AR BEcKMAN C02724-AB
U COULTER
ACCESS and ELISA Immunoassay

Systems
TABLE OF CONTENTS
English . . . . o e e s s e e 2
Frangais. . . . . . . L L e e e e e e 5
Deutsch . . . . . . o L e e e s s s 8
Italiano . . . . . L e e e s e 12
Espafiol . . . . . L L e e e e e 15
Portugués (Portugal) . . . . . . . . . e e e e 18
Dansk. . . . . L e e s e s e 21
Svenska. . . .. L L e e e s e e 24
NOISK . . . . o e e e s e e s e 27
EANVIKA . . L o e e s e e s e s s 30
BARTE . . 33
ST ZH-CH . . . . e 36
LietuviSkai . . . . . . . L e e e s e e s 38
Magyar . . . . e e s s s e e 41
Polski. . . . . . e 44
CeStina . . . . . L L e e e e e e s s 47
BE0] 50
TUrKGE . . . o e e e s s e 53
Pycckum . . . . . L e e e e e e 56
Hrvatski . . . . . L e e e 60
BbnrapCKuM. . . . . L e e e e e e e s e s s 63
IS ZH-TW L L o 66
ROmMAaNa. . . . . . e s e s e s 68
CpoMja . . . . L e e s s s 71
Portugués (Brasil) . . . . . . . L Lo e e e 74

© Beckman Coulter, Inc. All rights reserved.



Glossary of Symbols
ACCESS and ELISA Immunoassay

Systems

The following symbols may be used in the labeling of Beckman Coulter Access Immunoassay and Manual

Immunoassay products.

Symbols Key

LOT]

Batch Code: Indicates the date
when the medical device was
manufactured. (ISO 15223-1:2012,"
Ref. no. 5.1.5)

*2-10°C after opening.

2-10°C after opening

rd

Use-by date: Indicates the date after
which the medical device is not to be
used. (ISO 15223-1:2012," Ref. no.
5.1.4)

*-20°C after reconstitution

-20°C after reconstitution

Biological risks: Indicates that

*STD B-G, CONTROL

STD B-G, Control I-ll: See IFU for

manufacturer's catalogue number
so that the medical device can be
identified. (ISO 15223-1:2012," Ref.
no. 5.1.6)

there are potential biological risks I-lI: See IFU. additional storage information.
associated with the medical device.
(1ISO 15223-1:2012," Ref. no. 5.4.1)

Catalogue number: Indicates the Contains 2 Reagent Packs

=

Consult instructions for use: Indicates
the need for the user to consult

A
"‘

Tamper proof seal
Lift and tear

tests that can be performed with the
IVD kit reagents. (ISO 15223-1:2012,"
Ref. no. 5.5.5)

techdocs.beckmancoulter.com the instructions for use. (ISO | W Pull up SpOUt
15223-1:2012," Ref. no. 5.4.3)
W Contains sufficient for <n> tests: N\ Recycle logo PAP, corrugated board
Indicates the total number of IVD &
PAP

Do not re-use: Indicates a medical
device that is intended for one
use, or for use on a single patient
during a single procedure. (ISO
15223-1:2012," Ref. no. 5.4.2)

Stacking limit by number: Indicates
that the items shall not be vertically
stacked beyond the specified number.
(ISO 7000:2014,* Ref. no. 2403)

Mean: Indicates the quantitative
measure of central tendency of a set
of replicate measurements.

Reagent kit

Standard Deviation: Indicates the
quantitative measure of the random
dispersion of a set of replicate
measurements.

Quality Control kit

Do not use if package is damaged:
Indicates a medical device that
should not be used if the package
has been damaged or opened. (ISO
15223-1:2012," Ref. no. 5.2.8)

Calibrator kit

For IVD performance evalution

only: Indicates an IVD device

that is intended to be used only

for evaluating its performance
characteristics before it is placed on
the market of medical diagnostic use.
(ISO 15223-1:2012," Ref. no. 5.5.6)

00000

Thaw samples no more than 5 times

Fragile, handle with care: Indicates
a medical device that can be broken
or damaged if not handled carefully.
(1ISO 15223-1:2012," Ref. no. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Open Immediately

/,
<

)

S
N

Keep away from sunlight: Indicates
a medical device that needs
protection from light sources. (ISO
15223-1:2012," Ref. no. 5.3.2)

CAUTION:
HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.

FOR USEAS HIGHAS 275°F (135°C)

Caution: Hazardous contaminated

materials must be autoclaved prior
to disposal. Do not seal bag tightly
during autoclaving. For use as high
as 275°F (135°C).

Keep dry: Indicates a medical device
that needs to be protected from
moisture. (ISO 15223-1:2012," Ref.
no. 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Temperature Indicator Patch

C02724-AB
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Temperature limit: Indicates the

Coated Microtitration Plate (strips)

To indicate the correct upright
position. (ISO 7000: 2014,* Ref. no.

JH( temperature limits to which the
medical device can be safely
exposed. (ISO 15223-1:2012," Ref.
no. 5.3.7)
% Upper Limit of temperature: Indicates Tracer
the upper temperature limits to which
the medical device can be safely
exposed. (ISO 15223-1:2012," Ref
no. 5.3.6)
Lower limit of temperature: Indicates Assay Buffer
JE the lower temperature limits to which BUF [ASSAY]
the medical device can be safely
exposed. (ISO 15223-1:2012," Ref.
no. 5.3.5)
N Manufacturer: Indicates the medical Buffer
device manufacturer as defined in EU
Directives 90/385/EEC, 93/42/EEC
and 98/79/EC. (ISO 15223-1:2012,"
Ref. no. 5.1.1)
oM c?:tf \:\)’L gﬁna?huefarﬁt:éﬁ;:a:ndde“\:/iaézs ths ESIE Biotin Conjugate Concentrate
manufactured. (ISO 15223-1:2012,"
Ref. no. 5.1.3)
BE éﬂﬁgggﬁd égr;:]rriiiri]tt;ti\llﬁdiiz atthees EioTCon Biotin Conjugate - Ready to use
the Authorized representative in
the European Community. (ISO
15223-1:2012," Ref. no. 5.1.2)
Caution: Indicates the need for the Calibrator
A user to consult the instructions for use
for important cautionary information
such as warnings and precautions
that cannot, for a variety of reasons,
be presented on the medical device
itself. (ISO 15223-1:2012," Ref. no.
54.4)
Positive Control: Indicates a control Calibrator Card
material that is intended to verify the
results in the expected positive range.
(ISO 15223-1:2012," Ref. no. 5.5.4)
Negative Control: Indicates a control Conjugate Concentrate
[CONTROL -] material that is intended to verify
the results in the expected negative
range. (ISO 15223-1:2012," Ref. no.
5.5.3)
In Vitro diagnostic medical device: Conjugate Diluent
Indicates a medical device that is
intended to be used as an in vitro
diagnostic medical device. (ISO
15223-1:2012," Ref. no. 5.5.1)
European Conformity: The CE Control
c € conformity marking. (IVDD 98/79/EC,
Annex X)?
Biological hazard, warning: Take For Investigational Use Only. The
& care to avoid exposure to a biological performance characteristics of this
hazard. (ISO 7010-W009:2011)® product have not been established.
To be used by qualified investigators
only.
Biohazard warning Laboratory Use Only
Bend Knees to Lift Value Card
@ Prevent Back Injury Reconstitution Buffer
Recyclable: To indicate that the [REAGENT PACK] Reagent Pack
@ marked item or its material is part of
%8 a recovery or recycling process. (ISO
7000: 2014,* Ref. no. 1135)
TT This way up: On transport packaging. Sample Buffer A

0623)
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CONTENTS Contents Sample Buffer B
Danger Sample Diluent
Identifies the lot number that will be Oxidation Solution

printed on reports when an alternate

calibration is used.
e e ot

Immunoassay Systems.

See Cal/Ctrl Value Card See Calibrator/Control Value Card TVE TMB Chromogen Solution
IMade in USA of US and Foreign Componentsl Made in USA of US and Foreign STD Standard
Components
Country of Origin Standard A/ Sample Diluent
[RUQ| For Research Use Only. Not for use [STRER] Streptavidin-Enzyme Conjugate -
in diagnostic procedures. STREP | ZON Ready to Use
Safety Data Sheet Wash Concentrate B
Warning WASHCONC]T] Wash Concentrate |
‘ Front
FRONT]

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices
3. 1ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs
4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols
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Glossaire des symboles
ACCESS et ELISA Immunoassay Systems

Les symboles suivants sont susceptibles d’étre utilisés dans I’étiquetage des produits et manuels des systémes
d’immunodosage Access de Beckman Coulter.

Légende des symboles

LOT]

Code de lot : Indique le code de lot
d’un fabricant de maniére que ledit
lot puisse étre formellement identifié.
(ISO 15223-1:2012," n° réf. 5.1.5)

*2-10°C after opening.

2-10 °C apres ouverture

rd

Date de péremption : Indique la
date aprés laquelle le dispositif
médical ne doit pas étre utilisé. (ISO
15223-1:2012," n° réf. 5.1.4)

*-20°C after reconstitution

-20 °C apreés reconstitution

Risques biologiques : Indique qu’il y

*STD B-G, CONTROL

Standard B-G, Contréle I-II : voir le

numéro de catalogue du fabricant afin
que le dispositif médical puisse étre
identifié. (1SO 15223-1:2012," n° réf.
5.1.6)

a des risques biologiques potentiels I-I: See IFU. mode d’emploi pour des informations
associés au dispositif médical. (ISO complémentaires sur le stockage.
15223-1:2012," n° réf. 5.4.1)

Référence catalogue : Indique le Contient 2 packs de réactifs

=

techdocs.beckmancoulter.com

Consulter le mode d’emploi : Indique
la nécessité pour I'utilisateur de
consulter le mode d’emploi. (ISO

B
“‘

Sceau de sécurité
Soulever et déchirer
Bec verseur a tirer

tests IVD pouvant étre effectués
avec le coffret de réactifs IVD. (ISO
15223-1:2012," n° réf. 5.5.5)

A—
15223-1:2012," n° réf. 5.4.3)
W Contenance suffisante pour <n> N\ Logo de recyclage PAP, carton ondulé
tests : Indique le nombre total de [
PAP

Ne pas rédutiliser : Indique un
dispositif médical qui est destiné a
une utilisation unique, ou pour une
utilisation sur un seul patient au
cours d'une seule procédure. (ISO
15223-1:2012," n° réf. 5.4.2)

mEx]

Limite d’empilement selon le nombre :
indique que les éléments ne doivent
pas étre verticalement empilés
au-dela d’un certain nombre. (ISO
7000:2014,* n° réf. 2403)

Moyenne : indique la mesure

Coffret de réactifs

quantitative de la dispersion
aléatoire d’'un ensemble de mesures
dupliquées.

< 575
X quantitative de la tendance =
centrale d’'un ensemble de mesures
dupliquées.
o Ecart-type : indique la mesure Kit de contréle de qualité

Ne pas utiliser si 'emballage

est endommageé : Indique un
dispositif médical qu’il n’est pas
recommandé d'utiliser si 'emballage
a été endommagé ou ouvert. (ISO
15223-1:2012," n° réf. 5.2.8)

ot

Kit de calibrateur

Réservé a I'évaluation de la
performance du diagnostic in vitro
(IVD) : Indique un dispositif IVD
destiné a n’étre utilisé que pour
évaluer ses caractéristiques de
performance avant d’étre mis sur

le marché des dispositifs médicaux
utilisés a des fins de diagnostic. (ISO
15223-1:2012," n° réf. 5.5.6)

00000

Ne pas décongeler pas les
échantillons plus de 5 fois

Fragile, manipuler avec précautions :
Indique un dispositif médical qui peut
étre cassé ou endommagé, s'il n’est
pas manipulé avec précaution. (ISO
15223-1:2012," n° réf. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Ouvrir immédiatement

!
S

S
i

)

Conserver a I'abri de la lumiére du
soleil : Indique un dispositif médical
qui doit étre protégé des sources de
lumiére. (ISO 15223-1:2012," n° réf.
5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USEAS HIGHAS 275°F (135°C)

Attention : les matériaux dangereux
contaminés doivent étre autoclavés
avant leur élimination. Ne pas
fermer le sac de maniere hermétique
pendant 'autoclave. Utilisation
possible jusqu’a 275 °F (135 °C).

C02724-AB
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Conserver au sec : Indique un
dispositif médical qui doit étre protégé
de I'humidité. (1ISO 15223-1:2012," n°
réf. 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Patch d’indicateur de température

Limites de température : Indique les
limites de température auxquelles le
dispositif médical peut étre exposé en
toute sécurité. (ISO 15223-1:2012,"
n° réf. 5.3.7)

Plague de microtitration enduite
(bandelettes)

Limite supérieure de température :
Indique les limites supérieures de
température auxquelles le dispositif
médical peut étre exposé en toute
sécurité. (1ISO 15223-1:2012," n° réf.
5.3.6)

Traceur

Limite inférieure de température :
Indique les limites inférieures de
température auxquelles le dispositif
médical peut étre exposé en toute
sécurité. (1ISO 15223-1:2012," n° réf.
5.3.5)

[BUFJASSAY|

Tampon pour le dosage

Fabricant : Indique le fabricant du
dispositif médical, tel que défini
dans les Directives européennes
90/385CEE, 93/42CEE et 98/79/CE.
(1ISO 15223-1:2012,' n° réf. 5.1.1)

Tampon

Date de fabrication : Indique la date

a laquelle le dispositif médical a été

fabriqué. (1ISO 15223-1:2012," n° réf.
5.1.3)

[BIO[CONJ [CONC

Concentré de conjugué biotine

Représentant autorisé dans I'Union
européenne : Indique le représentant
autorisé dans I'Union européenne.
(ISO 15223-1:2012," n° réf. 5.1.2)

[BIO[CONJ

Conjugué biotine - prét a 'emploi

Attention : Indique la nécessité pour
I'utilisateur de consulter le mode
d’emploi pour des informations

de mise en garde importantes

telles que les avertissements et les
précautions qui ne peuvent pas, pour
diverses raisons, étre présentés sur
le dispositif médical lui-méme. (ISO
15223-1:2012," n° réf. 5.4.4)

Calibrateur

Controle positif : Indique un matériau
de controle (témoin) utilisé pour
vérifier que les résultats se situent
dans lintervalle positif escompté.
(1ISO 15223-1:2012,' n° réf. 5.5.4)

Carte calibrateur

CONTROL -]

Contréle négatif : Indique un matériau
de contrdle (témoin) utilisé pour
vérifier que les résultats se situent
dans l'intervalle négatif escompté.
(ISO 15223-1:2012," n° réf. 5.5.3)

CONJ[CONC

Conjugué concentré

Dispositif médical de diagnostic in
vitro : Indique un dispositif médical
destiné a étre utilisé pour le diagnostic
in vitro. (ISO 15223-1:2012," n° réf.
5.5.1)

Diluant pour le conjugué

Conformité européenne : Le
marquage « CE » de conformité.
(IVDD 98/79/CE, Annexe X)?

Controle

Risque biologique, avertissement :
Prendre des précautions pour éviter
toute exposition a un agent biologique
dangereux. (ISO 7010-W009:2011)?

Réservé a un usage expérimental.
Les caractéristiques de performances
de ce produit n‘ont pas été
déterminées. Utilisation réservée a
des chercheurs qualifiés.

Avertissement de danger biologique

Pour usage exclusif en laboratoire

Plier les genoux avant de soulever

QC VALUE CARD

Carte des valeurs

Eviter les blessures au dos

Tampon pour reconstitution

C02724-AB
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Recyclable : Indique que I'objet Pack de réactifs
marqué ou les matériaux qui le
constituent sont issus d’un processus
de récupération ou de recyclage.
(1ISO 7000:2014,* n° réf. 1135)

Vers le haut : Sur 'emballage de Tampon A pour échantillon
transport. Indique la position verticale
correcte. (ISO 7000:2014,* n° réf.

REAGENT PACK

= | 25

0623)
CONTENTS Contenu Tampon B pour échantillon
Danger Diluant d'échantillons
BIL
Indique le numéro de lot qui sera Solution oxydante

imprimé sur les rapports lorsqu’une
autre calibration sera utilisée.
Nom du test abrégé (2-8 Solution d'arrét
[Test Name | N e . . [SOLN]STOP]
[Test Name ] caracteres) utilisé sur les systémes
d’'immunodosage Access.

See Cal/Ctrl Value Card Voir le cajlibrateur/la carte des valeurs VB Solution chromogéne TMB
de contréle
[Wade in USA of US and Foreign Components| Fabriqué aux Etats-Unis & partir de S5 Etalon
composants ameéricains et étrangers
Pays d’origine Norme A/Diluant pour échantillon

Pour la reche'rche. Nt_a pas u?iliser SoNT Qonjugué streptavidine-enzyme - prét
pour les procédures diagnostiques. a I'emploi

Fiche technique santé-sécurité Concentré de lavage B

Avertissement [WASHCORETT] Concentré de lavage |

‘ Avant
FRONT]

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (ISO 15223-1:2012, Dispositifs médicaux — Symboles a utiliser avec les étiquettes, I'étiquetage et les informations a fournir relatifs aux
dispositifs médicaux — Partie 1 : Exigences générales)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (DIRECTIVE
98/79/CE DU PARLEMENT EUROPEEN ET DU CONSEIL du 27 octobre 1998 relative aux dispositifs médicaux de diagnostic in vitro)

3. 1SO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011, Symboles graphiques — Couleurs de
sécurité et signaux de sécurité — Signaux de sécurité enregistrés)

4. ISO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000: 2014, Symboles graphiques utilisables sur le matériel —
Symboles enregistrés)
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Glossar der Symbole
ACCESS und ELISA Immunoassay

Systems

Die folgenden Symbole kénnen bei der Etikettierung von Access-Immunassay und manuellen
Immunassay-Produkten von Beckman Coulter verwendet werden.

Liste der Symbole

LOT]

Chargennummer: Hinweis auf die
Chargennummer des Herstellers
zur Identifizierung der Charge bzw.
des Loses. (ISO 15223-1:2012,"
Referenznummer 5.1.5)

*2-10°C after opening.

2-10 °C nach dem Offnen

Haltbarkeitsdatum: Hinweis auf das
Datum, nach dem das medizinische
Geréat nicht mehr verwendet
werden darf. (ISO 15223-1:2012,"
Referenznummer 5.1.4)

*-20°C after reconstitution

—20 °C nach Rekonstitution

Biologisches Risiko: Hinweis

*STD B-G, CONTROL

STD B-G, Kontrolle I-II: Weitere

auf potenzielle biologische 1-I: See IFU. Informationen zur Lagerung finden
Risiken in Zusammenhang mit Sie in der Gebrauchsanweisung.
dem medizinischen Gerat. (ISO
15223-1:2012," Referenznummer
5.4.1)

Katalognummer: Hinweis auf die Enthalt 2 Reagenzpackungen

Katalognummer des Herstellers zur
Identifikation des medizinischen
Gerats. (ISO 15223-1:2012,"
Referenznummer 5.1.6)

Gebrauchsanweisung beachten:
Hinweis fiir den Benutzer, dass

A
“‘

Originalitatssiegel
Anheben und ziehen

techdocs. beckmancoulter.com die Gebrauchsanweisung beachtet ) Ausziehtille
werden muss. (ISO 15223-1:2012,"
Referenznummer 5.4.3)
W Ausreichende Menge fiir <n> Tests: N\ Recycling-Symbol PAP, Wellpappe
Hinweis auf die Gesamtanzahl {20
an IVD-Tests, die mit den PAP

IVD-Kit-Reagenzien durchgefihrt
werden kdnnen. (ISO 15223-1:2012,"
Referenznummer 5.5.5)

Nicht wiederverwenden: Hinweis
auf ein medizinisches Gerat, das
zum Einmalgebrauch oder zur
Verwendung flr einen einzelnen
Patienten in einem einzelnen
Verfahren bestimmt ist. (ISO
15223-1:2012," Referenznummer
5.4.2)

mEx]

Stapelgrenze nach Zahl: Gibt an,
dass die Elemente nicht lber die
angegebene Zahl hinaus vertikal
aufeinander gestapelt werden sollten.
(1ISO 7000:2014,* Referenznummer
2403)

i

Mittelwert: Gibt die quantitative
Messung der zentralen Tendenz fir
ein Set Wiederholungsmessungen
an.

Reagenzkit

Standardabweichung: Gibt

die quantitative Messung der
beliebigen Dispersion fiir ein Set
Wiederholungsmessungen an.

Kit fir Qualitatskontrolle

Bei beschadigter Verpackung

nicht verwenden: Hinweis auf ein
medizinisches Gerat, das nicht
verwendet werden darf, wenn

die Verpackung beschadigt oder
gedffnet wurde. (ISO 15223-1:2012,"
Referenznummer 5.2.8)

Kalibratorkit

Nur zur IVD-Leistungsbewertung:
Hinweis auf ein IVD-Geréat, das nur zur
Bewertung der Leistungsmerkmale
bestimmt ist, bevor es zur
medizinischen Diagnose vertrieben
werden kann. (ISO 15223-1:2012,"
Referenznummer 5.5.6)

00000

Proben nicht mehr als 5 Mal auftauen

C02724-AB
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Zerbrechlich, mit Vorsicht handhaben:
Hinweis auf ein medizinisches Gerat,
dass beschadigt werden kann, wenn
es nicht vorsichtig gehandhabt

wird. (ISO 15223-1:2012,"
Referenznummer 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Sofort 6ffnen

Vor Sonnenlicht schiitzen: Hinweis
auf ein medizinisches Gerat, dass
vor Sonneneinstrahlung geschitzt
werden muss. (ISO 15223-1:2012,"
Referenznummer 5.3.2)

CAUTION:
HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.

FOR USE AS HIGH AS 275°F (135°C)

Vorsicht: Gefahrliche, kontaminierte
Materialien missen vor der
Entsorgung autoklaviert werden. Den
Beutel wahrend des Autoklavierens
nicht fest verschlieRen. Zur
Verwendung bei hohen Temperaturen
wie 275 °F (135 °C).

Trocken aufbewahren: Hinweis auf
ein medizinisches Geréat, dass vor
Nasse geschutzt werden muss. (ISO
15223-1:2012," Referenznummer
5.3.4)

[TEMPERATURE INDICATOR PATCH]|

Temperaturaufkleber

Temperaturbegrenzung: Hinweis
auf eine Temperaturbegrenzung,
innerhalb der das medizinische
Gerat ohne Bedenken verwendet
werden kann. (ISO 15223-1:2012,"
Referenznummer 5.3.7)

Beschichtete Mikrotiterplatte
(Streifen)

Temperaturobergrenze: Hinweis
auf eine Temperaturobergrenze, bis
zu der das Gerat ohne Bedenken
verwendet werden kann. (ISO
15223-1:2012," Referenznummer
5.3.6)

Tracer

Temperaturuntergrenze: Hinweis
auf eine Temperaturuntergrenze, bis
zu der das Gerat ohne Bedenken
verwendet werden kann. (ISO
15223-1:2012," Referenznummer
5.3.5)

BUF |ASSAY

Assay-Puffer

Hersteller: Hinweis auf den Hersteller
des medizinischen Gerats nach

den EU-Richtlinien 90/385/EWG,
93/42/EWG und 98/79/EG. (ISO
15223-1:2012," Referenznummer
5.1.1)

Puffer

Herstellungsdatum: Hinweis
auf das Herstellungsdatum des
medizinischen Gerats. (ISO
15223-1:2012," Referenznummer
5.1.3)

[BIO[CONJ[CONC

Biotinkonjugat-Konzentrat

| £ | ReP]

Bevollmachtigter in der Européischen
Gemeinschaft: Hinweis auf den
Bevollmachtigen in der Europaischen
Gemeinschaft. (ISO 15223-1:2012,"
Referenznummer 5.1.2)

[BIO[CONJ

Biotin-Konjugat — gebrauchsfertig

Vorsicht: Hinweis fir den Benutzer,
wichtige Warnhinweise in der
Gebrauchsanweisung zu beachten,
wie z. B. Warnungen und
Vorsichtsmalinahmen, die aus
unterschiedlichen Griinden nicht
direkt am medizinischen Geréat selbst
angebracht werden kénnen. (ISO
15223-1:2012," Referenznummer
5.4.4)

Kalibrator

CONTROL

Positive Kontrolle: Hinweis auf
Kontrollmaterial, mit dem die
Ergebnisse im erwarteten positiven
Bereich bestatigt werden. (ISO
15223-1:2012," Referenznummer
5.5.4)

Kalibrator-Karte

CONTROL -]

Negative Kontrolle: Hinweis auf
Kontrollmaterial, mit dem die
Ergebnisse im erwarteten negativen
Bereich bestatigt werden. (ISO
15223-1:2012," Referenznummer
5.5.3)

CONJ[CONC

Konjugat-Konzentrat

C02724-AB
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Medizinisches In-vitro-Diagnosegerat: Konjugat-Verdiinnungsmittel
Hinweis auf ein medizinisches
Gerat, das zur Verwendung als
medizinisches In-vitro-Diagnosegerat
bestimmt ist. (ISO 15223-1:2012,"
Referenznummer 5.5.1)
Européische Konformitat: Kontrolle
c € CE-Konformitatskennzei- chnung.
(IVDD 98/79/EG, Anhang X)?
Biogefahrdung, Warnung: Hinweis Nur flr Forschungszwecke. Die
& auf Vermeiden einer Biogefahrdung. Leistungsmerkmale dieses Produkts
(ISO 7010-W009:2011)* wurden noch nicht untersucht.
Darf nur von qualifizierten Prifern
verwendet werden.
(e;\ Warnung vor Biogefahr Nur fiir Laborzwecke
52
Zum Anheben die Knie beugen Wertkarte
@ Vermeiden Sie Rickenverletzungen Rekonstitutionspuffer
@ Recycelbar: Hinweis darauf, dass [REAGENT PACK] Reagenz-Pack
das gekennzeichnete Produkt oder
% das zugehorige Material im Rahmen
eines Rickgewinnungs- oder
Recycling-Prozesses entsorgt wird.
(1ISO 7000:2014,* Referenznummer
1135)
Diese Seite nach oben: Auf Probenpuffer A
Transportverpackungen. Hinweis auf
die korrekte aufrechte Position. (ISO
2L 7000:2014,* Referenznummer 0623)
Inhalt Probenpuffer B
Gefahr I Probenverdinnungsmittel
- Identifiziert die Chargennummer, die Oxidationslésung
e o o oport s |2 Ao auf Berichte gedruckt wird, wenn eine
alternative Kalibrierung verwendet
wird.
i Der abgekirzte Assay-Name Stopperldsung
(2-8 Zeichen), der auf den
Access-Immunassay-Systemen
verwendet wird.
See Cal/Ctrl Value Card Siehe Kalibrator-/Kontrollwertkarte TVE TMB-Chromgenlésung
[Made in USA of US and Foreign Components | Herggstgllt in den USA aus US- und S5 Standard
auslandischen Komponenten
Herstellungsland Standard A /
Proben-Verdinnungsmittel
Nur fur Forschungszwecke. Nicht fir Streptavidin-Enzym-Konjugat —
diagnostische Verfahren verwenden. CONJ gebrauchsfertig
Sicherheitsdatenblatt Waschkonzentrat B
Warnung WASHCONC]T] Waschkonzentrat |
‘ Vorderseite
FRONT]

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (Medizinprodukte — Bei Aufschriften von Medizinprodukten zu verwendende Symbole, Kennzeichnung und zu liefernde Informationen — Teil 1:
Allgemeine Anforderungen)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (RICHTLINIE
98/79/EG DES EUROPAISCHEN PARLAMENTS UND DES RATES vom 27. Oktober 1998 Uber In-vitro-Diagnostika)

3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (Graphische Symbole — Sicherheitsfarben und
Sicherheitszeichen — Registrierte Sicherheitszeichen)
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4. ISO 7000:2014, Graphical symbols for use on equipment — Registered symbols (Graphische Symbole auf Einrichtungen — Registrierte Symbole)
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Glossario di simboli
ACCESS e ELISA Immunoassay Systems

| seguenti simboli sono utilizzati sulle etichette dei prodotti per dosaggio immunologico Access e per dosaggio
immunologico manuale di Beckman Coulter.

Elenco descrizioni simboli

LOT]

Codice lotto: indica il codice del
lotto del fabbricante e consente
l'identificazione del lotto. (ISO
15223-1:2012," N. rif. 5.1.5)

*2-10°C after opening.

2-10 °C dopo l'apertura

Data di scadenza: indica la data oltre
la quale non & piu possibile utilizzare
I'apparecchiatura medicale. (ISO
15223-1:2012," N. rif. 5.1.4)

*-20°C after reconstitution

-20 °C in seguito alla ricostituzione

Rischi biologici: segnala che

*STD B-G, CONTROL

STD B-G, Controllo I-I: per ulteriori

numero di catalogo del produttore
per la corretta identificazione
dell'apparecchiatura medicale. (ISO
15223-1:2012," N. rif. 5.1.6)

sono presenti potenziali rischi I-I: See IFU. informazioni sulla conservazione,
biologici associati all’'apparecchiatura vedere le istruzioni per 'uso.
medicale. (1ISO 15223-1:2012," N. rif.
54.1)

Numero di catalogo: indica il Contiene 2 kit di reagenti

L]

techdocs.beckmancoulter.com

Consultare le istruzioni per I'uso:
indica la necessita da parte dell’'utente
di consultare le istruzioni per I'uso.

iy
“

o

Sigillo antimanomissione

Sollevare e rimuovere
Estrarre il beccuccio

possono essere eseguiti con il kit di
reagenti IVD. (ISO 15223-1:2012," N.
rif. 5.5.5)

| W
(1ISO 15223-1:2012," N. rif. 5.4.3)
W Contenuto sufficiente per <n> test: N\ Logo riciclo PAP, cartone ondulato
indica il numero totale di test IVD che {20
PAP

Non riutilizzare: segnala che
un’apparecchiatura medicale &
monouso oppure intesa per I'uso
da parte di un solo paziente
durante un’unica procedura. (ISO
15223-1:2012," N. rif. 5.4.2)

Limite di impilaggio per numero:
indica che gli elementi non devono
essere impilati verticalmente
superato il numero specificato. (ISO
7000:2014,* N. rif. 2403)

Media: indica la misurazione

misurazione quantitativa della
dispersione casuale di un set di
misurazioni replicate.

- Kit reagente
X quantitativa della tendenza centrale =2
di un set di misurazioni replicate.
p Deviazione standard: indica la Kit per il Controllo di qualita

Non utilizzare se la confezione

€ danneggiata: informa che
un’apparecchiatura medicale

non deve essere utilizzata se la
confezione & stata danneggiata o
aperta. (ISO 15223-1:2012," N. rif.
5.2.8)

Kit calibratore

Solo per la valutazione delle
prestazioni IVD: indica un dispositivo
IVD che deve essere utilizzato
soltanto per la valutazione delle sue
caratteristiche prestazionali prima

di essere introdotto nel mercato dei
prodotti medicali per uso diagnostico.
(ISO 15223-1:2012," N. rif. 5.5.6)

00000

Non scongelare i campioni piu di 5
volte

medicale deve essere protetta
contro fonti luminose dirette. (ISO
15223-1:2012," N. rif. 5.3.2)

DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGH AS 275°F (135°C)

[ ] Fragile, maneggiare con cura: indica Aprire subito
T un’apparecchiatura medicale che si OPEN IMMEDIATELY
potrebbe rompere o danneggiare BOX CONTAINS PERISHABLE ITEM
se non maneggiata con cura. (ISO eronditions sonon ot In srarstt.”
15223-1:2012," N. rif. 5.3.1)
S Tenere lontano dalla luce del sole: CAUTION: Attenzione: il materiale pericoloso
/|\ H d h ) h t HAZARDOUS CONTAMINATED MATERIALS t H t d t I t
o Indica che un-apparecchiatura MUST BE AUTOCLAVED PRIOR TO DISPOSAL contaminato deve essere sterilizzato

in autoclave prima dello smaltimento.
Non sigillare eccessivamente il
sacchetto durante la sterilizzazione in
autoclave. Utilizzabile fino a 135 °C
(275 °F).
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Etichetta con funzione di termometro

anseware in luogo asc]utto. indica [FENPERATURE INDICATOR PATGH]
T un’apparecchiatura medicale che

deve essere protetta contro 'umidita.
(1ISO 15223-1:2012," N. rif. 5.3.4)

Limiti di temperatura: indica i limiti di Micropiastra rivestita (strisce)
/Hr temperatura a cui 'apparecchiatura
medicale pud essere esposta in
sicurezza. (ISO 15223-1:2012," N. rif.

5.3.7)
% Limite superiore di temperatura: [Ab] 1] Marcato
indica i limiti superiori di temperatura
a cui 'apparecchiatura medicale pud
essere esposta in sicurezza. (ISO
15223-1:2012," N. rif. 5.3.6)
’E Limite inferiore di temperatura: indica SUF Tampone per le analisi

i limiti inferiori di temperatura a
cui 'apparecchiatura medicale pud
essere esposta in sicurezza. (ISO
15223-1:2012," N. rif. 5.3.5)

Produttore: indica il produttore Tampone
N dell’'apparecchiatura medicale
come specificato nelle Direttive UE
90/385/CEE, 93/42/CEE e 98/79/CE.
(1ISO 15223-1:2012," N. rif. 5.1.1)

M Data di produzione: indica la Concentrato del coniugato biotina

data in cui € stata fabbricata (Blocon, [eoNc|
I'apparecchiatura medicale. (ISO
15223-1:2012," N. rif. 5.1.3)
[Ec [rer] Rappresentante autorizzato per EioTConI[RTU] Coniugato biotina - Pronto all’'uso

la Comunita Europea: indica il
rappresentante autorizzato all'interno
della Comunita Europea. (ISO
15223-1:2012," N. rif. 5.1.2)

Attenzione: indica la necessita da Calibratore

A parte dell'utente di consultare le
istruzioni per l'uso per individuare
informazioni di avvertimento
importanti come avvertenze e
precauzioni che, per una serie di
motivi, non possono essere riportate
sull'apparecchiatura medicale
medesima. (ISO 15223-1:2012," N.
rif. 5.4.4)

Controllo positivo: indica un materiale Schedina calibratore

di controllo che viene utilizzato per
verificare i risultati nell'intervallo
positivo atteso. (ISO 15223-1:2012,"
N. rif. 5.5.4)
[CoNTROL]=] Controllo negativo: indica un Concentrato di coniugato

materiale di controllo che viene
utilizzato per verificare i risultati
nell’intervallo negativo atteso. (ISO
15223-1:2012," N. rif. 5.5.3)

gpgiz;rggg:iie}gjr;tp;.eﬂiﬁgilgaper Diluente del coniugato
un’apparecchiatura medicale intesa
per I'uso come apparecchiatura ad
uso medicale per la diagnosi in vitro.
(ISO 15223-1:2012," N. rif. 5.5.1)

Marcatura CE: marcatura di Controllo
c € conformita CE. (IVDD 98/79/EC,
Annex X)?

Rischio pericolo biologico:
fare attenzione a evitare
I'esposizione ai rischi biologici.
(1ISO 7010-W009:2011)3

Solo ad uso investigativo. Le
caratteristiche di prestazione di
questo prodotto non sono state
ancora definite. Utilizzabile solo da
ricercatori qualificati.

(69\ Avvertenza relativa al rischio biologico Solo per uso in laboratorio
£9

[BIOHAZARDI

Piegare le ginocchia per sollevare Scheda dei valori

@ Prevenzione di lesioni alla schiena Tampone di ricostituzione
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Riciclabile: indica che l'articolo

Confezione reagente

contrassegnato o i materiali che lo
% compongono rientrano in un processo
di recupero o riciclaggio. (ISO
7000:2014,* N. rif. 1135)
Lat9_ verso | aI_to: |nQ|ca2|one r|porta}ta Tampone per campione A
sull'imballaggio per il trasporto. Indica
la direzione della posizione corretta.
—_— (1ISO 7000:2014,* N. rif. 0623)
CONTENTS Contenuto Tampone per campione B
Pericolo T Diluente campione
- Identifica il numero di lotto che viene Soluzione di ossidazione
p . - [soLnTox
stampato sui referti quando viene
utilizzata una calibrazione alternativa.
Il nome abbreviato del dosaggio (2—-8 Soluzione di arresto
[Test Name | . . .. 7 | SOLN[STOP|
[Test Narme caratteri) utilizzato nei sistemi per
dosaggio immunologico Access.
See Cal/Ctrl Value Card V_edere la scheda Calibratore/Valore TVE Soluzione cromogena TMB
di controllo
[Made in USA of US and Foreign Components| €alizzato negli USA con componenti 55 Standard
USA ed esteri
Paese di origine Standard A/ Diluente campioni
Utilizzare solo a scopo di ricerca. Coniugato streptavidina-enzima -
[RuO] e ; : [STREP[CONJRTU]
[Ruo] E vietato I'uso in procedure Pronto per l'uso
diagnostiche.
Scheda dati di sicurezza WASHCONCE Concentrato di lavaggio B
Avvertenze [WASHCONC]T] Soluzione di lavaggio concentrata |

‘FRONT

Parte anteriore

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (Dispositivi medici - Simboli da utilizzare nelle etichette del dispositivo medico, nell'etichettatura e nelle informazioni che devono essere fornite

- Parte 1: Requisiti generali)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (DIRETTIVA

98/79/CE DEL PARLAMENTO EUROPEO E DEL CONSIGLIO del 27 ottobre 1998 relativa ai dispositivi medico-diagnostici in vitro)

3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (Segni grafici - Colori e segnali di sicurezza - Segnali di

sicurezza registrati)

4. ISO 7000:2014, Graphical symbols for use on equipment — Registered symbols (Simboli grafici in uso sulle apparecchiature - Simboli registrati)
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Glosario de simbolos
ACCESS y ELISA Immunoassay Systems

Es posible que los siguientes simbolos se hayan utilizado para el etiquetado de productos de inmunoensayo
Access y de inmunoensayo manuales de Beckman Coulter.

Lista de simbolos

LOT]

Cddigo de lote: indica el codigo

de lote del fabricante para que
dicho lote pueda ser identificado.
(ISO 15223-1:2012," n.° de ref. 5.1.5)

*2-10°C after opening.

2-10 °C tras la apertura

rd

Fecha de caducidad: indica la
fecha tras la cual no se debe
utilizar el dispositivo médico.

(1ISO 15223-1:2012," n.° de ref. 5.1.4)

*-20°C after reconstitution

—20 °C tras la reconstitucion

Riesgos biolégicos: indica que

*STD B-G, CONTROL

Estandar B-G, control I-Il: consulte

existen posibles riesgos bioldgicos I-I: See IFU. las instrucciones de uso para
asociados al dispositivo médico. obtener mas informacién sobre
(1ISO 15223-1:2012," n.° de ref. 5.4.1) almacenamiento.
Numero de catalogo: indica el numero Contiene 2 paquetes de reactivos

de catalogo del fabricante para que
pueda identificarse el dispositivo
médico. (ISO 15223-1:2012," n.° de
ref. 5.1.6)
Consultar instrucciones de uso: Tapén hermético a prueba de

[:[i:-] indica la necesidad de que el usuario manipulacion
techdocs.beckmancoulter.com consulte las instrucciones de uso. Levantar y tirar

(1ISO 15223-1:2012," n.° de ref. 5.4.3) Apertura abrefacil

W Contenido suficiente para <n.°> N\ PAP logotipo reciclaje, carton
pruebas: indica que el nimero total de EQ) ondulado
pruebas de IVD (diagnéstico in vitro) PAP
que pueden realizarse con reactivos
del kit IVD. (ISO 15223-1:2012," n.°
de ref. 5.5.5)

® No reutilizar: indica que un dispositivo > Limite de apilacién por numero: indica
médico esta destinado a un solo uso, 2] que los elementos no se apilaran
o para utilizarse en un solo paciente . verticalmente mas alla del nimero
durante un solo procedimiento. especificado. (ISO 7000:2014,% n.°
(1ISO 15223-1:2012," n.° de ref. 5.4.2) de ref. 2403)

% Media: indica la medicién cuantitativa & kit de reactivos

de la tendencia central de un conjunto
de mediciones repetidas.

Desviacion estandar: indica la
medicién cuantitativa de la dispersion
aleatoria de un conjunto de
mediciones repetidas.

Kit de control de calidad

No utilizar si el embalaje esta
dafiado: indica que un dispositivo
médico no debe utilizarse si el
embalaje se ha dafiado o abierto.
(1ISO 15223-1:2012," n.° de ref. 5.2.8)

Kit de calibradores

Solo para la evaluacién del
rendimiento de IVD: indica que

se trata de un dispositivo de IVD
destinado a utilizarse solo para
evaluar sus propias caracteristicas
de rendimiento antes de lanzarse al
mercado de uso diagndstico médico.
(1ISO 15223-1:2012," n.° de ref. 5.5.6)

00000

No descongelar las muestras mas de
5 veces

Fragil, manipular con cuidado: indica
que se trata de un dispositivo médico
que puede romperse o dafarse
si no se manipula con cuidado.
(1ISO 15223-1:2012," n.° de ref. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Abrir de inmediato

Manténgase alejado de la luz solar:
indica que se trata de un dispositivo
médico que necesita proteccion de las
fuentes de luz. (ISO 15223-1:2012,"
n.° de ref. 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGHAS 275°F (135°C)

Precaucion: los materiales
contaminados peligrosos deben
esterilizarse en el autoclave

antes de eliminarlos. No selle la
bolsa de forma hermética durante
esterilizacion en autoclave. Para
utilizar con temperaturas maximas de
135 °C (275 °F).
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Manténgase seco: indica que se
trata de un dispositivo médico
gue necesita proteccion contra la
humedad. (ISO 15223-1:2012," n.°
de ref. 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Area indicadora de temperatura

Limite de temperatura: indica

los limites de temperatura a los

que puede exponerse de forma
segura el dispositivo médico.

(1ISO 15223-1:2012," n.° de ref. 5.3.7)

Placa de microvaloracién revestida
(tiras)

Limite superior de temperatura: indica
los limites superiores de temperatura
a los que puede exponerse de forma
segura el dispositivo médico. (ISO
15223-1:2012," n.° de ref. 5.3.6)

Trazador

Limite inferior de temperatura: indica
los limites inferiores de temperatura
a los que puede exponerse de
forma segura el dispositivo médico.
(1ISO 15223-1:2012," n.° de ref. 5.3.5)

[BUF[ASSAY]

Tampon de analisis

Fabricante: indica el fabricante

del dispositivo médico segun se
define en las Directivas 90/385/CEE,
93/42/CEE y 98/79/CE de la UE.
(1ISO 15223-1:2012," n.° de ref. 5.1.1)

Tampon

Fecha de fabricacion: indica la fecha
de fabricacion del dispositivo médico.
(1ISO 15223-1:2012," n.° de ref. 5.1.3)

[BIO[CONJ [CONC

Concentrado de conjugado de biotina

Representante autorizado en
la Comunidad Europea: indica
el representante autorizado

en la Comunidad Europea.
(1ISO 15223-1:2012," n.° de ref.
5.1.2)

[BIO[CONJ

Conjugado de biotina listo para usar

Precaucion: indica la necesidad

de que el usuario consulte las
instrucciones de uso para obtener
informacién cautelar importante,
como advertencias y precauciones,
que no puede, por una serie de
razones, presentarse en el dispositivo
médico. (ISO 15223-1:2012," n.° de
ref. 5.4.4)

Calibrador

CONTROL

Control positivo: indica que se

trata de un material de control
destinado a verificar los resultados
en el intervalo positivo esperado.
(1ISO 15223-1:2012," n.° de ref. 5.5.4)

Tarjeta de calibrador

CONTROL [—]

Control negativo: indica que se
trata de un material de control
destinado a verificar los resultados
en el intervalo negativo esperado.
(1ISO 15223-1:2012," n.° de ref. 5.5.3)

CONJ[CONC

Concentrado de conjugado

Dispositivo médico de diagndstico
in vitro: indica que se trata de

un dispositivo médico que esta
destinado a utilizarse como
dispositivo médico de diagndstico in
vitro. (1ISO 15223-1:2012," n.° de ref.
55.1)

Diluyente de conjugado

N
m

Conformidad europea: la marca CE
de conformidad. (Directiva 98/79/CE
sobre productos sanitarios para
diagnoéstico in vitro, Anexo X)?

Control

B>

Advertencia, peligro bioldgico: evite
la exposicion a un peligro bioldgico.
(ISO 7010-W009:2011)*

Para uso en investigacion solamente.
No se han establecido las
caracteristicas de rendimiento de
este producto. Uso unicamente por
parte de investigadores cualificados.

Advertencia de riesgo biolégico

Solo para uso en laboratorio

Doble las rodillas para levantar

__QC VALUE CARD

Tarjeta de valores
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Evite lesionarse la espalda

Tampédn de reconstitucion

@ Replclable: para indicar que el Paquete de reactivos
articulo o material marcado forma
% parte de un proceso de reciclaje.
(1ISO 7000:2014,* n.° de ref. 1135)
Este lado hacia arr|pa: en el embalaje Tampén de muestra A
de transporte. Para indicar la correcta
posicion vertical. (ISO 7000:2014,*
Al n.° de ref. 0623)
CONTENTS Contenido Tampén de muestra B
Peligro i Diluyente de muestras
.Idenfnfl.ca} el numero de lote que se Solucién de oxidacion
imprimira en los informes cuando se
utilice una calibracién alternativa.
El nombre del ensayo abreviado Solucién de Detencion
[Test Name | L. | SOLN[STOP|
[Test Name] (2-8 caracteres) que se utiliza en
los sistemas de inmunoensayo de
Access.
See Cal/Ctrl Value Card Véase la tgrjeta de valores del VB Solucién de cromégeno TMB
control/calibrador
IMadein USA of US and Foreign Componentsl Fabricado en EE. UU. a partlr de STD Estandar
componentes de EE. UU. y de otros
paises
Pais de origen Estandar A/Diluyente de muestras
Para investigacion solamente. No Estreptavidina - Conjugado
[RUO] i O [STREP[CONJ]RTU] AL .
[Ruo] indicado para uso en procedimientos enzimatico - Listo para usar
diagndsticos.
Hoja de datos de seguridad Concentrado de lavado B
Advertencia [WASHCONCTT] Concentrado de lavado 1

‘FRONT

Parte delantera

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (ISO 15223-1:2012. Productos sanitarios. Simbolos a utilizar en las etiquetas, el etiquetado y la informacion a suministrar. Parte 1: Requisitos

generales)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (Directiva

98/79/CE del Parlamento Europeo y del Consejo de 27 de octubre de 1998 sobre productos sanitarios para diagnéstico in vitro)

3. 1SO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011. Simbolos graficos. Colores y sefiales de

seguridad. Sefales de seguridad registradas)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014. Simbolos graficos utilizables en los equipos. Simbolos

registrados)
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Glossario de simbolos
ACCESS e ELISA Immunoassay Systems

Os seguintes simbolos podem ser utilizados na rotulagem de produtos de imunoensaio Access e imunoensaio

Manual da Beckman Coulter.

Legendas dos simbolos

LOT]

Cddigo de lote: indica o cadigo de lote
do fabricante para que o lote possa
ser identificado. (1ISO 15223-1:2012,"
N.° de ref. 5.1.5)

*2-10°C after opening.

2-10 °C ap6s abertura

rd

Data de validade: indica a data apos
a qual o dispositivo médico ndo deve
ser utilizado. (ISO 15223-1:2012,"
N.° de ref. 5.1.4)

*-20°C after reconstitution

—20 °C apéds reconstituigao

Riscos biolégicos: indica que

*STD B-G, CONTROL

B-G padréo, Controlo I-II: consulte

existem potenciais riscos bioldgicos I-I: See IFU. as instrugdes de utilizagéo para
associados ao dispositivo médico. obter informacgdes adicionais sobre o
(1ISO 15223-1:2012," N.° de ref. 5.4.1) armazenamento.
Numero de catalogo: indica o numero Contém 2 kits de reagentes

de catalogo do fabricante para que
o dispositivo médico possa ser
identificado. (ISO 15223-1:2012," N.°
de ref. 5.1.6)
Consultar as instrugdes de utilizagao: Selo inviolavel

[:[i:-] indica a necessidade de o utilizador Levantar e arrancar
techdocs.beckmancoulter.com consultar as instrugdes de utilizagéo. Extrair o bico

(1ISO 15223-1:2012," N.° de ref. 5.4.3)

W Contém o suficiente para <n> N\ Simbolo de reciclagem PAP, cartao
testes: indica o numero total de e?) canelado
testes IVD que podem ser efetuados PAP
com os reagentes do kit IVD. (ISO
15223-1:2012," N.° de ref. 5.5.5)

® N&o reutilizar: indica um dispositivo > Limite de empilhamento por numero:
médico que se destina a ser utilizado 2] indica que os itens n&o serao
uma vez ou num Unico paciente ] empilhados verticalmente para além
durante um procedimento Unico. (ISO do numero especificado. (ISO
15223-1:2012," N.° de ref. 5.4.2) 7000:2014,* N.° de ref. 2403)

x Média: indica a medida quantitativa & Kit de reagentes

da tendéncia central de um conjunto
de medicdes repetidas.

Desvio padrdo: indica a medida
quantitativa da disperséao aleatéria de
um conjunto de medicdes repetidas.

Kit de controlo de qualidade

N&o utilizar se a embalagem estiver
danificada: indica um dispositivo
médico que nao deve ser utilizado se
a embalagem estiver danificada ou
aberta. (ISO 15223-1:2012," N.° de
ref. 5.2.8)

Kit de calibrador

Apenas para avaliagao do
desempenho relativamente a

IVD: indica um dispositivo IVD que
se destina a ser utilizado apenas na
avaliagdo das suas caracteristicas
de desempenho antes de ser
colocado no mercado para utilizagdo
em diagnosticos médicos. (ISO
15223-1:2012," N.° de ref. 5.5.6)

00000

As amostras podem ser
descongeladas no maximo 5
vezes

[ ] Fragil, manusear com cuidado: indica Abrir imediatamente
T um dispositivo médico que pode OPEN IMMEDIATELY
partir-se ou danificar-se se néo for BOX CONTAINS PERISHABLE ITEM
manuseado com cuidado. (ISO onditions onon o In sranett.
15223-1:2012," N.° de ref. 5.3.1)
e Manter ao abrigo da luz solar: indica CAUTION: Cuidado: Os materiais contaminados
//|\ H e ' H H HAZARDOUS CONTAMINATED MATERIALS .
ZIN um dispositivo médico que precisa de MUST BE AUTOCLAVED PRIOR TO DISPOSAL perigosos devem ser autoclavados

ser protegido de fontes de luz. (ISO
15223-1:2012," N.° de ref. 5.3.2)

DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.

FOR USE AS HIGH AS 275°F (135°C)

antes de serem eliminados. Nao
sele totalmente o saco durante a
autoclavagem. Para utilizagédo no
maximo a 135 °C (275 °F).

‘
e,

Manter seco: indica um dispositivo
médico que precisa de ser protegido
da humidade. (ISO 15223-1:2012,"
N.° de ref. 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Tira indicadora de temperatura

C02724-AB

18 of 77




Limite de temperatura: indica os

Placa de microtitulagao revestida

ou o respetivo material faz parte de

JH( limites de temperatura aos quais o (faixas)
dispositivo médico pode ser exposto
com seguranca. (ISO 15223-1:2012,"
N.° de ref. 5.3.7)
% Limite superior de temperatura: indica Marcador
os limites superiores de temperatura
aos quais o dispositivo médico pode
ser exposto com seguranga. (ISO
15223-1:2012," N.° de ref. 5.3.6)
Limite inferior de temperatura: indica Tampéo de ensaio
JK os limites inferiores de temperatura [BUF [ASSAY]
aos quais o dispositivo médico pode
ser exposto com seguranga. (ISO
15223-1:2012," N.° de ref. 5.3.5)
N Fabricante: indica o fabricante do Tampéo
dispositivo médico conforme definido
nas Diretivas da UE 90/385/CEE,
93/42/CEE e 98/79/CE. (ISO
15223-1:2012," N.° de ref. 5.1.1)
Data de fabrico: indica a data de Concentrado Conjugado de Biotina
@ fabrico do dispositivo médico. (ISO (BlocoNy [coNc|
15223-1:2012," N.° de ref. 5.1.3)
Representante autorizado na Conjugado de biotina pronto a utilizar
[£c | e | Comunidade Europeia: indica (Blo[cONJ
o Representante autorizado na
Comunidade Europeia. (ISO
15223-1:2012," N.° de ref. 5.1.2)
Cuidado: indica a necessidade de Calibrador
A o utilizador consultar as instrugdes
de utilizagao relativamente a
informagdes de cuidado importantes,
como avisos e precaugdes que, por
diversas razbes, nao podem ser
apresentadas no préprio dispositivo
médico. (ISO 15223-1:2012," N.° de
ref. 5.4.4)
Controlo positivo: indica um material Cartao do calibrador
de controlo destinado a verificar
os resultados no intervalo positivo
esperado. (ISO 15223-1:2012," N.°
de ref. 5.5.4)
Controlo negativo: indica um material Concentrado de conjugado
[CONTROL -] de controlo destinado a verificar
os resultados no intervalo negativo
esperado. (ISO 15223-1:2012," N.°
de ref. 5.5.3)
Dispositivo médico de diagnéstico in Diluente de conjugado
vitro: indica um dispositivo médico
destinado a ser utilizado como um
dispositivo médico de diagndstico in
vitro. (1ISO 15223-1:2012," N.° de ref.
5.5.1)
Conformidade Europeia: a marca CE Controlo
c € de conformidade. (Diretiva 98/79/CE
relativa aos dispositivos médicos de
diagnoéstico in vitro, Anexo X)?
Risco bioldgico, aviso: tenha cuidado Apenas para investigagdo. As
e evite a exposigado a um risco caracteristicas de desempenho
biolégico. (ISO 7010-W009:2011)3 deste produto ainda ndo foram
estabelecidas. Para utilizagédo apenas
por investigadores qualificados.
(69\ Aviso de risco biolégico Apenas para utilizagao em laboratério
£9
[BIOHAZARD|
Fletir os joelhos para elevar Cartéo de valor
@ Prevenir lesdes nas costas Tampé&o para reconstituicao
% Reciclavel: indica que o item marcado Embalagem de reagente

um processo de recuperagao ou
reciclagem. (ISO 7000:2014,* N.° de
ref. 1135)
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Este lado para cima: em embalagens

Tampéo de amostra A

‘FRONT

de transporte. Indica a posi¢éo
vertical correta. (ISO 7000:2014,* N.°
de ref. 0623)
CONTENTS Contetdo Tampéao de amostra B
Perigo Diluente de amostras
Identifica o nimero de lote a ser Solugéo de oxidagao
impresso nos relatérios em caso
de utilizagdo de uma calibracao
alternativa.
O nome do ensaio abreviado (2-8 Solucéo de paragem
[Test Name] :
carateres) usado nos sistemas de
imunoensaio Access.
See CallCtrl Value Card Consulte o Cartao do calibrador/valor TVE Solugéo de cromogénio TMB
de controlo
I Made in USA of US and Foreign Components I Fabricado nos EUA Com. STD Padrao
componentes norte-americanos
e estrangeiros
Pais de origem Padréo A/Diluente de amostra
Made in United Kingd
Apenas para fins de investigacéo. Conjugado estreptavidina-enzima -
Nao se destina a ser utilizado em Pronto a utilizar
procedimentos de diagndstico.
Ficha de Dados de Seguranga Concentrado de Lavagem B
Adverténcia [WASHCORETT] Concentrado de lavagem 1
Frente

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (Dispositivos médicos — Simbolos a utilizar em etiquetas de dispositivos médicos, rotulagem e informag¢des a serem fornecidas — Parte 1:

Requisitos gerais)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (DIRETIVA

98/79/CE DO PARLAMENTO EUROPEU E DO CONSELHO de 27 de outubro de 1998 relativa aos dispositivos médicos de diagndstico in vitro)

3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (Simbolos graficos — Cores de seguranga e sinais de

seguranga — Sinais de seguranca registados)

4. I1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (Simbolos graficos para utilizagdo em equipamento — Simbolos registados)
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Symbolordliste

ACCESS og ELISA immunoassay Systems

Felgende symboler kan forekomme pa markningen af Beckman Coulters produkter til Access-immunoanalyse og

Manuel immunoanalyse.

Symbolnggle

LOT]

Batchkode: Angiver producentens
batchkode, s& batchen eller lottet kan
identificeres. (ISO 15223-1: 2012,"
Ref. num. 5.1.5)

*2-10°C after opening.

2-10 °C efter abning

rd

Anvendes inden-dato: Angiver
datoen, efter hvilken det medicinske
udstyr ikke mé anvendes. (ISO
15223-1: 2012," Ref. num. 5.1.4)

*-20°C after reconstitution

-20 °C efter rekonstituering

Biologiske risici: Angiver, at der er

*STD B-G, CONTROL

STD B-G, Control I-II: Se

potentielle biologiske risici forbundet I-lI: See IFU. brugsanvisningen for yderligere
med det medicinske udstyr. (ISO oplysninger om opbevaringen.
15223-1: 2012," Ref. num. 5.4.1)

Katalognummer: Angiver Indeholder 2 reagenspakker

producentens katalognummer,

sa det medicinske udstyr kan
identificeres. (ISO 15223-1: 2012,"
Ref. num. 5.1.6)

=

techdocs.beckmancoulter.com

Se brugsanvisningen: Angiver,

at det er ngdvendigt, at brugeren
konsulterer brugsanvisningen. (ISO
15223-1: 2012," Ref. num. 5.4.3)

Boarnesikret forsegling

Loft og treek
Udtraekstud

W Indeholder tilstreekkeligt til <n> N\ Genbrugslogo PAP, bglgepap
tests: Angiver det samlede antal {29
IVD-tests, der kan udfgres med PAP
IVD-kitreagenser. (ISO 15223-1:
2012," Ref. num. 5.5.5)
® Ma ikke genanvendes: Angiver E Stablingsgraense efter antal:
medicinsk udstyr, der er beregnet til @ Angiver, at komponenterne ikke ma
engangsbrug eller til brug pa en enkelt ] stables vertikalt med flere end det
patient under et enkelt indgreb. (ISO specificerede antal. (ISO 7000:2014,*
15223-1: 2012," Ref. num. 5.4.2) Ref. num. 2403)
% Gennemsnit: Indikerer den & Reagenssaet
kvantitative maling af fordelingen
af gennemsnittet for et saet
replikatmalinger.
o Standardafvigelse: Indikerer den Kvalitetskontrolseet

kvantitative maling af den vilkarlige
spredning af et saet replikatmalinger.

Ma ikke bruges, hvis emballagen er
beskadiget: Angiver, at medicinsk
udstyr ikke ma anvendes, hvis
emballagen er beskadiget eller har
veeret dbnet. (ISO 15223-1: 2012’
Ref. num. 5.2.8)

e

Kalibratorsaet

Kun til evaluering af IVD-ydeevne:
Angiver, at et IVD-apparat kun

er beregnet til evaluering af sine
ydeevnekarakteristika, far det sendes
pa markedet for udstyr til medicinsk
diagnostik. (ISO 15223-1: 2012,"
Ref. num. 5.5.6)

00000

Opto ikke prgver mere end 5 gange

Skrgbeligt, skal handteres med
forsigtighed: Angiver medicinsk
udstyr, der kan ga i stykker eller
beskadiges, hvis det ikke handteres
forsigtigt. (1ISO 15223-1: 2012," Ref.
num. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Abn omgéaende

/,
.\

)

2
SN

Ma ikke udsaettes for sollys: Angiver,
at medicinsk udstyr skal beskyttes
mod lyskilder. (ISO 15223-1: 2012,"
Ref. num. 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USEAS HIGHAS 275°F (135°C)

Forsigtig: Farlige, forurenede
materialer skal autoklaveres inden
bortskaffelse. Posen ma ikke lukkes
teet under autoklavering. Ma bruges
ved temperaturer op til 135 °C
(275 °F).

7
‘
s,

Holdes tart: Angiver, at medicinsk
udstyr skal beskyttes mod fugt. (ISO
15223-1: 2012," Ref. num. 5.3.4)

[TEMPERATURE INDICATOR PATCH]|

Temperaturindikatorpatch
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Temperaturgraense: Angiver de
temperaturgraenser, som det
medicinske udstyr skal holdes
inden for med henblik pa sikker
eksponering. (ISO 15223-1: 2012,"
Ref. num. 5.3.7)

Coated mikrotiterplade (strips)

@vre temperaturgreense: Angiver
de gvre temperaturgraenser, som
det medicinske udstyr skal holdes
inden for med henblik pa sikker
eksponering. (ISO 15223-1: 2012,"
Ref. num. 5.3.6)

Sporstof

Nedre temperaturgreense: Angiver
de nedre temperaturgraenser, som
det medicinske udstyr skal holdes
inden for med henblik pa sikker
eksponering. (ISO 15223-1: 2012,"
Ref. num. 5.3.5)

[BUFJASSAY|

Analysebuffer

Producent: Angiver producenten af
det medicinske udstyr som defineret
i EU-direktiverne 90/385/EEC,
93/42/EEC og 98/79/EC. (ISO
15223-1: 2012," Ref. num. 5.1.1)

Buffer

Fremstillingsdato: Angiver datoen,
hvor det medicinske udstyr blev
fremstillet. (1ISO 15223-1: 2012," Ref.
num. 5.1.3)

[BIO]CONJ[CONC

Bioaktivt konjugatkoncentrat

Autoriseret repraesentant i

EU: Angiver den autoriserede
repraesentant i det Europaeiske
Feellesskab. (1ISO 15223-1: 2012,
Ref. num. 5.1.2)

[BIO|CONJ [RTU]

Biotinkonjugat - klar til brug

Forsigtig: Angiver, at det er
ngdvendigt, at brugeren laeser
vigtig advarende information i
brugsanvisningen som f.eks.
advarsler og forholdsregler, der af
forskellige grunde ikke kan angives
pa selve det medicinske udstyr. (ISO
15223-1: 2012," Ref. num. 5.4.4)

Kalibrator

CONTROL

Positiv kontrol: Angiver et
kontrolmateriale, der er beregnet til at
verificere resultaterne i det forventede
positive omrade. (ISO 15223-1:
2012," Ref. num. 5.5.4)

Kalibratorkort

CONTROL -]

Negativ kontrol: Angiver et
kontrolmateriale, der er beregnet til at
verificere resultaterne i det forventede
negative omrade. (ISO 15223-1:
2012," Ref. num. 5.5.3)

CONJ[CONC

Konjugatkoncentration

In vitro-diagnostisk medicinsk udstyr:
Angiver medicinsk udstyr, der er
beregnet til anvendelse som in
vitro-diagnostisk medicinsk udstyr.
(1ISO 15223-1: 2012," Ref. num.
5.5.1)

Konjugatfortynder

N
m

Europaeisk overensstemmelse:
CE-overensstemmelses-
meerkningen. (IVDD 98/79/EC,
bilag X)?

Kontrol

B>

Biologisk fare, advarsel: Sgrg for at
undga eksponering for en biologisk
fare. (ISO 7010-W009: 2011)?

Udelukkende til unders@gelsesbrug.
Dette produkts ydeevne er ikke
fastsldet. Ma kun anvendes af
kvalificerede efterforskere.

&

=
=
=z
>
IN
>
=
o

Advarsel om biologisk fare

Kun til laboratoriebrug

Bgj i knaeene for at lofte

QC VALUE CARD

Veerdikort

(@ i‘
i z@

Undga rygskader

Rekonstitueringsbuffer
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‘FRONT

(D Kan genbruges: Angiver, at den Reagenspakke
meerkede komponent eller dens
% materiale er en del af en genvindings-
eller genbrugsproces. (ISO 7000:
2014,* Ref. num. 1135)
Denne side op: pa Pravebuffer A
transportemballage. For at angive
den korrekte opretstaende position.
L (ISO 7000: 2014, Ref. num. 0623)
Indhold Provebuffer B
Fare I Pravefortynder
- Identificerer lotnummeret, der Oxideringsoplgsning
Erinted on eport s Lot Mo udskrives péa rapporter, nar der
anvendes en alternativ kalibrering.
Det forkortede (2-8 tegn) Stopopl@sning
analysenavn, der bruges pa
Access Immunoassay-systemer.
Se kortet med TMB-kromogenoplgsning
. .
See CallCtrl Value Card kalibrator-/kontrolvaerdier —
[Made in USA of US and Foreign Gomponents | Fremstillet i USA af amerikanske og 55 Standard
udenlandske komponenter
Oprindelsesland Standard A/ Prgvefortynder
Udelukkende til forskningsbrug. Ikke Streptavidin-enzymkonjugat - klar til
til brug i diagnostiske procedurer. — brug
Sikkerhedsdatablad Skyllekoncentrat B
Advarsel [WASHCONE]T] Skyllekoncentrat |
Forside

1. 1SO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (ISO 15223-1:2012, Medicinsk apparat — Symboler til maerkning af medicinske apparater samt tilhgrende information — Del 1: Generelle krav)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices

(EUROPA-PARLAMENTETS OG RADETS DIREKTIV 98/79/EF af 27. oktober 1998 om medicinske apparat til in vitro-diagnostik)

3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011, Grafiske symboler — Sikkerhedsfarver og

sikkerhedsskiltning — Registrerede sikkerhedsskilte)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014, Grafiske symboler til brug pa udstyr — Registrerede

symboler)
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Ordlista for symboler
ACCESS och ELISA Immunoassay

Systems

Foljande symboler anvinds eventuellt vid etikettering av Beckman Coulter Access-immunanalysprodukter och
Beckman Coulter manuella immunanalysprodukter.

Teckenforklaring for symboler

LOT]

Batchkod: Indikerar tillverkarens

batchkod sa att batch eller lot kan
identifieras. (ISO 15223-1:2012,"
ref.nr 5.1.5)

*2-10°C after opening.

2-10 °C om 6ppnad

Anvand senast: Indikerar datumet
som medicinutrustningen inte far
anvéndas efter. (ISO 15223-1:2012,"
ref.nr 5.1.4)

*-20°C after reconstitution

—20 °C efter rekonstituering

Biologiska risker: Indikerar att det

*STD B-G, CONTROL

STD B-G, Kontroll I-II: Se

tillverkarens katalognummer sa att
medicinutrustningen kan identifieras.
(1ISO 15223-1:2012," ref.nr 5.1.6)

finns potentiella biologiska risker 1-lI: See IFU. bruksanvisningen for ytterligare
kopplade till medicinutrustningen. information om forvaring.
(ISO 15223-1:2012," ref.nr 5.4.1)

Katalognummer: Indikerar Innehaller 2 reagensfoérpackningar

1]

techdocs.beckmancoulter.com

L&s bruksanvisningen: Indikerar
att anvéndaren maste lasa
bruksanvisningen. (ISO
15223-1:2012," ref.nr 5.4.3)

Manipuleringssaker férsegling

Lyft och riv
Dra upp pipen

kvantitativa vardet for slumpmassig
spridning for en uppsattning av
aterskapade matningar.

W Innehaller tillrackligt for <n> test: N\ PAP-atervinningssymbol, wellpapp
Indikerar totalt antal IVD-test som kan {20
utféras med IVD-reagenserna. (ISO PAP
15223-1:2012," ref.nr 5.5.5)

») Ateranvand inte: Indikerar en X Staplingsgrans enligt nummer:
medicinutrustning som &r avsedd fér @ Indikerar att artiklar inte ska staplas
en anvandning eller fér anvandning ] vertikalt utdver det angivna numret.
pa en enda patient under ett enda (ISO 7000:2014,* ref.nr. 2403)
ingrepp. (ISO 15223-1:2012," ref.nr
5.4.2)

% Betydelse: Indikerar det kvantitativa & Reagenskit
vardet for centraltendens for
en uppsattning av aterskapade
matningar.

o Standardavvikelse: Indikerar det Kvalitetskontrollkit

Anvand inte om paketet ar skadat:
Indikerar en medicinutrustning som
inte ska anvandas om paketet

har skadats eller 6ppnats. (ISO
15223-1:2012," ref.nr 5.2.8)

Kalibratorkit

Endast for IVD-prestandautvardering:
Indikerar en IVD-enhet som &r avsedd
att anvandas endast for att utvardera
dess prestandaegenskaper innan
den placeras pa marknaden for
medicinsk diagnostisk anvandning.
(1ISO 15223-1:2012," ref.nr 5.5.6)

00000

Proverna far ej upptinas mer an 5
ganger

—a

Omtéligt, hantera varsamt: Indikerar
en medicinutrustning som kan

ga sonder eller skadas om den

inte hanteras varsamt. (ISO
15223-1:2012," ref.nr 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Oppna omedelbart

Hall borta fran solljus: Indikerar
en medicinutrustning som maste
skyddas fran ljuskallor. (ISO
15223-1:2012," ref.nr 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGH AS 275°F (135°C)

Var forsiktig! Farligt kontaminerat
material maste autoklaveras innan
det kasseras. Forsegla inte pasen
ordentligt under autoklavering. For
anvandning upp till 135 °C (275 °F).

Hall torr: Indikerar en
medicinutrustning som maste
skyddas mot fukt. (ISO
15223-1:2012," ref.nr 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Temperaturindikatorlapp
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Temperaturgrans: Indikerar
temperaturgranserna som
medicinutrustningen kan exponeras
for sakert. (1ISO 15223-1:2012," ref.nr
5.3.7)

Belagd mikrotitreringsplatta (remsor)

Ovre temperaturgrans: Indikerar
den &vre temperaturgransen som
medicinutrustningen kan exponeras
for sakert. (1ISO 15223-1:2012," ref.nr
5.3.6)

Tracer

Lagre temperaturgrans: Indikerar
den lagre temperaturgransen som
medicinutrustningen kan exponeras
for sékert. (1ISO 15223-1:2012," ref.nr
5.3.5)

[BUF[ASSAY|

Assay Buffert

Tillverkare: Indikerar
medicinutrustningens tillverkare

sa som definieras i EU-férordningarna
90/385/EEG, 93/42/EEG och
98/79/EG. (ISO 15223-1:2012," ref.nr
5.1.1)

Buffert

Tillverkningsdatum: Indikerar datumet
nar medicinutrustningen tillverkades.
(1ISO 15223-1:2012," ref.nr 5.1.3)

[BIO]CONJ [CONC

Biotinkonjugat, koncentrat

Auktoriserad representant inom
EU: Indikerar den auktoriserade
representanten inom EU. (ISO
15223-1:2012," ref.nr 5.1.2)

[BIO|CONJ [RTU]

Biotin-konjugat — Klart att anvanda

Var forsiktig! Indikerar att anvandaren
maste lasa bruksanvisningen for
viktig sékerhetsinformation som
varningar och férsiktighetsatgarder
som, av olika anledningar, inte

kan presenteras pa sjalva
medicinutrustningen. (ISO
15223-1:2012," ref.nr 5.4.4)

Kalibrator

CONTROL

Positiv kontroll: Indikerar ett
kontrollmaterial som ar avsett

att verifiera resultatet inom det
férvantade positiva intervallet. (ISO
15223-1:2012," ref.nr 5.5.4)

Kalibratorkort

CONTROL -]

Negativ kontroll: Indikerar ett
kontrollmaterial som ar avsett

att verifiera resultatet inom det
forvantade negativa intervallet. (ISO
15223-1:2012," ref.nr 5.5.3)

CONJ[CONC

Konjugatkoncentrat

Medicinutrustning for In
Vitro-diagnostik: Indikerar

en medicinutrustning som ar
avsedd att anvandas endast for in
vitro-diagnostisk medicinutrustning.
(1ISO 15223-1:2012," ref.nr 5.5.1)

Konjugatutspadningsmedel

Europeisk 6verensstammelse:
CE-markning. (IVDD 98/79/EG,
Bilaga X)?

Kontrolle

Biologisk fara: Var forsiktig for att
undvika exponering for en biologisk
fara. (1ISO 7010-W009:2011)°

Endast for klinisk prévning.
Prestandaegenskaperna for den

har produkten har inte faststallts. Ska
endast anvandas av kvalificerade
forskare.

Varning for biologisk risk

LUO

Endast fér anvandning i laboratorium

Boj pa knana nar du lyfter

QC VALUE CARD

Vardeskort

Forhindra ryggskada

Rekonstitueringsbuffert

Atervinningsbar: Indikerar att den
markta artikeln eller dess material
ar en del av en atervinnings- eller
ateranvandningsprocess. (ISO
7000:2014,* ref.nr. 1135)

REAGENT PACK

Reagenspaket
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Denna sida upp: Pa

Provbuffert A

‘FRONT

transportférpackningen. For att
indikera korrekt uppratt lage. (1ISO
L 7000:2014,* ref.nr. 0623)
Innehall Provbuffert B
[DANGER] Fara [SAWPLE]DIL] Provutspadningslésning
- Identifierar lotnumren som ska skrivas Oxidationsldsning
Frinted on report 2 Lot Ko ut pa rapporterna nér en alternativ
kalibrering anvands.
Det forkortade (2—-8 tecken) Stoppldsning
analysnamnet anvands i
Access-immunanalyssystem.
See Cal/Ctrl Value Card Se vardeskort for kalibrator/kontroll SOINTTVE TMB kromogen I6sning
[Made in USA of US and Foreign Components | Tillverkad i USA med komponenter S5 Standard
fran USA och andra lander
Ursprungsland Standard A/provutspadningsmedel
Made in United Kingd
[RUO| Endast for forskning. Far ej anvandast Streptavidin-enzymkonjugat - fardigt
[Ruc] for diagnostik. att anvandas
Sékerhetsdatablad Koncentrerad tvattvatska B
Varning [WASHCORETT] Koncentrerad tvattvatska |
Front

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General

requirements (Medicintekniska produkter — Symboler att anvandas vid markning av produkt och information till anvandare — Del 1: Allménna krav)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices

(EUROPAPARLAMENTETS OCH RADETS DIREKTIV 98/79/EG av den 27 oktober 1998 om medicintekniska produkter for in vitro-diagnostik)

3. 1SO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (Grafiska symboler — Varselfarger och varselskyltar —

Registrerade varselsignaler)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (Grafiska symboler for anvandning pa maskiner och utrustningar —

Registrerade symboler)
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Symbolliste

ACCESS og ELISA immunoassay Systems

De folgende symbolene kan brukes i merkingen av Beckman Coulter Access immunoanalyseprodukter og manuelle

immunoanalyseprodukter.

Symbolngkkel

LOT]

Batchkode: Angir produsentens
batchkode, slik at batch eller lot kan
identifiseres. (ISO 15223-1:2012,"
Ref.nr. 5.1.5)

*2-10°C after opening.

2-10 °C etter apning

&

Utlgpsdato: Angir den siste datoen
det medisinske utstyret kan brukes.
(ISO 15223-1:2012," Ref.nr. 5.1.4)

*-20°C after reconstitution

-20 °C etter rekonstituering

&

Biologiske risikoer: Angir at det

*STD B-G, CONTROL

STD B-G, kontroll I-I: Ytterligere

katalognummer, slik at det medisinske
utstyret kan identifiseres. (ISO
15223-1:2012,' Ref.nr. 5.1.6)

er potensielle biologiske risikoer I-lI: See IFU. informasjon om oppbevaring finnes i
forbundet med det medisinske bruksanvisningen.
utstyret. (ISO 15223-1:2012," Ref.nr.
5.4.1)
Katalognummer: Angir produsentens Inneholder 2 reagenspakker

[

techdocs.beckmancoulter.com

Se bruksanvisningen: Angir
at brukeren ma konsultere
bruksanvisningen. (ISO

A
"‘

Manipuleringssikker forsegling

Loft og riv av
Trekk opp tut

maling av tilfeldig dispersjon for et
sett med replikatmalinger.

A——
15223-1:2012,' Ref.nr. 5.4.3)
W Inneholder tilstrekkelig til <n> N\ Resirkuleringslogo PAP, balgepapp
tester: Angir det totale antallet [
IVD-tester som kan utfares PAP
med IVD-settreagensene. (ISO
15223-1:2012," Ref.nr. 5.5.5)
® Ikke til gjenbruk: Angir et medisinsk > Stablegrense etter antall: Angir at
utstyr som er beregnet for 2] elementene ikke skal stables vertikalt
engangsbruk eller for bruk pa [ ] utover det antallet som er spesifisert.
én pasient under én prosedyre. (ISO (1ISO 7000:2014,* Ref.nr. 2403)
15223-1:2012,' Ref.nr. 5.4.2)
% Gjennomsnitt: Indikerer kvantitativ & Reagenssett
maling av sentraltendens for et sett =
med replikatmalinger.
o Standardavvik: Indikerer kvantitativ Kvalitetskontrollsett

Ma ikke brukes hvis emballasjen
er skadet: Angir et medisinsk
utstyr som ikke skal brukes hvis
emballasjen er skadet eller apnet.
(1ISO 15223-1:2012," Ref.nr. 5.2.8)

Kalibratorsett

Kun til evaluering av IVD-ytelse:
Angir en IVD-enhet som er
beregnet pa bruk kun for & evaluere
ytelsesegenskapene for den
lanseres pa markedet for medisinsk
diagnostikk. (1ISO 15223-1:2012,"
Ref.nr. 5.5.6)

00000

Praver ma ikke tines mer enn 5
ganger

e

@mtalig, behandles med varsomhet:
Angir et medisinsk utstyr som

kan bli adelagt eller skadet hvis
det ikke handteres forsiktig. (ISO
15223-1:2012,' Ref.nr. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Apnes umiddelbart

a
<

)

Y
R

Holdes vekk fra sollys: Angir et
medisinsk utstyr som méa beskyttes
mot lyskilder. (ISO 15223-1:2012,"
Ref.nr. 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USEAS HIGHAS 275°F (135°C)

Forsiktig: Farlige kontaminerte
materialer ma autoklaveres for
kasting. lkke forsegle posen tett
under autoklavering. Til bruk sa hgyt
som 275 °F (135 °C).

Oppbevares tert: Angir et medisinsk
utstyr som ma beskyttes mot fuktighet.
(1ISO 15223-1:2012," Ref.nr. 5.3.4)

[TEMPERATURE INDICATOR PATCH]|

Temperaturindikatormerke

Temperaturgrense: Angir
temperaturgrensene som det
medisinske utstyret trygt kan utsettes
for. (ISO 15223-1:2012," Ref.nr.
5.3.7)

Belagt mikrotiterplate (strimler)
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i’ @vre temperaturgrense: Angir den Sporer
ovre temperaturgrensen som det
medisinske utstyret trygt kan utsettes
for. (ISO 15223-1:2012," Ref.nr.
5.3.6)
Nedre temperaturgrense: Angir den Analysebuffer
JE nedre temperaturgrensen som det BUF [ASSAY]
medisinske utstyret trygt kan utsettes
for. (ISO 15223-1:2012," Ref.nr.
5.3.5)
Produsent: Angir produsenten Buffer
N av det medisinske utstyret som
definert i EU-direktivene 90/385/EQF,
93/42/EQF og 98/79/EF. (ISO
15223-1:2012,' Ref.nr. 5.1.1)
Produksjonsdato: Angir datoen da biotinkonjugatkonsentrat
M det medisinske utstyret ble produsert. [B1O[CONJJCONC]
(1ISO 15223-1:2012," Ref.nr. 5.1.3)
Autorisert representant i EU: Angir Biotinkonjugat — Klart til bruk
£ [rer) den autoriserte representanten i EU. (Btocony [RTU]
(ISO 15223-1:2012," Ref.nr. 5.1.2)
Forsiktig: Angir at brukeren ma Kalibrator
A konsultere bruksanvisningen
for viktig informasjon slik som
advarsler og forsiktighetsregler
som av ulike arsaker ikke kan sta
pa det medisinske utstyret. (ISO
15223-1:2012,' Ref.nr. 5.4.4)
Positiv kontroll: Angir et Kalibratorkort
kontrollmateriale som er beregnet
pa a verifisere resultatene i det
forventede positive omradet. (ISO
15223-1:2012,' Ref.nr. 5.5.4)
Negativ kontroll: Angir et Konjugatkonsentrat
(CONTROL [~ ] kontrollmateriale som er beregnet
pa a verifisere resultatene i det
forventede negative omradet. (ISO
15223-1:2012," Ref.nr. 5.5.3)
In vitro-diagnostisk medisinsk Konjugatdiluent
utstyr: Angir et medisinsk utstyr
som er beregnet pa bruk som
in vitro-diagnostisk medisinsk utstyr.
(ISO 15223-1:2012," Ref.nr. 5.5.1)
Europeisk samsvar: Kontroll
c € CE-samsvarsmerking. (IVDD
98/79/EF, tillegg X)?
Biologisk fare, advarsel: Utvis Kun for forskningsformal. Dette
@ forsiktighet for & unnga eksponering produktets ytelseskarakteristika er
for en biologisk fare. (ISO ikke fastslatt enna. Skal kun brukes
7010-W009:2011)° av godkjent personell.
(Gg\ Advarsel om biologiske farer LUO Kun bruk i laboratorium
£9
Boy kneerne nar du lgfter Verdikort
@ Forhindre ryggskade Rekonstitueringsbuffer
Kan resirkuleres: Angir at det [REAGENT PACK] Reagenspakke
@ merkede elementet eller dets
% materiale kan gjenvinnes eller
resirkuleres. (ISO 7000:2014,* Ref.nr.
1135)
Denne siden opp: Star pa Pravebuffer A
transportemballasje. Angir riktig
staende stilling. (ISO 7000:2014,*
—_— Ref.nr. 0623)
Innhold Prevebuffer B
Fare Prave Diluent
Identifiserer lotnummeret som skrives Oksiderende lagsning

ut pa rapporter nar en alternativ
kalibrering brukes.
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Det forkortede (2-8 tegn)

Stoppel@sning

‘FRONT

[Test Name | o | SOLN[STOP|
[Test Name] analysenavnet som brukes pa
Access immunoanalysesystemer.
See Cal/Ctrl Value Card Se verdikort for kalibrator/kontroll TMB kromogenlgsning
[Made in USA of US and Foreign Components | Produsert i USA av amerikanske og S5 Standard
utenlandske komponenter
Opprinnelsesland Standard A/ prgvediluent
Kun til forskningsbruk. Skal ikke Streptavidin-enzymkonjugat - Klart til
[RuQ] o f [STREP[CONJRTU]
brukes i diagnostiske prosedyrer. bruk
Sikkerhetsdatablad Vaskekonsentrat B
Advarsel WASHCONC]T] Vaskekonsentrat 1
Forside

1. 1SO 15223-1:2012, Medical devices (Medisinsk utstyr) — Symbols to be used with medical device labels, labelling and information to be supplied (Symboler

for medisinsk utstyr til bruk pa etiketter, som merking eller til informasjon) — Part 1: General requirements (Del 1: Generelle krav)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices

(EUROPAPARLAMENTS- OG RADSDIREKTIV 98/79/EF av 27. oktober 1998 om medisinsk utstyr til in vitro-diagnostikk)

3. ISO 7010:2011, Graphical symbols (Grafiske symboler) — Safety colours and safety signs (Sikkerhetsfarger og sikkerhetsskilter) — Registered safety signs

(Registrerte sikkerhetsskilter)

4. 1SO 7000:2014, Graphical symbols for use on equipment (Grafiske symboler til bruk pa utstyr) — Registered symbols (Registrerte symboler)
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FAwoodpio cupBoAwv
ACCESS kai ELISA Immunoassay Systems

Ta akdAouBa cUPBOAA EVOEXETAI VA XPNOIMOTTOIOUVTAI OTH CHMAVOT TTPOIOVTWY avoootrpoodiopicoU Access Kal
TPOIOVTWYV M AUTONATOU avoooTTpoadiopicoU Tng Beckman Coulter.

Ymépvnua cupBoAwyv

LOT]

Ap1Bu6g TTapTidag: Yrodeikvuel Tov
apIBuo TTaPTIdAG TOU KATOOKEUOOTH
WOTE va gival duvaTh n avayvwpeion
g Traptidag. (ISO 15223-1:2012,"
Ap. avag. 5.1.5)

*2-10°C after opening.

2-10 °C petd 10 Avolyua

Huepopnvia «Xpron £éweg»:
YT10o8€eIkvUEl TRV NUEPOMNVIA PETA

TO TIE€PAG TNG OTToIOG dEV TTPETTEI VOl
XPNOIUOTTOIEITAI N 1ATPIKI) CUCKEUN).
(1ISO 15223-1:2012," Ap. avag. 5.1.4)

*-20°C after reconstitution

—20 °C petd TNV avacuoTacn

BioAoyikoi Kivduvol: YTTodelkvUel OTI

*STD B-G, CONTROL

MpoTutro B-G, Maptupag I-I: Acite

uTTdpxouv TmBavoi BIoAoyikoi Kiviuvol I-lI: See IFU. TIG 0dNYieg XpAong yia TTpooBeTeg
OXETICOUEVOI PE TNV IATPIKA CUOKEUR. TIANPOPOPIEG OXETIKA UE TN QUAAEN.
(1ISO 15223-1:2012," Ap. avag. 5.4.1)
ApIBu6G KaTaAdyou: YTTOdEIKVUEI Mepi€xel 2 TakéTa avTidpacTnpiwyv
TOV apIBud KataAdyou Tou
KOTOOKEUQOTA WOTE va givai
duvaTA n avayvwpion TNG IOTPIKAG
ouokeung. (ISO 15223-1:2012," Ap.
ava®. 5.1.6)
[:E] >upBouleurteite TIG 0dnyieg xpAoNG: Tavia aoc@aAgiog
YTOSeIkvUEl TV avaykn va E AvaCNKWOTE Kal AQaIPETTE
techdocs.beckmancoulter.com UUUBOU)\EUETGI O XPNOTNG TIG ZT(')HIO TToU (IVGOT]K(.()VETal
odnyieg xprong. (ISO 15223-1:2012,"
Ap. avag. 5.4.3)
W MepiExel eTTapkr ToooTNTA YIA N\ 2Apa avokUKAwong «PAP»,
<n> e€eTA0EIG: YTTOOEIKVUEI TOV Lz?) KUMATOEIDEG XAPTOVI
PAP

OUVOAIKG apIBuo egetdoswv IVD
TTOU PTTOPOUV VA TTPAYUOTOTTOINB0UV
ue Ta avTidpacTipia Tou KIT IVD.
(1ISO 15223-1:2012," Ap. avag. 5.5.5)

Na pnv emavaxpnoiyoTIoIEiTal:
YTodeIkvUEl pia 1ATPIK CUOKEUR
TTOU TTPoOopICeTal yia pia pévo xprion
| yia xprion o€ évav pévo acBevi
OTO TTAQIOI0 piag Kal JoVadIKAG
diadikaoiag. (ISO 15223-1:2012," Ap.
ava®. 5.4.2)

mE)X]

Opio oToIBaypartog Baoel apiBuou:
YTmodelkvUel OTI Ta GTOIXEIQ OV
TIPETTEl va oToIBAGdOVTAl KATAKOPUGQA
TéPav Tou KaBopiouévou apiBuou.
(ISO 7000:2014,* Ap. avagp. 2403)

i

Méoog 6pog: YTTodelkvUel TNV
TIOCOTIKA METPNON MIOG KEVTPIKAG
Tdong o€ éva oUVOAO ETTAVAANTITIKWY
UETPOEWV.

'

Kit avridpaoTnpiou

Tutrikr) atrékAion: YTrodeikvUeEl
TNV TTOCOTIKA PETPNON TNG
Tuxaiag d1a0TTopdg o€ €va oUVOAO
ETTAVAANTITIKWV UETPOEWV.

KIT TT010TIKOU €AéyXOU

Mnv xpnoiyoTroigite To TTPOoidv, £4v

n OUOKEUAOIa €ival KATEOTPAUUEVN:
YTO8€eIKVUEI IA IATPIKA CUOKEUR TTOU
Oev TTPETTEI VO XPNOIMOTIOINOET €AV N
OUOKEUOOIa TNG EiVal KATEGTPAUMEVN
A avoixth. (ISO 15223-1:2012," Ap.
avag. 5.2.8)

Kit BaBuovounth

Mévo yia agloAdynon Tng ammoédoong
IVD: YTodeikvuel pia ouokeun 1VD
TTOU TTPOOPIZETAI YIa XPrion PHOVO yia
TNV a§IoAdynaon Twv XapakTnPIoTIKWY
atmédoong Tng Tipiv diartedei oTnv
ayopd yia IaTPIKA SIayVWwaoTIKA Xpron.
(1ISO 15223-1:2012," Ap. avag. 5.5.6)

00000

Mnv amroyuxete Ta Oeiyyata
TTEPIOOOTEPEG ATTO 5 POpPEG

EuBpauaTo, va xeipifeaTe 1o TTPoidv
Je TTpoooxr: YTTOdEIKVUEL HIa
IOTPIKI) OUOKEUN TTOU UTTOPEI va
oTmdoel ) va uttooTei pBopd edv o
XEIPIOPOG TNG OEV YiVEl PE TTPOCOXHA.
(1ISO 15223-1:2012," Ap. avag. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

AvoifTe apéowg
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A

Alatnpeite pokpId atd 10 NAIOKS PWG:
YTT08€eIKVUEl HIA IATPIKA CUCKEUR TTOU
TIPETTEI VO TTPOCTATEVUETAI ATTO TTNYEG
ewtdg. (ISO 15223-1:2012," Ap.
ava®. 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGH AS 275°F (135°C)

Mpoooxn: Ta emkivduva poAucuéva
UAIKG TTPETTEl Va aTToAupaivovTal 0€
QUTOKAUGOTO TIPIV TNV aTréppIYPn TOUG.
Mnv o@payileTe agPOOTEYWG TOV OAKO
KaTd TNV aTToAUJOVON O€ AQUTOKAUCTO.
MNa xpon oe Beppokpacia €wg

135 °C (275 °F).

AloTnpeite oTeyvo: YTTOOEIKVUEI PIa
IOTPIKA OUCKEUR TTOU TTPETTEl Val
TpooTaTeUETal ATTd TNV UypaAdia.
(1ISO 15223-1:2012," Ap. avag. 5.3.4)

[TEMPERATURE INDICATOR PATCH]

AuTtokOAANTO €vBEIEnG Bepuokpaaiag

{

Opia Beppokpaciag: YTTodeIKVUE

Ta 6pla BEpUOKPACiag oTa oTToia N
IOTPIKA) CUOKEUR UTTOPEi va eKTEDEI pE
ac@dAcia. (ISO 15223-1:2012," Ap.
avag. 5.3.7)

MAGka pIkpoTITAOSOTNONG HE
ETMIKAAUYN (TaIViEG)

Avwtato épio Bepuokpaciag:
YTmodelkviel TO avwTaTo 6plo
Beppokpaaciag oTo OTToIo N 1ATPIKA
OUOKEUN UTTOPEi va eKTEDEI UE
ac@dAeia. (ISO 15223-1:2012," Ap.
avag. 5.3.6)

AVIXVEUTAG

Katwrato 6pio Bepuokpaaiag:
YTodeIkvUel TO KATWTATO OpIo
Bepuokpaciag oTo OTT0Io N 1ATPIKA
OUOKEUN UTTOPEi va eKTEDEI e
ac@dAeia. (ISO 15223-1:2012," Ap.
avae. 5.3.5)

BUF |ASSAY

PuBuioTiké didAupa avdAuong

KataokeuaoTng: YTTodeIkvUEl ToV
KOTAOKEUQOTA TNG IOTPIKAG CUOKEUNG
OTTwg opiCetan oTig Odnyieg TNG

EE 90/385/EEC, 93/42/EEC kai
98/79/EC. (ISO 15223-1:2012," Ap.
avae. 5.1.1)

PuBuioTikd didAupa

Huepounvia KaTtaokeung:
YT1odelkvUel TRV nuepoPNvia
KOTAOKEUNG TNG IOTPIKAG OUOKEUAG.
(1ISO 15223-1:2012," Ap. avag. 5.1.3)

[BIO[CONJ[CONC

ZupTTUKVWHa oulelypatog BioTivng

E&ouaiodotnuévog avTITpOowITog
otnv Eupwtraikry Koivérnra:
YT1odeIkvUel TOV ££0UCI1080TNUEVO
avTITTPOoWTTO O0TNV Eupwtraikni
Kowémnta. (ISO 15223-1:2012," Ap.
avae. 5.1.2)

[BIO[CONJ

>0leuypa BioTivng - 'EToipo yia xpAon

Mpoooxn: YtodeikvUiel TNV avaykn
va gupBouAeleTal 0 XpRoTNG TIG
odnyieg xpr’]long yla Tr)\r]po§popiag
TTOU €£QIOTOUV TNV TTPOCOXH, OTIWG
TIPOEIBOTIOINTEIG KA TIPOPUABEEIG,
0l OTT0iEG, Yia dl1d@opoug Adyoug,
dev gival duvato va gupavidovral
oTnV idIa TNV 10TPIKI CUOKEUN).
(1ISO 15223-1:2012," Ap. avag.
5.4.4)

BaBuovountig

CONTROL

OeTIKOG PapTUPAG: YTTODEIKVUEI £va
UAIKO pdpTupa TTOoU TTPoOopICeTal yia
TNV ETOANBEUON TWV ATTOTEAETUATWYV
OTO AVAPEVOUEVO €UPOG BETIKWV
Tiv. (ISO 15223-1:2012," Ap.
avag. 5.5.4)

Kapta BaBuovountn

CONTROL -]

ApvnTIKOG papTUPAG: YTTOdEIKVUE £va
UAIKO pdpTupa TToU TTPoOopIgeTal yia
TNV ETOANBEUON TWV ATTOTEAETUATWY
OTO AVOAPEVOUEVO EUPOG APVNTIKWV
Tiwv. (ISO 15223-1:2012," Ap.
avag. 5.5.3)

CONJ[CONC

SupTrUkvVwa oulelyuaTog

larpotexvohoyiké Bordnua TTou
XPNOoIYoTToIEiTalI OTN BIGyvwon
in vitro: YTTOB€EIKVUEI YIA 1ATPIKNA
OUOKEUN TTOU TTPOOpICeTal yia
XPNonN wg 1aTPOTEXVOAOYIKO
BonRBnua yia didyvwaon in vitro.
(1ISO 15223-1:2012," Ap. avag.
5.5.1)

ApaiwTikd culelyuaTog

g3

EupwTraik ouppdpewon: H
oAuavon ocuppopewaong CE. (IVDD
98/79/EK, Mapdptnua X)?

Aedopéva
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BioAoyikég kivduvog, TrpoeidoTtroinon:

Mévo yia epeuvnTikn xprion. Ta

ATTauTEITAI TTPOCOXN VIO TNV ATTOQUYA xapgKTr]ploan a1Tédo0ng yia autd To
€kBeong o€ BioAoyikd kivouvo. (ISO TIPOIGV dev £XOUV KaBOPIOTEN akoua.
7010-W009:2011)° MNa xpAon povo armré eCeIdikeupEvoug

EPEUVNTEC.
(@% MpoeidoTtroinon BioAoyikoU KivdUuvou Moévo yia epyacTnpiokni Xpron
I

AuyioTe Ta yOVATA YIA VA TO ONKWOETE Kapta Tipwv

@ MpoéAnwn Tpaupatiopol TNG HEoNG PuBpioTiké didAupa avacloTtaong

@ AvaKUKAWOIPO: YTTodeIkvUEl 6Tl TO [REAGENT PACK] 2T avTIdpacTnpiwv
ONUOCHEVO OTOIXEIO 1 TO UAIKO TOU

% atroteAoUV PEPOG HIaG Bladikaaiag
avakTnong r; avakUKAwong.
(1ISO 7000:2014,* Ap. ava®. 1135)
égr:ﬁoﬂciggg?qﬂﬁe?g (;gpgcévw: PuBuioTiké didAupa delyudTtwy A

TT YmodelkvUel TN owaoTr 6pBia Béon TG

Al ouokeuagoiag. (ISO 7000:2014,* Ap.
avag. 0623)

Mepiexdpevo PuBuioTiké didAupa derypdtwy B
Kivduvog AlaAUTIKG BeEIypaTWY
YTodeIkvUEl Tov apiBuod TrapTiéag’ [SOLNTOX] AidAupa ogegidwong
TTOU Ba EKTUTTWVETAI OTIG AVAPOPEG,
éTav XpnoIYOTIOoIEITAl EVOAAOKTIKA
BaBuovoéunaon.
XPNOIUOTTOIEITAI TO CUVTETUNUEVO AldAupa avaoToAAg
6vopa avdAuong (2—8 XOapaKThPEG)
OTA CUCTAHATA AVOOOTTPOCdIoPIoUOU
Access.
See Cal/Ctrl Value Card Acgite TNV KApTA TIHGWY VB AidAupa Xpwpoyovou TMB
BaBuovounTi/udpTupa
I Made in USA of US and Foreign Components I K(XTGO:KSU(KETGI oTg HI_IA, amo STD Flpc’nuno
€CAPTANATA KOTAOKEUOOUEVA OTIG
HIMA kail k160G Twv HIMA
Xwpa TpoéAeuong Mpdtutro A/ ApaiwTIKG delypdTwy
[RU9| Mévo yia epeuvnTikr) Xprion. Aev STREP] >0Ceuypa oTpeTTaBIdivng-evqupou -
[RUO ggoopiisml yla xprion o€ diadikaoieg STREP[CONS ‘EToipo Tpog xprion
10yVWwong.
DUMo Aedopévwv AopdAeiag SupTrUkvwua TTAUong B
MpogidoTtroinon [WASHCONETT] ZUPTTUKVWHA TTAUONG |

‘FRONT

MrrpooTivéd pépog

ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General

ISO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014, I'pagikd cUpBoAa yia Xprion o€ €COTTAIOUO —
Karayxwpiopéva oUppoAa)

requirements (ISO 15223-1:2012, laTtpoTteXvoAoyika TTpoidvTa — ZUMPBOAA yia XPAON O€ €TIKETEG, OTN ONPAVON Kal Of TTOPEXOUEVEG TTANPOPOPIES
10TPOTEXVOAOYIKWYV TTPOIdVTWY — Mépog 1: TevikEéG OTTAITAOEIG)
2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (OAHTIA

98/79/EK TOY EYPQIMAIKOY KOINOBOYAIOY KAI TOY ZYMBOYAIOY ¢ 27ng OkTwRpiou 1998 yia Ta 1aTpoTEXVOAOYIKAE BonBrjuaTa TTou XpnoipoTololvTal
oTn didyvwaon in vitro)

3. 1ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011, pa@ikd cUpBoAa — ZAPAvVGON Kal XpWUaTa
aocpaleiag — Kataxwpiopévn ofpavan ac@algiog)
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a5 —K
ACCESS® & U'ELISAA L/ Ty &4

AT I
LTFTDRESE., ¥ DAccessIT A/ FyYtSEManual T A/ FYELAOBBOSAR) I TCHERENDIBEN

HYEXT

o

iSRG

NYFI—R: NvFELEOY
RABRITEDRSICHEEZED
NyFI—RERLET. (ISO
15223-1:2012, '$HRES5.1.5)

*2-10°C after opening.

FRi#E2~10°C

rd

AR COBURIER#SEZ
FATINETRHEAEAVARZRLE
T, (1SO15223-1:2012, 'BEBE
£51.4)

*-20°C after reconstitution

BER&-20°C

&0

EMERVRAY  ERBEERICH

*STD B-G, CONTROL

STDB~G, O ~O—=JLI~Il: f&

ELULEEMENY AT OAE I-1l: See IFU. BEOFMIOVWTIE, BURFHESE
NFHderZRLET, (ISO SR,
15223-1:2012, '8 HBES5.4.1)

NEOTEES  EEMSEERE 2ENRENY VEESD

NFTEDRDIC, HEXEZEDD
ZOYBSERLET. (ISO
15223-1:2012, 'S BES5.1.6)

=

techdocs.beckmancoulter.com

EIREREAERRR . 1—H— "Bk
FPEEHRIDILEMERLE
T, (IS0 15223-1:2012, 'S RHE
£54.3)

FEMIFFIES—IL
BlE LFBRASHAT
TNTFYyTHxy 7T

‘7 EEME<n>HBRICEE | IVDRE 1\ Y4 2)OJdPAP, HR—)L
v NTEHETE 2IVDREBOAHHK &0

#RLET, (IS0 15223-1:2012, PAP
'SRES555)

® BAATRT 1BOEH, &1 > FREAEBEHR: EEEhBHE
DOFETIANDBREICHTEH 4] BATEE&LTREESAWC L
EREL-ERMBETHD LE [ #RLET. (ISO 7000:2014, *
RUET., (I1SO 15223-1:2012, ' SBES2403 )
SBES54.2)

% ¥ —EORBAEMBICH T EET NN
MEROEENAEZRLET,

p EBERE . —BEOREANEEICH REEEXY N

T2 LBIEOERBNAE
ERLET,

BENMNBELTVWREES, £AH
LEVWTEEY - GEFBEsL
TVWBEERBEHEhTVRES
CREATIRNETREEVEERES
ETHB_EERLET, (ISO
15223-1:2012, 'S RES52.8)

FrUIL—2—Fv RN

IVDMREFEMICPRD : PWTAEXRMR
ELTIRFTENDHIC, TOMHEE
HMEICRYERATICEEZREL
EVDTFNAATHBDEeZRLE
T, (1SO15223-1:2012, 'BBE
£556)

00000

BRSO RFEREGSEET

EhEn, IEE  EEL TERY
BV RICHBE - GBENT
NN SIEEMBTHDILE
RLUEF. (1SO15223-1:2012,
SRES53.1)

OPEN IMMEDIATELY

BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
onditions when not in transit.

Bs5ICH<

EHAXEIL: XKEHASRETS
PBEOHIERMBETHD_LE
RLUET. (1SO15223-1:2012,
SRES53.2)

CAUTION:
HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL

DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGHAS 275°F (135°C)

BRERMIE. BRI
—7RBELTSEEL,
—7BEPEREZAL

ZEV, ERBER275°F

EREL  ERHISRETIHLED
HIEBEMETHDI_LERLE

¥, (1SO15223-1:2012, 'BBE
£534)

[TEMPERATURE INDICATOR PATCH]|

BERR EEMREZSICHEAT
EDERERAEZRLET, (ISO
15223-1:2012, 'S BEF53.7)

IBRKROIAOORA
—h(ARRUYT)
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H—RZESR

Jl’ BELR EEREEZRLICFERAT NL—1
EHRELREZRLEI. (ISO
15223-1:2012, 'S BES5.36)
15223-1:2012, 'S BES5.35)
™ B E - EUES90/385/EEC, Ny 77
93/42/EECH & U'98/79/ECI- EE &
NP2EBEMBOREEXEERLE
¥, (1SO 15223-1:2012, 'SBE
£5.1.1)
'SRBES5.1.3)
o] Etx’)H{J(ﬁI%)ok;sﬁzxz’Jyﬁ;%é;&%%ﬁiﬁ SoTcon =TT EAF>A0T 15— K -BRERE
A : . BR
B cEEEABEALLY. BR ATl FvUTL—%—
A BEBFRICRRTEAVESES K
CEBELRENEERIEB/RICO
WT, I—Y—ICHRHBEEER
RIDVEMNHBD_EZTRLE
¥, (1SO15223-1:2012, 'SBE
£54.4)
BEEEYEERLET, (ISO
15223-1:2012, 'S BES5.54)
BEEEYEERLET, (ISO
15223-1:2012, 'S B ES5.5.3)
EUAERBEERLET. (ISO
15223-1:2012, 'BBES5.5.1)
BMMIESES : CEEEN—Y, TR > s~Aa-JL
c € ( IVDD 98/79/EC. 11 BX ) 2 [eTRL]
‘ igzﬂﬁgﬂﬁ 2L E#M%‘-B’Q)@‘,Fﬁ ?‘éﬁﬁﬁﬁo iﬁ:@ﬁ%‘ég%ﬂ;z%%
CEELBRVEKSICEEL TLKEE TWEE A, BE DHHFEREIC
W, (1SO 7010-W009:2011 ) 3 LBFEAICREENTVET,
2y NAANY— REE 0o REZCORACRE
BIO;t;RD
@ EEEEE BRNY 77
&0 ZETomMiENsL AN
LET. (ISO7000:2014, ‘S8R
FHS1135)
TT (1SO 7000:2014, “BRES0623 )
ka ¥ZTL Ny 77 B
[DANGER] i [SAWPLE[DL BRAERRE
Oy NESEBZBAILET,
— (2~8XF ) BENLT Y AR B IEA R
MNAccessA L/ T YA AT A
THEAEhET,
See CallCtrl Value Card FrU7L—5%—/02rO—)LfE [SOLN[TWE TMB 7 0ET > BAH

I Made in USA of US and Foreign Components I

KER (KESECNEE T R—
EIS

AR —R
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EEH RRBARBERE
ﬁﬂgpbﬁﬁua)&o E%‘Hfﬁﬁit:(iﬁﬁﬁb’&b\ [STREP]CONJ[RTU] Eiﬁ%xhbTh?t?)-%ﬂ
T EE L, =
ReMTF—2T—h AR R B
jalal [WASHGONGT 1] REHBH |

‘

=
=

[

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General

requirements ( ISO 15223-1:2012, EEKES - EEBEBOIRIL, SRUVIRUREHIZIBERICAVDRES - 13 : —RERFHE )

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices ( #4454 &
HAEREERICE T 21998F10H27T B TRUMB LRV RMNEELIEF8/TIEC )

3. I1SO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs ( ISO 7010:2011, Kfi2® - 2B RUVTZLER - BR

RERHE)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols ( ISO 7000:2014, #RICAWVWIRES - BREILF )
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FEHELR

ACCESS #1 ELISA &&= %%

LA #5587 Beckman Coulter Access R BEMEMF oL E> RirEHhEA,

FEXM
XK . ERFIEEHES#R [230°C aftor opening.] FF it/ 2-10°C
= RE |, DERREF SR, (ISO :
15223-1:2012 , ' BEE51.5)
g FERMYR . BERETEEFNREMEA -20°C (ER&RF)
HHi, (1SO15223-1:2012 ,'&#
£51.4)
& BEEENEEEUXNR. (I1SO Il See IFU. BEA (IFU) TR EMANEFER.
15223-1:2012 , ' $EE54.1)
Bx5  BrRfEEN~RER E2MEFE
£ LBFHRETEE. (ISO |
15223-1:2012 , | BEE51.6)
[]i] ESRAEREE  ERAFPEESH P E R &
FERHB. (ISO 15223-1:2012 , ' 1232 3¢ 45
techdocs.beckmancoulter.com #8543 ) Nl
W SERBAT <n> XEMN : BRA PAP B FIAEM , BABEHKIR
£ IVD B &ZH4TH IVD MR &
B, (ISO15223-1:2012 , ' &&=
5.5.5)
™) BOESFERA  ERETREN HBHBRE  ERTRNEEMH
— AR, REZRATEER BHBTSBEEERE. (1SO
FRPABZBEFEMA, (ISO 7000:2014 , * £ 52403 )
15223-1:2012 , ' BEE54.2)
% FE : BR—RIEENENEF wi&
EENELCNE,
o WEEZ  BR—RIESNENFEN RiERMNE
PTHNELLUE.,
@ EAREBRIR , EOFER  BRETR RERENE
EEREAEIRITAAR , I
TEMEMA. (1SO 15223-1:2012 , '
$#£858528)
AT IVD tEEEF 1L : 577 IVD 8% BEARBRTRIBE 5%
ﬂ NEATERRTESLHNATGS 00000
ZHI AR EIT M 2 . (1SO
15223-1:2012 , ' #5556 )
S8, PMOLE  BRETIRE I BT FF
Y EABRE 0T AR B A OPEN IMMEDIATELY
ﬂ;o ( ISO 15223_1.2012 , 1 %%% BOXC-ONTAINSPERISHABLEITEM
5.3.1) eronditions snon nof In traneit.”
B X EAET BEBREER —— o — B RO S RHBAAER
/ﬁL\ ﬁo ( 1SO 15223-1:2012 , 12/5%% MUST BE AUTOCLAVED PRIOR TO DISPOSAL Eﬁﬁiﬁﬁ%&mﬁo E%Emﬁﬁ
5.3.2) T e BAREHE, FAFHIX 275°F
(135°C) KBE .,
RETR EFETRSEERR BERERENE
&ﬁﬂo ( 1SO 15223-1:2012 ’ 1 ?% [TEMPERATURE INDICATOR PATCH] A
£534)
BERS : BREFEETLSEM & TAREHMEEER (%)
{ BRERA. (190 1522312012 , -
'$E£553.7)
i’ BELR : BRETEZULEEM 1B BRI
MR EMR, (1SO 15223-1:2012
'$#£8553.6)
BETR: ERETRETRSEM DI EHR
JE IE'J%ETFE:,E ( 1SO 15223-1:2012 , BUF[AssAY
'$#£5535)
™ H& R ;- BIBEREEES 90/385/EEC, BUF R
93/42/EEC 1 98/79/EC WM E TS
TEFEEMNFER,. (1SO
15223-1:2012 , ' B$EE51.1)
ERH  ERETFIEENE™AR EYRIRBEERY
al B, (1SO15223-1:2012 , ' £ & iolcon, Jcons
51.3)
RN RESRAR  EREMNER EYERESY - AR
L=c [ree) hER AR, (I1SO 15223-1:2012 , B0 Cony
'8E£551.2)
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ﬁ ER ETAPEESHFERSR , REm
THMHEXHNEZERER , IR
EMHERMEZE REETRER
e ENESMEEET, (IS0
15223-1:2012 , ' 3E554.4)
PFEMRER  BERRESMBE RIERF
[CoNTROL [+] P F R 1AL T 1750 B A8 B P 0 2 [CAL CARD] '
2. (1SO15223-1:2012 , ' BEE
55.4 )
PAEREmR : ErRERMRLE RBEEW
CONTROLL=] £ F 430 4L T 1 28 FR M S5 14 0 45 consicone]
2, (1SO15223-1:2012 , ' B£5
55.3 )
. (1S015223-1:2012 , '&&5
55.1)
FR 82 CE A : CE fFaMEHRE, g
c € ( IVDD 98/79/EC , Kt X ) ?
@ EYREESLS . MMBREMEYR NIRHAREA, AR AN
A £, (SO 7010-W009:2011 )3 BARE, REAEHEAREA.
rs.% EYRERBERES ) MK EFEH
RENZHRE E+
@ By b H EBHR 45 FEEMRK
AEY : ERFEEGENYRRHE wHia
. HETEABRA AR, (SO '
%@ 7000:2014 , * EE1135 )
TT $£50623 )
AR HRAH B
e B0 6 R
Eigggﬁfiﬁ}ﬁﬁﬂgﬂfﬂﬁ?ﬁ A"
See CallCtrl Value Card BERRER/RERSBE TWE TMBIE A A
IMadeinUSAofUSandForeignComponentsI Em;@&@ﬁ;&miﬂ{¢ﬁ;@*uﬁ STD *ﬁ‘)&
R PR m AR AT
__Made in China
B ER. FLW™R. [STREF]CONI]RTU] HEFENREBERY - YUUER
ReEWERL R ERRB
[WARNING] B2E [WASHCONC] 1] R Y8R BB
‘ M|

1. 1SO 15223-1:2012 , Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements ( ES7 M - A TETSHMAE, EREHNREGENFS -F£ 18y . BAER)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices ( 1998
10 A 27 BN SNMBREQEASHETSEMET )

3. 1SO 7010:2011 , Graphical symbols — Safety colours and safety signs — Registered safety signs ( RS - Z2HEBNLZLIRE - EFMHRERE)
4. 1SO 7000:2014 , Graphical symbols for use on equipment — Registered symbols ( & & ABEFE - THFS )
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Simboliy terminy zodynas
ACCESS ir ELISA Immunoassay Systems

Toliau nurodyti simboliai gali bati naudojami ,,Beckman Coulter“ imunologiniy tyrimy ,,Access” ir imunologiniy

tyrimy ,,Manual“ etiketése.

Simboliy sutartiniai zenklai

LOT]

Serijos kodas: nurodomas gamintojo
serijos kodas, kad baty galima
identifikuoti serijg arba partijg. (ISO
15223-1:2012", kat. Nr. 5.1.5)

*2-10°C after opening.

2-10 °C atidarius

rd

Sunaudoti iki nurodytos datos:
nurodoma data, po kurios medicinos
prietaiso nebegalima naudoti. (ISO
15223-1:2012", kat. Nr. 5.1.4)

*-20°C after reconstitution

—20 °C paruosus

&P

Biologiniai pavojai: nurodoma, kad

*STD B-G, CONTROL

B-G standartas, |-l kontroliné

gamintojo katalogo numeris, pagal
kurj galima identifikuoti medicinos

prietaisg. (ISO 15223-1:2012", kat.
Nr. 5.1.6)

gali bati su medicinos prietaisu 1-lI: See IFU. medziaga: papildoma informacija
susijusiy biologiniy pavojy. (ISO apie laikyma pateikiama naudojimo
15223-1:2012", kat. Nr. 5.4.1) instrukcijoje.

Katalogo numeris: nurodomas Sudétyje yra 2 reagenty paketai

=

techdocs.beckmancoulter.com

Skaitykite naudojimo instrukcija:
nurodoma, kad naudotojas turi skaityti
naudojimo instrukcijoje pateikiamag
informacijg. (ISO 15223-1:2012", kat.
Nr. 5.4.3)

Bandymg atidaryti parodantis
sandariklis

Pakelkite ir nupléskite
IStraukite snapelj

matavimy aibés atsitiktinés
dispersijos kiekybinis matas.

W Turinio pakanka <n> tyrim.: 7\ Perdirbimo logotipas PAP, gofruotas
nurodoma, kiek i$ viso IVD tyrimy E?) kartonas
galima atlikti su IVD rinkinio PAP
reagentais. (ISO 15223-1:2012", kat.
Nr. 5.5.5)
® Nenaudoti pakartotinai: nurodoma, > DidZiausias vienas ant kito sukrauty
kad medicinos prietaisas skirtas 2] elementy skaicius: nurodoma,
naudoti tik vieng kartg arba naudoti tik ] kad vienas ant kito vertikaliai
vienam pacientui vienos procediros sukrauty elementy skai€ius negali
metu. (ISO 15223-1:2012", kat. Nr. virSyti nurodytos reikSmés. (ISO
5.4.2) 7000:2014*, kat. Nr. 2403)
% Vidurkis: kartotiniy matavimy aibés & Reagenty rinkinys
centrinés tendencijos kiekybinis
matas.
o Standartinis nuokrypis: kartotiniy Kokybés kontrolés rinkinys

Nenaudoti, jeigu pakuote pazeista:
nurodoma, kad Sio medicinos
prietaiso negalima naudoti, jeigu
pakuoté pazeista arba atidaryta. (ISO
15223-1:2012", kat. Nr. 5.2.8)

Kalibratoriy rinkinys

Tik IVD veikimo vertinimui: nurodoma,
kad Sis IVD prietaisas skirtas naudoti
tik jo analitinéms charakteristikoms
vertinti prie$ jj pateikiant j rinkg
medicininiam diagnostiniam
naudojimui. (ISO 15223-1:2012", kat.
Nr. 5.5.6)

00000

Méginius atSildyti galima ne daugiau
kaip 5 kartus

Trapus, elgtis atsargiai: nurodoma,
kad nerlpestingai elgiantis medicinos
prietaisas gali suldzti arba sugesti.
(1ISO 15223-1:2012", kat. Nr. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Atidaryti nedelsiant

Saugoti nuo tiesioginiy saulés
spinduliy: nurodoma, kad medicinos
prietaisg reikia saugoti nuo Sviesos
Saltiniy. (1ISO 15223-1:2012", kat. Nr.
5.3.2)

CAUTION:
HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.

FOR USE AS HIGH AS 275°F (135°C)

Démesio: pavojingos uzterstos
medziagos prie$ Salinant turi bati
apdorotos autoklave. Apdorodami
autoklave neuzsandarinkite maiselio.
Naudoti iki 275 °F (135 °C)
temperatiroje.

Laikyti sausai: nurodoma, kad
medicinos prietaisg reikia saugoti nuo
drégmés. (ISO 15223-1:2012", kat.
Nr. 5.3.4)

[TEMPERATURE INDICATOR PATCH]|

Temperataros indikatoriaus lipdukas
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Temperataros riba: nurodomos

Dengta mikrotitravimo plokstelé

JH( medicinos prietaisui saugios (juosteles)
temperatdros ribos. (ISO
15223-1:2012", kat. Nr. 5.3.7)
jlf VirSutiné temperatdros riba: Atsekamoji medziaga
nurodoma medicinos prietaisui
saugios temperatiros virSutiné riba.
(ISO 15223-1:2012", kat. Nr. 5.3.6)
’K gr;%tii;éngzn;pr)gztigL(i)ss;iﬁgi:orslurodoma BUF[ASSAY] Analizés buferinis tirpalas
temperatlros apatiné riba. (1ISO
15223-1:2012", kat. Nr. 5.3.5)
N Gamintojas: nurodomas medicinos Buferinis tirpalas
prietaiso gamintojas, kaip
apibréziama ES direktyvose
90/385/EEB, 93/42/EEB ir 98/79/EB.
(1ISO 15223-1:2012", kat. Nr. 5.1.1)
w Zi%ﬂlir;ism;’igta;as:o g:g;?miiwo data BIOTCoN Biotino konjugato koncentratas
(ISO 15223-1:2012", kat. Nr. 5.1.3)
e [r] Bondrie: nurodomas galitas B[R ot oo  paruostas
atstovas Europos Bendrijoje. (ISO
15223-1:2012", kat. Nr. 5.1.2)
Démesio: nurodoma, kad naudotojas Kalibravimo medziaga
A turi perskaityti naudojimo instrukcijoje
pateikiamg svarbig jspéjamajj
informacijg, kurios dél jvairiy
priezascCiy negalima nurodyti
ant paties medicinos prietaiso,
pavyzdZziui, jspéjimus ir atsargumo
priemones. (ISO 15223-1:2012", kat.
Nr. 5.4.4)
'rll'ﬁirgoig;nrgg Iligrr:irrglliir:é mz(éiziizgz: Kalibravimo medziagos kortelé
skirta numatomo teigiamojo ’
diapazono rezultatams tikrinti. (ISO
15223-1:2012", kat. Nr. 5.5.4)
[CoNTROL]=] m?riggaorrno;i Il((c?r?ttrrcc;lliir?éé rTeegiziEg:: Konjugato koncentratas
skirta numatomo neigiamojo ‘
diapazono rezultatams tikrinti. (ISO
15223-1:2012", kat. Nr. 5.5.3)
prietarsas: urodomas medicinos oniugaty siedids
prietaisas, skirtas naudoti kaip in vitro
diagnostikos medicinos prietaisas.
(1ISO 15223-1:2012", kat. Nr. 5.5.1)
Europos direktyvy atitiktis: CE Kontroliné
c € atitikties zenklinimas. (IVDD
98/79/EB, X priedas)?
Biglogini_s pavojus, _jspéjim_as: i_m_tis Tik tyrimams. Sio gaminio analitinés
A@ priemoniy apsaugai nuo blOIOgInlfg charakteristikos dar nenustatytos.
pavojaus. (ISO 7010-W009:2011) Skirta naudoti tik kvalifikuotiems
tyréjams.
(E.;\ |spéjimas apie biologinj pavojy Tik laboratoriniam naudojimui
52
Keldami sulenkite kelius ReikSmiy kortelé
Saugokités, kad nesusizeistuméte Atskiedimo (atgaminimo) buferinis
@ nugaros tirpalas
A pazenkintas clomentat rba jo reagenty paelas
%@ medziaga yra regeneravimo arba
atkdrimo proceso dalis. (ISO
7000:2014%, kat. Nr. 1135)
Siall( kr¥PtimlLi virdéq: ar:.t gkabenir?ow Méginiy buferinis tirpalas A
pakuotés. Nurodoma tinkama stacia
TT padétis. (ISO 7000:2014%, kat. Nr.
— 0623)
Rinkinio sudétis Méginiy buferinis tirpalas B
Pavojus i Méginio skiediklis
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Nurodo partijos numerj, kuris bus

Oksidacijos tirpalas

‘FRONT

: : : [soLN]ox
spausdinamas ataskaitose, kai [ox]
taikomas pakaitinis kalibravimas.
Sutrumpintas (2-8 Zenkly) Stabdymo tirpalas
[Test Name] tyrimo pavadinimas, vartojamas
imunoanalizés sistemose ,Access".
7 i i ini 3i TMB chromogeno tirpal
See Cal/Ctrl Value Card Zr_. Ifall_bratorlq / kontroliniy medziagy TVIB chromogeno tirpalas
reikSmiy kortele
[Made in USA of US and Foreign Components | Pagaminta JAV i§ JAV ir uzsienio S5 Etaloniné medziaga
komponenty
Kilmés Salis Etaloniné medziaga A / méginiy
skiediklis
Tik moI_<sI_|n|ams _tyrlmams. l\!esklrta SoNT Strepta\{ldlno ferme_ntmls konjugatas
naudoti diagnostikos proceddroms. — paruostas naudoti
Saugos duomeny lapas Plovimo koncentratas B
|spéjimas [WASHCORE]T] Plovimo koncentratas |
Priekis

1. 1SO 15223-1:2012. ,Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements” (Medicinos priemonés. Medicinos priemoniy etiketése ir Zymenose vartotini simboliai, Zenklinimas ir teiktina informacija. 1 dalis. Bendrieji

reikalavimai).

2. ,DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices* (EUROPOS
PARLAMENTO IR TARYBOS 1998 m. spalio 27 d. direktyva dél in vitro diagnostikos medicinos prietaisy).

3. 1SO 7010:2011. ,Graphical symbols — Safety colours and safety signs — Registered safety signs* (Grafiniai simboliai. Saugos spalvos ir saugos zenklai.

Registruoti saugos Zenklai).

4. 1SO 7000:2014. ,Graphical symbols for use on equipment — Registered symbols* (Ant jrenginiy vartojami grafiniai simboliai. Registruoti simboliai).
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Szimbdélumok szdjegyzéke
ACCESS és ELISA Immunoassay Systems

A koévetkez6 szimbélumok hasznalhaték a Beckman Coulter Access immunassay és manualis immunassay

termékek cimkézésében.

Szimbdélumok listaja

LOT]

Tételkdd: A gyarto tételkodjat jelzi,
hogy a sarzs vagy tétel azonosithato
legyen. (ISO 15223-1:2012,"
cikkszam: 5.1.5)

*2-10°C after opening.

Felbontas utan 2-10 °C

Lejarati id6: Azt a datumot jelzi,
amely utdan nem szabad hasznalni
a gyogyaszati eszkozt. (ISO
15223-1:2012," cikkszam: 5.1.4)

*-20°C after reconstitution

—20 °C helyreallitas utan

Biologiai veszélyek: Azt jelzi, hogy a

*STD B-G, CONTROL

STD B-G, l-es és ll-es kontroll:
A tarolasra vonatkozé tovabbi

gyogyaszati eszkdzzel kapcsolatban I-I: See IFU.
potencialis biologiai veszélyek allnak informaciokat lasd a hasznalati
fenn. (ISO 15223-1:2012," cikkszam: utasitasban.
54.1)
Katalégusszam: A gyogyaszati 2 reagenscsomagot tartalmaz

eszk0z azonositasa céljabdl a
gyartoja altal adott katalogusszamot
jelzi. (ISO 15223-1:2012," cikkszam:
5.1.6)

techdocs.beckmancoulter.com

Lasd a hasznalati utasitast: Azt
jelzi, hogy a felhasznalénak el kell
olvasnia a hasznalati utasitast. (ISO

A
"‘

llletéktelen felbontas ellen biztositott
lezaras
Emelje fel és tépje le

0

15223-1:2012," cikkszam: 5.4.3) Huzza ki a kiontot

W <n> teszthez elegendé mennyiséget N\ PAP Ujrahasznositasi logo,
tartalmaz: Az IVD készletben {20 kartonpapir
talalhaté reagensekkel elvégezhetd PAP
IVD tesztek szamat jelzi. (ISO
15223-1:2012," cikkszam: 5.5.5)

® Ne hasznadlja ujra: Azt jelzi, hogy > Halom méretének korlatozasara
a gyogyaszati eszkdz egyszeri 2] szolgalé szam: Azt jelzi, hogy
hasznalatra szolgal, vagy egyetlen ] ezekbdl az elemekbdl csak a
betegnél végzett egyetlen eljarasra megadott szamu darabot szabad
szolgal. (1ISO 15223-1:2012," fligg6legesen egymas tetejére
cikkszam: 5.4.2) helyezni. (ISO 7000:2014,* cikkszam:

2403)
. Atlag: Egy ismételt méréseket ) Reagenskészlet

tartalmazé adathalmazban az adatok
eloszlasanak a kozepét jelentd
kvantitativ érték.

Szoéras: Egy ismételt méréseket
tartalmazé adathalmazban az
adatok eloszlasaban megfigyelhetd
véletlenszer( szérédas kvantitativ
értéke.

Min&ség-ellendrzési készlet

Ne hasznalja a terméket, ha a
csomagolas sérult: Azt jelzi, hogy
nem szabad hasznalni a terméket,
ha a csomagolasa sérilt vagy mar
felnyitottak. (1ISO 15223-1:2012,"
cikkszam: 5.2.8)

Kalibratorkészlet

Csak IVD vizsgalatok
teljesitményének értékeléshez:

Azt jelzi, hogy az IVD késziilék

csak a teljesitménye jellemzdinek
értékelésére szolgal, miel6tt
forgalomba hoznak klinikai
diagnosztikai alkalmazas céljabdl.
(1ISO 15223-1:2012," cikkszam: 5.5.6)

00000

Ne engedje fel fagyasztasbdl a
mintakat tébb mint 5 alkalommal

Torékeny, 6vatosan kezelendd: Azt
jelzi, hogy a gyogyaszati eszkdz
meghibasodhat vagy megsériilhet,
ha nem kezelik évatosan. (ISO
15223-1:2012," cikkszam: 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Azonnal nyissa fel

Napfénytdl védve tartandé: Azt

jelzi, hogy a gyogyaszati eszkdzt
védeni kell fényforrasoktol. (1ISO
15223-1:2012," cikkszam: 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGHAS 275°F (135°C)

Figyelem! A veszélyes szennyezett
anyagokat a hulladékként kezelés
el6tt autoklavozni kell. Az
autoklavozashoz a zsakot ne

zarja le szorosan. Legfeljebb 275 °F
(135 °C) hémérsékleten hasznalhaté.
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Szarazon tartandé: Azt jelzi, hogy
a gyogyaszati eszkozt védeni kell a
nedvességtdl. (ISO 15223-1:2012,"
cikkszam: 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Hémérsékletjelzd tapasz

H6émérséklet-hatarértékek: Azt

a hémérséklet-tartomanyt jelzi,
amelynek a gyégyaszati eszkdzt
ki lehet tenni biztonsagosan. (ISO
15223-1:2012," cikkszam: 5.3.7)

Bevonattal ellatott mikrotiter talca
(csikok)

Hoémérséklet felsé hatara: Azt jelzi,
hogy mekkora a legmagasabb
hémérséklet, amelynek a gyogyaszati
eszkdzt ki lehet tenni biztonsagosan.
(1ISO 15223-1:2012," cikkszam: 5.3.6)

Nyomijelzd

H6émérséklet alsé hatéra: Azt jelzi,
hogy mekkora a legalacsonyabb
hémérséklet, amelynek a gyogyaszati
eszkozt ki lehet tenni biztonsagosan.
(ISO 15223-1:2012," cikkszédm: 5.3.5)

[BUFJASSAY

Assay puffer

Gyartd: A gyogyaszati eszkdz
gyartojat jelzi a 90/385/EGK,
93/42/EGK és 98/79/EK
iranyelveknek megfeleléen. (ISO
15223-1:2012," cikkszam: 5.1.1)

Puffer

Gyartas datuma: A gyogyaszati
eszkdz gyartasanak datumat jelzi.
(1ISO 15223-1:2012," cikkszam: 5.1.3)

[BIO[CONJ[CONC

Biotin konjugatum koncentratum

Meghatalmazott képviselé az
Eurépai K6zdssegben: Az Eurdpai
Kozosségben meghatalmazott
képviselét jelzi. (ISO 15223-1:2012,"
cikkszam: 5.1.2)

[BIO|CONJ [RTU]

Biotin konjugatum — felhasznalasra
kész

Figyelem!: Azt jelzi, hogy a
felhasznalénak el kell olvasnia a
hasznalati utasitasban talalhato
fontos informacidkat, példaul a
,Vigyazat!” vagy ,Figyelem!” tipusu
ovintézkedéseket, amelyeket
valamilyen okbdl nem lehet feltlintetni
magan a gyogyaszati eszk6zon. (ISO
15223-1:2012," cikkszam: 5.4.4)

Kalibrator

CONTROL

Pozitiv kontroll: A vart

tartomany pozitiv részébe

es6 eredmények ellenérzésére
szolgalo kontrollanyagot jelzi. (ISO
15223-1:2012," cikkszam: 5.5.4)

Kalibratorkartya

CONTROL [—]

Negativ kontroll: A vart
tartomany negativ részébe

es6 eredmények ellendrzésére
szolgalé kontrollanyagot jelzi. (ISO
15223-1:2012," cikkszam: 5.5.3)

CONJ[CONC

Konjugatum koncentratum

In vitro diagnosztikai gyégyaszati
eszkdz: Azt jelzi, hogy a gydgyaszati
eszk0z in vitro diagnosztikai célra
szolgél. (ISO 15223-1:2012,"
cikkszam: 5.5.1)

Konjugatum-oldészer

‘)
m

Eurépai megfeleléség: A ,CE”
medfeleléségi jelzés. (IVD
késziilékek, 98/79/EK, X. melléklet)®

Kontroll

B>

Bioldgiai veszély, figyelmeztetés:
Kertllje a veszélyes biologiai
anyaggal valo érintkezést. (ISO
7010-W009:2011)?

Csak kutatasi célu felhasznalasra
szolgal. E termék
teljesitményjellemzéi még nem
kerlltek meghatarozasra. Csak
medfelelé képzettségli szakember
hasznalhatja.

Q&

=
=
=z
>
IN
>
=
o

Bioldgiai veszélyre valo
figyelmeztetés

Csak laboratériumi hasznalatra

Térdbdl emeljen

QC VALUE CARD

Ertékeldkartya

(2@

Hatsérllés megelézése

Elkészitési puffer
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Ujrahasznosithaté: Az igy

Reagenscsomag

megjeldlt alkotérész vagy az
% anyaga Ujrafeldolgozhaté vagy
jrahasznosithaté. (ISO 7000: 2014,*
cikkszam: 1135)
Felfelé: A szallitasi csomagolason. A [SAMPLEBUFA] Minta puffer A
csomag megfelel6 allé helyzetének
jelzésére. (ISO 7000: 2014,*
2L cikkszam: 0623)
Tartalom Minta puffer B
Veszély! Minta diluens
ha masféle kalibracios eljarast
hasznalnak.
Az Access Immunoassay Systems Leallité oldat
rendszereken hasznalatos roviditett
(2—8 karakterbdl allo) vizsgalatnév.
Lasd a kalibrator/kontroll TMB kromogén oldat
See Cal/Ctrl Value Card értkkartyajat TMB
[Wade in USA of US and Foreign Components | Készlilt az Egyesiilt Allamokban, 75 Standard
egyesdult allamokbeli és azon kivuli
Osszetevékbdl
Szérmazési orszag Standard A/ minta higitészer
Csak kutatashoz hasznalandé. Sztreptavidin-enzim
Nem hasznalhaté diagnosztikai CONY konjugatum-Felhasznalasra kész
eljarasokhoz.
Biztonsagi adatlap Mosoékoncentratum B
Figyelmeztetés WASHCONC]T] Mosokoncentratum |

‘FRONT

Eleje

1. ISO 15223-1:2012, Medical devices (Orvostechnikai eszkéz6k) — Symbols to be used with medical device labels, labelling and information to be supplied

— Part 1: General requirements (1. rész: Altalanos kdvetelmények)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (AZ

EUROPAI PARLAMENT ES TANACS 1998. oktéber 27-i, 98/79/EK IRANYELVE az in vitro diagnosztikai orvostechnikai eszkdzokrol)

3. I1SO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (Grafikai szimbélumok — Biztonsaggal kapcsolatos szinek

és szimbolumok — Nyilvantartott biztonsagi szimbdlumok)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (A berendezéseken hasznalatos szimbélumok — Nyilvantartott biztonsagi

szimbdélumok)
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Stowniczek symboli
ACCESS i ELISA Immunoassay Systems

Nastepujace symbole moga byé stosowane do oznakowania testéow immunologicznych Access i produktéw do

manualnych testéw immunologicznych firmy Beckman Coulter.

Legenda symboli

LOT]

Kod partii: wskazuje kod partii
producenta, dzieki ktéremu mozna
okresli¢ partie lub serig. (ISO
15223-1:2012," Nr ref. 5.1.5)

*2-10°C after opening.

2-10°C po otwarciu

Termin waznosci: wskazuje date, po
uptywie ktérej urzgdzenie medyczne
nie nadaje sie do uzytku. (ISO
15223-1:2012," Nr ref. 5.1.4)

*-20°C after reconstitution

—20°C po przygotowaniu

Zagrozenia biologiczne: wskazuje

*STD B-G, CONTROL

STD B-G, Kontrola I-Il: Dodatkowe

wystepowanie potencjalnych I-lI: See IFU. informacje na temat przechowywania,
zagrozen biologicznych zwigzanych patrz instrukcja uzycia.
z urzgdzeniem medycznym. (ISO
15223-1:2012," Nr ref. 5.4.1)
Numer katalogowy: wskazuje numer Zawiera 2 zestawy odczynnika

katalogowy producenta, dzieki
ktéoremu mozna zidentyfikowaé
urzadzenie medyczne. (ISO
15223-1:2012," Nr ref. 5.1.6)

Zapoznac¢ sie z instrukcjg uzycia:
wskazuje konieczno$¢ zapoznania

A
"‘

Plomba zapobiegajaca manipulacji
Podnies¢ i rozerwac

techdocs.beckmancoulter.com Sie przez uzytkownika z instrukcja |\ Wqugnac dziobek
uzycia. (ISO 15223-1:2012," Nr ref.
5.4.3)
W Zawiera ilo$¢ wystarczajgcg na <n> N\ Logo recyklingu PAP, tektura falista
testéw: wskazuje catkowitg liczbe {0
PAP

testéw diagnostyki in vitro (IVD),
ktére mozna wykonaé przy uzyciu
odczynnikéw zestawu IVD. (ISO
15223-1:2012," Nr ref. 5.5.5)

Nie uzywaé¢ ponownie: wskazuje,
ze urzgdzenie medyczne jest
przeznaczone do jednorazowego
uzytku lub do uzycia u jednego
pacjenta podczas jednego zabiegu.
(1ISO 15223-1:2012," Nr ref. 5.4.2)

mE)x]

Ograniczenie uktadania pietrowo wg
liczby: wskazuje, ze elementéw nie
nalezy ukfadac pietrowo powyzej
okreslonej liczby. (ISO 7000:2014,*
Nr ref. 2403)

i

Srednia: wskazuje ilo$ciowg miare
tendencji centralnej zbioru pomiaréw
powtérzen.

%

Zestaw odczynnika

Odchylenie standardowe: wskazuje
iloSciowa miarg losowego rozrzutu
zbioru pomiaréw powtorzen.

Zestaw do kontroli jakosci

Nie uzywad, jezeli opakowanie jest
uszkodzone: wskazuje urzgdzenie
medyczne, ktére nie powinno by¢
uzywane, jezeli opakowanie zostato
uszkodzone lub otwarte. (ISO
15223-1:2012," Nr ref. 5.2.8)

&t

Zestaw kalibratora

Wytgcznie do oceny dziatania
diagnostycznego in vitro (IVD):
wskazuje urzadzenie do diagnostyki
in vitro, ktére jest przeznaczone
wylgcznie do oceny dziatania
diagnostycznego przed jego
wprowadzeniem na rynek

do stosowania w diagnostyce
medycznej. (ISO 15223-1:2012," Nr
ref. 5.5.6)

00000

Nie nalezy odmrazac¢ probek wigcej
niz 5 razy

e

Produkt kruchy, ostroznie: wskazuje
urzadzenie medyczne, ktére moze
ztamac sie lub zosta¢ uszkodzone,
jezeli nie bedzie obstugiwane

z zachowaniem ostroznosci. (ISO
15223-1:2012," Nr ref. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Natychmiast otworzy¢
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A

Chroni¢ przed dziataniem

Swiatta stonecznego: wskazuje
urzadzenie medyczne, ktére wymaga
ochrony przed dziataniem $wiatta
stonecznego. (ISO 15223-1:2012,"
Nr ref. 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGH AS 275°F (135°C)

Przestroga: Niebezpieczne materiaty
zakazne nalezy autoklawowac przed
utylizacjg. Podczas autoklawowania
nie nalezy szczelnie zamykac¢ torby.
Do stosowania nawet w temperaturze
135°C (275°F).

Chroni¢ przed wilgocig: wskazuje
urzadzenie medyczne, ktére wymaga
ochrony przed wilgocig. (ISO
15223-1:2012," Nr ref. 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Naklejka wskazujgca temperature

Granica temperatury: wskazuje
granice temperatury, do jakich mozna
bezpiecznie uzywa¢ urzagdzenia
medycznego. (ISO 15223-1:2012,"
Nr ref. 5.3.7)

Powlekana ptytka do
mikromiareczkowania (paski)

Gorna granica temperatury: wskazuje
gorne granicy temperatury, do

jakich mozna bezpiecznie uzywac
urzadzenia medycznego. (ISO
15223-1:2012," nr ref. 5.3.6)

Znacznik

Dolna granica temperatury: wskazuje
dolne granicy temperatury, do

jakich mozna bezpiecznie uzywac
urzadzenia medycznego. (ISO
15223-1:2012," Nr ref. 5.3.5)

[BUF[ASSAY

Bufor do testu

Producent: wskazuje producenta
urzagdzenia medycznego zgodnie

z definicja w dyrektywach
90/385/EWG, 93/42/EWG i 98/79/WE.
(ISO 15223-1:2012," Nr ref. 5.1.1)

Bufor

Data produkcji: wskazuje date
wyprodukowania urzadzenia
medycznego. (ISO 15223-1:2012,"
Nr ref. 5.1.3)

[BIO]CONJ [CONC

Koncentrat koniugatu biotyny

[ Ec [ree]

Autoryzowany przedstawiciel we
Wspdlnocie Europejskiej: wskazuje
autoryzowanego przedstawiciela
we Wspdlnocie Europejskiej. (ISO
15223-1:2012," Nr ref. 5.1.2)

[BIO]CONJ

Koniugat biotyny — Gotowy do uzycia

Przestroga: wskazuje koniecznos$¢
zapoznania sie przez uzytkownika

z instrukcjg uzycia w celu uzyskania
waznych informacji ostrzegawczych,
takich jak ostrzezenia i $rodki
ostroznosci, ktérych z réznych
powodoéw nie mozna umiesci¢ na
samym urzgdzeniu medycznym. (ISO
15223-1:2012," Nr ref. 5.4.4)

Kalibrator

CONTROL

Kontrola dodatnia: wskazuje
materiat kontrolny, ktory jest
wskazany do weryfikowania wynikéw
w spodziewanym zakresie dodatnim.
(ISO 15223-1:2012," Nr ref. 5.5.4)

Karta kalibratora

CONTROL -]

Kontrola ujemna: wskazuje
materiat kontrolny, ktéry jest
wskazany do weryfikowania wynikéw
w spodziewanym zakresie ujemnym.
(1ISO 15223-1:2012," Nr ref. 5.5.3)

CONJ[CONC

Koncentrat koniugatu

Urzgdzenie medyczne do diagnostyki
in vitro: wskazuje urzadzenie
medyczne, ktére jest przeznaczone
do stosowania jako urzadzenie
medyczne do diagnostyki in vitro.
(1ISO 15223-1:2012," Nr ref. 5.5.1)

Rozcienczalnik koniugatu

mn
m

Zgodnos¢ europejska: znak
zgodnosci CE. (IVDD 98/79/WE,
Aneks X)?

Kontrola

B>

Zagrozenie biologiczne, ostrzezenie:
zachowac ostroznosé, aby unikngé
narazenia na zagrozenie biologiczne.
(1ISO 7010-W009:2011)3

Wytgcznie do zastosowan
badawczych. Charakterystyka
tego produktu nie zostata jeszcze
opracowana. Wyigcznie do
stosowania przez wykwalifikowanych
badaczy.

&

=
=
I
e
IN|
>
(=
o

Ostrzezenie o zagrozeniu
biologicznym

Wytgcznie do zastosowania
laboratoryjnego
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Zgig¢ kolana, aby podnies$¢

Karta wartosci

@ Nie dopuszcza¢ do urazéw plecow Bufor do rozpuszczania
> e orecdomane anheni e
%& jego materiat stanowi czes¢ procesu
odzysku lub recyklingu. (ISO 7000:
2014,* Nr ref. 1135)
;I;gns;;%r:t%\?virgéry(l:vgfacz)ﬁﬁakowaniu Bufor dla probki A
TT prawidtowg pozycje pionowa.
2L (1ISO 7000: 2014,* Nr ref. 0623)
Zawartosc¢ Bufor dla probki B
Niebezpieczenstwo Rozcienczalnik probki
- Oznacza numer serii, ktéry bedzie Roztwér do utleniania
;
Einted on eport s Lot Ro drukowany na raportach podczas
stosowania kalibracji alternatywne;.
Skrécona (2-8 znakdéw) nazwa Roztwér zatrzymujacy
oznaczenia stosowana w systemach
Access Immunoassay.
See Cal/Ctrl Value Card Egl?;rﬁol::/ﬁgn\gsﬁtosc' T™MB Roztwér chromogenu TMB
I Made in USA of US and Foreign Components I WyprOdUkowa,no w USA STD Standard
z komponentéw pochodzgcych
z USA i innych krajow
Kraj pochodzenia Standard A / Rozcienczalnik prébki
[ade'in China]
Tylko do zastosowan badawczych. Koniugat enzym - streptawidyna -
Nie do stosowania w procedurach CONJ gotowy do uzycia
diagnostycznych.
g:;tsie(égggzlt(\}vearystyki Stezony roztwér do przymywania B
Ostrzezenie WASHCONC]T] Stezony roztwoér 1 do przemywania

‘

Przéd

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (Wyroby medyczne — Symbole stosowane na etykietach wyrobéw medycznych, oznakowaniu i dostarczanych informacjach — Czes$¢ 1:

Wymogi ogdlne)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices
(DYREKTYWA 98/79/WE PARLAMENTU EUROPEJSKIEGO | RADY z dnia 27 pazdziernika 1998 r. w sprawie wyrobéw medycznych uzywanych do

diagnozy in vitro)

3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (Symbole graficzne — Kolory bezpieczenstwa i oznaczenia

bezpieczenstwa — Zarejestrowane oznaczenia bezpieczenstwa)

4. ISO 7000:2014, Graphical symbols for use on equipment — Registered symbols (Symbole graficzne do stosowania na sprzecie — Zarejestrowane symbole)
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Slovni¢ek symbolu
ACCESS a ELISA Immunoassay Systems

Pfi oznacovani imunoanalytickych produktii Beckman Coulter Access a produktii pro manualni imunoanalyzu
mohou byt pouzity nasledujici symboly.

Kli¢ k symbolim

LOT]

Kod davky: Uvadi kéd davky vyrobce
pro identifikaci davky ¢&i Sarze. (ISO
15223-1:2012," Ref. &. 5.1.5)

*2-10°C after opening.

Teplota 2—10 °C po otevieni

&

Datum spotfeby: Uvadi datum
spotfeby, po jehoz uplynuti se
zdravotnické zafizeni nema pouzivat.
(ISO 15223-1:2012," Ref. &. 5.1.4)

*-20°C after reconstitution

-20 °C po rekonstituci

&

Biologicka rizika: Oznacuje, ze ve

*STD B-G, CONTROL

Standardni B-G, kontrola I-II: Dalsi
informace ohledné uskladnéni

¢islo vyrobce, podle kterého Ize
zdravotnické zafizeni identifikovat.
(ISO 15223-1:2012," Ref. &. 5.1.6)

spojitosti se zdravotnickym zafizenim I-lI: See IFU.
se mohou vyskytnout biologicka naleznete v navodu k pouziti.
rizika. (ISO 15223-1:2012," Ref. &.
54.1)
Katalogové Cislo: Uvadi katalogove Obsahuje 2 reagencni sady

1]

techdocs.beckmancoulter.com

Postupujte podle navodu k pouZziti:
Oznaduje, Ze je tfreba, aby uzivatel
postupoval podle navodu k pouziti.

B
"‘

Uzavér chranény proti neopravnéné
manipulaci
Zvednéte a roztrhnéte

pocet testu IVD, které Ize provést
s pouzitim reagencii v sadé IVD. (ISO
15223-1:2012,' Ref. &. 5.5.5)

A—]
(1ISO 15223-1:2012," Ref. &. 5.4.3) Vytahnéte davkovagd
W Obsahuje mnozstvi dostatecné N\ Logo recyklace PAP, vinita lepenka
pro <n> test: Uvadi celkovy {0
PAP

Nepouzivejte opakované: Oznaduje
zdravotnické zafizeni uréené pro
jedno pouziti nebo pro pouZiti

u jednoho pacienta v ramci jednoho
postupu. (ISO 15223-1:2012," Ref. &.
5.4.2)

Limit stohovani podle poctu:
Oznacuje, ze polozKky nelze svisle
stohovat nad stanoveny pocet. (ISO
7000:2014,* Ref. &. 2403)

kvantitativni ukazatel nahodného
rozloZzeni mnoziny replik méreni.

% Stfedni hodnota: Oznacuje & Reagenéni souprava
kvantitativni ukazatel stfedové
tendence mnoziny replik méreni.

o Smérodatna odchylka: Oznacuje Souprava pro kontrolu kvality

Nepouzivejte, je-li baleni poSkozeno:
Oznacuje zdravotnické zafizeni,
které se nema pouzivat, je-li baleni
poskozeno nebo otevieno. (ISO
15223-1:2012," Ref. &. 5.2.8)

Souprava kalibrator(

Pouze pro hodnoceni vykonu

IVD: Oznaduje zafizeni IVD, které
je ur¢eno k pouziti pouze pro
vyhodnoceni funkéni charakteristiky,
nez bude uvedeno na trh pro
zdravotnické diagnostické pouziti.
(1ISO 15223-1:2012," Ref. &. 5.5.6)

00000

Vzorky nerozmrazujte vicekrat nez
5krat

KFfehké, manipulujte s opatrnosti:
Oznacuje zdravotnické zafizeni, které
by se mohlo rozbit nebo poskodit,
pokud by se s nim nemanipulovalo
opatrné. (ISO 15223-1:2012," Ref. &.
5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Ihned otevrete

Chrarite pred sluneénim svétlem:
Oznaduje zdravotnické zafizeni, které
vyzaduje ochranu pfed zdroji svétla.
(ISO 15223-1:2012," Ref. &. 5.3.2)

CAUTION:
HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.

FOR USE AS HIGHAS 275°F (135°C)

Upozornéni: Nebezpecné
kontaminované materialy musi

pfed likvidaci projit autoklavem.
Béhem priachodu autoklavem vak
neutésnujte. Pro pouziti az pfi teploté
275 °F (135 °C).

Uchovavejte v suchu: Oznaduje
zdravotnické zafizeni, které je
tfeba chranit pfed vihkem. (ISO
15223-1:2012," Ref. &. 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Stitek s indikaci teploty
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Mezni teplota: Uvadi mezni teploty,

PotaZzena desti¢ka pro mikrotitraci

JH( kterym muze byt zdravotnické (prouzky)
zafizeni bez problému vystaveno.
(ISO 15223-1:2012," Ref. &. 5.3.7)
Jl’ Horni mez teploty: Uvadi horni mez Radioindikator
teploty, které mize byt zdravotnické
zafizeni bez problému vystaveno.
(ISO 15223-1:2012," Ref. &. 5.3.6)
Dolni mez teploty: Uvadi dolni mez Tlumivy roztok
JK teploty, které mize byt zdravotnické [BUF [ASSAY]
zafizeni bez problému vystaveno.
(ISO 15223-1:2012," Ref. &. 5.3.5)
Vyrobce: Uvadi vyrobce Pufr
N zdravotnického zafizeni podle
definice ve smérnicich EU
90/385/EHS, 93/42/EHS a 98/79/ES.
(ISO 15223-1:2012," Ref. &. 5.1.1)
Datum vyroby: Uvadi datum vyroby Koncentrat konjugatu biotinu
il zdravotnického zafizeni. (ISO [BIO[CONJJCONC]
15223-1:2012," Ref. &. 5.1.3)
Opravnény zastupce v Evropském Biotin konjugat — k okamzitému
<6 [rep] spolecenstvi: Uvadi opravnéného (Blofcon) pouziti
zastupce v Evropském spolecenstvi.
(ISO 15223-1:2012," Ref. &. 5.1.2)
Upozornéni: Oznacuje, Ze je nutné, kalibrator
A aby uzivatel postupoval podle navodu
k pouziti, ktery obsahuje dulezita
upozornéni, napfiklad varovani
a opatfeni, ktera z riznych davodu
nemohou byt uvedena na samotném
zdravotnickém zafizeni. (ISO
15223-1:2012," Ref. &. 5.4.4)
Pozitivni kontrola: Oznacuje kontrolni Karta kalibratoru
material, ktery je ur€en k ovéreni
vysledku v o¢ekavaném pozitivnim
rozsahu. (ISO 15223-1:2012," Ref. &.
554)
Negativni kontrola: Oznacuje Koncentrat konjugatu
(CONTROL -] kontrolni material, ktery je urCen
k ovéfeni vysledk( v o€ekavaném
negativnim rozsahu. (ISO
15223-1:2012," Ref. &. 5.5.3)
Zdravotnicke zafizeni pro diagnostiku Diluent pro konjugat
in vitro: Oznaduje zdravotnické
zafizeni, které je ureno k pouZiti jako
zdravotnické zafizeni pro diagnostiku
in vitro. (ISO 15223-1:2012," Ref. &.
5.5.1)
Shoda s pozadavky pro Evropu: Kontrola
c € Znacka shody CE. (Smérnice
o diagnostickych zdravotnickych
prostfedcich in vitro 98/79/ES,
priloha X)?
Biologickeé riziko, varovani: Dbejte na Pouze k vySetfovacimu pouziti.
to, aby nedoslo ke vzniku biologického Charakteristiky u¢inku tohoto
rizika. (1SO 7010-W009:2011)° produktu nebyly stanoveny.
Pouze pro pouziti kvalifikovanymi
vySetfovateli.
fg.;\ Varovani o biologickém nebezpedi Pouze pro laboratorni ucely
52
PFi zvedani se ohybejte v kolenou Karta hodnoty
@ Predchazejte poranéni zad Rekonstituéni pufr
Recyklovatelné: UrCuje, Ze oznaCena [REAGENT PACK] Reagenéni sada
@ polozka nebo jeji material figuruje
%@ V procesu repasovani nebo recyklace.
(ISO 7000:2014,* Ref. &. 1135)
Touto stranou vzhiiru: Na pfepravnim Vzorkovy pufr A
baleni. Oznaceni spravné svislé
polohy. (ISO 7000:2014,* Ref. &.
— 0623)
Obsah Vzorkovy pufr B
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Nebezpeci

Vzorek rediciho roztokus

Urcuje Cislo Sarze, které bude Oxidacni €inidlo
Sxix e e o Sitc [SoLNTox]
: vyti§téno na zpravy v pfipadé pouZiti [ox]
odlisné kalibrace.
Zkraceny nazev analyzy (2—8 znaku) Roztok pro zastaveni
[Test Name | s L . |SOLN[sTOP]|
[Test Nare pouzity v imunoalytickych systémech [soLNTsToP]
Access.
See Cal/Ctrl Value Card V|z. ka}rtu s hodnotami pro VB Roztok chromogenu TMB
kalibrator/kontrolu.
I Made in USA of US and Foreign Components I Vyropeng V USA ze sougagtek . STD Standard
pochazejicich z USA a z jinych zemi
Zemé pavodu Standardni A / diluent pro vzorky
Pquze pro vyzkumné uvc_e'ly. Nenl_ SoNT Streptva.w'ldln-enzyvr.'n' konjugat - k
urceno urceny pro pouziti v ramci okamzitému pouziti
diagnostickych postupt.
Bezpecnostni list Promyvaci koncentrat B
Varovani WASHCONC]T] Promyvaci koncentrat |

‘FRONT

Pfedni strana

1. 1SO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (CSN EN ISO 15223-1: 2012, Zdravotnické prostfedky — Znacky pro $titky, oznaovani a informace poskytované se zdravotnickymi prostredky.

Cast 1: Obecné pozadavky)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (SMERNICE

EVROPSKEHO PARLAMENTU A RADY 98/79/ES ze dne 27. fijna 1998 o diagnostickych zdravotnickych prostfedcich in vitro)

3. I1SO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (CSN EN ISO 7010:2011 Grafické znagky — Bezpe&nostni

barvy a bezpecnostni znacky — Registrované bezpecnostni znacky)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (CSN ISO 7000:2014 Grafické znatky pro pouZiti na zafizenich —

Registrované znacky)
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7| 20{ M|
ACCESS ! ELISA Immunoassay Systems
Beckman Coulter Access HAHEAM ol 8 HAE M X|Eo| eldo] AHEEl= 7|2 & S0 Z4&LUCh

718 58

Hixl Z=: x| L= ZEJ} AEE - e & 2~10°C
LOT - ~ *2-10°C after opening. oS T
= AU MEzUA el izl ZEE L

EbLICt (1ISO 15223-1:2012," & =

#3 5.1.5)
g Mg 7|E|';20%|F'éiﬂ|('j|;\xll-|".:‘j o|2 MTFH & -20°C

71712 A8 8 4 giaLict (S0

15223-1:2012,' X =5 5.1.4)

& MEEH™ E: o2 7|7|9t st - STD B-G, M2 & I-1I: REA| Bt
SEH T TIE - , '© ==

& of Y2 sH 2iE0] 9IS + 2B 8 R Ses TG T O- HE HEE AR o LH(FU)E A X
LIEFHLICE (1SO 15223-1:2012," & FAA2
X HE 54.1)
JFIE2 O M5 o7 7|7|E Aludgt Ak = 27) 3t

e E L ey [Packe]
LFEFHLICE. (1ISO 15223-1:2012," &
Z M3 51.6)
[:[i] AE LY B E: ALE OHLHE B . Mz x| s

Zafiok g2 LHEF-LICE (1SO &G Y soi2a s W 7

techdocs.beckmancoulter.com 15223_12012,1 Ax s 543) | ALIREE Eo{28 A

\Y4 <n>3|HAE0 S22 & Z&: IVD N, PAPMEE 211, ZEX|
7IE Aoz £8 JH5 8 VD E &
AEO| & S8 LIEFHLICE (1SO PAP
15223-1:2012,' 2 = #H35 5.5.5)

») MALE S| L3[S0|7LE 8 1 A X A MEt i S W4 ol S
& Al B Ho| B xlolgt AIB Tts @ E52 MM MAIEHR| Zolof &
8t o|2 7|7|8 LIEFHLICH (SO | £ o|olgfLct. (ISO 7000:2014,* &
15223-1:2012," & X #H35 5.4.2) Z M 2403)

. T ol oty EMzIEol Y & NEEI=
= Mlofl CHE &2 g = LIEFH LT

o EFETR: Yriol tts S-gES o Hrg 7E
o EAtofl CHEF A2 2L S LIEFELICH

@ =M E IR AL S| WFIX|7t DIHEEEIE
S HL NS E B2 0B J|7IE
AEE £ 21%1% LIEFELICE. (1ISO
15223-1:2012," & %X #H35 5.2.8)

IVD 85 HII8: 9|2 TIH822 & 53|18 Z1tstod X E sisatx| O

EI Alet7| Mol Ms 4 Hitgo =gt 00000 HAIR.

MBElE= VD 7|71 S LHEFALICH
(ISO 15223-1:2012," & &= 5 5.5.6)

[ | X7 #18, FF Fo|: FolsiM # e ZAIME

1 =5tk o™ K| HLE 2|2 7|717F OPEN IMMEDIATELY
S48 £+ IS8 LIEtLIT (1ISO BOX CONTAINS PERISHASLE [TEN
15223-1:2012," #Z #135 5.3.1) onitions vomen not I Srameie

= HAZME olg W o7 7|7|8 E o CAUTON: Fo|: H7| Mol g 2LH EFS It
= gEHezmE s S U oimsemenie, | 2 REACHEILIC. Thet Wi Al
HL|CH (1SO 15223-1:2012," &= H FORUSE ASHIGHAS15F 1350) EE x5 WEK| OAAIL. A
% 53.2) CH A8 7ts 25 135°C(275°F)
HZE MEfE X|E 72 o2 77|18 25 XAl o %
§7|§°-=,'-HE-| E'T?.léﬂ OFAE.*%l Lt ELJEI [TEMPERATURE INDICATOR PATCH] = XIAl THR]
C}. (ISO 15223-1:2012," &= #H3E
5.3.4)
BHA 2% o2 7|7|18 otMEH A FEIE O/ZFd7t ZP0|E(AER])

4 8 4+ 9/t #l 2T LERLID [ Plate|
(ISO 15223-1:2012," & & t13 5.3.7)

{ Yt 2T 9|8 J|7|§ oA = EgfolM
g+ e Y 258 LIEH UL
(ISO 15223-1:2012," & &= ¥ 35 5.3.6)
otet 2&: 0|2 7|7|8 etHstH = EMeEY

1 58 & 9l 33t 28 LERILICH BUFIASSAY
(ISO 15223-1:2012," & & 35 5.3.5)

MZ=A: EU x| 90/385/EEC, %5

ol 93/42/EEC ! 98/79/ECOl| Mol 9
B 717 Mz U2 LERHLICEH
(ISO 15223-1:2012," & & 35 5.1.1)

o] M=EY: oz 71717t MEE d®WE EIo]CONI]CONC] HIQE S s5H

LFEFALICE (1SO 15223-1:2012," &
X 3 51.3)
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SHIER QUCHE: SHEE ZEA A28 £ 9l= ME|O| HIQEI
m '_ITEIOOK_TIZI AL. MM EHO S [BIO]CONJRTU] 1 S &2 T AATT © =
Al HEHS LIEF-LICH (1ISO A
15223-1:2012,' &%= H5 5.1.2)
Fol: 0o{2f O|R 2 9| & 7|7| xhx|of EEEESS
= s _ [ca] c ==
i EAE|R| ot Z1 2 %0l AlS 5 5
L HEE AL otLHoll M EF=sHok &
£ LIEFHLICH (1ISO 15223-1:2012,"
HZE HSE 54.4)
= L S
OFA A B |2 E] oA QFA] ] INEZR FIE
o o o =. o oo [ o =
9lo| AT o2 9lah M E o
c#elE s UEdUC (1So
15223-1:2012,' & X H35 55.4)
S MC-oZ|E R of A 24 B S ==
| o o [ . o 1 o l o .
coNTROLL] 5o Zf Hole gia X &l &
cEE2e LT (1SO
15223-1:2012," & = 3 5.5.3)
v 1T 0|2 7|7]|: Ao/ RIEte MR 5[AdH
-|VD A2f TIE : SIS [conJDiL] ' B ==
9| 7|7|de LIEHELICE (1SO
15223-1:2012,' X #H35 5.5.1)
S MEY: CE MEd EAIYLCH [cTRL] Hrag
T = o 1 o . (=]
c € (IVDD 98/79/EC, &5 X)?
5 SEEH oE d BEaH I AEHEOZE A8 k5 E L Ol
ol EE|X| A ES FOIHMAIR. MEol ds §42 HalEX| ek
(ISO 7010-W009:2011)° SLICH XA HE AT AE
JtsE.
) SEEs o 31 0o NP
A
[BIOHAZARD
‘@ Bol2s2 W FES 2E X [QC VALUE CARD] i Ite
@ SEEFICES EEREEE
<Sy MEB 7ts: EANEES E= & [REAGENT PACK] Alek =
2 oo o
2 20| B¢ EE MES ZZ2A
20| deeds LIEHHLICH (ISO
7000:2014,* X #H35 1135)
0|Z0| M. 2E8 T E7|. 2 [SAMPLE BUF A] A 2EH A
sl Ee T
HHE7| SHIZE MRS el /IRIE
TT LIEFELICEH (1ISO 7000:2014,% & =
— S 0623)
Liges A 2E5A B
S = B
o3 | 5| A
i [SAMPLE [DIL = o
- CHA| Mol At = ] 2 1 Aof QIAH A 2oH
gol A8 e ol SOIN[OX Lk 8
rinted on report as Lot No. Eé EE ﬂi% M%%l‘l_l[l-
S oy, R AsE EOEE
= o ~ .
] ] =K % A 2] x| & oH
See Cal/Ctrl Value Card IHEY/EHE S U IIE T VB TMB M #HA| 8
IMadein USA of US and ForeignComponentsl %Jiw}d Dl_:f E—:l ‘/I\‘?:! —T“g%gg STD _|“_:'|‘.2|'_<‘
s
-?—I__IAl_I-Xl—E:-jI- _E_?'_:‘A/?:-l‘i‘” §|/£|IO_F|I
[Made in China]
9 P78, oo BAts ofd. S — EANSE T 2/E gefol AEE
HIEl &4 =28HA|
OHMEHXIZ S5 MXHB
4 x = 2= oHf
sz [WASHGONCTT HIx S5
‘ 0|Zo| o™
FRONT]

1. 1SO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements(ISO 15223-1:2012, 2|2 7|7| - Q|2 7|7| 2t & 7|5, M3 E 2tea HE — & 18: it 27)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices(l| 2| &IE
o|& 7|7|ofl CHEF 1998'H 102 27 R EH 2|3 X O|A+E| X|E 98/79/EC)
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3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs(ISO 7010:2011, Z2{Z 7|3 — ot M4
oF™ E X|)
4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols(ISO 7000:2014, & H|& JeiE 7|5 - 55 7|%)
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Sembol Sozlugl

ACCESS ve ELISA Immunoassay Systems

Beckman Coulter Access immiinoassay ve Manuel immiinoassay iiriinlerinin etiketlerinde asagidaki semboller

kullanilabilir.

Sembol Anahtari

LOT]

Seri Kodu: Seri veya lotun
tanimlanabilmesi igin Ureticinin seri
kodunu belirtir. (1ISO 15223-1:2012,"
Ref. no. 5.1.5)

*2-10°C after opening.

acildiktan sonra 2-10°C

rd

Son kullanma tarihi: Sonrasinda
medikal cihazin kullaniimamasi
gereken tarihi belirtir. (1ISO
15223-1:2012," Ref. no. 5.1.4)

*-20°C after reconstitution

Sulandirma sonrasinda -20°C

&P

Biyolojik riskler: Medikal cihazla iligkili

*STD B-G, CONTROL

STD B-G, Kontrol I-II: Saklamayla

tanimlanabilmesi igin Ureticinin
katalog numarasini belirtir. (ISO
15223-1:2012," Ref. no. 5.1.6)

potansiyel biyolojik riskler oldugunu 1-lI: See IFU. ilgili daha fazla bilgi icin Kullanma
belirtir. (1ISO 15223-1:2012," Ref. no. Talimatina bakin.
54.1)

Katalog numarasi: Medikal cihazin 2 Reaktif Paketi igerir

=

techdocs.beckmancoulter.com

Kullanma talimatina bakin:
Kullanicinin kullanma talimatina
bakmasi gerektigini belirtir. (ISO
15223-1:2012," Ref. no. 5.4.3)

B
"‘

Kurcalamaya dayanikli sizdirmazlik

Kaldirin ve yirtin
Kapagi yukari gekin

<

<n> test icin yeterlidir: 1VD Kiti
reaktifleriyle gerceklestirilebilecek
toplam IVD testi sayisini belirtir. (ISO
15223-1:2012," Ref. no. 5.5.5)

Geri donlsum logosu PAP, oluklu
karton

Yeniden kullanmayin: Bir kez
kullanilmasi ya da tek bir hastada
tek bir proseduirde kullaniimasi
amaglanan medikal cihazi belirtir.

istifleme sayisi limiti: Ogelerin
belirtilen sayidan fazla olarak dikey
sekilde istiflenmemesi gerektigini
belirtir. (1SO 7000:2014,* Ref. no.

B mEx| =R I

Olgimun rastgele dagiliminin
kantitatif dlcimunu belirtir.

(ISO 15223-1:2012," Ref. no. 5.4.2) 2403)

% Ortalama: Bir dizi kopya 6lgimin Reaktifi kiti
merkezi egiliminin kantitatif Slgimunu
belirtir.

o Standart Sapma: Bir dizi kopya Kalite Kontrol Kiti

Ambalaj hasarliysa kullanmayin:
Ambalaji hasarliysa ya da agiimissa
kullanilmamasi gereken medikal
cihazi belirtir. (ISO 15223-1:2012,"
Ref. no. 5.2.8)

&8

Kalibrator kiti

Yalnizca IVD performansi
degerlendirmesi icin: Tibbi tani
piyasasina konmadan 6nce,
yalnizca performans 6zelliklerini
degerlendirmeye yonelik olan bir IVD
cihazini belirtir. (ISO 15223-1:2012,"
Ref. no. 5.5.6)

00000

Ornekleri en fazla 5 kez eritin

Kirilabilir, dikkatli tagiyin: Dikkatli
sekilde tasinmadidi takdirde
kinlabilecek veya hasar gorebilecek
medikal cihazi belirtir. (ISO
15223-1:2012," Ref. no. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Hemen acin

Gulnes 1s1gindan uzak tutun: Isik
kaynaklarindan koruma gerektiren
medikal cihazi belirtir. (ISO
15223-1:2012," Ref. no. 5.3.2)

CAUTION:
HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL

DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGHAS 275°F (135°C)

Dikkat: Kontamine olmus tehlikeli
maddeler atiimadan énce
otoklavlanmalidir. Otoklavlama
esnasinda torbay! siki bir sekilde
kapatmayin. 275°F’ye (135°C) kadar
kullanim igindir.

Kuru yerde tutun: Nemden korunmasi
gereken medikal cihaz belirtir. (ISO
15223-1:2012," Ref. no. 5.3.4)

[TEMPERATURE INDICATOR PATCH]|

Sicaklik Gostergesi Etiketi

Sicaklik limiti: Medikal cihazin glivenli
bicimde maruz kalabilecegi sicaklik
limitlerini belirtir. (ISO 15223-1:2012,"
Ref. no. 5.3.7)

Kaplanmis Mikrotitrasyon Plakasi
(stripler)
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i’ Ust Sicaklik limiti: Medikal cihazin Tracer’lar
glvenli bigimde maruz kalabilecegi
ust sicaklik limitlerini belirtir. (ISO
15223-1:2012,' Ref no. 5.3.6)
Alt sicakhk limiti: Medikal cihazin Test Tamponu
JE glvenli bicimde maruz kalabilecegi [BUF [ASSAY]
alt sicaklik limitlerini belirtir. (ISO
15223-1:2012," Ref. no. 5.3.5)
wl Uretici: AB Yonetmelikleri Tampon
90/385/EEC, 93/42/EEC ve
98/79/EC’de tanimlandigi sekilde
medikal cihaz Ureticisini belirtir. (ISO
15223-1:2012," Ref. no. 5.1.1)
Uretim Tarihi: Medikal cihazin Congcong] Biotin Konjugat Konsantresi
al Uretildigi tarihi belirtir. (1ISO 2]
15223-1:2012," Ref. no. 5.1.3)
Avrupa Toplulugu’ndaki yetkili Biotin Konjugati - Kullanima hazir
[£c [rep] temsilci: Avrupa Toplulugu’'ndaki (Blo]con
Yetkili temsilciyi belirtir. (ISO
15223-1:2012," Ref. no. 5.1.2)
Dikkat: Kullanicinin, gesitli Kalibrator
A nedenlerle medikal cihazin (izerinde
sunulamayan uyarilar ve énlemler gibi
oénemli uyarici bilgiler igin, kullanma
talimatina bakmasi gerektigini belirtir.
(1ISO 15223-1:2012," Ref. no. 5.4.4)
Pozitif Kontrol: Beklenen pozitif Kalibrator Karti
aralikta sonuglari dogrulama amaciyla
tasarlanan bir kontrol materyalini
belirtir. (1ISO 15223-1:2012," Ref. no.
5.5.4)
Negatif Kontrol: Beklenen negatif Konjugat Konsantre
[CONTROL -] aralikta sonuglari dogrulama amaciyla
tasarlanan bir kontrol materyalini
belirtir. (1ISO 15223-1:2012," Ref. no.
5.5.3)
VD in Vitro diyagnostik medikal cihaz: in [CONTBIL] Konjugat Diliient
IvD) vitro diyagnostik medikal cihaz olarak [conspiL]
kullanim igin tasarlanan medikal
cihazi belirtir. (ISO 15223-1:2012,"
Ref. no. 5.5.1)
Avrupa Uyumu: CE uyumluluk igareti. Kontrol
c € (IVDD 98/79/EC, Ek X)?
Biyolojik tehlike, uyari: Biyolojik Sadece Arastirmada Kullanim igindir.
@ tehlikeye maruz kalma durumunu Bu Uriinun performans 6zellikleri
engellemek icin dikkat edin. (ISO tespit edilmemistir. Yalnizca onayl
7010-W009:2011)° arastirmacilar tarafindan kullanim
icindir.
@ Biyolojik tehlike uyarisi Yalnizca Laboratuvar Kullanimi igin
I
Kaldirmak igin Diz Cokin Deger Kart
[@ Sirt Yaralanmasina Engel Olun Sulandirma Tamponu
@ Geri dontstime kazandirilabilir: [REAGENT PACK] Reaktif Paketi
isaretli 63enin veya malzemesinin,
% geri kazanim ya da geri donlisim
surecinin parcasi oldugunu belirtme
amacini tagir. (ISO 7000:2014,* Ref.
no. 1135)
Bu kisim yukariya gelecektir: Tasima Numune Tamponu A
ambalaji Uzerindedir. Dogru dik
konumu belirtmek igindir. (ISO
L N 7000:2014,* Ref. no. 0623)
igindekiler Numune Tamponu B
Tehlike Numune Diltent
Alternatif bir kalibrasyon Oksidasyon Cozeltisi

kullanildiginda raporlarda
yazdirilacak lot numarasini belirtir.
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Access immiinoassay Sistemlerinde

Durdurma Cozeltisi

‘FRONT

[Test Name]
. kullanilan kisaltiimis (2-8 karakter)
test adl.
See Cal/Ctrl Value Card Bkz. Kalibratér/Kontrol Deger Karti TMB Kromojen Cozeltisi
IMadein USA of US and ForeignComponentsI A_BD ve Yabanci men§e", Lo STD Standart
bilesenlerden ABD’de uretilmistir
Mense Ulke Standart A/Ornek Seyreltici
Yalnizca Arastirma Amagh kullanilir. Streptavidin-Enzim Konjugati -
Diyagnostik prosedirde kullanim igin con) Kullanima Hazir
degildir.
Guvenlik Bilgi Formu Yikama konsantresi B
Uyari [WASHCONE]T] Yikama Konsantresi |
On

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (Medikal cihazlar — Medikal cihaz etiketleriyle kullanilacak semboller, temin edilecek etiketleme ve bilgiler — 1. Bolim: Genel gereklilikler)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (AVRUPA

PARLAMENTOSU VE KONSEYININ in vitro diyagnostik medikal cihazlar ile ilgili 27 Ekim 1998 tarihli 98/79/EC DIREKTIFI)

3. 1ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (Grafik semboller — Giivenlik renkleri ve glvenlik isaretleri

— Kayitli gtivenlik isaretleri)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (Ekipmanda kullanilacak grafik semboller — Kayitli semboller)
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Mmoccapuin cumBonoB
ACCESS un ELISA Immunoassay Systems

Cnepyrouime CUMBOSbI MOFYT UCNOSb30BaThLCA AN MapKUPOBKU NPOAYKTOB Al UMMYHOXMMUYECKOro aHanusa
Beckman Coulter Access n npoayktoB Beckman Coulter gnsi MUMMyHOXMMMYECKOro aHanu3a BPyUHYyHo.

Knwoy cumBonos

LOT]

Kog naptun. YkasblBaeT koA
napTuu, KOTOPbIM U3rOTOBUTENb
naeHTUUUMPOBan NapTuo N3nenus.
(1ISO 15223-1:2012," CcbinouHbii
Homep 5.1.5)

*2-10°C after opening.

2-10°C nocne BCKpbITUS

Mcnonb3oBatb 0. YKa3biBaeT aary,
rocne ucTevyeHus KoTopown musaenve
He JOImKHO ucnonb3oBatbest. (ISO
15223-1:2012," CcbInoyHbIN HoMep
5.1.4)

*-20°C after reconstitution

—20°C nocrne BOCCTaHOBMNEHUSA

Buonornyecknn puck. YkasbiBaer,

*STD B-G, CONTROL

STD B-G, KoHtponb I-lI:

HOMep MeaMLIMHCKOro usgenusi

no karanory nsrotosutens. (ISO
15223-1:2012," CcbINoYHbI HOMEp
5.1.6)

YTO CyLLECTBYIOT NOTEHLMAMbHbIE I-I: See IFU. [OMNOMNHUTENbHYI0 UHGOPMaLIO
6uonornyeckne pucku, cBa3aHHble 0 XpaHeHun cM. B VHCTpyKUMSsIX Nno
¢ meguuuHckum nsgenuem. (ISO npumeHeHuio (IFU).
15223-1:2012," CcbInoyHbIN HoMep
5.4.1)

Homep no katanory. YkasbiBaeT CopepXuT 2 KoHTelHepa ¢

peareHTamu

techdocs.beckmancoulter.com

O6patutecb K MHCTPYKLMAM NO
NpYMEHeHNIo
(ISO 15223-1:2012," CchbInoyHbIN

B
"‘

Meyatb 3awmTbl OT
HEeCaHKLUMOHNPOBAHHOIO BCKPbITUA

MogHMMUTE 1M HagopBUTE

Yka3blBaeT obLuee KonuyecTso
TECTOB in vitro, KOTopble MOryT BbITb
BbINOSIHEHbI C UCMOMNb30BaHNEM
peareHTOB, coaepXallumxcsi B
Habope MeauUMHCKOro M3nenusi
ansa guarHoctukuy in vitro (ISO
15223-1:2012," CcbInoyHbIN HomMep
5.5.5)

A—1
Homep 5.4.3) [MoTsHUTE HOCKK BBEPX
W CopepXMMoro 4oCTaToqHo ans N\ Jlorotnn nepepabotkn PAP,
NpoBeAeHNst <N>-KONMYecTBa TECTOB. {0 roppUPOBAaHHLIN KapTOH
PAP

3anpeT Ha NOBTOPHOE NPUMEHEHNE.
YKasbIBa€eT, YTO MeaULMHCKoe
usgenve npegHasHavyeHo Ans
€VHWNYHOTO MCMNOSb30BaHUS, UNu Ans
MCMOMb30BaHNA Ha OOHOM NauueHTe
B Te4eHue ogHou npoueaypsl. (ISO
15223-1:2012," CchbInoYHbIN HOMEp
5.4.2)

mE)x]

Mpenen no konuyecTBy sipycoB

B wrabene. MakcumanbHoe
KONMYeCTBO OOMHAKOBbIX MPy30B,
KOTOpble MOXHO LuTabenupoBaTb
oauH Ha apyroii. (ISO 7000:2014,*
CcbinoyHbli Homep 2403)

i

CpefHee 3HaveHue: o3HayaeT
KONUYECTBEHHYIO Mepy LieHTpanbHOM
TeHAeHUMM Habopa NMOBTOPHbIX
N3MEPEHWIA.

Habop peareHTOB

CraHpapTHOe OTKIOHEeHWe: o3Havyaet
KONMYECTBEHHYIO Mepy CryyYanHowm
avcnepcum Habopa NoBTOPHbIX
N3MEPEHUI.

Habop ansa koHTpons kavecTBa

He ncnonb3oBaTh Npy NoBpexaeHUn
ynakoBku. YKkasbIBaeT, 4YTo B
cnyyae noBpexAeHNs ynakoBKu
Henb3si UCNONb30BaTh MEeAULIMHCKOE
nspenue. (ISO 15223-1:2012,"
CcbinoyHbIi Homep 5.2.8)

ot

Habop kannbpartopos
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Mcnonb3oBaTb TONMbKO ANS1 OLEHKM
(PYHKLMOHAMNbHbLIX XapakTepUCTUK
MEeAVLMHCKOrO n3genusa ans
OMarHoCTuKkM in vitro. YkasbiBaer,
4YTO MeauUMHCKOoe uspenuve ans
ONarHoCTUKM in vitro npegHasHaveHo
0Nt OLEHKN (DYHKLIMOHAMbHbBIX
XapaKTEPUCTUK MEAULIMHCKOIO
n3genusa ans AMarHocTuku in vitro,
[0 ero Bbifycka B obpalleHne

Ha PbIHOK MEOULMHCKUX U3aenui
AN ouarHocTtuku in vitro. (ISO
15223-1:2012," CcbInoyHbIN HoMep
5.5.6)

00000

Paamopaxwalite npobbl He Gonee
5 pa3

Xpynkoe, obpalLaTbCsi OCTOPOXHO.
YkasbIBa€eT, YTO MeauLMHCKoe
usgenve Moxet OblTb CrIOMaHo
U1 NOBPEXAEHO, €CMN C HUM He
obpawaTtbca octopoxHo. (ISO
15223-1:2012," CchbInoyHbIN HoMep
5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

OTKprTb He3ameannTenbHo

L

)

X
N\

He ponyckatb BO3geicTBUsi
COMHEYHOro CBeTa. YKasblBaeT,
4YTO MeauLMHCKoe usgenve
Heobxoaumo 3almwaTb oT
BO3JENCTBUSI COMTHEYHOrO CBeTa.
(ISO 15223-1:2012," CcbinoyHbIl
Homep 5.3.2)

CAUTION:
HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.

FOR USE AS HIGH AS 275°F (135°C)

BHyMaHue! OnacHble 3arpsisHeHHble
maTtepuvansl cnegyeT obpabaTbiBaTh
B aBTOKINaBe nepepg yTunusauuen.
He 3aBsa3biBaiiTe MELLOK NNOTHO

Ha BpeMs aBToknaeBupoBaHus. [ns
MCMNONb30BaHUs Npu Temneparype 4o
275°F (135°C).

Bepeub oT Bnarn. YkasbiBaer,
4YTO MeauuMHCKoe ugenue
HeobxoAnMO 3almLiaTh OT BRaru.
(1ISO 15223-1:2012," CcbinouHbii
Homep 5.3.4)

[TEMPERATURE INDICATOR PATCH]|

Haknerika-nHgukaTop Temneparypbl

TemnepaTypHbI nanasoH.
Yka3blBaeT TemnepaTypHbIv
AvanasoH, B npegenax Kotoporo
MeAULIMHCKOe M3fenue HagexHo
coxpansieTca. (ISO 15223-1:2012,"
CcbinoyHbii Homep 5.3.7)

TUTPaALMOHHBIN MUKPOMNMAHLLET C
MOKpbITUEM (MOMOCKN)

BepxHsas rpaHuua TemnepaTypHoro
avanasoHa. YkasblBaeT BepXHIo
rpaHuLly TemMmnepaTypHOro AnanasoHa,
B npegenax KoToporo MeAULMHCKoe
nsgenue HageXHoO CoxpaHsaeTcs.
(1ISO 15223-1:2012," CchbInoyHbIN
Homep 5.3.6)

MeTKa

HWKHsS rpaHMua TemnepaTypHOro
AuanasoHa. YKasbiBaeT HUXKHIOK
rpaHuLyy TeMnepaTypHOro AnanasoHa,
B Mpefenax KoToporo MeanLMHCKoe
U3genne HagexHo CoXpaHsaeTc.
(1ISO 15223-1:2012," CcbinouHbii
Homep 5.3.5)

[BUFJASSAY|

Bydep ana aHanusa

MarotoButenb. YkasbiBaet
N3roToBUTENS MeOULIMHCKOro
n3genuvs, Kak aTo onpeneneHo

B OupektuBax EBponerickoro
coobuecta 90/385/EEC, 93/42/EEC
n 98/79/EC. (ISO 15223-1:2012,"
CcbinoyHbIi Homep 5.1.1)

Bydep

[ata nsrotoBneHus. YkasblBaeT
nary, korga 6biro U3rotoBneHo
meguumHckoe mnsgenve. (ISO
15223-1:2012," CcbInoyHbIN HOMeEp
5.1.3)

[BIO]CONJ[CONC

KoHblorat 6uoTnHa, KOHUeHTpaT

YNONHOMOYEHHbIN NpeacTaBUTENb
B EBponelickom coobuiecTse.
Yka3blBaeT yNorTHOMOYEHHOro
npencrasutensa B Esponerickom
coobulectse. (ISO 15223-1:2012,"
CcbIf1oYHbI Homep 5.1.2)

[BIO[CONJ

KoHbtorat 6GuoTnHa — rotoB K
MCNOSb30BaHUIO

BHumanve! O6patuTech k
WHCTpyKUMSM MO NpUMEHEHWIo
(1ISO 15223-1:2012," CcbinouHbii
Homep 5.4.4)

Kann6partop
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KOHTpOJ'Ib C NONOXUTENbHbIM

Kapra kanu6patopos

npoussoactea CLUA nnm gpyrux
CcTpaH

pesynsratoM. YkasbiBaeT
KOHTPOIbHbIA MaTepuar, KOTopbli
npegHasHayYeH Ans NpoBepKu
pe3ynsTaTtoB B 0XnOaemoMm
MONOXUTENBHOM AManasoHe.
(1ISO 15223-1:2012," CcbinouHbii
Homep 5.5.4)
[CONTROL]=] KoHTponb ¢ oTpuuartenbHbIM KoHueHTpaT koHblorata
pesynsratoM. YkasbiBaeT
KOHTPOIbHbIA MaTepuar, KOTopblIi
npegHasHayYeH Ans NpoBepku
pe3ynsTaToB B 0XnOaemoMm
oTpuuartensHom guanasoHe. (ISO
15223-1:2012," CcbInoyHbIN HoMep
5.5.3)
MeguumHckoe usgenve ans PasGaBuTenb Ana KoHbloraTta
OMarHoCTuKku in vitro. YkasbiBaerT,
4YTO MeAMLMHCKOe usgenve SBnseTcs
nsgenuem anst AnarHocTuku in vitro.
(1ISO 15223-1:2012," CcbinouHbii
Homep 5.5.1)
EBponelickoe cooTBeTcTBME. KoHTpornb
c € Mapkuposka coorsetcTeus CE.
(IVDD 98/79/EC, NpunoxeHue X)?
. Bronorvnyeckass onacHocTb, MpumeHsieTca Tonbko Anst
& npegynpexaeHne. Cobnopavite nuccrnenoBaHun. TexHuyeckue
OCTOPOXHOCTb BO M3bexaHve XapaKTepUCTUKN JaHHOTO
6uonornyeckon onacHoctu. (ISO NPOAyKTa He YCTaHOBIEHBI.
7010-W009:2011)® [Ons ucnonb3oBaHUs TOMbKO
KBanMuLuMpoBaHHbLIMU
uccrnegoBaTensimu.
& MpenynpexaeHve o Guonornyeckon MpyMeHATL TonbKo B NabopaTopHbIX
09 onacHoCTh uensix
[BIOHAZARD|
CorHute Horu B KOMeHsIX Ans KapTtouka 3HayeHuin
nogbema
@ He ponyckante nospexaeHnst CrivHbl Pasbaenstowmin ydep
(D Mopnexut nepepaboTke. YkasbiBaeT, [REAGENT PACK] [MakeT peareHTa
4YTO MapKvpoBaHHOe usgenvie
%@ WM ero Matepuan sBnsiTCcs
YacTbio npolecca nepepaboTkn nnm
BTOpPUYHOro ucnone3sosaxus. (ISO
7000:2014,* CcbINoYHbI HOMEp
1135)
oTon CTOPOHOIA BBEPX. Ha Bydep A ana npob
TpaHCrnopTHOW Tape. Yka3blBaeT
TT npaBunbHOE BepTUKanbHOe
L 5 nonoxexue. (ISO 7000:2014,*
CcblnoYHbIN Homep 0623)
CopepxaHue Bydep B ans npob
OnacHo! i PacTBop ans pa3seneHusi obpasuos
- Onpepnenser Homep NapTvuu, KOTOPbIV Okucnsowmin pactsop
[Printed on report s Lot No] GyneT nevyartaTbCcst B OTYeTax
NPy NCMOMNb30BaHNN ankTepHaTUBHON
KanMGpoBKU.
CokpalleHHoe Ha3BaHWe aHanu3a [SOLN[SToP] 3aBepLuaoLwnii pacTeop
(oT 2 po 8 cumBonoB), Ucnonb3lyemoe
B CUCTEMaxX UMMYHOMOrM4ECKOro
aHanmaa Access.
[See CallCtrl Value Card] Cm. kapTy 3HadeHuit — PacTBop xpomoreHa TMB
KanvbpaTtopa/koHTporns
I Made in USA of US and Foreign Components I C,qenaHo 8 CLUA 13 komnoHeHTOB CTaH,ClapT
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Made in USA CTpaHa NpouCxXoxaeHus

Crangapt A/ pasbasuTenb npob

Made in Ireland
TOJ'II:ISO ANs uccrnenoBaTenbCKux STREFTCONT KoHblorat cTpentaBugvHa ¢
uenen. He npumeHaTb B (PEPMEHTOM - FOTOB K UCMONb30BaHUI0
OMarHoCTUYECKUX Npoueaypax.
MacnopT 6esonacHocTu WASH CONGE [MpOMbIBOYHBIV KOHUEHTpaT B
Mpenynpex- aeHne WASHCONC]T] MpOMbIBOYHBIN KOHLEHTpaT |

‘ MepenHss ctopoHa
FRONT]

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (ISO 15223-1:2012 YcTtpowictBa MeguumHckme. CuUMBOMbI, UCMOMb3yeMble Ha SApMblkax MEAMUMHCKUX YCTPOWCTB NpUM MapKMpoBKEe M B

npegocTasnsiemMon nHcopmaumn. Yacte 1. O6wme TpeboBaHns)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices

(ANPEKTWBA 98/79/EU EBPOIMEMCKOIO MAPNAMEHTA W COBETA EC ot 27 oKTsI6pst 1998 . 0 MeANLIMHCKUX U3EeNnUsAX ANnst ANarHOCTUKK in vitro)

3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011 Cumsonbl rpacduyeckue. Liseta u 3Haku

HesonacHocTu. 3aperncTpupoBaHHble 3Haku 6e30nacHOCTH)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014 Npachmyeckne CUMBOIbI, HAHOCMMbIE Ha 0B60OpyAOBaHME.

3aperncTpmMpoBaHHble CUMBOSbI)
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Pojmovnik simbola
ACCESS i ELISA Immunoassay Systems

Na naljepnicama na proizvodima Access Inmunoassay i Manual Inmunoassay tvrtke Beckman Coulter mogu se

nalaziti sljedeéi simboli.

Legenda simbola

LOT]

Sifra serije: oznagava proizvodadevu
Sifru serije radi prepoznavanja serije
ili 3arze. (ISO 15223-1:2012,"

Ref. br. 5.1.5)

*2-10°C after opening.

2 — 10 °C nakon otvaranja

Rok upotrebe: pokazuje datum nakon
kojeg se medicinski proizvod viSe ne
smije koristiti. (ISO 15223-1:2012,"
Ref. br. 5.1.4)

*-20°C after reconstitution

—20 °C nakon rekonstitucije

Rizik od bioloSke kontaminacije:

*STD B-G, CONTROL

STD B-G, kontrola I-Il: dodatne

katalo$ki broj proizvodaca radi
prepoznavanja medicinskog
proizvoda. (ISO 15223-1:2012,"
Ref. br. 5.1.6)

pokazuje da postoje moguci I-lI: See IFU. informacije o nacinu pohrane
rizici od bioloske kontaminacije potrazite u uputama za uporabu.
povezani s medicinskim proizvodom.
(ISO 15223-1:2012," Ref. br. 5.4.1)

KataloSki broj: oznacava Sadrzi 2 paketa reagensa

L]

techdocs.beckmancoulter.com

Procitajte upute za uporabu:
oznacava da korisnik treba
procitati upute za uporabu.

Sigurnosni zatvaraé
Podignite i potrgajte
Povucite otvor prema gore

broj in vitro dijagnostickih (VD)
testova koje je mogucée provesti
pomocu reagensa IVD kompleta.
(ISO 15223-1:2012," Ref. br. 5.5.5)

A——
(ISO 15223-1:2012," Ref. br. 5.4.3)
W Sadrzi dovoljnu koli¢inu za sljedeci 7\ Logotip recikliranja PAP, valoviti
broj testova: <n>: oznadava ukupan {9 karton
PAP

Nemojte ponovo upotrijebiti:
oznacava medicinski proizvod koji je
namijenjen jednokratnoj upotrebi ili
upotrebi na jednom bolesniku tijekom
jednog zahvata. (ISO 15223-1:2012,"
Ref. br. 5.4.2)

Ogranicenje slaganja prema broju:
oznacava da se artikli s brojem vec¢im
od navedenog nece slagati okomito.
(1ISO 7000:2014,* ref. br. 2403)

Sredina: oznacava kvantitativhu

Komplet reagensa

kvantitativnu mjeru slu€ajne disperzije
skupa repliciranih mjerenja.

- —
X mjeru centralne tendencije skupa =

repliciranih mjerenja.
o Standardna devijacija: oznacava Komplet za kontrolu kvalitete

Nemojte upotrebljavati ako je
pakiranje oste¢eno: oznacava da se
medicinski proizvod ne smije Koristiti
ako je pakiranje osteéeno ili otvoreno.
(ISO 15223-1:2012," Ref. br. 5.2.8)

Komplet kalibratora

Samo za procjenu kvalitete in vitro
dijagnostike (IVD): oznaéava IVD
uredaj koji je namijenjen iskljucivo
koriStenju pri procjeni radnih
karakteristika prije stavljanja uredaja
za medicinsku dijagnostiku u promet.
(1ISO 15223-1:2012," Ref. br. 5.5.6)

00000

Uzorke nemojte otapati viSe od pet
puta

izvora svjetlosti. (ISO 15223-1:2012,"
Ref. br. 5.3.2)

DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USEAS HIGHAS 275°F (135°C)

[ | Lomljivo, rukujte oprezno: oznagava Odmah otvorite
T da je medicinski proizvod moguée OPEN IMMEDIATELY
slomiti ili ostetiti ako se njime ne BOX CONTAINS PERISHABLE ITEM
rukuje oprezno. (ISO 15223-1:2012," S rontitions vhan no In traneit.
Ref. br. 5.3.1)
S Drzite podalje od sunca: oznacava da CAUTION: Oprez: opasne kontaminirane
AN medicinski proizvod treba zastitu od MUST BEAUTOGLAVED PR TODISPOSAL materijale potrebno je autoklavirati

prije odlaganja u otpad. Vrecica ne
smije biti ¢vrsto zatvorena tijekom
autoklaviranja. Za upotrebu na
temperaturama do 135 °C (275 °F).

7
‘
g,

Cuvajte na suhom: oznadava da je
medicinski proizvod potrebno zastititi
od vlage. (ISO 15223-1:2012,"

Ref. br. 5.3.4)

[TEMPERATURE INDICATOR PATCH]|

Podrucje pokazatelja temperature
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Temperaturna granica: pokazuje

Oblozena plogica za mikrotitraciju

oznaka na transportnom pakiranju.
Oznacava pravilan uspravni polozaj.

JH( temperaturne granice do kojih je (trake)
moguce sigurno izlagati medicinski
proizvod. (ISO 15223-1:2012,"
Ref. br. 5.3.7)
% Gornja temperaturna granica: Obiljezivac
pokazuje gornje temperaturne
granice do kojih je moguce sigurno
izlagati medicinski proizvod. (ISO
15223-1:2012," Ref. br. 5.3.6)
Donja temperaturna granica: Pufer za testiranje
JE oznacava donje temperaturne BUF [ASSAY]
granice do kojih je moguce sigurno
izlagati medicinski proizvod.
(ISO 15223-1:2012," Ref. br. 5.3.5)
Proizvoda¢: oznacava proizvodaca Pufer
N medicinskog proizvoda na nacin
definiran u direktivama EU-a
90/385/EEZ, 93/42/EEZ i 98/79/EZ.
(ISO 15223-1:2012," Ref. br. 5.1.1)
Datum proizvodnje: pokazuje datum Koncentrat konjugata biotina
M proizvodnje medicinskog proizvoda. [BIO[CONJJCONC]
(1ISO 15223-1:2012," Ref. br. 5.1.3)
Ovlasteni predstavnik u Europskoj Konjugat biotina — spreman za
[cc [rep] zajednici: oznacava ovlastenog [B10[CON. [RTU] upotrebu
predstavnika u Europskoj zajednici.
(1ISO 15223-1:2012," Ref. br. 5.1.2)
Oprez: oznacava da korisnik treba Kalibrator
A procitati upute za uporabu radi
pristupa vaznim informacijama, kao
8to su upozorenja i mjere opreza koje,
zbog razli€itih razloga, ne mogu biti
navedene na samom medicinskom
proizvodu. (ISO 15223-1:2012,"
Ref. br. 5.4.4)
Pozitivna kontrola: ozna¢ava kontrolni Kalibracijska kartica
materijal koji je namijenjen za potvrdu
rezultata u o€ekivanom pozitivnom
rasponu. (ISO 15223-1:2012,"
Ref. br. 5.5.4)
Negativna kontrola: oznaava Koncentrat konjugata
(CONTROL [~ ] kontrolni materijal koji je
namijenjen za potvrdu rezultata
ocekivanog negativnog raspona.
(ISO 15223-1:2012," Ref. br. 5.5.3)
Medicinski proizvod za in vitro Diluent za konjugate
dijagnostiku: ozna¢ava medicinski
proizvod koji je namijenjen
za upotrebu kao medicinski
proizvod za in vitro dijagnostiku.
(1ISO 15223-1:2012," Ref. br. 5.5.1)
Uskladenost s europskim Kontrola
c € propisima: oznaka uskladenosti
CE. (IVDD 98/79/EZ, dodatak X)?
Bioloska opasnost, upozorenje: Samo za istrazivacke svrhe. Radne
budite oprezni da biste izbjegli znaCajke ovog proizvoda nisu
izlaganje bioloSkoj opasnosti. utvrdene. Smiju upotrebljavati samo
(1ISO 7010-W009:2011)* kvalificirani istrazivaci.
(69\ Upozorenje o bioloSki opasnom ) Samo za laboratorijsku upotrebu
L9 materijalu
Savijte koljena prilikom podizanja Kartica s vrijednostima
@ SprijeCite ozljede leda Pufer za rekonstituciju
Moze se reciklirati: oznacava da je [REAGENT PACK] Paket reagensa
@ oznacena stavka ili materijal od koje
%& je izradena dio postupka oporabe
ili recikliranja. (ISO 7000:2014,*
Ref. br. 1135)
TT Ovu stranu okrenite prema gore: Pufer za uzorak A

(ISO 7000:2014,* Ref. br. 0623)
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Sadrzaj

Pufer za uzorak B

CONTENTS
Opasnost Sample Diluent
Oznacava broj serije koji ¢e biti Otopina za oksidaciju
; oroj se . [SOIN[ox]
otisnut na izvje§¢ima kada se koristi [ox]
neka druga kalibracija.
Skracéeni naziv (2 — 8 znakova) Otopina za zaustavljanje
[Test Name ] testa koji se koristi na sustavima za
imunoanalizu Access.
Vidi kalibrator/karti kontrolnim TMB otopina kromogena
See Cal/Ctrl Value Card d alib _ato/ articu s kontro SOLN][TMB P 9
vrijednostima
[Made in USA of US and Foreign Components| I r0izvedeno u SAD-u od komponenti ) Standard
americkog i stranog podrijetia
Drzava porijekla Norma A / diluent uzorka
Made in United Kingd
Sam__o za |straZ|vack_e sv_r_he. N'J_E{ _ SoNT Konjugat enzima streptavidina —
namijenjeno upotrebi u dijagnostickim spreman za upotrebu
postupcima.
Sigurnosno-tehnicki list Koncentrat za ispiranje B
Upozorenje WASHCONETT] Koncentrat za ispiranje |

‘FRONT

Prednja strana

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (ISO 15223-1:2012, Medicinski proizvodi — Simboli za oznake medicinskih proizvoda, oznacivanje i potrebne informacije — 1. dio: Opci zahtjevi)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (DIREKTIVA

98/79/EZ EUROPSKOG PARLAMENTA | VIJECA od 27. listopada 1998. o in vitro dijagnosti¢kim medicinskim proizvodima)

3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011, Grafi¢ki simboli — Boje i znakovi sigurnosti

— Registrirani znakovi sigurnosti)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014, Graficki simboli za uporabu na opremi — Registrirani

simboli)
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Pe4yHuK Ha cumBonure
ACCESS 1 ELISA Immunoassay Systems

CnegHuTe cMMBONM MoraTt Aa 6bAaaT M3non3BaHu B 0003HavYeHuATa Ha npogykTuTte 3a MmyHouscnegBaHe Access
Ha Beckman Coulter n 3a Pb4H0o umyHouscnepBaHe.

JlereHaa Ha cumBonuTe

LOT]

Koa Ha naptuga: lNMocoyBa koga

Ha napTuaata Ha Npou3BoAMTENS,
Taka ye napTugarta ga Moxe ga ce
noeHtuduumpa. (ISO 15223-1:2012,"
ped. Ne 5.1.5)

*2-10°C after opening.

2-10°C cnepn oTBapsiHe

Cpok Ha rogHocT: Noco4Ba pgartaTa,
cnea KosATO MEAMLMHCKOTO u3genve
He Tpsibsa ga ce usnonsea. (ISO
15223-1:2012," ped. Ne 5.1.4)

*-20°C after reconstitution

—20°C cnepn pasTtBapsiHe

BuonoruyeH puck: lNokassa,

*STD B-G, CONTROL

STD B-G, koHTpona I-II: BmkTe

KouTO moraT Aa 6baaT N3BbPLUEHN C
peakTtusuTe ot IVD komnnekTa. (ISO
15223-1:2012," pedp. Ne 5.5.5)

4e ChbLUeCTByBaT NnoTeHumanHm I-lI: See IFU. MHCTpYKUMATa 3a ynotpeba (IFU)
61ONorMYHN puckoBse, CBbP3aHN 3a JonbhHuTENHa UHOPMaLmst
¢ meguuuHckoTo mngenme. (ISO OTHOCHO CbXpaHEHUETO.
15223-1:2012," pedp. Ne 5.4.1)
KaTtanoxeH Homep: [lMoco4ysa Cbabpxa 2 onakoBKu peakTus
KaTanoxHusi HomMep Ha
NpPOU3BOANTENS, NO KOWTO MOXe
Aa ce ngeHTubnumMpa MeaULIMHCKOTO
uspenue. (ISO 15223-1:2012," ped.
Ne 5.1.6)
KoHcynTtupanTe ce ¢ MHCTpyKUunTeE 3a [Meuat 3a 3awmTa OT OTBapsiHE
EE-] ynotpeba: Mocousa HeobxoaumMocTTa E MoBaurHeTe 1 ckbcaiiTe
techdocs.beckmancoulter.com I'IOTpe6I/ITeﬂF|T Oa ce KoHcynTtupa c OTBOp C nsabpnsaHe
WHCTpyKUunTe 3a ynotpeba. (ISO
15223-1:2012," pedp. Ne 5.4.3)
W Cbabpxa AOCTaTbYHO 3a <n> TecTa: 7\ Jloro Ha peuvknupaHe PAP, rocdpupaH
Mocouea obwus 6pow VD TecToBe, E?) KapToH

[a He ce M3non3sa NOBTOPHO:
YKka3Ba MeaMLMHCKO n3fenune, Koeto
e npegHa3Ha4yeHo 3a egHoKpaTHa
ynotpeba vnnu 3a ynotpeba npu eanH
nauMeHT No Bpeme Ha egHokpaTHa
npoueaypa. (ISO 15223-1:2012,"
ped. Ne 5.4.2)

OrpaHuyeHne no 6pon 3a
noapexpaaHe: lNocoysa, Ye Hag
onpeneneH 6poit nsnenusTa He
TpsibBa Aa 6baat nogpexaaHu eqHo
BbpXy Apyro BepTukanHo. (ISO
7000:2014,* pedp. Ne 2403)

i

CpeaHa CTOMHOCT: nocouBa
KONMUYeCTBEHOTO M3MepBaHe Ha
OCHOBHaTa TeHAeHUuMs Ha Habop oT
aybnvpalim ce n3mepBaHusi.

Habop 3a peakTus

CTaHgapTHO OTKIIOHEeHWe: nocoysa
KOMMYEeCTBEHOTO M3MepBaHe Ha
cnyyaviHa gucnepcus Ha Habop oT
Aybnupalum ce nsmepaHus.

KomnnekT 3a KOHTPOn Ha Ka4ecTBOTO

[a He ce n3nonaea, ako onakoskara
e noBpeaeHa: YkasBa MegULIMHCKO
nsgenve, KoeTo He Tpsibea ga ce
M3nonsea, ako onakoekara e buna
nospegeHa unu otsopeHa. (ISO
15223-1:2012," pedb. Ne 5.2.8)

Habop kanubpatopu

Camo 3a oueHka Ha
dyHKUMOHanHocTTa Ha IVD:

Ykasea IVD usgenuve, koeTo e
npefgHasHayeHo 3a ynotpeba camo 3a
OLEeHKa Ha HeroBuTe (PyHKLMOHAMNHN
XapakTepucTuku, Npeau aa ce
BbBE[E Ha nas3apa Ha usgenus 3a
mMegmumHcka gunarHoctuka. (ISO
15223-1:2012," ped. Ne 5.5.6)

00000

Pa3mpa3ssiBaiite npobute He noBeye
oT 5 NbTn

Yynnueo, MaHunynupaiTte
BHMMATENHO: YKasBa MeaULIMHCKO
usgenve, Koeto Moxe fda bbae
CYYNEeHO UMM NOBPEAEHO, ako C
Hero ce pabotu HebpexHo. (ISO
15223-1:2012," pedp. Ne 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

OTBOpeTe He3abaBHO
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)

[Ma3eTe OT cnbHYeBa CBETNMHA:
Yka3Ba MeguLMHCKO U3genune, Koeto
Ce Hy)xaae OT 3aLuMTa OT U3TOUYHULM
Ha ceeTnuHa. (ISO 15223-1:2012,"
ped. Ne 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USE AS HIGH AS 275°F (135°C)

BHumaHuve: OnacHuTe 3aMbpceHn
matepvanu Tpsbea ga ovaar
aBTOKMaBupaHu, Npeau ga mm
na3xebpnmTe. [lo Bpeme Ha
aBTOKNaBMpaHe He 3aTBapsinTe
NAbLTHO NivKa. 3a u3nonseaHe npu
275°F (135°C).

Ma3eTe o1 BNara: Yka3sa MeguLMHCKO
usgenve, koeto TpsibBa Aa

Oobae 3awmTeHo ot Brara. (ISO
15223-1:2012," pedb. Ne 5.3.4)

[TEMPERATURE INDICATOR PATCH]|

[May 3a TemnepaTypeH nHaukaTop

TemnepaTypHO orpaHuyeHue:
MocoyBa rpaHuLMTE Ha
TeMneparyparta, Ha KOSTO MOXe
na 6bae 6esonacHo usnaraHo
mMeauuuHckoto nsgenve. (ISO
15223-1:2012," pedb. Ne 5.3.7)

MwuKpOTUTBPHA Naka ¢ NoKpUTHe
(neHTN)

lopHa rpaHuua Ha TemnepaTypara:
MocoyBa ropHaTa rpaHvua Ha
TeMneparyparta, Ha KOSITO MOXe
na 6bae 6esonacHo usnaraHo
MeauuuHckoto nsgenuve. (ISO
15223-1:2012," ped. Ne 5.3.6)

Mugukatop

[onHa rpaHuua Ha Temnepartypara:
[MocoyBa gonHata rpaHuua Ha
TeMneparyparta, Ha KOSITO MOXe
na 6bae 6esonacHo usnaraHo
MeauuuHckoto nsgenue. (ISO
15223-1:2012," ped. Ne 5.3.5)

[BUFJASSAY]

Bydep 3a aHanusun

Mpounssoguten: lMoco4ysa
NpoOn3BOAUTENS] HA MEOULIMHCKOTO
nsgenve cbrnacHo gecuHuumnte B
HupextuBute Ha EC 90/385/EMO,
93/42/ENO wn 98/79/EO. (ISO
15223-1:2012," ped. Ne 5.1.1)

Gydpep

[aTta Ha npou3BoacTeo: locoysa
[arara, Ha KOsiTo € NpoM3BeaeHo
mepuumHckoTo nsgenve. (ISO
15223-1:2012," ped. Ne 5.1.3)

[BIO]CONJ[CONC

KoHueHTpaT Ha KoHtoraT 6uoTuH

£ | ReP]

YNbAHOMOLLEH NpeacTaBuTen B
EBponenckata O6LwHOCT: Yka3Ba
YMbIHOMOLLEHWS NpeacTaBuTen
B EBponewickata ObwHocTt. (ISO
15223-1:2012," ped. Ne 5.1.2)

[BIO[CONJ

BUOTUH KOHIoraT — rotoB 3a yrnoTpeba

BHumaHue: [locouBa
HeobxogumocTTa noTpedbutensaT
[a ce KOHCynTupa ¢ UHCTpyKuunTe
3a ynotpeba 3a BaxHa
npegynpexaasaia uHopmaums,
Hanpumep npeaynpexneHus n
npeanasHy Mepku, KOUTO He Morar,
nopagu pasnuyHy NpuymHmM, Aa Gbaat
MOCOYEHN HAa CaMOTO MeaULMHCKO
yctpoicTeo. (ISO 15223-1:2012,"
ped. Ne 5.4.4)

Kann6patop

[MonoxuTeneH koHTpon: lMocoysa
KOHTpONeH matepwar, KOWTo

e npeaHasHayeH Aa noTsbpan
pesynTatute B O4YaKBaHWs
nonoxwTteneH avanasoH. (ISO
15223-1:2012," ped. Ne 5.5.4)

Kapta 3a kanu6patop

[CONTROL |- |

OTpuuaTteneH koHTporn: Mocoysa
KOHTpONEeH Matepwuar, KOWTo

e npegHasHa4yeH ga noTBbpaun
pesyntatuTe B O4akBaHMWS
oTpuuateneH gvanasoH. (ISO
15223-1:2012," ped. Ne 5.5.3)

KOHLl,eHTpaT Ha KOHorat

WH 8umpo AnarHoCTU4HO
mMeauumHcko nsgenue: lMNocousa
MeAMLMHCKO MU3aenve, KoeTo e
npegHasHa4eHo 3a ynotpeba karto uH
8UMPO ANArHOCTUYHO MEANLIMHCKO
usgenue. (ISO 15223-1:2012," ped.
Ne 5.5.1)

Pa3speguten Ha KoHtorat

Cce

EBponeiicko cboTBeTcTBME:
MapkunpoBka 3a CbOTBETCTBUE C
CE. (IVDD 98/79/EQO, npunoxexue
X)?

KoHTponHa
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BuonormvyHa onacHocT, 3a n3nonssaHe camo 3a u3cneqBaHe.
@ npegynpexaeHue: MorpukeTe PaboTHuTe xapakTepucTuku Ha
ce pa ce u3berHe usnaraHeTo TO3U NPOAYKT He ca ycTaHoBeHU. 3a
Ha GuonornyHa onacHoct. (ISO M3nons3BaHe camo OT KBanuuumnpaHu
7010-W009:2011)° Hay4YHU paBoTHMLM.
MpenynpexaeHve 3a GuonornyHa Camo 3a nabopatopHa ynotpeba
X onacHoct
[BIOHAZARDI
CBwuiiTe KoneHe Npu NoBauraHe KapTa cbC cTonHoCTM
MpepoTBpaTteTe HapaHaBaHe Ha PekoHcTpyumpaly, 6ydep
repba
(D Mopnexaly Ha peunknupaHe: OnakoBka peakTuB
[MocouBa, Ye MapknpaHusT enemMeHT
% UNN HEroBUAT MaTtepuan e yact oT
npoLec 3a Bb3CTaHOBsIBAHE UM
peunknupare. (ISO 7000:2014,*
ped. Ne 1135)
C Tasu cTpaHa Harope: Bbpxy Bydep 3a npoba A
TpaHcrnopTHaTa onakoeka. [ocoyBa
NpaBWTHOTO U3MNpPaBEHO MOMNOXEHUE.
2l (ISO 7000:2014,* pedp. Ne 0623)
CONTENTS CbabpxaHue Bydep 3a npoba B
Onactoct Bycbep 3a npoba
MaeHtuduumpa Homepa Ha PastBop 3a okcugaums
2 [SoIN[ox]
napTvaarta, KouTo e 6bae
oTnevartaH BbpXy OTYeTUTE, KoraTo
Ce 13non3ea antepHaTUBHO
KanubpupaHe.
CbKpaTeHOTO HauMeHOBaHVEe Ha Pa3TtBop 3a cnupaHe
[Tt Rame] [SOmN[SToP]
[Test Name ] aHanuan (2—8 cumBsona) ce nsnonssa
CbC CUCTEMU 33 UMYHEH aHanu3
Access.
BwxTe kapTata CbC CTOMHOCTM H TMB xpomoreHeH TB
See CallCtrl Value Card € kaprara CbC CTOMHOCTY Ha T™E POMOTEHEH pasTeop
KanMépaTopu/KOHTPOIN
I Made in USA of US and Foreign Components I I'Ipomaae,quo B CALLl ot STD CTaH‘D'apT
amepuKaHCKN U YyXOeCcTpaHHN
CbCTaBHMW YacTn
CtpaHa Ha npowusxog Cranpapt A/paspeguten 3a npoba
[RU9] 3a nsnonassaHe camo 3a Hay4YHu STREPTCONI]RTU] CTpenTaBuanH-eH3MMEH KOHIoraT —
uscneasaHusi. He e npegHasHayeHo roToB 3a ynotpeba
3a ANarHoOCTUYHW NpoLueaypu.
MHdopmaumnoHeH nucT 3a KoHueHTpaT 3a npomusaHe B
6e3onacHocT
BHumaHwne [WASHCONE]T] KoHueHTpaT 3a npomusaHe |
‘ MpegHa vact
FRONT]

1. 1SO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (ISO 15223-1:2012, MeanuuHckun nagenus) — Bepxy eTukeTnte Ha MeAMUMHCKUTE M3Aenns Aa ce U3non3sat CMMBONMY; Aa 6bae npeaoctaBeHo
0603Ha4YeHne 1 nHgopmaumsa — Yact 1: O6Lwm nsmcksaHus

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices
(ANPEKTWBA 98/79/EO HA EBPOINEVUCKNA NAPITAMEHT U HA CbBETA ot 27 oktoMBpu 1998 roanHa OTHOCHO AMArHOCTUYHUTE MEeOULIMHCKM U3aenus
WH BUTPO)

3. 1SO 7010:2011, Graphical symbols (ISO 7010:2011, 'pacpuunm cumeonm) — LiBeToBe n 3Haum 3a 6esonacHocT — Pernctpupanu 3Haum 3a 6esonacHocT

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014, padun4yHM cMMBONK 3a M3Non3BaHe BbpXy 060pyaBaHETO)
— Pernctpupann cumsonu
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GEAUE]

ACCESS E2 ELISA &% %47 % #

LA #53% 7 8€7€ Beckman Coulter Access R ER AN FH 2R AERBERFFEA,

R

#ER - RRAUBAZIESRAXMN
BERH. (1SO 15223-1:2012,
B EmI5.1.5)

*2-10°C after opening.

FE & 2-10°C

B RRTERLBHEER
ZEREE., (IS0 15223-1:2012,"
BEm$R5.1.4)

*-20°C after reconstitution

BR®A -20°C

EYMERERR  RBELEEHR
BELYMURERKBER. (I1SO
15223-1:2012,' BERIK5.4.1)

*STD B-G, CONTROL
I-1l: See IFU.

BREB-G, #EIH - - MFHAR
FEF  F2HEARAE.

B 8k MmaE « &n LU BB AR
HBEHNREMSE HRT. (1SO
15223-1:2012,' BE4RIE5.1.6 )

ag2axdne

| B| @] wd| E

techdocs.beckmancoulter.com

BSHEARY  RAERAEES
BEARE. (SO 15223-1:2012,
B ERHE5.4.3)

BrE B B
1R 2 36 #5 BA
R E

<9

ERENDT <> AR - KR ER
IVD R B & B 1T 8174 IVD &I
B, (ISO 15223-1:2012,' BE/®
££5.5.5 )

B W AREE PAP |, FLABAEAR

BONEEER  REZRBREBIM
BEREARME-BERERERFF
M. (I1SO15223-1:2012,' £ R
££5.4.2 )

HEHEBRE R MEEEHE
B, TOURBEENEEB., (I1SO
7000:2014,* 8 7552403 )

FIHE: KT -HEENEEDEE
MWESBRE,

HE=

BES KRR HEENEEES M

NESRNE.

mERBZ

MRSREH , FAEA . KRTW
ROEBFRWITE , BITEER
ZEHEEB, (SO 15223-1:2012,"
BEmES5.2.8)

RERFBE

fEAR IVD PRI fE - BB IVD &
BEFABRESEAR L HHE ,
EREARTEEMESS, (1SO
15223-1:2012,' BERIE5.5.6 )

00000

R RT RIS 5 R

SHR, FRERN . RAUE
EEBERAEEREMBEARE
B, (1SS0 15223-1:2012,' BE{F
8%5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

SRR

BERE  RAREBREZEBAR
Fo (1SO 15223-1:2012," BE R
8%5.3.2)

CAUTION:
HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.

FOR USE AS HIGHAS 275°F (135°C)

AR BRNZSEMBEEEN
VERTEEBRAE. tEBRER
BEFTEHK, BARES 275°F
(135°C) WIBEE,

RELER  RTREMLABERESY
B, (1SO 15223-1:2012,' BE/®
$£5.3.4 )

[TEMPERATURE INDICATOR PATCH]|

BEETRBE

BERS  RTERRETZLEE
HRERS, (1SO 15223-1:2012,
BERIK5.3.7)

TREMERMER (1K)

BELR . RTEBEZBETLLEE
HBE ERR, (1SO 15223-1:2012,
B E{H5:5.3.6)

B A

BETR: RIEREBTRLAE
MBETR. (ISO15223-1:2012,
BEmEE5.3.5)

[BUF[ASSAY|

oA R E R

RigEn  RTEBREENRER ,
W EU $84 90/385/EEC. 93/42/EEC
# 98/79/EC FiESH., (1SO
15223-1:2012,' BE{RIK5.1.1)

BUF

EE

HEAH:  RTEREBNRER
#, (1SO 15223-1:2012,' 2 &R
8%5.1.3 )

[BIO[CONJ[CONC

BEENEREEY

BB ERERR  RTE
MHEBEEHEERLR. (1SO
15223-1:2012,' SE§RIHE5.1.2)

[BIO]CONJ

EYMERAYW-BRAR
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‘FRONT

A EE . ATRAEABAEARSEMN RER
BREEEREA, flW, ART
BRRA , M SEEEEERE
RERENESMERHEE, (1SO
15223-1:2012,' BE {RI#K5.4.4 )
GHEHE  RR—EUREDRGHE REF
[CoNTROL [ +] BN BB RN B, (150 [cAr caRo]
15223-1:2012,' BZE§H%5.5.4 )
FEMER . RR—EURERRME BEEAYw
CoNTROL |- ] ERBEEROSEME, (IS0
15223-1:2012,' B §H%5.5.3 )
BHADHBEREE . RTXBEE HEEYRHER
ERfih-BEADKEREE R [cons o]
. (1SO 15223-1:2012,' BE
2555.1)
EREEFR : CE R E&, (IvDD B
c € 98/79/EC , Mg X ) 2 -
& EYERE  BE  EEEER EHEBRER. NERNMEAISEN
A RREAREYHERLE., (1SO BARA, EHEEARAESER.
7010-W009:2011)3
=y ENREEE o ERZSA
I
[BIOHAZARD/
RERNESMBE BEF
@ Pt IR 5 EREEE
%& RE, (SO 7000: 2014, BE R
251135 )
HEELE  AE@maflt, URRE WEBEFGE A
BHEIUE, (ISO7000: 2014,
B ERHR0623 )
B & REEEHB
[BARGER] & [SAWMPLE[DIL] BRmmRR
iﬁﬂ%ﬁgﬁﬁﬂﬁﬁ%%ﬁﬁ%tﬂ FILAR
S— A7 Access %R R s L K9 ELEAR
B2 B@E (28 BF ).
See CallCirl Value Card RERRER/REF B T™MB &% RA K
IMadeinUSAofUSandForeignComponentsI %ﬁﬁm%gﬁ%ﬁﬂ# STD 1?;2%

REM® BEN BERER
BREMREA, TEARDEER. S — WBRAE BRLY - DAL
ReMBERR BB B

jalal [WASHEORTT] AR |
EMH

1. 1SO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General

requirements (ISO 15223-1:2012 , BR#E - AREBREBEENFR. RUNERSEER - £1 B2 —HWER)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (BUME&
BHEEE 1998 F10 A 27 A2 ERBADHEREEN 98/79EC EET)

3. 1SO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011 , BIE &5k - R EHBHEZLER - 3H

RE/H)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014 , £ & t & Az B &5k - M%)
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Glosar de simboluri

Sisteme de analizd imunologicd ACCESS si ELISA

Urmatoarele simboluri pot fi folosite in etichetarea produselor de testare imunologica Beckman Coulter Access si Manual.

Cheie simboluri

LOT]

Cod lot: denotad codul de lot al
producatorului pentru identificarea
lotului. (ISO 15223-1:2012,* Ref. nr.
5.1.5)

*2-10°C after opening.

2°C-10°C dupa deschidere

Data expirarii: indicd data dupd care
dispozitivul medical nu trebuie utilizat.
(ISO 15223-1:2012," Ref. nr. 5.1.4)

*-20°C after reconstitution

-20°C dupa reconstituire

Riscuri de natura biologica: indica
faptul ca existd potentiale riscuri de
naturd biologicd asociate cu dispozitivul
medical. (ISO 15223-1:2012,' Ref. nr.
5.4.1)

*STD B-G, CONTROL
I-1I: See IFU.

STD B-G, Control I-ll: Consultati
IDU pentru informatii suplimentare
referitoare la depozitare.

Numdr de catalog: indica numarul

de catalog al producatorului pentru
identificarea dispozitivului medical. (ISO
15223-1:2012," Ref. nr. 5.1.6)

Contine 2 pachete de reactiv

[

techdocs.beckmancoulter.com

Consultati instructiunile de utilizare:
indica necesitatea ca utilizatorul sa
consulte instructiunile de utilizare. (ISO
15223-1:2012, Ref. nr. 5.4.3)

Sigiliu nefalsificabil
Ridicati si rupeti
Trageti in sus buza

\

Contine suficient pentru <n> teste:
indica numarul total de teste IVD care
pot fi efectuate cu reactivii din setul
IVD. (ISO 15223-1:2012," Ref. nr. 5.5.5)

PAP sigla reciclare, carton ondulat

@

Nu reutilizati: indica un dispozitiv
medical care este destinat pentru o
singura utilizare sau pentru utilizarea pe
un singur pacient in timpul unei singure
proceduri. (ISO 15223-1:2012,* Ref. nr.
5.4.2)

Limita de stivuire dupa numar: indica
faptul ca elementele nu trebuie stivuite
pe verticald intr-un numar mai mare
decat cel specificat. (ISO 7000:2014,"
Ref. nr. 2403)

Medie: indicd o masuratoare cantitativad

Set de reactivi

cantitativd a dispersiei aleatorii pentru
un set de mdsuratori replicate.

X L &
a tendintei centrale pentru un set de
masuratori replicate.
pu Deviatie standard: indicd o masuratoare Set pentru controlul calitatii

Nu utilizati daca ambalajul este
deteriorat: indica un dispozitiv medical
care nu trebuie utilizat in cazul Tn care
ambalajul a fost deteriorat sau deschis.
(ISO 15223-1:2012, Ref. nr. 5.2.8)

Set de calibrare

Numai pentru evaluarea performantei
IVD: indica un dispozitiv IVD care este
destinat sd fie utilizat numai pentru
evaluarea caracteristicilor sale de
performantd inainte ca acesta sa fie
introdus pe piata pentru uz medical de
diagnosticare. (ISO 15223-1:2012," Ref.
nr. 5.5.6)

00000

Decongelati probele nu mai mult de 5
ori

Fragil, manipulati cu grija: indica un

Deschideti imediat

protectie impotriva surselor de lumina.
(ISO 15223-1:2012, Ref. nr. 5.3.2)

DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.

FOR USE AS HIGH AS 275°F (135°C)

1 dispozitiv medical care se poate rupe OPEN IMMEDIATELY
sau deteriora dacd nu este manipulat cu BOX CONTAINS PERISHABLE ITEM
grijd. (IS0 15223-1:2012," Ref. nr. 5.3.1) S onitions vhon not in transit.
e Feriti de lumina soarelui: indica CAUTION: Atentie! Materiale contaminate
//.\|\ un dispozitiv medical care necesits oy B TOAVED PAIORTO DSPOSAL periculoase trebuie autoclavate nainte

de eliminare. Nu etansati ermetic sacul
in timpul autoclavarii. Pentru utilizare
pana la 275°F (135°C).

Pdstrati uscat: indica un dispozitiv
medical care trebuie protejat impotriva
umiditatii. (ISO 15223-1:2012,' Ref. nr.
5.3.4)

[TEMPERATURE INDICATOR PATCH]

Plasture indicator de temperatura

Limita de temperatura: indica limitele
de temperatura la care dispozitivul
medical poate fi expus in conditii de
sigurantd. (ISO 15223-1:2012," Ref. nr.
5.3.7)

Placa acoperitd pentru microtitrare
(benzi)
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imprimat pe rapoarte atunci cand este
utilizatd o calibrare alternativa.

if Limita superioara de temperatura: Marcator
indicd limita superioara a temperaturii
la care dispozitivul medical poate fi
expus in conditii de siguranta. (ISO
15223-1:2012,* Ref. nr. 5.3.6)
Limitd inferioard de temperatura: Solutie tampon analiza
S e - ASSAY! ;
JE indica limita inferioara a temperaturii BUF|ASSAY]
la care dispozitivul medical poate fi
expus in conditii de siguranta. (ISO
15223-1:2012,* Ref. nr. 5.3.5)
Producator: indica producatorul Tampon
BUF
N dispozitivului medical asa cum [BUF]
este definit in Directivele UE
90/385/CEE, 93/42/CEE si 98/79/CE.
(1SO 15223-1:2012,' Ref. nr. 5.1.1)
Data fabricatiei: indicd data la care a Concentrat conjugat biotina
e - . CONJ]CONC
M fost fabricat dispozitivul medical. (ISO [Bio]coNy [CONC]
15223-1:2012,* Ref. nr. 5.1.3)
Reprezentant autorizat in Comunitatea Conjugat de biotina — Gata de utilizare
Ec | ReP] 5. i CONJ[RTU
= Europeana: indica reprezentantul [Bi0]coNy [RTU]
autorizat In Comunitatea Europeand.
(ISO 15223-1:2012, Ref. nr. 5.1.2)
Atentie!: indicd necesitatea ca Calibrator
P < - N CAL
A utilizatorul sa consulte instructiunile de [CAL]
utilizare pentru informatii importante
de precautie, cum ar fi avertismentele
si precautiile care nu pot, pentru o
varietate de motive, sa fie prezentate
pe dispozitivul medical in sine. (ISO
15223-1:2012,* Ref. nr. 5.4.4)
Control pozitiv: indica un material de Carteld de calibrare
CONTROL . ey CAL CARD
[CONTROL [+] control destinat verificarii rezultatelor
in intervalul pozitiv asteptat. (ISO
15223-1:2012,* Ref. nr. 5.5.4)
Control negativ: indicd un material de Conjugat concentrat
CONTROL - e CONJ]CONC
[CONTROL [~ control destinat verificdrii rezultatelor [CoNJ[coNc]
in intervalul negativ asteptat. (ISO
15223-1:2012,' Ref. nr. 5.5.3)
Dispozitiv medical pentru diagnosticare Solvent conjugat
IVD CONJ DIL
IvD in vitro: indicd un dispozitiv medical
care este destinat a fi utilizat ca
dispozitiv medical pentru diagnosticare
in vitro. (1SO 15223-1:2012,* Ref. nr.
5.5.1)
Conformitate europeand: marcajul de Ser de control
CTRL
c € conformitate CE. (IVDD 98/79/CE, Anexa
X)?
Pericol biologic, avertizare: aveti grija sa Pentru utilizare exclusiv in scopuri
@ evitati expunerea la un pericol biologic. de investigare. Caracteristicile de
(IS0 7010-W009:2011)° performantd ale acestui produs nu au
fost stabilite. Pentru utilizare exclusiv
de cdtre investigatori calificati.
(e;\ Avertizare de risc biologic LUO Exclusiv pentru utilizare n laborator
£9
Flexati genunchii pentru ridicare Carteld valorica
@ Preveniti ranirea spatelui Solutie tampon de reconstituire
(D Reciclabil: indicd faptul cé elementul Pachet de reactiv
marcat sau materialul sau face parte
% dintr-un proces de recuperare sau
reciclare. (ISO 7000:2014,* Ref. nr.
1135)
Cu aceastd parte in sus: pe ambal_a;ele Esantion solutie tampon A
de transport. Pentru a indica pozitia
verticald corectd. (ISO 7000:2014,* Ref.
—— nr. 0623)
Cuprins Esantion solutie tampon B
Pericol Sample Diluent
Identificda numarul de lot care va fi Solutie de oxidare
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Numele abreviat (2-8 caractere) al

Solutie de oprire

‘FRONT

[Test Name | N . N o . |SOLN[sTOP]|
[Test Name] testului utilizat in sistemele de testari
imunologice Access.
Consultati cartela cu valori pentru Solutie cromogena TMB
See Cal/Ctrl Value Card } ’ [SOLN]TMB]
calibrator/control
[Made in USA of US and Foreign Components | Fabrlc'at in SEJA din componente din SO Standard
SUA si alte tari
n T 2 101 H
[WMade in USA] Tara de origine STD ASAMPLE DI Solvent standard A / esantion
Made in China
Made in Hungary
Made in Ireland
Made in Japan
Made in United Kingdom
Pentru utilizare doar in scopul cercetarii. Conjugat de streptavidina-enzima —
[RUO] ) s ) [STREP]CONJ]RTU] -
[Ruo] Nu este destinat utilizdrii in proceduri Gata de utilizare
de diagnosticare.
Fisa tehnicd de securitate WASH CONCE Concentrat de spalare B
Avertizare a
WASHCONC]T] Concentrat de spalare |
Fata

1. I1SO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General requirements
(ISO 15223-1:2012, Dispozitive medicale — Simboluri pentru a utilizare cu etichete de dispozitive medicale, etichetarea si informatiile care trebuie furnizate — Partea

1: Cerinte generale)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (DIRECTIVA 98/79/CE A

PARLAMENTULUI EUROPEAN SI A CONSILIULUI din 27 octombrie 1998 privind dispozitivele medicale pentru diagnosticare in vitro)

3. 1SO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011, Simboluri grafice — Culori si semne de siguranta —

Semne de sigurantd inregistrate)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014, Simboluri grafice pentru utilizare pe echipamente — Simboluri

inregistrate)
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Recnik simbola
ACCESS i ELISA imunohemijski sistemi

Simboli u nastavku mogu da se koriste za obelezavanje Beckman Coulter Access imunohemijskih i ruénih
imunohemijskih proizvoda.

Klju¢ za simbole

Kéd serije: Ukazuje na kdd serije T - 2-10°C nakon otvaranja
LOT| . v .. 2-10°C after opening.
proizvodaca tako da se serija

ili lot mogu identifikovati. (ISO
15223-1:2012," Ref. br. 5.1.5)

g Rok upotrebe: Ukazuje na datum —20°C nakon rekonstitucije
nakon kojeg se medicinsko sredstvo

ne sme koristiti. (ISO 15223-1:2012,"

Ref. br. 5.1.4)
C Biolo$ke opasnosti: Ukazuje da * § STD B-G, kontrola I-II: pogledati
C“A’)} postoje potencijalne bioloske |S_|T:DSEeG|i:ﬁ_ONTR°L uputstvo za upotrebu (IFU) za
opasnosti povezane sa medicinskim dodatne informacije o skladistenju.
sredstvom. (ISO 15223-1:2012," Ref.
br. 5.4.1)
Kataloski broj: Ukazuje na Sadrzi 2 paketa reagensa
katalo$ki broj proizvodaca kako
bi se medicinsko sredstvo moglo
identifikovati. (ISO 15223-1:2012,"
Ref. br. 5.1.6)
Pogledati uputstvo za upotrebu: " Zastitni zatvaraé
Ukazuje na potrebu korisnika da €&y Podici i iscepati
techdocs.beckmancoulter.com pogleda UpUtStVO Za upotrebu. (ISO | Izvlagdivi grllc
15223-1:2012," Ref. br. 5.4.3)
W Sadrzaj dovoljan za <n> testova: N\ Logotip za reciklazu PAP, rebrasti
Ukazuje na ukupan broj IVD testova {9 karton
koji se mogu obaviti sa reagensima iz PAP
IVD kompleta. (ISO 15223-1:2012,"
Ref. br. 5.5.5)
® Ne upotrebljavati ponovo: Ukazuje > Limit slaganja prema broju: Ukazuje
na medicinsko sredstvo koje je 2] da se stavke ne smeju slagati
namenjeno za jednu upotrebu ili ] vertikalno u broju vec¢em od
za upotrebu na jednom pacijentu navedenog. (ISO 7000:2014,* Ref.
tokom jednog postupka. (ISO br. 2403)
15223-1:2012," Ref. br. 5.4.2)
% Srednja vrednost: oznacava & Komplet reagenasa
kvantitativnu meru centralne
tendencije skupa ponovljenih
merenja.
o Standardna devijacija: oznacava Komplet kontrole kvaliteta

kvantitativnu meru slu€ajne disperzije
skupa ponovlienih merenja.

@ Ne Koristiti ako je pakovanje %g Komplet kalibratora
oste¢eno: Ukazuje na medicinsko
sredstvo koje ne treba koristiti ako je
pakovanje oSte¢eno ili otvoreno. (ISO
15223-1:2012," Ref. br. 5.2.8)

Samo za procenu performansi u in Uzorke ne odmrzavati viSe od 5 puta
ﬂ vitro dijagnostici (IVD): Ukazuje na O O O O O
IVD uredaj koji je namenjen da se
koristi samo za procenu njegovih
karakteristika izvodenja pre stavljanja
u promet radi upotrebe u medicinskoj
dijagnostici. (ISO 15223-1:2012,"

Ref. br. 5.5.6)
[ ] Lomljivo, rukovati pazljivo: Ukazuje Otvoriti odmah
T na medicinsko sredstvo koje se moze OPEN IMMEDIATELY
slomiti ili ostetiti ako se njime ne BOX CONTAINS PERISHABLE ITEM
rukuje pazljivo. (ISO 15223-1:2012," S conditions vihen not in transit.
Ref. br. 5.3.1)
S Drzati dalje od sun¢eve svetlosti: CAUTION: Paznja: Opasni kontaminirani
ZIN Ukazuje na medicinsko sredstvo koje VUSTBE AUTOBLAVED PRIOR TO DSPOSAL materijali moraju se pre odlaganja
je potrebno zastititi od izvora svetlosti. N A IBAS at a e autoklavirati. Vrecicu ne zatvarati
(1ISO 15223-1:2012," Ref. br. 5.3.2) ¢vrsto tokom autoklaviranja. Za
upotrebu do temperature od 275°F
(135°C).
Odri_a_vati suvim: Ukazu._Jje na [FENPERATURE NDICATOR PATCH] Flaster za prikaz temperature
AT medicinsko sredstvo koje treba ,
zastititi od vlage. (ISO 15223-1:2012,
Ref. br. 5.3.4)
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Limit temperature: Ukazuje na limite

Oblozena plo¢a za mikrotitraciju

pakovanju. Ukazuje na tacan
uspravan polozaj. (ISO 7000: 2014,*

JH( temperature kojima se medicinsko (trake)
sredstvo moze bezbedno izlagati.
(ISO 15223-1:2012," Ref. br. 5.3.7)
Jlf Gornji limit temperature: Ukazuje na Indikator
gornje limite temperature kojima se
medicinsko sredstvo moze bezbedno
izlagati. (1ISO 15223-1:2012," Ref. br.
5.3.6)
Donji limit temperature: Ukazuje na Test pufer
JK donje limite temperature kojima se [BUF[ASSAY]
medicinsko sredstvo moze bezbedno
izlagati. (1ISO 15223-1:2012," Ref. br.
5.3.5)
Proizvodac: Ukazuje na proizvodaca Pufer
N medicinskog sredstva kao Sto
je definisano u EU Direktivama
90/385/EEC, 93/42/EEC i 98/79/EC.
(1ISO 15223-1:2012," Ref. br. 5.1.1)
Datum proizvodnje: Ukazuje na Koncentrat biotin konjugata
@ datum proizvodnje medicinskog Blofcon)
sredstva. (ISO 15223-1:2012," Ref.
br. 5.1.3)
Ovlas¢eni predstavnik u Evropskoj Biotin konjugat - Spremno za
[cc [rep] zajednici: Ukazuje na ovlaSéenog [B10[CON. [RTU] upotrebu
predstavnika u Evropskoj zajednici.
(1ISO 15223-1:2012," Ref. br. 5.1.2)
Paznja: Ukazuje na potrebu korisnika Kalibrator
A da u uputstvu za upotrebu potrazi
vazne upozoravajuce informacije
kao $to su upozorenja i mere
predostroznosti koje, iz raznih
razloga, ne mogu biti predstavljene
na samom medicinskom sredstvu.
(1ISO 15223-1:2012," Ref. br. 5.4.4)
Pozitivna kontrola: Ukazuje Kartica kalibratora
na kontrolni materijal koji je
namenjen za proveru rezultata u
ocekivanom pozitivnom opsegu. (ISO
15223-1:2012," Ref. br. 5.5.4)
Negativna kontrola: Ukazuje Koncentrat konjugata
[CONTROL -] na kontrolni materijal koji je
namenjen za proveru rezultata u
ocekivanom negativhom opsegu.
(1ISO 15223-1:2012," Ref. br. 5.5.3)
In Vitro dijagnosticko medicinsko Razrediva¢ konjugata
sredstvo: Ukazuje na medicinsko
sredstvo koje je namenjeno za
upotrebu kao in vitro dijagnosti¢ko
medicinsko sredstvo. (ISO
15223-1:2012," Ref. br. 5.5.1)
Evropska usaglasenost: CE oznaka Kontrola
c € usaglaSenosti. (IVDD 98/79/EC,
Aneks X)?
Bioloska opasnost, upozorenje: Samo za upotrebu u istrazivacke
Vodite raCuna kako biste izbegli svrhe. Karakteristike u€inka ovog
izlaganje bioloSkoj opasnosti. (ISO proizvoda nisu jo$ uvek utvrdene.
7010-W009:2011)° Samo za upotrebu od strane
kvalifikovanih istrazivaca.
& Upozorenje na bioloSku opasnost Samo za laboratorijsku upotrebu
I
[BIOHAZARDI
Prilikom podizanja saviti kolena Vrednosna kartica
@ Spreciti povredu leda Pufer za rekonstituciju
Recikliraju¢e: Ukazuje da su [REAGENT PACK] Pakovanje reagensa
@ oznacena stavka ili njen materijal deo
%Q procesa prerade ili reciklaze. (ISO
7000: 2014,* Ref. br. 1135)
TT Ova strana gore: Na transportnom Uzorak pufera A

Ref. br. 0623)
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Sadrzaj

Uzorak pufera B

CONTENTS
Opasnost Rastvor uzorka
Identifikuje broj lota koji ¢e se Oksidacijski rastvor
Stampati na izvestajima kada se [SoLNTox]
koristi alternativna kalibracija.
Skracéeni (2-8 znakova) naziv Rastvor za zaustavljanje
testa koji se koristi na Access
imunohemijskim sistemima.
See Cal/Ctrl Value Card Pogledan karticu sa vrednostima SOLNTTVE Rastvor TMB hromogena
kalibratora/kontrole
[Made in USA of US and Foreign Components | Proizvedeno u SAD-u od americkih i S5 Standard
stranih komponenata
Zemlja porekla Standard A / Razrediva¢ uzorka
Samo u nauéno-istrazivacke svrhe. Streptavidin-enzim konjugat -
[Rug] o - CONJ[RTU]
Nije predvideno za upotrebu u Spremno za upotrebu
dijagnosti¢kim postupcima.
Bezbednosni list Koncentrat za pranje B
Upozorenje [WASHCONE]T] Koncentrat za pranje |

‘FRONT

Prednja strana

1. ISO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (Medicinska sredstva — Simboli koji se koriste za obelezavanje medicinskih sredstava, obelezavanje pakovanja i informacije koje treba da se

dostave — Deo 1: Opsti zahtevi)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (DIREKTIVA

98/79/EC EVROPSKOG PARLAMENTA | SAVETA od 27. oktobra 1998. o in vitro dijagnosti¢kim medicinskim sredstvima)

3. ISO 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (Graficki simboli — Boje i znakovi sigurnosti — Registrovani

znakovi sigurnosti)

4. 1SO 7000:2014, Graphical symbols for use on equipment — Registered symbols (Grafi¢ki simboli za upotrebu na opremi — Registrovani simboli)
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Glossario de simbolos
Sistemas de imunoensaio ACCESS e

ELISA

Os simbolos a seguir poderado ser usados nos rétulos dos produtos de imunoensaio Access e nos produtos de
imunoensaio manuais da Beckman Coulter.

Legenda dos simbolos

LOT]

Cddigo de lote: indica o lote do
fabricante pelo qual o lote pode ser
identificado. (ISO 15223-1:2012," N°
de ref. 5.1.5)

*2-10°C after opening.

2-10°C ap6s a abertura

rd

Data de validade: indica a data apds
a qual o dispositivo médico ndo deve
ser usado. (ISO 15223-1:2012," N°
de ref. 5.1.4)

*-20°C after reconstitution

—20°C ap6s a reconstituicdo

Riscos biolégicos: indica que

*STD B-G, CONTROL

Padrao B-G, Controle I-II: consulte

de uma tendéncia central de um
conjunto de medigbes em replicata.

ha riscos biolégicos potenciais I-I: See IFU. as instrugdes de uso para mais
associados ao dispositivo médico. informagdes sobre 0 armazenamento.
(1ISO 15223-1:2012," N° de ref. 5.4.1)
Numero de catélogo: indica o numero Contém 2 kits de reagentes

de catalogo do fabricante pelo
qual o dispositivo médico pode ser
identificado. (ISO 15223-1:2012," N°
de ref. 5.1.6)
Consulte as instrugdes de uso: Selo antimanipulacéo

EE-] indica a necessidade do usuario E Levantar e rasgar
techdocs.beckmancoulter.com consultar as instrugées de uso. (lSO Bocal de puxar

15223-1:2012," N° de ref. 5.4.3)

W Contém o suficiente para <n> testes: N\ Logotipo de reciclagem PAP, papeldo
indica o numero total de testes de 20 ondulado
IVD que pode ser realizado com PAP
os reagentes do kit de IVD. (ISO
15223-1:2012," N° de ref. 5.5.5)

® Nao reutilize: indica um dispositivo > Limite de empilhamento por nimero:
médico de uso Unico ou destinado 2] indica que os itens ndo devem
para uso em um Unico paciente . ser empilhados uns em cima dos
durante um Unico procedimento. (ISO outros para além do nimero de itens
15223-1:2012," N° de ref. 5.4.2) especificado. (ISO 7000:2014,* N° de

ref. 2403)
% Média: indica a medida quantitativa & Kit de reagentes

Desvio padrédo: indica a medida
quantitativa da disperséo aleatoria
de um conjunto de medigdes em
replicata.

Kit de controle de qualidade

N&o use se a embalagem estiver
danificada: indica um dispositivo
médico que n&o deve ser usado se
a embalagem estiver danificada ou
aberta. (ISO 15223-1:2012," N° de
ref. 5.2.8)

Bt

Kit de calibrador

Apenas para avaliagéo de
desempenho de IVD: indica um
dispositivo de IVD que deve ser
utilizado apenas para avaliagdo de
suas caracteristicas de desempenho
antes de ser colocado no mercado
de uso de diagnéstico médico. (ISO
15223-1:2012," N° de ref. 5.5.6)

00000

As amostras podem ser
descongeladas no maximo 5
vezes

Fragil, manuseie com cuidado: indica
um dispositivo médico que pode

ser quebrado ou danificado se nao
for manuseado com cuidado. (ISO
15223-1:2012," N° de ref. 5.3.1)

OPEN IMMEDIATELY
BOX CONTAINS PERISHABLE ITEM

See kit package labels for storage
conditions when not in transit.

Abra imediatamente

N&o exponha a luz solar: indica um
dispositivo médico que precisa de
protegéo contra fontes de luz. (ISO
15223-1:2012," N° de ref. 5.3.2)

CAUTION:

HAZARDOUS CONTAMINATED MATERIALS
MUST BE AUTOCLAVED PRIOR TO DISPOSAL
DO NOT SEAL BAG TIGHTLY DURING AUTOCLAVING.
FOR USEAS HIGHAS 275°F (135°C)

Atencgdo: os materiais contaminados
perigosos devem ser esterilizados
em autoclave antes do descarte.
Nao feche a bolsa hermeticamente
durante a esterilizagdo em autoclave.
A temperatura maxima de uso &
275°F (135°C).
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Mantenha seco: indica um dispositivo
médico que deve ser protegido da
umidade. (ISO 15223-1:2012," N° de
ref. 5.3.4)

[TEMPERATURE INDICATOR PATCH]

Adesivo indicador de temperatura

Limite de temperatura: indica os
limites de temperatura aos quais o
dispositivo médico pode ser exposto
com seguranca. (ISO 15223-1:2012,"
N° de ref. 5.3.7)

Placa de microtitulagédo revestida
(tiras)

Limite superior de temperatura: indica
os limites de temperatura superiores
aos quais o dispositivo médico pode
ser exposto com seguranga. (ISO
15223-1:2012," N° de ref. 5.3.6)

Rastreador

Limite inferior de temperatura: indica
os limites de temperatura inferiores
aos quais o dispositivo médico pode
ser exposto com seguranga. (ISO
15223-1:2012," N° de ref. 5.3.5)

[BUFJASSAY|

Tampé&o de ensaio

Fabricante: indica o fabricante do
dispositivo médico conforme definido
nas diretivas da UE 90/385/CEE,
93/42/CEE e 98/79/CE. (ISO
15223-1:2012," N° de ref. 5.1.1)

Tampéao

Data de fabricagdo: indica a data em
que o dispositivo médico foi fabricado.
(1ISO 15223-1:2012," N° de ref. 5.1.3)

[BIO]CONJ[CONC

Concentrado de conjugado de biotina

Representante autorizado na
Comunidade Europeia: indica
o Representante autorizado na
Comunidade Europeia. (ISO
15223-1:2012," N° de ref. 5.1.2)

[BIO[CONJ

Conjugado de biotina — pronto para
uso

Atencgdo: indica a necessidade do
usuario consultar as instrugdes

de uso para informagdes de
adverténcia importantes, como avisos
e precaugdes, que ndo podem ser
apresentadas no dispositivo médico
por uma variedade de razées. (ISO
15223-1:2012," N° de ref. 5.4.4)

Calibrador

Controle positivo: indica um material
de controle destinado a verificar

os resultados no intervalo positivo
esperado. (ISO 15223-1:2012," N° de
ref. 5.5.4)

Cartéo do Calibrador

CONTROL -]

Controle negativo: indica um material
de controle destinado a verificar

os resultados no intervalo negativo
esperado. (ISO 15223-1:2012," N° de
ref. 5.5.3)

CONJ[CONC

Concentrado de conjugado

Dispositivo médico de diagnéstico in
vitro: indica um dispositivo médico
que esta destinado a ser usado como
um dispositivo médico de diagnéstico
in vitro. (1ISO 15223-1:2012," N° de
ref. 5.5.1)

Diluente de conjugado

Conformidade Europeia: a marcagao
CE de conformidade. (IVDD
98/79/CE, Anexo X)?

Controle

Perigo bioldgico, aviso: tome cuidado
para evitar a exposi¢cdo a um perigo
biolégico. (ISO 7010-W009:2011)*

Apenas para investigagdo. As
caracteristicas de desempenho deste
produto ndo foram estabelecidas.
Deve ser usado apenas por
investigadores qualificados.

Aviso de risco biolégico

LUO

Apenas para uso laboratorial

Dobre os joelhos para levantar

QC VALUE CARD

Cartéo de valor

Impedir lesdes na coluna

Tampé&o de reconstituicdo
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Reciclavel: para indicar que o item

Kit de reagentes

‘FRONT

A, :
marcado ou o seu material faz parte
% de um processo de recuperacao ou
reciclagem. (ISO 7000:2014,* N° de
ref. 1135)
Este lado para cima: na embalag_e[n Tampéo de amostras A
de transporte. Para indicar a posigéo
vertical correta. (ISO 7000:2014,* N°
—_— de ref. 0623)
CONTENTS Conteudo Tamp&o de amostras B
Perigo T Diluente de amostras
Identifica o numero de lote que sera Solugéo de oxidagao
impresso nos relatérios quando uma [SoLNTox]
calibracéo alternativa for usada.
O nome do ensaio abreviado (2—8 Solugéo de parada
[TestName] .
caracteres) usado nos Sistemas de
imunoensaio Access.
See Cal/Ctrl Value Card Co_nsulte o cartdo de valores do VB Solugédo de cromoégeno TMB
calibrador/controle
I Made in USA of US and Foreign Components I Fabricado nos EUA com STD Padrao
componentes americanos e
estrangeiros
Pais de origem Padréo A/diluente de amostras
Apenas para fins de investigacao. SoNg Conjugado estreptavidina-enzima —
N&o se destina a ser utilizado em pronto para uso
procedimentos de diagndstico.
Folha de dados de seguranga WASHCONCE Concentrado de lavagem B
Aviso Concentrado de lavagem |
[WASHCONCT 1]
Frente

1. 1SO 15223-1:2012, Medical devices — Symbols to be used with medical device labels, labelling and information to be supplied — Part 1: General
requirements (ISO 15223-1:2012, Dispositivos médicos — Simbolos a serem utilizados em rétulos de dispositivos médicos, rotulagem e informagdes a

serem fornecidas — Parte 1: Requisitos gerais)

2. DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 27 October 1998 on in vitro diagnostic medical devices (DIRETIVA

98/79/CE DO PARLAMENTO EUROPEU E DO CONSELHO de 27 de outubro de 1998 relativa aos dispositivos médicos de diagndstico in vitro)

3. 1S0O 7010:2011, Graphical symbols — Safety colours and safety signs — Registered safety signs (ISO 7010:2011, Simbolos graficos — Cores de seguranca

e sinais de seguranga — Sinais de seguranca registrados)

4. ISO 7000:2014, Graphical symbols for use on equipment — Registered symbols (ISO 7000:2014, Simbolos graficos para utilizacdo em equipamentos —

Simbolos registrados)

C02724-AB

76 of 77




Beckman Coulter, Inc., 250 S. Kraemer Blvd., Brea, CA 92821 U.S.A.
www.beckmancoulter.com

Beckman Coulter do Brasil Com. e Imp. de Prod. de Lab. Ltda
Alameda Rio Negro, 500, 15° andar, Torre B Alphaville Industrial
CEP 06.454-00 Barueri, Sao Paulo, Brasil
CNPJ: 42.160.812/0001-44 Telefone: 0800-771-8818

HEFEHRE: XY I -DA-L2—#%hA &4
T 135-0063
REBIRXAEH=THS H7S
TOCEHIIAKNRD—

00O «bexmen Kynsrep», 109004 Mocksa, Poccus, yn. Cranucnasckoro, 1. 21, ctp. 3.
Ten. +7 (495) 228 67 00, e-mail: beckman.ru@beckman.com

N Beckman Coulter, Inc., 250 S. Kraemer Blvd., Brea, CA 92821 U.S.A.
www.beckmancoulter.com
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