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Glossary of Symbols

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Symbols Key

Symbol Definition Standard
Any pink/red coloration N/A
ASC Ascorbic Acid N/A
Assay Sheet N/A
[Ec [ReP] Authorized representative in the European ISO 15223-1:2021; 5.1.2"
Community/ European Union
BACKGROUND Background N/A
Barcodes N/A
Batch code ISO 15223-1:2021; 5.1.5
Bilirubin N/A
r(.)\ Biological risks ISO 15223-1:2021; 5.4.1"
\\X{
Blood N/A
Calibrator N/A
c € CE conformity marking IVDD 98/79/EC, Annex X

Catalogue Number ISO 15223-1:2021; 5.1.6'
ﬁ Caution ISO 15223-1:2021; 5.4.4"
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Check appropriate box for each N/A
reportable test parameter
Color Chart N/A
Color Chart Number N/A
Compensation Pad N/A
(i Consult Instructions for Use ISO 15223-1:2021; 5.4.3'
Contents N/A
Control ISO 15223-1:2021; 5.5.2'
A Corrugated board recycle N/A
8
Danger N/A
Date N/A

Date of Manufacture

ISO 15223-1:2021; 5.1.3'

Do not stack more than 4 high

ISO 7000:2019; 2403>

III-HM@EE

Expected range N/A
ILTER Filter N/A

CAPS Flip-top Caps N/A

FOR RAPID DET ON OF: For the rapid determination of: N/A
GLU Glucose N/A
Identification N/A
INFORMATION FOR USA ONLY Information for USA Only N/A

In Vitro Diagnostic ISO 15223-1:2021; 5.5.1"
Ketone N/A
LEU Leukocyte N/A
Made in China Made in China N/A
Made in Germany N/A
Made in Ireland N/A
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Symbol Definition Standard
Made in USA of US and Foreign Components Made in USA of US and Foreign Components N/A
N Manufacturer ISO 15223-1:2021; 5.1.1"
Mean Value N/A
Negative Control ISO 15223-1:2021; 5.5.3"
NIT Nitrite N/A
Nucleated Cell per Microliter N/A
Open upon receipt. See component labels N/A
for storage conditions when not in transit.
L Orient Strip in this Direction N/A
Particles per Microliter N/A
Patient N/A
pH N/A
Physician N/A
Positive Control ISO 15223-1:2021; 5.5.4"
D Protect from moisture ISO 15223-1:2021; 5.3.4"

Protect from sources of light

ISO 15223-1:2021; 5.3.2"

1)

Protein N/A

Push up with both thumbs to open N/A

Reagent Set N/A
Red Blood Cell per Microliter N/A

RoHS mark SJ/T 11364-2014
Safety Data Sheet N/A
E Seconds N/A

Single use only

ISO 15223-1:2021; 5.4.2'

Elmﬁlz EI*@@HE@El@

Specific Gravity N/A

Storage Temperature limit ISO 15223-1:2021; 5.3.7"
Test Results Sheet N/A
Test Strips N/A

This way up ISO 7000:2019; 06232

Urobilinogen N/A

Use-by date (YYYY-MM-DD or YYYY-MM) ISO 15223-1:2021; 5.1.4"
Use within 30 minutes of opening N/A
Warning N/A

1. 1ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements.
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols.

Revision History
Revision AB, 03/2019

* Add 15 catalog numbers, 40 symbols and two languages.

Revision AC, 05/2020

* Add Made in Ireland symbol
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Revision AD, 04/2023
* Revision of ISO 15223-1:2021 references and meanings
* Revision of ISO 7000:2019 references and meanings
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Glossaire des symboles

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Légende des symboles

Symbole Définition Etalon
ANY PINKIRED COLORATION Toute coloration rose/rouge S.0.
ASC Acide ascorbique S.0.
No Translation Available S.0.
[EC [ReP] Représentant autorisé dans la Communauté ISO 15223-1:2021; 5.1.2"
européenne/I'Union européenne
Bruit de fond S.0.
Codes-barres S.0.
Numéro de lot ISO 15223-1:2021; 5.1.5
Bilirubine S.0.
r"’)\ Risques biologiques ISO 15223-1:2021; 5.4.1"
‘\Al/
Sang S.O.
Calibrateur S.0.

N
m

Marquage CE de conformité

IVDD 98/79/EC, Annex X

Numéro de catalogue

ISO 15223-1:2021; 5.1.6"

>

Attention

ISO 15223-1:2021; 5.4.4

| cHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | COCher la case appropriée pour Chaque SO
parameétre de test mesurable

nuancier S.0.

Numéro dans le nuancier S.0.

Compresse de compensation S.0.
(i Consulter le mode d’emploi ISO 15223-1:2021; 5.4.3"

Contenu S.0.
Contréle ISO 15223-1:2021; 5.5.2"

A Recyclage du carton ondulé S.0.

D
Danger S.0.
Date S.0.

Date de fabrication

ISO 15223-1:2021; 5.1.3'

Ne pas en empiler plus de 4

ISO 7000:2019; 2403

QIIE - [
E(EIL 2B E
ZNE] m

INFORMATION FOR USA ONLY

aux Etats-Unis uniquement

Fourchette Attendue S.0.
Filtre S.0.

Bouchons a clapet S.0.

FOR RAPID DET ON OF: Pour la détermination rapide de : S.0.
GLU Glucose S.0.
Identification S.0.
Informations a I'attention des utilisateurs S.0.

Diagnostic in vitro ISO 15223-1:2021; 5.5.1"
Cétones S.0.
LEU Leucocytes S.0.
Made in China Fabriqué en Chine S.0.
Fabriqué en Allemagne S.0.
Fabriqué en Irlande S.0.
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Symbole

Définition

Etalon

Made in USA of US and Foreign Components

Fabriqué aux Etats-Unis & partir de
composants américains et étrangers

S.0.

(N
a

N Fabricant ISO 15223-1:2021; 5.1.1"
Valeur moyenne S.0.
Controle négatif ISO 15223-1:2021; 5.5.3"
NIT Nitrite S.0.
Cellules nucléée par microlitre S.0.
Ouvrir des la réception. Voir les étiquettes S.0.
du composant pour connaitre les
conditions de stockage lorsqu’il n’est
pas en cours de transport.
ﬁ Orienter la bandelette dans cette direction S.0.
Particules par microlitre S.0.
Patient S.0.
pH S.0.
Médecin S.0.
Contréle positif ISO 15223-1:2021; 5.5.4"
Ll Protéger de I'humidité ISO 15223-1:2021; 5.3.4"

Conserver a I'abri de la lumiére

ISO 15223-1:2021; 5.3.2"

s

Protéine S.0.

Appuyer a I'aide des deux pouces pour ouvrir S.0.

Kit de réactifs S.0.
Globules rouges par microlitre S.0.

Marquage RoHS

SJIT 11364-2014

Fiche technique santé-sécurité

S.0.

E!

Secondes

S.0.

Exclusivement a usage unique

ISO 15223-1:2021; 5.4.2"

STRIPS

Gravité spécifique S.0.

Limite de température de stockage ISO 15223-1:2021; 5.3.7"
Fiche des résultats de test S.0.
Bandelettes urinaires S.0.

Sens indiqué vers le haut

ISO 7000:2019; 06232

Urobilinogene

S.0.

Date de péremption (AAAA-MM-JJ

ISO 15223-1:2021; 5.1.4"

Elmﬁm II*@@‘E@EI@

ou AAAA-MM)
Utiliser sous 30 minutes aprés ouverture S.0.
Attention S.0.

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer general requirements (ISO 15223-1:2021,

Dispositifs médicaux. Symboles a utiliser avec les informations a fournir par le fabricant — Exigences générales).

2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Symboles graphiques utilisables sur le matériel —

Symboles enregistrés).

Historique des révisions
Révision AB, 03/2019
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* Ajout de 15 numéros de référence, 40 symboles et deux langues.
Révision AC, 05/2020
* Ajouter le symbole Fabriqué en Irlande
Révision AD, 04/2023
* Révision des références et des significations de I'lSO 15223-1:2021
» Révision des références et des significations de I'lSO 7000:2019
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Glossar der Symbole

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Liste der Symbole

Symbol Definition Standard
Beliebige rosarote/rote Farbung n. z
ASC Ascorbin- saure n. z
ASSAY-BLATT n. z
Hinweis auf den Bevollmachtigten in der ISO 15223-1:2021; 5.1.2"
Europaischen Gemeinschaft/Europédischen
Union
Reinheit n. z
Barcodes n. z
Seriencode ISO 15223-1:2021; 5.1.5'
des direkten n. z.
f‘%\ Biologische Risiken ISO 15223-1:2021; 5.4.1"
\W.,
Blut n. z.
Kalibrator n. z.

N
m

CE-Konformitatskennzeichnung

IVDD 98/79/EC, Annex X

Katalognummer

ISO 15223-1:2021; 5.1.6'

> @

Vorsicht

ISO 15223-1:2021; 5.4.4'

| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | EntSpreChendeS Kastchen fur jeden ZU n. z
berichtenden Testparameter markieren

Farbtafel n. z

Farbtafelnummer n. z

Kompensationsfeld n. z
(i Siehe Gebrauchsanweisung ISO 15223-1:2021; 5.4.3'

Inhalt n. z
Kontrolle ISO 15223-1:2021; 5.5.2'

A Wellpappe recyceln n. z

ED
Gefahr n. z
Datum n. z.

Herstellungsdatum

ISO 15223-1:2021; 5.1.3'

Nicht mehr als 4 ibereinander stapeln

ISO 7000:2019; 2403>

EXPECTED RANGE

Erwarteter Bereich

Filter

9ll|I2 - [
(B (EIL 2B E
2N E] m

Abziehbare Deckel

FOR RAPID DET ON OF: Fir den schnellen Nachweis von:
GLU Glucose
Identifizie- rung

INFORMATION FOR USA ONLY

Informationen gelten nur fiir die USA

=] =] =] =] =] =] =
NI NI NENENENEN

In-vitro-Diagnostikum ISO 15223-1:2021; 5.5.1"
Keton n. z
LEU Leukozyt n. z
Made in China In China hergestellt n. z
n. z.

Made in Germany

In Deutschland hergestellt

C27648-AD

8 of 92




Symbol Definition Standard
Hergestellt in Irland n. z
n. z.

Made in USA of US and Foreign Components

Hergestellt in den USA aus
US-amerikanischen und ausléndischen

Komponenten

™ Hersteller ISO 15223-1:2021; 5.1.1"

Mittelwert n. z
Negative Kontrolle ISO 15223-1:2021; 5.5.3"

NIT Nitrit n. z

Kernhaltige Zellen pro Mikroliter n. z

Nach Erhalt 6ffnen. Siehe n. z

Komponenten-Etiketten fir
Lagerungsbedingungen, wenn nicht
auf dem Transportweg.

Streifen in diese Richtung ausrichten n. z

Partikel pro Mikroliter n. z

Patienten n. z

pH-Wert n. z

Arzt n. z
Positive Kontrolle ISO 15223-1:2021; 5.5.4"

«
P
‘I‘d «

Vor Feuchtigkeit schiitzen

ISO 15223-1:2021; 5.3.4'

Al

~

Von Lichtquellen fernhalten

ISO 15223-1:2021; 5.3.2"

e
Al
’-\\
Protein Z
Zum Offnen mit beiden Daumen z
nach oben driicken
Reagenzsatz n. z
n. z.

Erythrozyten pro Mikroliter

RoHS-Kennzeichnung

SJ/T 11364-2014

Sicherheitsdatenblatt

n. z

E!

Sekunden

n. z.

Nur fir den einmaligen Gebrauch

ISO 15223-1:2021; 5.4.2"

.@@@m@ﬁl@a

Spezifis- ches Gewicht n. z

Lagertemperaturgrenzwert ISO 15223-1:2021; 5.3.7"
TEST RESULTS SHEET Testergebnisbogen n. z
Teststreifen n. z.

TT Diese Seite nach oben ISO 7000:2019; 06232

Urobilinogen n. z

g Verwendbar bis (JJJJ-MM-TT oder JJJJ-MM) ISO 15223-1:2021; 5.1.4"
Innerhalb von 30 Minuten nach dem n. z

Offnen verbrauchen

Achtung n. z

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements. (ISO
15223-1:2021: Medizinprodukte — Symbole zur Verwendung im Rahmen der vom Hersteller bereitzustellenden Informationen — Allgemeine Anforderungen).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019: Graphische Symbole auf Einrichtungen — registrierte
Symbole).
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Revisionsverlauf
Revision AB, 03.2019
+ 15 Katalognummern, 40 Symbole und zwei Sprachen wurden hinzugefligt.
Revision AC, 05.2020
+ Symbol ,Hergestellt in Irland“ wurde hinzugefligt
Revision AD, 04.2023
* Revision von ISO 15223-1:2021 Referenzen und Bedeutungen
* Revision von ISO 7000:2019 Referenzen und Bedeutungen
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Glossario di simboli

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Legenda dei simboli

Simbolo Definizione Standard
Qualsiasi colorazione rosa/rossa N/D
ASC Acido ascorbico N/D
No Translation Available N/D
Rappresentante autorizzato per la Comunita ISO 15223-1:2021; 5.1.2"
Europea/Unione Europea
BACKGROUND) Fondo N/D
Codici a barre N/D
Codice batch ISO 15223-1:2021; 5.1.5'
Bilirubina N/D
(‘( Rischi biologici ISO 15223-1:2021; 5.4.1"
x
BLD Sangue N/D
Calibratore N/D
c € Marcatura di conformita CE IVDD 98/79/EC, Annex X
Numero di catalogo ISO 15223-1:2021; 5.1.6'
A Attenzione ISO 15223-1:2021; 5.4.4'
[[CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Selezionare la casella di controllo specifica N/D
per ogni parametro di test refertabile
Schema colori N/D
Numero schema colori N/D
Tampone di compensazione N/D
(i Consultare le istruzioni per I'uso ISO 15223-1:2021; 5.4.3"
Contenuto N/D
Controllo ISO 15223-1:2021; 5.5.2"
Riciclo cartone ondulato N/D
Pericolo N/D
DATE Data N/D

Data di produzione

ISO 15223-1:2021; 5.1.3'

meif ] (8>

Non impilarne piu di 4 in altezza

ISO 7000:2019; 2403

Range atteso N/D
Filtro N/D

Tappi flip-top N/D

FOR RAPID DET ON OF: Per la determinazione rapida di: N/D
GLU Glucosio N/D
Individuazio- ne N/D
INFORMATION FOR USA ONLY Informazioni valide solo per gli Stati Uniti N/D

IVD Diagnostica in vitro ISO 15223-1:2021; 5.5.1"
Chetoni N/D
LEU Leucociti N/D
Made in China Realizzato in Cina N/D
Fabbricato in Germania N/D
Fabbricato in Irlanda N/D
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Simbolo

Definizione

Standard

Made in USA of US and Foreign Components

Realizzato negli USA con componenti
USA ed esteri

N/D

N Produttore ISO 15223-1:2021; 5.1.1"
Valore medio N/D
Controllo negativo ISO 15223-1:2021; 5.5.3"
NIT Nitriti N/D
Cellule nucleate per microlitro N/D
Aprire al momento della ricezione. Vedere N/D
le etichette dei componenti per le condizioni
di conservazione quando non in transito.
L Orientare la striscia in questa direzione N/D
Elementi per microlitro N/D
Paziente N/D
pH: N/D
Medico N/D
Controllo positivo ISO 15223-1:2021; 5.5.4'
y Proteggere dall’'umidita ISO 15223-1:2021; 5.3.4"

s

a
(N
a

Proteggere da fonti luminose

ISO 15223-1:2021; 5.3.2"

Bk )

Proteina N/D
Sollevare spingendo con entrambi N/D
i pollici per aprire
Set di reagenti N/D
N/D

Globuli rossi per microlitro

Marchio RoHS

SJ/T 11364-2014

Scheda tecnica sulla sicurezza

N/D

E!

Secondi

N/D

Esclusivamente monouso

ISO 15223-1:2021; 5.4.2°

Gravita specifica N/D

Limite di temperatura per la conservazione ISO 15223-1:2021; 5.3.7"
Scheda dei risultati dei test N/D
N/D

Strisce reattive

Lato verso lalto

ISO 7000:2019; 06232

Urobilinogeno

N/D

Utilizzare entro la scadenza (AAAA-MM-GG

ISO 15223-1:2021; 5.1.4"

Elwﬁlz EI*@@!E@H@‘

o AAAA-MM)
Utilizzare entro 30 minuti dall’apertura N/D
Attenzione N/D

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements

(ISO 15223-1:2021, Dispositivi medici — Simboli da utilizzare con informazioni che devono essere riportate dal fabbricante — Requisiti generali).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Simboli grafici da utilizzare sulle apparecchiature —

Simboli registrati).
Cronologia revisioni
Revisione AB, 3/2019
* Aggiungere 15 numeri di catalogo, 40 simboli e due lingue.
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Revisione AC, 5/2020
* Aggiunto il simbolo Fabbricato in Irlanda

Revisione AD, 4/2023
* Revisione della bibliografia e dei significati per ISO 15223-1:2021
* Revisione della bibliografia e dei significati per ISO 7000:2019
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Glosario de simbolos

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Lista de simbolos

Fecha de fabricacion

ISO 15223-1:2021; 5.1.3'

No apile mas de 4 alturas

ISO 7000:2019; 2403>

Simbolo Definicién Estandar
Cualquier coloracién roja/rosa NA
ASC Acido ascorbico NA
No Translation Available NA
Representante autorizado en la Comunidad ISO 15223-1:2021; 5.1.2"
Europea/Unién Europea
BACKGROUND) Fondo NA
Cadigos de barras NA
Cédigo de lote ISO 15223-1:2021; 5.1.5'
Bilirrubina NA
(‘ Riesgos biolégicos ISO 15223-1:2021; 5.4.1"
£33
BLD Sangre NA
Calibrador NA
c € Marca CE de conformidad IVDD 98/79/EC, Annex X
Numero de catalogo ISO 15223-1:2021; 5.1.6"
ﬁ Precaucion ISO 15223-1:2021; 5.4.4'
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Comprobal" |a Caja adeCuada para Cada NA
parametro de prueba notificable
grafico de colores NA
Numero del gréafico de colores NA
Almohadilla de compensacion NA
(1 Consulte las instrucciones de uso ISO 15223-1:2021; 5.4.3'
Contenido NA
Control ISO 15223-1:2021; 5.5.2'
A Reciclaje, cartén ondulado NA
(A
Peligro NA
Fecha NA
(]
(4]
||

Expected range NA
Filtro NA
Tapones levadizos NA

FOR RAPID DET N OF: Para la determinacién rapida de: NA

GLU Glucosa NA
Identificacion NA
INFORMATION FOR USA ONLY Informacién para EE. UU Unicamente NA

IVD Diagndstico in vitro ISO 15223-1:2021; 5.5.1"
Cetona NA
LEU Leucocitos NA
Made in China Fabricado en China NA
Fabricado en Alemania NA
Fabricado en Irlanda NA
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Simbolo

Definicion

Estandar

Made in USA of US and Foreign Components

Fabricado en EE. UU. a partir de
componentes de EE. UU. y de otros paises

NA

a

)

[N
N

Proteger de la humedad

N Fabricante ISO 15223-1:2021; 5.1.1"
Valor medio NA
[CONTROL [-] Control negativo ISO 15223-1:2021; 5.5.3"
NIT Nitrito NA
Células nucleadas por microlitro NA
Debe abrirse tras su recepcion. Véanse NA
las etiquetas de los componentes para
conocer las condiciones de almacenamiento
cuando no estén en transito.
ﬂ Orientar la tira en esta direcciéon NA
Particulas por microlitro NA
Paciente NA
pH NA
Médico NA
Control positivo ISO 15223-1:2021; 5.5.4'
y ISO 15223-1:2021; 5.3.4"

Proteger de las fuentes de luz

ISO 15223-1:2021; 5.3.2"

Bk )

Proteina NA
Empujar con ambos pulgares hacia NA
arriba para abrir
Conjunto de reactivos NA
Eritrocitos por microlitro NA

E!

Marca RoHS SJ/T 11364-2014
Hoja de datos de seguridad NA
Segundos NA

Exclusivamente de un solo uso

ISO 15223-1:2021; 5.4.2"

*@@IE@II@»

Peso especifico NA
Limite de temperatura de almacenamiento ISO 15223-1:2021; 5.3.7"
Hoja de resultados de la prueba NA
Tiras reactivas NA
TT Hacia arriba ISO 7000:2019; 06232
Urobilinbgeno NA
g Fecha de caducidad (AAAA-MM-DD ISO 15223-1:2021; 5.1.4"
o AAAA-MM)
Usar en los 30 minutos siguientes NA
a la apertura
Atencion NA

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements (EN ISO

15223-1:2021, Productos sanitarios. Simbolos que han de utilizarse con la informacion que facilitara el fabricante. Requisitos generales).

2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Simbolos graficos utilizables en los equipos.

Simbolos registrados).

Historial de Revisiones
Revision AB, 03/2019
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* Afadir 15 numeros de catalogo, 40 simbolos y dos idiomas.
Revision AC, 05/2020
* Afadir simbolo Fabricado en Irlanda
Revision AD, 04/2023
* Revision de las referencias y significados de ISO 15223-1:2021
* Revision de las referencias y significados de ISO 7000:2019

C27648-AD 16 of 92



Glossario de simbolos

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Legenda dos simbolos

Simbolo Definicao Padrao
Qualquer coloragéo rosa/vermelha N/D
ASC Acido ascérbico N/D
Folha de ensaio N/D
[£C [rer] Representante autorizado na Comunidade ISO 15223-1:2021; 5.1.2"
Europeia/Unido Europeia
BACKGROUND Fundo N/D
Cadigos de barras N/D
Cddigo de lote ISO 15223-1:2021; 5.1.5
Bilirrubina N/D
r")\ Riscos biolégicos ISO 15223-1:2021; 5.4.1"
\\X,
BLD Sangue N/D
Calibrador N/D

N
m

Marca CE de conformidade

IVDD 98/79/EC, Annex X

Numero do catalogo

ISO 15223-1:2021; 5.1.6"

A Cuidado ISO 15223-1:2021; 5.4.4"
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Se|eci0nar a CaiXa aprOpriada para Cada N/D
parametro de teste reportavel
Tabela de cores N/D
Numero da tabela de cores N/D
Bloco de compensacéo N/D

Consulte as Instructions for Use
(Instrucdes de utilizagédo)

ISO 15223-1:2021; 5.4.3'

indice N/D
Controlo ISO 15223-1:2021; 5.5.2'

Reciclagem de cartdo canelado N/D

Perigo N/D

Data N/D

Data de fabrico

ISO 15223-1:2021; 5.1.3'

Nao empilhar mais do que quatro em altura

ISO 7000:2019; 2403>

(2]

INFORMATION FOR USA ONLY

Gama de valores N/D
Filtro N/D

Tampas articuladas N/D

FOR RAPID DET ON OF: Para a determinagéo rapida de: N/D
GLU Glucose N/D
Identificagéo N/D
Informagbes apenas para os EUA N/D

Diagnéstico in vitro ISO 15223-1:2021; 5.5.1"
Cetona N/D
LEU Leucdcito N/D
Made in China Fabricado na China N/D
Fabricado na Alemanha N/D
Fabricado na Irlanda N/D

C27648-AD
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Simbolo Definicao Padréao
Made in USA of US and Foreign Components Fabricado nos EUA com componentes N/D
norte-americanos e estrangeiros
N Fabricante ISO 15223-1:2021; 5.1.1"
Valor médio N/D
[CONTROLT-] Controlo negativo ISO 15223-1:2021; 5.5.3"
NIT Nitrito N/D
Célula nucleada por microlitro N/D
Abrir apds recegdo. Consulte as N/D
etiquetas do componente referentes
as condi¢gdes de armazenamento para
efeitos que nao o transporte.
L Orientar a tira nesta diregao N/D
Particulas por microlitro N/D
Paciente N/D
pH N/D
Médico N/D
Controlo positivo ISO 15223-1:2021; 5.5.4'
ey Proteger da humidade ISO 15223-1:2021; 5.3.4"
>/\+/§ Proteger de fontes de luz ISO 15223-1:2021; 5.3.2"
“m
Proteina N/D
Empurrar para cima com ambos os N/D
@ polegares para abrir
Conjunto de reagente N/D
Globulos vermelhos por microlitro N/D
{'\ Marca RoHS SJ/T 11364-2014
I
Ficha de dados de seguranga N/D
Segundos N/D
@ Uma unica utilizagao ISO 15223-1:2021; 5.4.2"
[s6] Gravidade especifica N/D
X Limite de temperatura de armazenamento ISO 15223-1:2021; 5.3.7"
TEST RESULTS SHEET Folha de resultados de teste N/D
Tiras de teste N/D
TT Este lado para cima ISO 7000:2019; 06232
Urobilino- génio N/D
g Data de validade (AAAA-MM-DD ISO 15223-1:2021; 5.1.4"
ou AAAA-MM)
Utilizar no prazo de 30 minutos apds N/D
a_abertura
Atencéo N/D
1. 1ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements.

(ISO 15223-1:2021. Dispositivos médicos. Simbolos a utilizar em informagdes a serem fornecidas pelo fabricante — Requisitos gerais).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Simbolos gréaficos para utilizagdo em equipamento

— Simbolos registados).

Historico de revisoes
Revisao AB, 3-2019
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* Adicione 15 numeros de catalogo, 40 simbolos e dois idiomas.
Revisao AC, 5-2020
+ Simbolo Fabricado na Irlanda adicionado
Revisao AD, 4-2023
* Revisao das referéncias e significados da norma ISO 15223-1:2021
* Revisao das referéncias e significados da norma ISO 7000:2019
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Symbolordliste

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,

800-7217, 800-7702, 800-7703

Symbolnggle
Symbol Definition Standard
Enhver lysergd/rad kolorering N/A
ASC Ascorbinsyre N/A
Analyseark N/A
[ec [rer] Autoriseret repreesentant i EF/EU ISO 15223-1:2021; 5.1.2"
Baggrund N/A
Stregkoder N/A
Batchkode ISO 15223-1:2021; 5.1.5
Bilirubin N/A
r(.)\ Biologiske risici ISO 15223-1:2021; 5.4.1"
\W.,
Blod N/A
Kalibrator N/A
c € CE-overensstemmelsesmeerkning IVDD 98/79/EC, Annex X
Katalognummer ISO 15223-1:2021; 5.1.6'
A Forsigtig ISO 15223-1:2021; 5.4.4"
[CRECKAPPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Markér det relevante afkrydsningsfelt for N/A
hver testparameter, der skal rapporteres
Farveskema N/A
Farvekortnummer N/A
Kompensationspude N/A
(i Se brugsanvisningen ISO 15223-1:2021; 5.4.3'
Indhold N/A
Kontrol ISO 15223-1:2021; 5.5.2"
A Genbrug af bglget breet N/A
&D
Farlig N/A
Dato N/A
] Fremstillingsdato ISO 15223-1:2021; 5.1.3"
> Stabl ikke flere end 4 i hgjden ISO 7000:2019; 2403
[
Forventet omrade N/A
Filter N/A
Flip-top-haetter N/A
FOR RAPID DET ONOF: Til hurtig bestemmelse af: N/A
GLU Glucose N/A
Identifikation N/A
INFORMATION FOR USA ONLY Information kun for USA N/A
In vitro-diagnostik ISO 15223-1:2021; 5.5.1"
Keton N/A
LEU Leukocyt N/A
Made in China Fremstillet i Kina N/A
Fremstillet i Tyskland N/A
Fremstillet i Irland N/A
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Symbol

Definition

Standard

Made in USA of US and Foreign Components

Fremstillet i USA af amerikanske og
udenlandske komponenter

N/A

N Fabrikant ISO 15223-1:2021; 5.1.1"
Middelveerdi N/A
Negativ kontrol ISO 15223-1:2021; 5.5.3"
NIT Nitrit N/A
Kernede celler pr. mikroliter N/A
Abn ved modtagelse. Se N/A
komponentetiketterne for
opbevaringsbetingelser, nar produktet
ikke transporteres.
ﬁ Vend strimlen i denne retning N/A
Partikler pr. mikroliter N/A
Patient N/A
pH N/A
Leege N/A
Positiv kontrol ISO 15223-1:2021; 5.5.4"
S, Beskyttes mod fugt ISO 15223-1:2021; 5.3.4"

Beskyt mod lyskilder

ISO 15223-1:2021; 5.3.2"

s |

Kun til engangsbrug

ISO 15223-1:2021; 5.4.2"

Protein N/A

@ Skub op med begge tommelfingre for at abne N/A

Reagenssaet N/A

Rade blodceller pr. mikroliter N/A
re\ RoHS-maerke SJ/T 11364-2014

Sikkerhedsdatablad N/A

Sekunder N/A

sl

Massefylde N/A

Temperaturgreense for opbevaring ISO 15223-1:2021; 5.3.7"
TEST RESULTS SHEET Ark med testresultater N/A
Teststrimler N/A

TT Den side op ISO 7000:2019; 06232

Urobilinogen N/A

g Holdbarhedsdato (AAAA-MM-DD ISO 15223-1:2021; 5.1.4'

eller AAAA-MM)

Brug inden for 30 minutter efter dbning N/A
Advarsel N/A

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements

(EN ISO 15223-1:2021, Medicinsk udstyr — Symboler, der skal anvendes sammen med de oplysninger, som skal leveres af fabrikanten — Generelle krav).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Grafiske symboler til brug pa udstyr — Registrerede

symboler).

Revisionshistorik
Revision AB, 03.2019
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» Tilfgj 15 katalognumre, 40 symboler og to sprog.
Revision AC, 05.2020
+ Tilfgjet symbolet Fremstillet i Irland
Revision AD, 04.2023
* Revision af ISO 15223-1:2021-referencer og -betydninger
* Revision af ISO 7000:2019-referencer og -betydninger
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Ordlista for symboler

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Teckenforklaring for symboler

N
m

Symbol Definition Standard
All rosa/réd fargning Ej tillampligt
ASC Askorbinsyra Ej tillampligt
Analysblad Ej tillampligt
[ [rer] Behdrig representant i Europeiska ISO 15223-1:2021; 5.1.2"
gemenskapen/Europeiska unionen
BACKGROUND Bakgrund Ej tillampligt
Streckkoder Ej tillampligt
Satskod ISO 15223-1:2021; 5.1.5
Bilirubin Ej tilldmpligt
r(.)\ Biologiska risker ISO 15223-1:2021; 5.4.1"
\\X/
BLD Blod Ej tillampligt
Kalibrator Ej tillampligt
CE-markning IVDD 98/79/EC, Annex X

Katalognummer

ISO 15223-1:2021; 5.1.6"

> @

Var forsiktig!

ISO 15223-1:2021; 5.4.4'

Tillverkningsdatum

ISO 15223-1:2021; 5.1.3'

Stapla inte mer an 4 i hojd

ISO 7000:2019; 2403>

| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Markera ratt ruta fOI" Varje rappor‘tel"bal" EJ tlllampllgt
testparameter
Fargdiagram Ej tillampligt
Fargdiagramnummer Ej tillampligt
Kompensationsdyna Ej tillampligt
[E] Konsultera bruksanvisning ISO 15223-1:2021; 5.4.3"
Innehall Ej tillampligt
Kontroll ISO 15223-1:2021; 5.5.2"
A Atervinn wellpapp Ej tillampligt
ADY
Fara Ej tillampligt
Datum Ej tillampligt
il
=
[ |
[EXPECTED RANGE]

INFORMATION FOR USA ONLY

Férvantat intervall Ej tilldmpligt
Filter Ej tilldmpligt

Flipplock Ej tillampligt

FOR RAPID DET ON OF: For snabb faststallning av: Ej tillampligt
GLU Glukos Ej tillampligt
Identifiering Ej tillampligt
Information endast for USA Ej tillampligt

ISO 15223-1:2021; 5.5.1"

IVD In vitro-diagnostik
Keton Ej tillampligt
LEU Leukocyt Ej tillampligt
Made in China Tillverkad i Kina Ej tillampligt
Tillverkad i Tyskland Ej tillampligt
Tillverkad péa Irland Ej tillampligt
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Symbol

Definition

Standard

Made in USA of US and Foreign Components

Tillverkad i USA med komponenter fran
USA och andra Iander

Ej tillampligt

N Tillverkare ISO 15223-1:2021; 5.1.1"
Medelvarde Ej tillampligt
Negativ kontroll ISO 15223-1:2021; 5.5.3"
Nitrit Ej tillampligt
Nukleerad cell per mikroliter Ej tillampligt
Oppna vid mottagande. Se Ej tillampligt
komponentetiketterna for
forvaringsforhallanden nér de inte
transporteras.
Orientera remsan i den har riktningen Ej tillampligt
Partiklar per mikroliter Ej tillampligt
Patient Ej tillampligt
pH-varde Ej tillampligt
Lakare Ej tillampligt
Positiv kontroll ISO 15223-1:2021; 5.5.4"

«
«
‘I‘t ‘

Skyddas fran fukt

ISO 15223-1:2021; 5.3.4'

ISO 15223-1:2021; 5.3.2"

S Skydda fran ljuskallor
AN
Protein Ej tillampligt
Tryck uppat med bada tummarna Ej tillampligt
for att 6ppna
Reagensuppsattning Ej tillampligt
Rdda blodkroppar per mikroliter Ej tillampligt

RoHS-markning

SJ/T 11364-2014

Sakerhetsdatablad

Ej tllampligt

Sekunder

Ej tllampligt

Endast f6r engadngsanvandning

ISO 15223-1:2021; 5.4.2

Densitet

Ej tillampligt

*@@HE@EI@’E'

Forvaringstemperaturgrans

ISO 15223-1:2021; 5.3.7"

TEST RESULTS SHEET Blad med testresultat Ej tillampligt
Testremsor Ej tillampligt
TT Denna sida upp ISO 7000:2019; 06232

Urobilinogen Ej tillampligt

g Sista forbrukningsdatum (AAAA-MM-DD ISO 15223-1:2021; 5.1.4'

eller AAAA-MM)

Anvand inom 30 minuter efter 6ppning Ej tillampligt
Varning Ej tillampligt

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements. (ISO
15223-1:2021, Medicintekniska produkter — Symboler som ska anvéandas for information som tillhandahalls av tillverkaren — Allmanna krav).

2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019, Grafiska symboler fér anvandning pa utrustning —

Registrerade symboler).

Revisionshistorik
Revision AB, 2019-03
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» Lagg till 15 katalognummer, 40 symboler och tva sprak.
Revision AC, 2020-05
» Lagg till symbol for Tillverkad pa Irland
Revision AD, april 2023
* Revision av ISO 15223-1:2021-referenser och -betydelser
* Revision av ISO 7000:2019-referenser och -betydelser
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Symbolliste

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Symbolforklaring
Symbol Definisjon Standard
Enhver rosa-/rgdfarging I'R
ASC Askorbinsyre I'R
Analyseark I/IR
[ec [rer] Autorisert representant i Europa/EU ISO 15223-1:2021; 5.1.2"
Bakgrunn I'R
Strekkoder IIR
Batchkode ISO 15223-1:2021; 5.1.5'
Bilirubin IIR
r(.)\ Biologisk fare ISO 15223-1:2021; 5.4.1"
\\Al/
Blod I/IR
Kalibrator I'R
c € CE-samsvarsmerking IVDD 98/79/EC, Annex X

Katalognummer ISO 15223-1:2021; 5.1.6'
A Forsiktig ISO 15223-1:2021; 5.4.4"
[CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Merk av i riktig felt for hver rapporterbare I/IR
testparameter
Fargekart I'R
Fargekartnummer IIR
Kompensasjonspute I'R
(i Se bruksanvisning ISO 15223-1:2021; 5.4.3"
Innhold I/IR
Kontroll ISO 15223-1:2021; 5.5.2"
A Resirkulering belgepapp IIR
&D
Fare I/IR
Dato I'R
] Produksjonsdato ISO 15223-1:2021; 5.1.3'
> Skal ikke stables mer enn 4 i hgyden ISO 7000:2019; 2403
[
Forventet omrade I/R
Filter I'R
Flip-top-korker IIR
FOR RAPID DET ON OF: For rask bestemmelse av: I/R
GLU Glukose IIR
Identifikasjon I'R
INFORMATION FOR USA ONLY Informasjon kun for USA I/R

In vitro-diagnostikk ISO 15223-1:2021; 5.5.1"
Keton I'R
LEU Leukocytt IIR
Made in China Laget i Kina I/R
Produsert i Tyskland I/IR
Produsert i Irland I/R
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Symbol

Definisjon

Standard

Made in USA of US and Foreign Components

Produsert i USA av amerikanske og
utenlandske komponenter

IIR

4

[N

(N
[N

[N

Beskyttes mot fuktighet

N Produsent ISO 15223-1:2021; 5.1.1"
Middelverdi IIR
Negativ kontroll ISO 15223-1:2021; 5.5.3"
NIT Nitritt IIR
Kjerneholdig celle per mikroliter IIR
Apne ved mottak. Se komponentetiketter I/R
for oppbevaringsbetingelser nar ikke
under transport.
ﬁ Legg strimmelen i denne retningen I'R
Partikler per mikroliter I/R
Pasient I'R
pH IIR
Lege IIR
Positiv kontroll ISO 15223-1:2021; 5.5.4"
! ISO 15223-1:2021; 5.3.4"

Beskytt mot lyskilder

ISO 15223-1:2021; 5.3.2"

H

Protein I'R
Skyv oppover med begge tommene I'R
for & apne
Reagenssett I'R
Rgd blodcelle per mikroliter I'R

RoHS-merket

SJ/T 11364-2014

Sikkerhetsdatablad

I/IR

E!

Sekunder

I/IR

Kun til engangsbruk

ISO 15223-1:2021; 5.4.2'

STRIPS

Spesifikk tyngdekraft I'R

Oppbevaringstemperaturgrense ISO 15223-1:2021; 5.3.7"
Testresultatark I/R
Teststrimler I/R

Denne siden opp

ISO 7000:2019; 06232

EI SE= II*@@‘E@EI@’

Urobilinogen I/R
Bruk innen-dato (AAAA-MM-DD eller ISO 15223-1:2021; 5.1.4'
AAAA-MM)
Brukes innen 30 minutter etter apning I'R
Advarsel I/R

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements
(NS-EN ISO 15223-1:2021, Medisinsk utstyr. Symboler til bruk med informasjon som skal leveres av produsenten — Generelle krav).

2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Grafiske symboler til bruk pa utstyr — Registrerte

symboler).

Revisjonshistorikk
Revisjon AB, 03.2019

* Legg til 15 katalognumre, 40 symboler og to sprak.
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Revisjon AC, 05.2020
* Legg til symbolet «Produsert i Irland»

Revisjon AD, 04.2023
* Revisjon av referanser og betydninger for ISO 15223-1:2021
* Revisjon av referanser og betydninger for ISO 7000:2019
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Fwoodpio cuuBOAwYV

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Ymépvnua cupfoAwyv

ZUuBoAo OpIou6g Mpétutro
OT1101008ATTOTE POL/KOKKIVOG XPWHATIOPOG Al
ASC Agkopfiké ofu Al
®UANO avdaAuong Al
[ec [rer] E¢ouaiodotnuévog avTmmpdowTiog oTnv ISO 15223-1:2021; 5.1.2"
Eupwraikn) Koivotnta/EupwTraik ‘Evwon
BACKGROUND Ymopabpo Al
MpappwToi KWOIKEG Al
Kwdikd¢ TTapTidag ISO 15223-1:2021; 5.1.5
XoAepuBpivn Al
fQ\ BioAoyikoi kivduvol ISO 15223-1:2021; 5.4.1"
\\X.,
BLD Aipa Al
BaBpovountig A

N
m

>Apavon cupuopewang CE

IVDD 98/79/EC, Annex X

Kwdikd¢g kaTaAdyou

ISO 15223-1:2021; 5.1.6"

Huepopnvia KaTaoKeung

ISO 15223-1:2021; 5.1.3'

Mnv oToiBadeTe TTEPICOOTEPA OTTO 4 0€ YOG

ISO 7000:2019; 2403

f Mpoooxn ISO 15223-1:2021; 5.4.4"
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | E)\éngE TO KGT(])\)\”)\O TI')\GI'O'IO YIG Kd9£ A/|
QVOQEPOUEVN TTOPAUETPO £EETAONG
Aigypappa xpwpdtwy Al
Ap1BU6G BlaypaPPaTOg XPWHATWY A
EmiBepa avriotdBuiong Al
(1) >JupBouAeuTeite TIG 0dNYieg XpAong ISO 15223-1:2021; 5.4.3'
Mepigxdueva Al
MdapTupag ISO 15223-1:2021; 5.5.2"
A AvakUkAwaon Kupartogidoug xapTtoviou Al
&
Kivduvoo Al
Huepounvia Al
]
(4]
||

INFORMATION FOR USA ONLY

MEAIO TIMQON (ug/24 wpeg) Al
®iAtpo Al
MwpaTta T0T0U flip-top Al

FOR RAPID DET N OF: MNa Tov ypriyopo mpoadiopioud Twv £ENG: Al

GLU FAukéln Al
Avayvwpion Al
IMAnpo@opieg atTokAeIoTIKG yia Tig HIMA Al

ISO 15223-1:2021; 5.5.1"

IVD In Vitro SiayvwoTikA xprion
Ketovn Al
LEU A€UKOKUTTOPO Al
Made in China Karaokeudletar otnv Kiva Al
Kataokeudagetal on Meppavia Al
KaraokeudZetar otov [pAavdia Al
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ZUuBoAo

OpIouég

Mpétutro

Made in USA of US and Foreign Components

Kataokeualetal oTig HMA atmé e§aptripata
KaTaokeuaopéva aTig HIMA Kal kTG

A

Twv _HIA
N KataokeuaoTAg ISO 15223-1:2021; 5.1.1"
Méon niuA Al
ApvnTIKOG YapTUPAGg ISO 15223-1:2021; 5.5.3"
NIT NiITpwdn Al
Eptropnva kitTapa ava pikpoAITpo Al
Avoitte auéowg PETA TNV TTapaAafry. Acite Al
TIG ETIKETEG TOU £EAPTANATOG YIa TIG CUVOAKEG
QUAOENG EKTOG PETAPOPAC.
ﬂ MpoocavaTtoAioTe TNV TaIvia TTPOG QUTH A
TNV KareuBbuvon
Zwparidla avd PIKpOAITpo Al
AoBevrig Al
pH Al
larpdg Al
OeTIKOG papTUPAG ISO 15223-1:2021; 5.5.4"

4
¢« d

[N

MpooTacia amd Tnv uypacia

ISO 15223-1:2021; 5.3.4'

MpooTatéwTte atTd TINYEG PWTOG

ISO 15223-1:2021; 5.3.2"

NeUkwua Al
MéoTe TTPOG TO ETTAVW KOl PJE TOUG dUO A
QAVTIXEIPES YIA VA AVOIEEl
2T avTidpaoTnpiwy Al
EpuBpd aiyoo@aipia avé PIKpOAITpo Al

Zrjuavaon yia Tov TTEPIoPIoUO TNG XPNong
OPICUEVWV ETTIKIVOUVWYV OUCIWYV T€ NAEKTPIKO
Kol NAEKTPOVIKO €EOTTAIOUO (ROHS)

SJ/T 11364-2014

®UMo Aedopévwv AopdAeiag

A

E!

AeutepOAeTITa

AY)|

MNa pia yévo xprion

ISO 15223-1:2021; 5.4.2"

Eidikd Bdpog Al

Opio Bepuokpaciag GUAAENG ISO 15223-1:2021; 5.3.7"
®UMo atroTeAeopdTwy £EETATEWY Al
Tavieg €gétaong Al

AuTr) n TTAeUpd TTPOG Ta TTAVW

ISO 7000:2019; 06232

E Iwﬁ|:: II*@@!E of *

OupoxoAivoyévo Al
Xpnon éwg (EEEE-MM-HH 1 EEEE-MM) ISO 15223-1:2021; 5.1.4"
Xpnoiportrolgite eviog 30 AETITWV A
a1 10 Avolyud
Mpoooxn Al

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements. (ISO
15223-1:2021, latpotexvoAoyikd TTpoiovTa — ZUPBoAa TTou TTPETTEl va XPNOIPOTTIoIoUVTal OTIG TTANPOQOPIEG TTOU TTPETTEI Va TTAPEXOVTAl ATTG TOV

KOTAOKEUAOTH — [EVIKEG ATTAITACEIG).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019, Npagikd cUPPoAa yia xpron o€ eEoTTAICPO —

Karayxwpiopéva oUupoAa).
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loTopIké avafewpRoewyv
AvaBewpnon AB, 03/2019
+ T[lpocBéoTe 15 apiBuouc kataAdyou, 40 oUuBoAa kal U0 YAWOOEG.
AvaBewpnon AC, 05/2020
* T[lpocoTéBbnke 1o oUPBoAo «KaTtaokeudletal oTnv IpAavdia»
AvaBewpnon AD, 04/2023
* Avabewpnon TnG BiBAIoypagiag kai Twv gpunveiwy Tou ISO 15223-1:2021
* Avabewpnon TG BiBAIoypagiag kal Twv gppnveiwv Tou ISO 7000:2019
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L5 —K
800-0074, 800-3014, 800-3103,

800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

5 AH
R L EH AAHA—K
ANY PINK/IRED COLORATION HoWwBEIVB/IFEORE i A 5
ASC FAIILE®R iE A 5
TyvteA4 —NK~ i# A 5
[EC [ReP] BR H F 4K/ B E S DRERE A ISO 15223-1:2021; 5.1.2"
NY9TZTR i# A 5
N—TJ—R i A 5
Ny FI—R ISO 15223-1:2021; 5.1.5"
EVILE> iE A S
f\“‘/ EYENIRAD ISO 15223-1:2021; 5.4.1"
1 & & A 5
Fyv)IL—& iE A 5
c € CEE&~N—7 IVDD 98/79/EC, Annex X
HheOJ&ES ISO 15223-1:2021; 5.1.6'
A RE, TEMH. PLRUOEE ISO 15223-1:2021; 5.4.4'
[ cHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | %%ﬁ%ﬂ"ﬁ“éj——x I\/\oﬁ)(—g—o)agj' i@}ﬁ%
PRYJDAICFIVIORANET
HE—F¥—hk i A s
N7—Fr+—hES iE A S
ME/NY R & A 5
[:E] B ERES ISO 15223-1:2021; 5.4.3"
18R & A 5
d> 8O- ISO 15223-1:2021; 5.5.2"
A AR=)ILVHBAL DI i A 5
<3
e & iE A 4
=KE) i A 5
M HEAH ISO 15223-1:2021; 5.1.3"
= EREIL (45F7T) ISO 7000:2019; 2403*
4]
[ |
B 15 16 &0 B 1 A 5
JA)NR— i A 5
TJUYTRYTHEvvT HA A
FOR RAPID DET ON OF: Lj\ —F () ﬂ jz iﬁu }."-E . ﬁ FH 9}‘
GLU JILTI—R i# A 5
[E £ & Bk B bl R
INFORMATION FOR USA ONLY XK E BR E 18 #H B A s
A ISO 15223-1:2021; 5.5.1"
TR B A A
B I Bk & A 5
8 L
FAVH D
TFAILTZ RE A 5
C27648-AD 32 of 92




KL E & AEHA—K
Made in USA of US and Foreign Components %@;ﬁ;g(ﬂ{b‘&(}%@&]\/ﬂf—?‘/l\ ) ﬁm%
™ e ISO 15223-1:2021; 5.1.1°
F 1@ i# A 4
eI NO—I ISO 15223-1:2021; 5.5.3"
NIT ERBIR AN
140Uy NL&B 7Y OEZIER AN
SEBICHAML TS EETV, FHXED A s
REZHFLCOVTR, JVR—FV N
DHRRXEESRLTLIEEL,
ANUYTZZOARBICAGTET i A A
1IRA478VY NLH Y ORTF A5
25 bl B
pH bl
E= B iE A 4
BHEINO—=) ISO 15223-1:2021; 5.5.4'
S, BEEEKLET ISO 15223-1:2021; 5.3.4'
/\/§ XEA S RE ISO 15223-1:2021; 5.3.2'
2NDE AN
@ MEOBETHL LT, BHET A5
HRE+LY N i A4
1INA4 00Dy N kY ©FRmEk i# A 5
(\ RoHSY — % SJ/IT 11364-2014
)
ZeMTFT—2—K A s
SEC ® E A 5
@ BEEARSD ISO 15223-1:2021; 5.4.2'
[se] tE AN
J[ RERERE ISO 15223-1:2021; 5.3.7°
FTANBERS—K i A 4
TANARND YT i A4
TT BERIL ISO 7000:2019; 06232
ooy /5 i# A 4
g AR (YYYY-MM-DD % 1= & ISO 15223-1:2021; 5.1.4°
YYYY-MM )
HAEASPURICERALET & AN
25 AN

1. 1ISO 15223-1:2021, Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements ( ISO

15223-1:2021, EE#E - REXENMREIPBERICAVIRES —RERSEHE ), ) )
2. 1SO 7000:2019, Graphical symbols for use on equipment — Registered symbols ( ISO 7000:2019, EEICAV 3RS - RS ) o

REBLTREH
METES AB. 2019/3

« HEOJVEBSZ15ME. L5 %40, SEFEE272EBMLET,

HETHES AC. 2020/5
C27648-AD
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« "FALZURE, ORI ZEDN
WET&HS AD. 2023/4

« 1SO 15223-1:2021 DS E Xk & BIKR O fET

+ 1SO 7000:2019 M 2 & X Bk & B K O ET
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HSALE
800-0074, 800-3014, 800-3103,

800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

FEEM
g5 38 ol
ETEABE/Le TERB
ASC 15 B TEH
TS =R
[Ec [Rer] RRM B K/ RREE Y AR & ISO 15223-1:2021; 5.1.2"
ER &R
%8B TER
#4855 ISO 15223-1:2021; 5.1.5'
BIL [ ERANES EH
A5 EUERENRR ISO 15223-1:2021; 5.4.1°
W/
I & T & A
B S FEH
c € CE MK & IVDD 98/79/EC, Annex X
BEXE ISO 15223-1:2021; 5.1.6
A FE ISO 15223-1:2021; 5.4.4'

TEHBET 4R

ISO 7000:2019; 2403

[CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | ﬁ}q%ﬁﬁl;ﬁ%ﬂ’giﬁmﬁtéﬁ@ﬁiﬁé’ﬂ’ggﬁﬁ ZS iﬁ%
TR FER
HeERRES TEA
N TEA
(] eI ISO 15223-1:2021; 5.4.3'
ESE TEA
w2 ISO 15223-1.:2021; 5.5.2'
A R B4 AR &R 7 A TER
D
B TEA
B TEAR
] el =B ISO 15223-1:2021; 5.1.3"
B
[4]
||
[EXPECTED RANGE]

M E TEHA

ILTER i3 JE 25 TiEA

CAPS BEARS TER

FOR RAPID DET N OF: AT HRENE : *EHA

GLU BER TEA

7 5l TE A

INFORMATION FOR USA ONLY 'fRiﬁm 3:; E] E@E,@ Z:J:Eﬁ
0D B ISO 15223-1:2021; 551"

RS TER

LEU H 4 2 TEA

T E A& A

BEHE TER

ERZAHE T8 A
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oy B XY L3
Made in USA of US and Foreign Components {E}ﬁ % @ & Eﬂﬂ E] %?/iﬂ’, I.X QE?E E"J Z; iﬁ ﬁ
HHEXZEHIE
il & ISO 15223-1:2021; 5.1.1°
F5E TEHR
RA 1 i 12 ISO 15223-1:2021; 5.5.3'
NIT WU 7Y BR £h ~EH
NUCLEATED CELLS / pL g f)ﬂ,k ﬂ- ﬁ *y( 4 H@ ™ ZS ,E )z:|
EERNITH. BZARD R, THE Ti&E A
AT EREENNEERE.
ﬁ HEKHEEF @ TEA
BHRATRE T i& A
2 TEA
pH & TEH
E & &R
B 14 7T 42 ISO 15223-1:2021; 5.5.4"
P By = ISO 15223-1:2021; 5.3.4"
/\/\l’i B RREF ISO 15223-1:2021; 5.3.2'
EHR TEA
ANXFEED LTFF TiE A
e E:! TEA
AT ARK TEA
RoHS & SJ/T 11364-2014
tZRBZL2BFERFEHH FEAR
E ¥ TEA

R — R A

ISO 15223-1:2021; 5.4.2"

EIwElz: EI*@@HE@El@E

ks TEHR

17 1 R B IR 1 ISO 15223-1:2021; 5.3.7°
MNALERE TEA
HE % TER

EmE L ISO 7000:2019; 06232

FR A8 35 R TEHR

KM BE (YYYY-MM-DD & YYYY-MM ) ISO 15223-1:2021; 5.1.4"
FHE30 DHAER TER
BEL TER

1. 1SO 15223-1:2021.Medical devices.Symbols to be used with information to be supplied by the manufacturer — General requirements. ( ISO
15223-1:2021 , BT 88 — IR A ERRUNEENFS —BRER ).
2. 1SO 7000:2019.Graphical symbols for use on equipment — Registered symbols. ( 1ISO 7000:2019 , R ZABEEFS — EMETFS ) .

Birm s
5iTHR AB , 2019 % 3 A

« AMISNMEFRES. 40 NMFEM2HES.

81T hk AC , 2020 £ 5 A

C27648-AD
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s BPMT“BREFNEFS

18iThR AD , 2023 £ 4 A
« {8iT 7T 1SO 15223-1:2021 S EZ X EME X
« {8i] 7 1SO 7000:2019 S EZ XM= X
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Simboliy terminy zodynas

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Simboliy sutartiniai zenklai

Simbolis ApibréZimas Etaloniné medzZiaga
Bet kokia rausva ir (arba) raudona spalva Netaikoma
ASC Askorbino ragstis Netaikoma
Tyrimo lapas Netaikoma
|galiotasis atstovas Europos Bendrijoje / ISO 15223-1:2021; 5.1.2"
Europos Sajungoje
BACKGROUND Fonas Netaikoma
Bruksniniai kodai Netaikoma
Serijos kodas ISO 15223-1:2021; 5.1.5'
Bilirubinas Netaikoma
(‘ Biologiniai pavojai ISO 15223-1:2021; 5.4.1"
x
BLD Kraujas Netaikoma
Kalibravimo medzZiaga Netaikoma
c € CE atitikties zenklas IVDD 98/79/EC, Annex X

Pagaminimo data

ISO 15223-1:2021; 5.1.3'

Vieng ant kito déti ne daugiau kaip 4

ISO 7000:2019; 2403

Katalogo numeris ISO 15223-1:2021; 5.1.6'
ﬁ Démesio ISO 15223-1:2021; 5.4.4"
[ cHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Pazymeklte kiekvieno praneéamo tyl"imO Netaikoma
parametro reikiamg langelj
Spalvy diagrama Netaikoma
Spalvy diagramos numeris Netaikoma
Kompensavimo tamponas Netaikoma
(1) Skaitykite naudojimo instrukcijg ISO 15223-1:2021; 5.4.3"
Turinys Netaikoma
Kontroliné medziaga ISO 15223-1:2021; 5.5.2"
A Gofruotojo kartono perdirbimas Netaikoma
&
Pavojinga Netaikoma
Data Netaikoma
]
(4]
||

INFORMATION FOR USA ONLY

Numatomas diapazonas Netaikoma
Filtras Netaikoma
Atverciami dangteliai Netaikoma

FOR RAPID DET N OF: Skirta Sioms medziagoms sparc€iai nustatyti: Netaikoma

GLU Gliukozé Netaikoma
Identifikavimas Netaikoma
Tik JAV skirta informacija Netaikoma

IVD In Vitro diagnostika ISO 15223-1:2021; 5.5.1"
Ketonai Netaikoma
LEU Leukocitai Netaikoma
Made in China Pagaminta Kinijoje Netaikoma
Pagaminta Vokietijoje Netaikoma
Pagaminta Airija Netaikoma

C27648-AD
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Simbolis ApibréZimas Etaloniné medZiaga
Made in USA of US and Foreign Components Pagaminta JAV i$ JAV ir uzsienio Netaikoma
komponenty

N Gamintojas ISO 15223-1:2021; 5.1.1"
Vidutiné reikSme Netaikoma
[CONTROLT-] Neigiamo rezultato kontrolé ISO 15223-1:2021; 5.5.3"

NIT Nitritai Netaikoma

Branduolj turin€iy lasteliy skai€ius mikrolitre Netaikoma
Atidaryti gavus. Laikymo sglygos Netaikoma
nepervezant nurodytos komponento
etiketése.

ﬁ Juostele nukreipkite Sia kryptimi Netaikoma
Daleliy skaicius mikrolitre Netaikoma
Pacientas Netaikoma

pH Netaikoma
Gydytojas Netaikoma
Teigiamo rezultato kontrolé ISO 15223-1:2021; 5.5.4"

4
¢« 9

[N

)

Saugoti nuo drégmés

ISO 15223-1:2021; 5.3.4'

ISO 15223-1:2021; 5.3.2"

Pavojingy medziagy naudojimo apribojimo
(RoHS) Zyma

SJ/T 11364-2014

/\/\+/< Saugoti nuo Sviesos $altiniy
ZX
Baltymas Netaikoma
Kad atidarytuméte, abiem nykSciais Netaikoma
spauskite aukstyn
Reagenty rinkinys Netaikoma
Eritrocity skaicius mikrolitre Netaikoma
©

Saugos duomeny lapas Netaikoma
SEC Sekundés Netaikoma
@ Skirta naudoti tik vieng kartg ISO 15223-1:2021; 5.4.2'
[sq] Savitasis sunkis Netaikoma
)if Laikymo temperatdros riba ISO 15223-1:2021; 5.3.7°
Tyrimo rezultaty lapas Netaikoma
Tyrimo juostelés Netaikoma
TT Sia kryptimi j virsy ISO 7000:2019; 06232
Urobilinogenas Netaikoma
g Sunaudoti iki nurodytos datos ISO 15223-1:2021; 5.1.4"
(MMMM-mm-dd arba MMMM-mm)
Atidarius panaudoti per 30 minuciy Netaikoma
Atsargiai Netaikoma

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements. (ISO

15223-1:2021. Medicinos priemonés. Simboliai, naudojami su gamintojo pateikiama informacija. Bendrieji reikalavimai.)

2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019. Ant jrenginiy naudojami grafiniai simboliai.

Registruotieji simboliai.)
Perziury istorija
Perzitra AB, 2019-03

* Pridéta 15 katalogo numeriy, 40 simboliy ir dvi kalbos.
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Perzidra AC, 2020-05
* Pridétas simbolis ,Pagaminta Airija“

Perzidra AD, 2023-04
* 1SO 15223-1:2021 nuorody ir reikSmiy perzidra
* 1SO 7000:2019 nuorody ir reikSmiy perzidra
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Szimbdélumok széjegyzéke

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Szimbdélumok listaja

Gyartas datuma

ISO 15223-1:2021; 5.1.3'

Legfeljebb 4 darabot helyezzen
egymas tetejére

ISO 7000:2019; 2403

Szimbdlum Jelentés Standard
Barmilyen rézsaszin(/piros elszinezédés n.a.
ASC Aszkorbinsav n.a.
Vizsgalati lap n.a.
Meghatalmazott képviselé az Eurdpai ISO 15223-1:2021; 5.1.2"
Kbzdsségben / Eurépai Unidban
BACKGROUND Hattér n.a.
Vonalkédok n.a.
Tételkod ISO 15223-1:2021; 5.1.5'
Bilirubin n.a.
(‘( Bioldgiai veszélyek ISO 15223-1:2021; 5.4.1"
X,
BLD Veér n.a.
Kalibrator n.a.
c € CE megfeleléségi jelzés IVDD 98/79/EC, Annex X
Katalégusszam ISO 15223-1:2021; 5.1.6'
A Figyelem! ISO 15223-1:2021; 5.4.4"
[[CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Jeldlje be minden jelentendd tesztparaméter n.a.
jeldlénegyzetét
Szindiagram n.a.
Szindiagram szama n.a.
Kompenzacios parna n.a.
(1 Olvassa el a hasznalati utasitast ISO 15223-1:2021; 5.4.3'
Tartalom n.a.
Kontroll ISO 15223-1:2021; 5.5.2"
A Kartonpapir — Ujrahasznositas n.a.
&D
Veszély n.a.
Datum n.a.
il
&
||

INFORMATION FOR USA ONLY

Csak az Amerikai Egyesiilt Allamokra
vonatkoz6 adatok

Varhaté tartomany n.a.
Sz(ré n.a.
Kinyithat6 fedeles kupakok n.a.

FOR RAPID DET NOF: A kovetkez6 gyors meghatarozasahoz: n.a.

GLU Glikoéz n.a.
Azonosité n.a.
n.a.

IVD In vitro diagnosztika ISO 15223-1:2021; 5.5.1"
Keton n.a.
LEU Leukocita n.a.
Made in China Kinaban készilt n.a.
Készllt Németorszagban n.a.
Készilt frorszagban n-a.
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Szimbdélum

Jelentés

Standard

Made in USA of US and Foreign Components

Késziilt az Egyesiilt Allamokban, egyesiilt
allamokbeli és azon kivili dsszetevékbdl

n.a.

N
[N
a
a
[N

L
S

™ Gyarto ISO 15223-1:2021; 5.1.1"
Kozépérték n.a.
[CONTROL [-] Negativ kontroll ISO 15223-1:2021; 5.5.3"
NIT Nitrit n.a.
NUCLEATED CELLS ] jL Magvas sejtek szama mikroliterenként n.a.
Kézhezvétel utan bontsa ki. A nem n.a.
a szallitas kdzben érvényes tarolasi
feltételeket 1asd az Osszetevék cimkéin.
L Forditsa a csikot ebbe az iranyba n.a.
Részecskék szama mikroliterenként n.a.
Beteg n.a.
pH n.a.
Orvos n.a.
Pozitiv kontroll ISO 15223-1:2021; 5.5.4"
g Nedvességtsl védendd ISO 15223-1:2021; 5.3.4"

Védelem a fényforrasoktol

ISO 15223-1:2021; 5.3.2"

N
Fehérje n.a.
A felnyitdshoz nyomja felfelé a n.a.
hivelykujjaival
Reagenskészlet n.a.
Vorosvértestek szama mikroliterenként n.a.
@ RoHS jelzés SJ/T 11364-2014
Biztonsagi adatlap n.a.
n.a.

Masodperc

SEC
@ Csak egyszeri hasznalatra ISO 15223-1:2021; 5.4.2'
[se] Fajsuly n.a.
X Tarolasi hémérséklet hatarértéke ISO 15223-1:2021; 5.3.7"
Teszteredmények lapja n.a.
Tesztcsikok n.a.
TT Felfelé ISO 7000:2019; 06232
Urobilinogén n.a.
g Felhasznalhatosag ideje (EEEE-HH-NN ISO 15223-1:2021; 5.1.4'
vagy EEEE-HH)
A felbontas utan 30 percen belll n.a.
felhasznalando
Figyelem n.a.

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements.
(ISO 15223-1:2021. Orvostechnikai eszk6zdk — A gyarto altal megadandé tajékoztatoban hasznalt szimbolumok — Altalanos kévetelmények.)

2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019. A berendezéseken hasznalatos grafikus szimbolumok

— Regisztralt szimbdlumok.)

Valtoztatasi el6zmények
AB verzid, 2019. 03.

C27648-AD
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* 15 katalégusszam, 40 szimbdlum és két Uj nyelv hozzaadasa.
AC verzio, 2020. 05.

« A Késziilt irorszagban szimbdlum hozzaadasa
AD verzio, 2023. 04.

* Az ISO 15223-1:2021-hivatkozasok és jelentéseik frissitése

* Az ISO 7000:2019-hivatkozasok és jelentéseik frissitése
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Stowniczek symboli

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Legenda symboli

Symbol Definicja Standard
Jakiekolwiek zabarwienie rézowe/czerwone ND.
ASC Kwas askorbinowy ND.
Arkusz oznaczenia ND.
[ [rer] Upowazniony przedstawiciel we Wspolnocie ISO 15223-1:2021; 5.1.2"
Europejskiej/ Unii Europejskiej
BACKGROUND) Tto ND.
Kody kreskowe ND.
Kod partii ISO 15223-1:2021; 5.1.5
Bilirubina ND.
fQ\ Zagrozenia biologiczne ISO 15223-1:2021; 5.4.1"
\\X/
BLD Krew ND.
Kalibrator ND.

N
m

Oznaczenie zgodnosci CE

IVDD 98/79/EC, Annex X

Numer katalogowy

ISO 15223-1:2021; 5.1.6"

f Przestroga ISO 15223-1:2021; 5.4.4'
[cHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Zaznaczyé OdeWiednie pOle dla kazdego ND.
parametru testu, ktory podlega zgtaszaniu
Wykres kolorowy ND.
Numer wykresu kolorowego ND.
Podktadka kompensacyjna ND.
Zapoznac sie z instrukcjg uzycia ISO 15223-1:2021; 5.4.3"
Zawartos¢ ND.
Kontrola ISO 15223-1:2021; 5.5.2"
Tektura falista z recyklingu ND.
Niebezpieczenstwo ND.
Data ND.

Data produkgji

ISO 15223-1:2021; 5.1.3'

Nie umieszczac pietrowo wiecej niz 4 sztuki

ISO 7000:2019; 2403>

INFORMATION FOR USA ONLY

Oczekiwany zakres ND.
Filtr ND.

Zatyczki ND.

FOR RAPID DET oNF: Do szybkiego oznaczania: ND.
GLU Glukoza ND.
Identyfikacja ND.
Informacje wytgcznie dla USA ND.

ISO 15223-1:2021; 5.5.1"

IVD Diagnostyka in vitro
Ketony ND.
LEU Leukocyt ND.
Made in China Wyprodukowano w Chinach ND.
Wyprodukowano w Niemczech ND.
Wyprodukowano w Irlandia ND.
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Symbol

Definicja

Standard

Made in USA of US and Foreign Components

Wyprodukowano w USA z komponentow
pochodzgcych z USA i innych krajow

ND.

ISO 15223-1:2021; 5.1.1

4
4

-

(N
[N

[N

;)

Chroni¢ przed wilgocig

N Producent
Wartos¢ srednia ND.
[CONTROL]-] Kontrola ujemna ISO 15223-1:2021; 5.5.3"
NIT Azotyny ND.
Komorki jadrzaste na mikrolitr ND.
Po otrzymaniu otworzyé. Warunki ND.
przechowywania przy braku transportu,
patrz etykiety dotgczone do komponentu.
ﬁ Ustawi¢ pasek w tym kierunku ND.
Czastek na mikrolitr ND.
Pacjent ND.
pH ND.
Lekarz ND.
Kontrola dodatnia ISO 15223-1:2021; 5.5.4"
ISO 15223-1:2021; 5.3.4"

VA
S

Chroni¢ przed zrodtami $wiatta

ISO 15223-1:2021; 5.3.2"

AN
a
Biatko ND.
W celu otwarcia wypchng¢ oboma kciukami ND.
Zestaw odczynnika ND.
Krwinki czerwone na mikrolitr ND.

E@II@»E

(7]

EC

Sekundy

Znak RoHS SJ/T 11364-2014
Karta Charakterystyki Bezpieczenstwa ND.
ND.

Wylgcznie do jednorazowego uzytku

ISO 15223-1:2021; 5.4.2"

Ciezar wiasciwy ND.

Granica temperatury przechowywania ISO 15223-1:2021; 5.3.7"
EST RESULTS SHEET Arkusz wynikow testu ND.
ND.

Paski testowe

T3 strong do gory

ISO 7000:2019; 06232

|- e

Urobilinogen ND.
Data waznosci (RRRR-MM-DD lub ISO 15223-1:2021; 5.1.4"
RRRR-MM)
Uzy¢ w ciggu 30 minut od otwarcia ND.
Uwaga ND.

1. 1ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements.
(ISO 15223-1:2021, Wyroby medyczne — Symbole do stosowania wraz z informacjami dostarczanymi przez producenta — Wymagania ogolne).

2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019, Symbole graficzne do stosowania na wyposazeniu —

Zarejestrowane symbole).

Historia zmian
Wersja AB, 03.2019

* Dodano 15 numerdw katalogowych, 40 symboli i dwa jezyki.
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Wersja AC, 05.2020
* Dodano symbol ,Wyprodukowano w Irlandii”

Wersja AD, 04.2023
* Zmiana odniesien do normy ISO 15223-1:2021 oraz znaczenia symboli
» Zmiana odniesien do normy ISO 7000:2019 oraz znaczenia symboli
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Slovni¢ek symboll

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,

800-7217, 800-7702, 800-7703
Kli¢ k symbolim

Symbol Definice Standard

Jakékoliv rizové/cervené zbarveni Neuplatfiuje se

ASC Kyselina askorbovéa Neuplatriuje se

List rozboru Neuplatiuje se
Opravnény zastupce v Evropském ISO 15223-1:2021; 5.1.2"

spolecenstvi / Evropské unii

BACKGROUND Pozadi Neuplatfiuje se

Carové kody Neuplatiiuje se
Kod davky ISO 15223-1:2021; 5.1.5'

Bilirubin Neuplathuje se

Biologicka rizika

ISO 15223-1:2021; 5.4.1

BLD Krev Neuplathuje se
Kalibrator Neuplatriuje se
c € Znacka CE IVDD 98/79/EC, Annex X

Katalogové Cislo ISO 15223-1:2021; 5.1.6'
f Upozornéni ISO 15223-1:2021; 5.4.4"
[CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Zaskrtnéte pﬁsluéné pO”ékO pro kaidy Neuplatﬁuje se
reportovatelny parametr testu
Barevna tabulka Neuplathuje se

COLOR CHART NO.

Cislo barevné tabulky

Neuplatfuje se

COMP

Kompenzacéni podlozka

Neuplatnuje se

Postupujte podle navodu k pouziti

ISO 15223-1:2021; 5.4.3'

Obsah Neuplathuje se
Kontrola ISO 15223-1:2021; 5.5.2"

Recyklovana vinita lepenka

Neuplatfuje se

Nebezpeci

Neuplatiuje se

Datum

Neuplatriuje se

Datum vyroby

ISO 15223-1:2021; 5.1.3'

Nevytvarejte stohy vice nez 4 polozek

ISO 7000:2019; 2403

EXPECTED RANGE

Ocekavany rozsah

Neuplatriuje se

ILTER

Filtr

Neuplatfiuje se

CAPS

III-@mEE@DHEII

Vicka s odklapécim uzavérem

Neuplatfiuje se

FOR RAPID DET ON Of

o

Pro rychlé stanoveni nasledujiciho:

Neuplathiuje se

GLU

Glukéza

Neuplatnuje se

Identifikace

Neuplatriuje se

INFORMATION FOR USA ONLY

Informace pouze pro USA

Neuplatriuje se

Diagnostika in vitro ISO 15223-1:2021; 5.5.1"
Keton Neuplatriuje se
LEU Leukocyt Neuplatfiuje se
Made in China Vyrobeno v Ciné Neuplatiiuje se
Vyrobeno v Némecku Neuplatiiuje se
Vyrobeno v Irsko Neuplatruje se
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Symbol

Definice

Standard

Made in USA of US and Foreign Components

Vyrobeno v USA ze soucastek pochazejicich

ze Spojenych statl a jinych zemi

Neuplatfiuje se

™ Vyrobce ISO 15223-1:2021; 5.1.1"
Stfedni hodnota Neuplatriuje se

[CONTROL]-] Negativni kontrola ISO 15223-1:2021; 5.5.3"
NIT Dusitan Neuplathuje se

NUCLEATED CELLS / uL

Jaderné buriky na mikrolitr

Neuplatriuje se

Po pfijeti oteviete. Podminky skladovani Neuplatfiuje se
mimo pfepravu jsou uvedeny na Stitcich
jednotlivych slozek.

ﬁ Nasmeérujte prouzek timto smérem Neuplatriuje se
Castice na_mikrolitr Neuplatiiuje se
Pacient Neuplatfiuje se

pH Neuplathuje se
Lékar Neuplathuje se
Pozitivni kontrola ISO 15223-1:2021; 5.5.4"

4
¢« ‘

[N

)

Chrante pfed vlhkem

ISO 15223-1:2021; 5.3.4'

'\\—

B

3

Chrarite pfed zdroji svétla

ISO 15223-1:2021; 5.3.2"

Protein

Neuplatfiuje se

Otevriete zatlaCenim obéma palci
smérem nahoru

Neuplatiuje se

REAGENT SET

Sada reagencie

Neuplatfiuje se

Cervené krvinky na mikrolitr

Neuplatfiuje se

Oznaceni RoHS

SJ/T 11364-2014

E@II@»E

Bezpecnostni list

Neuplatfiuje se

Neuplatriuje se

SEC Sekundy
@ Pouze pro jedno pouziti ISO 15223-1:2021; 5.4.2'
[sc] Specificka hustota Neuplathuje se
X Limit skladovaci teploty ISO 15223-1:2021; 5.3.7"
List vysledkd testu Neuplatriuje se
Testovaci prouzky Neuplatiuje se
TT Touto stranou vzhuru ISO 7000:2019; 06232
Urobilinogen Neuplatfiuje se
g Datum spotfeby (RRRR-MM-DD nebo ISO 15223-1:2021; 5.1.4"
RRRR-MM)
Pouzijte do 30 minut po otevieni Neuplatriuje se
Varovani Neuplathuje se

1. 1SO 15223-1:2021. Medical devices. — Symbols to be used with information to be supplied by the manufacturer — general requirements (CSN EN

ISO 15223-1:2021, Zdravotnicke prostiedky — Znacky pro stitky, oznaCovani a informace poskytované se zdravotnickymi prostfedky — Obecné pozadavky).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (CSN ISO 7000, Grafické znacky pro pouziti na zafizenich —
Registrované znacky).

Historie revizi
Revize AB, 3. 2019
» PFidat 15 katalogovych Cisel, 40 symbolu a dva jazyky.
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Revize AC, 5. 2020
* PFidani symbolu Vyrobeno v Irsku

Revize AD, 4. 2023
* Revize referenci a vyznam( podle normy ISO 15223-1:2021
* Revize referenci a vyznamu podle normy ISO 7000:2019
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Glosar symbolov

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Popis symbolov

Symbol Definicia Standard

ANY PINKIRED COLORATION Akékolvek ruzové/Cervené sfarbenie nevztahuje sa

ASC Kyselina askorbova nevztahuje sa

List analytického testu nevztahuje sa
[£c [rer] Autorizovany zastupca v Europskom ISO 15223-1:2021; 5.1.2"

spolo¢enstve/Eurdpskej Unii

BACKGROUND Pozadie nevztahuje sa

Ciarové kody nevztahuje sa
Kod davky ISO 15223-1:2021; 5.1.5'

Bilirubin nevztahuje sa

Biologické rizika

ISO 15223-1:2021; 5.4.1

Krv nevztahuje sa
Kalibrator nevztahuje sa

N
m

Oznacenie zhody CE

IVDD 98/79/EC, Annex X

Katalogové Cislo

ISO 15223-1:2021; 5.1.6"

>

Upozornenie

ISO 15223-1:2021; 5.4.4'

| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER |

Zaciarknite prislusné poli¢ko pre kazdy
hlasitelny testovany parameter

nevztahuje sa

Farebna tabulka nevztahuje sa
Cislo farebnej tabulky nevztahuje sa
Kompenzacna pléska nevztahuje sa
(1 Precitajte si navod na pouzitie ISO 15223-1:2021; 5.4.3'
Obsah nevztahuje sa
Kontrola ISO 15223-1:2021; 5.5.2"

3
182

Vinita lepenka na recyklaciu

nevztahuje sa

Nebezpecéenstvo

nevztahuje sa

Datum

nevztahuje sa

Datum vyroby

ISO 15223-1:2021; 5.1.3'

Neukladajte na seba viac ako 4 kusy

ISO 7000:2019; 2403

EXPECTED RANGE

Ocakavany rozsah

nevztahuje sa

Filter

nevztahuje sa

Uzavery so zaklapacou hornou €astou

nevztahuje sa

ol|[2 <]
EEI-@M@EE

=
o
o

FOR RAPID DET

Na rychle stanovenie:

nevztahuje sa

GLU

Glukéza

nevztahuje sa

Identifikacny

nevztahuje sa

INFORMATION FOR USA ONLY

Informacie len pre USA

nevztahuje sa

Diagnostika in vitro ISO 15223-1:2021; 5.5.1"
Ketony nevztahuje sa
LEU Leukocyty nevztahuje sa
Made in China Vyrobené v Cine nevztahuje sa
Vyrobené v Nemecku nevztahuje sa
Viyrobené v irsku nevztahuje sa
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Symbol

Definicia

Standard

Made in USA of US and Foreign Components

Vyrobené v USA z domacich
a zahrani¢nych zloziek

nevztahuje sa

<_)

N Vyrobca ISO 15223-1:2021; 5.1.1"
Priemerna hodnota nevztahuje sa
[CONTROLT-] Negativna kontrola ISO 15223-1:2021; 5.5.3"
NIT Dusitany nevztahuje sa
NUCLEATED CELLS/pL Jadrové bunky na mikroliter nevztahuje sa
Po prijati otvorte. Skladovacie podmienky nevztahuje sa
platné mimo prepravy su uvedené
na Stitkoch zloziek.
L Pruzok orientujte tymto smerom nevztahuje sa
Castice na_mikroliter nevztahuje sa
Pacient nevztahuje sa
Hodnota pH nevztahuje sa
Lekar nevztahuje sa
Pozitivna kontrola ISO 15223-1:2021; 5.5.4'
ey Chrante pred vihkostou ISO 15223-1:2021; 5.3.4"

)

Y
v

Chrarite pred zdrojmi svetla

ISO 15223-1:2021; 5.3.2"

Proteiny

nevztahuje sa

Otvorte vytlacenim obomi palcami

nevztahuje sa

REAGENT SET

Suprava cCinidiel

nevztahuje sa

Cervené krvinky na mikroliter

nevztahuje sa

Znacka RoHS

SJ/T 11364-2014

Bezpecnostny list

nevztahuje sa

E!

Sekundy

nevztahuje sa

Len na jedno pouzitie

ISO 15223-1:2021; 5.4.2"

Specifickd hmotnost

nevztahuje sa

ﬁ@@m@ﬁl@a

Limit teploty skladovania

ISO 15223-1:2021; 5.3.7"

nevztahuje sa

List na vysledky testu
Testovacie pruzky nevztahuje sa
TT Tymto smerom nahor ISO 7000:2019; 06232
Urobilinogén nevztahuje sa
g Datum spotreby (RRRR-MM-DD ISO 15223-1:2021; 5.1.4
alebo RRRR-MM)
Pouzite do 30 minut od otvorenia nevztahuje sa
Pozor nevztahuje sa

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements.
(ISO 15223-1:2021, Zdravotnicke pomécky. Znacky na pouzivanie s informaciami poskytovanymi vyrobcom. VSeobecné poziadavky.)

2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019, Grafické znacky pouzivané na zariadeniach

— Registrované znacky.)
Histoéria revizii
Revizia AB, 3. 2019

* Pridanie 15 katalégovych Cisel, 40 symbolov a dvoch jazykov.
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Revizia AC, 5. 2020
+  Pridany symbol Vyrobené v irsku

Revizia AD, 4. 2023
* Revizia odkazov a vyznamov normy ISO 15223-1:2021
* Revizia odkazov a vyznamov normy ISO 7000:2019
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800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

718 88

2l= Mol EE
ANY PINK/RED COLORATION -E—%/?ﬁ% A '.|| 5H %y Af%" ol=
ASC oAz EHA e ALE eig
EM AIE SHE ALE QiS
fHISAM/fHAT ¥ O=E ISO 15223-1:2021; 5.1.2"
B e AbE oig
H3 = e M eIS
Hi x| 2 = ISO 15223-1:2021; 5.1.5
wel= el e AL els
Ak MESY 2H ISO 15223-1:2021; 5.4.1
\\X.,
e e ATE ols
IHEE e ALE eig
c € CE Mgt E A IVDD 98/79/EC, Annex X
JIEf20 W3 ISO 15223-1:2021; 5.1.6'
A ES¥eY) ISO 15223-1:2021; 5.4.4

[CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | 7_||‘ B7 7}% E‘"ﬁE El- E|- |:H|E_|- 0-" |:H 3H OEI' gH %I- Al.sol- 8/-\‘%
W2 HRE MIASAAL.

Zel R E S ALE Qi

Zel #E M3 she A e Sls

e e AE i
AS oL B E ISO 15223-1:2021; 5.4.3"

e s e ALE ols
Mgz ISO 15223-1:2021; 5.5.2"

SR MES e A gl

B e ALE olS
=L e ALE gl
M= ISO 15223-1:2021; 5.1.3"

ISO 7000:2019; 2403

IIIM@IE{:)"@III

of & 2 e AMSt gig

2 E e ME QIS

Z2E A e MY QIS

FOR RAPID DET NoF: CtE2ol e SHE e AMS gig

= =T33~ HE ALE oS

Al e AE els

INFORMATION FOR USA ONLY 0= AHIAHE e ALE =2
A Q| TICH ISO 15223-1:2021; 5.5.1°

KET HE ST ALE o1

— HET e AL glS

Made in China E20AM AZ S AFSE 912

= ol M M=z L AR ol

ol E A A = SN AFE gie
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7215

Mol

=
[

Made in USA of US and Foreign Components

0= Y+ FHEC2 0F0M M=

siE MY elE

N MZEAA ISO 15223-1:2021; 5.1.1"
B2 e AtE els
EY e = S ISO 15223-1:2021; 5.5.3'
NIT Of & Ard W ALS Qs
00| 22H Y fAME sHE ALE els
=d ZANINSIIMAL. £& SO|X| 2 M ALE s
M X% ZH0 predsiMiE FEE eHE B X,
ﬁ A2ERIg o| W&o R &ohAH FLict e ME els
NEEEEEEL e Mg els
B R g ALS Qs
pH W ALS elg
O At He ALE ol
oObM X2 R ISO 15223-1:2021; 5.5.4'

a
o

(N

a

(=] (=]
&718 ExIstAl2.

ISO 15223-1:2021; 5.3.4'

L
N &

= 22| &G ISO 15223-1:2021; 5.3.2'
ZIX
a
o s HE AR QS
&=z AX| &7t 2 Lo{=2H ST ALE QI3
MIHSSHMAL.
Ak M E SHE ALE A=
OOl 2 ElE & MET e ALE eiS

#aoli 2 & M EHXI=(RoHS) E A

FHEAN R HE A s

: = A A aim
U3 ISO 15223-1:2021; 5.4.2"
I EERERE

22z M

ISO 15223-1:2021; 5.3.7"

TEST RESULTS SHEET

HAA ZD AME

s A e

STRIPS

AN A2

(=2
=
T AT eis

= =
ol %o X

ezdalc7

A& ZIBH(YYYY-MM-DD E &= YYYY-MM)

ISO 15223-1:2021; 5.1.4

USE WITHIN 30 MINUTES OF OPENING

7HS % 302 LHOl M8 AL,

Elmﬁm II*@@!E@EI@*E

=

EER e
=2

SHE Ate 18

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements(EN 1SO
15223-1:2021. O|2 7|7| — MZ | Lt 7] et MSE HE & A2l 713).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols(ISO 7000:2019. 8 & & 1= 7|2 — 58 7|3).

1 ol
W& E AB, 2019/03

. FIEFEO ®3 1570, 7|15 407H, 10 27HE F IS MAIL.
W& E AC, 2020/05

- otUdME=M MEE 72 FIt
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Sembol Sozligu

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Sembol Anahtari

Sembol Tanim Standart
ANY PINKIRED COLORATION Pembe/kirmizi renk olusumu Yok
ASC Askorbik Asit Yok
Test Sayfasi Yok
[£C [rer] Avrupa Toplulugu/Avrupa Birligi ISO 15223-1:2021; 5.1.2"
yetkili temsilcisi
Arka plan Yok
Barkodlar Yok
Seri kodu ISO 15223-1:2021; 5.1.5
BIL Bilirubin Yok
r‘.}\ Biyolojik riskler ISO 15223-1:2021; 5.4.1"
\W.,
BLD Kan Yok
Kalibrator Yok

N
m

CE uygunluk igareti

IVDD 98/79/EC, Annex X

Katalog Numarasi

ISO 15223-1:2021; 5.1.6"

4 taneden fazla istiflemeyin

ISO 7000:2019; 2403

f Dikkat ISO 15223-1:2021; 5.4.4'
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Her bir rapOI’lanabilir test parametresi Yok
icin uygun kutuyu isaretleyin
Renk $emasi Yok
Renk Semasi Numarasi Yok
Kompanzasyon Pedi Yok
(i Kullanma Talimatina Bagvurun ISO 15223-1:2021; 5.4.3'
icindekiler Yok
Kontrol ISO 15223-1:2021; 5.5.2"
A Oluklu mukavva geri donisimu Yok
&
Tehlike Yok
Tarih Yok
o] Uretim Tarihi ISO 15223-1:2021; 5.1.3"
(4]
||

INFORMATION FOR USA ONLY

Beklenen Degerler Yok
Filtre Yok
Flip-top Kapaklar Yok

FOR RAPID DET N OF: Asagida listelenenleri hizla belirlemek igin: Yok

GLU Glukoz Yok
Tanimlama Yok
Yalnizca ABD’de kullanima yoénelik bilgi Yok

IVD In Vitro Tani ISO 15223-1:2021; 5.5.1"
Keton Yok
LEU Lokosit Yok
Made in China Cin’de uUretilmistir Yok
Almanya’da Uretilmistir Yok
irlanda’da Gretilmistir Yok
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Sembol

Tanim

Standart

Made in USA of US and Foreign Components

ABD ve Yabanci Menseli bilesenlerden
ABD’de Uretilmistir

Yok

ISO 15223-1:2021; 5.1.1"

44y

‘_)

™ Uretici

Ortalama Deger Yok
Negative Control (Negatif Kontrol) ISO 15223-1:2021; 5.5.3"

NIT Nitrit Yok

Mikrolitre bagina Cekirdekli Hicre Yok

Aldiginizda agin. Tasinmadigi Yok

durumlardaki saklama kosullari igin
bilesen etiketlerine bakin.

L Seridi Bu Yonde Yoénlendirin Yok

Mikrolitre basina Partikiller Yok

Hasta Yok

pH Degeri Yok

Doktor Yok
Positive Control (Pozitif Kontrol) ISO 15223-1:2021; 5.5.4"
‘o Nemden koruyun ISO 15223-1:2021; 5.3.4'

ISO 15223-1:2021; 5.3.2"

e
7;'? Isik kaynaklarindan koruyun
Protein Yok
Acmak icin her iki bagparmak ile yukari itin Yok
Reaktif Seti Yok
Mikrolitre basina Kirmizi Kan Hicresi Yok
RoHS isareti SJ/T 11364-2014
Guvenlik Bilgi Formu Yok
Yok

E!

Saniye

Yalnizca tek kullanimliktir

ISO 15223-1:2021; 5.4.2"

Ozgil Agirlik Yok

Saklama Sicaklidi limiti ISO 15223-1:2021; 5.3.7"
EST RESULTS SHEET Test Sonuclar Kagidi Yok
Test Stripleri Yok

Bu kisim yukariya gelecektir

ISO 7000:2019; 06232

Urobilinojen

Yok

Son kullanma tarihi (YYYY-AA-GG
veya YYYY-AA)

ISO 15223-1:2021; 5.1.4"

USE WITHIN 30 MINUTES OF OPENING

Actiktan sonra 30 dakika iginde kullanin

Yok

Elwﬁlz EI*@@EE@El@E

Uyari

Yok

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements. (ISO
15223-1:2021, Medikal cihazlar — Uretici tarafindan saglanacak bilgilerle kullanilacak semboller — Genel gereksinimler).

2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols.(ISO 7000:2019, Ekipmanda kullanilan grafik semboller — Kayitl

semboller).

Revizyon Gegmisi
Revizyon AB, 03.2019

* 15 katalog numarasi, 40 sembol ve iki dil eklendi.
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Revizyon AC, 05.2020
+ irlanda’da Gretilmistir sembolii eklendi

Revizyon AD, 04.2023
+ 1SO 15223-1:2021 referanslarinin ve anlamlarinin revizyonu
+ 1SO 7000:2019 referanslarinin ve anlamlarinin revizyonu
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Mmoccapuin cumBonoB
800-0074, 800-3014, 800-3103,

800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

OnpepneneHnsa CMMBOJIOB

CumBon OnpepgeneHue CraHgapTt
PosoBasi/kpacHas okpacka H/M
ASC AckopbuHoBas kucroTa H/M
Jluct neeneposaHus H/M
[£c [rer] YNONMHOMOYEHHbIV NpeacTaBUTENb B ISO 15223-1:2021; 5.1.2"
cTpaHax EBponenckoro coobuiecTtea
/ EBponenckoro cotsa
BACKGROUND) doH H/M
LUTpuxkoabl H/M
Kog naptuu ISO 15223-1:2021; 5.1.5'
BunnpybuH H/M
(‘Q\ Buonoruyecknin puck ISO 15223-1:2021; 5.4.1"
x
KpoBb H/M
Kanubpatop H/M
c € MapkupoBka cooTtsetcTBust CE IVDD 98/79/EC, Annex X

Homep no katanory ISO 15223-1:2021; 5.1.6'
A BHumaHwue! ISO 15223-1:2021; 5.4.4"
[[CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | YcTaHoBUTE ONaXKoK AM1S KaKAoro H/M
coobuiaemoro napameTpa TecTta
LiBeToBas guarpamma H/M
Homep uBeTOBON Anarpammbl H/M
KomneHcauuoHHas nnactuHa H/M
(i Obpatntecb kK MHCTpyKUMsiM no ISO 15223-1:2021; 5.4.3'
NMPUMEHEHWIO
CopepxaHue H/N
KoHTponb ISO 15223-1:2021; 5.5.2"
A lodprpoBaHHbIN KapToH, nepepaboTka H/M
cd
OnacHo! H/M
Nata H/M
] [ata npousBoacTsa ISO 15223-1:2021; 5.1.3"
E He 6onee 4 navek B wrabene ISO 7000:2019; 2403*
(4]
[
[nana3oH 3HayeHun H/M
dunesTp H/T
CbeMHble Konnadku H/M
FOR RAPID DET ON OF: [Ins GeicTporo onpeaeneHus: H/M
GLU [miokosa H/M
WaoeHTndmkaums H/M
INFORMATION FOR USA ONLY MHcopmaums Tonkko ans CLUA H/N

IVD In vitro anarHocTtuka ISO 15223-1:2021; 5.5.1"
KeToHblI H/M
LEU Jlenkoumnt H/M
Made in China CpoenaHo B Kutae H/M
CpoenaHo B 'epmaHumn H/M
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Made in USA of US and Foreign Components

npoussoacTea CLUA wnnu gpyrux ctpaH

CumBon OnpepgeneHue CraHgapTt
CpenaHo B MpnaHaus H/M
CpenaHo B CLLUA 13 KOMMOHeHTOB H/MN

N M3rotoBuTenb ISO 15223-1:2021; 5.1.1"
CpefgHee 3HayeHue H/M
CONTROL -] OTpuuatenbHbli KOHTPOb ISO 15223-1:2021; 5.5.3'
NIT HuTtpuThbl H/M
NUCLEATED CELLS [ pL Apnpocogepxallmx KNeTok Ha MUKPONUTP H/M
OTKpbITE NpY nonyyveHun. Cm. 3TUKETKM H/M
KOMMOHEHTOB, YTOObI Y3HaTb YCNoBuUs
XpaHEHWsi, ECININ HE TPaH3WT.
L OpueHTUpPYNTE MOMOCKY B 3TOM H/M
HanpaBneHum
Yactuu Ha MUKponuTp H/MN
MauuneHT H/M
pH H/M
Bpau H/M
[MonoXuTenbHbI KOHTPOSb ISO 15223-1:2021; 5.5.4"

4
L

-

(N
[N
[N

bepeyb oT Bnarn

ISO 15223-1:2021; 5.3.4'

ISO 15223-1:2021; 5.3.2"

RBC / uL

SpUTPOLUTOB Ha MUKPOSUTP

>/\+/§ 3awumiuaTh OT UCTOYHUKOB cBeTa
Benok H/M
MogHumnTe BBEPX 060MMUK GOMbLLUMMK H/N
nanbLamu, YTobbl OTKPbITb
Habop peareHTOB H/M
H/N

MapkmpoBka RoHS (orpaHuyeHuns Ha
MCMOMb30BaHNe OMacHbIX MaTepuarnos
B NPOW3BOACTBE)

SJ/T 11364-2014

Macnopt 6e3onacHocTh

H/MN

CekyHApbl

H/MN

Tonbko AN 04HOPa30BOro UCMOSb30BaHNSA

ISO 15223-1:2021; 5.4.2"

STRIPS

YoenbHbIN Bec H/M

Mpenen Temneparypbl XpaHeHUs ISO 15223-1:2021; 5.3.7"
JlncT pesynsratoB TecTa H/M
TecT-nonockn H/M

OTol CTOPOHOWN BBEPX

ISO 7000:2019; 06232

E Imﬁ|:: II*@@HE O+

YpobunuHoreH H/M
Wcnonesosate go (IMTT-MM-O0 vinn ISO 15223-1:2021; 5.1.4"
rrr-Mm)
Ucnonbaynte B TeyeHne 30 MUHYT H/M
nocrie BCKPbITUSI
OCTOPOXKHO! H/M

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements (ISO
15223-1:2021. N3penusi megunumuHckme. CUMBOMbI, NPUMEHsIEMble B JOKYMEHTaLuu, npegoctaensieMont npomasoauteneM. OcHoBHble TpeboBaHus).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019. pachuyeckme cMmMBOSbI, HAHOCUMbIE Ha
obopynoBaHue. 3aperucTpypoBaHHble CUMBOIbI).
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CBepeHuA o0 Bepcuax
Pepakuna AB, 03.19

» [lo6aBbre 15 HoMepoB no katanory, 40 cMMBONOB 1 ABa A3blKa.
Pepakunsa AC, 05.20

+ [ob6aeutb cumBon «CaenaHo B Vipnangumny
Bepcus AD, 04.2023

* Bepcus cebinok n 3HaveHmn 1ISO 15223-1:2021
* Bepcus cebinok n 3Havennn 1ISO 7000:2019
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Siimbolite sonastik

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Sumboli tahis

Siimbol Definitsioon standard

Mis tahes roosa/punane varvus Puudub

ASC Askorbiinhape Puudub

Analuiside leht Puudub
Volitatud esindaja Euroopa Uhenduses ISO 15223-1:2021; 5.1.2"

/ Euroopa Liidus

BACKGROUND Taust Puudub

Vo6o6tkoodid Puudub
Partii kood ISO 15223-1:2021; 5.1.5'

Bilirubiin Puudub
&\ Bioloogilised riskid ISO 15223-1:2021; 5.4.1"

Veri Puudub

Kalibraator Puudub
c € CE-vastavusmark IVDD 98/79/EC, Annex X

Katalooginumber ISO 15223-1:2021; 5.1.6'
f Ettevaatust ISO 15223-1:2021; 5.4.4"
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Mal"klge sobiv ruut Iga esitatava Puudub
testiparameetri kohta
Varvidiagramm Puudub
Varvikaardi number Puudub
Kompensatsioonipadjand Puudub
& Vt kasutusjuhiseid ISO 15223-1:2021; 5.4.3'
Sisu Puudub
Reguleerimine ISO 15223-1:2021; 5.5.2"
A Taastéddeldav lainepapp Puudub
D
Ettevaatust Puudub
Kuupéev Puudub

Tootmiskuupaev

ISO 15223-1:2021; 5.1.3'

Arge laduge virna rohkem kui 4 kaupa

ISO 7000:2019; 2403>

ol[[|E <]
HIIIHM@HE

INFORMATION FOR USA ONLY

Eeldatav vahemik Puudub
ILTER Filter Puudub
Klappkorgid Puudub

FOR RAPID DET ON OF: Kiireks maaratlemiseks: Puudub
GLU Glikoos Puudub

ID Puudub
Teave ainult USA jaoks Puudub

In vitro diagnostika ISO 15223-1:2021; 5.5.1"
Ketoon Puudub
LEU Leukotsuiiit Puudub
Made in China Valmistatud Hiinas Puudub
Valmistatud Saksamaal Puudub
Valmistatud lirimaal Puudub
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standard

Siimbol Definitsioon
Made in USA of US and Foreign Components Valmistatud USA-s ameerika ja valismaistest Puudub
komponentidest
N Tootja ISO 15223-1:2021; 5.1.1"
Valk Puudub
Negatiivne kontroll ISO 15223-1:2021; 5.5.3"
NIT Nitrit Puudub
Tuumseid rakke mikroliitri kohta Puudub
Avada kattesaamisel. Vt sailitamistingimuste Puudub
komponendisilte, kui Uksus ei liigu.
ﬁ Suunake riba selles suunas Puudub
Osakesi mikroliitri kohta Puudub
Patsient Puudub
pH Puudub
Arst Puudub
Positiivne kontroll ISO 15223-1:2021; 5.5.4"
ISO 15223-1:2021; 5.3.4"

Hoida niiskuse eest

Kaitsmine valgusallikate eest

ISO 15223-1:2021; 5.3.2"

ER 2

Valgu Puudub

Avamiseks lukake mdlema pdidlaga ules Puudub

Reaktiivikomplekt Puudub
Punaliblesid mikroliitri kohta Puudub

aol S

RoHS-i margis SJ/T 11364-2014

Ohutuskaart Puudub
SEC Sekundit Puudub

@ Ainult Ghekordseks kasutuseks ISO 15223-1:2021; 5.4.2"
[s¢] Erikaal Puudub

)I Hoiutemperatuuride piirvaartus ISO 15223-1:2021; 5.3.7°
Testitulemuste leht Puudub
Testribad Puudub

TT Sedapidi Ules ISO 7000:2019; 06232

Urobilinogeen Puudub

g Kolblik kuni (AAAA-KK-PP v6i AAAA-KK) ISO 15223-1:2021; 5.1.4"
Kasutada 30 minuti jooksul avamisest Puudub
Hoiatus Puudub

15223-1:2021. Meditsiiniseadmed. Tootjainfos kasutatavad tingmargid. Uldnduded).
2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Varustusel kasutatavad graafilised siimbolid —

Registreeritud siimbolid).

Redaktsiooni ajalugu
Redaktsioon AB, 03.2019

+ Lisage 15 katalooginumbrit, 40 sumbolit ja kaks keelt.

Redaktsioon AC, 05.2020
C27648-AD
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» Lisatud sumbol Valmistatud lirimaal

Redaktsioon AD, 04.2023
+ 1SO 15223-1:2021 viidete ja tdhenduste redaktsioon
+ 1SO 7000:2019 viidete ja tahenduste redaktsioon
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Pojmovnik simbola

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Pojmovnik simbola

Simbol Definicija Standard

RuziCasta/crvena boja Nije primjenjivo

ASC askorbinska kiselina Nije primjenjivo

Obrazac mjerenja Nije primjenjivo
Ovlasteni predstavnik u Europskoj ISO 15223-1:2021; 5.1.2"

zajednici / Europskoj uniji

BACKGROUND Pozadina Nije primjenjivo

Barkodi Nije primjenjivo
Sifra serije ISO 15223-1:2021; 5.1.5

Bilirubin Nije primjenjivo

Rizici od bioloSke kontaminacije

ISO 15223-1:2021; 5.4.1

B

Krv

Nije primjenjivo

[cAL]

o
|

Kalibrator

Nije primjenjivo

C

m

Oznaka sukladnosti CE

IVDD 98/79/EC, Annex X

Kataloski broj ISO 15223-1:2021; 5.1.6'
A Oprez ISO 15223-1:2021; 5.4.4'
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Svaki prlJaV|J|V| parametar teStiranja Nlje primjenjivo
potrazite na odgovarajucoj kutiji
Dijagram boja Nije primjenjivo
Broj dijagrama boja Nije primjenjivo
Jastuci¢ za kompenzaciju Nije primjenjivo
(i) Procitajte upute za uporabu ISO 15223-1:2021; 5.4.3'
Sadrzaj Nije primjenjivo
Kontrola ISO 15223-1:2021; 5.5.2"

3
182

Valoviti karton za recikliranje

Nije primjenjivo

Opasnost Nije primjenjivo
Datum Nije primjenjivo
] Datum proizvodnje ISO 15223-1:2021; 5.1.3"
E: Nemojte postavljati viSe od Cetiri ISO 7000:2019; 2403*
[ komada jedan na drugi
[

Ocekivani raspon Nije primjenjivo
Filtar Nije primjenjivo
Cepovi s poklopcem Nije primjenjivo

FOR RAPID DET ON OF: Za brzo utvrdivanje: Nije primjenjivo

GLU Glukoza Nije primjenjivo
Identifikacija Nije primjenjivo

INFORMATION FOR USA ONLY

Informacije samo za SAD

Nije primjenjivo

In vitro dijagnostika ISO 15223-1:2021; 5.5.1"
Ketoni Nije primjenjivo
LEU Leukocit Nije primjenjivo
Made in China Proizvedeno u Kini Nije primjenjivo
Proizvedeno u Njemackoj Nije primjenjivo
Proizvedeno u Irska Nije primjenjivo
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Simbol

Definicija

Standard

Made in USA of US and Foreign Components

Proizvedeno u SAD-u od komponenti
americkog i stranog podrijetla

Nije primjenjivo

ISO 15223-1:2021; 5.1.1

N Proizvodac
Srednja vrijednost Nije primjenjivo
Negativna kontrola ISO 15223-1:2021; 5.5.3"

NIT Nitrit Nije primjenjivo

Stanica s jezgrom po mikrolitru Nije primjenjivo
Otvorite po primitku. Uvjete pohrane (kad Nije primjenjivo
se proizvod ne transportira) potrazite na
etiketama na komponenti.

ﬁ Okrenite trakicu u ovom smjeru Nije primjenjivo
Cestica po mikrolitru Nije primjenjivo
Pacijent Nije primjenjivo

pH Nije primjenjivo
Lije€nik Nije primjenjivo
Pozitivna kontrola ISO 15223-1:2021; 5.5.4'

S, Zastitite od vlage ISO 15223-1:2021; 5.3.4'

>/\+/§ Zastitite od izvora svjetlosti ISO 15223-1:2021; 5.3.2"

Proteini

Nije primjenjivo

Da biste otvorili, dvama palcima
gurnite prema gore

Nije primjenjivo

REAGENT SET

Komplet reagensa

Nije primjenjivo

Eritrocita po mikrolitru

Nije primjenjivo

Oznaka RoHS

SJIT 11364-2014

Sigurnosno-tehnicki list

Nije primjenjivo

E!

Sekunde

Nije primjenjivo

Samo za jednokratnu upotrebu

ISO 15223-1:2021; 5.4.2"

Specificna tezina

Nije primjenjivo

Ogranicenje temperature skladiStenja

ISO 15223-1:2021; 5.3.7"

TEST RESULTS SHEET

List s rezultatima testiranja

Nije primjenjivo

STRIPS

Testne trakice

Nije primjenjivo

Ovu stranu okrenite prema gore

ISO 7000:2019; 06232

Elmﬁm II*@@!E@EI@*E

Urobilinogen Nije primjenjivo
Datum ,Upotrijebiti do” (GGGG-MM-DD ISO 15223-1:2021; 5.1.4"
ili GGGG-MM)
Iskoristite u roku od 30 minuta od otvaranja Nije primjenjivo
Upozorenje Nije primjenjivo

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements.
(ISO 15223-1:2021, Medicinski proizvodi — Simboli koji se upotrebljavaju s podacima koje osigurava proizvoda¢ — Op¢i zahtjevi).

2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019, Grafi¢ki simboli za uporabu na opremi — Registrirani

simboli).
Povijest revizija
Revizija AB, 03. 2019.

+ Dodaijte 15 kataloSkih brojeva, 40 simbola i dva jezika.
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Revizija AC, 05. 2020.
» Dodati simbol Proizvedeno u Irska

Revizija AD, travanj 2023.
* Revizija referenci i znacenja ISO 15223-1:2021
* Revizija referenci i znacenja ISO 7000:2019

C27648-AD 67 of 92



PeyHuk Ha cumBonuTe

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

JlereHpa Ha cumBonuTe

CumBon DedunHuuusa CraHgapTt

M3BecTHO oLBETSIBaHE B pPO30BO/YEPBEHO He e npunoxumo

ASC Ascorbic Acid He e npunoxumo

BbnaHka 3a aHanus He e npunoxumo
OtopusmpaH npeacrtasuTen B EBponenickara ISO 15223-1:2021; 5.1.2"

06LHOCT/EBpPONENCKUS CbHO3

®oH He e npunoxumo

Bapkogose He e npunoxumo
Kog Ha naptuaa ISO 15223-1:2021; 5.1.5'

Bunupy6uH He e npunoxumo

BronornyHn puckose

ISO 15223-1:2021; 5.4.1

BLD KpbB He e npunoxumo
KanuGpatop He e npunoxumo
c € 3Hak 3a cvoTtBeTcTBUE CE IVDD 98/79/EC, Annex X

KaTtanoxeH Homep ISO 15223-1:2021; 5.1.6'
f BHumaHue ISO 15223-1:2021; 5.4.4"

I CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER I

lMocTaBeTe OTMETKA B CbOTBETHOTO Mose 3a
BCEKN OOKNagBaH napamMeTbp OT TeCTa

He e npunoxumo

COLOR CHART

LiseToBa guarpama

He e npunoxumo

COLOR CHART NO.

Homep Ha uBeTtoBa guarpama

He e npunoxumo

COMP

[Noanoxka 3a KomneHcaumsa

He e npunoxumo

BwkTe MHCTpyKUMUTE 3a ynoTpeba

ISO 15223-1:2021; 5.4.3'

CbabpxkaHue He e npunoxwumo
KoHTpona ISO 15223-1:2021; 5.5.2"

PeunknunpaHe Ha rocdpupaH KapToH

He e npunoxumo

OnacHo

He e npunoxmmo

HaTa

He e npunoxumo

[ata Ha npon3BoACTBO

ISO 15223-1:2021; 5.1.3'

He nogpexpante Ha BMCOYMHA OT
noseye ot 4 HMBa

ISO 7000:2019; 2403>

III-@mEE{ED"@III

OuvakBaH gnanasoH He e npunoxumo
ILTER dunTbHP He e npunoxumo

CAPS Kanayku cnun-ton He e npunoxumo

FOR RAPID DET N OF: 3a 6bp30 onpegensiHe Ha: He e npunoxumo
GLU [Mokosa He e npunoxmmo
NpeHtuduumpaxe He e npunoxumo
INFORMATION FOR USA ONLY NHpopmaumsa camo 3a CALL He e npunoxumo

IVD 3a WH BUTPO guarHocTuka ISO 15223-1:2021; 5.5.1"
KeToH He e npunoxmmo
LEU JleBkouuTt He e npunoxumo
Made in China MpousseneHo B Kntan He e npunoxumo
MpousseneHo B NepmaHus He e npunoxmmo

Made in Ireland

MpownsseneHo B VipnaHams

He e npunoxumo
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CumBon DedunHuuusa CraHgapTt
Made in USA of US and Foreign Components MpoussegeHo B CALL oT amepukaHcku un He e npunoxummo
Yy>KOAECTPaHHWN CbCTaBHW YacTu
N Mpoussoauten ISO 15223-1:2021; 5.1.1"
CpenHa cToMHOCT He e npunoxumo
HeratuBeH koHTpon ISO 15223-1:2021; 5.5.3'
Hutput He e npunoxumo
AppocbabpKallm KNeTkn Ha MUKPONUTBLP He e npunoxumo
OtBopete npu nony4asaHe. Buxre He e npunoxumo
eTUKeTUTE Ha CbCTaBHUTE YacTu 3a
YyCNoBMSATa Ha CbXpaHeHue, KoraTto
He ce TpaHcnopTupa.
lMocTaBeTe TecT-neHTaTa B Ta3n Nocoka He e npunoxumo
Yactnum Ha MUKPONUTBHP He e npunoxmmo
MauuneHT He e npunoxumo
pH He e npunoxumo
Jlekap He e npunoxwumo
Mo3nTnBEH KOHTpON ISO 15223-1:2021; 5.5.4"
4, [a ce na3n ot Bnara ISO 15223-1:2021; 5.3.4"
>/\+/§ [Ma3eTe OT M3TOYHULM Ha CBETNMHA ISO 15223-1:2021; 5.3.2"
u
bentbk He e npunoxumo
% HaTtucHeTe ¢ aBaTa naneua, 3a ga otBopute He e npunoxumo
Habop peaktusu He e npunoxumo
YepBeHN KPBLBHW KNETKM Ha MUKPONUTBLP He e npunoxumo
’\ 3Hak 3a RoHS SJ/T 11364-2014
©
NHbopmaumoHeH nucT 3a 6esonacHocT He e npunoxumo
CekyHamn He e npunoxunmo
@ Cawmo 3a egHokpaTtHa ynotpeba ISO 15223-1:2021; 5.4.2'
[s6] OTHOCUTENHO TEerno He e npunoxmmo
X lpaHuua Ha TemnepaTypaTa Ha CbXpaHeHne ISO 15223-1:2021; 5.3.7"
JlucT ¢ pesyntatu ot TecTa He e npunoxumo
TecT-neHTH He e npunoxumo
TT OT TYK Harope ISO 7000:2019; 06232
YpobunuHoreH He e npunoxwumo
g Cpok Ha rogHocT (TTT-MM-04 vnu ISO 15223-1:2021; 5.1.4"
Irrr-Mm)
Manon3eavite B pamkute Ha 30 MUHYTH He e npunoxumo
crneq oTBapsiHe
BHumaHve He e npunoxumo

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements.(EN ISO
15223-1:2021, MeaumumHcku nagenust — O3HayveHns, U3non3BaHn B MHopMauusTa, npegocTassHa ot npoussoautens. O6LWm N3ncKBaHus)
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, MNpacnyHn cumBONM 3a U3MNoON3BaHe BbpXy
obopyasaHeTo — PernctpupaHu cumBsonu)

I'Ipep,uml-wl peaakuuun

Pepakuus AB, 03/2019
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+ [obagete 15 kaTtanoxHu Homepa, 40 cMmBona un gBa e3uka.
Pepakunsa AC, 05/2020
» [lobaBsiHe Ha cnmBon 3a NpounssegeHo B pnaHams
Pepakunsa AD, 04/2023
* Pepakums Ha pedepeHumnnTe 1 3HadyeHmeTo Ha ISO 15223-1:2021
* Pepakums Ha pedepeHunnTe n 3HavyeHmeTo Ha ISO 7000:2019
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800-0074, 800-3014, 800-3103,

800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

RS
ok E &8 BEX&
EREMBRIE/ME TEA
ASC i M fR TiE A
ASSAY SHEET 1L Es B8 TiE A
[Ec Trer] BUNA R R/ BB RERK ISO 15223-1:2021; 5.1.2"
BACKGROUND] T TEA
wE 7 i
#t R 8% 1 ISO 15223-1:2021; 5.1.5'
BL RIS TiE A
A ENBEEENRAR ISO 15223-1:2021; 5.4.1°
W
& B A
REm TEA
c € CE REEF IVDD 98/79/EC, Annex X
B % 4R 5% ISO 15223-1:2021; 5.1.6'
A EE ISO 15223-1:2021; 5.4.4'
[CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | ﬁ%iﬁgﬂgjﬁiﬁ , E?gﬂﬁ%ﬂgjﬁuﬁ%;& Z{i@ﬁ
t & B & i A
th & B & i 5 TiE A
HEE T A
(i ES R FEAREA ISO 15223-1:2021; 5.4.3"
B # Ti#EH
& | ISO 15223-1:2021; 5.5.2"
2y AR A6 5 B T A
&D
Bk TEA
E A
] & 0 H ISO 15223-1:2021; 5.1.3"
> TEHBEBEB4E ISO 7000:2019; 2403*
4]
[ |
MEE FEA
- ol
wE TE A
[FOR RAPID DETERMINATION OF | ARREAENATIER : TEA
GLU BER T iE A
Bl TiE A
INFORMATION FOR USA ONLY TEFREBBHARE TEHA
BAZEHA ISO 15223-1:2021; 5.5.1"
TS TBA
& A Mm% o
FERE R A
BERE 7@ A
ERMEE B A
| Made in USA of US and Foreign Components ERRENERERAN TH EH
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£ 55 E&H 2X&
i BER ISO 15223-1:2021; 5.1.11
E9E TiE A
RE M ISO 15223-1:2021; 5.5.3
NIT o5 B R B A
SHAERMAE FiEA
e NS L L T T8 A
BSETHER.
ﬂ #E R AK R R Z bk 5 [m B Ak TEH
S8 EN FEA
EE TiE A
pH & TiE A
B A
= E R ISO 15223-1:2021; 5.5.41
I B ISO 15223-1:2021; 5.3.4°
;/\+§ RS KR ISO 15223-1:2021; 5.3.2"
EBRE TiE A
@ AmERiEm L # IR TiEH
ESLEE TiE A
5 AT M BR TiE H
@ RoHS = SJIT 11364-2014
ZEHERR TEH
» TiE A
@ EuEkER ISO 15223-1:2021; 5.4.2"
[q) [ FiEA
i BERERS ISO 15223-1:2021; 5.3.7°
B L FiEA
B R @A
T T thEE ISO 7000:2019; 06232
REER TiE A
g BRER ( YYYY-MM-DD = YYYY-MM ) ISO 15223-1:2021; 5.1.41
BEBNE 0 2 BAER @A
B FEA

1. 1ISO 15223-1:2021.Medical devices.Symbols to be used with information to be supplied by the manufacturer — General requirements. (ISO
15223-1:2021 , BRHEE — EREFRUENEA - BEANRFR — —REXR). )
2. 1SO 7000:2019.Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019 , #{& E Mz BHAFHE — SFMEFHE).

BiTES
{&5THR AB , 2019 £ 03 A

< HTIE 15 BB SRR, 40 ERRMMERE

{&5THR AC , 2020 & 05 A
- WEBTEERAMR

C27648-AD
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{&£5THR AD , 2023/4
o {857 1SO 15223-1:2021 B E B EE&H
« {8ET1SO 7000:2019 B E R ES
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Glosar de simboluri

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Cheie simboluri

Simbol Definitie Standard
Orice coloratie in roz/rosu N/A
ASC Acid ascorbic N/A
Y SHE Fisd de testare N/A

Reprezentant autorizat in Comunitatea
Europeand/Uniunea Europeand

ISO 15223-1:2021; 5.1.2%

>
&
m
- B[
&
E i
m
=

Fundal N/A

Coduri de bare N/A
Cod lot ISO 15223-1:2021; 5.1.5°

BIL Bilirubina N/A

Riscuri de naturd biologica

ISO 15223-1:2021; 5.4.1"

Sange N/A
Calibrator N/A

N
m

Marcaj de conformitate CE

IVDD 98/79/EC, Annex X

Numar catalog

ISO 15223-1:2021; 5.1.6

>

Atentie ISO 15223-1:2021; 5.4.4°
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Veriﬁcati cutia corespunzétoare pentru fiecare N/A
parametru de testare raportabil
Diagrama de culori N/A
Numar diagrama culori N/A
Fasie de compensare N/A
Consultati Instructiunile de utilizare ISO 15223-1:2021; 5.4.3"
[CONTENTS] Cuprins N/A
Ser de control ISO 15223-1:2021; 5.5.2*
Reciclare carton ondulat N/A
Pericol N/A
Data N/A

Data fabricatiei

ISO 15223-1:2021; 5.1.3

Nu stivuiti mai mult de 4 bucati pe naltime

ISO 7000:2019; 2403*

= 8
IIIM@IE{:)"@III
)|

Interval preconizat N/A
Filtru N/A

Capace rabatabile N/A

FOR RAPID DET N OF: Pentru determinarea rapida a: N/A
GLU Glucoza N/A
Identificare N/A
INFORMATION FOR USA ONLY Informatii numai pentru SUA N/A

Diagnosticare in vitro ISO 15223-1:2021; 5.5.1!
Cetona N/A
LEU Leucocite N/A

Fabricat in China N/A

Fabricat in Germania N/A

Fabricat in Irlanda N/A
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Simbol Definitie Standard

Made in USA of US and Foreign Components Fabricat in SUA din componente din N/A
SUA si alte tari
N Producator ISO 15223-1:2021; 5.1.1*
Valoare medie N/A
[CONTROL [ Ser de control negativ ISO 15223-1:2021; 5.5.3!
NIT Nitriti N/A
Celule nucleate pe microlitru N/A
Deschideti la primire. Consultati etichetele de N/A
pe componente pentru conditiile de depozitare
atunci cand produsul nu este in tranzit.
ﬁ Orientati bandeleta in aceasta directie N/A
Particule pe microlitru N/A
Pacient N/A
pH N/A
Medic N/A
Ser de control pozitiv ISO 15223-1:2021; 5.5.4
ey A se proteja de umiditate ISO 15223-1:2021; 5.3.4*
e A se proteja de surse de lumina ISO 15223-1:2021; 5.3.2*
7K
a
Proteine N/A
impingeti in sus cu ambele degete mari N/A
pentru deschidere
Set de reactivi N/A
Eritrocite pe microlitru N/A
@ Marcaj RoHS SJ/T 11364-2014
Fisa tehnicd de securitate N/A
Secunde N/A
@ Numai de unica folosintd ISO 15223-1:2021; 5.4.2*
[sc] Greutate specificd N/A
/ﬁ’ Limita temperatura de pastrare ISO 15223-1:2021; 5.3.7"
Fisd rezultate test N/A
Bandelete de testare N/A
TT Cu aceastd parte in sus ISO 7000:2019; 06232
Urobilinogen N/A
g Data expirarii (AAAA-LL-ZZ sau AAAA-LL) ISO 15223-1:2021; 5.1.4*
A se utiliza in interval de 30 de minute N/A
de la deschidere
Atentie N/A

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements (ISO 15223-1:2021,
Dispozitive medicale — Simboluri care trebuie utilizate cu informatii care trebuie furnizate de producator — Cerintele generale).
2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019, Simboluri grafice pentru utilizare pe echipamente — Simboluri

inregistrate).

Istoricul revizuirilor
Revizuirea AB, 03/2019
e Au fost adaugate 15 numere de catalog, 40 de simboluri si doua limbi.
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Revizia AC, 05/2020
e Addugare simbol Fabricat in Irlanda

Revizia AD, 04/2023
e Revizuirea referintelor si a semnificatiilor ISO 15223-1:2021
e Revizuirea referintelor si a semnificatiilor ISO 7000:2019
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Recnik simbola
800-0074, 800-3014, 800-3103,

800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Klju€ za simbole

Simbol Definicija Standard

Bilo koja roze/crvena boja Nije primenljivo

ASC Askorbinska kiselina Nije primenljivo

List sa analizom Nije primenljivo
Ovlasceni predstavnik u Evropskoj ISO 15223-1:2021; 5.1.2"

zajednici / Evropskoj uniji

BACKGROUND Pozadina Nije primenljivo

Bar-kodovi Nije primenljivo
Kod serije ISO 15223-1:2021; 5.1.5'

Bilirubin Nije primenljivo

-

X

BioloSke opasnosti

ISO 15223-1:2021; 5.4.1"

BLD Krv Nije primenljivo
Kalibrator Nije primenljivo
c € CE oznaka usaglasenosti IVDD 98/79/EC, Annex X

Katalo$ki_broj ISO 15223-1:2021; 5.1.6'
ﬁ Paznja ISO 15223-1:2021; 5.4.4'

I CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER I

Proverite svaki parametar testa za
evidentiranje na odgovarajucoj kutiji

Nije primenljivo

COLOR CHART

Tabela boja

Nije primenljivo

COLOR CHART NO.

Broj tabele boja

Nije primenljivo

COMP

Podloga za kompenzaciju

Nije primenljivo

Pogledati Uputstvo za upotrebu

ISO 15223-1:2021; 5.4.3'

Sadrzaj Nije primenljivo
Kontrola ISO 15223-1:2021; 5.5.2"

Reciklaza rebrastog kartona

Nije primenljivo

Opasnost

Nije primenljivo

Datum

Nije primenljivo

Datum proizvodnje

ISO 15223-1:2021; 5.1.3'

-@mﬁﬁ{é)llglll

Ne slagati viSe od 4 u visinu

ISO 7000:2019; 2403

Ocekivani opseg Nije primenljivo
Filter Nije primenljivo
Zatvaraci sa preklopnim poklopcem Nije primenljivo

FOR RAPID DET N OF: Za brzo odredivanje: Nije primenljivo

GLU Glukoza Nije primenljivo
Identifikacija Nije primenljivo

INFORMATION FOR USA ONLY

Informacije samo za SAD

Nije primenljivo

IVD In Vitro dijagnostika ISO 15223-1:2021; 5.5.1"
Keton Nije primenljivo
LEU Leukocit Nije primenljivo
Made in China Proizvedeno u Kini Nije primenljivo
Proizvedeno u Nemackoj Nije primenljivo
Proizvedeno u Irskoj Nije primenljivo
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Simbol Definicija Standard
Made in USA of US and Foreign Components Proizvedeno u SAD od americkih i Nije primenljivo
stranih komponenata

N Proizvodac ISO 15223-1:2021; 5.1.1"
Srednja vrednost Nije primenljivo
[CONTROLT-] Negativna kontrola ISO 15223-1:2021; 5.5.3"

NIT Nitrit Nije primenljivo

Nuklearne celije po mikrolitru Nije primenljivo
Otvoriti nakon prijema. Pogledati Nije primenljivo
nalepnice na delovima za uslove
skladiStenja mimo prevoza.

ﬁ Okrenuti traku u ovom smeru Nije primenljivo
Cestice po mikrolitru Nije primenljivo
Pacijent Nije primenljivo

pH Nije primenljivo
Lekar Nije primenljivo
Pozitivna kontrola ISO 15223-1:2021; 5.5.4'

ey Zastititi od vlage ISO 15223-1:2021; 5.3.4'

>/\+/§ Zastititi od izvora svetlosti ISO 15223-1:2021; 5.3.2"

“m

Protein Nije primenljivo

% Pritisnuti s oba palca radi otvaranja Nije primenljivo
Komplet reagensa Nije primenljivo
Eritrociti po mikrolitru Nije primenljivo
{'\ RoHS oznaka SJ/T 11364-2014
9

Bezbednosni list Nije primenljivo

SEC Sekunde Nije primenljivo
@ Samo za jednokratnu upotrebu ISO 15223-1:2021; 5.4.2"

[s¢] Specificna gravitacija Nije primenljivo

X Ogranicenje temperature skladiStenja ISO 15223-1:2021; 5.3.7"
List sa rezultatima testa Nije primenljivo
Test trake Nije primenljivo

TT Ova strana gore ISO 7000:2019; 06232

Urobilinogen Nije primenljivo

g Rok upotrebe (GGGG-MM-DD ili ISO 15223-1:2021; 5.1.4

GGGG-MM)
Upotrebiti u roku od 30 minuta od otvaranja Nije primenljivo

Upozorenje Nije primenljivo

1. 1ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer general requirements — General
requirements. (ISO 15223-1:2021, Medicinska sredstva — Simboli koji se koriste sa informacijama koje treba da dostavi proizvoda¢ — Opsti zahtevi.)
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols. (ISO 7000:2019, Grafi¢ki simboli za upotrebu na opremi — Registrovani

simboli.)
Istorija revizija
Revizija AB, 03.2019.
* Dodato je 15 katalo$kih brojeva, 40 simbola i dva jezika.
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Revizija AC, 05.2020.
* Dodati simbol Proizvedeno u Irskoj

Revizija AD, 04.2023.
* Revizija referenci i znacenja ISO 15223-1:2021
* Revizija referenci i znacenja ISO 7000:2019
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Simbolu glosarijs

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Simbolu skaidrojumi

Simbols Definicija Standarts
Jebkurs$ roza/sarkans krasojums N/A
ASC Askorbinskabe N/A
Testa lapa N/A
Pilnvarotais parstavis Eiropas Kopiena/Eiropas ISO 15223-1:2021; 5.1.2*
Savieniba
BACKGROUND) Fons N/A
Svitrkodi N/A
Partijas kods ISO 15223-1:2021; 5.1.5°
Bilirubina N/A
fgg\ Biologiskie riski ISO 15223-1:2021; 5.4.1°
e
Asins N/A
Kalibrators N/A
c € CE atbilstibas markéjums IVDD 98/79/EC, Annex X

RaZosanas datums

ISO 15223-1:2021; 5.1.3

Nenovietot vienu virs otra vairak neka 4 gab.

ISO 7000:2019; 2403*

Kataloga numurs ISO 15223-1:2021; 5.1.6'
f Uzmanibul! ISO 15223-1:2021; 5.4.4*
| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | AtZTméjiet atbilstoso izvéles rCutir,lu katram N/A
parskata ietveramajam testa parametram.
Krasu shéma N/A
Krasu shémas numuri N/A
Kompensacijas paliktnis N/A
i Skatit lietosanas instrukcijas ISO 15223-1:2021; 5.4.3!
Saturs N/A
Kontrole ISO 15223-1:2021; 5.5.2*
A Gofrétas shémas plates parstrade N/A
8
Bistami N/A
Datums N/A
(4]
||
[EXPECTED RANGE]

Paredzama vidéja veértiba N/A
ILTER Filtri N/A

CAPS Atveramie vacini N/A

FOR RAPID DET N OF: Lai atri noteiktu: N/A
GLU Glikoze N/A
Identifikacija N/A
INFORMATION FOR USA ONLY Informacija tikai lietotajiem ASV teritorija N/A

In Vitro diagnostika ISO 15223-1:2021; 5.5.1*
Ketons N/A
LEU Leikocits N/A
Izgatavots Kina N/A
Izgatavots Vacija N/A
RaZots Irija N/A
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Simbols

Definicija

Standarts

Made in USA of US and Foreign Components

Izgatavots ASV no ASV un arvalstu
komponentiem

N/A

N RaZotajs ISO 15223-1:2021; 5.1.1°
Vidéja vertiba N/A
[CONTROL -] Negativa kontrole ISO 15223-1:2021; 5.5.3!
NIT Nitrits N/A
Kodolsaturodu 3lnu skaits mikrolitra N/A
Atvért péc sanemsSanas. Informaciju par N/A
uzglabasanas apstakliem skatit uz komponenta
uzlimém, ja neatrodas tranzita zona.
ﬁ Novietot strémeli 3aja virziena N/A
Dalinu skaits mikrolitra N/A
Pacients N/A
pH N/A
Arsts N/A
Pozitiva kontrole ISO 15223-1:2021; 5.5.4*
ey Aizsargat pret mitrumu ISO 15223-1:2021; 5.3.4!

Sargat no gaismas avotiem

ISO 15223-1:2021; 5.3.2*

s |

Proteins N/A

Nospiest ar diviem pirkstiem, lai atvértu N/A

Reagenta komplekts N/A
Sarkano asinskermeniSu skaits mikrolitra N/A

RoHS markéjums

SI/T 11364-2014

Drosibas datu lapa

N/A

E!

Sekundes

N/A

Tikai vienreiz&jai lietosanai

ISO 15223-1:2021; 5.4.2"

Tpatnéjais blivums N/A

Glabasanas temperatlras ierobeZojums ISO 15223-1:2021; 5.3.7"
Testa rezultatu lapa N/A
Testa strémeles N/A

Ar So pusi uz augsu

ISO 7000:2019; 0623°

Urobilinogéns

N/A

Deriguma termins (GGGG-MM-DD vai

ISO 15223-1:2021; 5.1.4

Elwﬁlz EI*@@W@El@

GGGG-MM)
Izlietot 30 mindsu laika péc atvérsanas N/A
Uzmanibu N/A

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements (ISO 15223-1:2021,
Mediciniskas ierices — Simboli, kas jaizmanto raZzotaja nodroSinataja informacija, visparigas prasibas).
2. 1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Grafiskie simboli izmantoSanai uz aprikojuma — registrétie simboli).
ParskatiSanas vésture
Parsk. izd. AB, 03.2019.
e Pievienojiet 15 katalogu numurus, 40 simbolus un divas valodas.
Parsk. izd. AC, 05.2020.
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e Pievienots simbols “RaZots Irija”

Redakcija AD, 2023. gada aprilis
e |SO 15223-1:2021 atsaucu un skaidrojumu redakcija
e |SO 7000:2019 atsaucu un skaidrojumu redakcija
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mocapin cumBoniB

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Cnucok cumBoniB

CumBon Bu3Ha4vyeHHsn CraHgapTt
Bynb-sike poxeBe/yepBoHe 3abapBneHHs He 3actocoBHO
ASC AckopbiHoBa kucnota He 3actocoBHO
Bnaxk aHanisy He 3actocoBHO
YNoBHOBaXeHU NpeacTaBHUK ISO 15223-1:2021; 5.1.2"
y €Bponewcbkin cninbHoTI / €BponencekomMy
Cotosi
BACKGROUND ®doH He 3actocoBHO
LUTpnx-kogm He 3actocoBHO
Kog naprii ISO 15223-1:2021; 5.1.5
Binipy6iH He 3actocoBHO
(Q\ bionoriyHi punsnkn ISO 15223-1:2021; 5.4.1"
‘w/
Kpos He 3actocoBHO
Kanibpatop He 3actocoBHO

N
m

3Hak BignosigHocTi CE

IVDD 98/79/EC, Annex X

Homep 3a katanorom

ISO 15223-1:2021; 5.1.6"

> 8

3acTepexeHHs

ISO 15223-1:2021; 5.4.4'

I CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER I

YcTaHoBITbL NpanopeLb Ans KOXHOro
TECTOBOrO MapameTpa, KU Moxe
OyTn 3BITOBAHUN

He 3acTtocoBHO

COLOR CHART

KapTa konbopis

He 3acTtocoBHO

COLOR CHART NO.

Homep kapTu konbopis

He 3acTtocoBHO

KomMneHcauinHui enemeHT

He 3acTtocoBHO

3BEepHITLCA 40 IHCTPYKLi 3 BUKOPUCTAHHS

ISO 15223-1:2021; 5.4.3'

Cknapn, He 3acTtocoBHO
KoHTponb ISO 15223-1:2021; 5.5.2"

Peumnpkynsuiinun rodppoBaHuii KapToH

He 3acTtocoBHO

Hebesneka

He 3actocoBHO

HaTa

He 3acTocoBHO

[ata BupobHMUTBa

ISO 15223-1:2021; 5.1.3'

He cknapaiite Ginblwe 4 y BUCOTY

ISO 7000:2019; 2403*

EXPECTED RANGE

OuikyBaHui AianasoH

He 3acTtocoBHO

dinbTp

He 3acTtocoBHO

BigkvaHi KpuLku

He 3acTtocoBHO

IIIM@IE{:)"@III

=
o
o

FOR RAPID DET

[nsa wenaokoro BU3HAYEHHS:

He 3acTtocoBHO

GLU

ntoko3a

He 3acTtocoBHO

lgeHTundikauia

He 3acTocoBHO

INFORMATION FOR USA ONLY

IHdbopmauis nuwe ang CLUA

He 3acTtocoBHO

[nsa giarHocTukn in vitro ISO 15223-1:2021; 5.5.1"
KeToHun He 3actocoBHO
LEU Jlenkoumnt He 3actocoBHO

Made in China 3pobneHo B Kutai He 3acTocoBHO

Made in Germany

3pobneHo B HimeuuuHi

He 3acTtocoBHO
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CumBon Bu3Ha4yeHHsn CraHgapTt
3pobneHo B IpnaHgii He 3acTtocoBHO

Made in USA of US and Foreign Components

BurotoeneHo B CLUA 3 BUKOpUCTaHHAM
cknagosux BupobHuutea CLUA Ta
iMNOPTHMX CKNagoBuX

He 3acTtocoBHO

wl

Bunpo6Hmk

ISO 15223-1:2021; 5.1.1"

CepenHe 3Ha4YeHHs He 3acTocoBHO
HeraTvBHWUI KOHTPONbHWIA 3pa3okK ISO 15223-1:2021; 5.5.3"
[NIT] Hitputn He 3actocoBHO

NUCLEATED CELLS / uL

AQPOBMICHUX KNITUH Ha MIKPONITP

He 3acTtocoBHO

OPEN IMMEDIATELY

Biakputn 6e3nocepeanHbo Nicrsi OTPUMaHHS.
[VB. eTUKETKN KOMMNOHEHTIB LWOA0 YMOB
30epiraHHs Npu NEPEMILLEHHI.

He 3acTtocoBHO

BUPIBHATY CMYXKY B LIbOMY HanpsiMKy

He 3acTtocoBHO

PARTICLES / uL

YacTuHOK Ha MiIKponiTp

He 3actocoBHO

MaujieHT He 3actocoBHO

pH He 3actocoBHO

Jlikap He 3actocoBHO
[MO3NTUBHUIA KOHTPOIbHUI 3pa3oK ISO 15223-1:2021; 5.5.4"

«
«
‘I’t ‘

Bepertu Big BOnoru

ISO 15223-1:2021; 5.3.4'

Al

S

N

Y
=

3axvwartu Big mAxepen cBitna

ISO 15223-1:2021; 5.3.2"

Binok

He 3acTocoBHO

BiaTucHiTe ABOMa BENMKMMW NanbLAMK
onsa BigkpuTTa

He 3acTtocoBHO

REAGENT SET

Habip peareHTiB

He 3acTtocoBHO

YepBOHUX KPOB'AHMX KNITUH Ha MiKPOiTP

He 3acTocoBHO

[Mo3nayka RoHS

SJ/T 11364-2014

Macnopt 6e3nekn

He 3acTtocoBHO

E!

CekyHamn

He 3acTtocoBHO

Tinbkn onst O4HOPA30BOro0 BUKOPUCTAHHSA

ISO 15223-1:2021; 5.4.2"

lMuToma ryctmHa

He 3acTocoBHO

MpaHuui Temnepatypu 36epiraHHs

ISO 15223-1:2021; 5.3.7"

TEST RESULTS SHEET

BbnaHk pesynbratiB Tecty

He 3acTtocoBHO

TecToBi CMYXKK

He 3acTtocoBHO

Linm 6okom goropu

ISO 7000:2019; 06232

YpobiniHoreH

He 3acTtocoBHO

Bukopuctatn go (PPPP-MM-0 a6o
PPPP-MM)

ISO 15223-1:2021; 5.1.4"

USE WITHIN 30 MINUTES OF OPENING

Bukopuctatn npotsarom 30 xBUnuH
nicnsa BigKpUTTS

He 3acTocoBHO

: Imﬁl:: EI*@@!E@El@E

[MonepemKeHHs

He 3actocoBHO

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements

(ISO 15223-1:2021. MeguuHi npucTpoi. CumBonu, LLO BUKOPUCTOBYBATUMYTbCS B iHpopMaLlii, SKy NOBUHEH HagaTy BUPOOHUK — 3aranbHi BUMOrn).
2. I1SO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019. padiyHi cumBonu Ans BUKOPUCTaHHA Ha
obnagHaHHi — 3apeecTpoBaHi cumBonu).
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IcTopisa 3MmiH
Pepnakuisa AB, Big 03.2019
+ [Hopatu 15 HomepiB 3a kaTanorom, 40 cumBoniB i ABi MOBMW.
Pepakuis AC, Big 05.2020
* [opatn cumBon «3pobneHo B lpnaHgii»
Pepakuis AD, Big 04.2023
» Pepakuis 0OBIiAKOBUX MaTepianis i BU3Ha4YeHb TepMiHiB fo ctaHgapTy 1ISO 15223-1:2021
* Pepakuis 0oBigkOBUX MaTepianis i BU3HadYeHb TepMiHiB o ctangapty 1ISO 7000:2019
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Glossario de simbolos

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Legenda dos simbolos

Simbolo Definicao Padrao
Qualquer cor rosal/vermelha ND
ASC Acido ascérbico ND
No Translation Available ND
[c [Rep] Representante autorizado na Comunidade ISO 15223-1:2021; 5.1.2"
Europeia/Unido Europeia
BACKGROUND Em segundo plano ND
Cédigos de barras ND
Cddigo de lote ISO 15223-1:2021; 5.1.5
Bilirrubina ND
f@\ Riscos biolégicos ISO 15223-1:2021; 5.4.1"
\\A’,
BLD Sangue ND
Calibrador ND

N
m

Marcacao CE de conformidade

IVDD 98/79/EC, Annex X

Numero do catalogo

ISO 15223-1:2021; 5.1.6"

f Atencao ISO 15223-1:2021; 5.4.4"
[cHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER | Marque a caixa adequada para cada ND
parametro de teste relatavel
Grafico de cores ND
Numero do grafico de cores ND
Area de compensacdo ND
Consulte as Instrugdes de uso ISO 15223-1:2021; 5.4.3'
Conteudo ND
Controle ISO 15223-1:2021; 5.5.2"
Reciclagem de papeldo ondulado ND
Perigo ND
Data ND

Data de fabricagéo

ISO 15223-1:2021; 5.1.3'

N&o empilhe mais de 4

ISO 7000:2019; 2403

EEI-%EE@)"%EI

INFORMATION FOR USA ONLY

Intervalo esperado ND
Filtro ND

Tampas flip-top ND

FOR RAPID DET NOF: Para a determinagéao rapida de: ND
GLU Glicose ND
Identificagédo ND
Informagdes somente para os EUA ND

ISO 15223-1:2021; 5.5.1"

IVD Diagndstico in vitro
Cetona ND
LEU Leucdcito ND
Made in China Fabricado na China ND
Fabricado na Alemanha ND
Fabricado no Irlanda ND
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Simbolo

Definicao

Padrao

Made in USA of US and Foreign Components

Fabricado nos EUA com componentes
americanos e estrangeiros

ND

N Fabricante ISO 15223-1:2021; 5.1.1"
Valor médio ND
[CONTROL -] Controle negativo ISO 15223-1:2021; 5.5.3"
NIT Nitrito ND
Células nucleadas por microlitro ND
Abra aquando do recebimento. Consulte ND
nas etiquetas do componente as condigbes
de armazenamento quando o produto
ndo esta em transito.
ﬁ Oriente a fita nesta diregao ND
Particulas por microlitro ND
Paciente ND
pH ND
Médico ND
Controle positivo ISO 15223-1:2021; 5.5.4"
ISO 15223-1:2021; 5.3.4"

4
« 9

(N
[N
[N

Proteja da umidade

Proteja de fontes de luz

ISO 15223-1:2021; 5.3.2"

s |

Proteina ND
Empurre para cima com ambos os ND
polegares para abrir
Conjunto de reagentes ND
ND

Hemacias por microlitro

Marca RoHS

SJ/T 11364-2014

Folha de dados de seguranca

ND

E!

Segundos

ND

Somente de uso Unico

ISO 15223-1:2021; 5.4.2"

#@@HE@EI@*

Densidade especifica ND
Limite de temperatura de armazenamento ISO 15223-1:2021; 5.3.7"
Folhas de resultados de teste ND
Fitas de teste ND
TT Este lado para cima ISO 7000:2019; 06232
Urobilino- génio ND
g Data de validade (AAAA-MM-DD ISO 15223-1:2021; 5.1.4"
ou AAAA-MM)
Use dentro de um prazo de até 30 ND
minutos apos a abertura
Aviso ND

1. ISO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements (EN 1ISO

15223-1:2021, Dispositivos médicos — Simbolos para utilizagdo com as informagdes a serem fornecidas pelo fabricante — Requisitos gerais).
2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols (EN ISO 7000:2019, Simbolos graficos para utilizagdo em equipamentos

— Simbolos registrados).
Historico de revisao
Revisao AB, 03/2019
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* Adicionar 15 numeros de catalogo, 40 simbolos e dois idiomas.
Revisao AC, 05/2020
* Adicionado o simbolo Fabricado no Irlanda
Revisao AD, 04/2023
* Revisao das referéncias e significados da norma ISO 15223-1:2021
* Revisao das referéncias e significados da norma ISO 7000:2019
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Danh muc ky hiéu

800-0074, 800-3014, 800-3103,
800-3104, 800-3202, 800-3203,
800-3213, 800-3219, 800-3236,
800-3517, 800-7005, 800-7007,
800-7204, 800-7211, 800-7212,
800-7217, 800-7702, 800-7703

Bang chu giai cac ky hiéu

Ky hiéu Pinh nghia Chuan
Moi sw hinh thanh mau hdng/dd Khéng ap dung
ASC Axit ascorbic Khéng ap dung
Phiéu xét nghiém Khdng ap dung

Co quan dai dién dwoc ty quyén tai Cong
dong Chau Au/Lién minh Chau Au

ISO 15223-1:2021; 5.1.2"

Nén Khdng ap dung

Ma vach Khéng ap dung
Ma 16 ISO 15223-1:2021; 5.1.5'
Bilirubin Khéng ap dung

.)\ Nguy co sinh hoc ISO 15223-1:2021; 5.4.1"
)Y

Mau Khéng ap dung
Chét hiéu chuén Khong ép dung

D4u tuan tha CE

IVDD 98/79/EC, Annex X

S6 danh muc

ISO 15223-1:2021; 5.1.6'

Théan trong

ISO 15223-1:2021; 5.4.4'

| CHECK APPROPRIATE BOX FOR EACH REPORTABLE TEST PARAMETER |

Chon 6 phu hop cho tirng théng s6
kiém tra cé thé bao cao

Khéng ap dung

Biéu dé mau Khdng ap dung
Sb biéu d6 mau Khdng ap dung
Vung bu mau Khéng ap dung
[ Tham khdo Hwéng dan st dung ISO 15223-1:2021; 5.4.3'
Thanh phan Khdng ap dung
Chét kiém chuan ISO 15223-1:2021; 5.5.2"
A Tai ché bia cac-tdbng dap song Khéng ap dung
cd
Nguy hiém Khéng ap dung
Ngay Khéng ap dung
g Khéng chdng cao hon 4 hop ISO 7000:2019; 2403*
(4]
[
Pham vi dy kién Khong ap dung
Bo loc Khéng ap dung
N&p lat phia trén Khéng ap dung

FOR RAPID DET ON OF:

Dbi v&i viec xac dinh nhanh:

Khéng ap dung

GLU

Glucose

Khéng ap dung

Pinh danh

Khéng ap dung

INFORMATION FOR USA ONLY

Théng tin chi danh cho Hoa Ky

Khéng ap dung

ISO 15223-1:2021; 5.5.1"

IVD Chén doan In Vitro

Xeton Khéng ap dung

LEU Bach ciu Khéng ap dung
Made in China San xuét tai Trung Quéc Khdng ap dung

Made in Germany

San xuét tai Bic

Khéng ap dung
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Ky hiéu Binh nghia Chuan
San xuét tai Ireland Khong ap dung

Made in USA of US and Foreign Components

San xuét & Hoa Ky, bao gom nhirng bo
phan do Hoa Ky va nwé&c ngoai san xuat

Khong ap dung

wl

Nha san xuét

ISO 15223-1:2021; 5.1.1"

Gia tri trung binh Khong ap dung
Chét kiém chuén am tinh ISO 15223-1:2021; 5.5.3'
NIT Nitrit Khong ap dung

NUCLEATED CELLS / uL

S té bao cé nhan trén mét microlit

Khéng ap dung

OPEN IMMEDIATELY

M@ khi nhén hang. Xem nhén thanh
phan dé biét cac dieu kién bdo quan
khi khéng van chuyén.

Khéng ap dung

Dat que thir theo hwdng nay

Khéng ap dung

PARTICLES / uL

S6 hat trén mot microlit

Khéng ap dung

Bénh nhan Khéng ap dung

pH Khéng ap dung

Bac si Khéng ap dung
Chét kiém chun duong tinh ISO 15223-1:2021; 5.5.4'

4
‘
‘l‘c «

Tranh hoi &m

ISO 15223-1:2021; 5.3.4'

12
.\

)

2
SN

Bao vé khadi ngudn anh sang

ISO 15223-1:2021; 5.3.2"

Protein

Khéng ap dung

Déy 1&n béng ca hai ngén cai d& mé&

Khéng ap dung

REAGENT SET

Bo thubc thir

Khéng ap dung

REC / L

S6 té bao hdng cau trén mot microlit

Khéng ap dung

Nhéan RoHS

SJ/T 11364-2014

Bang di¥ liéu an toan

Khéng ap dung

E!

Giay

Khéng ap dung

Chi str dung mét Ian

ISO 15223-1:2021; 5.4.2"

Trong lwgng riéng

Khéng ap dung

.@@@m@ll@a-

Gidi han nhiét do bao quan

ISO 15223-1:2021; 5.3.7"

Phiéu két qua xét nghiém Khéng ap dung
Que thir xét nghiém Khoéng ap dung
TT Mat nay hwéng lén trén ISO 7000:2019; 06232
Urobilinogen Khéng ap dung
g Han st dung (NNNN-TT-NN hodc NNNN-TT) ISO 15223-1:2021; 5.1.4"
St dung trong vong 30 phut sau khi mé Khdng ap dung
Canh bao Khong ap dung

1. 1SO 15223-1:2021. Medical devices. Symbols to be used with information to be supplied by the manufacturer — General requirements. (ISO

15223-1:2021,Thiét bi y t& — Cac ky hiéu dwoc siv dung cling véi thong tin do nha san xuét cung cip — Céc yéu ciu chung.)

2. ISO 7000:2019. Graphical symbols for use on equipment — Registered symbols (ISO 7000:2019, Ky hiéu béng hinh v& stv dung trén thiét bj — Ky

hiéu da dang ky.)
Lich str stra doi
Phién ban AB, 03/2019
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«  Thém 15 sb danh muc, 40 ky hiéu va hai ngén ngi.
Phién ban AC, 05/2020
« B sung ky hiéu San xuét tai Ireland
Phién ban AD, 04/2023
« Ban stra ddi cac tai liéu tham khao va dinh nghia cta ISO 15223-1:2021
« Ban stra ddi cac tai liéu tham khao va dinh nghia cla ISO 7000:2019
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Beckman Coulter Ireland Inc., Lismeehan,O’Callaghan’s Mills, Co. Clare, & /R =
Beckman Coulter do Brasil Com. e Imp. de Prod. de Lab. Ltda
Alameda Rio Negro, 500, 152 andar, Torre B Alphaville Industrial
CEP 06.454-00 Barueri, Sdo Paulo, Brasil
CNPJ: 42.160.812/0001-44 Telefone: 0800-771-8818
BEBGEEE. RV IX Y- -O-I)ILZ2—H% K&t

T 135-0063
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00O «bexmen Kynsrep», 109004 Mocksa, Poccus, yn. Cranucnasckoro, a. 21, ctp. 3.
Ten. +7 (495) 228 67 00, e-mail: beckman.ru@beckman.com

N Beckman Coulter Ireland Inc., Lismeehan, O’Callaghan’s Mills, Co. Clare, Ireland +(353) (0) 65 683 1100
www.beckmancoulter.com
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