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HIPODERMIK iGNESIZ SIRINGA KULLANMA TALIMATI

Uriin Tipi

Hipodermik ignesiz Siringa

Luer 2 parga Siringa
2ml,2,5ml,5ml, 10 ml, 20 ml

Luer 3 parga Siringa
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Siringa Tipi ignesiz Siringa
Luer - Merkezden Kacik — 5 n
2 parga | { J
Q-\ 2N a1
Luer - Merkezden Kagik e — i
3 parca B I: ' \,
— g
Luer - Merkezde & = )
2 parca = ;

Luer - Merkezde
3 parca

Luer Lock

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar dncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullaniimak tzere
tasarlanmistir ve ilaci uzun siire boyunca iginde muhafaza etmesi amaglanmamistir.

Hipodermik ignesiz siringalar, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grinlerin ve vicut sivilarinin viicuda girmesi ve viicuttan alinmasi icin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak igin kullanilir. Ayrica, farmasétik/ilaglar kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intravenéz (IV) port (izerinden)
uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

Urilin ambalaji steril siringadan olusmaktadir.

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

Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya gekin.
Siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

e PR.A99 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

e Kullanilacak sivi miktarini, siringa tGzerinde bulunan derecelendirme skalasi ile saglayin.

e Siringa Uzerinde yer alan derecelendirme skalasinin kapasite toleransi, EN I1SO 7886-1 standardina uygun olarak asagidaki tabloda

belirtilmistir.
SOl LSl S Derecelendirilmis Kapasite Toleransi (%)
V*, (ml)
1<v<3 15
55Vv<60 4

*V: Hacim

Hedeflenen Hasta Popiilasyonu
Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglk personeli

Cihazla birlikte kullanilmasi 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 konnektdorleri ile kullanima uygundur.

Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz siringalar birden fazla hastada kullanilmaz. 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 triini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra rni kullanmayin.

e Steril bariyer sistem (birim paket) acildiginda aseptik kurallara uygun olarak bekletmeden baglanti saglanir.
e Siringanin maksimum kullanim siresi 24 saattir.

e Siringa ile uygulanan ilag igin 6zel bir uyari varsa uygulamada dikkate alinmalidir.
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e Uygulamalarda, kullanim talimatinda verilen derecelendirme skalasinin kapasite toleransi tablosu dikkate alinmalidir.

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

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

Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, tiriinii kullanmayin.
Uriliniin tekrar kullanilmasi enfeksiyonlara, gapraz kontaminasyona ve sepsise neden olabilir.

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

Depolama Kosullari

e 45°C'yi agmayan ortam sicakliginda muhafaza ediniz.

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

Ust {ste en fazla bes koli koyularak muhafaza edin.
Urlintin raf émrii 5 yildir.

Kullanilan Sembollerin A¢iklamasi

Uretici Firma Kirilgan. dikkatli tutun

Uretim Tarihi Gulnes i1sigindan uzak tutun

-
.
-
™ a
-

Son Kullanma Tarihi Kuru tutun

Y

=

LOT Lot Numarasi Dikey olarak hareket ettir
REF Katalog numarasi /Y Sicakhgin st sinir (45°C)
80%
MD Tibbi Cihaz @ Nem sinirlamasi (%20 — %80)
ZIJ%
. Paket hasarliysa kullanmayin ve kullanim
Benzersiz cihaz tanimlayici .
talimatlarina bakin

UDI
Birlesik Krallik’taki sorumlu personel

Tekrar Kullanmayin

60 ©

%
N

STERILEJEO| | Etilen oksit kullanilarak sterilize edilmistir

Lateks icermez

X

Pirojenik olmayan

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim

Tekrar sterilize etmeyin

@)
=1
<

,O Disinda koruyucu ambalaj bulunan tek steril [ji] Kullanim talimatina bakin veya elektronik
N z bariyer sistemi kullanim talimatina basvurun

elFU Indicator

Birlesik Krallik Tibbi Cihaz Regulasyon
A ; gerekliliklerini karsilamaya yonelik isaret
Dikkat

sNC
EDA

Altta gorintilenen numara Onaylanmis
Kurulus numarasidir.

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya yénelik
isaret
2797 Altta géruntilenen numara Onaylanmis Kurulus Numarasidir
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Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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HYPODERMIC SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

Product Type

Hypodermic Syringes Without Needles

Luer 2 part Syringe
2ml,2,5ml,5ml, 10 ml, 20 ml

Luer 3 part Syringe
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 part Syringe
1ml,2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 50 ml, 60 ml

Product Type Hypodermic Syringes Without Needles
Luer - Eccentric i 5 o
2 parts I ’ g
Q-\ ~, a1
Luer - Eccentric s — i
3 parts B I: ' ‘,
= ™ i
Luer - Centric & T I
2 parts n_;:_;‘ {

Luer - Centric
3 parts

Luer Lock

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Hypodermic syringes without needle are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. If syringes are used in combination with hypodermic needles, they are used for intravenous, intramuscular,
subcutaneous and intradermal injection. It is also used for the aspiration of the pharmaceutical/drugs from its container in order to administer
them to the patient via systems (for ex. via intravenous (IV) port)

Product Components

Component Name Raw Material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

Packing Material Medical grade paper and transparent film for EO (individually blister packed)
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Instruction for Use

e  Open the packaging by stripping it from the opening place indicated by the arrow sign.

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

e The product packaging consists of a sterile syringe.

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

e Ifliquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into
the syringe in the required amount.

e Make sure that there are no air bubbles in the syringe; if any, remove them.

e  Before injection, check whether liquid flow can be ensured in the syringe.

e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application
procedure.

e In case of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

®  The electronic version of PR.A99 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.
e  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)
1 SVSB 15
5sV=60 *4

V*: Volume

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN ISO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.
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& Cautions

e Do not use the Product if the package is opened and 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 When the sterile barrier system (unit packaging) is opened, the needle is inserted without waiting in accordance with aseptic rules.

e  The maximum usage time of the syringe is 24 hours.

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

e In applications, the capacity tolerance table of the graduated scale given in the instructions for use should be taken into account.

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.

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

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.

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

Description Of The Symbol Used

Manufacturer Fragile. Handle with care

—a

Date of manufacture Keep away from sunlight

"o
N

Use-by date Keep dry

S

LOT Batch code | l Move vertically
REF Catalogue number Jf Upper limit of temperature (45°C)
80%
MD Medical device @ Humidity limitation (20% — 80%)
20%,
b . .
Unique device identifier o not l.Jse if pa.ckage is damaged and
consult instruction for use

Responsible Person in the United
Kingdom

EE
H

Do not reuse

60 ©

7
\

STERILEJEO| | Sterilized using ethylene oxide

Latex free

Do not resterilize Non-pyrogenic

X

0@
4

Single sterile barrier system Professional Use Only
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.....

Single sterile barrier system with
protective packaging outside

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

Caution

UK
cA

0086

Marking for meeting the requirements of
UK Medical Device Regulation

The number displayed on the bottom is
the Approved Body Number

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 LA JERINGA HIPODERMICA SIN AGUJA

Tipo de Producto

Jeringa Hipodérmica sin Aguja

Jeringa de 2 piezas con Punta Luer
2ml,2,5ml,5ml, 10 ml, 20 ml

Jeringa de 3 piezas con Punta Luer
1ml,2ml, 2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Jeringa de 3 piezas con Punta Luer Lock
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Tipo de Producto Jeringa Hipodérmica sin Aguja
Luer - Excéntrico o 5 "
2 piezas I h—
Q-\ ~, a1
Luer - Excéntrico s = (
3 piezas B [ ' ‘,
— )
Luer - Céntrico [ T I
2 piezas rl_i,:-gJ 5

Luer - Céntrico
3 piezas

Luer Lock

Propdsito del Uso

Las jeringas vacias, estériles y desechables hechas de materiales plasticos se utilizan para la aspiracidn e inyeccién de liquidos después de
haber sido llenadas por los usuarios finales. Las jeringas son principalmente para uso en humanos. Las jeringas estériles estan disefiadas para
usarse sin esperar después del llenado y no estan disefiadas para retener el medicamento durante largo tiempo.

Las jeringas hipodérmicas sin agujas son adecuadas para su uso con conectores de punta Luer que cumplen con el el estandar EN ISO 80369-7.

Las jeringas hipodérmicas sin agujas, estériles y desechables son dispositivos que se utilizan para la aplicacidn de productos y liquidos médicos.
Las jeringas con hipodérmicas agujas se utilizan para inyecciones por via intravenosa, intramuscular, subcutanea o intercutanea y para extraer
sangre de una vena. Ademas, aspira productos farmacéuticos/medicamentos de su contenedor y permite que se administren a los pacientes a
través de los sistemas (p. ej., a través del puerto intravenoso (1V)).

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno, PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Material de embalaje Papel médico y pelicula transparente apta para la esterilizacion con EO
(paquete de una sola unidad)
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darumdiaior  [nstrucciones 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 aguja esterilizada.

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

e Si se va a inyectar un liquido en el cuerpo con una jeringa y una aguja hipodérmica del tamafio adecuado; extraiga la cantidad
necesaria del liquido con la jeringa.

e Asegurese de que no haya burbujas de aire en la jeringa, si las hay, retirelas.

e  Antes de la inyeccion, compruebe que se puede lograr el flujo de liquido en la jeringa.

e Inyecte el liquido en la vena o por via intramuscular, subcutdnea o intercutanea de acuerdo con el tratamiento de aplicacion.

La jeringa también se puede utilizar para aspiracion de sangre con una aguja hipodérmica del tamafio adecuado.

Puede acceder a la versidn electrdnica de las Instrucciones de uso de PR.A99 en el sitio web, www.setmedikal.com.tr

e  Determine la cantidad de liquido que se utilizara con la escala de graduacidn del cilindro de la jeringa.

e Latolerancia de la capacidad de la escala de graduacidn en el cilindro de la jeringa se muestra en la siguiente tabla de acuerdo con el

estandar EN ISO 7886-1.

CERIE ek n\c;Tl(nnz:II)de RIS Tolerancia de capacidad graduada (%)
1<v<3 15
55Vv<60 4

V*: Volumen

Poblacién 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 didmetro pequefio para liquidos y gases en aplicaciones
sanitarias — Seccion 7: Conexiones para aplicaciones intravenosas o hipodérmicas”.

Indicacion

Las jeringas hipodérmicas sin agujas, estériles y desechables son dispositivos que se utilizan para aplicar y extraer productos y liquidos médicos
para cuerpo. La vida util del producto es de 5 afios.

Contraindicacion

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

& Advertencias

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

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

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

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

e  Siexiste una advertencia especial para el medicamento administrado con jeringa, debe tenerse en cuenta durante la aplicacidon.
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e En las practicas, se debe tener en cuenta la tabla de tolerancia de capacidad para la escala de la graduacién mencionada en las
instrucciones de su uso.

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

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

o Si el embalaje estéril no se utiliza inmediatamente después de abrirlo, existe el riesgo de contaminacidon. 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.

Condiciones de Almacenamiento

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

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

e No cologue mas de 5 cajas sucesivas una encima de la otra.

La vida util del producto es de 5 afios.

Descripcion de los Simbolos Utilizados

Fabricante

Fragil. Tratar con cuidado

Fecha de produccién

7D

Mantener alejado de la luz solar

L E

Fecha de vencimiento

. N -

.
-

™ a

-

Mantener seco

LOT

Cadigo de lote

=

Mover verticalmente

REF

Numero de catdlogo

=

Limite superior de temperatura (45 °C)

Dispositivo médico

&)

[
S
=2

Limitacidon de humedad (20% — 80%)

No lo use si el embalaje esta dafiado y ver sus

Identificador de dispositivo Unico . .

uDI P @ instrucciones de uso
Persona responsable en el Reino Unido ® No reutilizar
STERILEIEO Esterilizado con dxido de etileno \I No contiene latex

No re esterilizar

K

No pirogénico

Sistema de barrera estéril Unico

@
=
<

Solo para uso profesional

El sistema de barrera estéril inico con embalaje
protector exterior

i

elFU Indicator

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

Atencién

=NC
SDA

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

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

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

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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NOTICE D’UTILISATION DE LA SERINGUE HYPODERMIQUE SANS AIGUILLE

Types de produit

Seringue hypodermique sans aiguille

Seringue Luer 2 piéces
2ml,2,5ml,5ml, 10 ml, 20 ml,

Seringue Luer 3 piéces
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Seringue Luer Lock 3 piéeces
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

2 pieces

Types de produit Seringue hypodermique sans aiguille
Luer - excentrique i e "
2 piéces Il —

Q-\ N (R
Luer - excentrique o =
3 piéces - E ‘

= i

Luer - Centric =

Luer - Centric
3 pieces

Luer Lock

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides aprés les avoir remplies. Les seringues sont essentiellement destinées a |'usage chez les hommes. Les seringues stérilisées
sont congues pour étre immédiatement utilisées dés qu’elles sont remplies et ne sont pas destinées a conserver pendant longtemps le

médicament a 'intérieur.

Les seringues hypodermique sans aiguille sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme EN 1SO 80369-7.

Les seringues hypodermiques stérilisées sans aiguille, a usage unique sont destinées a I'introduction des produits ou fluides médicaux dans le
corps, ainsi que leur préléevement. Les seringues sont utilisées avec l'aiguille hypodermique pour les injections intraveineuses,
intramusculaires, sous-cutanées et intradermiques, ainsi que pour prélever du sang dans une veine. En outre, elle permettent |'aspiration des
substances pharmaceutiques / médicaments du récipient dans lequel ils se trouvent pour |'application aux patients a I'aide de différents

systemes (par exemple sur la porte intraveineuse (IV).

Composants du produit

Nom de la piéece Matiere premiere

Cylindre PP — Polypropyléne
Piston PE — Polyéthylene, PP — Polypropyléne
Joint Caoutchouc isoprene, sans latex

Matériau d’emballage

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




HIPODERMIK IGNESIZ SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

e SEeT Menikal

Dok./Doc.No: PR.A99 Tarih/Date: 9.09.2024 Rev.No: 8 Sayfa No/Page No: 15 /33

Consignes d’utilisation

IFU Indicator

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

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

e L’emballage du produit contient la seringue stérilisée.

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

e S'il s’agit d’'une injection dans le corps a I'aide de la seringue avec I'aiguille hypodermique aux dimensions adaptées, remplir la
seringue de la quantité de fluide nécessaire.

e  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 l'injection, vérifier si le fluide coule bien dans la seringue.

e Procéder a I'injection intraveineuse, intramusculaire, sous-cutanée ou intradermique, selon I'application adaptée au fluide a injecter.

e Laseringue peut également étre utilisée avec une aiguille hypodermique aux dimensions adaptées, pour prélever du sang.

e  Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A99, 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.

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 Tolérance de capacité graduée (%)
V*, (ml)
1<v<3 15
55Vv<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 I'usage avec : « EN ISO 80369-7 Raccords de petite taille pour liquides et gaz utilisés dans le domaine de la santé —
Partie 7 : Connecteurs pour les applications intraveineuses ou hypodermiques ».

Indication

Les seringues hypodermiques stérilisées sans aiguille, a usage unique sont destinées a I'introduction des produits ou fluides médicaux dans le
corps, ainsi que leur prélevement. La durée de conservation du produit est de 5 ans.

Contre-indication

La seringue sans aiguille hypodermique 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.
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& Remarques

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

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

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

Lorsque le systéeme de barriere 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  En pratique, 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  Sile produit n"est pas immédiatement utilisé aussitot apres I'ouverture de I'emballage stérilisé, il y a risque de contamination. La
stérilisation du produit ne peut étre protégée, ne pas utiliser le produit.

e Llaréutilisation 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.

Conditions de stockage

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.
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.

Explication des symboles utilisés

Fabricant Fragile, tenir attentivement

Date de fabrication

\VA
)>.\¢ Ha

Tenir écarté des rayons solaires

-
.
-
™ a
-

Date d’expiration Tenir sec

L E

=)

LOT Numéro de lot Faire bouger en état vertical
, we Limite supérieure de la température
Numeéro de catalogue /ﬂ/ .
REF ! gu ambiante (45°C)
80%
MD Appareil médical @ Limites d’humidité (20% - 80%)
20%,
Ne pas utiliser si le paquet est
uUDI Identifiant unique de I'appareil endommagé et voir les consignes

d’utilisation

Ne pas réutiliser

Personne responsable au Royaume-Uni

Stérilisé en utilisant de I'oxyde
d’éthylene

Ne pas stériliser a nouveau

STERILE[EO

Ne contient pas de latex

Non pyrogene

X569 @
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Systéme de barriére stérilisée simple

B( Only

Uniquement utilisation
professionnelle

.....

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

elFU Indicator

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

Attention

UK
0086

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

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

7T

Signe justifiant la conformité a toutes les nécessités des Directives / Réglementation européennes
pertinentes relatives aux appareils médicaux.
Le numéro figurant en bas est le numéro de constitution approuvé.

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

Tél. : 0212 622 04 00
Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR HYPODERMISCHE SPRITZEN OHNE NADEL

Produkttyp

Hypodermische Spritze ohne Nadel

Luer 2 teilige Spritze
2ml,2,5ml,5ml, 10 ml, 20 ml

Luer 3 teilige Spritze
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 teilige Spritze
1ml,2ml, 2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Produkttyp Hypodermische Spritze ohne Nadel
Luer - exzentrisch = _5 n
2 Teile I e
Luer - exzentrisch . =4 i
3 Teile - E ‘;
=] o
Luer - zentrisch g = j
2 Teile rL—’f‘g“ {

Luer - zentrisch
3 Teile

Luer Lock

Verwendungszweck

Die leeren, sterilen Einwegspritzen aus Kunststoff werden nachdem sie vom Endverbraucher befillt wurden zum Absaugen und Injizieren
von Flissigkeiten verwendet. Die Spritzen sind hauptsachlich fir die Anwendung am Menschen bestimmt. Sterile Spritzen sind fiir eine
Verwendung umgehend nach der Befiillung konzipiert und haben nicht den Zweck, das Arzneimittel Gber einen langeren Zeitraum in sich
aufzubewahren.

Die Spritzen ohne Nadel sind fur die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN I1SO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen ohne Nadel sind Gerate, die dazu dienen, medizinische Produkte und Korperflissigkeiten dem
Korper zuzufiihren oder zu entnehmen. Die Spritzen werden zusammen mit hypodermischen Nadeln fiir intravendse, intramuskulare,
subkutane oder intrakutane Injektionen sowie fiir die intravendse Blutentnahme verwendet. Dariiber hinaus dient das Produkt dazu,
Pharmazeutika/Arzneimittel aus dem Behilter anzusaugen und mittels Systemen (z. B. Uber einen intravendsen (IV)-Anschluss) dem
Patienten zu verabreichen.
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Produktkomponenten

Teilbezeichnung Rohstoff

Zylinder PP — Polypropylen

Kolben PE — Polyethylen, PP — Polypropylen

Dichtung Isopren Kautschuk, frei von Latex

Verpackungsmaterial Fiir 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 Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e  Die Produktverpackung enthalt eine sterile Spritze.

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

e Soll mit der Spritze und einer Injektionsnadel geeigneter GroRRe in den Korper Flissigkeit injiziert werden, saugen Sie die bendtigte
Menge an Flissigkeit in die Spritze.

e Stellen Sie sicher, dass die Spritze keine Luftblasen enthélt. Befinden sich in der Spritze Luftblasen, diese unbedingt entfernen.

e  Prifen Sie vor der Injektion, ob ein Fliissigkeitsfluss in der Spritze gewahrleistet ist.

e Injizieren Sie die Injektionsfliissigkeit entsprechend der Anwendungsvorschrift intravends, intramuskuldr, subkutan oder intrakutan.

e Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch zum Ansaugen von Blut verwendet werden.

e Die elektronische Version der PR.A99 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

e Soll mit der Spritze in den Kérper Flssigkeit injiziert werden, saugen Sie die bendtigte Menge an Flissigkeit in die Spritze.

e Die Kapazitatstoleranz der auf der Spritze aufgedruckten Abstufungsskala ist entsprechend der Norm EN ISO 7886-1 in
untenstehender Tabelle aufgefiihrt.

Nominale K - .
ominate ariantat COATEA Abgestufte Kapazitatstoleranz (%)
V¥, (ml)
1<v<3 15
55V<60 4

V*: Volumen

Patientenzielgruppe
Es bestehen keine Einschrankungen fir die Patientenpopulation.

Benutzerzielgruppe

Gesundheitspersonal

Definition des Gerits, das zur Verwendung mit dem Gerét vorgesehen ist

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

Indikation

Sterile hypodermische Einwegspritzen ohne Nadel sind Gerate, die dazu dienen, medizinische Produkte und Korperflissigkeiten dem Kérper
zuzufiihren oder zu entnehmen. Die Haltbarkeit des Produkts betragt 5 Jahre.
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Kontraindikation

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

A Hinweise

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

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

Verwenden Sie das Produkt nicht nach dem auf der Verpackung des Gerats aufgedruckten Verfallsdatum.

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

Die maximale Verwendungsdauer der Spritze betragt 24 Stunden.

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

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

Entsorgen Sie das Produkt nach der Injektion oder Aspiration als medizinischen Abfall.

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

Wird die sterile Verpackung ge6ffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitat
kann nicht aufrechterhalten werden. Das Produkt nicht verwenden.

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

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

Lagerbedingungen

Bei Umgebungstemperatur von max. 45 °C lagern.

¢ Vor direkter Sonneneinstrahlung und feuchter Umgebung schiitzen.
¢ Die Packung in Pfeilrichtung lagern.
¢ Maximal funf Kartons (ibereinander lagern.

Die Haltbarkeit des Produkts betragt 5 Jahre.

Erlduterungen verwendeter Symbole

Hersteller

Zerbrechlich. Vorsichtig halten

Produktionsdatum

Vor Sonneneinstrahlung schiitzen

L E

Verfalldatum

Trocken halten

LOT

Lot-Nummer

Vertikal bewegen

REF

Katalognummer

Max. Lagertemperatur (45° C)

MD

Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% —
80%)

UDI

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt
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Verantwortliche Person im Vereinigten
Konigreich

Zum einmaligen Gebrauch

STERILE[EO

Sterilisiert mit Ethylenoxid

Enthalt kein Latex

Nicht erneut sterilisieren

Pyrogenfrei

Einfaches Sterilbarrieresystem

Nur fur professionellen Gebrauch

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

Kennzeichnung zur Erfillung der
Anforderungen der
Medizinprodukteverordnung des
Vereinigten Konigreichs

Die unten angezeigte Nummer ist die
Nummer der benannten Stelle

Kennzeichnung der Erfiillung der Anforderungen aller betreffenden europaischen
Medizinproduktrichtlinien / europaischen Gesetze
77 Die unten angezeigte Nummer ist die Nummer der benannten Stelle

Produktionsort

I Set Medikal Sanayi ve Ticaret A.S.

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

TurkeiTelefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO SIRINGA IPODERMICA SENZA AGO

Tipo Prodotto

Siringa Ipodermica Senza Ago

Siringa con attacco luer 2 pezzi
2ml,2,5ml,5ml, 10 ml, 20 ml

Siringa con attacco luer 3 pezzi
1ml,2ml, 25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Siringa con attacco luer-lock 3 pezzi
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Tipo Prodotto Siringa Ipodermica Senza Ago

Luer - Eccentrico i _5 n
. 1 — J
2 pezzi I
= Vi
Luer - Eccentrico e =) 1
3 pezzi B I: ' \,
T ] — 24]
Luer - Centrico = B )
2 parts = {

Luer - Centrico
3 parts

Luer Lock

Finalita di Uso

Le siringhe vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione di liquidi
dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate appena
dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

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

Le siringhe ipodermiche senza ago sterili e monouso sono dei dispositivi utilizzati per I'iniezione e I'aspirazione dei prodotti medici e dei liquidi
corporei. Le siringhe, quando vengono usate con I'ago ipodermico, sono destinate all’uso di iniezione endovenosa, intramuscolare, cutanea e
sottocutanea e di prelievo di sangue venoso. Inoltre, provvedono all’applicazione di farmaceutici/medicine, aspirandoli dai loro contenitori, nei
pazienti attraverso sistemi (ad esempio, su port intravenoso (1V)).

Composizioni del Prodotto

Componente Materia Prima
Cilindro PP-Polipropilene
Pistone PE-Polietilene, PP-Polipropilene

Tappo a stantuffo

Gomma isoprene, senza lattice

Materiale di confezione

Carta medicale e film trasparente per EO (confezione singola in blister)
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s IStruzioni di Uso

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

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

e La confezione del prodotto contiene la siringa sterile.

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

e Sesiinietta il liquido nel corpo attraverso la siringa con I'ago ipodermico di dimensione adeguata, prelevare il liquido nella siringa in
guantita necessaria.

e Assicurarsi che non siano presenti bolle d’aria nella siringa, ove presenti, rimuoverle assolutamente dalla siringa.

e  Prima di procedere con I'iniezione, verificare se ci sia il flusso di liquido nella siringa.

e Iniettare la soluzione per via endovenosa, intramuscolare, cutanea o sottocutanea, a seconda della procedura applicata.

e Lasiringa puo essere utilizzata anche per il prelievo di sangue con I'ago ipodermica di dimensione adeguata.

e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A99 sull’indirizzo www.setmedikal.com.tr.

e  Determinare la quantita del liquido ad essere usato con la scala graduata presente sulla siringa.

e Llatolleranza di capacita della scala graduata sulla siringa € riportata nella seguente tabella in conformita allo standard EN I1SO 7886-1.

- inal lla siri i
Capacita nom*lna RLlEIElls: Tolleranza di capacita graduata (%)
V¥, (ml)
1<v<3 15
55V<60 4

V*: Volume

Popolazione target di pazienti

Non é 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”.

Indicazione

Le siringhe ipodermiche senza ago, sterili e monouso, sono dei dispositivi utilizzati per I'iniezione e I'aspirazione dei prodotti medici e dei liquidi
corporei. La vita da scaffale del prodotto & di 5 anni.

Controindicazione
Le siringhe ipodermiche senza ago non possono essere utilizzate su piu pazienti. Il prodotto & utilizzabile su un unico paziente in modo

monouso, sterile. Non pulire né risterilizzare. Non & stata progettata per uso diverso da quello indicato. Dopo I'uso smaltire come rifiuto
sanitario.

A 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.
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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 & di 24 ore.

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

e 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 I'iniezione o I'aspirazione.

e |l prodotto & monouso e non puo essere riutilizzato né ripraticato, né tantomeno risterilizzato.

e Se la confezione sterile non venisse usata appena dopo l'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 Qualora si verifichi un grave incidente, la circostanza va comunicata all’'azienda produttrice e all’autorita competente.

Condizioni di Stoccaggio

° 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 sullaltro.

e  Lavita da scaffale del prodotto & di 5 anni.

Glossario dei Simboli Utilizzati

Azienda Produttrice Fragile! Maneggiare con cura

Data di Produzione Tenere lontano dai raggi solari

Data di Scadenza Mantenere asciutto

SIH 3

LOT Numero Lotto |I Trasportare in direzione verticale
REF Numero Catalogo /ﬂ/ Limite di temperatura massima (45°C)
80%
MD Dispositivo Medico @ Limite di umidita (20% — 80%) /
Se la confezione e danneggiata non
UDI L'identificazione unica dei dispositivi utilizzarla e consultare le istruzioni di

uso.

Persona responsabile nel Regno Unito

STERILEIEO Sterilizzato con ossido di etilene

Non risterilizzare

O Sistema di barriera sterile singola

Non riutilizzare

60 @

7
N

Senza lattice

Non Pirogenico

X

o
=
<

Solo ad uso professionale

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

P Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

’_

2,
.

I \

'

H 1
|

v

\ '

W

elFU Indicator
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& Marcatura per soddisfare i requisiti
UK della normativa sui dispositivi medici
Attenzione cA del Regno Unito
0086 Il numero di cui sotto si intende del
Numero dell’Ente Accreditato.

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, Turchia
Tel: 0212 622 04 00

www.setmedikal.com.tr
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WHCTPYKLIUA NO UCMOJNIb3OBAHMUIO LUMPULEB BE3 UMM ANA NOAKOXHbIX UHBEKLUA

Tun usgenus

LUnpuy, 6e3 Urnbl N8 NOAKOMKHBIX UHbEKLUA

Lnpuy Jlyep 2-KOMNOHEHTHbIN
2mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn

Lnpuy Jlyep 3-KOMNOHEHTHbIN
1mn, 2 mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

Wnpuy Jlyep JIOK 3-KOMNOHEHTHbIN
1mn, 2 mn, 2,5 mn, 3mn, 5mn, 10 mn, 20 mn, 50 mna, 60 mn

Tun nspenusa LWnpwuy, 6e3 urnbl g8 NoAKO>XKHbIX UHbEKLUN

INyep - aKCUEHTPUK o 5 -
2-KOMMOHEHTHbIN I ;

Jlyep - aKCL,eHTPUK o = (
3-KOMMOHEHTHbIN E

Jlyep - ueHTpuueckmii =z — i
2-KOMMOHEHTHbIN = i

JNlyep - ueHTpuueckni
3-KOMMOHEHTHbIN

Nyep Jlok

Llenb ncnonb3oBaHus

MycTble, cTepu/ibHble OAHOPAa30Bble LWNPULbI U3 MJACTUKOBbLIX MATEPUasioB UCMONb3YIOTCA KOHEYHbIMMU I'IOTpeﬁVITeﬂFIMVI AanAa 3a60pa n
BBeAeHnA )KVILI,KOCTEIZ nocne HanonHeHua. WWnpuubl npegHasHayeHbl B OCHOBHOM AN MCMO/b30BaHMA B OTHOLIEHUW OPraHM3ma 4yenoBeKa.
CTepunbHble WNpULbl NpeaHa3HavyeHbl 414 UCMOJIb30BAHUA HEMOCPEACTBEHHO NOC/AE UX HAaMOJIHEHMA U He NpefHa3HaYeHbl A AAUTeNIbHOTo
XpPaHeHMA NeKapCTBEHHbIX CpeaCTs.

LWnpuubl 6€3 urn gaa NoAKOMNKHbIX MHBEKLWUIA NPUFOAHbI AR UCNONb30BaHWUA C HAaKOHeYHUKamu «Jlyep» B cootBeTcTBuM ¢ EN 1SO 80369-7.

CTepunibHble OAHOPa30Bble WNPULbLI 6€3 UrA ANA NOAKOMKHbIX MHBEKUWUA — 3TO M3Ae/nA, MCMNOo/b3yemble A/A BBEAEHUA MEeAMLMUHCKUX
npenapaTos B OopraHu3m 1 3abopa 6GMONOTMYECKUX KUAKOCTEN M3 opraHMama. LLNnpuupsl B COMETaHUM C UrNaMU A8 NOLKONKHbIX MHBEKLMIA
MCNOb3YIOTCA ANA BHYTPUBEHHbIX, BHYTPMMbILEYHbIX, MOAKOMHbIX M BHYTPUKOMHbIX MHBEKLUMM, a Takke ana 3abopa Kposu. OHU TaKKe
MO3BO/IAIOT M3BNEKaTb GapmaLeBTUYecKne / IeKapCTBEHHbIE NpenapaTbl M3 KOHTeMHepa M BBOAMTb MX NauMeHTam Yepes cuctemy (Hanpumep,
yepes BHYTPUBEHHBIN NOPT).
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KomnoHeHTbl U3genua

HassaHue getanu CbipbeBo maTepuan

Uwnuupgp MM - noavnponunexH

MopweHb M3 - nonnatunen, MM - noarvnponuneH

Mpoknagka M3onpeHoBbI KayvyK, 6e3 naTekca

Martepuan ynakosku MeamumHcKan bymara 1 Nnpo3payHan NaeHKa, NpurogHas Ana ctepuansaumm
EO (eanHW4YHan ynakoBKa)

MHCprKLI,VIﬂ no ncnoJsib3o0BaHUKO
<IFU Indicator
e  BcKpoiiTe yNaKoBKy Yepes 0TBepCTHe, YKa3saHHOE CTPEsIKOW.
e Bu3yanbHO NPOBEPbTE KOMMIEKTHOCTb COAEPXMMOro U OTCYTCTBME MOBPENKAEHMI YNAKOBKMU.
B ynaKoBKe Haxo4MTbCA CTEPUIIbHLIN LWNpUL,
Y6eauTech, 4To rpagyMpoBOYHbIE IMHUM HA UMAVHAPE WNPULA XOPOLLO YMTALOTCA.
Mpn BBEAEHWUM XWUAKOCTM B OPraHM3m C MOMOLLbIO LINPULA B COYETaHMM C MUI/ION AN NOAKOMKHbIX UHBEKLMIA COOTBETCTBYHOLLErO
pasmepa HabepuTe XUAKOCTb B WNPUL, B HEOBXOAMMOM KOIMYECTBe.
e VY6eamTech, YTO B LINPULE HET Ny3bIPbKOB BO3AyXa. EC/M B WINPMLE eCTb Ny3blpbKY BO3AYXa, YAANUTE UX.
e [lepes MHbeKUMEN NPoBEPLTE MPOXOXKAEHME NMOTOKA KUAKOCTU B WINpULLE.
e  BBeauTe KMAKOCTb ANA UHBEKUMIA BHYTPUBEHHO, BHYTPUMbILLIEYHO, MOAKOXKHO UM BHYTPUKOXKHO B COOTBETCTBUM C MpoLieaypoi
BBEAEHMA.
e LUnpuu TaKkKe MOXKHO MCMO/b30BaATb A4/17 3a60pa KPOBM C MOMOLLBIO UMbl A1 MOAKOMHbIX MHBEKLMI COOTBETCTBYIOLLEro pasmepa.

e  C3/1eKTPOHHOM Bepcuen MHCTPYKLMM Mo NCcnonb3oBaHMio PR.A99 MOXKHO 03HAaKOMUTbCA Ha carTe www.setmedikal.com.tr
e Onpeaenute KOMYECTBO UCNOJb3YEMOW KUAKOCTM MO rPalyMpPOBaHHOM WKaie Ha Wwnpuue.
e JlonycK Ha rpafyMpoBaHHY BMECTMMOCTb LINPULA YKa3aH B TabaunLe HUXKe B COOTBETCTBUM cO cTaHAapTom EN ISO 7886-1.
HomuWHanbHasa BMeCTMMOCTb LWnpuLa Jlonyck Ha rpaayvpoBaHHYO

V*, (ml) BMECTUMOCTb (%)

1<v<3 15

55V<60 4

V*: 06bem

LleneBas rpynna nauneHToB

YCcTaHOBIEHHbIX Ol'paHl/I‘-IEHVIl‘/'I B OTHOLWEHUN rpynnbl NAUMEHTOB HE UMEETCA.
LleneBble nonb3oBaTenu
MeanUMHCKMIA NnepcoHan

OnucaHune yCTpOﬁCTB, npegHasHa4eHHbIX AN ucnosyib3oBaHuUA € nsgenvem

N3penune npurogHo gna UCnonb3oBaHus ¢ coegnHutenamm B cootsetctanm ¢ “EN I1SO 80369-7 CoeaMHUTENM MANOTO AUaMeTpa ANA XKUOKOCTeN
W rasoB, UCMO/b3yemble B 34paBooxpaHeHMuM — Yactb 7: YacTHble TpeboBaHMA K COEAUHUTENAM BHYTPUCOCYAMUCTOMO UAU MOAKOMHOMO
npumeHeHna".

Moka3aHusa

CTepMﬂbele O4HOpa3osble Wnpulbl 6e3 urn ANA NOAKOXHbIX I/IH'beKLl,MI7I ABNAKOTCA U3gennamu, UCnosibsyembiMmn AnAa eBeaeHnAa meguumHCKNX
npenapaTtos B OPraHM3Im u 3360pa b6uonormyecknx )KM,CI,KOCTeﬁ 13 opraHunsma. CpOK roAHOCTU U3genua coctasnnet 5 ner.
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MpoTuBonokasaHus

Wnpuubl ¢ Mraamu gna NOAKOMHbIX VIH'beKLI,VIVI He [AO0JIXKHbl MCNONb30BaATbCA b6onee yem ONA OAHOro nauueHTa. Msgenve moxket 6bITb
MCNONb30BaHO B CTEPU/IbHOM COCTOAHWM OAHOPA30BO ANA OAHOro naumeHta. O4yMCTKa MAW MOBTOPHaA CTepuansauma He gonyckaetca. He
npegHasHayeHbl 4NA NCNO0Nb30BaHMA HE NO Ha3Ha4YeHUIo. Mocne ncnonb3oBaHua yTVIIWISVIpyI‘/‘ITe KaK meaAnUNHCKNE OTX0A4bl.

& MpeaynpexaeHus

e He ucnonbsyiTe n3genune c NOBPEXAEHHOW UM BCKPbITON YNaKOBKOW.

Bu3yasbHO NpoBepbTe KOMMNIEKTHOCTb YNAKOBKM U OTCYTCTBUE NOBPEXAEHWUN.

He ncnonb3yiTte n3genve nocne UCTeHEHUA CPOKA FOAHOCTU, YKA3aHHOTO Ha YNaKoBKe.

Mpun BCKPbITUM CTepUIbHOMN BapbepHOI cUCTEMbI (eANMHUYHONM YNAaKOBKM) COeAMHEHME NPOU3BOAUTCA BE3 0XKMAAHUA B COOTBETCTBUM

C NpaBMNaMM acenTUKK.

e MaKcumanbHoe Bpemsa UCNo/Ib30BaHMA Wnpuua - 24 yaca.

e Ecav pgna npenapaTa, BBOAMMOrO C NMOMOLLBIO LWINPULER, UMEETCA CrneuuanbHoe npeaynpexaeHue, ero cnegyeT y4yuTbiBaTb Npu
NPUMEHEHUN.

e [lpM NpUMeHeHUM cneayeT y4yuTbiBaTb MOKasaTesn B Tabauue AONycka Ha rpagyvMpoBaHHYO BMECTMMOCTb, MpUBEAEHHOW B
MHCTPYKLMM MO NPUMEHEHUIO.

e [locne MHbeKUMM nnm 3abopa KUAKOCTU YTUAN3UPYITE U3Ae/Ine KaK MeaUUMHCKME OTXOAbI.

e UM3penve npefHasHayeHO TO/IBKO [ANA OAHOKPATHOFO WCMO/Ib30BaHWA, He MNOANEXWUT MOBTOPHOMY MPUMEHEHWIO, MOBTOPHOWM
06paboTKe Uan NOBTOPHOM CTEpPUAN3ALNN.

e Ecnu cTepuibHYO YNaKOBKY BCKPbITb U HE UCMO/Ib30BaTb CPa3y, BO3HMKAET PUCK 3apakeHua. ECM cTepUNbHOCTb U3AeNNA He MOXeT
6bITb COXpaHeHa, He UCMOAb3YITe ero.

e [loBTOpPHOE UCMO/Ib30BaHME U3AENNA MOXKET NPUBECTU K MHEKLMAM, NEPEKPECTHOMY 3apaKeHUIO U cencucy.

e [lpy BO3HMKHOBEHUM Cepbe3HbIX NOBOYHBIX 3IPPeKTOB HE0HX0AMMO YBEAOMUTL NPOU3BOANTENA U KOMMNETEHTHbBIA OpPraH.

YcnoBusa xpaHeHus

e XpaHuTb NpY TemnepaType OKpy:KatoLLel cpeabl He Bbilwe 45°C.
e 3aWMuaTh OT NPAMbIX COJTHEYHbIX JIy4ei U BNIAXKHOM cpeabl.

e XpaHMTb, PAacNONOXKMB KOPODOKY B HaNpaBAEHUN CTPEKM.

e  CKnaabiBaTh He 6osiee NATU KOPOBOK Apyr Ha apyre.

e  CpoOK rogHocTM NpoayKTa coctaBaset 5 nert.

MosicHeHusA K ncnosib3yemMmbiM YCITOBHbIM 0603Ha4YeHUAM

d KOMI'IaHVIﬂ-I'IpOM3BO,D‘VITEI'Ib Xpyrll(oe nsagenuve, 06paLLl,aTbCﬂ OCTOPOXKHO
<l
,D,aTa nponsBoacTea _’2 \‘- 3au.|,V|LL|,aTb OT COJIHEeYHbIX l'lyqem
B
LT
ﬂ,aTa ncrevyeHmnAa Cpoka rogHoCTm T XpaHVITb B CyXOM mecTte
LOT HOMEp napTtmn |I I'Iepemeu.l,aTb BEPTUKa/bHO

BepxHuit npeaen temnepatypbl (45°C)

REF Homep no kaTtanory /ﬂ/

45°C
80

%

MD MeaununHckoe nsgenuve N OrpaHuyeHue no BnaxHocTn (20%-80%)

He ncnonb3yitte, eciv ynakoska
noBpeKaeHa, U 06paTUTECh K MHCTPYKLMK
MO MCNO/b30BAHUIO

YHUKanbHbIN naeHtndunKaTop
nsgenus

UDI
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OTBETCTBEHHOE UL B
He ucnonb3osatb NOBTOPHO
BennkobputaHum
CTepuansoBaHoO € UCMO/Ib30BAHUEM @
STERILEIEO P \></ He copepuT natekca
OKMCK 3TU/EeHA W,
He cTepmnnsoBaTtb NOBTOPHO %{ HenuporeHHbIN
O NHauBruAayanbHan cTepuibHas 1‘))( TonbKo AnA npodeccrmoHabHOro
bapbepHasa cuctema Only NCNONb30BaHMSA
NHanBmAayanbHasa cTepuabHas CM. MHCTPYKLMIO MO UCMONb30BaHUIO UK
i ) bapbepHasn cMcTema C 3aLlUTHOM 06paTUTECH K 3/IEKTPOHHOMN MHCTPYKLMUK MO
""" YMaKOBKOM CHapY»*Ku eIFU Indicator MCMO/b30BAHMIO
C MapKupoBKa A5 COOTBETCTBUSA
UK TpeboBaHMAM MONOKEHMA O MEANLNHCKUX
BHUMmaHune cA nsgenusax Benukobputanmm
0086 YKa3aHHbI BHU3Y HOMEp ABAAETCA
HOMEpPOM HOTUPUUMPOBAHHOIO OpraHa

3HakK cooTBeTCTBUA Tp86OBaHMﬂM BCEX COOTBETCTBYHOLWNX ﬂ,MDEKTVIB EC no meanuMHCKUM

n3genmam / EBpOI'IEﬁCKOI'O 3aKoHO4aTe/IbCTBa

YKaszaHHbI BHU3Y HOMeEp ABAAETCA HOMEPOM HOTUDULMPOBAHHOIO OpraHa

MecTto npou3BoAcTBa

AKUMOHepHas KomnaHua «CeT Megukan CaHaiu Be TuarkapeT A.LLL.» [Set Medikal Sanayi ve Ticaret A.S.]
Appec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typums)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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IHCTPYKLIS1 3 B UKOPUCTAHHSA LUNPULIB BE3 rONOK ANA NIALWKIPHUX IH'EKLIN

Tun Bupoby

LUnpuuy 6e3 ronku ana nigwKipHUX iH'ekuin

LWinpuy, Jlyep 2-KOMMNOHEHTHU1
2 mn, 2,5 mn, 5mn, 10 mn, 20 mn

LWnpuy Jlyep 3-KOMNOHEHTHUIA

1mn, 2 mn, 2,5 mn, 3mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

LWnpuy Jlyep /10K 3-KOMNOHEHTHUI1
1 mn, 2 mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

Tun Bupo6y

Lnpwuy, 6e3 ronku gnAa NigLKipHUX iH'eKLin

Jlyep - EkcueHTpuk
2-KOMMOHEHTHUN

2-KOMMNOHEHTHUN

Q-\ . a1
Jlyep - EKcueHTpukK o = (
3-KOMMOHEHTHUM B E
— i
Jlyep - ueHTprMuHMn i = n
| g

Jlyep — LeHTpUUYHUN
3-KOMMNOHEHTHUM

Nyep Jlok

MeTta BUKOPUCTAHHA

MopOXKHi, CTepWUIbHI OAHOPA30BI WNPULM 3 NIACTUKOBUX MATepianis BUKOPUCTOBYHIOTBCA KiHLEBMMW CMOXKMBavYaMu ans 3abopy i BBeAEeHHSA
pianH nicna HanoBHeHHA. LUnpuun npusHayeHi B OCHOBHOMY A1 BUKOPWUCTAHHA Y BiAHOLWEHHI A0 opraHiamy noguHu. CTepunbHi wnpuum

npu3HayeHi ANA BUKOPUCTaHHA Be3nocepeHbo Nicn iX HANOBHEHHSA | HE NPU3HAYeHi ANA TpUBanoro 36epiraHHaA NiKapcbKUxX 3acobis.

LWnpuum 6e3 ronok Ana nigWwKipHUX iH'ekwii NpuaaTHI N8 BUKOPUCTAHHSA 3 HAKoHeYHMKamu "Jlyep" BianosigHo fo EN I1ISO 80369-7.

CTepunbHi 04HOPa30BI WNpULM 63 roNoK ANA NIAWKIPHUX iH'EKL — Le BUPO6U, AKi BUKOPUCTOBYIOTLCA AN BBEAEHHA MeAMYHMX npenapaTis
B OpraHiam i 3abopy 6ionoriyHmx piguH 3 opraHiamy. LUnpuum B NoeaHaHHI 3 rofkamu Aaa NiAWKipHUX iH'EKLi BUKOPUCTOBYIOTLCA ANA
BHYTPILWHbOBEHHWUX, BHYTPILUHbOM'A30BUX, MiALWKIPHMX | BHYTPILWHbOWKIPHUX iH'EKLiN, Ta AnA 3abopy KpoBi. BOHM TaKoX AatoTb 3mory
HabupaTn papmaLeBTUYHI/NiKapcbKi NpenapaTi 3 KoHTeiHepa | BBOAWTM iX NaLjieHTam yepes cuctemy (HanpuKknag, Yepes BHYTPILHbOBEHH UM

nopt).

KomnoHeHTH BUpoby

HasBa getani

CVpPOBUHHUI maTepian

Unninap MM - noninponineH
MopweHb ME - nonietnnen, MM - noninponinex
Mpoknagka I3onpeHoBMit Kayuyk, 6e3 natekcy

Martepian ynakoBku

MeauyHuit nanip i npo3opa nniBka, NnpuaaTHa Aaa crepunisadii EO
(oAMHMYHA ynaKoBKa)
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IHCTpPYKLIis 3 BUKOPUCTaHHA
elFU Indicator

e PO3KpwuiiTe yNaKoBKy Yepes OTBip, BKa3aHWUM CTPiNKOLO.

e  BisyanbHO nepeBipTe KOMNNEKTHICTb BMICTY Ta BiACYTHICTb NOLWKOAMKEHb YNAKOBKW.

e YnaKoBKa MiCTUTb CTEPUIbHUI LLNPUL,

e [lepeKoHaMTecs, WO MOXKHa YiTKO NpoYMTaTh rpadytoBasibHi AiHii Ha UMAIHAPI Wnpuua.

e [lpu BBEAEHHI PiANHX B OpraHiam 3a AONOMOTOH LWNPULA Y NOEAHAHHI 3 TONKOK ANA NiAWKIPHUX iH'EKLiN BignosigHOro posmipy
HabepiTb pignHy y WNpuL, y HeobXiaHIN KinbKoCTi.

e [lepeKkoHalTecs, WO y WNpULi HEMaE NOBITPAHUX BybbaloK. AKWO y wnpuui € bynbballKku NoBiTPA, BUAANITD iX.

o [lepegs iH'eKLiE NepeBipTe NPOXOAKEHHA NOTOKY PIANHU Y WNPUL.

e BBegiTb pPiAnHY ANA iH'EKLiN BHYTPILHbOBEHHO, BHYTPILLHbOM'A30B0, NiAWKIPHO abo BHYTPIWHbLOLWWKIPHO BigNoBiAHO A0 Npoueaypu
BBEAEHHA.

e Llnpwuu TakoX MOXKHA BUKOPUCTOBYBATK A/1A 3abOpy KPOBi 32 ONOMOrOH0 FONKM ANA NiALWKIPHMX iH'EKLiV BigNOBIAHOro po3mipy.

e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.A99 moKHa 03HaMomuTUCA Ha canTi www.setmedikal.com.tr

e Bu3HauTe KiNbKiCTb BUKOPUCTOBYBAHOI PiAMHM 33 rPagyMOBaHO LWKANO0K HA WNPULL.

e JlonycK Ha rpagyrioBaHy MICTKICTb LUNPULA BKa3aHO B Tabauui HMXKYe BianoBiaHo Ao ctaHaapty EN I1SO 7886-1.

Homi L
ominanbHa Z"CTKICTb tinputia [Jonyck Ha rpasyioBaHy MicTKicTb (%)
V¥, (ml)
1<v<3 5
5<Vv<60 4

V*: 06'em

LlinboBa rpyna nauieHTiB

BcTaHOBAEHMX 0BMEXKeHb LWOoA0 rPynu NaLieHTiB HEMaE.
LinboBi kopucTyBaui

MeaunyHuit nepcoHan

Onuc npucTpoiB, NPU3HAYEHUX ANA BUKOPUCTAHHA 3 BUPOOOM

Bupib npupaTHUiM Ana BMKOPUCTaHHA 3i 3'egHyBayamu BignosigHo ao "EN ISO 80369-7 3'eaHyBadi masnoro Aiametpa Ana piguH i rasis, aki
BMKOPWCTOBYHOTBHCA B OXOPOHIi 340p0B's - YacTnHa 7: YacTkosi BUMOIM [0 3'€QHYBaYiB BHYTPILLIHbOCYAMHHOrO abo MiALWKipHOro 3actocyBaHHA".

Moka3aHHA

CTepunbHi 0gHOPa30Bi WNpUUKY 6e3 ronok ANnA NifWKIPpHUX iH'EKLIN € BUpOOamMMU, LLLO BUKOPUCTOBYHOTLCA ANA BBEAEHHA MeANYHUX Npenaparis
B OpraHiam i 3abopy 6ionoriyHUX pigMH 3 opraHiamy. TepmiH NpMAATHOCTI BUPOBY CTaHOBUTL 5 pokiB.

MpoTunokasaHHA

Wnpuuy 3 ronkamu ONA NIAWKIPHMX iH'EKUiA He MOBWMHHI BMKOPUCTOBYBATUCA OiNbll HiXX ANA OAHOrO NaujieHTa. Bupib moxke 6ytn
BMKOPUCTAHUN Y CTEPUNbHOMY CTaHi O4HOPA30BO ANA OAHOro naujieHTa. OunweHHs abo MOBTOPHA CTepuAisauia He AO0MnycKaeTbcA. He
npu3HayveHi 417 BUKOPUCTAHHA He 3@ NPU3HAYEHHAM. MMicna BUKOPUCTaHHA YTUANI3yiTe AK MeguyHi Bigxoam.

& MonepenxeHHsA

e He BuKopucTosyiTe BUPi6 3 NOLWKOAKEHO abo PO3KPUTOIO YNaKOBKOIO.

e  Bi3syanbHO nepeBipTe KOMMNNEKTHICTb YNAKOBKM Ta BiACYTHICTb NOLWKOAMKEHb.

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

e [licna BiAKPUTTA CTepunbHOI 6ap'epHOi cucTemm (ynakoBKM) 3'eaHaHHA BioOyBaeTbcs 6e3 OuiKyBaHHA BIAMOBIAHO A0 Npasua
acenTuKu.
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e MaKcMManbHUM Yac BUKOPUCTaHHA WNpuua - 24 roamHu.

e  AKWo Ans npenapaTty, WO BBOAMTBCA 3a AOMOMOrOH LWINPULA, € CheliasibHe 3aCTEPEeXKeHHs, MOro cnig, BpaxoByBaTM Mif Yac
3aCTOCYBaHHSA.

e [lig yac 3acToCyBaHHS C/ig, BpaxoByBaTWM MOKAa3HUKM B Tabauui OONYycKy Ha rpagyMoBaHy MICTKICTb, HagaHi B iHCTPyKUii i3
3aCTOCYBaHHSA.

e [licna iH'ekuii abo 3abopy pianHM yTUAI3yiTe BUPI6 AK MeanyHi Bigxoau.

e  Bupib npusHaueHui TiNbKKM A O4HOPA30BOr0 BMKOPMCTAHHSA, He NigNArae NOBTOPHOMY 3aCTOCYBaHHIO, NOBTOPHIM 06pobui abo
NOBTOPHIl cTepuAisau;i.

o AKWO CTepubHY YNaKOBKY PO3KPUTU i HE BUKOPUCTATU OApa3y, BUHUKAE PU3MK 3aparKeHHA. AKLLO CTEPU/IbHICTL BUPODY He Moxe
6yTn 36eperkeHa, He BUKOPUCTOBYITE MOTO.

e  [lOBTOpPHE BUKOPUCTAHHA BUPOBY MOKe NPU3BECTU A0 iHDEKLN, NepexpecHoro 3apaxKeHHs i cencucy.

e [lpy BUHUKHEHHI cepio3HMX NobiYHMX edeKTiB HeObXiAHO NOBIAOMUTY BUPOOHMKA Ta KOMNETEHTHUI OpraH.

YMoBM 36epiraHHA

36epiraT Npu TemnepaTypi HABKOIMLWHLOTO cepeaoBuLa He BuLe 45°C.
3axuLaT Big, NPAMMUX COHAYHMUX MPOMEHIB i BOJIOrOro cepefoBuLLa.

e 36epiratu, po3TallyBaBLUM KOPOOKY B HANPAMKY CTPINKMU.

e  CKknagaTv He binblue N'ATM KOPOOOK OAHA Ha OAHIN.

TepMiH NpMAATHOCTI NPOAYKTY CTAHOBMUTL 5 pokiB.

MosicHeHHA #o BUKOPUCTOBYBAHUX YMOBHUX NO3HAY€Hb

Kpuxkuit Bupi6, nosoantucs
obeperkHo

KomnaHis-BMpobHUK

&

L
v

[ata BMpobHuLTBa 3axuLaTh Bif, COHAYHOrO NPOMIHHA

)
Z

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI 36epiraTi B Cyxomy MmicLii

SR
2}

Homep naprii MepemiwaTtn BEpPTUKANbHO
LOT p nap " p p
REF Homep 3a katasorom /ﬂ/ BepxHsa mexka Temnepatypw (45°C)
MD MeauuHuit BUpi6 w’ O6MesKeHHA LWoAo BoNorocTi (20%-
20%)—" 80%)
YHikanbHWUi ineHTUdikaTop BUPOLY He BMKOpPMCTOBYITE, AKLLO YNAaKOBKa
uUDI NOLIKOAXKEHA, | 3BEPHITbCA A0

IHCTPYKLLIT 3 BUKOPUCTAHHA

He BMKOpPMCTOBYBaTU NOBTOPHO

BignosiganbHa ocoba y BennkobputaHii

& ©

CTepnnizoBaHO 3 BUKOPUCTAHHAM OKUCY He mictntb natekcy
STERILE[EO <7
eTuneHy P,
He ctepunisyBatn NOBTOPHO N HeniporeHHuit
O IHoMBIAyanbHa cTepuabHa bap'epHa 1‘))( TinbKu ana npodecinHoro
cucTema Only BMKOPUCTAHHSA

[VB. IHCTPYKL,iIO 3 BUKOPUCTAHHA
abo 3BepPHITbCA 4,0 €NEeKTPOHHOI
elFU Indicator iHCTPYKL,iT 3 BAKOPUCTAHHA

A IHAMBIAyaNbHa cTepuibHa H6ap'epHa
_____ cucTema i3 3aXMCHOKO YMaKOBKOK 30BHI

3
D
]
"
"
g
R
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YBara cA KoponiscTBa Woao meamyHux supobis
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HOTM(IKOBAHOIO OpraHy

3HaK BiAMNoOBIAHOCTI BUMOram ycix BianosigHux Aupektms EC Wwoa0 meandHnx supobis /
€BponencbKkoro 3aKOHOAaBCTBa
2797 3a3Hay4yeHn BHU3Y HOMEp € HOMEePOM HOTUGIKOBAHOTO OpraHy

Micue BUpoGHMLTBA

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

Appeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tirkiye (Crambyn, TypeuunHa)
Ten.: 0212 622 04 00

www.setmedikal.com.tr
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HiPODERMIK iGNESIZ SIRINGA KULLANMA TALIMATI

Uriin Tipi

Hipodermik ignesiz Siringa

Luer 2 parga Siringa
2ml,2,5ml,5ml, 10 ml, 20 ml

Luer 3 parga Siringa
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Siringa Tipi ignesiz Siringa
Luer - Merkezden Kagik = _5 n
2 parca | { )
Q-\ AN a1
Luer - Merkezden Kagik e =) 1
3 parca B I: ' \,
=] M
Luer - Merkezde (s ol )
2 parca = {

Luer - Merkezde
3 parca

Luer Lock

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar dncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullaniimak tzere
tasarlanmistir ve ilaci uzun siire boyunca iginde muhafaza etmesi amaglanmamistir.

Hipodermik ignesiz siringalar, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grinlerin ve vicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak icin kullanilir. Ayrica, farmasétik/ilaglar kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intravenéz (IV) port tizerinden)
uygulanmasini saglar.
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Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

Kullanma Talimati

IFU Indieator

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

Urilin ambalaji steril siringadan olusmaktadir.

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

Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.
Siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

Enjeksiyondan 6nce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas icine, deri altina veya cilt igine enjekte edin.

Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

PR.A99 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Kullanilacak sivi miktarini, siringa tzerinde bulunan derecelendirme skalasi ile saglayin.

e Siringa Uzerinde yer alan derecelendirme skalasinin kapasite toleransi, EN I1SO 7886-1 standardina uygun olarak asagidaki tabloda

belirtilmistir.
SOl LSl S Derecelendirilmis Kapasite Toleransi (%)
V*, (ml)
1<v<3 5
55Vv<60 4

*V: Hacim

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi 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 igin baglanti elemanlari” baglanti konnektdorleri ile kullanima uygundur.

Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz siringalar birden fazla hastada kullanilmaz. 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.
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& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

Steril bariyer sistem (birim paket) acildiginda aseptik kurallara uygun olarak bekletmeden baglanti saglanir.
Siringanin maksimum kullanim siiresi 24 saattir.

Siringa ile uygulanan ilag igin 6zel bir uyari varsa uygulamada dikkate alinmahdir.

Uygulamalarda, kullanim talimatinda verilen derecelendirme skalasinin kapasite toleransi tablosu dikkate alinmalidir.
Urilinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

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

e Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, iriinii kullanmayin.
e Uriiniin tekrar kullanilmasi enfeksiyonlara, capraz kontaminasyona ve sepsise neden olabilir.

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

Depolama Kosullari

e 45°C'yi asmayan ortam sicaklig§inda muhafaza ediniz.

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

Ust {ste en fazla bes koli koyularak muhafaza edin.
Urlintin raf émrii 5 yildir.

Kullanilan Sembollerin A¢iklamasi

Uretici Firma ! Kirilgan. dikkatli tutun

Uretim Tarihi Gulnes i1s1dindan uzak tutun

S
%

Son Kullanma Tarihi T\ Kuru tutun

—

LOT Lot Numarasi | Dikey olarak hareket ettir

45C

REF Katalog numarasi Sicakhgin Gst sinin (45°C)

—

2
&

Tibbi Cihaz Nem sinirlamasi (%20 — %80) /

&),

~
=3
2

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

Benzersiz cihaz tanimlayici

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

EE%

Tekrar Kullanmayin

J69©

7
A

Etilen oksit kullanilarak sterilize

edilmistir Lateks icermez

Tekrar sterilize etmeyin Pirojenik olmayan

X

O®|
5

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim
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Kullanim talimatina bakin veya

Q D|§|_nda I_<oruy_ucu a_mbalaj bulunan tek [:E] elektronik kullanim talimatina
pS— steril bariyer sistemi -
elFU Indicator ba§vu run

/N Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini kargilamaya
yonelik isaret
Altta gorintilenen numara Onaylanmis Kurulus Numarasidir

2797

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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HYPODERMIC SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

Product Type

Hypodermic Syringes Without Needles

Luer 2 part Syringe
2ml,2,5ml,5ml, 10 ml, 20 ml

Luer 3 part Syringe
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 part Syringe
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Product Type Hypodermic Syringes Without Needles
Luer - Eccentric - 5 .
2 parts Il h—
Q-\ N I
Luer - Eccentric s —q i
3 parts - E ‘,
— s L
Luer - Centric :‘CJ- . L
2 parts — ;

Luer - Centric
3 parts

Luer Lock

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Hypodermic syringes without needle are suitable for use with luer tip connection connectors in accordance with EN 1SO 80369-7.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. If syringes are used in combination with hypodermic needles, they are used for intravenous, intramuscular,
subcutaneous and intradermal injection. It is also used for the aspiration of the pharmaceutical/drugs from its container in order to administer
them to the patient via systems (for ex. via intravenous (IV) port).
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Product Components

Component Name Raw Material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

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

IFU Indicator

Instruction for Use

Open the packaging by stripping it from the opening place indicated by the arrow sign.

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

The product packaging consists of a sterile syringe.

Make sure that the grading lines on the syringe barrel are legible.

If liquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into
the syringe in the required amount.

Make sure that there are no air bubbles in the syringe; if any, remove them.

Before injection, check whether liquid flow can be ensured in the syringe.

Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application
procedure.

In case of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

The electronic version of PR.A99 Instruction for use is available at www.setmedikal.com.tr.

Determine the amount of liquid to be used using the graduated scale on the syringe.
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)
1<sV<3 +5
5<V=60 +4

V*: Volume

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN 1SO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
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medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.

A Cautions

e Do not use the Product if the package is opened and 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 When the sterile barrier system (unit packaging) is opened, the needle is inserted without waiting in accordance with aseptic rules.

e  The maximum usage time of the syringe is 24 hours.

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

e Inapplications, the capacity tolerance table of the graduated scale given in the instructions for use should be taken into account.

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

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.
The shelf life of product is 5 years.

Description Of The Symbol Used

Manufacturer ! Fragile. Handle with care

-
dl Date of manufacture 7 ."\“" Keep away from sunlight
)

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

Do not reuse

European Community (United

Kingdom)

Authorized representative in the ®
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STERE == | Sterilized using ethylene oxide \'( Latex free
@ Do not resterilize %( Non-pyrogenic
O Single sterile barrier system K Only | Professional Use Only
O Single sterile barrier system with Consult instruction for use or
RN protective packaging outside T consult electronic instruction for use
& Caution
Marking for meeting the requirements of all relevant European Medical Device
€ 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 LA JERINGA HIPODERMICA SIN AGUJA

Tipo de Producto

Jeringa Hipodérmica sin Aguja

Jeringa de 2 piezas con Punta Luer
2ml,2,5ml,5ml, 10 ml, 20 ml

Jeringa de 3 piezas con Punta Luer
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Jeringa de 3 piezas con Punta Luer Lock
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Tipo de Producto Jeringa Hipodérmica sin Aguja
Luer - Excéntrico - —s1 n
2 piezas I ) g
Q-\ . a1
Luer - Excéntrico P = (
3 piezas - [ 1,
— i
Luer - Céntrico e B i
2 piezas = i

Luer - Céntrico
3 piezas

Luer Lock

Propésito del Uso

Las jeringas vacias, estériles y desechables hechas de materiales pldsticos se utilizan para la aspiracion e inyeccién de liquidos después de
haber sido llenadas por los usuarios finales. Las jeringas son principalmente para uso en humanos. Las jeringas estériles estan disefiadas para
usarse sin esperar después del llenado y no estan disefiadas para retener el medicamento durante largo tiempo.

Las jeringas hipodérmicas sin agujas son adecuadas para su uso con conectores de punta Luer que cumplen con el el estandar EN ISO 80369-7.

Las jeringas hipodérmicas sin agujas, estériles y desechables son dispositivos que se utilizan para la aplicacidon de productos y liquidos médicos.
Las jeringas con hipodérmicas agujas se utilizan para inyecciones por via intravenosa, intramuscular, subcutanea o intercutanea y para extraer
sangre de una vena. Ademas, aspira productos farmacéuticos/medicamentos de su contenedor y permite que se administren a los pacientes a
través de los sistemas (p. ej., a través del puerto intravenoso (1V)).

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno
Piston PE — Polietileno, PP — Polipropileno
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Empaquetadura Caucho isopreno, no contiene latex.
Material de embalaje Papel médico y pelicula transparente apta para la esterilizaciéon 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 aguja esterilizada.

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

Si se va a inyectar un liquido en el cuerpo con una jeringa y una aguja hipodérmica del tamafo adecuado; extraiga la cantidad
necesaria del liquido con la jeringa.

Asegurese de que no haya burbujas de aire en la jeringa, si las hay, retirelas.

Antes de la inyeccion, compruebe que se puede lograr el flujo de liquido en la jeringa.

Inyecte el liquido en la vena o por via intramuscular, subcutdnea o intercutanea de acuerdo con el tratamiento de aplicacion.

La jeringa también se puede utilizar para aspiracion de sangre con una aguja hipodérmica del tamafio adecuado.

Puede acceder a la version electrdnica de las Instrucciones de uso de PR.A99 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.

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 1SO 7886-1.

. inal de I ieri
Capdelcad noTlna Ll Tolerancia de capacidad graduada (%)
V*, (ml)
1<v<3 5
55V<60 4

V*: Volumen

Poblacién 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 didmetro pequeiio para liquidos y gases en aplicaciones
sanitarias — Seccion 7: Conexiones para aplicaciones intravenosas o hipodérmicas”.

Indicacion

Las jeringas hipodérmicas sin agujas, estériles y desechables son dispositivos que se utilizan para aplicar y extraer productos y liquidos médicos
para cuerpo. La vida util del producto es de 5 afios.

Contraindicacion

Las jeringas hipodérmicas sin agujas 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 estd disefiado para usarse fuera del uso previsto especificado. Después de su uso,
deseche el producto como residuo médico.
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& Advertencias

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

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

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

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

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

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

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

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

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

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 direccidn de la flecha.

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

Descripcion de los Simbolos Utilizados

Fabricante ! Fragil. Tratar con cuidado

Fecha de produccion gy Mantener alejado de la luz solar

Fecha de vencimiento o Mantener seco

n
-

SIES =
3

Codigo de lote

LOT

Mover verticalmente

=)

Numero de catdlogo
Limite superior de temperatura (45 °C)

=
o
o

REF

Dispositivo médico Limitacidon de humedad (20% — 80%)

-]

R

)
®

No lo use si el embalaje estd dafiado y ver sus

Identificador de dispositivo Unico . .
instrucciones de uso

Representante autorizado en la Comunidad

. . N tili
Europea (Reino Unido) o reutiizar

EE%

J60 ©

%
Q

L Esterilizado con 6xido de etileno No contiene latex

No re esterilizar No pirogénico

S

Sistema de barrera estéril Unico Solo para uso profesional

O®|d
5
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===

.....

El sistema de barrera estéril Unico con embalaje Consultar instrucciones de uso o consulte la

protector exterior instrucciones de uso via electrénica
elFU Indicator

S

Atencién

mar

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

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Seringue hypodermique sans aiguille

Seringue Luer 2 piéces
2ml, 2,5ml,5ml, 10 ml, 20 ml,

Seringue Luer 3 piéces

1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Seringue Luer Lock 3 pieces

1ml,2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 50 ml, 60 ml

Types de produit

Seringue hypodermique sans aiguille

Luer - excentrique
2 piéces

Luer - excentrique
3 pieces

Luer - Centric
2 pieces

Luer - Centric
3 piéces

Luer Lock

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides aprés les avoir remplies. Les seringues sont essentiellement destinées a |'usage chez les hommes. Les seringues stérilisées
sont congues pour étre immédiatement utilisées dés qu’elles sont remplies et ne sont pas destinées a conserver pendant longtemps le

médicament a 'intérieur.

Les seringues hypodermique sans aiguille sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme EN ISO 80369-7.

Les seringues hypodermiques stérilisées sans aiguille, a usage unique sont destinées a I'introduction des produits ou fluides médicaux dans le
corps, ainsi que leur préléevement. Les seringues sont utilisées avec l'aiguille hypodermique pour les injections intraveineuses,
intramusculaires, sous-cutanées et intradermiques, ainsi que pour prélever du sang dans une veine. En outre, elle permettent I'aspiration des
substances pharmaceutiques / médicaments du récipient dans lequel ils se trouvent pour |'application aux patients a I'aide de différents
systemes (par exemple sur la porte intraveineuse (IV).
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Composants du produit

Nom de la piece Matiére premiere

Cylindre PP — Polypropyléne

Piston PE — Polyéthylene, PP — Polypropyléne

Joint Caoutchouc isoprene, sans latex

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

IFU Indieator

Consignes d’utilisation

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

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

L’emballage du produit contient la seringue stérilisée.

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

S’il s’agit d’une injection dans le corps a 'aide de la seringue avec I'aiguille hypodermique aux dimensions adaptées, remplir la
seringue de la quantité de fluide nécessaire.

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.
Avant l'injection, vérifier si le fluide coule bien dans la seringue.

Procéder a I'injection intraveineuse, intramusculaire, sous-cutanée ou intradermique, selon I'application adaptée au fluide a injecter.
La seringue peut également étre utilisée avec une aiguille hypodermique aux dimensions adaptées, pour prélever du sang.

Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A99, sur le site web suivant :
www.setmedikal.com.tr.

Fixer le volume du liquide a utiliser, a I'aide de la plage de graduation figurant sur le cylindre de la seringue.

La tolérance de capacité de la plage de graduation figurant sur le cylindre de la seringue est indiquée sur le tableau ci-apres,
conformément a la norme EN ISO 7886-1.

C ité inale de | i . . a
apacite nominale e fa seringue Tolérance de capacité graduée (%)
V*, (ml)
1<v<3 5
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 ISO 80369-7 Raccords de petite taille pour liquides et gaz utilisés dans le domaine de la santé —
Partie 7 : Connecteurs pour les applications intraveineuses ou hypodermiques ».

Indication

Les seringues hypodermiques stérilisées sans aiguille, a usage unique sont destinées a I'introduction des produits ou fluides médicaux dans le
corps, ainsi que leur prélevement. La durée de conservation du produit est de 5 ans.
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Contre-indication

La seringue sans aiguille hypodermique 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 apres 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 En pratique, 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  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.

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.

Explication des symboles utilisés

Fabricant I Fragile, tenir attentivement

Date d’expiration Tenir sec

-
dl Date de fabrication ﬁ\*‘ Tenir écarté des rayons solaires

LOT Numeéro de lot |l Faire bouger en état vertical

. Limite supérieure de la température
REF Numéro de catalogue /ﬂf (450C)
MD Appareil médical (%) Limites d’humidité (20% - 80%) /

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

Représentant agréé dans la N A
. . e pas réutiliser
Communauté européenne (Royaume-

uUDI Identifiant unique de I'appareil
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uni)

Stérilisé en utilisant de I'oxyde
d’éthylene

ey
N4

Ne contient pas de latex

Ne pas stériliser a nouveau

K

Non pyrogéne

Systéme de barriére stérilisée simple

B( Only

Uniguement utilisation
professionnelle

-----

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

elFU Indicator

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

Attention

79T

Signe justifiant la satisfaction de toutes les nécessités des Directives / Réglementation
européennes pertinentes relatives aux appareils médicaux.
Le numéro figurant en bas est le numéro de constitution approuvé.

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

Tél.: 0212 622 04 00
Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR HYPODERMISCHE SPRITZEN OHNE NADEL

Produkttyp

Hypodermische Spritze ohne Nadel

Luer 2 teilige Spritze
2ml,2,5ml,5ml, 10 ml, 20 ml

Luer 3 teilige Spritze
1ml,2ml, 25ml,3ml,5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 teilige Spritze
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Produkttyp Hypodermische Spritze ohne Nadel
Luer - exzentrisch e —5 n
2 Teile [ R
Q{\ N |
Luer - exzentrisch s —q n
3 Teile - [ |
=" g
Luer - zentrisch g . L
2 Teile n;_;;_‘ {

Luer - zentrisch
3 Teile

Luer Lock

Verwendungszweck

Die leeren, sterilen Einwegspritzen aus Kunststoff werden nachdem sie vom Endverbraucher befillt wurden zum Absaugen und Injizieren
von Flussigkeiten verwendet. Die Spritzen sind hauptsachlich fur die Anwendung am Menschen bestimmt. Sterile Spritzen sind fir eine
Verwendung umgehend nach der Befiillung konzipiert und haben nicht den Zweck, das Arzneimittel Gber einen langeren Zeitraum in sich
aufzubewahren.

Die Spritzen ohne Nadel sind fur die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN I1SO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen ohne Nadel sind Gerate, die dazu dienen, medizinische Produkte und Korperflissigkeiten dem
Kérper zuzufiihren oder zu entnehmen. Die Spritzen werden zusammen mit hypodermischen Nadeln fiir intravendse, intramuskulare,
subkutane oder intrakutane Injektionen sowie fiir die intravendse Blutentnahme verwendet. Dariiber hinaus dient das Produkt dazu,
Pharmazeutika/Arzneimittel aus dem Behilter anzusaugen und mittels Systemen (z. B. Uber einen intravendsen (IV)-Anschluss) dem
Patienten zu verabreichen.
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Produktkomponenten

Teilbezeichnung Rohstoff

Zylinder PP — Polypropylen

Kolben PE — Polyethylen, PP — Polypropylen

Dichtung Isopren Kautschuk, frei von Latex

Verpackungsmaterial Fiir 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 Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e  Die Produktverpackung enthalt eine sterile Spritze.

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

e Soll mit der Spritze und einer Injektionsnadel geeigneter GroRRe in den Korper Flissigkeit injiziert werden, saugen Sie die bendtigte
Menge an Flissigkeit in die Spritze.

e Stellen Sie sicher, dass die Spritze keine Luftblasen enthélt. Befinden sich in der Spritze Luftblasen, diese unbedingt entfernen.

e  Prifen Sie vor der Injektion, ob ein Fliissigkeitsfluss in der Spritze gewahrleistet ist.

e Injizieren Sie die Injektionsfliissigkeit entsprechend der Anwendungsvorschrift intravends, intramuskuldr, subkutan oder intrakutan.

e Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch zum Ansaugen von Blut verwendet werden.

e Die elektronische Version der PR.A99 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

e Soll mit der Spritze in den Kérper Flssigkeit injiziert werden, saugen Sie die bendtigte Menge an Flissigkeit in die Spritze.

e Die Kapazitatstoleranz der auf der Spritze aufgedruckten Abstufungsskala ist entsprechend der Norm EN ISO 7886-1 in
untenstehender Tabelle aufgefiihrt.

Nominale K - .
ominate ariantat COATEA Abgestufte Kapazitatstoleranz (%)
V¥, (ml)
1<v<3 15
55V<60 4

V*: Volumen

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

Geeignet fiur die Verwendung mit ,EN I1SO 80369-7 Anschliisse mit kleinem Durchmesser fiir Flissigkeiten und Gase fiir Anwendungen im
Gesundheitswesen — Teil 7: Anschlisse flr intraventse oder hypodermische Anwendungen.

Indikation

Sterile hypodermische Einwegspritzen ohne Nadel sind Gerate, die dazu dienen, medizinische Produkte und Korperflissigkeiten dem Kérper
zuzufiihren oder zu entnehmen. Die Haltbarkeit des Produkts betragt 5 Jahre.
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Kontraindikation

Hypodermische Spritzen ohne Nadel 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

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

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

Verwenden Sie das Produkt nicht nach dem auf der Verpackung des Gerats aufgedruckten Verfallsdatum.

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

Die maximale Verwendungsdauer der Spritze betragt 24 Stunden.

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

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

Entsorgen Sie das Produkt nach der Injektion oder Aspiration als medizinischen Abfall.

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

Wird die sterile Verpackung ge6ffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitat
kann nicht aufrechterhalten werden. Das Produkt nicht verwenden.

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

Bei schwerwiegenden unerwiinschten Vorféllen missen der Hersteller und die zustdandige Behorde benachrichtigt werden.

Lagerbedingungen

Bei Umgebungstemperatur von max. 45 °C lagern.

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

Maximal finf Kartons tbereinander lagern.

Die Haltbarkeit des Produkts betragt 5 Jahre.

Erlduterungen verwendeter Symbole

d Hersteller ! Zerbrechlich. Vorsichtig halten
| S |
dl Produktionsdatum ZLY Vor Sonneneinstrahlung schiitzen
)
g Verfalldatum N Trocken halten
LOT Lot-Nummer ll Vertikal bewegen
REF Katalognummer /ﬂ[ Max. Lagertemperatur (45° C)
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Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% -
80%) /

Nicht verwenden, wenn

uUDI Eindeutige Produktidentifizierung @ Packung beschadigt
EU-Bevollméachtigter (Vereinigtes . .
Konigreich ® Zum einmaligen Gebrauch
eremn Bl | Sterilisiert mit Ethylenoxid QaTex)

Enthalt kein Latex

Nicht erneut sterilisieren

Pyrogenfrei

Einfaches Sterilbarrieresystem

Nur fur professionellen Gebrauch

===

Einfaches Sterilbarrieresystem mit
aulerer Schutzverpackung

elFU Indicator

Gebrauchsanweisung beachten
oder elektronische
Gebrauchsanweisung heranziehen

Achtung

2797

Kennzeichnung der Erflillung 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.
d Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul

TirkeiTelefon: 0212 622 04 00

www.setmedikal.com.tr
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ISTRUZIONI DI USO SIRINGA IPODERMICA SENZA AGO

Tipo Prodotto

Siringa Ipodermica Senza Ago

Siringa con attacco luer 2 pezzi
2ml,2,5ml,5ml, 10 ml, 20 ml

Siringa con attacco luer 3 pezzi
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Siringa con attacco luer-lock 3 pezzi
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Tipo Prodotto Siringa Ipodermica Senza Ago
Luer - Eccentrico i 5 o
2 pezzi Il —
Q-\ N (R
Luer - Eccentrico o =1 i
3 pezzi N [ ' ‘,
= ™ i
Luer - Centrico = a I
2 parts n_;:_;‘ {

Luer - Centrico
3 parts

Luer Lock

Finalita di Uso

Le siringhe vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione di liquidi
dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate appena
dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

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

Le siringhe ipodermiche senza ago sterili e monouso sono dei dispositivi utilizzati per I'iniezione e I'aspirazione dei prodotti medici e dei liquidi
corporei. Le siringhe, quando vengono usate con I'ago ipodermico, sono destinate all’'uso di iniezione endovenosa, intramuscolare, cutanea e
sottocutanea e di prelievo di sangue venoso. Inoltre, provvedono all’applicazione di farmaceutici/medicine, aspirandoli dai loro contenitori, nei
pazienti attraverso sistemi (ad esempio, su port intravenoso (1V)).

Composizioni del Prodotto

Componente Materia Prima

Cilindro PP-Polipropilene

Pistone PE-Polietilene, PP-Polipropilene
Tappo a stantuffo Gomma isoprene, senza lattice
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| Materiale di confezione Carta medicale e film trasparente per EO (confezione singola in blister)

L1=] |struzioni di Uso
e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.
e  Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.
e La confezione del prodotto contiene la siringa sterile.
e  Assicurarsi che la scala graduata sul cilindro della siringa sia ben leggibile.
e  Sesiinietta il liquido nel corpo attraverso la siringa con I'ago ipodermico di dimensione adeguata, prelevare il liquido nella siringa in
quantita necessaria.
e Assicurarsi che non siano presenti bolle d’aria nella siringa, ove presenti, rimuoverle assolutamente dalla siringa.
e  Prima di procedere con I'iniezione, verificare se ci sia il flusso di liquido nella siringa.
e |Iniettare la soluzione per via endovenosa, intramuscolare, cutanea o sottocutanea, a seconda della procedura applicata.
e Lasiringa puo essere utilizzata anche per il prelievo di sangue con I'ago ipodermica di dimensione adeguata.
e E possibile accedere alla versione digitale dell’istruzione di uso PR.A99 sull’indirizzo www.setmedikal.com.tr.
e  Determinare la quantita del liquido ad essere usato con la scala graduata presente sulla siringa.
e Llatolleranza di capacita della scala graduata sulla siringa € riportata nella seguente tabella in conformita allo standard EN I1SO 7886-1.

- inal lla siri i
Capacita nom*lna GRLlEiells: Tolleranza di capacita graduata (%)
V*, (ml)
1<v<3 15
55V<60 4

V*: Volume

Popolazione target di pazienti

Non é 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 1SO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle applicazioni del
servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

Le siringhe ipodermiche senza ago, sterili e monouso, sono dei dispositivi utilizzati per I'iniezione e I'aspirazione dei prodotti medici e dei liquidi
corporei. La vita da scaffale del prodotto & di 5 anni.

Controindicazione

Le siringhe ipodermiche senza ago non possono essere utilizzate su piu pazienti. Il prodotto & utilizzabile su un unico paziente in modo
monouso, sterile. Non pulire né risterilizzare. Non & stata progettata per uso diverso da quello indicato. Dopo I'uso smaltire come rifiuto
sanitario.


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

HIPODERMIK IGNESIZ SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

e SEeT Menikal

Dok./Doc.No: PR.A99 Tarih/Date: 2.07.2024 Rev.No: 7 Sayfa No/Page No: 23 /32

& 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), l'allacciamento avviene senza attendere, in conformita alle regole
asettiche.

e |ltempo massimo di utilizzo della siringa & di 24 ore.

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

e 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 I'iniezione o I'aspirazione.

e |l prodotto & monouso e non puo essere riutilizzato né ripraticato, né tantomeno risterilizzato.

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

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.

e Lavita da scaffale del prodotto e di 5 anni.

Glossario dei Simboli Utilizzati

Azienda Produttrice

dl Data di Produzione

Fragile! Maneggiare con cura

-

Az

/

2
g

\

Tenere lontano dai raggi solari

Data di Scadenza Mantenere asciutto

=)

LOT Numero Lotto Trasportare in direzione verticale
s Limite di temperatura massima
REF Numero Catalogo /Rf (45°C)
MD Dispositivo Medico (%) Limite di umidita (20% — 80%) /
20%,
Se la confezione & danneggiata non
uUDI L'identificazione unica dei dispositivi utilizzarla e consultare le istruzioni

di uso.

Non riutilizzare

Rappresentante Autorizzato Europeo
(Regno Unito)
|

=reEl | Sterilizzato con ossido di etilene

%

969 @

N

Senza lattice
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Non risterilizzare }{ Non Pirogenico

Sistema di barriera sterile singola B{ Only Solo ad uso professionale

Consultare le istruzioni di uso o
rivolgersi all'istruzione digitale di
elFU Indicator uso.

Unico sistema di barriera sterile con
l'imballaggio protettivo esterno

Attenzione

maT

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

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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WHCTPYKLUMA NO UCNONb3OBAHUIO LWUNPULIEB BE3 UM ANSA NOAKOXHbIX UHBEKLUA

Tun usgenus

LUnpuy, 6e3 urnbl N8 NOAKOMKHBIX UHbEKLUA

Lnpuy Jlyep 2-KOMNOHEHTHbIN
2mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn

Lnpuy Jlyep 3-KOMNOHEHTHbIN
1 mn, 2 mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

LWnpuy Jlyep JIOK 3-KOMNOHEHTHbIN
1mn, 2 mn, 2,5mn, 3mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

Tun nspenusa

Lnpwuy, 6e3 urnbl g8 NnogKO>XKHbIX UHbEKLUN

Jlyep - aKCLLeHTPUK

2-KOMMOHEHTHbIN

< [T~ = )
2-KOMMOHEHTHbIN I
=N i
Jlyep - aKCLeHTpUK e — [
3-KOMMOHEHTHbIN - E "
JNlyep - ueHTpUuecknin = I

Jlyep - ueHTpruueckum
3-KOMMOHEHTHbIN

Nyep Jlok

Llenb ncnonb3oBaHus

MycTble, cTepu/ibHble OAHOpPA30Bble LWNPULbI U3 MJIACTUKOBbLIX MaTEPUasioB UCMONb3YIOTCA KOHEYHbIMMU I'IOTpeﬁl/ITeﬂFIMVI AanAa
BBeAeHnA )KVIAKOCTEIZ nocne HanonHeHua. lWnpuubl npegHa3HayeHbl B OCHOBHOM ANA MCMO/1b30BaHMA B OTHOLIEHUM OpraHM3ma 4enoseka.
CTepMﬂbele wnpuubl npegHa3sHayeHbl 4142 NCNO0N1b30BaHMA HENOCPeACTBEHHO NOC/ie UX HaNOJZIHEHUA U He NpeAHa3Ha4YeHbl AnA A/INTeNIbHOro

XpaHeHNA NeKapCTBEHHbIX CPeACTB.

3abopa wu

LWnpuubl 6e3 urn gaa NoAKOMKHbIX MHBEKLNUIA NPUFOAHbI AR UCNONb30BaHUA C HAKOHEeYHUKamu «Jlyep» B cootBeTcTBuM ¢ EN 1SO 80369-7.

CTeplAﬂbele O4HOpa3oBble WNpuLbl 6e3 wurn ANA NOAKOXHbIX VIH'beKLI,VIVI — 3TO u3genua, ucnojsibsyemble AnAa BBegeHUA MeguumnHCKUX
npenapaTtoB B OpraHnsm u 3360pa 6ronormyeckmx )‘KVIAKOCTeI\/'I 13 opraHusma. LUnpuubl B coyeTaHnn ¢ Urnamu Ana NOoAKOMKHbIX VIH'beKLl,VIVI
UCNONb3YKOTCA ANA BHYTPUBEHHbDLIX, BHYTPUMbIWEYHbLIX, NOAKOXHbIX U BHYTPUKOXKHbIX MH'beKLI‘Mi;I, a TaKXxe gnAa 3a6opa KpoBMu. OHM TaKxe

NO3BOJIAKOT U3B/IEKATb (bapMaLl,eBTI/ILIECKVIe / NNeKapcCTBeHHbIE NpenapaTbl U3 KOHTef/’IHepa M BBOAUTb UX NAaLMEHTaM Hepe3 cuctemy (Hanpmmep,

yepes BHYTPUBEHHBIN NOPT).

KomnoHeHTbl U3genua

HassaHue getanu

CblpbeBoii maTepuan

Uwnuupgp

MM - noavnponuneH
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MopweHb M3 - nonnatunen, MM - noarvnponuneH
Mpoknagka M3onpeHoBbI KayvyK, 6e3 naTekca
Martepuan ynakosku MeguumnHckaa bymara u npospavHas naeHKa, NPUrogHas ANa cTepuamsaumm
EO (eanHW4YHan ynakoBKa)

MHCprKLl,VIﬂ no ncnoJsib3o0BaHUKO
<IFU Indicator
e BCKpoOliTe ynaKoBKy Yepes OTBEPCTUE, YKa3saHHOE CTPE/IKOW.
e Bu3yasnbHO NpoOBEpPbTE KOMMNEKTHOCTb COAEPKMMOTO M OTCYTCTBUE NOBPEKAEHUI YNAKOBKMU.
B ynakoBKe HaxoAMTbCA CTEPU/IbHBIN WNpUL,
Y6eputech, UTO rpafyMpoBOYHbIE IMHUM Ha LUANHAPE LWNPULLA XOPOLLIO YATALOTCA.
o [lpu BBEAEHUWN KUAKOCTM B OPraHM3M C MOMOLLbIO LWINPULA B COYETAHUU C UIIOM ANA NOLKOMKHbLIX MHBEKLMIA COOTBETCTBYHOLLETO
pa3mepa HabepuTe }KMAKOCTb B LWUNPUL, B HEOOXOAMMOM KOIMYECTBE.
e YbeauTechb, YTO B LWINPULE HET NYy3blPbKOB BO34yXa. Ecau B linpuLe ecTb Ny3blpbKW BO3AyXa, YAANUTE UX.
o [lepep vHbEKUMEN NPOBEPLTE MPOXOXKAEHNE NOTOKA KUAKOCTU B LUNPULLE.
e BBeauTe XUOKOCTb AN UHBEKUWUA BHYTPUBEHHO, BHYTPUMbILEYHO, NMOAKOXKHO UAN BHYTPUKOXKHO B COOTBETCTBUWU C NpoLeaypom
BBeAEHMA.
LLInpuu, TakKe MOXKHO MUCMONb30BaTb A/1A 3a60pa KPOBM C MOMOLLBIO UMbl ANSA NOAKOXKHbIX MHBEKLMI COOTBETCTBYHOLLErO Pa3mepa.
C 3/1eKTPOHHOW Bepcueit MHCTPYKLMKM Mo Ucnonb3oBaHnio PR.A99 MOXKHO 03HaKOMUTLCA Ha caiTe www.setmedikal.com.tr
OnpegfenvTte KOJIMYECTBO UCMOAb3YEMOM }KUAKOCTU MO rpayMpoOBaHHOM WKafe Ha wnpuue.
e JlonycK Ha rpaZyMpoBaHHY BMECTMMOCTb LUMPULA YKa3aH B TabaunLe HUXKe B COOTBETCTBUM cO cTaHAapTom EN ISO 7886-1.

HomWHanbHaA BMECTUMOCTb LNpULLA JonycK Ha rpagyMpoBaHHyO
V*, (ml) BMECTUMOCTb (%)

1<v<3 15

5<V<60 4

V*. 06bem

LleneBasn rpynna naumMeHToB

YCTaHOB/IEHHbIX OTPAHUYEHNI B OTHOLIEHWUW rPYMMbl NAaLUEHTOB HE MMeeTCA.

LleneBble nonb3oBaTenu

MeaMUMHCKNIM nepcoHan

OnucaHue yCTpOIZCTB, npegHa3Ha4eHHbIX A5 UCnosib30BaHUA C nsgenvem

N3penvie npuroaHo AnA UCnosb3oBaHuUA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MAIOTO AMAaMETPa AS KULKOCTEN

W rasoB, UCNoONb3yemble B 34paBOOXpaHeHWM — YacTb 7: YacTHble TpeboOBaHUA K COEAUHUTENSM BHYTPUCOCYAUCTOTO WU MOLKOMKHOIO
npumeHeHua".

Moka3aHusa

CTepvmbele O4HOpa3osble WnpuLbl 6e3 urn ANA NOAKOXHbIX MH'beKLI,Mﬁ ABNAKOTCA U3gennamu, UCnosibyembiMmn AnAa eeeaeHna meguumHCKnX
npenapaTtos B OPraHM3Im u 3360pa b6uonormyecknx )KM,CI,KOCTE% 13 opraHunsma. CpOK roAHOCTU U3genua coctasnnet 5 ner.

MpoTnBOonokasaHus

LUI'lpMLI,bI C urnamum gna nNoAKOXKHbIX MH'beKLI,Mﬁ He [OO0/IXKHbl MCNONb30BATbCA b6onee yem ONA OA4HOro nauueHTa. M3genve moxet 6bITb
MCNO/Ib30BaHO B CTEPU/IbHOM COCTOAHUM O4HOPA30BO ANA OAHOrNo nMauueHTa. Ounctka mam NOBTOPHAaA CTepuansaumna He gonyckaetca. He
npegHasHayeHbl ANA UCMOb30BaHMA He NO Ha3zHa4vyeHuto. [locsie ncnoab3oBaHmA minmawpyl‘/'lTe KakK meanunHCKnue otTxoabl.
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& MpepynpexaeHns

e He ucnonbsyiTe n3genmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e Bu3yanbHO NpoBepbTe KOMMNEKTHOCTb YNAaKOBKM U OTCYTCTBUE NOBPEKAEHUN.

e He ucnonb3yiTe nsgenue nocsie UCTEYEHUA CPOKa roAHOCTH, yKa3aHHOro Ha ynaKoBKe.

e [lpu BCKPbLITUM CTEPUIbHOM BapbepHON cuCTEMbI (€4MHUYHOW YNAKOBKU) coeMHEeHWe Npon3BoanTcA 6e3 0XKMAaHUA B COOTBETCTBUM
C NpaBMNAMM ACENTUKU.

e  MaKcMmanbHOe Bpemsa UCNO/b30BaHUA Wnpuua - 24 yaca.

e Ecnv ans npenapaTta, BBOAMMOrO C MOMOLLBIO WNPULA, UMEETCA CneumanbHoe npeaynpexaeHue, ero cieayer yyuTbiBaTb Npu
NpPUMEHEHUN.

e [lpM NpUMEHEHUN cneayeT y4yuTbiBaTb MNOKasaTesM B Tabauue AONycka Ha rPagyvMpoBaHHYlO BMECTMMOCTb, MPUBEAEHHOW B
MHCTPYKLMM NO NPUMEHEHMUIO.

e [locne MHBbEKLUM UK 3a60pa KUAKOCTU YTUAUZUPYITE U3LeNNe KaK MeAULMHCKME OTXO4bI.

e W3penue npefHasHa4YeHO TO/IbKO AN OL4HOKPATHOrO WCMO/b30BaHWA, He MNOANEXWUT MOBTOPHOMY MPUMEHEHUIO, MOBTOPHOWM
06paboTKe UM NOBTOPHOM CTEPUAM3ALIUN.

e Ecnu cTepuibHYto YNakoBKY BCKPbITh M HE UCMO/Ib30BATb CPa3y, BO3HMKAET PUCK 3apaykeHusa. ECM cTepUNbHOCTb U3AEANA HE MOXKET
ObITb COXpaHEHA, HE UCNO/Ib3YNTE ero.

e [lOBTOpPHOE UCMO/Ib30BAHUE U3AENNA MOXKET NPUBECTU K MHEKLMAM, MEPEKPECTHOMY 3aPaXKEHUIO U Cencucy.

e  [lpy BO3HUKHOBEHUM Cepbe3HbIX NOBOYHBIX 3IPPEeKTOB HEOHXOAMMO YBEAOMUTL NMPOU3BOAUTENSA U KOMMNETEHTHbIA OpPraH.

YcnoBusa xpaHeHus

XpaHuUTb Npu TemnepaType oKpyKatowein cpeabl He Bbiwe 45°C.
3alMLLaTb OT NPAMbIX CO/THEYHbIX ly4eit U BNAXKHOM cpeabl.

e XpaHWTb, PacnosoXKunB KOPOOKY B HaNpPaBAEHUN CTPEKM.

e CknagbiBaTh He 6osee NATU KOPOBOK Apyr Ha apyre.

e  CpokK rogHocTu NpoayKTa coctaBnsaeT 5 ner.

MosicHeHusA K UCcnosib3yemMbIM yCJNTIOBHbLIM 0603HauYeHUsAM

KomnaHusa-nponssogutesnb Xpynkoe nsgenve, obpawartbces
d OCTOPOXHO

[ata nponssoactea ;--_“'.’__f~~ bepeyb OT conHe4vHoro ceeta
[ff! | AN
g [laTa ncreveHnst cpoka rogHoCT1 T” XpaHnTb B CyXOM MecTe
LOT Homep naptum |I Mepemellatb BepTUKATBLHO

Howmep no katanory BepxHuii npegen temnepatypbl
REF o

(45°C)
MD MepguunHckoe nsgenve "“"‘ OrpaHnyeHne BnaxHoctn (20 —
0
20— 80 /0)

YHuKanbHbI naeHTudmkaTop He ncnone3ynTte, ecnv ynakoBka

uDI nsgenuvd @ noBpexaeHa, n obpaTuTech K
WMHCTPYKLMM NO UCNOJIb30BaHUIO

YNOMHOMOYEHHbIN NpeacTaBUTENb B He ncnonb3oBaTb NOBTOPHO
EBponelickom coobLlecTtee ®

(BenukobpuTtaHus)

=8 Benl | CTEPMIIN30BAHO C UCMONb30BaHNEM @ He copepxut natekca
— | okucK aTUNEeHa O
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@ He cTepunusoBaTtb NOBTOPHO }g( HenuporeHHbIn
O EaonHcTBEHHas cTepunbHas B( Tonbko anst npodeccrMoHanbHoOro
bGapbepHas cucrema Only NCnosnb30BaHus
EounHcTBEHHas cTepunbHas CM. MHCTpYKUMIO Mo
O OapbepHas cuctema C 3alMTHON NCcnonb3oBaHMIO U obpaTnuTech K
R < YNaKOBKOW CHapy»u R 3ANEKTPOHHOM MHCTPYKLNN MO
e ndicator
NCNonb30BaH1IO
ﬁ BHumaHune

3Hak cooTBeTCTBUA TpeboBaHMAM Bcex cooTBeTCTBYOWMX Oupektns EC no
MeAaNUMHCKNM n3genuam / EBponenckoro saakoHogaTenbcTea

2797 Homep, yKa3aHHbIl7| BHU3Yy, ABNAE€TCA HOMEPOM HOTI/ICbI/ILI,I/IpOBaHHOFO opraHa

MecTto npousBoAcTBa

AKLMOHepHas KomnaHua «CeT Megukan CaHaiu Be TuarkapeT A.LLL.» [Set Medikal Sanayi ve Ticaret A.S.]
Apgpec: 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 BUKOPUCTAHHS LUNPULIB BE3 FONOK ANA NIAWKIPHUX IH'€KLINA

Tun Bupoby

Sayfa No/Page No: 29 /32

Lnpuuy 6e3 ronku ana nigwKipHUX iH'ekuin

LWinpuy, Jlyep 2-KOMMNOHEHTHUI1
2 mn, 2,5 mn, 5mn, 10 mn, 20 mn

LWnpuy Jlyep 3-KOMNOHEHTHUIA

1mn, 2 mn, 2,5 mn, 3mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

LWnpuy, JSlyep JIOK 3-KOMNOHEHTHUI1

1mn, 2 mn, 2,5mn, 3 mn, 5 mn, 10 mn, 20 mn, 50 ma, 60 mn

Tun Bupo6y

LWnpwuy, 6e3 ronku gnAa NigLKipHUX iH'eKLin

Jlyep - EkcueHTpuk

2-KOMMNOHEHTHUN

o [T~ ;) j"
2-KOMMOHEHTHUN Il
=N i
Jlyep - EKcueHTpuK o ==
3-KOMMOHEHTHUM B E ‘
— 9 _ ;4.]7
Jlyep — LeHTpUYHUN “, — T
| g

Jlyep — LeHTpUUYHUN
3-KOMMOHEHTHUM

Nyep Jlok

MeTta BUKOPUCTaHHA

MopOXKHi, CTepW/IbHI OAHOPA30BI WNPULM 3 NIACTUKOBUX MATepianis BUKOPUCTOBYIOTLCA KiHLEBMMW CMOXKMBavYaMu aas 3abopy i BBeAEeHHSA
pianH nicna HanoBHeHHA. LUNnpuun npusHayeHi B OCHOBHOMY A7 BUKOPWUCTAHHA Y BiAHOLWEHHI A0 opraHiamy aoguHu. CTepunbHi wnpuum

npu3HayYeHi 4N1A BUKOPUCTaHHA Be3nocepeaHbo Micns ix HAMOBHEHHSA | He NpU3HaYeHi ANA TpuBanoro 36epiraHHA NikapcbKux 3acobis.

LWnpuum 6e3 ronok ana nigwKipHUX iH'ekuii NpuaaTHI N8 BUKOPUCTAHHS 3 HaKoHeYyHMKamu "Jlyep" BianosigHo fo EN I1ISO 80369-7.

CTepunbHi 04HOPa30BI WNpULLM 63 roNoK ANA NIAWKIPHUX iH'EKL — Le BUPO6bU, AKi BUKOPUCTOBYIOTLCA ANA BBEAEHHA MeAMYHMX npenapaTis
B OpraHiam i 3abopy 6ionoriyHmx piguH 3 opraHiamy. LUnNpuum B NoeaHaHHI 3 rofKkamu Aaa NiAWKIpHUX iH'EKLiA BUKOPUCTOBYIOTLCA ANA
BHYTPILWHbOBEHHWUX, BHYTPILUHbOM'A30BUX, MIALWKIPHMX | BHYTPILWHbOWKIPHUX iH'EKLiN, Ta AnA 3abopy KpoBi. BOHM TaKoX AatoTb 3mory
HabupaTn papmaLeBTUYHI/NiKapcbKi NpenapaTi 3 KoHTeiHepa | BBOAWTM iX NaLjieHTam yepes cuctemy (HanpuKknag, Yepes BHYTPILHbOBEHH UM

nopt).
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KomnoHeHTH BUpoby

Hassa gertani CMPOBUHHWMIA MaTepian

Unningp MM - noninponineH

MopweHb MNE - nonietnneH, NN - noninponinex

Mpoknagka I3onpeHoBUit Kayuyk, 6e3 natekcy

Marepian ynakoBku MeauuHUit nanip i npo3opa naiska, NnpuaaTHa ans ctepunisauii EO
(oauHUYHa ynakoBKa)

IFU Indicator

IHCTpPYKLIis 3 BUKOPUCTaHHA

Po3KpuitTe ynakoBKy Yepes OTBip, BKa3aHWU CTPINKOIO.

BisyanbHO nepesipTe KOMMNNEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAMKEHb YNAaKOBKM.

YNaKoBKa MiCTUTb CTEPUNBHUIA LWNPULL.

MepeKkoHanTecA, WO MOXKHa YiTKO NPoYMTaTH rpadytoBabHi MiHil Ha ULMAIHAPI Wnpuua.

Mpwn BBEAEHHI PiAVHM B OpraHiam 3a AOMOMOrO WMpULA Y NOEQHAHHI 3 TONIKOK A/a NiAWKIPHUX iH'EKLiN BignosigHOro posmipy
HabepiTb pignHy y Wnpuy, y HeobXiaHin KinbKocTi.

MNepeKkoHanTecs, WO Yy WNPULi HEMAE NOBITPAHMX OynbbaLWOK. AKLWO y Wnpuui € 6yabballuku NoBiTPA, BUAANITD iX.

Mepep, iH'eKLi€l0 NepeBipTe NPOXOAMKEHHA NOTOKY PIAVHM Y WNPUL.

BBeaiTb piavHy AnA iH'EKLi BHYTPILHbOBEHHO, BHYTPILLHbOM'A30B0O, NiAWKIPHO abo BHYTPIWHbOLWKIPHO BigNOBiAHO A0 Npoueaypu
BBEAEHHA.

LLInpuu, TaKOX MOXHa BUKOPUCTOBYBaTK A/1A 3a60py KPOBi 32 LONOMOTOHO FONKK ANA NiALWKIPHMX iH' €KL BignoBiAHOrO po3mipy.

3 eNeKTPOHHO BepPCi€eto IHCTPYKLIT 3 BUKopUcTaHHA PR.A99 moXKHa o3HallomMuUTUCA Ha cainTi www.setmedikal.com.tr

Bu3HauTe KiNbKicTb BUKOPUCTOBYBAHOT PiAVHM 32 rpayiOBAHOLO LWKAMO0 Ha LWNPUL.

[onyck Ha rpagyioBaHy MIiCTKICTb WUNpULLA BKA3aHO B TabauLi HUKYe BignosiaHo go ctaHaapTy EN ISO 7886-1.

S L 5 o
ORFEVILAFIE RETHIETS THLALE [Jonyck Ha rpagyinoBaHy MicTKicTb (%)
V*, (ml)
1<v<3 +5
5<V<60 t4

V*. 06'em

LinboBa rpyna nauieHTiB

BcTraHoBNEHUX 0OMEKEHb LLOAO FPyNy NaLieHTIB HEMAE.

LinboBi kopucTyBaui

MeauyHuin nepcoHan

Onuc npucTpoiB, NpU3Ha4YeHUX ANA BUKOPUCTaHHSA 3 BUPOOOM

Bupi6 npupaTHUin ana BMKOPUCTaHHA 3i 3'egHyBadyamum BignosigHo o "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa Ana piguvH i rasis, siki
BMKOPWCTOBYHOTHCA B OXOPOHIi 340p0B's - YacTnHa 7: YacTKoBi BUMOTM [0 3'€QHYBaYiB BHYTPILHbOCYAMHHOrO abo MifWwKipHOro 3actocyBaHHaA".

Moka3aHHA

CTepunbHi 04HOPa30BI WNpuuM 6e3 roNoK Ans NiaWKipHUX iH'EKLiM € BUpoBamM, WO BUKOPUCTOBYIOTLCA ANS BBEAEHHA MeAWYHMX Npenapartis
B OpraHiam i 3a6opy 6ionoriyHUX pigMH 3 opraHiamy. TepmiH NpMAATHOCTI BUPOBY CTaHOBUTL 5 pokiB.


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

HIPODERMIK IGNESIZ SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

e SEeT Menikal

Dok./Doc.No: PR.A99 Tarih/Date: 2.07.2024 Rev.No: 7 Sayfa No/Page No: 31 /32

MpoTunokasaHHA

Wnpuun 3 ronkamu pns NiAWKIPHUX iH'€KUiA He NOBUHHI BMKOPUCTOBYBATUCA Oinbl HiXX ANA OofHOro nauieHTa. Bupib6 moxke 6yTtn
BMKOPUCTAHUN Y CTEPUNbHOMY CTaHi OAHOPA3OBO ANSA OAHOrO naujeHTa. OunweHHs abo MOBTOPHA CTepuAisaLia He AOonycKaeTbcA. He
NpW3HaYeHi AN BUKOPUCTAHHA He 3a NpU3HAYeHHAM. [icns BUKOPUCTAHHSA YTUNI3YHTe AK MeAWYHI Bigxoau.

& MonepeaxeHHA

e  He BMKOpuCTOBYITE BMPI6 3 NOWKOAKEHO abO PO3KPUTOI YNAKOBKOIO.

Bi3yanibHO nepeBipTe KOMMNIEKTHICTb YNAaKOBKM Ta BiACYTHICTb NOLKOAMKEHb.

He BMKopucToByiTe BMpIb nicna 3aKiHYeHHs TepMiHy NPMAATHOCTI, 3a3Ha4YeHOro Ha YNaKoBL,.

Micns BigKPUTTA cTepunbHOI 6ap'epHOi cucTemu (ynakoBKM) 3'eAHaHHA BiabOyBaeTbca 6e3 ouikyBaHHA BigNoOBiAHO 40 MpasBua

acenTuKm.

e MaKCMManbHUI Yac BUKOPUCTAHHA WNpULa - 24 roguHun.

e  AKWOo ANA npenapaTty, WO BBOAWUTLCA 33 AOMNOMOrO WWNPULA, € CNeliasbHe 3acTepeykeHHA, MOro chnif BpaxoByBaTW Mif yac
3aCTOCYBaHHSA.

e [lig yac 3acTocyBaHHA CNif, BPaxoBYBaTWM MNOKAa3HWKWM B Tabauui AOMNYycKy Ha rpagyroBaHy MICTKICTb, HafaHi B iHCTPyKLUii i3
3aCTOCYBaHHSA.

e [licna iH'eKkuii abo 3abopy pianHM yTUi3yinTe BUPI6 SK MeanyHi Bigxoam.

e  Bupib npusHaueHW TiNbKKM A O4HOPA30BOr0 BMKOPMUCTAHHSA, He NiANArae NOBTOPHOMY 3aCTOCYBAHHIO, NOBTOPHIM 06pobui abo
NOBTOPHIN cTepuAizau;i.

e AKWO CTepubHY YNaKOBKY PO3KPUTU i He BUKOPUCTATU OApa3y, BUHMKAE PU3MK 3aparKeHHA. AKLLO CTepU/bHICTb BUPOOY He Moxe
6yTn 36epekeHa, He BUKOPUCTOBYIATE Moro.

e  [lOBTOpPHE BUKOPUCTaHHA BUPODBY MOKe NPU3BECTU A0 iHOEKLN, NepexpecHOro 3apaKeHHs i cencucy.

e [Ipy BUHWUKHEHHI cepiio3HUX NobivyHNxX edekTiB HeobXiAHO NOBIZOMUTH BUPOOHMKA Ta KOMMNETEHTHMIA OpraH.

YmoBwu 36epiraHHsA

e  36epiraTv Npy TemnepaTypi HABKOJIMLIHbLOIO cepeosuiLa He sulle 45°C.
o 3axuLLaTH Big NPAMMX COHAYHMX NPOMEHIB i BOJIOrOro cepeaoBumLLa.

e 36epirati, po3TawyBaBLUM KOPOOKY B HANPAMKY CTPINKMU.

e  CKnagaTv He binblue N'aTM KOPOBOK OAHA Ha OAHIN.

TepMmiH NpMAATHOCTI MPOAYKTY CTaHOBUTbL 5 pOKiB.

MosicHeHHsA Ao BUKOPMNCTOBYBAHUX YMOBHUX NO3HAY€eHb

KomnaHisi-BMpoOGHuMK Kpuxkuin BUpi6, noBoamntmcs
obepexHo

bepertu Big coHa4HOro ceitna

! | [ara BupobHuuTBa B 2
B

[aTta 3aKkiH4eHHs TepMiHy NpUAATHOCTI T"-“ 36epiratn B cyxomy Micui

Homep napTii MNepemiwatn BepTMKanbHO
LOT p nap |I p p
REF Homep 3a kaTanorom /ﬂ/ BepxHsi mexa Temnepatypu (45°C)
MD MenonyHun Bnpi6 "“% ObmexeHHsi BonorocTi (20 - 80%)

20% ~—

YHikanbHUn igeHTndikaTtop BUpoby He BukopucToBymnTe, SKLLO YNaKkoBKa

uUDI @ MOLUKOKEHA, | 3BEPHITbCA A0

iHCTPYKLUIT 3 BAKOPUCTaHHSA




HIPODERMIK IGNESIZ SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

e SEeT Menikal

Dok./Doc.No: PR.A99 Tarih/Date: 2.07.2024 Rev.No: 7 Sayfa No/Page No: 32 /32
YNOBHOBaXXeHUI NPeACTaBHUK Y He BrkopuctoByBaTh NOBTOPHO
€BponencbkoMy CniBTOBapUCTBI ®
(BenukobpuTaHis)
erera Ben] | CTEPVNI30BaHO 3 BUKOPUCTAHHAM @ He micTuTb natekcy
—1 | oKucy eTuneHy @
@ He cTepunisyBaTvi NOBTOPHO }g( HeniporeHHwuii
O €anHa ctepunbHa 6ap'epHa cuctema B( Tinbkn gns npodeciiHoro
Only | gykopucramns
€auHa ctepunbHa bap'epHa cuctema [uB. iIHCTPYKLUIitO 3 BUKOPUCTAHHSA
{Qﬁ i3 3aXMCHOIO YMaKOBKOK 30BHi abo 3BepHITLCA OO ENEKTPOHHOI
----- oIFU Indicator iHCTPYKLIi 3 BUKOPUCTaHHS
f YBara
3Hak BignoBIigHOCTI BUMOram ycix BignosigHux Qupektue €C wono megnyHmx Bupoois /
c €Bponencbkoro 3akoOHO4aBCTBa
7 Howmep, 3a3HayeHnn BHU3Y, € HOMEPOM HOTU(IKOBAHOIrO OpraHy

Micue BUpoGHMLTBA

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

Apgpeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Ctambyn, TypeuunHa)
Ten.: 0212 622 04 00

www.setmedikal.com.tr
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HiPODERMIK iGNESIZ SIRINGA KULLANMA TALIMATI

Uriin Tipi
Hipodermik ignesiz Siringa
Luer 2 parga $iringa Hu ) e 1
_ =
2ml,2,5ml,5ml, 10 ml, 20 ml = ) i . ‘d
Luer 3 parga Siringa [ ' —_— — |
1ml,2ml,2,5ml,3ml,5ml,10ml, 20ml,50ml,60ml | | = E ;
- R L |
Luer Lock 3 parga Siringa =1_ ]|
1ml, 2 ml, 2,5 ml, 3 ml, 5 ml, 10 ml, 20 ml, 50 ml, 60 m @c
=

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar 6ncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullanilmak Gzere
tasarlanmistir ve ilaci uzun slre boyunca iginde muhafaza etmesi amaglanmamistir.

Hipodermik ignesiz siringalar, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak igin kullanilir. Ayrica, farmasotik/ilaglari kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intraven6z (IV) port tzerinden)
uygulanmasini saglar.

Uriin Bilesenleri

Parca Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

Kullanma Talimati

IFU Indicator

e Ambalaji ok isareti ile gbsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji steril siringadan olusmaktadir.

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

e Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya gekin.
Siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

Enjeksiyondan once, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

e PR.A99 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.


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

HIPODERMIK IGNESIZ SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

9 SEeT Menikal

Dok./Doc.No: PR.A99 Tarih/Date: 22.04.2024 Rev.No: 6 Sayfa No/Page No: 2 /24

Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN ISO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiglk ¢apli baglanti elemanlari — Boliim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grtinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz 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 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  Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, Griinii kullanmayin.
e Uriiniin tekrar kullanilmasi enfeksiyonlara, ¢capraz kontaminasyona ve sepsise neden olabilir.

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

e Steril siringalar, doldurulduktan hemen sonra kullanilmak Gzere tasarlanmistir, bu nedenle ilaci uzun siire muhafaza etmeyiniz.

Depolama Kosullari

e 45°C'yi agsmayan 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 dmrii 5 yildir.
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Kullanilan Sembollerin A¢iklamasi

.
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-
™ a
-

Son Kullanma Tarihi Kuru tutun

d Uretici Firma ! Kirilgan. dikkatli tutun
. M-
dl Uretim Tarihi ‘ZJ&" Glnes Is1gindan uzak tutun
)

=)

LOT Lot Numarasi Dikey olarak hareket ettir

REF Katalog numarasi /ﬂf Sicakligin st sinirn (45°C)

MD Tibbi Cihaz (%) Nem sinirlamasi (%20 — %80) /
o Paket hasarliysa kullanmayin ve

uDI Benzersiz cihaz tanimlayici kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci

(Birlesik Krallik Tekrar Kullanmayin

60 @

%
Q

Etilen oksit kullanilarak sterilize

edilmistir Lateks icermez

Tekrar sterilize etmeyin Pirojenik olmayan

S

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim

@]
=]
<

===

.....

. Kullanim talimatina bakin veya
Disinda koruyucu ambalaj bulunan tek X .

. . . . elektronik kullanim talimatina
steril bariyer sistemi

eIFU Indicator ba§VU run

Dikkat

2797

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya
yonelik isaret
Altta gorintilenen numara Onaylanmis Kurulug Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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HYPODERMICSYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

Product Type

Hypodermic Syringes Without Needles

1ml,2ml, 2,5ml,3ml,5ml, 20 ml, 20 ml, 50 ml, 60 ml

Luer 2 part Syringe I ) T i
2ml, 2,5ml,5ml, 10 ml, 20 ml — | =

. g =
Luer 3 part Syringe [ ' —

Luer Lock 3 part Syringe
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Hypodermic syringes without needle are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. If syringes are used in combination with hypodermic needles, they are used for intravenous, intramuscular,
subcutaneous and intradermal injection. It is also used for the aspiration of the pharmaceutical/drugs from its container in order to administer

them to the patient via systems (for ex. via intravenous (IV) port).

Product Components

Component Name Raw Material
Barrel PP — Polypropylene
Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

Packing Material

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

Instruction for Use

IFU Indicator

e Open the packaging by stripping it from the opening place indicated by the arrow sign.

The product packaging consists of a sterile syringe.

e  Make sure that the grading lines on the syringe barrel are legible.
e [Ifliquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into

the syringe in the required amount.

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

e Make sure that there are no air bubbles in the syringe; if any, remove them.

e  Before injection, check whether liquid flow can be ensured in the syringe.
e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application

procedure.

e In case of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

e  The electronic version of PR.A99 Instruction for use is available at www.setmedikal.com.tr.
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Intended Patient Population

There is no limitation for the patient population.

Intended User
Healthcare personnel

Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN 1SO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.

& Cautions

e Do not use the Product if the package is opened and 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.

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

e  Sterile syringes are designed to be used immediately after filling, so do not store the medicine for a long time.

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.
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Manufacturer

-

Fragile. Handle with care

Date of manufacture

<
~

\/
B/'\

Keep away from sunlight

S

.
[

n

-

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

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

Sterilized using ethylene oxide

§& ©

%
Q

Latex free

Do not resterilize

X

Non-pyrogenic

Single sterile barrier system

@]
=]
g

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

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 LA JERINGA HIPODERMICA SIN AGUJA

Tipo de Producto

Jeringa Hipodérmica sin Aguja
Jeringa de 2 piezas con Punta Luer I 1)) = i

— =7
2ml,2,5ml,5ml, 10 ml, 20 ml = ) B
Jeringa de 3 piezas con Punta Luer , q ‘ -
1ml,2ml, 2,5ml,3ml,5ml,10ml, 20ml, 50 ml, 60 ml | || (= E

T J i LB |
Jeringa de 3 piezas con Punta Luer Lock =1
1ml, 2 ml, 2,5 ml, 3 ml, 5 ml, 10 ml, 20 ml, 50 ml, 60 m @c

=7 U

Propésito del Uso

Las jeringas vacias, estériles y desechables hechas de materiales plasticos se utilizan para la aspiracidn e inyeccidon de liquidos después de
haber sido llenadas por los usuarios finales. Las jeringas son principalmente para uso en humanos. Las jeringas estériles estan disefiadas para
usarse sin esperar después del llenado y no estan disefiadas para retener el medicamento durante largo tiempo.

Las jeringas hipodérmicas sin agujas son adecuadas para su uso con conectores de punta Luer que cumplen con el el estandar EN 1SO 80369-7.

Las jeringas hipodérmicas sin agujas, estériles y desechables son dispositivos que se utilizan para la aplicacidn de productos y liquidos médicos.
Las jeringas con hipodérmicas agujas se utilizan para inyecciones por via intravenosa, intramuscular, subcutdnea o intercutanea y para extraer
sangre de una vena. Ademas, aspira productos farmacéuticos/medicamentos de su contenedor y permite que se administren a los pacientes a
través de los sistemas (p. ej., a través del puerto intravenoso (1V)).

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno, PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

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

Instrucciones de Uso
0 diostor
o 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 aguja esterilizada.
Asegurese de que las lineas de graduacion del cilindro de la jeringa sean legibles.
e Sise va a inyectar un liquido en el cuerpo con una jeringa y una aguja hipodérmica del tamafio adecuado; extraiga la cantidad
necesaria del liquido con la jeringa.
e Asegurese de que no haya burbujas de aire en la jeringa, si las hay, retirelas.
e Antes de la inyeccién, compruebe que se puede lograr el flujo de liquido en la jeringa.
e Inyecte el liquido en la vena o por via intramuscular, subcutdnea o intercutanea de acuerdo con el tratamiento de aplicacion.
e Lajeringa también se puede utilizar para aspiracion de sangre con una aguja hipodérmica del tamafio adecuado.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR.A99 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

No existen limitaciones establecidas para la poblacién de pacientes.
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Usuarios Objetivos
Personales de salud
Descripcion del dispositivo previsto para su uso con el dispositivo

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

Indicacion

Las jeringas hipodérmicas sin agujas, estériles y desechables son dispositivos que se utilizan para aplicar y extraer productos y liquidos médicos
para cuerpo. La vida util del producto es de 5 afios.

Contraindicacion

Las jeringas hipodérmicas sin agujas 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 estd dafiado o abierto.

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

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

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

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

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, 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.

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 Nocoloque mas de 5 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

Fecha de produccion

<
~

\/
)/>/'\

Mantener alejado de la luz solar

Fecha de vencimiento

-
-

Mantener seco

Codigo de lote

—
—

Mover verticalmente

Numero de catdlogo

a5'c

—

Limite superior de temperatura (45 °C)

Dispositivo médico

-]
R
IS}
®

Limitacidon de humedad (20% — 80%)

Identificador de dispositivo Unico

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

Representante autorizado en la Comunidad
Europea (Reino Unido)

No reutilizar

Esterilizado con 6xido de etileno

69 ©

%
Q

No contiene latex

No re esterilizar

X

No pirogénico

Sistema de barrera estéril Unico

o
=1
<

Solo para uso profesional

===

.....

El sistema de barrera estéril inico con embalaje
protector exterior

1]

elFU Indicator

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

Atencién

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

pertinentes.

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D’UTILISATION DE LA SERINGUE HYPODERMIQUE SANS AIGUILLE

Types de produit

Seringue hypodermique sans aiguille

Seringue Luer 2 piéces i ) s 1
2ml, 2,5 ml, 5ml, 10 ml, 20 ml, — =

Seringue Luer 3 piéces | ' — —7
1ml,2ml,2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml | E E ‘
— 1 H i

Seringue Luer Lock 3 pieces ]
1ml, 2 ml, 2,5 ml, 3 ml, 5 ml, 10 ml, 20 ml, 50 ml, 60 m @c

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides apres les avoir remplies. Les seringues sont essentiellement destinées a 'usage chez les hommes. Les seringues stérilisées
sont congues pour étre immédiatement utilisées dés qu’elles sont remplies et ne sont pas destinées a conserver pendant longtemps le
médicament a l'intérieur.

Les seringues hypodermique sans aiguille sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme EN 1SO 80369-7.

Les seringues hypodermiques stérilisées sans aiguille, a usage unique sont destinées a I'introduction des produits ou fluides médicaux dans le
corps, ainsi que leur prélévement. Les seringues sont utilisées avec l'aiguille hypodermique pour les injections intraveineuses,
intramusculaires, sous-cutanées et intradermiques, ainsi que pour prélever du sang dans une veine. En outre, elle permettent I'aspiration des
substances pharmaceutiques / médicaments du récipient dans lequel ils se trouvent pour |'application aux patients a I'aide de différents
systemes (par exemple sur la porte intraveineuse (IV).

Composants du produit

Nom de la piéece Matiere premiere

Cylindre PP — Polypropylene

Piston PE — Polyéthyléne, PP — Polypropyléne

Joint Caoutchouc isopréne, sans latex

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

Consignes d’utilisation

lFU Indieator

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

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

e L’emballage du produit contient la seringue stérilisée.

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

e  S'il s’agit d’'une injection dans le corps a I'aide de la seringue avec I'aiguille hypodermique aux dimensions adaptées, remplir la

seringue de la quantité de fluide nécessaire.

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.

Avant l'injection, vérifier si le fluide coule bien dans la seringue.

Procéder a I'injection intraveineuse, intramusculaire, sous-cutanée ou intradermique, selon I’application adaptée au fluide a injecter.

La seringue peut également étre utilisée avec une aiguille hypodermique aux dimensions adaptées, pour prélever du sang.

e Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A99, sur le site web suivant :
www.setmedikal.com.tr.
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Population de patients visée
Il n’y a pas de limitation fixée pour la population de patients.

Utilisateurs visés

Personnel médical

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

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

Indication

Les seringues hypodermiques stérilisées sans aiguille, a usage unique sont destinées a I'introduction des produits ou fluides médicaux dans le
corps, ainsi que leur prélevement. La durée de conservation du produit est de 5 ans.

Contre-indication

La seringue sans aiguille hypodermique 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 I'emballage n’est pas endommagé.

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

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

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

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 I'intérieur de la seringue.

Conditions de stockage

e 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.

Placer I'un sur I'autre cinq colis au plus.

La durée d’expiration du produit est de 5 ans.
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Fabricant ! Fragile, tenir attentivement
e
Date de fabrication ‘ZLH\H Tenir écarté des rayons solaires
[ ]

S

Date d’expiration

Tenir sec

LOT Numéro de lot |l Faire bouger en état vertical
\ Limite supérieure de la température
REF Numéro de catalogue (450C)

Appareil médical

3
E

(D)

N
=]
=2

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-
uUni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthyléne

16 @

%
Q

Ne contient pas de latex

Ne pas stériliser a nouveau

X

Non pyrogéne

Systéme de barriére stérilisée simple

@]
=]
<

Uniquement utilisation
professionnelle

-----

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

=

elFU Indicator

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

Attention

27T

Signe justifiant la satisfaction de toutes les nécessités des Directives / Réglementation
européennes pertinentes relatives aux appareils médicaux.
Le numéro figurant en bas est le numéro de constitution approuvé.

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

Tél.: 0212 622 04 00
Web : www.setmedikal.com.tr
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Hypodermische Spritze ohne Nadel

Luer 2 teilige Spritze 4 F T
2ml, 2,5ml,5ml, 10 ml, 20 ml | =

e g4 v =l
Luer 3 teilige Spritze 5

1ml,2ml,2,5ml,3ml,5ml, 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 teilige Spritze
1ml,2ml, 2,5ml,3ml,5ml 10 ml, 20 ml, 50 ml, 60 ml

Verwendungszweck

Die leeren, sterilen Einwegspritzen aus Kunststoff werden nachdem sie vom Endverbraucher befillt wurden zum Absaugen und Injizieren
von Flissigkeiten verwendet. Die Spritzen sind hauptsachlich fiir die Anwendung am Menschen bestimmt. Sterile Spritzen sind fiir eine
Verwendung umgehend nach der Befiillung konzipiert und haben nicht den Zweck, das Arzneimittel Gber einen langeren Zeitraum in sich

aufzubewahren.

Die Spritzen ohne Nadel sind fiir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN ISO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen ohne Nadel sind Gerate, die dazu dienen, medizinische Produkte und Korperflissigkeiten dem
Korper zuzufiihren oder zu entnehmen. Die Spritzen werden zusammen mit hypodermischen Nadeln fiir intravendse, intramuskuldre,
subkutane oder intrakutane Injektionen sowie fiir die intravendse Blutentnahme verwendet. Darlber hinaus dient das Produkt dazu,
Pharmazeutika/Arzneimittel aus dem Behilter anzusaugen und mittels Systemen (z. B. Gber einen intravendsen (IV)-Anschluss) dem

Patienten zu verabreichen.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen, PP — Polypropylen
Dichtung Isopren Kautschuk, frei von Latex
Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und transparente
Folie (Einzelverpackung)

Gebrauchsanweisung

eIFUI 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 Die Produktverpackung enthalt eine sterile Spritze.

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

e Soll mit der Spritze und einer Injektionsnadel geeigneter GroRRe in den Korper Flissigkeit injiziert werden, saugen Sie die bendtigte

Menge an Flissigkeit in die Spritze.

e  Stellen Sie sicher, dass die Spritze keine Luftblasen enthalt. Befinden sich in der Spritze Luftblasen, diese unbedingt entfernen.
e Prifen Sie vor der Injektion, ob ein Flissigkeitsfluss in der Spritze gewahrleistet ist.
e |Injizieren Sie die Injektionsfliissigkeit entsprechend der Anwendungsvorschrift intravends, intramuskular, subkutan oder intrakutan.
e  Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch zum Ansaugen von Blut verwendet werden.

e Die elektronische Version der PR.A99 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.
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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 ISO 80369-7 Anschlisse mit kleinem Durchmesser fir Flssigkeiten und Gase fiir
Anwendungen im Gesundheitswesen — Teil 7: Anschliisse fiir intravendse oder hypodermische Anwendungen.

Indikation

Sterile hypodermische Einwegspritzen ohne Nadel sind Geréte, die dazu dienen, medizinische Produkte und Korperflissigkeiten dem Kérper
zuzufiihren oder zu entnehmen. Die Haltbarkeit des Produkts betragt 5 Jahre.

Kontraindikation

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

Hinweise

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

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

e Verwenden Sie das Produkt nicht nach dem auf der Verpackung des Gerats 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  Wird die sterile Verpackung gedffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitat
kann nicht aufrechterhalten werden. Das Produkt nicht verwenden.

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

e Beischwerwiegenden unerwiinschten Vorfallen missen der Hersteller und die zustandige Behorde benachrichtigt werden.

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

Lagerbedingungen

¢ Bei Umgebungstemperatur von max. 45 °C lagern.

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

e Maximal finf Kartons ibereinander lagern.

¢ Die Haltbarkeit des Produkts betragt 5 Jahre.
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d Hersteller ! Zerbrechlich. Vorsichtig halten
e

dl Produktionsdatum -7 Y Vor Sonneneinstrahlung schiitzen
)

g Verfalldatum T” Trocken halten

LOT Lot-Nummer ll Vertikal bewegen

REF Katalognummer /ﬂ[ Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% -
80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn
Packung beschadigt

EU-Bevollméachtigter (Vereinigtes
Kdnigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

J69 @

%
N

Enthalt kein Latex

Nicht erneut sterilisieren

X4

Pyrogenfrei

Einfaches Sterilbarrieresystem

@]
=]
<

Nur flir professionellen Gebrauch

Einfaches Sterilbarrieresystem mit
aullerer Schutzverpackung

=

elFU Indicator

Gebrauchsanweisung beachten
oder elektronische
Gebrauchsanweisung heranziehen

Achtung

9T

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

TirkeiTelefon: 0212 622 04 00

www.setmedikal.com.tr
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ISTRUZIONI DI USO SIRINGA IPODERMICA SENZA AGO

Tipo Prodotto

Siringa Ipodermica Senza Ago
Siringa con attacco luer 2 pezzi I S ic 1l

| —
2ml,2,5ml,5ml, 10 ml, 20 ml = — . P |
Siringa con attacco luer 3 pezzi . o ‘ -——— =7
1ml,2ml,2,5ml,3ml,5ml,10ml,20ml, 50 ml,60ml | _ | _[

— 4 v |
Siringa con attacco luer-lock 3 pezzi =d_J]
1 ml, 2 ml, 2,5 ml, 3 ml, 5 ml, 10 ml, 20 ml, 50 ml, 60 m @c

=7 U

Finalita di Uso

Le siringhe vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione di liquidi
dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate appena
dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

Le siringhe ipodermiche senza ago sono adatte all’'uso con connettori ad attacco luer in modo conforme allo standard EN ISO 80369-7.

Le siringhe ipodermiche senza ago sterili e monouso sono dei dispositivi utilizzati per I'iniezione e I'aspirazione dei prodotti medici e dei liquidi
corporei. Le siringhe, quando vengono usate con I'ago ipodermico, sono destinate all’uso di iniezione endovenosa, intramuscolare, cutanea e
sottocutanea e di prelievo di sangue venoso. Inoltre, provvedono all’applicazione di farmaceutici/medicine, aspirandoli dai loro contenitori, nei
pazienti attraverso sistemi (ad esempio, su port intravenoso (IV)).

Composizioni del Prodotto

Componente Materia Prima

Cilindro PP-Polipropilene

Pistone PE-Polietilene, PP-Polipropilene

Tappo a stantuffo Gomma isoprene, senza lattice

Materiale di confezione Carta medicale e film trasparente per EO (confezione singola in blister)

L] |struzioni di Uso
e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.
e  Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.
e La confezione del prodotto contiene la siringa sterile.
e  Assicurarsi che la scala graduata sul cilindro della siringa sia ben leggibile.
e  Sesiinietta il liquido nel corpo attraverso la siringa con I'ago ipodermico di dimensione adeguata, prelevare il liquido nella siringa in
guantita necessaria.
e  Assicurarsi che non siano presenti bolle d’aria nella siringa, ove presenti, rimuoverle assolutamente dalla siringa.
e  Prima di procedere con l'iniezione, verificare se ci sia il flusso di liquido nella siringa.
e Iniettare la soluzione per via endovenosa, intramuscolare, cutanea o sottocutanea, a seconda della procedura applicata.
e Llasiringa puo essere utilizzata anche per il prelievo di sangue con I'ago ipodermica di dimensione adeguata.
e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A99 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 ISO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle applicazioni del
servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

Le siringhe ipodermiche senza ago, sterili e monouso, sono dei dispositivi utilizzati per I'iniezione e I'aspirazione dei prodotti medici e dei liquidi
corporei. La vita da scaffale del prodotto € di 5 anni.

Controindicazione

Le siringhe ipodermiche senza ago non possono essere utilizzate su piu pazienti. Il prodotto € utilizzabile su un unico paziente in modo
monouso, sterile. Non pulire né risterilizzare. Non é stata progettata per uso diverso da quello indicato. Dopo I'uso smaltire come rifiuto
sanitario.

A Avvertenze

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

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

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

e  Smaltire il prodotto come rifiuto sanitario dopo I'iniezione o I'aspirazione.

e |l prodotto & monouso e non puo essere riutilizzato né ripraticato, né tantomeno risterilizzato.

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

e llriutilizzo del prodotto potrebbe provocare infezioni, contaminazioni crociate e sepsi.

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

e Le siringhe sterili sono state progettate per I'uso immediato dopo il riempimento, per cui non conservare il farmaco per lungo
periodo.

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.

e lavita da scaffale del prodotto & di 5 anni.
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Azienda Produttrice

Fragile! Maneggiare con cura

Data di Produzione

Tenere lontano dai raggi solari

LR

Data di Scadenza

Mantenere asciutto

LOT Numero Lotto ll Trasportare in direzione verticale
REF Numero Catalogo /Rf L|mc!te di temperatura massima
(45°C)
MD Dispositivo Medico (%) Limite di umidita (20% — 80%) /
20%,
Se la confezione & danneggiata non
UDI L'identificazione unica dei dispositivi utilizzarla e consultare le istruzioni

di uso.

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

W6 ©

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

>0
@)
=]
<

Solo ad uso professionale

-----

Unico sistema di barriera sterile con
l'imballaggio protettivo esterno

i

elFU Indicator

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

Attenzione

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

dell’Ente Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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WHCTPYKLUMA NO UCNONb3OBAHUIO LWUNPULIEB BE3 UM ANSA NOAKOXHbIX UHBEKLUA

Tun usgenus

LLinpuy, 6e3 urabl 4NA NOAKOMKHbIX UHbEKLUMUIA
LWnpuy, Jlyep 2-KOMNOHEHTHbIM i i) = 1
2ma, 2,5 ma, 3 ma, 5ma, 10 ma, 20 mn = | =

—o L 1
LWnpuy, Jlyep 3-KOMNOHEHTHbI . 9 - =1
1mn, 2 mn, 2,5 mn, 3mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn ) k l-'E

o J IF | — R
LWnpuy Jlyep JIOK 3-KOMNOHEHTHbIN ) =4__J]
1mn, 2mn, 2,5mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn @c R

=

Llenb ucnonb3osaHums

MycTble, cTepusibHble OAHOPA30Bble LWNPULLI U3 MAACTMKOBbLIX MAaTepPUanoB MCMOJb3YIOTCA KOHEYHbIMU noTpebutensmu ansa 3abopa u

BBeAeHnA )KMAKOCTEVI nocne HanonHeHua. Wnpuubl npegHa3HayeHbl B OCHOBHOM ANf MCMO/1b30BaHMA B OTHOLIEHUW OPraHM3ma YenoBeKa.
CTepManbIe wnpuubl NnpegHasHayeHbl 414 MCNO0/1b30BaHMA HENOCPeACTBEHHO NOcC/ie UX HaNOJZIHEHUA U He NpeAHa3Ha4YeHbl ANA A/INTeNIbHOro
XPaHeHMA NeKapCTBEHHbIX CPeacTs.

LWnpuubl 6€3 nrn g NOAKONKHbIX MHBEKLUIA NPUTOLHbI ANA UCNOJIb30BaHUA C HAaKOHEYHUKamm «Jlyep» B cootBeTcTBum ¢ EN I1SO 80369-7.

CTepunbHble O4HOPa3oBble LWNPULbl 6€3 UrN ANA NOAKOXHbBIX UHBEKUMU — 3TO U3LENUs, UCNONb3yemble O/A BBEAEHUA MeAULMUHCKUX
NpenapaToB B OpraHM3m K 3abopa BMONOTMYECKUX KUAKOCTEN U3 OpraHn3ma. LLnpuubl B COYETAHUM C UrNaMKU AN NOAKOMXKHbIX MHBEKLUIA

MCNOMb3YIOTCA ANA BHYTPUBEHHbIX, BHYTPMMbILEYHbIX, MOLKOMHbIX M BHYTPUKOMHbIX MHBEKLMM, a TakKe Ana 3abopa Kposu. OHU TaKkKe
NO3BO/IAIOT M3BNEKaTb GapmaLeBTUYECKMe / IeKapCTBEHHbIE NpenapaTbl M3 KOHTeHepa v BBOAMTL MX NaLMeHTam Yyepes cuctemy (Hanpumep,
yepes BHYTPMBEHHbIN NOPT).

KomnoHeHTbl u3genua

Ha3ssaHue petanu CblpbeBoi Matepuan

Unaungp MM - noaunponunex

MopweHb M3 - nonnatunen, MM - noannponuneH

Mpoknagka M3onpeHoBbIit KayvyK, 6e3 naTekca

Martepuan ynakosku MepauumHcKaa bymara 1 Nnpo3payHan NaeHKa, NpUrogHas 4na ctepuansaumm
EO (eaAMHWYHAsA yNaKoBKa)

€IFU Indicator

MHCTpYKUMA No nCnosib30BaHUIO

BcKpoiiTe ynakoBKy Yepes oTBepCTUE, yKazaHHOe CTPENKOW.

BuayanbHO NpoBepbTe KOMMNIEKTHOCTb COAEPHKMMOrO U OTCYTCTBUE MOBPENKAEHUI YNAKOBKM.

B ynaKoBKe HaxoAMTbCA CTEPUbHLIN LNPUL,

Y6eauTech, 4To rpagyMpoBOYHbIE IMHUN Ha LUAMHAPE WNPMLA XOPOLUO YATAIOTCS.

Mpn BBEAEGHWUM XKMAKOCTU B OPraHM3M C MOMOLLbIO LINPULA B COYETaHMM C UIION ANA NOAKOMKHbIX UHBEKLMIN COOTBETCTBYHOLLErO
pasmepa HabepuTe XUAKOCTb B WNPUL, B HEOBXOAMMOM KOIMYecTBe.

Y6eauTech, 4To B LUMNPULLE HET Ny3bipbKOB BO3AyXa. ECM B liNpuUue ecTb Ny3blpbKy BO34yXa, YAAAUTE UX.

Mepen MHBEKLMEN NPOBEPLTE MPOXOXKAEHME NOTOKA KUAKOCTU B WINpULLE.

BBeauTe KUAKOCTb A8 UHBEKLMIN BHYTPMBEHHO, BHYTPUMbILIEYHO, NOAKOXKHO WAM BHYTPUKONKHO B COOTBETCTBMM C MpoLeaypoi
BBEAEHMUA.

LLInpuL, Tak:Ke MOXKHO MCNOb30BaTh A 3ab6opa KPOBM C MOMOLLBIO UMbl AN NOAKOMKHbIX MHBEKLMIA COOTBETCTBYIOLLETO Pa3mepa.
C 3N1eKTPOHHOM Bepcuelt MHCTPYKLMKU NO UCNonb30BaHUio PR.A99 MOXKHO 03HaKOMUTLCA Ha caliTe www.setmedikal.com.tr
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LleneBas rpynna nauneHToB

YcTaHOBAEHHbIX OI'paHl/NeHVII‘/'I B OTHOLWEHUU rpynnbl NAUMEHTOB HE UMEETCA.

LleneBble nonb3oBaTenun

MeZAMLMHCKUI nepcoHan

OnucaHune yCTpOﬁCTB, npeaHa3Ha4eHHbIX A5nd ncnosfib3oBaHuA C usgernivemMm

N3penvie npurogHo Ana UCnosib3oBaHMA ¢ coeguHuTensmu B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MaIOTO AMAMETPA ANA KULKOCTEN
W rasoB, UCMO/Mb3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYZAMUCTOrO UAM MOAKOMHOMO
npumeHeHuna".

Moka3aHusa

CTepunbHble 04HOPA30BbIE WNPULLLI 6E3 U AR NOAKOXKHBIX UHBEKLMIA ABAAKOTCA U3AENAMM, UCNOb3YEMBIMU AN BBEAEHUA MEANUMHCKUX
npenapaToB B OpraHM3m 1 3abopa BMONOrMYECKUX HKUAKOCTEN M3 OpraHn3ma. CpoK rog4HOCTU M34enna cocTaBaseT 5 ner.

MpoTuBONoKasaHus

Wnpuubl ¢ Uraamu gna NOAKOMHbIX VIH'beKLl,VIﬁ He A0/IXKHbl MCNONb30BATbCA bonee yem ONA OA4HOro nauueHTa. M3genve moxet 6bITb
MCNONb30BaHO B CTEPU/IbHOM COCTOAAHWMM OAHOPA30BO ANA OAHOrO naumeHta. O4yMCTKa MAKW MNOBTOPHAA CTepuamMsauma He donyckaetca. He
npegHasHayeHbl A4NA UCMOIb30BaHMA He NO HaszHa4veHuto. [locne ncnosb3oBaHmA yTW1v13mpy17|Te KakK meanunHCKHue otTxoabl.

& MpeaynpexaeHus

e He ucnonbsyiTe nsgenmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e  Bu3yanbHO NpPoBepbTe KOMMIEKTHOCTb YNaKOBKM W OTCYTCTBME NOBPENKAEHMWN.

e He nUcnonb3yiTte nsgenne nocae UCTeYEHUA CPOKa rogHOCTH, YKa3aHHOro Ha YNaKoBKe.

e [locne MHBEKLUM UK 3a60pa KUAKOCTU YTUAUSUPYITE U3AeNNe KaK MeANLMHCKME OTXOAbI.

e i3penve npeaHasHayYeHO TONbKO ANA OAHOKPATHOTO MCMO/b30BaHWA, HE MNOAJENKUT MNOBTOPHOMY MPUMEHEHWUIO, MOBTOPHOM
06paboTKe 1AM NOBTOPHOM CTEPUAM3ALIUN.

e  EC/IM CTepUAbHYIO YNAKOBKY BCKPbITb M HE UCMO/Ib30BaTh CPa3y, BO3HMKAET PUCK 3apakeHus. ECAN CTePUAbHOCTb U34E/UA He MOXKET
6bITb COXpaHeHa, He NCMob3yiTe ero.

e [lOBTOPHOE UCMO/Ib30BaHME U3LENNA MOMKET MPUBECTU K MHDEKLUAM, MEPEKPECTHOMY 3aPaXKEHMIO U Cencucy.

e  [lpy BO3HMKHOBEHUM Cepbe3HbIX NOBOYHbIX 3P PEeKTOB HEOHXOAMMO YBEAOMUTL NPOU3BOAUTENSA U KOMMNETEHTHbIA OpraH.

o  CTepuabHble WNPULLbI NPeAHa3HauYeHbl A1A UCMOIb30BaHNA HEMOCPEACTBEHHO NOC/Ie HAaNOAHEHWA, MO3TOMY He XpaHWUTe N1eKapcTBo B
TeYeHne A/IUTeNIbHOro BpeMeHW.

YcnoBusa xpaHeHus

e XpaHuTb Npu TemnepaType OKpy:KatoLlel cpeabl He Bbiwwe 45°C.
3awmLaTb OT NPAMbIX COTHEYHBIX ly4eit U BAAXKHOM cpesbl.
XpaHWTb, PacnonoXune KOPO6KyY B HaNPaBAEHUN CTPESKN.
CknaabiBaTb He 6onee nNATU KOPOBOK APYr Ha Apyre.

e  CpoOK rogHOCTU NPOAYKTa coCTaBnAeT 5 net.
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MosicHeHuA K ncnosib3yemMbiM YCITOBHbIM 0603Ha4YeHUsM

KomnaHusa-npounssogutenb Xpynkoe nsgenune, obpaiuartbcs
OCTOPOXHO
|
! | [ata nponssoactea ;}.’{_ bepeyb OT conHe4vHoro ceeta
‘lL
g [laTa ncreyeHus cpoka rogHocTn T” XpaHnTb B CyXOM MecTe
Homep naptum Mepemelatb BEPTUKANBHO
LOT
REF Homep no katanory /ﬂ/ BepxHuin npegen Temneparypbl
(45°C)
MD MeauuunHckoe nspgenve ““" OrpaHuyeHue BnaxHocTtu (20 —
0,
200 80 /0)
YHuKanbHbI naeHTudmkaTop He ncnonb3yinTte, ecnv ynakoBka
uUDI n3genusa noBspexaeHa, n obpatuTech K

MHCTPYKLUMK MO NCNOJIb30BaAHUIO

YNOMHOMOYEHHbIN NpeacTaBuUTENb B
EBponerickom coobLiecTBe
(BenvkobputaHus)

He ncnonb3oBaTb NOBTOPHO

96 @

<7
A\l

CTepl/IJ'II/I3OBaHO C ncnosnb3oBaHNEM
OKNCU 3TUNEHAa

He copgepxuTt naTtekca

HenuporeHHbIn

K

EanHcTBEHHAS cTepunbHas Tonbko ans I'IpOCbeCCI/IOHaJ'IbHOFO

@ He cTepununsoBaTtb NOBTOPHO

D
O
=1
<

bapbepHasg cuctema NCMONb30BaHNS

EounHcTBEHHas cTepunbHas CM. MHCTPYKUMIO MO
O GapbepHas cuctema C 3aLmUTHON I:E NCNoNb30BaHUIO N obpaTUTech K
RN YMaKOBKOW CHapYXw SMNEKTPOHHON NHCTPYKLMK MO

elFU Indicator

MCNnosnb30BaHUO

f BHumaHune

3Hak cooTBETCTBMSA TpeboBaHMAM BCeX cooTBeTCTBYLWMX dnpektue EC no
c MeANUMHCKNM n3genuam / EBponemnckoro saakoHogaTenbcTea

2197 Homep, yKa3aHHbIVI BHU3Yy, ABNAE€TCA HOMEPOM HOTI/ICbI/ILI,I/IDOBaHHOFO opraHa

MecTo npounsBoacTBa

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

www.setmedikal.com.tr
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Tun Bupoby
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Lnpuuy 6e3 ronku ana nigwKipHUX iH'ekuin

Wnpuuy, Jlyep 2-KOMNOHEHTHMIA i 1) i
2 mn, 2,5 mn, 5mn, 10 ma, 20 mn = | =

IR { U =
LWnpuy Jlyep 3-KOMNOHEHTHUIA q S =1
1mn, 2 mn, 2,5 mn, 3mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn ) k (===

— Y .
Lnpuy Jlyep /10K 3-KOMNOHEHTHUI1 ) ]
1mn, 2mn, 2,5mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn @c R

i

MeTta BUKOPUCTaHHA

MopoXKHi, cTepW/IbHI OAHOPA30BI WNPULM 3 NIACTUKOBUX MATepianis BUKOPUCTOBYIOTbCA KiHLEBMMU CMOXKMBavYamMu aas 3abopy i BBeAeHHsA
pianH nicna HanoBHeHHA. LUNnpuun npusHayeHi B OCHOBHOMY A1 BUKOPWUCTAHHA Y BiAHOLWEHHI A0 opraHiamy noguHu. CTepunbHi wnpuum
npu3HayveHi 417 BUKOPUCTaHHA Be3anocepeaHbo Micns ix HAMOBHEHHSA | He NpU3HaYeHi AnA TpuBanoro 3bepiraHHA NikapcbKux 3acobis.

LWnpuum 6e3 ronok Ana nigWwKipHUX iH'ekwii NpuaaTHI N8 BUKOPUCTAHHSA 3 HAKOHeYHMKamu "Jlyep" BianosigHo fo EN ISO 80369-7.

CTepunbHi ogHOpPa3osi Wnpuuy 6e3 roIoK AN NigWKIpHUX iH'EKLiA — Le BUPOOU, AKi BUKOPUCTOBYIOTLCA A1 BBEAEHHA MeAMYHUX Npenaparis
B OpraHiam i 3abopy 6ionoriyHNX pigmMH 3 opraHiamy. LUNpuMum B NOeAHaHHI 3 ronkamu ANA NiAWKIPHUX iH'EKLiIN BMKOPUCTOBYIOTLCA ANA
BHYTPILWHbOBEHHWUX, BHYTPILUHbOM'A30BUX, MIALWKIPHMX | BHYTPILWHbOLWKIPHUX iH'EKLiN, Ta AnA 3abopy KpoBi. BOHM TakoX AatoTb 3mory
HabupaTh dpapmaLeBTMYHI/NiKapCcbKi NpenapaTt 3 KoHTelHepa | BBOAWUTYM X NaujieHTamM Yepes cucTemMy (HanpuKkaag, yepes BHYTPILUHbOBEHH U

nopt).

KomnoHeHTH Bupoby

HasBa getani

CMPOBUHHMIA MaTepian

Unningp MM - noninponineH
MopweHb ME - nonietunen, NN - noninponinex
Mpoknagka I3onpeHoBuMIA KayyyK, 6e3 natekcy

Marepian ynakosku

MeauyHUi nanip i npo3opa naiska, NpuaaTHa ans ctepunisauii EO

(oauHUYHa ynakoBKa)

IFU Indicator

IHCTpPYKLIiA 3 BUKOPUCTaHHA

Po3kpuitTe ynakoBKy Yepes OTBip, BKa3aHWi1 CTPISKOIO.

BisyanbHO nepeBipTe KOMMNAEKTHICTb BMICTY Ta BiACYTHICTb NOWKOAXEHb YNAKOBKW.

YnakoBKa MiCTUTb CTEPUNbHMIA WNPUL,.

MepeKoHanTecA, Lo MOXKHA Y4iTKO NPOYUTATM rPaaytoBabHi NiHIl HA UMAIHAPI WNpuULa.

Mpwn BBEAEHHI PiAVHM B OpraHiam 3a AOMOMOrO WNPULA Y NOESHAHHI 3 TONIKOK Aa NiAWKIPHUX iH'EKLiN BignoBigHOro posmipy
HabepiTb PiaAVHY y WNPUL, y HEObXiAHIM KiNbKOCTI.

MepeKoHanTeca, WO y WNpULL Hemae NoBITPAHMX Bynbballok. AKLWO Y Wnpuui € 6ynbbalKku NOBITPA, BUAANITH iX.

Mepes iH'eKLi€l0 NepeBipTe NPOXOAKEHHA NOTOKY PIAMHM Y LWNPULL.

BBeaiTb piavHy AnA iH'EKLiN BHYTPILWHbOBEHHO, BHYTPILIHbOM'A30B0O, NiAWKIPHO abo BHYTPIWHbOLWKIPHO BigMNOBIAHO A0 Npoueaypy
BBEeAEHHA.

LLINnpuu, TaKOXK MOXKHA BUKOPUCTOBYBATH A/1a 3a60py KPOBi 3a LONOMOTOIO FONIKK ANA NiALWKIPHMX iH'€KLN BignosigHOro po3mipy.

3 eIeKTPOHHOIO BEPCIEID IHCTPYKLT 3 BUKOpUCTaHHA PR.A99 MOXKHa 03HalMoMUTUCA Ha cailTi www.setmedikal.com.tr
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LlinboBa rpyna nauieHTiB

BcTaHOBNEHMX 0OMEXKEHD LLLOAO rPYNM NaLEHTIB HEMAE.
LlinboBi kopuctyBaui

MeamnyHUit nepcoHan

Onuc anCTpOII-B, nNpu3HavdyeHux Ansad BUKOPUCTAHHA 3 BVIpOGOM

Bupi6 npupaTHUiM ana BMKOPUCTaHHA 3i 3'egHyBayamu BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa Ana piguvH i rasise, ski
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTMHA 7: YacTKoBi BUMOrM [0 3'€4HYBaYiB BHYTPILWHbOCYAMHHOMO abo NiALWKipHOro 3acTocyBaHHA".

Moka3aHHA

CTepunibHi ogHOpPa3oBi WNpuumM 6e3 ronok AN NigWKipHUX iH'eKLi € BUpobamu, L BUKOPUCTOBYIOTLCA A1 BBEAEHHA MeANYHUX NpenaparTis
B OpraHi3m i 3abopy 6ionoriyHux pigMH 3 opraHiamy. TepmiH NpMaaTHOCTIi BUPOOY CTaHOBUTL 5 poKiB.

I'IpOTunm(asaH HA

Wnpuun 3 ronkamu gns NiAWKIPHUX iH'€KUiIA He MNOBUHHI BUKOPUCTOBYBATUCA binbll HiXX ANA ofHOro nauieHTa. Bupib moxke 6yTtn
BMKOPUCTAHUIN Y CTEPUNbHOMY CTaHi OAHOPA30BO ANSA OAHOrO naujieHTa. OunweHHs abo MOBTOPHA CTepuAi3aLia He AO0MnycKaeTbcA. He
Npu3HaYeHi 417 BUKOPUCTAHHA He 32 NPU3HAYEHHAM. MMicna BUKOPUCTAHHA YTUANI3yTe AK MeguyHi Bigxoau.

& MonepepxeHHA

e He BuKopucTOBYITE BMPIb 3 NOWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAMEHb.

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

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

e  Bupib npu3HayYeHUI TiNbKM A8 OAHOPA30BOr0 BUKOPWUCTAHHA, He MNiaasarae noBTOPHOMY 3aCTOCYBaHHIO, MOBTOPHiN 0b6pobui abo
NOBTOPHIM cTepuAisau;i.

o AKWO CTepuIbHY YNAaKOBKY PO3KPUTU i HE BUKOPUCTATU OApa3y, BUHUKAE PU3UK 3aparkeHHA. AKLLO CTEPUIbHICTL BUPODY He Moxe
6yTK 36eperkeHa, He BUKOPUCTOBYWTE MOTO.

e  [OBTOpPHE BUKOPUCTAHHA BUPOBY MOKe NPU3BECTU A0 iHOEKLLN, NepexpecHoro 3apaxKeHHs i cencucy.

e [lpM BUHUKHEHHI cepio3HMX NobiYHMX edeKTiB HeObXiAHO NOBIAOMUTY BUPOOHMKA Ta KOMNETEHTHUI OpraH.

o CTepwu/bHi WINPULYM NPU3HAYEHi A8 BUKOPUCTAHHA He3nocepeHbo Nicas HANOBHEHHSA, TOMY He 3a/ULLanTe NiKK Y WNpULi NPOTArom
TPWBAOro Yacy.

YMoBM 36epiraHHA

e 36epiratT Nnpy TemnepaTypi HABKO/IMLIHbLOIO cepesoBuLa He Bulle 45°C.
3axuLLaTh Big, NPAMUX COHAYHUX MPOMEHIB | BONOroro cepefoBumLLa.
36epiraTv, po3TallyBaBLUM KOPOOKY B HANPAMKY CTPINIKK.

CKnagaTtv He Binblue N'aTM KOPObOK OAHA Ha OAHIN.

e  TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTL 5 pOKiB.
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KomnaHisi-BMpoBHumK

Kpuxknii Bupi6, noBoantumcs
obepexHo

[aTa BnpobHMuTBa

Bepertu Big COHAYHOrO CBiTNA

WL

[aTa 3akiH4eHHA TepMiHy NpuaaTHOCTI

Y

36epiratn B cyxomy Micui

LOT

Homep naprii

—
—

MNepemiwaTtn BEPTUKANbHO

REF

Homep 3a katanorom

>

BepxHs mexxa Temnepatypu (45°C)

Mean4Huin BUpi6

3!
=

&)

~
=3
2

ObmexeHHs BonorocTi (20 - 80%)

YHikanbHun igeHTndikatop BUpoby

He BuKkopucToBymnTe, AKLLO YNakoBKa
MOLLKOPKEHA, | 3BEPHITbCA A0
iHCTPYKLU,ii 3 BUKOPUCTaHHSA

YNOBHOBaXXEHUN NPeaCTaBHUK Y
€Bponencbkomy CrniBTOBapuUCTBI
(BenukobpuTaHis)

He BukopucToByBaTU NOBTOPHO

CTepunisoBaHoO 3 BUKOPUCTAHHAM
OKWUCY eTUNEHY

%

069 ©

A

He mictntb natekcy

He cTepunisayBaTi NOBTOPHO

X

HeniporeHHui

€aunHa ctepunbHa 6ap'epHa cuctema

O]
=
=

Tinbkn gns npodeciiHoro
BMKOPUCTaHHSA

€aunHa ctepunbHa 6ap'epHa cuctema
i3 3aXMCHOO YNaKOBKOIO 30BHI

[ 13]

elFU Indicator

[uB. iIHCTPYKLUitO 3 BUKOPUCTAHHSA
abo 3BEpPHITLCH A0 eNEKTPOHHOI
iHCTPYKLUIiT 3 BAKOPUCTaHHSA

YBara

T

3Hak BignoBigHOCTI BUMOram ycix BignosigHux Qupektue €C woa0 meguyHmx Bupoois /

eBDOHeIZCbKOFO 3aKoOHO4aBCTBa

Howmep, 3a3HayeHnin BHU3Y, € HOMEPOM HOTUIKOBAHOrO OpraHy

Micue BUpoGHMLTBA

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

Anpeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, TypeuunHa)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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HiPODERMIK iGNESIZ SIRINGA KULLANMA TALIMATI

Uriin Tipi

Hipodermik ignesiz Siringa

Luer 2 parga Siringa
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 parga Siringa
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar 6ncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullanilmak Gzere
tasarlanmistir ve ilaci uzun slire boyunca icinde muhafaza etmesi amaglanmamistir.

Hipodermik ignesiz siringalar, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak igin kullanilir. Ayrica, farmasotik/ilaglar kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intraven6z (IV) port tzerinden)
uygulanmasini saglar.

Uriin Bilesenleri

Parca Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

_|1| Kullanma Talimati
e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.
e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol ediniz
e Uriin ambalaji steril siringadan olusmaktadir.

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

e Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya gekin.
e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka g¢ikarin.

e Enjeksiyondan 6nce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

e Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu icin de kullanilabilir.

e PR.A99 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu
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Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grtinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf mrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz 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 gérmis veya agilmigsa triini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra Grini 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  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.

e  Steril siringalar, doldurulduktan hemen sonra kullaniimak lizere tasarlanmistir, bu nedenle ilaci uzun siire muhafaza etmeyiniz.

Depolama Kosullar

e 45°C'yi asmayan ortam sicaklig§inda muhafaza ediniz.

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

e Ust iiste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf 6mrii 5 yildir.
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Kullanilan Sembollerin A¢iklamasi

Uretici Firma Kirilgan. dikkatli tutun

-

Uretim Tarihi Glnes 1s1gindan uzak tutun

.
.
-
™ a
-

Son Kullanma Tarihi Kuru tutun

JUEN 3
.)/5)(_

=)

LOT Lot Numarasi Dikey olarak hareket ettir

REF Katalog numarasi /ﬂf Sicakligin st sinirn (45°C)

MD Tibbi Cihaz (%) Nem siniflamasi (%20 — %80) /
o Paket hasarliysa kullanmayin ve

upI Benzersiz cihaz tanimlayici kullanim talimatlarina bakin

Tekrar Kullanmayin

J69 @

%
Q

Etilen oksit kullanilarak sterilize
edilmistir

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik
STERE BEO)
il

Lateks icermez

Pirojenik olmayan

S

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim

@ Tekrar sterilize etmeyin

@]
=]
<

Kullanim talimatina bakin veya

Q D|§|_nda |_<0ruygcu a_mbalaj bulunan tek [:E] elektronik kullanim talimatina
pS— steril bariyer sistemi -
elFU Indicator ba§VU run

/N\ Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya

c € yonelik isaret
a7 Altta gorintilenen numara Onaylanmis Kurulug Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr



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

HIPODERMIK IGNESIZ SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

e SEeT Menikal

Dok./Doc.No: PR.A99 Tarih/Date: 8.04.2024 Rev.No: 5 Sayfa No/Page No: 4 /24

HYPODERMICSYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

Product Type

Hypodermic Syringes Without Needles

Luer 2 part Syringe
2ml,2,5ml,3ml,5ml, 10 ml, 20 ml,

Luer 3 part Syringe
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 part Syringe
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Hypodermic syringes without needle are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. If syringes are used in combination with hypodermic needles, they are used for intravenous, intramuscular,
subcutaneous and intradermal injection. It is also used for the aspiration of the pharmaceutical/drugs from its container in order to administer
them to the patient via systems (for ex. via intravenous (IV) port).

Product Components

Component Name Raw Material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

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

Instruction for Use

€IFU Indicator

Open the packaging by stripping it from the opening place indicated by the arrow sign.

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

The product packaging consists of a sterile syringe.

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

e [Ifliquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into
the syringe in the required amount.

e Make sure that there are no air bubbles in the syringe; if any, remove them.

e  Before injection, check whether liquid flow can be ensured in the syringe.

e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application
procedure.

e In case of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

e The electronic version of PR.A99 Instruction for use is available at www.setmedikal.com.tr.
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Intended Patient Population

There is no limitation for the patient population.

Intended User
Healthcare personnel

Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN 1SO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.

& Cautions

e Do not use the Product if the package is opened and 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.

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

e  Sterile syringes are designed to be used immediately after filling, so do not store the medicine for a long time.

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.
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Manufacturer

-

Fragile. Handle with care

Date of manufacture

<
~
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B/'\

Keep away from sunlight

S

.
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n

-

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

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

Sterilized using ethylene oxide

96 @

%
Q

Latex free

Do not resterilize

X

Non-pyrogenic

Single sterile barrier system

@]
=]
g

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

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 LA JERINGA HIPODERMICA SIN AGUJA

Tipo de Producto

Jeringa Hipodérmica sin Aguja

Jeringa de 2 piezas con Punta Luer
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Jeringa de 3 piezas con Punta Luer
1ml,2ml, 2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Jeringa de 3 piezas con Punta Luer Lock
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Propésito del Uso

Las jeringas vacias, estériles y desechables hechas de materiales plasticos se utilizan para la aspiracidn e inyeccidon de liquidos después de
haber sido llenadas por los usuarios finales. Las jeringas son principalmente para uso en humanos. Las jeringas estériles estan disefiadas para
usarse sin esperar después del llenado y no estan disefiadas para retener el medicamento durante largo tiempo.

Las jeringas hipodérmicas sin agujas son adecuadas para su uso con conectores de punta Luer que cumplen con el el estandar EN 1SO 80369-7.

Las jeringas hipodérmicas sin agujas, estériles y desechables son dispositivos que se utilizan para la aplicacidn de productos y liquidos médicos.
Las jeringas con hipodérmicas agujas se utilizan para inyecciones por via intravenosa, intramuscular, subcutdnea o intercutanea y para extraer
sangre de una vena. Ademas, aspira productos farmacéuticos/medicamentos de su contenedor y permite que se administren a los pacientes a
través de los sistemas (p. ej., a través del puerto intravenoso (1V)).

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno, PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

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

Instrucciones de Uso

€IFU Indicator

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 aguja esterilizada.

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

e Sise va a inyectar un liquido en el cuerpo con una jeringa y una aguja hipodérmica del tamafio adecuado; extraiga la cantidad
necesaria del liquido con la jeringa.

e Asegurese de que no haya burbujas de aire en la jeringa, si las hay, retirelas.

e Antes de la inyeccidén, compruebe que se puede lograr el flujo de liquido en la jeringa.

e Inyecte el liquido en la vena o por via intramuscular, subcutdnea o intercutanea de acuerdo con el tratamiento de aplicacion.

e Lajeringa también se puede utilizar para aspiracion de sangre con una aguja hipodérmica del tamafio adecuado.

e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR.A99 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

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

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

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

Indicacion

Las jeringas hipodérmicas sin agujas, estériles y desechables son dispositivos que se utilizan para aplicar y extraer productos y liquidos médicos
para cuerpo. La vida util del producto es de 5 afios.

Contraindicacion

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

& Advertencias

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

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

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

e 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 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.

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 5 cajas sucesivas una encima de la otra.
e lavida util del producto es de 5 afios.

Descripcion de los Simbolos Utilizados

Fabricante ! Fragil. Tratar con cuidado

Fecha de vencimiento i Mantener seco

[| Fecha de produccién ..,,;\*z, Mantener alejado de la luz solar
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Codigo de lote
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LOT

Mover verticalmente

Numero de catdlogo
Limite superior de temperatura (45 °C)

=

[11]

“
&

&

Limitacidon de humedad (20% — 80%)

M D Dispositivo médico

g‘@g

(]
S

- . L No lo use si el embalaje estd dafiado y ver sus
UDI Identificador de dispositivo Unico @ instrucciones de uso ! y
Representante autorizado en la Comunidad No reutilizar
Europea (Reino Unido)
—
SIEELEE] | Esterilizado con éxido de etileno @ No contiene latex

No pirogénico

X

Sistema de barrera estéril Unico

@ No re esterilizar

o
=1
~

Solo para uso profesional

==

.O. El sistema de barrera estéril Unico con embalaje Consultar instrucciones de uso o consulte las
1 1 . . . ’ I .
PN 4 protector exterior instrucciones de uso via electrénica

----- elFU Indicator

& Atencién

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

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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NOTICE D’UTILISATION DE LA SERINGUE HYPODERMIQUE SANS AIGUILLE

Types de produit

Seringue hypodermique sans aiguille

Seringue Luer 2 piéces
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Seringue Luer 3 piéces
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Seringue Luer Lock 3 pieces
1ml,2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 50 ml, 60 ml

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides apres les avoir remplies. Les seringues sont essentiellement destinées a 'usage chez les hommes. Les seringues stérilisées
sont congues pour étre immédiatement utilisées dés qu’elles sont remplies et ne sont pas destinées a conserver pendant longtemps le
médicament a l'intérieur.

Les seringues hypodermique sans aiguille sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme EN 1SO 80369-7.

Les seringues hypodermiques stérilisées sans aiguille, a usage unique sont destinées a I'introduction des produits ou fluides médicaux dans le
corps, ainsi que leur prélévement. Les seringues sont utilisées avec l'aiguille hypodermique pour les injections intraveineuses,
intramusculaires, sous-cutanées et intradermiques, ainsi que pour prélever du sang dans une veine. En outre, elle permettent I'aspiration des
substances pharmaceutiques / médicaments du récipient dans lequel ils se trouvent pour |'application aux patients a I'aide de différents
systemes (par exemple sur la porte intraveineuse (IV).

Composants du produit

Nom de la piéece Matiere premiere

Cylindre PP — Polypropylene

Piston PE — Polyéthyléne, PP — Polypropyléne

Joint Caoutchouc isopréne, sans latex

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

Consignes d’utilisation

€IFU Indicator

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

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

e L’emballage du produit contient la seringue stérilisée.

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

e  S'il s’agit d’'une injection dans le corps a I'aide de la seringue avec I'aiguille hypodermique aux dimensions adaptées, remplir la
seringue de la quantité de fluide nécessaire.

e  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.

Avant l'injection, vérifier si le fluide coule bien dans la seringue.

Procéder a I'injection intraveineuse, intramusculaire, sous-cutanée ou intradermique, selon I’application adaptée au fluide a injecter.

La seringue peut également étre utilisée avec une aiguille hypodermique aux dimensions adaptées, pour prélever du sang.

Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A99, sur le site web suivant :

www.setmedikal.com.tr.

Population de patients visée
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Il n’y a pas de limitation fixée pour la population de patients.

Utilisateurs visés

Personnel médical

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

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

Indication

Les seringues hypodermiques stérilisées sans aiguille, a usage unique sont destinées a I'introduction des produits ou fluides médicaux dans le
corps, ainsi que leur prélevement. La durée de conservation du produit est de 5 ans.

Contre-indication

La seringue sans aiguille hypodermique 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 I'emballage n’est pas endommagé.

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

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

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

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 I'intérieur de la seringue.

Conditions de stockage

e 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.

Placer I'un sur I'autre cinq colis au plus.

e Ladurée d'expiration du produit est de 5 ans.

Explication des symboles utilisés

d Fabricant I Fragile, tenir attentivement
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Date de fabrication

HAYA
Z

Tenir écarté des rayons solaires

Date d’expiration

.
.
-
™ a
-

Tenir sec

=)

LOT Numeéro de lot Faire bouger en état vertical
REF Numéro de catalogue /ﬂf Limite supérieure de la température
9 (45°C)

Appareil médical

2

®

(]
S
=

Limites d’humidité (20% - 80%) /
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Ne pas utiliser si le paquet est
endommagé et voir les consignes
d’utilisation
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Communauté européenne (Royaume-
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Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
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Ne pas stériliser a nouveau

S

Non pyrogéne

Systéme de barriére stérilisée simple

o
=1
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Uniguement 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

2797

Signe justifiant la satisfaction de toutes les nécessités des Directives / Réglementation
européennes pertinentes relatives aux appareils médicaux.
Le numéro figurant en bas est le numéro de constitution approuvé.

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

Tél.: 0212 622 04 00
Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG FUR HYPODERMISCHE SPRITZEN OHNE NADEL

Produkttyp

Hypodermische Spritze ohne Nadel

Luer 2 teilige Spritze
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 teilige Spritze
1ml,2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 teilige Spritze
1ml,2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 50 ml, 60 ml

Verwendungszweck

Die leeren, sterilen Einwegspritzen aus Kunststoff werden nachdem sie vom Endverbraucher befillt wurden zum Absaugen und Injizieren
von Flissigkeiten verwendet. Die Spritzen sind hauptsachlich fiir die Anwendung am Menschen bestimmt. Sterile Spritzen sind fiir eine
Verwendung umgehend nach der Befiillung konzipiert und haben nicht den Zweck, das Arzneimittel Gber einen langeren Zeitraum in sich
aufzubewahren.

Die Spritzen ohne Nadel sind fiir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN ISO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen ohne Nadel sind Gerate, die dazu dienen, medizinische Produkte und Korperflissigkeiten dem
Korper zuzufiihren oder zu entnehmen. Die Spritzen werden zusammen mit hypodermischen Nadeln fiir intravendse, intramuskulare,
subkutane oder intrakutane Injektionen sowie fiir die intravendse Blutentnahme verwendet. Darlber hinaus dient das Produkt dazu,
Pharmazeutika/Arzneimittel aus dem Behilter anzusaugen und mittels Systemen (z. B. Uber einen intravendsen (IV)-Anschluss) dem
Patienten zu verabreichen.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen, PP — Polypropylen
Dichtung Isopren Kautschuk, frei von Latex
Verpackungsmaterial Fur 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 Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.

e Die Produktverpackung enthalt eine sterile Spritze.

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

e Soll mit der Spritze und einer Injektionsnadel geeigneter GroRe in den Kérper Flussigkeit injiziert werden, saugen Sie die bendtigte
Menge an Flissigkeit in die Spritze.

e  Stellen Sie sicher, dass die Spritze keine Luftblasen enthalt. Befinden sich in der Spritze Luftblasen, diese unbedingt entfernen.

e Prifen Sie vor der Injektion, ob ein Flissigkeitsfluss in der Spritze gewahrleistet ist.

e Injizieren Sie die Injektionsfliissigkeit entsprechend der Anwendungsvorschrift intravends, intramuskular, subkutan oder intrakutan.

e  Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch zum Ansaugen von Blut verwendet werden.

e Die elektronische Version der PR.A99 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.
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Patientenzielgruppe
Es bestehen keine Einschrankungen flr die Patientenpopulation.

Benutzerzielgruppe

Gesundheitspersonal

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

Geeignet fiur die Verwendung mit ,EN I1SO 80369-7 Anschliisse mit kleinem Durchmesser fiir Flissigkeiten und Gase fiir
Anwendungen im Gesundheitswesen — Teil 7: Anschliisse fiir intravendse oder hypodermische Anwendungen.

Indikation

Sterile hypodermische Einwegspritzen ohne Nadel sind Geréte, die dazu dienen, medizinische Produkte und Korperflissigkeiten dem Korper
zuzufiihren oder zu entnehmen. Die Haltbarkeit des Produkts betragt 5 Jahre.

Kontraindikation

Hypodermische Spritzen ohne Nadel 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 gedffnet ist.

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

e Verwenden Sie das Produkt nicht nach dem auf der Verpackung des Gerats 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  Wird die sterile Verpackung gedffnet und das Produkt nicht sofort verwendet, droht Kontaminationsgefahr. Die Produktsterilitat
kann nicht aufrechterhalten werden. Das Produkt nicht verwenden.

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

e  Beischwerwiegenden unerwiinschten Vorfallen missen der Hersteller und die zustandige Behorde benachrichtigt werden.

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

Lagerbedingungen

¢ Bei Umgebungstemperatur von max. 45 °C lagern.

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

¢ Maximal finf Kartons tibereinander lagern.

¢ Die Haltbarkeit des Produkts betragt 5 Jahre.
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d Hersteller ! Zerbrechlich. Vorsichtig halten
e

dl Produktionsdatum -7 Y Vor Sonneneinstrahlung schiitzen
)

g Verfalldatum T” Trocken halten

LOT Lot-Nummer ll Vertikal bewegen

REF Katalognummer /ﬂ[ Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% -
80%) /

Nicht verwenden, wenn

uUDI Eindeutige Produktidentifizierung @ Packung beschadigt

EEJ-Bevpllmachtlgter (Vereinigtes Zum einmaligen Gebrauch
Kdnigreich

TERL BE) Sterilisiert mit Ethylenoxid e Enthalt kein Latex

Nicht erneut sterilisieren

X4

Pyrogenfrei

Einfaches Sterilbarrieresystem

@]
=]
<

Nur flir professionellen Gebrauch

Hinweig

Einfaches Sterilbarrieresystem mit

aullerer Schutzverpackung
e

=

elFU Indicator

Gebrauchsanweisung beachten
oder elektronische
Gebrauchsanweisung heranziehen

AN

Achtung

C€

9T

Kennzeichnung der Erfiillung der Anforderungen aller betreffenden europaischen

Medizinproduktrichtlinien / europaischen Gesetze

Die unten angezeigte Nummer ist die Nummer der benannten Stelle

Prod

l

uktionsort

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul
TirkeiTelefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO SIRINGA IPODERMICA SENZA AGO

Tipo Prodotto

Siringa Ipodermica Senza Ago

Siringa con attacco luer 2 pezzi
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Siringa con attacco luer 3 pezzi
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Siringa con attacco luer-lock 3 pezzi
1ml,2ml, 2,5ml,3ml,5ml, 120 ml, 20 ml, 50 ml, 60 ml

Finalita di Uso

Le siringhe vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione di liquidi
dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate appena
dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

Le siringhe ipodermiche senza ago sono adatte all’'uso con connettori ad attacco luer in modo conforme allo standard EN ISO 80369-7.

Le siringhe ipodermiche senza ago sterili e monouso sono dei dispositivi utilizzati per I'iniezione e I'aspirazione dei prodotti medici e dei liquidi
corporei. Le siringhe, quando vengono usate con I'ago ipodermico, sono destinate all’uso di iniezione endovenosa, intramuscolare, cutanea e
sottocutanea e di prelievo di sangue venoso. Inoltre, provvedono all’applicazione di farmaceutici/medicine, aspirandoli dai loro contenitori, nei
pazienti attraverso sistemi (ad esempio, su port intravenoso (IV)).

Composizioni del Prodotto

Componente Materia Prima

Cilindro PP-Polipropilene

Pistone PE-Polietilene, PP-Polipropilene

Tappo a stantuffo Gomma isoprene, senza lattice

Materiale di confezione Carta medicale e film trasparente per EO (confezione singola in blister)

L1=] |struzioni di Uso
e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.
e  Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.
e La confezione del prodotto contiene la siringa sterile.
e  Assicurarsi che la scala graduata sul cilindro della siringa sia ben leggibile.
e  Sesiinietta il liquido nel corpo attraverso la siringa con I'ago ipodermico di dimensione adeguata, prelevare il liquido nella siringa in
guantita necessaria.
e  Assicurarsi che non siano presenti bolle d’aria nella siringa, ove presenti, rimuoverle assolutamente dalla siringa.
e  Prima di procedere con l'iniezione, verificare se ci sia il flusso di liquido nella siringa.
e Iniettare la soluzione per via endovenosa, intramuscolare, cutanea o sottocutanea, a seconda della procedura applicata.
e Llasiringa puo essere utilizzata anche per il prelievo di sangue con I'ago ipodermica di dimensione adeguata.
e E possibile accedere alla versione digitale dell’istruzione di uso PR.A99 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 ISO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle applicazioni del
servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

Le siringhe ipodermiche senza ago, sterili e monouso, sono dei dispositivi utilizzati per I'iniezione e I'aspirazione dei prodotti medici e dei liquidi
corporei. La vita da scaffale del prodotto € di 5 anni.

Controindicazione

Le siringhe ipodermiche senza ago non possono essere utilizzate su piu pazienti. Il prodotto € utilizzabile su un unico paziente in modo
monouso, sterile. Non pulire né risterilizzare. Non é stata progettata per uso diverso da quello indicato. Dopo I'uso smaltire come rifiuto
sanitario.

A Avvertenze

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

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

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

e  Smaltire il prodotto come rifiuto sanitario dopo I'iniezione o I'aspirazione.

e |l prodotto & monouso e non puo essere riutilizzato né ripraticato, né tantomeno risterilizzato.

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

e llriutilizzo del prodotto potrebbe provocare infezioni, contaminazioni crociate e sepsi.

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

e Le siringhe sterili sono state progettate per I'uso immediato dopo il riempimento, per cui non conservare il farmaco per lungo
periodo.

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.

e lavita da scaffale del prodotto & di 5 anni.

Glossario dei Simboli Utilizzati

d Azienda Produttrice ! Fragile! Maneggiare con cura
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Data di Produzione

Tenere lontano dai raggi solari

S

Data di Scadenza

Mantenere asciutto

Q

LOT Numero Lotto Trasportare in direzione verticale
e Limite di temperatura massima
REF Numero Catalogo /R[ (45°C)
MD Dispositivo Medico (%) Limite di umidita (20% — 80%) /
20%,
Se la confezione & danneggiata non
uUDI L'identificazione unica dei dispositivi @ utilizzarla e consultare le istruzioni
di uso.
Rappresentante Autorizzato Europeo N
PP . P Non riutilizzare
(Regno Unito)
.ua_z Sterilizzato con ossido di etilene \I Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

>0
@)
S
<

Solo ad uso professionale

-----

Unico sistema di barriera sterile con
l'imballaggio protettivo esterno

i

elFU Indicator

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

Attenzione

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

dell’Ente Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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WHCTPYKLUMA NO UCNONb3OBAHUIO LWUNPULIEB BE3 UM ANSA NOAKOXHbIX UHBEKLUA

Tun usgenus

LUnpuy, 6e3 urnbl N8 NOAKOMKHBIX UHbEKLUA

LWnpuy, Jlyep 2-KOMNOHEHTHbIM
2mn, 2,5mn, 3 mn, 5mn, 10 mn, 20 mn

Lnpuy Jlyep 3-KOMNOHEHTHbIN
1 mn, 2 mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

LWnpuy Jlyep JIOK 3-KOMNOHEHTHbIN
1mn, 2 mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

Llenb ucnonb3osaHums

MycTble, cTepusibHble OAHOPA30Bble LWNPULbLI U3 MAACTMKOBbLIX MAaTepPUanoB MCMOJb3YIOTCA KOHEYHbIMU noTpebutensmu ans 3abopa u
BBEAEHMA XUAKOCTEN nocae HanosHeHus. LUnpuubl npegHasHayeHbl B OCHOBHOM AN UCMO/b30BAaHUA B OTHOLIEHMM OpraHM3ma YesioBeka.

CTepVIIIbeIe wnpuubl NnpegHasHayeHbl 41A MCNO0/1b30BaHMA HENOCPeACTBEHHO NocC/ie UX HaNOJZIHEHUA U He NpeAHa3Ha4YeHbl ANA A/INTeNIbHOro
XPaHeHMA NeKapCTBEHHbIX CPeacTs.

LWnpuubl 6€3 nrn gnsa NOAKONKHbIX MHBEKLUIA NPUTOAHbI ANA UCNOJIb30BaHUA C HAaKOHEeYHUKamm «Jlyep» B cootBeTcTBum ¢ EN I1SO 80369-7.

CTepunbHble O4HOpPa3oBble LWNPULbl 6€3 UrN ANA NOAKOXHbBIX UHBEKUMUA — 3TO U3LENUs, UCNONb3yemble OA BBEAEHUA MeAULMHCKUX
NpenapaToB B OpraHM3m U 3abopa BMONOTMYECKUX KUAKOCTEN U3 OpraHn3ma. LLnpuubl B COYETAHUM C UrNaMU AN NOAKOMXKHbIX MHBEKLUIA
MUCNONb3YIOTCA ANA BHYTPUBEHHbIX, BHYTPUMbILIEYHbIX, MOLKOMKHbIX U BHYTPUKOXHbIX MHBEKUWIA, a TaKkKe Ona 3abopa KpoBu. OHU TaKKe

NO3BO/IAIOT M3BNEKaTb GapmaLeBTUYECKMe / IeKapCTBEHHbIE NpenapaTbl M3 KOHTeHepa v BBOAMTL MX NaLMeHTam Yyepes cuctemy (Hanpumep,
yepes BHYTPUBEHHbIN NOPT).

KomnoHeHTbl u3genua

HasBaHue petanu CbipbeBo maTepuan

Unnanupp MM - noavnponuneH

MopweHb M3 - nonnatunen, MM - noannponuneH

Mpoknagka M3onpeHoBbIV KayyyK, 6e3 naTtekca

Martepuan ynakosku MepauumHcKaa bymara 1 Nnpo3payHan NaeHKa, NpUrogHas 4Na ctepuansaumm
EO (egMHUYHan ynakoBsKa)

€IFU Indicator

MHCTpYKUMA No nCnosib30BaHUIO

BcKpoiiTe ynakoBKy Yepes oTBepCTMe, yKazaHHOe CTPENKOW.

BuayanbHO NpoBepbTe KOMMNIEKTHOCTb COAEPKMMOrO U OTCYTCTBUE MOBPENKAEHUI YNAKOBKM.

B ynaKoBKe HaxoAMTbCA CTEPUbHLIN LINPUL,

Y6eauTech, 4To rpagyMpoBOYHbIE IMHUN Ha LUAMHAPE WNPULA XOPOLIO YATAIOTCS.

Mpn BBEAEGHWUM XKMAKOCTM B OPraHM3M C MOMOLLbIO LIMPULA B COYETaHMM C UIION ANA NOAKOMKHbIX UHBEKLMIN COOTBETCTBYHOLLErO
pasmepa HabepuTe KUAKOCTb B WNPUL, B HEOBXOAMMOM KONMYECTBe.

Y6eauTech, 4To B LUMNPULLE HET Ny3bipbKOB BO3AyXa. ECM B luNpuUue ecTb Ny3blpbKy BO34yXa, YAAIUTE UX.

Mepen MHbEKLMEN NPOBEPLTE MPOXOMKAEHME NOTOKA KUAKOCTU B WINpULLE.

BBeauTe KUOKOCTb A8 UHBEKLMIN BHYTPMBEHHO, BHYTPUMbILIEYHO, NOAKOXKHO WAM BHYTPMKOMKHO B COOTBETCTBMM C MpoLeaypoi
BBEAEHMUA.

LLInpuL, Tak:Ke MOXKHO MCNOb30BaTh AN 3a6opa KPOBM C MOMOLLBIO UMbl AN NOAKOMKHbIX MHBEKLMIA COOTBETCTBYIOLLETO Pa3mepa.
C 3N1eKTPOHHOM Bepcuelt MHCTPYKLMKU NO UCNonb30BaHUio PR.A99 MOXKHO 03HaKOMUTLCA Ha caliTe www.setmedikal.com.tr
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LleneBas rpynna nauneHToB

YcTaHOBAEHHbIX OI'paHl/NeHVII‘/'I B OTHOLWEHUU rpynnbl NAUMEHTOB HE UMEETCA.

LleneBble nonb3oBaTenun

MeZAMLMHCKUI nepcoHan

OnucaHune yCTpOﬁCTB, npeaHa3Ha4eHHbIX A5nd ncnosfib3oBaHuA C usgernivemMm

N3penvie npurogHo Ana UCnosib3oBaHMA ¢ coeguHuTensmu B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MaIOTO AMAMETPA ANA KULKOCTEN
W rasoB, UCMO/Mb3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYZAMUCTOrO UAM MOAKOMHOMO
npumeHeHuna".

Moka3aHusa

CTepunbHble 04HOPA30BbIE WNPULLLI 6E3 U AR NOAKOXKHBIX UHBEKLMIA ABAAKOTCA U3AENAMM, UCNOb3YEMBIMU AN BBEAEHUA MEANUMHCKUX
npenapaToB B OpraHM3m 1 3abopa BMONOrMYECKUX HKUAKOCTEN M3 OpraHn3ma. CpoK rog4HOCTU M34enna cocTaBaseT 5 ner.

MpoTuBONoKasaHus

Wnpuubl ¢ Uraamu gna NOAKOMHbIX VIH'beKLl,VIﬁ He A0/IXKHbl MCNONb30BATbCA bonee yem ONA OA4HOro nauueHTa. M3genve moxet 6bITb
MCNONb30BaHO B CTEPU/IbHOM COCTOAAHWMM OAHOPA30BO ANA OAHOrO naumeHta. O4yMCTKa MAKW MNOBTOPHAA CTepuamMsauma He donyckaetca. He
npegHasHayeHbl A4NA UCMOIb30BaHMA He NO HaszHa4veHuto. [locne ncnosb3oBaHmA yTW1v13mpy17|Te KakK meanunHCKHue otTxoabl.

& MpeaynpexaeHus

e He ucnonbsyiTe nsgenmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e  Bu3yanbHO NpPoBepbTe KOMMIEKTHOCTb YNaKOBKM W OTCYTCTBME NOBPENKAEHMWN.

e He nUcnonb3yiTte nsgenne nocae UCTeYEHUA CPOKa rogHOCTH, YKa3aHHOro Ha YNaKoBKe.

e [locne MHBEKLUM UK 3a60pa KUAKOCTU YTUAUSUPYITE U3AeNNe KaK MeANLMHCKME OTXOAbI.

e i3penve npeaHasHayYeHO TONbKO ANA OAHOKPATHOTO MCMO/b30BaHWA, HE MNOAJENKUT MNOBTOPHOMY MPUMEHEHWUIO, MOBTOPHOM
06paboTKe 1AM NOBTOPHOM CTEPUAM3ALIUN.

e  EC/IM CTepUAbHYIO YNAKOBKY BCKPbITb M HE UCMO/Ib30BaTh CPa3y, BO3HMKAET PUCK 3apakeHus. ECAN CTePUAbHOCTb U34E/UA He MOXKET
6bITb COXpaHeHa, He NCMob3yiTe ero.

e [lOBTOPHOE UCMO/Ib30BaHME U3LENNA MOMKET MPUBECTU K MHDEKLUAM, MEPEKPECTHOMY 3aPaXKEHMIO U Cencucy.

e  [lpy BO3HMKHOBEHUM Cepbe3HbIX NOBOYHbIX 3P PEeKTOB HEOHXOAMMO YBEAOMUTL NPOU3BOAUTENSA U KOMMNETEHTHbIA OpraH.

o  CTepuabHble WNPULLbI NPeAHa3HauYeHbl A1A UCMOIb30BaHNA HEMOCPEACTBEHHO NOC/Ie HAaNOAHEHWA, MO3TOMY He XpaHWUTe N1eKapcTBo B
TeYeHne A/IUTeNIbHOro BpeMeHW.

YcnoBusa xpaHeHus

e XpaHuTb Npu TemnepaType OKpy:KatoLlel cpeabl He Bbiwwe 45°C.
3awmLaTb OT NPAMbIX COTHEYHBIX ly4eit U BAAXKHOM cpesbl.
XpaHWTb, PacnonoXune KOPO6KyY B HaNPaBAEHUN CTPESKN.
CknaabiBaTb He 6onee nNATU KOPOBOK APYr Ha Apyre.

e  CpoOK rogHOCTU NPOAYKTa coCTaBnAeT 5 net.
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MosicHeHuA K ncnosib3yemMbiM YCITOBHbIM 0603Ha4YeHUsM

KomnaHusa-npounssogutenb Xpynkoe nsgenune, obpaiuartbcs
OCTOPOXHO
|
! | [ata nponssoactea ;}.’{_ bepeyb OT conHe4vHoro ceeta
‘lL
g [laTa ncreyeHus cpoka rogHocTn T” XpaHnTb B CyXOM MecTe
Homep naptum Mepemelatb BEPTUKANBHO
LOT
BEE Homep no katanory BepxHuii npegen temnepatypbl
(45°C)
MD MeauuunHckoe nspgenve ““" OrpaHuyeHue BnaxHocTtu (20 —
0,
200 80 /0)
YHuKanbHbI naeHTudmkaTop He ncnonb3yinTte, ecnv ynakoBka
uUDI n3genusa noBspexaeHa, n obpatuTech K

MHCTPYKLUMK MO NCNOJIb30BaAHUIO

YNOMHOMOYEHHbIN NpeacTaBuUTENb B
EBponerickom coobLiecTBe
(BenvkobputaHus)

He ncnonb3oBaTb NOBTOPHO

06| ©

</
A

CTepl/IJ'II/I3OBaHO C ncnosnb3oBaHNEM
OKNCU 3TUNEHAa

He copgepxuTt naTtekca

HenuporeHHbIn

K

EanHcTBEHHAS cTepunbHas Tonbko ans I'IpOCbeCCI/IOHaJ'IbHOFO

@ He cTepununsoBaTtb NOBTOPHO

D
O
=1
<

bapbepHasg cuctema NCMONb30BaHNS

EounHcTBEHHas cTepunbHas CM. MHCTPYKUMIO MO
O GapbepHas cuctema C 3aLmUTHON I:E NCNoNb30BaHUIO N obpaTUTech K
RN YMaKOBKOW CHapYXw SMNEKTPOHHON NHCTPYKLMK MO

elFU Indicator

MCNnosnb30BaHUO

f BHumaHune

3Hak cooTBETCTBMSA TpeboBaHMAM BCeX cooTBeTCTBYLWMX dnpektue EC no
c MeANUMHCKNM n3genuam / EBponemnckoro saakoHogaTenbcTea

2197 Homep, yKa3aHHbIVI BHU3Yy, ABNAE€TCA HOMEPOM HOTI/ICbI/ILI,I/IDOBaHHOFO opraHa

MecTo npounsBoacTBa

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

www.setmedikal.com.tr
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IHCTPYKLIA 3 BUKOPUCTAHHS LUNPULIB BE3 FONOK ANA NIAWKIPHUX IH'€KLINA

Tun Bupoby

Lnpuuy 6e3 ronku ana nigwKipHUX iH'ekuin

LWinpuy, Jlyep 2-KOMMNOHEHTHU1
2mn, 2,5mn, 3 mn, 5mn, 10 mn, 20 mn

LWnpuy Jlyep 3-KOMNOHEHTHUIA
1 mn, 2 mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

Lnpuy Jlyep /10K 3-KOMNOHEHTHUI1
1mn, 2 mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn, 50 mn, 60 mn

MeTta BUKOPUCTaHHA

MopoXKHi, cTepW/IbHI OAHOPA30BI WNPULM 3 NIACTUKOBUX MaTepianis BUKOPUCTOBYIOTBCA KiHLEBMMU CMOXKMBavYamMu aas 3abopy i BBeAeHHsA
pianH nicna HanoBHeHHA. LUNnpuun npusHayeHi B OCHOBHOMY A1 BMKOPWUCTAHHA Y BiAHOLWEHHI A0 opraHiamy aoguHu. CTepunbHi wnpuum
npu3HaYeHi 417 BUKOPUCTaHHA Be3anocepeaHbo Micns ix HAMOBHEHHSA | He NpU3HaYeHi AnA TpuBanoro 36epiraHHA NikapcbKux 3acobis.

LWnpuum 6e3 ronok Ana nigWwKipHUX iH'ekwii NpuaaTHI N8 BUKOPUCTAHHSA 3 HAKOHeYHMKamu "Jlyep" BianosigHo fo EN ISO 80369-7.

CTepunbHi ogHOPa3osi Wnpuuy 6e3 roIoK AN NigWKIpHUX iH'EKLiA — Le BUPOOU, AKi BUKOPUCTOBYIOTLCA A1 BBEAEHHA MeAMYHUX Npenaparis
B OpraHiam i 3abopy 6ionoriyHnX pigmMH 3 opraHiamy. LUNpuMumM B NOeAHaHHI 3 ronkamu ANA NiAWKIPHUX iH'EKLiIN BMKOPUCTOBYIOTLCA ANA
BHYTPILWHbOBEHHWUX, BHYTPILIHBOM'A30BMX, MIAWKIPHUX | BHYTPILWHbBOLWKIPHMX iH'€KLIiN, Ta ANA 3abopy KpoBi. BOHW TakoX AaloTb 3mory
HabupaTh dpapmaLeBTMYHI/NiKapCcbKi NpenapaTt 3 KoHTelHepa | BBOAWUTYM X NaLjieHTamM Yepes cucTeMy (HanpuKkaag, yepes BHYTPILUHbOBEHH M
nopr).

KomnoHeHTH Bupoby

HasBa getani CVPOBUHHUI maTepian

Unningp MM - noninponineH

MopweHb MNE - nonietunen, NN - noninponinex

Mpoknagka I3onpeHoBuMIA KayyyK, 6e3 natekcy

Marepian ynakoBku MeauyHUi nanip i npo3opa naiska, NpuaaTHa ans ctepunisauii EO
(oauHUYHa ynakoBKa)

IHCTpPYKLIiA 3 BUKOPUCTaHHA

e PO3KpuitTe yNaKoBKY Yepes OTBIp, BKa3aHWI CTPISIKOIO.

e  BisyanbHo nepeBipTe KOMNAEKTHICTb BMICTY Ta BiACYTHICTb NOWKOAKEHb YNAKOBKMW.

e YNaKoBKa MiCTUTb CTEPU/IbHUIA LUNPUL,.

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

e [lpu BBEAEHHI PiANHN B OpPraHiam 3a AOMNOMOTO LWNPULA Y NOEAHAHHI 3 TONKOK AN MiAWKIPHUX iH'EKLiN BignosigHOro posmipy
HabepiTb PiaAVHY y WNPUL, y HEObXiAHIM KiNbKOCTI.

o [lepeKkoHalTecs, WO Y WNPpULi HEMAE NOBITPAHUX ByNbbaLoK. AKWO y wnpuui € bynbballKku NoBiTPA, BUAANITD iX.

o [lepep, iH'eKLi€l0 NepeBipTe NPOXOAKEHHA NOTOKY PIAUHN Y WNPUL,.

e BBegiTb PiANHY ANA iH'EKLiN BHYTPILHbOBEHHO, BHYTPILLHbOM'A30B0, NiAWKIPHO abo BHYTPIWHbOLWKIPHO BigMNOBIAHO A0 Npouesypv
BBEeAEHHA.

e Llnpuu TaKoXK MOXKHA BUKOPUCTOBYBATK A/1A 3ab0Opy KPOBi 32 AONOMOrOH FONKM ANA MiAWKIPHMX iH'EKLi BignoBigHOro po3mipy.

e 3 e/IeKTPOHHOLO BEPCIEID IHCTPYKLT 3 BUKOpUCTaHHA PR.A99 MOXKHa 03HaMoMUTUCA Ha cailTi www.setmedikal.com.tr
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LlinboBa rpyna nauieHTiB

BcTaHOBNEHMX 0OMEXKEHD LLLOAO rPYNM NaLEHTIB HEMAE.
LinsoBi kopucTyBaui

MeaunyHuit nepcoHan

Onuc anCTpOII-B, nNpu3HavdeHux Ansad BUKOPUCTAHHA 3 BVIpOGOM

Bupi6 npupaTHUiM ana BMKOPUCTaHHA 3i 3'egHyBayamum BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa ana piguvH i rasise, ski
BMKOPUCTOBYIOTbCA B OXOPOHI 340p0B'A - YacTuHa 7: YacTKoBi BUMOrM A0 3'€4HYBayiB BHYTPILWHbOCYANMHHOTO abo NiALKipHOro 3acTocyBaHHA".

Moka3aHHA

CTepunbHi ogHOPa3oBi WNpUUyM 6e3 ronok AnA NigWKIpHUX iH'EKLIN € BUpOOamMU, LLLO BUKOPUCTOBYHOTHCA A4S BBEAEHHA MeANYHUX Npenaparis
B OpraHi3m i 3abopy 6ionoriyHux pigMH 3 opraHiamy. TepmiH NpMaaTHOCTIi BUPOOY CTaHOBUTL 5 poKiB.

MpoTunokasaHHA

Wnpuun 3 ronkamu Ans NiAWKIPHUX iH'€KLUiA He NOBUHHI BMKOPUCTOBYBAaTUCA Oinbl HiXX ANA ofHOro naujieHTa. Bupib6 moxke 6yTn
BMKOPUCTAHUN Y CTEPUNbHOMY CTaHi O4HOPA30BO ANSA OAHOrO naujieHTa. OunweHHs abo MOBTOpPHA CTepuAi3auia He AO0MnycKaeTbcA. He
npu3HayveHi 417 BUKOPUCTAHHA He 32 NPU3HaYeHHAM. MMicnAa BUKOPUCTaHHA YTUANI3yIiTe AK MeuYHi Bigxoau.

& MonepenxeHHA

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 iH'ekuii abo 3abopy pianHM yTUnisyiTe BUpib AK MeanyHi Bigxoau.

e  Bupib npu3HayYeHUI TiNbKM A8 OAHOPA30BOr0 BUKOPWUCTAHHA, He MNiassarae noBTOPHOMY 3aCTOCYBaHHIO, MOBTOPHiIN 0b6pobui abo
NOBTOPHIl cTepuAisau;i.

o AKWO CTepuabHY YNaKOBKY PO3KPUTU i HE BUKOPUCTATU OApa3y, BUHUKAE PU3UK 3aparkeHHA. AKLLO CTEPU/IbHICTL BUPODY He Moxe
6yTn 36epekeHa, He BUKOPUCTOBYIMTE MOro.

e  [loBTOpPHE BMKOPUCTaHHA BUPODOY MOKe NpU3BECTU A0 iHOEKLN, NepexpecHOro 3apaxKeHHs i cencucy.

e [lpM BUHUKHEHHI cepio3HMX NobiYHMX edeKTiB HeObXiAHO NOBIAOMUTY BUPOOHMKA Ta KOMNETEHTHUI OpraH.

o CTepunbHi WNpUUM NPU3HAYEH] ANA BUKOPUCTAHHA B6e3nocepesHbo NiciA HANOBHEHHSA, TOMY He 3a/IMLIAiTe /iKW Y LWNPULL NPOTATOM
TPWBAOro Yacy.

YmMoBM 36epiraHHA

e  36epiraTv Npy TemnepaTypi HAaBKOJIMLIHbOIO cepeaoBuiLa He Bule 45°C.
o 3axuLLaTH Big NPAMMX COHAYHMX NPOMEHIB i BOJIOFOro cepefoBumLLa.

e  36epirati, po3TawyBaBLM KOPOOKY B HANPAMKY CTPINKM.

e  CKnagatu He binble nN'ATM KOPOHOK 04HA HA OLHIN.

e  TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTL 5 pOKiB.



e SEeT Menikal

HIPODERMIK IGNESIZ SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

Dok./Doc.No: PR.A99 Tarih/Date: 8.04.2024 Rev.No: 5

MosicHeHHA OO BUKOPUCTOBYBAaHUX YMOBHUX NO3HAY€Hb

Sayfa No/Page No: 24 /24

KomnaHisi-BupobHuK

Kpuxkui Bupi6, nosogntmncs
obepexHo

[aTa BnpobHuuTBa

Bepertn Big coHa4HOro ceiTna

WL E

[aTa 3aKiH4eHHSA TepMiHy NpMAaTHOCTI

306epiratn B cyxomy Micui

LOT

Homep naprtii

MepewmiwaTtn BEpTMKarbHO

REF

Howmep 3a kaTanorom

45C

—

BepxHsa mexa Temnepatypu (45°C)

MeanyHuin Bupi6

3
&

N
S
b

O6mexeHHs BonorocTi (20 - 80%)

YHikanbHUN igeHTndikatop BUpoby

He BuKopucToByinTE, AKLLO YrNakoBKa
MOLUKOKEHA, | 3BEPHITbCA 40
iHCTPYKLUIT 3 BAKOPUCTaHHSA

YNoBHOBaXXeHWI NPeaCTaBHUK Y
€BponencbkoMy CniBTOBapUCTBI
(BenvkobpuTaHis)

He BrkopucTOBYBaTM NOBTOPHO

CTepuniaoBaHo 3 BUKOPUCTaHHAM
OKUCY eTUIIEHY

96 @

%
N

He micTntb natekcy

He cTepunisyBaTu NOBTOPHO

X

HeniporeHHun

€auHa ctepunbHa 6ap'epHa cuctema

]
=
<

Tinbkn ons npodeciiHoro
BUKOPUCTaHHS

-----

€auHa ctepunbHa 6ap'epHa cuctema
i3 3aXMCHO YNaKOBKOK 30BHi

[ 13]

elFU Indicator

[uB. iIHCTPYKLUIitO 3 BUKOPUCTaAHHSA
abo 3BEpPHITLCH A0 eNeKTPOHHOI
iHCTPYKLIT 3 BAKOPUCTaHHSA

YBara

3Hak BigNOBIgHOCTI BUMOram ycix BignosigHux Jupektus €C woa0 megnyHmx supobis /

€Bponercbkoro 3akOHOA4aBCTBa

Howmep, 3a3HayeHnn BHU3Y, € HOMEPOM HOTMAIKOBAHOIO OpraHy

Micue Bupo6HuuTBa

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

Hipodermik ignesiz Siringa

Luer 2 parga Siringa
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 parga Siringa
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar 6ncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullanilmak Gzere
tasarlanmistir ve ilaci uzun slire boyunca icinde muhafaza etmesi amaglanmamistir.

Hipodermik ignesiz siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak igin kullanilir. Ayrica, farmasotik/ilaglar kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intraven6z (IV) port tzerinden)
uygulanmasini saglar.

Uriin Bilesenleri

Parca Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

11} Kullanma Talimati
e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.
e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol ediniz
e Uriin ambalaji steril siringadan olusmaktadir.
e Siringa silindir Gizerinde yer alan derecelendirme gizgilerinin okunakh oldugundan emin olunuz.
e Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya gekin.
e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka g¢ikarin.
Enjeksiyondan once, siringada sivi akisinin saglanip saglanamadigini kontrol edin.
Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.
e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.
e PR.A99 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
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Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grtinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz 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.

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 Steril ambalaj acilip hemen kullanilmazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, iiriinii kullanmayiniz.

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

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

e Steril siringalar, doldurulduktan hemen sonra kullaniimak Gzere tasarlanmistir, bu nedenle ilaci uzun siire muhafaza etmeyiniz.

Depolama Kosullari

e 45°C'yi asmayan ortam sicaklig§inda 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 6mrii 5 yildir.
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Kullanilan Sembollerin A¢iklamasi

Uretici Firma Kirilgan. dikkatli tutun

-

Uretim Tarihi Glnes 1s1gindan uzak tutun

.
.
-
™ a
-

Son Kullanma Tarihi Kuru tutun

JUEN 3
.)/5)(_

=)

LOT Lot Numarasi Dikey olarak hareket ettir

REF Katalog numarasi /ﬂf Sicakligin st sinirn (45°C)

MD Tibbi Cihaz (%) Nem siniflamasi (%20 — %80) /
o Paket hasarliysa kullanmayin ve
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Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Product Type

Hypodermic Syringes Without Needles

Luer 2 part Syringe
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 part Syringe
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 part Syringe
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Hypodermic syringes without needle are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. If syringes are used in combination with hypodermic needles, they are used for intravenous, intramuscular,
subcutaneous and intradermal injection. It is also used for the aspiration of the pharmaceutical/drugs from its container in order to administer
them to the patient via systems (for ex. via intravenous (IV) port).

Product Components

Component Name Raw Material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

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

Instruction for Use

€IFU Indicator

e Open the packaging by stripping it from the opening place indicated by the arrow sign.

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

e  The product packaging consists of a sterile syringe.

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

e [Ifliquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into
the syringe in the required amount.

e Make sure that there are no air bubbles in the syringe; if any, remove them.

e  Before injection, check whether liquid flow can be ensured in the syringe.

e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application
procedure.

e Incase of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

e The electronic version of PR.A99 Instruction for use is available at www.setmedikal.com.tr.
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Intended Patient Population

There is no limitation for the patient population.

Intended User
Healthcare personnel

Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN 1SO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.

& Cautions

e Do not use the Product if the package is opened and 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 [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.

e  Sterile syringes are designed to be used immediately after filling, so do not store the medicine for a long time.

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.
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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

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

Hipodermik ignesiz Siringa

Luer 2 parga Siringa
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 parga Siringa
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar 6ncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullanilmak Gzere
tasarlanmistir ve ilaci uzun siire boyunca icinde muhafaza etmesi amaglanmamigtir.

Hipodermik ignesiz siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak igin kullanilir. Ayrica, farmasotik/ilaglar kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intraven6z (IV) port tzerinden)
uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

Kullanma Talimati
e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.
e Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gorsel olarak kontrol ediniz
e Uriin ambalaji steril siringadan olusmaktadir.
e Siringa silindir Gizerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.
e Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.
e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.
e Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.
e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igcine enjekte edin.
e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.
e PR.A99 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 amag¢lanan cihaz tanimi

“EN ISO 80369-7  Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiglk ¢apli baglanti elemanlari — Boliim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz 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 triini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

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

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.

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

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

e Steril siringalar, doldurulduktan hemen sonra kullaniimak lizere tasarlanmistir, bu nedenle ilaci uzun siire muhafaza etmeyiniz.

Depolama Kosullari

e 45°C'yi agsmayan ortam sicakliginda muhafaza ediniz.

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

e  Ust iste 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 Tirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type

Hypodermic Syringes Without Needles

Luer 2 part Syringe
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 part Syringe
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 part Syringe
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Hypodermic syringes without needle are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. If syringes are used in combination with hypodermic needles, they are used for intravenous, intramuscular,
subcutaneous and intradermal injection. It is also used for the aspiration of the pharmaceutical/drugs from its container in order to administer
them to the patient via systems (for ex. via intravenous (IV) port).

Product Components

Component Name Raw Material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

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

Instruction for Use

lFU Indieator

e Open the packaging by stripping it from the opening place indicated by the arrow sign.

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

e  The product packaging consists of a sterile syringe.

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

e [Ifliquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into
the syringe in the required amount.

e Make sure that there are no air bubbles in the syringe; if any, remove them.

e  Before injection, check whether liquid flow can be ensured in the syringe.

e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application
procedure.

e Incase of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

e The electronic version of PR.A99 Instruction for use is available at www.setmedikal.com.tr.
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Intended Patient Population

There is no limitation for the patient population.

Intended User
Healthcare personnel

Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN 1SO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.

& Cautions

e Do not use the Product if the package is opened and 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 [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.

e  Sterile syringes are designed to be used immediately after filling, so do not store the medicine for a long time.

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.
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MD Medical device @ Humidity limitation (20% — 80%)
. L e Do not use if package is damaged
upI Unique device identifier and consult instruction for use

Authorized representative in the
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Single sterile barrier system with
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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

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

Hipodermik ignesiz Siringa

Luer 2 parga Siringa
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 parga Siringa
1ml,2ml, 2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar 6ncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullanilmak Gzere
tasarlanmistir ve ilaci uzun slire boyunca icinde muhafaza etmesi amaglanmamistir.

Hipodermik ignesiz siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak igin kullanilir. Ayrica, farmasotik/ilaglar kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intraven6z (IV) port tzerinden)
uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

[:@ Kullanma Talimati

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji steril siringadan olusmaktadir.

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

e Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya gekin.
e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigl varsa mutlaka gikarin.

e Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt icine enjekte edin.

e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

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.

PR.A99 Rev.1, 01.11.2022



HIPODERMIK iGNESIZ SIRINGA KULLANIM TALIMATY/
HYPODERMIC SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

c’SE'I_ meDnDik3l

Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz 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 Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type

Hypodermic Syringes Without Needles

Luer 2 part Syringe
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 part Syringe
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 part Syringe
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Hypodermic syringes without needle are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. If syringes are used in combination with hypodermic needles, they are used for intravenous, intramuscular,
subcutaneous and intradermal injection. It is also used for the aspiration of the pharmaceutical/drugs from its container in order to administer
them to the patient via systems (for ex. via intravenous (IV) port).

Product Components

Component Name Raw Material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

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

[:E Instruction for Use

e Open the packaging by stripping it from the opening place indicated by the arrow sign.

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

e  The product packaging consists of a sterile syringe.

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

e Ifliquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into
the syringe in the required amount.

e Make sure that there are no air bubbles in the syringe; if any, remove them.

e  Before injection, check whether liquid flow can be ensured in the syringe.

e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application
procedure.

e Incase of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

PR.A99 Rev.1, 01.11.2022
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Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN 1SO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.

Warnings

e Do not use the Product if the package is opened and damaged.

e  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.

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.

If 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

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.A99 Rev.1, 01.11.2022
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Description Of The Symbol Used

Symbol Indication Symbol Indication

d Manufacturer ! Fragile. Handle with care
4

dl Date of manufacture ZL"“ Keep away from sunlight
]

g Use-by date fu Keep dry

LOT Batch code /ﬂ/ Upper limit of temperature (45°C)

REF Catalogue number ® Do not reuse

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

@ Do not resterilize /\ Caution

@ Do not use if package is damaged y{ Non-pyrogenic
Marking for meeting the requirements of all relevant European Medical Device
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

Hipodermik ignesiz Siringa

Luer 2 parga Siringa
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 parga Siringa
1ml,2ml, 2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar 6ncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullanilmak Gzere
tasarlanmistir ve ilaci uzun slire boyunca icinde muhafaza etmesi amaglanmamistir.

Hipodermik ignesiz siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak igin kullanilir. Ayrica, farmasotik/ilaglar kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intraven6z (IV) port tzerinden)
uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

[:@ Kullanma Talimati

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji steril siringadan olusmaktadir.

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

e Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya gekin.
e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigl varsa mutlaka gikarin.

e Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt icine enjekte edin.

e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

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.

PR.A99 Rev.1, 01.11.2022
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Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Griinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz 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 Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type

Hypodermic Syringes Without Needles

Luer 2 part Syringe
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 part Syringe
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 part Syringe
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Hypodermic syringes without needle are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (IV)
port).

Product Components

Component Name Raw Material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

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

[:E Instruction for Use

e Open the packaging by stripping it from the opening place indicated by the arrow sign.

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

e  The product packaging consists of a sterile syringe.

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

e Ifliquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into
the syringe in the required amount.

e Make sure that there are no air bubbles in the syringe; if any, remove them.

e  Before injection, check whether liquid flow can be ensured in the syringe.

e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application
procedure.

e Incase of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

PR.A99 Rev.1, 01.11.2022
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Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN 1SO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.

Warnings

e Do not use the Product if the package is opened and damaged.

e  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.

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.

If 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

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.A99 Rev.1, 01.11.2022
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Description Of The Symbol Used

Symbol Indication Symbol Indication

d Manufacturer ! Fragile. Handle with care
4

dl Date of manufacture ZL"“ Keep away from sunlight
]

g Use-by date fu Keep dry

LOT Batch code /ﬂ/ Upper limit of temperature (45°C)

REF Catalogue number ® Do not reuse

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

@ Do not resterilize /\ Caution

@ Do not use if package is damaged y{ Non-pyrogenic
Marking for meeting the requirements of all relevant European Medical Device
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

PR.A99 Rev.1, 01.11.2022


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

HIPODERMIK iGNESIZ SIRINGA KULLANIM TALIMATY/
HYPODERMIC SYRINGES WITHOUT NEEDLES INSTRUCTION FOR USE

c’SE'I_ meDnDik3l

Uriin Tipi

Hipodermik ignesiz Siringa

Luer 2 parga Siringa
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 parga Siringa
1ml,2ml, 2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Kullanim Amaci

Bos, steril ve tek kullanimlik plastik malzemelerden yapilmis siringalar son kullanicilar tarafindan doldurulduktan sonra sivilarin aspirasyonu ve
enjeksiyonu amaci ile kullanilir. Siringalar 6ncelikle insanlarda kullanim igindir. Steril siringalar, doldurulduktan hemen sonra kullanilmak Gzere
tasarlanmistir ve ilaci uzun slire boyunca icinde muhafaza etmesi amaglanmamistir.

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grinlerin ve viicut sivilarinin viicuda girmesi ve vicuttan alinmasi igin kullanilan
cihazlardir. Siringalar hipodermik igne ile birlikte kullanimlarda, damara, kas igine, deri altina ve cilt igine enjeksiyon yapma, damardan kan
almak igin kullanilir. Ayrica, farmasotik/ilaglari kabindan aspire ederek hastalara sistemler araciligiyla (6rn. intraven6z (IV) port tzerinden)
uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

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

[:@ Kullanma Talimati

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji steril siringadan olusmaktadir.

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

e Siringa ile uygun boyuttaki bir hipodermik igne ile birlikte viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.
e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigl varsa mutlaka g¢ikarin.

e Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

e Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt icine enjekte edin.

e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

Hedeflenen Hasta Popilasyonu

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 igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.
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Endikasyon

Sterildir, tek kullanimlik ignesiz hipodermik siringalar, tibbi Grtinlerin ve viicut sivilarinin viicuda girmesi ve viicuttan alinmasi igin kullanilan
cihazlardir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik ignesiz 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 trGini kullanmayin.

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

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

Steril ambalaj agilip hemen kullaniimazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, triinii kullanmayiniz.
Uriiniin tekrar kullanilmasi enfeksiyonlara ve bagka hastaliklara sebep olabilir.

Depolama Kosullari

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

e  Ust Uiste 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 Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type

Hypodermic Syringes Without Needles

Luer 2 part Syringe
2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml,

Luer 3 part Syringe
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

Luer Lock 3 part Syringe
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml

Intended Use

Sterile single use hypodermic syringes without needles, made of empty, sterile and single use plastic materials, are used by end users for the
aspiration and injection of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately
after filling and are not intended to retain medication for long period of time.

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (V)
port).

Product Components

Component Name Raw Material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Plunger Stopper (Gasket) Isoprene rubber, Latex free

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

I:E] Instruction for Use

e  Open the packaging by stripping it from the opening place indicated by the arrow sign.

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

e The product packaging consists of a sterile syringe.

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

e Ifliquid is to be injected into the body with a hypodermic needle of the appropriate size with the syringe; withdraw the liquid into
the syringe in the required amount.

e Make sure that there are no air bubbles in the syringe; if any, remove them.

e Before injection, check whether liquid flow can be ensured in the syringe.

e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application
procedure.

e Incase of need, the syringe can also be used for aspiration of blood from the vein with a hypodermic needle of appropriate size.

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel
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Description of the device intended for use with the device

It is suitable for use with connection connectors according to “EN 1SO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Sterile single use hypodermic syringes without needles are devices used for the introduction and withdrawal of medicinal products and body
fluids to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection, and also to feed
medical systems. The shelf life of product is 5 years.

Contraindication

Syringes without Hypodermic needles are not used in more than one patient. The product can be used in a one-time sterile condition with a
single patient. Cleaning or re-sterilization cannot be performed. It is not intended for use outside the specified intended use. After usage,
dispose of the product as medical waste.

Warnings

e Do not use the Product if the package is opened and 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 or re-sterilized.

e If 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 Re-use of the product may cause infections and other illnesses.

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.
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Description Of The Symbol Used

Symbol Indication Symbol Indication

Manufacturer ! Fragile. Handle with care

Date of manufacture Keep away from sunlight

LK
SNYA
Z0

Use-by date Keep dry

LOT Batch code Upper limit of temperature (45°C)

REF Catalogue number Do not reuse

Consult instruction for use

& |

Sterilized using ethylene oxide

Do not resterilize Caution

®®]
“PEELI

Do not use if package is damaged Non-pyrogenic

Marking for meeting the requirements of all relevant European Medical Device
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 Tirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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