DIAMOND" PACK INSERT

Fluid Pack
plAGNDSTIES Diamond SMARTLYTE, CARELYTE, GEMLYTE,
Roche AVL 91XX Electrolyte Analyzers

AV-BP5186D

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: This Fluid Pack is intended for use only on the Diamond SMARTLYTE, CARELYTE, GEMLYTE, and Roche AVL 91XX
Electrolyte Analyzers.

Reagents: Each Fluid Pack contains Standard A, Standard B, Standard C and Reference Solution

Containing: Standard A =350 mL - active ingredients: Sodium 150.0 mmol/L, Potassium 5.0 mmol/L, Chloride 115.0 mmol/L, Calcium

0.9 mmol/L, Lithium 0.3 mmol/L

Standard B — 85mL - active ingredients: Sodium 100.0 mmol/L, Potassium 1.8 mmol/L, Chloride 72.0 mmol/L, Calcium
1.5 mmol/L, Lithium 0.3 mmol/L

Standard C — 85mL — active ingredients: Sodium 150.0 mmol/L, Potassium 5.0 mmol/L, Chloride 115.0 mmol/L, Calcium
0.9 mmol/L, Lithium 1.4 mmol/L

Reference Solution 100mL — active ingredients: Potassium Chloride 1.2 mol/L
Also included are other non-reactive ingredients necessary for optimal system operation.
For in vitro diagnostic use only
Cautions: Do not freeze. When used, the Fluid Pack contains human body fluids. Handle with appropriate care.

DO NOT turn the instrument power OFF with the Fluid Pack installed, as this can cause contamination of the unused standard solutions
remaining in the pack.

Additional Instructions: Complete instructions for the use of this Fluid Pack are contained in the corresponding Operator’'s manual.

Storage and Stability: The contents of this package are stable when stored at 18-25° C until the expiration date printed on the label.

Installation Instructions

Procedure: 1- Press NO until the prompt, OPERATION SETTINGS? is displayed.
Press YES, the prompt VERIFY PACK? will be displayed.
The analyzer will display the amount of fluid remaining.

2- Removal of Used Fluid Pack - Grasp the pack firmly and pull outward. If removal is difficult, press on
the end of the Fluid Pack guide pin (protruding through the connector located to the left of the measuring
chamber inside the front door).

NOTE: The Fluid Pack must be treated as medical waste and disposed of in accordance with local regulations.

3- Preparation of New Fluid Pack - Before use, remove the red plastic caps from the connector nipples.
Save caps to close the connector nipples of used packs.
Write the date of installation on the label side of the Fluid Pack with a permanent marker.
Press the new Fluid Pack firmly into the cavity on the left side of the instrument while holding the right
side securely for stability.

4 - The prompt PACK CHANGED? will appear.
Press YES to indicate that a new Fluid Pack is installed. The analyzer will prompt ARE YOU SURE?
Press YES, and the Electrolyte Analyzer will automatically reset the Fluid Pack counter to 100% and
commence system calibration.

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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PACK INSERT

DIAMOND Electrode Conditioning Solution

Diamond, AVL/pH Blood Gas Analyzers
AV-BP0380D

DI AGNOSTIOGCS

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: To condition the electrode.

Summary And Principle: This product is intended to serve as a functional equivalent to pre-existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostics calibrating standards have defined electrolyte concentrations that provide
internal calibration points against which samples are measured by direct lon Selective Electrode methods.

Contents: Ammonium hydrogen bifluoride
For in vitro diagnostic use only

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

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.

Cimiaions

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.



PACK INSERT

DIAMOND" ISE Cleaning Solution

Diamond, AVL/pH Blood Gas Analyzers
AV-BP1025D

BIABGBNDBSTTIEBS

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: To clean the sample path.

Summary And Principle: This product is intended to serve as a functional equivalent to pre-existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostics calibrating standards have defined electrolyte concentrations that provide
internal calibration points against which samples are measured by direct lon Selective Electrode methods.

Contents: An aqueous solution containing Neodisher MA and NaCl.
For in vitro diagnostic use only

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

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.

Cimiaions

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.



DIAMUOND PACK INSERT

Deproteinizer Solution
Diamond AVL pH/Blood Gas Analyzers
AV-BP0521D

DI AGNOSTIOGCS

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: To remove protein build-up from the sample flow path.

Summary And Principle: This product is intended to serve as a functional equivalent to pre-existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostics calibrators have defined electrolyte concentrations that provide internal
calibration points against which samples are measured by direct lon Selective Electrode Methods.

Contents: Sodium Hypochlorite

For in vitro diagnostic use only

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: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°-25 °C.

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 material, refer to the Instrument
Operator’'s 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.

Cimiaions

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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PACK INSERT
Mission Control Level 1

DD-92001 CE 2 2019/04 1604191
English DEUTSCH FRANCAIS ESPANOL PORTUGUES CHINESE Pyookii
Intended Use: Vorgesehener Gebrauch: Utilisation prévue : Uso: Uso pretendido: Rk Cnoco6 npumeHeHms:
MISSION CONTROL ™ Blood Gas and Electrolyte Control is an assayed MISSION CONTROL ™ Blutgas-und Elektrolyt- MISSION CONTROL ™ Contréle de gaz et MISSION CONTROL ™ para Gases Arteriales MISSION CONTROL ™ Gas de sangue e Controle do M\SS\ON CONTROL MISSION CONTROL ™ Awanua rasos kposu u
quality control material intended for monitoring the measurements of pH Kontrole ist eine Qualitatskontrolprifung, die zur d'électrolyte de sang est un matériel pour analyse de ¥ Electrolitos es un material aprobado para el eletrolito & um material analisado do controle da i FANII ST -s10 it KoHTpOME
pCO;, pO; in blood gas analyzers and sodium, potassium, chioride, lithium, Uberwachung der Messungen des pH-Wertes pCO;, controle de qualité destiné & surveiller les mesures de control de calidad en el monitoreo de qualidade pretendido para monitorar as medidas de EipH, pCO;, KauecTaa MaTEpUanoe, npAMeHseMsIA Ans

fonized calcium and total carbon dioxide in ISE electrolyte analyzers.

Product Description:

This control material is provided for monitoring analyzer performance. Itis
packaged in sealed glass ampules, each containing approximately 1.8 mi of
solution. Ampules are packaged 10 per tray with each box containing 3
trays, for a total of 30 ampules per box.

Active Ingredients:

MISSION CONTROL ™is 2 buffered solution of electrolytes (Nas, K+, CI-,
Cas+, Lit, HGO;/CO5). It has been equilibrated with specific levels of
€O, O, and N,. This control contains no human-based materials.

Directions for Use

Immediately introduce the liquid from the ampule to the analyzer, following
the instrument manufacturer's instructions for sampling a control material.
Use direct aspiration, syringe transfer, or capillary mode techniques.

Limitation:

1. This control is sensitive to many instrument related factors that affect
analytical results. Because it is not a blood-based materia, it may not detect
certain malfunctions, which would affect the testing of blood.

2. This product is intended for use as a quality control material and can
assist i evaluating the performance of laboratory instruments. Itis not for
use as a calibration standard and its use should not replace other aspects of
a complete quality control program.

Storage:
Store at 18-25°C. Avoid freezing and exposure to temperatures greater than
30°C. You may also store at 4-25°C without adverse effect.

Expected Ranges:

“The values for each control analyte on the enclosed Expected Ranges Chart
are based on multiple determinations performed on randomly selected
samples from each lot. The listing for each instrument represents the
expected range for these ampules when tested at 23°C. (Note: pO; values
will vary inversely by about one percent (19%) per degree C that the
temperature of the ampules varies from 23°C).

The Expected Ranges are provided as a guide in evaluating analyzer
performance. Since instrument design and operating conditon's may vary,
each laboratory should establish its own expected values and control lmits.
The mean value established should fall within the Expected Ranges shown
on the chart.

Please refer to www.diamonddiagnostics.com for the latest revision of Assay Sheet

PO in Blutgasanalysatoren und Natrium, Kalium,
Chlorid, Lithium, ionisiertes Calcium und Total-
joxid in ISE-Elekirolyt-Analysatoren dient.

Produktbeschreibung:

Diese Kontrolle dient fir die Uberwachung der
Analysatorleistung. Es ist in verschiossenen
Glasampullen verpackt mit jeweils etwa 1.8 mi
Losung. Ein Karton beinhaltet 3 Facher mit jeweils 10
Ampullen. Es sind insgesamt 30 Ampullen pro
Karton.

Aktive Inhaltsstoffe:

MISSION CONTROL ™ st eine gepufferte Losung
von Elektrolyten (Na, K+, CI-, Ca++, Li+, HGO,/CO,
2). Diese wurde mit bestimmten Ebenen von GO,, O,
und N, aquilibriert. Diese Kontrolle enthilt keine
menschlichen Grundmaterialien.

Gebrauchsanweisung:
Nach dem Offnen, fihren Sie sofort die Flissigkeit
aus der Ampulle in den Ana\ysa{ar &in und folgen Sie

PH pCOy, pO; en analyseurs et sodium de gaz de
sang, potassium, chlorure, lithium, calcium ionisé et
anhydride carbonique total dans des analyseurs
délectrolyte dISE.

Description de produit :
Ce matériel de contréle est donné pour surveiller
fexécution danalyseur. Il est empaqueté dans les
ampules de verre scellés, chaque contient
approximativement 1.8 m de solution. Les ampules
sont empaquetés par 10 par plateau avec chaque boite
contenant 3 plates.

Substances actives :

MISSION CONTROL ™ est une solution tampon des.
électrolytes (Na+, K+, Cl-, Ca++, Li+, HCO3/COs.5).
Elle a été équilibrée avec les niveaux spécifiques du
CO;, de 10y, et du N. Ce contrdle ne contient aucun
matériaux humain-basé.

Notices d'emploi
Introduire immeédiatement le liquide de lampule
Fanalyseur, suivez s instructions du fabricant

den far
Kontrollmaterials. Verfahren Sie mu Direkteinfihrung,
Spritzentransfer oder Kapillar-Modus-Techniken

Begrenzung:

1. Diese Kontrolle ist auf viele instrument-
bezogenen Faktoren empfindiich, die das analytische
Ergebniss verfalschen kann. Da es kein echtes
Blutmaterial ist, kann es daher keine Strungen, die
sich in der Untersuchung von richtigem Blut zeigt,
erkennen.

2. Dieses Produkt dient als Qualitatskontrolle und
sol als Bewerter fuer die Leistung von Laborgeraten
eingesetzt werden. Es ist kein Kalibrierstandard und
dessen Verwendung solte nicht an Stelle von
anderen kompletten Qualitatskontroll-Programmen
Ersatz leisten

Lagerung:

Bei 18-25 ° C aufbewahren. Vermeiden Sie
Einfrierung und Aussetzung bei Temperaturen von
mehr als 30 ° C. Die Lagerung bei 4-25 ° C ist ohne
negative Auswirkung

Wertbereiche:

Die Werte fiir jeden Kontrollanalyt auf der
beiliegenden Werberelch(abelle basieren auf
mehreren die von zufallig

élever un matériel de
controle. uunsez Iaspnrauon directe, le transfert de
seringue, ou les techniques de mode capillaire.

Limitation :

1. Ce controle est sensible a beaucoup de facteurs
reliés par instrument qui affectent des résultats
analytiques. Puisque ce nest pas un matériel sang-
basé, il peut ne pas détecter certains défauts de
fonctionnement, qui affecteraient lessai du sang.

2. Ce produit est prévu pour fusage comme matériel
de controle de qualité et peut aider a évaluer
Fexécution des instruments de laboratore. 1l ne sert
pas car un calibrage standard et son utiisation ne
devraient pas remplacer d'autres aspects d'un pr

Stockage :

Stock a la température 18-25°C. Evitez de geler et
exposer aux temperatures plus hautes que 30°C. Vous
pouvez également stocker 4-25°C sans effet adverse.

Gammes prévues :
Les valeurs pour chaque analyte de controle sur le
diagramme de gammes inclus sont basées sur des

Proben von jeder Partie stammen. Die Liste fir jedes
Instrument beschreibt das ewartete Resultat fir die
jeweilige Ampulle bei der Prifung bei 23°C. (Hinweis:
erte variieren umgekehrt um rund ein Prozent
(1%) pro Grad C, die Temperatur der Ampulle variert

Die erwarteten Wertbereiche sollen s Leitfaden bei
der Bewertung der Leistung von Analysiergerten
dienen. Da die Instrumentausfiihrung und
Betriebsbedingungen variieren kinnen, solte jedes
Labor seine eigenen Werterwartungen und
erstellen. Der
Mittiwert sollte dem auf der vorgegebenen
Wertbereichtabelle entsprechen.

multiples effectuées sur les échantillons
aléatoirement choisis provenant de chaque sort. La
liste pour chaque instrument représente la gamme:
préwue pour ces ampules une fois examinée 4 23°C.
(Note : les valeurs pO, changeront inversement par
environ un pour cent (1%) par degré C que la
température des ampules change de 23°C).

Les gammes prévues sont fournies comme guide dans
Févaluation de performance d'analyseur. Comme la
conception dinstrument et les conditions de
fonctionnement peut changer, chaque laboratoire
devrait établir ses propres valeurs et imites de
commande. La valeur moyenne établie devrait faire
partie des marges prévues montrées sur le diagramme.

mediciones de pH, pCO2, PO2 en analizadores
de gases arteriales y de sodio, potasio, cloro,

i, calcio ionizado y diéxido e carbono en
analizadores de electrslitos.

Descripcion del Producto:

Este material de control es suministrado para
monitorear el funcionamiento del analizador. El
paquete sellado contiene ampolletas de vidrio,
cada una con aproximadamente 1.8 ml de
solucién. Las ampolletas estan empacadas de
210 unidades por bandeia y cada caia contiene
3 bandejas, para un total de 30 ampolietas por

Ingredientes Activos:

MISSION CONTROL ™ es una solucién buffer
de electrélitos (Na+, K+, Cl-, Ca++, Li+, HCO3-
/C03-2). Esta ha sido calibrada con niveles
especificos de CO2, 02 y N2. Esta solucién de
control no contiene ingredientes de base
humana.

Instruccion para su uso:

Introduzca el liquido directamente al analizador,
através de la ampolleta, siguiendo las
instrucciones del fabricante para el muestreo de
material de control. Utilizelo con aspiracién
directa, transferencia por jeringa o técnicas
capilares.

Limitaciones:

1. Este control es sensible a muchos factores.
relativos al instrumento que pueden afectar los
resultados analiticos. Debido a que este
material no tiene base sanguinea, no podra
detectar algunas anomalias que podrian afectar
los resultados de pruebas de sangre.

2. La intencion de este producto es que sea
usado como material de control de calidad y
ueda asisti en Ia evaluacion del
funcionamiento de intrumentos de laboratorio.
Esta solucion no es para ser usada como un
estandar de calibracion y no puede ser
remplazado en otros aspectos del programa de
control de calidad.
Almacenamiento:
Almacenar entre 18-25°C. Evite su
congelamiento y la exposicion a altas
temperaturas, mayores a 30°C. Usted puede
tambien almacenarlo entre 4-25°C sin
Dresentar efectos adversos.
Rangos Esperados:
El inserto con los valores esperados para cada
parémetro se ha basado en multiples
determinaciones hechas con muestras
seleccionadas aleatoriamente por cada lote. EI
listado para cada instrumento representa el
rango esperado por prueba usando ampolletas
atemperatura de 25°C. (Nota: Los valores de
pO2 pueden variar inversamente en un uno
porciento (1%) por cada grado Celsius en
proporcion a la variacion e la temperatura
desde los 23°C).

Los rangos esperados se suministran como

pH, pCO?, pO? em analisadores de gés do sangue e o
sédio, potassio, cloreto, litio, ionizou o célcio e diéxido
de carbono total em analisadores do eletrdiito de ISE.

Descrigéo de produto:

Este material do controle é fornecido para o
desempenho do analisador da monitoragao. E
©empacotado em ampola do vidro selado, cada
contengao de aproximadamente 1.8 mi da solugo. As
ampola sdo empacotadas 10 por a bandeja com cada
caixa que contem 3 bandejas, para um total de 30
ampola por a caixa.

Ingredientes ativos:

MISSION CONTROL ™ 6 uma solugéo protegida de
eletr6litos (Nas, K+, G, Gas+, Lis, HCO;/CO; ). Foi
equilibrado com niveis especificos de CO,, Oz, and
N,. Este controle néo contem nenhum material
humano-baseado,

Sentidos para o uso
Introduza imediatamente o iquido da ampola a0
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B 3ANATHHLIE CTEKTAHHLIE aMNYTILI,
KaKAa U3 KOTOPLIX COREPXUT NPUBNUINTENGHO 1.8
M paCTEOpa. AMNyTbl YIEKOBLIEAIOTA M0 10 ITYK
Ha NOTKe W 110 3 10TKa B KOPOGKe, 3Ha|HT BCero 1o 30
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AKTUBHBIE UHTPAAMeHTbI:
MISSION CONTROL ™ - 570 Gychepesuposartisii
pacteop anextponuTos (Na+, K+, Cl-, Cas+, Li+,
HCO3/COs.). Ot cGanancuposan Ha crieumanbHom
yposie CO,, O, 1 Ny BTOT aHanw He copepkT
MaTEPanos Ha Gase HETOBEHECKOTO OpraHNIM.

MHCTPYKUMM Mo MCnoNb30BaHMIO:
CpOuHO NepeaTS XAAKOCTS 13 amnyiet Ha

analisador, depois do instrumento
instrugoes para provar um material do controle.
Aspiragéo direta do uso, transferéncia da seringa, ou
técnicas capilares da modalidade.

Limitagéo:
1. Este controle é sensivel a muitos proveja os fatores
relacionados que afetam resultados analiticos. Porque
N0 é um material sangue-baseado, nao pode detectar
determinados maus funcionamentos, qual afetaria o
teste do sangue.

2. Este produto é pretendido para o uso como um
material do controle da qualidade e pode ajudar em
avaliar o desempenho de instrumentos do laboratério.
(40 & para 0 uso como um padrao da calibragao e
seu uso ndo deve substituir outros aspectos de um
programa de controle completo da qualidade.

Armazenamento:

Lugar em 18-25°C. Evite congelar-se e exposu;aa as
temperaturas maiores do que 30°C. Vocé pode
igualmente lugar em 4-25°C sem efeito sherso

Escalas previstas:

Os valores para cada analyte do controle na carta de
escalas prevista incluida séo baseados em
determinagdes multiplas executado em amostras
aleatoria selecionadas de cada lote. A lista para cada
instrumento representa a escala prevista para estas.
ampola quando testado em 23°C. (Nota: os valores
pO; variarao inversa por aproximadamente um por
cento (1%) por o grau C que a temperatura das
ampola varia de 23°C).

As escalas previstas 50 fonecidas como um guia no
analisador. Desde o

una guia en la evaluacion del
de los analizadores. Las condici

nes pueden
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peaynsTar. Mockonsiy a1o
MaTepHan He Ha OCHOB KpOBM, HEBOIMOKHO
O6HAPYXEHYE TOMHbIX AMCCDYHKUM, KOTOPbIE BIMAIOT
+a aHanua kposs

2. 3TOT NPOAYKT MCTIONL3YETCH KaK KOHTPOMLHI
MaTepwan Ha Ka4ECTBO 1 MOKET MIOMOMb B OUEHKE
XapaKTepUCTUKI N1aGOPATOpHIX MPUGOPOS. OH He
VCrONb3yeTes ANA KanuGpOBKY ATANOHOB 1 He MOXeT
3aMeHUTL ApYTOit MOXOM K BLITONHEHMIO KOHTPONS:
Kavectsa.

XpaHenue:
XpatnTs npu 18-25°C. VaGerats 3amepsanus v
NOBbIWEHAA TEMNEpaTYPbI CBbILIE 30°C. MOXeT BeiTe
Xpanwm npu Temnepatype 4-25°C Gea nosaneHis
HeGNaronpUATHOTO adxpexTa.

Oxupaemble AMaNasoHbI:
BenMUmHb! ANA KBXAOTO KOHTPOMGHOTO aHANM3A
BHeceHs! & [larpammy Oxunaembix [luanasoHos,

MRATER (R

Ha MHoxecTBe

5 0, {1+
R B SRMARSTERR1%) -

Cnywaiio BbiBpaHLIX 0B6paaLios Ha
KaX(10/1 CepUM. 3anHCh /MR KAXAOMO NPHEOPA
NpeAcTaBNseT OXMAGENLIE AMANCI0H ANA MY,
TecTIpOBaHHbIX MpY 23 °C. ([TpHmeNaHyte: Benmama
PO, ByneT OTMIATLES UHBEPCHO OKONO OHO
NpoueHTa (1%) Ha kaxasii rpaayc C npn MaveHeHnn
TemnepaTyps! amnynsi ot 23 °C),

O [AMan03OHbI B Ka4ECTBE MHANKATOPE NP

ek
T EBA R ER TS AT
SN LGERGRT A CFARE R - HOE

haber variado desde que los
fueron disefados y cada laboratorio debera de
establecer su propio criterio de aceptacion de
valores.

podem variar cada
estabelega seus proprios valores previstos e imites de
controle. O valor médio estabeleceu deve cair dentro
das escalas previstas mostradas na carta.

OlierKe xapaKTepUCTAKW aHanu3aTopa. C Tex nop kak
AM3aitH M YCROBAR PAGOTH! NPUGOpA MOTYT

MeHSTCR, KaXaan naBopaTopws AOMKHa
YCTaHaBNMBaTb CBOI0 COBCTBEHHYIO OXNTAEMYIO
BNUMHY 1 KOHTPONLHLIE MAMMTBI. 3HaveHie
OXIAAEMOii BENUUMHb AOMKHO NonanaTh B
Oigaensiit [1an030H, yKasaHHsiit Ha Auarpamme.

For Reference Use Only. Diamond Diagnostics recognizes alltrademarks and copyrights referenced herein.
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MISSION CONTROL ™ Blood Gas and Electrolyte Control is an assayed
quality control material intended for monitoring the measurements of

PCO;, pO; in blood gas analyzers and sodium, potassium, chioride, lithium,
fonized calcium and total carbon dioxide in ISE electrolyte analyzers.

This control material s provided for monitoring analyzer performance. Itis
packaged in sealed glass ampules, each containing approximately 1.8 m of
solution. Ampules are packaged 10 per tray with each box containing 3 trays,
for a total of 30 ampules per box.

Active Ingredients:

MISSION CONTROL ™ is a buffered solution of electrolytes (Na+, K+, Cl-
Car+, Li+, HCO,/CO;.). It has been equilibrated with specific levels of GO,
0, and N,.. This control contains no human-based materials.

Directions for Use

Immediately introduce the liquid from the ampule to the analyzer, following
the instrument manufacturer's instructions for sampling a control material.
Use direct aspiration, syringe transfer, or capillary mode techniques.

tion:

1. This control is sensitive to many instrument related factors that affect
analytical results. Because it is not a blood-based material, it may not detect
certain malfunctions, which would affect the testing of blood.

2. This product is intended for use as a quality control material and can
assist in evaluating the performance of laboratory instruments. Itis not for
use as a calibration standard and its use should not replace other aspects of
a complete quality control program.

Storage:
Store at 18-25°C. Avoid freezing and exposure to temperatures greater than
30°C. You may also store at 4-25°C without adverse effect.

Expected Ranges:

The values for each control analyte on the enclosed Expected Ranges Chart
are based on multiple determinations performed on randomly selected
samples from each lot. The listing for each instrument represents the
expected range for these ampules when tested at 23°C. (Note: pO; values
will vary inversely by about one percent (1%) per degree G that the
temperature of the ampules varies from 23°C).

The Expected Ranges are provided as a guide in evaluating analyzer
performance. Since instrument uesign anu uperanng conditions may vary,
each laboratory should establis ected values and control limits.
The mean value esablished should al i tve Expected Ranges shown
on the chart.

Please refer to www.diamonddiagnostics.com for the latest revision of Assay Sheet

MISSION CONTROL ™ Blutgas-und Elektrolyt-
Kontralle ist eine Qualitatskontrollpriifung, die zur
Uberwachung der Messungen des pH-Wertes pCO;,
pO; in Blutgasanalysatoren und Natrium, Kalium,
Chiorid, Lithium, ionisiertes Calcium und Total-
Kohlendioxid in ISE-Elektrolyt-Analysatoren dient.

Produktbeschreibung:

Diese Kontrolle dient fir die Uberwachung der
Analysatorleistung. Es ist in verschlossenen
Glasampullen verpackt mit jeweils etwa 1.8 ml
Losung. Ein Karton beinhaltet 3 Facher mit jeweils 10
Ampullen. Es sind insgesamt 30 Ampullen pro Karton.

Aktive Inhaltsstoffe:

MISSION CONTROL ™ ist eine gepufferte Losung von
Elektrolyten (Na +, K +, Cl-, Ca + +, Li +, HCO,/CO,
2). Diese wurde mit bestimmten Ebenen von CO,, O
und N, aquilibriert. Diese Kontrolle enthilt keine
menschlichen Grundmaterialien.

Gebrauchsanweisung:
Nach dem Offnen, fiihren Sie sofort die Flissigkeit
aus der Ampulle in den Analysator ein und folgen Sie

MISSION CONTROL ™ Controle de gaz et d'électrolyte
de sang est un matériel pour analyse de controle de
qualité destiné a surveiller les mesures de pH pCO;,
PO en analyseurs et sodium de gaz de sang,
potassium, chlorure, lithium, calcium ionisé et
anhydride carbonique total dans des analyseurs
délectrolyte d'ISE.

atériel de contrdle est donné pour surveller
Iexécution d'analyseur. I est empaqueté dans les
ampules de verre scellés, chaque contient
approximativement 1.8 mi de solution. Les ampules
sont empaquetés par 10 par plateau avec chaque boite
contenant 3 plates.

Substances actives :

MISSION CONTROL ™ est une solution tampon des.
slectrolytes (Nax, K+, Cl, Ca++, Li+, HCO,/CO,.)
Elle a été équilibrée avec les niveaux spécifiques du
CO,, de 0, et du N,. Ce contrdle ne contient aucun
matériaux humain-basé

Notices d'emploi

Introduire immédiatement e liquide de I'ampule &
Ianalyseur, suivez les instructions du fabricant

den Herstell fir die des
erfahren Sie mit Di
Spritzentransfer oder Kapillar-Modus-Techniken.

Begrenzung:

1. Diese Kontrolle ist auf viele instrument-
bezogenen Faktoren empfindich, die das analytische
Ergebniss verfalschen kann. Da es kein echtes
Blutmaterial ist, kann es daher keine Storungen, die
sich in der Untersuchung von richtigem Blut zeigt,
erkennen.

2. Dieses Produkt dient als Qualitatskontrolle und
soll als Bewerter fuer die Leistung von Laborgeraten
eingesetzt werden. Es ist kein Kalibrierstandard und
dessen Verwendung sollte nicht an Stelle von anderen
kompletien Qualitatskontroll-Programmen Ersatz
leisten.

Lagerung:

Bei 18-25°C aufbewahren. Vermeiden Sie Einfrierung
und Aussetzung bei Temperaturen von mehr als 30°C.
Die Lagerung bei 4-25°C st ohne negative
Auswirkung

Wertbereiche:

Die Werte fir jeden Kontrollanalyt auf der
beiliegenden Werbereichtabelle basieren auf
mehreren die von zufalli

ur prélever un matériel de
controle. Utilisez laspiration directe, le transfert de
seringue, ou les techniques de mode capillaire.

Limitation :

1. Ce contrdle est sensible & beaucoup de facteurs
reliés par instrument qui affectent des résultats.
analytiques. Puisque ce nest pas un matériel sang-
basé, il peut ne pas détecter certains défauts de
fonctionnement, qui affecteraient lessai du sang.

2. Ce produit est préwu pour lusage comme matériel de
controle de qualité et peut aider & évaluer I'exécution
des instruments de laboratoire. Il ne sert pas car un
calibrage standard et son utiisation ne dewaient pas
remplacer d'autres aspects d'un pr

Stockage :

Stock & la température 18-25°C. Evitez de geler et
exposer aux temperatures plus hautes que 30C°. Vous
pouvez également stocker 4-25°C sans effet adverse.

Gammes prévues :
Les valeurs pour chaque analyte de contrdle sur le
diagramme de gammes inclus sont basées sur des

Proben von jeder Partie stammen. Die Liste fir jedes
Instrument beschreibt das erwartete Resultat fir die
jeweilige Ampulle bei der Prifung bei 23°C. (Hinweis:
PO, Werte variieren umgekehrt um rund ein Prozent
(1%) pro Grad G, die Temperatur der Ampulle variiert
um 23° C).

Die erwarteten Wertbereiche sollen als Leitfaden bei
der Bewertung der Leistung von Analysiergeréiten
dienen. Da die Instrumentausfiihrun
Betriebsbedingungen variieren kinnen, sollte jedes
Labor seine eigenen Werterwartungen und

erstellen. Der selbs I
Mittwert sollte dem auf der vorgegebenen
Wertbereichtabelle entsprechen.

multiples effectuées sur les échantillons
aléatoirement choisis provenant de chague sort. La
liste pour chaque instrument représente la gamme:
préwue pour ces ampules une fois examinée a 23°C.
(Note : les valeurs pO2 changeront inversement par
environ un pour cent (1%) par degré C que la
température des ampules change de 23°C).

Les gammes prévues sont fournies comme guide dans
Iévaluation de performance d'analyseur. Comme la
conception diinstrument et les conditions de
fonctionnement peut changer, chaque laboratoire
devrait établir ses propres valeurs et limites de
commande. La valeur moyenne établie devrait faire
partie des marges prévues montrées sur le diagramme.

MISSION CONTROL ™ para Gases Arteriales
y Electrélitos es un material aprobado para el
control de calidad en el monitoreo

mediciones de pH, pCO2, PO2 en analizadores
de gases arteriales y de sodio, potasio, cloro,
liio, calcio ionizado y dioxido de carbono en
analizadores de electrdlitos.

Descripcion del Producto:

Este material de control es suministrado para
monitorear el funcionamiento del analizador. El
paquete sellado contiene ampolletas de vidrio,
cada una con aproximadamente 1.8 ml de
solucin. Las ampolletas estan empacadas de
a10 unidades por bandeja y cada caja contiene
3 bandejas, para un total de 30 ampolletas por
Ingredientes Activos:

MISSION CONTROL ™ es una solucién buffer
de electrdlitos (Nav, K+, Cl-, Ca++, Li+, HCO3-
/CO3-2). Esta ha sido calibrada con niveles
especificos de CO2, 02 y N2. Esta solucién de
control no contiene ingredientes de base
humana

Instruccion para su uso:

Introduzca el liquido directamente al analizador,
através de la ampolleta, siguiendo las
instrucciones del fabricante para el muestreo
de material de control. Utilizelo con aspiracion
directa, transferencia por jeringa o técnicas
capilares.

Limitaciones:

1. Este control es sensible a muchos factores
relativos al instrumento que pueden afectar los
resultados analiticos. Debido a que este
material no tiene base sanguinea, no podra
detectar algunas anomalias que podian afectar
los resultados de pruebas de sangre.

2. Laintencién de este producto es que sea
usado como material de control de calidad y
pueda asistir en la evaluacién del
funcionamiento de intrumentos de laboratorio,
Esta solucion no es para ser usada como un
estandar de calibracion y no puede ser
remplazado en otros aspectos del programa de
control de calidad.

Almacenamiento:

Almacenar entre 18-25°C. Evite su
congelamiento y la exposicion a altas
temperaturas, mayores a 30°C. Usted puede
tambien almacenarlo entre 4-25°C sin
presentar efectos adversos.

Rangos Esperados:

El inserto con los valores esperados para cada
parémetro se ha basado en miltiples
determinaciones hechas con muestras,
seleccionadas aleatoriamente por cada lote. EI
listado para cada instrumento representa el
rango esperado por prueba usando ampolletas
atemperatura de 25°C. (Nota: Los valores de
pO2 pueden variar inversamente en un uno
porciento (1%) por cada grado Celsius en
proporcion a la variacién de la temperatura
desde los 23°C).

Los rangos esperados se suministran como
una guia en la evaluacion del funcionamiento
de los analizadores. Las condiciones pueden
haber variado desde que los instrumentos
fueron disefiados y cada laboratorio debera de
establecer su propio criterio de aceptacion de
valores.

MISSION CONTROL ™ Gas de sangue e Controle do
eletrdlito 6 um material analisado do controle da
qualidade pretendido para monitorar as medidas de
pH pCO;, pO; em analisadores de gs do sangue e o
sdio, potassio, cloreto, lito, ionizou o clcio e dioxido
de carbono total em analisadores do eletrdlito de ISE.

Descrigéo de produt
Este material do controle é fornecido para o
desempenho do analisador da monitoragéo. E
empacotado em ampola do vidro selado, cada
contengao de aproximadamente 1.8 ml da solugao. As
ampola sdo empacotadas 10 por a bandeja com cada
caixa que contem 3 bandejas, para um total de 30
ampola por a caixa.

Ingredientes ativos:

MISSION CONTROL ™ 6 uma solugéo protegida de
eletrdlitos (Na+, K+, Cl-, Gas+, Li+, HCO,/CO;.). Foi
equilibrado com niveis especificos de CO,, O, and
N,. Este controle ndo contem nenhum material
humano-baseado.

Sentidos para o uso
Introduza imediatamente o liquido da ampola a0
l

MISSION CONTROL
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MISSION CONTROL ™ Awanua rasos kpt
3NeKTPONMTOB - 3TO NPOBEPEHHBIii KOHTPC
KavecTsa MaTepuanos, NpUMEHSeMbIi An
MOHUTOpUHTa Wamepenns pH, pCO;, pO;
ANA aHaNWsa ra3a KPOBH, a TAKXE HATPMS
XT0pUAR, TIATS, UOHMMPOBEHHOTO KarTbL
VITIEKHGIIONO ra3a B ANEKTPONMTHEIX aKan
ISE

Onucanue npogyka:
‘370T KOHTPONBHLI MaTepuan Npuensel
XapaT
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K+, Cl-, Cas+, Li+, HCO,/CO,
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oput
YNaK0BLIBAETCA B 3ANASHHbIE CTEKNHHS!
KaXaas 13 KOTOPBIX COREPXUT NPUGNUaM
M PACTEOPA. AMNYTIbI YIAKOBIBAIOTCS: 1
noTKe 1 10 3 N0TKa & KOPOGKe, IHauMT BCt
wTyK & Kopoke.

AKTMBHbIE MHTPaANEeHTbI:

MISSION CONTROL ™ - a10 6ydbepeavp
pacteop anexrponuros (Nas, K, Cl-, Ca
HCO,/CO; ). On coanancuposan a cn
yPoBHe CO,, O, 1 N,. 3TOT avanws He co,
MaTepuanoe Ha Gase HENOBENECKOTO OPr:

VHCTPYKUUM N0 enonb3oBaHM
Cpo4HO NepeaaTs XWAKOCTb U3 amMnyrbl +
<

analisador, depois do
instrugdes para provar um material do controle.
Aspiragao direta do uso, transferéncia da seringa, ou
técnicas capilares da modalidade.

Limitaga
1. Este controle  sensivel a muitos proveja os fatores
relacionados que afetam resultados analiticos. Porque
ndo 6 um material sangue-baseado, ndo pode detectar
determinados maus funcionamentos, qual afetaria o
teste do sangue.

2. Este produto é pretendido para o uso como um
material do controle da qualidade e pode ajudar em
avaliar o desempenho de instrumentos do laboratSrio.
No é para o uso como um padro da calibragdo e seu
uso néo deve substituir outros aspectos de um
programa de controle completo da qualidade.

Armazenamento:

Lugar em 18-25°C. Evite congelar-se e exposigao as
temperaturas maiores do que 30°C. Vocé pode
igualmente lugar em 4-25°C sem efeito adverso.

Escalas previstas:

Os valores para cada analyte do controle na carta de
escalas prevista incluida sao baseados em
determinagoes multiplas executado em amostras
aleatoria selecionadas de cada lote. A lista para cada
instrumento representa a escala prevista para estas
ampola quando testado em 23°C. (Nota: os valores
pO; variarao inversa por aproximadamente um por
cento (1%) por o grau C que a temperatura das
ampola varia de 23°C).

As escalas previstas sao fornecidas como um guia no
desempenho de avaliago do analisador. Desde o
instrumento as condigdes do projeto e de
funcionamento podem variar cada laboratério deve
estabeleca seus proprios valores previstos e limites de
controle. O valor médio estabeleceu deve cair dentro
das escalas previstas mostradas na carta
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0BI0Aas UHCTPYKUM MIPOK
npuBopa Ans 06pasLios KOHTPONBHOTO Mé
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Orpanuuenue:
1. BTOT aHANU3 YyBCTBUTENEH KO MHOTUM
amsa G pUSOpaUM, BTG H

FHA
AR — A RGUR AR LT A 5

wiF
18~25[F [ (R AR ITE S0
LRBED, METF4-25EREPHET R
2.

Biam
THHAE & o 5 A 1 93 EﬁiEﬁ%éﬁ?
*'fﬂtvsf%ﬂﬁ?%ﬂs BER - FIH L
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MaTepuan He Ha OCHOBE KPOBM, HEBOIMO)
OBHapyKeHyie TOuHbIX AMCAYHKUUIA, KOTO}
Ha aHanus kposu,

2. BTOT NPOAYKT UCTIONL3YETCA KAK KOHTE.
MaTepHan Ha Ka4ecTao M MOXET NOMONS |
XapaKTepuCTAKA NaGopaTopHLIX NPUGOPO
MCTIONb3YeTCA AN KANUGPOBKA STANOHOR
3aMeHUTL DY/t NOAXOA K BLINOMHEHMIO
Kavecrea.

Xpanenue:
XpaHuTb npu 18-25 ° C. N3berats 3amep:
NOBbILWEHNS TemnepaTyps! cabiwe 30°C. |
XpaHum npu Temneparype 4-25°C Ges nos
HeBnaronpAATHOrO pepexa

Oxuaaemble ANanNasoHbI:

BenuuuHbI AN KAXKZAOTO KOHTPOIILHOTO at

BHeceHs! B [lvarpamy Oxwaaewsix fluar
Ha MHOXecTBe
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npeqcTaBNAET OXMAAGMbIit AANO3OH AN:
TecTupoBanHbix npu 23 °C. (Mpumevakme
PO 6yaeT OTNUHATLCS UHBEPCHO OKONO ¢
npoueHTa (19%) Ha Kaxabii rpaayc C npn
TemnepaTyphi amnynbi o7 23°C).

0 [Mano3oHL! B Ka4eCTse MHA
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OueHke xapaKTepyCTUKM aHanmsaTopa. C
AV3aiiH 1 yCrIoBuA PaBoTHI NpuBOpa Mory
Kaaan NabopaTop AOMKHA yCTaHaBMy.
COBCTBEHHYIO OXMAAEMYIO BETMNHHY 1 KO
TUMATLI. 3HaEHVE OXWAAEMON BenuME
nonagats B OxuAaEMbiii [IMaNo3oH, ykas.
Avarpane.

For Reference Use Only. Diamond Diagnostics recognizes all trademarks and copyrights referenced herein.
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MISSION CONTROL ™ Blood Gas and Electrolyte Control is an assayed
quality control material intended for monitoring the measurements of pH pCO;,
PO in blood gas analyzers and sodium, potassium, chloride, lithium, ionized
calcium and total carbon dioxide in ISE electrolyte analyzers.

Product Description:

This control material is provided for monitoring analyzer performance. Itis
packaged in sealed glass ampules, each containing approximately 1.8 ml of
solution. Ampules are packaged 10 per tray with each box containing 3 trays
for a total of 30 ampules per box.

Active Ingredients:

MISSION CONTROL ™ is a buffered solution of electrolytes (Na+, K+, Cl-,
Cax+, Li+, HCO,/CO;.). It has been equilibrated with specific levels of CO,
0, and N,. This control contains no human-based materials.

Directions for Use

Immediately introduce the liquid from the ampule to the analyzer, following the
instrument manufacturer's instructions for sampling a control material. Use
direct aspiration, syringe transfer, or capillary mode techniques.

ation:

1. This control is sensitive to many instrument related factors that affect
analytical results. Because it is not a blood-based material, it may not detect
certain malfunctions, which would affect the testing of blood.

2. This productis intended for use as a quality control material and can
assist in evaluating the performance of laboratory instruments. Itis not for use
as a calibration standard and its use should not replace other aspects of a
complete quality control program.

Storage:
Store at 18-25°C. Avoid freezing and exposure to temperatures greater than
30°C. You may also store at 4-25°C without adverse effect.

Expected Ranges:

The values for each control analyte on the enclosed Expected Ranges Chart
are based on multiple determinations performed on randomly selected
samples from each lot. The listing for each instrument represents the
expected range for these ampules when tested at 23°C. (Note: pO, values will
vary inversely by about one percent (1%) per degree C that the temperature of
the ampules varies from 23°C)

The Expected Ranges are provided as a guide in evaluating analyzer
performance. Since instrument design and operating conditions may vary,
each laboratory should establish its own expected values and control limits.
The mean value established should fall within the Expected Ranges shown on
the chart.

MISSION CONTROL ™ Blutgas-und Elekirolyt-Kontrolle
ist eine Qualité i die zur U

der Messungen des pH-Wertes pCO,, pO; in
Blutgasanalysatoren und Natrium, Kalium, Chorid,
Lithium, ionisiertes Calcium und Total-Kohlendioxid in
ISE-Elektrolyt-Analysatoren dient

Produktbeschreibung:
Diese Kontrolle dient fiir die Uberwachung der
Analysatorleistung. Es st in verschlossenen
Glasampullen verpackt mit jeweils etwa 1.8 ml Lésung.
Ein Karton beinhaltet 3 Facher mit jeweils 10 Ampullen.
Es sind insgesamt 30 Ampullen pro Karton

Aktive Inhaltsstoff
MISSION CONTROL ™ ist eine gepufferte Losung von
Elektrolyten (Na+, K+, Cl-, Cas+, Li+, HCO,/CO, ).
Diese wurde mit bestimmten Ebenen von CO,, O, und
N, aquilibriert. Diese Kontrolle enthalt keine
menschlichen Grundmaterialien.

Gebrauchsanweisung:
Nach dem Offnen, fiihren Sie sofort die Fliissigkeit aus
dev Ampulle n den Analysator ein und foigen Sie den

MISSION CONTROL ™ Contréle de gaz et d'électrolyte
de sang est un matériel pour analyse de controle de
qualité destiné & surveiller les mesures de pH pCOy,
PO en analyseurs et sodium de gaz de sang,
potassium, chiorure, lithium, calcium ionisé et anhydride
carbonique total dans des analyseurs d'électrolyte o'ISE.

Description de produit :

Ce matériel de contrdle est donné pour surveiller
Fexécution d'analyseur. Il est empaqueté dans les
ampules de verre scellés, chague contient
approximativement 1.8 ml de solution. Les ampules sont
empaquetés par 10 par plateau avec chaque boite
contenant 3 plates.

Substances actives :

MISSION CONTROL ™ est une solution tampon des
électrolytes (Na+, K+, Cl-, Cas+, Li+, HCO,/CO,.). Elle
aété équilibrée avec les niveaux spécifiques du CO,,
de '0,, et du N;. Ce controle ne contient aucun
matériaux humain-basé.

Notices d'emploi

Introduire immédiatement le liquide de fampule &
analyseur, suivez les insirucfions du fabricant

fr die
Verfahren Sie mit Di @
Spritzentransfer oder Kapillar-Modus-Techniken

Begrenzung:

1. Diese Kontrolle ist auf viele instrument-
bezogenen Faktoren empfindlich, die das analytische
Ergebniss verfalschen kann. Da es kein echtes
Blutmaterial ist, kann es daher keine Storungen, die sich
in der Untersuchung von richtigem Blut zeigt, erkennen

2. Dieses Produkt dient als Qualitétskontrolle und
soll als Bewerter fuer die Leistung von Laborgerten
eingesetzt werden. Es ist kein Kalibrierstandard und
dessen Verwendung sollte nicht an Stelle von anderen
kompletten Qualitétskontroll-Programmen Ersatz leisten.

Lagerun,
Bei 18-25 ° G aufbewahren. Vermeiden Sie Einfrierung
und Aussetzung bei Temperaturen von mehr als 30 ° C.
Die Lagerung bei 4-25 ° C ist ohne negative
Auswirkung.

Wertbereiche:

Die Werte fiir jeden Kontrollanalyt auf der beiliegenden
Werbereichtabelle basieren auf mehreren Ermittiungen
die von zuféllig ausgewshlten Proben von jeder Partie
stammen. Die Liste fir jedes Instrument beschreibt das.
enwartete Resultat fir die jeweilige Ampulle bei der
Priifung bei 23°C. (Hinweis: pO, Werte variieren
umgekehrt um rund ein Prozent (1%) pro Grad C, die
Temperatur der Ampulle variiert um 23°C).

Die erwarteten Wertbereiche sollen als Leitfaden bei der
Bewertung der Leistung von Analysiergeréiten dienen.
Dadie i und

variieren kénnen, sollte jedes Labor seine eigenen

erstellen. Der selbst-erstellte Mittiwert solite dem auf der

Please refer to www.diamonddiagnostics.com for the latest revision of Assay Sheet

pour prélever un matériel de
controle. Utilisez Iaspiration directe, le transfert de
seringue, ou les techniques de mode capillaire.

Limitation :

1. Ce contréle est sensible 4 beaucoup de facteurs reliés
par instrument qui affectent des résultats analytiques.
Puisque ce n'est pas un matériel sang-basé, il peut ne
pas détecter certains défauts de fonctionnement, qui
affecteraient I'essai du sang.

2. Ge produit est prévu pour I'usage comme matériel de
controle de qualité et peut aider 4 évaluer l'exécution
des instruments de laboratoire. Il ne sert pas car un
calibrage standard et son utilisation ne devraient pas
remplacer d'autres aspects d'un pr

Stockage :

Stock & la température 18-25°C. Evitez de geler et
exposer aux temperatures plus hautes que 30°C. Vous
pouvez également stocker 4-25°C sans effet adverse.

Gammes prévues :
Les valeurs pour chaque analyte de controle sur le
diagramme de gammes inclus sont basées sur des
déterminations multiples effectuées sur les échantillons
aléatoirement choisis provenant de chaque sort. La liste
pour chaque instrument représente la gamme prévue
pour ces ampules une fois examinée 4 23°C. (Note :les
valeurs pO, changeront inversement par environ un
pour cent (1%) par degré C que la température des
ampules change de 23°C).

Les gammes prévues sont fournies comme guide dans
Iévaluation de performance d‘analyseur. Comme la
conception diinstrument et les conditions de

MISSION CONTROL ™ para Gases Arteriales y
Electrolitos es un material aprobado para el
control de calidad en el monitoreo de mediciones
de pH, pCO2, PO2 en analizadores de gases
arteriales y de sodio, potasio, cloro, lito, calcio
fonizado y diéxido de carbono en analizadores
de electrolitos.

Descripcion del Producto:

Este material de control es suministrado para
monitorear el funcionamiento del analizador. El
paquete sellado contiene ampolletas de vidrio,
cada una con aproximadamente 1.8 ml de
solucion. Las ampolletas estan empacadas de a
10 unidades por bandeja y cada caja contiene 3
bandejas, para un total de 30 ampolletas por

Ingredientes Activos:

MISSION CONTROL ™ es una solucién buffer
de electrolitos (Na+, K+, Cl-, Cas+, Lis, HCO3-
/C08-2). Esta ha sido calibrada con niveles
especificos de CO2, 02 y N2. Esta solucion de
control no contiene ingredientes de base

humana.

Instruccion para su uso:

Introduzca el liquido directamente al analizador,
através de la ampolleta, siguiendo las
instrucciones del fabricante para el muestreo de
material de control. Utilizelo con aspiracion
directa, transferencia por jeringa o técicas

1. Este control es sensible a muchos factores
relativos al instrumento que pueden afectar los
resultados analiticos. Debido a que este material
no tiene base sanguinea, no podra detectar
algunas anomalias que podrian afectar los
resultados de pruebas de sangre.

2. Laintencion de este producto es que sea
usado como material de control de calidad y
pueda asistir en la evaluacion del
funcionamiento de intrumentos de laboratorio.
Esta solucion no es para ser usada como un
estandar de calibracién y no puede ser
remplazado en otros aspectos del programa de
control de calidad.

Almacenamiento:

Aimacenar entre 18-25°C. Evite su
congelamiento y la exposicion a altas
temperaturas, mayores a 30°C. Usted puede
tambien almacenarlo entre 4-25°C sin presentar
efectos adversos.

Rangos Esperados:

El inserto con los valores esperados para cada
parametro se ha basado en multiples
determinaciones hechas con muestras
seleccionadas aleatoriamente por cada lote. El
listado para cada instrumento representa el
rango esperado por prueba usando ampolletas a
temperatura de 25°C. (Nota: Los valores de pO2
pueden variar inversamente en un uno
porciento (1%) por cada grado Celsius en
proporcion ala variacion de la temperatura
desde los 23°C).

Los rangos esperados se suministran como una

MISSION CONTROL ™ Gas de sangue e Controle do
eletrdlito é um material analisado do controle da
qualidade pretendido para monitorar as medidas de pH,
pCO?, pO? em analisadores de gas do sangue e o
s6dio, potassio, cloreto, litio, ionizou o calcio e diéxido
de carbono total em analisadores do eletrglito de ISE.

Descricao de produto:

Este material do controle é fornecido para o
desempenho do analisador da monitoragéo. E
empacotado em ampola o vidro selado, cada
contengao de aproximadamente 1.8 ml da solugdo. As
ampola s&o empacotadas 10 por a bandeja com cada
caixa que contem 3 bandejas, para um total de 30
ampola por a caixa.

Ingredientes ativos:

MISSION CONTROL ™ ¢ uma solugéo protegida de
eletrdlitos (Na, K+, Cl-, Cat+, Li+, HCO,/COs.). Foi
equilibrado com niveis especificos de COp, O, and N,
Este controle nao contem nenhum material humano-
baseado.

Sentidos para o uso

Introduza imediatamente o liquido da ampola ao
analisador, depois do instrumento manufacturer’
instrugGes para provar um material do controle.
Aspiragao direta do uso, transferéncia da seringa, ou
técnicas capilares da modalidade.

Limitacdo:

1. Este controle é sensivel a muitos proveja os fatores
relacionados que afetam resultados analiticos. Porque
N0 é um material sangue-baseado, néo pode detectar
determinados maus funcionamentos, qual afetaria o
teste do sangue.

2. Este produto & pretendido para o uso como um
material do controle da qualidade e pode ajudar em
avaliar o desempenho de instrumentos do laboratorio.
N&o & para 0 uso como um padréo da calibragéo e seu
uso nao deve substituir outros aspectos de um
programa de controle completo da qualidade.

Armazenamento:

Lugar em 18-25°C. Evite congelar-se e exposigao as
temperaturas maiores do que 30°C. Vocé pode
igualmente lugar em 4-25°C sem efeito adverso.

Escalas previstas:

Os valores para cada analyte do controle na carta de
escalas prevista incluida sao baseados em
determinagGes multiplas executado em amostras
aleatoria selecionadas de cada lote. Alista para cada
instrumento representa a escala prevista para estas
ampola quando testado em 23°C. (Nota: os valores pO,
variarao inversa por aproximadamente um por cento
(1%) por o grau C que a temperatura das ampola varia

As escalas previstas 530 fomecidas como um guia no

quia en la evaluacion del funci delos
analizadores. Las condiciones pueden haber
de quelos i fueron

fonctionnement peut changer, chaque lab

établir ses propres valeurs et limites de commande. La
valeur moyenne établie devrait faire partie des marges
prévues montrées sur le diagramme.

disefiados y cada laboratorio debera de
establecer su propio criterio de aceptacion de
valores.

liagdo do analisador. Desde o
instrumento as condigdes do projeto e de
funcionamento podem variar cada laboratério deve
estabelega seus proprios valores previstos e limites de
controle. O valor médio estabeleceu deve cair dentro
das escalas previstas mostradas na carta.
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CPOYHO NEPeAaTE KMAKOCTS U3 MY Ha
cobnionas

npuGopa Ans 0Bpa3LIOB KOHTPONLHOTO MATepUana.

Vicnonsaosars npAMyio acnMpaLyio, LnpuLy unu

KANUAADHBIA METOR,

Orpanmuenve:
1. 3TOT aHanWa YyBCTBMTENEH KO MHOTVM haKkTopaM
CBAIAHHBIM C NPUBOPaNIM, BMUAIOLLMU Ha
aHanuTMaeCKkUe peaynTaTsL. Mlockonbky aTo
MaTepuan He Ha OCHOBE KPOBH, HEBOIMOKHO
OGHADYKEHME TOHBIX AMCKDYHKLIMIA, KOTODBIE BAVSIOT
Ha aHanua kposu.

2.370T NPOAYKT UCTIONL3YETCA KaK KOHTPOMLHbIiH
MaTEpWan Ha Ka4ECTEO 1 MOKET MIOMONb B OLieHKe
XapaKTepuCTIKN NaGOpaTOpHLIX MPUGOPOB. OH He
VCTIONL3yeTe ANt KANNGPOBKN STANIOHOB U He MOKeT
3aMEHN TS APYTOii NIOIXOR K BLIMONHEHMIO KOHTPONS!
KavecTea.

XpaHeHue:

XparuTs npy 18-25°C. WsGeraTb 3amepaanms u
nOBBILLIEHNS! TemnepaTyp! Cebilwe 30°C. Moxer GoiTb
Xparum npu Temneparype 4-25°C Ges nosieneHms
HeBnaronpUATHoro sdxpexta

OxupaeMble AManazoH
BeNVuMHb! AN KAXI0TO KOHTPONBHOPO aHanN3a
BHeceHs! 8 [luarpammy Oxunaemsix [lanasoHos,

Y %f}ﬁ PO, fE£HE; E‘ié’ﬁ%’@?ﬁ
BEVE  SRUHRITTERE1%) o

Ha MHoXecTBe
XBaKTEPUCTUK CYMA/iHO BbIGPaHbIX 0BPA3L0B 13
KaX0i Cepi. 3anCh AN KAXAOT NpuBopa
NIpEACTABNAET OKMAAEMBI AMANO3OH AN BMIYN
TecTuposanHbix np 23 °C. (TTpuMenaHue: senuimia
PO, BYAET OTAMMATECS MHBEPCHO CKONO OAHOTD
npouenTa (1%) Ha kaxawii rpaayc C npw uaMeHeHum
Temneparypel amnyni ot 23 °C).
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o a 8 kauecTee npu
OueHKe XapaKTEPUCTUKM aHANU3ATOPa. C TeX Nop Kak
AW3aIiH W YCNIOBMS PABOTS! NPUGOP MOTYT MEHSTHCA,
Kaxgan NaBopaTopus AOMKHA YCTAHABNBATh CBOIO
BenMIMHY U
PUMWTEL. 3HaUeHIe OXAGMOii BENUUMHL ONKHO
nonanaTk & OxwaaeMbIi [IMAN03oH, ykasaHHsii Ha
Avarpamve.

For Reference Use Only. Diamond Diagnostics recognizes all trademarks and copyrights referenced herein.
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Mission Control Level 1-2-3
IlAGNDOSTICS Blood Gas and Electrolyte Analyzer
DD-92123

Manufacturer and Product Information

Diamond Diagnostics Inc., 333 Fiske Street, Holliston, MA. 01746 USA
For Technical Assistance call:
Diamond Diagnostics Technical Services at 1-508-429-0450

Intended Use: MISSION CONTROL™ Level 1-2-3, DD-92123, Blood Gas and Electrolyte Control is an assayed quality control material
intended for monitoring the measurements of pH pCO2, pO2 in blood gas analyzers and sodium, potassium, chloride,
lithium, ionized calcium and total carbon dioxide in ISE electrolyte 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). Diamond Diagnostics calibrators have defined electrolyte concentrations that provide internal
calibration points against which samples are measured by direct lon Selective Electrode Methods.

Contents: Buffered solution of electrolytes (Na+, K+, Cl-, Ca++, Li+, HCO3-/CO3-2). It has been equilibrated with specific
levels of CO2, 02, and N2. This control contains no human-based materials.

For in vitro diagnostic use only

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: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°-25 °C.

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 material, refer to the Instrument
Operator’s 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

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.



PACK INSERT

DIAMOND" Fluid Pack

Diamond PROLYTE, Menarini SpotLyte,
IL ILyte Electrolyte Analyzers
IL-2121D & MN-2121D

Manufacturer and Product Information

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

DI AGNOS-STIOCS

Intended Use: To provide calibration points for Na*, K*, Cl'and Li" electrodes.

Summary And Principle: This product is intended to serve as a functional equivalent to pre-existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostics calibrators have defined electrolyte concentrations which provide internal
calibration points against which samples are measured.

Reagents: MN-2121D (Na/K, Na/K/Cl, Na/K/Li, 800 mL Pack)
IL-2121D (Na/K, Na/K/Cl, Na/K/Li, 800 mL Pack)

Containing: - Standard A: 140 mmol/L Na*, 4.0 mmol/L K*, 125 mmol/L CI', 1 mmol/L Li*, buffer and preservative
- Standard B: 35 mmol/L Na*, 16.0 mmol/L K*, 41 mmol/L CI', 0.4 mmol/L Li*, buffer and preservative
- Wash: 0.1 mol/L Ammonium Biflouride
- Waste Container

For in vitro diagnostic use only

Values Assignment: Each calibration standard is tested for each calibrating analyte. Reference is made to either an aqueous standard
made with corresponding analyte NIST (National Institute of Standards and Technology) material or the OEM
Calibrator.

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with

eyes occurs, immediately rinse with copious amounts of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°- 25 °C.

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 reagents and 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.

If problems still exist, contact Diamond Diagnostics’ Technical Service Department. 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# 6195 SOP05-1094F Revision 07 Effective Date: 10/23/12




. PACK INSERT
DIAMOND 800mL Na/K/Ca/pH Pack

MEDICA EasyLyte or IL ILyte Analyzers
ME-2123D & IL-2123D

DI AGNOSTILCS

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: To provide calibration points for Na*, K*, Ca™ & pH electrodes.

Summary And Principle: This product is intended to serve as a functional equivalent to pre existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostic calibrators have defined electrolyte concentrations which provide internal
calibration points against which samples are measured.

Reagents: Na/K/Ca/pH Fluid Pack, ME-2123D, 800 mL
Na/K/Ca/pH Fluid Pack, IL-2123D, 800 mL

Containing: - Standard A: 145 mmol/L Na, 4.0 mmol/L K, 1.25 mmol/L Ca buffer for a pH of 7.40 and preservative
- Standard B: 80 mmol/L Na, 10.0 mmol/L K, 2.20 mmol/L Ca buffer for a pH of 6.80 and preservative
- Wash: 0.1 mol/L Ammonium Biflouride

For in vitro diagnostic use only

Values Assighment: Each calibration standard is tested for each calibrating analyte. Reference is made to either an aqueous standard
made with corresponding analyte NIST (National Institute of Standards and Technology) material or the OEM
Calibrator.

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with

eyes occurs, immediately rinse with copious amounts of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°-25 °C.

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

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 reagents and 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.

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

Ce€

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.



PACK INSERT

DIAMOND" Flush Solution

Diamond, ILyte, Menarini Analyzers
ME-2309D

DI AGNOSTIOGCS

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 Flush Solution is intended for in-vitro diagnostics use clean the fluid path on the analyzer.
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: 0.1 mol/L Ammonium Bifluoride

For in vitro diagnostic use only

Values Assignment: Each calibration standard is tested for each calibrating analyte. Reference is made to either an aqueous standard
made with corresponding analyte NIST (National Institute of Standards and Technology) material or the OEM
Calibrator.

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with

eyes occurs, immediately rinse with copious amounts of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°-25 °C.

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.

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 reagents and 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.



DIAMOND’ PACK INSERT
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Daily Rinse Kit
AGBGNDOSTIES Diamond PROLYTE, Medica EasyLyte & IL ILyte Analyzers
ME-2118D

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: To rinse and clean the sample path.

Summary And Principle: This product is intended to serve as a functional equivalent to pre existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostic calibrators have defined electrolyte concentrations which provide internal
calibration points against which samples are measured.

Reagent Contents: An aqueous solution containing 1 bottle — 100 ml Daily Rinse/Cleaning Diluent, 6 bottles — 0.35 g pepsin/bottle.

For in vitro diagnostic use only

Values Assignment: Each calibration standard is tested for each calibrating analyte. Reference is made to either an aqueous standard
made with corresponding analyte NIST (National Institute of Standards and Technology) material or the OEM
Calibrator.

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with

eyes occurs, immediately rinse with copious amounts of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°-25 °C.

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

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 reagents and 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.



® PACK INSERT

DIAMOND 800mL, Na/K/Cl Pack
MEDICA EasyLyte Analyzers
ME-2121D

Manufacturer and Product Information

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

DI AGNOS-STIOCS

Intended Use: To provide calibration points for Na*, K" and CI- electrodes.

Summary And Principle: This product is intended to serve as a functional equivalent to pre existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostic calibrators have defined electrolyte concentrations which provide internal
calibration points against which samples are measured.

Reagents: Na/K/Cl Fluid Pack, ME-2121D, 800 mL

Containing: - Standard A: 140 mmol/L Na, 4.0 mmol/L K, 125 mmol/L ClI, buffer and preservative
- Standard B: 35 mmol/L Na, 16.0 mmol/L K, 41 mmol/L CI buffer and preservative
- Wash: 0.1 mol/L Ammonium Biflouride
- Waste Container

For in vitro diagnostic use only

Values Assignment: Each calibration standard is tested for each calibrating analyte. Reference is made to either an aqueous standard
made with corresponding analyte NIST (National Institute of Standards and Technology) material or the OEM
Calibrator.

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with

eyes occurs, immediately rinse with copious amounts of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°-25 °C.

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: This Fluid Pack is not intended for use on instruments with SN# 27000 or higher.

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 reagents and 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.
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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.



. PACK INSERT
DIAMOND 800mL Na/K/Ca/pH Pack

MEDICA EasyLyte or IL ILyte Analyzers
ME-2123D & IL-2123D

DI AGNOSTILCS

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: To provide calibration points for Na*, K*, Ca™ & pH electrodes.

Summary And Principle: This product is intended to serve as a functional equivalent to pre existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostic calibrators have defined electrolyte concentrations which provide internal
calibration points against which samples are measured.

Reagents: Na/K/Ca/pH Fluid Pack, ME-2123D, 800 mL
Na/K/Ca/pH Fluid Pack, IL-2123D, 800 mL

Containing: - Standard A: 145 mmol/L Na, 4.0 mmol/L K, 1.25 mmol/L Ca buffer for a pH of 7.40 and preservative
- Standard B: 80 mmol/L Na, 10.0 mmol/L K, 2.20 mmol/L Ca buffer for a pH of 6.80 and preservative
- Wash: 0.1 mol/L Ammonium Biflouride

For in vitro diagnostic use only

Values Assighment: Each calibration standard is tested for each calibrating analyte. Reference is made to either an aqueous standard
made with corresponding analyte NIST (National Institute of Standards and Technology) material or the OEM
Calibrator.

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with

eyes occurs, immediately rinse with copious amounts of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°-25 °C.

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

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 reagents and 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.

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



. PACK INSERT
DIAMOND Urine Diluent
Diamond, AVL pH/Blood Gas Analyzers

AV-BP0344D

DI AGNOSTIOGCS

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 Urine Diluent is intended for in-vitro diagnostics use to dilute Urine samples.

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: Aqueous Solution

Containing: An aqueous solution containing 120 mmol/L Na+, 128 mmol/L Cl-, buffer and preservative.

For in vitro diagnostic use only

Values Assignment: Each calibration standard is tested for each calibrating analyte. Reference is made to either an aqueous standard
made with corresponding analyte NIST (National Institute of Standards and Technology) material or the OEM
Calibrator.

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with

eyes occurs, immediately rinse with copious amounts of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°-25 °C.

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.

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 reagents and 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.
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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.



PACK INSERT

DIAMOND" Fluid Pack

Diamond PROLYTE, Menarini SpotLyte,
IL ILyte Electrolyte Analyzers
IL-2121D & MN-2121D

Manufacturer and Product Information

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

DI AGNOS-STIOCS

Intended Use: To provide calibration points for Na*, K*, Cl'and Li" electrodes.

Summary And Principle: This product is intended to serve as a functional equivalent to pre-existing material distributed by the Original Equipment
Manufacturer (OEM). Diamond Diagnostics calibrators have defined electrolyte concentrations which provide internal
calibration points against which samples are measured.

Reagents: MN-2121D (Na/K, Na/K/Cl, Na/K/Li, 800 mL Pack)
IL-2121D (Na/K, Na/K/Cl, Na/K/Li, 800 mL Pack)

Containing: - Standard A: 140 mmol/L Na*, 4.0 mmol/L K*, 125 mmol/L CI', 1 mmol/L Li*, buffer and preservative
- Standard B: 35 mmol/L Na*, 16.0 mmol/L K*, 41 mmol/L CI', 0.4 mmol/L Li*, buffer and preservative
- Wash: 0.1 mol/L Ammonium Biflouride
- Waste Container

For in vitro diagnostic use only

Values Assignment: Each calibration standard is tested for each calibrating analyte. Reference is made to either an aqueous standard
made with corresponding analyte NIST (National Institute of Standards and Technology) material or the OEM
Calibrator.

Cautions: Exercise normal laboratory precautions. If contact occurs with skin, rinse affected area with water. If contact with

eyes occurs, immediately rinse with copious amounts of clean water or eye rinse. In cases of accidental ingestion,
contact a physician immediately.

Stability: Package stability (expiration date) is listed on the product label. Do not use open or closed reagent beyond this
date. Store upright at room temperature, 18°- 25 °C.

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 reagents and 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.

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