
Serviciul Technic Diamond Diagnostics 1-508-429-0450

Utilizare: Solutia Diamond ISE Standard High este folosit pentru a determina puncte de calibrare pentru electrode de Sodiu,
Potasiu si Clor folosite pe modul ISE pe analizor Hitachi 7xx, 911, 912, 917.

Rezumat si Principiu: Acest produs este destinat sa serveasca un echivalent functional pentru materiale existente distribuite de producatori
originale (OEM).

Solutii: Solutia ISE Standard High, BM-620427D, 10 x 2 mL

Continut: Solutia ISE Standard High este o solutie apoasa care contine 160.0 mmol/L Na+, 7.0 mmol/L K+, 120 mmol/L CI-, Acid
boric, carbonat de sodiu si conservanti.

Pentru utilizare in vitro.

Determinarea valorii: Valorile Na, K si Cl sant testate cu o solutie apoasa care contine materiale analite NIST (Institutul National de
Standarde si Tehnologie) corespunzatoare.

Precautii: Exercitati masuri de precautie normale de laborator. In caz de contact cu pielea, clititi zona afectata cu apa. n caz de
contact cu ochii clatiti imediat cu o cantitate mare de apa curata sau cu solutie pentru clatirea ochiilor. In caz de inghitire
accidentala contactati imediat un medic.

Expirare si Depozitare: Data expirarii a pachetului se afla pe eticheta produsului. A nu se folosi produsul dupa aceasta data. A se pastra in
pozitie verticala la temperatura camerei 18-25°C.

Procedura

Procedura: Produsul este fabricat intr-o forma gata pentru utilizare. Acest produs este destinat sa serveasca un echivalent
functional pentru materiale existente distribuite de OEM. Pentru o descriere detaliata a utilizarii acestui produs a
se vedea manualul de utilizare a instrumentului.

Controlul Calitatii: Diamond Diagnostics propune utilizarea materialelor de control disponibile pe piata, cu rezultate analizate pentru
diferite instrumente. Solutiile de control trebuie evaluate in niveluri normale si anormale. Diamond Diagnostics
sugereaza folosirea solutjilor de control Tnainte de a evalua mostre de la pacienti si dupa intretinerea
instrumentelor.

DELIMITARE: Daca, folosind produse Diamond Diagnostics, instrumentul nu calibreaza sau solutjile de control nu masoara in intervalul
acceptabil urmariti urmatoarele puncte:

Verificati daca solutjiile si calibratorii internale folosite pentru standardizarea instrumentului sant corecte pentru instrument, nu sant expirate, si
nu sant contaminate.

Urmati procedurile aflate in manualul de utilizare in capitolul Troubleshooting (Remedierea Defectiunii).
Verificati daca procedurile de intretinere aflate in manualul de utilizare s-au realizat. c €

Daca problema exista in continuare contactati Serviciul Technic Diamond Diagnostics.

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
ECO# 9908 SOP05-1071F Revision 08 Effective Date: 05/24/2022 Page 9 of 10




D I A M ‘\> N D ISE Standard Alto

Smart Lab Solutions Analizadores Hitachi 7xx, 911, 912y 917
BM-620427D- Spanish

Informacion del Producto y del Fabricante

Diamond Diagnostics, 333 Fiske Street, Holliston, MA.
Para obtener asistencia tecnica, por favor llamar al namero telefénico: 1-508-429-0450

Uso intencionado: Proveer un punto de calibracién para los electrodos Na+, K+ y Cl- para los modulos ISE en los analizadores Hitachi 7xx,
911, 912y 917.

Resumen y Principio: Este producto tiene como objectivo servir como equivalente al material distribuido por el Fabricante Original (OEM.
Reactivos: ISE Standard High, BM-620427D, 10 x 2 mL
Contenido: ISE Standard High es una solucion acuosa que contiene: 160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl-, acido Borico,

Carbonato de Na y conservante.
Para uso diagnostico in vitro.

Asignacion de valores: Los valores Na/K y CL son referenciados con una norma acuosa fabricada con el material (919a/918a, 919a
respectivamente) del parametro correspondiente NIST (Instituto Nacional de Normas y Tecnologia

Advertencias: Se recomienda usar las mismas precauciones que para cualquier laboratorio. Si hace contacto con piel, enjuagar
el area afectada con agua. Si hay contacto con los ojos, enjuagar abudantemente inmediatamente con agua o
enjuagador de ojos. En caso de ingerir el producto accidentalmente, contactar a un Doctor de inmediato.

Estabilidad: Se indica la fecha de vencimiento en la etiqueta. Se recomienda no usar el reactivo abierto o cerrado mas alla de
la fecha indicada. Mantener de manera vertical en temperatura ambiental, 18°- 25 °C. Este producto ha sido
fabricado para un solo uso.

Procedimiento: Este producto ha sido fabricado listo para ser usado. Su objectivo es de servir como equivalente al material
distribuido por el Fabricante Original (OEM). EI manual del operador del instrument provee una descripcion
detallada sobre el uso de este reactivo.

Control de Calidad: La compariia Diamond Diagnostics sugiere usar materiales de control disponibles que contienen valores ensayados
para el instrumento que se esta usando. Estos controles deben ser usados con niveles normales y abnormales.
Diamond Diagnostics sugiere medir los controles antes de usar con muestras de pacientess y de acuerdo al
mantenimiento del instrumento.

Limitaciones

LIMITACIONES: Si al usar productos de Diamond Diagnostics el instrumento falla la calibracién 6 si los controles no miden
rangos acceptables, ofrecemos las siguientes sugerencias:|

Verifique que los calibradores internos usados para estandardizar el instrumento sean los adecuados para el instrumento, tienen fecha de
vencimiento vigente y no exista ninguna contaminacion visual.

Siga el procedimiento presentado en el Manual del Operador, en la seccién Ayuda.
Asegurarse que el Proceso de Mantenimiento, incluido en el Manual del Operador es seguido a la letra.

Si el problema persiste, por favor contactarse con el Departamento de Servicio Tecnico de Diamond Diagnostics c €

The names of various manufacturers, their instruments, and their products referred to herein may be protected by trademark or other law, and are used herein solely for purpose
of reference. Diamond Diagnostics expressly disclaims any affiliation with them or sponsorship by them.
ECO# 9908 SOP05-1071F Revision 08 Effective Date: 05/24/2022 Page 10 of 10




