@ A-K-FIX Blutgasentnahmesystem steril

PRODUKTBESCHREIBUNG
Blutgasentnahmesystem mit Luer-Verschlusskappe

Verwendungszweck: In-vitro-Diagnostikum zur arteriellen oder kapillaren Blutentnahme mit Gerinnungshemmer, Proben-

gefal zur Aufnahme und Abgabe von Blutproben aus dem menschlichen Kérper fiir anschlieRende
pH/Blutgas-, Oximetrie-, Elektrolyt- und Metabolit-Analysen

Fllvolumen: ~230 ul
Antikoagulans: ~100 I.U./ml Lithium-Heparin (balanciert)
Lagerbedingungen: 2 °C - 30 °C / trocken aufbewahren / vor Sonnenlicht schiitzen

ANWENDUNGSHINWEISE UND EINSCHRANKUNGEN

Die Anwendung des A-K-FIX darf nur durch geschultes medizinisches Personal erfolgen.

Beim Umgang mit biologischem Probenmaterial ist auf die Einhaltung der notwendigen gesetzlich vorgeschriebenen
Hygienevorschriften zu achten. Es kdnnen gefahrliche Krankheitserreger enthalten sein. Schutzhandschuhe, Schutz-
brille und geeignete Schutzkleidung miissen getragen werden. Infektionsgefahr!

Die Analyse soll unmittelbar nach der Probenentnahme durchgefiihrt werden. Wird die Probe vor der Vermessung

in der Kunststoff-Kapillare gelagert, kann es zur Sedimentation und zur Anderung der Messwerte kommen. Dies tritt
insbesondere bei Proben mit hohem Hamatokrit, extremen Messwerten, erh6htem Eigenmetabolismus sowie erhdhter
Temperatur ein!

Dieses Produkt ist fiir invasive Anwendungen nicht geeignet!

Beachten Sie bitte dazu die einschlagige Literatur.

Der A-K-FIX ist nur fiir den einmaligen Gebrauch bestimmt und muss nach Gebrauch ordnungsgemaR entsorgt werden.

BLUTPROBENENTNAHME
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. Sterilverpackung mit Hilfe der Aufreilaschen 6ffnen und Produkt unmittelbar verwenden.
. Einmalkandile 0,60 x 25 mm (23Gx1“) aufsetzen (siehe Zubehdr).
. Die Entscheidung Uber die Punktionsstelle und Durchfiihrung der Entnahme (inkl. Haut-Desinfektion) hat durch den

behandelnden Mediziner zu erfolgen.

. Punktion durchfiihren, das Kunststoff-Kapillarrohr filllt sich vollstandig mit Blut.

. Punktion beenden und Kaniile entfernen.

. Beigelegte Luer-Verschlusskappe aufsetzen.

. Die Probe sofort in das Analysegerat oder ins System ansaugen, dazu die hintere orange AUTOSTOP-Kappe

Iosen.

Weitere Informationen finden Sie in dem Bedienerhandbuch lhres Blutgas/ISE-Analysegerites.

ENTSORGUNG

A-K-FIX entsprechend der geltenden értlichen bzw. Laborbestimmungen entsorgen
(biologisch kontaminiert — Sondermdill!).

LITERATUR

IFCC

LApproved IFCC Recommendations on Whole Blood Sampling, Transport and Storage for Simultaneous
Determination of pH, Blood Gases and Electrolytes Eur J Clin Chem Clin Biochem. 1995 Apr;33(4):247-53.

AARC Clinical Practice Guideline “Blood Gas Analysis and Hemoximetry: 2013, published on July 30, 2013 as DOI:
10.4187/ respcare.02786

AARC Clinical Practice Guideline “Capillary Blood Gas Sampling for Neonatal & Pediatric Patients* - Respiratory
Care (Respir Care 2001;46(5):506-513)

AARC Clinical Practice Guideline “Sampling for Arterial Blood Gas Analysis” - Respiratory Care (Respir Care

1992;37:913-917)

@ A-K-FIX Blood Sampler for Blood Gas sterile

PRODUCT DESCRIPTION
Blood Sampler for Blood Gas with luer cap
Intended use: In vitro diagnostic medical device for arterial or capillary blood sampling containing an anticoagu-
lant, sample container for the collection and dispensing of human blood samples for subsequent
pH/blood gas, oximetry, electrolyte and metabolite analyses

Filling volume: ~230 pl

Anticoagulant: ~100 I.U./ml balanced lithium heparin

Storage conditions: 2 °C - 30 °C / store in a dry place / protect from sunlight

INSTRUCTIONS FOR USE AND RESTRICTIONS

The A-K-FIX may only be used by trained medical personnel.

Adhere to the legally applicable hygiene regulations when handling biological sample material. It may contain dange-
rous pathogens. Protective gloves, safety glasses and suitable protective clothing must be worn. Risk of infection!
The analysis should be carried out immediately after collecting the sample, If the sample is stored in the plastic capil-
lary before measurement, sedimentation may occur and this may affect the measured values. This is especially the
case for samples with high haematocrit levels, extreme measurement values, elevated auto-metabolism, or increased
temperature!

This product is not suitable for invasive applications!

Please refer to the relevant literature.

The A-K-FIX is are a Single use product an not suitable for reuse and must be properly disposed of after use.

BLOOD SAMPLE COLLECTION

1. Open the sterile packaging using the tear strip and use the product immediately.

2. Attach the single-use needle 0.60 x 25 mm (23Gx 1) (see accessories).

. Decisions relating to the puncture site and collection (including skin disinfection) should be made by the physician
carrying out the treatment.

. Perform the puncture; then allow the plastic capillary to fill completely with blood.

. .End the puncture and withdraw the needle .

. Attach the provided luer cap.

. Immediately aspirate the sample into the analysis device or system and unscrew the posterior orange AUTO-
STOP cap.
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You can find further information in the blood gas/ISE analysis device manual.

DISPOSAL

Dispose of the A-K-FIX in accordance with the applicable local or laboratory regulations (biological contaminated - hazar-
dous waste!!)

LITERATURE

IFCC “Approved IFCC Recommendations on Whole Blood Sampling, Transport and Storage for Simultaneous

Determination of pH, Blood Gases and Electrolytes” Eur J Clin Chem Clin Biochem. 1995 Apr;33(4):247-53.

AARC Clinical Practice Guideline “Blood Gas Analysis and Hemoximetry: 2013, published on July 30, 2013 as DOI:
10.4187/ respcare.02786

AARC Clinical Practice Guideline “Capillary Blood Gas Sampling for Neonatal & Pediatric Patients” - Respiratory
Care (Respir Care 2001;46(5):506-513)

AARC Clinical Practice Guideline “Sampling for Arterial Blood Gas Analysis” - Respiratory Care (Respir Care

1992;37:913-917)

@ Sistema de muestreo de gases en sangre A-K-FIX (estéril)

DESCRIPCION DEL PRODUCTO
Sistema de muestreo de gases en sangre con tapén Luer

Ambito de aplicacion:

Volumen de llenado:

Anticoagulante:

diagndstico in vitro para extraccion sanguinea arterial o capilar con anticoagulante,
recipiente para alojar y entregar muestras de sangre de cuerpos humanos para posteriores
andlisis de ph/gases en sangre, oximetrias, asi como andlisis de electrolitos y metabolitos
~230 pl

~100 I.U./ml heparina de litio (equilibrada)

Condiciones de almacenaje: 2 °C - 30 °C/ conservar en lugar seco / preservar de los rayos solares

INSTRUCCIONES DE USO Y LIMITACIONES

Solo el personal sanitario debidamente cualificado podra usar uso el sistema A-K-FIX.

Durante la manipulacion de muestras bioldgicas se respetaran los pertinentes reglamentos en materia de higiene.
Podrian contener agentes patdgenos peligrosos. Siempre se llevaran puestos los EPI prescriptivos, como guantes de
seguridad, gafas de seguridad y traje de seguridad. jPeligro de infeccion!

El andlisis se realizara siempre_inmediatamente después de tomar la muestra. Si la muestra se almacena antes de
dimensionar en el capilar de plastico, podria provocar una sedimentacion y podrian alterarse los valores de medicion.
Esto ocurre principalmente en muestras con una alta concentracion de hematocritos, valores de medicién extremos,
alto metabolismo propio, asi como temperatura elevada.

Este producto no es apto para aplicaciones invasivas.

Respete siempre la literatura pertinente en ese sentido.

El sistema A-K-FIX es de un solo uso y debe desecharse debidamente después de su uso.

EXTRACCION DE MUESTRAS DE SANGRE
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. Abra el envase esterilizado por las lengletas de apertura y utilice el producto inmediatamente.

. Coloque la aguja desechable 0,60 x 25 mm (23Gx1“) (ver accesorios).

. Elfacultativo decidira en qué punto se efectua la puncién y se realiza la extraccion (incl. la desinfeccion de la piel).

. Realice la puncion; el tubo capilar de plastico se llenara por completo con sangre.

. Finalice la puncion y retire la aguja.

. Coloque el tapdn Luer adjunto.

. La muestra debe introducirse inmediatamente en el aparato de analisis o el sistema; para ello se debe retirar

la caperuza de AUTOSTOP trasera, de color naranja

Encontrara mas informacion en el manual de uso de su equipo de muestreo de gases en sangre/de
andlisis ISE.

ELIMINACION DE DESECHOS

El sistema A-K-FIX se tiene que desechar siempre siguiendo las normativas locales o las ordenanzas del laboratorio en
cuestion (contaminacion biologica - residuos especiales).

REFERENCIAS

IFCC

«Approved IFCC Recommendations on Whole Blood Sampling, Transport and Storage for Simultaneous
Determination of pH, Blood Gases and Electrolytes» Eur J Clin Chem Clin Biochem. 1995 Apr;33(4):247-53.

AARC Clinical Practice Guideline «Blood Gas Analysis and Hemoximetry: 2013», published on July 30, 2013 as
DOI: 10.4187/ respcare.02786

AARC Clinical Practice Guideline «Capillary Blood Gas Sampling for Neonatal & Pediatric Patients» - Respiratory
Care (Respir Care 2001;46(5):506-513)

AARC Clinical Practice Guideline «Sampling for Arterial Blood Gas Analysis» - Respiratory Care (Respir Care

1992;37:913-917)

Systéme de prélévement sanguin stérile A-K-FIX

DESCRIPTION DU PRODUIT
Systéme de prélévement sanguin avec capuchon de fermeture Luer

Usage :

Dispositifs médicaux diagnostic in vitro pour le prélévement sanguin artériel ou capillaire avec
anticoagulant, récipient d'échantillon pour la prise et la remise d’échantillons sanguins du corps
humain pour des analyses consécutives de pH/de gaz dans le sang, d’'oxymétrie, d'électrolyte
et de métabolite

Volume de remplissage : ~ 230 pl

Anticoagulant :

~100 I.U./ml d’héparine de lithium (équilibré)

Conditions de stockage : 2 °C - 30 °C / conserver au sec / protéger de la lumiére du soleil

CONSIGNES D’UTILISATION ET RESTRICTIONS

L'A-K-FIX ne doit étre utilisé que par du personnel médical formé.

Il faut veiller a respecter les consignes d’hygiéne nécessaires prescrites par la loi lors de la manipulation de matériaux
d’échantillons biologiques. Ceux-ci peuvent contenir des agents pathogénes dangereux. Il faut porter des gants de
protection, des lunettes de protection et des vétements de protection adaptés. Risque d'infection !

L'analyse doit étre réalisée inmédiatement apres le prélévement de I'échantillon. Si I'échantillon est stocké dans le
tube capillaire en plastique avant d'étre mesuré, il peut se produire une sédimentation et une modification des valeurs
mesurées. Ceci se produit notamment dans le cas d’échantillons a hématocrite élevé, de valeurs de mesure extrémes,
de métabolisme propre accru et d'une température accrue !

Ce produit ne convient ne convient pas a des utilisations invasives !

Tenez compte a ce sujet de la bibliographie de référence.

L

A-K-FIX est uniquement destiné & un usage unique et doit étre éliminé dans les régles aprés usage.

PRELEVEMENT D’ECHANTILLONS SANGUINS
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. Ouvrir 'emballage stérile a I'aide des languettes d‘arrachage et utiliser le produit immédiatement.
. Poser par-dessus la canule a usage unique 0,60 x 25 mm (23Gx1“) (voir accessoires).
. La décision quant au point de ponction et a 'exécution du prélevement (y compris la désinfection de la peau) doit étre

prise par le médecin traitant.

. Effectuer la ponction, le tube capillaire en plastique se remplit complétement de sang.

. Terminer la ponction et retirer la canule.

. Poser par-dessus le capuchon de fermeture Luer joint.

. Aspirer I'échantillon immédiatement dans I'appareil d’analyse ou dans le systéme, détacher, a cet effet, le

capuchon AUTOSTOP orange a I'arriére.

Vous trouverez de plus amples informations dans le manuel de I'utilisateur de votre appareil d’analy-
se du gaz du sang/ISE.

ELIMINATION

Eliminer I'A-K-FIX conformément aux dispositions locales resp. de laboratoire correspondantes en vigueur (biologique-
ment contaminé — déchets spéciaux !).

BIBLIOGRAPHIE

IFCC “‘Approved IFCC Recommendations on Whole Blood Sampling, Transport and Storage for Simultaneous
Determination of pH, Blood Gases and Electrolytes” Eur J Clin Chem Clin Biochem. 1995 Apr;33(4):247-53.

AARC Clinical Practice Guideline “Blood Gas Analysis and Hemoximetry: 2013, published on July 30, 2013 as DOI:
10.4187/ respcare.02786

AARC Clinical Practice Guideline “Capillary Blood Gas Sampling for Neonatal & Pediatric Patients” - Respiratory
Care (Respir Care 2001;46(5):506-513)

AARC Clinical Practice Guideline “Sampling for Arterial Blood Gas Analysis” - Respiratory Care (Respir Care

1992;37:913-917)

@ Emogasanalizzatore A-K-FIX sterile

DESCRIZIONE DEL PRODOTTO
Emogasanalizzatore con tappo con sistema Luer Lock

Scopo:

Volume di riempimento:

Anticoagulanti:

Dispositivo medico-diagnostico in vitro per il prelievo di sangue arterioso o capillare con
anticoagulante, porta-campione per il prelievo e la consegna di campioni di sangue umano
per una successiva analisi del pH/gas ematici, analisi di ossimetria, elettroliti e metaboliti
~230 pl

~100 U.l./ml litio-eparina (bilanciati)

Condizioni di conservazione: 2 °C - 30 °C / conservare in luogo asciutto / proteggere dalla luce del sole

INDICAZIONI PER L‘UTILIZZO E LIMITAZIONI

L'uso del sistema A-K-FIX & consentito solo a personale medico formato.

Quando si maneggiano campioni biologici & necessario rispettare le disposizioni igieniche previste dalla legge. Questi
campioni possono contenere agenti patogeni pericolosi. E necessario indossare guanti, occhiali protettivi e abbiglia-
mento protettivo adeguato. Pericolo di infezione!

L‘analisi va eseguita subito dopo il prelievo del campione. Se il campione viene conservato nel capillare in plastica pri-
ma della misurazione, & possibile che si sedimenti e che i valori risultino alterati. Questo accade in particolare nel caso
di campioni con un ematocrito elevato, valori di misurazione estremi, aumento del metabolismo proprio e aumento
della temperatura.

Questo prodotto non ¢ adatto per l'uso invasivo!

Consultare la letteratura relativa.

sistema A-K-FIX & monouso e deve essere smaltito in modo corretto dopo I'utilizzo.

PRELIEVO DEL CAMPIONE DI SANGUE
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. Aprire la confezione sterile con I'aiuto della linguetta a strappo e utilizzare immediatamente il prodotto.
. Inserire 'ago monouso 0,60 x 25 mm (23 Gx1°) (vedere Accessori).
. Spetta al medico curante decidere la zona dell'iniezione e in che modo effettuare il prelievo (compresa la disinfezione

della pelle).

. Eseguire l'iniezione; il tubo capillare in plastica deve riempirsi completamente di sangue.

. Terminare l'iniezione ed estrarre I'ago.

. Inserire il tappo con sistema Luer Lock in dotazione.

. Inserire immediatamente il campione nell‘analizzatore o nel sistema, togliendo il tappo AUTOSTOP arancione

posteriore.

Per maggiori informazioni consultare il manuale d‘uso dell‘emogasanalizzatore/analizzatore ISE.

SMALTIMENTO

Smaltire il sistema A-K-FIX in base alle disposizioni di laboratorio o locali in vigore (rifiuti speciali, contaminanti biologici!).

LETTERATURA

IFCC

,Approved IFCC Recommendations on Whole Blood Sampling, Transport and Storage for Simultaneous
Determination of pH, Blood Gases and Electrolytes” Eur J Clin Chem Clin Biochem. 1995 Apr;33(4):247-53.

AARC Clinical Practice Guideline “Blood Gas Analysis and Hemoximetry: 2013, published on July 30, 2013 as DOI:
10.4187/ respcare.02786

AARC Clinical Practice Guideline “Capillary Blood Gas Sampling for Neonatal & Pediatric Patients” - Respiratory
Care (Respir Care 2001;46(5):506-513)

AARC Clinical Practice Guideline “Sampling for Arterial Blood Gas Analysis” - Respiratory Care (Respir Care

1992;37:913-917)

Dieses Produkt erfiillt die Anforderungen des deutschen Medizinprodukte-Geset-
zes (MPG) und der Europaischen Richtlinie 98/79/EG fir In-vitro-Diagnostika
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IVD

J/+30°C
+2°C

In-vitro-Diagnostikum

Nur zur einmaligen Probenentnahme. Nicht zur
Wiederverwendung oder Wiederaufbereitung geeignet

Lagerung bei 2 °C - 30 °C

STERILE | EO Sterilisiert durch Ethylenoxid

Vor Nasse schiitzen / trocken aufbewahren

Vor Hitze schiitzen / vor Sonnenlicht schiitzen

Hersteller:

SC - Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 — 51588 Niimbrecht — Germany
www.sanguis-counting.de/ifu/a-k-fix

sales@sanguis-counting.de

+49 229391290
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This product fulfils the requirements of the German Medical Devices Law and
European Directive 98/79/EC on in vitro diagnostic medical devices

C€

IVD

/H/+30°C
+2°C

STERILE | EO

In vitro diagnostic medical device

For single blood collection only. Do not reuse or refurbish.

Store at2 °C - 30 °C

Sterilised using ethylene oxide
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Store in a cool dry place
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Keep cool. Protect from sunlight
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Manufacturer:

SC - Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 — 51588 Niimbrecht — Germany
www.sanguis-counting.defifu/a-k-fix

sales@sanguis-counting.de

+49 229391290

E

Este producto cumple las especificaciones de la Ley Alemana de Productos
Sanitarios (MPG) y de la Directiva Europea 98/79/CE para diagnostico in vitro

C€

IVD

Jfﬁ’:ﬂ“c
+2°C

Diagnostico in vitro

Exclusivamente para una Unica toma de la muestra. No apto para
ser reutilizado ni reprocesado

Almacenaje de 2 °C a 30 °C

STERILE | EO Esterilizado con 6xido de etileno
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Preservar de la humedad / conservar en un lugar seco

-
<

Preservar del calor / de los rayos solares
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Fabricante:

SC - Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 — 51588 Niimbrecht — Germany
www.sanguis-counting.defifu/a-k-fix

sales@sanguis-counting.de

+49 2293 9129 0
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Ce produit remplit les exigences de la loi allemande sur les produits médicaux
(MPG) et de la directive européenne 98/79/CE pour les diagnostics in vitro

q

IVD

J/m"c
+2°C

Diagnostic in vitro

Seulement pour un prélevement d’échantillon unique. Ne convient pas a une
réutilisation ou une nouvelle préparation

Stockage a2 °C-30 °C

STERILE | EO Stérilisé a l'oxyde d’éthylene
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“

Protéger contre 'humidité / conserver au sec

-
<

Protéger contre la chaleur / protéger contre la lumiere du soleil
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Fabricant :

SC - Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Lochelchen 11 - 51588 Niimbrecht — Allemagne
www.sanguis-counting.defifu/a-k-fix

sales@sanguis-counting.de

+49 2293 9129 0

E

Questo prodotto soddisfa i requisiti della legge tedesca sui dispositivi medici
(Medizinproduktegesetz, MPG) e la direttiva europea 98/79/CE relativa ai dispo-
sitivi medico-diagnostici in vitro
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IVD

/ﬂ/ﬁw“c
+2°C

Dispositivo medico-diagnostico in vitro

Solo per il prelievo di un campione una tantum. Non adatto
per essere riutilizzato o trattato

Conservare a2 °C - 30 °C

STERILE | EO Sterilizzazione con ossido di etilene
T Proteggere dall'umidita / conservare in luogo asciutto
-
I Proteggere dal calore / proteggere dalla luce del sole
4\|\ 99 protegg

Produttore:

SC - Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 — 51588 Niimbrecht — Germany
www.sanguis-counting.defifu/a-k-fix

sales@sanguis-counting.de

+492293 91290

E0308 V6-20210921



Sistema de recolha de amostras de gases
sanguineos A-K-FIX estéril

DESCRIGCAO DO PRODUTO

Sistema de recolha de amostras de gases sanguineos com tampa de fecho Luer
Finalidade de utilizagdo: Dispositivo de diagnéstico in vitro para recolha de amostras de sangue arterial ou capilar
com anticoagulantes, recipiente de amostras para recegéo e colocacéo de amostras de
sangue do corpo humano para subsequentes analises de pH/gas no sangue, oximetria,
eletrélitos e metabdlitos

Volume de enchimento: ~230 pl

Anticoagulante: ~100 U.l/ml de heparina de litio (equilibrado)

Condigdes de armazenamento: 2 °C - 30 °C/guardar em local seco/proteger da luz do sol

INSTRUGOES DE UTILIZAGAO E RESTRIGOES

0O A-K-FIX s6 pode ser utilizado por pessoal médico formado.

Ao manusear material de amostras bioldgicas, devem ser observadas as normas de higiene necessarias prescritas
por lei. Podem conter agentes patogénicos perigosos. Devem ser usadas luvas de protegao, dculos de protegéo e
vestuario de protegéo adequado. Risco de infegéo!

Aandlise deve ser realizada jimediatamente apds a recolha da amostra. Se a amostra for armazenada no capilar de
plastico antes da medig&o, pode ocorrer sedimentagéo e os valores de medigdo podem mudar. Isto ocorre especi-
almente com amostras com elevado hematdcrito, valores de edi¢ao extremos, aumento do autometabolismo, bem
como aumento da temperatural

Este produto ndo é adequado para aplicagées invasivas!

Para o efeito, consulte por favor a literatura relevante.

O A-K-FIX destina-se apenas a uma unica utilizagao e deve ser eliminado corretamente apés a sua utilizagao.

RECOLHA DE AMOSTRA DE SANGUE

1. Abrir a embalagem esterilizada utilizando as tiras de abertura e utilizar o produto imediatamente.

2. Colocar canula descartavel 0,60 x 25 mm (23Gx1“) (ver acessorios).

. Adecis&o sobre o local da puncéo e a realizagao da recolha (incl. desinfe¢do da pele) deve ser tomada pelo médico
assistente.

. Realizar pungéo, o tubo capilar de plastico enche-se completamente de sangue.

. Concluir a puncéo e remover a canula.

. Colocar tampa Luer em anexo.

. Aspirar imediatamente a amostra para dentro do analisador ou sistema, soltando a tampa traseira laranja
AUTOSTOP.
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Para mais informagées, consulte o manual do utilizador do seu analisador de gases sanguineos/ISE
(elétrodo seletivo de ides).

ELIMINAGAO

Eliminar o A-K-FIX de acordo com os regulamentos locais ou de laboratério aplicaveis (contaminados biologicamente —
residuos especiais!).

LITERATURA

IFCC ,Approved IFCC Recommendations on Whole Blood Sampling, Transport and Storage for Simultaneous

Determination of pH, Blood Gases and Electrolytes® Eur J Clin Chem Clin Biochem. 1995 Apr;33(4):247-53.

AARC Clinical Practice Guideline ,Blood Gas Analysis and Hemoximetry: 2013", published on July 30, 2013 as DOI:
10.4187/ respcare.02786

AARC Clinical Practice Guideline ,Capillary Blood Gas Sampling for Neonatal & Pediatric Patients"” - Respiratory
Care (Respir Care 2001;46(5):506-513)

AARC Clinical Practice Guideline ,Sampling for Arterial Blood Gas Analysis* - Respiratory Care (Respir Care

1992;37:913-917)

Sistem de prelevare pentru pgazele din sange A-K-FIX
(steril)

DESCRIEREA PRODUSULUI
Sistem de prelevare pentru probele de gaze sangvine cu capac Luer-Lock

Utilizare prevazuta:

Volum de umplere:
Anticoagulant:

Conditii de depozitare:

Diagnostic in vitro pentru prelevarea sangelui arterial sau capilar cu anticoagulant, recipient de
prelevare a probelor pentru colectarea si livrarea probelor de sénge din corpul uman pentru
analize ulterioare de pH/gaze sangvine, oximetrie, electroliti si metaboliti

~230 pl

~100 U.l/ml litiu-heparina (echilibrata)

2°C-30°C/Ase pastra la loc uscat / A se feri de lumina soarelui

INSTRUCTIUNI DE UTILIZARE $1 RESTRICTII

Sistemul A-K-FIX poate fi utilizat numai de catre personalul medical calificat.

La manipularea probelor biologice, trebuie respectate normele de igiena necesare prevazute de lege. Pot fi prezenti
agenti patogeni periculosi. Trebuie purtate manusi de protectie, ochelari de protectie si imbracaminte de protectie
adecvata. Pericol de infectie!

Analiza trebuie efectuata imediat dupa prelevarea probei. Daca proba este depozitata in tubul capilar de plastic inainte
de masurare, poate avea loc procesul de sedimentare si valorile masurate se pot modifica. Acest lucru se intdmpla in
special in cazul probelor cu hematocrit ridicat, al valorilor masurate extreme, al auto-metabolismului crescut, precum si
al temperaturii ridicate!

Acest produs nu este destinat pentru aplicatii invazive!

Va rugam s& consultati literatura de specialitate relevanta.

Sistemul A-K-FIX este destinat unei singure utilizari si trebuie eliminat in mod corespunzator dupa utilizare.

Para o efeito, consulte por favor a literatura relevante.

O A-K-FIX destina-se apenas a uma unica utilizagdo e deve ser eliminado corretamente apés a sua utilizagdo.

PRELEVAREA PROBELOR DE SANGE
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. Deschideti ambalajul steril prin ruperea sigiliului si utilizati produsul imediat dup& desigilare.

. Fixati canula de unica folosinté 0,60 x 25 mm (23Gx1“) (a se vedea lista de accesorii).

. Decizia privind locul punctiei si executarea prelevarii (inclusiv dezinfectia pielii) trebuie luata de cétre medicul curant.
. Efectuati punctia, tubul capilar de plastic se umple complet cu sange.

. Incheiati punctia si indepartati canula.

. Fixati capacul Luer-Lock furnizat.

. Aspirati imediat proba in dispozitivul de analiza sau in sistem, desfacand capacul AUTOSTOP de culoare

portocalie din spate.

Pentru mai multe informatii, consultati manualul de utilizare al analizorului de gaze sangvine/ISE

ELIMINARE

Eliminati sistemul A-K-FIX in conformitate cu reglementérile locale sau de laborator aplicabile
(contaminat biologic — deseuri periculoase!).
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Kan gazi i¢in A-K-FIX kan ornekleyici steril

URON ACIKLAMASI
Luer kilit kapakli kan gazi numune alma sistemi

Kullanim amaci: Antikoagtilanli, akabinde pH/kan gazi, oksimetre, elektrolit ve metabolit analiz islemleri igin insan vii-
cudundan alinan kan érneklerinin alinmasi ve iletimi i¢in numune kabina sahip arteriyel veya kapiller
kan numunesi almaya iligkin in-vitro tibbi tani cihazi

Dolum hacmi: ~230 pl

Antikoagilan: ~100 I.U./ml Lityum-Heparin (dengeli)

Saklama kosullart:

2°C - 30 °C/ kuru yerde saklayin / glines 1s1gindan koruyun

KULLANMA TALIMATLARI VE KISITLAMALAR

A-K-FIX, sadece egitimli tibbi personel tarafindan kullanilabilir.

Biyolojik numune materyaline iliskin olarak dnceden belirtilmis yasal hijyen kurallarina uyulmasina dikkat edilmelidir.
Tehlikeli patojenler bulunabilir. Koruyucu eldivenler, koruyucu gozliikler ve uygun giysiler kullaniimalidir. Enfeksiyon
tehlikesi vardir!

Analiz, dogrudan numune alimindan sonra yapilmalidir. Olgme isleminden énce numunenin plastik kapiller igerisin-
de saklanmasi, ¢okelme ve 6lglim degerlerinde degismeye neden olabilir. Bu durum ézellikle yiiksek hematokrit,
olagandis! 6iclim degerleri, 6z metabolizma artisi ile sicaklik artisi olan numunelerde meydana gelir!

Bu drlin invazif uygulamalara uygun degildir!

Bunun igin ilgili literattirt dikkate aliniz.

A-K-FIX, sadece tek seferlik kullanim amaciyla tasarlanmis olup kullanildiktan sonra usuliine uygun sekilde imha
edilmelidir.

KAN ORNEGi ALMA
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. Steril ambalaji gek ag pargasi yardimiyla agin ve Griinii dogrudan kullanin.

. 0,60 x 25 mm (23Gx1") boyutundaki tek kullanimlik kantilleri yerlestirin (bkz. Aksesuar).

. Tedaviyi yapan hekim, numune alma prosediiriine ve igne yapilacak yere (cilt dezenfeksiyonu dahil) karar vermelidir.
. 18ne yapildiktan sonra plastik kapiller tiiptinii tamamen kanla doldurun.

. 1Gne yapma islemini sonlandirin ve kaniilii gikartin.

. EKli luer kilitli kapagdr yerlestirin.

. Numuneyi hemen analiz cihazina veya sistemin igerisine alin, bunun igin arka taraftaki turuncu renkteki

otomatik durdurma kapagini sokiin.

Diger bilgileri kan gazi/ISE analiz cihazinin kullanim kilavuzunda bulabilirsiniz.

iMHA

A-K-FIX sistemini, yasal veya laboratuvar kurallarina uygun sekilde imha edin (biyolojik olarak kontamine edilmistir ve
tehlikeli atik niteligindedir!).

LITERATUR
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+Approved IFCC Recommendations on Whole Blood Sampling, Transport and Storage for Simultaneous
Determination of pH, Blood Gases and Electrolytes* Eur J Clin Chem Clin Biochem. 1995 Apr;33(4):247-53.

AARC Clinical Practice Guideline “Blood Gas Analysis and Hemoximetry: 2013, published on July 30, 2013 as DOI:
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1992;37:913-917)

MpobootT6opHuk kpou A-K-FIX ons rasoB KpoBu
CTepUIibHbIN

OMUCAHUE U3OENUA
CucTema B3STUS KPOBY [i71st aHan3a rasoB ¢ konnaJkom-3armyLukoii Mioapa

HasHauenme: AvarHocTuka in vitro, 3abop apTepuansHoii UK KanUANSpHON KPoBY B NPoBUpKy ¢
aHTUKOArynsHTOM Ans NOMeLLEHNs U NepeHoca Npob KpoBM Yenoseka Ans nocneayioLero
aHanuaa pH / ra3oB KpoBM, M3MePEHNst yPOBHS KUCNIOPOAA B KPOBM, aHaNM3a Ha SNeKTPonnTbl 1
MeTabonuTl

BmectumocTs: ~230 mKn

AHTUKOArYNSHT: ~100 y.e./mMn, nuTuit-renapuH (c6anaHcMpoBaHHbIi)

YcnoBus XpaHeHus:

2°C ... 30 °C/ xpaHuTb B CyXOM MecTe / 3alLuiLaTh OT BO3AEHACTBUS COMHEYHOTO CBETA

YKA3AHUA NO NPUMEHEHUIO U OTPAHUYEHUA

Cucrema A-K-FIX pomxkHa ucnonb3oBaThest TONbKO 06y4EeHHBIM MEANepCcoHanom.

[Mpu oBpatueHum ¢ Gronoruyeckum matepuanom npob creayeT cobnoaats CaHUTapHbIE NpaBuna, NPeAnMcaHHbIe
3aKoHogaTenbCTBOM. B Matepuane moryT cofepkaTbest Bo3byauTeny onacHbix 6onesHeit. Cnegyet ncnonb3osatb
3aLLMTHBIE NepYaTky, 3aLLUUTHBIE O4KM 1 MOLXOASILLYHO 3aLUMTHYt0 ofexay. OnacHocTb 3apaxeHus!

AHarnu3 JomxKeH BbINONHSATLCS cpady nocre otbopa npobbl. Ecnu xpaHuTb Npoby A0 aHanuaa B NNacTUKOBOM
kanunnsipe, BO3MOXHa CeMMEHTaLMS, 13-3a Yero pesynbTaThbl aHanuaa 6yayT HeTOUYHbIMU. OTO 0COBEHHO aKTyanbHO
Ansi Npo0 ¢ BbICOKMM reMaToKPUTOM, NPy SKCTPEMaribHbIX NokasaTensix, NoBbILEHHOM METabonname, a Takke npu
MOBbILLEHHOM TemnepaType!

[laHHoe 13aenve He NpeaHasHayYeHo Anst MHBA3WBHOTO MPUMeHeHMs!

CM. akTyanbHyto NuUTepaTypy o 3Toii Teme.

Cucrema A-K-FIX siBnsieTcs ogHopa3oBoii. Mocre ncnonb3oBaHus ee criedyeT yTUnnaupoBaTh Hagnexalum obpasom.

B3ATUE KPOBU HA AHATIN3

1.
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OTKprTb CTepUnbHY0 yNnakoBKy, B3ABLUNCH 3a NPeAYyCMOTPEHHbIE ANA 3TOro Nonocku, U cpasdy ncnonb3oBaTb
u3nenve.

. Hapetb ogHopasosyto kartonto 0,60 x 25 Mm (23Gx1") (cM. npuHaanexHoCTH).
. PelueHve o mecTe nyHKLuM 1 NpoBeaeHM 3abopa (B TOM Yncre OTHOCUTENBHO JE3VH(EKLMM KOXI) MPUHMMAETCS

nevalum Bpadyom.

. BbInonHuTb nyHKumto. MnacTukosas kanunnsipHas Tpybka NOMHOCTBIO 3aMONHNTCS KPOBbIO.

. 3aBepLUMThb NYHKLWMIO M YAANNUTb KaHIONHO.

. HapeTb konnadok-3arnyLuky Jliospa u3 komnnekTa.

. Cpasy BBecT\ Npoby B aHanM3aTop Unu cuctemy, Ans 3Toro ocnabutb opaHxeBbin konnavok <ABTOCTOMN» ¢

06paTHOM CTOPOHBI.

[ononHuTenbHy UHOPMALIMIO MOXHO HaliTH B PyKOBOACTBE NO JKCNIyaTaumm aHanu3aropa
ra3oB KpoBw / NOHOCENEKTUBHOIO aHanu3aropa.

YTUNU3ALUA

Cuctemy A-K-FIX cnegyeT yTunuanpoBaTb B COOTBETCTBUM C AEMCTBYHOLMMM MECTHBIMW NPeANUCaHUAMU UK
nabopaTopHOi MHCTPYKLMeN (Bronornyecki 3arpsi3HeHHbIe MaTepuanbl — creluanbHble 0TXoAb!).
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A-K-FIX gnsa 3abopy npo06 rasiB KpoBi cTepunbHa

onuc NPOAOYKTY
Cwvctema ans 3abopy KpoBi Ans [OCHIZKEHHS ra3iB kpoBi 3 koBnaykom Jlyepa

Mera 3actocyBaHHs: Bupi6 ans 3abopy apTepianbHoi abo kaninspHoi KpoBi 3 aHTUKOArynsHTOM Anst AiarHOCTMKY in

vitro, npobBipka ans npuitomy, 36epiraHHs i nepegavi 3paskis kpoBi 3 Tina NAWHN ANs NPOBELEHHS!
nofanblunx aHanisie pH / rasie kpoBi, OkcUMeTpii, aHanisis enexkTponitis Ta Metabonitis

06‘eM HanoBHeHHs: ~ 230 MKn

AHTHKOA TYNAHTU:

YMoBy 36epiraHHs:

~100 I.U./ml Lithium-Heparin (FenapuHaT-niTito) (36anaHcoBaHmit)

2°C-30 °C/ 6epertv Big BONOMY / He JONycKaTW NONaAaHHs COHSIYHOTO CBITNa

BKA3IBKM NO 3ACTOCYBAHHIO | OBMEXEHHA

BukopucToByeatn A-K-FIX Moxe nuwe ksanicpikoBaHuit MeAUYHMIA NepcoHan.

[Mpu poboTi 3i 3paskom BionorivHoro MaTepiany HeobXiaHO 4OTPUMYBATUCS FiFiEHIYHNX NPaBWI, BCTAHOBNEHNX
3aKoHOM. BiH Moxe MicTuTH HeGeaneuHi 36yaHUKM xBopo®. HeobXiAHO HOCUTI 3aXUCHI pyKaBUYKM, 3aXWCHI OKYMspU Ta
BIANOBIHMIA 3aXVCHMIA ogsr. Hebesneka sapaxeHHs!

AHania cnig npoBoauTy Bipasy nicnsi 3abopy 3paska. AKLLo 3pa3ok 3bepiraeTbCst Nepes NPOBEAEHHAM aHaniy y
nnacTMacoBOMy Kaninsipi, Moxe BUHUKATM OCifaHHsl, @ TakoX MOXYTb 3MIHUTUCS BUMIpIOBaHi 3Ha4eHHsl. 3okpema Lie
BMHMKAE y 3pa3kax 3 MiABULLEHUM reMaToKPUTOM, FPaHUYHUMU BUMIDIOBAHUMM 3HAYEHHSIMM, MiABULLEHUM BNACHUM
MeTaboniavom Ta nifBuLEeHol TemMnepaTtypoto!

Lleit Bupi6 He npuaaTHUiA Anst iH'ekwii!

3BepHiTbCS 3 LibOro Np1BoAY A0 BignoBiaHOI nitepaTypu.

A-K-FIX npusHayeHa nuiie Ans 0AHOPa30BOro BUKOPUCTAHHS i MiCns BUKOPUCTaHHs i NOTPIBHO yTUni3yBaTy 3rifHo 3i
BCTaHOBMEHVMM NPpaBUnamy.

3ABIP 3PA3KIB KPOBI
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. Binkpwitte cTepunbHy ynakoBKy 3a AOMOMOTOK0 BAPMBHIX S3MYKIB i Bigpasy BUKopUCTaiiTe BUpI6.
. Mpvkpinite opHopa3sosy kaHtonto 0,60 x 25 Mm (23Gx1*) (avB. KoMnnekTyioui BUPObK).
. PilweHHs npo BKA Ta nocnigoBHIiCTb 3MiACHEHHS 3a60py KPOBI (BKIOYaUM Ae3iHGEKLO LLKipK)

MOBWHEH NpUitMaTL nikap.

. 3pobiTb NyHKLjto, NnacTMacosa kaninspHa Tpybka NOBHICTIO HANOBHIOETLCS KPOB'H0.

. 3aKiHYiTb NYHKLiO | BUTATHITE KaHHOMH0.

. HapiHbTe koBnayok Jlyepa, Lo foAaETbCS.

. HerainHo B6epiTh 3pa3ok y BUpiG Ans aHanisy abo B cucTemy, 3HABILM ANS LIbOro NoMapaH4eBuil KOBMa4YoK

AUTOSTOP, wo 3HaxoauTLCA no3aay.

NopatkoBy iHchopMaLito MOXHa 3HaNTH B 30ipHUKY iHCTPYKLIiM [0 Baloro BUpoOy Ans 3a6opy KpoBi
AnA JocnipKeHHs rasis kposi / BupoOy ans aHanisy ISE).

YTUNI3ALIA

Yrunisyite A-K-FIX'y BignosigHocTi 3 fitounmu miceBumu abo nabopatopHumu npasunamu
(6ionoriuHo 3abpyaHeHi - HebeaneuHi Bigxoau!).
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Este produto cumpre os requisitos da lei alema de Dispositivos Médicos (MPG)
e da Diretiva Europeia 98/79/CE para diagndsticos in vitro
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J/+30°C
+2°C

STERILE | EO

Diagnostico in vitro

Apenas para recolha de amostra Unica. Nao adequado para reutilizagdo ou
reciclagem

Armazenamentoa 2 °C - 30 °C

Esterilizado através de 6xido de etileno

Proteger da humidade/guardar em local seco

Proteger do calor/da luz solar

Fabricante:

SC - Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 — 51588 Niimbrecht — Germany
www.sanguis-counting.de/ifu/a-k-fix

sales@sanguis-counting.de

+49 229391290
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Acest produs respecta cerintele Legii privind dispozitivele medicale (MPG) si ale
Directivei europene 98/79/CE privind dispozitivele medicale pentru diagnostic in vitro

C€
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/H/+30°C
+2°C

Diagnostic in vitro

Destinat prelevarii unei singure probe.
Nu este adecvat pentru reutilizare sau reprelucrare

Depozitare la temperaturi cuprinse intre 2 °C si 30 °C

STERILE | EO Sterilizat cu oxid de etilena
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A se feri de umezeala / A se pastra la loc uscat
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A se feri de caldura / A se feri de lumina soarelui
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Producétor:

SC — Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 - 51588 Niimbrecht — Germania
www.sanguis-counting.defifu/a-k-fix

sales@sanguis-counting.de

+49 229391290
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Bu Uriin, Aimanya Tibbi Cihazlar Yasasi (MPG) ve in-vitro tibbi tani cihazlarina iligkin
98/79/AB sayili Avrupa Birligi Direktifi gerekliliklerini karsilamaktadir
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Jfﬁ’:ﬂ“c
+2°C

in-vitro tibbi tani cihazi

Sadece tek kullanimlik numune alimina yoneliktir. Yeniden
Kullanima veya yeniden islemeye uygun degildir

2 °C - 30 °C'de saklayin

STERILE | EO Etilenoksit kullanilarak sterilize edilmistir
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Nemden koruyun / kuru yerde saklayin

-
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Isidan koruyun / giines 1s1gindan koruyun
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Uretici:

SC - Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 — 51588 Niimbrecht — Almanya
www.sanguis-counting.defifu/a-k-fix

sales@sanguis-counting.de

+49 2293 9129 0
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[laHHoe n3fenve cooTBeTCTBYET TpeBoBaHUsM 3akoHa 'epmanun 06 nsnennsx
MeanLmHekoro HasHaveHnst (MPG) n EBponetickoit aupekTusbl 98/79/EC no
MELMLMHCKAM U3AENUSIM 4nS AUarHoCTvkM in vitro.
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[lns gmarHocTukw in vitro

[ns pa3oBoro B3ATUSA I'Ip06bl. HenpuroaHo 415 NOBTOPHOTO UCMOMb30BAHNS UMk
BOCCTaHOBNEHUA

XpaHeHue npu Temnepatype 2 °C ... 30 °C

STERILE | EO CTepunm3oBaHo OKUCbIO 3TUNEHa
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3alyywaTh OT CbIpoCTH / XpaHUTb B CyXOM MecTe

-
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3alyyLaTh OT BbICOKUX TEMMepaTyp / 3alupLLaTh OT CONHEYHOrO CBeTa
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lpov3soanTens:

SC — Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 — 51588 Niimbrecht — F'epmanms
www.sanguis-counting.defifu/a-k-fix

sales@sanguis-counting.de

+4922939129 0
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[laHwit Bupib BignoBigae BuMoram 3akoHy npo MeaunyHi npopyktn (MPG) i
€Bponelickkin anpekTvgi 98/79/€C wono meanyHux 3acobis 4N1s AiarHOCTMKY in vitro
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Bupib gns giarHocTuky in vitro

Tinbku Anst oaHopa3oBoro 3abopy npo6. He npuaHayeHo Ans NOBTOPHOMO
3acTocyBaHHsi abo BTOPUHHOI nepepobkm

36epiratvt npu Temnepatypi Big 2 °C o 30 °C

STERILE | EO Crepuni3oBaHO eTUNEHOKCHAOM
T 36epiratin B cyxomy MicLii / 6eperty Big Bonoru
-
//|\\ 36epirati Ha Bigaani Big mkepen Tenna / He fLomyckaTy nonagaHHst COHSIYHOTO CBiTNa
=

Bupo6Huk:

SC - Sanguis Counting Kontrollblutherstellungs- und Vertriebs GmbH
Im Léchelchen 11 — 51588 Nimbrecht — Himeuunra
www.sanguis-counting.defifu/a-k-fix

sales@sanguis-counting.de

+492293 91290

E0308 V6-20210921



