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m KAN GAZI ANALIZi ICiN SIRINGA KULLANIM TALIMATI

Uriin Tipi
Kan Gazi Analizi i¢in Siringa Hipodermik igne
Luer 3 parga Siringa 22G ) . ===
2 ml (= E—
R o

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis kan gazi analizi igin siringalar, kanin aspirasyonu amaci ile kullanilir. Siringalar
oncelikle insanlarda kullanim igindir.

Kan gazi analizi igin siringalar, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Tek kullanimhk steril Kan Gazi Analizi igin Siringalar enjeksiyon amagli olmayip, kan gazi analizinde kullanilacak kanin hipodermik igne
kullanilarak alinmasi saglar. Antikoagiilan Lityum Heparin emdirilmis selliloz plaka igerir. Antikoagiilan kanin pihtilasmasini énler.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen

Conta izopren kauguk, Lateks icermez

Antikoagilan 80 IU Kuru Li- Heparin plaka

Kapak PP — Polipropilen

Hipodermik igne Paslanmaz Celik, $5304, PP — Polipropilen

Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

D}] Kullanma Talimati

e Ambalaji ok isareti ile gbsterilen agma yerinden siyirarak aginiz.

e Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol ediniz

Urlin ambalaji siringa ve igneyi birlikte igerir.

Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.

Siringa silindir Gizerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.

e ignenin koruyucu kapagini ¢ikarmadan, igneyi siringa ucuna dogru iterek ve saat ydniinde gevirerek siringa ve igneyi birbirine sikica
sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

e Kan drnegi alindiktan sonra, siringadaki hava kabarciklarini bir gazli bez yardimliyla bosaltin ve kapagi hemen kapatin.

Havanin alinmasindan sonra, kanla heparinin karismasi igin siringayi kendi etrafinda geviriniz.

CLSI'in tavsiyelerine goére, kan alma ve analiz yapma arasindaki slire oda sicakliginda 30 dakikayr gegmemelidir.

Analizden 6nce, siringadaki 6li bosluk bir damla kanin bir pede akitilmasi yoluyla disari atilmalidir.

e PR.A65 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta popllasyonu igin belirlenmis sinirlama yoktur.
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Hedeflenen Kullanicilar
Saglik personeli
Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN 1SO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik capli baglanti elemanlari — Boliim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Kan gazi analizi, hastalarin solunum ve metabolik durumlari hakkinda pH, karbondioksit (pCO2) ve oksijen (pO2) olglimlerinin yani sira
elektrolitler, laktat ve hemoglobin ol¢limleriyle bilgi saglar. Kan Gazi Analiz Siringalari, gaz analizinde kullanilacak kanin alinmasi igin kullanihr.
icerdigi antikoagiilan kanin pihtilasmasini énler. Siringaya, yaklasik 80 IU kuru elektrolit dengeli heparin (domuz bagirsak mukozasi) ile 8nceden
heparin uygulanmistir. Uriin raf émrii 2 yildir.

Kontrendikasyon

Kan gazi siringalari birden fazla hastada kullanilmaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya yeniden
sterilizasyon yapilamaz. Belirtilen kullanim amaci diginda kullaniimak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha ediniz.

A Uyarilar

Ambalaji hasar gormus veya agilmigsa Grtint kullanmayin.

Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.

Birim ambalaja basilan son kullanma tarihinden sonra Griini kullanmayin.

e  Kullanmadan 6nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

e Urtinu kullandiktan sonra, tibbi atik olarak imha edin.

e Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini onlemek igin igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve
bilinen/bilinmeyen baska hastaliklara yol agabilir.

e  Steril ambalaj agildiktan hemen sonra kullanilmazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, tiriinii kullanmayin.

e Uriintn tekrar kullaniimasi enfeksiyonlara, capraz kontaminasyona ve sepsise neden olabilir.

e  Kan alma ve analiz yapma arasindaki belirtilen sicaklik ve siireye uygun calisin.

e  Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapiimalidir.

Hipodermik igne Konfigiirasyonlar

igne Konfigiirasyonlar

Olgii 22G
Renk Siyah
igne Uzunlugu 11/4”

Depolama Kosullari

e 2-32°C ortam sicakliginda muhafaza ediniz.

e Dogrudan gilines 1si8indan ve nemli ortamdan koruyun.
e  Kutuyu ok yoninde yerlestirerek muhafaza edin.

e  Ust iiste en fazla bes koli koyularak muhafaza edin.

e Uriintn raf 8mrii 2 yildir.
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Uretici Firma

Kirillgan. dikkatli tutun

Uretim Tarihi

Gulnes i1s1gindan uzak tutun

Son Kullanma Tarihi

Kuru tutun

Lot Numarasi

=

Dikey olarak hareket ettir

REF Katalog numarasi /ﬂ/‘ Sicaklik siniri (2-32°C)
80%
MD Tibbi Cihaz @ Nem sinirlamasi (%20 — %80)
20%,
- Paket hasarliysa kullanmayin ve
ubI Benzersiz cihaz tanimlayici kullanim talimatlarina bakin

Birlesik Krallik'taki sorumlu personel

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize edilmistir

Lateks icermez

Tekrar sterilize etmeyin

Pirojenik olmayan

Tekli steril bariyer sistemi

Cxige @

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

-----

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

>

Dikkat

ilgili tim Avrupa Tibbi Cihaz

Birlesik Krallik Tibbi Cihaz Regulasyon

Direktiflerinin/Avrupa Mevzuatinin UK gerekliliklerini karsilamaya yonelik
c € gerekliliklerini kargilamaya yonelik isaret | CR isaret
2m97 Altta gériintiilenen numara Onaylanmis 0086 Altta goriintiilenen numara Onaylanmis
Kurulus Numarasidir Kurulus numarasidir.
Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tiirkiye

Tel: 0212 622 04 00
www.setmedikal.com.tr
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@ SYRINGE FOR BLOOD GAS ANALYSIS INSTRUCTION FOR USE

Product Type

Syinges for Blood Gas Analysis Hypodermic Needle

Luer 3 pieces Syringe 22G ) . =]
2ml | - S— l:

Intended Use

Syinges for Blood Gas Analysis are made of empty, sterile and disposable plastic materials, are used by end users for the blood aspiration. The
syringes are primarily for human use.

Syinges for Blood Gas Analysis are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

Sterile single use syringes for Blood Gas Analysis are not intended for injection, but are used to withdraw blood to be used in gas analysis by
using a hypodermic needle. It contains the anticoagulant lithium Heparin cellulose plate. The anticoagulant prevents the blood coagulation.

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, 55304, PP — Polypropylene

Anticoagulant 80 IU Dry Li-Heparin Plate

Cap PP — Polipropilen

Packaging Medical grade paper and transparent film for EtO (individually blister packed)

Elﬂ Instruction for Use

e  Open the package by peeling it from the place marked by the arrow.

e  Visually inspect that the content of package is complete and the package is undamaged.

e The product packaging includes the syringe and needle together.

e During priming, hold the syringe with one hand and the needle with the other.

e  Make sure that the grading lines on the syringe cylinder are legible.

e  Without removing the protective cap of the needle, firmly fix the syringe and needle together by pushing the needle towards the
syringe tip and turning it clockwise.

e  Carefully remove the needle's protective cap without damaging the needle.

e  After sampling, immediately evacuate air bubbles from the syringe on to a gauze swab and close the cap. If liquid is to be injected
into the body with a syringe; draw the required amount of liquid into the syringe.

e After removal of air rotate the syringe around itself to homogenize blood and heparin.

e  According to the recommendations from CLSI, the time between drawing blood and performing analysis should not exceed 30
minutes at room temperature.

e  Before analysis, the dead space in the syringe must be expelled by flushing a drop of blood into a pad.

e The electronic version of PR.A97 Instruction for use is available at www.setmedikal.com.tr

Intended Patient Population

There is no limitation for the patient population.
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Intended User
Healthcare personnel
Device Description Intended for Use With The Device

Suitable for use with connectors "EN ISO 80369-7 Small diameter connectors for liquids and gases in healthcare applications - Part 7:
Connectors for intravenous or hypodermic applications".

Indications

Blood gas analysis provides information about patients' respiratory and metabolic status, with measurements of pH, carbon dioxide

(pCO2) and oxygen (p02), as well as electrolytes, lactate and hemoglobin. Syinges for Blood Gas Analysis are used to collect blood to be used in
gas analysis. The anticoagulant it contains prevents blood from clotting. The syringe was pre-treated with approximately 80 U of dry
electrolytebalanced heparin (porcine intestinal mucosa). The product shelf life is 2 years.

Contraindications

Syinges for Blood Gas Analysis should not be used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or resterilization is not possible. It is not intended for use other than its stated intended use. Dispose of as medical
waste after use.

A Cautions

e Do not use the product if the package is damaged.

e Visually inspect that the content of package is complete and the package is undamaged.

e Do not use the product after the expiration date printed on the primary packaging.

e  Before use, check that the hypodermic needle is not blocked and the flow is not obstructed.

After injection or aspiration, dispose of the product as medical waste.

The product is for single use only. It cannot be reused or re-sterilized.

e Do not touch the needle tip to prevent contamination/ needle sticks. Skin puncture with a contaminated needle may result in serious
iliness such as hepatitis, AIDS and known/unknown diseases.

e If the sterile packaging is not used immediately after openning, there is a risk of contamination. Product sterility cannot be
maintained, do not use the product.

e Reuse of the product may cause infections, cross-contamination and sepsis.

e Work within the specified temperature and time between blood collection and analysis.

e If any serious incident occurs, it should be reported to the manufacturer and the competent authority.

Hypodermic Needle Configurations

Needle Configurations

Gauge 22G
Color Black
Needle Length 11/4”

Storage Conditions

e  Store at an ambient temperature of 2-32°C.

e  Keep it away from direct sunlight and moist environment.

e Place and keep the box in the direction of arrow.

e Do not place more than 5 successive boxes on the top of each other.
e The shelf life of product is 2 years.



% SET MEDQiH3aL

KAN GAZI ANALIZI iGiN SIRINGA KULLANIM TALIMATI/ SYRINGE FOR
BLOOD GAS ANALYSIS INSTRUCTION FOR USE

Dok./Doc.No: PR.A65 Tarih/Date: 9.09.2024 Rev.No:7

Description of Symbols Used

Sayfa No/Page No: 7 /25

d Manufacturer ! Fragile. Handle with care
e
dl Date of manufacture “ZL"\'" Keep away from sunlight
B
g Use-by date T Keep dry
LOT Batch code |I Move vertically
REF Catalogue number /ﬂ/‘ Temperature limit 2-32°C
80%
MD Medical device @ Humidity limitation (20% — 80%)
20%,
D . .
UDI Unique device identifier o not l.Jse if pa.ckage is damaged and
consult instruction for use

Responsible Person in the United
Kingdom

Do not reuse

Sterilized using ethylene oxide

Latex free

Do not resterilize

Non-pyrogenic

Single sterile barrier system

EX(@@@

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

-----

Single sterile barrier system with
protective packaging outside

Caution

Marking for meeting the requirements of
all relevant European Medical Device
Directives/European Legislation The
number displayed on the bottom is the
Notified Body Number

ox >

0086

Marking for meeting the requirements
of UK Medical Device Regulation

The number displayed on the bottom is
the Approved Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tiirkiye

Tel: 0212 622 04 00
www.setmedikal.com.tr
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E INSTRUCCIONES DE USO DE LA JERINGA PARA ANALISIS DE GASES EN SANGRE

Tipo de Producto

Jeringa para Andlisis de Gases | Aguja Hipodérmica

en Sangre

Jeringa de 3 piezas con Punta 22G i ‘ =]
Luer =i - R

2 ml |

Propdsito del Uso

Las jeringas vacias, estériles y desechables para analisis de gases en la sangre, hechas de materiales plasticos se utilizan para la aspiracion de la

sangre. Las jeringas son principalmente para uso en humanos.

Las jeringas para andlisis de gases en sangre son adecuadas para su uso con conectores de punta Luer que cumplen con el estandar EN ISO

80369-7.

Las jeringas estériles desechables para analisis de gases en la sangre no son para fines de inyeccidn, sino que permiten recolectar sangre para
el andlisis de gases en la sangre mediante una aguja hipodérmica. Contiene una placa de celulosa impregnada de Heparina de Litio

Anticoagulante. El anticoagulante evita que la sangre se coagule.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno

Empaquetadura Caucho isopreno, no contiene latex

Anticoagulante Placa seca de Li-Heparina de 80 Ul

Tapa PP — Polipropileno

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

Material de embalaje Papel médico y pelicula transparente apta para la esterilizacién con EO
(paquete de una sola unidad)

Dﬂ Instrucciones de Uso

e  Despegue el embalaje del lugar marcado por la flecha.

e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.
e El embalaje del producto contiene una jeringa y una aguja.

e  Durante la preparacion, sostenga la jeringa con una mano y la aguja con la otra.

e Aseglrese de que las lineas de graduacion del cilindro de la jeringa sean legibles.

e  Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girdndola en sentido horario sin quitar la tapa

protectora de la aguja.
e  Retire con cuidado la tapa protectora de la aguja sin daiar la aguja.

e Después de la extraccion de la muestra de sangre, quite las burbujas de aire de la jeringa con un pafio gasa y cierre la tapa

inmediatamente.
e Después de quitar el aire, gire la jeringa sobre si misma para mezclar la sangre y la heparina.

e Segun las recomendaciones del CLSI, el tiempo entre la extraccién de sangre y el analisis no debe exceder los 30 minutos a

temperatura ambiente.
e  Antes del andlisis, se debe eliminar el espacio vacio en la jeringa transfiriendo una gota de sangre a un pano de gasa.
e  Puede acceder a la versidn electrdnica de las Instrucciones de uso de PR. A65 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

No existen limitaciones establecidas para la poblacién de pacientes.
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Usuarios Objetivos

Personales de salud
Descripcion del dispositivo previsto para su uso con el dispositivo

Adecuado para su uso con conectores de conexidon “EN I1SO 80369-7 Conexiones de diametro pequefio para liquidos y gases en aplicaciones
sanitarias — Seccion 7: Conexiones para aplicaciones intravenosas o hipodérmicas”.

Indicacién

El andlisis de gases en la sangre proporciona informacién sobre el estado respiratorio y metabdlico de los pacientes mediante mediciones de
pH, didxido de carbono (pCO2) y oxigeno (p02), asi como mediciones de electrolitos, lactato y hemoglobina. Las jeringas para andlisis de gases
en la sangre se utilizan para recolectar sangre que se utilizara en el andlisis de gases. El anticoagulante evita que la sangre se coagule. La jeringa
esta previamente heparinizada con aproximadamente 80 Ul de heparina seca equilibrada con electrolitos (mucosa intestinal de cerdo). La vida
util del producto es de 2 afios.

Contraindicacion

Las jeringas para gases en sangre no se utilizan en mas de un paciente. El producto se puede utilizar una sola vez en estado estéril con un solo
paciente. No es posible la limpieza o re esterilizacién. No estd disefiado para usarse fuera del uso previsto especificado. Después de su uso,
deseche el producto como residuo médico.

& Advertencias

e No utilice el producto si su embalaje estd dafiado o abierto.

e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.

e No utilice el producto después de la fecha de vencimiento impresa en el embalaje unitario.

e  Antes de usar, compruebe que la aguja hipodérmica no esté ocluida y que el flujo no esté bloqueado.

Después de la inyeccion o aspiracion, deseche el producto como residuo médico.

El producto es desechable y no puede reutilizarse, reaplicarse ni reesterilizarse.

No toque la aguja para evitar el riesgo del pinchazo y la contaminacion. La penetracién de una aguja contaminada en la piel puede

provocar hepatitis, SIDA y otras enfermedades conocidas o desconocidas.

e Si el embalaje estéril no se utiliza inmediatamente después de abrirlo, existe el riesgo de contaminacién. No se puede mantener la
esterilidad del producto; no utilice el producto.

e Llareutilizacion del producto puede provocar infecciones, contaminacion cruzada y septicemia.

e  Sise produce un caso adverso grave, se debera notificar al fabricante y a la autoridad competente.

e Las jeringas estériles estan disefiadas para usarse sin esperar después del llenado, por lo tanto, no conserve el medicamento por
largo tiempo.

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 22G

Color Negro

Longitudes de la

Aguja 11/4

Condiciones de Almacenamiento

e  Almacenar a una temperatura ambiente entre 2-32°C.

e Proteja de la luz solar directa y del ambiente humedo.

e  Coloque y mantenga la caja en la direccion de la flecha.

e No coloque mas de Cinco cajas sucesivas una encima de la otra.
e lavida util del producto es de 2 afios.
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Fabricante

Ha

Fragil. Tratar con cuidado

Fecha de produccion

'
oS

\/
i

Mantener alejado de la luz solar

Fecha de vencimiento

-
-

Mantener seco

Cddigo de lote

—
—

Mover verticalmente

Numero de catalogo

d
3

Limite de temperatura entre (2-32°C)

Dispositivo médico

gm
]
®

N
2
o

Limitacion de humedad (20% — 80%) /

No lo use si el embalaje esta dafado y ver sus

UDI Identificador de dispositivo Unico . .
instrucciones de uso
m@ Persona responsable en el Reino Unido No reutilizar
e Esterilizado con éxido de etileno No contiene latex

No re esterilizar

No pirogénico

Sistema de barrera estéril Gnico

EX(@@@

elFU Indicator

Consultar instrucciones de uso o consulte las
instrucciones de uso via electrénica

==

.....

El sistema de barrera estéril inico con embalaje
protector exterior

>

Atencién

Marcado para cumplir con los requisitos de todas

las Directivas/Reglamentos Europeos de
Dispositivos Médicos pertinentes.

El nimero que se muestra a continuacion es el
Numero del Organismo Notificado.

sNC
SDA

Marcado para cumplir los requisitos del
Reglamento sobre productos sanitarios del
Reino Unido

El nimero que se muestra a continuacién es
el Nimero del Organismo Notificado

Lugar de Produccién

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Estambul, Turquia

Tel: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE POUR ANALYSE DU GAZ DU SANG

Type de produit

Seringue pour I'analyse du gaz du Aiguille hypodermique
sang artériel

Seringue Luer 3 pieces 22G ) & —

2 ml i

But d’utilisation

Les seringues vides, stérilisées, a usage unique, fabriquées en plastique et destinées a I'analyse du gaz du sang artériel sont utilisées pour le
prélevement du sang. Elles sont essentiellement destinées a I'usage chez les hommes.

Les seringues destinées a I'analyse du gaz du sang artériel sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme
EN ISO 80369-7.

Les seringues a usage unique pour I'analyse du gaz du sang artériel ne sont pas adaptées a l'injection, elles permettent le préléevement du sang
qui fera I'objet d’analyse du gaz du sang artériel, a I'aide de I'aiguille hypodermique. Elles contiennent une plaque cellulosique imbibée
d’Héparine de Lithium comme anticoagulant. L’anticoagulant empéche la coagulation du sang.

Composants du produit

Nom de la piéce Matiere premiére

Cylindre PP — Polypropyléne

Piston PE — Polyéthyléne

Joint Caoutchouc isopréne, sans latex

Anticoagulant Plaque séche d’Héparine de Lithium 80 IU

Capuchon PP — Polypropyléne

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléne

Matériau d’emballage Papier médical adapté a la stérilisation par EO et film transparent (paquet unitaire a une piece)

[E] Consignes d’utilisation

e Quvrir I'emballage a I'’endroit d’ouverture marquée du signe de fleche.

o Vérifier visuellement si le contenu de I’emballage est complet et si I'emballage n’est pas endommagé.

e L’emballage du produit contient la seringue et I'aiguille.

e Pendant la préparation, tenir par une main la seringue et l'aiguille par I'autre.

e S’assurer que les traits de graduation figurant sur le cylindre de la seringue sont bien lisibles.

e Pousser l'aiguille vers le bout de la seringue sans enlever le capuchon protecteur de I'aiguille et fixer fermement la seringue et I'aiguille
I’'une a I'autre en la tournant dans le sens de I'aiguille d’horloge.

e Enlever attentivement le capuchon protecteur de |'aiguille sans endommager celle-ci.

e Apres le prélevement du sang, éliminer les bulles d’air contenues dans la seringue a I'aide d’'une compresse de gaze et refermer
immédiatement le capuchon.

e Apres la purge d’air, tourner la seringue autour de son axe pour le mélange du sang et I’héparine.

e Selon les recommandations de I'Institut CLSI, I'écart de temps entre le préléevement du sang et I'accomplissement de 'analyse a la
température ambiante ne doit pas dépasser 30 minutes.

e Avant I'analyse, I'espace mort se trouvant dans la seringue doit étre éliminé en faisant couler une goutte de sang sur une serviette
hygiénique.

e Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A65, sur le site web suivant : www.setmedikal.com.tr.

Population de patients visée

Il n’y a pas de limitation fixée pour la population de patients.
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Utilisateurs visés

Personnel médical
Définition des éléments visés pour I'utilisation avec I’appareil

L’appareil est adapté pour l'usage avec : « EN ISO 80369-7 Raccords de petite taille pour liquides et gaz utilisés dans le domaine de la santé —
Partie 7 : Connecteurs pour les applications intraveineuses ou hypodermiques ».

Indication

L’analyse du gaz du sang artériel permet d’obtenir des informations sur I'état respiratoire et métabolique des patients en mesurant le pH, le
dioxyde de carbone (pCO2) et I'oxygene (p02), ainsi que les électrolytes, le lactate et I’'hémoglobine. Les seringues pour I'analyse du gaz du
sang artériel servent a prélever du sang qui fera I'objet d’analyse du gaz du sang artériel. L’anticoagulant qu’elles contiennent empéche la
coagulation du sang. La seringue est préalablement traitée par héparine avec environ 80 Ul d’héparine seche équilibrée en électrolytes
(muqueuse intestinale de porc). La durée de conservation du produit est de 2 ans.

Contre-indication

La seringue pour I'analyse du gaz du sang artériel n’est pas utilisée sur plus d’un patient. Le produit ne peut étre utilisé qu’une fois seule en
état stérilisé sur un seul patient. On ne peut procéder au nettoyage ou stérilisation a nouveau. Le produit n’est pas congu pour étre utilisé dans
un but en dehors de celui auquel il est destiné. Aprés I'utilisation, éliminer le produit a titre de déchet médical.

A Remarques

e  Sil’'emballage est endommagé ou ouvert, ne pas utiliser le produit.

o Vérifier visuellement si le contenu de I'emballage est complet et si I'emballage n’est pas endommagé.

e Ne pas utiliser le produit apres la date d’expiration marquée sur I’'emballage unitaire.

Avant I'utilisation, vérifier si I'aiguille hypodermique n’est pas bouchée et le coulage du fluide n’est pas empéché.

Apreés |'utilisation, éliminer le produit a titre de déchet médical.

e Le produit est destiné a I'utilisation unique, il ne peut étre réutilisé ni stérilisé a nouveau.

e Pour éviter le risque de piqure ou contamination, ne pas toucher I'aiguille. La piqure d’une aiguille contaminée dans la peau peut
provoquer I'hépatite, SIDA et d’autres maladies connues ou inconnues.

e  Sile produit n’est pas immédiatement utilisé aussitét aprés I'ouverture de 'emballage stérilisé, il y a risque de contamination. La
stérilisation du produit ne peut étre protégée, ne pas utiliser le produit.

e Laréutilisation du produit peut donner lieu aux infections, contaminations croisées et septicémies.

e Respecter la température et I’écart de temps entre le prélevement du sang et I'accomplissement de I'analyse.

e Siun fait sérieux défavorable survient, le fabricant et I'autorité compétente doivent en étre informés.

Configurations de I'aiguille hypodermique

Configuration de I'aiguille
Dimension 22G

Couleur Noir

Longueur de

. 11/4”
I'aiguille

Conditions de stockage

e Conserver les produits dans un endroit ou la température ambiante est comprise entre 2 et 32°C.

e Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.
e  Stocker les produits en plagant les paquets selon le sens de la fleche.

e Placer I'un sur I'autre cinqg colis au plus.

e Ladurée d’expiration du produit est de 2 ans.
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Fabricant

Ha

Fragile, tenir attentivement

Date de fabrication

<
S

\/
i

Tenir écarté des rayons solaires

Date d’expiration

-
-

Tenir sec

Numéro de lot

—
—

Faire bouger en état vertical

Numéro de catalogue

4
3

Limite de la température ambiante
(entre 2 et 32°C)

Appareil médical

]
®

&),

N
15
=

Limites d’humidité (20% - 80%)

Identifiant unique de I'appareil

Ne pas utiliser si le paquet est
endommagé et voir les consignes
d’utilisation

Personne responsable au Royaume-Uni

Ne pas réutiliser

Stérilisé en utilisant de 'oxyde
d’éthyléne

Ne contient pas de latex

Ne pas stériliser a nouveau

Non pyrogéne

Systeme de barriére stérilisée simple

EX(@@ @

elFU Indicator

Voir les consignes d’utilisation ou
consulter la notice d’utilisation
électronique.

-----

.....

Systéme de barriére stérilisée simple
muni d’emballage protecteur a
I'extérieur

>

Attention

T

Signe justifiant la conformité a toutes les
nécessités des Directives / Réglementation
européennes pertinentes relatives aux
appareils médicaux.

Le numéro figurant en bas est le numéro
de constitution approuvé.

Marquage pour répondre aux
exigences du reglement du Royaume-
Uni sur les dispositifs médicaux

Le numéro figurant en bas est le
numéro de constitution approuvé.

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turquie

Tél.: 0212 622 04 00
Web : www.setmedikal.com.tr
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E GEBRAUCHSANWEISUNG FUR DEN GEBRAUCH DER BLUTGASANALYSE-SPRITZE

Produkttyp
Spritze fiir die Blutgasanalyse Hypodermische Nadel
Luer 3 teilige Spritze 22G 1 ‘ s
2ml T I ;
=
Verwendungszweck

Die fiir die Blutgasanalyse bestimmten leeren, sterilen Einwegspritzen aus Kunststoff werden zum Zweck der Blutaspiration verwendet. Die
Spritzen sind hauptsachlich fur die Anwendung am Menschen bestimmt.

Die fur die Blutgasanalyse bestimmten Spritzen sind fir die Verwendung mit Luer-Anschlussverbindern gemaf Norm EN ISO 80369-7 geeignet.
Die fur die Blutgasanalyse bestimmten Einwegspritzen sind nicht fiir Injektionszwecke bestimmt und ermdglichen die Abnahme des bei der
Blutgasanalyse eingesetzten Blutes mittels einer hypodermischen Nadel. Das Produkt enthalt eine mit dem gerinnungshemmenden Lithium-
Heparin impragnierten Zelluloseplatte. Antikoagulans verhindert die Blutgerinnung.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen
Dichtung Isopren Kautschuk, frei von Latex
Antikoagulans 80 IU Kuru Li- Heparin-Platte
Kappe PP — Polypropylen
Hypodermische Nadel Edelstahl, S5304, PP — Polypropylen
Verpackungsmaterial Fiir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)
Gebrauchsanweisung

(T3]

e  Offnen Sie die Verpackung, indem Sie sie an der durch das Pfeilzeichen gekennzeichneten Offnung abziehen.

Prifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

Die Produktverpackung enthalt eine Spritze zusammen mit einer Nadel.

e  Halten Sie wahrend der Vorbereitung die Spritze in einer Hand und die Nadel in der anderen Hand.

e  Stellen Sie sicher, dass die Skala auf dem Zylinder der Spritze lesbar ist.

e Bevor Sie die Schutzkappe der Nadel entfernen, befestigen Sie die Spritze und die Nadel miteinander, indem Sie die Nadel in Richtung
der Spritzenspitze driicken und im Uhrzeigersinn drehen.

e Entfernen Sie die Nadelschutzkappe vorsichtig, ohne die Nadel zu beschadigen.

o Nach Abnahme der Blutprobe die Luftblasen in der Spritze mit Gaze beseitigen und den umgehend die Kappe aufsetzen.

e Nachdem Sie die Luft beseitigt haben, drehen Sie die Spritze um sich selbst, um das Blut und Heparin zu vermischen.

e GemalR den Empfehlungen von CLSI sollte die Dauer zwischen der Blutabnahme und der Durchfiihrung der Analyse bei
Raumtemperatur 30 Minuten nicht Gberschreiten.

e Vor der Analyse muss der Totraum in der Spritze beseitig werden, indem ein Tropfen Blut auf einen Tupfer aufgetragen wird.

e Die elektronische Version der PR.A65 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

Patientenzielgruppe

Es bestehen keine Einschrankungen fiir die Patientenpopulation.
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Benutzerzielgruppe
Gesundheitspersonal
Definition des Gerats, das zur Verwendung mit dem Gerat vorgesehen ist

Geeignet fur die Verwendung mit ,EN ISO 80369-7 Anschlisse mit kleinem Durchmesser fiir Flissigkeiten und Gase fiir Anwendungen im
Gesundheitswesen — Teil 7: Anschlisse fiir intravenése oder hypodermische Anwendungen®.

Indikation

Die Blutgasanalyse liefert durch Messungen von pH-Wert, Kohlendioxid (pCO2) und Sauerstoff (pO2) sowie Elektrolyten, Laktat und
Hamoglobin Informationen lber den Atmungs- und Stoffwechselstatus des Patienten. Die fiir die Blutgasanalyse bestimmten Spritzen werden
zur Abnahme von Blut fiir die Gasanalyse verwendet. Das darin enthaltene Antikoagulans verhindert die Blutgerinnung. Die Spritze ist mit
ungefahr 80 IE elektrolytkompensiertem Trockenheparin (Schweinedarmschleimhaut) vorheparinisiert. Die Haltbarkeit des Produkts betragt 2
Jahre.

Kontraindikation

Spritzen fir die Blutgasanalyse diirfen nicht bei mehr als einem Patienten verwendet werden. Das Produkt kann bei nur einem Patienten
einmalig in sterilem Zustand Verwendung finden. Eine Reinigung bzw. erneute Sterilisierung ist ausgeschlossen. Das Produkt ist nicht fir einen
anderen als den angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

A Hinweise

e Benutzen Sie das Produkt nicht, wenn die Verpackung beschadigt oder gedffnet ist.

e Priifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e Verwenden Sie das Produkt nicht nach dem auf der Einzelverpackung aufgedruckten Verfallsdatum.

o Uberpriifen Sie vor dem Gebrauch, dass die hypodermische Nadel nicht verstopft und der Durchfluss nicht blockiert ist.

Entsorgen Sie das Produkt nach dem Gebrauch als medizinischen Abfall.

Das Produkt ist ein Einwegprodukt und kann nicht wiederverwendet, wiederaufbereitet oder erneut sterilisiert werden.

e Um einer Stech- und Kontaminationsgefahr vorzubeugen, die Nadel nicht berlihren. Das Einstechen einer kontaminierten Nadel in die
Haut kann zu Hepatitis, AIDS und bekannten / unbekannten Krankheiten fiihren.

e Wird die sterile Verpackung geoffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitat kann
nicht aufrechterhalten werden. Das Produkt nicht verwenden.

e Die Wiederverwendung des Produkts kann zu Infektionen, Kreuzkontaminationen und Sepsis fiihren.

e Die vorgeschriebene Temperatur und Dauer zwischen der Blutabnahme und der Durchfiihrung der Analyse unbedingt einhalten.

e Bei schwerwiegenden unerwiinschten Vorfallen miissen der Hersteller und die zustandige Behorde benachrichtigt werden.

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 22G
Farbe Schwarz
Nadellange 11/4”

Lagerbedingungen

e  Bei Umgebungstemperatur zwischen 2 — 32 °C lagern.

e  Vor direkter Sonneneinstrahlung und feuchter Umgebung schiitzen.
Die Packung in Pfeilrichtung lagern.

Maximal fiinf Kartons libereinander lagern.

e Die Haltbarkeit des Produkts betragt 2 Jahre.
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Hersteller

Ha

Zerbrechlich. Vorsichtig halten

Produktionsdatum

/1

N

Vor Sonneneinstrahlung schiitzen

Verfalldatum

-
.
-
™ a
-

Trocken halten

Lot-Nummer

=)

Vertikal bewegen

REF Katalognummer /ﬂf Max. Lagertemperatur (2-32 °C)
80%
M D Medical Device (Medizinprodukt) @ Feuchtigkeitsbegrenzung (20% —80%) /
20%,
uUDI Eindeutige Produktidentifizierung Nicht Yel"wenden, wenn Packung
beschadigt

Verantwortliche Person im Vereinigten
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

Enthalt kein Latex

Nicht erneut sterilisieren

Pyrogenfrei

Einfaches Sterilbarrieresystem

E X(@@@

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

-----

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

>

Achtung

Kennzeichnung der Erfiillung der
Anforderungen aller betreffenden
europaischen Medizinproduktrichtlinien /
europaischen Gesetze

Die unten angezeigte Nummer ist die
Nummer der benannten Stelle

Kennzeichnung zur Erfillung der
Anforderungen der
Medizinprodukteverordnung des
Vereinigten Koénigreichs
Die unten angezeigte Nummer ist die
Nummer der benannten Stelle

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul - Tirkei

Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLA SIRINGA PER EMOGASANALISI

Tipo Prodotto

Siringa per emogasanalisi Ago Ipodermico
Siringa con attacco luer 3 parti 22G ] ‘ =S5
2 ml = =)

S|

Finalita di Uso

Le siringhe per emogasanalisi vuote, sterili e monouso, fatte dai materiali plastici, vengono usate per I'aspirazione del sangue. Le siringhe, in
primo luogo, sono destinate all’'uso umano.

Le siringhe per emogasanalisi sono adatte all’'uso con connettori ad attacco luer in modo conforme allo standard EN 1SO 80369-7.

Le Siringhe Sterili e Monouso per Emogasanalisi non sono destinate all’uso di iniezione e provvedono al prelievo del sangue attraverso I'ago
ipodermico in modo tale da usarlo nell’emogasanalisi. Contiene la piastra cellulosa anticoagulante litio eparina. L’anticoagulante impedisce la
formazione di coaguli nel sangue.

Composizioni del Prodotto

Componente Materia Prima

Cilindro PP — Polipropilene

Pistone PE — Polietilene

Guarnizione Gomma isoprene, senza lattice

Anticoagulante 80 IU li-eparina liofilizzata

Tappo PP — Polipropilene

Ago ipodermico Acciaio inox, 55304, PP — Polipropilene

Materiale di confezione Carta medicale e film trasparente adatto alla sterilizzazione con EO
(confezione singola in blister)

EE] Istruzioni di Uso

e  Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.

e  Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e lLaconfezione del prodotto contiene la siringa e I'ago.

e  Durante la preparazione tenere la siringa in una mano e I'ago nell’altra.

e Assicurarsi che la scala graduata sul cilindro della siringa sia ben leggibile.

e  Fissare saldamente I'ago alla siringa spingendolo verso la punta della siringa e ruotando in senso orario senza rimuovere il cappuccio
protettivo dell’ago.

e  Rimuovere attentamente il cappuccio protettivo dell’ago senza danneggiare I'ago.

e Dopo aver prelevato il campione di sangue, svuotare le bolle d’aria presenti nella siringa attraverso una garza e chiudere subito il
tappo.

e Dopo aver rimosso I'aria, ruotare la siringa intorno a sé per far miscelare il sangue con I'eparina.

e A seconda delle raccomandazioni del CLSI, il tempo tra il prelievo di sangue e I'esecuzione dell’analisi non va superato i 30 minuti a
temperatura ambiente.

e  Prima dell’analisi, espellere lo spazio morto dalla siringa con la fuoriuscita di una goccia di sangue su una garza.

e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A65 sull’indirizzo www.setmedikal.com.tr.

Popolazione target di pazienti

Non é prevista alcuna limitazione per la popolazione pazienti.
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Utenti target
Personale sanitario
Descrizione del dispositivo destinato all’uso insieme al dispositivo

E adatto all’uso con i connettori di collegamento “EN 1SO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle
applicazioni del servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

L’emogasanalisi fornisce informazioni circa le condizioni respiratorie e metaboliche dei pazienti attraverso le misurazioni di elettroliti, lattato,
emoglobina oltre alle misurazioni di pH, anidride carbonica (pCO2) e ossigeno (p02). Le siringhe per emogasanalisi vengono utilizzate per il
prelievo di sangue da utilizzare nell’emogasanalisi. Il coagulante contenente impedisce la formazione di coaguli nel sangue. La siringa & pre-
eparinata con circa 80 IU di eparina liofilizzata e bilanciata con gli elettroliti (mucosa intestinale del maiale). La vita da scaffale e di 2 anni.

Controindicazione

Le siringhe per emogasanalisi non possono essere utilizzate su pil pazienti. Il prodotto puo essere utilizzato solo una volta per ciascun paziente
ed in condizioni sterili. Non e consentita la pulizia o la risterilizzazione. Non & stata progettata per uso diverso da quanto indicato. Dopo I'uso
smaltire come il rifiuto sanitario.

A Avvertenze

o Non utilizzare il prodotto se la confezione risulta danneggiata o aperta.

e Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e Non utilizzare il prodotto dopo la scadenza indicata sulla confezione singola.

e Prima dell’'uso verificare che I’ago ipodermico non sia otturato e il flusso non sia bloccato.

e Smaltire il prodotto come rifiuto sanitario dopo l'uso.

Il prodotto & monouso e non puo essere riutilizzato né risterilizzato.

Non maneggiare I'ago per evitare il rischio di puntura e di contaminazione. La puntura accidentale da ago contaminato
potrebbe provocare epatite, AIDS ed altre malattie conosciute/non conosciute.

Se la confezione sterile non venisse usata appena dopo I'apertura costituirebbe il rischio di contaminazione, in quanto la
sterilita del prodotto non mantiene, non usare il prodotto.

Il riutilizzo del prodotto potrebbe provocare infezioni, contaminazioni crociate e sepsi.

e Rispettare la temperatura e il tempo indicato tra il prelievo di sangue e I'esecuzione dell’analisi.

e Qualora si verifichi un grave incidente, la circostanza va comunicata all’azienda produttrice e all’autorita competente.

Configurazioni dell’ago ipodermico

Configurazioni dell’ago
Misura 22G
Colore Nero

Lunghezza ago 11/4”
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Condizioni di stoccaggio

Conservare a temperatura di ambiente tra 2-32°C.
Tenere lontano dai raggi solari diretti e dall’'umidita.

Non posizionare pil di 5 contenitori I’'uno sull’altro.
La vita da scaffale del prodotto & di 2 anni.

Glossario dei Simboli Utilizzati

Conservare la confezione posizionandola in direzione della freccia.
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Azienda Produttrice

Ha

Fragile! Maneggiare con cura

Data di Produzione

il
~
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Tenere lontano dai raggi solari

Data di Scadenza

.
.

-
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Mantenere asciutto

Numero Lotto

=)

Trasportare in direzione verticale

Numero Catalogo

4
3

Limite di temperatura (2-32°C)

Dispositivo Medico

2
x

),

N
S
=

Limite di umidita (20% — 80%) /

L'identificazione unica dei dispositivi

Se la confezione & danneggiata non
utilizzarla e consultare le istruzioni di
uso.

Persona responsabile nel Regno Unito

Non riutilizzare

e el Sterilizzato con ossido di etilene

Senza lattice

Non risterilizzare

Non Pirogenico

Sistema di barriera sterile singola

EX(@@ @

elFU Indicator

Consultare le istruzioni di uso o
rivolgersi all’istruzione di uso digitale.

-----

Q Unico sistema di barriera sterile con
' ! . . .
S & I'imballaggio protettivo esterno

>

Attenzione

Marcatura che dichiara la soddisfazione i
requisiti di tutti i Regolamenti Europei
c Pertinenti sui Dispositivi

Medici/Normativa Europea. |l numero di
cui sotto si intende del Numero dell’Ente
Accreditato.

Marcatura per soddisfare i requisiti
della normativa sui dispositivi medici
del Regno Unito

I numero di cui sotto si intende del
Numero dell’Ente Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turchia

Tel: 0212 622 04 00
www.setmedikal.com.tr
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m MHCTPYKUUA NO UCMNOJIb3OBAHUIO LLUNPULEB ANA UCCNEAOBAHUA TA30B KPOBU

Tun nspgenus

LWnpuy ana nccneposaHua rasos Urna ana noaKoXHbIX

KpoBu MHDbEKL U

Wnpuy, Slyep 3-KOMNOHEHTHbI 22G i - s
2mn == - & |

Llenb ncnonbsoBaHusa

MycTble cTepuibHble 04HOPA30BbIe WNPULLbI ANA UCCNef0BaHUA ra30B KPOBU, U3rOTaBAMBaEMble U3 MIACTUKOBbLIX MaTePUaANOB, UCNONb3YIOTCA
ANA B3ATUA KPOBU. LUHpVILI,bI npeaHasHa4yeHbl npeXxae Bcero gnAa ncnos1ib3oBaHMA B OTHOLWEHUN OpraHM3ma 4yesnoBeKa.

Wnpuubl 4nA nccnenoBaHWA ra3os KPOBWM NPUTrOAHbI ANA UCNONb30BaHUA C HAKOHeYHMKamu «Jlyep» B cooTBeTcTBUM ¢ EN I1SO 80369-7.
OpHOpa3oBble CTepubHble WNPULbLI ANA UCCAeA0BaHWA ra3oB KPOBM MpefHasHayeHbl He ANA WMHbEKUMA, a ANA B3ATUA KPOBWM Ha
nccnefoBaHMe rasoB KPOBU C MOMOLLBIO UMbl A1A NOAKOXKHbIX UHBEKLUMIA. AHTUKOAryNAHT COAEPKUT LLENNHONO3HYIO NIACTUHY, NPOMNUTAHHYHO
NUTUIA-renapuHom. AHTUKOArynaHT NnpeAoTBpallaeT CBepTbiBaHNE KPOBU.

KomnoHeHTbl U3genua

HassaHue getanu CbipbeBoi maTepuan

Unnuuap MM - noavnponunexH

MopweHb M3 - nonnatnnexH

Mpoknapka M3onpeHoBbIV KayyyK, 6e3 natekca
AHTUKOArynaHT MnactuHa ¢ cyxum nutnin-renapmHom 80 ME
Konna4yok MM - noavnponunexH

Urna ana nogKoKHbIX
. Heprkasetowaa crtanb, SS304, MMM - noannponuneH
UHDbEKLUMit

Martepuan ynakoBku MeguumHcKan bymara ¢ Npo3payHoi NAeHKoM, npurogHan ans

crepunmsaumm EO (MHAMBUAYaNbHAA YNaKOBKa)

E]E] MHCTPYKUMﬂ no UCNo/Zib30BAHUIO

e BcKpoitTe ynakoBKy Yepes 0TBepPCTUE, YKa3aHHOEe CTPENKOM.

e Bu3yanbHo npoBepbTe KOMMNEKTHOCTb COAEPKMMOFO U OTCYTCTBME NMOBPENKAEHUIN YNAKOBKU.

e B ynaKOBKe HAX0AMUTbCSA LUNPUL, B KOMMNJIEKTE C UFIOM.

e  Bo BpemsA NOArOTOBKU K MCNO/b30BAHMUIO AEPKUTE LINPUL, O4HOMN PYKOR, @ UFAY - APYIOW.

e YbeauTtecb, YTO rPafyMpPOBOYHbIE IMHUMU HA LUANHAPE LWNPULA XOPOLIO YUTAOTCA.

e He CHMMAA 3aWMTHBIA KOJINAYOK C WMNbl, HAAEXKHO 3adUKCMpPYNTE UrAY Ha LWNpuUe, NPUXKAB UMY K HAaKOHEYHMKY Wnpuua w
NnoBepHYB €€ MO YaCOBOW CTPEJIKE.

e OCTOPOKHO CHUMMUTE 3aLLMUTHbINA KONMAYOoK C UMbl, HE NOBPEAUB ee.

e [locne B3ATUA 06pa3sLLa KPOBM yaannUTe My3bipbKM BO3AYXA U3 LWNPULLA C NOMOLLbIO MAapAEBOM TKAHU 1 CPA3Y Ke 3aKPOoMTe KOMMAYOK.

e [locne ypaneHusa Bo3ayxa NOBepHUTE WNPUL, YTOObI CMELIATb FrenapuH C KPOBbLIHO.

e CornacHo pekomeHgaumam CLSI, Bpema mexay B3ATUEM KPOBU U UCCIeL0BAaHNEM HE LOJIKHO npeBbiwaTte 30 MUHYT NPY KOMHATHOM
TemnepaType.

e [lepep nccnegoBaHvem Heob6X04MMO YA4ANUTb MYCTOE NPOCTPAHCTBO B LLNPULLE, CIMB Kanato KPOBM Ha TAMMOH.

e C3/1eKTPOHHOM Bepcmuein MHCTPYKLMM NO UCNoNb30BaHMIO PR.AG5 MOXKHO 03HAaKOMMUTLCA Ha canTe www.setmedikal.com.tr
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LleneBas rpynna nayueHToB

YcTaHOBAEHHbIX OrpaHVI‘-IeHVIVI B OTHOWEHWU rpynnbl NaUMEHTOB HE UMEeEeTCA.

LleneBble nonb3oBaTtenum

MeaUUMHCKNI nepcoHan

OnucaHue yCTPOMUCTB, NpeaHa3HauYeHHbIX A8 UCNOb30BaHUA C U3genmem

N3penune npurogHo gaa UCnonb3oBaHus ¢ coeguHutenamm B cootsetctamm ¢ “EN 1ISO 80369-7 CoeaMHUTENM MANOTO AUaMETPa ANA KUOKOCTEN
W rasoB, UCMO/b3yemble B 34paBooxpaHeHun — YacTb 7: YacTHble TpeboBaHMA K COEAUHUTENSIM BHYTPUCOCYAWUCTOrO WAM MOLKOMKHOro
npumeHexna".

MoKa3aHua

MccnepoBaHue ra3os KpPOBM NO3BOAET NOAYYUTb MHOOPMALMIO O AblXxaTebHOM U MEeTabo/IM4EeCKOM COCTOAHMM NaLMeHTa NyTemM U3MepeHUa
nokasatenei pH, yrnekucnoro rasa (pCO2) n knucnopoga (p0O2), a TakKe 3N1eKTPOAUTOB, SIaKkTaTa U remornobuHa. Lnpuupsl ana nccnesosaHua
rasos KPOBM MCMOb3YIOTCA ANA B3ATUA KPOBM Ha nccnesosaHmne. CogepKalumninca B HUX aHTUKOATYNAHT NpesoTBpalLaeT CBepTbiBaHNE KPOBMU.
LWnpuy, npeasapuTeNbHO renapuHusnpoBaH npumepHo 80 ME cyxoro renapuHa, c6anaHCMpPOBaAHHOTO MO 3NEKTPOAUTaM (camnsucTan
KULWEYHWKa CBUHbM). CPOK rOAHOCTM U3AeUA COCTaBAAEeT 2 roaa.

MpoTuBonoKasaHuA

Wnpuy, Ana nccnefoBaHMA ra3oB KPOBW He A0/IKEH UCMNOb30BaTbCA b6onee yem ONA oAHOro nauneHTa. Nsgenne moxket 6bITb MCNONB30BAHO B
CTepUJIbHOM COCTOAHUM OA4HOPA30BO A/1A O4HOIO NauneHTa. Oumnctka nn NOBTOPHAA CTepuan3aumna He gonyckaetca. He npegHasHayeHbl Ana
MCNONb30BaHMUA He MO Ha3HayYeHuto. Nocne ncnonb3oBaHUA yTVI}'IVI3VIpyVITe KakK meaAnUnNHCKNUe oTXoAabl.

A MpeaynpexaeHus

e  He ucnonb3syiTe nsgenmne c NOBpeXAeHHON UAM BCKPbITON YNaKOBKOW.

e Bu3yanbHO NpPOBepbTe KOMMJIEKTHOCTb YNaKOBKM U OTCYTCTBUE MOBPEKAEHUIA.

e He ucnonb3yiTte n3genve nocie UCTEYEHUA CPOKA FOAHOCTM, YKAa3aHHOTO HA YNaKOBKe.

e [lepes ncnonb3osaHWem ybeamTech, YTO UI1a A8 NOAKOMKHbIX MHBEKLMI HE 3aKYyNOpeHa 1 MOTOK KPOBU He 3aTpyAHEeH.

e  [loc/ie UCNOb30BaHMA YTUANSUPYIATE U34e/IMe KaK MegULMHCKME OTXOAbI.

e  M3penve npeaHasHayeHO TONbKO AN OAHOKPATHOTO MCMOMb30BaHWA M HE MOANEXKWUT MNOBTOPHOMY MPUMEHEHWMIO M MOBTOPHOM
cTepunmnsaumm.

e He npwuKacaiTecb K urie Bo M3bexaHMe pMUCKa NPOKOIa KOXKM U 3aparkeHua. MPOKObl KOXW 3apaskeHHOW UFI0N MOTyT NPUBECTU K
passuTuio renatuta, CMNLa n 4pyrux 3BecTHbIX/Hen3BeCTHbIX 3a60/1eBaHNIA.

e ECiM u3genve He WCNONb3YeTcA HEenoCPeACTBEHHO MOCAE BCKPLITMA CTEPUNLHOM YNAKOBKM BO3HWKAET PUCK 3apakeHus. He
MCNoNb3yiTe U3senme B Clyyae HEBO3MOXKHOCTU COXPAHEHUS ero CTepuabHOCTM.

e  [IOBTOpPHOE MCMNO/b30BAHUE U3ENUA MOXKET NPUBECTU K MHPULMPOBAHUIO, MEPEKPECTHOMY 3aPaXKEHUIO U CEMCUCy.

e  CobntogaiiTe ycTaHOBAEHHYIO TEMNEPATYPY U BPEMA MEXAY B3ATUEM KPOBM U ee UCCNef0BaHUEM.

e [IpM BO3HWKHOBEHUM Cepbe3HbIX NO60UYHbIX 3P PEKTOB HEOBX0AMMO YBEAOMUTL NPOU3BOAUTENA U KOMMNETEHTHbIM OpraH.

KoHdurypauum urn ana noAKOXKHbIX UHbEKLUM

KoHdurypaumsa vrn
Pasmep 22G

Lget YepHbin

OnvHa urnbl 11/4”
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Ycnosusa xpaHeHuA

XpaHUTb Npu TemnepaType oKpyKatowen cpeapl 2-32°C.
3aWumLWwaTh OT NPAMbIX COTHEYHBIX SIy4el U BAaXKHOW cpesbl.
XpaHWTb, PacnonoXune KOPOOKY B HANPABAEHUN CTPESKM.
YKnapgpiBaTh He 60s1ee NATM KOPOBOK ApYr Ha Apyra.
CpoOK rogHoOCTK NpoAyKTa cocTaBnsaeT 2 roga.

MoAacHeHMA K NCNob3yeMbiM YC/I0BHbIM o0603HaueHnAM
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KomnaHua-npounssoautesnb
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XpynKkoe nsgenve, o6pawaTbCa OCTOPOIKHO
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3aWmLaTh OT CONHEYHbIX lyyeit
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[laTta ncTeyeHmns cpoka rogHoCTH
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XpaHUTb B CyXom mecTe

LOT

Homep naptuu

—
—

MepemelaTb BEPTUKANbHO

REF

Homep no KaTtanory

BepxHuit npeaen Temnepatypsbl (2-32°C)

MeaunumHckoe nsgenune

0%

&), |l

N
5
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OrpaHnyeHmre no BaaxKHoCTH (20-80%)

YHUKanbHblI naeHTUdGUKaTOp n3zenma

He ncnonb3syite, ecamn ynakoBka
nospexaeHa,  0bpaTuTecb K MHCTPYKLUUK
Mo MCMNoJIb30BAHMIO

OTBeTCTBEHHOE NINLLO B
BennkobputaHum

He ncnonb3oBaTb NOBTOPHO

CTepnnmsoBaHoO C UCNO/Ib30BAHMEM
OKUCU 3TUNEHA

He copepuT natekca

He cTepnnnsoBaTtb NOBTOPHO

HenuporeHHbIN

NHavBMAYyanbHaA cTepuibHan
6apbepHan cuctema

E?:(@@ @

elFU Indicator

CM. MHCTPYKLMIO MO MCNOJIb30BaHWUIO UK
06paTUTECDH K 3/IEKTPOHHOM MHCTPYKL MU NO
MCMNONb30BAHUIO

NHauBMAyanbHas cTepuabHan
b6apbepHas cucTema C 3alLUTHOM
YMaKOBKOM CHapYKMK

>

BHMMaHMe

3HaK cOOTBETCTBUA TPEOOBAHUAM BCEX
cooTseTcTBytowmx Aupektus EC no
MeAUUNHCKUM nsgenmam /
EBponeiickoro 3akoHo4aTeNbCTBa
YKa3aHHbI BHU3Y HOMep ABAAETCA
HOMEepPOM HOTUDULIMPOBAHHOIO OpraHa

MapKupOoBKa 1A COOTBETCTBUA
TpeboBaHUAM MNoNoKEHUA O MEANLMHCKUX
nsgennax BeamkobputaHmm

YKaszaHHbI BHU3Y HOMEp ABAAETCS
HOMEPOM HOTUOULMPOBAHHOTO OpraHa

MecTo npou3soacTBa

AKuMoHepHas komnaHua «CeT Megukan CaHaiim Be Tuaskapet A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Apnpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typuus)
Ten.: 0212 622 04 00 www.setmedikal.com.tr
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m IHCTPYKUIA 3 BUKOPUCTAHHA WNPUUIB ANA AOCNIAMEHHA IA31B KPOBI

Twun Bupoby
LLnpuy ANA AocniaKeHHsA rasis KpPoBsi Fonka ans nigwkipHux
iH'eKLin
Wnpuy JSlyep 3-KOMNOHEHTHU 22G ] - — ] _
2mn === &
|

MeTta BUKOPUCTAHHA

MopoKHi cTepunbHi 04HOPA30BI WNPULM ANA AOCAIAXKEHHA ra3iB KPOBi, AKi BUrOTOBAAIOTLCA 3 NJIACTUKOBUX MaTepianiB, BUKOPUCTOBYHOTbCA
ONA B3ATTA Kposi. LUnpnuyn npusHayeHi Hacamnepes, 1A BUKOPUCTAHHA CTOCOBHO OpraHismy 0ANHM.

LWnpuum ans gocnigxeHHs rasis KPoBi NPMAATHI 419 BUKOPUCTAHHA 3 HaKoHeYHUKamu "Jlyep" BignosigHo go EN 1SO 80369-7.

OHOpPa3oBi CTEPWUIIbHI LINPULM ANA AOCNIAXKEHHS rasiB KPOBi MpM3HAYeHi He ans iH'eKUil, a A8 B3ATTA KPOBi HA AOCNIAKEHHA rasiB KPoBi 3a
[OMNOMOrOI0 TO/IKM ANA MiAWKIPHUX iH'€KUiA. AHTUKOArynsHT MICTUTb LeNtI03HY MAACTUHY, NPOCOYEHY AiTik-renapMHOM. AHTUKOArynsHT
3anobirae 3ropTaHHIO KPOBI.

KomnoHeHTH BMpoby

Hassa getani CVpPOBUHHNI maTepian

Unningp MM - noninponineH

MopweHb MNE - nonietnneH

Mpoknagka I3o0npeHoBUI Kaydyk, 6e3 natekcy
AHTUKOArynaHT MnacTuHa 3 cyxum niTin-renapumHom 80 MO
Kosnauok MM - noninponineH

lFonka gnA nigwkipHUX
iH'eKLin

Martepian ynakosku MeaunuHuii nanip i3 Npo30opoto NAiBKO, NpUAATHUIN ANAa cTepunisadii EO
(inauBiayanbHa ynakoBKa)

Hep:kasitoya ctanb, SS304, MM - noninponineH

[:E] IHCTPYKL,ifA 3 BUKOPUCTAHHA

e PO3KpuiTe YNaKOBKY Yepes OTBip, BKAa3aHWI CTPiNKoto.

e  BisyanbHO nepeBipTe KOMNNEKTHICTb BMICTY Ta BiACYTHICTb NOLWKOAMEHb YMAaKOBKW.

e B ynaKoBLj 3HaX04UTbCA WNPUL, Y KOMMNEKTI 3 FTO/IKOO.

Mif Yac NiAroTOBKM A0 BUKOPUCTAHHA TPUMAWTE WNPUL, OAHIEI PYKOIO, @ FO/IKY - iHLWOLO.

MNepeKoHanTecA, LLO MOXKHA YiTKO NPOYMTaTH rpadytoBasbHi MiHii Ha UMAIHAPI Wnpuua.

e He 3HiMalOuM 3aXMCHMIN KOBMAYOK 3 FONIKK, HAAiAHO 3adikcyWTe roNKy Ha WNpuLi, NPUTUCHYBLUM TOIKY A0 HAaKOHEYHWKa Wnpuua i
NOBepPHYBLUM il 32 FOAMHHUKOBOIO CTPI/IKOIO.

e (Ob6eperkHO 3HIMITb 3aXMCHUI KOBMAYOK 3 FO/IKU, HE MOLWKOAUBLIM Ti.

e [licna B3ATTA 3pa3Ka KpoBi BMAANiTb OynbbalwKu MOBITPA 3i WNpUUA 33 AONMOMOIOK Map/aeBoi TKAHMHWM Ta OAPa3sy K 3aKpuiTe
KOBMaYOK.

e [licna BMAANeHHs NoBiTPA NOBEPHITL WNpWL, W06 3milaTh renapwmH i3 Kpos'io.

e 3rigHo 3 pekomeHpgauiamu CLSI, yac MixX B3ATTAM KpOBi Ta AOCNIAMKEHHAM He Mae nepesuwyBaTv 30 XBMAMH MNPU KiMHaTHIN
TemnepaTtypi.

e [lepep gocnifxKeHHAM HeobXiAHO BUAANNTM MOPOKHIN NPOCTIP Y WNPUL, 3AUBLUX KPanato KPOBi HA TaMMOH.

e 3 eNeKTPOHHO BEPCi€to iHCTPYKL,i 3 BUKOpUCcTaHHA PR.A65 MoKHa 03HaMomuTUCA Ha canTi www.setmedikal.com.tr

LlinboBa rpyna nawieHTiB

BcTaHOBNEHMX 0BMEXKEHD LLOAO MPYNU NALLIEHTIB HEMAE.
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LlinboBi Kopucrysaui
MeaunyHuit nepcoHan
Onuc NpUCTpOiB, NPU3HAYEHUX ANl BUKOPUCTAHHA 3 BUpo6om

Bupi6 npupaTHUin ana BMKOPUCTaHHA 3i 3'egHyBadyamu BignosigHo ao "EN I1SO 80369-7 3'eaHyBayi masoro giamertpa Ana piguvH i rasis, ski
BMKOPWUCTOBYIOTHCA B OXOPOHI 340p0B'A - YacTuHa 7: YacTKoBi BUMOrM A0 3'€4HYBaYiB BHYTPiLWHbOCYAMHHOrO abo NiALKipHOro 3acTocyBaHHA".

MoKa3aHHA

JocnigeHHs rasie KpoBi fae 3mory oTpMmaTi iHGopmaLito NpPo AMXanbHUNA | MeTaboNiYHUIM CTaH MaLjieHTa WAAXOM BMMIPIOBAaHHA NMOKa3HUKIB
pH, Bsyrnekucnoro rasy (pCO2) i kucHio (p0O2), a TaKOK €NeKTPOAITiB, NakTaty i remornobiHy. LUnpuuy ana AoChiaMeHHsA rasis Kposi
BMKOPUCTOBYHOTbCA A B3ATTA KPOBi Ha AOCNIAXKEHHA. AHTUKOAryAsaHT, WO MICTUTbCA B HWUX, 3anobirae 3ropTaHHio Kposi. LLnpuy nonepeaHso
renapuHisoBaHuit npnbansHo 80 MO cyxoro renapuHy, 36a1aHCOBAHOMO 33 eNEeKTPONITaMMU (CIM30Ba KMLIKIBHWMKA CBUHI). TEpMiH NpUAaTHOCTI
BMPOOY CTAaHOBUTb 2 POKMU.

MpoTnoKkasaHHA

LWnpuu, Ana fOCNigKEHHA rasiB KPOBi HE NOBUHEH BMKOPWUCTOBYBATUCA Dinbll HiX ANA O4HOro nauieHTa. Bupib moxe 6yTM BUKOPUCTAHWUIA Y
CTEPUNbHOMY CTaHi OAHOPA30BO A/1A OAHOro nauieHTa. OuuweHHA abo NOBTOpPHA CTepwisauis He AOMyCKaeTbcA. He npusHadeHi ans
BMKOPUCTaHHA He 3a NpU3HaYeHHAM. [licna BUKOPUCTaHHA YyTUAI3YNTe AK MeAUYHI Biaxoau.

A MNonepepKeHHA

e He BuKopuCTOBYIiTE BUPI6 3 MOLIKOAKEHOO ab0 PO3KPUTOID YNAKOBKOIO.

e  BisyanbHO nepeBipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb NOLIKOAMKEHbD.

e He BMKOpUCTOBYITE BMPI6 NicaA 3aKiHYEHHA TEPMiIHY NPUAATHOCTI, 3a3HAaYEHOro Ha YNaKoBL,.

o [lepes BUKOPUCTAHHAM NepeKoHanTecs, Wo rosika Ana NigWwKipHMX iH'eKLiA He 3aKynopeHa i NOTIK KPOBi He YyCKNagHeHo.

Micns iH'eKuii abo 3abopy pignMHU yTUAiI3yinTe BUPIb AK MeanYHI Bigxoam.

Bu1pi6 npusHayeHui TibKN 4Na 04HOPA30BOro BUKOPUCTAHHSA | He MigNarae NOBTOPHOMY 3aCTOCYBAHHIO Ta MOBTOPHIW cTepunisaLii.

He TopkaiTeca ronku, Wwob yHUKHYTU PU3UKY NPOKOY LUKIPY Ta 3apaxeHHA. MPOKOIM LIKIPU 3aparKeHOo FO/IKOK0 MOXYTb NPU3BECTU

[0 po3BuUTKY renatuty, CHIZy Ta iHWKX BigOMMX/HEBIAOMMX 3aXBOPIOBaHD.

e  AKwo BMPiIO He BMKOPUCTOBYETbCA be3nocepefHbOo MiCAA PO3KPUTTA CTEPUIBbHOI YNAKOBKM, BUHWKAE PU3MK 3aparkeHHA. He
BMKOPUCTOBYMTE BUPI6 y pasi HEMOX/IMBOCTI 36epekeHHA NOoro CTepUAbHOCTI.

e [loBTOpHE BUKOPUCTaHHA BUPODBY MOKe NPU3BeCTU A0 iHDiIKyBaHHA, NePEXPECHOro 3apaKeHHaA Ta cencucy.

e JloTpymyiTeCb BCTAHOBAEHOI TEMNEPATYPU Ta Yacy MiXK B3ATTAM KPOBI Ta ii AOCNIAXKEHHAM.

e VY pasi BUHUKHEHHA ceplio3HMX NOBIYHKX edeKTiB HEObXiLAHO NOBILOMUTM BUPOOHMKA Ta KOMNETEHTHUIA OpraH.

KoHdoirypauii ronok gna nigkipHux iH'ekui

KoHaoirypauii ronok

Po3mip 22G
Konip YopHui
[oBnHa roNiku 11/4”

YmoBu 36epiraHHA

e 3bepirat Npy TemnepaTypi HABKONULLHBLOTO cepeaosuLLa 2-32°C.

o 3axuLLaTH Big NPAMMUX COHAYHMX NPOMEHIB i BOJIOFOrO cepefoBuLLa.
e  3bepiraTi, po3TallyBaBLIM KOPOOKY B HAMPAMKY CTPI/IKA.

e  YKnagatu He binble n'aT KOPoBOK oAHa HA O4HY.

e  TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTb 2 POKM.
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KomnaHisa-BnpobHMK
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3axumLw,aTu Big, COHAYHOro NPOMIHHSA

[aTta 3aKiH4eHHA TepMiHY NPUAATHOCTI
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36epirati B Cyxomy micLii

Homep naprii
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Homep 3a KaTaziorom
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MeanyHuii BUpib
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n
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ObmeskeHHs woao sonorocTi (20-
80%) /

YHiKanbHui ineHTUdiKaTop BUPOLY

He BUMKOpUCTOBYIMTE, AKLLO YNaKoBKa
NOLWIKOZAMKEHQ, | 3BEPHITbCA A0
iHCTPYKLLIT 3 BUKOPUCTAHHA

BignosiganbHa ocoba y BennkobputaHii

He BMKOPMCTOBYBATU NMOBTOPHO

CTepunizoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuneHy

He micTuTb naTekcy

He ctepunisyBatm NOBTOPHO

HeniporeHHui

IHAMBIAYyanbHa cTepuabHa bap'epHa
cuctema

E (%) @

elFU Indicator

[uB. iIHCTPYKLIO 3 BUKOPUCTAHHA abo
3BEPHITbCA A0 eN1EKTPOHHOI iHCTPYKLT
3 BUKOPUCTAHHS

.....

IHanBiAyanbHa cTepuibHa bap'epHa
cUCTeMa i3 3aXMCHOIO YNaKOBKO 30BHi

JA\N

YBara

9T

3HaK BigNoBIiAHOCTI BUMOram ycix
BignosiaHux upektme €C wono
MeaunYHUX BUpobis / EBponeicbKoro
3aKOHOAaBCTBA

3a3Ha4YeHUn BHM3Y HOMEP € HOMEPOM
HOTU}IKOBAHOIO OpraHy

UK

CA
0086

MapKyBaHHA Ha BigMNOBIAHICTb
Bumoram PernameHTy CnonyyeHoro
KoponiecTBa WoA0 meanuuyHnx Bupobis
3a3Ha4YeHnt BHU3Y HOMEP € HOMEPOM
HOTU®iIKOBAaHOIo opraHy

Micue BMpob6HUUTBA

AKuioHepHa KomnaHisa "CeT Megikan CaHai Be Tiaskapet A.LL." [Set Medikal Sanayi ve Ticaret A.S.]

Appeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tirkiye (Crambyn, TypeuunHa)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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KAN GAZI ANALIZi iCiN SIRINGA KULLANIM TALIMATI

Uriin Tipi

Kan Gazi Analizi igin Siringa Hipodermik igne

Luer 3 parga Siringa 22G g =3

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis kan gazi analizi igin siringalar, kanin aspirasyonu amaci ile kullanilir. Siringalar
oncelikle insanlarda kullanim igindir.

Kan gazi analizi igin siringalar, EN 1ISO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Tek kullanimlik steril Kan Gazi Analizi igin Siringalar enjeksiyon amagl olmayip, kan gazi analizinde kullanilacak kanin hipodermik igne
kullanilarak alinmasi saglar. Antikoagtilan Lityum Heparin emdirilmis seliiloz plaka igerir. Antikoagiilan kanin pihtilagsmasini 6nler.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen

Conta izopren kauguk, Lateks icermez

Antikoagiilan 80 IU Kuru Li- Heparin plaka

Kapak PP — Polipropilen

Hipodermik igne Paslanmaz Celik, S5304, PP — Polipropilen

Ambalaj Malzemesi EQ ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

[:E Kullanma Talimati

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

e Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gorsel olarak kontrol ediniz

e Uriin ambalaji siringa ve igneyi birlikte igerir.

e Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.

e Siringa silindir Gizerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.

e ignenin koruyucu kapagini ¢ikarmadan, igneyi siringa ucuna dogru iterek ve saat ydniinde cevirerek siringa ve igneyi birbirine sikica
sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

e  Kan drnegi alindiktan sonra, siringadaki hava kabarciklarini bir gazli bez yardimliyla bosaltin ve kapagi hemen kapatin.

Havanin alinmasindan sonra, kanla heparinin karismasi igin siringayi kendi etrafinda geviriniz.

CLSI'in tavsiyelerine gore, kan alma ve analiz yapma arasindaki siire oda sicakliginda 30 dakikayi gegmemelidir.

e Analizden 6nce, siringadaki 6l bosluk bir damla kanin bir pede akitilmasi yoluyla disari atiimahdir.

e PR.A65 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.


http://www.setmedikal.com.tr/

KAN GAZI ANALIZi iCIN SIRINGA KULLANIM TALIMATI/ SYRINGE FOR
BLOOD GAS ANALYSIS INSTRUCTION FOR USE

9 SEeT Menikal

Dok./Doc.No: PR.A65 Tarih/Date: 2.07.2024 Rev.No: 6 Sayfa No/Page No: 2 /24

Hedeflenen Kullanicilar
Saglik personeli
Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN 1SO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik caplh baglanti elemanlari — B6lim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Kan gazi analizi, hastalarin solunum ve metabolik durumlari hakkinda pH, karbondioksit (pCO2) ve oksijen (pO2) 6lgimlerinin yani sira
elektrolitler, laktat ve hemoglobin ol¢limleriyle bilgi saglar. Kan Gazi Analiz Siringalari, gaz analizinde kullanilacak kanin alinmasi igin kullanilir.
ierdigi antikoagiilan kanin pihtilasmasini dnler. Siringaya, yaklasik 80 IU kuru elektrolit dengeli heparin (domuz bagirsak mukozas) ile nceden
heparin uygulanmistir. Uriin raf mrii 2 yildir.

Kontrendikasyon

Kan gazi siringalari birden fazla hastada kullaniimaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya yeniden
sterilizasyon yapilamaz. Belirtilen kullanim amaci disinda kullanilmak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha ediniz.

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtinii kullanmayin.

e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.

e Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

e Kullanmadan 6nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

e Urlini kullandiktan sonra, tibbi atik olarak imha edin.

e Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini dnlemek i¢in igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve
bilinen/bilinmeyen baska hastaliklara yol agabilir.

e  Steril ambalaj agildiktan hemen sonra kullanilmazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, tiriinii kullanmayin.

e Uriiniin tekrar kullanilmasi enfeksiyonlara, ¢apraz kontaminasyona ve sepsise neden olabilir.

e Kan alma ve analiz yapma arasindaki belirtilen sicaklik ve siireye uygun galisin.

e Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapiimalidir.

Hipodermik igne Konfigiirasyonlan

igne Konfigiirasyonlar

Olgii 22G
Renk Siyah
igne Uzunlugu 11/4”

Depolama Kosullari

e 2-32°Cortam sicakliginda muhafaza ediniz.
e Dogrudan gilines 1sigindan ve nemli ortamdan koruyun.
e  Kutuyu ok yoniinde yerlestirerek muhafaza edin.
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o  Ust iiste en fazla bes koli koyularak muhafaza edin.
e Uriiniin raf dmrii 2 yildir.

Kullanilan Sembollerin Agiklamasi
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Uretici Firma

G

Kirilgan. dikkatli tutun

Uretim Tarihi
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Gunes 1s1gindan uzak tutun

Son Kullanma Tarihi
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Kuru tutun

Lot Numarasi

—
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Dikey olarak hareket ettir

Katalog numarasi

Sicaklik sinir1 (2-32°C)

Tibbi Cihaz

g H
11}

2

Nem sinirlamasi (%20 — %80) /

Benzersiz cihaz tanimlayici

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize edilmistir

10 @e

7
A

Lateks icermez

Tekrar sterilize etmeyin

Pirojenik olmayan

Tekli steril bariyer sistemi

e

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

==

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

>

Dikkat

27T

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya yénelik

isaret

Altta gorintilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tiirkiye
Tel: 0212 622 04 00
www.setmedikal.com.tr
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SYRINGE FOR BLOOD GAS ANALYSIS INSTRUCTION FOR USE

Product Type

Syinges for Blood Gas Analysis Hypodermic Needle

Luer 3 pieces Syringe 22G 3 : ===
2mi r=r =
I _—

Intended Use

Syinges for Blood Gas Analysis are made of empty, sterile and disposable plastic materials, are used by end users for the blood aspiration. The
syringes are primarily for human use.

Syinges for Blood Gas Analysis are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use syringes for Blood Gas Analysis are not intended for injection, but are used to withdraw blood to be used in gas analysis by
using a hypodermic needle. It contains the anticoagulant lithium Heparin cellulose plate. The anticoagulant prevents the blood coagulation.

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, $5304, PP — Polypropylene

Anticoagulant 80 IU Dry Li-Heparin Plate

Cap PP — Polipropilen

Packaging Medical grade paper and transparent film for EtO (individually blister packed)

E@ Instruction for Use

e  Open the package by peeling it from the place marked by the arrow.

e  Visually inspect that the content of package is complete and the package is undamaged.

e  The product packaging includes the syringe and needle together.

e During priming, hold the syringe with one hand and the needle with the other.

e  Make sure that the grading lines on the syringe cylinder are legible.

e  Without removing the protective cap of the needle, firmly fix the syringe and needle together by pushing the needle towards the
syringe tip and turning it clockwise.

e  Carefully remove the needle's protective cap without damaging the needle.

e After sampling, immediately evacuate air bubbles from the syringe on to a gauze swab and close the cap. If liquid is to be injected
into the body with a syringe; draw the required amount of liquid into the syringe.

e  After removal of air rotate the syringe around itself to homogenize blood and heparin.

e  According to the recommendations from CLSI, the time between drawing blood and performing analysis should not exceed 30
minutes at room temperature.

e  Before analysis, the dead space in the syringe must be expelled by flushing a drop of blood into a pad.

e The electronic version of PR.A97 Instruction for use is available at www.setmedikal.com.tr
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Intended Patient Population
There is no limitation for the patient population.
Intended User

Healthcare personnel
Device Description Intended for Use With The Device

Suitable for use with connectors "EN I1SO 80369-7 Small diameter connectors for liquids and gases in healthcare applications - Part 7:
Connectors for intravenous or hypodermic applications".

Indications

Blood gas analysis provides information about patients' respiratory and metabolic status, with measurements of pH, carbon dioxide

(pCO2) and oxygen (p02), as well as electrolytes, lactate and hemoglobin. Syinges for Blood Gas Analysis are used to collect blood to be used in
gas analysis. The anticoagulant it contains prevents blood from clotting. The syringe was pre-treated with approximately 80 IU of dry
electrolytebalanced heparin (porcine intestinal mucosa). The product shelf life is 2 years.

Contraindications

Syinges for Blood Gas Analysis should not be used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or resterilization is not possible. It is not intended for use other than its stated intended use. Dispose of as medical
waste after use.

& Cautions

o Do not use the product if the package is damaged.

e Visually inspect that the content of package is complete and the package is undamaged.

e Do not use the product after the expiration date printed on the primary packaging.

e Before use, check that the hypodermic needle is not blocked and the flow is not obstructed.

e Afterinjection or aspiration, dispose of the product as medical waste.

e The product is for single use only. It cannot be reused or re-sterilized.

e Do not touch the needle tip to prevent contamination/ needle sticks. Skin puncture with a contaminated needle may result in serious
iliness such as hepatitis, AIDS and known/unknown diseases.

e If the sterile packaging is not used immediately after openning, there is a risk of contamination. Product sterility cannot be
maintained, do not use the product.

e  Reuse of the product may cause infections, cross-contamination and sepsis.

e Work within the specified temperature and time between blood collection and analysis.

e If any serious incident occurs, it should be reported to the manufacturer and the competent authority.

Hypodermic Needle Configurations

Needle Configurations
Gauge 22G
Color Black

Needle Length 11/4”
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Storage Conditions

e  Store at an ambient temperature of 2-32°C.
e  Keep it away from direct sunlight and moist environment.
e  Place and keep the box in the direction of arrow.

Description of Symbols Used

Do not place more than 5 successive boxes on the top of each other.
The shelf life of product is 2 years.

Sayfa No/Page No: 6 /24

Manufacturer

Ha

Fragile. Handle with care

e
Date of manufacture AN Keep away from sunlight
o] 7iN
g Use-by date T\ Keep dry
LOT Batch code |I Move vertically
REF Catalogue number _/ﬂf Temperature limit 2-32°C

Medical device

2
&

&),

~
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2

Humidity limitation (20% — 80%)

Unique device identifier

Do not use if package is damaged and
consult instruction for use

Authorized representative in the
European Community (United Kingdom)

Do not reuse

Sterilized using ethylene oxide

Latex free

Do not resterilize

Non-pyrogenic

Single sterile barrier system

EK(@@@

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

.....

Single sterile barrier system with
protective packaging outside

>

Caution

79T

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tirkiye

Tel: 0212 622 04 00
www.setmedikal.com.tr
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INSTRUCCIONES DE USO DE LA JERINGA PARA ANALISIS DE GASES EN SANGRE

Tipo de Producto

Jeringa para Analisis de Gases | Aguja Hipodérmica

en Sangre

Jeringa de 3 piezas con Punta 22G ——

Luer == 4E

2 mI ————————

Propésito del Uso

Las jeringas vacias, estériles y desechables para analisis de gases en la sangre, hechas de materiales plasticos se utilizan para la aspiracidn de la

sangre. Las jeringas son principalmente para uso en humanos.

Las jeringas para analisis de gases en sangre son adecuadas para su uso con conectores de punta Luer que cumplen con el estandar EN I1SO

80369-7.

Las jeringas estériles desechables para andlisis de gases en la sangre no son para fines de inyeccion, sino que permiten recolectar sangre para
el analisis de gases en la sangre mediante una aguja hipodérmica. Contiene una placa de celulosa impregnada de Heparina de Litio

Anticoagulante. El anticoagulante evita que la sangre se coagule.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno

Empaquetadura Caucho isopreno, no contiene latex

Anticoagulante Placa seca de Li-Heparina de 80 Ul

Tapa PP — Polipropileno

Aguja hipodérmica Acero inoxidable, $$304, PP — Polipropileno

Material de embalaje Papel médico y pelicula transparente apta para la esterilizacién con EO
(paquete de una sola unidad)

EE.-_I Instrucciones de Uso

e Despegue el embalaje del lugar marcado por la flecha.

e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.
e  El embalaje del producto contiene una jeringa y una aguja.

e  Durante la preparacion, sostenga la jeringa con una mano y la aguja con la otra.

e Aseglrese de que las lineas de graduacion del cilindro de la jeringa sean legibles.

e  Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girandola en sentido horario sin quitar la tapa

protectora de la aguja.
e  Retire con cuidado la tapa protectora de la aguja sin dafar la aguja.

e Después de la extraccion de la muestra de sangre, quite las burbujas de aire de la jeringa con un pafio gasa y cierre la tapa

inmediatamente.
e  Después de quitar el aire, gire la jeringa sobre si misma para mezclar la sangre y la heparina.

e Segun las recomendaciones del CLSI, el tiempo entre la extraccidon de sangre y el analisis no debe exceder los 30 minutos a

temperatura ambiente.
e Antes del andlisis, se debe eliminar el espacio vacio en la jeringa transfiriendo una gota de sangre a un pano de gasa.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR. A65 en el sitio web, www.setmedikal.com.tr
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Poblacion de Pacientes Objetivos
No existen limitaciones establecidas para la poblacidn de pacientes.
Usuarios Objetivos

Personales de salud
Descripcion del dispositivo previsto para su uso con el dispositivo

Adecuado para su uso con conectores de conexion “EN I1SO 80369-7 Conexiones de didmetro pequefio para liquidos y gases en aplicaciones
sanitarias — Seccion 7: Conexiones para aplicaciones intravenosas o hipodérmicas”.

Indicacion

El andlisis de gases en la sangre proporciona informacidn sobre el estado respiratorio y metabdlico de los pacientes mediante mediciones de
pH, didoxido de carbono (pCO2) y oxigeno (p02), asi como mediciones de electrolitos, lactato y hemoglobina. Las jeringas para analisis de gases
en la sangre se utilizan para recolectar sangre que se utilizard en el anélisis de gases. El anticoagulante evita que la sangre se coagule. La jeringa
esta previamente heparinizada con aproximadamente 80 Ul de heparina seca equilibrada con electrolitos (mucosa intestinal de cerdo). La vida
util del producto es de 2 afios.

Contraindicacion

Las jeringas para gases en sangre no se utilizan en mas de un paciente. El producto se puede utilizar una sola vez en estado estéril con un solo
paciente. No es posible la limpieza o re esterilizacion. No esta disefiado para usarse fuera del uso previsto especificado. Después de su uso,
deseche el producto como residuo médico.

& Advertencias

e No utilice el producto si su embalaje esta dafiado o abierto.

e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.

e No utilice el producto después de la fecha de vencimiento impresa en el embalaje unitario.

e Antes de usar, compruebe que la aguja hipodérmica no esté ocluida y que el flujo no esté bloqueado.

e Después de la inyeccidn o aspiracion, deseche el producto como residuo médico.

e  El producto es desechable y no puede reutilizarse, reaplicarse ni reesterilizarse.

e No toque la aguja para evitar el riesgo del pinchazo y la contaminacién. La penetracién de una aguja contaminada en la piel puede
provocar hepatitis, SIDA y otras enfermedades conocidas o desconocidas.

e Si el embalaje estéril no se utiliza inmediatamente después de abrirlo, existe el riesgo de contaminacion. No se puede mantener la
esterilidad del producto; no utilice el producto.

e Llareutilizacion del producto puede provocar infecciones, contaminacion cruzada y septicemia.

e Sise produce un caso adverso grave, se debera notificar al fabricante y a la autoridad competente.

e Las jeringas estériles estan disefiadas para usarse sin esperar después del llenado, por lo tanto, no conserve el medicamento por
largo tiempo.

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja
Medida 22G

Color Negro

Longitudes de la

11/4”
Aguja /

Condiciones de Almacenamiento

e Almacenar a una temperatura ambiente entre 2-32°C.
e Proteja de la luz solar directa y del ambiente humedo.
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e  Coloque y mantenga la caja en la direccién de la flecha.

e No coloque mas de Cinco cajas sucesivas una encima de la otra.

e  Lavida util del producto es de 2 afios.

Descripcion de los Simbolos Utilizados
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Fabricante

Fragil. Tratar con cuidado

Fecha de produccion

/ —a

2
g

v

Mantener alejado de la luz solar

Fecha de vencimiento

.
.
-
™ a
-

Mantener seco

Cadigo de lote

=)

Mover verticalmente

Numero de catalogo

7
o

Limite de temperatura entre (2-32°C)

Dispositivo médico

am
3!
S

N
S
b

Limitaciéon de humedad (20% — 80%) /

Identificador de dispositivo Unico

No lo use si el embalaje esta dafiado y ver sus
instrucciones de uso

Representante autorizado en la Comunidad
Europea (Reino Unido)

No reutilizar

Esterilizado con 6xido de etileno

No contiene latex

No re esterilizar

No pirogénico

Sistema de barrera estéril Unico

EXQ(@@@

elFU Indicator

Consultar instrucciones de uso o consulte las
instrucciones de uso via electrénica

==

.....

El sistema de barrera estéril inico con embalaje
protector exterior

>

Atencién

Marcado para cumplir con los requisitos de todas las Directivas/Reglamentos Europeos de Dispositivos Médicos

pertinentes.

El nUmero que se muestra a continuacion es el Numero del Organismo Notificado.

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Estambul, Turquia

Tel: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE POUR ANALYSE DU GAZ DU SANG

Type de produit

Seringue pour I'analyse du gaz du Aiguille hypodermique
sang artériel

Seringue Luer 3 piéces 22G ]
o r= [,

But d’utilisation

Les seringues vides, stérilisées, a usage unique, fabriquées en plastique et destinées a I'analyse du gaz du sang artériel sont utilisées pour le
prélevement du sang. Elles sont essentiellement destinées a I'usage chez les hommes.

Les seringues destinées a |’analyse du gaz du sang artériel sont adaptées a |I'usage avec les connecteurs de raccord luer conformes a la norme
EN ISO 80369-7.

Les seringues a usage unique pour I'analyse du gaz du sang artériel ne sont pas adaptées a I'injection, elles permettent le préléevement du sang
qui fera I'objet d’analyse du gaz du sang artériel, a 'aide de I'aiguille hypodermique. Elles contiennent une plaque cellulosique imbibée
d’Héparine de Lithium comme anticoagulant. L’anticoagulant empéche la coagulation du sang.

Composants du produit

Nom de la piece Matiére premiere

Cylindre PP — Polypropylene

Piston PE — Polyéthylene

Joint Caoutchouc isopréne, sans latex

Anticoagulant Plague séche d’Héparine de Lithium 80 IU

Capuchon PP — Polypropylene

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléene

Matériau d’emballage Papier médical adapté a la stérilisation par EO et film transparent (paquet unitaire a une piéce)

I:E] Consignes d’utilisation

e Quvrir I'emballage a I'endroit d’ouverture marquée du signe de fleche.

o Vérifier visuellement si le contenu de I'emballage est complet et si 'emballage n’est pas endommagé.

e L’emballage du produit contient la seringue et I'aiguille.

e Pendant la préparation, tenir par une main la seringue et I'aiguille par l'autre.

e Sassurer que les traits de graduation figurant sur le cylindre de la seringue sont bien lisibles.

e Pousser l'aiguille vers le bout de la seringue sans enlever le capuchon protecteur de I'aiguille et fixer fermement la seringue et I'aiguille
I'une a I'autre en la tournant dans le sens de I'aiguille d’horloge.

e Enlever attentivement le capuchon protecteur de I'aiguille sans endommager celle-ci.

e Apres le prélevement du sang, éliminer les bulles d’air contenues dans la seringue a I'aide d’'une compresse de gaze et refermer
immédiatement le capuchon.

e Apres la purge d’air, tourner la seringue autour de son axe pour le mélange du sang et I'héparine.

e Selon les recommandations de I'Institut CLSI, I'écart de temps entre le prélevement du sang et I'accomplissement de I'analyse a la
température ambiante ne doit pas dépasser 30 minutes.

e Avant I'analyse, 'espace mort se trouvant dans la seringue doit étre éliminé en faisant couler une goutte de sang sur une serviette
hygiénique.

e Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A65, sur le site web suivant : www.setmedikal.com.tr.
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Population de patients visée
Il n’y a pas de limitation fixée pour la population de patients.

Utilisateurs visés

Personnel médical
Définition des éléments visés pour I'utilisation avec I’appareil

L'appareil est adapté pour I'usage avec : « EN ISO 80369-7 Raccords de petite taille pour liquides et gaz utilisés dans le domaine de la santé —
Partie 7 : Connecteurs pour les applications intraveineuses ou hypodermiques ».

Indication

L’analyse du gaz du sang artériel permet d’obtenir des informations sur I'état respiratoire et métabolique des patients en mesurant le pH, le
dioxyde de carbone (pCO2) et I'oxygene (p02), ainsi que les électrolytes, le lactate et ’hémoglobine. Les seringues pour I'analyse du gaz du
sang artériel servent a prélever du sang qui fera I'objet d’analyse du gaz du sang artériel. L’anticoagulant qu’elles contiennent empéche la
coagulation du sang. La seringue est préalablement traitée par héparine avec environ 80 Ul d’héparine seche équilibrée en électrolytes
(muqueuse intestinale de porc). La durée de conservation du produit est de 2 ans.

Contre-indication

La seringue pour I'analyse du gaz du sang artériel n’est pas utilisée sur plus d’un patient. Le produit ne peut étre utilisé qu’une fois seule en
état stérilisé sur un seul patient. On ne peut procéder au nettoyage ou stérilisation a nouveau. Le produit n’est pas congu pour étre utilisé dans
un but en dehors de celui auquel il est destiné. Aprés |'utilisation, éliminer le produit a titre de déchet médical.

& Remarques

e Sil’'emballage est endommagé ou ouvert, ne pas utiliser le produit.

e Vérifier visuellement si le contenu de 'emballage est complet et si I'emballage n’est pas endommagé.

e Ne pas utiliser le produit apres la date d’expiration marquée sur I’'emballage unitaire.

e Avant I'utilisation, vérifier si I'aiguille hypodermique n’est pas bouchée et le coulage du fluide n’est pas empéché.

e Apres I'utilisation, éliminer le produit a titre de déchet médical.

e Le produit est destiné a I'utilisation unique, il ne peut étre réutilisé ni stérilisé a nouveau.

e Pour éviter le risque de piqure ou contamination, ne pas toucher I'aiguille. La piqure d’une aiguille contaminée dans la peau peut
provoquer I’hépatite, SIDA et d’autres maladies connues ou inconnues.

e Sile produit n"est pas immédiatement utilisé aussitot aprés I'ouverture de I'emballage stérilisé, il y a risque de contamination. La
stérilisation du produit ne peut étre protégée, ne pas utiliser le produit.

e Laréutilisation du produit peut donner lieu aux infections, contaminations croisées et septicémies.

e Respecter la température et I'écart de temps entre le prélévement du sang et I'accomplissement de I'analyse.

e Siun fait sérieux défavorable survient, le fabricant et I'autorité compétente doivent en étre informés.

Configurations de I’aiguille hypodermique

Configuration de I'aiguille
Dimension 22G

Couleur Noir

Longueur de

o 11/4”
I'aiguille
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Conditions de stockage
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e Conserver les produits dans un endroit ou la température ambiante est comprise entre 2 et 32°C.
e Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.

Explication des symboles utilisés

Stocker les produits en plagant les paquets selon le sens de la fleche.
Placer I'un sur I'autre cinq colis au plus.
La durée d’expiration du produit est de 2 ans.

Fabricant

Fragile, tenir attentivement

Date de fabrication

\/ |
v

P

71

Tenir écarté des rayons solaires

SIS

Date d’expiration

Tenir sec

LOT Numéro de lot |l Faire bouger en état vertical
REF NUMéro de catalogue /ﬂ/”“ Limite de la température ambiante
& 2 (entre 2 et 32°C)

Appareil médical

2
&

&),

~
=3
2

Limites d’humidité (20% - 80%)

Identifiant unique de I'appareil

Ne pas utiliser si le paquet est
endommagé et voir les consignes
d’utilisation

Représentant agréé dans la
Communauté européenne (Royaume-
Uni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthylene

Ne contient pas de latex

Ne pas stériliser a nouveau

Non pyrogene

Systéme de barriére stérilisée simple

EK(@@ @

elFU Indicator

Voir les consignes d’utilisation ou
consulter la notice d’utilisation
électronique.

-----

Systéme de barriere stérilisée simple
muni d’emballage protecteur a
I'extérieur

>

Attention

Signe justifiant la conformité a toutes les nécessités des Directives / Réglementation européennes

pertinentes relatives aux appareils médicaux.

Le numéro figurant en bas est le numéro de constitution approuvé.

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turquie

Tél.: 0212 622 04 00
Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR DEN GEBRAUCH DER BLUTGASANALYSE-SPRITZE

Produkttyp
Spritze fiir die Blutgasanalyse Hypodermische Nadel
Luer 3 teilige Spritze 22G 0
2ml = —Ei
Verwendungszweck

Die fiir die Blutgasanalyse bestimmten leeren, sterilen Einwegspritzen aus Kunststoff werden zum Zweck der Blutaspiration verwendet. Die
Spritzen sind hauptséachlich fur die Anwendung am Menschen bestimmt.

Die flr die Blutgasanalyse bestimmten Spritzen sind fir die Verwendung mit Luer-Anschlussverbindern gemal Norm EN ISO 80369-7 geeignet.
Die fur die Blutgasanalyse bestimmten Einwegspritzen sind nicht fiir Injektionszwecke bestimmt und erméglichen die Abnahme des bei der
Blutgasanalyse eingesetzten Blutes mittels einer hypodermischen Nadel. Das Produkt enthdlt eine mit dem gerinnungshemmenden Lithium-
Heparin impragnierten Zelluloseplatte. Antikoagulans verhindert die Blutgerinnung.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen
Dichtung Isopren Kautschuk, frei von Latex
Antikoagulans 80 IU Kuru Li- Heparin-Platte
Kappe PP — Polypropylen
Hypodermische Nadel Edelstahl, SS304, PP — Polypropylen
Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)

Gebrauchsanweisung

e  Offnen Sie die Verpackung, indem Sie sie an der durch das Pfeilzeichen gekennzeichneten Offnung abziehen.

e Prifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e Die Produktverpackung enthdlt eine Spritze zusammen mit einer Nadel.

e Halten Sie wahrend der Vorbereitung die Spritze in einer Hand und die Nadel in der anderen Hand.

e Stellen Sie sicher, dass die Skala auf dem Zylinder der Spritze lesbar ist.

e Bevor Sie die Schutzkappe der Nadel entfernen, befestigen Sie die Spritze und die Nadel miteinander, indem Sie die Nadel in Richtung
der Spritzenspitze driicken und im Uhrzeigersinn drehen.

e Entfernen Sie die Nadelschutzkappe vorsichtig, ohne die Nadel zu beschadigen.

e Nach Abnahme der Blutprobe die Luftblasen in der Spritze mit Gaze beseitigen und den umgehend die Kappe aufsetzen.

e Nachdem Sie die Luft beseitigt haben, drehen Sie die Spritze um sich selbst, um das Blut und Heparin zu vermischen.

e GemalR den Empfehlungen von CLSI sollte die Dauer zwischen der Blutabnahme und der Durchfihrung der Analyse bei
Raumtemperatur 30 Minuten nicht Gberschreiten.

e Vor der Analyse muss der Totraum in der Spritze beseitig werden, indem ein Tropfen Blut auf einen Tupfer aufgetragen wird.

e Die elektronische Version der PR.A65 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

Patientenzielgruppe
Es bestehen keine Einschrankungen fir die Patientenpopulation.
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Benutzerzielgruppe
Gesundheitspersonal
Definition des Gerats, das zur Verwendung mit dem Gerat vorgesehen ist

Geeignet fur die Verwendung mit ,EN ISO 80369-7 Anschlisse mit kleinem Durchmesser fir Flissigkeiten und Gase fiir Anwendungen im
Gesundheitswesen — Teil 7: Anschlisse fiir intravenése oder hypodermische Anwendungen®.

Indikation

Die Blutgasanalyse liefert durch Messungen von pH-Wert, Kohlendioxid (pCO2) und Sauerstoff (pO2) sowie Elektrolyten, Laktat und
Hamoglobin Informationen tGber den Atmungs- und Stoffwechselstatus des Patienten. Die fiir die Blutgasanalyse bestimmten Spritzen werden
zur Abnahme von Blut fiir die Gasanalyse verwendet. Das darin enthaltene Antikoagulans verhindert die Blutgerinnung. Die Spritze ist mit
ungefahr 80 IE elektrolytkompensiertem Trockenheparin (Schweinedarmschleimhaut) vorheparinisiert. Die Haltbarkeit des Produkts betragt 2
Jahre.

Kontraindikation

Spritzen fir die Blutgasanalyse dirfen nicht bei mehr als einem Patienten verwendet werden. Das Produkt kann bei nur einem Patienten
einmalig in sterilem Zustand Verwendung finden. Eine Reinigung bzw. erneute Sterilisierung ist ausgeschlossen. Das Produkt ist nicht fiir einen
anderen als den angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& Hinweise

e Benutzen Sie das Produkt nicht, wenn die Verpackung beschadigt oder ge6ffnet ist.

o Prifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e Verwenden Sie das Produkt nicht nach dem auf der Einzelverpackung aufgedruckten Verfallsdatum.

o Uberpriifen Sie vor dem Gebrauch, dass die hypodermische Nadel nicht verstopft und der Durchfluss nicht blockiert ist.

e Entsorgen Sie das Produkt nach dem Gebrauch als medizinischen Abfall.

e Das Produkt ist ein Einwegprodukt und kann nicht wiederverwendet, wiederaufbereitet oder erneut sterilisiert werden.

e Um einer Stech- und Kontaminationsgefahr vorzubeugen, die Nadel nicht beriihren. Das Einstechen einer kontaminierten Nadel in die
Haut kann zu Hepatitis, AIDS und bekannten / unbekannten Krankheiten fihren.

o Wird die sterile Verpackung gedffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitat kann
nicht aufrechterhalten werden. Das Produkt nicht verwenden.

e Die Wiederverwendung des Produkts kann zu Infektionen, Kreuzkontaminationen und Sepsis fiihren.

e Die vorgeschriebene Temperatur und Dauer zwischen der Blutabnahme und der Durchfiihrung der Analyse unbedingt einhalten.

e Bei schwerwiegenden unerwiinschten Vorfallen miissen der Hersteller und die zustandige Behorde benachrichtigt werden.

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 22G
Farbe Schwarz
Nadellange 11/4”
Lagerbedingungen

e Bei Umgebungstemperatur zwischen 2 — 32 °C lagern.
e Vor direkter Sonneneinstrahlung und feuchter Umgebung schiitzen.
e Die Packung in Pfeilrichtung lagern.
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e Maximal funf Kartons Gbereinander lagern.
e  Die Haltbarkeit des Produkts betragt 2 Jahre.

Erlduterungen verwendeter Symbole
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Hersteller

-

Zerbrechlich. Vorsichtig halten

<
~

Produktionsdatum

\/
)/>/'\

Vor Sonneneinstrahlung schiitzen

"o
N

Verfalldatum

Trocken halten

—
—

Lot-Nummer

Vertikal bewegen

Katalognummer

]
a

Max. Lagertemperatur (2-32 °C)

2
&

Medical Device (Medizinprodukt)

&),

~
=3
2

Feuchtigkeitsbegrenzung (20% —80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt

EU-Bevollmachtigter (Vereinigtes
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

Enthalt kein Latex

Nicht erneut sterilisieren

Pyrogenfrei

Einfaches Sterilbarrieresystem

E XQ{@@@

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

===

>

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

Achtung

Kennzeichnung der Erfiillung der Anforderungen aller betreffenden europaischen

Medizinproduktrichtlinien / europaischen Gesetze

Die unten angezeigte Nummer ist die Nummer der benannten Stelle

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul - Tiirkei

Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLA SIRINGA PER EMOGASANALISI

Tipo Prodotto

Siringa per emogasanalisi Ago Ipodermico

Siringa con attacco luer 3 parti 22G 0
2 ml I j 4Ei

Finalita di Uso

Le siringhe per emogasanalisi vuote, sterili e monouso, fatte dai materiali plastici, vengono usate per I'aspirazione del sangue. Le siringhe, in
primo luogo, sono destinate all’'uso umano.

Le siringhe per emogasanalisi sono adatte all’uso con connettori ad attacco luer in modo conforme allo standard EN ISO 80369-7.

Le Siringhe Sterili e Monouso per Emogasanalisi non sono destinate all’'uso di iniezione e provvedono al prelievo del sangue attraverso I'ago
ipodermico in modo tale da usarlo nell’emogasanalisi. Contiene la piastra cellulosa anticoagulante litio eparina. L’anticoagulante impedisce la
formazione di coaguli nel sangue.

Composizioni del Prodotto

Componente Materia Prima

Cilindro PP — Polipropilene

Pistone PE — Polietilene

Guarnizione Gomma isoprene, senza lattice

Anticoagulante 80 IU li-eparina liofilizzata

Tappo PP — Polipropilene

Ago ipodermico Acciaio inox, SS304, PP — Polipropilene

Materiale di confezione Carta medicale e film trasparente adatto alla sterilizzazione con EO
(confezione singola in blister)

I:E] Istruzioni di Uso

e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.

e  Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e Laconfezione del prodotto contiene la siringa e I'ago.

e Durante la preparazione tenere la siringa in una mano e I'ago nell’altra.

e  Assicurarsi che la scala graduata sul cilindro della siringa sia ben leggibile.

e  Fissare saldamente I'ago alla siringa spingendolo verso la punta della siringa e ruotando in senso orario senza rimuovere il cappuccio
protettivo dell’ago.

e  Rimuovere attentamente il cappuccio protettivo dell’ago senza danneggiare I'ago.

e Dopo aver prelevato il campione di sangue, svuotare le bolle d’aria presenti nella siringa attraverso una garza e chiudere subito il
tappo.

e Dopo aver rimosso |'aria, ruotare la siringa intorno a sé per far miscelare il sangue con I'eparina.

e A seconda delle raccomandazioni del CLSI, il tempo tra il prelievo di sangue e I'esecuzione dell’analisi non va superato i 30 minuti a
temperatura ambiente.

e  Prima dell’analisi, espellere lo spazio morto dalla siringa con la fuoriuscita di una goccia di sangue su una garza.

e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A65 sull’indirizzo www.setmedikal.com.tr.

Popolazione target di pazienti

Non é prevista alcuna limitazione per la popolazione pazienti.
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Utenti target
Personale sanitario
Descrizione del dispositivo destinato all’uso insieme al dispositivo

E adatto all’uso con i connettori di collegamento “EN 1SO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle
applicazioni del servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

L’emogasanalisi fornisce informazioni circa le condizioni respiratorie e metaboliche dei pazienti attraverso le misurazioni di elettroliti, lattato,
emoglobina oltre alle misurazioni di pH, anidride carbonica (pCO2) e ossigeno (p02). Le siringhe per emogasanalisi vengono utilizzate per il
prelievo di sangue da utilizzare nell’emogasanalisi. Il coagulante contenente impedisce la formazione di coaguli nel sangue. La siringa & pre-
eparinata con circa 80 IU di eparina liofilizzata e bilanciata con gli elettroliti (mucosa intestinale del maiale). La vita da scaffale e di 2 anni.

Controindicazione

Le siringhe per emogasanalisi non possono essere utilizzate su pil pazienti. Il prodotto pud essere utilizzato solo una volta per ciascun paziente
ed in condizioni sterili. Non & consentita la pulizia o la risterilizzazione. Non ¢ stata progettata per uso diverso da quanto indicato. Dopo |'uso
smaltire come il rifiuto sanitario.

& Avvertenze

e Non utilizzare il prodotto se la confezione risulta danneggiata o aperta.

e Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e Non utilizzare il prodotto dopo la scadenza indicata sulla confezione singola.

Prima dell’uso verificare che I'ago ipodermico non sia otturato e il flusso non sia bloccato.

Smaltire il prodotto come rifiuto sanitario dopo I'uso.

Il prodotto € monouso e non puo essere riutilizzato né risterilizzato.

e Non maneggiare I'ago per evitare il rischio di puntura e di contaminazione. La puntura accidentale da ago contaminato
potrebbe provocare epatite, AIDS ed altre malattie conosciute/non conosciute.

Se la confezione sterile non venisse usata appena dopo I'apertura costituirebbe il rischio di contaminazione, in quanto la
sterilita del prodotto non mantiene, non usare il prodotto.

Il riutilizzo del prodotto potrebbe provocare infezioni, contaminazioni crociate e sepsi.

Rispettare la temperatura e il tempo indicato tra il prelievo di sangue e I’esecuzione dell’analisi.

Qualora si verifichi un grave incidente, la circostanza va comunicata all’azienda produttrice e all’autorita competente.

Configurazioni dell’ago ipodermico

Configurazioni dell’ago

Misura 22G
Colore Nero
Lunghezza ago 11/4”

Condizioni di stoccaggio

e Conservare a temperatura di ambiente tra 2-32°C.
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Tenere lontano dai raggi solari diretti e dall’'umidita.
Conservare la confezione posizionandola in direzione della freccia.
Non posizionare piu di 5 contenitori I'uno sull’altro.
La vita da scaffale del prodotto & di 2 anni.

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 18 /24

Azienda Produttrice

Ha

Fragile! Maneggiare con cura

Data di Produzione

<
~

\/
B/'\

Tenere lontano dai raggi solari

S

Data di Scadenza

"o
N

Mantenere asciutto

LOT

Numero Lotto

—
—

Trasportare in direzione verticale

REF

Numero Catalogo

]
a

Limite di temperatura (2-32°C)

Dispositivo Medico

2
&

&),

~
=3
2

Limite di umidita (20% — 80%) /

L’identificazione unica dei dispositivi

Se la confezione & danneggiata non
utilizzarla e consultare le istruzioni di
uso.

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

Senza lattice

Non risterilizzare

Non Pirogenico

Sistema di barriera sterile singola

EXQ(@@ @

elFU Indicator

Consultare le istruzioni di uso o
rivolgersi all’istruzione di uso digitale.

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

>

Attenzione

Marcatura che dichiara la soddisfazione i requisiti di tutti i Regolamenti Europei Pertinenti sui
Dispositivi Medici/Normativa Europea. Il numero di cui sotto si intende del Numero dell’Ente

Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turchia

Tel: 0212 622 04 00
www.setmedikal.com.tr
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MHCTPYKUUA NO UCMOJIb3OBAHUIO LLUNPULLEB ANA UCCNEAOBAHUA TA30B KPOBU

Tun usgenus

Wnpuy, ana nccneposaHunA rasos WUrna pna noAKoXHbIX

KpoBu WHbEKLMUI

Wnpuy Jlyep 3-KOMNOHEHTHbI1 22G Ir el
2 mn (= —E

Llenb ncnonbsoBaHusa

MycTble cTepuibHble O4HOPA30Bble WNPULLLI A1A UCCNef0BaHMA ra30B KPOBU, U3rOTaBAMBaEMble U3 NAACTUKOBbLIX MaTepuanos, NCNOb3YHOTCA
ONA B3ATUA KpoBK. LUNpuubl npeaHasHavyeHbl Npexae Bcero ANA UCno/b30BaHMA B OTHOLWEHWW OpPraHM3mMa YesoBeKa.

LWnpuubl Ana nccneaoBaHUA ra3oB KPOBU NPUTO4HbLI AN1A UCNONb30BAaHMA C HAKOHeYHUKamm «Jlyep» B cooTBeTcTeum ¢ EN I1SO 80369-7.
OpHopa3oBble CTepwusibHble LWMAPULbl A1 UCCAeLOBaHMA a30B KPOBWM MNpefHasHauyeHbl He A1 UMHbBEKUMU, a ANa B3ATUA KPOBWU Ha
nccnefoBaHve rasoB KPOBM C MOMOLLBIO UMbl AR NOAKOXKHbIX UHBEKUUA. AHTUKOAryNAHT COAEPKUT LLENTION03HYI0 NAACTUHY, MPONUTAHHYIO
NUTUIA-renapuHoOm. AHTUKOAryNsaHT NpefoTBpaLLaeT CBepTbiBaHWE KPOBU.

KomnoHeHTbl nsgenus

HassaHue petanu CbipbeBoit MaTepuan

Unnauupp MNMN - noavnponunen

MopweHb M3 - nonnatunen

Mpoknagka M3onpeHoBbIV KayyyK, 6e3 naTtekca
AHTUKOArynaHt MnactuHa ¢ cyxmm nutuii-renapmHom 80 ME
Konnauok MM - noavnponuneH

Urna pna noaKoXKHbIX
WHbEKL U

Matepuan ynakoBku MeamumHcKan bymara ¢ npo3payHoi NAeHKOM, NnpuroaHan ans
crepunmnsaumm EO (MHAMBMAYaNbHAA yNaKoBKa)

Hepskasetowas ctanb, SS304, MMM - noamnponuneH

[:@ MHCTPYKLMA NO UCNOIb30BaHUIO

e BCKpOliTe ynaKoOBKy Yepes OTBEPCTUE, YKa3saHHOE CTPE/IKOW.

e Bu3yanbHO NPOBepbTe KOMMIEKTHOCTb COAEPKMMOro U OTCYTCTBME MOBPEKAEHMI YNAKOBKM.

e B ynakoBKe HaxoAWTbCA WNPWUL, B KOMMNAEKTE C UTNOW.

e B0 Bpems NMOArOTOBKM K UCMO/Nb30BAHUIO AEPMKMTE LUNPULL OAHOMN PYKOM, a UFAY - APYroW.

e Y6eauTech, YTO rpaZlyMpoBOYHbIE IMHWUM HA LMAUHAPE WNPULLA XOPOLLIO YUTAOTCA.

e He CHVMMaa 3alMTHbIA KOAMAYOK C UMNbl, HALEXKHO 3adUKCUPYITE WMy Ha Wnpule, NPUMKAB UMY K HAaKOHEYHWKY Wnpuua v

NMoBepHYB ee Mo YacoBOW CTpesKe.

OCTOPOXKHO CHUMMUTE 3aLUMTHBIN KONMAYOK C UI/bl, HE NOBPEeaMB ee.

Mocne B3aTMA 06pasLLa KPOBY yAaNUTE Ny3blPbKM BO34yXa U3 LUMPULLA C MOMOLLLIO MapAeBOM TKaHWU U CPasy XKe 3aKpoWTe KOnayokK.

Mocne ypaneHusa Bo3ayxa NOBEpHUTE WNPULL, YTOBbI CMeLaTb renapyH C KPOBbIO.

e  CornacHo pekomeHgaumam CLSI, Bpems mexay B3aTMeM KPOBU U UCCea0BaHUEM He AOXKHO NpeBbiwaTth 30 MUHYT NPU KOMHATHOM
Temneparype.

e [lepeps vccnepoBaHnem HeO6X0AMMO YAANNUTL NYCTOE MPOCTPAHCTBO B LUMPULLE, CIMB Kamnlo KPOBU Ha TAMMOH.

e C3/1eKTPOHHOM Bepcuelt MHCTPYKLMM NO UCNONb30BaHMO PR.AG5 MOKHO 03HAaKOMUTLCA Ha caiTe www.setmedikal.com.tr
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LleneBan rpynna nauuneHToB

YcTaHOBNEHHbIX OrpaHVI‘-IEHVIVI B OTHOWEHWU rpynnbl NaUMEHTOB HE UMEEeTCA.

LleneBble nonb3oBaTtenu

MeauUMHCKNIN nepcoHan

OnucaHue yCTPOMUCTB, NpeaHa3HauYeHHbIX A8 UCMO0J/Ib30BaHUA C U34enem

N3penune npurogHo gas UCnonb3oBaHUs ¢ coegnHuTenamm B cootsetctaum ¢ “EN I1SO 80369-7 CoegMHUTENM MANOro AUaMeTpa 41 XKULKOCTel
W rasoB, UCMO/b3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYAMUCTOrO UAM MOAKOMHOMO
npumeHeHna".

NMoKa3aHua

WccnepoBaHue ra3os KpoBW NO3BOJIAET MOMYYUTb MHGOPMALMIO O AbIXaTeNbHOM U METaboMYECKOM COCTOAHUM NauMeHTa nyTem M3mepeHus
nokasatenei pH, yrnekucnoro rasa (pC0O2) u knucnopoga (p0O2), a TaKKe 3N1EKTPOUTOB, faKTaTa U remornobuHa. LWnpuupl gaa nccnegosaHms
rasoB KPOBW MCMO/b3YIOTCA A/1A B3ATUA KPOBM Ha nccnesoBaHue. CoOaepsKaLLMiica B HUX aHTUMKOAryAaHT NpeaoTBpaLLaeT CBEPTbIBAHME KPOBM.
LWnpuy, npeasapuTenbHO renapuHuM3npoBaH npumepHo 80 ME cyxoro renapuHa, c6anaHCMpOBAaHHOMO MO 37EKTPoAUTaM (cam3ucTas
KMLIEYHMKa CBUHbM). CPOK rogHOCTU M3ae/IMA COCTaBNsAeT 2 roaa.

MpoTuBonoKasaHuA

Wnpuy, Ana nccnefoBaHUA ra3oB KPOBU He AOJIKEH MCNONb30BaTbCA b6onee yem ONA 0aHOro nauneHTa. Msgenne moxket 6bITb UCNONB30BAHO B
CTEepUIbHOM COCTOAHUM OL4HOPA30BO ANA OAHOro NnauneHTa. OUMCTKa UAK NOBTOPHAA CTepuan3aumna He gonyckaetca. He npeaHasHaveHbl AnA
MCNONb30BaHMUA HE MO Ha3HayYeHuto. Nocne cnoib3oBaHUA yTVI}'IVISVIpyVITe KaK MmeaANUNHCKNE OTX0A4bl.

& MpeaynpexaeHus

e He ucnonbsyiTe n3genmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e Bu3yanbHO NpoBepbTe KOMMIEKTHOCTb YMAaKOBKM W OTCYTCTBME MOBPENKAEHMWM.

e He nUcnonb3yiTte nsgenne nocae UCTeYEHUA CPOKA rogHOCTH, YKa3aHHOrO Ha YNaKoBKe.

e [lepep vcnonb3oBaHuem ybeaunTech, YTO UrNa ANA NOAKOXKHbIX MHBEKLMIA He 3aKyNopeHa 1 NOTOK KPOBU He 3aTPyAHEH.

e [locne UCNoNb30BaHUA YTUAMIUPYITE U34eNNEe KaK MeANLMHCKME OTXOAbI.

e  UM3penne npeaHasHayeHO TOMAbKO ANA OAHOKPATHOrO MCMO/b30BaHMA M He MOA/ENKMT MOBTOPHOMY MPUMEHEHUIO U MOBTOPHOW
cTepuAnsaummn.

e  He npuKacantecb K uUrne Bo M3bexxaHne pUcka NPOKoIa KOXKM U 3apaxkeHuns. MPOKO/bl KOMKM 3apaXKEHHOMN UTI0 MOTYT NPUBECTU K
passuTuio renatuTa, CMNOa n Apyrux M3BecTHbIX/HEU3BECTHbIX 3a60/1€BaHUIA.

e Ecnv u3genve He MCnosib3yetcA HENoCPeACTBEHHO MOCNAE BCKPbITUA CTEPUIbHON YNaKOBKM BO3HMKAET PUCK 3apaeHus. He
MCMONb3yWTe U3aesme B ClyYae HEBO3MOXKHOCTU COXPaHEHUA ero CTepuabHOCTH.

e  [loBTOpHOE MCMO/Ib30BaHME U34ENNA MOXKET NPUBECTU K MHOULMPOBAHMIO, NEPEKPECTHOMY 3apParKeHUIO U cencucy.

e  CobnloaaiiTe yCTaHOBAEHHYIO TEMMEPATYPY M BPEMA MeXAY B3ATUEM KPOBU U ee UCCNeA0BaHNEM.

e  [lpy BO3HMKHOBEHUM Cepbe3HbIX NOBOYHbIX 3PPEeKTOB HEOOXOAMMO YBEAOMUTL MPOU3BOANTENSA U KOMMNETEHTHbIA OpraH.

KoHdurypauum urn ana nogKoXHbIX MHbEKLMUMA

KoHdurypaums urn
Pasmep 22G

Lget YepHbii

OnvHa urnbl 11/4”
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Ycnosua xpaHeHusA

e XpaHuTb Npu TemnepaType OKpy:KatoLLel cpeabl 2-32°C.
e 3alMLWATb OT NPAMBIX COTHEYHbIX Iy4Yei U BNaXKHOW cpeabl.

XpaHWTb, PacnonoXune KOPOOKY B HANPaBAEHUN CTPESKN.
YKknagpiBatb He 6osee NATM KOPOBOK Apyr Ha Apyra.
CpOK rogHOCT1 NpoAyKTa COCTaBnAeT 2 roaa.

MoAcHeHuA K Ucnosibyembim yCZ10BHbIM o0603HauYeHnAM

Sayfa No/Page No: 21 /24

KomnaHua-npounssogutenb

Xpynkoe nsgenune, obpaluatbcs
OCTOPOXKHO

[aTa nponssoacTea

N @
i

3aWmLLaTb OT CO/THEYHbIX Jyyen

L E

[laTa ncreyeHma cpoka rogHocTn

.
.
-
" a
-

XpaHuTb B cyxom mecTe

LOT Homep naptuu |I MepemelLaTb BEPTUKANbHO
REF Homep no Katanory _/Rf SEBCX)HMM npeaen Temnepatyps (2-

MeanunHckoe nsgenuve

~N
S
3
kag
&

OrpaHuyeHue no snaxHocTn (20-80%)

YHWKaNbHbIN MAEHTUDUKATOP M34enus

He ncnonb3yitTe, ecav ynakoska
nospexaeHa, u obpaTutech K
MHCTPYKLMW NO UCMONb30BAHUIO

YNo/sHOMOYEHHbIV NpeacTaBuTeNb B
Esponeiickom coobuiecTtse
(BennkobputaHus)

He ncnonb3osBatb NOBTOPHO

CTepnnnsoBaHoO C NCNOJIb30OBAHMEM
OKWNCU 3TUNIEHA

He copepuTt natekca

He cTtepunmsoBatb NOBTOPHO

HenuporeHHbIn

NHanBuayanbHas ctepunbHas bapbepHas
cuctema

o X ©

elFU Indicator

CM. MHCTPYKUMIO MO UCMO/b30BaHMIO
nan 06pPaATUTECH K 3/IEKTPOHHOM
MHCTPYKLMW NO UCMONb30BAHUIO

P

-----

NHameuayanbHaa ctepunbHan 6apbepHas
CUCTEMA C 3aLLMTHOM YNAaKOBKOW CHAPYKM

>

BHumaHune

3HaK cooTBETCTBUA TpeboBaHMAM BCEX COOTBETCTBYHOWMX AupekTne EC no meauuMHCKMM
usaenunam / EBponeiickoro 3akoHoaaTeNbCcTea
YKaszaHHbIA BHU3Y HOMEp ABAAETCA HOMEPOM HOTUDMLMPOBAHHOrO opraHa

MecTto npousBoacTBa

AKUMOHepHaa KomnaHua «CeT Meaukan CaHaiu Be TugskapeT A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Anpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Tiirkiye (Crambyn, Typuua)
Ten.: 0212 622 04 00
www.setmedikal.com.tr



http://www.setmedikal.com.tr/

KAN GAZI ANALIZi iCIN SIRINGA KULLANIM TALIMATI/ SYRINGE FOR
BLOOD GAS ANALYSIS INSTRUCTION FOR USE

e SEeT Menikal

Dok./Doc.No: PR.A65 Tarih/Date: 2.07.2024 Rev.No: 6 Sayfa No/Page No: 22 /24

IHCTPYKUIA 3 BAKOPUCTAHHA WNPULIB ANA AOCNIAXKEHHA TA3IB KPOBI

Tun Bupoby
LWnpuy, ana aocnigKeHHn rasis Kposi Fonka anAa niawkKipHUX
iH'eKLiN
Winpuy Jlyep 3-KOMNOHEHTHUI1 22G ) =
2 Mn (= 47 B

MeTta BUKOPUCTaHHA

MOpPOXKHi CTEepU/IbHI 04HOPA30BI WNPULM ANA AOCAIAKEHHA rasiB KPOBi, AKi BUTOTOBAAKTLCA 3 MIACTMKOBUX MaTepianis, BUKOPUCTOBYHOTbCA
ONA B3ATTA Kposi. LLUnpuuyn npusHayeHi Hacamnepen 419 BUKOPUCTAHHA CTOCOBHO OPraHi3amy II0ANHMN.

LWnpuum ana gocniaskeHHs rasis KPoBi NPUAATHI ANA BUKOPUCTaHHA 3 HakKoHeYHuKamm "Jlyep" signosigHo go EN ISO 80369-7.

OpHOPa3oBi CTEPWIbHI WINPULM ANA AOCNIAXKEHHSA ra3iB KPOBi NpU3HAYeHi He ANA iH'eKUil, a ANA B3ATTA KPOBI Ha AOCANIAMKEHHSA rasiB KpoBi 3a
[OMNOMOrOI0 TO/IKM ANA MIAWKIPHMX iH'EKLiA. AHTUKOAryNAaHT MIiCTUTb LENt0NI03HY MAACTUHY, NMPOCOYEHY AiTiM-renapuHom. AHTUKOArynaHT
3anobirae 3ropTaHHIO KPOBI.

KomnoHeHTH BUpoby

HasBa getani CVPOBUHHUI maTepian

Unningp MM - noninponineH

MNopieHb ME - nonietuneH

Mpoknagka I3onpeHoBuIA KayyyK, 6e3 natekcy
AHTUKOArynaHT MnacTuHa 3 cyxum niTin-renapuHom 80 MO
KoBsnauok MM - noninponinex

Fonka ana nigwkipHux
iH'eKLin

Marepian ynakoBku MeamnyHui nanip i3 Npo30opoto NNiBKOK, NpUAaTHUN Ana ctepunisauii EO
(ingmBigyanbHa ynakoBka)

Hep:kasitoua ctanb, SS304, MM - noninponineH

I:E] IHCTPYKLLiA 3 BUKOPUCTAHHA

e Po3KpuitTe yNaKkoBKy Yepes OTBip, BKa3aHWit CTPISIKOLO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAXEHb YNAaKOBKW.

e B ynakoBLi 3HaXOAWUTLCA LWNPULL Y KOMMNNEKTI 3 FTOJIKOHO.

e Tlig Yac NiAroTOBKM 4,0 BUKOPUCTAHHA TPMMAMTE LWNPUL, OAHIEID PYKOLO, a FOJIKY - iHLWOtO.

o [lepeKoHalTecA, WO MOXKHA YiTKO NPOYMTaTH rpasytoBanbHi NiHil Ha LMAIHAPI Wnpuua.

e He 3HiMalouM 3aXMCHUIN KOBNAYOK 3 FO/IKM, HAAiIMHO 3adiKcylTe roNKy Ha WNPULL, NPUTUCHYBLUM FOKY A0 HAaKOHEYHMKa Wwnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOIO CTPINKOIO.

o O6eperkHO 3HIMITb 3aXMCHMUI KOBMAYOK 3 FOJIKM1, HE MOLKOAUBLUM Ti.

e [licna B3ATTA 3pasKa KpoBi BMAANITb OynbbaWKM NOBITPA 3i WNpMUA 33 AONOMOrO0 Map/ieBoi TKAHWMHW Ta 04pasy X 3aKkpuiite
KOBMaYOK.

e [licna BUOANeHHs NoBiTPA MOBEPHITb WNPUL, WOH 3MilIaTh renapumH i3 KpoBs'to.

e 3rigHo 3 pekomeHpgauiamu CLSI, yac Mix B3ATTAM KpOBi Ta AOCNIAKEHHAM He Mae nepesuulyBatM 30 XBUAWH MpPU KiMHATHIN
Temneparypi.

o [lepep AOCNIAKEHHAM HEOBXiAHO BUAANNTM MOPOXKHIM NPOCTIP Y LWNPULL, 3AMBLIX KPanto KPOBi HAa TAMMOH.

e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.AG5 MOKHa 03HaMomuUTUCA Ha canTi www.setmedikal.com.tr
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LlinboBa rpyna nawjieHTiB

BcTaHOBNEHUX 0OMENKEHD LLOAO rPyNu NaLieHTIB HEMAE.

LlinboBi Kopuctysaui

MeaunyHuit nepcoHan

Onuc NpUcTpoiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

Bupib npuaaTHUit gna BUKOPWUCTaHHA 3i 3'egHyBaYamm BignosiaHo ao "EN I1SO 80369-7 3'egHyBadi manoro giametpa Ana pigvH i rasis, AKi
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTMHA 7: YacTKoBi BUMOrM 40 3'€4HYBayiB BHYTPIWHbOCYAMHHOMO abo NiALWKipHOro 3acTocyBaHHA".

MoKa3aHHA

[ocnigxeHHn rasis KpoBi gae 3mory oTpMmaTi iHGopMaLito NPo AUXanbHUM i MeTaboNiYHMI CTaH NaLieHTa WAAXOM BUMIPIOBaHHA NOKAa3HMKIB
pH, Byrnekucnoro rasy (pCO2) i kucHio (pO2), a TakoXK eNeKTPONITiB, NaKTaty i remornobiHy. LWnpuuy ans pocnigxKeHHs rasis Kposi
BMKOPWCTOBYHOTHCA A1 B3ATTA KPOBi HA JOCNIAXKEHHA. AHTUKOAry/IAHT, WO MICTUTbCA B HMX, 3anobirae aropTaHHIo Kposi. LWnpuy, nonepeaHbo
renapuHisosaHunit npnbansHo 80 MO cyxoro renapuHy, 36a1aHCOBAHOMO 33 eNEeKTPONITamMM (CIM30Ba KULWKIBHMKA CBUHI). TepmiH npuaaTHocTi
BMPOOY CTAHOBUTb 2 POKU.

MpoTunokasaHHA

LWnpuy, ana pocnigeHHA rasis KPoBi HE NOBUHEH BMKOPWUCTOBYBATUCA Binbll HiXX ANA O4HOrO MaujieHTa. Bupib moxe 6yTn BUKOpUCTAHUIA Y
CTEepUbHOMY CTaHi OA4HOPA30BO A/A OA4HOro nauieHTa. OunweHHA abo MOBTOpHa CTepwunisauis He AOMNYCcKaeTbcA. He npusHauveHi gns
BMKOPUCTaHHA He 3a NpU3HaYeHHAM. MMicna BUKOPUCTAHHA YTUAI3yINTe AK MeAUYHI Bigxoau.

& MNonepeaxeHHA

e He BuKopucTOBYITE BMPIb 3 NOWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAXEHb.

e He BuKopucToByiTe BMPIb NicaA 3aKiHUEHHA TePMiHY NPUAATHOCTI, 3a3HA4YEHOro Ha YNaKoBL,.

o [lepep BUKOPUCTAHHAM NepeKoHanTecs, Wo rosika Ans NigWKipHMX iH'EKLi He 3aKynopeHa i NOTiK KPOBi He YCKNagHEeHO.

e [licna iH'ekuii abo 3abopy pianHM yTUAi3yiTe BMPIb AK MeauyHi Bigxoau.

e Bupib npM3HaYeHUI TiIbKM o158 OAHOPA30BOro BUKOPUCTAHHSA i He NigNArae NOBTOPHOMY 3aCTOCYBAHHIO Ta MOBTOPHIW cTepunisaLii.

e He TopKanTecs ronku, Wob YHUKHYTU PU3NKY NPOKOAY LWKipKU Ta 3aparkeHHA. [IPOKOAN LWKipK 3apaxKeHOo0 roNIKOK MOXYTb NPU3BECTU
[0 po3BuUTKY renatuty, CHIZy Ta iHWKX BiZOMMX/HEBIAOMMX 3aXBOPIOBAHD.

e  AKWo BUPIO He BMKOPMUCTOBYETbCA 6Ge3nocepeAHbO NICAA PO3KPUTTA CTEPUIbHOI YNAKOBKW, BUMHUKAE PU3MK 3apaykeHHA. He
BUKOPUCTOBYMTE BMPID y pa3i HEMOXKANBOCTI 36epekeHHs NOro CTEPUIbHOCTI.

e [loBTOpPHE BMKOPUCTaHHA BUPObY MOKe NpU3BecTU A0 iHOiIKYBaHHA, NepexpecHoro 3apa*KeHHs Ta cencucy.

o [loTpMMyMTECb BCTAHOB/IEHOT TEMMNEPATYPU Ta Yacy MiXK B3ATTAM KPOBI Ta Ti 4OCNiAKEHHAM.

e VY pasi BUHUKHEHHA ceplio3HMX NOBIYHMX edeKTiB HEObXiAHO NOBIAOMUTU BUPOBHMKA Ta KOMNETEHTHUIN OpraH.

KoHdoirypauii ronok ana nigikipHux iH'ekuin

KoHoirypau,ii ronok

Po3mip 22G
Konip YopHuit
[loBKMHa roNKkn 11/4”

YmoBu 36epiraHHA

e  36epiraTv npu TemnepaTypi HABKONULLIHbLOTO cepeaosuLa 2-32°C.
e 3axulaTH Big NPAMMX COHAYHMUX NPOMEHIB | BOIOrOro cepeaoBumLLa.
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e  36epirati, po3TalyBaBLUM KOPOBKY B HANPAMKY CTPINKMU.
e  YKnagatu He 6inble n'ATM KOPOBOK oAHA Ha OAHY.
e  TepMiH NPMAATHOCTI NPOAYKTY CTAHOBUTb 2 POKM.

MoAcHeHHA A0 BUKOPUCTOBYBAHUX YMOBHUX NO3HAY€Hb

Sayfa No/Page No: 24 /24
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ObmexKeHHs wWwoao sonorocTi (20-
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uDI

YHikanbHWUi ineHTndikaTop BUPobLY

He BMKOpUCTOBYTE, AKLLO YNaKOBKa
NOLWKOAMKEHQ, | 3BEPHITLCA 40
IHCTPYKLLIT 3 BUKOPUCTAHHA

YNOBHOBAXEHMWI NPEACTaBHUK Y
€BponencbKoMy CriBTOBapPUCTBI
(BennkobpwutaHis)

He BMKOpMCTOBYBaTU NOBTOPHO

CTepunisoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuNeHy

He micTuTb naTtekcy

He ctepunisyBatm NOBTOPHO

HeniporeHHuUi

IHoMBIAyaNbHa cTepuabHa bap'epHa
cuctema

X @

elFU Indicator

[uB. IHCTPYKLLIO 3 BUKOPUCTAHHA abo
3BEPHITbCA A0 €NEeKTPOHHOI IHCTPYKLIT
3 BUKOPUCTAHHA

-----

IHoMBiAyaNbHa cTepuabHa bap'epHa
cucTema i3 3aXMCHOKO YNaKOBKO 30BHI

A

YBara

3HaK BiAMNoBiAHOCTI BUMOram ycix sianosiaHux Aupektms €EC Wwoa0 meandHnx supobis /

EBDOHEﬁCbKOFO 3aKOHOOaBCTBa

3a3HayeHn BHM3Y HOMEpP € HOMEPOM HOTUGIKOBAHOIO OpraHy

Micue BupobHMUTBA

AkuioHepHa KomnaHia "CeT Megikan CaHai Be TigKapet A.LLL" [Set Medikal Sanayi ve Ticaret A.S.]

Apnpeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typeuunna)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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KAN GAZI ANALIZi iCiN SIRINGA KULLANIM TALIMATI

Uriin Tipi

Kan Gazi Analizi igin Siringa Hipodermik igne

Luer 3 parga Siringa 22G g =3

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis kan gazi analizi igin siringalar, kanin aspirasyonu amaci ile kullanilir. Siringalar
oncelikle insanlarda kullanim igindir.

Kan gazi analizi igin siringalar, EN 1ISO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Tek kullanimlik steril Kan Gazi Analizi igin Siringalar enjeksiyon amagl olmayip, kan gazi analizinde kullanilacak kanin hipodermik igne
kullanilarak alinmasi saglar. Antikoagtilan Lityum Heparin emdirilmis seliiloz plaka igerir. Antikoagiilan kanin pihtilagsmasini 6nler.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen

Conta izopren kauguk, Lateks icermez

Antikoagiilan 80 IU Kuru Li- Heparin plaka

Kapak PP — Polipropilen

Hipodermik igne Paslanmaz Celik, S5304, PP — Polipropilen

Ambalaj Malzemesi EQ ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

[:E Kullanma Talimati

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

e Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gorsel olarak kontrol ediniz

e Uriin ambalaji siringa ve igneyi birlikte igerir.

e Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.

e Siringa silindir Gizerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.

e ignenin koruyucu kapagini ¢ikarmadan, igneyi siringa ucuna dogru iterek ve saat ydniinde cevirerek siringa ve igneyi birbirine sikica
sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

e  Kan drnegi alindiktan sonra, siringadaki hava kabarciklarini bir gazli bez yardimliyla bosaltin ve kapagi hemen kapatin.

Havanin alinmasindan sonra, kanla heparinin karismasi igin siringayi kendi etrafinda geviriniz.

CLSI'in tavsiyelerine gore, kan alma ve analiz yapma arasindaki siire oda sicakliginda 30 dakikayi gegmemelidir.

e Analizden 6nce, siringadaki 6l bosluk bir damla kanin bir pede akitilmasi yoluyla disari atiimahdir.

e PR.A65 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
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Hedeflenen Kullanicilar
Saglik personeli
Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN 1SO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik caplh baglanti elemanlari — B6lim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Kan gazi analizi, hastalarin solunum ve metabolik durumlari hakkinda pH, karbondioksit (pCO2) ve oksijen (pO2) 6lgimlerinin yani sira
elektrolitler, laktat ve hemoglobin ol¢limleriyle bilgi saglar. Kan Gazi Analiz Siringalari, gaz analizinde kullanilacak kanin alinmasi igin kullanilir.
ierdigi antikoagiilan kanin pihtilasmasini dnler. Siringaya, yaklasik 80 IU kuru elektrolit dengeli heparin (domuz bagirsak mukozas) ile nceden
heparin uygulanmistir. Uriin raf mrii 2 yildir.

Kontrendikasyon

Kan gazi siringalari birden fazla hastada kullaniimaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya yeniden
sterilizasyon yapilamaz. Belirtilen kullanim amaci disinda kullanilmak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha ediniz.

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtinii kullanmayin.

e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.

e Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

e Kullanmadan 6nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

e Urlini kullandiktan sonra, tibbi atik olarak imha edin.

e Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini dnlemek i¢in igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve
bilinen/bilinmeyen baska hastaliklara yol agabilir.

e  Steril ambalaj agildiktan hemen sonra kullanilmazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, tiriinii kullanmayin.

e Uriiniin tekrar kullanilmasi enfeksiyonlara, ¢apraz kontaminasyona ve sepsise neden olabilir.

e Kan alma ve analiz yapma arasindaki belirtilen sicaklik ve siireye uygun galisin.

e Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapiimalidir.

Hipodermik igne Konfigiirasyonlan

igne Konfigiirasyonlar

Olgii 22G
Renk Siyah
igne Uzunlugu 11/4”

Depolama Kosullari

e 2-32°Cortam sicakliginda muhafaza ediniz.
e Dogrudan gilines 1sigindan ve nemli ortamdan koruyun.
e  Kutuyu ok yoniinde yerlestirerek muhafaza edin.
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o  Ust iiste en fazla bes koli koyularak muhafaza edin.
e Uriiniin raf dmrii 2 yildir.

Kullanilan Sembollerin Agiklamasi

Sayfa No/Page No: 3 /24

Uretici Firma

G

Kirilgan. dikkatli tutun

Uretim Tarihi

<
~

\/
)/>/'\

Gunes 1s1gindan uzak tutun

Son Kullanma Tarihi

"o
N

Kuru tutun

Lot Numarasi

—
—

Dikey olarak hareket ettir

Katalog numarasi
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Tibbi Cihaz
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Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin
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(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize edilmistir
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Lateks icermez

Tekrar sterilize etmeyin

Pirojenik olmayan

Tekli steril bariyer sistemi

e

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

==

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

>

Dikkat

27T

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya yénelik

isaret

Altta gorintilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tiirkiye
Tel: 0212 622 04 00
www.setmedikal.com.tr



http://www.setmedikal.com.tr/

KAN GAZI ANALIZi iCIN SIRINGA KULLANIM TALIMATI/ SYRINGE FOR
BLOOD GAS ANALYSIS INSTRUCTION FOR USE

e SEeT Menikal

Dok./Doc.No: PR.A65 Tarih/Date: 22.04.2024 Rev.No: 5 Sayfa No/Page No: 4 /24

SYRINGE FOR BLOOD GAS ANALYSIS INSTRUCTION FOR USE

Product Type

Syinges for Blood Gas Analysis Hypodermic Needle

Luer 3 pieces Syringe 22G 3 : ===
2mi r=r =
I _—

Intended Use

Syinges for Blood Gas Analysis are made of empty, sterile and disposable plastic materials, are used by end users for the blood aspiration. The
syringes are primarily for human use.

Syinges for Blood Gas Analysis are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use syringes for Blood Gas Analysis are not intended for injection, but are used to withdraw blood to be used in gas analysis by
using a hypodermic needle. It contains the anticoagulant lithium Heparin cellulose plate. The anticoagulant prevents the blood coagulation.

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, $5304, PP — Polypropylene

Anticoagulant 80 IU Dry Li-Heparin Plate

Cap PP — Polipropilen

Packaging Medical grade paper and transparent film for EtO (individually blister packed)

E@ Instruction for Use

e  Open the package by peeling it from the place marked by the arrow.

e  Visually inspect that the content of package is complete and the package is undamaged.

e  The product packaging includes the syringe and needle together.

e During priming, hold the syringe with one hand and the needle with the other.

e  Make sure that the grading lines on the syringe cylinder are legible.

e  Without removing the protective cap of the needle, firmly fix the syringe and needle together by pushing the needle towards the
syringe tip and turning it clockwise.

e  Carefully remove the needle's protective cap without damaging the needle.

e After sampling, immediately evacuate air bubbles from the syringe on to a gauze swab and close the cap. If liquid is to be injected
into the body with a syringe; draw the required amount of liquid into the syringe.

e  After removal of air rotate the syringe around itself to homogenize blood and heparin.

e  According to the recommendations from CLSI, the time between drawing blood and performing analysis should not exceed 30
minutes at room temperature.

e  Before analysis, the dead space in the syringe must be expelled by flushing a drop of blood into a pad.

e The electronic version of PR.A97 Instruction for use is available at www.setmedikal.com.tr
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Intended Patient Population
There is no limitation for the patient population.
Intended User

Healthcare personnel
Device Description Intended for Use With The Device

Suitable for use with connectors "EN I1SO 80369-7 Small diameter connectors for liquids and gases in healthcare applications - Part 7:
Connectors for intravenous or hypodermic applications".

Indications

Blood gas analysis provides information about patients' respiratory and metabolic status, with measurements of pH, carbon dioxide

(pCO2) and oxygen (p02), as well as electrolytes, lactate and hemoglobin. Syinges for Blood Gas Analysis are used to collect blood to be used in
gas analysis. The anticoagulant it contains prevents blood from clotting. The syringe was pre-treated with approximately 80 IU of dry
electrolytebalanced heparin (porcine intestinal mucosa). The product shelf life is 2 years.

Contraindications

Syinges for Blood Gas Analysis should not be used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or resterilization is not possible. It is not intended for use other than its stated intended use. Dispose of as medical
waste after use.

& Cautions

o Do not use the product if the package is damaged.

e Visually inspect that the content of package is complete and the package is undamaged.

e Do not use the product after the expiration date printed on the primary packaging.

e Before use, check that the hypodermic needle is not blocked and the flow is not obstructed.

e Afterinjection or aspiration, dispose of the product as medical waste.

e The product is for single use only. It cannot be reused or re-sterilized.

e Do not touch the needle tip to prevent contamination/ needle sticks. Skin puncture with a contaminated needle may result in serious
iliness such as hepatitis, AIDS and known/unknown diseases.

e If the sterile packaging is not used immediately after openning, there is a risk of contamination. Product sterility cannot be
maintained, do not use the product.

e  Reuse of the product may cause infections, cross-contamination and sepsis.

e Work within the specified temperature and time between blood collection and analysis.

e If any serious incident occurs, it should be reported to the manufacturer and the competent authority.

Hypodermic Needle Configurations

Needle Configurations
Gauge 22G
Color Black

Needle Length 11/4”
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Storage Conditions

e  Store at an ambient temperature of 2-32°C.
e  Keep it away from direct sunlight and moist environment.
e  Place and keep the box in the direction of arrow.

Description of Symbols Used

Do not place more than 5 successive boxes on the top of each other.
The shelf life of product is 2 years.
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Manufacturer
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LOT Batch code |I Move vertically
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Humidity limitation (20% — 80%)

Unique device identifier

Do not use if package is damaged and
consult instruction for use

Authorized representative in the
European Community (United Kingdom)

Do not reuse

Sterilized using ethylene oxide

Latex free

Do not resterilize

Non-pyrogenic

Single sterile barrier system

EK(@@@
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Consult instruction for use or consult
electronic instruction for use

.....

Single sterile barrier system with
protective packaging outside

>

Caution

79T

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tirkiye

Tel: 0212 622 04 00
www.setmedikal.com.tr
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INSTRUCCIONES DE USO DE LA JERINGA PARA ANALISIS DE GASES EN SANGRE

Tipo de Producto

Jeringa para Analisis de Gases | Aguja Hipodérmica

en Sangre

Jeringa de 3 piezas con Punta 22G ——

Luer == 4E

2 mI ————————

Propésito del Uso

Las jeringas vacias, estériles y desechables para analisis de gases en la sangre, hechas de materiales plasticos se utilizan para la aspiracidn de la

sangre. Las jeringas son principalmente para uso en humanos.

Las jeringas para analisis de gases en sangre son adecuadas para su uso con conectores de punta Luer que cumplen con el estandar EN I1SO

80369-7.

Las jeringas estériles desechables para andlisis de gases en la sangre no son para fines de inyeccion, sino que permiten recolectar sangre para
el analisis de gases en la sangre mediante una aguja hipodérmica. Contiene una placa de celulosa impregnada de Heparina de Litio

Anticoagulante. El anticoagulante evita que la sangre se coagule.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno

Empaquetadura Caucho isopreno, no contiene latex

Anticoagulante Placa seca de Li-Heparina de 80 Ul

Tapa PP — Polipropileno

Aguja hipodérmica Acero inoxidable, $$304, PP — Polipropileno

Material de embalaje Papel médico y pelicula transparente apta para la esterilizacién con EO
(paquete de una sola unidad)

EE.-_I Instrucciones de Uso

e Despegue el embalaje del lugar marcado por la flecha.

e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.
e  El embalaje del producto contiene una jeringa y una aguja.

e  Durante la preparacion, sostenga la jeringa con una mano y la aguja con la otra.

e Aseglrese de que las lineas de graduacion del cilindro de la jeringa sean legibles.

e  Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girandola en sentido horario sin quitar la tapa

protectora de la aguja.
e  Retire con cuidado la tapa protectora de la aguja sin dafar la aguja.

e Después de la extraccion de la muestra de sangre, quite las burbujas de aire de la jeringa con un pafio gasa y cierre la tapa

inmediatamente.
e  Después de quitar el aire, gire la jeringa sobre si misma para mezclar la sangre y la heparina.

e Segun las recomendaciones del CLSI, el tiempo entre la extraccidon de sangre y el analisis no debe exceder los 30 minutos a

temperatura ambiente.
e Antes del andlisis, se debe eliminar el espacio vacio en la jeringa transfiriendo una gota de sangre a un pano de gasa.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR. A65 en el sitio web, www.setmedikal.com.tr
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Poblacion de Pacientes Objetivos
No existen limitaciones establecidas para la poblacidn de pacientes.
Usuarios Objetivos

Personales de salud
Descripcion del dispositivo previsto para su uso con el dispositivo

Adecuado para su uso con conectores de conexion “EN I1SO 80369-7 Conexiones de didmetro pequefio para liquidos y gases en aplicaciones
sanitarias — Seccion 7: Conexiones para aplicaciones intravenosas o hipodérmicas”.

Indicacion

El andlisis de gases en la sangre proporciona informacidn sobre el estado respiratorio y metabdlico de los pacientes mediante mediciones de
pH, didoxido de carbono (pCO2) y oxigeno (p02), asi como mediciones de electrolitos, lactato y hemoglobina. Las jeringas para analisis de gases
en la sangre se utilizan para recolectar sangre que se utilizard en el anélisis de gases. El anticoagulante evita que la sangre se coagule. La jeringa
esta previamente heparinizada con aproximadamente 80 Ul de heparina seca equilibrada con electrolitos (mucosa intestinal de cerdo). La vida
util del producto es de 2 afios.

Contraindicacion

Las jeringas para gases en sangre no se utilizan en mas de un paciente. El producto se puede utilizar una sola vez en estado estéril con un solo
paciente. No es posible la limpieza o re esterilizacion. No esta disefiado para usarse fuera del uso previsto especificado. Después de su uso,
deseche el producto como residuo médico.

& Advertencias

e No utilice el producto si su embalaje esta dafiado o abierto.

e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.

e No utilice el producto después de la fecha de vencimiento impresa en el embalaje unitario.

e Antes de usar, compruebe que la aguja hipodérmica no esté ocluida y que el flujo no esté bloqueado.

e Después de la inyeccidn o aspiracion, deseche el producto como residuo médico.

e  El producto es desechable y no puede reutilizarse, reaplicarse ni reesterilizarse.

e No toque la aguja para evitar el riesgo del pinchazo y la contaminacién. La penetracién de una aguja contaminada en la piel puede
provocar hepatitis, SIDA y otras enfermedades conocidas o desconocidas.

e Si el embalaje estéril no se utiliza inmediatamente después de abrirlo, existe el riesgo de contaminacion. No se puede mantener la
esterilidad del producto; no utilice el producto.

e Llareutilizacion del producto puede provocar infecciones, contaminacion cruzada y septicemia.

e Sise produce un caso adverso grave, se debera notificar al fabricante y a la autoridad competente.

e Las jeringas estériles estan disefiadas para usarse sin esperar después del llenado, por lo tanto, no conserve el medicamento por
largo tiempo.

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja
Medida 22G

Color Negro

Longitudes de la

11/4”
Aguja /

Condiciones de Almacenamiento

e Almacenar a una temperatura ambiente entre 2-32°C.
e Proteja de la luz solar directa y del ambiente humedo.
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e  Coloque y mantenga la caja en la direccién de la flecha.

e No coloque mas de Cinco cajas sucesivas una encima de la otra.

e  Lavida util del producto es de 2 afios.

Descripcion de los Simbolos Utilizados
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Fabricante

Fragil. Tratar con cuidado

Fecha de produccion

/ —a

2
g

v

Mantener alejado de la luz solar

Fecha de vencimiento

.
.
-
™ a
-

Mantener seco

Cadigo de lote

=)

Mover verticalmente

Numero de catalogo

7
o

Limite de temperatura entre (2-32°C)

Dispositivo médico

am
3!
S

N
S
b

Limitaciéon de humedad (20% — 80%) /

Identificador de dispositivo Unico

No lo use si el embalaje esta dafiado y ver sus
instrucciones de uso

Representante autorizado en la Comunidad
Europea (Reino Unido)

No reutilizar

Esterilizado con 6xido de etileno

No contiene latex

No re esterilizar

No pirogénico

Sistema de barrera estéril Unico

EXQ(@@@

elFU Indicator

Consultar instrucciones de uso o consulte las
instrucciones de uso via electrénica

==

.....

El sistema de barrera estéril inico con embalaje
protector exterior

>

Atencién

Marcado para cumplir con los requisitos de todas las Directivas/Reglamentos Europeos de Dispositivos Médicos

pertinentes.

El nUmero que se muestra a continuacion es el Numero del Organismo Notificado.

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Estambul, Turquia

Tel: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE POUR ANALYSE DU GAZ DU SANG

Type de produit

Seringue pour I'analyse du gaz du Aiguille hypodermique
sang artériel

Seringue Luer 3 piéces 22G ]
o r= [,

But d’utilisation

Les seringues vides, stérilisées, a usage unique, fabriquées en plastique et destinées a I'analyse du gaz du sang artériel sont utilisées pour le
prélevement du sang. Elles sont essentiellement destinées a I'usage chez les hommes.

Les seringues destinées a |’analyse du gaz du sang artériel sont adaptées a |I'usage avec les connecteurs de raccord luer conformes a la norme
EN ISO 80369-7.

Les seringues a usage unique pour I'analyse du gaz du sang artériel ne sont pas adaptées a I'injection, elles permettent le préléevement du sang
qui fera I'objet d’analyse du gaz du sang artériel, a 'aide de I'aiguille hypodermique. Elles contiennent une plaque cellulosique imbibée
d’Héparine de Lithium comme anticoagulant. L’anticoagulant empéche la coagulation du sang.

Composants du produit

Nom de la piece Matiére premiere

Cylindre PP — Polypropylene

Piston PE — Polyéthylene

Joint Caoutchouc isopréne, sans latex

Anticoagulant Plague séche d’Héparine de Lithium 80 IU

Capuchon PP — Polypropylene

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléene

Matériau d’emballage Papier médical adapté a la stérilisation par EO et film transparent (paquet unitaire a une piéce)

I:E] Consignes d’utilisation

e Quvrir I'emballage a I'endroit d’ouverture marquée du signe de fleche.

o Vérifier visuellement si le contenu de I'emballage est complet et si 'emballage n’est pas endommagé.

e L’emballage du produit contient la seringue et I'aiguille.

e Pendant la préparation, tenir par une main la seringue et I'aiguille par l'autre.

e Sassurer que les traits de graduation figurant sur le cylindre de la seringue sont bien lisibles.

e Pousser l'aiguille vers le bout de la seringue sans enlever le capuchon protecteur de I'aiguille et fixer fermement la seringue et I'aiguille
I'une a I'autre en la tournant dans le sens de I'aiguille d’horloge.

e Enlever attentivement le capuchon protecteur de I'aiguille sans endommager celle-ci.

e Apres le prélevement du sang, éliminer les bulles d’air contenues dans la seringue a I'aide d’'une compresse de gaze et refermer
immédiatement le capuchon.

e Apres la purge d’air, tourner la seringue autour de son axe pour le mélange du sang et I'héparine.

e Selon les recommandations de I'Institut CLSI, I'écart de temps entre le prélevement du sang et I'accomplissement de I'analyse a la
température ambiante ne doit pas dépasser 30 minutes.

e Avant I'analyse, 'espace mort se trouvant dans la seringue doit étre éliminé en faisant couler une goutte de sang sur une serviette
hygiénique.

e Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A65, sur le site web suivant : www.setmedikal.com.tr.
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Population de patients visée
Il n’y a pas de limitation fixée pour la population de patients.

Utilisateurs visés

Personnel médical
Définition des éléments visés pour I'utilisation avec I’appareil

L'appareil est adapté pour I'usage avec : « EN ISO 80369-7 Raccords de petite taille pour liquides et gaz utilisés dans le domaine de la santé —
Partie 7 : Connecteurs pour les applications intraveineuses ou hypodermiques ».

Indication

L’analyse du gaz du sang artériel permet d’obtenir des informations sur I'état respiratoire et métabolique des patients en mesurant le pH, le
dioxyde de carbone (pCO2) et I'oxygene (p02), ainsi que les électrolytes, le lactate et ’hémoglobine. Les seringues pour I'analyse du gaz du
sang artériel servent a prélever du sang qui fera I'objet d’analyse du gaz du sang artériel. L’anticoagulant qu’elles contiennent empéche la
coagulation du sang. La seringue est préalablement traitée par héparine avec environ 80 Ul d’héparine seche équilibrée en électrolytes
(muqueuse intestinale de porc). La durée de conservation du produit est de 2 ans.

Contre-indication

La seringue pour I'analyse du gaz du sang artériel n’est pas utilisée sur plus d’un patient. Le produit ne peut étre utilisé qu’une fois seule en
état stérilisé sur un seul patient. On ne peut procéder au nettoyage ou stérilisation a nouveau. Le produit n’est pas congu pour étre utilisé dans
un but en dehors de celui auquel il est destiné. Aprés |'utilisation, éliminer le produit a titre de déchet médical.

& Remarques

e Sil’'emballage est endommagé ou ouvert, ne pas utiliser le produit.

e Vérifier visuellement si le contenu de 'emballage est complet et si I'emballage n’est pas endommagé.

e Ne pas utiliser le produit apres la date d’expiration marquée sur I’'emballage unitaire.

e Avant I'utilisation, vérifier si I'aiguille hypodermique n’est pas bouchée et le coulage du fluide n’est pas empéché.

e Apres I'utilisation, éliminer le produit a titre de déchet médical.

e Le produit est destiné a I'utilisation unique, il ne peut étre réutilisé ni stérilisé a nouveau.

e Pour éviter le risque de piqure ou contamination, ne pas toucher I'aiguille. La piqure d’une aiguille contaminée dans la peau peut
provoquer I’hépatite, SIDA et d’autres maladies connues ou inconnues.

e Sile produit n"est pas immédiatement utilisé aussitot aprés I'ouverture de I'emballage stérilisé, il y a risque de contamination. La
stérilisation du produit ne peut étre protégée, ne pas utiliser le produit.

e Laréutilisation du produit peut donner lieu aux infections, contaminations croisées et septicémies.

e Respecter la température et I'écart de temps entre le prélévement du sang et I'accomplissement de I'analyse.

e Siun fait sérieux défavorable survient, le fabricant et I'autorité compétente doivent en étre informés.

Configurations de I’aiguille hypodermique

Configuration de I'aiguille
Dimension 22G

Couleur Noir

Longueur de

o 11/4”
I'aiguille
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Conditions de stockage

Sayfa No/Page No: 12 /24

e Conserver les produits dans un endroit ou la température ambiante est comprise entre 2 et 32°C.
e Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.

Explication des symboles utilisés

Stocker les produits en plagant les paquets selon le sens de la fleche.
Placer I'un sur I'autre cinq colis au plus.
La durée d’expiration du produit est de 2 ans.

Fabricant

Fragile, tenir attentivement

Date de fabrication

\/ |
v

P

71

Tenir écarté des rayons solaires

SIS

Date d’expiration

Tenir sec

LOT Numéro de lot |l Faire bouger en état vertical
REF NUMéro de catalogue /ﬂ/”“ Limite de la température ambiante
& 2 (entre 2 et 32°C)

Appareil médical

2
&

&),

~
=3
2

Limites d’humidité (20% - 80%)

Identifiant unique de I'appareil

Ne pas utiliser si le paquet est
endommagé et voir les consignes
d’utilisation

Représentant agréé dans la
Communauté européenne (Royaume-
Uni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthylene

Ne contient pas de latex

Ne pas stériliser a nouveau

Non pyrogene

Systéme de barriére stérilisée simple

EK(@@ @

elFU Indicator

Voir les consignes d’utilisation ou
consulter la notice d’utilisation
électronique.

-----

Systéme de barriere stérilisée simple
muni d’emballage protecteur a
I'extérieur

>

Attention

Signe justifiant la conformité a toutes les nécessités des Directives / Réglementation européennes

pertinentes relatives aux appareils médicaux.

Le numéro figurant en bas est le numéro de constitution approuvé.

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turquie

Tél.: 0212 622 04 00
Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR DEN GEBRAUCH DER BLUTGASANALYSE-SPRITZE

Produkttyp
Spritze fiir die Blutgasanalyse Hypodermische Nadel
Luer 3 teilige Spritze 22G 0
2ml = —Ei
Verwendungszweck

Die fiir die Blutgasanalyse bestimmten leeren, sterilen Einwegspritzen aus Kunststoff werden zum Zweck der Blutaspiration verwendet. Die
Spritzen sind hauptséachlich fur die Anwendung am Menschen bestimmt.

Die flr die Blutgasanalyse bestimmten Spritzen sind fir die Verwendung mit Luer-Anschlussverbindern gemal Norm EN ISO 80369-7 geeignet.
Die fur die Blutgasanalyse bestimmten Einwegspritzen sind nicht fiir Injektionszwecke bestimmt und erméglichen die Abnahme des bei der
Blutgasanalyse eingesetzten Blutes mittels einer hypodermischen Nadel. Das Produkt enthdlt eine mit dem gerinnungshemmenden Lithium-
Heparin impragnierten Zelluloseplatte. Antikoagulans verhindert die Blutgerinnung.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen
Dichtung Isopren Kautschuk, frei von Latex
Antikoagulans 80 IU Kuru Li- Heparin-Platte
Kappe PP — Polypropylen
Hypodermische Nadel Edelstahl, SS304, PP — Polypropylen
Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)

Gebrauchsanweisung

e  Offnen Sie die Verpackung, indem Sie sie an der durch das Pfeilzeichen gekennzeichneten Offnung abziehen.

e Prifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e Die Produktverpackung enthdlt eine Spritze zusammen mit einer Nadel.

e Halten Sie wahrend der Vorbereitung die Spritze in einer Hand und die Nadel in der anderen Hand.

e Stellen Sie sicher, dass die Skala auf dem Zylinder der Spritze lesbar ist.

e Bevor Sie die Schutzkappe der Nadel entfernen, befestigen Sie die Spritze und die Nadel miteinander, indem Sie die Nadel in Richtung
der Spritzenspitze driicken und im Uhrzeigersinn drehen.

e Entfernen Sie die Nadelschutzkappe vorsichtig, ohne die Nadel zu beschadigen.

e Nach Abnahme der Blutprobe die Luftblasen in der Spritze mit Gaze beseitigen und den umgehend die Kappe aufsetzen.

e Nachdem Sie die Luft beseitigt haben, drehen Sie die Spritze um sich selbst, um das Blut und Heparin zu vermischen.

e GemalR den Empfehlungen von CLSI sollte die Dauer zwischen der Blutabnahme und der Durchfihrung der Analyse bei
Raumtemperatur 30 Minuten nicht Gberschreiten.

e Vor der Analyse muss der Totraum in der Spritze beseitig werden, indem ein Tropfen Blut auf einen Tupfer aufgetragen wird.

e Die elektronische Version der PR.A65 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

Patientenzielgruppe
Es bestehen keine Einschrankungen fir die Patientenpopulation.
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Benutzerzielgruppe
Gesundheitspersonal
Definition des Gerats, das zur Verwendung mit dem Gerat vorgesehen ist

Geeignet fur die Verwendung mit ,EN ISO 80369-7 Anschlisse mit kleinem Durchmesser fir Flissigkeiten und Gase fiir Anwendungen im
Gesundheitswesen — Teil 7: Anschlisse fiir intravenése oder hypodermische Anwendungen®.

Indikation

Die Blutgasanalyse liefert durch Messungen von pH-Wert, Kohlendioxid (pCO2) und Sauerstoff (pO2) sowie Elektrolyten, Laktat und
Hamoglobin Informationen tGber den Atmungs- und Stoffwechselstatus des Patienten. Die fiir die Blutgasanalyse bestimmten Spritzen werden
zur Abnahme von Blut fiir die Gasanalyse verwendet. Das darin enthaltene Antikoagulans verhindert die Blutgerinnung. Die Spritze ist mit
ungefahr 80 IE elektrolytkompensiertem Trockenheparin (Schweinedarmschleimhaut) vorheparinisiert. Die Haltbarkeit des Produkts betragt 2
Jahre.

Kontraindikation

Spritzen fir die Blutgasanalyse dirfen nicht bei mehr als einem Patienten verwendet werden. Das Produkt kann bei nur einem Patienten
einmalig in sterilem Zustand Verwendung finden. Eine Reinigung bzw. erneute Sterilisierung ist ausgeschlossen. Das Produkt ist nicht fiir einen
anderen als den angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& Hinweise

e Benutzen Sie das Produkt nicht, wenn die Verpackung beschadigt oder ge6ffnet ist.

o Prifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e Verwenden Sie das Produkt nicht nach dem auf der Einzelverpackung aufgedruckten Verfallsdatum.

o Uberpriifen Sie vor dem Gebrauch, dass die hypodermische Nadel nicht verstopft und der Durchfluss nicht blockiert ist.

e Entsorgen Sie das Produkt nach dem Gebrauch als medizinischen Abfall.

e Das Produkt ist ein Einwegprodukt und kann nicht wiederverwendet, wiederaufbereitet oder erneut sterilisiert werden.

e Um einer Stech- und Kontaminationsgefahr vorzubeugen, die Nadel nicht beriihren. Das Einstechen einer kontaminierten Nadel in die
Haut kann zu Hepatitis, AIDS und bekannten / unbekannten Krankheiten fihren.

o Wird die sterile Verpackung gedffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitat kann
nicht aufrechterhalten werden. Das Produkt nicht verwenden.

e Die Wiederverwendung des Produkts kann zu Infektionen, Kreuzkontaminationen und Sepsis fiihren.

e Die vorgeschriebene Temperatur und Dauer zwischen der Blutabnahme und der Durchfiihrung der Analyse unbedingt einhalten.

e Bei schwerwiegenden unerwiinschten Vorfallen miissen der Hersteller und die zustandige Behorde benachrichtigt werden.

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 22G
Farbe Schwarz
Nadellange 11/4”
Lagerbedingungen

e Bei Umgebungstemperatur zwischen 2 — 32 °C lagern.
e Vor direkter Sonneneinstrahlung und feuchter Umgebung schiitzen.
e Die Packung in Pfeilrichtung lagern.
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e Maximal funf Kartons Gbereinander lagern.
e  Die Haltbarkeit des Produkts betragt 2 Jahre.

Erlduterungen verwendeter Symbole
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Hersteller

-

Zerbrechlich. Vorsichtig halten

<
~

Produktionsdatum

\/
)/>/'\

Vor Sonneneinstrahlung schiitzen

"o
N

Verfalldatum

Trocken halten

—
—

Lot-Nummer

Vertikal bewegen

Katalognummer

]
a

Max. Lagertemperatur (2-32 °C)

2
&

Medical Device (Medizinprodukt)

&),

~
=3
2

Feuchtigkeitsbegrenzung (20% —80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt

EU-Bevollmachtigter (Vereinigtes
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

Enthalt kein Latex

Nicht erneut sterilisieren

Pyrogenfrei

Einfaches Sterilbarrieresystem

E XQ{@@@

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

===

>

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

Achtung

Kennzeichnung der Erfiillung der Anforderungen aller betreffenden europaischen

Medizinproduktrichtlinien / europaischen Gesetze

Die unten angezeigte Nummer ist die Nummer der benannten Stelle

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul - Tiirkei

Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLA SIRINGA PER EMOGASANALISI

Tipo Prodotto

Siringa per emogasanalisi Ago Ipodermico

Siringa con attacco luer 3 parti 22G 0
2 ml I j 4Ei

Finalita di Uso

Le siringhe per emogasanalisi vuote, sterili e monouso, fatte dai materiali plastici, vengono usate per I'aspirazione del sangue. Le siringhe, in
primo luogo, sono destinate all’'uso umano.

Le siringhe per emogasanalisi sono adatte all’uso con connettori ad attacco luer in modo conforme allo standard EN ISO 80369-7.

Le Siringhe Sterili e Monouso per Emogasanalisi non sono destinate all’'uso di iniezione e provvedono al prelievo del sangue attraverso I'ago
ipodermico in modo tale da usarlo nell’emogasanalisi. Contiene la piastra cellulosa anticoagulante litio eparina. L’anticoagulante impedisce la
formazione di coaguli nel sangue.

Composizioni del Prodotto

Componente Materia Prima

Cilindro PP — Polipropilene

Pistone PE — Polietilene

Guarnizione Gomma isoprene, senza lattice

Anticoagulante 80 IU li-eparina liofilizzata

Tappo PP — Polipropilene

Ago ipodermico Acciaio inox, SS304, PP — Polipropilene

Materiale di confezione Carta medicale e film trasparente adatto alla sterilizzazione con EO
(confezione singola in blister)

I:E] Istruzioni di Uso

e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.

e  Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e Laconfezione del prodotto contiene la siringa e I'ago.

e Durante la preparazione tenere la siringa in una mano e I'ago nell’altra.

e  Assicurarsi che la scala graduata sul cilindro della siringa sia ben leggibile.

e  Fissare saldamente I'ago alla siringa spingendolo verso la punta della siringa e ruotando in senso orario senza rimuovere il cappuccio
protettivo dell’ago.

e  Rimuovere attentamente il cappuccio protettivo dell’ago senza danneggiare I'ago.

e Dopo aver prelevato il campione di sangue, svuotare le bolle d’aria presenti nella siringa attraverso una garza e chiudere subito il
tappo.

e Dopo aver rimosso |'aria, ruotare la siringa intorno a sé per far miscelare il sangue con I'eparina.

e A seconda delle raccomandazioni del CLSI, il tempo tra il prelievo di sangue e I'esecuzione dell’analisi non va superato i 30 minuti a
temperatura ambiente.

e  Prima dell’analisi, espellere lo spazio morto dalla siringa con la fuoriuscita di una goccia di sangue su una garza.

e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A65 sull’indirizzo www.setmedikal.com.tr.

Popolazione target di pazienti

Non é prevista alcuna limitazione per la popolazione pazienti.
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Utenti target
Personale sanitario
Descrizione del dispositivo destinato all’uso insieme al dispositivo

E adatto all’uso con i connettori di collegamento “EN 1SO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle
applicazioni del servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

L’emogasanalisi fornisce informazioni circa le condizioni respiratorie e metaboliche dei pazienti attraverso le misurazioni di elettroliti, lattato,
emoglobina oltre alle misurazioni di pH, anidride carbonica (pCO2) e ossigeno (p02). Le siringhe per emogasanalisi vengono utilizzate per il
prelievo di sangue da utilizzare nell’emogasanalisi. Il coagulante contenente impedisce la formazione di coaguli nel sangue. La siringa & pre-
eparinata con circa 80 IU di eparina liofilizzata e bilanciata con gli elettroliti (mucosa intestinale del maiale). La vita da scaffale e di 2 anni.

Controindicazione

Le siringhe per emogasanalisi non possono essere utilizzate su pil pazienti. Il prodotto pud essere utilizzato solo una volta per ciascun paziente
ed in condizioni sterili. Non & consentita la pulizia o la risterilizzazione. Non ¢ stata progettata per uso diverso da quanto indicato. Dopo |'uso
smaltire come il rifiuto sanitario.

& Avvertenze

e Non utilizzare il prodotto se la confezione risulta danneggiata o aperta.

e Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e Non utilizzare il prodotto dopo la scadenza indicata sulla confezione singola.

Prima dell’uso verificare che I'ago ipodermico non sia otturato e il flusso non sia bloccato.

Smaltire il prodotto come rifiuto sanitario dopo I'uso.

Il prodotto € monouso e non puo essere riutilizzato né risterilizzato.

e Non maneggiare I'ago per evitare il rischio di puntura e di contaminazione. La puntura accidentale da ago contaminato
potrebbe provocare epatite, AIDS ed altre malattie conosciute/non conosciute.

Se la confezione sterile non venisse usata appena dopo I'apertura costituirebbe il rischio di contaminazione, in quanto la
sterilita del prodotto non mantiene, non usare il prodotto.

Il riutilizzo del prodotto potrebbe provocare infezioni, contaminazioni crociate e sepsi.

Rispettare la temperatura e il tempo indicato tra il prelievo di sangue e I’esecuzione dell’analisi.

Qualora si verifichi un grave incidente, la circostanza va comunicata all’azienda produttrice e all’autorita competente.

Configurazioni dell’ago ipodermico

Configurazioni dell’ago

Misura 22G
Colore Nero
Lunghezza ago 11/4”

Condizioni di stoccaggio

e Conservare a temperatura di ambiente tra 2-32°C.
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Tenere lontano dai raggi solari diretti e dall’'umidita.
Conservare la confezione posizionandola in direzione della freccia.
Non posizionare piu di 5 contenitori I'uno sull’altro.
La vita da scaffale del prodotto & di 2 anni.

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 18 /24

Azienda Produttrice

Ha

Fragile! Maneggiare con cura

Data di Produzione

<
~

\/
B/'\

Tenere lontano dai raggi solari

S

Data di Scadenza

"o
N

Mantenere asciutto

LOT

Numero Lotto

—
—

Trasportare in direzione verticale

REF

Numero Catalogo

]
a

Limite di temperatura (2-32°C)

Dispositivo Medico

2
&

&),

~
=3
2

Limite di umidita (20% — 80%) /

L’identificazione unica dei dispositivi

Se la confezione & danneggiata non
utilizzarla e consultare le istruzioni di
uso.

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

Senza lattice

Non risterilizzare

Non Pirogenico

Sistema di barriera sterile singola

EXQ(@@ @

elFU Indicator

Consultare le istruzioni di uso o
rivolgersi all’istruzione di uso digitale.

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

>

Attenzione

Marcatura che dichiara la soddisfazione i requisiti di tutti i Regolamenti Europei Pertinenti sui
Dispositivi Medici/Normativa Europea. Il numero di cui sotto si intende del Numero dell’Ente

Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turchia

Tel: 0212 622 04 00
www.setmedikal.com.tr
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MHCTPYKUUA NO UCMOJIb3OBAHUIO LLUNPULLEB ANA UCCNEAOBAHUA TA30B KPOBU

Tun usgenus

Wnpuy, ana nccneposaHunA rasos WUrna pna noAKoXHbIX

KpoBu WHbEKLMUI

Wnpuy Jlyep 3-KOMNOHEHTHbI1 22G Ir el
2 mn (= —E

Llenb ncnonbsoBaHusa

MycTble cTepuibHble O4HOPA30Bble WNPULLLI A1A UCCNef0BaHMA ra30B KPOBU, U3rOTaBAMBaEMble U3 NAACTUKOBbLIX MaTepuanos, NCNOb3YHOTCA
ONA B3ATUA KpoBK. LUNpuubl npeaHasHavyeHbl Npexae Bcero ANA UCno/b30BaHMA B OTHOLWEHWW OpPraHM3mMa YesoBeKa.

LWnpuubl Ana nccneaoBaHUA ra3oB KPOBU NPUTO4HbLI AN1A UCNONb30BAaHMA C HAKOHeYHUKamm «Jlyep» B cooTBeTcTeum ¢ EN I1SO 80369-7.
OpHopa3oBble CTepwusibHble LWMAPULbl A1 UCCAeLOBaHMA a30B KPOBWM MNpefHasHauyeHbl He A1 UMHbBEKUMU, a ANa B3ATUA KPOBWU Ha
nccnefoBaHve rasoB KPOBM C MOMOLLBIO UMbl AR NOAKOXKHbIX UHBEKUUA. AHTUKOAryNAHT COAEPKUT LLENTION03HYI0 NAACTUHY, MPONUTAHHYIO
NUTUIA-renapuHoOm. AHTUKOAryNsaHT NpefoTBpaLLaeT CBepTbiBaHWE KPOBU.

KomnoHeHTbl nsgenus

HassaHue petanu CbipbeBoit MaTepuan

Unnauupp MNMN - noavnponunen

MopweHb M3 - nonnatunen

Mpoknagka M3onpeHoBbIV KayyyK, 6e3 naTtekca
AHTUKOArynaHt MnactuHa ¢ cyxmm nutuii-renapmHom 80 ME
Konnauok MM - noavnponuneH

Urna pna noaKoXKHbIX
WHbEKL U

Matepuan ynakoBku MeamumHcKan bymara ¢ npo3payHoi NAeHKOM, NnpuroaHan ans
crepunmnsaumm EO (MHAMBMAYaNbHAA yNaKoBKa)

Hepskasetowas ctanb, SS304, MMM - noamnponuneH

[:@ MHCTPYKLMA NO UCNOIb30BaHUIO

e BCKpOliTe ynaKoOBKy Yepes OTBEPCTUE, YKa3saHHOE CTPE/IKOW.

e Bu3yanbHO NPOBepbTe KOMMIEKTHOCTb COAEPKMMOro U OTCYTCTBME MOBPEKAEHMI YNAKOBKM.

e B ynakoBKe HaxoAWTbCA WNPWUL, B KOMMNAEKTE C UTNOW.

e B0 Bpems NMOArOTOBKM K UCMO/Nb30BAHUIO AEPMKMTE LUNPULL OAHOMN PYKOM, a UFAY - APYroW.

e Y6eauTech, YTO rpaZlyMpoBOYHbIE IMHWUM HA LMAUHAPE WNPULLA XOPOLLIO YUTAOTCA.

e He CHVMMaa 3alMTHbIA KOAMAYOK C UMNbl, HALEXKHO 3adUKCUPYITE WMy Ha Wnpule, NPUMKAB UMY K HAaKOHEYHWKY Wnpuua v

NMoBepHYB ee Mo YacoBOW CTpesKe.

OCTOPOXKHO CHUMMUTE 3aLUMTHBIN KONMAYOK C UI/bl, HE NOBPEeaMB ee.

Mocne B3aTMA 06pasLLa KPOBY yAaNUTE Ny3blPbKM BO34yXa U3 LUMPULLA C MOMOLLLIO MapAeBOM TKaHWU U CPasy XKe 3aKpoWTe KOnayokK.

Mocne ypaneHusa Bo3ayxa NOBEpHUTE WNPULL, YTOBbI CMeLaTb renapyH C KPOBbIO.

e  CornacHo pekomeHgaumam CLSI, Bpems mexay B3aTMeM KPOBU U UCCea0BaHUEM He AOXKHO NpeBbiwaTth 30 MUHYT NPU KOMHATHOM
Temneparype.

e [lepeps vccnepoBaHnem HeO6X0AMMO YAANNUTL NYCTOE MPOCTPAHCTBO B LUMPULLE, CIMB Kamnlo KPOBU Ha TAMMOH.

e C3/1eKTPOHHOM Bepcuelt MHCTPYKLMM NO UCNONb30BaHMO PR.AG5 MOKHO 03HAaKOMUTLCA Ha caiTe www.setmedikal.com.tr
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LleneBan rpynna nauuneHToB

YcTaHOBNEHHbIX OrpaHVI‘-IEHVIVI B OTHOWEHWU rpynnbl NaUMEHTOB HE UMEEeTCA.

LleneBble nonb3oBaTtenu

MeauUMHCKNIN nepcoHan

OnucaHue yCTPOMUCTB, NpeaHa3HauYeHHbIX A8 UCMO0J/Ib30BaHUA C U34enem

N3penune npurogHo gas UCnonb3oBaHUs ¢ coegnHuTenamm B cootsetctaum ¢ “EN I1SO 80369-7 CoegMHUTENM MANOro AUaMeTpa 41 XKULKOCTel
W rasoB, UCMO/b3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYAMUCTOrO UAM MOAKOMHOMO
npumeHeHna".

NMoKa3aHua

WccnepoBaHue ra3os KpoBW NO3BOJIAET MOMYYUTb MHGOPMALMIO O AbIXaTeNbHOM U METaboMYECKOM COCTOAHUM NauMeHTa nyTem M3mepeHus
nokasatenei pH, yrnekucnoro rasa (pC0O2) u knucnopoga (p0O2), a TaKKe 3N1EKTPOUTOB, faKTaTa U remornobuHa. LWnpuupl gaa nccnegosaHms
rasoB KPOBW MCMO/b3YIOTCA A/1A B3ATUA KPOBM Ha nccnesoBaHue. CoOaepsKaLLMiica B HUX aHTUMKOAryAaHT NpeaoTBpaLLaeT CBEPTbIBAHME KPOBM.
LWnpuy, npeasapuTenbHO renapuHuM3npoBaH npumepHo 80 ME cyxoro renapuHa, c6anaHCMpOBAaHHOMO MO 37EKTPoAUTaM (cam3ucTas
KMLIEYHMKa CBUHbM). CPOK rogHOCTU M3ae/IMA COCTaBNsAeT 2 roaa.

MpoTuBonoKasaHuA

Wnpuy, Ana nccnefoBaHUA ra3oB KPOBU He AOJIKEH MCNONb30BaTbCA b6onee yem ONA 0aHOro nauneHTa. Msgenne moxket 6bITb UCNONB30BAHO B
CTEepUIbHOM COCTOAHUM OL4HOPA30BO ANA OAHOro NnauneHTa. OUMCTKa UAK NOBTOPHAA CTepuan3aumna He gonyckaetca. He npeaHasHaveHbl AnA
MCNONb30BaHMUA HE MO Ha3HayYeHuto. Nocne cnoib3oBaHUA yTVI}'IVISVIpyVITe KaK MmeaANUNHCKNE OTX0A4bl.

& MpeaynpexaeHus

e He ucnonbsyiTe n3genmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e Bu3yanbHO NpoBepbTe KOMMIEKTHOCTb YMAaKOBKM W OTCYTCTBME MOBPENKAEHMWM.

e He nUcnonb3yiTte nsgenne nocae UCTeYEHUA CPOKA rogHOCTH, YKa3aHHOrO Ha YNaKoBKe.

e [lepep vcnonb3oBaHuem ybeaunTech, YTO UrNa ANA NOAKOXKHbIX MHBEKLMIA He 3aKyNopeHa 1 NOTOK KPOBU He 3aTPyAHEH.

e [locne UCNoNb30BaHUA YTUAMIUPYITE U34eNNEe KaK MeANLMHCKME OTXOAbI.

e  UM3penne npeaHasHayeHO TOMAbKO ANA OAHOKPATHOrO MCMO/b30BaHMA M He MOA/ENKMT MOBTOPHOMY MPUMEHEHUIO U MOBTOPHOW
cTepuAnsaummn.

e  He npuKacantecb K uUrne Bo M3bexxaHne pUcka NPOKoIa KOXKM U 3apaxkeHuns. MPOKO/bl KOMKM 3apaXKEHHOMN UTI0 MOTYT NPUBECTU K
passuTuio renatuTa, CMNOa n Apyrux M3BecTHbIX/HEU3BECTHbIX 3a60/1€BaHUIA.

e Ecnv u3genve He MCnosib3yetcA HENoCPeACTBEHHO MOCNAE BCKPbITUA CTEPUIbHON YNaKOBKM BO3HMKAET PUCK 3apaeHus. He
MCMONb3yWTe U3aesme B ClyYae HEBO3MOXKHOCTU COXPaHEHUA ero CTepuabHOCTH.

e  [loBTOpHOE MCMO/Ib30BaHME U34ENNA MOXKET NPUBECTU K MHOULMPOBAHMIO, NEPEKPECTHOMY 3apParKeHUIO U cencucy.

e  CobnloaaiiTe yCTaHOBAEHHYIO TEMMEPATYPY M BPEMA MeXAY B3ATUEM KPOBU U ee UCCNeA0BaHNEM.

e  [lpy BO3HMKHOBEHUM Cepbe3HbIX NOBOYHbIX 3PPEeKTOB HEOOXOAMMO YBEAOMUTL MPOU3BOANTENSA U KOMMNETEHTHbIA OpraH.

KoHdurypauum urn ana nogKoXHbIX MHbEKLMUMA

KoHdurypaums urn
Pasmep 22G

Lget YepHbii

OnvHa urnbl 11/4”
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Ycnosua xpaHeHusA

e XpaHuTb Npu TemnepaType OKpy:KatoLLel cpeabl 2-32°C.
e 3alMLWATb OT NPAMBIX COTHEYHbIX Iy4Yei U BNaXKHOW cpeabl.

XpaHWTb, PacnonoXune KOPOOKY B HANPaBAEHUN CTPESKN.
YKknagpiBatb He 6osee NATM KOPOBOK Apyr Ha Apyra.
CpOK rogHOCT1 NpoAyKTa COCTaBnAeT 2 roaa.

MoAcHeHuA K Ucnosibyembim yCZ10BHbIM o0603HauYeHnAM

Sayfa No/Page No: 21 /24

KomnaHua-npounssogutenb

Xpynkoe nsgenune, obpaluatbcs
OCTOPOXKHO

[aTa nponssoacTea

N @
i

3aWmLLaTb OT CO/THEYHbIX Jyyen

L E

[laTa ncreyeHma cpoka rogHocTn

.
.
-
" a
-

XpaHuTb B cyxom mecTe

LOT Homep naptuu |I MepemelLaTb BEPTUKANbHO
REF Homep no Katanory _/Rf SEBCX)HMM npeaen Temnepatyps (2-

MeanunHckoe nsgenuve

~N
S
3
kag
&

OrpaHuyeHue no snaxHocTn (20-80%)

YHWKaNbHbIN MAEHTUDUKATOP M34enus

He ncnonb3yitTe, ecav ynakoska
nospexaeHa, u obpaTutech K
MHCTPYKLMW NO UCMONb30BAHUIO

YNo/sHOMOYEHHbIV NpeacTaBuTeNb B
Esponeiickom coobuiecTtse
(BennkobputaHus)

He ncnonb3osBatb NOBTOPHO

CTepnnnsoBaHoO C NCNOJIb30OBAHMEM
OKWNCU 3TUNIEHA

He copepuTt natekca

He cTtepunmsoBatb NOBTOPHO

HenuporeHHbIn

NHanBuayanbHas ctepunbHas bapbepHas
cuctema

o X ©

elFU Indicator

CM. MHCTPYKUMIO MO UCMO/b30BaHMIO
nan 06pPaATUTECH K 3/IEKTPOHHOM
MHCTPYKLMW NO UCMONb30BAHUIO

P

-----

NHameuayanbHaa ctepunbHan 6apbepHas
CUCTEMA C 3aLLMTHOM YNAaKOBKOW CHAPYKM

>

BHumaHune

3HaK cooTBETCTBUA TpeboBaHMAM BCEX COOTBETCTBYHOWMX AupekTne EC no meauuMHCKMM
usaenunam / EBponeiickoro 3akoHoaaTeNbCcTea
YKaszaHHbIA BHU3Y HOMEp ABAAETCA HOMEPOM HOTUDMLMPOBAHHOrO opraHa

MecTto npousBoacTBa

AKUMOHepHaa KomnaHua «CeT Meaukan CaHaiu Be TugskapeT A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Anpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Tiirkiye (Crambyn, Typuua)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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IHCTPYKUIA 3 BAKOPUCTAHHA WNPULIB ANA AOCNIAXKEHHA TA3IB KPOBI

Tun Bupoby
LWnpuy, ana aocnigKeHHn rasis Kposi Fonka anAa niawkKipHUX
iH'eKLiN
Winpuy Jlyep 3-KOMNOHEHTHUI1 22G ) =
2 Mn (= 47 B

MeTta BUKOPUCTaHHA

MOpPOXKHi CTEepU/IbHI 04HOPA30BI WNPULM ANA AOCAIAKEHHA rasiB KPOBi, AKi BUTOTOBAAKTLCA 3 MIACTMKOBUX MaTepianis, BUKOPUCTOBYHOTbCA
ONA B3ATTA Kposi. LLUnpuuyn npusHayeHi Hacamnepen 419 BUKOPUCTAHHA CTOCOBHO OPraHi3amy II0ANHMN.

LWnpuum ana gocniaskeHHs rasis KPoBi NPUAATHI ANA BUKOPUCTaHHA 3 HakKoHeYHuKamm "Jlyep" signosigHo go EN ISO 80369-7.

OpHOPa3oBi CTEPWIbHI WINPULM ANA AOCNIAXKEHHSA ra3iB KPOBi NpU3HAYeHi He ANA iH'eKUil, a ANA B3ATTA KPOBI Ha AOCANIAMKEHHSA rasiB KpoBi 3a
[OMNOMOrOI0 TO/IKM ANA MIAWKIPHMX iH'EKLiA. AHTUKOAryNAaHT MIiCTUTb LENt0NI03HY MAACTUHY, NMPOCOYEHY AiTiM-renapuHom. AHTUKOArynaHT
3anobirae 3ropTaHHIO KPOBI.

KomnoHeHTH BUpoby

HasBa getani CVPOBUHHUI maTepian

Unningp MM - noninponineH

MNopieHb ME - nonietuneH

Mpoknagka I3onpeHoBuIA KayyyK, 6e3 natekcy
AHTUKOArynaHT MnacTuHa 3 cyxum niTin-renapuHom 80 MO
KoBsnauok MM - noninponinex

Fonka ana nigwkipHux
iH'eKLin

Marepian ynakoBku MeamnyHui nanip i3 Npo30opoto NNiBKOK, NpUAaTHUN Ana ctepunisauii EO
(ingmBigyanbHa ynakoBka)

Hep:kasitoua ctanb, SS304, MM - noninponineH

I:E] IHCTPYKLLiA 3 BUKOPUCTAHHA

e Po3KpuitTe yNaKkoBKy Yepes OTBip, BKa3aHWit CTPISIKOLO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAXEHb YNAaKOBKW.

e B ynakoBLi 3HaXOAWUTLCA LWNPULL Y KOMMNNEKTI 3 FTOJIKOHO.

e Tlig Yac NiAroTOBKM 4,0 BUKOPUCTAHHA TPMMAMTE LWNPUL, OAHIEID PYKOLO, a FOJIKY - iHLWOtO.

o [lepeKoHalTecA, WO MOXKHA YiTKO NPOYMTaTH rpasytoBanbHi NiHil Ha LMAIHAPI Wnpuua.

e He 3HiMalouM 3aXMCHUIN KOBNAYOK 3 FO/IKM, HAAiIMHO 3adiKcylTe roNKy Ha WNPULL, NPUTUCHYBLUM FOKY A0 HAaKOHEYHMKa Wwnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOIO CTPINKOIO.

o O6eperkHO 3HIMITb 3aXMCHMUI KOBMAYOK 3 FOJIKM1, HE MOLKOAUBLUM Ti.

e [licna B3ATTA 3pasKa KpoBi BMAANITb OynbbaWKM NOBITPA 3i WNpMUA 33 AONOMOrO0 Map/ieBoi TKAHWMHW Ta 04pasy X 3aKkpuiite
KOBMaYOK.

e [licna BUOANeHHs NoBiTPA MOBEPHITb WNPUL, WOH 3MilIaTh renapumH i3 KpoBs'to.

e 3rigHo 3 pekomeHpgauiamu CLSI, yac Mix B3ATTAM KpOBi Ta AOCNIAKEHHAM He Mae nepesuulyBatM 30 XBUAWH MpPU KiMHATHIN
Temneparypi.

o [lepep AOCNIAKEHHAM HEOBXiAHO BUAANNTM MOPOXKHIM NPOCTIP Y LWNPULL, 3AMBLIX KPanto KPOBi HAa TAMMOH.

e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.AG5 MOKHa 03HaMomuUTUCA Ha canTi www.setmedikal.com.tr
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LlinboBa rpyna nawjieHTiB

BcTaHOBNEHUX 0OMENKEHD LLOAO rPyNu NaLieHTIB HEMAE.

LlinboBi Kopuctysaui

MeaunyHuit nepcoHan

Onuc NpUcTpoiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

Bupib npuaaTHUit gna BUKOPWUCTaHHA 3i 3'egHyBaYamm BignosiaHo ao "EN I1SO 80369-7 3'egHyBadi manoro giametpa Ana pigvH i rasis, AKi
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTMHA 7: YacTKoBi BUMOrM 40 3'€4HYBayiB BHYTPIWHbOCYAMHHOMO abo NiALWKipHOro 3acTocyBaHHA".

MoKa3aHHA

[ocnigxeHHn rasis KpoBi gae 3mory oTpMmaTi iHGopMaLito NPo AUXanbHUM i MeTaboNiYHMI CTaH NaLieHTa WAAXOM BUMIPIOBaHHA NOKAa3HMKIB
pH, Byrnekucnoro rasy (pCO2) i kucHio (pO2), a TakoXK eNeKTPONITiB, NaKTaty i remornobiHy. LWnpuuy ans pocnigxKeHHs rasis Kposi
BMKOPWCTOBYHOTHCA A1 B3ATTA KPOBi HA JOCNIAXKEHHA. AHTUKOAry/IAHT, WO MICTUTbCA B HMX, 3anobirae aropTaHHIo Kposi. LWnpuy, nonepeaHbo
renapuHisosaHunit npnbansHo 80 MO cyxoro renapuHy, 36a1aHCOBAHOMO 33 eNEeKTPONITamMM (CIM30Ba KULWKIBHMKA CBUHI). TepmiH npuaaTHocTi
BMPOOY CTAHOBUTb 2 POKU.

MpoTunokasaHHA

LWnpuy, ana pocnigeHHA rasis KPoBi HE NOBUHEH BMKOPWUCTOBYBATUCA Binbll HiXX ANA O4HOrO MaujieHTa. Bupib moxe 6yTn BUKOpUCTAHUIA Y
CTEepUbHOMY CTaHi OA4HOPA30BO A/A OA4HOro nauieHTa. OunweHHA abo MOBTOpHa CTepwunisauis He AOMNYCcKaeTbcA. He npusHauveHi gns
BMKOPUCTaHHA He 3a NpU3HaYeHHAM. MMicna BUKOPUCTAHHA YTUAI3yINTe AK MeAUYHI Bigxoau.

& MNonepeaxeHHA

e He BuKopucTOBYITE BMPIb 3 NOWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAXEHb.

e He BuKopucToByiTe BMPIb NicaA 3aKiHUEHHA TePMiHY NPUAATHOCTI, 3a3HA4YEHOro Ha YNaKoBL,.

o [lepep BUKOPUCTAHHAM NepeKoHanTecs, Wo rosika Ans NigWKipHMX iH'EKLi He 3aKynopeHa i NOTiK KPOBi He YCKNagHEeHO.

e [licna iH'ekuii abo 3abopy pianHM yTUAi3yiTe BMPIb AK MeauyHi Bigxoau.

e Bupib npM3HaYeHUI TiIbKM o158 OAHOPA30BOro BUKOPUCTAHHSA i He NigNArae NOBTOPHOMY 3aCTOCYBAHHIO Ta MOBTOPHIW cTepunisaLii.

e He TopKanTecs ronku, Wob YHUKHYTU PU3NKY NPOKOAY LWKipKU Ta 3aparkeHHA. [IPOKOAN LWKipK 3apaxKeHOo0 roNIKOK MOXYTb NPU3BECTU
[0 po3BuUTKY renatuty, CHIZy Ta iHWKX BiZOMMX/HEBIAOMMX 3aXBOPIOBAHD.

e  AKWo BUPIO He BMKOPMUCTOBYETbCA 6Ge3nocepeAHbO NICAA PO3KPUTTA CTEPUIbHOI YNAKOBKW, BUMHUKAE PU3MK 3apaykeHHA. He
BUKOPUCTOBYMTE BMPID y pa3i HEMOXKANBOCTI 36epekeHHs NOro CTEPUIbHOCTI.

e [loBTOpPHE BMKOPUCTaHHA BUPObY MOKe NpU3BecTU A0 iHOiIKYBaHHA, NepexpecHoro 3apa*KeHHs Ta cencucy.

o [loTpMMyMTECb BCTAHOB/IEHOT TEMMNEPATYPU Ta Yacy MiXK B3ATTAM KPOBI Ta Ti 4OCNiAKEHHAM.

e VY pasi BUHUKHEHHA ceplio3HMX NOBIYHMX edeKTiB HEObXiAHO NOBIAOMUTU BUPOBHMKA Ta KOMNETEHTHUIN OpraH.

KoHdoirypauii ronok ana nigikipHux iH'ekuin

KoHoirypau,ii ronok

Po3mip 22G
Konip YopHuit
[loBKMHa roNKkn 11/4”

YmoBu 36epiraHHA

e  36epiraTv npu TemnepaTypi HABKONULLIHbLOTO cepeaosuLa 2-32°C.
e 3axulaTH Big NPAMMX COHAYHMUX NPOMEHIB | BOIOrOro cepeaoBumLLa.
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e  36epirati, po3TalyBaBLUM KOPOBKY B HANPAMKY CTPINKMU.
e  YKnagatu He 6inble n'ATM KOPOBOK oAHA Ha OAHY.
e  TepMiH NPMAATHOCTI NPOAYKTY CTAHOBUTb 2 POKM.

MoAcHeHHA A0 BUKOPUCTOBYBAHUX YMOBHUX NO3HAY€Hb

Sayfa No/Page No: 24 /24

KomnaHis-BMpoBHUK

Ha

Kpuxkuin BUpi6, noBoamtuca
obeperkHo

[ata BupobHULTBa

z
~

\/
)/>/'\

3axmLLaTH Bifg, COHAYHOrO NPOMIHHA

L E

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI

-
[

n

-

36epiraTi B Cyxomy MmicLii

LOT

Homep naprii

=)

MepemiwaTtn BepTUKANLHO

REF

Homep 3a KaTaziorom

d
]
[1]

BepxHsa mexka Temnepatypu (2-32°C)

MeanyHuit BUpi6

.,
o
Ead
),
Ed

ObmexKeHHs wWwoao sonorocTi (20-
80%) /

uDI

YHikanbHWUi ineHTndikaTop BUPobLY

He BMKOpUCTOBYTE, AKLLO YNaKOBKa
NOLWKOAMKEHQ, | 3BEPHITLCA 40
IHCTPYKLLIT 3 BUKOPUCTAHHA

YNOBHOBAXEHMWI NPEACTaBHUK Y
€BponencbKoMy CriBTOBapPUCTBI
(BennkobpwutaHis)

He BMKOpMCTOBYBaTU NOBTOPHO

CTepunisoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuNeHy

He micTuTb naTtekcy

He ctepunisyBatm NOBTOPHO

HeniporeHHuUi

IHoMBIAyaNbHa cTepuabHa bap'epHa
cuctema

X @

elFU Indicator

[uB. IHCTPYKLLIO 3 BUKOPUCTAHHA abo
3BEPHITbCA A0 €NEeKTPOHHOI IHCTPYKLIT
3 BUKOPUCTAHHA

-----

IHoMBiAyaNbHa cTepuabHa bap'epHa
cucTema i3 3aXMCHOKO YNaKOBKO 30BHI

A

YBara

3HaK BiAMNoBiAHOCTI BUMOram ycix sianosiaHux Aupektms €EC Wwoa0 meandHnx supobis /

EBDOHEﬁCbKOFO 3aKOHOOaBCTBa

3a3HayeHn BHM3Y HOMEpP € HOMEPOM HOTUGIKOBAHOIO OpraHy

Micue BupobHMUTBA

AkuioHepHa KomnaHia "CeT Megikan CaHai Be TigKapet A.LLL" [Set Medikal Sanayi ve Ticaret A.S.]

Apnpeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typeuunna)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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KAN GAZI ANALIZi iCiN SIRINGA KULLANIM TALIMATI

Uriin Tipi
Kan Gazi Analizi igin Siringa Hipodermik igne
Luer 3 parga Siringa 22G
2ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmig kan gazi analizi igin siringalar, kanin aspirasyonu amaci ile kullanilir. Siringalar
oncelikle insanlarda kullanim igindir.

Kan gazi analizi igin siringalar, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Tek kullanimlik steril Kan Gazi Analizi igin Siringalar enjeksiyon amagl olmayip, kan gazi analizinde kullanilacak kanin hipodermik igne
kullanilarak alinmasi saglar. Antikoagtilan Lityum Heparin emdirilmis seliiloz plaka igerir. Antikoagiilan kanin pihtilagsmasini 6nler.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen

Conta izopren kauguk, Lateks icermez

Antikoagiilan 80 IU Kuru Li- Heparin plaka

Kapak PP — Polipropilen

Hipodermik igne Paslanmaz Celik, S5304, PP — Polipropilen

Ambalaj Malzemesi EQ ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

E@ Kullanma Talimati

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol ediniz

e Uriin ambalaji siringa ve igneyi birlikte icerir.

Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.

Siringa silindir Gizerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.

e ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde gevirerek siringa ve igneyi birbirine sikica
sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

Kan 6rnegi alindiktan sonra, siringadaki hava kabarciklarini bir gazl bez yardimliyla bosaltin ve kapagi hemen kapatin.

Havanin alinmasindan sonra, kanla heparinin karismasi igin siringayi kendi etrafinda geviriniz.

e CLSI'In tavsiyelerine gore, kan alma ve analiz yapma arasindaki siire oda sicakliginda 30 dakikayi gegmemelidir.

e Analizden 6nce, siringadaki 6l bosluk bir damla kanin bir pede akitilmasi yoluyla disari atiimahdir.

e PR.A65 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
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Hedeflenen Kullanicilar
Saglik personeli
Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN 1SO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik capl baglanti elemanlari — B6lim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektdorleri ile kullanima uygundur.

Endikasyon

Kan gazi analizi, hastalarin solunum ve metabolik durumlari hakkinda pH, karbondioksit (pCO2) ve oksijen (pO2) &lgimlerinin yani sira
elektrolitler, laktat ve hemoglobin o6l¢limleriyle bilgi saglar. Kan Gazi Analiz Siringalari, gaz analizinde kullanilacak kanin alinmasi igin kullanilir.
ierdigi antikoagiilan kanin pihtilasmasini dnler. Siringaya, yaklasik 80 IU kuru elektrolit dengeli heparin (domuz bagirsak mukozasi) ile nceden
heparin uygulanmistir. Uriin raf mrii 2 yildir.

Kontrendikasyon

Kan gazi siringalari birden fazla hastada kullaniimaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya yeniden
sterilizasyon yapilamaz. Belirtilen kullanim amaci disinda kullaniimak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha ediniz.

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.

e Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

e Kullanmadan dnce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

e  Urlinu kullandiktan sonra, tibbi atik olarak imha edin.

e Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini dnlemek i¢in igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve
bilinen/bilinmeyen baska hastaliklara yol agabilir.

e  Steril ambalaj agildiktan hemen sonra kullanilmazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, tiriinii kullanmayin.

e Uriiniin tekrar kullanilmasi enfeksiyonlara, ¢apraz kontaminasyona ve sepsise neden olabilir.

e Kan alma ve analiz yapma arasindaki belirtilen sicaklik ve siireye uygun galisin.

e  Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapiimalidir.

Hipodermik igne Konfigiirasyonlan

igne Konfigiirasyonlar

Olcii 22G
Renk Siyah
igne Uzunlugu 11/4”

Depolama Kosullari

e 2-32°C ortam sicakhginda muhafaza ediniz.
e Dogrudan gilines 1sigindan ve nemli ortamdan koruyun.
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e  Kutuyu ok yoniinde yerlestirerek muhafaza edin.
e  Ust iiste en fazla bes koli koyularak muhafaza edin.
e Uriiniin raf dmrii 2 yildir.

Kullanilan Sembollerin Agiklamasi

Sayfa No/Page No: 3 /24

Uretici Firma

Kirilgan. dikkatli tutun

Uretim Tarihi

v

v
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’

Gunes 1s1gindan uzak tutun

Son Kullanma Tarihi

.
.
-
™ a
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Kuru tutun

Lot Numarasi

=)

Dikey olarak hareket ettir

Katalog numarasi

7
o

Sicaklik siniri (2-32°C)

Tibbi Cihaz

3
E

&),

N
S
=

Nem sinirlamasi (%20 — %80) /

Benzersiz cihaz tanimlayici

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize edilmistir

Lateks icermez

Tekrar sterilize etmeyin

Pirojenik olmayan

Tekli steril bariyer sistemi

E XQ{@@@

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

===

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

>

Dikkat

2797

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya yénelik

isaret

Altta gorintilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tiirkiye
Tel: 0212 622 04 00
www.setmedikal.com.tr
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SYRINGE FOR BLOOD GAS ANALYSIS INSTRUCTION FOR USE

Product Type
Syinges for Blood Gas Analysis Hypodermic Needle
Luer 3 pieces Syringe 22G
2ml

Intended Use

Syinges for Blood Gas Analysis are made of empty, sterile and disposable plastic materials, are used by end users for the blood aspiration. The
syringes are primarily for human use.

Syinges for Blood Gas Analysis are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use syringes for Blood Gas Analysis are not intended for injection, but are used to withdraw blood to be used in gas analysis by
using a hypodermic needle. It contains the anticoagulant lithium Heparin cellulose plate. The anticoagulant prevents the blood coagulation.

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, $5304, PP — Polypropylene

Anticoagulant 80 IU Dry Li-Heparin Plate

Cap PP — Polipropilen

Packaging Medical grade paper and transparent film for EtO (individually blister packed)

I:E] Instruction for Use

e Open the package by peeling it from the place marked by the arrow.

e  Visually inspect that the content of package is complete and the package is undamaged.

e  The product packaging includes the syringe and needle together.

e During priming, hold the syringe with one hand and the needle with the other.

e  Make sure that the grading lines on the syringe cylinder are legible.

e Without removing the protective cap of the needle, firmly fix the syringe and needle together by pushing the needle towards the
syringe tip and turning it clockwise.

e  Carefully remove the needle's protective cap without damaging the needle.

e After sampling, immediately evacuate air bubbles from the syringe on to a gauze swab and close the cap. If liquid is to be injected
into the body with a syringe; draw the required amount of liquid into the syringe.

e After removal of air rotate the syringe around itself to homogenize blood and heparin.

e  According to the recommendations from CLSI, the time between drawing blood and performing analysis should not exceed 30
minutes at room temperature.

e  Before analysis, the dead space in the syringe must be expelled by flushing a drop of blood into a pad.

e The electronic version of PR.A97 Instruction for use is available at www.setmedikal.com.tr

Intended Patient Population
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There is no limitation for the patient population.

Intended User

Healthcare personnel
Device Description Intended for Use With The Device

Suitable for use with connectors "EN I1SO 80369-7 Small diameter connectors for liquids and gases in healthcare applications - Part 7:
Connectors for intravenous or hypodermic applications".

Indications

Blood gas analysis provides information about patients' respiratory and metabolic status, with measurements of pH, carbon dioxide

(pCO2) and oxygen (p02), as well as electrolytes, lactate and hemoglobin. Syinges for Blood Gas Analysis are used to collect blood to be used in
gas analysis. The anticoagulant it contains prevents blood from clotting. The syringe was pre-treated with approximately 80 IU of dry
electrolytebalanced heparin (porcine intestinal mucosa). The product shelf life is 2 years.

Contraindications

Syinges for Blood Gas Analysis should not be used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or resterilization is not possible. It is not intended for use other than its stated intended use. Dispose of as medical
waste after use.

& Cautions

e Do not use the product if the package is damaged.

e Visually inspect that the content of package is complete and the package is undamaged.

e Do not use the product after the expiration date printed on the primary packaging.

e  Before use, check that the hypodermic needle is not blocked and the flow is not obstructed.

e After injection or aspiration, dispose of the product as medical waste.

e The product is for single use only. It cannot be reused or re-sterilized.

e Do not touch the needle tip to prevent contamination/ needle sticks. Skin puncture with a contaminated needle may result in serious
iliness such as hepatitis, AIDS and known/unknown diseases.

e If the sterile packaging is not used immediately after openning, there is a risk of contamination. Product sterility cannot be
maintained, do not use the product.

e  Reuse of the product may cause infections, cross-contamination and sepsis.

e Work within the specified temperature and time between blood collection and analysis.

e If any serious incident occurs, it should be reported to the manufacturer and the competent authority.

Hypodermic Needle Configurations

Needle Configurations

Gauge 22G
Color Black
Needle Length 11/4”

Storage Conditions

e  Store at an ambient temperature of 2-32°C.



9 SEeT Menikal

KAN GAZI ANALIZi iCIN SIRINGA KULLANIM TALIMATI/ SYRINGE FOR
BLOOD GAS ANALYSIS INSTRUCTION FOR USE

Dok./Doc.No: PR.A65 Tarih/Date: 8.04.2024 Rev.No: 4

Keep it away from direct sunlight and moist environment.

e  Place and keep the box in the direction of arrow.
o Do not place more than 5 successive boxes on the top of each other.
e The shelf life of product is 2 years.

Description of Symbols Used

Sayfa No/Page No: 6 /24

Manufacturer

-

Fragile. Handle with care

st

dl Date of manufacture ‘2{{“" Keep away from sunlight
g Use-by date ‘T“: Keep dry

LOT Batch code |_I Move vertically

REF Catalogue number m/ﬂﬂ“ Temperature limit 2-32°C

Medical device

3
E
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N
S
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Humidity limitation (20% — 80%)

Unique device identifier

Do not use if package is damaged and
consult instruction for use

Authorized representative in the
European Community (United Kingdom)

Do not reuse

Sterilized using ethylene oxide

Latex free

Do not resterilize

Non-pyrogenic

Single sterile barrier system

EX(@@@

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

-----

Single sterile barrier system with
protective packaging outside

>

Caution

79T

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tiirkiye

Tel: 0212 622 04 00
www.setmedikal.com.tr
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INSTRUCCIONES DE USO DE LA JERINGA PARA ANALISIS DE GASES EN SANGRE

Tipo de Producto

Jeringa para Analisis de Gases en Sangre Aguja Hipodérmica
Jeringa de 3 piezas con Punta Luer 22G
2ml

Propdsito del Uso

Las jeringas vacias, estériles y desechables para analisis de gases en la sangre, hechas de materiales plasticos se utilizan para la aspiracién de la
sangre. Las jeringas son principalmente para uso en humanos.

Las jeringas para analisis de gases en sangre son adecuadas para su uso con conectores de punta Luer que cumplen con el estandar EN I1SO

80369-7.

Las jeringas estériles desechables para andlisis de gases en la sangre no son para fines de inyeccion, sino que permiten recolectar sangre para
el analisis de gases en la sangre mediante una aguja hipodérmica. Contiene una placa de celulosa impregnada de Heparina de Litio
Anticoagulante. El anticoagulante evita que la sangre se coagule.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno

Empaquetadura Caucho isopreno, no contiene latex

Anticoagulante Placa seca de Li-Heparina de 80 Ul

Tapa PP — Polipropileno

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

Material de embalaje Papel médico y pelicula transparente apta para la esterilizacién con EO
(paquete de una sola unidad)

[:E Instrucciones de Uso

Despegue el embalaje del lugar marcado por la flecha.

Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.

El embalaje del producto contiene una jeringa y una aguja.

Durante la preparacidn, sostenga la jeringa con una mano y la aguja con la otra.

Asegurese de que las lineas de graduacion del cilindro de la jeringa sean legibles.

Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girdndola en sentido horario sin quitar la tapa
protectora de la aguja.

Retire con cuidado la tapa protectora de la aguja sin dafiar la aguja.

Después de la extraccion de la muestra de sangre, quite las burbujas de aire de la jeringa con un pafio gasa y cierre la tapa
inmediatamente.

Después de quitar el aire, gire la jeringa sobre si misma para mezclar la sangre y la heparina.

Segun las recomendaciones del CLSI, el tiempo entre la extraccion de sangre y el andlisis no debe exceder los 30 minutos a
temperatura ambiente.

Antes del analisis, se debe eliminar el espacio vacio en la jeringa transfiriendo una gota de sangre a un pano de gasa.

Puede acceder a la versidn electrdnica de las Instrucciones de uso de PR. A65 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos
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No existen limitaciones establecidas para la poblacidn de pacientes.
Usuarios Objetivos

Personales de salud
Descripcion del dispositivo previsto para su uso con el dispositivo

Adecuado para su uso con conectores de conexion “EN ISO 80369-7 Conexiones de didmetro pequefio para liquidos y gases en aplicaciones
sanitarias — Seccion 7: Conexiones para aplicaciones intravenosas o hipodérmicas”.

Indicacion

El andlisis de gases en la sangre proporciona informacidn sobre el estado respiratorio y metabdlico de los pacientes mediante mediciones de
pH, didxido de carbono (pCO2) y oxigeno (p02), asi como mediciones de electrolitos, lactato y hemoglobina. Las jeringas para analisis de gases
en la sangre se utilizan para recolectar sangre que se utilizara en el analisis de gases. El anticoagulante evita que la sangre se coagule. La jeringa
esta previamente heparinizada con aproximadamente 80 Ul de heparina seca equilibrada con electrolitos (mucosa intestinal de cerdo). La vida
util del producto es de 2 afios.

Contraindicacion

Las jeringas para gases en sangre no se utilizan en mas de un paciente. El producto se puede utilizar una sola vez en estado estéril con un solo
paciente. No es posible la limpieza o re esterilizacion. No esta disefiado para usarse fuera del uso previsto especificado. Después de su uso,
deseche el producto como residuo médico.

A Advertencias

e No utilice el producto si su embalaje estd dafiado o abierto.

e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.

e No utilice el producto después de la fecha de vencimiento impresa en el embalaje unitario.

e  Antes de usar, compruebe que la aguja hipodérmica no esté ocluida y que el flujo no esté bloqueado.

o Después de la inyeccidn o aspiracion, deseche el producto como residuo médico.

e  Elproducto es desechable y no puede reutilizarse, reaplicarse ni reesterilizarse.

e No toque la aguja para evitar el riesgo del pinchazo y la contaminacion. La penetracién de una aguja contaminada en la piel puede
provocar hepatitis, SIDA y otras enfermedades conocidas o desconocidas.

e Si el embalaje estéril no se utiliza inmediatamente después de abrirlo, existe el riesgo de contaminacidn. No se puede mantener la
esterilidad del producto; no utilice el producto.

e Llareutilizacion del producto puede provocar infecciones, contaminacion cruzada y septicemia.

e  Sise produce un caso adverso grave, se debera notificar al fabricante y a la autoridad competente.

e las jeringas estériles estan disefiadas para usarse sin esperar después del llenado, por lo tanto, no conserve el medicamento por
largo tiempo.

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja
Medida 22G

Color Negro

Longitudes de la

Aguja 11/4

Condiciones de Almacenamiento

e Almacenar a una temperatura ambiente entre 2-32°C.
e Proteja de la luz solar directa y del ambiente humedo.
e  Coloque y mantenga la caja en la direccién de la flecha.
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e No coloque mas de Cinco cajas sucesivas una encima de la otra.

e  Lavida util del producto es de 2 afios.

Descripcion de los Simbolos Utilizados
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Fabricante

Fragil. Tratar con cuidado

Fecha de produccion

Mantener alejado de la luz solar

Fecha de vencimiento

Mantener seco

Cadigo de lote

Mover verticalmente

Numero de catalogo

7
o

Limite de temperatura entre (2-32°C)

Dispositivo médico

3
E

N
S
b

Limitacién de humedad (20% — 80%) /

Identificador de dispositivo Unico

No lo use si el embalaje esta dafiado y ver sus
instrucciones de uso

Representante autorizado en la Comunidad
Europea (Reino Unido)

No reutilizar

Esterilizado con 6xido de etileno

No contiene latex

No re esterilizar

No pirogénico

Sistema de barrera estéril Unico

E:ﬁ(@@@

elFU Indicator

Consultar instrucciones de uso o consulte las
instrucciones de uso via electrénica

===

.....

El sistema de barrera estéril inico con embalaje
protector exterior

>

Atencién

Marcado para cumplir con los requisitos de todas las Directivas/Reglamentos Europeos de Dispositivos Médicos

pertinentes.

El nUmero que se muestra a continuacion es el Numero del Organismo Notificado.

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Estambul, Turquia

Tel: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE POUR ANALYSE DU GAZ DU SANG

Type de produit

Seringue pour I'analyse du gaz du sang artériel Aiguille hypodermique
Seringue Luer 3 piéces 22G
2ml

But d’utilisation

Les seringues vides, stérilisées, a usage unique, fabriquées en plastique et destinées a I'analyse du gaz du sang artériel sont utilisées pour le
prélevement du sang. Elles sont essentiellement destinées a I'usage chez les hommes.

Les seringues destinées a |’analyse du gaz du sang artériel sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme
EN ISO 80369-7.

Les seringues a usage unique pour I'analyse du gaz du sang artériel ne sont pas adaptées a l'injection, elles permettent le préléevement du sang
qui fera I'objet d’analyse du gaz du sang artériel, a 'aide de I'aiguille hypodermique. Elles contiennent une plaque cellulosique imbibée
d’Héparine de Lithium comme anticoagulant. L’anticoagulant empéche la coagulation du sang.

Composants du produit

Nom de la piece Matiére premiére

Cylindre PP — Polypropyléne

Piston PE — Polyéthylene

Joint Caoutchouc isopréne, sans latex

Anticoagulant Plague séche d’Héparine de Lithium 80 IU

Capuchon PP — Polypropyléne

Aiguille hypodermique Acier inoxydable, S5304, PP — Polypropylene

Matériau d’emballage Papier médical adapté a la stérilisation par EO et film transparent (paquet unitaire a une piéce)

I:E] Consignes d’utilisation

e Ouvrir 'emballage a I'endroit d’ouverture marquée du signe de fleéche.

o Vérifier visuellement si le contenu de I'emballage est complet et si 'emballage n’est pas endommagé.

e L’emballage du produit contient la seringue et I'aiguille.

e Pendant la préparation, tenir par une main la seringue et I'aiguille par l'autre.

e S’assurer que les traits de graduation figurant sur le cylindre de la seringue sont bien lisibles.

e Pousser l'aiguille vers le bout de la seringue sans enlever le capuchon protecteur de I'aiguille et fixer fermement la seringue et I'aiguille
I'une a I'autre en la tournant dans le sens de I'aiguille d’horloge.

e Enlever attentivement le capuchon protecteur de I'aiguille sans endommager celle-ci.

e Apres le prélevement du sang, éliminer les bulles d’air contenues dans la seringue a I'aide d’'une compresse de gaze et refermer
immédiatement le capuchon.

e Apres la purge d’air, tourner la seringue autour de son axe pour le mélange du sang et I’héparine.

e Selon les recommandations de I'Institut CLSI, I’écart de temps entre le préléevement du sang et I'accomplissement de I'analyse a la
température ambiante ne doit pas dépasser 30 minutes.

e AvantI'analyse, I'espace mort se trouvant dans la seringue doit étre éliminé en faisant couler une goutte de sang sur une serviette
hygiénique.

e Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A65, sur le site web suivant : www.setmedikal.com.tr.

Population de patients visée

Il n’y a pas de limitation fixée pour la population de patients.
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Utilisateurs visés

Personnel médical
Définition des éléments visés pour I'utilisation avec I’appareil

L’appareil est adapté pour 'usage avec : « EN ISO 80369-7 Raccords de petite taille pour liquides et gaz utilisés dans le domaine de la santé —
Partie 7 : Connecteurs pour les applications intraveineuses ou hypodermiques ».

Indication

L’analyse du gaz du sang artériel permet d’obtenir des informations sur I'état respiratoire et métabolique des patients en mesurant le pH, le
dioxyde de carbone (pC0O2) et I'oxygene (p02), ainsi que les électrolytes, le lactate et ’hémoglobine. Les seringues pour I'analyse du gaz du
sang artériel servent a prélever du sang qui fera I'objet d’analyse du gaz du sang artériel. L’anticoagulant qu’elles contiennent empéche la
coagulation du sang. La seringue est préalablement traitée par héparine avec environ 80 Ul d’héparine séche équilibrée en électrolytes
(muqueuse intestinale de porc). La durée de conservation du produit est de 2 ans.

Contre-indication

La seringue pour I'analyse du gaz du sang artériel n’est pas utilisée sur plus d’un patient. Le produit ne peut étre utilisé qu’une fois seule en
état stérilisé sur un seul patient. On ne peut procéder au nettoyage ou stérilisation a nouveau. Le produit n’est pas congu pour étre utilisé dans
un but en dehors de celui auquel il est destiné. Apres |'utilisation, éliminer le produit a titre de déchet médical.

& Remarques

e Sil’emballage est endommagé ou ouvert, ne pas utiliser le produit.

e Vérifier visuellement si le contenu de 'emballage est complet et si I'emballage n’est pas endommagé.

e Ne pas utiliser le produit aprés la date d’expiration marquée sur I'emballage unitaire.

e Avant I'utilisation, vérifier si I'aiguille hypodermique n’est pas bouchée et le coulage du fluide n’est pas empéché.

e Apres l'utilisation, éliminer le produit a titre de déchet médical.

e Le produit est destiné a I'utilisation unique, il ne peut étre réutilisé ni stérilisé a nouveau.

e Pour éviter le risque de piqure ou contamination, ne pas toucher I'aiguille. La piqure d’une aiguille contaminée dans la peau peut
provoquer I'hépatite, SIDA et d’autres maladies connues ou inconnues.

e Sile produit n"est pas immédiatement utilisé aussitot apres I'ouverture de I'emballage stérilisé, il y a risque de contamination. La
stérilisation du produit ne peut étre protégée, ne pas utiliser le produit.

e Laréutilisation du produit peut donner lieu aux infections, contaminations croisées et septicémies.

e  Respecter la température et I'écart de temps entre le prélévement du sang et I'accomplissement de I'analyse.

e Siun fait sérieux défavorable survient, le fabricant et I'autorité compétente doivent en étre informés.

Configurations de I’aiguille hypodermique

Configuration de I'aiguille

Dimension 22G

Couleur Noir

Longueur de

Paigui 11/4”
aiguille

Conditions de stockage

e Conserver les produits dans un endroit ou la température ambiante est comprise entre 2 et 32°C.
e Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.
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e Stocker les produits en plagant les paquets selon le sens de la fleche.
e Placer I'un sur I'autre cing colis au plus.
e Ladurée d'expiration du produit est de 2 ans.

Explication des symboles utilisés
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Fabricant ! Fragile, tenir attentivement
-
Date de fabrication 71N Tenir écarté des rayons solaires
]

S

Date d’expiration

Tenir sec

LOT Numéro de lot |l Faire bouger en état vertical
e Limite de la température ambiante
Numéro de catalogue _/ﬂf
REF & (entre 2 et 32°C)

Appareil médical

gm
k=4
S

N
S
b

Limites d’humidité (20% - 80%)

UDI

Identifiant unique de I'appareil

Ne pas utiliser si le paquet est
endommagé et voir les consignes
d’utilisation

Représentant agréé dans la
Communauté européenne (Royaume-
Uni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthylene

Ne contient pas de latex

Ne pas stériliser a nouveau

Non pyrogene

Systéme de barriére stérilisée simple

EXQ(@@ @

elFU Indicator

Voir les consignes d’utilisation ou
consulter la notice d’utilisation
électronique.

.....

Systéme de barriére stérilisée simple
muni d’emballage protecteur a
I'extérieur

>

Attention

Signe justifiant la conformité a toutes les nécessités des Directives / Réglementation européennes
pertinentes relatives aux appareils médicaux.
Le numéro figurant en bas est le numéro de constitution approuvé.

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turquie

Tél.: 0212 622 04 00
Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR DEN GEBRAUCH DER BLUTGASANALYSE-SPRITZE

Produkttyp
Spritze fiir die Blutgasanalyse Hypodermische Nadel
Luer 3 teilige Spritze 22G
2ml

Verwendungszweck

Die fiir die Blutgasanalyse bestimmten leeren, sterilen Einwegspritzen aus Kunststoff werden zum Zweck der Blutaspiration verwendet. Die
Spritzen sind hauptséachlich fur die Anwendung am Menschen bestimmt.

Die fiir die Blutgasanalyse bestimmten Spritzen sind fiir die Verwendung mit Luer-Anschlussverbindern gemaf Norm EN ISO 80369-7 geeignet.
Die fiir die Blutgasanalyse bestimmten Einwegspritzen sind nicht fir Injektionszwecke bestimmt und erméglichen die Abnahme des bei der
Blutgasanalyse eingesetzten Blutes mittels einer hypodermischen Nadel. Das Produkt enthdlt eine mit dem gerinnungshemmenden Lithium-
Heparin impragnierten Zelluloseplatte. Antikoagulans verhindert die Blutgerinnung.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen
Dichtung Isopren Kautschuk, frei von Latex
Antikoagulans 80 IU Kuru Li- Heparin-Platte
Kappe PP — Polypropylen
Hypodermische Nadel Edelstahl, S5304, PP — Polypropylen
Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)

Gebrauchsanweisung

e  Offnen Sie die Verpackung, indem Sie sie an der durch das Pfeilzeichen gekennzeichneten Offnung abziehen.

e Prifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e Die Produktverpackung enthélt eine Spritze zusammen mit einer Nadel.

e Halten Sie wahrend der Vorbereitung die Spritze in einer Hand und die Nadel in der anderen Hand.

e  Stellen Sie sicher, dass die Skala auf dem Zylinder der Spritze lesbar ist.

e Bevor Sie die Schutzkappe der Nadel entfernen, befestigen Sie die Spritze und die Nadel miteinander, indem Sie die Nadel in Richtung
der Spritzenspitze driicken und im Uhrzeigersinn drehen.

e Entfernen Sie die Nadelschutzkappe vorsichtig, ohne die Nadel zu beschadigen.

Nach Abnahme der Blutprobe die Luftblasen in der Spritze mit Gaze beseitigen und den umgehend die Kappe aufsetzen.

Nachdem Sie die Luft beseitigt haben, drehen Sie die Spritze um sich selbst, um das Blut und Heparin zu vermischen.

e GemaR den Empfehlungen von CLSI sollte die Dauer zwischen der Blutabnahme und der Durchfiihrung der Analyse bei
Raumtemperatur 30 Minuten nicht Gberschreiten.

e Vor der Analyse muss der Totraum in der Spritze beseitig werden, indem ein Tropfen Blut auf einen Tupfer aufgetragen wird.

e Die elektronische Version der PR.A65 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

Patientenzielgruppe
Es bestehen keine Einschrankungen fir die Patientenpopulation.
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Benutzerzielgruppe
Gesundheitspersonal
Definition des Gerats, das zur Verwendung mit dem Gerat vorgesehen ist

Geeignet fur die Verwendung mit ,EN ISO 80369-7 Anschlisse mit kleinem Durchmesser fir Flissigkeiten und Gase fiir Anwendungen im
Gesundheitswesen — Teil 7: Anschlisse fiir intravenése oder hypodermische Anwendungen®.

Indikation

Die Blutgasanalyse liefert durch Messungen von pH-Wert, Kohlendioxid (pCO2) und Sauerstoff (pO2) sowie Elektrolyten, Laktat und
Hamoglobin Informationen tGber den Atmungs- und Stoffwechselstatus des Patienten. Die fiir die Blutgasanalyse bestimmten Spritzen werden
zur Abnahme von Blut fiir die Gasanalyse verwendet. Das darin enthaltene Antikoagulans verhindert die Blutgerinnung. Die Spritze ist mit
ungefahr 80 IE elektrolytkompensiertem Trockenheparin (Schweinedarmschleimhaut) vorheparinisiert. Die Haltbarkeit des Produkts betragt 2
Jahre.

Kontraindikation

Spritzen fir die Blutgasanalyse dirfen nicht bei mehr als einem Patienten verwendet werden. Das Produkt kann bei nur einem Patienten
einmalig in sterilem Zustand Verwendung finden. Eine Reinigung bzw. erneute Sterilisierung ist ausgeschlossen. Das Produkt ist nicht fiir einen
anderen als den angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& Hinweise

e Benutzen Sie das Produkt nicht, wenn die Verpackung beschadigt oder ge6ffnet ist.

o Prifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e Verwenden Sie das Produkt nicht nach dem auf der Einzelverpackung aufgedruckten Verfallsdatum.

o Uberpriifen Sie vor dem Gebrauch, dass die hypodermische Nadel nicht verstopft und der Durchfluss nicht blockiert ist.

e Entsorgen Sie das Produkt nach dem Gebrauch als medizinischen Abfall.

e Das Produkt ist ein Einwegprodukt und kann nicht wiederverwendet, wiederaufbereitet oder erneut sterilisiert werden.

e Um einer Stech- und Kontaminationsgefahr vorzubeugen, die Nadel nicht beriihren. Das Einstechen einer kontaminierten Nadel in die
Haut kann zu Hepatitis, AIDS und bekannten / unbekannten Krankheiten fihren.

o Wird die sterile Verpackung gedffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitat kann
nicht aufrechterhalten werden. Das Produkt nicht verwenden.

e Die Wiederverwendung des Produkts kann zu Infektionen, Kreuzkontaminationen und Sepsis fiihren.

e Die vorgeschriebene Temperatur und Dauer zwischen der Blutabnahme und der Durchfiihrung der Analyse unbedingt einhalten.

e Bei schwerwiegenden unerwiinschten Vorfallen miissen der Hersteller und die zustandige Behorde benachrichtigt werden.

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 22G
Farbe Schwarz
Nadellange 11/4”
Lagerbedingungen

e Bei Umgebungstemperatur zwischen 2 — 32 °C lagern.
e Vor direkter Sonneneinstrahlung und feuchter Umgebung schiitzen.
e Die Packung in Pfeilrichtung lagern.
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e Maximal funf Kartons Gbereinander lagern.
e  Die Haltbarkeit des Produkts betragt 2 Jahre.

Erlduterungen verwendeter Symbole
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Hersteller

-

Zerbrechlich. Vorsichtig halten

<
~

Produktionsdatum

\/
)/>/'\

Vor Sonneneinstrahlung schiitzen

"o
N

Verfalldatum

Trocken halten

—
—

Lot-Nummer

Vertikal bewegen

Katalognummer

]
a

Max. Lagertemperatur (2-32 °C)

2
&

Medical Device (Medizinprodukt)

&),

~
=3
2

Feuchtigkeitsbegrenzung (20% —80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt

EU-Bevollmachtigter (Vereinigtes
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

Enthalt kein Latex

Nicht erneut sterilisieren

Pyrogenfrei

Einfaches Sterilbarrieresystem

E XQ{@@@

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

===

>

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

Achtung

Kennzeichnung der Erfiillung der Anforderungen aller betreffenden europaischen

Medizinproduktrichtlinien / europaischen Gesetze

Die unten angezeigte Nummer ist die Nummer der benannten Stelle

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul - Tiirkei

Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLA SIRINGA PER EMOGASANALISI

Tipo Prodotto

Siringa per emogasanalisi Ago Ipodermico
Siringa con attacco luer 3 parti 22G
2ml

Finalita di Uso

Le siringhe per emogasanalisi vuote, sterili e monouso, fatte dai materiali plastici, vengono usate per I'aspirazione del sangue. Le siringhe, in
primo luogo, sono destinate all’'uso umano.

Le siringhe per emogasanalisi sono adatte all’uso con connettori ad attacco luer in modo conforme allo standard EN ISO 80369-7.

Le Siringhe Sterili e Monouso per Emogasanalisi non sono destinate all’'uso di iniezione e provvedono al prelievo del sangue attraverso I'ago
ipodermico in modo tale da usarlo nell’emogasanalisi. Contiene la piastra cellulosa anticoagulante litio eparina. L’anticoagulante impedisce la
formazione di coaguli nel sangue.

Composizioni del Prodotto

Componente Materia Prima

Cilindro PP — Polipropilene

Pistone PE — Polietilene

Guarnizione Gomma isoprene, senza lattice

Anticoagulante 80 IU li-eparina liofilizzata

Tappo PP — Polipropilene

Ago ipodermico Acciaio inox, 55304, PP — Polipropilene

Materiale di confezione Carta medicale e film trasparente adatto alla sterilizzazione con EO
(confezione singola in blister)

[:E Istruzioni di Uso

e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.

e Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e Laconfezione del prodotto contiene la siringa e I'ago.

e Durante la preparazione tenere la siringa in una mano e I'ago nell’altra.

e Assicurarsi che la scala graduata sul cilindro della siringa sia ben leggibile.

e  Fissare saldamente I’ago alla siringa spingendolo verso la punta della siringa e ruotando in senso orario senza rimuovere il cappuccio
protettivo dell’ago.

e Rimuovere attentamente il cappuccio protettivo dell’ago senza danneggiare I'ago.

e Dopo aver prelevato il campione di sangue, svuotare le bolle d’aria presenti nella siringa attraverso una garza e chiudere subito il
tappo.

e Dopo aver rimosso |'aria, ruotare la siringa intorno a sé per far miscelare il sangue con I'eparina.

e A seconda delle raccomandazioni del CLSI, il tempo tra il prelievo di sangue e I'esecuzione dell’analisi non va superato i 30 minuti a
temperatura ambiente.

e  Prima dell’analisi, espellere lo spazio morto dalla siringa con la fuoriuscita di una goccia di sangue su una garza.

e [ possibile accedere alla versione digitale dell’istruzione di uso PR.A65 sull’indirizzo www.setmedikal.com.tr.

Popolazione target di pazienti

Non é prevista alcuna limitazione per la popolazione pazienti.
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Utenti target
Personale sanitario
Descrizione del dispositivo destinato all’uso insieme al dispositivo

E adatto all’uso con i connettori di collegamento “EN 1SO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle
applicazioni del servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

L’emogasanalisi fornisce informazioni circa le condizioni respiratorie e metaboliche dei pazienti attraverso le misurazioni di elettroliti, lattato,
emoglobina oltre alle misurazioni di pH, anidride carbonica (pCO2) e ossigeno (p02). Le siringhe per emogasanalisi vengono utilizzate per il
prelievo di sangue da utilizzare nell’emogasanalisi. Il coagulante contenente impedisce la formazione di coaguli nel sangue. La siringa & pre-
eparinata con circa 80 IU di eparina liofilizzata e bilanciata con gli elettroliti (mucosa intestinale del maiale). La vita da scaffale e di 2 anni.

Controindicazione

Le siringhe per emogasanalisi non possono essere utilizzate su pil pazienti. Il prodotto pud essere utilizzato solo una volta per ciascun paziente
ed in condizioni sterili. Non & consentita la pulizia o la risterilizzazione. Non ¢ stata progettata per uso diverso da quanto indicato. Dopo |'uso
smaltire come il rifiuto sanitario.

& Avvertenze

e Non utilizzare il prodotto se la confezione risulta danneggiata o aperta.

e Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e Non utilizzare il prodotto dopo la scadenza indicata sulla confezione singola.

Prima dell’uso verificare che I'ago ipodermico non sia otturato e il flusso non sia bloccato.

Smaltire il prodotto come rifiuto sanitario dopo I'uso.

Il prodotto € monouso e non puo essere riutilizzato né risterilizzato.

e Non maneggiare I'ago per evitare il rischio di puntura e di contaminazione. La puntura accidentale da ago contaminato
potrebbe provocare epatite, AIDS ed altre malattie conosciute/non conosciute.

Se la confezione sterile non venisse usata appena dopo I'apertura costituirebbe il rischio di contaminazione, in quanto la
sterilita del prodotto non mantiene, non usare il prodotto.

Il riutilizzo del prodotto potrebbe provocare infezioni, contaminazioni crociate e sepsi.

Rispettare la temperatura e il tempo indicato tra il prelievo di sangue e I’esecuzione dell’analisi.

Qualora si verifichi un grave incidente, la circostanza va comunicata all’azienda produttrice e all’autorita competente.

Configurazioni dell’ago ipodermico

Configurazioni dell’ago

Misura 22G
Colore Nero
Lunghezza ago 11/4”

Condizioni di stoccaggio

e Conservare a temperatura di ambiente tra 2-32°C.
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Tenere lontano dai raggi solari diretti e dall’'umidita.
Conservare la confezione posizionandola in direzione della freccia.
Non posizionare piu di 5 contenitori I'uno sull’altro.
La vita da scaffale del prodotto & di 2 anni.

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 18 /24

Azienda Produttrice

Ha

Fragile! Maneggiare con cura

Data di Produzione

<
~

\/
B/'\

Tenere lontano dai raggi solari

S

Data di Scadenza

"o
N

Mantenere asciutto

LOT

Numero Lotto

—
—

Trasportare in direzione verticale

REF

Numero Catalogo

]
a

Limite di temperatura (2-32°C)

Dispositivo Medico

2
&

&),

~
=3
2

Limite di umidita (20% — 80%) /

L’identificazione unica dei dispositivi

Se la confezione & danneggiata non
utilizzarla e consultare le istruzioni di
uso.

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

Senza lattice

Non risterilizzare

Non Pirogenico

Sistema di barriera sterile singola

EXQ(@@ @

elFU Indicator

Consultare le istruzioni di uso o
rivolgersi all’istruzione di uso digitale.

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

>

Attenzione

Marcatura che dichiara la soddisfazione i requisiti di tutti i Regolamenti Europei Pertinenti sui
Dispositivi Medici/Normativa Europea. Il numero di cui sotto si intende del Numero dell’Ente

Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turchia

Tel: 0212 622 04 00
www.setmedikal.com.tr



http://www.setmedikal.com.tr/

KAN GAZI ANALIZi iCIN SIRINGA KULLANIM TALIMATI/ SYRINGE FOR
BLOOD GAS ANALYSIS INSTRUCTION FOR USE

9 SEeT Menikal

Dok./Doc.No: PR.A65 Tarih/Date: 8.04.2024 Rev.No: 4 Sayfa No/Page No: 19 /24

MHCTPYKUUA NO UCMOJIb3OBAHUIO LLUNPULLEB ANA UCCNEAOBAHUA TA30B KPOBU

Tun usgenus

LLinpuy, ana uccnepoBaHnA rasos KPOBU Wrna ana NnoaKOMKHbIX MHbEKLNIA
LWnpuy Slyep 3-KOMNOHEHTHbIN 22G
2mn

Llenb ncnonbsoBaHusa

MycTble cTepuibHble 04HOPA30BbIe WNPULLLI A8 UCCNeL0BaHMA ra30B KPOBU, U3rOTaBAMBaeMble U3 NMIACTMKOBbIX MaTepuanos, NCNOIb3YHOTCA
ONA B3ATUA KpoBK. LUNpuubl npeaHasHavyeHbl Npexae Bcero ANA UCno/b30BaHMA B OTHOLWEHWW OpPraHM3mMa YesoBeKa.

Lnpuubl Ana nccnefoBaHMA ra3oB KPOBU MPUToAHbI A1 UCNO/b30BaHMA C HaKOHeYHMKamm «Jlyep» B cooTseTcTemm ¢ EN ISO 80369-7.
OfHopasoBble CTepu/bHble WNPULbl ANA UCCIeA0BaHWUA ra30B KPOBM MpefHasHayeHbl He A1A MHbEeKUWWA, a ONA B3ATUA KPOBM Ha
nccnefoBaHMe ra3oB KPOBU C MOMOLLLBIO UMbl ANA NOAKOXKHbIX MHBEKUUA. AHTUKOAryNAHT COAEPKUT LLeTI0NI03HYI0 NNACTUHY, MPONUTAHHYO
NINTUI-TrenapuHOM. AHTUKOArynAHT NpefoTBPaLLaeT CBEPTbIBAHNE KPOBM.

KomnoHeHTbl U3genua

Ha3ssaHue pgetanu CbipbeBoit Matepuan

Unaungp MM - noavnponunex

MopeHb M3 - nonnatunen

Mpoknagka M3onpeHoBbIit KayvyK, 6e3 naTekca
AHTUKOAryNAHT MnactuHa ¢ cyxum nutuii-renapmHom 80 ME
Konnauok MM - noaunponunex

Urna pns NoAKOMKHbIX
WHbEKL U

Matepuan ynakoBku MeauumnHckas bymara ¢ Npo3payvyHol NAeHKOM, NpUroaHas gis
crepunamnsaumm EO (MHAMBMAYaNbHAA yNnaKoBKa)

Hepskasetowas ctanb, SS304, MMM - noamnponuneH

I:E] MHCTPYKLMA NO UCNOIb30BaHUIO

e BCKpoiiTe ynaKoBKy Yepes OTBEPCTUE, YKa3aHHOEe CTPEsIKOM.

e Bu3yanbHO NpPoBepbTe KOMMIEKTHOCTb COAEPKMUMOrO U OTCYTCTBUE NOBPENKAEHUI YNAKOBKM.

B ynakoBKe HaxoAMTbCA LWNPUL, B KOMMIEKTE C UTOM.

Bo BpemMA NOAroTOBKM K UCMONb30BAHUIO AEPMKUTE LUNPULL OAHON PYKOM, a Uy - APYTOW.

Y6eauTech, 4TO rpayMpOBOYHbIE IMHWUMN HA LMAVHAPE LWNPULA XOPOLLO YMTALOTCA.

He CHMMaa 3aWWTHBIA KOMMAYOK C WUMbl, HAAEXHO 3adUKCUPYTe Uy Ha WRpULe, NPUXKAB UMY K HAaKOHEYHWKY wWnpuua v

NoBepHYB ee MO YaCcoBOW CTpesiKe.

e OCTOPOXKHO CHUMUTE 3aLWUTHBIM KOMAYOK C UT/bl, He NOBPEeAMB ee.

e [locne B3aTMA 06pasua KPOBM yAanmnTe Ny3blpbKM BO3A4yXa M3 LUNPULLA C MOMOLLBIO MapeBOM TKaHWU M CPa3y Xe 3aKpoWTe KONayoK.

e T[locne yganeHusa Bo3gyxa NOBEPHUTE LWNPULL, YTOBbI CMeLlaTb renapuH € KPoBbIo.

e  CornacHo pekomeHgaumam CLSI, Bpems mexay B3ATUEM KPOBU U UCCIeA0BaHUEM HE AO/IKHO NpeBbiwaTh 30 MUHYT NPU KOMHATHOWM
Temneparype.

e [lepep nccnepoBaHnem Heob6Xo04MMO YAANUTL NYCTOE MPOCTPAHCTBO B LUMPULLE, CINB KamnJlo KPOBU Ha TAMMOH.

o C3/1eKTPOHHO BEPCUEN MHCTPYKLMM MO UCNONb30BaHNIO PR.AG5 MOYKHO 03HAKOMUTLCA Ha caiTe www.setmedikal.com.tr

LleneBas rpynna naumneHToB

YcTaHOBAEHHbIX OrpaHM‘-lEHVIﬁ B OTHOWEHMN rpynnbl NAaUMEHTOB HE UMEETCA.
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U,e.ﬂeBble noJib3oBatenu
MeauunHCKNn nepcoHan
OnucaHue yCTpOVICTB, npeaHasHa4YeHHbIX ANA UCNoJ1b30BaHUA C uspgenmem

N3penvie npurogHo AnA UCNosb3oBaHMA ¢ coeguHuTensmu B cootsetcTeum ¢ “EN I1SO 80369-7 CoeaMHUTENM MaIOTO AMAMETPA ANA KULKOCTEN
W rasoB, UCMo/ib3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHUTENAM BHYTPMUCOCYAMCTONO MAM MOLKOMHOMO
npumeHeHms".

MokasaHusa

MccnepoBaHuve ra3oB KPOBM NO3BOAIAET NOAYYUTb MHOOPMALIMIO O AbIXaTe/IbHOM U MeTaboIMYeCKOM COCTOAHMU MauMeHTa NyTem UsmepeHus
nokasartenei pH, yrnekucnoro rasa (pCO2) n knucnopoga (p02), a TakKe 3/1EKTPONUTOB, NaKTaTa U remornobuHa. LLnpuupsl aAns uccnefoBaHus
rasoB KPOBMW MUCNOJ/Ib3YIOTCA AJ1A B3ATUA KPOBU Ha nccnepoBaHue. CoaepKalluminca B HUX aHTUKOAryIaHT NpesoTBpallaeT CBEPTbiIBaHUE KPOBW.
Lnpuy, npeasapuTeNnbHO renapuHuM3upoBaH npumepHo 80 ME cyxoro renapvHa, c6anaHCMpOBAHHOrO MO 3/EKTpoAUTamM (cam3ucTas
KMLWEYHMKa cBUHbM). CPOK rOAHOCTU U3AeNnA coCcTaBAsAeT 2 roaa.

MpoTuBonokasaHuA

LWnpwvy, 4ns nccneaoBaHUA ra3oB KPOBM He AOJIKEH UCMO/b30BaThcA 6onee Yem Ana 04HOro naumneHTa. M3genme mosket 6biTb UCMNOb30BAHO B
CTEPUNIBHOM COCTOSIHUM OAHOPA30BO A4/ O4HOro naumeHTta. OUNCTKa UM NMOBTOPHaA CTEPUIM3aLMA He AonycKaeTcs. He npeaHasHaveHbl gia
MCMO/b30BaHMNA He NO Ha3Ha4veHuto. Mocie UCNoAb30BaHNA YTUAN3UPYITE Kak MeaMLMHCKME OTXOAbI.

& MpepynpexaeHus

e  He ucnonb3syiTe ngenne c NOBPeXAeHHOW UM BCKPbITON YyNaKOBKOW.

e Bu3yanbHO NpPoBepbTe KOMMJIEKTHOCTb YNAKOBKM U OTCYTCTBME MOBPEKAEHMUN.

e He ucnonb3yiTte nsgenme nocae UCTEYEHUA CPOKA FOAHOCTU, YKa3aHHOTO Ha YNaKoBKe.

e [lepepg vcnonb3oBaHnem ybeamTecn, YTo Ura 414 NMOAKOMKHbIX MHBEKLMI He 3aKynopeHa 1 MOTOK KPOBM He 3aTpyAHeH.

e  [loc/ie UCMOb30BaHUA YTUANSUPYIATE U3AE/Me KaK MeaULMHCKMUE OTXOAbI.

e  UM3penue npefHas’HayeHO TONbKO AN OAHOKPATHOTO MCMOJ/Ib30BAaHUA U HE MOA/ENKMT NMOBTOPHOMY NMPUMEHEHUIO U MOBTOPHOW
cTepUn3aLLUK.

e He npuKacaiTecb K urne Bo M3bexxaHne pucka NPOKoIa KOXKM U 3apaxkeHus. MPOoKO/bl KOXKM 3apaXKEHHOM IO MOTYT NPUBECTU K
passuTuio renaTtuTa, CMNa 1 4pyrMx U3BECTHbIX/HEeU3BECTHbIX 3a601eBaHuUIA.

e ECAM uv3genve He WMCNONb3YeTCA HEenoCPeaCTBEHHO MOCAEe BCKPLITUA CTEPUAbHOM YMaKOBKM BO3HWMKAeT PUCK 3aparkeHus. He
MCNO/b3yWTe U3enne B Cly4ae HEBO3MOXKHOCTU COXPAaHEHMUA ero CTepUabHOCTH.

e [lOBTOpPHOE MUCMO/Ib30BAHUE U3AENUA MOKET NPUBECTU K MHOULMPOBAHUIO, NEPEKPECTHOMY 3aPAXKEHUIO U CENCUcy.

o  CobntogaiiTe yCTaHOBAEHHYIO TEMNEPATYPY U BPEMA MEXAY B3ATMEM KPOBU U ee UCCNeL0BaHNEM.

e [IpM BO3HWKHOBEHUW Cepbe3HbIX NO60UHbIX 3P dEKTOB HEO6X0AMMO YBEAOMMTb MPOU3BOANTENA U KOMMETEHTHbIN OpraH.

KoHdurypauum ura gna nogKoXHbIX MHbEKLMA

KoHourypaumsa urn

Pasmep 22G
Lset YepHblii
OnvHa urnbl 11/4”

Ycnosua xpaHeHusA

e XpaHuUTb Npu TemnepaType oKpyKatowei cpeabl 2-32°C.
e 3aWMLATb OT NPAMBbIX COTHEYHbIX Iy4YeRn 1 BNaXKHOW cpeabl.



9 SEeT Menikal

KAN GAZI ANALIZi iCIN SIRINGA KULLANIM TALIMATI/ SYRINGE FOR
BLOOD GAS ANALYSIS INSTRUCTION FOR USE

Dok./Doc.No: PR.A65 Tarih/Date: 8.04.2024 Rev.No: 4

e XpaHUTb, Pacno/ioXKMB KOPOOKY B HanpaBAeHUU CTPEKM.
e  YKnaabiBaTb He 6osiee NATU KOPOBOK Apyr Ha apyra.
e  CpoK rogHoCcTM NpoAyKTa cocTasaseT 2 roga.

MoAcHeHuA K Ucnosibyembim yCZ10BHbIM o0603HauYeHnAM

Sayfa No/Page No: 21 /24

KomnaHua-npounssoauntenb

Xpynkoe usaenue, obpaliatbca
OCTOPOXKHO

[aTta npoussoacTea

3alWmLLaTh OT CONHEYHbIX Nydei

L E

[aTa ncreyeHuna CPOKa rogHoCTn

XpaHWTb B CyXOM mecTe

LOT Homep napTum |I MepemelLaTb BEPTUKaNbHO
wrc B [} 2-
REF Homep no kaTanory /ﬂf 3§PCX)HMM MpeAen Temnepatype |

MeanumHcKoe nsgenve

n

2

aas
&l
#

OrpaHunyeHue no BnaxHoctu (20-80%)

YHUKaNbHbIN naeHTUdUKaTOP U3genus

He ucnonbayiiTe, ecaiv ynakoBka
nospexaeHa, n obpaTtmTech K
MHCTPYKLMW NO UCMONb30BAHNIO

YNoAHOMOYEHHbI NpeacTaBuTesb B
Esponelickom coobuiecTse
(BennkobputaHus)

He ncnonb3osatb NOBTOPHO

CTepMﬂMSOBaHO C ncnoab3oBaHMeEm
OKWUCU 3TUNEHA

He COAEPXKUT NaTeKca

He cTepnnn3oBaTb NOBTOPHO

HenunporeHHbI

NHavBuAayanbHasa cTepunbHan 6apbepHas
cucTema

o X0 @©

elFU Indicator

CM. MHCTPYKLMIO MO NCMOb30BAHUIO
NN 06paTUTECH K 3/IEKTPOHHOM
WHCTPYKLMM MO UCMOJIb30BAHMIO

NHanBuayanbHas ctepunbHas bapbepHas
cucTema C 3alMTHOMN YNaKOBKOW CHapYXu

>

BHUmaHne

3HaK cooTBeTcTBMA TpeboBaHMAM BCex cooTBeTcTBylOWMX AupekTus EC no meamuMHCKUM
usgenuam / EBponeiickoro 3akoHOAaTeNbCTBa
YKasaHHbI BHU3Y HOMEP ABAAETCA HOMEPOM HOTUGMLMPOBAHHOIO OpraHa

MecTo npousBoacTea

AKUMOHepHas KomnaHua «CeT Megukan CaHaim Be TuarkapeT A.LLL.» [Set Medikal Sanayi ve Ticaret A.S.]
Apnpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typuus)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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IHCTPYKUIA 3 BAKOPUCTAHHA WNPULIB ANA AOCNIAXKEHHA TA3IB KPOBI

Tun Bupoby
Lnpuy, ana aocnigKeHHn rasis KpPosi Fonka gnA nigWKipHUX iH'eKLiN
LWnpuy Slyep 3-KOMNOHEHTHMIA 22G
2mn

MeTa BUKOPUCTAHHA

MOpPOXKHi CTEepU/IbHI 04HOPA30BI WNPULM ANA AOCAIAXKEHHA rasiB KPOBi, AKIi BUTOTOBAAKOTLCA 3 MIACTMKOBUX MaTepianis, BUKOPUCTOBYHOTbCA
ONA B3ATTA Kposi. LLUnpuuyn npusHayeHi Hacamnepen 419 BUKOPUCTAHHA CTOCOBHO OPraHi3amy II0ANHMN.

Wnpuum ana pocniaskeHHs rasis KPoBi NPUAATHI 418 BUKOPUCTaHHA 3 HaKOHeYHUKamm "Jlyep" signosiaHo go EN ISO 80369-7.

OpHOPa30oBi CTEPWIbHI WINPULM ANA AOCNIAKEHHSA ra3iB KPOBi NpU3HAYeHi He ANA iH'eKUil, a ANA B3ATTA KPOBI Ha AOCANIAMKEHHSA rasiB KpoBi 3a
[OMNOMOrOI0 TO/IKM ANA MIAWKIPHMX iH'EKLiA. AHTUKOAryNAaHT MIiCTUTb LENt0NI03HY MAACTUHY, NMPOCOYEHY AiTiM-renapuHom. AHTUKOArynaHT
3anobirae 3ropTaHHIO KPOBI.

KomnoHeHTH Bupoby

HasBa getani CVPOBUHHUI maTepian

Unningp MM - noninponineH

MopweHb MNE - nonietnneH

Mpoknagka I3onpeHoBuIA KayyyK, 6e3 natekcy
AHTUKOArynaHT MnactuHa 3 cyxum nitin-renapmHom 80 MO
Kosnauyok MM - noninponinex

Fonka ana nipwkipHmMx
iH'eKLin

Marepian ynakoBku MeauyHUiM nanip i3 Npo3opoto NAiBKO, NPUAATHUI Ans cTepunisaii EO
(ingmBigyanbHa ynakoBka)

Hep:kasitoua ctanb, SS304, MM - noninponineH

[:E IHCTPYKLLiA 3 BUKOPUCTAHHA

e PO3KpuiTe YNaKOBKY Yepes OTBip, BKA3aHWU CTPINKOO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAXEHb YNAKOBKW.

e B ynaKoBUj 3HaX04MTbCA WNPUL, Y KOMMNEKTI 3 FO/IKOO.

e [lig Yac NiAroTOBKM 4,0 BUKOPUCTAHHA TPUMAMTE LWNPUL, OAHIEID PYKOLO, a FOJIKY - iHLWWOtO.

e [lepeKoHaMTecs, WO MOXKHa YiTKO NPoYMTaTh rpasytoBasibHi MiHii Ha UMAIHAPI Wnpuua.

e He 3HiMalOuM 3aXMCHUIN KOBMAYOK 3 FONKM, HAAIMHO 3adiKcylTe ronky Ha LWNPULL, MPUTUCHYBLUM FOIKY A0 HAaKOHEYHMKA Wnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOIO CTPINKOIO.

. Ob6epeyKHO 3HIMITb 3aXMCHWUI KOBMAYOK 3 FO/IKMU, HE NOLKOAMBLUM ii.

e [licna B3ATTA 3pasKa KpoBi BMAANITb OynbbaWKM NOBITPA 3i WNpMUA 33 AONOMOrO0 Map/ieBoi TKAHWMHW Ta 04pasy X 3aKkpuiite
KOBMaYoK.

e [licna BUOANeHHs NoBiTPA NOBEPHITb WNPUL, WOO 3MilIaTH renapuH i3 KpoBs'to.

e  3rigHo 3 pekomeHgauismu CLSI, 4ac MiK B3ATTAM KpOBi Ta AOCAIOKEHHAM He mae nepesuwyBati 30 XBUAWH NpU KiMHaTHIM
Temneparypi.

e [lepes JOCNiAKEHHAM HEOOXiAHO BUAANUTM NOPOXKHIM NPOCTIP Y LWNPULi, 3IMBLUM KPANJ/IH0 KPOBi Ha TAMMOH.

e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.AG5 MOKHa 03HaMomuUTUCA Ha canTi www.setmedikal.com.tr

LlinboBa rpyna nawieHTiB

BcTaHOB/IEHWX 0BMEXEHb LWOAO rPyNy NaLuieHTiB HEMAE.
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LlinboBi Kopuctysaui
MeaunyHuit nepcoHan
Onuc NpUCTpOiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

Bupi6 npupaTHUM ana BMKOPUCTaHHA 3i 3'egHyBayamum BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa Ana piguvH i rasise, ski
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTMHA 7: YacTKoBi BUMOrM 40 3'€4HYBaYiB BHYTPIWHbOCYAMHHOMO abo NiALWKipHOro 3acTocyBaHHA".

MoKa3aHHA

[ocnigeHHn rasis KpoBi Zae 3mory oTpMmaTi iHGopmaLito NPo AUXanbHUIA i MeTaboNiYHMIA CTaH NaLieEHTa WAAXOM BUMIPIOBaHHA NOKa3HMKIB
pH, Byrnekucnoro rasy (pCO2) i kucHwo (p0O2), a TaKOXK €NeKTPOoNITiB, NakTaty i remornobiHy. LUnpuun gns AocnigsKeHHsA rasiB Kposi
BMKOPWCTOBYHOTHCA A/ B3ATTA KPOBi HA JOCAIAXKEHHA. AHTUKOAry/IAHT, WO MICTUTbCA B HMX, 3anobirae aropTaHHIO Kposi. LWnpuy, nonepeaHbo
renapuHisosaHunit npubansHo 80 MO cyxoro renapuHy, 36a1aHCOBaHOMO 3a eNEKTPONITamMM (CAIM30Ba KMLWKIBHMKA CBUHI). TepmiH npuaaTHoCTI
BMPOOY CTAaHOBUTb 2 POKU.

MpoTunokasaHHA

LWnpuy, ana focnigKeHHn rasis KPoBi He NOBUHEH BMKOPWUCTOBYBATUCA Binbll HiXX ANA O4HOrO MauieHTa. Bupib moxe H6yTM BUKOPUCTAHUI Y
CTEepUIbHOMY CTaHi OAHOPA30BO A/NA OA4HOro nauieHTa. OunweHHA abo MOBTOpHa CTepwuni3auis He AOMNYcKaeTbcA. He npusHauveHi gns
BMKOPUCTAHHA He 3a NpU3HayYeHHAM. [icna BUKOPUCTaHHA YTUAI3YITe AK MeAMYHi Bigxoau.

A MonepeAa)XeHHA

e He BMKOpuCTOBYITE BMPI6 3 NOWKOAKEHO abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepeBipTe KOMMNAEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAMXKEHb.

e He BuKopucToByiTeE BMPIb NicaA 3aKiHUEHHA TePMiHY NPUAATHOCTI, 3a3HAYEHOro Ha YNaKoBL,.

e [lepes BUKOPUCTAHHAM NepeKoHaMTecs, WO rosika A1 NiWKipHUX iH' €KL/ He 3aKynopeHa i NOTiK KPOBi He YCKNa4HEHO.

e [licna iH'ekuii abo 3abopy pianHM yTUAi3yiTe BUPIb AK MeauyHi Bigxoau.

e Bupib npu3HaYEeHU TiNbKKN AN OAHOPA30BOro BUKOPUCTAHHA | He Nigasarae NOBTOPHOMY 3aCTOCYBaHHIO Ta NOBTOPHIM cTepuaisaLii.

e He TopKanTecs ronku, Wob YHUKHYTU PU3NKY NPOKOAY LWKipKU Ta 3aparkeHHA. [IPOKOAN LWKIpKU 3apaXKeHO roNIKOK MOXYTb NPU3BECTU
[0 po3suUTKy renatuty, CHIZy Ta iHWKX BiZOMMX/HEBIZOMMX 3aXBOPIOBAHb.

e  AKwWo BMpPIO He BMKOPWUCTOBYETbCA OesnocepeAHbO MiCAsS PO3KPUTTA CTEPUIbHOI YMAKOBKM, BUHMKAE PU3MK 3apaykeHHA. He
BMKOPUCTOBYMTE BMPIb y pasi HEMOXIMBOCTI 36epexKeHHs Moro cTepUAbHOCTI.

e [OBTOpPHE BUKOPUCTAHHA BUPODBY MOKe NPU3BECTU A0 iHOIKYBaHHA, NepexpecHoro 3apa*KeHHs Ta cencucy.

e [loTpMMyMTECb BCTAHOBJ/IEHOI TEMMNEPATYPU Ta Hacy MiXK B3ATTAM KPOBI Ta 1i 4OCNIAXKEHHAM.

e VY pasi BUHUKHEHHA CePMO3HMX NOBIYHMX edeKTiB HeODXiAHO NOBIAOMUTN BUPOOHMKA Ta KOMMNETEHTHUIN OPraH.

KoHdoirypauii ronok ans nigikipHuMx iH'ekuin

KoHaoirypauii ronok

Po3mip 22G
Konip YopHui
[oBKWNHa roNiku 11/4”

YmoBu 36epiraHHA

e 36epiraTv Npy TemnepaTypi HABKOJIMLWHbOIO cepeaosuila 2-32°C.
e 3axuLaTH Big NPAMMX COHAYHMUX NPOMEHIB | BOIOrOro cepeaoBumLLa.
e 3bepirati, po3TawyBaBLM KOPOOKY B HANPAMKY CTPINKMU.

e YKnagaTv He binblie N'aTv KOPOOOK OAHA Ha OAHY.
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e  TepMiH NPMAATHOCTI NPOAYKTY CTAHOBUTb 2 POKM.

MoAcHeHHA A0 BUKOPUCTOBYBAHUX YMOBHUX NO3HAY€Hb
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KomnaHisn-BMpobHUK

Ha

Kpuxkuit Bupi6, nosoantucs
obeperkHo

[aTta BMpobHuMLTBa

z
~

\/
i

3axumLaTH Big, COHAYHOrO NPOMIHHSA

L E

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI

-
.
-
‘&
-

36epiraTi B cyxomy micu,i

LOT

Homep naprii

=)

Mepemiwat BepTMKaAbHO

REF

Homep 3a KaTaziorom

d
]
[1]

BepxHs mexa Temnepatypu (2-32°C)

MeanuHuii Bupi6

~N
S
3
kag
&

ObMmexKeHHs wopao sonorocTi (20-
80%) /

YHiKanbHUi igeHTUdiKaTop BUPOLY

He BMKOPUCTOBYNTE, AKLLO YNAKOBKA
NOLWKOAXKEH], | 3BEPHITbCA 40
IHCTPYKLLIT 3 BUKOPUCTAHHA

YNoBHOBaXKeHWM NPeaCcTaBHUK Y
€BponencbKoMy CMiBTOBapUCTBI
(BennkobpwuTaHis)

He BMKOPWUCTOBYBaTM NOBTOPHO

CTepunisoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuneHy

He mictntb natekcy

He cTepunisysaTv NOBTOPHO

HeniporeHHui

IHAMBigyanbHa ctepunbHa bap'epHa
cuctema

X @

elFU Indicator

[uB. iHCTPYKL,itO 3 BUKOPUCTaHHA abo
3BEPHITbCA A0 €NEeKTPOHHOI IHCTPYKLT
3 BUKOPUCTAHHA

IHoMBIAyanbHa cTepuabHa bap'epHa
CUCTEMA i3 3aXMCHOIO YMAKOBKOIO 30BHI

A

YBara

3HaK BignosigHocTi BUMOram ycix BignosigHmx Aupektns €C wono meanyHmnx supobis /

€BponeicbKoro 3aKoHOA4aBCTBa

3a3HayYeHuit BHU3Y HOMEP € HOMEPOM HOTUGDIKOBAHOIO OpraHy

Micue BupobHULTBA

AKuUioHepHa KomnaHisa "CeT Megikan CaHai Be TigxkapeT A.LL." [Set Medikal Sanayi ve Ticaret A.S.]

Anpeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, TypeuunHa)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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Uriin Tipi

Kan Gazi Analizi igin Siringa Hipodermik igne

Luer 3 parga Siringa 22G

2ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis kan gazi analizi igin siringalar, kanin aspirasyonu amaci ile kullanilir. Siringalar
oncelikle insanlarda kullanim igindir.

Kan gazi analizi igin siringalar, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Tek kullanimlik steril Kan Gazi Analizi igin Siringalar enjeksiyon amagl olmayip, kan gazi analizinde kullanilacak kanin hipodermik igne
kullanilarak alinmasi saglar. Antikoagilan Lityum Heparin emdirilmis seliloz plaka igerir. Antikoagtilan kanin pihtilagsmasini énler.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen

Conta izopren kauguk, Lateks icermez

Antikoagiilan 80 IU Kuru Li- Heparin plaka

Kapak PP — Polipropilen

Hipodermik igne Paslanmaz Celik, S5304, PP — Polipropilen

Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

[:E] Kullanma Talimati

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gorsel olarak kontrol ediniz

e Uriin ambalaji siringa ve igneyi birlikte igerir.

e Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.

e Siringa silindir lizerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.

e ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde gevirerek siringa ve igneyi birbirine sikica
sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

e Kan ornegi alindiktan sonra, siringadaki hava kabarciklarini bir gazl bez yardimliyla bosaltin ve kapagi hemen kapatin.

e Havanin alinmasindan sonra, kanla heparinin karigmasi igin siringayi kendi etrafinda geviriniz.

e CLSI'In tavsiyelerine gore, kan alma ve analiz yapma arasindaki siire oda sicakliginda 30 dakikayi gegmemelidir.

e Analizden 6nce, siringadaki 6l bosluk bir damla kanin bir pede akitilmasi yoluyla disari atiimahdir.

e PR.A65 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli
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Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN ISO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiglk gapli baglanti elemanlari — Boliim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektdorleri ile kullanima uygundur.

Endikasyon

Kan gazi analizi, hastalarin solunum ve metabolik durumlari hakkinda pH, karbondioksit (pCO2) ve oksijen (pO2) &lgimlerinin yani sira
elektrolitler, laktat ve hemoglobin olglimleriyle bilgi saglar. Kan Gazi Analiz Siringalari, gaz analizinde kullanilacak kanin alinmasi igin kullanilir.
icerdigi antikoagiilan kanin pihtilasmasini dnler. Siringaya, yaklasik 80 1U kuru elektrolit dengeli heparin (domuz bagirsak mukozasi) ile énceden
heparin uygulanmistir. Uriin raf mrii 2 yildir.

Kontrendikasyon

Kan gazi siringalari birden fazla hastada kullaniimaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya yeniden
sterilizasyon yapilamaz. Belirtilen kullanim amaci disinda kullaniimak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha ediniz.

& Uyarilar

e Ambalaji hasar gérmis veya agilmigsa uriini kullanmayin.

Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

Kullanmadan &nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

e  Uriint kullandiktan sonra, tibbi atik olarak imha edin.

e Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini dnlemek igin igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve
bilinen/bilinmeyen baska hastaliklara yol agabilir.

e  Steril ambalaj acilip hemen kullanilmazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, iiriinii kullanmayiniz.

e Uriiniin tekrar kullanilmasi enfeksiyonlara, ¢apraz kontaminasyona ve sepsise neden olabilir.

e Kan alma ve analiz yapma arasindaki belirtilen sicaklik ve siireye uygun galisin.

e Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapiimalidir.

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgii 22G
Renk Siyah
igne Uzunlugu 11/4”

Depolama Kosullari

e 2-32°C ortam sicakhiginda muhafaza ediniz.

e Dogrudan gilines 1sigindan ve nemli ortamdan koruyun.
e  Kutuyu ok yoninde yerlestirerek muhafaza edin.

e  Ust iiste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf émrii 2 yildir.
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Kullanilan Sembollerin A¢iklamasi

.
n
-

Son Kullanma Tarihi Kuru tutun

d Uretici Firma ! Kirilgan. dikkatli tutun
. M-
dl Uretim Tarihi 7 \“' Glnes Is1gindan uzak tutun
)

=)

LOT Lot Numarasi Dikey olarak hareket ettir

REF Katalog numarasi N_/ﬂfm Sicaklik siniri (2-32°C)

MD Tibbi Cihaz mm Nem sinirlamasi (%20 — %80) /
uUDI Benzersiz cihaz tanimlayici El?lll(aert\|rr]r1a?z;irlrlr1yast?alr(|$1lgaggnka|zln ve

Avrupa Toplulugu'ndaki yetkili temsilci

(Birlesik Krallik Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize

edilmistir Lateks icermez

Tekrar sterilize etmeyin Pirojenik olmayan

Kullanim talimatina bakin veya
elektronik kullanim talimatina
eIFU Indicator ba§VU run

Tekli steril bariyer sistemi

E%(@@@

-----

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

>

Dikkat

79T

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini kargilamaya
yonelik isaret
Altta goriintiilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type

Syinges for Blood Gas Analysis Hypodermic Needle

Luer 3 pieces Syringe 22G

2ml

Intended Use

Syinges for Blood Gas Analysis are made of empty, sterile and disposable plastic materials, are used by end users for the blood aspiration. The
syringes are primarily for human use.

Syinges for Blood Gas Analysis are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use syringes for Blood Gas Analysis are not intended for injection, but are used to withdraw blood to be used in gas analysis by
using a hypodermic needle. It contains the anticoagulant lithium Heparin cellulose plate. The anticoagulant prevents the blood coagulation.

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, $5304, PP — Polypropylene

Anticoagulant 80 IU Dry Li-Heparin Plate

Cap PP — Polipropilen

Packaging Medical grade paper and transparent film for EtO (individually blister packed)

[:@ Instruction for Use

e  Open the package by peeling it from the place marked by the arrow.

e  Visually inspect that the content of package is complete and the package is undamaged.

e  The product packaging includes the syringe and needle together.

e  During priming, hold the syringe with one hand and the needle with the other.

e  Make sure that the grading lines on the syringe cylinder are legible.

e Without removing the protective cap of the needle, firmly fix the syringe and needle together by pushing the needle towards the
syringe tip and turning it clockwise.

e  Carefully remove the needle's protective cap without damaging the needle.

e After sampling, immediately evacuate air bubbles from the syringe on to a gauze swab and close the cap. If liquid is to be injected
into the body with a syringe; draw the required amount of liquid into the syringe.

e After removal of air rotate the syringe around itself to homogenize blood and heparin.

e  According to the recommendations from CLSI, the time between drawing blood and performing analysis should not exceed 30
minutes at room temperature.

e  Before analysis, the dead space in the syringe must be expelled by flushing a drop of blood into a pad.

e The electronic version of PR.A97 Instruction for use is available at www.setmedikal.com.tr

Intended Patient Population
There is no limitation for the patient population.
Intended User

Healthcare personnel
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Device Description Intended for Use With The Device

Suitable for use with connectors "EN I1SO 80369-7 Small diameter connectors for liquids and gases in healthcare applications - Part 7:
Connectors for intravenous or hypodermic applications".

Indications

Blood gas analysis provides information about patients' respiratory and metabolic status, with measurements of pH, carbon dioxide

(pCO2) and oxygen (p02), as well as electrolytes, lactate and hemoglobin. Syinges for Blood Gas Analysis are used to collect blood to be used in
gas analysis. The anticoagulant it contains prevents blood from clotting. The syringe was pre-treated with approximately 80 IU of dry
electrolytebalanced heparin (porcine intestinal mucosa). The product shelf life is 2 years.

Contraindications

Syinges for Blood Gas Analysis should not be used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or resterilization is not possible. It is not intended for use other than its stated intended use. Dispose of as medical
waste after use.

& Cautions

e Do not use the product if the package is damaged.

e  Visually inspect that the content of package is complete and the package is undamaged.

e Do not use the product after the expiration date printed on the primary packaging.

e  Before use, check that the hypodermic needle is not blocked and the flow is not obstructed.

e After injection or aspiration, dispose of the product as medical waste.

e The product is for single use only. It cannot be reused or re-sterilized.

e Do not touch the needle tip to prevent contamination/ needle sticks. Skin puncture with a contaminated needle may result in serious
iliness such as hepatitis, AIDS and known/unknown diseases.

e [f the sterile packaging is not opened and used immediately, there is a risk of contamination. Product sterility cannot be maintained,
do not use the product.

e  Reuse of the product may cause infections, cross-contamination and sepsis.

e Work within the specified temperature and time between blood collection and analysis.

e If any serious incident occurs, it should be reported to the manufacturer and the competent authority.

Hypodermic Needle Configurations

Needle Configurations

Gauge 22G
Color Black
Needle Length 11/4”

Storage Conditions

e  Store at an ambient temperature of 2-32°C.

e  Keep it away from direct sunlight and moist environment.

e  Place and keep the box in the direction of arrow.

e Do not place more than 5 successive boxes on the top of each other.
e The shelf life of product is 2 years.
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d Manufacturer ! Fragile. Handle with care

o
dl Date of manufacture ?A\*‘ Keep away from sunlight

]
g Use-by date T: Keep dry
LOT Batch code " Move vertically
REF Catalogue number _/ﬂf Temperature limit 2-32°C

80%
MD Medical device m Humidity limitation (20% — 80%)
. L e Do not use if package is damaged

upI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

Sterilized using ethylene oxide

Latex free

Do not resterilize

Non-pyrogenic

Single sterile barrier system

E}’fio@@@

elFU Indicator

Consult instruction for use or

consult electronic instruction for use

-----

Single sterile barrier system with
protective packaging outside

YA

Caution

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tiirkiye
Tel: 0212 622 04 00
www.setmedikal.com.tr
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Uriin Tipi

Kan Gazi Analizi igin Siringa Hipodermik igne

Luer 3 parga Siringa 22G

2ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis kan gazi analizi igin siringalar, kanin aspirasyonu amaci ile kullanilir. Siringalar
oncelikle insanlarda kullanim igindir.

Kan gazi analizi igin siringalar, EN 1ISO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Tek kullanimlik steril Kan Gazi Analizi igin Siringalar enjeksiyon amach olmayip, kan gazi analizinde kullanilacak kanin hipodermik igne
kullanilarak alinmasi saglar. Antikoagilan Lityum Heparin emdirilmis seliloz plaka igerir. Antikoagtilan kanin pihtilagsmasini dnler.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen

Conta izopren kauguk, Lateks icermez

Antikoagiilan 80 IU Kuru Li- Heparin plaka

Kapak PP — Polipropilen

Hipodermik igne Paslanmaz Celik, $5304, PP — Polipropilen

Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

E]E Kullanma Talimati

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

e Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gorsel olarak kontrol ediniz

e Uriin ambalaji siringa ve igneyi birlikte icerir.

e Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.

e Siringa silindir Gizerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.

e ignenin koruyucu kapagini ¢ikarmadan, igneyi siringa ucuna dogru iterek ve saat ydniinde cevirerek siringa ve igneyi birbirine sikica
sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

e  Kan drnegi alindiktan sonra, siringadaki hava kabarciklarini bir gazli bez yardimliyla bosaltin ve kapagi hemen kapatin.

e Havanin alinmasindan sonra, kanla heparinin karigmasi igin siringayi kendi etrafinda geviriniz.

e CLSI'In tavsiyelerine gore, kan alma ve analiz yapma arasindaki siire oda sicakliginda 30 dakikayi gegmemelidir.

e Analizden dnce, siringadaki 6l bosluk bir damla kanin bir pede akitiimasi yoluyla disari atiimahdir.

e PR.A65 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN 1SO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik capl baglanti elemanlari — Bélim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.
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Endikasyon

Kan gazi analizi, hastalarin solunum ve metabolik durumlari hakkinda pH, karbondioksit (pCO2) ve oksijen (pO2) &lgimlerinin yani sira
elektrolitler, laktat ve hemoglobin olglimleriyle bilgi saglar. Kan Gazi Analiz Siringalari, gaz analizinde kullanilacak kanin alinmasi igin kullanilir.
icerdigi antikoagiilan kanin pihtilasmasini dnler. Siringaya, yaklasik 80 IU kuru elektrolit dengeli heparin (domuz bagirsak mukozasi) ile énceden
heparin uygulanmistir. Uriin raf mrii 2 yildir.

Kontrendikasyon

Kan gazi siringalari birden fazla hastada kullanilmaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya yeniden
sterilizasyon yapilamaz. Belirtilen kullanim amaci disinda kullaniimak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha ediniz.

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa triini kullanmayin.

e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

e  Kullanmadan 6nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

Uriind kullandiktan sonra, tibbi atik olarak imha edin.

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini dnlemek igin igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve
bilinen/bilinmeyen baska hastaliklara yol agabilir.

e Steril ambalaj agilip hemen kullaniimazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, triinii kullanmayiniz.

Urliniin tekrar kullanilmasi enfeksiyonlara, ¢apraz kontaminasyona ve sepsise neden olabilir.

Kan alma ve analiz yapma arasindaki belirtilen sicaklik ve slireye uygun galisin.

e Eger ciddi olumsuz olay yaganirsa, Uretici firma ve yetkili otoriteye bildirim yapilmalidir.

Depolama Kosullari

e 2-32°Cortam sicakliginda muhafaza ediniz.

e Dogrudan glines 1sigindan ve nemli ortamdan koruyun.
e  Kutuyu ok yoniinde yerlestirerek muhafaza edin.

e  Ust iiste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmri 2 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type

Syinges for Blood Gas Analysis Hypodermic Needle

Luer 3 pieces Syringe 22G

2ml

Intended Use

Syinges for Blood Gas Analysis are made of empty, sterile and disposable plastic materials, are used by end users for the blood aspiration. The
syringes are primarily for human use.

Syinges for Blood Gas Analysis are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use syringes for Blood Gas Analysis are not intended for injection, but are used to withdraw blood to be used in gas analysis by
using a hypodermic needle. It contains the anticoagulant lithium Heparin cellulose plate. The anticoagulant prevents the blood coagulation.

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, $5304, PP — Polypropylene

Anticoagulant 80 IU Dry Li-Heparin Plate

Cap PP — Polipropilen

Packaging Medical grade paper and transparent film for EtO (individually blister packed)

[:@ Instruction for Use

e  Open the package by peeling it from the place marked by the arrow.

e  Visually inspect that the content of package is complete and the package is undamaged.

e  The product packaging includes the syringe and needle together.

e  During priming, hold the syringe with one hand and the needle with the other.

e  Make sure that the grading lines on the syringe cylinder are legible.

e Without removing the protective cap of the needle, firmly fix the syringe and needle together by pushing the needle towards the
syringe tip and turning it clockwise.

e  Carefully remove the needle's protective cap without damaging the needle.

e After sampling, immediately evacuate air bubbles from the syringe on to a gauze swab and close the cap. If liquid is to be injected
into the body with a syringe; draw the required amount of liquid into the syringe.

e After removal of air rotate the syringe around itself to homogenize blood and heparin.

e  According to the recommendations from CLSI, the time between drawing blood and performing analysis should not exceed 30
minutes at room temperature.

e  Before analysis, the dead space in the syringe must be expelled by flushing a drop of blood into a pad.

e The electronic version of PR.A97 Instruction for use is available at www.setmedikal.com.tr

Intended Patient Population
There is no limitation for the patient population.
Intended User

Healthcare personnel
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Device Description Intended for Use With The Device

Suitable for use with connectors "EN I1SO 80369-7 Small diameter connectors for liquids and gases in healthcare applications - Part 7:
Connectors for intravenous or hypodermic applications".

Indications

Blood gas analysis provides information about patients' respiratory and metabolic status, with measurements of pH, carbon dioxide

(pCO2) and oxygen (p02), as well as electrolytes, lactate and hemoglobin. Syinges for Blood Gas Analysis are used to collect blood to be used in
gas analysis. The anticoagulant it contains prevents blood from clotting. The syringe was pre-treated with approximately 80 IU of dry
electrolytebalanced heparin (porcine intestinal mucosa). The product shelf life is 2 years.

Contraindications

Syinges for Blood Gas Analysis should not be used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or resterilization is not possible. It is not intended for use other than its stated intended use. Dispose of as medical
waste after use.

& Cautions

e Do not use the product if the package is damaged.

e  Visually inspect that the content of package is complete and the package is undamaged.

e Do not use the product after the expiration date printed on the primary packaging.

e  Before use, check that the hypodermic needle is not blocked and the flow is not obstructed.

e After injection or aspiration, dispose of the product as medical waste.

e The product is for single use only. It cannot be reused or re-sterilized.

e Do not touch the needle tip to prevent contamination/ needle sticks. Skin puncture with a contaminated needle may result in serious
iliness such as hepatitis, AIDS and known/unknown diseases.

e [f the sterile packaging is not opened and used immediately, there is a risk of contamination. Product sterility cannot be maintained,
do not use the product.

e  Reuse of the product may cause infections, cross-contamination and sepsis.

e Work within the specified temperature and time between blood collection and analysis.

e If any serious incident occurs, it should be reported to the manufacturer and the competent authority.

Hypodermic Needle Configurations

Needle Configurations

Gauge 22G
Color Black
Needle Length 11/4”

Storage Conditions

e  Store at an ambient temperature of 2-32°C.

e  Keep it away from direct sunlight and moist environment.

e  Place and keep the box in the direction of arrow.

e Do not place more than 5 successive boxes on the top of each other.
e The shelf life of product is 2 years.
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d Manufacturer ! Fragile. Handle with care

o
dl Date of manufacture ?A\*‘ Keep away from sunlight

]
g Use-by date T: Keep dry
LOT Batch code " Move vertically
REF Catalogue number _/ﬂf Temperature limit 2-32°C

80%
MD Medical device m Humidity limitation (20% — 80%)
. L e Do not use if package is damaged

upI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

Sterilized using ethylene oxide

Latex free

Do not resterilize

Non-pyrogenic

Single sterile barrier system

E}’fio@@@

elFU Indicator

Consult instruction for use or

consult electronic instruction for use

-----

Single sterile barrier system with
protective packaging outside

YA

Caution

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tiirkiye
Tel: 0212 622 04 00
www.setmedikal.com.tr
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Uriin Adi / Product Name:

Uriin Tipi / Product Type:

Kan Gazi Analiz Siringasi / Blood Gas Analysis Syringe

2 ml 3P Luer igneli Siringa

2 ml 3P Luer Syringe with needle

Tanitim

Indication

Kan gazi analizi, hastalarin solunum ve metabolik
durumlari hakkinda pH, karbondioksit (pCO2) ve
oksijen (pO2) 6lgimlerinin yani sira elektrolitler, laktat
ve hemoglobin 6lgiimleriyle bilgi saglar. Kan Gazi
Analiz Siringalari, gaz analizinde kullanilacak kanin
alinmasi icin kullanilir. igerdigi antikoagiilan kanin
pihtilagsmasini 6nler. Siringaya, yaklasik 80 IU kuru
elektrolit dengeli heparin (domuz bagirsak mukozasi)
ile 6nceden heparin uygulanmistir.

Blood gas analysis provides information about
patients' respiratory and metabolic status,
with measurements of pH, carbon dioxide
(pCO2) and oxygen (pO2), as well as
electrolytes, lactate and hemoglobin. Blood
Gas Analysis Syringes are used to collect
blood to be used in gas analysis. The
anticoagulant it contains prevents blood from
clotting. The syringe was pre-treated with
approximately 80 IU of dry electrolyte-
balanced heparin (porcine intestinal mucosa).

Uriin Bilesenleri

Device Components

Silindir - Polipropilen

Piston - Polietilen

Conta - Izopren kauguk

Antikoagulan - 80 IU Kuru Li- Heparin plaka

Kapak - Polipropilen

Ambalaj Malzemesi - Medikal kagit ve seffaf bariyer
film

Barrel - Polipropilen

Plunger - Polietilen

Gasket - Izopren kauguk

Anticoagulant - 80 IU Dry Li- Heparin disc
(plate)

Cap - Polipropilen

Packaging material - Medical paper and
transparent film

I:B] Kullanma Talimati

Instruction for use

Kan gazlari élgimu igin Uretilmistir.Arteriyel damardan
kan alimi igin kullanilir. Enjeksiyon amaglh
kullanmayiniz. Kan érnegi yalnizca yetkili personel
tarafindan alinmalidir. Kan érnegi alindiktan sonra,
kanla hepar edip kapagi kapatiniz. CLSI'In
tavsiyelerine goére, kan alma ve analiz yapma
arasindaki sure oda sicakliginda 30 dakikayi
gecmemelidir. Analizden dnce, siringadaki 6l bogluk
bir damla kanin bir pede akitiimasi yoluyla digari
atilmalidir.

Hipodermik igneli kan gazi siringalari, EN ISO 80369-
7 standardina uygun luer ug baglanti konnektorleri ile
kullanimina uygundur.

It is produced for the measurement of blood
gases. It is used for blood collection from
arterial veins. Do not use for injection
purposes. The blood sample should only be
taken by authorized personnel. After the
blood sample is taken, turn the syringe
around to mix the heparin with the blood.
Quickly evacuate the air bubbles in the
syringe and close the cap. According to
CLSI's recommendations, the time between
blood collection and analysis should not
exceed 30 minutes at room temperature.
Before analysis, the dead space in the
syringe must be expelled by flushing a drop
of blood into a pad.

Dokiiman No / Doc. No: PR.A65 Rev. 1
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Bloodgas syringes with needle are suitable
for use with luer tip connection connectors in
accordance with EN ISO 80369-7.

Saklama Kosullar

Storage Conditions

Orijinal acilmamis ambalajinda
2-32 °C de saklanmaldir.
Direkt glines 1sigindan koruyunuz. Kuru tutun.

In its original unopened packaging
It should be stored at 2-32 °C.
Protect from direct sunlight. Keep dry.

A Uyarilar

Warnings

Sadece tek kullanim i¢indir. Ambalaj hasarli veya
acllmigsa kullanmayiniz. Bireysel pakete basilan
son kullanma tarihinden sonra Granu
kullanmayiniz (raf émru 2 yil). Sadece hasar
gérmemis paketler steril tGrlin icerir. Kullanmadan
once, hipodermik ignenin tikanmadigdi ve akisin
engellenmedigini kontrol ediniz. Kan alimi 6ncesi
siringa icinde bulunan heparin emdirilmis
plakanin varhgini kontrol ediniz. Siringayi
kullanmak Uzere hazirlarken siringa paketini
etiket Uzerinde bulunan " buradan aginiz"
kismindan acginiz. Batma ve kontaminasyon
riskini dnlemek igin igneye dokunmayiniz.
Kontamine bir ignenin deriye batmasi hepatit,
AIDS ve bilinen/bilinmeyen bagka hastaliklara yol
acabilir. Urlini yasal diizenlemelere uygun
sekilde bertaraf ediniz. Egder ciddi olumsuz olay
yasanirsa, Uretici firma ve yetkili otoriteye bildirim
yapilmalidir.

For single use only.

Do not use if package is damaged or opened.
Do not use product after the expiry date
printed on the idividual package. (shelf-life 2
years)

Before use, check that the hypodermic
needle is not blocked and the flow is not
obstructed.

Check for the presence of heparin-
impregnated plaque in the syringe before
blood collection.

Only undamaged package contains a sterile
product.

Do not touch the needle tip to prevent
contamination/ needle sticks. Skin puncture
with a contaminated needle may result in
serious illness such as hepatitis, AIDS and
known/unknown diseases.

Dispose in accordance with legal regulations.
If any serious incident occurs, it should be
reported to the manufacturer and the
competent authority

Sterilite

Sterile

EO ile steril edilmistir.

STERILE |EO

Sterilized with EO

STERILE [EO

oy
2
‘\‘ - 4

“Sadece Tek Kullanim igin”

“For sinle use only”

Uriin, tek bir hasta ile bir kerelik steril durumda
kullanilabilir.

Temizlik, yeniden islem veya yeniden
sterilizasyon yapilamaz.

Tek kullanimlik drtnlerin yeniden kullanimi hasta
ve kullanici igin potansiyel riskler yaratir.

Urliniin tekrar kullaniimasi enfeksiyonlara,
capraz kontaminasyona ve sepsise neden
olabilir.

The product may be used in sterile condition,
one-time with one single patient

Cleaning, rework or re-sterilization are
excluded. Re-using single use products bears
potential risks for patient and user

Reuse of the product may cause infections,
cross-contamination and sepsis.

Dokiiman No / Doc. No: PR.A65 Rev. 1
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Kullanilan Sembol Agiklamasi Title of Symbol

® Tekrar kullanma Do not re-use

@ Hasarli ambalaji kullanma Do not use if package is damaged
&l Uretim tarihi Date of manufacture

g Son kullanma tarihi Use-by date

d Uretim yeri Manufacturer

LoT Uriin lot numarasi Batch code

Katalog numarasi Catalogue number

M EOQ ile steril edilmigtir Sterilized using ethylene oxide
I:E_] Kullanma kilavuzuna bak Consult Instruction for use

A Uyarilar Caution

;;yi“ Gines 1s1§indan koru Keep away from sunlight

T Kuru yerde muhafaza et Keep dry

,ﬂ/ Alt sicaklik siniri Lower limit of temperature
Uretim Yeri Manufacturer

Set Medikal Sanayi ve Ticaret A.S. Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Gakmak Cad. Osmangazi Mah. Maresal Fevzi Cakmak
No:18 Esenyurt — Istanbul Cad. No:18 Esenyurt — Istanbul
Tel: 0212 622 04 00 Tel: 0212 622 04 00
www.setmedikal.com.tr www.setmedikal.com.tr
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Uriin Adi / Product Name:

Uriin Tipi / Product Type:

Kan Gazi Analiz Siringasi / Blood Gas Analysis Syringe

2 ml 3P Luer igneli Siringa

2 ml 3P Luer Syringe with needle

Tanitim

Indication

Kan gazi analizi, hastalarin solunum ve metabolik
durumlari hakkinda pH, karbondioksit (pCO2) ve
oksijen (pO2) 6lgimlerinin yani sira elektrolitler, laktat
ve hemoglobin 6lgiimleriyle bilgi saglar. Kan Gazi
Analiz Siringalari, gaz analizinde kullanilacak kanin
alinmasi icin kullanilir. igerdigi antikoagiilan kanin
pihtilagsmasini 6nler. Siringaya, yaklasik 80 IU kuru
elektrolit dengeli heparin (domuz bagirsak mukozasi)
ile 6nceden heparin uygulanmistir.

Blood gas analysis provides information about
patients' respiratory and metabolic status,
with measurements of pH, carbon dioxide
(pCO2) and oxygen (pO2), as well as
electrolytes, lactate and hemoglobin. Blood
Gas Analysis Syringes are used to collect
blood to be used in gas analysis. The
anticoagulant it contains prevents blood from
clotting. The syringe was pre-treated with
approximately 80 IU of dry electrolyte-
balanced heparin (porcine intestinal mucosa).

Uriin Bilesenleri

Device Components

Silindir - Polipropilen

Piston - Polietilen

Conta - Izopren kauguk

Antikoagulan - 80 IU Kuru Li- Heparin plaka

Kapak - Polipropilen

Ambalaj Malzemesi - Medikal kagit ve seffaf bariyer
film

Barrel - Polipropilen

Plunger - Polietilen

Gasket - Izopren kauguk

Anticoagulant - 80 IU Dry Li- Heparin disc
(plate)

Cap - Polipropilen

Packaging material - Medical paper and
transparent film

I:B] Kullanma Talimati

Instruction for use

Kan gazlari élgimu igin Uretilmistir.Arteriyel damardan
kan alimi igin kullanilir. Enjeksiyon amaglh
kullanmayiniz. Kan érnegi yalnizca yetkili personel
tarafindan alinmalidir. Kan érnegi alindiktan sonra,
kanla hepar edip kapagi kapatiniz. CLSI'In
tavsiyelerine goére, kan alma ve analiz yapma
arasindaki sure oda sicakliginda 30 dakikayi
gecmemelidir. Analizden dnce, siringadaki 6l bogluk
bir damla kanin bir pede akitiimasi yoluyla digari
atilmalidir.

It is produced for the measurement of blood
gases. It is used for blood collection from
arterial veins. Do not use for injection
purposes. The blood sample should only be
taken by authorized personnel. After the
blood sample is taken, turn the syringe
around to mix the heparin with the blood.
Quickly evacuate the air bubbles in the
syringe and close the cap. According to
CLSI's recommendations, the time between
blood collection and analysis should not
exceed 30 minutes at room temperature.
Before analysis, the dead space in the
syringe must be expelled by flushing a drop
of blood into a pad.
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KAN GAZI ANALIZi iGIN SIRINGA KULLANMA KILAVUZU
BLOOD 6AS ANALYSIS SYRINGE USER'S GUIDE

Saklama Kosullari

Storage Conditions

Orijinal agilmamis ambalajinda
2-32 °C de saklanmaldir.
Direkt glines 1sigindan koruyunuz. Kuru tutun.

In its original unopened packaging
It should be stored at 2-32 °C.
Protect from direct sunlight. Keep dry.

A Uyarilar

Warnings

Sadece tek kullanim i¢indir. Ambalaj hasarli veya
aclimissa kullanmayiniz. Bireysel pakete basilan
son kullanma tarihinden sonra Grdna
kullanmayiniz (raf dmru 2 yil). Sadece hasar
gOérmemis paketler steril Grln igerir. Siringayi
kullanmak Uzere hazirlarken siringa paketini
etiket Uzerinde bulunan " buradan aginiz"
kismindan aginiz. Kan alimi dncesi siringa iginde
bulunan heparin emdirilmis plakanin varligini
kontrol ediniz. Uriinii yasal diizenlemelere uygun
sekilde bertaraf ediniz.

For single use only.

Do not use if package is damaged or opened.
Do not use product after the expiry date
printed on the idividual package. (shelf-life 2
years)

Only undamaged package contains a sterile
product.

Dispose in accordance with legal regulations.

Sterilite

Sterile

EO ile steril edilmistir.

STERILE |EO

Sterilized with EO

STERILE [EO

oy
(2)
( )
h—

“Sadece Tek Kullanim igin”

“For sinle use only”

Uriin, tek bir hasta ile bir kerelik steril durumda
kullanilabilir.

Temizlik veya yeniden sterilizasyon yapilamaz.
Tek kullanimlik Granlerin yeniden kullanimi hasta
ve kullanici icin potansiyel riskler yaratir.
Malzemenin yeniden kullanimi veya yeterli
olmayan sterilite hastalija veya hasara neden
olabilir.

The product may be used in sterile condition,
one-time with one single patient

Cleaning or re-sterilization are excluded. Re-
using single use products bears potential
risks for patient and user

Impairment of material properties and
enadequate sterility associated with such re-
uses my lead to illness or damage of the
patient.

Kullanilan Sembol A¢iklamasi

Title of Symbol

Tekrar kullanma

Do not re-use

Hasarli ambalaji kullanma

Do not use if package is damaged

Uretim tarihi Date of manufacture
Son kullanma tarihi Use-by date

Uretim yeri Manufacturer

Urlin lot numarasi Batch code

Katalog numarasi

Catalogue number

HEEECE

m
o

EO ile steril edilmistir

Sterilized using ethylene oxide
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c . KAN GAZI ANALIZi iGIN SIRINGA KULLANMA KILAVUZU

e BLOOD GAS ANALYSIS SYRINGE USER'S GUIDE
D:i] Kullanma kilavuzuna bak Consult Instruction for use
/N Uyarilar Caution
:’:'/i“ Giines 1s1gindan koru Keep away from sunlight
T Kuru yerde muhafaza et Keep dry
/ﬂ/ Alt sicaklik siniri Lower limit of temperature
Uretim Yeri Manufacturer
Set Medikal Sanayi ve Ticaret A.S. Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Gakmak Cad. Osmangazi Mah. Maresgal Fevzi Cakmak
No:18 Esenyurt — Istanbul Cad. No:18 Esenyurt — Istanbul
Tel: 0212 622 04 00 Tel: 0212 622 04 00
www.setmedikal.com.tr www.setmedikal.com.tr
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