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Hemolyzer® 3 NG Reagent Pack

» Product Information <

Product name

Product code

Number of tests

H3-Compact 100

HE3701

100

H3-Compact 500

HE3705

500

» Product Content «

H3-Compact 100|H3-Compact 500
Diluent 1100 mL 3550 mL
Lyse 350 mL 750 mL
Cleaner 400 mL 1150 mL
Instructions for use 1 pc 1pc
QR Code 1 pc 1 pc

» Intended Use and Test Principle ¢

H3-Compact 100 and H3-Compact 500 are dedicated
set of reagents intended to be used with Hemolyzer®
3 NG semi-automated hematology analyzers. The
reagent pack contains the following reagents: Diluent,
Lyse and Cleaner.

Diluent reagent is a buffered, stabilized, and micro-
filtered electrolyte solution for automated dilution of
human blood samples, quantitative and qualitative
determination of red blood cells (RBC), white blood
cells (WBC), white blood cells subpopulations
(lymphocytes  [LYM], mid-size cells [MID],
granulocytes [GRA]), platelets (PLT) and
measurement of hemoglobin (HGB) concentration.

Lyse reagent is a stabilized and micro-filtered lysing
agent for stromatolysis of red blood cells (RBC), for
quantitative determination of white blood cells (WBC),
for WBC 3-part differentiation (lymphocytes [LYM],
mid-size cells [MID], granulocytes [GRA]) and
hemoglobin (HGB) concentration measurement of
human blood.

Cleaner reagent is a buffered, stabilized, and micro-
filtered electrolyte solution used for conditioning and
cleaning of specific tubing sections and chambers.

The reagent is intended for laboratory professional
use as an in vitro diagnostic medical device.

» Reagent Preparation «

The product is ready to use, please follow the
installation procedures of this instructions for use.
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» Warnings and Precautions ¢

¢ Read instructions for use carefully before use.

e The product is environmentally friendly, azide-
free, and does not contain harmful ingredients.
This product is classified as non-hazardous in
compliance with Regulation (EC) No 1272/2008.

¢ Do not use the product beyond the expiry date.

e Do not use the product if the primary package is
damaged or there is visible sign of chemical
deterioration of the liquid inside. In both cases the
product should be replaced.

e Store at the recommended temperature range.

¢ Do not use the product if it has been frozen or kept
at excessive heat. Use the product at room
temperature (18-30°C). If it has been stored below
18°C or above 30°C, leave it at normal room
temperature for 3 hours before use.

e Users are advised to wear approved protective
clothing when handling chemical products: lab
coat, gloves, and eye protection.

e Observe standard laboratory precautions for use
and follow national or local health and safety
guidelines.

e Avoid contact with eyes, skin, and clothing. In case
of contact with eyes or skin, rinse immediately with
plenty of water.

e Please refer to the product’s Safety Data Sheet.

e Please report any serious incident involving the
product to the manufacturer and the competent
local authority.

» Product Composition «

Diluent Lyse Cleaner

Sodium chloride <1.5% - <1.5%
Surfactants - <35% -

Buffers <1.0% <1.0% <1.0%

Stabilizers <0.5% <0.5% <0.5%

Preservatives <0.5% <0.5% <0.5%

lon-free water | >96.5 % >945% >96.5%

» Storage and Shelf Life ¢

Storage conditions: 2-35°C.

Shelf life: 4 years.

Open bottle stability: 6 months.

Expiry date: refer to the product’s labeling.

» Waste Management <

Dispose waste product, unused product, and
contaminated packaging in compliance with local
regulations.
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» Materials Required but not Provided ¢

Hemolyzer® 3 NG hematology analyzer.
Reagent pickup tubes and caps.

Empty waste container.

Control and calibrator materials.

» Reagent Installation Precautions ¢

Person installing the reagent must be trained
laboratory professional.

Always keep the reagent in its original container.
Do not mix the remains of a reagent with another
container.

Use the reagent pickup tubes and caps supplied
with the instrument or remove them from the old
reagent.

Clean the pickup tubes by wiping them from top to
bottom, using lint-free tissue dampened with
distilled water. Avoid any dust or microbial
contamination of the tubing and reagent.

Do NOT place the product above the instrument
or on the ground! Place it on the same level as the
analyzer.

» Connecting the Reagent «

1.

Open the caps of the bottles inside

the reagent pack. Cut the sealing &>
foil using a clean, sharp object and

carefully remove it from the bottles.

Immerse the pickup tube into the reagent and
tighten the cap. Make sure you match the color on
the tube, the cap, and the back of the analyzer with
the correct reagent:

* Diluent — GREEN

= Lyse—-YELLOW

» Cleaner —- WHITE

Make sure the pickup tubes are not bent, broken,
twisted, or blocked.

Connect an empty waste container with RED cap.
Waste container should be placed on the ground.
Turn on the analyzer and wait for the startup
process to finish. Tap and hold any point on the
screen to access the local menu.

Tap the “Read QR” icon. Hold the QR .
code approximately 10 - 15 centimeters .
from the QR/barcode reader or camera. (SRS
Ensure the QR sheet is not curved or bent. In case
the sheet is damaged, use manual data entry.
When the QR code data is entered, the product is
ready to use.

Run a Fast Blank measurement.

» Reagent Replacement «

1.

Turn on the analyzer and wait for the startup
process to finish. Tap and hold any point on the
screen to access the local menu.

Tap the “Reag. Replace” icon. Follow the steps on
the screen, tap “Next” when a step is complete.
The sequence will end with an automated priming
cycle and a Fast Blank measurement. When the
Fast Blank is in range, the analyzer will display the
result and you can use the new reagent.

When a new reagent batch is used, verify
performance with control measurements and
perform calibration if needed.

» Limitations <

The reagent pack is designed to run the number
of tests mentioned in the "Product Information"
section under the following conditions:
= A minimum # of tests are measured daily:
- H3-Compact 100: 3-5 samples per day.
- H3-Compact 500: 15 samples per day.
= Two Fast Blanks are performed daily.
= The analyzer is powered off every day.
= The necessary maintenance actions prompted
by the software are performed.
After the specified number of tests, no new
samples can be measured.
The amount of leftover reagent inside the pack
may vary depending on usage.
Quality control, calibration and patient samples
equally reduce the number of tests available.
Running lower number of daily tests or more Fast
Blank measurements than the conditions listed
above will result in relatively more reagent
consumption and the pack can run out of reagents
before the specified number of tests.
No complaints are accepted regarding leftover
reagents or about the number of tests, if the above
listed conditions are not met.

» Explanation of Symbols <

Catalogue number Batch number

In vitro diagnostic
medical device

g Expiry date
A

Permitted storage

LOT

€
d
o]
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H3-Check

Hemolyzer® 3 NG Control Set

Order information:

Catalog-No. Article name Content
HE3504 H3-Check Complete 6x25mL (L, N, H)
HE3505 H3-Check Normal 6 x 2.5 mL (N)

Intended Use:

H3-Check Control Sets are intended for quality control measurements on the
Analyticon hematology analyzer Hemolyzer® 3 NG (open and closed mode)
(HE3100), and serve to validate the measurement results.

Reagents:
The H3-Check Control Set contains human erythrocytes, simulated leukocytes, and

mammalian platelets suspended in a plasma-like fluid with preservatives. For lot-
specific target values, please refer to the table below.

Warning and Precautions:
For in vitro diagnostic use only.

For trained laboratory professional only.

(é‘* All body fluid samples should be considered potentially infectious
materials. The product was tested negative against anti-HIV 1 and 2, anti-

\% HCV and HBsAg, but since no test method can rule out the danger of

infection with absolute certainty, treat all blood and other potentially

infectious materials with appropriate precautions. Use gloves, masks and gowns if

blood exposure is anticipated.

Exercise the normal precautions required for handling all laboratory reagents.
Disposal of the product should be in accordance with local regulations.

The material safety data sheet contains further safety-related information. It is
available for download from our homepage http://www.analyticon-diagnostics.com.

Storage and Stability:
Unopened tube

Opened tube

Until the expiration date 2
14 days 2-

Store the tubes in upright position. Do not freeze!

Indications of Deterioration:

After mixing, product should be similar in appearance to fresh whole blood. In
unmixed vials, the supernatant may appear cloudy and reddish, which is normal and
does not indicate deterioration. Other discoloration, very dark red supernatant or
unacceptable results may indicate deterioration. Do not use the product if
deterioration is suspected.

Procedure:

1. Allow the tubes to warm to room temperature (15 to 30 °C) for at least 15 minutes.

2. Prior to the first use of the control, make sure to open the cap, and gently tighten
it back ensuring no leaks. Do not overtighten the cap, otherwise you may
experience needle clogs.

3. Invert the tubes for at least 20—30 seconds to mix the control material thoroughly.
The red precipitate at the bottom of the tube has to be completely suspended
and the red color of the fluid needs to be evenly distributed. Tubes stored for a
long time might require longer mixing.

4. Gently invert the tube 8-10 times immediately before sampling and analyze the
sample as instructed in the Quality Control section of the Operator's Manual for
your instrument.

5. Ifthe tube has been open for sampling, clean residual material from the cap and
tube rim with a lint-free tissue after the sampling. Close the cap tightly.

6. Return the tubes to refrigerator (2—-8 °C) within 30 minutes of use.

Results and Expected Values:

Verify that the lot number on the tube matches the lot number on the table of target
values.

Target values are determined on well-maintained, properly calibrated instruments
using the instrument manufacturer's recommended reagents. The “Expected Range”
takes inherent imprecision of the method and expected biological variability of the
control material into account.

Minor variations may derive from different reagent batches, maintenance status,
operating technique, and calibration and might contribute to inter-laboratory variation.

For greater control sensitivity, it is recommended that each laboratory establishes its
own target value and expected range, and periodically re-evaluates the target value.
The expected range of the laboratory may include values outside of the expected
range given by the manufacturer.

FEG Analyticon® Biotechnologies GmbH
Am Mihlenberg 10, 35104 Lichtenfels / Germany

Norma Instruments Zrt.
Papirgyar u. 58-59, 1038 Budapest, Hungary
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Limitations of the Procedure:

The performance of this product is assured only if it is properly stored and handled as
described in this insert. Incomplete mixing of a tube prior to use invalidates both the
sample withdrawn and any remaining material in the tube.

Control vials can be pierced maximum 40 times. After that the rubber part of the cap
has the risk of dropping into the control, causing clogs in the instrument.

(IFUC0004v02) C€



H3-Check

Hemolyzer® 3 NG Control Set

Bestellinformation:

Katalog-Nr. Artikelname Inhalt
HE3504 H3-Check Complete 6 x2,5mL (L, N, H)
HE3505 H3-Check Normal 6 x 2,5 mL (N)

Anwendungszweck:
Die H3-Check Kontrollsets sind fir Qualitatskontrollmessungen an dem Analyticon

Hamatologie Analysegerat Hemolyzer® 3 NG (open und closed mode) (HE3100)
vorgesehen und dienen zur Validierung der Messergebnisse.

Reagenzien:

Das H3-Check Kontrollset enthalt humane Erythrozyten, kinstliche Leukozyten und
Blutplattchen von Saugetieren in einer Plasma-ahnlichen Flussigkeit mit
Konservierungsmitteln. Fir Lot-spezifische Zielwerte, beziehen Sie sich bitte auf die
Tabelle am Ende des Textes.

Warn- und Vorsichtshinweise:
Nur zum Gebrauch als in vitro Diagnostikum.

Anwendung nur durch geschultes Laborpersonal.
k)\ Alle Korperflissigkeiten sollten als potentiell infektioses Material
betrachtet werden. Das Produkt wurde negativ auf anti-HIV 1 und 2, anti-
\_w_, HCV und HBsAg getestet, doch da keine Testmethode das Risiko einer
Infektion mit absoluter Sicherheit ausschlieten kann, behandeln Sie alle
Blutproben und andere potentiell infektidse Materialien mit den entsprechenden
VorsichtsmaRnahmen. Verwenden Sie Handschuhe, Atemschutz und Laborkleidung,
falls der Kontakt mit Blut zu erwarten ist.

Die beim Umgang mit Laborreagenzien tblichen VorsichtsmaRnahmen beachten. Bei
der Entsorgung des Produktes mussen die jeweiligen gesetzlichen Vorschriften
beachtet werden.
Weitere sicherheitsrelevante Informationen sind im Sicherheitsdatenblatt enthalten.
Dieses steht auf unserer Homepage http://www.analyticon-diagnostics.com zum
Download bereit.

Lagerung und Stabilitét:
Ungedffnetes Réhrchen

Bis zum Ende des Haltbarkeitsdatums 2-
Geoffnetes Rohrchen 2

14 Tage
Lagern Sie die Réhrchen in aufrechter Position. Nicht einfrieren!

Anzeichen von Verfall des Produktes:

Nach dem Mischen sollte das Produkt ein @hnliches Aussehen wie frisches Vollblut
aufweisen. In ungemischten Réhrchen kann der Uberstand wolkig rétlich erscheinen,
was normal und kein Zeichen von Verfall ist. Andere Verfarbungen, ein sehr
dunkelroter Uberstand oder unerwartete Ergebnisse kénnen Zeichen von Verfall sein.
Verwenden Sie das Produkt nicht, wenn Sie Verfall vermuten.

Vorgehen:

1. Geben Sie den Réhrchen mindestens 15 Minuten Zeit, um Raumtemperatur (15
bis 30 °C) zu erreichen.

2. Achten Sie darauf, dass die Kappe der Kontrolle vor dem ersten Gebrauch
gedffnet und vorsichtig wieder angezogen wird, um Undichtigkeiten zu
vermeiden. Ziehen Sie die Kappe nicht zu fest an, da es sonst zu Verstopfungen
der Nadel kommen kann.

3. Invertieren Sie die Roéhrchen fir mindestens 20-30 Sekunden, um das
Kontrollmaterial griindlich durchzumischen. Der rote Niederschlag auf dem
Boden der Réhrchen muss vollstandig aufgeldst und die rote Farbe der
Flussigkeit gleichmaRig verteilt sein. Réhrchen, die fir langere Zeit gelagert
wurden, bedirfen eventuell langerem Mischen.

4. Invertieren Sie die Réhrchen kurz vor der Probennahme noch einmal 8-10 Mal.
Messen Sie die Proben wie in dem Kapitel zur Qualitatskontrolle in Ihrem
Geratehandbuch beschrieben.

5. Falls das Réhrchen wahrend der Probenentnahme gedffnet worden ist, reinigen
Sie die Kappe und den Rand des Réhrchens mit einem fusselfreien Tuch, bevor
Sie es wieder fest verschlieRen.

6. Stellen Sie die Réhrchen innerhalb von 30 Minuten wieder kihl (2—-8 °C).

Ergebnisse und Zielwerte:

Stellen Sie sicher, dass die Lot Nummern auf den Réhrchen und der Tabelle mit
Zielwerten Ubereinstimmen. Die Zielwerte wurden auf gut gewarteten, sorgféltig
kalibrierten Analysegeraten mit den vom Hersteller empfohlenen Reagenzien
bestimmt. Der akzeptable Bereich bezieht die inharente Ungenauigkeit der Methode
und die erwartete biologische Variabilitat des Kontrollmaterials mit ein.
Verschiedene Reagenzchargen, Wartungsstatus, Durchfiihrung und Kalibration
kénnen geringe Schwankungen ergeben, die zu Abweichungen zwischen
verschiedenen Laboren beitragen.

Um eine erhéhte Kontrollsensitivitat zu erreichen, wird empfohlen, eigene Sollwerte
und einen akzeptablen Bereich zu bestimmen und diesen regelméaBig zu bestatigen.
Der akzeptable Bereich des einzelnen Labors kann Werte auBerhalb des akzeptablen
Bereiches des Herstellers enthalten.

PEG Analyticon® Biotechnologies GmbH
Am Mihlenberg 10, 35104 Lichtenfels / Germany

Norma Instruments Zrt.
Papirgyar u. 58-59, 1038 Budapest, Hungary
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Einschrinkungen der Anwendung:
Die Leistung dieses Produktes ist bei ordnungsgemafer Lagerung und Handhabung

sichergestellt. Ungenugendes Mischen vor der Verwendung macht die eingesetzte
Probe und das verbliebene Material im Probenréhrchen unbrauchbar.

Der Gummiteil der Kappe des Kontrollréhrchens kann maximal 40 Mal durchstochen
werden. Danach besteht die Gefahr, dass Gummiteile der Kappe in die Kontrolle
fallen und im Anschluss das Gerat verstopfen.

Grau hinterlegte Textpassagen wurden in der letzten Uberarbeitung dieser
Gebrauchsanweisung geéndert.

(IFUC0004v02) C€



H3-Check

Hemolyzer® 3 NG Control Set

Informacién del pedido:

No. de Catalogo Nombre del articulo Contenido
HE3504 H3-Check Complete 6x25mL (L, N, H)
HE3505 H3-Check Normal 6 x 2,5 mL (N)

Uso previsto:

H3-Check Control Sets estan disefiados para las mediciones de control de calidad
en los analizadores hematoldgicos Analyticon Hemolyzer® 3 NG (modo abierto y
cerrado) (HE3100) y se utilizan para validar los resultados de la medicién.

Reactivos:

El H3-Check Control Set contiene eritrocitos humanos, leucocitos simulados y
plaguetas de mamifero suspendidas en un liquido similar al plasma con
conservantes. Para los valores previstos especificos del lote, consulte la tabla
siguiente.

Advertencias y precauciones:
Solamente para uso en diagndstico in vitro.

Sélo para uso del profesional de laboratorio capacitado.
Todas las muestras de fluidos corporales deben considerarse materiales
(véy) potencialmente infecciosos. El producto dio negativo contrael VIH 1y 2,
\_L/ el VHC y el HBsAg, pero como ningin método de prueba puede
descartar el peligro de infeccion con absoluta certeza, trate toda la
sangre y otros materiales potencialmente infecciosos con las precauciones
adecuadas. Use guantes, mascaras y batas si se prevé la exposicién a la sangre.

Siga las precauciones habituales requeridas al manipular todos los reactivos de
laboratorio. La eliminacién del producto debe realizarse de acuerdo con las
normativas locales.

La ficha de datos de seguridad de materia contiene mayor informacion relacionada a
la seguridad. Disponible en nuestro sitio http://www.analyticon-diagnostics.com.

Almacenamiento y estabilidad:
Envase sin abrir Hasta la fecha de vencimiento 2-
Envase abierto 14 dias 2

Guarde los tubos en posicion vertical. {No congelar!

Indicaciones de deterioro:

Después de mezclar, el producto debe tener un aspecto similar al de la sangre entera
fresca. En viales no mezclados, el sobrenadante puede aparecer turbio y rojizo; esto
es normal y no indica deterioro. Otra decoloracion, un sobrenadante de color rojo
muy oscuro o resultados inaceptables pueden indicar deterioro. No utilice el producto
si sospecha que esta deteriorado.

Procedimiento:

1. Dejar que los tubos alcancen la temperatura ambiente (de 15 a 30 ° C) durante
al menos 15 minutos.

2. Asegurese de abrir la tapa del tubo del control antes del primer uso y vuelva a
apretarla suavemente para evitar fugas. No apriete demasiado la tapa, ya que
esto podria bloquear la aguja.

3. Invierta los tubos durante al menos 20-30 segundos para mezclar bien el
material de control. El precipitado rojo en el fondo del tubo tiene que estar
completamente suspendido y el color rojo del fluido tiene que ser distribuido
uniformemente. Los tubos almacenados durante mucho tiempo pueden requerir
una mezcla mas larga.

4. Invierta suavemente el tubo de 8 a 10 veces inmediatamente antes del muestreo
y analice la muestra como se indica en la seccién de Control de Calidad del
Manual del Operador de su instrumento.

5. Sieltubo ha sido abierto para el muestreo, limpie el material residual de la tapa
y el borde del tubo con un pafuelo sin pelusa después del muestreo. Cierre bien
la tapa.

6. Regrese los tubos al refrigerador (2-8 ° C) dentro de los 30 minutos de uso.

Resultados y valores esperados:

Verifique que el numero de lote en el tubo coincida con el nimero de lote en la tabla
de valores objetivo.

Los valores objetivo se determinan en instrumentos bien mantenidos y debidamente
calibrados utilizando los reactivos recomendados por el fabricante del instrumento.
El "Rango esperado" tiene en cuenta la imprecisiéon inherente del método y la
variabilidad bioldgica esperada del material de control.

Las variaciones menores pueden derivarse de diferentes lotes de reactivos, estado
de mantenimiento, técnica operativa y calibracion, y pueden contribuir a la variacion
entre laboratorios.

Para una mayor sensibilidad de control, se recomienda que cada laboratorio
establezca su propio valor objetivo y rango esperado, y que reevalle periédicamente
el valor objetivo. El rango esperado del laboratorio puede incluir valores fuera del
rango esperado dado por el fabricante.

PEG Analyticon® Biotechnologies GmbH
Am Mihlenberg 10, 35104 Lichtenfels / Germany

Norma Instruments Zrt.
Papirgyar u. 58-59, 1038 Budapest, Hungary
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Limitaciones del procedimiento:

El rendimiento de este producto sélo esta garantizado si se almacena y manipula
correctamente tal y como se describe en este prospecto. La mezcla incompleta de
un tubo antes de su uso invalida tanto la muestra extraida como cualquier material
remanente en el tubo.

La parte de goma de la tapa del tubo del control puede perforarse un maximo de 40
veces. Después de esto existe el riesgo de que las partes de goma de la tapa caigan
en el control pudiendo obstruir posteriormente el dispositivo.

Los pasajes de texto con fondo gris se cambiaron en la Ultima revision de este
prospecto.

(IFUC0004v02) C€



H3-Check

Hemolyzer® 3 NG Control Set

WHdopmauus ons 3akasa:

No. no katanory HasBaHue nspenus Copepxumoe
HE3504 H3-Check nonHbin 6 x2,5mn (L, N, H)
HE3505 H3-Check HopmanbHbIi 6 x 2,5 mn (N)

MpeaHa3HayeHHoOe UCNONb30BaHMe:

KoHTponbHble Habopbl H3-Check npegHa3HayeHbl [Ans KOHTpons kayecTBa
M3MEpeHUA Ha remaTonorM4yeckux aHanusaTopax komnaHum  «Analyticon»
Hemolyzer® 3 NG (3akpbiTblil U OTKpbIThIA pexum) (HE3100) u ana Banuaauum
pesynbTaToB UX M3MEPEHWIA.

PeareHTbl:

KoHTponbHbii  Habop H3-Check coctout w©3  3puTpouUMTOB  YenoBeka,
MMWUTMPOBAHHbIX NIEAKOLMTOB 1 TPOMBOLIMTOB MIIEKONMUTAIOLLMX, CyCNEeHANPOBaHHbIX
B CXOAHOWN C NNa3Moii XUAKOCTU C KOHCepBaHTaMW. [N 3a4aHHbIX 3HAYEeHUIA NOTOoB,
noxanymncra, obpaTutech kK Tabnuue Huxe.

MpeaynpexaeHne U Mepbl NPeAOCTOPOXHOCTU:
Tonbko ANst AMarHOCTUKK in vitro.
Tonbko Anst 06y4eHHbIX NabopaTopHbIX CNELUancToB

Bce 06pasupl XuAKOCTEN OpraHvMaMa [OJDKHbl paccMaTpuBaTbCsl Kak
k)\ noTeHUManbHO  MHMEKUMOHHbIE — MaTepuanbl.  Bbinu  nony4eHsb
\'} oTpuuaTenbHble pesynbTaTbl B WUCMbITAHWUAX NpodykTa B OTHOLUEHWMU
aHtT1- HIV 1 n 2, aHTn-HCV 1 HBSAQ, HO, NOCKOMbKY HW OAWH MeTon
TECTUPOBaHWA HE MOXEeT WCKMIYUTb OMnacHOCTb MWHdeKkuun ¢ abconoTHOW
yBEpPEHHOCTbI0, 06pabaTbiBaiiTe BCIO KPOBb M ApYrve NoTeHUManbHO MHAEKLMOHHbIE
mMaTtepuanbl C COOTBETCTBYKOLMMU Mepamyu MpegoCcTOpPOXHOCTU. WMcnonbayiite
nepyaTku, Macku 1 xanaTtbl, ecnv npeanonaraeTcs BO3MOXHOE nonagaHue KpoBu.

Cobntogaiite 06blyYHbIE MEPbI MPEgOCTOPOXHOCTU, Heobxoaumble ans paboTel co
BCEMM  nabopaTopHbiMWM  peareHTamu.  YTunusauus  npogykta  [orbkHa
OCYLLECTBMSATLCS B COOTBETCTBUM C MECTHBLIMMW NpaBunamu.

Macnopt 6esonacHocT maTepuana COAEePXMT AOMOMHUTENbHYI0 MHDopMaumio,
KacatoLytocsi 6esonacHocT. Ee MOXHO 3arpy3uTb C Hallel AOMaLUHEN CTpaHuLbl
http://www.analyticon-diagnostics.com.

XpaHeHue 1 CTabUNbHOCTb:
HeoTkpbiTasi npobupka
OTkpblTasi npobupka

[0 UCTEYEHNs1 CpoKa rOAHOCTU 2
14 pHen 2-

XpaHuTb Npobupku B BEpTUKaNbHOM NonoxeHun. He 3amopaxmvBatb!

Mpu3Haku noBpexaeHUA NpoayKTa :

Mocne cmeluMBaHWs NPOAYKT JOIKEH ObiTb BHELIHE MOXOX HA CBEXYI LENbHYI0
KpOoBb. B HecMmellaHHbIX brnakoHax cynepHaTaHT MOXEeT BbIMsAeTb MyTHbIM U
KpacHOBaTbIM, YTO SIBMSIETC HOPManbHbIM U He YKasblBAET Ha MOBPEXAEHUE .
[pyrvie usmeHeHus UBeTa, 04eHb TEMHO -KpacHbIVi CynepHaTaHT Unu HenpuemnemMble
pesynbTaThl MOMyT yKasblBaTb Ha MoBpexaeHue . He vucnonbayiite nNpoaykT, ecnu
€CTb NOJO3PEHNe Ha ero noBpexaeHue .

Mpoueaypa:

1. [aiite npobupkam corpeTbcs 40 KOMHaTHOM TemnepaTtypsbl (o1 15 00 30 ° C) B
TeyeHune He meHee 15 MUHYT.

2. O6paTuTe BHWMaHWe Ha cnepyloliee, nepes NepBbiM  WUCMOMNb3OBaAHUEM
ybeauTtech, YTO Kpbillka KOHTpons OTKpbiTa U OCTOPOXHO 3aTsHUTE ee Hasag,
4TOGbI M3BexaTb yTeuek. He 3aTsruBaiite KONMavyok CAULLKOM CUIbHO, TaK Kak
3TO MOXET MPUBECTU K 3aCOPEHWI0 UMbl

3. MepeBopaunBainte npobupkn B TeyeHne He meHee 20-30 cekyHA, 4TOObI
NONHOCTbI0 NepemMellaTb KOHTPOMbHbIA MaTepuan. KpacHeli ocagok Ha gHe
NpoBUpKN AOMKEH OblTb MOMHOCTbIO PAcTBOPEH , @ KPacCHbIN LIBET XXWUAKOCTU
[omkeH BblTb paBHOMEpPHO pacnpeaeneH. Mpobupku, xpaHsimecst B Te4eHne
ONWTENbHOrO  BpeMeHW,  MoryT  noTpeGoBaTb  Gonee  AnUTENbHOTO
nepemeLLnBaHusl.

4. OcTtopoxHo nepeBepHuTe npobupky 8-10 pa3 HenocpeACTBEHHO nepeq
oT6opom 06pa3uoB M npoaHanuavpyiTe obpasel, kak ykasaHo B pasgene
«KoHTponb kayecTBa» pykoBoACTBa MO SKCrnyaTaumu Bawero npubopa.

5. Ecnu npobupka oTkpbiTa ans otbopa obpasuoB, To nocne ot6opa obpasuos
yAanute octaTtku Matepuana c KpbILLKU 1 kpasi npobupku 6€3B0pcoBoi TKaHbIo.
3aKpoiTe NNOTHO KPbILLKY.

6. BepHute npobupku B xomoaunbHuk (2-8° C) B TeyeHve 30 MuHyT nocne
MCNONb30BaHUsI.

FE‘ Analyticon® Biotechnologies GmbH
Am Miihlenberg 10, 35104 Lichtenfels / Germany
Am Mionen6epr 10, 35104 INuxteHdensc / Fepmanuns
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Pe3ynbTaThl U oXuaaemble 3HaYEHURA:

Y6epautechb, 4TO HOMEp NnoTa Ha Npobupke COOTBETCTBYET HOMEPY noTa B Tabnuue
3aaHHbIX 3HAYEHWIA.

3apaHHble 3HaYeHWsi onpefensitoTcs Ha npubopax B XOpOLIEeM COCTOSIHWWM, C
COOTBETCTBYIOLUM TEXHUYECKUM OBCNYXMBaHMEM W NPaBUIIbHO OTKaNMBPOBaHHbIX
C UCMONb3oBaHMEM pekoMeHAOBaHHbIX Npou3sBoanTenem peareHToB. «Oxuaaemblii
AMana3oH» YYMTbIBAeT BHYTPEHHIOIO HETOYHOCTb MeToAa U oXugaemyto
6ronornyeckyto M3MEHYMBOCTb KOHTPONBbHOTO MaTepuana.

He3HaunTenbHble OTKMOHEHWS] MOryT OblTb BbI3BaHbl Pa3fMYHBIMU  MaAPTUSMU
peareHTOB, COCTOSIHUEM TEXHWYEeCKoro obCryXuBaHUSA, TEXHUKOW SKcnyaTauun u
KanubpoBKkou, 1 MOryT cnocobcTBoBaTh MexnabopaTopHoOW Bapuaumm.

Ona 6onbluen YYBCTBUTENIbHOCTU KOHTPONA peKoOMeHOyeTCH, 4yTo6bl  Kaxaas
na6opaTopMﬂ yCTaHaBnuBana ceoe cobCcTBEHHOE 3ajaHHOE 3HaYeHVe U OXUaaeMbl
AnanasoH, a Takke nepuoguyeckn NOBTOPHO oOueHMBana 3ajaHHOEe 3Ha4deHue.
Oxunaaemblil AnanasoH KOHKPETHOW na60paTopvw1 MOXET BKNtoyaTh B cebs 3HaueHust
3a npejgenamMmu oxXungaemoro guanasoHa, ykasaHHOro npomssogutenem

OrpaHuyeHus npoueaypbl:

XapakTepuCTUKM 3TOro npofykTa rapaHTUpYHTCs, TOSIbKO €CNM OH MpaBUIIbHO
XpaHuTca u obpabaTbiBaeTcs, Kak onuMcaHo B 3TOM Bknagplwe. HenonHoe
pasmeluMBaHue npobupku nepes WCMOMb3OBaHUEM [enaeT HEeNnpUroaHbiM Ans
UCNonb3oBaHUsA kak oTobpaHHbI obpaseL, Tak 1 Moboit ocTaToYHbI MaTepuan B
npobupke.

KoHTponbHble nakoHbl MOXHO NpPokonoTe Makcumym 40 pas. Mocne cyuiectByet
0MacHOCTb, YTO Pe3MHOBAas YacTb KoMnayka MOXET YNacTb B KOHTPONbHbIN (OIakoH,
4YTO NpuBedeT K 3acopeHuto npubopa.

TekcToBble hparMeHTbl C cepbiM POHOM OblnNK M3MeHEHbI B NOCNeAHen pedakumnm
TOW MHCTPYKLMN.

Norma Instruments Zrt.
Papirgyar u. 58-59, 1038 Budapest, Hungary
Manwvprap ynuua 58-59, 1038 byaanewT, BeHrpus

(IFUC0004v02) Ce€
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Hypochlorite Solution

» Product Information <

Product name | Product code
H3/5-Hypoclean HE3413

» Product Content «

HE3413
H3/5-Hypoclean 5x100 mL
Instructions for Use 1 pc

» Intended Use and Test Principle ¢

H3/5-Hypoclean detergent is a stabilized and micro-
filtered hypochlorite solution for intensive oxidative
rinsing and cleaning of capillaries, tubing, and
chambers of Hemolyzer® semi-automated
hematology analyzers.

The detergent is intended for laboratory professional
use as an in vitro diagnostic medical device.

» Detergent Preparation <

The product is ready to use, please follow the
installation procedures of this instructions for use.

» Product Composition «

H3/5-
Hypoclean
Detergents | <0.1%
Sodium hypochlorite | <5.0 %
Stabilizers | <0.1% {f j‘s”/
Sodium hydroxide | <1.0 %
lon-free water | >93.8 %

» Warnings and Precautions ¢

¢ Read instructions for use carefully before use.

¢ Do not use the product beyond the expiry date.

e Do not use the product if the primary package is
damaged or there is visible sign of chemical
deterioration of the liquid inside. In both cases the
product should be replaced.

o Always keep the detergent in its original container.

e Store at the recommended temperature range.

¢ Do not use the product if it has been frozen or kept
at excessive heat. Use the product at room
temperature (18-30°C). If it has been stored below
18°C or above 30°C, leave it at normal room
temperature for 3 hours before use.

¢ Do not mix the remains of a detergent with another
container.

e Do NOT place the product above the instrument
or on the ground! Place it on the same level as the
analyzer.

e Users are advised to wear approved protective
clothing when handling chemical products: lab
coat, gloves, and eye protection.

e Observe standard laboratory precautions for use
and follow national or local health and safety
guidelines.

e Avoid contact with eyes, skin, and clothing. In case
of contact with eyes or skin, rinse immediately with
plenty of water.

e Please refer to the product’s Safety Data Sheet.

e Please report any serious incident involving the
product to the manufacturer and the competent
local authority.

» Storage and Shelf Life «

Storage conditions: 2-35°C.

Shelf life: 2 years.

Open bottle stability: 6 months.

Expiry date: refer to the product’s labeling.

» Waste Management ¢

Dispose waste product, unused product, and
contaminated packaging in compliance with local
regulations.

Norma Instruments Zrt.
Papirgyar u. 58-59, 1038 Budapest, Hungary IVD
www.normadiagnostika.com
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» How to Use: Hemolyzer® 3 NG « » Explanation of Symbols ¢

Materials required but not provided

Catalogue number Batch number

e Hemolyzer® 3 NG hematology analyzer.

o Empty cleaning tube. Expiry date Inrr:/été?cg;a:jger:/?sgc

Cleaning procedure Permitted storage

CE mark
temperature

The detergent is used to perform weekly maintenance
procedures on the Hemolyzer® 3 NG hematology

See the instructions | | |I
analyzer, such as closed sampling

Manufacturer
for use

Corrosion — causes
severe skin burns CONT Content

cleaning, open sampling cleaning, rinsing
BSE
= and eye damage.

and RBC cleaning. When cleaning is

required, the calendar icon will appear on the screen.

LB~ nF

Date of manufacture Fﬁfg Distributor

To perform these regular cleaning procedures, tap on

»Management« in the main menu, then go to the
“Cleaning” submenu. Please follow the instructions
on the analyzer. The software guides you through the
cleaning processes.

» How to Use: Hemolyzer® 5 NG ¢
Materials required but not provided

e Hemolyzer® 5 NG hematology analyzer.
e Reagent pickup tubes and caps.

Detergent installation precautions

e Person installing the detergent must be trained
laboratory professional.

e Use the reagent pickup tubes and caps supplied
with the instrument.

e Clean the pickup tubes by wiping them from top to
bottom, using lint-free tissue dampened with
distiled water. Avoid any dust or microbial
contamination of the tubing and detergent.

Cleaning procedure

The detergent is used to perform RBC Hard Clean
cleaning procedure on the Hemolyzer® 5 NG
hematology analyzers. Performing the cleaning is
recommended if the analyzer reports 5 consecutive
samples with Contamination flag.

To perform RBC Hard Clean, tap on »Management«
in the main menu, then go to the “Cleaning” submenu.
There are two different cleaning options to choose
from depending on which reagent pickup tube set is
in use:

e Cleaning with old tubing set — without Quick Lock
¢ Cleaning with new tubing set — with Quick Lock

Please follow the instructions on the analyzer. The
software guides you through the cleaning processes.

Norma Instruments Zrt. < Analyticon Biotechnologies GmbH IFUD0006
Papirgyar u. 58-59, 1038 Budapest, Hungary IVD %Og Am Muehlenberg 10 Version: 01
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