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GUC TAHRIKLi POMPA iCiN SIRINGALAR KULLANMA KILAVUZU

Uriin Tipi
Perfiizyon Pompa igin Siringa Hipodermik igne
i1ml,2ml,2,5ml,3ml,5ml,10ml,20ml, | 14G
50 mi 15G
16G
18G
Uriin Tipi Gii¢ Tahrikli Pompa icin Siringa — Normal igne
Luer Lock

Kullanim Amaci

Perflizyon pompasi igin siringalar, tibbi sivilarin viicut icine glg tahrikli pompa araciligiyla enjeksiyonu igin kullanilmasi amaglanmistir. Eger
mevcutsa igne, siringanin igine sivi gekme amachdir.

Perflizyon pompasi igin siringalar, EN ISO 80369-7 standardina uygun luer ug¢ baglanti konnektorleri ve perfiizyon pompalari ile kullanimina
uygundur.

Uriin Bilegenleri

Parga Adi Hammadde
Silindir PP — Polipropilen
Piston PP — Polipropilen
Conta izopren kauguk, Lateks icermez
Hipodermik igne Paslanmaz Celik S$304
PP — Polipropilen
Ambalaj Malzemesi EQ ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

€IFU Indicator

Kullanma Talimati

Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

Hazirlama esnasinda siringayi bir elle, eger mevcutsa, igneyi diger elle tutunuz.

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

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

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice gikarin.

Siviyl gereken miktarda siringaya gekin.

Uzatma hattini siringaya baglayin ve siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka g¢ikarin.
Siringay! perflizyon pompasina baglamadan 6nce, siringada ve uzatma hattinda sivi akisinin saglanip saglanamadigini kontrol edin.
Uzatma hattinda hava kabarcigi varsa disari atin.

Siringayl pompaya baglayin ve pompayi, lretici firmanin talimatlarina gore kullanin.

PR.A100 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Kullanilacak sivi miktarini, siringa Gzerinde bulunan derecelendirme skalasi ile saglayin.
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e Siringa Uzerinde yer alan derecelendirme skalasinin kapasite toleransi, EN I1SO 7886-1 standardina uygun olarak asagidaki tabloda
belirtilmistir.

Siringanin Nominal Kapasitesi

A . .
V*, (ml) Derecelendirilmis Kapasite Toleransi (%)

5<Vv<60 4

*V: Hacim
Hedeflenen Hasta Popiilasyonu
Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar
Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN I1SO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik capl baglanti elemanlari — B6lim 7: Damar igi veya hipodermik
uygulamalar icin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.
Perflizyon Pompalari

Endikasyon

Perflizyon pompasi igin siringalar tibbi sivilarin uygulanmasinda kullanilan cihazlardir. Siringalar giic tahrikli pompalara baglanarak viicuda tibbi
sivi enjeksiyonu yapilmast icin tasarlanmistir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Perfiizyon pompa igin siringalar 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 gormus veya agilmigsa trtind kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

e Steril bariyer sistem (birim paket) acildiginda aseptik kurallara uygun olarak bekletmeden baglanti saglanir.

e Siringa maksimum 24 saat kullanilir.

e Siringaile uygulanan ilag igin 6zel bir uyari varsa uygulamada dikkate alinmalidir.

e Uygulamalarda, kullanim talimatinda verilen derecelendirme skalasinin kapasite toleransi tablosu dikkate alinmalidir.

e Uriinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

e Uriin tek kullanimliktir, tekrar kullanilamaz, yeniden islem yapilamaz 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 acabilir.

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

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

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

Hipodermik igne Konfigiirasyonlan

Olcii 14G 15G 16G 18G
Renk Soluk yesil Mavi gri Beyaz Pembe
1l| 1 1/4)/ 1" 1||
igne Uzunlugu 11/4"
11/2” 11/2” / 11/2”
11/2”
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Depolama Kosullari

45°C'yi agsmayan ortam sicakliginda muhafaza ediniz.
Dogrudan glines 1sigindan ve nemli ortamdan koruyun.
Kutuyu ok yéniinde yerlestirerek muhafaza edin.

Ust Uiste en fazla bes koli koyularak muhafaza edin.
Uriiniin raf 6mrii 5 yildir.

Kullanilan Sembollerin Agiklamasi

Uretici Firma

dl Uretim Tarihi

Kirilgan. dikkatli tutun

-

<
~

Gunes 1s1gindan uzak tutun

\/
)/>/'\

"o
N

Son Kullanma Tarihi Kuru tutun

LOT Lot Numarasi |I Dikey olarak hareket ettir
REF Katalog numarasi /Rf Sicakligin Gst siniri (45°C)
80%
MD Tibbi Cihaz @ Nem sinirlamasi (%20 — %80)
20%,
. Paket hasarliysa kullanmayin ve
upI Benzersiz cihaz tanimlayici kullanim talimatlarina bakin

Tekrar Kullanmayin

60 @©

%
Q

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik
= :T
il

Etilen oksit kullanilarak sterilize edilmistir Lateks icermez

Pirojenik olmayan

X

@ Tekrar sterilize etmeyin

Tekli steril bariyer sistemi

O
S
<

Yalnizca Profesyonel Kullanim

Kullanim talimatina bakin veya
elektronik kullanim talimatina
elFU Indicator basvu run

-----

O Disinda koruyucu ambalaj bulunan tek
‘~ - steril bariyer sistemi

& Dikkat / Caution

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

=

isaret
cﬂﬁ 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
Tel: 0212 622 04 00

www.setmedikal.com.tr
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SYRINGE FOR POWER DRIVEN PUMP INSTRUCTION FOR USE

Product Type

Syringe For Perfusion Pump Hypodermic Needle

i1ml,2ml, 2,5ml,3ml,5ml, 10 14G

ml, 20 ml, 50 ml 15G
16G
18G
Product Type Syringe For Power Driven Pump — Regular Needle
Luer Lock

[E— ; e

Intended Use

Syringes for perfusion pump are intended to be used for injection of medicinal liquids to human body with power driven pumps. If needle is
provided, it is used to aspirate medicinal liquid into the syringe.

Syringes for perfusion pump are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7 and perfusion pumps .

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel (S5304), PP — Polypropylene

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

EE] Instruction for Use

IFU Indicator

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 During preparation, hold the syringe with one hand and the needle, if available, with the other hand.

e  Make sure that the graduation 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  Draw the required amount of liquid into the syringe.

e  Attach the extension line to the syringe and make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, make
sure to remove it.

e  Before connecting the syringe with perfusion pump, check if fluid is flowing in the syringe and the extension line. Remove air bubbles
inside the extension line.

e  Connect the syringe to the perfusion pump and use the pump according to the manufacturer’s intructions.

e  The electronic version of PR.A100 Instruction for use is available at www.setmedikal.com.tr.

e  Determine the amount of liquid to be used using the graduated scale on the syringe.
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The capacity tolerance of the graduated scale on the syringe is stated in the table below in accordance with EN ISO 7886-1 Standard.

Nominal capacity of syringe
Graduated Capacity Tolerance (%)
V* (ml)

5sV=60 4

V*: Volume

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".
Perfusion Pump

Indications

Syringes for perfusion pumps are used for injection of medicinal fluids. These syringes are used with power driven pumps. The product shelf life

is 5 years.

Contraindications

Syringes for perfusion pump cannot 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

Do not use the product if the package is damaged.

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

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

When the sterile barrier system (unit packaging) is opened, connection is made without waiting in accordance with aseptic rules.

The maximum usage time of the syringe is 24 hours.

If there is a special warning for the drug administered by syringe, it should be taken into account during application.

In applications, the capacity tolerance table of the graduated scale given in the instructions for use should be taken into account.
After injection or aspiration, dispose of the product as medical waste.

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

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.

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.

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

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

Hypodermic Needle Configurations

Gauge 14G 15G 16G 18G
Color Pale Green Blue-Grey White Pink
1 11/4” 1 1
Needle Length 11/4”
11/2” 11/2” / 11/2”
11/2”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.

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 5 years.

Description of Symbols Used

Sayfa No/Page No: 6 /29

d Manufacturer ! Fragile. Handle with care
dl Date of manuf > K f ligh

ate of manufacture eep away from sunlight

ZAN
g Use-by date T\ Keep dry
LOT Batch code |I Move vertically
REF Catalogue number /ﬂf Upper limit of temperature (45°C)
80%
MD Medical device (%) Humidity limitation (20% — 80%)
uDI Unique device identifier Do not use if pa.ckage is damaged and
consult instruction for use

Do not reuse

Authorized representative in the
European Community (United Kingdom)
= :T
il

Sterilized using ethylene oxide

J69 @

%
Q

Latex free

X

Non-pyrogenic

Single sterile barrier system

@ Do not resterilize

o
S
<

Professional Use Only

Q Single sterile barrier system with
e a4 protective packaging outside

i

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

A Caution

Marking for meeting the requirements of all relevant European Medical Device
c Directives/European Legislation
2797 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 LAS JERINGAS PARA BOMBA DE PERFUSION

Tipo de Producto

Jeringa para Bomba de Perfusion Aguja Hipodérmica

i1ml,2ml, 2,5ml,3ml,5ml, 10 14G

ml, 20 ml, 50 ml 15G

16G

18G
Tipo de Producto Jeringa para Bomba de Perfusion - Aguja normal
Luer Lock

S— S | il

Propdsito del Uso

Las jeringas para bomba de perfusion se utilizan para la inyeccion de liquidos médicos en el cuerpo mediante una bomba accionada por fuerza.
Si existe la aguja, sirve para aspirar el liquido hacia la jeringa.

Las jeringas para bombas de perfusién son adecuadas para su uso con conectores de punta Luer y bombas de perfusién que cumplen con el
estandar EN ISO 80369-7.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

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)

€IFU Indicator

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.

Extraiga la cantidad necesaria de liquido con la jeringa.

Conecte la linea de extension a la jeringa y asegurese de que la jeringa no contenga burbujas de aire. Si hay alguna burbuja de aire en
la jeringa, asegurese de quitarla.

Antes de conectar la jeringa a la bomba de perfusion, verifique que se pueda establecer el flujo del liquido en la jeringa y la linea de
extension. Si hay alguna burbuja de aire en la linea de extensidn, quitela.

Conecte la jeringa a la bomba y utilice la bomba segun las instrucciones del fabricante.

Puede acceder a la versidn electrdnica de las Instrucciones de uso de PR. A100 en el sitio web, www.setmedikal.com.tr

Determine la cantidad de liquido que se utilizara con la escala de graduacién del cilindro de la jeringa.
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La tolerancia de la capacidad de la escala de graduacion en el cilindro de la jeringa se muestra en la siguiente tabla de acuerdo con el
estandar EN ISO 7886-1.

Capacidad nominal de la jeringa

1 1 0,
V¥ (ml) Tolerancia de capacidad graduada (%)

5<Vv<60 4

V*: Volumen

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 ISO 80369-7 Conexiones de diametro pequefio para liquidos y gases en aplicaciones
sanitarias — Seccion 7: Conexiones para aplicaciones intravenosas o hipodérmicas”.
Bombas de Perfusién

Indicacion

Las jeringas para bomba de perfusidn son dispositivos utilizados para la administracién de liquidos médicos. Las jeringas estan disefiadas para
la inyeccién de liquidos médicos en el cuerpo mediante una bomba accionada por fuerza. La vida util del producto es de 5 afios.

Contraindicacion

Las jeringas para bomba de perfusion no se utilizan en mds 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 esta disefiado para usarse fuera del uso previsto especificado. Después de su uso,
deseche el producto como residuo médico.

& Advertencias

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

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

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

Cuando se abre el sistema de barrera estéril (envase unitario), la conexidn se realiza sin esperar de acuerdo con las normas asépticas.
El tiempo maximo de uso de la jeringa es de 24 horas.

Si existe una advertencia especial para el medicamento administrado con jeringa, debe tenerse en cuenta durante la aplicacién.

En las précticas, se debe tener en cuenta la tabla de tolerancia de capacidad para la escala de la graduacion mencionada en las
instrucciones de su uso.

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 contaminacién. La penetracién de una aguja contaminada en la piel puede
provocar hepatitis, SIDA y otras enfermedades conocidas o desconocidas.

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.

La reutilizacion del producto puede provocar infecciones, contaminacion cruzada y septicemia.

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

Medida 14G 15G 16G 18G
Color Verde palido Gris azulado Blanco Rosado
1 11/4” 1 1
Longitudes de la ;
; 11/4”
Aguja 11/2" 11/2" 11/2"
11/2”
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Condiciones de Almacenamiento

Almacenar a temperatura ambiente que no exceda los 45°C.

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

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

No coloque mas de Cinco cajas sucesivas una encima de la otra.
La vida util del producto es de 5 afios.

Descripcion de los Simbolos Utilizados

Sayfa No/Page No: 9 /29

Fabricante

-

Fragil. Tratar con cuidado

<
~

\/
B/'\

Mantener alejado de la luz solar

"o
N

Fecha de vencimiento

[| Fecha de produccién

Mantener seco

Cadigo de lote

—
Q
=
—
—

Mover verticalmente

Numero de catdlogo

=

m

“
3

Limite superior de temperatura (45 °C)

2

O

Limitacidon de humedad (20% — 80%)

MD Dispositivo médico
UDI

Identificador de dispositivo Unico

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

No reutilizar

Representante autorizado en la Comunidad
Europea (Reino Unido)
" -

s i Esterilizado con 6xido de etileno

§69 @

7
A

No contiene latex

X

No pirogénico

Sistema de barrera estéril Unico

@ No re esterilizar

o
S
<

Solo para uso profesional

==

.O. El sistema de barrera estéril Gnico con embalaje
/ \ °
R 2 protector exterior

----- elFU Indicator

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

& Atencién

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

2747 El nimero que se muestra a continuacién 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 — Estanbul
Tel: 0212 622 04 00

www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE POUR POMPE MOTRICE

Types de produit

Seringue pour pompe a perfusion Aiguille hypodermique
i1ml,2ml, 2,5ml,3ml,5ml, 10 mi, 14G
20 ml, 50 ml 15G
16G
18G
Types de produit Seringue pour pompe a perfusion - Aiguille normale
Luer Lock
.—E_ —_— wi
?’T',; _‘ - ) ‘ L

But d’utilisation

Les seringues pour pompe a perfusion sont destinées a étre utilisées pour I'injection de fluides médicaux dans le corps au moyen d’une pompe
a moteur. Laiguille, si elle est présente, est destinée a aspirer le liquide dans la seringue.

Les seringues pour pompe a perfusion sont adaptées a I'usage avec les pompes a perfusion et les connecteurs de raccord luer conformes a la
norme EN ISO 80369-7.

Composants du produit

Nom de la piece Matiere premiére

Cylindre PP — Polypropylene

Piston PP — Polypropylene

Joint Caoutchouc isopréne, sans latex

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropylene

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

[E] Consignes d’utilisation

eIFU Indicator

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

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

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

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

e Pousser |'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 Remplir la seringue de la quantité de fluide nécessaire.

e Raccorder la ligne de rallonge a la seringue et s’assurer que la seringue ne contient pas de bulles d’air. S'il existe des bulles d’air dans
la seringue, les éliminer obligatoirement.

e Avant de raccorder la seringue a a pompe a perfusion, vérifier si le fluide coule bien dans la seringue et dans la ligne de rallonge. S'il
existe des bulles d’air dans la ligne de rallonge, les éliminer.

e Raccorder la ligne de rallonge a la seringue et utiliser la pompe conformément aux consignes d’utilisation de son fabricant.

e Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A100, sur le site web suivant
www.setmedikal.com.tr.

e Fixer le volume du liquide a utiliser, a I'aide de la plage de graduation figurant sur le cylindre de la seringue.
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e Latolérance de capacité de la plage de graduation figurant sur le cylindre de la seringue est indiquée sur le tableau ci-apreés,
conformément a la norme EN ISO 7886-1.

Capacité nominale de la seringue

. o a1
V* (ml) Tolérance de capacité graduée (%)

5<Vv<60 4

V*: Volume

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 'usage avec : « EN 1ISO 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 ».
Pompes a perfusion

Indication

Les seringues pour pompe a perfusion servent a I'application des fluides médicaux. Les seringues sont congues pour étre raccordées a la pompe
a moteur dans le but d’injection de fluides médicaux dans le corps. La durée de conservation du produit est de 5 ans.

Contre-indication

La seringue pour pompe a perfusion 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 I'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 Lorsque le systéme de barriére stérile (emballage unitaire) est ouvert, la connexion est effectuée sans attendre, conformément aux
régles d'asepsie.

e  Ladurée maximale d'utilisation de la seringue est de 24 heures.

e  S'il existe une mise en garde spéciale pour le médicament administré par seringue, il convient d'en tenir compte lors de I'application.

e Enpratique, il faut prendre en compte le tableau de tolérance de capacité de la plage de graduation mentionné aux consignes
d’utilisation.

e Apres l'injection ou I'aspiration, 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 Siun fait sérieux défavorable survient, le fabricant et I'autorité compétente doivent en étre informés.
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Configurations de I’aiguille hypodermique

Dimension 14G 15G 16G 18G
Couleur Vert pale Bleu gris Blanc Rose
1 11/4” 1 "
Longueur de ;
"oy 11/4”
I'aiguille 11/2" 11/2” 11/2”
11/2”

Conditions de stockage

Placer I'un sur I'autre cinq colis au plus.
La durée d’expiration du produit est de 5 ans.

Explication des symboles utilisés

Conserver les produits dans un endroit ou la température ambiante n’est pas supérieure a 45°C.
Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.
Stocker les produits en plagant les paquets selon le sens de la fleche.

Fabricant ! Fragile, tenir attentivement
Ny
Date de fabrication 71N Tenir écarté des rayons solaires
B

Date d’expiration

SIS

.
.
" a
-

Tenir sec

=)

LOT Numéro de lot Faire bouger en état vertical
, e Limite supérieure de la température
Numeéro de catalogue J’ .
REF & ambiante (45°C)

Appareil médical

F

&)

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

6 @]

%
Q

Ne contient pas de latex

Ne pas stériliser a nouveau

XS

Non pyrogene

Systéme de barriere stérilisée simple

o
S
<

Uniquement utilisation
professionnelle

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

===

i

elFU Indicator

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

Attention
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27T

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
Tél. : 0212 622 04 00

Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR DEN GEBRAUCH DER SPRITZEN FUR DIE KRAFTBETRIEBENEN PUMPE

Produkttyp

Spritze fiir die Perfusionspumpe Hypodermische Nadel

i1ml,2ml, 2,5ml,3ml,5ml, 10 mil, 14G

20 ml, 50 ml 15G

16G

18G
Produkttyp Spritze fiir die Perfusionspumpe — Normale Nadel
Luer Lock

vl

Verwendungszweck

Spritzen fiir die Perfusionspumpe dienen dazu, medizinische Flussigkeiten mittels eine kraftbetriebene Pumpe in den Korper zu injizieren.
Gegebenenfalls dient die Nadel dazu, die Flissigkeit in die Spritze aufzusaugen.

Spritzen fiir die Perfusionspumpe sind nach sind fir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN I1SO 80369-7 und fiir die
Verwendung mit Perfusionspumpen geeignet.

Produktkomponenten

Teilbezeichnung Rohstoff

Zylinder PP — Polypropylen

Kolben PP — Polypropylen

Dichtung Isopren Kautschuk, frei von Latex

Hypodermische Nadel Edelstahl SS304
PP — Polypropylen

Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)

Gebrauchsanweisung

eIFU Indicator

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

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

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 Saugen Sie die erforderliche Menge an Flissigkeit in die Spritze.

e SchlieBen Sie die Verlangerungsleitung an die Spritze und stellen Sie sicher, dass die Spritze frei von Luftblasen ist. Luftblasen in der
Spritze unbedingt beseitigen.

e Bevor Sie die Spritze an die Perfusionspumpe anschliefen, stellen Sie sicher, dass der Durchfluss in der Spritze und in der
Verlangerungsleitung gewahrleistet ist. Gegebenenfalls bestehende Luftblasen in der Verlangerungsleitung beseitigen.

e SchlieRen Sie die Spritze an die Pumpe und verwenden Sie die Pumpe entsprechend den Herstellerangaben.

e Die elektronische Version der PR.A100 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

e Soll mit der Spritze in den Korper Flussigkeit injiziert werden, saugen Sie die benétigte Menge an Flissigkeit in die Spritze.
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e Die Kapazitdtstoleranz der auf der Spritze aufgedruckten Abstufungsskala ist entsprechend der Norm EN I1SO 7886-1 in
untenstehender Tabelle aufgefiihrt.

Nominale Kapazitat der Spritze

_ o
V* (ml) Abgestufte Kapazitatstoleranz (%)

5<Vv<60 4

V*: Volumen

Patientenzielgruppe

Es bestehen keine Einschrankungen fir die Patientenpopulation.

Benutzerzielgruppe
Gesundheitspersonal

Definition des Gerats, das zur Verwendung mit dem Gerat vorgesehen ist

Geeignet fur die Verwendung mit ,EN I1SO 80369-7 Anschliisse mit kleinem Durchmesser fur Fliissigkeiten und Gase fiir Anwendungen im
Gesundheitswesen — Teil 7: Anschlusse fiir intravendse oder hypodermische Anwendungen®.
Perfusionspumpen

Indikation

Spritzen fir die Perfusionspumpe sind Gerate, die fir die Anwendung medizinischer Flissigkeiten dienen. Die Spritzen dienen der Injektion
medizinischer Flissigkeiten in den Korper, indem sie an kraftbetriebene Pumpen angeschlossen werden. Die Haltbarkeit des Produkts betragt 5
Jahre.

Kontraindikation

Spritzen fur die Perfusionspumpe 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.

e Nach dem Offnen des Sterilbarrieresystems (Einheitsverpackung) erfolgt der Anschluss ohne Wartezeit nach den Regeln der Aseptik.

e Die maximale Verwendungsdauer der Spritze betrdgt 24 Stunden.

o Gibt es einen besonderen Warnhinweis fiir das mit der Spritze verabreichte Arzneimittel, so ist dieser bei der Anwendung zu beachten.

e Bei allen Anwendungen ist die in der Gebrauchsanweisung abgebildete Tabelle zur Kapazitatstoleranz der Abstufungsskala zu
beriicksichtigen.

e Entsorgen Sie das Produkt nach der Injektion oder Aspiration 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.

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

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

e Bei schwerwiegenden unerwiinschten Vorfallen missen der Hersteller und die zustandige Behorde benachrichtigt werden.
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Hypodermische Nadelkonfigurationen

Abmessung 14G 15G 16G 18G
Farbe Hellgriin Blaugrau Weill Rosa
1 11/4” 1 "
Nadelldnge 11/4"
11/2” 11/2” 11/2”
/ / 112" /

Lagerbedingungen

Bei Umgebungstemperatur von max. 45 °C lagern.
Vor direkter Sonneneinstrahlung und feuchter Umgebung schiitzen.
Die Packung in Pfeilrichtung lagern.

Maximal funf Kartons tGbereinander lagern.
Die Haltbarkeit des Produkts betragt 5 Jahre.

Erlduterungen verwendeter Symbole

Sayfa No/Page No: 16 /29

Hersteller

-

Zerbrechlich. Vorsichtig halten

Produktionsdatum

L,
oS

\/
)>/\

Vor Sonneneinstrahlung schiitzen

SIS

Verfalldatum

.
[

n

-

Trocken halten

LOT

Lot-Nummer

=

Vertikal bewegen

REF

Katalognummer

=

Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

F

),

[
S
=

Feuchtigkeitsbegrenzung (20% —
80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt

EU-Bevollmachtigter (Vereinigtes
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

J69 @

%
Q

Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

O
=1
<

Nur fiir professionellen Gebrauch

==

.....

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

[ ]3]

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

79T

Kennzeichnung der Erfillung der Anforderungen aller betreffenden europaischen
Medizinproduktrichtlinien / europédischen Gesetze
Die unten angezeigte Nummer ist die Nummer der benannten Stelle
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Produktionsort

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul
Telefon: 0212 622 04 00

www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLE SIRINGHE PER POMPA A MOTORE

Tipo Prodotto

Siringa per Pompa di Perfusione Ago Ipodermico

i1ml,2ml, 2,5ml,3ml,5ml, 10 mil, 14G

20 ml, 50 ml 15G

16G

18G
Tipo Prodotto Siringa per Pompa di Perfusione - Ago regolare
Luer Lock

Finalita di Uso

Le siringhe per pompa di perfusione sono finalizzate alla somministrazione di prodotti medicali nel corpo attraverso la pompa a motore. Ove
presente, I'ago viene utilizzato per il prelievo del liquido nella siringa.

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

Composizioni del prodotto

Componente Materia Prima

Cilindro PP — Polipropilene

Pistone PP — Polipropilene

Guarnizione Gomma isoprene, senza lattice

Ago ipodermico Acciaio inox, $5304, PP-Polipropilene

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

Istruzioni di Uso

€IFU Indicator

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  Durante la preparazione tenere la siringa in una mano e |'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 Prelevare il liquido nella siringa in quantita necessaria.

e  Collegare la linea di prolunga alla siringa e assicurarsi che non siano presenti bolle d’aria nella siringa, ove presente, rimuoverle
assolutamente.

e  Prima di collegare la siringa alla pompa per perfusione verificare se ci sia il flusso di liquido nella siringa e nella linea di prolunga, ove
presente la bolla d’aria, estrarre fuori.

e Collegare la siringa alla pompa e utilizzare la pompa a seconda delle indicazioni dell’azienda produttrice.

e  Epossibile accedere alla versione digitale dell’istruzione di uso PR.A100 sull’indirizzo www.setmedikal.com.tr.

e  Determinare la quantita del liquido ad essere usato con la scala graduata presente sulla siringa.
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e Latolleranza di capacita della scala graduata sulla siringa e riportata nella seguente tabella in conformita allo standard EN I1SO 7886-

1.
Capacita nominale della siringa . s N
" Tolleranza di capacita graduata (%)
V*, (ml)
5<V<60 4
V*: Volume

Popolazione target di pazienti

Non e prevista alcuna limitazione per la popolazione pazienti.

Utenti target
Personale sanitario

Descrizione del dispositivo destinato all’uso insieme al dispositivo

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

Pompe per perfusione
Indicazione

Le siringhe per pompa di perfusione sono dei dispositivi utilizzati nella somministrazione dei liquidi medicali. Le siringhe sono state progettate
per la somministrazione dei liquidi medicali nel corpo essendo collegate alle pompe a motore. La vita da scaffale del prodotto é di 5 anni.

Controindicazione

Le siringhe per pompe di perfusione non possono essere utilizzate su piu pazienti. Il prodotto puo 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 I'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.

e All'apertura del sistema di barriera sterile (confezione unitaria), I'allacciamento avviene senza attendere, in conformita alle regole
asettiche.

e |l tempo massimo di utilizzo della siringa e di 24 ore.

e Se e presente un'avvertenza speciale per il farmaco somministrato tramite siringa, occorre tenerne conto durante |'applicazione.

o Nelle applicazioni va presa in considerazione la tabella della tolleranza di capacita della scala graduata fornita nell’istruzione di uso.

e Smaltire il prodotto come rifiuto sanitario dopo la somministrazione o il prelievo.

e |l prodotto € monouso e non puo essere riutilizzato né ripraticato né tantomeno 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.

e 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.

o |l riutilizzo del prodotto potrebbe provocare infezioni, contaminazioni crociate e sepsi.

e Qualora si verifichi un incidente grave, la circostanza va comunicata all’azienda produttrice e all’autorita competente.
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Configurazioni dell’ago ipodermico
Misura 14G 15G 16G 18G
Colore verde pallido blu grigio Bianco Rosa
1|I 1 1/4" 1|| 1II
Lunghezza ago 11/4”
11/2” 11/2” 11/2”
/ / 112 /

Condizioni di stoccaggio

e Conservare ad una temperatura ambiente non superiore a 45°C.
e Tenere lontano dai raggi solari diretti e dall’'umidita.
e Conservare la confezione posizionandola in direzione della freccia.
e Non posizionare piu di 5 contenitori I'uno sull’altro.

La vita da scaffale del prodotto & di 5 anni.

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 20 /29

Azienda Produttrice

-

Fragile! Maneggiare con cura

Data di Produzione

./

oK

\/

Tenere lontano dai raggi solari

S

Data di Scadenza

"o
N

Mantenere asciutto

LOT

Numero Lotto

—
—

Trasportare in direzione verticale

REF

Numero Catalogo

S

Limite di temperatura massima (45°C)

Dispositivo Medico

F

&)

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

§69 @ |

%
Q

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

O
=1
<

Solo ad uso professionale

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

=

elFU Indicator

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

Attenzione / Caution
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Marcatura che dichiara la soddisfazione i requisiti di tutti i Regolamenti Europei Pertinenti sui
Dispositivi Medici/Normativa Europea.
2797 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
Tel: 0212 622 04 00

www.setmedikal.com.tr
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MHCTPYKLUMA NO UCMNOJIb3OBAHUIO LLUMNPULEB ANA NEP®Y3NOHHbIX HACOCOB

Tun usgenus

LWnpuy ana nepdy3mMoHHOro Hacoca WUrna pnsa NoAKOMKHbIX UHbEKLUMIA
1 mn,2 mn, 2,5 mn,3 mn, 5 mn, 10 14G
mn, 20 mn, 50 mn 15G
16G
18G
Tun uspgenusa LWinpuy ana nepdy3MoHHOro Hacoca - 06bluHaA uraa
Nyep Jlok
| il
. -

Llenb ncnonbsoBaHusa

Wnpuubl ana nepdy3MOHHbIX HAcOCOB MpefHa3HayeHbl A1A BBEAEHWUA MEAMUMHCKUX KMAKOCTEM B OpraHMam C MOMOLLbI Hacoca C
MeXaHWYeCKMM NpuBoLOM. Urna, Npu eé Hannuum, npeaHasHayeHa 414 3ab6opa XKUAKOCTU B LWNpuL,

Wnpuubl ana nepdy3sMOHHbIX HAcCOCOB NPUrogHbl AN WMCNOAb30BaHMA C HaKOHeYHMKamu «Jlyep» UM nepdy3MOHHbIMM Hacocamu B
cooTBeTcTBumM ¢ EN ISO 80369-7.

KomnoHeHTbl U3genua

HassaHue petanu CbipbeBoit MaTepuan

Unnauupp MNMN - noavnponunen

MNopweHb MM - noarvnponuneH

Mpoknagka M3onpeHoBbIV KayyyK, 6e3 natekca

Urna pna noaKOXKHbIX Hep:kaetowas ctanb, SS304, MMM - noannponuneH

WHbEKL U

Martepuan ynakoBku MepauumHcKaa bymara ¢ npo3payHoi NAeHKOM, NnpuroaHaa ans
ctepunmsaumm EO (MHaMBUAYaNnbHas ynakosKa)

eIFU Indicator

MUHCTPYKLMA NO NCNONb30BaHUIO

BcKpoWiTe ynakoBKy Yepes oTBEPCTUE, YKa3aHHOE CTPEKOW.

Bu3syanbHO NpoBepbTe KOMMNIEKTHOCTb COAEPHKMMOrO U OTCYTCTBUE MOBPENKAEHUI YNAKOBKM.

Bo BpemA NOATroTOBKM K UCMONb30BAHUIO AePXKUTE LUNPULL OAHON PYKOM, @ UFY, NP €€ HaNu4nK, Apyrow.

Y6eauTech, 4TO rpayMpOBOYHbIE IMHWUMN HA LMAVHAPE LWNPULA XOPOLLO YMTALOTCA.

He CHMMaa 3aWWTHBIA KOAMAYOK C WUMbl, HAAEXKHO 3apUKCUpyMTe Uy Ha WNpuLe, NPUXKaB UMY K HAaKOHEYHWKY Wnpuua v
NOBepHYB ee MO YacoBOW CTpesiKe.

OCTOPOXKHO CHUMUTE 3aLUMUTHBIW KONMAYOK C UI/Ibl, HE NOBPEAUB ee.

HabepuTe B WwnpuL, HeobxoAMMOe KOANYECTBO KUAKOCTU.

MoacoeanHUTe YAAMHUTENbHYIO IMHUIO K WNpUuy M ybeauTech, YTO B LINpULE HET Ny3blpbKOB BO3Ayxa. Ecan B wnpuue ectb
ny3bIpbKW BO34yXa, YA3anuTe ux.

Mepes noacoeAuMHeHWeM WNpULA K nepdy3sMOHHOMY HAcoCy MpoBepbTe MPOXOMXKAEHUE XMAKOCTU B WNpULE U YAAMHWUTENbHOW
JMHWUK. EcAv B YANMHUTENbHOM IMHWUM eCTb NY3bipbKKU BO3AyXa, YAANNTE UX.

MoacoeanHUTE LUINPULL K HACOCY U UCMOb3YITE HAaCOC B COOTBETCTBMM C MHCTPYKLMAMMU KOMMNAHUM-NPOU3BOANTENA.

C 3NeKTPOHHOW Bepcren MHCTPYKLUM No ucnonb3oBaHmto PR.A100 MOXKHO 03HAaKOMUTLCA Ha caiTe www.setmedikal.com.tr
OnpepenvTe KOMYECTBO UCMO/b3YEMOM KUAKOCTM MO FPagyMpOoBaHHOMN WKane Ha Wwnpuue.
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e  [lonyck Ha rpagyvmpoBaHHY0 BMECTUMOCTb WNPMLA YKa3aH B Tabaunue HUKe B COOTBETCTBMM CO cTaHaapTom EN ISO 7886-1.

HomMWHanbHas BMeCTMMOCTb LUMNpULa [onycK Ha rpasyMpoBaHHyto
V*, (ml) BMECTUMOCTb (%)
5<V<60 4
V*: 06bem

LleneBas rpynna naumneHToB

YCTaHOB/IEHHbIX OrPaHUYEHWNIA B OTHOLIEHMUW IPYNTbl NALMEHTOB HE MMEETCA.

Ll,eneBble nonb3oBarenun

MeaMunHCKNM nepcoHan

OnucaHue yCTpOﬁCTB, npeaHasHa4YeHHbIX ANA NCnoJib3oBaHUA C Usgennem

N3penve npuroaHo Ana UCNoib3oBaHMA € coeguHuTensamm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoegMHUTENM MaIOTO AMaMEeTPa ANA KULKOCTEN
W rasoB, UCMO/Nb3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHUTENAM BHYTPUCOCYAUCTOMO MAU MNOAKOMHOMO
npumeHeHua".

Mepdy3roHHbIe HAacoCbl

NMoKka3aHua

Wnpuubl ans nepdysMOHHbIX HACOCOB ABAAIOTCA W3LEAMAMM, WCMONb3YEMbIMU ANA BBEAEHUA MEAMUMHCKMX Xuakoctei. Lnpuupl
NOACOEAMHAIOTCA K HAacocam C MeXaHM4YeCKMM MPUBOAOM W MpefHasHayeHbl ANA BBEAEHUS MEOMUMHCKUX KUAKOCTen B opraHusm. Cpok
rofLHOCTU U34ENNA COCTaBAsAET 5 feT.

MpoTuBonoOKasaHuA

L|.|I'|pVILI, ana Hepd)y?»VIOHHbIX HaCOCOB He A0/1XKeH NMCNONb30BaTbCA b6onee yem ONA 0AHOro nauneHTa. U3genve moxet 6bITb MCNONBL30BAHO B
CTepWIbHOM COCTOAAHUU OA4HOPA30BO A/1A OA4HOro nauneHTa. O4YncTKa Uan NOBTOPHan CTepunmsauma He gonycKkaeTca. He npepgHasHauyeHbl ana
MCNONb30BaHMA He NO Ha3Ha4vyeHuto. [Mocne ncnosib3oBaHUA yTVII'IVISVIpyVITe KaK MmeaANUNHCKUE OTX0A4bl.

& MpeaynpexaeHusa

e  He ucnonb3syiTe n3genmne c NOBPeXAeHHOW UAM BCKPbITON YNaKOBKOW.

e Bu3syanbHo NpoBepbTe KOMMNEKTHOCTb YNAaKOBKM U OTCYTCTBUE NOBPEKAEHUN.

e He ucnonb3yiTte nsgenme nocae UCTEYEHUA CPOKA FOAHOCTU, YKa3aHHOTO Ha YNaKoBKe.

e [IpM BCKPbITUM CTepUbHON BapbepHOl cUCTEMbI (€AUMHUYHOW YNAaKOBKM) cCOeAMHEHME NPOU3BOAUTCA B3 0XKMAAHUA B COOTBETCTBUU
C NPaBMUNAMM ACENTUKN.

e MaKcMManbHOE Bpems MCNo/ib30BaHMA WNpuULa - 24 yaca.

e Ecnv ans npenapaTta, BBOAMMOrO C MOMOLLBIO WNPULA, UMEETCA CrneumasbHoe npeaynpexaeHue, ero ciefyer yyuTbiBaTb Npu
NpPYMEHEHUN.

e [lpM NpUMeEHeHUM cneayeT y4yuTbiBaTb MOKasaTesn B Tabauue AONycka Ha rpagyvMpoBaHHYO BMeECTMMOCTb, MPUBEAEHHOW B
MHCTPYKLMM NO NPUMEHEHMUIO.

o [locne MHBEKLUM UK 3a60pa KUAKOCTU YTUAU3UPYITE U3Lenne Kak MeanLMHCKME OTXO4bI.

e l/3penve npefHasHa4YeHO TONbKO A1 OAHOKPATHOrO WMCMNO/Mb30BAHUA U He MOAJIEXKMT NOBTOPHOMY MPUMEHEHWI0, NOBTOPHOM
0bpaboTKe 1 NOBTOPHOM CTEPUIM3ALNN.

e  He npuKacaiTecb K urne Bo n3bexxaHne pucka NPoKoIa KOXKM U 3apaxkeHuns. MPOKO/bl KOXKM 3apaXKEHHON IO MOTYT NPUBECTU K
passuTuio renaTtuTa, CMNda 1 ApyrMx M3BECTHbIX/HEU3BECTHbIX 3a60/1eBaHuIA.

e Ecnv u3genve He Mcnosib3yeTcA HEnocpeacTBEHHO MOCNAE BCKPbITUA CTePUIbHOM YNaKOBKM BO3HMKAET PUCK 3apaxeHus. He
MUCNONb3YWTe N3aenre B cly4ae HEBO3MOXKHOCTU COXPAHEHUA ero CTePUIbHOCTU.

e [lOBTOPHOE UCMO/Ib30BaHWE U3LENNA MOXKET NMPUBECTU K UHOULMPOBAHUIO, NEPEKPECTHOMY 3apasKeHUIO U Cencucy.

e  [lpy BO3HUKHOBEHUM Cepbe3HbIX NOBOYHbIX 3IPPEKTOB HEOHXOAMMO YBEAOMUTL NPOU3BOAUTENSA U KOMMNETEHTHbIA OpPraH.
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KoHdurypauum urn ana nogKoXHbIX MHbEKLUN

Pasmep 14G 15G 16G 18G
LiseT bnepHo-3eneHbit | CuHe-cepbii Benbint Po3oBbil
1Il 1 1/4” 1|I 1I|
OnvHa urnel . R 11/4” R
11/2 11/2 112" 11/2

Ycnosua xpaHeHusA

XpaHuUTb Npu TemnepaType oKpyxKatowein cpeabl He Bbiwe 45°C.
3aWmLLaTh OT NPAMBIX COMTHEYHbIX JyYeil 1 BNAXKHOW cpeabl.
XpaHUTb, PacnosoXKnB KOPODOKY B HaNpPaBAEHUN CTPEKMN.
YKnaapiBatb He 6osnee nNATN KOPODBOK Apyr Ha apyra.

CpoK rogHoOCTM NpoAyKTa cocTaBnseT 5 ner.

MoACHEeHUA K UCNO/Ib3yeMbIM YC/I0BHbIM o603HauYeHMaAM

Sayfa No/Page No: 24 /29

KOMﬂaHMﬂ-ﬂpOM3BOAMTEI'Ib

Ha

Xpynkoe nsgenve, obpawatbea
OCTOPOXKHO

[aTa nponssoacTea

3aWmLLaTb OT CO/THEYHbIX Jyyen

[laTa ncreyeHma cpoka rogHocT1

S

XpaHuTb B cyxom mecTe

LOT Homep naptum |I MepemelLaTb BEPTUKANBHO
REF Homep no kaTtanory /Hf BepxHuit npeaen Temnepatypsi (45°C)

B
MD MeanumHcKoe nsgenve m

OrpaHunyeHue no BnaxHoctu (20-80%)

uUDI YHWKaNbHbIN MAEHTUDUKATOP M34enus

He ncnonb3yitTe, ecav ynakoska
nospexaeHa, u obpaTutech K
WHCTPYKLMM MO UCMO/b30BaHUIO

YNoAHOMOYEHHbI npeacraBuTeNlb B

Esponelickom coobuiecTse

He ncnonb3osatb NOBTOPHO

6| @

(BennkobputaHus)
rene gend | CTeprIM30BaHO ¢ Mcnonb3oBaHem N\
il
OKUCM 3TUNEHA <

He coaep»uT natekca

X

HenunporeHHbI

NHameuayanbHaa ctepunbHan 6apbepHas
cuctema

@ He cTtepunmsoBaTb NOBTOPHO

o
O
=2
<

TonbKo ana NpodeccmoHanbHOro
MCNo/1b30BaHMA

O NHamBuayanbHana ctepuibHas bapbepHas Elﬂ
1 U
RS 2 cucTemMa C 3allMTHOMN YNaKOBKOM CHapYu

elFU Indicator

CM. MHCTPYKLMIO NO UCMOIb30BaHMIO
NUAKN 06paTUTECDH K 3/IEKTPOHHOM
WHCTPYKLMM MO UCMOJIb30BAHWIO

& BHUMaHne
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3HaK COOTBETCTBUA TPebOoBaHMAM BCeX cOOTBETCTBYOWMX AupekTns EC No meanUMHCKUM
usaenuam / EBponeiickoro 3akoHoaaTenbCcTea
2797 YKa3aHHbIN BHU3Y HOMep ABAAETCA HOMEPOM HOTUPULIMPOBAHHOIO opraHa

MecTto npousBopacTBa

AKuMOHepHaa KomnaHua «CeT Meaukan CaHaiu Be TugskapeT A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Agpec: 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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IHCTPYKLIA 3 BAKOPUCTAHHA LLNPULIB ANA NEPDY3IMHUX HACOCIB

Tun Bupoby
LWinpuuy, ana nepdysiitHoro Hacoca FonKa AnA NigWKipHUX iH'eKLil
1 mn,2 mn, 2,5 mn,3 ma,5 mn, 10 mn, 20 | 14G
mn, 50 mn 15G
16G
18G
Tun Bupoby Wnpuu ana nepdysitiHoro Hacoca - 3BU4aiHa rosKa
Nyep ok
— 1 S— 1
| =—a | T———a ]
—_— ] i

MeTa BUKOPUCTAHHA

Wnpuum gna nepdysinHMx HacociB Npu3HaYveHi gna BBeAEeHHA MEANYHUX PIGUH B OpraHiam 3a AONOMOrO Hacoca 3 MexXaHiYHUM NPUBOLOM.
Fo/1Ka, 3a ii HasABHOCTI, NpM3HadYeHa A1 3abopy pianHKU B WNpUL,.

Wnpuum gns nepdysiiHUX HAcoCiB NPUAATHI A1 BUKOPUCTAHHA 3 HaKoHeYHnKamu "Jlyep" i nepdysiiHumm Hacocamu BignosigHo ao EN ISO

80369-7.

KomnoHeHTH BUpoby

HasBa getani CVPOBUHHKI maTepian

Unninap MM - noninponineH

MopweHb MM - noninponinex

Mpoknagka I3o0npeHoBMIt Kayuyk, 6e3 natekcy

Fonka ana nigwkipHUX Hepskasitoya ctanb, SS304, MMM - noninponinex

iH'eKLin

Martepian ynakoBku MeamnyHuit nanip i3 Npo30opoto NAiBKOK, NpUAaTHUN Ana ctepunisauii EO
(inamBigyanbHa ynakosKa)

€IFU Indicator

IHCTPYKLiA 3 BUKOPUCTAHHA

Po3KpuitTe ynakoBKy Yepes oTBip, BKa3aHWUI CTPINKOLO.

BisyanibHO nepeBipTe KOMMJIEKTHICTb BMICTY Ta BiZICYTHICTb MOLIKOAMKEHb YNAaKOBKM.

Mia Yac NigroToBKM A0 BUKOPUCTAHHA TPMMAWTE LWNPUL, OLHIEI PYKOLO, a FOJIKY, 3a il HAABHOCTI, iHLWOO.

MepeKoHanTecA, Lo MOXKHA YiTKO NPOYUTATM rPaaytoBabHi NiHIl HA UMAIHAPI WNpuULa.

He 3HiMatoum 3axMCHUIA KOBNAYOK 3 TOJIKM, HaLiMHO 3adikCyiTe roNKy Ha WnpuLi, NPUTUCHYBLUM TONKY A0 HAaKOHEYHWKa wnpuua i
NoBepHYBLUM ii 32 FTOAMHHUKOBOIO CTPINKOIO.

O6eperkHO 3HIMITb 3aXMCHUI KOBMAYOoK 3 FOJIKM, He NMOWKOAMBLUM ii.

HabepiTb y Wnpuy, HeobxigHy KiNbKicTb piguHu.

MNia'eqHaiTe NoAOBXKYBaNbHY NiHIIO A0 WNPULA i NepekoHalTecs, WO B WNpULi HemMae bynbballok NoBiTpA. AKLWO B WNpULI €
6ynbballKKM NOBITPA, BUAANITD iX.

MNepep, nia'egHaHHAM WNpUua 40 nepdysiiHOro Hacoca NepesipTe NPOXOAXKEHHS PIAVHM Y WNPULL Ta NOAO0BXKYBA/bHIN NiHii. AKLWO B
NoA0BKYBa/bHIN NiHii € 6ynbbaLIKK NOBITPA, BUAANITH iX.

MNia'egHaiTe WnpUL, 40 Hacoca i BUKOPUCTOBYITE HACOC BiAMNOBIAHO A0 iHCTPYKLiM KOMNaHIi-BUPOOHMKaA.
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e 3 eNIeKTPOHHOI BEPCIi€r iIHCTPYKL,i 3 BUKOpUcTaHHA PR.A100 MOXKHa 03HaoMUTKCA Ha calTi www.setmedikal.com.tr
e Bu3HauTe KiNbKiCTb BUKOPUCTOBYBAHO PiAMHM 33 rPagyMOBaHO LWKANO0K HA WNPULL.
e JlonycK Ha rpagyrMoBaHy MICTKICTb LUNPULA BKa3aHO B Tabauui HUXKYe BignoBiaHo Ao ctaHaapty EN I1SO 7886-1.

HomiHanbHa MicTKicTb Wwnpuua

1 H i 0,
V* (ml) [Jonyck Ha rpasyiioBaHy MicTKicTb (%)

5<Vv<60 4

V*: 06'em

LlinboBa rpyna nawjieHTiB

BcTaHOBNEHUX 0OMEKEHD LLOAO FPYNM NaLiEHTIB HEMAE.
LlinboBi Kopuctysaui

MeauyHnit nepcoHan

Onuc NpUcTpoiB, NPU3HAYEHUX A1 BUKOPUCTaHHA 3 BUpobom

Bupi6 npuaaTHUin ana BMKOPUCTaHHA 3i 3'eaHyBavyamm BignosigHo ao "EN ISO 80369-7 3'eaHyBadi masoro Aiametpa Ana piauvH i rasis, ski
BMKOPUCTOBYIOTbCA B OXOPOHI 340p0B'A - YacTuHa 7: YacTKoBi BUMOrM A0 3'€4HYBayiB BHYTPILWHbOCYANMHHOTO abo NiALKipHOro 3acTocyBaHHA".
MepdysiiHi Hacock

MoKa3aHHA

Wnpuum ana nepdysinHux Hacocis € BUpobamu, LLLO BUKOPUCTOBYHOTHCA A1 BBEAEHHA MeAUYHUX PianH. Lnpuum npueaHyoTbes 40 Hacocis 3
MEXaHIYHMM NPUBOLOM i NPU3HAYEHI A/1A BBEAEHHA MeAUYHUX PIANH B OpraHism. TepmiH npmMaaTHOCTIi BUPOOY CTaHOBUTL 5 POKiB.

MpoTunokasaHHA

Wnpuy, ans nepoysiiHOro Hacoca He MOBMHEH BMKOPWUCTOBYBATMCA Binbll HiXX ANA OA4HOrO nauieHTa. Bupi6 moxe 6yTM BMKOPUCTaHMIA Y
CTEPUNBHOMY CTaHi OA4HOPA30BO A48 OAHOro naujieHTa. OunweHHs abo MOBTOpPHA CTepuAisauis He AOMycKaeTbcA. He npusHadeHi gnaa
BMKOPUCTaHHSA He 3a Npu3HadYeHHAM. [MicNa BUKOPUCTaHHA YTUAI3YINTE K MeAuyHi Bigxoam.

& MonepeAa)XeHHA

e He BuKopucTOBYITE BMPIb 3 NOWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepeBipTe KOMMNAEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAMXKEHb.

e He BMKopucTOBYITE BMPI6 NicaA 3aKiHYEHHA TePMiHY NPUAATHOCTI, 3a3HAYEHOro Ha YNaKoBL,.

e [licna BigKkpuTTA cTepunbHOi 6ap'epHOi cucTemu (ynakoBKM) 3'eaHaHHA BinbyBaeTbcs 6e€3 OuikyBaHHA BiANOBIAHO A0 NpaBWA
acenTUKm.

o MaKCcMManbHMUI Yac BUKOPUCTAHHA WNpuua - 24 roguHu.

e  AKWoO AnA npenapaTy, WO BBOAWUTLCA 33 AOMOMOrOH LUMNPULA, € CrelianbHe 3acTepelKeHHs, MOro cnig, BpaxosyBaTM Mif 4ac
3aCTOCYBaHHA.

e [lig yac 3aCTOCyBaHHS C/lig, BpaxoByBaTWM MOKAa3HUKM B Tabauui [ONYycKy Ha rpagyvoBaHy MICTKICTb, HagaHi B iHCTPyKUii i3
3aCTOCYBaHHA.

e [licna iH'ekuii abo 3abopy pianHM yTUNIi3yiTe BUPIb AK MeanyHi Bigxoau.

e  Bupib npusHayeHult TiNbKM ANA OAHOPA30BOrO BUKOPUCTAHHA i He NigiArae MoBTOPHOMY 3aCTOCYBaHHIO, MOBTOPHIK obpobui Ta
NOBTOPHIM cTepuAizau;i.

e He TopKaiTeca rosku, Wob YHUKHYTU PU3NKY NPOKOAY LLKIPK Ta 3aparkeHHA. [IPOKO/IM WKipK 3apaXkeHOo FOIKO0 MOXYTb NPU3BECTH
[0 po3BuUTKy renatuty, CHIZy Ta iHWKX Bi4OMMX/HEBIAOMMX 3aXBOPIOBAHD.

e  AKWo BMPIO He BMKOPUCTOBYETbCA bGe3nocepedHbO MiCAA PO3KPUTTA CTEPUIBbHOI YNAKOBKM, BUHWKAE PU3IMK 3apakeHHA. He
BMKOPUCTOBYITE BMPIb y pasi HEMOX/IMBOCTI 36epeKeHHA KOro CTepUIbHOCTI.

e [loBTOpHE BUKOPUCTAHHA BUPOBY MOXKe Npu3BeCcTU A0 iHGIKYBaHHA, NepexpecHOro 3apaKeHHs i cencucy.

e VY pasi BUHUKHEHHA ceplo3HMX NOBIYHMX edeKTiB HEObXiAHO NOBIAOMUTU BUPOBHMKA Ta KOMNETEHTHUI OpraH.
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KoHdoirypauii ronok ana nigikipHux iH'ekuin

Po3mip 14G 15G 16G 18G
Konip Bnino-3eneHni CuHbO-Cipuit Binwni PoskeBuit
1Il 1 1/4” 1|I 1I|
[oBXnHa
roNKkn 11/2” 11/2” L1/47 11/2”
11/2”

YmoBu 36epiraHHA

MoACHEeHHA A0 BUKOPUCTOBYBAaHUX YMOBHUX NO3HA4YeHb

36epiraT Npu TemnepaTypi HABKO/IMLWHLOTO cepeaoBuLa He BuLe 45°C.
3axuLLaTh Big, NPAMUX COHAYHUX MPOMEHIB | BONOroro cepefoBumLLa.
36epiraTv, po3TalyBaBLUM KOPOBKY B HANPAMKY CTPINKMU.
YKnagatu He 6inblwe n'aTu KopoboK o4Ha Ha OAHY.
TepMiH NpMAATHOCTI NPOAYKTY CTAHOBMUTL 5 pokiB.

Sayfa No/Page No: 28 /29

KomnaHis-BMpobHUK

Kpuxkuit Bupi6, nosoantucs
obeperkHo

[ata BMpobHuMLTBa

v,
-

/1

3axuwaTi Bif COHAYHOIO NMPOMIHHA

L E

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI

36epiraTi B cyxomy micu,i

LOT

Homep naprii

—
—

Mepemiwat BepTMKaAbHO

REF

HOMep 3a KaTaziorom

-

BepxHsa mexa Temnepatypu (45°C)

MeanyHuii Bupi6

&)
2

ObmexKeHHs wwoao sonorocTi (20-
80%) /

YHikanbHWUi ineHTUdikaTop BUPOLY

He BMKOpUCTOBYTE, AKLLO YNaKOBKa
NOLUKOAMKEHQ, | 3BEPHITLCA 0
IHCTPYKLLT 3 BUKOPUCTAHHA

YNoBHOBaXeHWW NPeACTaBHUK Y
€BponencbKoMy CriBTOBapUCTBI
(BennkobpwuTaHis)

He BMKOpMCTOBYBaTU NOBTOPHO

CTepunisoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuneHy

7!

G ©

He mictntb natekcy

He cTepunisysaTv NOBTOPHO

X

HeniporeHHuit

IHAmMBiayanbHa ctepunbHa bap'epHa
cucTema

o
=2
<

Tinbkn ana npodecinHoro
BUKOPUCTAHHSA

.....

IHAmMBiayanbHa ctepunbHa bap'epHa
CUCTEMa i3 3aXMCHOIO YNAKOBKOIO 30BHi

=

elFU Indicator

[WnB. iIHCTPYKL,itO 3 BUKOPUCTAHHA
abo 3BepPHITLCA 4,0 €NEeKTPOHHOI
iHCTPYKL,iT 3 BAKOPUCTAHHA

YBara
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7T

3HaK BignosigHOCTi BUMOram ycix BignosiaHmx Aupektns €EC wono meanyHnx supobis /
€BponencbKkoro 3aKOHOAaBCTBa
3a3HauYeHNn BHM3Y HOMEpP € HOMEPOM HOTUIKOBAHOIO opraHy

Micue BUpobHMUTBA

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

Apnpeca: 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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GUC TAHRIKLi POMPA iCiN SIRINGALAR KULLANMA KILAVUZU

Uriin Tipi
Perfiizyon Pompa igin Siringa Hipodermik igne
50 ml 14G
15G [
16G ; -
18G

Kullanim Amaci

Perflizyon pompasi igin siringalar, tibbi sivilarin viicut igine gl¢ tahrikli pompa araciliiyla enjeksiyonu igin kullanilmasi amaglanmistir. Eger
mevcutsa igne, siringanin igine sivi gekme amaglidir.

Perflizyon pompasi igin siringalar, EN ISO 80369-7 standardina uygun luer ug¢ baglanti konnektorleri ve perfiizyon pompalari ile kullanimina
uygundur.

Uriin Bilesenleri

Parga Adi Hammadde
Silindir PP — Polipropilen
Piston PP — Polipropilen
Conta izopren kauguk, Lateks icermez
Hipodermik igne Paslanmaz Celik SS304
PP — Polipropilen
Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

eIFU Indicator

Kullanma Talimati

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gorsel olarak kontrol ediniz

Hazirlama esnasinda siringayi bir elle, eger mevcutsa, igneyi diger elle tutunuz.

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

ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde cevirerek siringa ve igneyi birbirine sikica
sabitleyin.

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

Siviyi gereken miktarda siringaya ¢ekin.

Uzatma hattini siringaya baglayin ve siringanin hava kabarcigi igermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.
Siringay! perflizyon pompasina baglamadan 6nce, siringada ve uzatma hattinda sivi akisinin saglanip saglanamadigini kontrol edin.
Uzatma hattinda hava kabarcigi varsa disari atin.

Siringayl pompaya baglayin ve pompay, tretici firmanin talimatlarina gére kullanin.

PR.A100 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu 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 konnektérleri ile kullanima uygundur.
Perflizyon Pompalari

Endikasyon

Perflizyon pompasi igin siringalar tibbi sivilarin uygulanmasinda kullanilan cihazlardir. Siringalar glg tahrikli pompalara baglanarak viicuda tibbi
sivi enjeksiyonu yapilmasi icin tasarlanmistir. Uriin raf émrii 5 yildir.

Kontrendikasyon

Perfiizyon pompa icin siringalar 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 tirGini kullanmayin.

e Uriinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

e Uriin tek kullanimliktir, tekrar kullanilamaz, yeniden islem yapilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini onlemek icin 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 Steril siringalar, doldurulduktan hemen sonra kullaniimak Gzere tasarlanmistir, bu nedenle ilaci uzun siire muhafaza etmeyiniz.

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

Hipodermik igne Konfigiirasyonlan

Olgii 14G 15G 16G 18G
Renk Soluk yesil Mavi gri Beyaz Pembe
o 11/4” o 1
igne Uzunlugu 11/4"
11/2” 11/2” / 11/2”
11/2”

Depolama Kosullari

e 45°C'yi agsmayan ortam sicakliginda muhafaza ediniz.
Dogrudan gilines 1sigindan ve nemli ortamdan koruyun.
Kutuyu ok yéniinde yerlestirerek muhafaza edin.

e  Ust iiste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.
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Kullanilan Sembollerin Agiklamasi

Uretici Firma Kirilgan. dikkatli tutun

-

Uretim Tarihi Gunes 1s1gindan uzak tutun

.
.
-
™ a
-

Son Kullanma Tarihi Kuru tutun

S 3
o

LOT Lot Numarasi Dikey olarak hareket ettir

=

REF Katalog numarasi

MD Tibbi Cihaz

Sicakligin Ust sinirt (45°C)

=

F

Nem sinirlamasi (%20 — %80)

),

[
S
=

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

UDI Benzersiz cihaz tanimlayici

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik
= :?
il

Etilen oksit kullanilarak sterilize edilmistir

Tekrar Kullanmayin

69 ©

%
Q

Lateks icermez

Pirojenik olmayan

X

@ Tekrar sterilize etmeyin

Tekli steril bariyer sistemi

O
S
<

Yalnizca Profesyonel Kullanim

. Kullanim talimatina bakin veya
Disinda koruyucu ambalaj bulunan tek . . Y
O . ) . . elektronik kullanim talimatina

RS- a steril bariyer sistemi

eIFU Indicator baSVUrUn

& Dikkat / Caution

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

isaret
c 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
Tel: 0212 622 04 00

www.setmedikal.com.tr
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SYRINGE FOR POWER DRIVEN PUMP INSTRUCTION FOR USE

Product Type
Syringe For Perfusion Pump Hypodermic Needle
50 ml 14G
15G — _—__
16G o
18G

Intended Use

Syringes for perfusion pump are intended to be used for injection of medicinal liquids to human body with power driven pumps. If needle is
provided, it is used to aspirate medicinal liquid into the syringe.

Syringes for perfusion pump are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7 and perfusion pumps .

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel (55304), PP — Polypropylene

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

Instruction for Use

IFU Indicator

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 During preparation, hold the syringe with one hand and the needle, if available, with the other hand.

e Make sure that the graduation 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  Draw the required amount of liquid into the syringe.

e Attach the extension line to the syringe and make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, make
sure to remove it.

e  Before connecting the syringe with perfusion pump, check if fluid is flowing in the syringe and the extension line. Remove air bubbles
inside the extension line.

e Connect the syringe to the perfusion pump and use the pump according to the manufacturer’s intructions.

e The electronic version of PR.A100 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".
Perfusion Pump

Indications

Syringes for perfusion pumps are used for injection of medicinal fluids. These syringes are used with power driven pumps. The product shelf life
is 5 years.

Contraindications

Syringes for perfusion pump cannot 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 After injection or aspiration, dispose of the product as medical waste.

e  The product is for single use only. It cannot be reused, rework 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
illness 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  Sterile syringes are designed to be used immediately after filling, so do not store the medicine for a long time.

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

Hypodermic Needle Configurations

Gauge 14G 15G 16G 18G
Color Pale Green Blue-Grey White Pink
1|l l 1/4II 1|| 1||
Needle Length 11/
11/2” 11/2” 11/2”
/ / 112" /

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.

e  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.
o The shelf life of product is 5 years.
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Manufacturer

G

Fragile. Handle with care

Date of manufacture

<
~

\/
)/>/'\

Keep away from sunlight

.
.
-
™ a
-

Use-by date T\ Keep dry
LOT Batch code |I Move vertically
REF Catalogue number /R’ Upper limit of temperature (45°C)

Medical device

2

),

n
<
=

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

J69©

%
Q

Latex free

Do not resterilize

X

Non-pyrogenic

Single sterile barrier system

@]
=]
<

Professional Use Only

===

.....

Single sterile barrier system with
protective packaging outside

i

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

Caution

2797

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 LAS JERINGAS PARA BOMBA DE PERFUSION

Tipo de Producto

Jeringa para Bomba de Perfusion Aguja Hipodérmica

50 ml 14G
15G I ===a_
16G -
18G

Propdsito del Uso

Las jeringas para bomba de perfusion se utilizan para la inyeccion de liquidos médicos en el cuerpo mediante una bomba accionada por fuerza.
Si existe la aguja, sirve para aspirar el liquido hacia la jeringa.

Las jeringas para bombas de perfusion son adecuadas para su uso con conectores de punta Luer y bombas de perfusién que cumplen con el
estandar EN ISO 80369-7.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

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)

€IFU Indicator

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.

Extraiga la cantidad necesaria de liquido con la jeringa.

Conecte la linea de extension a la jeringa y asegurese de que la jeringa no contenga burbujas de aire. Si hay alguna burbuja de aire en
la jeringa, asegurese de quitarla.

Antes de conectar la jeringa a la bomba de perfusion, verifique que se pueda establecer el flujo del liquido en la jeringa y la linea de
extension. Si hay alguna burbuja de aire en la linea de extension, quitela.

Conecte la jeringa a la bomba y utilice la bomba segun las instrucciones del fabricante.

Puede acceder a la versidn electrdnica de las Instrucciones de uso de PR. A100 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

No existen limitaciones establecidas para la poblacién de pacientes.

Usuarios Objetivos

Personales de salud
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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”.
Bombas de Perfusién

Indicacion

Las jeringas para bomba de perfusidn son dispositivos utilizados para la administracién de liquidos médicos. Las jeringas estan disefiadas para
la inyeccién de liquidos médicos en el cuerpo mediante una bomba accionada por fuerza. La vida util del producto es de 5 afios.

Contraindicacion

Las jeringas para bomba de perfusion 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 esterilizacidon. 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.

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

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

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

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

e No toque la aguja para evitar el riesgo del pinchazo y la contaminacidn. La penetracidn 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 Lareutilizacion del producto puede provocar infecciones, contaminacién 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

Medida 14G 15G 16G 18G

Color Verde palido Gris azulado Blanco Rosado
1 11/4” 1 "

Longitudes de la T

Aguja 11/2" 11/2" 11/2”
/ / 11/2” /

Condiciones de Almacenamiento

Almacenar a temperatura ambiente que no exceda los 45°C.
Proteja de la luz solar directa y del ambiente humedo.

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

No coloque mas de Cinco cajas sucesivas una encima de la otra.
e Lavida util del producto es de 5 afios.
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Fabricante

Fragil. Tratar con cuidado

Mantener alejado de la luz solar

Fecha de vencimiento

[| Fecha de produccién

Mantener seco

Cadigo de lote

—
—

Mover verticalmente

Numero de catdlogo

=S

Limite superior de temperatura (45 °C)

2

&)

Limitacion de humedad (20% — 80%)

M D Dispositivo médico
UDI

Identificador de dispositivo Unico

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

No reutilizar

Esterilizado con 6xido de etileno

Representante autorizado en la Comunidad
Europea (Reino Unido)
STERE EED
il

J69 @

%
Q

No contiene latex

X

No pirogénico

@ No re esterilizar

Sistema de barrera estéril Unico

O
=1
=

Solo para uso profesional

.@. El sistema de barrera estéril Gnico con embalaje
: ' ’
S ol protector exterior

1]

elFU Indicator

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

& Atencién

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

2797 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 — Estanbul

Tel: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE POUR POMPE MOTRICE

Types de produit

Seringue pour pompe a Aiguille hypodermique

perfusion

50 ml 14G =
15G ——— HJ
16G -
18G

But d’utilisation

Les seringues pour pompe a perfusion sont destinées a étre utilisées pour I'injection de fluides médicaux dans le corps au moyen d’une pompe
a moteur. L'aiguille, si elle est présente, est destinée a aspirer le liquide dans la seringue.

Les seringues pour pompe a perfusion sont adaptées a I'usage avec les pompes a perfusion et les connecteurs de raccord luer conformes a la
norme EN ISO 80369-7.

Composants du produit

Nom de la piece Matiere premiere

Cylindre PP — Polypropyléne

Piston PP — Polypropyléne

Joint Caoutchouc isopréne, sans latex

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)

Consignes d’utilisation

€IFU Indicator

e Ouvrir 'emballage a I'endroit d’ouverture marquée du signe de fléche.

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

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

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

e Pousser I'aiguille vers le bout de la seringue sans enlever le capuchon protecteur de I'aiguille et fixer fermement la seringue et
I"aiguille '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  Remplir la seringue de la quantité de fluide nécessaire.

e  Raccorder la ligne de rallonge a la seringue et s’assurer que la seringue ne contient pas de bulles d’air. S’il existe des bulles d’air dans
la seringue, les éliminer obligatoirement.

e Avant de raccorder la seringue a a pompe a perfusion, vérifier si le fluide coule bien dans la seringue et dans la ligne de rallonge. S'il
existe des bulles d’air dans la ligne de rallonge, les éliminer.

e Raccorder la ligne de rallonge a la seringue et utiliser la pompe conformément aux consignes d’utilisation de son fabricant.

e Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A100, 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 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 ».
Pompes a perfusion

Indication

Les seringues pour pompe a perfusion servent a I'application des fluides médicaux. Les seringues sont congues pour étre raccordées a la pompe
a moteur dans le but d’injection de fluides médicaux dans le corps. La durée de conservation du produit est de 5 ans.

Contre-indication

La seringue pour pompe a perfusion 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.

& Remarques

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

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

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

e Apres l'injection ou I'aspiration, 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 Les seringues stérilisées sont congues pour étre utilisées immédiatement aprés le remplissage, c’est la raison pour laquelle, ne pas
conserver pendant longtemps le médicament a l'intérieur de la seringue.

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

Configurations de I’aiguille hypodermique

Dimension 14G 15G 16G 18G
Couleur Vert pale Bleu gris Blanc Rose
1|l 1 1/4” 1|| 1"
Longueur de ;
o 11/4”
I"aiguille 11/2" 11/2” 11/2”
11/2”

Conditions de stockage

e Conserver les produits dans un endroit ou la température ambiante n’est pas supérieure a 45°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 cing colis au plus.

e Ladurée d’expiration du produit est de 5 ans.
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Fabricant

G

Fragile, tenir attentivement

Date de fabrication

<
~

\/
)/>/'\

Tenir écarté des rayons solaires

S

Date d’expiration

"o
N

Tenir sec

LOT Numéro de lot |l Faire bouger en état vertical
, e Limite supérieure de la température
Numeéro de catalogue /Rf .
REF & ambiante (45°C)

Appareil médical

F

&)

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

1 @]

%
Q

Ne contient pas de latex

Ne pas stériliser a nouveau

XS

Non pyrogene

Systéme de barriere stérilisée simple

o
S
<

Uniquement utilisation
professionnelle

===

.....

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

i

elFU Indicator

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

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
Tél.: 0212 622 04 00

Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR DEN GEBRAUCH DER SPRITZEN FUR DIE KRAFTBETRIEBENEN PUMPE

Produkttyp
Spritze fiir die Perfusionspumpe | Hypodermische
Nadel
50 ml 14G =
15G a1 HJ
16G -
18G

Verwendungszweck

Spritzen fiir die Perfusionspumpe dienen dazu, medizinische Flissigkeiten mittels eine kraftbetriebene Pumpe in den Korper zu injizieren.
Gegebenenfalls dient die Nadel dazu, die Flissigkeit in die Spritze aufzusaugen.

Spritzen fiir die Perfusionspumpe sind nach sind fir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN I1SO 80369-7 und fiir die
Verwendung mit Perfusionspumpen geeignet.

Produktkomponenten

Teilbezeichnung Rohstoff

Zylinder PP — Polypropylen

Kolben PP — Polypropylen

Dichtung Isopren Kautschuk, frei von Latex

Hypodermische Nadel Edelstahl SS304
PP — Polypropylen

Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)

Gebrauchsanweisung

€IFU Indicator

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 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 Saugen Sie die erforderliche Menge an Flissigkeit in die Spritze.

e Schliefen Sie die Verlangerungsleitung an die Spritze und stellen Sie sicher, dass die Spritze frei von Luftblasen ist. Luftblasen in der
Spritze unbedingt beseitigen.

e Bevor Sie die Spritze an die Perfusionspumpe anschliefen, stellen Sie sicher, dass der Durchfluss in der Spritze und in der
Verlangerungsleitung gewahrleistet ist. Gegebenenfalls bestehende Luftblasen in der Verlangerungsleitung beseitigen.

e Schlielen Sie die Spritze an die Pumpe und verwenden Sie die Pumpe entsprechend den Herstellerangaben.

e Die elektronische Version der PR.A100 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 fiir Flissigkeiten und Gase fiir Anwendungen im
Gesundheitswesen — Teil 7: Anschlisse fiir intravenése oder hypodermische Anwendungen®.
Perfusionspumpen

Indikation

Spritzen fur die Perfusionspumpe sind Gerate, die fiir die Anwendung medizinischer Flissigkeiten dienen. Die Spritzen dienen der Injektion
medizinischer Flissigkeiten in den Korper, indem sie an kraftbetriebene Pumpen angeschlossen werden. Die Haltbarkeit des Produkts betragt 5
Jahre.

Kontraindikation

Spritzen fir die Perfusionspumpe 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 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 getffnet 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.

e Entsorgen Sie das Produkt nach der Injektion oder Aspiration 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.

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

o Die Wiederverwendung des Produkts kann zu Infektionen, Kreuzkontaminationen und Sepsis fihren.

o Sterile Spritzen sind fir eine Verwendung umgehend nach der Befiillung konzipiert. Daher das Arzneimittel Gber einen langeren
Zeitraum nicht darin aufzubewahren.

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

Hypodermische Nadelkonfigurationen

Abmessung 14G 15G 16G 18G
Farbe Hellgrin Blaugrau Weill Rosa
1|l 1 1/4” 1|| 1"
Nadellange 11/4"
11/2” 11/2” 11/2”
/ / 112 /
Lagerbedingungen

e  Bei Umgebungstemperatur von max. 45 °C lagern.

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

e  Maximal flinf Kartons Ubereinander lagern.

e Die Haltbarkeit des Produkts betragt 5 Jahre.
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Hersteller

-

Zerbrechlich. Vorsichtig halten

Produktionsdatum

<
~

\/
)/>/'\

Vor Sonneneinstrahlung schiitzen

S

Verfalldatum

.
.
-
™ a
-

Trocken halten

LOT

Lot-Nummer

=

Vertikal bewegen

REF

Katalognummer

=

Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

F

&),

n
S
=

Feuchtigkeitsbegrenzung (20% —
80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt

EU-Bevollmachtigter (Vereinigtes
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

J69 @

7
A

Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

o
S
<

Nur fir professionellen Gebrauch

===

.....

Einfaches Sterilbarrieresystem mit
dulerer Schutzverpackung

[ 1]

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

27T

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
Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLE SIRINGHE PER POMPA A MOTORE

Tipo Prodotto

Siringa per Pompa di Perfusione Ago Ipodermico

50 ml 14G
15G =
16G ‘ -
18G

Finalita di Uso

Le siringhe per pompa di perfusione sono finalizzate alla somministrazione di prodotti medicali nel corpo attraverso la pompa a motore. Ove
presente, I'ago viene utilizzato per il prelievo del liquido nella siringa.

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

Composizioni del prodotto

Componente Materia Prima

Cilindro PP — Polipropilene

Pistone PP — Polipropilene

Guarnizione Gomma isoprene, senza lattice

Ago ipodermico Acciaio inox, SS304, PP-Polipropilene

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

Istruzioni di Uso

€IFU Indicator

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 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 |'ago.

e  Prelevare il liquido nella siringa in quantita necessaria.

e  Collegare la linea di prolunga alla siringa e assicurarsi che non siano presenti bolle d’aria nella siringa, ove presente, rimuoverle
assolutamente.

e  Prima di collegare la siringa alla pompa per perfusione verificare se ci sia il flusso di liquido nella siringa e nella linea di prolunga, ove
presente la bolla d’aria, estrarre fuori.

e Collegare la siringa alla pompa e utilizzare la pompa a seconda delle indicazioni dell’azienda produttrice.

e  Epossibile accedere alla versione digitale dell’istruzione di uso PR.A100 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”.

Pompe per perfusione
Indicazione

Le siringhe per pompa di perfusione sono dei dispositivi utilizzati nella somministrazione dei liquidi medicali. Le siringhe sono state progettate
per la somministrazione dei liquidi medicali nel corpo essendo collegate alle pompe a motore. La vita da scaffale del prodotto & di 5 anni.

Controindicazione

Le siringhe per pompe di perfusione non possono essere utilizzate su piu pazienti. Il prodotto puo 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 I'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.

e Smaltire il prodotto come rifiuto sanitario dopo la somministrazione o il prelievo.

e |l prodotto € monouso e non puo essere riutilizzato né ripraticato né tantomeno 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.

e 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.

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

e Lessiringhe sterili sono state progettate per essere utilizzare appena dopo il riempimento, per cui non trattenerci il farmaco per lungo
tempo.

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

Configurazioni dell’ago ipodermico

Misura 14G 15G 16G 18G
Colore verde pallido blu grigio Bianco Rosa
1 11/4” 1 1
Lunghezza ago 11/4”
11/2” 11/2” / 11/2”
11/2”

Condizioni di stoccaggio

e Conservare ad una temperatura ambiente non superiore a 45°C.
Tenere lontano dai raggi solari diretti e dall’'umidita.
e Conservare la confezione posizionandola in direzione della freccia.

e Non posizionare pili di 5 contenitori I'uno sull’altro.
e La vita da scaffale del prodotto & di 5 anni.
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Azienda Produttrice

G

Fragile! Maneggiare con cura

Data di Produzione

<
~

\/
)/>/'\

Tenere lontano dai raggi solari

S

Data di Scadenza

"o
N

Mantenere asciutto

LOT

Numero Lotto

—
—

Trasportare in direzione verticale

REF

Numero Catalogo

=S

Limite di temperatura massima (45°C)

Dispositivo Medico

2

),

n
<
=

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

169 ©

%
Q

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

O
=1
<

Solo ad uso professionale

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

=

elFU Indicator

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

Attenzione / Caution

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
Tel: 0212 622 04 00

www.setmedikal.com.tr
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MHCTPYKLUMA NO UCMNOJIb3OBAHUIO LLUMNPULEB ANA NEP®Y3NOHHbIX HACOCOB

Tun usgenus

LWnpuy, ana nepdysmoHHoro | Urna gnsa nogKoOXKHbIX

Hacoca MHDbEKLUIA

50 mn 14G —
15G i
16G -
18G

Llenb ncnonbsoBaHus

Wnpuubl ana nepdy3MOHHbIX HAcCOCOB NpeAHa3Ha4YeHbl A/ BBEAEHUA MEOULMHCKUX KUAKOCTEM B OPraHM3M C MOMOLLBHD HAcoca C
MEeXaHU4Yeckum npusoom. Urna, npu eé Hanmumm, npeaHasHa4yeHa Ansa 3abopa KULKOCTU B LWUNPUL,

Wnpuubl ana nepdysMOHHbIX HAcOCOB NPUrogHbl A8 WMCNONb30BAaHUA C HAKOHeYHMKamu «Jlyep» U nepdy3MOHHbIMM HAcocamu B
cooTBeTcTBuM ¢ EN ISO 80369-7.

KomnoHeHTbl nsgenus

HassaHue petanu CbipbeBo maTepuan

Uvnuupp MM - noavnponunexH

MopweHb MM - noavnponunexH

Mpoknagka M3onpeHoBbI Kaydyk, 6e3 naTekca

Urna ana noaKoXHbIX Hep:kaetowas ctanb, SS304, MMM - noannponuneH

WHbEKL U

Martepuan ynakoBku MepamumHcKan bymara ¢ npo3payHoi NAeHKOoM, NpurogHan ans
crepununsaumm EO (MHAMBMAYaNnbHAA yNnakoBKa)

eIFU Indicator

MUHCTPYKLMA NO NCNONb30BaHUIO

BcKkpoiiTe ynakoBKy Yepes OTBEPCTME, YKa3aHHOE CTPE/IKOW.

Bu3ayanbHO NpoBepbTe KOMMAEKTHOCTb COAEPKMMOrO U OTCYTCTBUE MOBPENKAEHMI YNAKOBKM.

Bo Bpems NMOATrOTOBKM K UCMO/Nb30BAHUIO AEPHKUTE LWNPULL OAHOMN PYKOM, @ UFAY, NpU €€ HaAuYMK, APYrow.

Y6eautech, 4TO rpayMpOBOYHbIE IMHUM HA LUANHAPE LWNPULLA XOPOLLO YUTAOTCS.

He cHMMaa 3alMTHBIN KOAMAYOK C WUIAbl, HAafEXHO 3adUKCUMpYNTe UIYy Ha LWNpuLe, NPUXKAB UINY K HAaKOHEYHMKY wWnpuua u
NOBEPHYB ee N0 YacoBOW CTPesKe.

OCTOPOXKHO CHUMMUTE 3aLUMTHDBINM KONMAYOK C UI/bl, HE NOBPEeaAMB ee.

HabepuTe B WnpuL, HeO6X0AMMOE KOAMYECTBO KUAKOCTH.

MoacoeanHUTe YAAMHUTENbHYIO NIMHUIO K WNpULy M ybeanTecb, YTO B LINpULE HET Ny3bipbKOB BO3Ayxa. Eciv B wnpuue ectb
ny3bipbKKU BO3AyXa, YAanuUTe UX.

Mepen noacoeauHeHnem wWnpuua K nepdysMoHHOMY HacoCy MpoBepbTe MPOXONKAEHME KMAKOCTU B WNpULE M YAAMHUTENbHON
NMHWUK. ECAv B YANMHUTENbHOW IMHWUM eCTb Ny3bipbKU BO34YXa, YAANNTE UX.

MozcoeanHMTE LWUNPULL K HACOCY U UCMOb3YITEe HAacOC B COOTBETCTBMM C MHCTPYKLMAMMU KOMNAHUU-NPOU3BOANTENS.

C 3N1eKTPOHHOM Bepcuelt MHCTPYKLMKU No ncnonb3oBaHuio PR.A100 MOXKHO 03HaKOMUTLCA Ha caiiTe www.setmedikal.com.tr

Lienesas rpynna nawveHToB

YcTaHOBAEHHbIX orpaHquHMﬁ B OTHOLWEHWN rpynnbl NAaUMEHTOB HE UMEETCA.

LleneBble nonb3oBaTtenu

MeanuMHCKMIA NnepcoHan


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

GUG TAHRIKLI POMPA iCIN SIRINGALAR KULLANMA KILAVUZU/ SYRINGE
FOR POWER DRIVEN PUMP INSTRUCTION FOR USE

9 SEeT Menidal

Dok./Doc.No: PR.A100 Tarih/Date: 22.04.2024 Rev.No: 5 Sayfa No/Page No: 20 /24

OnucaHue YCTPOVICTB, npeaHasHa4YeHHbIX ANA UCNoJ1b30BaHUA C usgenmem

N3penvie npurogHo AnA UCNoib3oBaHMA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MAIOTO AMAMETPA ANA KULKOCTEN
W rasoB, UCMO/b3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYAMUCTOrO UAM MOAKOMHOMO
npumeHeHna".

Mepdy3roHHbIe HacoCbl

MoKa3aHua

Wnpuubl ans nepdysMOHHbIX HACOCOB ABAAIOTCA W3LEAMAMM, WCNONb3YEMbIMU [ANA BBEAEHUA MEAMUMHCKMX Xuakoctei. Lnpuupl
MOACOEAMHAIOTCA K Hacocam C MeXaHMYeCKMM MPMBOLOM M MpegHasHayeHbl ANA BBEAEHMA MEAMUMHCKUX KMAKOCTel B opraHusm. Cpok
ro4AHOCTM U34eNnA COCTaBAAeT 5 feT.

MpoTuBonoKkasaHuA

Lnpwy, 4ns nepdy3noHHbIX HACOCOB He LO/IKEH MCMO0/Ib30BaTbCA 6oee YemM ANA OLHOMO NauMeHTa. M3genme MoKeT 6biTb UCNO/b30BaHO B
CTEPUNIbHOM COCTOAHMM O4HOPAa30BO AN OAHOr0 naumeHTa. OUMCTKa UM NOBTOPHAA CTepUIM3aLMA He AonycKaeTca. He npeaHasHayeHbl aia
MCMNONb30BaHMA HE MO HasHa4YeHuto. Mocne NCNoNb30BaHNA YTUIM3UPYITE Kak MEeAULMHCKUE OTXOApbI.

& MpeaynpexaeHusa

e  He ucnonbsyiTe n3genne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e Bu3yanbHO NpPoOBepbTe KOMMIEKTHOCTb YNAKOBKM U OTCYTCTBME MOBPEXKAEHMWN.

e He ucnonb3yiTte nsgenme nocae UCTEYEHUA CPOKA FOAHOCTU, YKAa3aHHOTO Ha YNaKoBKe.

e [locne MHBEKLUM UK 3a60pa KUAKOCTU YTUAUSUPYITE U3LENNEe KaK MeAULMHCKME OTXO4bI.

e UM3penve npefHasHayYeHO TO/bKO ANA OAHOKPATHOMO MCMO/Ib30BaHWMA W HEe MOALJENKMT MOBTOPHOMY MPUMEHEHWMIO, MOBTOPHOM
06paboTKe M NOBTOPHOW CTEPUAN3ALLUM.

e He npuKacaiTecb K urne Bo M3bexxaHne pucka NPOKoIa KOXKM U 3apaxkeHus. MPOKO/bl KOXKM 3apaXKEHHOM UT0 MOTYT NPUBECTU K
passutuio renatuta, CMOa u gpyrux n3BecTHbIx/HEeM3BECTHbIX 3a601eBaHNIA.

e ECAM uv3genve He WMCNONb3YeTCA HEenoCPeaCTBEHHO MOCNAEe BCKPLITUA CTEPUAbHOM YMaKOBKM BO3HWMKAeT PUCK 3aparkeHus. He
MCNONb3yWTe U3aenne B ClyYae HEBO3MOXKHOCTU COXPaHEHUA ero CTepuabHOCTH.

e [lOBTOpPHOE MUCMO/Ib30BAHUE U3AENUA MOXKET NPUBECTU K MHOULMPOBAHUIO, NEPEKPECTHOMY 3aPAXKEHUIO U CENCUCY.

e CTepwunbHble WNPULLbI NPeLHAa3HaYeHbl A8 UCNONb30BaHUA HENOCPEACTBEHHO NOC/IE HAMNOHEHUSA, MO3TOMY He XpaHWTe NeKapcTBO B
TeyeHne ANUTENbHOTO BPEMEHM.

e [IpM BO3HWKHOBEHUN Cepbe3HbiX NO60UYHbIX 3P dEKTOB HEO6X0AMMO YBEAOMMUTL MPOU3BOANUTENA U KOMMETEHTHbIN OpraH.

KoHdurypauum urn ansa noAKOXKHbIX UHbEKL U

Pasmep 14G 15G 16G 18G
Liset bnepHo-3eneHbit | CuHe-cepbii benbin Po3osbiii
1Il 1 1/4” 1|I 1I|
OnvHa urnel R . 11/4” .
11/2 11/2 Ty 11/2

YcnoBua xpaHeHuUA

e XpaHuUTb Npu TemnepaType OKpyKatoLLei cpeabl He Bbiwe 45°C.

e 3alWMLaTb OT NPAMbIX COMTHEYHbIX y4Yei 1 BAAXKHON cpeabl.
XpaHWTb, PacnonoXune KOPOBKY B HANPABAEHUN CTPEKU.
YKnagbiBaTth He 6osiee NATM KOPO6OK Apyr Ha Apyra.

CpOK rogHOCTU NPOAYKTa COCTaBNAET 5 feT.
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KomnaHua-npounssogutenb

Xpynkoe nsgenune, obpaluatbcs
OCTOPOXHO

[aTta npoussoacTea

3alWmLLaTh OT COMHEYHbIX Nydei

L E

[aTa ucteyeHua cpoKka roaHocCTu

-
s

n

-

XpaHUTb B Cyxom mecTe

LOT

Homep naptum

=)

MepemelaTb BEPTUKANBHO

REF

Homep no Katanory

-

BepxHuii npeaen TemnepaTypbl (45°C)

MeanunHckoe nsgenmve

n
s
3=

OrpaHuyeHue no snaxHocTn (20-80%)

YHUKaNbHbIN naeHTUdUKaTOpP N3genun

He ncnonb3yitTe, ecnv ynakoska
noBpexaeHa,  obpaTuTech K
WHCTPYKLMM MO UCMNOJIb30BAHUIO

YNoNHOMOYEHHbIV NpeacTaBuTeNb B
EBponeiickom coobuiecTtse
(BennkobputaHms)

He ncnonb3oBatb NOBTOPHO

CTepnnnsoBaHoO C UCNOIb30BAHNEM
OKUCU 3TUNEHA

G ©

He copepuTt natekca

He cTtepunmsoBatb NOBTOPHO

X

HenuporeHHbI

NHavBuAayanbHasa cTepunbHan 6apbepHas
cuctema

o
=2
<

TonbKo Ana NPpodeccMoHanbHOro
MCNoNb30BaHMUA

P

-----

NHanBuayanbHas cTepunbHas bapbepHas
CUCTEMA C 3aLUUTHOM YMAKOBKOM CHapY»Ku

=

elFU Indicator

CM. MHCTPYKLMIO MO NCMOb30BAHUIO
nan 06pPaATUTECH K 3/IEKTPOHHOM
WHCTPYKLMM MO UCMOJIb30BAHWIO

BHUMaHMe

T

3HaK cooTBeTcTBUA TpeboBaHMAM BCex cOOTBeTCTBYIoLWMX Anpektns EC no meguuUuHCKMM
usgenvam / EBponeiickoro 3akoHoaaTeNbCcTBa
YKa3aHHbIN BHU3Y HOMEp ABAAETCA HOMEPOM HOTUOMLMPOBAHHOrO OpraHa

MecTto npousBoacTea

AKUMOHepHas KomnaHua «CeT Megukan CaHaim Be TuakapeT A.LLL.» [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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IHCTPYKLIA 3 BAKOPUCTAHHA LLNPULIB ANA NEPDY3IMHUX HACOCIB

Tun Bupoby
Wnpuy ana nepdysiitHoro | Fonka Ana NigKipHUX
Hacoca iH'ekuin
50 mn 14G -
15G —am
16G
18G

MeTa BUKOPUCTAHHA

Wnpuum gna nepdysinHMx HacociB Npu3HaYeHi gna BBeAEeHHA MEANYHUX PIOUH B OpraHiam 3a AONOMOrO Hacoca 3 MeXaHiYHUM NPUBOLOM.
Fo/1Ka, 3a ii HasABHOCTI, NpM3HaYeHa A1 3abopy pianHKU B WNpUL,.

Wnpuun gna nepdysinHMX HacociB NpuaaTHi ANA BUKOPUCTAHHA 3 HakoHeuHuKamu "Jlyep" i nepdysinHnmmn Hacocamu BignosigHo fo EN I1SO
80369-7.

KomnoHeHTH Bupoby

HasBa getani CMPOBUHHMIA MaTepian

Unningp MM - noninponineH

MNopweHb MM - noninponinex

Mpoknagka I3onpeHoBuMI KayyyK, 6e3 natekcy

FonKka ana nigwkipHUX Hep:kasitoua ctanb, SS304, MM - noninponineH

iH'eKLin

Marepian ynakoBku MeauyHUiM nanip i3 Npo3opoto NAiBKO, NPUAATHUI Ans cTepunisaii EO
(ingmBigyanbHa ynakoska)

IHCTPYKLA 3 BUKOPUCTAHHA

eIFU Indicator

e POo3KpwuiiTe yNaKoBKy Yepes OTBip, BKa3aHWI CTPiKoLO.

e  BisyanbHO nepeBipTe KOMMNIEKTHICTb BMICTY Ta BiACYTHICTb NOWKOAMKEHb YNAKOBKW.

e [lig yac nNiAroTOBKM 4,0 BUKOPUCTAHHA TPMMaMTe LWNPULL OGHIEID PYKOLO, A FO/IKY, 3a Tl HAaABHOCTI, iHWOlO.

o [lepeKoHaMTecs, WO MOXKHa YiTKO NPoYMTaTH rpasytoBasibHi JiHii Ha ULMAiHApPI Wnpuua.

e He 3HiMalOuM 3aXMCHMIN KOBMAYOK 3 FONKM, HAAiMHO 3adiKcylTe ronky Ha LWNPULL, MPUTUCHYBLUKM FONIKY A0 HAKOHEYHMKA Wnpuua i
NnoBepHyBLW ii 338 FOANHHUKOBOIO CTPISIKOIO.

. Ob6epeyKHO 3HIMITb 3aXMCHWUI KOBMAYOK 3 FO/IKMU, HE NOLKOAMBLUM ii.

e  HabepiTb y WwWnpuL HeobXigHY KiNbKicTb pignHW.

e [ig'eaHaliTe NOAOBKYBaNbHY NiHiO A0 WNpMUA i NepeKkoHalTecs, Wo B Wnpuui Hemae 6ynbballok noBiTpa. AKWO B wnpuui €
6ynbbaLllKKM NOBITPA, BUAANITD iX.

e [lepep nip'eaHaHHAM WNpuLa Ao nepdysiiHOro Hacoca nepesipTe NPOXOAMNKEHHA PIANHM Yy WNPULi Ta NOS0BXKYBabHIl NiHii. AKLWO B
NoA,0BKYBa/bHIN NiHii € 6ynbbaLKM NOBiTPA, BUAANITH iX.

e [ig'eaHaliTe Wnpuy, 40 HAcoCa i BUKOPUCTOBYMTE HACOC BiAMOBIAHO A0 iHCTPYKLi KOMMNaHii-BUPOOHUMKA.

e 3 e/IeKTPOHHOI BEPCIEH iIHCTPYKLU,i 3 BUKOpUCcTaHHA PR.A100 MOKHa 03HaoMuTMCA Ha caiTi www.setmedikal.com.tr

LlinboBa rpyna nawieHTiB

BcTaHOB/IEHNX 0BMEXEHb LWOAO rPYNy NaLuieHTiB HEMAE.
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Uinbosi

Meanynun

KOpUCTyBaui

" nepcoHan

Onuc NpUCTpOiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

Bupi6 npupaTHUiM ana BMKOPUCTaHHA 3i 3'egHyBayamu BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa ana pigvH i rasise, siki
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTuHA 7: YacTKoBi BUMOrM 40 3'€4HYBayiB BHYTPIWHbOCYAMHHOMO abo NiALWKipHOro 3acTocyBaHHA".

MNepdysin

Hi Hacocun

MoKa3aHHA

LWnpuum ana nepdysiiHMX HacociB € BUPO6amu, LLO BUKOPUCTOBYIOTLCA 411 BBEAEHHA MeAUYHUX PiamH. Linpuum npueaHyoTbCa A0 HACOCIB 3
MeXaHiYHMM NPUBOAOM i MPU3HAYEH] ANA BBEAEHHA MeANYHUX PiIAMH B OpraHiam. TepmiH npnaaTHOCTI BUpoby CTaHOBUTb 5 pOKiB.

MpoTunokasaHHA

Wnpuy, ana nepdysiiHOro Hacoca He NMOBMHEH BUMKOPWMCTOBYBATUCA Oinbll HiXK ANA OAHOrO MaujieHTa. Bupib moxke ByTM BUKOPUCTAHMI y
CTEepUbHOMY CTaHi OAHOPA30BO A/NA OAHOro nauieHTa. OunweHHA abo MOBTOpHa CTepwuni3auis He AOMNYcKaeTbcA. He npusHauveHi gns
BMKOPUCTAHHA He 3a NpU3HayveHHAM. [icna BUKOPUCTaHHA YTUAI3YITe AK MeAUYHi Bigxoau.

& MNonepea)XeHHA

He BuKopuCTOBYITE BUPIO 3 NOLIKOAKEHOI aB0 PO3KPUTOID YNAKOBKOIO.

BisyanbHO NepeBipTe KOMNIEKTHICTb YNAaKOBKM Ta BiACYTHICTb NOLKOAMKEHb.

He BuKopucToByiTe BMpPIb nicna 3aKiHYeHHs TepMiHy NPUAATHOCTI, 333HAYE€HOr0 Ha YNaKoBL,.

Micna iH'ekuii abo 3abopy pignHKM yTUNi3yiTe BUPIO AK MeaWYHI BiAXoaM.

Bupi6 npu3HayeHul TiNbKKM ANA OAHOPA30BOrO BUKOPWUCTAHHA i He Mig/fArae NoBTOPHOMY 3acTOCYBAHHIO, MOBTOPHIM 06pobui Ta
NOBTOPHIl cTepuAisau;i.

He TopkaiTeca ronku, WwWob yHUKHYTM PU3NKY NPOKOY LUKIPK Ta 3apakeHHA. MPOKOIM LWKipU 3apaXKeHOI0 FONKOK MOXKYTb NPU3BECTH
[0 po3suUTKy renatuty, CHIZy Ta iHWKX BiZOMMX/HEBIAOMMX 3aXBOPIOBAHb.

AKWoO BMpPIO He BMKOPUCTOBYETbCA OesnocepeaHbO MNiCAA PO3KPUTTA CTEPWUIbHOI YMAKOBKM, BUHMKAE PU3MK 3apaykeHHA. He
BMKOPUCTOBYMTE BMPIb y pasi HEMOXIMBOCTI 36epexKeHHs Moro cTepUIbHOCTI.

MoBTOpPHE BUKOPUCTAHHA BUPOOY MOXKe Npu3BecTu A0 iHdiKyBaHHA, NEPeXpecHoro 3apaxeHHsn i cencucy.

CTepunbHi WNpMUM NPU3HAYeHi A1A BUKOPWUCTAHHA 6e3nocepefHbO MiC/iA HAMOBHEHHA, TOMy He 36epiraiiTe fikKM npoTsarom
TPWBaOro yacy.

Y pasi BAHUKHEHHSA cepho3HNX NO6IYHNX edeKTiB HEOOXiAHO NOBIZOMUTM BUPOOHMKA Ta KOMNETEHTHUI OpraH.

KoHdoirypauii ronok ans nigikipHuMx iH'ekuin

Po3mip 14G 15G 16G 18G
Konip Bnino-3eneHni CuHbO-Cipni Binui PosxkeBuit
1Il 1 1/4" 1|I 1I|
[oBXnHa
roNkn 11/2” 11/2” 11/47 11/2”
11/2”

YmoBu 36epiraHHA

36epiraTv Npu TemnepaTypi HABKOIMLWIHLOTO cepenoBuLa He BuLe 45°C.
3axuLLaTh Big, NPAMUX COHAYHUX MPOMEHIB | BONOroro cepefoBumLLa.
36epiraTi, po3TalyBaBLUM KOPOOKY B HANPAMKY CTPINKMU.

YKnagatu He 6inbwe n'aTm KopoboK o4Ha Ha O4HY.

TepMmiH NpMAATHOCTI NPOAYKTY CTAHOBUTL 5 poKiB.
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MoAcHeHHA A0 BUKOPUCTOBYBAHUX YMOBHUX NO3HAYE€Hb

KomnaHis-BupobHuK Kpuxkuin BUpib, noBoamtuca
obeperkHo

[aTta BMpobHuMLTBa et 3axuLaTh Bif COHAYHOrO NPOMIHHA

-
n
-
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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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GUC TAHRIKLi POMPA iCiN SIRINGALAR KULLANMA KILAVUZU

Uriin Tipi
Perfiizyon Pompa igin Siringa Hipodermik igne
50 mi 14G
15G
16G
18G

Kullanim Amaci

Perflizyon pompasi igin siringalar, tibbi sivilarin viicut icine glg tahrikli pompa araciligiyla enjeksiyonu igin kullanilmasi amaglanmistir. Eger
mevcutsa igne, siringanin igine sivi gekme amachdir.

Perflizyon pompasi igin siringalar, EN ISO 80369-7 standardina uygun luer ug¢ baglanti konnektorleri ve perflizyon pompalari ile kullanimina
uygundur.

Uriin Bilesenleri

Parga Adi Hammadde
Silindir PP — Polipropilen
Piston PP — Polipropilen
Conta izopren kauguk, Lateks icermez
Hipodermik igne Paslanmaz Celik S$304
PP — Polipropilen
Ambalaj Malzemesi EQ ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

L1

€IFU Indicator

Kullanma Talimati

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

Hazirlama esnasinda siringayi bir elle, eger mevcutsa, igneyi diger elle tutunuz.

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

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

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice gikarin.

Siviyl gereken miktarda siringaya gekin.

Uzatma hattini siringaya baglayin ve siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.
Siringay! perflizyon pompasina baglamadan 6nce, siringada ve uzatma hattinda sivi akisinin saglanip saglanamadigini kontrol edin.
Uzatma hattinda hava kabarcigi varsa digari atin.

Siringayl pompaya baglayin ve pompayi, lretici firmanin talimatlarina gére kullanin.

PR.A100 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 konnektérleri ile kullanima uygundur.
Perflizyon Pompalari

Endikasyon

Perflizyon pompasi igin siringalar tibbi sivilarin uygulanmasinda kullanilan cihazlardir. Siringalar glg tahrikli pompalara baglanarak viicuda tibbi
sivi enjeksiyonu yapilmasi icin tasarlanmistir. Uriin raf émrii 5 yildir.

Kontrendikasyon

Perfiizyon pompa icin siringalar 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 tirGini kullanmayin.

e Uriinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

e Uriin tek kullanimliktir, tekrar kullanilamaz, yeniden islem yapilamaz ve tekrar steril edilemez.

e Batma ve kontaminasyon riskini onlemek icin 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 Steril siringalar, doldurulduktan hemen sonra kullaniimak Gzere tasarlanmistir, bu nedenle ilaci uzun siire muhafaza etmeyiniz.

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

Hipodermik igne Konfigiirasyonlan

Olgii 14G 15G 16G 18G
Renk Soluk yesil Mavi gri Beyaz Pembe
o 11/4” o 1
igne Uzunlugu 11/4"
11/2” 11/2” / 11/2”
11/2”

Depolama Kosullari

e 45°C'yi agsmayan ortam sicakliginda muhafaza ediniz.
Dogrudan gilines 1sigindan ve nemli ortamdan koruyun.
Kutuyu ok yéniinde yerlestirerek muhafaza edin.

e  Ust iiste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.
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Kullanilan Sembollerin Agiklamasi

Uretici Firma Kirilgan. dikkatli tutun

-

Uretim Tarihi Gunes 1s1gindan uzak tutun

.
.
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™ a
-

Son Kullanma Tarihi Kuru tutun

S 3
o

LOT Lot Numarasi Dikey olarak hareket ettir

=

REF Katalog numarasi

MD Tibbi Cihaz

Sicakligin Ust sinirt (45°C)

=

F

Nem sinirlamasi (%20 — %80)

),

[
S
=

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

UDI Benzersiz cihaz tanimlayici

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik
= :?
il

Etilen oksit kullanilarak sterilize edilmistir

Tekrar Kullanmayin

69 ©

%
Q

Lateks icermez

Pirojenik olmayan

X

@ Tekrar sterilize etmeyin

Tekli steril bariyer sistemi

O
S
<

Yalnizca Profesyonel Kullanim

. Kullanim talimatina bakin veya
Disinda koruyucu ambalaj bulunan tek . . Y
O . ) . . elektronik kullanim talimatina

RS- a steril bariyer sistemi

eIFU Indicator baSVUrUn

& Dikkat / Caution

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

isaret
c 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
Tel: 0212 622 04 00

www.setmedikal.com.tr
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SYRINGE FOR POWER DRIVEN PUMP INSTRUCTION FOR USE

Product Type
Syringe For Perfusion Pump Hypodermic Needle
50 mi 14G
15G
16G
18G

Intended Use

Syringes for perfusion pump are intended to be used for injection of medicinal liquids to human body with power driven pumps. If needle is
provided, it is used to aspirate medicinal liquid into the syringe.

Syringes for perfusion pump are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7 and perfusion pumps .

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel (55304), PP — Polypropylene

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

Instruction for Use

IFU Indicator

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 During preparation, hold the syringe with one hand and the needle, if available, with the other hand.

e Make sure that the graduation 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  Draw the required amount of liquid into the syringe.

e Attach the extension line to the syringe and make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, make
sure to remove it.

e  Before connecting the syringe with perfusion pump, check if fluid is flowing in the syringe and the extension line. Remove air bubbles
inside the extension line.

e Connect the syringe to the perfusion pump and use the pump according to the manufacturer’s intructions.

e The electronic version of PR.A100 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".
Perfusion Pump

Indications

Syringes for perfusion pumps are used for injection of medicinal fluids. These syringes are used with power driven pumps. The product shelf life
is 5 years.

Contraindications

Syringes for perfusion pump cannot 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 After injection or aspiration, dispose of the product as medical waste.

e  The product is for single use only. It cannot be reused, rework 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
illness 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  Sterile syringes are designed to be used immediately after filling, so do not store the medicine for a long time.

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

Hypodermic Needle Configurations

Gauge 14G 15G 16G 18G
Color Pale Green Blue-Grey White Pink
1|l l 1/4II 1|| 1||
Needle Length 11/
11/2” 11/2” 11/2”
/ / 112" /

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.

e  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.
o The shelf life of product is 5 years.
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Manufacturer

G

Fragile. Handle with care

Date of manufacture

L,
oS

\/
)}/\

Keep away from sunlight

S

.
.
-
™ a
-

Use-by date T\ Keep dry
LOT Batch code |I Move vertically
REF Catalogue number /R’ Upper limit of temperature (45°C)
80%
MD Medical device (%) Humidity limitation (20% — 80%)
20%,
. . - Do not use if package is damaged and
UDI Unique device identifier consult instruction for use

Do not reuse

Authorized representative in the
European Community (United Kingdom)
= :?
il

Sterilized using ethylene oxide

J69©

%
Q

Latex free

X

Non-pyrogenic

Single sterile barrier system

@ Do not resterilize

O
=1
<

Professional Use Only

-----

O Single sterile barrier system with
----- . protective packaging outside

i

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

& Caution

Marking for meeting the requirements of all relevant European Medical Device
c Directives/European Legislation
2797 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 LAS JERINGAS PARA BOMBA DE PERFUSION

Tipo de Producto

Jeringa para Bomba de Perfusion Aguja Hipodérmica
50 ml 14G

15G

16G

18G

Propdsito del Uso

Las jeringas para bomba de perfusion se utilizan para la inyeccion de liquidos médicos en el cuerpo mediante una bomba accionada por fuerza.
Si existe la aguja, sirve para aspirar el liquido hacia la jeringa.

Las jeringas para bombas de perfusién son adecuadas para su uso con conectores de punta Luer y bombas de perfusién que cumplen con el
estandar EN ISO 80369-7.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

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

Instrucciones de Uso

€IFU Indicator

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 Asegurese 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 dafar la aguja.

e  Extraiga la cantidad necesaria de liquido con la jeringa.

e Conecte la linea de extension a la jeringa y asegurese de que la jeringa no contenga burbujas de aire. Si hay alguna burbuja de aire en
la jeringa, asegurese de quitarla.

e Antes de conectar la jeringa a la bomba de perfusion, verifique que se pueda establecer el flujo del liquido en la jeringa y la linea de
extension. Si hay alguna burbuja de aire en la linea de extensidn, quitela.

e  Conecte la jeringa a la bomba y utilice la bomba segun las instrucciones del fabricante.

e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR. A100 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

No existen limitaciones establecidas para la poblacién de pacientes.

Usuarios Objetivos
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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”.
Bombas de Perfusion

Indicacion

Las jeringas para bomba de perfusidn son dispositivos utilizados para la administracion de liquidos médicos. Las jeringas estan disefiadas para
la inyeccidn de liquidos médicos en el cuerpo mediante una bomba accionada por fuerza. La vida util del producto es de 5 afios.

Contraindicacion

Las jeringas para bomba de perfusion 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 esterilizacidon. 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.

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

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

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 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

Medida 14G 15G 16G 18G
Color Verde palido Gris azulado Blanco Rosado
1|l l 1/4II 1|| 1||
Longitudes de la /
: 11/4”
Aguja 11/2" 11/2" 11/2"
11/2”

Condiciones de Almacenamiento

e Almacenar a temperatura ambiente que no exceda los 45°C.

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

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 5 afios.
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Fabricante

Fragil. Tratar con cuidado

Mantener alejado de la luz solar

Fecha de vencimiento

[| Fecha de produccién

Mantener seco

Cadigo de lote

—
—

Mover verticalmente

Numero de catdlogo

=S

Limite superior de temperatura (45 °C)

2

&)

Limitacion de humedad (20% — 80%)

M D Dispositivo médico
UDI

Identificador de dispositivo Unico

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

No reutilizar

Esterilizado con 6xido de etileno

Representante autorizado en la Comunidad
Europea (Reino Unido)
STERE EED
il

J69 @

%
Q

No contiene latex

X

No pirogénico

@ No re esterilizar

Sistema de barrera estéril Unico

O
=1
=

Solo para uso profesional

.@. El sistema de barrera estéril Gnico con embalaje
: ' ’
S ol protector exterior

1]

elFU Indicator

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

& Atencién

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

2797 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 — Estanbul

Tel: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE POUR POMPE MOTRICE

Types de produit

Seringue pour pompe a perfusion Aiguille hypodermique
50 mi 14G

15G

16G

18G

But d’utilisation

Les seringues pour pompe a perfusion sont destinées a étre utilisées pour I'injection de fluides médicaux dans le corps au moyen d’une pompe
a moteur. L'aiguille, si elle est présente, est destinée a aspirer le liquide dans la seringue.

Les seringues pour pompe a perfusion sont adaptées a I'usage avec les pompes a perfusion et les connecteurs de raccord luer conformes a la
norme EN ISO 80369-7.

Composants du produit

Nom de la piece Matiere premiere

Cylindre PP — Polypropyléne

Piston PP — Polypropyléne

Joint Caoutchouc isopréne, sans latex

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)

Consignes d’utilisation

€IFU Indicator

e Ouvrir 'emballage a I'endroit d’ouverture marquée du signe de fléche.

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

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

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

e Pousser I'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  Remplir la seringue de la quantité de fluide nécessaire.

e  Raccorder la ligne de rallonge a la seringue et s’assurer que la seringue ne contient pas de bulles d’air. Sl existe des bulles d’air dans
la seringue, les éliminer obligatoirement.

e  Avant de raccorder la seringue a a pompe a perfusion, vérifier si le fluide coule bien dans la seringue et dans la ligne de rallonge. S'il
existe des bulles d’air dans la ligne de rallonge, les éliminer.

e Raccorder la ligne de rallonge a la seringue et utiliser la pompe conformément aux consignes d’utilisation de son fabricant.

e Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A100, 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 ».
Pompes a perfusion

Indication

Les seringues pour pompe a perfusion servent a I'application des fluides médicaux. Les seringues sont congues pour étre raccordées a la pompe
a moteur dans le but d’injection de fluides médicaux dans le corps. La durée de conservation du produit est de 5 ans.

Contre-indication

La seringue pour pompe a perfusion 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.

& 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 apreés la date d’expiration marquée sur I’'emballage unitaire.

e Apres l'injection ou I'aspiration, 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  Les seringues stérilisées sont congues pour étre utilisées immédiatement apres le remplissage, c’est la raison pour laquelle, ne pas
conserver pendant longtemps le médicament a l'intérieur de la seringue.

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

Configurations de I’aiguille hypodermique

Dimension 14G 15G 16G 18G
Couleur Vert pale Bleu gris Blanc Rose
1|l 1 1/4” 1|| 1"
Longueur de ;
o 11/4”
I"aiguille 11/2" 11/2” 11/2”
11/2”

Conditions de stockage

e Conserver les produits dans un endroit ou la température ambiante n’est pas supérieure a 45°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 cing colis au plus.

e Ladurée d’expiration du produit est de 5 ans.
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Fabricant

-

Fragile, tenir attentivement

Date de fabrication

,
o

\/
)}/\

Tenir écarté des rayons solaires

S

Date d’expiration

"o
N

Tenir sec

LOT Numéro de lot |l Faire bouger en état vertical
, i Limite supérieure de la température
Numeéro de catalogue /Rf .
REF & ambiante (45°C)

Appareil médical

F

&),

n
S
=

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

96 @

%
Q

Ne contient pas de latex

Ne pas stériliser a nouveau

XS

Non pyrogene

Systéme de barriére stérilisée simple

o
S
<

Uniquement utilisation
professionnelle

==

.....

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

i

elFU Indicator

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

Attention

79T

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
Tél.: 0212 622 04 00

Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR DEN GEBRAUCH DER SPRITZEN FUR DIE KRAFTBETRIEBENEN PUMPE

Produkttyp
Spritze fiir die Perfusionspumpe Hypodermische Nadel
50 ml 14G
15G
16G
18G
Verwendungszweck

Spritzen fiir die Perfusionspumpe dienen dazu, medizinische Flussigkeiten mittels eine kraftbetriebene Pumpe in den Korper zu injizieren.
Gegebenenfalls dient die Nadel dazu, die Flissigkeit in die Spritze aufzusaugen.

Spritzen fiir die Perfusionspumpe sind nach sind fir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN I1SO 80369-7 und fiir die
Verwendung mit Perfusionspumpen geeignet.

Produktkomponenten

Teilbezeichnung Rohstoff

Zylinder PP — Polypropylen

Kolben PP — Polypropylen

Dichtung Isopren Kautschuk, frei von Latex

Hypodermische Nadel Edelstahl SS304
PP — Polypropylen

Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)

EIE] Gebrauchsanweisung

€IFU Indicator

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 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 Saugen Sie die erforderliche Menge an Flussigkeit in die Spritze.

e Schliefen Sie die Verlangerungsleitung an die Spritze und stellen Sie sicher, dass die Spritze frei von Luftblasen ist. Luftblasen in der
Spritze unbedingt beseitigen.

e Bevor Sie die Spritze an die Perfusionspumpe anschliefen, stellen Sie sicher, dass der Durchfluss in der Spritze und in der
Verlangerungsleitung gewahrleistet ist. Gegebenenfalls bestehende Luftblasen in der Verlangerungsleitung beseitigen.

e Schlieen Sie die Spritze an die Pumpe und verwenden Sie die Pumpe entsprechend den Herstellerangaben.

o Die elektronische Version der PR.A100 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 fiir Flissigkeiten und Gase fiir Anwendungen im
Gesundheitswesen — Teil 7: Anschlisse fiir intravenése oder hypodermische Anwendungen®.
Perfusionspumpen

Indikation

Spritzen fir die Perfusionspumpe sind Gerate, die fir die Anwendung medizinischer Flissigkeiten dienen. Die Spritzen dienen der Injektion
medizinischer Flissigkeiten in den Korper, indem sie an kraftbetriebene Pumpen angeschlossen werden. Die Haltbarkeit des Produkts betragt 5
Jahre.

Kontraindikation

Spritzen fir die Perfusionspumpe 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 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.

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.

e Entsorgen Sie das Produkt nach der Injektion oder Aspiration 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 geoffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitdt kann
nicht aufrechterhalten werden. Das Produkt nicht verwenden.

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

o Sterile Spritzen sind fir eine Verwendung umgehend nach der Befiillung konzipiert. Daher das Arzneimittel Gber einen langeren
Zeitraum nicht darin aufzubewahren.

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

Hypodermische Nadelkonfigurationen

Abmessung 14G 15G 16G 18G
Farbe Hellgrin Blaugrau Weil Rosa
1|l 1 1/4” 1|| 1"
Nadelldnge 11/4”
11/2” 11/2” / 11/2”
11/2”
Lagerbedingungen

e  Bei Umgebungstemperatur von max. 45 °C lagern.
e  Vor direkter Sonneneinstrahlung und feuchter Umgebung schiitzen.
e Die Packung in Pfeilrichtung lagern.
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Hersteller

-

Zerbrechlich. Vorsichtig halten

Produktionsdatum

.
ZN

)

Vor Sonneneinstrahlung schiitzen

S

Verfalldatum

.
.
-
™ a
-

Trocken halten

LOT

Lot-Nummer

=

Vertikal bewegen

REF

Katalognummer

=

Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

2

®

]
]
=

Feuchtigkeitsbegrenzung (20% —
80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt

EU-Bevollmachtigter (Vereinigtes
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

J60©

%
Q

Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

O
=1
<

Nur fiir professionellen Gebrauch

-----

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

=

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

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
Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLE SIRINGHE PER POMPA A MOTORE

Tipo Prodotto

Siringa per Pompa di Perfusione Ago Ipodermico
50 mi 14G

15G

16G

18G

Finalita di Uso

Le siringhe per pompa di perfusione sono finalizzate alla somministrazione di prodotti medicali nel corpo attraverso la pompa a motore. Ove
presente, I'ago viene utilizzato per il prelievo del liquido nella siringa.

Le siringhe per pompa di perfusione sono adatte all’'uso con pompa per perfusione e connettori ad attacco luer in modo conforme allo
standard EN I1SO 80369-7.

Composizioni del prodotto

Componente Materia Prima

Cilindro PP — Polipropilene

Pistone PP — Polipropilene

Guarnizione Gomma isoprene, senza lattice

Ago ipodermico Acciaio inox, SS304, PP-Polipropilene

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

[:Ii] Istruzioni di Uso

€IFU Indicator

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 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 |'ago.

e  Prelevare il liquido nella siringa in quantita necessaria.

e Collegare la linea di prolunga alla siringa e assicurarsi che non siano presenti bolle d’aria nella siringa, ove presente, rimuoverle
assolutamente.

e Prima di collegare la siringa alla pompa per perfusione verificare se ci sia il flusso di liquido nella siringa e nella linea di prolunga, ove
presente la bolla d’aria, estrarre fuori.

e Collegare la siringa alla pompa e utilizzare la pompa a seconda delle indicazioni dell’azienda produttrice.

e  Epossibile accedere alla versione digitale dell’istruzione di uso PR.A100 sull’indirizzo www.setmedikal.com.tr.

Popolazione target di pazienti

Non é prevista alcuna limitazione per la popolazione pazienti.

Utenti target
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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”.

Pompe per perfusione

Indicazione

Le siringhe per pompa di perfusione sono dei dispositivi utilizzati nella somministrazione dei liquidi medicali. Le siringhe sono state progettate
per la somministrazione dei liquidi medicali nel corpo essendo collegate alle pompe a motore. La vita da scaffale del prodotto & di 5 anni.

Controindicazione

Le siringhe per pompe di perfusione non possono essere utilizzate su piu pazienti. Il prodotto puo 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 I'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.

e Smaltire il prodotto come rifiuto sanitario dopo la somministrazione o il prelievo.

e |l prodotto € monouso e non puo essere riutilizzato né ripraticato né tantomeno 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.

e 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.

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

e Le siringhe sterili sono state progettate per essere utilizzare appena dopo il riempimento, per cui non trattenerci il farmaco per lungo
tempo.

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

Configurazioni dell’ago ipodermico

Misura 14G 15G 16G 18G
Colore verde pallido blu grigio Bianco Rosa
1 11/4” 1 1
Lunghezza ago 11/4”
11/2” 11/2” / 11/2”
11/2”

Condizioni di stoccaggio

e Conservare ad una temperatura ambiente non superiore a 45°C.

e Tenere lontano dai raggi solari diretti e dall’'umidita.

e Conservare la confezione posizionandola in direzione della freccia.
Non posizionare pil di 5 contenitori I’'uno sull’altro.

La vita da scaffale del prodotto e di 5 anni.
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Azienda Produttrice

-

Fragile! Maneggiare con cura

Data di Produzione

<
~

\/
)/>/'\

Tenere lontano dai raggi solari

S

Data di Scadenza

"o
N

Mantenere asciutto

LOT

Numero Lotto

—
—

Trasportare in direzione verticale

REF

Numero Catalogo

=3

Limite di temperatura massima (45°C)

Dispositivo Medico

F

),

[
S
=

Limite di umidita (20% — 80%) /

L'identificazione unica dei dispositivi

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

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

69 ©

%
Q

Senza lattice

Non risterilizzare

S

Non Pirogenico

Sistema di barriera sterile singola

O
=1
<

Solo ad uso professionale

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

=

elFU Indicator

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

Attenzione / Caution

79T

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
Tel: 0212 622 04 00

www.setmedikal.com.tr
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MHCTPYKLMA NO NCNOJIb3OBAHUIO LUNPULLEB ANA NEP®Y3NOHHbBIX HACOCOB

Tun usgenus

LWnpuy, ana nepdy3MoHHOro Hacoca MUrna pna NnoAKOMKHbIX MHbEKUMIA
50 mn 14G

15G

16G

18G

Llenb ucnonb3osaHums

Wnpuubl ana nepdysMOHHbIX HACOCOB NpeAHa3Ha4YeHbl A7 BBEAEHUA MEOULMHCKUX KUAKOCTEM B OPraHM3M C MOMOLLBD HAacoca C
MEeXaHUYeckumM npusoom. Urna, npu eé Hanmumm, npeaHasHavyeHa Ansa 3abopa KULKOCTU B LWUNPUL,

Wnpuubl ana nepdysMOHHbIX HAcCOCOB NPUrogHbl AN WMCNONb30BAaHUA C HAKOHeYHMKamu «Jlyep» U nepdy3MOHHbIMM HAcocamu B
cooTBeTcTBuM ¢ EN ISO 80369-7.

KomnoHeHTbl U3genua

HassaHue pgeTtanu CbipbeBo maTepuan

Uvnuupp MM - noavnponunexH

MopweHb MM - noamnponunexH

Mpoknagka M3onpeHoBbIN KaydyK, 6e3 naTekca

Urna ana noaKoXHbIX Hepskasetowas ctanb, SS304, MMM - noamnponuneH

WHbEKLMUA

Martepuan ynakoBku MepamumHcKan bymara ¢ Npo3payHoi NAeHKOoM, NnpurogHan ans
crepununsaumm EO (MHAMBMAYaNbHAA yNnaKkoBKa)

eIFU Indicator

UHCTpYKLUMA NO UCNONb30BaHUIO

BcKpoiiTe ynakoBKy Yepes 0TBEPCTUE, YKazaHHOE CTPE/IKOM.

Bu3yanbHO NpoBepbTE KOMMIEKTHOCTb COAEPIKUMOTO U OTCYTCTBUE MOBPENKAEHMI YNIAKOBKM.

Bo Bpems NOATOTOBKM K UCMONb30BAHUIO AEPMKUTE LUNPULL OAHOMN PYKOM, @ UFAY, NpU €€ HaUuMK, APYrow.

Y6eauTech, 4T rpagyMpoBOYHbIE IMHUM HA LMAVHAPE WNPULA XOPOLLO YMTALOTCA.

He CHMMaa 3alWMTHbIA KOMMNAYoK C WUIMbl, HAOEXHO 3apUKCUPYITE WY Ha WNPULE, MPUXKAB UMY K HAaKOHEYHWKY wWwnpuua v
NOBEPHYB ee N0 YacoBOW CTPesKe.

OCTOPOXKHO CHUMMUTE 3aLUMTHBINM KONMAYOK C UI/bl, HE NOBPEaMB ee.

HabepuTe B WwWnpuL, He06X0AMMOE KONMUYECTBO KUAKOCTH.

MoacoeanHuTe YAAMHUTENbHYIO NIMHUIO K WNpUuLy M y6eanTech, 4TO B WNPULE HET Ny3blpbKOB BO3Ayxa. ECAiM B wnpuue ectb
ny3bipbKKU BO3AyXa, YAanuUTe UX.

Mepen noacoeAuHeHUeM WNpULA K nNepdy3sMOHHOMY HAcoCy MpoOBepbTe MPOXOMKAEHUE KMAKOCTUM B WNpULE U YANMHUTENbHOW
NUHWUK. ECAv B YANMHUTENbHOW IMHWUM €CTb Ny3biPbKKU BO34YXA, YAANNTE UX.

MoAcoeamnHMTE LWNPULL K HACOCY U MCMO/b3YITe HAaCOC B COOTBETCTBMM C MHCTPYKLMAMM KOMMNAHUU-NPOM3BOANTENS.

C 3N1eKTPOHHOM Bepcuelt MHCTPYKLMKU No ncnonb3oBaHuio PR.A100 MOXKHO 03HaKOMUTLCA Ha caiiTe www.setmedikal.com.tr

Lienesas rpynna nawveHToB

YcTaHOBAEHHbIX OrpaHM‘-lEHVIﬁ B OTHOWEHWU rpynnbl NAaUMEHTOB HE UMEETCA.

LleneBble nonb3oBaTtenu


http://www.setmedikal.com.tr/
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MeauUunHCKNM nepcoHan
OnucaHue yCTpOVICTB, npeaHasHa4YeHHbIX ANA UCNoJ1b30BaHUA C uspgenvem

N3penvie npurogHo Ana UCnosib3oBaHMA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MaIOTO AMAMETPA ANA KULKOCTEN
W rasoB, UCMo/ab3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYAMCTOMO MAM MOLKOMHOMO
npumeHeHums".

Mepdy3roHHbIe HacoCbl

MoKa3aHua

Wnpuupl ana nepdysMoHHbIX HAcOCOB ABAAIOTCA M34ENIMAMM, UCNONAb3YEMbIMU ONA BBEAEHWA MEeAUUMHCKMX XugrocTtei. LUnpuubl
NOACOEAMHAIOTCA K HAacoCam C MeXaHMYeCKMM MPUBOAOM W MpefHasHayeHbl ANA BBEAEHUS MeOMUMHCKUX KUAKOCTen B opraHusm. Cpok
roAHOCTU U34eNnA cocTaBnseT 5 ner.

MpoTuBonokasaHuA

LWnpwy, ans nepdy3snMoHHbIX HACOCOB He AO/IKEH MCMO/b30BaThcA 6olee YemM AN OAHOTO NauueHTa. M3aenme MmosKeT 6biTb UCNO/Ib30BaHO B
CTEPUNIHOM COCTOAHMM O4HOPAa30BO AN O4HOr0 naumeHTa. OUMCTKa UM NOBTOPHAA CTePUIU3aLMA He AonycKaeTca. He npeaHasHayeHbl aia
MCMO/b30BaHMNA He NO Ha3Ha4yeHuto. Mocie MCNoAb30BaHNA YTUAN3UPYITE Kak MeaMLMHCKME OTXOAbI.

& MpeaynpexxkaeHua

e He ucnonbsyiTe n3genmne c NOBPEXAEHHOWN UM BCKPbITON YNaKOBKOW.

e  Bu3yasnbHO NPOBEPbLTE KOMMIEKTHOCTb YNAaKOBKU M OTCYTCTBME NOBPEXKAEHUN.

e He ucnonb3yinte nsgenve nocie UCTeYEHUA CPOKa rOAHOCTH, YKa3aHHOrO Ha ynaKoBKe.

e [locne MHBEKLUM UK 3ab0pa KUAKOCTU YTUAU3UPYITE U3enne Kak MeauLMHCKME OTXO4bI.

e l/3penve npefHasHA4YeHO TONbKO AN OAHOKPATHOrO WMCMNO/Mb30BAHMA M He MOANEXMT NOBTOPHOMY MPUMEHEHWI0, NOBTOPHOM
0bpaboTKe 1 NOBTOPHOM CTEPUIM3ALUN.

e He npukacantechb K urie Bo U3bexkaHne pMCcKa NPOKONa KOXKM U 3aparkeHuns. MPoKo/bl KOXKM 3apaskeHHOM UIIoM MOTyT NPUBECTU K
passuTHio renaTtuTa, CMNa 1 ApyrMx U3BECTHbIX/HEU3BECTHbIX 3a601eBaHuIA.

e Ecnv u3pgenve He MCNosb3yeTcA HEnocpeAcTBEHHO MOCNAE BCKPbITUA CTEPUIbHOM YNaKOBKM BO3HMKAET PUCK 3apaxeHus. He
MCNONb3yWTe N3aenre B clydae HEBO3MOMXKHOCTU COXPAHEHUA ero CTePUIbHOCTU.

e [TOBTOpPHOE UCMO/Ib30BaHWE U3AENNA MOXKET MPUBECTU K UHOULMPOBAHUIO, NEPEKPECTHOMY 3aparKeHMIO U Cencucy.

e CTepunbHble WNpULbI NpeaHa3HauYeHbl A1 UCNO/b30BAHMA HENOCPEACTBEHHO NOC/E HAMNOHEHUA, NO3TOMY He XPaHWUTe IeKapcTBo B
TeYyeHne A/IMTeNIbHOro BPeMeHW.

e  [lpy BO3HUKHOBEHUM Cepbe3HbIX NOBOYHbIX 3IPPEeKTOB HEOHX0AMMO YBEAOMUTL MPOU3BOAUTENSA U KOMMNETEHTHbIA OpPraH.

KoHdurypauum urn ana nogKoXHbIX MHbEKLUMA

Pasmep 14G 15G 16G 18G
Lser bneaHo-3eneHbit | CuHe-cepblii Benbii Pososbiit
1ll 1 1/4N 1ll 1I|
[OnvHa urnbi 11/4”
11/2” 11/2” 11/2”
/ / EVED /

Ycnosua xpaHeHusA

e XpaHuUTb Npu TemnepaType OKpyKatoLLei cpeabl He Bbiwe 45°C.
3awWwmLaTb OT NPAMbIX COTHEYHDBIX Jly4elt U BAAXKHOM cpesbl.
XpaHWTb, PacnonoXuns KOPOOKyY B HaNPaBAEHUN CTPENKN.

e Yknagbisatb He 6onee NATU KOPOBOK APYr Ha Apyra.

e  CpoK rogHOCTU NPOAYKTa cocTaBnAeT 5 ner.
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KomnaHua-npounssogutenb

Xpynkoe nsgenune, obpaluatbcs
OCTOPOXHO

[aTta npoussoacTea

\,
. -

/1

3alWmLLaTh OT CONHEYHbIX Nydei

L E

[aTa ucteyeHua cpoKka roaHocCTu

-
[

n

-

XpaHUTb B Cyxom mecTe

LOT

Homep naptum

=)

MepemeLlLaTb BEPTUKANBHO

REF

Homep no katanory

-

BepxHuii npeaen TemnepaTypbl (45°C)

MeanunHckoe nsgenme

&)

n
s
3=

OrpaHuyeHue no snaxHocTn (20-80%)

YHUKaNbHbIN naeHTUdUKaTOp U3genmn

He ncnonb3yitTe, ecnv ynakoska
noBpexaeHa,  obpaTuTech K
WHCTPYKLMM MO UCMNOJIb30BAHUIO

YNonHOMOYEHHbIV NpeacTaBuTeNb B
EBponeiickom coobuiecTtse
(BennkobputaHums)

He ncnonb3oBatb NOBTOPHO

CTepnnnsosBaHoO C NUCNOIb30BAHNEM
OKNCU 3TUNIEHA

G ©

He copepunTt natekca

He cTtepunmsoBaTb NOBTOPHO

X

HenuporeHHbI

NHavBuAayanbHasa cTepunbHan 6apbepHas
cuctema

o
=2
<

TonbKo Ana NpodeccmoHanbHOro
MCNoJ1b30BaHMA

-----

.....

NHanBuayanbHas cTepunbHas bapbepHas
CUCTEMA C 3aLUUTHOM YMAKOBKOM CHapYKu

=

elFU Indicator

CM. MHCTPYKLMIO MO NCMOb30BAHUIO
NN 06paTUTECH K 3/IEKTPOHHOM
WHCTPYKLMM MO UCMOJIb30BAHWIO

BHUMaHMe

3HaK cooTBeTcTBUA TpeboBaHMAM BCex cOOTBeTCTBYIOLWMX AnpekTns EC no meguuUUHCKMM
usgenvam / EBponeiickoro 3akoHoaaTeNbCcTBa
YKasaHHbIN BHU3Y HOMEp ABAAETCA HOMEPOM HOTUOULMPOBAHHOrO opraHa

MecTto npousBoacTBa

AKUMOHepHas KomnaHua «CeT Megukan CaHaim Be TuarkapeT A.LLL.» [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/

GUG TAHRIKLI POMPA iCIN SIRINGALAR KULLANMA KILAVUZU/ SYRINGE
FOR POWER DRIVEN PUMP INSTRUCTION FOR USE

9 SEeT Menidal

Dok./Doc.No: PR.A100 Tarih/Date: 8.04.2024 Rev.No: 4 Sayfa No/Page No: 22 /24

IHCTPYKLIAA 3 BAKOPUCTAHHA LLNPULIB AN1A NEPDY3IMHUX HACOCIB

Tun Bupoby
LWinpuy, ana nepdysiitHoro Hacoca FonKa Ana NigWKipHUX iH'eKLil
50 mn 14G
15G
16G
18G

MeTta BUKOPUCTaHHA

Wnpuun gna nepdysinHMx HacociB Npu3HayveHi A BBeAEeHHA MeANYHUX PIOUH B OpraHiam 3a AONOMOrOK Hacoca 3 MeXaHiYHUM NPUBOLOM.
lonka, 3a ii HaABHOCTI, NpU3HavyeHa Ana 3abopy pignHKU B LWNPULL.

Wnpuum gns nepdysiiHUX HacociB NPUAATHI A1 BUKOPUCTAHHA 3 HaKoHeYHWKamu "Jlyep" i nepdysiiHumm Hacocamm BignosigHo ao EN ISO
80369-7.

KomnoHeHTH BUpoby

HasBa getani CVPOBUHHUI maTepian

Unninap MM - noninponinex

MopweHb MM - noninponinex

Mpoknagka I3onpeHoBuMIA KayyyK, 6e3 natekcy

Fonka ans nipwkipHmMx Hepskasitoya ctanb, SS304, MMM - noninponinex

iH'eKLin

Marepian ynakoBku MeamnyHuit nanip i3 Npo30opoto NAiBKOK, NpUAaTHUN Ana ctepunisauii EO
(inamBigyanbHa ynakosKa)

[E IHCTPYKLiA 3 BUKOPUCTAHHA

lFU

e PO3KpuiTe YNaKOBKY Yepes OTBip, BKA3aHWUN CTPINKO0.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAXEHb YNAKOBKW.

e [lig yac nNiAroTOBKM 4,0 BUKOPUCTAHHA TPMMaMTe LWNPULL OGHIEID PYKOLO, A FOJIKY, 3a Tl HAABHOCTI, iHLWO'O.

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

e He 3HIMalOuM 3aXMCHUIN KOBMAYOK 3 rONKM, HAAIMHO 3adiKcyiTe ronky Ha WNPUL, MPUTUCHYBLUM FOIKY A0 HAKOHEYHMKA Wnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOHO CTPINKOIO.

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

e  HabepiTb y WwWnpuu, HeobXiaHy KiNbKicTb pignHu.

e [lig'eaHaTe NoAOBKYBaNbHY NiHilO A0 WNpWUA i NepeKoHaWTeca, Wo B WNpULi Hemae 6ynbbawoK NoBiTPA. AKWO B WNpULi €
6ynbballKM NOBITPSA, BUAANITH iX.

e [lepeg nia'eaHaHHAM WNpuua Ao nepdysinHOro Hacoca NepesipTe NPOXOAKEHHS PIANHU Y WNPULL Ta NOAOBXKYBAJIbHINM NiHii. AKLWO B
NoA0BKYBaNbHIN NiHii € 6ynbbaLWKK NOBITPA, BUAANITD iX.

e [ig'eaHanTe WNpuL, 40 HAacOCa | BUKOPUCTOBYMTE HAcOC BiANOBIAHO A0 IHCTPYKLiN KoMNaHii-BMpOBHUMKa.

e 3 e/IeKTPOHHO BEPCIEH iIHCTPYKLU,i 3 BUKOpUcTaHHA PR.A100 MOKHa 03HaoMuTMCA Ha caiTi www.setmedikal.com.tr

LlinboBa rpyna nawieHTiB

BcTaHOBEHNX 06MENKEHD LLOAO FPYNu NaLiEHTIB HEMAE.
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LlinboBi Kopuctysaui
MeamnyHuit nepcoHan

Onuc NpUCTpOiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

Bupi6 npupaTHUiM ana BMKOPUCTaHHA 3i 3'egHyBayamu BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa ana pigvH i rasise, siki
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTuHA 7: YacTKoBi BUMOrM 40 3'€4HYBayiB BHYTPIWHbOCYAMHHOMO abo NiALWKipHOro 3acTocyBaHHA".
Mepdy3inHi Hacocu

MoKa3aHHA

LWnpuum ana nepdysiiHMX HacociB € BUPO6amu, LLO BUKOPUCTOBYIOTLCA 411 BBEAEHHA MeAUYHUX PiamH. Linpuum npueaHyoTbCa A0 HACOCIB 3
MeXaHiYHMM NPUBOAOM i MPU3HAYEH] ANA BBEAEHHA MeANYHUX PiIAMH B OpraHiam. TepmiH npnaaTHOCTI BUpoby CTaHOBUTb 5 pOKiB.

MpoTunokasaHHA

Wnpuy, ana nepdysiiHOro Hacoca He NMOBMHEH BUMKOPWMCTOBYBATUCA Oinbll HiXK ANA OAHOrO MaujieHTa. Bupib moxke ByTM BUKOPUCTAHMI y
CTEepUbHOMY CTaHi OAHOPA30BO A/NA OAHOro nauieHTa. OunweHHA abo MOBTOpHa CTepwuni3auis He AOMNYcKaeTbcA. He npusHauveHi gns
BMKOPUCTAHHA He 3a NpU3HayveHHAM. [icna BUKOPUCTaHHA YTUAI3YITe AK MeAUYHi Bigxoau.

& MNonepea)XeHHA

e  He BMKOpuCTOBYITE BMPIb 3 NOWKOAKEHO abo PO3KPUTOI YNAKOBKOILO.

e  BisyanbHO nepeBipTe KOMNNEKTHICTb YNAKOBKM Ta Bi4CYTHICTb NOLWKOAKEHb.

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

e [licna iH'ekuii abo 3abopy pianHM yTUnisyiTe BUPib AK MeanyHi Bigxoau.

e Bupib npusHauYeHUN TiNbKM ONA OLHOPA30BOrO BUMKOPWUCTAHHA i HE NiANArae NMOBTOPHOMY 3aCTOCYBaHHIO, MOBTOPHINM 0bpobui Ta
NOBTOPHIl cTepuAisau;i.

e He TopKanTecs ronku, Wob YHUKHYTU PU3NKY NPOKOAY LWKipKU Ta 3aparkeHHA. [IPOKOAN LWKipK 3apaxKeHOo0 roNIKOK MOXYTb NPU3BECTU
[0 po3suUTKy renatuty, CHIZy Ta iHWKX BiZOMMX/HEBIAOMMX 3aXBOPIOBAHb.

e  AKwWo BMpPIO He BUMKOPWUCTOBYETbCA OesnocepeaHbO MiCAsS PO3KPUTTA CTEPUIbHOI YMAKOBKM, BUHMKAE PU3MK 3apaykeHHA. He
BMKOPUCTOBYMTE BMPIb y pasi HEMOXIMBOCTI 36epexKeHHs Moro cTepUIbHOCTI.

e [OBTOpPHE BUKOPUCTAHHA BUPODBY MOKe NPU3BECTU A0 iHOIKyBaHHA, NepexpecHoro 3apaskeHHs i cencucy.

o  CTepwibHi WNpPULM NPU3HAYeHi ANA BUKOPWUCTAHHA 6e3nocepefHbO MiCNA HAMOBHEHHA, TOMy He 36epirailTe nikM npoTsrom
TPWBaOro yacy.

e VY pasi BUHUKHEHHA ceplo3HMX NOBIYHMX edeKTiB HEObXiAHO NOBIAOMUTU BUPOBHMKA Ta KOMNETEHTHUIN OpraH.

Po3amip 14G 15G 16G 18G K . o z
Konip Bnigo-3eneHni CuHbO-Cipui Binuit Poskesnit . Cl)Hd)I.r‘Yan,II FONOK ANA NIAWKIPHNX
1ll 1 1/4N 1ll 1I| IH eKuIM
[oBXxunHa
rosikun 11/2” 11/2” 11/47 11/2”
11/2”

YmoBu 36epiraHHA

e 36epiratTv Nnpy TemnepaTypi HABKOIMLWIHbLOIO cepesoBuLa He BuLe 45°C.
e 3axuLaTH Big NPAMMX COHAYHMUX NPOMEHIB | BOIOrOro cepeaoBumLLa.

e  3bepirati, po3TawyBaBLUM KOPOOKY B HANPAMKY CTPINKMU.

e YKnagaTv He binblie N'aTv KOPOOOK OAHA Ha OAHY.
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e  TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTbL 5 poOKiB.

MoAcHeHHA A0 BUKOPUCTOBYBAHUX YMOBHUX NO3HAYE€Hb
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KomnaHis-BMpoBHUK

Kpuxkuin BUpib, noBoamtuca
obeperkHo

[aTta BMpobHuMLTBa

3axmLaTH Big, COHAYHOrO NPOMIHHA

L E

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI

-
[

n

-

36epiraTi B cyxomy micu,i

LOT

Homep naprii

=P

Mepemiwat BepTMKaAbHO

REF

Homep 3a KaTanorom

45'C

o—

BepxHsa mexa Temnepatypu (45°C)

MeanuHuii Bupi6

ObMmexKeHHs wopao sonorocTi (20-
80%) /

YHiKanbHWi igeHTUdiKaTop BUPOLY

He BMKOPUCTOBYNTE, AKLLO YNAKOBKA
NOLWKOAXKEH], | 3BEPHITbCA A0
IHCTPYKLLIT 3 BUKOPUCTAHHA

YNoBHOBaXeHMM NpeaCcTaBHUK Y
€BponencbKoMy CrniBTOBapUCTBI
(BennkobpwuTaHis)

He BMKOPWUCTOBYBaTM NOBTOPHO

CTepunisoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuneHy

G ©

He mictntb natekcy

He cTepunisysaTv NOBTOPHO

X

HeniporeHHui

IHoMBiAyaNbHa cTepuabHa bap'epHa
cuctema

o
=2
<

Tinbku ana npodecinHoro
BMKOPUCTaHHSA

-----

.....

IHoMBIAYyanbHa cTepuabHa bap'epHa
CUCTEMA i3 3aXMCHOIO YMAaKOBKOIO 30BHI

=

elFU Indicator

[VB. IHCTPYKL,itO 3 BUKOPUCTAHHA
abo 3BePHITLCA 40 €NEeKTPOHHOI
IHCTPYKLLIT 3 BUKOPUCTAHHA

YBara

mar

3HaK BignosigHoOCTi BUMOram ycix BignosiaHmx Aupektns €EC wono meanyHnx supobis /

€BponeicbKoro 3aKoHOA4aBCTBa

3a3HayYeHuit BHU3Y HOMEP € HOMEPOM HOTUGDIKOBAHOIO OpraHy

Micue BupobHMUTBA

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

Apnpeca: 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
Perfiizyon Pompa igin Siringa Hipodermik igne
50 mi 14G
15G
16G
18G

Kullanim Amaci

Perflizyon pompasi igin siringalar, tibbi sivilarin viicut icine glg tahrikli pompa araciligiyla enjeksiyonu igin kullanilmasi amaglanmistir. Eger

mevcutsa igne, siringanin igine sivi gekme amachdir.

Perflizyon pompasi igin siringalar, EN ISO 80369-7 standardina uygun luer ug¢ baglanti konnektorleri ve perfiizyon pompalari ile kullanimina
uygundur.

Uriin Bilesenleri

Parga Adi Hammadde
Silindir PP — Polipropilen
Piston PP — Polipropilen
Conta izopren kauguk, Lateks icermez
Hipodermik igne Paslanmaz Celik SS304
PP — Polipropilen
Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

eIFU Indicator

Kullanma Talimati

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol ediniz

Hazirlama esnasinda siringayi bir elle, eger mevcutsa, igneyi diger elle tutunuz.

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

ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde cevirerek siringa ve igneyi birbirine sikica
sabitleyin.

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

Siviyl gereken miktarda siringaya gekin.

Uzatma hattini siringaya baglayin ve siringanin hava kabarcigi igermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.
Siringay! perflizyon pompasina baglamadan 6nce, siringada ve uzatma hattinda sivi akisinin saglanip saglanamadigini kontrol edin.
Uzatma hattinda hava kabarcigi varsa disari atin.

Siringayl pompaya baglayin ve pompay, tretici firmanin talimatlarina gére kullanin.

PR.A100 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 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.
Perflizyon Pompalari

Endikasyon

Perflizyon pompasi igin siringalar tibbi sivilarin uygulanmasinda kullanilan cihazlardir. Siringalar glg tahrikli pompalara baglanarak viicuda tibbi
sivi enjeksiyonu yapilmast icin tasarlanmistir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Perfiizyon pompa igin siringalar 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

Ambalaji hasar gormis veya agilmigsa Grini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra triinu kullanmayin.

Urlinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

Uriin tek kullanimliktir, tekrar kullanilamaz, yeniden islem yapilamaz ve tekrar steril edilemez.

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

Steril ambalaj agilip hemen kullaniimazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, triinii kullanmayiniz.

Uriiniin tekrar kullanilmasi enfeksiyonlara, gapraz kontaminasyona ve sepsise neden olabilir.

Steril siringalar, doldurulduktan hemen sonra kullaniimak Gzere tasarlanmistir, bu nedenle ilaci uzun siire muhafaza etmeyiniz.
Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapilmahdir.

Hipodermik igne Konfigiirasyonlari

Ol 14G 15G 16G 18G
Renk Soluk yesil Mavi gri Beyaz Pembe
o 11/4” I I
igne Uzunlugu 11/4"
11/2” 11/2” 11/2”
/ / 112 /

Depolama Kosullari

45°C'yi agsmayan ortam sicakliginda muhafaza ediniz.
Dogrudan giines 1s18indan ve nemli ortamdan koruyun.
Kutuyu ok yoniinde yerlestirerek muhafaza edin.

Ust Uiste en fazla bes koli koyularak muhafaza edin.
Urliniin raf mrii 5 yildir.
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Kullanilan Sembollerin A¢iklamasi

d Uretici Firma ! Kirilgan. dikkatli tutun
. o
dl Uretim Tarihi ZL\“ Gunes 1si1gindan uzak tutun
]
g Son Kullanma Tarihi T: Kuru tutun
LOT Lot Numarasi |l Dikey olarak hareket ettir
REF Katalog numarasi /ﬂ/ Sicakligin st sinir (45°C)
MD Tibbi Cihaz Nem sinirlamasi (%20 — %80)
o Paket hasarliysa kullanmayin ve
upI Benzersiz cihaz tanimlayici kullanim talimatlarina bakin

Tekrar Kullanmayin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik
S TERE B0
il

Etilen oksit kullanilarak sterilize

edilmistir Lateks icermez

XK@,

Pirojenik olmayan

@ Tekrar sterilize etmeyin

Tekli steril bariyer sistemi

@]
=]
<

Yalnizca Profesyonel Kullanim

...... , Kullanim talimatina bakin veya
7 W Disinda koruyucu ambalaj bulunan tek . i
( . . . . : elektronik kullanim talimatina
S’ steril bariyer sistemi -
eIFU Indicator ba§Vurun

& Dikkat / Caution

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya

c € 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
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type
Syringe For Perfusion Pump Hypodermic Needle
50 mi 14G
15G
16G
18G

Intended Use

Syringes for perfusion pump are intended to be used for injection of medicinal liquids to human body with power driven pumps. If needle is
provided, it is used to aspirate medicinal liquid into the syringe.

Syringes for perfusion pump are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7 and perfusion pumps .

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel (S5304), PP — Polypropylene

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

Instruction for Use

IFU Indicator

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 During preparation, hold the syringe with one hand and the needle, if available, with the other hand.

e Make sure that the graduation 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  Draw the required amount of liquid into the syringe.

e Attach the extension line to the syringe and make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, make
sure to remove it.

e  Before connecting the syringe with perfusion pump, check if fluid is flowing in the syringe and the extension line. Remove air bubbles
inside the extension line.

e  Connect the syringe to the perfusion pump and use the pump according to the manufacturer’s intructions.

e The electronic version of PR.A100 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".
Perfusion Pump

Indications

Syringes for perfusion pumps are used for injection of medicinal fluids. These syringes are used with power driven pumps. The product shelf life
is 5 years.

Contraindications

Syringes for perfusion pump cannot 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 Afterinjection or aspiration, dispose of the product as medical waste.

e  The product is for single use only. It cannot be reused, rework 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
illness 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 Sterile syringes are designed to be used immediately after filling, so do not store the medicine for a long time.

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

Hypodermic Needle Configurations

Gauge 14G 15G 16G 18G
Color Pale Green Blue-Grey White Pink
1|l 1 1/4" 1|| lll
Needle Length 11/
11/2” 11/2” 11/2”
/ / 11/2” /

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.

e  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 5 years.
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d Manufacturer I Fragile. Handle with care
& D f f -_},‘3{___' K f ligh

ate of manufacture eep away from sunlight

7
g Use-by date T\ Keep dry
LOT Batch code |l Move vertically
REF Catalogue number /H/ Upper limit of temperature (45°C)
80%
MD Medical device (%) Humidity limitation (20% — 80%)
. . - Do not use if package is damaged

uDI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

Sterilized using ethylene oxide

& ©

%
Q

Latex free

Do not resterilize

S

Non-pyrogenic

Single sterile barrier system

@]
=]
<

Professional Use Only

-----

Single sterile barrier system with
protective packaging outside

1]

elFU Indicator

Consult instruction for use or
consult electronic instruction for use

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
Perfiizyon Pompa igin Siringa Hipodermik igne
50 mi 14G
15G
16G
18G

Kullanim Amaci

Perflizyon pompasi igin siringalar, tibbi sivilarin viicut icine glg tahrikli pompa araciligiyla enjeksiyonu igin kullanilmasi amaglanmistir. Eger
mevcutsa igne, siringanin igine sivi gekme amachdir.

Perflizyon pompasi igin siringalar, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ve perfliizyon pompalari ile kullanimina
uygundur.

Uriin Bilesenleri

Parga Adi Hammadde
Silindir PP — Polipropilen
Piston PP — Polipropilen
Conta izopren kauguk, Lateks icermez
Hipodermik igne Paslanmaz Celik SUS304
PP — Polipropilen
Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

(]3]

U Indicator

Kullanma Talimati

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol ediniz

Hazirlama esnasinda siringayi bir elle, eger mevcutsa, igneyi diger elle tutunuz.

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

ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde cevirerek siringa ve igneyi birbirine sikica
sabitleyin.

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

Siviyl gereken miktarda siringaya gekin.

Uzatma hattini siringaya baglayin ve siringanin hava kabarcigi igermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.
Siringay! perflizyon pompasina baglamadan 6nce, siringada ve uzatma hattinda sivi akisinin saglanip saglanamadigini kontrol edin.
Uzatma hattinda hava kabarcigi varsa disari atin.

Siringayl pompaya baglayin ve pompay, tretici firmanin talimatlarina gére kullanin.

PR.A100 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullaniimasi 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 konnektorleri ile kullanima uygundur.
Perflizyon Pompalari
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Endikasyon

Perflizyon pompasi igin siringalar tibbi sivilarin uygulanmasinda kullanilan cihazlardir. Siringalar giic tahrikli pompalara baglanarak viicuda tibbi
sivi enjeksiyonu yapilmasi igin tasarlanmistir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Perfiizyon pompa igin siringalar 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 trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

Urlinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

Uriin tek kullanimliktir, tekrar kullanilamaz, yeniden islem yapilamaz ve tekrar steril edilemez.

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

Steril ambalaj acilip hemen kullaniimazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, triini kullanmayiniz.

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

Steril siringalar, doldurulduktan hemen sonra kullaniimak tizere tasarlanmistir, bu nedenle ilaci uzun siire muhafaza etmeyiniz.
Eger ciddi olumsuz olay yasanirsa, lretici firma ve yetkili otoriteye bildirim yapilmalidir.

Depolama Kosullari

e 45°C'yi asmayan ortam 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 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type
Syringe For Perfusion Pump Hypodermic Needle
50 mi 14G
15G
16G
18G

Intended Use

Syringes for perfusion pump are intended to be used for injection of medicinal liquids to human body with power driven pumps. If needle is
provided, it is used to aspirate medicinal liquid into the syringe.

Syringes for perfusion pump are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7 and perfusion pumps .

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel (SUS304), PP — Polypropylene

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

[:EJ Instruction for Use

©IFU

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 During preparation, hold the syringe with one hand and the needle, if available, with the other hand.

e Make sure that the graduation 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  Draw the required amount of liquid into the syringe.

e Attach the extension line to the syringe and make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, make
sure to remove it.

e  Before connecting the syringe with perfusion pump, check if fluid is flowing in the syringe and the extension line. Remove air bubbles
inside the extension line.

e  Connect the syringe to the perfusion pump and use the pump according to the manufacturer’s intructions.

e The electronic version of PR.A100 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".
Perfusion Pump

Indications

Syringes for perfusion pumps are used for injection of medicinal fluids. These syringes are used with power driven pumps. The product shelf life
is 5 years.

Contraindications

Syringes for perfusion pump cannot 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 Afterinjection or aspiration, dispose of the product as medical waste.

e  The product is for single use only. It cannot be reused, rework 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
illness 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 Sterile syringes are designed to be used immediately after filling, so do not store the medicine for a long time.

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

Hypodermic Needle Configurations

Gauge 14G 15G 16G 18G
Color Pale Green Blue-Grey White Pink
1|l 1 1/4" 1|| lll
Needle Length 11/
11/2” 11/2” 11/2”
/ / 11/2” /

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.

e  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 5 years.
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Description of Symbols Used
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d Manufacturer I Fragile. Handle with care
& D f f -_},‘3{___' K f ligh

ate of manufacture eep away from sunlight

7
g Use-by date T\ Keep dry
LOT Batch code |l Move vertically
REF Catalogue number /H/ Upper limit of temperature (45°C)
80%
MD Medical device (%) Humidity limitation (20% — 80%)
. . - Do not use if package is damaged

uDI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

Bl el | Sterilized using ethylene oxide

& ©

%
Q

Latex free

S

Non-pyrogenic

@ Do not resterilize

Single sterile barrier system

@]
=]
<

Professional Use Only

-----

Single sterile barrier system with
protective packaging outside

1]

elFU Indicator

Consult instruction for use or
consult electronic instruction for use

& Caution

Marking for meeting the requirements of all relevant European Medical Device
c Directives/European Legislation
2797 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

GUG TAHRIKLIi POMPA iGiN SIRINGA KULLANMA KILAVUZU/
SYRINGE FOR POWER DRIVEN PUMP INSTRUCTION FOR USE

Perfiizyon Pompa igin Siringa

Hipodermik igne

50 ml

14G
15G
16G
18G

Kullanim Amaci

Perflizyon pompasi igin siringalar, tibbi sivilarin viicut igine glg tahrikli pompa araciligiyla enjeksiyonu igin kullanilmasi amaglanmistir. Eger

mevcutsa igne, siringanin igine sivi gekme amaglidir.

Perflizyon pompasi igin siringalar, EN 1ISO 80369-7 standardina uygun luer ug¢ baglanti konnektorleri ve perflizyon pompalari ile kullanimina

uygundur.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne

Paslanmaz Celik SUS304
PP — Polipropilen

Ambalaj Malzemesi

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

[:@ Kullanma Talimati

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

Hazirlama esnasinda siringayi bir elle, eger mevcutsa, igneyi diger elle tutunuz.

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

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

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢cikarin.

Siviyl gereken miktarda siringaya gekin.

Uzatma hattini siringaya baglayin ve siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka g¢ikarin.
Siringay! perflizyon pompasina baglamadan 6nce, siringada ve uzatma hattinda sivi akisinin saglanip saglanamadigini kontrol edin.
Uzatma hattinda hava kabarcigi varsa digari atin.

Siringayl pompaya baglayin ve pompayi, lretici firmanin talimatlarina gére kullanin.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullaniimasi amaglanan cihaz tanimi

“EN ISO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik ¢apli baglanti elemanlari — Bolim 7: Damar igi veya hipodermik

uygulamalar icin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Perfliizyon Pompalari

PR.A100 Rev. 1, 01.11.2022
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Endikasyon

Perflizyon pompasi igin siringalar tibbi sivilarin uygulanmasinda kullanilan cihazlardir. Siringalar giic tahrikli pompalara baglanarak viicuda tibbi
sivi enjeksiyonu yapilmast icin tasarlanmistir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Perfiizyon pompa icin siringalar 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 trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra trGini kullanmayin.

e Uriinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

o Uriin tek kullanimliktir, tekrar kullanilamaz, yeniden islem yapilamaz ve tekrar steril edilemez.

Steril ambalaj agilip hemen kullaniimazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, triinii kullanmayiniz.
Urliniin tekrar kullanilmasi enfeksiyonlara, ¢apraz kontaminasyona ve sepsise neden olabilir.

e Eger ciddi olumsuz olay yaganirsa, Uretici firma ve yetkili otoriteye bildirim yapilmalidir.

Depolama Kosullari

e 45°C'yi asmayan ortam sicaklig§inda muhafaza ediniz.
Dogrudan glines 1sigindan ve nemli ortamdan koruyun.
Kutuyu ok yéniinde yerlestirerek muhafaza edin.

Ust {ste en fazla bes koli koyularak muhafaza edin.

e Uriinin raf 6mrii 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type

GUG TAHRIKLIi POMPA iGiN SIRINGA KULLANMA KILAVUZU/
SYRINGE FOR POWER DRIVEN PUMP INSTRUCTION FOR USE

Syringe For Perfusion Pump

Hypodermic Needle

50 ml

14G
15G
16G
18G

Intended Use

Syringes for perfusion pump are intended to be used for injection of medicinal liquids to human body with power driven pumps. If needle is

provided, it is used to aspirate medicinal liquid into the syringe.

Syringes for perfusion pump are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7 and perfusion pumps .

Product Components

Name Raw material

Barrel PP — Polypropylene
Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle

Stainless Steel (SUS304), PP

— Polypropylene

Packaging

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

[:E] Instruction for Use

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

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

During preparation, hold the syringe with one hand and the needle, if available, with the other hand.

Make sure that the graduation lines on the syringe cylinder are legible.

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.

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

Draw the required amount of liquid into the syringe.

Attach the extension line to the syringe and make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, make
sure to remove it.

Before connecting the syringe with perfusion pump, check if fluid is flowing in the syringe and the extension line. Remove air bubbles
inside the extension line.

Connect the syringe to the perfusion pump and use the pump according to the manufacturer’s intructions.

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".

Perfusion Pump

PR.A100 Rev. 1, 01.11.2022
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Indications

Syringes for perfusion pumps are used for injection of medicinal fluids. These syringes are used with power driven pumps. The product shelf life
is 5 years.

Contraindications

Syringes for perfusion pump cannot 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.

& Warnings

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

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

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

Hypodermic Needle Configurations

Gauge 14G 15G 16G 18G
Color Pale Green Blue-Grey White Pink
1" 11/4” 1" 1"
( ) 11/2” 11/2” 114 11/2”
11/2”

Storage Conditions

e  Store at ambient temperature not exceeding 45°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 5 years.

PR.A100 Rev. 1, 01.11.2022
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Description of Symbols Used

d Manufacturer I Fragile. Handle with care
o

(\'\"r Date of manufacture ZL\“ Keep away from sunlight
]

g Use-by date T: Keep dry

LOT

Batch code Upper limit of temperature (45°C)

REF

Catalogue number Do not reuse

I
& |

Do not resterilize Caution

@®|;

Sterilized using ethylene oxide [:E_] Consult instruction for use

Do not use if package is damaged Non-pyrogenic

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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Uriin Tipi
Perfiizyon Pompa igin Siringa Hipodermik igne
50 mi 14G
15G
16G
18G

Kullanim Amaci

Perflizyon pompasi igin siringalar, tibbi sivilarin viicut igine glg tahrikli pompa araciligiyla enjeksiyonu igin kullanilmasi amaglanmistir. Eger
mevcutsa igne, siringanin igine sivi gekme amaglidir.

Uriin Bilesenleri

Parga Adi Hammadde
Silindir PP — Polipropilen
Piston PP — Polipropilen
Conta izopren kauguk, Lateks icermez
Hipodermik igne Paslanmaz Celik SUS304
PP — Polipropilen
Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

I:@ 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 Hazirlama esnasinda siringayi bir elle, eger mevcutsa, igneyi diger elle tutunuz.

e 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.

e Siviyi gereken miktarda siringaya gekin.

e Uzatma hattini siringaya baglayin ve siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

e Siringay! perflizyon pompasina baglamadan dnce, siringada ve uzatma hattinda sivi akisinin saglanip saglanamadigini kontrol edin.
Uzatma hattinda hava kabarcigi varsa digari atin.

e Siringayl pompaya baglayin ve pompayi, tretici firmanin talimatlarina gére kullanin.

Hedeflenen Hasta Popiulasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN I1SO 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.
Perflizyon Pompalari

Endikasyon

Perflizyon pompasi igin siringalar tibbi sivilarin uygulanmasinda kullanilan cihazlardir. Siringalar giic tahrikli pompalara baglanarak viicuda tibbi
sivi enjeksiyonu yapilmast icin tasarlanmistir. Uriin raf dmrii 5 yildir.

PR.A100 Rev.0, 18.10.2022
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Kontrendikasyon

Perfiizyon pompa icin siringalar 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

Ambalaji hasar gormis veya agilmigsa Grini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

Uriinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

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

e  Steril ambalaj acilip hemen kullanilmazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, iiriinii kullanmayiniz.
e Uriiniin tekrar kullanilmasi enfeksiyonlara ve baska hastaliklara sebep olabilir.

Depolama Kosullari

e  45°C’yi asmayan ortam sicakliginda muhafaza ediniz.

e Dogrudan glines 1sigindan ve nemli ortamdan koruyun.
e Kutuyu ok yoniinde yerlestirerek muhafaza edin.

e  Ust Uiste en fazla bes koli koyularak muhafaza edin.

e  Uriiniin raf mrii 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type
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Syringe For Perfusion Pump

Hypodermic Needle

50 ml

14G
15G
16G
18G

Intended Use

Syringes for perfusion pump are intended to be used for injection of medicinal liquids to human body with power driven pumps. If needle is

provided, it is used to aspirate medicinal liquid into the syringe.

Product Components

Name Raw material

Barrel PP — Polypropylene
Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle

Stainless Steel (SUS304), PP

— Polypropylene

Packaging

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

[:E] Instruction for Use

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

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

During preparation, hold the syringe with one hand and the needle, if available, with the other hand.

Make sure that the graduation lines on the syringe cylinder are legible.

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.

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

Draw the required amount of liquid into the syringe.

Attach the extension line to the syringe and make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, make
sure to remove it.

Before connecting the syringe with perfusion pump, check if fluid is flowing in the syringe and the extension line. Remove air bubbles
inside the extension line.

Connect the syringe to the perfusion pump and use the pump according to the manufacturer’s intructions.

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".

Perfusion Pump

Indications

Syringes for perfusion pumps are used for injection of medicinal fluids. These syringes are used with power driven pumps. The product shelf life

is 5 years.

PR.A100 Rev.0, 18.10.2022
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Contraindications

Syringes for perfusion pump cannot 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.

& Warnings

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.

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 [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 and other illnesses..

Hypodermic Needle Configurations

Gauge 14G 15G 16G 18G
Color Pale Green Blue-Grey White Pink
1" 11/4” 1" 1"
( ) 11/2” 11/2” 11/4" 11/2”
11/2”

Storage Conditions

e  Store at ambient temperature not exceeding 45°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 5 years.

Description of Symbols Used

d Manufacturer ! Fragile. Handle with care

dl Date of manufacture ’2{{“ Keep away from sunlight

g Use-by date T: Keep dry

LOT Batch code Upper limit of temperature (45°C)
REF Catalogue number Do not reuse

[ _ |
=l | Sterilized using ethylene oxide Consult instruction for use

@ Do not resterilize

PR.A100 Rev.0, 18.10.2022
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®

Do not use if package is damaged

K

Non-pyrogenic

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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