=
=X
o
™
[
==
Lt
(&
L 4
o
(am ]
<<
(&
™
-
oc
LL]
(&
\ 4
—_
<
=
>
©
=
—
o
[S¥]
o
L 4
fHm
20

ZERTIFIKAT & CERTIFICATE ¢

‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 010051 0140 Rev. 03

America

Certificate Holder: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY
Certification Mark: y o
1SO 13485
Scope of Certificate: Design and Development, Manufacture and Distribution

of In-Vitro Diagnostics Reagents used in the Diagnosis,
Management and Detection of Blood Analytes, Inmune
Status, Complement Components, Cancer, Thyroid Markers,
Fertility Testing, Endocrine Disorders, Bone and Mineral
Metabolism, Hormones, Vitamins, Therapeutic Drug
Monitoring, Rheumatoid - Inflammatory Diseases, Cardiac
Markers, Inmunological Typing Bacterial Infectious Diseases,
Viral Infectious Diseases, and Parasitic Infectious Diseases

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, Japan
MHLW / PMDA, USA FDA. See attached for listing of
specific regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system of the
manufacturer listed above has been audited against the stated criteria and found to conform to those
criteria for the scope of certification listed. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:QS6 010051 0140 Rev. 03

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F006151

Report No.: 713332354

Effective Date: 2024-09-10

Expiry Date: 2027-09-09
Digitally signed by Ceaicovschi Tudor
Date: 2024.12.03 11:51:16 EET
Reason: MoldSign Signature
Location: Moldova
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( Renee Walker )
Director, US Certification Body, MHS -
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 010051 0140 Rev. 03
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America

Regulatory Requirements:  Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 665/2022 - Good Manufacturing Practices
- RDC ANVISA n. 551/2021

- RDC ANVISA n. 67/2009 - Vigilance

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan

- MHLW Ministerial Ordinance No. 169 (2004), as amended by
MHLW Ministerial Ordinance No. 60 (2021)

- Japan PMD Act (as applicable)

United States

-21 CFR Part 803

- 21 CFR Part 806

-21 CFR Part 807 — Subparts Ato D
-21 CFR Part 820
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Facility(ies): Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

Facility Scopes: Design and Development, Manufacture and Distribution of In-Vitro
Diagnostics Reagents used in the Diagnosis, Management and
Detection of Blood Analytes, Immune Status, Complement
Components, Cancer, Thyroid Markers, Fertility Testing, Endocrine
Disorders, Bone and Mineral Metabolism, Hormones, Vitamins,
Therapeutic Drug Monitoring, Rheumatoid - Inflammatory Diseases,
Cardiac Markers, Immunological Typing Bacterial Infectious Diseases,
Viral Infectious Diseases, and Parasitic Infectious Diseases
REPs Facility ID: FO06151
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Management Service

CERTIFICATE

Certificate Registration No.: 12 100 64551 TMS / Order No.: 707151799

CERTIFICAT

The Certification Body
of TUV SUD Management Service GmbH

certifies that the organization

cJ

Abbott

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
Germany

for the scope
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Design and Development, Manufacture and Warehousing of
In-vitro Diagnostic Reagents for Clinical Chemistry,
Immunochemistry, Hematology and Infectious Immunology.
The provision of Warehousing and Distribution services of
In-Vitro Diagnostic Medical Devices and Medical Devices

including the sites see enclosure

4

has established and applies a Quality Management System.

An audit was performed and has furnished proof
that the requirements according to

DIN EN ISO 9001:2015

are fulfilled.

The certificate is valid from 2024-10-01 until 2027-09-30.

Q%- A \()-e vL q " (( DAKKS
1AF X

Deutsche
Akkreditierungsstelle
D-ZM-14143-01-00

Fred Wenke
Head of Certification Body
Munich, 2024-07-16
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Management Service

CERTIFICAT

ENCLOSURE OF CERTIFICATE

Certificate Registration No.: 12 100 64551 TMS / Order No.: 707151799

certificate holder:

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
Germany

at the sites scope

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
Germany

Design and Development, Manufacture and Warehousing of
In-vitro Diagnostic Reagents for Clinical Chemistry,
Immunochemistry, Hematology and Infectious Immunology.

Abbott Diagnostics GmbH
Max-Planck-Ring 2 The provision of Warehousing and Distribution services of
65205 Wiesbaden In-Vitro Diagnostic Medical Devices and Medical Devices.
Germany
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Fred Wenke
Head of Certification Body
Munich, 2024-07-16
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CELL-DYN 18 Plus Control

ABBOTT

CELL-DYN svsrems

PRODUCT INFORMATION SHEET

CONTROL|L[N[H]

INTENDED USE
CELL-DYN 18 Plus Control is an assayed hematology control for evaluating the accuracy and precision of
hematology instruments that provide a white blood cell differential.

SUMMARY AND PRINCIPLE

It is an established laboratory procedure to use stable quality control material to monitor the performance of
diagnostic tests. CELL-DYN 18 Plus Control is composed of stable materials that provide a means of verifying
the accuracy and precision of CELL-DYN hematology results. It is handled and run in the same manner as
patient specimens, and it is available in three levels representing low, normal, and high results.

REAGENT

CELL-DYN 18 Plus Control is an in vitro diagnostic product that may contain any or all of the following:
stabilized human or mammalian red blood cells, human, mammalian or simulated white blood cells and a
platelet component in a preservative medium. All human source material used to manufacture this product
was non-reactive for antigens to Hepatitis B (HBsAg), negative by tests for antibodies to HIV (HIV-1/HIV-2) and
Hepatitis C (HCV), non-reactive for HIV-1 RNA and HCV RNA by licensed NAT, and non-reactive to Serological
Test for Syphilis (STS) using techniques specified by the U.S. Food and Drug Administration.

WARNINGS AND PRECAUTIONS

For In Vitro Diagnostic Use

CAUTION: This product contains human sourced and/or potentially infectious components.

Refer to the Reagent section of this package insert. No known test method can offer complete

assurance that products derived from human sources or inactivated microorganisms will not
transmit infection. Therefore, all human sourced materials should be considered potentially infectious. It is
recommended that these reagents and human specimens be handled in accordance with the OSHA Standard
on Bloodborne Pathogens'. Biosafety Level 22 or other appropriate biosafety practices®* should be used for
materials that contain or are suspected of containing infectious agents. For additional information, refer to the
appropriate CELL-DYN Operator's Manual.

INSTRUCTIONS FOR USE
Refer to the CELL-DYN 18 Plus Control Assay Sheet for mixing and handling instructions.

PROCEDURE
Refer to the quality control procedures provided in the appropriate CELL-DYN Operator's Manual.

STORAGE AND STABILITY
10°Cc CELL-DYN 18 Plus Control should be tightly capped and stored, at 2-10°C (36-50°F).
J/ Protect containers from overheating and freezing. Unopened containers are stable until
2°c the expiration date indicated. Once opened, containers can be used only for the number of
days stated on the assay sheet, provided that they are handled properly: avoid unnecessary cycles of warming
and cooling, prolonged exposure to ambient room temperature, or vigorous mixing, all of which may damage
the control.

Trending in the MCV or RDW parameters over the product shelf life is inherent to hematology control products.
This characteristic does not indicate product instability. Ranges and limits for these parameters may need to
be adjusted.

INDICATIONS OF DETERIORATION

CELL-DYN 18 Plus Control, after mixing, should be similar in appearance to fresh whole blood. In unmixed,
refrigerated containers, the supernatant fluid may appear cloudy and reddish. Other discoloration of the
supernatant fluid, or marked hemolysis, may indicate deterioration. Inability to recover expected values may
also indicate product deterioration. Rough handling, freezing, overheating, and contamination are frequent
causes of product damage. Incomplete mixing or instrument malfunction may also cause unacceptable results.
Do not use the product if deterioration is suspected; contact Abbott Customer Service.

Customer Service: Contact your local representative or find country specific contact information on
www.abbottdiagnostics.com.

PRODUCT LIMITATIONS

Proper storage and use of this product as described in this document is required for optimal performance. This
product is not suitable for a manual differential analysis of white blood cells. Values are not transferable to
systems not listed on the assay sheet.

CELL-DYN Enzymatic Cleaner Concentrate solution must be thoroughly removed from the analyzer Wash
Block and/or Probe before running control products.

EXPECTED VALUES AND THEIR DERIVATION

Refer to the table of values on the enclosed assay sheet for expected results. The assay values are obtained
from replicate testing on CELL-DYN Systems. The mean range is an estimate of observed interlaboratory
variation due to reagent differences, maintenance, calibration, and operating technique. The Systems are
calibrated as follows:

using whole blood according to CLSI and ICSH-recommended manual, reference
methods5678510

using a commercially available CELL-DYN calibrator

using the appropriate, reliably calibrated CELL-DYN hematology analyzer

PERFORMANCE CHARACTERISTICS

The assigned values are presented as a mean and a recovery range. The mean assay values are derived from
repetitive testing on several instruments operated and maintained according to the manufacturers instructions;
they do not necessarily apply to a single instrument. The recovery ranges are intended to reflect inter-laboratory
and inter-instrument variability; thus, they are wider than the +2 SD QC range for one instrument. Always
perform quality control according to good laboratory practice, laboratory director's requirements, and any
regulatory or accreditational requirements.

CONTROL PERFORMANCE INQUIRY

If you experience control recovery problems, please have the following information available when you call
Abbott Customer Service:

Expiration dates, lot numbers and supporting data for control(s) in question.

Previous control lot numbers and data for these previous lots.

Data from current precision study (N=10) using fresh whole blood specimens and performed according
to instrument operator’s manual.

Data from Quality control reports as well as data from your last instrument calibration.

Instrument maintenance history.

BIBLIOGRAPHY
. US Department of Labor, Occupational Safety and Health Administration, 29 CFR Part 1910.1030,
Bloodbome pathogens.

2. US Department of Health and Human Services. Biosafety in Microbiological and Biomedical Laboratories.
5th ed. Washingtion, DC: US Government Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety Manual. 3rd ed. Geneva: World Health Organization;
2004,

4. Clinical and Laboratory Standards Institute. Protection of Laboratory Workers from Occupationally Acquired
Infections; Approved Guideline - Third Edition. CLSI Document M29-A3. CLSI, 940 West Valley Rd., Suite
1400, Wayne, PA 19087, USA, 2005.

5. The Expert Panel in Cytometry on the ICSH, J.M. England, et.al.: Recommended Methods for the Visual
Determination of White Cell and Platelet Counts. World Health Organization, WHO/LAB/88.3, 1988.

6. The Expert Panel in Cytometry on the ICSH, J.M. England, et.al.: Reference Method for the Enumeration of
Erythrocytes and Leucocytes. Clin. Lab. Haemat. 16:131-138, 1994,

7. Reference and Selected Procedures for the Quantitative Determination of Hemoglobin in Blood; Approved
Standard - Third Edition; CLSI Document H15-A3, CLSI, 940 West Valley Rd., Suite 1400, Wayne, PA 19087,
USA, 2000.

8. Procedure for Determining Packed Cell Volume by the Microhematocrit Method; Approved Standard - Third
Edition; CLSI Document H07-A3, CLSI, 940 West Valley Rd., Suite 1400, Wayne, PA 19087, USA, 2000.

9. The Expert Panel in Cytometry on the ICSH, J.M. England, et.al.: The Assignment of Values to Fresh Blood
Used for Calibrating Automated Blood Cell Counters. Clin. Lab. Haemat. 10:203-212, 1987.

10. Validation, Verification, and Quality Assurance of Automated Hematology Analyzers, Approved Standard
- Second Edition; CLSI Document H26-A2, CLSI, 940 West Valley Rd., Suite 1400, Wayne, PA 19087,
USA, 2010.

ORDERING INFORMATION
09H69-01  CELL-DYN 18 Plus Tri-Level Control 12 x 2.5-mL Tubes
09H69-02  CELL-DYN 18 Plus HALF PACK Tri-Level Control 6x2.5-mL Tubes
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VERWENDUNGSZWECK
CELL-DYN 18 Plus Control ist eine getestete Hamatologiekontrolle zur Beurteilung der Genauigkeit und
Prézision von Hamatologiegeréten, die bei der Leukozytendifferenzierung Einsatz finden.

ZUSAMMENFASSUNG UND PRINZIP

Es handelt sich hierbei um ein im Labor etabliertes Verfahren, bei dem stabiles Qualitétskontrollmaterial zur
Uberwachung der Genauigkeit von diagnostischen Tests verwendet wird. Die CELL-DYN 18 Plus Control
besteht aus stabilem Material zur Uberprufung der Richtigkeit und Prazision von Ergebnissen der CELL-DYN
Hamatologiesysteme. Die Kontrolle wird wie eine Patientenprobe gehandhabt und getestet und steht in drei
Konzentrationen, niedrig, normal und hoch, zur Verfiigung.

REAGENZ

Die CELL-DYN 18 Plus Control ist ein In-vitro-Diagnostikum, das einen oder alle der folgenden Bestandteile
enthalten kann: stabilisierte humane oder Saugetier-Erythrozyten, humane, S&ugetier- oder simulierte
Leukozyten und eine Thrombozytenkomponente in einem Konservierungsmittel. Alle zur Herstellung dieses
Produkts verwendeten Humanmaterialien waren nicht reaktiv fiir Hepatitis B-Antigene (HBsAg) und negativ bei
Tests auf Antikdrper gegen HIV (HIV-1/HIV-2) und Hepatitis C (HCV) sowie nicht reaktiv fiir HIV-1 RNA und HCV
RNA gemaB lizensiertem NAT-Nachweis und nicht reaktiv bei serologischen Syphilistests (STS). Dies wurde
mit Hilfe von Methoden getestet, die von der US-amerikanischen Lebens- und Arzneimittelbehérde (Food and
Drug Administration) vorgegeben werden.

VORSICHTSMASSNAHMEN

Zur Verwendung als In-vitro-Diagnostikum

ACHTUNG: Dieses Produkt enthdlt Humanmaterial und/oder potentiell infektiése Komponenten.
A Weitere Informationen entnehmen Sie bitte dem Abschnitt Reagenz in dieser Packungsbeilage.

Keine derzeit bekannte Testmethode kann mit absoluter Sicherheit ausschlieBen, dass
Infektionen durch Humanmaterial oder inaktivierte Mikroorganismen ibertragen werden kdnnen. Daher
gelten alle Humanmaterialien als potentiell infektids. Es wird empfohlen, diese Reagenzien und Humanproben
gemaB den OSHA Standards fiir blutiibertragene Krankheitserreger' zu behandeln. Beim Umgang mit
Materialien, die infektiose Erreger enthalten oder bei denen Verdacht besteht, dass sie infektidse Erreger
enthalten, sollte Biosafety Level 22 sowie weitere angemessene Sicherheitspraktiken fir den Umgang mit
biogeféhrlichen Substanzen®* angewendet werden. Weitere Informationen enthélt die entsprechende
CELL-DYN Bedienungsanleitung.

HINWEISE ZUR VERWENDUNG
Anweisungen zum Mischen und zur Handhabung enthélt das Datenblatt der CELL-DYN 18 Plus Control.

VERFAHREN
Eine detaillierte Beschreibung der Verfahren zur Qualitatskontrolle enthélt die entsprechende CELL-DYN
Bedienungsanleitung.

LAGERUNG UND HALTBARKEIT
10°c Die CELL-DYN 18 Plus Control fest verschlossen und bei 2 bis 10 °C lagern. Die Rohrchen
/ﬂ[ nicht iiberhitzen oder einfrieren. Ungedffnete Réhrchen sind bis zum angegebenen
2° Verfallsdatum haltbar. Bei ordnungsgeméBer Behandlung kénnen gedffnete Réhrchen noch
fir die im Datenblatt angegebene Anzahl an Tagen verwendet werden. Wegen einer mdglichen Schadigung
der Kontrolle unndtiges Abkihlen und Wiedererwérmen, langere Aufbewahrung bei Raumtemperatur und
heftiges Schiltteln vermeiden.

Abweichungen bei den Parametern MCV oder RDW wéhrend der zuléssigen Verwendbarkeitsdauer des
Produkts treten bei Hamatologiekontrollen hufig auf und sind kein Hinweis auf Instabilitét. Die zul&ssigen
Bereiche und Grenzwerte fiir diese Parameter miissen unter Umsténden angepasst werden.

ANZEICHEN EINER QUALITATSMINDERUNG ODER SCHADIGUNG

Die CELL-DYN 18 Plus Control sollte nach dem Mischen frischem Vollblut &hneln. In ungemischten,
gekuhiten Rohrchen kann die tiberstehende Fliissigkeit triib und rétlich erscheinen. Andere Verfarbungen des
Uberstands oder eine ausgepragte Hamolyse kdnnen auf einen Zerfall von Erythrozyten hinweisen. Ebenso
gilt eine Abweichung von den erwarteten Werten als Hinweis auf eine Schédigung des Produkts. Haufige
Ursachen einer Qualitdtsminderung sind unsachgeméBe Handhabung, starkes Abkiihlen und Uberhitzen
sowie Kontaminierung. Abweichende Ergebnisse konnen ebenfalls durch unzureichendes Mischen der
Kontrolle oder einen Fehler des Systems verursacht werden. Das Produkt nicht verwenden, wenn eine
Qualitétsminderung vermutet wird; den Abbott Kundendienst kontaktieren.

Bei Fragen wenden Sie sich bitte an Ihren Abbott Kundendienst.
Kontaktinformationen finden Sie auch unter www.abbottdiagnostics.com.

GRENZEN DES VERFAHRENS

Die oben angegebenen Bestimmungen zur Lagerung und Verwendung des Produkts miissen unbedingt
beachtet werden, um eine optimale Leistung zu gewahrleisten. Dieses Produkt eignet sich nicht fir eine
mikroskopische Leukozytendifferenzierung. Die Werte kénnen nicht auf Systeme tbertragen werden, die nicht
im Datenblatt aufgefihrt sind.

Landerspezifische

Die CELL-DYN Enzymatic Cleaner Concentrate Ldsung griindlich vom Waschblock und/oder der Nadel des
Analysensystems entfernen, bevor die Kontrollprodukte analysiert werden.

ERWARTETE WERTE UND IHRE ABWEICHUNGEN
Die erwarteten Werte sind der Wertetabelle des beigefiigten Datenblatts zu entnehmen. Die Testwerte wurden
durch Mehrfachbestimmungen mit CELL-DYN Systemen ermittelt. Beim zuléssigen Bereich handelt es sich
um eine Schétzung der von Labor zu Labor mdglichen Abweichungen aufgrund von Unterschieden bei
den Reagenzien, der Wartung, der Kalibrierung und der Bedienung. Die Systeme werden folgendermafen
kalibriert:

unter Verwendung von Vollblut gem&B der von CLSI und ICSH empfohlenen manuellen

Referenzmethoden®678910

unter Verwendung eines im Handel erhaltlichen CELL-DYN Kalibrators

unter Verwendung eines ordnungsgemal kalibrierten CELL-DYN Hamatologie-

Analysensystems
LEISTUNGSMERKMALE
Die festgelegten Zielwerte werden durch einen Mittelwert und einen Bereich fiir die Wiederfindung dargestellt.
Die Mittelwerte wurden durch Wiederholungsanalysen mit verschiedenen Geraten bestimmt, die geméaB den
Anweisungen des Herstellers betrieben und gewartet wurden; sie beziehen sich nicht zwangslaufig auf ein
bestimmtes Gerét. Die Bereiche filr die Wiederfindung beriicksichtigen die von Gerét zu Geréat und von Labor
zu Labor méglichen Abweichungen. Daher umfassen sie einen Bereich, der groBer st als der QC-Bereich
von +2 Standardabweichungen fir ein Gerat. Bei der Qualitétskontrolle miissen die Richtlinien der Guten
Laborpraxis, die Vorschriften des jeweiligen Labors sowie entsprechende gesetzliche Vorschriften beachtet
werden.

UBERPRUFUNG DER LEISTUNGSDATEN DER KONTROLLE
Wenn Sie aufgrund von Problemen bei der Wiederfindung der Kontrolle den Abbott Kundendienst
benachrichtigen, bitte die folgenden Informationen bereithalten:

Verfallsdaten, Chargenbezeichnungen und Daten zu der/den betreffenden Kontrolle(n).
Chargenbezeichnungen der vorigen Kontrolle und Daten zu diesen Chargen.
Daten der aktuellen, unter Vierwendung von frischen Vollblutproben und entsprechend den Anweisungen
der Bedienungsanleitung des Systems durchgefiihrten Prézisionsstudie (N = 10).
Daten aus Qualitétskontrollberichten sowie Daten der letzten Systemkalibrierung.
Wartungsprotokoll des Systems.
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BESTELLANGABEN

09H69-01 ~ CELL-DYN 18 Plus Tri-Level Control

09H69-02  CELL-DYN 18 Plus HALF PACK Tri-Level Control

12 x 2,5-ml-Réhrchen
6 x 2,5-ml-Réhrchen
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DOMAINE D’APPLICATION
CELL-DYN 18 Plus Control est un test témoin d'hématologie permettant d'évaluer I'exactitude et la
précision des appareils de mesure hématologique servant a fournir une formule leucocytaire.

RESUME ET EXPLICATION DU TEST

Lutilisation de contrdles de qualité stables pour suivre les performances des tests de diagnostic est une
procédure de laboratoire bien établie. CELL-DYN 18 Plus Control est composé de substances stables
permettant de vérifier 'exactitude et la reproductibilité des résultats hématologiques CELL-DYN. Il est
traité et analysé de la méme fagon que les échantillons de patients et est disponible en trois niveaux, a
savoir un niveau bas, un niveau normal et un niveau haut.

REACTIF

CELL-DYN 18 Plus Control est un produit diagnostique in vifro pouvant contenir f'un au moins des
matériels suivants : globules rouges humains ou de mammiferes stabilisés, globules blancs humains,
de mammiferes ou simulés et un composant plaquettaire dans un milieu de conservation. Tout produit
dorigine humaine utilisé pour fabriquer ce produit s'est montré non réactif pour les antigénes du virus de
Ihépatite B (AgHBS) et négatif aux tests de dépistage d'anticorps anti-VIH (VIH-1/VIH-2) et anti-hépatite C
(VHC), non réactif au dépistage ARN VIH-1 et VHC par TAN sous licence et non réactif au dépistage
sérologique de la syphilis (STS) par les techniques spécifiées par la U.S. Food and Drug Administration.

PRECAUTIONS ET RESTRICTIONS D’EMPLOI

Pour diagnostic in vitro

ATTENTION : Ce produit contient des composants d'origine humaine etlou potentiellement

infectieux. Reportez-vous a la section Réactif de cette notice. Aucune des méthodes d'analyse

actuellement connues ne peut garantir de facon absolue que des produits d'origine humaine
ou provenant de micro-organismes inactivés ne transmettront pas d'infections. Par conséquent, tout matériel
dorigine humaine doit &tre considéré comme potentiellement infectieux. Il est recommandé de manipuler
ces réactifs et échantillons humains conformément a la norme de 'OSHA sur les agents pathogénes dans le
sang'. Des pratiques de biosécurité de niveau 22 ou autres pratiques de biosécurité appropriées®* doivent étre
utilisées pour le matériel qui contient ou peut contenir des agents infectieux. Pour de plus amples informations,
reportez-vous au Manuel Technique CELL-DYN correspondant.

MODE D’EMPLOI
Reportez-vous & la fiche de dosage du CELL-DYN 18 Plus Control pour les instructions
d’homogénéisation et de manipulation.

PROCEDURE
Consultez les procédures relatives au controle de qualité figurant dans le Manuel Technique CELL-DYN
correspondant.

CONDITIONS DE CONSERVATION ET STABILITE
10°c CELL-DYN 18 Plus Control doit étre refermé hermétiquement et conservé & une
/ﬂ/ température comprise entre 2 et 10 °C. N'exposez pas les tubes & une chaleur
2° excessive ou au gel. Les tubes fermés se conservent jusqua la date d'expiration
indiquée. Les tubes ouverts se conservent pendant la durée stipulée sur la fiche de dosage, & condition
détre manipulés correctement : évitez les cycles de réchauffagelrefroidissement superflus, toute
exposition prolongée a température ambiante, ainsi que tout mélange énergique, ces opérations étant
susceptibles d'altérer la qualité du controle.

Il'est possible qu'au cours de la durée de vie des produits, les paramétres MCV ou RDW aient tendance
a dériver, phénoméne inhérent aux produits de contréles hématologiques. Cette caractéristique ne
signale pas une instabilité du produit. Il se peut qu'un ajustement des plages et des limites associées a
ces paramétres soit nécessaire.

INDICATIONS D’ALTERATION

CELL-DYN 18 Plus Control doit, aprés homogénéisation, avoir 'apparence du sang total frais. Dans les
tubes réfrigérés et non mélangés, le sumageant peut apparaitre trouble et rosétre. Toute autre modification
de la couleur de ce sumageant ou toute hémolyse visible peuvent étre le signe dune altération.
Limpossibilité de retrouver les valeurs attendues peut également signaler une altération du produit.
Des manipulations malencontreuses, le gel, une chaleur excessive et la contamination sont des causes
fréquentes d'altération des produits. Un mélange incomplet ou un dysfonctionnement de I'appareil peuvent
également générer des résultats inacceptables. Ne pas utiliser le produit en cas d'altération suspectée ;
contacter le Service Clients Abbott.

Service Clients : Retrouvez le contact de votre Service Clients Abbott sur www.abbottdiagnostics.com.

LIMITES DU PRODUIT

Il est nécessaire de conserver et d'utiliser ce produit conformément aux instructions du présent
document pour obtenir des performances optimales. Ce produit ne convient pas a une analyse manuelle
de la formule leucocytaire. Les valeurs obtenues ne peuvent étre transférées a des systemes non
répertoriés sur la fiche de dosage.

La solution CELL-DYN Enzymatic Cleaner Concentrate doit étre minutieusement éliminée du bloc de
lavage etlou de la sonde de 'analyseur avant de doser des produits de controle.

VALEURS ATTENDUES ET DERIVATIONS CORRESPONDANTES
Pour les résultats escomptés, se reporter au tableau des valeurs surla feuille de dosage incluse. Les valeurs
de dosage sont tirées d'une double analyse effectuée sur des systemes CELL-DYN. La plage moyenne
est une estimation de Iécart inter-laboratoires observé en raison des différences entre les réactifs, de la
maintenance, de Iétalonnage et de la technique d'utilisation. Les systémes sont talonnés comme suit:

en utilisant du sang total conformément aux méthodes de référence manuelles

recommandées par CLSI et ICSH56782.10

en utilisant un étalon CELL-DYN disponible dans le commerce

en utilisant l'analyseur d’hématologie CELL-DYN étalonné de maniére fiable et appropriée
PERFORMANCES
Les valeurs indiquées sont présentées comme étant une moyenne et une plage de limites. Les valeurs
moyennes du dosage sont dérivées d'analyses répétées réalisées sur plusieurs analyseurs manipulés
et entretenus conformément aux instructions du fabricant. Elles ne sont pas nécessairement spécifiques
a un seul analyseur. Les plages de limites doivent refléter les variations existant entre laboratoires et
entre analyseurs. Ainsi, elles sont plus grandes que la plage de CQ ET +2 pour un analyseur. Assurez-
vous de toujours réaliser un contrdle qualité en respectant les bonnes pratiques de laboratoire, les
exigences du responsable de votre laboratoire et toutes exigences relatives & la réglementation ou a
I'accréditation.

ENQUETE SUR LES PERFORMANCES DU CONTROLE
Si vous rencontrez des problémes de limites avec les contrdles, assurez-vous davoir les informations
suivantes a portée de main lorsque vous appelez le Service Clients Abbott:

Dates d’expiration, numéros de lot et données de support pour le(s) contréle(s) en cause.
Numéros de lot des controles précédents et données relatives a ces anciens lots.
Données de I'étude de précision en cours (N=10) utilisant des échantillons de sang total frais
exécutée conformément aux instructions du Manuel Technique de 'analyseur.
Données issues des rapports de controle de qualité, ainsi que les données relatives a la derniére
calibration de votre appareil.
Historique de la maintenance de I'appareil.
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FINALIDAD DE USO
El Control CELL-DYN 18 Plus es un control hematoldgico ensayado para evaluar la exactitud y precisién de
los instrumentos hematoldgicos que miden el diferencial de glébulos blancos.

RESUMEN Y EXPLICACION DEL ENSAYO

El empleo de material de control de calidad estable para monitorizar el funcionamiento de los ensayos de
diagndstico es un procedimiento de laboratorio habitual. EI Control CELL-DYN 18 Plus esta compuesto por
materiales estables que proporcionan un método de comprobacion de la exactitud y de la precision de los
resultados hematoldgicos obtenidos con sistemas CELL-DYN. Se maneja y procesa de igual manera que una
muestra de paciente y esté disponible en tres niveles que representan resultados bajos, normales y altos.

REACTIVO

El Control CELL-DYN 18 Plus es un producto de diagnéstico in vitro que podria contener uno o todos los
componentes siguientes: glébulos rojos estabilizados humanos o de mamiferos, glébulos blancos humanos,
de mamiferos o simulados y un componente de plaquetas en un medio conservante. Todo material de origen
humano empleado en la elaboracion de este producto fue no reactivo para los antigenos de la hepatitis B
(AgHBS); negativo en los exdmenes de anticuerpos contra el VIH (VIH-1/VIH-2) y contra la hepatitis C (VHC);
no reactivo para ARN del VIH-1y ARN del VHC en pruebas de cido nucleico (NAT) con licencia; y no reactivo
en la serologia para sffilis (STS) utilizando técnicas especificadas por la Administracion de Alimentos y
Medicamentos de los EE. UU. (U.S. Food and Drug Administration).

ADVERTENCIAS Y PRECAUCIONES

Para uso diagnéstico in vitro

PRECAUCION: Este producto contiene componentes humanos ylo potencialmente infecciosos.

Consulte la seccién REACTIVO de este prospecto. Por tal motivo, todo material de origen

humano deberd considerarse como potencialmente infeccioso. Estos reactivos y muestras
humanas deben manipularse en seguimiento de la Norma OSHA sobre patégenos de transmisién hematica'.
Para materiales que contengan microorganismos infecciosos (0 se sospechen de contenerlos), se deberd
aplicar el Nivel de Bioseguridad 22 u otras practicas de bioseguridad adecuadas:* Si desea mas informacidn,
consulte el Manual de Operaciones del Sistema CELL-DYN correspondiente.

MODO DE EMPLEO
Para una informacion més detallada sobre cémo mezclar y manejar los controles, consulte la hoja de ensayo
del Control CELL-DYN 18 Plus.

PROCEDIMIENTO
Consulte las informaciones sobre el control de calidad en el Manual de Operaciones del Sistema CELL-DYN
correspondiente.

ALMACENAMIENTO Y ESTABILIDAD
10°C El Control CELL-DYN 18 Plus debe estar bien cerrado y se debe almacenar a una
J/ temperatura entre 2 °C y 10 °C. Procure evitar el sobrecalentamiento y la congelacion
2°c de los tubos. Los tubos cerrados se mantienen estables hasta la fecha de caducidad
indicada. Los tubos abiertos pueden usarse hasta la fecha de caducidad indicada en la hoja de ensayo,
siempre y cuando se manejen correctamente: evite ciclos de calentamiento y refrigerado innecesarios, la
exposicion prolongada a temperatura ambiente o la realizacion de mezclados enérgicos, porque pueden dafiar
el control.

Es posible que durante el periodo de utilizacién del producto los pardmetros MCV o RDW muestren
desviaciones, lo cual es un fenémeno inherente a los productos de control hematolégicos. Esta caracteristica
no indica que el producto se haya vuelto inestable. Puede que sea necesario ajustar los intervalos y limites
para estos parametros.

INDICIOS DE DETERIORO

Después de mezclar los Controles CELL-DYN 18 Plus deberian tener un aspecto parecido a una muestra
de sangre recién recogida. En los tubos no agitados, refrigerados, el liquido sobrenadante puede tener un
aspecto turbio y rojizo. Otros tipos de coloracién del liquido sobrenadante o de hemdlisis marcada pueden
ser indicio de deterioro. La incapacidad de obtener los valores esperados también puede indicar el deterioro
del producto. EI manejo poco cuidadoso, la congelacién, el sobrecalentamiento y la contaminacién son
frecuentemente las causas del deterioro del producto. EI hecho de no haber mezclado bien o los fallos en el
funcionamiento del instrumento pueden también causar resultados inaceptables. Si sospecha deterioro del
producto, no lo utilice; llame al depto. de servicio al cliente de Abbott.

Servicio al Cliente: Pongase en contacto con su representante local o averigiie la informacion de
contacto para su pais en la pagina web www.abhottdiagnostics.com.

LIMITACIONES DEL PRODUCTO

El funcionamiento éptimo de este producto estéd garantizado Gnicamente si se almacena y maneja
debidamente. Este producto no es apropiado para los andlisis manuales de la formula leucocitaria. Los valores
no pueden transferirse a los sistemas que no aparezcan en la hoja de ensayo.

Antes de analizar los productos de control, se debe eliminar completamente la solucion CELL-DYN Enzymatic
Cleaner Concentrate de la Sonda y/o Blogue de Lavado del analizador.

VALORES ESPERADOS Y DERIVACIONES
En la tabla de valores de la hoja adjunta de informacidn del ensayo se encuentran los resultados previstos.
Los valores de ensayo se obtienen de pruebas replicadas en CELL-DYN Systems. El intervalo medio es un
valor aproximado de las variaciones observadas entre laboratorios debidas a diferencias entre reactivos,
mantenimiento, calibracion y técnicas de operacién. La calibracion de los sistemas se realiza de las siguientes
maneras:

Utilizando sangre, seglin los métodos de referencia manuales recomendados por CLSI

e |CSH5‘6,7,&9,10

Utilizando un calibrador CELL-DYN disponible en el mercado

- Utilizando el analizador hematoldgico CELL-DYN apropiado y con calibracion fiable

CARACTERISTICAS DEL FUNCIONAMIENTO
Los valores asignados se presentan como intervalos medios y de recuperacion. Los valores medios del ensayo
proceden de andlisis repetidos en varios instrumentos que funcionan y se mantienen segun las instrucciones
del fabricante. No se aplican necesariamente a un Unico instrumento. Los intervalos de recuperacion reflejan
a variabilidad entre los laboratorios y entre los instrumentos, y por tanto, son més amplios que el intervalo
CC +2 DE para un instrumento. Realice siempre un control de calidad conforme a las buenas précticas del
laboratorio, los requisitos del laboratorio y las entidades gubernamentales.

INFORMACION SOBRE EL RENDIMIENTO DE CONTROLES DE CALIDAD
Si tiene problemas con las valores de un control, le rogamos tenga la siguiente informacion a mano cuando
llame al Centro de Asistencia Técnica de Abbott:
Fechas de caducidad, numeros de lote y datos adicionales sobre el(los) control(es) en cuestion.
Numeros de lote de los controles anteriormente utilizados y datos sobre estos lotes anteriores.
Datos del estudio de imprecision actual (N=10), utilizando muestras recientes de sangre y efectuado
segun las instrucciones del Manual de Operaciones del instrumento.
Datos de los informes de control de calidad y datos de la Gltima calibracion del instrumento.
- Registro de mantenimiento del instrumento.
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INFORMACION RELATIVA A LOS PEDIDOS

09H69-01 CELL-DYN 18 Plus Tri-Level Control 12 tubos de 25 ml
(Control, tres niveles)
09H69-02 CELL-DYN 18 Plus HALF PACK Tri-Level Control 6 ubos de 2,5 ml

(Control, tres niveles, medio envase)
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FINALITA D’USO
CELL-DYN 18 Plus Control & un controllo ematologico di analisi per la valutazione dell'accuratezza e della
precisione di strumenti ematologici che forniscono una formula leucocitaria.

RIASSUNTO E PRINCIPIO

Lutilizzo di materiale di controllo di qualita stabile & una procedura di laboratorio riconosciuta per il
monitoraggio della prestazione dei test diagnostici. CELL-DYN 18 Plus Control & costituito da materiali
stabili che consentono la verifica dell'accuratezza e della precisione dei sistemi ematologici CELL-DYN. Viene
trattato e analizzato in maniera identica ai campioni dei pazienti ed & disponibile a tre concentrazioni che
rappresentano rispettivamente i risultati basso, normale e alto.

REAGENTE

I CELL-DYN 18 Plus Control & un prodotto diagnostico in vitro che pud contenere uno o tutti i seguenti
componenti: eritrociti stabilizzati umani o di mammifero, leucociti umani, di mammifero o analoghi leucocitari
e una componente piastrinica in una soluzione conservante. Tutto il materiale di origine umana usato per la
produzione di questo prodotto & risultato non reattivo per gli antigeni dell'epatite B (HbsAg), negativo ai test per
gli anticorpi per 'HIV (HIV-1/HIV-2) e per I'epatite C (HCV), non reattivo per 'HIV-1 RNA e THCV RNA con test
NAT autorizzati, e non reattivo al test sierologico per la sifilide (STS), eseguito con le metodiche specificate
dalla Food and Drug Administration degli Stati Uniti.

AVVERTENZE E PRECAUZIONI

Per uso diagnostico in vitro

ATTENZIONE: questo prodotto contiene componenti di origine umana elo potenzialmente
infettivi. Consultare la sezione REAGENTE del presente fogliettoillustrativo. Nessuno dei metodi

analitici conosciuti pud garantire in modo assoluto che prodotti di origine umana o derivati da
microrganismi inattivati non possano trasmettere infezioni. Pertanto tutti | materiali di origine umana devono
essere considerati potenzialmente infettivi. Si raccomanda di trattare questi reagenti e i campioni di origine
umana secondo quanto descritto nella pubblicazione OSHA Standard relativa agli agenti patogeni di origine
ematica'. | materiali contenenti o sospettati di contenere agenti infettivi devono essere trattati in accordo
con quanto descritto nella pubblicazione Biosafety Level 22 o altre pratiche di biosicurezza appropriate.®
Per ulteriori informazioni fare riferimento al relativo Manuale d'Impiego CELL-DYN.

ISTRUZIONI PER L'USO
Per le istruzioni relative alla miscelazione e al trattamento fare riferimento alla scheda dati del CELL-DYN 18
Plus Control.

PROCEDURA
Fare riferimento alle procedure peril controllo di qualita riportate nel Manuale d'Impiego del Sistema CELL-DYN.

CONSERVAZIONE E STABILITA
10°c CELL-DYN 18 Plus Control deve essere conservato ermeticamente chiuso a 2-10°C.
Jf Proteggere i contenitori da surriscaldamento e congelamento. Se sigillati, i contenitori
2°c sono stabili fino alla data di scadenza indicata. Una volta aperti, i contenitori possono essere
utilizzati solo per il numero di giomi indicato nella scheda dati del dosaggio a condizione che vengano trattati
in modo corretto: evitare inutili cicli di riscaldamento e raffreddamento, esposizioni prolungate a temperatura
ambiente o eccessive miscelazioni che possono danneggiare il controllo.

E possibile che i valori dei parametri MCV o RDW subiscano variazioni durante il periodo di validita del prodotto,
fenomeno che & proprio dei prodotti di controllo ematologici. Questa caratteristica non indica lnstabilita del
prodotto. Range e limiti di questi parametri possono richiedere un aggiustamento.

INDICAZIONI SUL DETERIORAMENTO

Dopo la miscelazione, il CELL-DYN 18 Plus Control deve apparire simile a sangue intero fresco. Nei
contenitori refrigerati e non miscelati, il liquido sovranatante pud apparire torbido e rossastro. Il liquido
sovranatante meno colorato o con emolisi marcata pud indicare deterioramento. Anche il mancato ottenimento
dei valori previsti puo essere indice di deterioramento del prodotto. Trattamento improprio, congelamento,
surriscaldamento e contaminazione sono frequenti cause di danno al prodotto. Una miscelazione incompleta o
il malfunzionamento dello strumento possono provocare risultati non accettabili. Non usare il prodotto se si
sospetta un possibile deterioramento; contattare il Servizio Clienti Abbott.

Assistenza clienti: contattare il responsabile locale oppure individuare i dati di contatto specifici sul
sito www.abbottdiagnostics.com.

LIMITI DEL PRODOTTO

Per ottenere prestazioni ottimali, il prodotto deve essere conservato e utilizzato come indicato sopra.
II'presente prodotto non ¢ idoneo all'analisi manuale della formula leucocitaria. | valori non sono applicabili a
sistemi non elencati nella scheda dati del dosaggio.

Prima di analizzare i prodotti di controllo, la soluzione CELL-DYN Enzymatic Cleaner Concentrate deve essere
completamente rimossa dal blocco dilavaggio elo dalla sonda dell'analizzatore.

VALORI PREVISTI E LORO DERIVAZIONE
Per i risultati previsti fare riferimento alla tabella dei valori riportata nella scheda dati del dosaggio allegata. |
valori del dosaggio sono stati ottenuti con test ripetuti su sistemi CELL-DYN. Il range medio & una stima della
variazione osservata fra i diversi laboratori dovuta a reagenti, manutenzione, calibrazione e tecniche operative
differenti. | sistemi vengono calibrati come segue:

usando sangue intero come previsto dalle indicazioni CLSI e ICSH per i metodi manuali di

riferimento®678910

usando un calibratore CELL-DYN disponibile in commercio

- usando un analizzatore ematologico CELL-DYN appropriato e correttamente calibrato

CARATTERISTICHE DI PRESTAZIONE
| valori assegnati vengono riportati come media e range di recupero. | valori medi del dosaggio sono stati
ottenuti tramite test ripetuti su diversi strumenti utilizzati e sottoposti a manutenzione seguendo le istruzioni
del produttore e non fanno necessariamente riferimento a un singolo strumento. | range di recupero riflettono
a variabilita tra laboratori e tra strumenti; pertanto sono superiori al range del controllo di qualita di 2 DS per
uno strumento. Eseguire sempre i controll di qualita secondo le buone pratiche di laboratorio e attenendosi ai
requisiti stabiliti dalla direzione del laboratorio e dagli enti regolatori e di accreditamento.

INFORMAZIONI SULLA PRESTAZIONE DEI CONTROLLI
In caso di problemi con il recupero del controllo, tenere a disposizione le seguenti informazioni quando si
chiama il Servizio Clienti:
Le date di scadenza, i numeri di lotto e i dati aggiuntivi per i controlli in questione.
I numeri di lotto dei controlli precedenti e i dati relativi.
| dati aggiornati su studi di precisione (N=10) ottenuti utilizzando campioni di sangue intero fresco ed
esequiti seguendo le istruzioni descritte nel manuale d'impiego dello strumento.
| dati dei rapporti del controllo di qualita e dell'ultima calibrazione dello strumento.
- | dati di manutenzione dello strumento.
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INFORMAZIONI PER L'ORDINE

09H69-01 CELL-DYN 18 Plus Tri-Level Control

09H69-02 CELL-DYN 18 Plus HALF PACK Tri-Level Control

12 provette da 2,5 ml
6 provette da 2,5 ml
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Quality Assurance & Regulatory Affairs
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C€ Registration Certificate

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device
Directive 98/79/EC, Emergo Europe agrees to perform all duties and
responsibilities as the Authorized Representative for

ERMA Inc.
2-31-6 Yushima, Bunkyo-ku
Tokyo, 113-0034
Japan

as stipulated and demanded by the aforementioned Directive. The Dutch
Competent Authorities have received the In Vitro Diagnostic Medical Device
Registrations on the following dates:

21 September 2007
See attached product listing

Emergo Europe Registration Number: NL/CA01/601529

The Manufacturer has provided Emergo Europe with the appropriate
Declaration(s) of Conformity confirming that the In Vitro Diagnostic Medical
Devices fulfill the applicable requirements of Directive 98/79/EC.

25 September 2007

o

Rene van de Zande
President & CEO
Emergo Europe

@
Emergo Europe: Molenstraat 15, 2513 BH, The Hague, The Netherlands

SO 9001:2000

Telephone: +31.70.345.8570 > Fax: +31.70.346.7299 > Online: EmergoEurope.com FS 70660



C ! 2-31-6 Yushima, Bunkyo-ku, Tokyo 113-0034;Japan
- EIQMA INC Phone:81-3-3818-6281 Fax:81-3-3813-7301
L
TOKYO

E-mail address:trade@erma.co.jp

Since 1908

Declaration of Conformity

| Model number
Full Automatic Blood Cell Counter PCE-210N
Full Automatic Blood Cell Counter PCE-210 01-210-2
PARTICLE COUNTER PCE-210N 01-210-3
PARTICLE COUNTER PCE-210 01-210-4
HEMATOLOGY ANALYZER PCE-210N 01-210-5
HEMATOLOGY ANALYZER PCE-210 01-210-6
Fully Automatic Blood Cell Counter PCE-210 01-210-7
MANUFACTURER
Name of com \ . Represe
ERMA INC. 2-31-6 Yushima, Bunkyo-ku, Yutaka Namiki

Tokyo 113-0034, Japan Technical Manager, International Div.

Emergo Europe Molenstraat 15 +31-70-345-8570 Phone
2513 BH, The Hague +31-70-346-7229 Fax
The Netherlands service@emergogroup.com

CONFORM ASSESSMENT
Class: Self-Certify

andards applie
Annex Ill of IVDD 98/79 EC Optional

Council Directive

ERMA INC. declares that the above mentioned products meet the provision of the Council Directive 98/79/EC
for In Vitro Diagnostic Medical Devices.

COMPANY REPRESENTATIVE: Hiroshi Shimosaka
TITLE: President
DATE: 08/24/2007

SIGNATURE: OZ §%ﬁm’é’—— ,Y




AVANTOR

PERFORMANCE MATERIALS

Declaration of CE conformity

Avantor Performance Materials B.V. reg. no. 38013066 who is an established manufacturer of

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at:

Teugseweg 20
7418 AM Deventer
The Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T.Baker® label and have the CE mark on the
label where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive
98/79/EC and the conformity assessment procedure according to Annex lll. The BeneSphera™ 3 Part
Diff Analyzer H32 is in compliance with IEC 61010, Safety Requirements for Electrical Equipment for
Measurement, Control and Laboratory Use.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are subject
to self-registration.

This declaration is valid for all the IVD medical devices described above and which are placed on the

market by ourselves on or after the date hereof and which bear the CE marking.

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager
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AJANTOR

PERFORMANCE MATERIALS

J.T.Baker® product list for CE marked products

Product no. |Pr0duct |Pack size 3416.0500 CyMet Erma 5 OQ ml
3841.1000PE  |CyMet H12 CN Free 1 liter
Hematology Analyzer 3853.1000 CyMet H20 1 liter
2983 BeneSphera™ 3-part Diff 1 unit 3425.0500 CyMet KX CN Free 500 ml
Hematology Analyzer H32 2985.1000PE__|CyMet LH 53 1 liter
Clinical Chemistry Analyzer 3489.1000PE__ |CyMet MBA 1 liter
2946 BeneSphera™ Clinical Chemistry 1 unit 3418.1000PE  |CyMet MD(T) 1 liter
Analyzer C72 2984.1000PE__ |CyMet MD(I) 53 1 liter
Diluents 3488.0500PE  |CyMet MD(II) 500 ml
3961 Diluid 100 Plus 20 liter 3497.0500PE  |CyMet MH CN Free 500 ml
2990.9010PC  |Diluid™ 22 10 liter 3852.1000 CyMet Micro 1 liter
3954 Diluid 590 20 liter 3863.1000 CyMet Micro CN free 1L micros
3969 Diluid 610 20 liter 3441.0500PE  |CyMet Mindray 500 ml
3430.9020 Diluid Abacus 20 liter 3440.0500PE CyMet Mindray CN Free 500 ml
3430.9010 Diluid Abacus 10 liter 3484.1000PE__ |CyMet NR 111 1 liter
3996 Diluid AC 900 20 liter 3486.1000PE  |CyMet NR III CN Free 1 liter
3476.9020PC  |Diluid APR 20 liter 3485.1000PE  |CyMet NR V 1 liter
3957 Diluid Azide free 20 liter 2988.5000PC  |CyMet Ruby CN Free 5 liter
2901.9010PC  |Diluid BS34 10 liter 3480.5000PC  |CyMet SF Baso 5L
3963 Diluid I11 Diff 20 liter 3481.5000PC  |CyMet SF Diff 1 51,
3963.9010 Diluid 111 Diff 10 liter 3482.0500PE  |CyMet SF Diff 2 500 ml
3459.9020 Diluid Erma 20 liter 3775.1000 CyMet ST 1600/2000 1 liter
3419.9020PC  |Diluid M5 20 liter 3759.5000 CyMet ST 1600/2000 CN free 5 liter
3439.9020PC | Diluid Mindray 20 liter 3759.1000 CyMet ST 1600/2000 CN free 1 liter
3483.9020PC  |Diluid NR 20 liter 3788 CyMet STX/STL 1 liter
2987.9020PC Diluid Ruby 20 liter 3475.5000PC LeucoLyse 5 liter
3832.9020 Diluid/Sheath 3200-4000 20 liter 2989.5000PC _ |LeucoLyse Ruby 5 liter
3976 Diluid ST 1600/2000 20 liter 3077 LyzerGlobin™ 500 ml
34959010PC  |Sheath D 10 liter 3769 LyzerGlobin 6x15ml
3471.9020PC  |Sheath Fluid 3000/3500 20 liter 3771 LyzerGlobin PCE 6x 15 ml
Lyses 3513.1000PE  |RBCLyse™ 1 liter
3998 CN-free Lyse Diff AC 900 5 liter 3518G.1000PE |[RBCLyse G 1 liter
3744 CyMet 1000 CN free 5 liter 3514.0500PE | WBCStabilise™ 500 ml
2986.0500PE  |CyMet™ 22 500 ml Reticulocyte Reagents
3469.9010PC  |CyMet 3000 10 liter 3493.1000PE  |RetiClear™ MHG 1 liter
3823.1000 CyMet 3200 CN free 1 liter 3774 RetiCount™ 30 ml
3839.5000PC  |CyMet 3500 5 liter 2953.0210PE  |RetiCount AS 210 ml
3825 CyMet 3500 CN free 5 liter 3777 RetiCount CD 15x3.5ml
3773.5000PC  |CyMet 4500 CN free 5 liter 3494.0200PE  |RetiCount G 200 ml
3975 CyMet 530+ CN free 10 liter Cleaners
3971 CyMet 590 CN free 5 liter 3507.9020 Blanking Solution Hgb 20 liter
3970 CyMet 610 CN free 10 liter 3947 Blanking Solution 1600/2000 20 liter
3977 CyMet 610 CN free 5 liter 3763 DetectoTerge™ 5 liter
3445.1000PE CyMet Abacus Baso 1 liter 3766 DetectoTerge 1 liter
3431.1000 CyMet Abacus CN free 1 liter 2970.0900PE, DetectoTerge BS 900 ml
3444.1000PE CyMet Abacus EO 1 liter 3917 HypoChlorite 5 liter
3479.1000PE  |CyMet APR Baso 11 1 liter 3900 ProCloan™ 5 liter
3417.0500PE CyMet APR CN free 500 ml 3768.1000 ProClean 1L micros
3478.1000PE __ [CyMet APR EO 1 liter 3432.1000PE  |ProClean Abacus 1 liter
2950.2500PE CyMet ASA 2.5 liter 3432.5000 ProClean Abacus 5 liter
2951.0500PE _ |CyMet ASB 500 ml 3902.0100PE  |ProClean CD 100 ml
2952.9010PC__ [CyMet AS CN Free 10 liter 3862.9020PC  [ProClean Extra 20 liter
3755 CyMet Automated 5 liter 3862.5000 ProClean Extra 5 liter
2982.0500PE CyMet BS3 CN free 500 ml 3862.1000 ProClean Extra 1 liter
2902.1000PE ___ |CyMet BS34 CN Free 1 liter 3867.1000PE  |ProClean Extra 1L micros
3968.0500 CyMet 111 Diff 500 ml 3498.1000PE  |ProClean MX5 1 liter
3968 CyMet 111 Diff 1 liter 3901 ProClean Plus 100 ml
3964 CyMet 111 Diff 5 liter 3442.5000PE  |Rinse Mindray 5 liter
3511.1000 CyMet 11 Diff CN free 1 liter
3511.5000 CyMet 111 Diff CN free 5 liter
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PERFORMANCE MATERIALS

Product no. |Product |Pack size
Reagent Packs

2910 |Reagent Pack BS34 |1 pack
Hematology Controls and Calibrators

3427/3428/3429 8-Parameter Control L./ N/H 2.5 ml
3463/3464/3465 8-Parameter Control L./ N/H 2.5 ml
3701/3702/3703 8-Parameter Control L/N/H 4.5 ml
3746 8-Parameter Control L+N+H 3x25ml
3747 8-Parameter Control 4xN 4x25ml
3751 8-Parameter Control 1xL+4xN+1xH 6x2.5ml
3633/3634/3635 8-Parameter Control ext L/N/H 2.5 ml
3433/3434/3435 3-Diff Control L./N/H 2.5 ml
3502/3503/3504 3-Diff Control L./N/H 4.5 ml
3466 3-Diff Control 4xL. 4x2.5ml
3467 3-Diff Control 4xN 4x25ml
3468 3-Diff Control 4xH 4x25ml
3421/3422/3423 3-Diff Control ext L./N/H 2.5 ml
3681/3682/3683 5D Control L/N/H 5.0 ml
3684/3685/3686 ADV-Diff Control L./N/H 3.5 ml
3613/3614/3615 BC-Diff 5 Control L./ N/H 4.5 ml
3940 Cal Set 1 2x25ml
3452/3453/3454 CD-Diff Control L/N/H 3.0 ml
3838 CD-Diff Control 2xL+2xN+2xH 6 x 3.0 ml
3455/3456/3457 K-Diff Control LL/N/H 2.5 ml
3424 Platelet Control Ext. value 5x3ml
3693/3694/3695 SF-Diff Control L/N/H 4.5 ml
3698/3699 WBC reduced RBC Control L/H 3.0 ml
3731/3732/3733 XE-Diff Control LL/N/H 4.5 ml
3652/3653/3654 XE-RET Control L./ N/H 3.0 ml
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AVANTOR

PERFORMANCE MATERIALS

Product no. |Pr0duct Pack size
Stains and Dyes

3800.1000PE Eosin-Y Alcoholic 1 liter
3800.2500PE Eosin-Y Alcoholic 2.5 liter
3800.9200 Eosin-Y Alcoholic 200 liter
3446.1000PE Eosin Y 0.5% Aqueous 1 liter
3446.9200 Eosin Y 0.5% Aqueous 200 liter
3856.0100 Giemsa 0.1 liter
3856.0500 Giemsa 0.5 liter
3856.1000 Giemsa 1 liter
3856.2500 Giemsa 2.5 liter
3856.9180ST Giemsa 180 liter
3870.1000 Hematoxyline (Mayer) 1 liter
3870.2500 Hematoxyline (Mayer) 2.5 liter
3873.1000 Hematoxyline (Harris, Gill II) 1 liter
3873.2500 Hematoxyline (Harris, Gill II) 2.5 liter
3873.9200 Hematoxyline (Harris, Gill II) 200 liter
3879.1000 Leishman 1 liter
3855.0500 May Grinwald 500 ml
3855.1000 May Grunwald 1 liter
3855.2500 May Grunwald 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter
3555.1000PE Papanicolaou Solution 2B 1 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter
3556.1000PE Papanicolaou Solution 3B 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter
3556.9200PE Papanicolaou Solution 3B 200 liter
3876.1000 Shorr 1 liter
3878.1000 Wright 1 liter
Clearing agent

3905.2500PE UltraClear™ 2.5 liter
3905.5000PE UltraClear 5 liter
3905.9010PE UltraClear 10 liter
3905.9200 UltraClear 200 liter
Mounting media

3921.0500 UltraKitt™ 500 ml
3921.0600 UltraKitt 6x 100 ml
3921.9025ST UltraKit 25 liter
3882.0500 Mounting Medium High 500 ml
3883.0500 Mounting Medium Low 500 ml
Fixatives

3933.1000 10% v/v Buffered Formaldehyde 1 liter
3933.5000PC 10% v/v Buffered Formaldehyde 5 liter
3933.9010PE 10% v/v Buffered Formaldehyde 10 liter
3933.9020 10% v/v Buffered Formaldehyde 20 liter
3933.9200 10% v/v Buffered Formaldehyde 200 liter
3880.1000 Bouin’s Fixative 1 liter
3869.1200 Cervix Fixative 12 x 125 ml
3884.9010PC Cytology Fixative LBCM 10 liter
3409.9010 Immuno PBS 20x concentrated 10 liter
3059 PBS, diluting fluid for bloodgrouping |20 liter
3059.9010PC PBS, diluting fluid for bloodgrouping |10 liter
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