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HIPODERMIK iGNE KULLANIM TALIMATI

Uriin Tipi

Hipodermik igne

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G

26G 27G 29G 30G
_— =

Kullanim Amaci

Bos, steril ve tek kullanimlik paslanmaz gelikten yapilmis hipodermik igneler son kullanicilar tarafindan, hem viicut sivilari (kan, vb.), hem de
ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir. Ayrica sivi/ilag hazirligi icin de kullanilabilir. igneler éncelikle insanlarda
kullanim igindir. iki tip vardir: Biri kapakli digeri ise emniyet kapakli olarak tasarlanmistir.

Hipodermik igneler, EN ISO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.
Glvenlikli hipodermik igne uriinii ile saghk personellerinin olasi igne yaralanmalarina ve enfeksiyon risklerine kargi korunmasi amaglanmistir.

Uriin Bilesenleri

Parga Adi Hammadde

Hipodermik igne Paslanmaz Celik, $$304, PP — Polipropilen

Koruyucu/Emniyet Kapag PP — Polipropilen

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

EE Kullanma Talimat

€IFU Indicator

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 igneden olusmaktadir.

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

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin. Givenlikli hipodermik igneler icin, ignenin emniyet kapagini
igneye zarar vermeden dikkatlice gikarin.

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

Giivenlikli Hipodermik igne Kull Gorseli
uventidi Hipodermiicigne Rullanim Gorsel Glvenlikli hipodermik igneler igin, enjeksiyondan sonra hastanin vicudundan

¢ikarilan igne ucu givenlikli igne kapagi icine kolaylikla yerlestirilmesi ile hipodermik
1.1. 12. \ ignelerin givenlik mekanizmasi etkinlestirilir. Kullanici bir tik sesi duydugunda,

o givenlik siperinin ignenin etrafinda glvenli bir sekilde sabitlendigini anlar ve
\ = herhangi bir igne batmasi riski olmaksizin kullanilir. Dolu siringayr uygulama

/ noktasina tagimak gerekirse, igneyi kapatmak igin glvenli ve pasif yeniden kapatma

teknigi kullanilir. Standart prosediiriin hemen ardindan asagidaki yontemlerden

birini kullanarak glivenlik kapagini kapatin:

Glvenlik kapagini kapatmak igin tek elle ileri dogru itin.

igneyi kapatmak ve kapag kilitlemek icin parmaginizi giivenlik kapaginin arkasinda

(Sekil 1.1. — Sekil 1.2.) veya kapak asagiya gelecek sekilde diiz bir ylzeye (Sekil 2.)

bastirin. igne ucu tamamen kapandiginda giivenlikli hipodermik igne kilitlenir.

igneyi takmak veya ¢ikarmak igin yalnizca renkli igne kilifini tutun(Sekil 3.).

e Hipodermik igneler; aspirasyon ve sivi/ilag hazirligi icin de kullanilabilir.



HIPODERMIK IGNE KULLANIM TALIMATI/ HYPODERMIC NEEDLE
INSTRUCTION FOR USE

9 SeT MeniKal

Dok./Doc.No: PR.A78 Tarih/Date: 9.09.2024 Rev.No: 8 Sayfa No/Page No: 3 /25

e  PR.A78 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Steril tek kullanimhk hipodermik igneler, hem viicut sivilari (kan, vb.), hem de ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanihr.
Ayrica sivi/ilag hazirhgi icin de kullanilabilir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

Hipodermik igneler 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 gormus veya agilmigsa trtind kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

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

e Guvenlikli hipodermik igne igin, tek el teknigi ile kendinizden ve bagkalarindan uzakta aktive ediniz. Yiksek seviyede glvenlik icin
givenlik kapagini aktive ederken yalnizca genis putirli dokudaki parmak pedi alanini kullanin. Glvenlik kapaginin aktive edilmesi
esnasinda veya enjeksiyon sonrasinda igne lzerinde sivi kalmissa az miktarda sigramaya neden olabilir.

e Guvenlikli hipodermik igne igin, kaza eseri igne batmasi sonucu HIV (AIDS), HBV (Hepatit) ve diger enfeksiyon hastaliklarinin
onlenmesine yardimci olmak igin koruyucu mekanizmayi kullanimdan hemen sonra aktive edin.

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.

Hipodermik igne Konfigiirasyonlan

igne Konfigiirasyonlari

Olgi 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Renk Squ.k Ma.VI Beyaz Pembe Krem Sari Koy}J Siyah Koyt.! Mor Turune Kahve Gri Kirmiz: Sari
yesil gri yesil Mavi u

. iy Tye | v |1y |y | s | L | o - B 112 V2
igne 1/4

Uzunlug 11/4” 11/2" 1 ; 1/2” o 1/2”

u 11/2” 11/2” 11/2” | 1" 1" 1/2" | 11/4” | 11/4” | 5/8” 1/3”

11/2" 1 1 1/2"
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Depolama Kosullari

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

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

Kullanilan Sembollerin Agiklamasi

Uretici Firma

G

Kirilgan. dikkatli tutun

Uretim Tarihi Gunes 1sigindan uzak tutun

.
[

n

-

Son Kullanma Tarihi Kuru tutun

S 3
o

LOT Lot Numarasi Dikey olarak hareket ettir

=)

REF Katalog numarasi Sicakh@in Ust siniri (45°C )

S
&
o

2

MD Tibbi Cihaz

Nem sinirlamasi (%20 — %80)

),

n
<
=

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

uUDI Benzersiz cihaz tanimlayici

Tekrar Kullanmayin

J69©

%
Q

Etilen oksit kullanilarak sterilize
edilmistir

Birlesik Krallik'taki sorumlu personel
= :?
il

Lateks icermez

Pirojenik olmayan

X

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim

@ Tekrar sterilize etmeyin

@]
=]
<

...... . Kullanim talimatina bakin veya
I,O: Disinda koruyucu ambalaj bulunan tek Ui] elektronik kullanim talimatmg
RS & steril bariyer sistemi -

elFU Indicator ba$VUrUn
Birlesik Krallik Tibbi Cihaz
UK Regulasyon gerekliliklerini
C Dikkat cA kargilamaya yonelik isaret
0086 Altta goriintiilenen numara

Onaylanmis Kurulug numarasidir.

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini kargilamaya

c € yonelik isaret
a7 Altta goérintilenen numara Onaylanmis Kurulug Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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HYPODERMIC NEEDLE INSTRUCTION FOR USE

Product Type

Hypodermic Needle

14G
20G
26G

15G 16G
21G 22G
27G 29G

18G
23G
30G

19G
25G

Intended Use

Hypodermic needles made of empty, sterile and disposable stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The needles are primarily for use in
humans. There are two types: One is designed with cap and second one has safety cap.

Hypodermic needles are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

With the safety hypodermic needle product, it is aimed to protect medical personnel against possible needle injuries and infection risks.

Product Components

Component Name

Raw Material

Hypodermic Needle

Stainless Steel, SS304, PP - Polypropylene

Protective/Safety Cap

PP — Polypropylene

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 needle.

Without removing the protective cap of the needle, firmly secure the syringe and needle together, pushing the needle toward the
syringe tip and turning it clockwise.
Carefully remove the protective cap of the needle without damaging the needle. For safety hypodermic needles, carefully remove
the safety cap of the needle without damaging the needle.

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

procedure.

Hypodermic Safety Needle Usage Image

1.1,

- %

1.2

-

For hypodermic safety needle, the safety mechanism of hypodermic needles is
activated by easily inserting the needle tip removed from the patient’s body after
the injection into the safety needle cap. When the user hears a click, s/he
understands that the safety guard is securely fixed around the needle and is used
without any risk of needle sticking. If it is necessary to move the filled syringe to the
point of administration, a safe and passive reclosing technique is used to close the
needle. Close the safety cap using one of the following methods immediately after
the standard procedure:

Push forward with one hand to close the safety cap.

Press your finger on the back of the safety cap(Figure 1.1. — Figure 1.2.) or on a flat
surface with the cap to look downwards (Figure 2.) to close the needle and lock the
cap.

The safety hypodermic needle is locked when the needle tip is completely closed.
To insert or remove the needle, hold only the colored needle cover (Figure 3.)
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e Incase of need, hypodermic needles can also be used for aspiration and fluid/drug preparation.
e The electronic version of PR.A78 Instruction for use is available at www.setmedikal.com.tr.

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

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

Hypodermic needles made of empty, sterile and single use stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The shelf life of product is 5 years.

Contraindication

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

e  For safety hypodermic needles, activate it away from yourself and others with the one-hand technique. For a high level of safety, use
only the finger pad area on the large roug tissue when activating the safety cap. If liquid remains on the needle during the activation
of the safety cap or after the injection, it may cause a small amount of splash.

e  For safety hypodermic needles, to help avoid HIV (AIDS), HBV (Hepatitis) and other infectious diseases due to accidental needlesticks,
activate the protective mechanism immediately after use.

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink | Cream | Yellow Deep Black Deep Purple Orang Brown Medium Red vello
Green Grey Green Blue e Grey w
1" 11/4” 1" 1" 11/2” | 11/2” 5/8” 11/4” 1" 1" 1" 11/2” 1/2”
Needle ” ”
Length 11/4” | 4 11/2" | 11/2” 1/2 2 1/2
11/2” | 11/2” L1 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.
Keep it away from direct sunlight and moist environment.
Place and keep the box in the direction of arrow.

The shelf life of product is 5 years.

Description Of The Symbol Used

Do not place more than 5 successive boxes on the top of each other.

Sayfa No/Page No: 7 /25

Manufacturer

Ha

Fragile. Handle with care

a

ﬂ Date of manufacture ;é{f\"" Keep away from sunlight

g Use-by date T“: Keep dry

LOT Batch code @ Move vertically

REF Catalogue number /ifm Upper limit of temperature (45°C)

Medical device

Humidity limitation (20% — 80%)

Unique device identifier

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

Responsible Person in the United
Kingdom

Do not reuse

Sterilized using ethylene oxide

J60 ©

%
N

Latex free

Do not resterilize

X

Non-pyrogenic

Single sterile barrier system

o
=3
<

Professional Use Only

O Single sterile barrier system with
RS < protective packaging outside

B

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

Directives/European Legislation

Marking for meeting the requirements of all relevant European Medical Device

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 AGUJA HIPODERMICA

Tipo de Producto

Aguja Hipodérmica

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Propdsito del Uso

Los usuarios finales utilizan agujas hipodérmicas de acero inoxidable vacias, estériles y desechables para la inyeccién o aspiracidn tanto de
fluidos corporales (sangre, etc.), como de fluidos médicos, p.ej.,, medicamentos. También se puede utilizar para la preparacién de
liquidos/medicamentos. Las agujas estan destinadas principalmente a uso humano. Hay dos tipos: Uno esté disefiado con una tapa y el otro

estd disefiado con una tapa de seguridad.

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

El producto de aguja hipodérmica con seguridad tiene como propdsito proteger al personal de salud contra posibles lesiones con agujas y

riesgos de infeccidn.

Componentes del Producto

Nombre de la pieza

Materia prima

Aguja hipodérmica

Acero inoxidable, S5304, PP — Polipropileno

Tapa de seguridad/

PP — Polipropileno

protectora

Material de embalaje

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

Instrucciones de Uso

IFU Indicator

e  Despegue el embalaje del lugar marcado por la flecha.

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

e El embalaje del producto contiene una aguja esterilizada.

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

protectora de la aguja.

e Retire con cuidado la tapa protectora de la aguja sin dafiar la aguja. Para agujas hipodérmicas de seguridad, retire con cuidado la

tapa de seguridad de la aguja sin dafarla.

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

Imagen de uso de la aguja hipodérmica de
seguridad

11, 12
— \ f—

/4

Para las agujas hipodérmicas de seguridad, el mecanismo de seguridad de las agujas
hipodérmicas se activa colocando facilmente la punta de la aguja extraida del cuerpo del
paciente en la tapa de la aguja de seguridad después de la inyeccion. Cuando el usuario
escucha un clic, sabe que el protector de seguridad esté firmemente asegurado alrededor de la
aguja y puede usarse sin riesgo de pinchazo.

Si es necesario transportar la jeringa llenada hasta el punto de aplicacién, se utiliza una técnica
de cierre pasivo y seguro para tapar la aguja. Cierre la tapa de seguridad utilizando uno de los
siguientes métodos inmediatamente después del procedimiento estandar:

Empuje hacia adelante con una mano para cerrar la tapa de seguridad.

Presione con el dedo detras de la tapa de seguridad (Figura 1.1. — Figura 1.2.) o sobre una
superficie plana con la tapa hacia abajo para cerrar la aguja y encerrar la tapa (Figura 2.). La
aguja hipodérmica de seguridad se encierra cuando la punta de la aguja estd completamente
cerrada.

Para insertar o quitar la aguja simplemente sostenga la cubierta de color de la aguja (Figura 3.).
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e  Las agujas hipodérmicas; también se pueden utilizar para la aspiracion y preparacién de liquidos/medicamentos.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR.A78 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

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

Personales de salud

Descripcion del dispositivo previsto para su uso con el dispositivo

Adecuado para su uso con conectores de conexiéon “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 agujas hipodérmicas desechables estériles se utilizan para la inyeccidon o aspiracion tanto de fluidos corporales (sangre, etc.) como de
fluidos médicos p.ej., medicamentos. También se puede utilizar para la preparacion de liquidos/medicamentos. La vida util del producto es de
5 afios.

Contraindicacion

Las agujas hipodérmicas 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 reesterilizacion. No estd disefiado para usarse fuera del uso previsto especificado. Después de su uso, deseche el
producto como residuo médico.

& Advertencias
[ ]

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

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

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

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

e Para obtener una aguja hipodérmica segura, activela con una técnica con una sola mano, lejos de si mismo y de los demas. Para un
alto nivel de seguridad, utilice Unicamente el drea granulada de la yema del dedo al activar la tapa de seguridad. Si queda liquido en
la aguja durante la activacion de la tapa de seguridad o después de la inyeccién, puede ocasionar una pequefia cantidad de
salpicaduras.

e Para obtener una aguja hipodérmica segura, active el mecanismo de proteccion de la aguja hipodérmica inmediatamente después de
su uso para ayudar a prevenir el VIH (SIDA), el VHB (hepatitis) y otras enfermedades infecciosas debidas a un pinchazo accidental con
la aguja.

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, contaminacidn cruzada y septicemia.

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

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. . Azul . .

Color thar'de Gris Blanco Rosa Crema Amaril Verde Negro oscur Morad Naranj Marrén Gris Rojo Amaril
palido azulado do o oscuro o o a lo

Longitu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2

des de 1 1/4,/ 1 1 1/2,; 1 1/2,, 1/2,, > 1/2"

la Aguja 11/2” 11/2” ” 1" 1" 11/4” | 11/4” 5/8” 1/3”

11/2” 1/2 1 1 1/2"
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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.
No coloque 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 Mantener alejado de la luz solar

SN
Z

‘..
-

Fecha de vencimiento Mantener seco

JU(EN 3
Y

Cadigo de lote

LOT

Mover verticalmente

—
—

Numero de catdlogo

REF

»
a
a

Limite superior de temperatura (45 °C)

g
2

Limitacidon de humedad (20% — 80%)

{

Em

M D Dispositivo médico

[
S
2

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

UDI Identificador de dispositivo Unico

No reutilizar

Persona responsable en el Reino Unido

J6 ©

7
N

No contiene latex

STERILEIEO Esterilizado con éxido de etileno

No pirogénico

K

No re esterilizar

Solo para uso profesional

O Sistema de barrera estéril Unico

o
=
<

,O‘ El sistema de barrera estéril inico con embalaje
;
R / protector exterior

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

i

.....

elFU Indicator

Reglamento sobre productos sanitarios del
Reino Unido

f Marcado para cumplir los requisitos del

Atencién

sNC
SDA

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

Marcado para cumplir con los requisitos de todas las Directivas/Reglamentos Europeos de Dispositivos Médicos
pertinentes.
2797 El nUmero que se muestra a continuacion es el Numero del Organismo Notificado.

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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NOTICE D’UTILISATION DE L’AIGUILLE HYPODERMIQUE

Types de produit

Aiguille hypodermique

14G
20G
26G

15G
21G
27G

16G
22G
29G

18G 19G
23G 25G
30G

But d’utilisation

Les aiguilles hypodermiques vides, stérilisées, a usage unique, fabriquées en acier inoxydable sont utilisées par I'utilisateur final pour aspirer et
injecter dans le corps des substances telles que les médicaments, ainsi que pour prélever des échantillons liquides du corps (le sang, etc.). Elles
peuvent étre utilisées également dans la préparation des fluides/médicaments. Les aiguilles sont essentiellement destinées a |'usage chez les
hommes. Il en existe deux types : I'un avec capuchon et I'autre avec capuchon sécurisé.

Les aiguilles hypodermiques sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme EN 1SO 80369-7.

Le risque de blessement éventuel du personnel médical par I'aiguille est évité et sa protection contre les risques d’infection est assurée grace a
Iaiguille hypodermique sécurisée.

Composants du produit

Nom de la piéce

Matiere premiére

Aiguille hypodermique

Acier inoxydable, S5304, PP — Polypropyléne

Capuchon protecteur /
de sécurité

PP — Polypropylene

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 'emballage n’est pas endommagé.

L’emballage du produit contient I'aiguille stérilisée.

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

Enlever attentivement le capuchon protecteur de I'aiguille sans endommager celle-ci. Pour I'aiguille hypodermique sécurisée, enlever
attentivement le capuchon de sécurité de I'aiguille sans endommager celle-ci.

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

Images

hypodermique sécurisée

montrant

I'utilisation de [Faiguille

;[

—

12

Pour les aiguilles hypodermiques sécurisées, le mécanisme de sécurité de I'aiguille
hypothermique est activé en plagant facilement dans le capuchon de laiguille
sécurisée le bout de Il'aiguille ressorti du corps du patient apres avoir effectué
I'injection. Lorsque I'utilisateur entend le son tic, il comprend que la barriere de
sécurité est fixée de la maniere sécurisée autour de Il'aiguille, ainsi I'aiguille est
utilisée sans risque de piqure. S'il est nécessaire de porter la seringue remplie a
I'endroit d’application, on utilise la technique de fermeture sécurisée passive pour
fermer I'aiguille. Aussitot aprés la procédure en standard, fermer le capuchon de
sécurité en utilisant I'une des méthodes ci-apres :

Pour fermer le capuchon de sécurité, le pousser vers I'avant a I'aide d’une main.
Pour fermer I'aiguille et verrouiller le capuchon, appuyer votre doigt en arriere du
capuchon de sécurité (Figure 1.1. — Figure 1.2.) ou sur une surface plane de sorte
que le capuchon soit dirigé vers le bas (Figure 2). Lorsque le bout de I'aiguille est
entierement fermé, 'aiguille hypodermique sécurisée est verrouillée (Figure 3).
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e Les aiguilles hypodermiques peuvent également étre utilisées pour I'aspiration ou la préparation des fluides/médicaments.
e Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A78, sur le site web suivant
www.setmedikal.com.tr.

Population de patients visée

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

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 aiguilles hypodermiques stérilisées, a usage unique sont des appareils utilisés pour I'injection ou I'aspiration des fluides médicaux tels que
les médicaments, ainsi que pour le prélevement des fluides corporels (le sang, etc.). La durée de conservation du produit est de 5 ans.

Contre-indication

L’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.

A Remarques

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

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

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

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

e Pour l'aiguille hypodermique sécurisée, procéder a I'activation au moyen de la technique une seule main, loin de vous-méme et des
autres. Pour la sécurité au niveau supérieur, n’utiliser que la surface réservée au doigt et située sur le tissu poreux pendant
I"activation du capuchon de sécurité. S'il reste du fluide sur I'aiguille pendant I'activation du capuchon de sécurité ou apres
I'injection, un peu de jaillissement peut avoir lieu.

e Pour l'aiguille hypodermique sécurisée, procéder a I'activation du mécanisme de protection aussitot aprés I'utilisation, afin d’aider a
la prévention contre les maladies HIV (SIDA), HBV (hépatite) et autres maladies infectieuses, par suite de la piqure accidentelle de
I"aiguille.

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.

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

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

D'";i”s' 14G 15G 166 | 186 | 196 | 206 | 216G | 226 | 236 | 246 | 256 | 26G | 27G | 29G | 30G
Couleur Vert Bleu Blanc | Rose | Creme | Jaune Vert Noir Bleu | Pourpr | Orang |[Chatain| Gris Roug | Jaun
pale gris foncé foncé e e e e
Longueu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2
rde 1 1/4» 1 1 1/2,, 1 1/2,, 1/2” 2 1/2»
laiguille | 11/2” | 11/2" Lol 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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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.

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.

Explication des symboles utilisés

Fabricant

Fragile, tenir attentivement

Date de fabrication

NS
Z

Tenir écarté des rayons solaires

‘..
-

Date d’expiration

JUEN 3
Y

Tenir sec

—
—

LOT Numéro de lot

Faire bouger en état vertical

REF Numéro de catalogue

<

Limite supérieure de la température ambiante
(45°C)

g
=

M D Appareil médical

{

[
S
=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

Personne responsable au Royaume-Uni

Ne pas réutiliser

60 ©

7
N

STERILEIEO Stérilisé en utilisant de I'oxyde d’éthyléne

Ne contient pas de latex

K

Ne pas stériliser a nouveau

Non pyrogene

O Systeme de barriere stérilisée simple

@
=
<

Uniguement utilisation professionnelle

,@. Systéme de barriére stérilisée simple muni
/ ] . -
RN £ d’emballage protecteur a I'extérieur

elFU Indicator

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

& Attention

=NC
SDR

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

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

relatives aux appareils médicaux.

2797 Le numéro figurant en bas est le numéro de constitution approuvé.

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG HYPODERMISCHE NADEL

Produkttyp
Hypodermische Nadel
——
14G 15G 16G 18G 19G HL o
20G 21G 22G 23G 25G
26G 27G 29G 30G
_— =
c——
Verwendungszweck

Leere, sterile und Einweg-Injektionsnadeln aus Edelstahl werden von Endverbrauchern fiur die Injektion oder Aspiration sowohl von
Korperflussigkeiten (Blut usw.) als auch von medizinischen Flissigkeiten wie Medikamenten verwendet. Es kann auch zur Zubereitung
von Flussigkeiten/Medikamenten verwendet werden. Die Nadeln sind in erster Linie fir die Anwendung am Menschen bestimmt. Es
gibt zwei Typen: Der eine ist mit einer Abdeckung und der andere mit einer Sicherheitsabdeckung ausgestattet.

Hypodermische Nadeln sind fir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN ISO 80369-7 geeignet.
Ziel des sicheren Injektionsnadelprodukts ist es, das medizinische Personal vor moglichen Nadelverletzungen und Infektionsrisiken zu

schiitzen.

Produktkomponenten

Teilbezeichnung Rohstoff

Hypodermische Nadel

Schutz-
/Sicherheitsabdeckung
Verpackungsmaterial

Edelstahl, SS304, PP — Polypropylen
PP — Polypropylen

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

Gebrauchsanweisung

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

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

Die Produktverpackung enthdlt eine sterile Nadel.

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

Entfernen Sie die Nadelschutzkappe vorsichtig, ohne die Nadel zu beschadigen. Fiir hypodermische Nadeln mit Sicherheitsschutz
nehmen Sie die Abdeckung der Nadel vorsichtig ab, ohne die Nadel zu beschadigen.

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

eI FU Indicator
L]

Bildnerische Darstellung der Verwendung der hypodermischen Nadel mit Sicherheitsschutz
Bei hypodermischen Nadeln mit Sicherheitsschutz wird der
Sicherheitsmechanismus der Nadeln aktiviert, indem die vom Koérper des
Patienten entfernte Nadelspitze nach der Injektion einfach in die
Sicherheitsabdeckung der Nadel gesteckt wird. Sobald der Benutzer ein Klicken
hort, ist der Schutzblgel um die Nadel sicher befestigt und es ist eine sichere
Verwendung gewahrleistet, ohne Gefahr des Nadelstichs. Muss die gefiillte
Spritze zum Verabreichungsort transportiert werden, wird zum
VerschlieBen der Nadel die sichere und passive WiederverschlieRtechnik
angewandt. Umgehend nach dem Standardverfahren die Sicherheitsabdeckung
mit einer der folgenden Methoden unverziiglich schlieBen: Um die
Sicherheitsabdeckung zu schlieen, diese mit einer Hand vorwarts schieben.
Zum SchlieBen der Nadel und zum Verriegeln der Abdeckung mit dem Finger
rickseitig der Sicherheitsabdeckung (Abbildung 1.1 — Abbildung 1.2) oder die

1.1, 12.

- e

X
[
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Abdeckung abwarts auf eine ebene Flache (Abbildung 2.) driicken. Sobald die
Nadelspitze vollstandig verschlossen ist, ist die hypodermische Nadel mit
Sicherheitsschutz verriegelt. Fiir das Aufsetzen oder das Abnehmen der Nadel
ausschlieBlich die farbige Nadelhille halten (Abbildung 3).

e  Hypodermischen Nadeln konnen fiir die Aspiration und fiir die Zubereitung von Flissigkeiten Arzneimitteln verwendet werden.

e Die elektronische Version der PR.A78 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr

Patientenzielgruppe

Es bestehen keine Einschrankungen fiir die Patientenpopulation.

Benutzerzielgruppe

Gesundheitspersonal

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

Geeignet fir 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 Einwegnadeln werden zum Injizieren oder Absaugen von Kérperflissigkeiten (Blut usw.) oder zum Injizieren oder
zur Aspiration von medizinischen Flissigkeiten wie Arzneimitteln verwendet. Das Produkt kann auch zur Zubereitung von Flissigkeiten/
Arzneimitteln verwendet werden. Die Haltbarkeit des Produkts betragt 5 Jahre.

Kontraindikation

Hypodermische Nadeln 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 flr
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 gedffnet 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.

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

. Die hypodermische Nadel mit Sicherheitsschutz mit der Ein-Hand-Technik fern von sich selbst und anderen aktivieren. Um hochste
Sicherheit zu gewahrleisten, verwenden Sie zum Aktivieren der Sicherheitsabdeckung ausschlieBlich die groRflachige, genarbte
Fingerauflageflache. Haftet wahrend der Aktivierung der Sicherheitsabdeckung oder nach der Injektion Flissigkeit auf der Nadel,
kann es zu einem leichten Spritzen kommen.

. Um HIV (AIDS), HBV (Hepatitis) und anderen Infektionskrankheiten durch versehentliches Einstechen der Nadel vorzubeugen, den
Schutzmechanismus der hypodermischen Nadel mit Sicherheitsschutz nach der Verwendung sofort gewahrleisten.

. 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 Vorfdllen missen der Hersteller und die zustandige Behorde benachrichtigt werden.

Hypodermische Nadelkonfiguration

Nadelkonfigurationen

Ab”;gssu 146 156 16G 186 196 20G 21G 226 23G 24G 25G 26G 27G 29G 30G
Blau- Dunkel h Dunk

Farbe Hellgriin au Weil} Rosa Creme Gelb ur.]. el Schwar unie Lila Orange Braun Grau Rot Gelb
Grau run z blau

o 11/4" I o 11/27 11/27 5/ 11/a" I " I 11/2" 2

Nadellang ” ”
o 11/4” 1 11/2 11/2 12 2 12
11/2” 11/2 , 1" 1" 11/4” | 11/ 5/8” 1/3"
112 | 12 1 o V2
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Lagerbedingungen

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

Maximal fiinf Kartons tibereinander lagern.
Die Haltbarkeit des Produkts betragt 5 Jahre.

Erlduterungen verwendeter Symbole

Sayfa No/Page No: 16 /25

Hersteller

Zerbrechlich. Vorsichtig halten

Produktionsdatum

ONA
Z

Vor Sonneneinstrahlung schiitzen

L E

Verfalldatum

-
.
-
™ a
-

Trocken halten

=)

LOT Lot-Nummer Vertikal bewegen
45'C
REF Katalognummer /ﬂ/ Max. Lagertemperatur (45° C)
80%
MD Medical Device (Medizinprodukt) @ Feuchtigkeitsbegrenzung (20% —80%)
20%,
. . . o Nicht den, Pack
UDI Eindeutige Produktidentifizierung @ b;(;ch;ce;ir;en €n, wenn Fackung
Verantwortliche Person im Vereinigten . .
. Zum einmaligen Gebrauch
Konigreich
Sterilisiert mit Ethyl id
STERILEJEO| | oy eneX Wy Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

o
2
=3

Nur fiir professionellen Gebrauch

.....

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

2

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

UK
0086

Kennzeichnung zur Erfullung der
Anforderungen der
Medizinprodukteverordnung des
Vereinigten Konigreichs

Die unten angezeigte Nummer ist die
Nummer der benannten Stelle

mar

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

Produktionsort

e

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18

Esenyurt — IstanbulTelefon: 0212 622 04 00
www.setmedikal.com.tr
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AGO IPODERMICO ISTRUZIONI DI USO

Tipo Prodotto

Ago Ipodermico

14G 15G
20G 21G
26G 27G

16G
22G
29G

18G
23G
30G

19G
25G

Finalita di Uso

Aghi vuoti, sterili e monouso, prodotti in acciaio inox, vengono usati da utenti finali allo scopo di aspirazione e iniezione sia di liquidi corporei
(sangue, etc.) che di liquidi medici come farmaco. Inoltre, possono essere utilizzati anche per la preparazione di farmaci/soluzioni. Gli aghi, in
primo luogo, sono destinati all'uso umano. Ci sono due tipi: sono stati progettati uno con il cappuccio I'altro invece con il cappuccio di sicurezza.

Gli aghi ipodermici sono adatti all’'uso con connettori ad attacco luer in modo conforme allo standard EN I1SO 80369-7.

Attraverso il prodotto di ago ipodermico con protezione e finalizzato alla protezione del personale sanitario contro eventuali lesioni da ago e

rischi di infezione.

Composizioni del Prodotto

Componente

Materia Prima

Ago ipodermico

Acciaio inox, S5304, PP-Polipropilene

Cappuccio protettivo/sicurezza

PP-Polipropilene

Materiale di confezione

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

Istruzioni di Uso

CIFU Indicator

e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.
e Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.
e la confezione del prodotto contiene I'ago sterile.

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

protettivo dell’ago.

e  Rimuovere attentamente il cappuccio protettivo dell’ago senza danneggiare I'ago. Per gli aghi ipodermici di sicurezza rimuovere
attentamente il cappuccio di sicurezza senza danneggiare I'ago.

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

Immagine dell’Uso dell’Ago Ipodermico di Sicurezza

Per aghi ipodermici di sicurezza, il meccanismo di sicurezza degli aghi ipodermici si attiva

2

con l'inserimento facile della punta dell'ago rimosso dal corpo del paziente dopo
I'iniezione, nel cappuccio di sicurezza. Quando l'utente sente un click, capisce che il
dispositivo di protezione si & fissato in modo sicuro intorno allago e viene usato senza
alcun rischio di puntura accidentale. Se e necessario di trasportare la siringa riempita al

punto di applicazione, si utilizza la tecnica di richiusura sicura e passiva per chiudere
'ago. Appena dopo la procedura standard chiudere il cappuccio di sicurezza attraverso

~ uno dei seguenti metodi:

Per chiudere il cappuccio di sicurezza spingerlo verso avanti con una mano. Premere il
vostro dito sulla parte posteriore del cappuccio di sicurezza (figura 1.1.-figura 1.2.) o su
una superficie piena (figura 2.) in modo tale che il cappuccio guardi verso il basso per

chiudere l'ago e bloccare il cappuccio. Quando la punta dellago si chiude
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completamente I'ago ipodermico di sicurezza si blocca. Mantenere solo il copriago
colorato per inserire o rimuovere I'ago (figura 3)

e Aghiipodermici possono essere utilizzati anche per I'aspirazione e per la preparazione di farmaci/soluzioni.
e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A78 sull’indirizzo www.setmedikal.com.tr.

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

Gli aghi ipodermici sterili monouso vengono usati allo scopo di aspirazione e iniezione sia di liquidi corporei (sangue, etc.) che di liquidi medici
come farmaco. Inoltre, possono essere utilizzati anche per la preparazione di farmaci/soluzioni. La vita da scaffale e di 5 anni.

Controindicazione

Gli aghi ipodermici non possono essere utilizzati su pil pazienti. Il prodotto e utilizzabile su un unico paziente in modo monouso, sterile. Non
pulire né risterilizzare. Non é stato progettato 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.

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

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

e  Attivare I'ago ipodermico di sicurezza con la tecnica di una sola mano tenendolo lontano da voi e da altri. Ai fini di massima sicurezza,
attivando il cappuccio di sicurezza utilizzare esclusivamente I'area di imbottitura sull'ampio tessuto ruvido. Durante I'attivazione del
cappuccio di sicurezza o dopo l'iniezione, ove presente il liquido sull’ago, potrebbe causare lo schizzo di poca quantita.

. Nell’'ago ipodermico di sicurezza attivare il meccanismo protettivo appena dopo I'uso al fine di prevenire malattie HIV (AIDS), HBV
(Epatite) ed altre patologie infettive derivanti dalla puntura accidentale dell’ago.

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.

. 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.

Cofigurazioni dell’ago ipodermico

Configurazioni aghi

Misure 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Colore Ve'rde Blu Bianco Rosa Crema Giallo Verde Nero Bl Viola Arancio Marrone | Grigio Ross Giallo

chiaro grigio scuro scuro ne 0
1 11/4” 1" 1" 11/2" 11/2” 5/8" 11/4” 1" n 1" 11/2” 1/2”

Lunghe ” ”

zza Ago 11/4” 1 112" | 11/2” 1/2 Iy 1/2

11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2” 1/2 1" 1" 1/2”
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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 pil di 5 contenitori I'uno sull’altro.

La durata del prodotto & di 5 anni.

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 19 /25

Azienda Produttrice I

Fragile! Maneggiare con cura

Data di Produzione "'.\"'

Tenere lontano dai raggi solari

Data di Scadenza

VLR

Mantenere asciutto

—
—

LOT Numero Lotto

Trasportare in direzione verticale

REF Numero Catalogo

<

Limite di temperatura massima (45°C)

1
=

{

Em

M D Dispositivo Medico

]
S
R

Limite di umidita (20% — 80%) /

uUDI L'identificazione unica dei dispositivi

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

Persona responsabile nel Regno Unito

Non riutilizzare

J69 @

%
N

STERILEIEO Sterilizzato con ossido di etilene

Senza lattice

K

Non risterilizzare

Non Pirogenico

o
2
=3

O Sistema di barriera sterile singola

Solo ad uso professionale

,O‘ Unico sistema di barriera sterile con I'imballaggio
: ) .
R 2 protettivo esterno

2

.....

elFU Indicator

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

UK

& Attenzione Cn
0086

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

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

2797 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
c € Medici/Normativa Europea.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul
Tel: 0212622 04 00 www.setmedikal.com.tr
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WHCTPYKLIUA NO UCMONb30BAHUIO UIN ANS NOAKOXHbIX UHBEKLUA

Tun usgenus

WUrna ana NnoAaKOXKHbIX MHbEKLUNIA

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Llenb ucnonb3osaHuA

MycTble, cTepUnbHbIE OAHOPA30BbLIE WUIJIbl A1S NOAKOMHbIX MHBEKLMIA U3 HEPIKaBeIoLWEen CTasv UCMONb3YHOTCA KOHEYHbIMM MO/1b30BaTEeNIAMM
AN UHBEKLMIN MeSULMHCKMX KUAKOCTEN (1eKapCTBEHHbIX NPenapaTos U T.n.) uan 3a6opa 6MONOTMUECKMX KUAKOCTEN M3 OpraHM3mMa (KpoBu u

T.4.). TakKe MOryT UCMO/Ib30BaTbCA A/1A MPUTOTOBJIEHUS KUAKOCTEN/NEeKapCTBEHHbIX NpenapaTos. Uribl npegHasHayeHbl B OCHOBHOM A/1f1
MCNO/Ib30BaHMA B OTHOLIEHMM OPraHNU3Ma Ye0BeKa. M3roTaBanBaoTca B ABYX TUMNAX: C KOJIMAYKOM U C MPefoXPaHUTE/IbHbIM KOIMaYKoM.

Urabl s NOAKOMKHbBIX MHBEKLMIA NPUTOAHbI AN MCNO/Ib30BAHUA C HAKOHEYHUKamu «Jlyep» B cooTBeTcTBMM ¢ EN ISO 80369-7.

KoHCTpyKuma 6e3onacHbiX UM 41A NMOAKOMHbIX MHbEKUMIA pa3paboTaHa ¢ obecneyeHmem 3aLimTbl MEAULMHCKOrO NepcoHana oT BO3SMOXHbIX

YKO/10B U PUCKOB 3apa*KeHuA.

KomnoHeHTbl U3genusa

HasBaHue pgetanu CbipbeBoi matepuan

Urna ansa NoAKOMHbBIX MHbEKL Wi Hep:kaBetowan ctanb, SS304, MMM - noannponuneH

3alWmTHLIN/NpeaoXpaHUTENbHbIN
KOJINAQuyoK

MM - nonannponuneH

Marepuan ynakoeku MegamumHckas Bymara 1 Nnpo3payHan naeHKa, NpUrogHas Ans crepuansauum
EO (eAMHMYHAsA yNaKoBKa)

MHCTpYKLMS NO MCNOMNb30BaHUIO

IFU Indicator

e BCKpOliTe ynaKoOBKy Yepes OTBEPCTUE, YKa3saHHOE CTPE/IKOW.
e Bu3yanbHO NpPOBepbTe KOMMJIEKTHOCTb COAEPKMMOro U OTCYTCTBUE MOBPENKAEHUI YNAKOBKM.

L4 B YNaKOBKe HaXoguTbCA CTepUbHaA Urna.

L4 He cHumas 3aLI.l,VITHbIﬁ KO/INQYOK C Urnbl, HaaexHo 3a¢MKcmpy171Te urny Ha wnpuue, npuxas Urny K HaKOHEYHUKY wWwnpuua “

NoBEPHYB ee Mo YaCoBOW CTpesiKe.

o OCTOPOXKHO CHUMMUTE 3aLLMUTHbLIA KOAMAYOK C UMbl, He noBpeaus ee. [1na 6e3onacHbIX UM S5 NOAKOXKHbBIX MHBEKLMA: OCTOPOXKHO
CHUMMUTE NpPesoXPaHUTENbHbIV KOINAYOK C UMbl, HE MOBPEAUB ee.
e  BBeauTe XMOKOCTb ANA UHBEKUMI BHYTPUBEHHO, BHYTPUMbILIEYHO, MOAKOXKHO MAN BHYTPUKOKHO B COOTBETCTBMM C npoLenypon

BBeAeHuA.

Cxema ucnonb3oBaHua 6esonacHou urnbi gna
NOAKOMHbIX MHbEKL UM

1.1, 12

/4

B 6e3onacHblx Wrnax Ana MNOAKOXHbBIX WMHBEKLUMIA  33LUMTHbIA  MeXaHU3M
aKTUBMPYETCA NyTEeM MPOCTOr0 BBEAEHWA KOHYMKA WI/bl, U3BJEYEHHOro M3 Tena
naumMeHTa Mocne MHbEKUWMM, B 3alUTHbIA KOMMNAYOK Wr/bl. YCAbIWAB LWEAYOK,
Nonb30BaTe/Nb MOHUMAET, YTO 3ALUMUTHBIA KOMNAYOK HaZeKHO 3adMKCMPOBaH Ha
urne M eé MOXKHO WMcnonb3oBaTb 6e3 pucka ykonoTbea. Ecam HeobxoamMmo
NepemecTuTb HAMONIHEHHbIM LWNPUL, K MecTy BBEAEHMWA, ANA 3aKpbITUA UMbl
ucnonbsyerca 6esonacHas M MacCcMBHaA TEXHWKa MOBTOPHOro 3aKpbiTvA. Cpasy
nocne CcTaHAApTHOW nNpoueaypbl 3aKpPoWTe 3alMTHbLIA KOAMAYoK O4HUM U3
cneaytoLmx cnocoboB.:

HaxkmuTe Bnepes, oaHOM PyKOW, UTO6bI 3aKPbITb NPeOXPaHUTE/IbHBIV KOMAYOoK.
Ha)KMuTe nasbLem Ha 3a4HI0K0 YacTb NpeaoXpaHUTeIbHOro Koanadka (PucyHok 1.1.
- PucyHOK 1.2.) MAM Ha MNAOCKYHO MOBEPXHOCTb, YTOGbI KO/MAYOK CMOTPENn BHU3
(PUCYHOK 2.), uTOBbI 3aKpbITb UrNY U 3adMKcUpoBaTb KoAMayoK. besonacHas urna
AN TOAKOMKHbIX UHBEKL MM 6OKMPYETCA MPU NOJHOM 3aKPbITUM KOHUYMKA UTbI.
YT06bl BCTaBUTL WAW W3BAEUYL WY, AEPXKWUTE TONbKO 33 LBETHYH KPbIWKY UMbl
(PucyHok 3.).
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e Wrnbl  ANA  NOAKOXHbBIX  WMHBEKLUMI  TaKKe MOryT  UCMOAb30BaTbcA AnA  3abopa  KMAKOCTeM U NPUroToBAEeHWA
KUOKOCTEN/NEKapCTBEHHbIX NPenapaTos.
e C3/1eKTPOHHOM Bepcuein MHCTPYKLLMM NO MCNOAb30BaHMIO PR.A78 MOXHO 03HAaKOMUTbCA Ha canTe www.setmedikal.com.tr

LleneBas rpynna naugmMeHToB

YCTaHOBNEHHbIX OFpaHVI‘-IEHVIVI B OTHOWEHWN rpynnbl NaUMEHTOB HE UMEETCA.

LleneBble nonb3oBaTenun

MeauunHCKNn nepcoHan

OnucaHue YCTpOﬁCTB, npegHasHa4eHHbLIX AN Ucnosib3oBaHuUA C nsgenvem

N3penvie npuroaHo AnA UCNosib30BaHUA € coeguHuTensmu B cootsetcTaum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MasIOrO AMAMETPA A5 KULKOCTEN
W rasoB, UCMo/ib3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHUTENAM BHYTPUCOCYAMUCTOMO UAM MOAKOMHOMO
npumeHeHna".

Moka3aHusa

CTepunibHble OAHOPA30Bble WUMAbl AA MOAKOMHbLIX MHBEKUMIA WCNONb3YITCA 419 BBEAEHUA MEAUUMHCKMX XKUAKOCTEN (NeKapCTBEHHbIX
npenapartos v T.M.) B OpraHu13m uamn 3a6opa BUONOrMYECKUX MMUAKOCTEN (KPOBU U T.4.) U3 opraHu3ma. OHM TaKKe MOryT UCMOoJb30BaTbCA AJ1f
NPUrOTOB/IEHMA XUAKOCTEN/NEKAPCTBEHHbIX NpenapaTos. CPOK rogHOCTM U34enuns cocTasaset 5 niert.

MpoTuBoOnNokKasaHus

Wnpuubl ¢ urnamm Ana NOLKOXKHbLIX MHBEKUUIM He AO0/KHbI MUCMOAb30BaTbca Oosiee yem gns OAHOrO nauMeHTa. Msgenne moxkeT ObiTb
MCMO/Ib30BaHO B CTEPUIbHOM COCTOAHWW OAHOPA30BO ANS OAHOrO NaumeHTa. OYMCTKA MAM MOBTOPHAsA CTepuaM3auua He Aonyckaetcs. He
npegHasHayeHbl 410 UCNOb30BAHMA HE MO HazHayYeHuto. MNocne UCNoNb30BaHNA YTUAN3UPYITE KaK MegULMHCKME OTX04bI.

& MpepynpexaeHns

e  He ucnonb3syiTe n3genmne c NOBPeXAEHHOW UM BCKPbITON YNaKOBKOW.

e Bu3yanbHO NpPoBepbTe KOMMJIEKTHOCTb YNAKOBKM U OTCYTCTBME MOBPEXKAEHUN.

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

e [lepepg ncnonb3oBaHnem ybeamTecn, 4To Ura 414 MOAKOMKHbIX MHBEKLMI He 3aKyNopeHa 1 MOTOK KPOBM He 3aTpyAHEeH.

e  [InA 6e3onacHbIX UM A1A NOAKOMHbLIX UHBEKLMI: NPON3BOAUTE MAHWUMYAALMMU C UIION B OTAANEHUMU OT ceba U Apyrux Aogen,
Mcnonb3ysa TexHUKy "ogHoi pyku". [Ona obecneyeHus BbICOKOrO YPOBHS 6€30MacHOCTM MpU aKTMBaLMM MpPenoXpPaHUTeNbHOro
KOJINayKa MCnosb3yiTe ToNbKO 061acTb NOAYLIEYKM NabLia Ha 6O/bLIOK LWepoxoBaTon TKaHW. ECIM KMAKOCTb OCTaeTCs Ha urae Bo
BpeMs aKTMBaL MK NPeAoXPaHMUTENbHOrO KONaYka an Nocie MHbEKLMM, 3TO MOKET Bbl3BaTb Hebo/blwoe pa3bpbliarnsaHue.

e [lna 6e3onacHblX WM AAA MOAKOMHbIX MHBEKUMIA: aKTUBMPYMTE 3alUMTHbIA MeXaHW3M Cpasy Mocne WCMoAb30BaHWUA, 4TOGbI
npesoTBpaTUTL 3aparkeHne BUY (CMKA), renatutom B (HBV) n apyrumn MHGEKLMOHHBIMM 3ab60/1€BaHUAMM B pe3yibTaTe CaydaliHbIX
YKO/OB.

e [locne MHbeKLMM Unn 3abopa KUAKOCTU YTUNU3UPYITE U3LE/ME KaK MeAULUHCKME OTXOAbI.

e UM3genue npefHas’HayeHO TO/IbKO ANA OAHOKPATHOrO WCMO/b30BaHWA, He MNOANEXKWUT MOBTOPHOMY MPUMEHEHUIO, MOBTOPHOM
06paboTKe UK NOBTOPHOM CTepPUAN3ALUN.

e  EC/IM CTepWAbHYIO YNAKOBKY BCKPbLITb U HE UCMO/Ib30BaTb CPasy, BO3HUKAET PUCK 3apakeHns. ECM CTEPUIbHOCTb U3AeNUsA He MOXKET
6bITb COXpaHeHa, He UCNOAb3YiTe ero.

e  [loBTOpPHOE MCMO/Ib30BaHME U3AENNA MOXKET NPUBECTU K MHEKLMAM, MEPEKPECTHOMY 3apaXKeHUIo 1 cencucy.

e [IpM BO3HMKHOBEHUW Cepbe3HbIX NO60UHbIX 3P deKTOB HEO6X0AMMO YBEAOMMUTL MPOU3BOANUTENA U KOMMETEHTHbIN OpraH.

KoHdurypauum urn ansa nogKoXXHbIX MHbEKLUN

KoHdurypaumm urn

Pasmep 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
bneagn TeMHO- TeMH
o- CuiHe- . Poso Kpemo XKentbl YepHbl o- ¢duone | Opanx |KopuuH . Kpac XKent
LiBeT . Benbi . . . 3e/eH . . M . Cepbin . .
3eneH cepbli BbI BbIV " i " CUHU TOBbIN eBbll eBbll HbI bl
bIA "
1" 1 1/4Il lll 1|| 1 1/2/1 1 1/2)! 5/8” 1 1/4/1 1|l 1 " 1|l 1 1/2)) 1/2//
Onuna ” ”
- 11/4” | 4 11/27 | 1172 172 vk 172
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
1 1/211 ]_/2 1" 1" 1/211
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YcnoBusa xpaHeHus

e  XpaHuTb Npu TemnepaType OKpy:KatoLel cpeabl He Bbiwwe 45°C.
3awWwmwaTb OT NPAMbIX CONTHEYHDBIX ly4eit U BAAXKHOM cpeabl.
XpaHWTb, PacnonoXune KOPOOKY B HANPaBAEHUN CTPESKN.
CknapblBaTb He 6onee NATU KOPOBOK ApYr Ha apyre.

e  CpoK rogHocTu NpoayKTa coctasaset 5 nert.

MosicHeHuMsA K ncnosib3yemMmbiM YCITOBHbIM 00603HauYeHUsAM

KomnaHua-nponssogutesnb

Xpynkoe nsgenve, o6paLlaTbC OCTOPOKHO

[aTa npoussoAactea

ONARY
Z

3aWwmWwaTth OT CONIHEYHbIX Nly4ei

L E

[laTa ncrteyeHunA cpoka rogHoCTm

‘..
-

XpaHWUTb B CyXOM mecTe

LOT Homep napTtuu |I MepemeLaTb BepTUKaNbHO
REF Homep no Kkatanory /i/ BepxHuii npeaen Temnepatypsi (45°C)

MD

MeanumnHcKoe nsagenue

am
1
2

»
3
&2

OrpaHuyeHme no BaaxkHoctu (20%-80%)

He MCI'IOﬂb3yVITe, €C/I YNaKOBKa

uUDI YHUKaNbHbIN naeHTUdMKaTOp n3genms @ noBpexaeHa, u 06paTUTECh K MHCTPYKLUK MO
MCNO/Ib30BaHUIO

OTBETCTBEHHOE NNLLO B

ME He ncnonbsoBaTtb NOBTOPHO
BenmkobputaHum
CTepunan3oBaHo C UCMO/Ib30BaHMEM @

STERILEIEO P o</ He copepsKuT naTekca
OKMWCK 3TUNEH] P,

He ctepnnnsoBaTb NOBTOPHO

B

HenuporeHHbIN

NHaMBMAYyanbHas cTepunbHas
6apbepHan cuctema

o
=
<

TonbKo ans npodeccmoHanbHOro
MCNO/b30BaHMA

-----

NHaomBmnayanbHaa ctepuabHan
6apbepHasn cucTemMa ¢ 3aLUTHOM
YNaKOBKOM CHAPYXMK

2

elFU Indicator

CM. MHCTPYKLMIO MO MCNO/Ib30BAHUIO UK
06paTUTeCh K 3/IEKTPOHHOM UHCTPYKLMUN MO
MCMNOAb30BAHMUIO

BHMMaHMe

MapKunpoBKa 4Nna COOTBETCTBUA
TpeﬁOBaHMﬂM MNonoxeHna o meanLLMHCKUX
n3pgennax BeﬂMKOGpMTaHMM

YKasaHHbI1 BHU3Y HOMEp ABAAETCA HOMEPOM
HOTUMLMPOBAHHOIO OpraHa

maT

3HaK cooTBeTCTBUA TpeﬁOBaHVl‘ilM Bcex cooTBeTcTBYOWMX Anpektms EC no meanuMHCKUM I/I3,CI,eI'II/IF|M/

EBponeiickoro sakoHo4aTeIbCTBa

YKasaHHbI BHU3Y HOMEp ABAAETCA HOMEPOM HOTUGULMPOBAHHOIO OpraHa

MecTto npousBoacTBa

AKUMOHepHas KomnaHua «CeT Megukan CaHain Be TuakapeT A.LLL.» [Set Medikal Sanayi ve Ticaret A.S.]
Apnpec: 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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IHCTPYKLIS1 3 BAKOPUCTAHHA rONOK AnA NIAWKIPHUX IH'EKLINA

Tun Bupoby

Fonka anA nigWKipHUX iH'eKLiN

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

MeTa BUKOPUCTaHHA

MOpPOXHI, CTepUNbHI OAHOPA30Bi FONKM ANA MNIALWKIPHUX iH'EKLIN 3 Hep)KaBitoyoi CTani BUKOPUCTOBYHOTLCA KiHLEBUMMU KOPUCTYBa4Yamu ANA
iH'eKLiM MeaMuHUX piguH (nikapcbKMx npenapatie Towo) abo 3abopy bionoriyHMX pigMH 3 opraHismy (KpoBi Towo). TakoXK MOXKYTb
BMKOPWCTOBYBATUCA A1 NPUIOTYBaHHA PiaMH/NIKAapCbKMX npenapartis. M0/IKM NpuU3HaYeHi NepeBakHO A1A BUKOPUCTAHHA Y BiAHOWEHHI Ao
opraHismy nt0AMHU. BUTOTOBAAIOTLCA Y ABOX TUNAX: 3 KOBMAYKOM i 3 3aN0biXKHMM KOBMa4yKoM.

FoNKM ANA NigWKipHUX iH'eKLi NpuAaTHI A8 BUKOPUCTaHHSA 3 HakoHeyHMKamu "Jlyep" BianosigaHo go EN I1SO 80369-7.

KoHCTpyKLis 6e3neYHnx roloK ans nigwkKipHUx in'ekuilt po3pobnieHa i3 3abe3neyeHHAM 3aXMCTy MEANYHOTO NEPCOHasy Bif MOXKIUBUX YKONIB i

PU3KKIB 3apaXKeHHs.

KomnoHeHTH BUpoby

HasBa getani CUPOBUHHUI MmaTepian

FfonKa ana NigWKipHUX iH'eku,iit Hep:kasitoua ctanb, SS304, MMM - noninponineH

3axucHuii/3anobixHuii kosnauyok | MMM - noninponinex

Marepian ynakoBku MeauyHnin nanip i nposopa naiBKa, NpuaaTHa Ana crepwnisauii EO
(opMHMYHA ynakoBsKa)

IHCTpPYKLIiA 3 BUKOPUCTaHHA

IFU Indicator

e PO3KpuiTe YNaKOBKY Yepes OTBip, BKA3aHWUM CTPINKOO.
e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAXEHb YNAaKOBKW.

L4 YnaKoBKa MicTUTb CTEPUNbHY FONKY.

e  He 3HIMalouM 3aXMCHMIN KOBMNAYOK 3 FOMIKM, HAAIMHO 3adiKcyTe roNKy Ha WNPULL, NPUTUCHYBLUM FOIKY A0 HaKOHEYHMKa wnpuua i

NOBepPHYBLUW ii 33 FTOANHHNKOBOIO CTPISIKOIO.

o (OO6eperkHO 3HIMiTb 3aXMCHUI KOBMAYOK 3 TOJIKM, He MOWKOoAMBLUM ii. [Ana 6e3ne4yHnX ronok gaa MiglKipHUMX iH'eKui: obepekHo
3HIMITb 3aM06IXKHWI KOBMNAYOK 3 FrO/IKU, HE MOLIKOAUBLUM Ti.
e BeegiTb piagnHy onA iH'EKUiM BHYTPILUHBOBEHHO, BHYTPILWHbOM'A308B0, MNiAWKIPHO ab0 BHYTPILWHLOLWKIPHO BiAMNOBIAHO A0 Npoueaypu

BBeAEHHA.

Cxema BMKOPUCTAHHA 6e3ne4Hoi ronku ans
NiAWKIPHUX iH' €KL

1. 1:e.
[ ol \ -

/4

Y 6e3neyHnx rosnkax AnA MiWKIPHUX iH'EKLIMA 3aXMCHUIM MeXaHi3M aKTUBYETbCA
LUAAXOM MPOCTOr0 BBEAEHHA KiHYMKA TO/IKM, BUTATHYTOro 3 Tina naujieHTa nicna
iH'EKLT, B 3aXMCHMI KOBMAYOK ro/ikK. MoyyBLIM KAALAHHA, KOPUCTYBAY PO3YMIE, LLO
3aXMCHMI KOBMAYOK HafiMHO 3adiKcoBaHO Ha roui i il MoXKHa BUKopucToByBaTH be3
pU3NKY BKONOTUCA. AKLLO HeOobXigHO NepemicTUTM HaMOBHEHWW LWINPUL, A0 MicuA
BBEZEHHA, A4 3aKPWUTTA FO/JIKM BUKOPUCTOBYETbCA be3dneyHa i macusBHa TexHika
NOBTOPHOro 3akpuTTA. OApasy nicna cTaHAAPTHOI NpoLueaypu 3aKpuiiTe 3axMCHUM
KOBMa4yoK O4HMM i3 TaKMX cnocobis:

HaTucHiTb BNepes oaHi€lo pyKoto, Wwo6 3aKpUTH 3anobixKHMIN KOBMAYOK.

HaTUCHITL Nanblem Ha 3aAHI0 YacTUHY 3anobikHoro Kosmnayka (MantoHok 1.1. -
MantoHok 1.2.) abo Ha NAOCKYy NOBEPXHI, WO6 KOBMA4YOK [AMBUBCA [OHU3Y
(MantoHoK 2.), wob 3akpuTU rosiky i 3adikcyBaTM KosBnayok. besneyHa rosnka gaa
NiAWKIPHUX iH'EKLi BNOKYETLCA NPU NOBHOMY 3aKPUTTI KiHUYMKA FO/IKKU.

LLlo6 BcTaBUTM abo BUTAITU FO/IKY, TPMMAMNTE TiNbKM 32 KONbOPOBY KPWLLKY TONKM
(MantoHoK 3.).



HIPODERMIK IGNE KULLANIM TALIMATI/ HYPODERMIC NEEDLE
INSTRUCTION FOR USE

9 SeT MeniKal

Dok./Doc.No: PR.A78 Tarih/Date: 9.09.2024 Rev.No: 8 Sayfa No/Page No: 24 /25

e [OMKM ANA NIALWKIPHMX iH'EKLIN TAKOX MOKYTb BUKOPUCTOBYBATUCA A/1A 3a60pY PiAUH | NPUrOTYBaHHA PianH/AiKapcbKUX npenaparis.
e 3 e/IeKTPOHHOI BEPCIi€H iIHCTPYKLi 3 BUKOpUCTaHHA PR.A78 MmoKHa 03HaMomuTUCA Ha canTi www.setmedikal.com.tr

LlinboBa rpyna nauieHTiB

BcTaHOBNEHUX 0OMENKEHD LLOAO rPYNM NaLiEHTIB HEMAE.
LinsoBi kopucTyBaui

MeamnyHuit nepcoHan

Onuc anCTpOII-B, nNpu3HavYeHux Ansad BUKOPUCTAHHA 3 BVIpOGOM

Bupib npuaatHUit gna BUKOPWUCTaHHA 3i 3'egHyBaYamum BignosigHo ao "EN I1SO 80369-7 3'egHyBadi manoro giametpa Ana pigvH i rasis, AKi
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTuHa 7: YacTKoBi BUMOrM A0 3'€4HYBayiB BHYTPILWHbOCYANMHHOTO abo NiALKipHOro 3acTocyBaHHA".

Moka3aHHA

CTepunbHi 04HOPA30Bi FO/IKM A/ NIALWKIPHWUX iH'E€KLIA BUKOPUCTOBYIOTLCA ANA BBEAEHHA MEAMYHUX PIAUH (NiKapcbKMX Npenapartis Towwo) B
opraHiam abo 3abopy 6iosoriyHux pianH (KpoBi ToWwo) 3 opraHiamy. BOHM TaKOX MOKYTb BUKOPUCTOBYBATUCA ANA NPUFOTYBaHHA
piavH/nikapcbKux npenaparis. TepmiH NpuAaTHOCTI BUPOBY CTaHOBMTb 5 POKiB.

I'IpOTunm(asaH HA

Wnpuum 3 ronkamu Ans NiAWKIPHUX iH'€KUiA He NOBUHHI BMKOPUCTOBYBATUCA Oinbl HiXX ANA ogHOro naujieHTa. Bupib6 moxke 6yTn
BMKOPWUCTaHUI Yy CTEPUIbHOMY CTaHi O4HOPAa30BO A/1A OAHOro naujieHTa. OunweHHs abo MOBTOpHa CTepwuisauis He AonycKaetbcs. He
npu3HayveHi 417 BUKOPUCTAHHA He 32 NPU3HaYeHHAM. [Micna BUKOPUCTaHHA YTUANI3yIiTe AK MeuYHi Bigxoau.

& MonepeaxeHHA

e He BMKOopuCTOBYITE BMPI6 3 NOWKOAKEHO abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepeBipTe KOMNIEKTHICTb YNAaKOBKM Ta BiACYTHICTb NMOLIKOAMKEHb.

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

o [lepes BUKOPUCTAHHAM NepeKoHaMTecs, WO rosika A1 NigWKipHUX iH' €KL/ He 3aKynopeHa i NOTiK KPOBi He YCKNa4HEHO.

e ina 6e3neyHMX TONIOK ANA NiAWKIPHUX iH'€KLiA: BMKOHYMTE MaHinynauii 3 ronkow Ha Bigaani Big cebe Ta iHWUX nogen,
BMKOPUCTOBYIOUM TexHiKy "oaHiei pyku". Ona 3abe3neyeHHA BMCOKOro piBHA 6e3neku nig yac akTmeaLii 3anobidKHOro Kosnayka
BMKOPUCTOBYIMTE BUK/OYHO 06/1aCTb NOAYLLIEYKM NajbLA Ha BEIMKIN WOPCTKIN TKAHMHI. AKWO pignHa 3aAMWAETbCA Ha roaui nig vac
aKTUBaL,i 3anobixKHOro KoBnayka abo nicna iH'eKuii, LLe MoXKe CNPUYUHUTU HeBeMKe PO3BPU3KYBaHHA.

e /ina 6e3neyHMxX TroNoK AAs NiAWKIPHUX iH'EKLiIN: aKTUBYITE 3aXMCHUIM MeXaHi3m ofpasy Micna BUKOPUCTAHHA, Wwo6 3anobirtm
3apakeHHto BIS1 (CHIA), renatutom B (HBV) Ta iHWMMM iHbEKLIMHMMM 3aXBOPIOBAHHAMM BHACNIAOK BUNALKOBUX YKONIB.

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

e  Bupib npu3HaYeHUI TiNbKM A8 OAHOPA3OBOr0 BUKOPWUCTAHHA, He MNiajsarae noBTOPHOMY 3aCTOCYBaHHIO, MOBTOPHiIN 0b6pobui abo
NOBTOPHIM cTepuAisau;i.

e AKWO CTepubHY YNaKOBKY PO3KPUTU i He BUKOPUCTATU OApa3y, BUHUKAE PU3UK 3aparKeHHA. AKLLO CTepU/bHICTb BUPOOY He Moxe
6yTn 36eperkeHa, He BUKOPUCTOBYWTE MOTO.

e  [lOBTOpPHE BUKOPUCTAHHA BUPOBY MOKe NPU3BECTU A0 iHOEKLN, NepexpecHoro 3apaKeHHs i cencucy.

e VY pasi BUHUKHEHHSA CepMO3HMX NOBIYHMX edeKTiB HeObXigHO NOBIAOMUTN BUPOOHMKA Ta KOMMNETEHTHUIN OPraH.

KoHdirypauii ronok gna niguwkipHux iH'ekuin

KoHaoirypauii ronok

Po3amip 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. Bnigo- CWHbO- - Pox Kpemo XKosTtun Temko- YopHu TemH dioner | OpaHx |KopuuH N Yeps Kot
Konip 3eneHun - Binun N . . 3eneHun o o- N M . Cipun N .
o cipui eBuin BUW n . " . oBUM eBbll eBuin OHUI un
n " CUHIN
1" 1 1/4ll 1l| 1|| 1 1/2/1 1 1/2)/ 5/8” 1 1/4/1 1|l 1 " 1|l 1 1/2)) 1/2!/
LOoBXUH ” ”
a ronK 11/4” 1 112" | 11/2" 1/2 2" 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2" 1/2 1" 1" 1/2”
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YMoBM 36epiraHHA

e 36epiraTv Npu TemnepaTypi HABKOIMLWIHbLOIO cepesoBuLa He BuLe 45°C.

e  TepMiH NpMAATHOCTI NPOAYKTY CTAaHOBUTL 5 poOKiB.

3axuLLaTh Big, NPAMMX COHAYHUX MPOMEHIB | BONOrOro cepesoBumLLa.
36epiraTv, po3TalyBaBLUM KOPOOKY B HANPAMKY CTPINKMU.
Cknapatu He bBinblue n'aTr KOPoboK oAHa Ha OAHIM.

MosicHeHHA OO BUKOPUCTOBYBAaHUX YMOBHUX NO3HAY€Hb

Sayfa No/Page No: 25 /25

KomnaHifa-BMpo6HMK

Kpuxkuii Bupi6, noBoantuca obeperkHo

[aTa BUpobHMUTBA

3axuLLaT Big, COHAYHOrO NPOMIHHA

L E

[laTa 3aKiH4YeHHA TepMiHy NpMAATHOCTI

36epiraTv B cyxomy micu,i

LOT

Homep naprii

MNepemiwaTt BEpPTUKaIbHO

REF

Homep 3a kaTasnorom

jfas‘c

BepxHAa mexka TemnepaTypm (45°C)

MD

Meauunuin Bupid

ObmexkeHHn woao Bonorocti (20%-80%)

YHikanbHWi ineHTudikaTop BUpObY

He BMKOPUCTOBYiITE, AKLLO yNaKoBKa

UDI @ NOLIKOXKEHA, | 3BEPHITbCA A0 IHCTPYKLT 3
BUKOPUCTAHHSA
He BMKOPWCTOBYBATH NOBTOPHO
BianosiganbHa ocoba y BeankobpuTaHii
CTepuni3oBaHO 3 BUKOPUCTaHHAM OKUCY @ He micTuTb natekcy
STERILEEO| | crimeny <L

He cTepunisyBaTv NOBTOPHO

E

HeniporeHHui

IHgMBIAYanbHa cTepubHa bap'epHa cuctema

o
=1
<

Tinbku gna npodecitHOro BUKOPUCTAHHA

-----

IHAMBIAYyanbHa cTepunbHa Bap'epHa cuctema i3
3aXMUCHOIO YNaKOBKOIO 30BHi

=

elFU Indicator

[nB. IHCTPYKLIO 3 BUKOPUCTAHHA abo
3BEpPHITbCA 40 eNEeKTPOHHOI iHCTPYKLT 3
BUKOPUCTAHHA

YBara

UK
CAH
0086

MapkyBaHH#A Ha BigNOBIAHICTb BUMOram
PernamenTty CnonyyeHoro Koponisctsa wono
MeANYHUX BUPOGiB

3a3HayeHUi BHU3Y HOMEpP € HOMEPOM
HOTMIKOBAHOrO OpraHy

7T

3HaK BianoBig4HOCTI BUMOram ycix signosiaHmx Aupektune €C woao meanuHux supobis / Esponeiicbkoro

3aKOHOA4aBCTBa

3a3HayeHMI BHU3Y HOMEp € HOMePOM HOTMIKOBAHOTO OpraHy

Micue Bupo6HuuTBa

AkuioHepHa KomnaHia "CeT Megikan CaHai Be TigKapet A.LLL." [Set Medikal Sanayi ve Ticaret A.S.]
Apnpeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typeuunna)
Ten.: 0212 622 04 00 www.setmedikal.com.tr
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HiPODERMIK iGNE KULLANIM TALIMATI

Uriin Tipi

Sayfa No/Page No: 1 /26

Hipodermik igne

14G 15G 16G
20G 21G 22G
26G 27G 29G

18G 19G
23G 25G
30G

Kullanim Amaci

Bos, steril ve tek kullanimlik paslanmaz gelikten yapilmis hipodermik igneler son kullanicilar tarafindan, hem viicut sivilari (kan, vb.), hem de
ilac gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir. Ayrica sivi/ilag hazirligi icin de kullanilabilir. igneler éncelikle insanlarda
kullanim igindir. iki tip vardir: Biri kapakli digeri ise emniyet kapakli olarak tasarlanmistir.

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

Glvenlikli hipodermik igne uriindi ile saghk personellerinin olasi igne yaralanmalarina ve enfeksiyon risklerine kargi korunmasi amaglanmistir.

Uriin Bilesenleri

Parga Adi

Hammadde

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Koruyucu/Emniyet Kapagi

PP — Polipropilen

Ambalaj Malzemesi

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

Kullanma Talimati

©IFU Indicator

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 igneden olusmaktadir.
e ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde gevirerek siringa ve igneyi birbirine sikica

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin. Giivenlikli hipodermik igneler icin, ignenin emniyet kapagini
igneye zarar vermeden dikkatlice gikarin.
e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

Giivenlikli Hipodermik igne Kullanim Gérseli

1.1,

s %

12, \

R

Guvenlikli hipodermik igneler icin, enjeksiyondan sonra hastanin viicudundan
cikarilan igne ucu givenlikli igne kapagi igine kolaylikla yerlestirilmesi ile hipodermik
ignelerin glvenlik mekanizmasi etkinlestirilir. Kullanici bir tik sesi duydugunda,
givenlik siperinin ignenin etrafinda glvenli bir sekilde sabitlendigini anlar ve
herhangi bir igne batmasi riski olmaksizin kullanilir. Dolu siringayr uygulama
noktasina tasimak gerekirse, igneyi kapatmak icin glvenli ve pasif yeniden kapatma
teknigi kullanilir. Standart prosediiriin hemen ardindan asagidaki yontemlerden
birini kullanarak glivenlik kapagini kapatin:

Guvenlik kapagini kapatmak igin tek elle ileri dogru itin.

igneyi kapatmak ve kapagi kilitlemek icin parmaginizi giivenlik kapaginin arkasinda
(Sekil 1.1. — Sekil 1.2.) veya kapak asagiya gelecek sekilde diiz bir ylzeye (Sekil 2.)
bastirin. igne ucu tamamen kapandiginda giivenlikli hipodermik igne kilitlenir.

igneyi takmak veya gikarmak icin yalnizca renkli igne kilifini tutun(Sekil 3.).
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e Hipodermik igneler; aspirasyon ve sivi/ilag hazirligi icin de kullanilabilir.
e PR.A78 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Steril tek kullanimhik hipodermik igneler, hem viicut sivilari (kan, vb.), hem de ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanihr.
Ayrica sivifilag hazirligi igin de kullanilabilir. Uriin raf 6mrii 5 yildir.

Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra rini kullanmayin.

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

e Guvenlikli hipodermik igne igin, tek el teknigi ile kendinizden ve bagkalarindan uzakta aktive ediniz. Yiksek seviyede glivenlik icin
givenlik kapagini aktive ederken yalnizca genis putirli dokudaki parmak pedi alanini kullanin. Glvenlik kapaginin aktive edilmesi
esnasinda veya enjeksiyon sonrasinda igne tzerinde sivi kalmissa az miktarda sigramaya neden olabilir.

e Guvenlikli hipodermik igne igin, kaza eseri igne batmasi sonucu HIV (AIDS), HBV (Hepatit) ve diger enfeksiyon hastaliklarinin
onlenmesine yardimci olmak igin koruyucu mekanizmayi kullanimdan hemen sonra aktive edin.

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

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

e Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, Giriinii kullanmayin..

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

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

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgi 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Renk Squ.k Ma.VI Beyaz Pembe Krem Sari Koy}J Siyah Koyt.! Mor Turune Kahve Gri Kirmiz: Sari
yesil gri yesil Mavi u

. iy Tye | v |1y |y | s | L | o - B 112 V2
igne 1/4

Uzunlug 11/4” 11/2" 1 ; 1/2” o 1/2”

u 11/2” 11/2” 11/2” | 1" 1" 1/2" | 11/4” | 11/4” | 5/8” 1/3”

11/2" 1 1 1/2"
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Depolama Kosullari

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

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

Kullanilan Sembollerin Agiklamasi

Uretici Firma Kirilgan. dikkatli tutun

G

Uretim Tarihi Glnes 1s1gindan uzak tutun

Son Kullanma Tarihi Kuru tutun

HELE
> 2

—
—

LOT Lot Numarasi Dikey olarak hareket ettir

REF Katalog numarasi Sicakligin st sinirn (45°C)

=<

2

),

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

n
<
=

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

UDI Benzersiz cihaz tanimlayici

Tekrar Kullanmayin

J69©

%
Q

Etilen oksit kullanilarak sterilize
edilmistir

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

Lateks icermez

Pirojenik olmayan

X

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim

@ Tekrar sterilize etmeyin

@]
=]
<

______ . Kullanim talimatina bakin veya
7 N Disinda koruyucu ambalaj bulunan tek . .
! . . . . . elektronik kullanim talimatina
S’ steril bariyer sistemi -

elFU Indicator ba§vurun

/N Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini kargilamaya

c € yonelik isaret
a7 Altta gorintilenen numara Onaylanmis Kurulugs Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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HYPODERMIC NEEDLE INSTRUCTION FOR USE

Product Type

Hypodermic Needle

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Intended Use

Hypodermic needles made of empty, sterile and disposable stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The needles are primarily for use in
humans. There are two types: One is designed with cap and second one has safety cap.

Hypodermic needles are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

With the safety hypodermic needle product, it is aimed to protect medical personnel against possible needle injuries and infection risks.

Product Components

Component Name

Raw Material

Hypodermic Needle

Stainless Steel, SS304, PP - Polypropylene

Protective/Safety Cap

PP — Polypropylene

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 needle.

e Without removing the protective cap of the needle, firmly secure the syringe and needle together, pushing the needle toward the

syringe tip and turning it clockwise.

e Carefully remove the protective cap of the needle without damaging the needle. For safety hypodermic needles, carefully remove
the safety cap of the needle without damaging the needle.
e Inject the liquid to be injected into the intravenously, intramuscularly, subcutaneously or intradermally, according to the application

procedure.

Hypodermic Safety Needle Usage Image

¢ 1.2.

(o

For hypodermic safety needle, the safety mechanism of hypodermic needles is
activated by easily inserting the needle tip removed from the patient’s body after
the injection into the safety needle cap. When the user hears a click, s/he
understands that the safety guard is securely fixed around the needle and is used
without any risk of needle sticking. If it is necessary to move the filled syringe to the
point of administration, a safe and passive reclosing technique is used to close the
needle. Close the safety cap using one of the following methods immediately after
the standard procedure:

Push forward with one hand to close the safety cap.

Press your finger on the back of the safety cap(Figure 1.1. — Figure 1.2.) or on a flat
surface with the cap to look downwards (Figure 2.) to close the needle and lock the
cap.

The safety hypodermic needle is locked when the needle tip is completely closed.
To insert or remove the needle, hold only the colored needle cover (Figure 3.)
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e Incase of need, hypodermic needles can also be used for aspiration and fluid/drug preparation.
e The electronic version of PR.A78 Instruction for use is available at www.setmedikal.com.tr.

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

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

Hypodermic needles made of empty, sterile and single use stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The shelf life of product is 5 years.

Contraindication

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

e  For safety hypodermic needles, activate it away from yourself and others with the one-hand technique. For a high level of safety, use
only the finger pad area on the large roug tissue when activating the safety cap. If liquid remains on the needle during the activation
of the safety cap or after the injection, it may cause a small amount of splash.

e  For safety hypodermic needles, to help avoid HIV (AIDS), HBV (Hepatitis) and other infectious diseases due to accidental needlesticks,
activate the protective mechanism immediately after use.

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink | Cream | Yellow Deep Black Deep Purple Orang Brown Medium Red vello
Green Grey Green Blue e Grey w
1" 11/4” 1" 1" 11/2” | 11/2” 5/8” 11/4” 1" 1" 1" 11/2” 1/2”
Needle ” ”
Length 11/4” | 4 11/2" | 11/2” 1/2 2 1/2
11/2” | 11/2” L1 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.

Keep it away from direct sunlight and moist environment.

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

Sayfa No/Page No: 6 /26

Manufacturer

-

Fragile. Handle with care

Date of manufacture

Keep away from sunlight

Use-by date

KL E
Rk

Keep dry

LOT Batch code " Move vertically
REF Catalogue number /R’ Upper limit of temperature (45°C)
80%
MD Medical device m Humidity limitation (20% — 80%)
. L e Do not use if package is damaged
upI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

§0®

Sterilized using ethylene oxide

Latex free

X

Non-pyrogenic

Single sterile barrier system

@ Do not resterilize

@]
=]
=g

Professional Use Only

-----

Q Single sterile barrier system with [:E
S’ protective packaging outside

Consult instruction for use or
consult electronic instruction for use

elFU Indicator
& Caution

Directives/European Legislation

Marking for meeting the requirements of all relevant European Medical Device

797 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 AGUJA HIPODERMICA

Tipo de Producto

Aguja Hipodérmica
14G 16G 18G 19G “‘* —_— J‘_’
20G 22G 23G 25G
26G 29G 30G g;
_— -
[

Propésito del Uso

Los usuarios finales utilizan agujas hipodérmicas de acero inoxidable vacias, estériles y desechables para la inyeccién o aspiracidn tanto de
fluidos corporales (sangre, etc.), como de fluidos médicos, p.ej., medicamentos. También se puede utilizar para la preparacion de
liguidos/medicamentos. Las agujas estan destinadas principalmente a uso humano. Hay dos tipos: Uno esta disefiado con una tapa y el otro
esta disefiado con una tapa de seguridad.

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

El producto de aguja hipodérmica con seguridad tiene como propdsito proteger al personal de salud contra posibles lesiones con agujas y

riesgos de infeccidn.

Componentes del Producto

Nombre de la pieza

Materia prima

Aguja hipodérmica

Acero inoxidable, S5304, PP — Polipropileno

Tapa de seguridad/
protectora

PP — Polipropileno

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.

Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girandola en sentido horario sin quitar la tapa
protectora de la aguja.
Retire con cuidado la tapa protectora de la aguja sin dafar la aguja. Para agujas hipodérmicas de seguridad, retire con cuidado la
tapa de seguridad de la aguja sin dafarla.
Inyecte el liquido en la vena o por via intramuscular, subcutanea o intracutdnea de acuerdo con el tratamiento de aplicacion.

Imagen de uso de la aguja hipodérmica de

seguridad

;1

f—

12

-

/4

Para las agujas hipodérmicas de seguridad, el mecanismo de seguridad de las agujas
hipodérmicas se activa colocando facilmente la punta de la aguja extraida del cuerpo del
paciente en la tapa de la aguja de seguridad después de la inyeccion. Cuando el usuario
escucha un clic, sabe que el protector de seguridad esté firmemente asegurado alrededor de la
aguja y puede usarse sin riesgo de pinchazo.

Si es necesario transportar la jeringa llenada hasta el punto de aplicacién, se utiliza una técnica
de cierre pasivo y seguro para tapar la aguja. Cierre la tapa de seguridad utilizando uno de los
siguientes métodos inmediatamente después del procedimiento estandar:

Empuje hacia adelante con una mano para cerrar la tapa de seguridad.

Presione con el dedo detras de la tapa de seguridad (Figura 1.1. — Figura 1.2.) o sobre una
superficie plana con la tapa hacia abajo para cerrar la aguja y encerrar la tapa (Figura 2.). La
aguja hipodérmica de seguridad se encierra cuando la punta de la aguja estd completamente
cerrada.

Para insertar o quitar la aguja simplemente sostenga la cubierta de color de la aguja (Figura 3.).
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e  Las agujas hipodérmicas; también se pueden utilizar para la aspiracion y preparacién de liquidos/medicamentos.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR.A78 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

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

Personales de salud

Descripcion del dispositivo previsto para su uso con el dispositivo

Adecuado para su uso con conectores de conexiéon “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 agujas hipodérmicas desechables estériles se utilizan para la inyeccidon o aspiracion tanto de fluidos corporales (sangre, etc.) como de
fluidos médicos p.ej., medicamentos. También se puede utilizar para la preparacion de liquidos/medicamentos. La vida util del producto es de
5 afios.

Contraindicacion

Las agujas hipodérmicas 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 reesterilizacion. No estd disefiado para usarse fuera del uso previsto especificado. Después de su uso, deseche el
producto como residuo médico.

& Advertencias
[ ]

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

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

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

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

e Para obtener una aguja hipodérmica segura, activela con una técnica con una sola mano, lejos de si mismo y de los demas. Para un
alto nivel de seguridad, utilice Unicamente el drea granulada de la yema del dedo al activar la tapa de seguridad. Si queda liquido en
la aguja durante la activacion de la tapa de seguridad o después de la inyeccién, puede ocasionar una pequefia cantidad de
salpicaduras.

e Para obtener una aguja hipodérmica segura, active el mecanismo de proteccion de la aguja hipodérmica inmediatamente después de
su uso para ayudar a prevenir el VIH (SIDA), el VHB (hepatitis) y otras enfermedades infecciosas debidas a un pinchazo accidental con
la aguja.

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, contaminacidn cruzada y septicemia.

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

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. . Azul . .

Color thar'de Gris Blanco Rosa Crema Amaril Verde Negro oscur Morad Naranj Marrén Gris Rojo Amaril
palido azulado do o oscuro o o a lo

Longitu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2

des de 1 1/4,/ 1 1 1/2,; 1 1/2,, 1/2,, > 1/2"

la Aguja 11/2” 11/2” ” 1" 1" 11/4” | 11/4” 5/8” 1/3”

11/2” 1/2 1 1 1/2"




9 SeT MeniKal

HIPODERMIK IGNE KULLANIM TALIMATI/ HYPODERMIC NEEDLE
INSTRUCTION FOR USE

Dok./Doc.No: PR.A78 Tarih/Date: 2.07.2024 Rev.No: 7

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.

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

Descripcion de los Simbolos Utilizados

Sayfa No/Page No: 9 /26

Fabricante

Fragil. Tratar con cuidado

Fecha de produccion

Mantener alejado de la luz solar

Fecha de vencimiento

Mantener seco

Cadigo de lote

—
—

Mover verticalmente

Numero de catalogo

1
L
a

Limite superior de temperatura (45 °C)

Dispositivo médico

B

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

No contiene latex

No reesterilizar

P el @ @ g@g

No pirogénico

Sistema de barrera estéril Unico

o
=1
=

Solo para uso profesional

===

El sistema de barrera estéril Unico con embalaje
protector exterior

1]

elFU Indicator

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

Atencidn

79T

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
Teléfono: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D’UTILISATION DE L’AIGUILLE HYPODERMIQUE

Types de produit

Aiguille hypodermique

146 156G 166G 18G  19G —
206 216 22G 23G  25G
266G 27G 29G  30G H,ff% ]

But d’utilisation

Les aiguilles hypodermiques vides, stérilisées, a usage unique, fabriquées en acier inoxydable sont utilisées par I'utilisateur final pour aspirer et
injecter dans le corps des substances telles que les médicaments, ainsi que pour prélever des échantillons liquides du corps (le sang, etc.). Elles
peuvent étre utilisées également dans la préparation des fluides/médicaments. Les aiguilles sont essentiellement destinées a I'usage chez les
hommes. Il en existe deux types : I'un avec capuchon et I'autre avec capuchon sécurisé.

Les aiguilles hypodermiques sont adaptées a |'usage avec les connecteurs de raccord luer conformes a la norme EN 1SO 80369-7.

Le risque de blessement éventuel du personnel médical par I'aiguille est évité et sa protection contre les risques d’infection est assurée grace a
I"aiguille hypodermique sécurisée.

Composants du produit

Nom de la piece Matiere premiére

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléne

Capuchon protecteur / PP — Polypropyléne

de sécurité

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

(L&) Consignes d’utilisation

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

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

e L’emballage du produit contient I'aiguille stérilisée.

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

e Enlever attentivement le capuchon protecteur de I'aiguille sans endommager celle-ci. Pour I'aiguille hypodermique sécurisée, enlever
attentivement le capuchon de sécurité de I'aiguille sans endommager celle-ci.

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

Images montrant [utilisation de [I'aiguille

hypodermique sécurisée Pour les aiguilles hypodermiques sécurisées, le mécanisme de sécurité de I'aiguille
hypothermique est activé en plagant facilement dans le capuchon de l'aiguille

1.1. 1.2, sécurisée le bout de l'aiguille ressorti du corps du patient apres avoir effectué
— \ s I'injection. Lorsque I'utilisateur entend le son tic, il comprend que la barriere de
sécurité est fixée de la maniere sécurisée autour de I'aiguille, ainsi I'aiguille est

/ utilisée sans risque de piqure. S'il est nécessaire de porter la seringue remplie a
I"'endroit d’application, on utilise la technique de fermeture sécurisée passive pour
fermer I'aiguille. Aussitot apres la procédure en standard, fermer le capuchon de
3. . sécurité en utilisant I'une des méthodes ci-aprés :
Pour fermer le capuchon de sécurité, le pousser vers I'avant a I'aide d’une main.
Pour fermer I'aiguille et verrouiller le capuchon, appuyer votre doigt en arriere du
capuchon de sécurité (Figure 1.1. — Figure 1.2.) ou sur une surface plane de sorte
que le capuchon soit dirigé vers le bas (Figure 2). Lorsque le bout de I'aiguille est
entierement fermé, 'aiguille hypodermique sécurisée est verrouillée (Figure 3).
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e Les aiguilles hypodermiques peuvent également étre utilisées pour I'aspiration ou la préparation des fluides/médicaments.
e Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A78, sur le site web suivant
www.setmedikal.com.tr.

Population de patients visée

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

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 aiguilles hypodermiques stérilisées, a usage unique sont des appareils utilisés pour I'injection ou I'aspiration des fluides médicaux tels que
les médicaments, ainsi que pour le prélevement des fluides corporels (le sang, etc.). La durée de conservation du produit est de 5 ans.

Contre-indication

L’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.

A Remarques

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

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

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

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

e Pour l'aiguille hypodermique sécurisée, procéder a I'activation au moyen de la technique une seule main, loin de vous-méme et des
autres. Pour la sécurité au niveau supérieur, n’utiliser que la surface réservée au doigt et située sur le tissu poreux pendant
I"activation du capuchon de sécurité. S'il reste du fluide sur I'aiguille pendant I'activation du capuchon de sécurité ou apres
I'injection, un peu de jaillissement peut avoir lieu.

e Pour l'aiguille hypodermique sécurisée, procéder a I'activation du mécanisme de protection aussitot aprés I'utilisation, afin d’aider a
la prévention contre les maladies HIV (SIDA), HBV (hépatite) et autres maladies infectieuses, par suite de la piqure accidentelle de
I"aiguille.

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.

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

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

D'";i”s' 14G 15G 166 | 186 | 196 | 206 | 216G | 226 | 236 | 246 | 256 | 26G | 27G | 29G | 30G
Couleur Vert Bleu Blanc | Rose | Creme | Jaune Vert Noir Bleu | Pourpr | Orang |[Chatain| Gris Roug | Jaun
pale gris foncé foncé e e e e
Longueu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2
rde 1 1/4» 1 1 1/2,, 1 1/2,, 1/2” 2 1/2»
laiguille | 11/2” | 11/2" Lol 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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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.

Explication des symboles utilisés

Stocker les produits en plagant les paquets selon le sens de la fleche.
Placer I'un sur I'autre cinq colis au plus.
La durée d’expiration du produit est de 5 ans.

Fabricant

Fragile, tenir attentivement

Date de fabrication

v e

N

Z5

Tenir écarté des rayons solaires

SIS

Date d’expiration

.
.
-
" a
-

Tenir sec

=)

LOT Numéro de lot Faire bouger en état vertical
REF Numéro de catalogue /H/ Limite supérieure de la température
9 (45°C)

Appareil médical

2

®

n
S
=

Limites d’humidité (20% - 80%)

UDI

Identifiant unique de I'appareil

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

Représentant agréé dans la
Communauté européenne (Royaume-
uUni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthyléne

96 @

7
A

Ne contient pas de latex

Ne pas stériliser a nouveau

X

Non pyrogéne

Systéeme 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

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
Tél.: 0212 622 04 00

Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG HYPODERMISCHE NADEL

Produkttyp

Hypodermische Nadel

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G

26G 27G 29G 30G
f—'—’f =

Verwendungszweck

Leere, sterile und Einweg-Injektionsnadeln aus Edelstahl werden von Endverbrauchern fur die Injektion oder Aspiration sowohl von
Korperflissigkeiten (Blut usw.) als auch von medizinischen Flissigkeiten wie Medikamenten verwendet. Es kann auch zur Zubereitung
von Flussigkeiten/Medikamenten verwendet werden. Die Nadeln sind in erster Linie fir die Anwendung am Menschen bestimmt. Es
gibt zwei Typen: Der eine ist mit einer Abdeckung und der andere mit einer Sicherheitsabdeckung ausgestattet.

Hypodermische Nadeln sind fir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN ISO 80369-7 geeignet.

Ziel des sicheren Injektionsnadelprodukts ist es, das medizinische Personal vor moglichen Nadelverletzungen und Infektionsrisiken zu
schiitzen.

Produktkomponenten
Teilbezeichnung Rohstoff
Hypodermische Nadel Edelstahl, 5304, PP — Polypropylen
Schutz- PP — Polypropylen
/Sicherheitsabdeckung
Verpackungsmaterial Fur die Sterilisation mit EO geeignetes medizinisches Papier und transparente
Folie (Einzelverpackung)
Gebrauchsanweisung

eIFU Indicator

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

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

e Die Produktverpackung enthilt eine sterile Nadel.

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

Entfernen Sie die Nadelschutzkappe vorsichtig, ohne die Nadel zu beschadigen. Fir hypodermische Nadeln mit Sicherheitsschutz
nehmen Sie die Abdeckung der Nadel vorsichtig ab, ohne die Nadel zu beschadigen.

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

Bildnerische Darstellung der Verwendung der hypodermischen Nadel mit Sicherheitsschutz
Bei hypodermischen Nadeln mit Sicherheitsschutz wird der
1. 12 Sicherheitsmechanismus der Nadeln aktiviert, indem die vom Koérper des
- \ = Patienten entfernte Nadelspitze nach der Injektion einfach in die
Sicherheitsabdeckung der Nadel gesteckt wird. Sobald der Benutzer ein Klicken
/ hort, ist der Schutzblgel um die Nadel sicher befestigt und es ist eine sichere
Verwendung gewahrleistet, ohne Gefahr des Nadelstichs. Muss die gefiillte
Spritze zum Verabreichungsort transportiert werden, wird zum
VerschlieBen der Nadel die sichere und passive WiederverschlieRtechnik
angewandt. Umgehend nach dem Standardverfahren die Sicherheitsabdeckung
mit einer der folgenden Methoden unverziiglich schlieBen: Um die
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Sicherheitsabdeckung zu schlieRen, diese mit einer Hand vorwarts schieben.
Zum SchlieRen der Nadel und zum Verriegeln der Abdeckung mit dem Finger
rlickseitig der Sicherheitsabdeckung (Abbildung 1.1 — Abbildung 1.2) oder die
Abdeckung abwarts auf eine ebene Flache (Abbildung 2.) driicken. Sobald die
Nadelspitze vollstandig verschlossen ist, ist die hypodermische Nadel mit
Sicherheitsschutz verriegelt. Fur das Aufsetzen oder das Abnehmen der Nadel
ausschlieBlich die farbige Nadelhiille halten (Abbildung 3).

e  Hypodermischen Nadeln kénnen flr die Aspiration und fir die Zubereitung von Flissigkeiten Arzneimitteln verwendet werden.

e Die elektronische Version der PR.A78 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr

Patientenzielgruppe

Es bestehen keine Einschrankungen fiir die Patientenpopulation.

Benutzerzielgruppe
Gesundheitspersonal

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

Geeignet fir 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 Einwegnadeln werden zum Injizieren oder Absaugen von Kérperflissigkeiten (Blut usw.) oder zum Injizieren oder
zur Aspiration von medizinischen Flussigkeiten wie Arzneimitteln verwendet. Das Produkt kann auch zur Zubereitung von Flissigkeiten/
Arzneimitteln verwendet werden. Die Haltbarkeit des Produkts betragt 5 Jahre.

Kontraindikation

Hypodermische Nadeln 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 fir
einen anderen als den angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& 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.

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

. Die hypodermische Nadel mit Sicherheitsschutz mit der Ein-Hand-Technik fern von sich selbst und anderen aktivieren. Um hochste
Sicherheit zu gewahrleisten, verwenden Sie zum Aktivieren der Sicherheitsabdeckung ausschlieBlich die groRflachige, genarbte
Fingerauflageflache. Haftet wahrend der Aktivierung der Sicherheitsabdeckung oder nach der Injektion Flissigkeit auf der Nadel,
kann es zu einem leichten Spritzen kommen.

. Um HIV (AIDS), HBV (Hepatitis) und anderen Infektionskrankheiten durch versehentliches Einstechen der Nadel vorzubeugen, den
Schutzmechanismus der hypodermischen Nadel mit Sicherheitsschutz nach der Verwendung sofort gewahrleisten.

. 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 Vorfédllen missen der Hersteller und die zustdndige Behorde benachrichtigt werden.

Lagerbedingungen

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

Ab”;;ss“ 146 156 16G 186 196 20G 21G 226G 23G 246G 25G 26G 27G 29G 30G
Farbe Hellgriin Blau- Weil} Rosa Creme Gelb Dur]kelg Schwar Dunke Lila Orange Braun Grau Rot Gelb
Grau rin z blau
1" 11/4” 1" 1 11/2” 11/2” 5/8” 11/4” 1" " 1" 11/2” 1/2"
Nadellang ” ”
o 11/4” 1 11/2" 11/2" 12 2 12
11/2” 11/2” ) 1" 1" 114" | 11/ 5/8” 1/3"
1127 | 2 1" 1" 172"
Erlduterungen verwendeter Symbole
d Hersteller ! Zerbrechlich. Vorsichtig halten
N
dl Produktionsdatum /,/_|§ Vor Sonneneinstrahlung schiitzen
| |
a “l‘l
g Verfalldatum T Trocken halten

LOT

Lot-Nummer

Vertikal bewegen

Katalognummer

Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% -
80%)

Nicht verwenden, wenn

uUDI Eindeutige Produktidentifizierung @ Packung beschadigt
EU-Bevollmachtigter (Vereinigtes . .

Konigreich ® Zum einmaligen Gebrauch

ETERL B Sterilisiert mit Ethylenoxid @ Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

@]
=]
<

Nur fiir professionellen Gebrauch

===

Einfaches Sterilbarrieresystem mit
aulerer Schutzverpackung

B

elFU Indicator

Gebrauchsanweisung beachten
oder elektronische

Gebrauchsanweisung heranziehen

Achtung

2797

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

Set Medikal Sanayi ve Ticaret A.S.

d Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt —
IstanbulTelefon: 0212 622 04 00
www.setmedikal.com.tr
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AGO IPODERMICO ISTRUZIONI DI USO

Tipo Prodotto

Ago Ipodermico
14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Finalita di Uso

Aghi vuoti, sterili e monouso, prodotti in acciaio inox, vengono usati da utenti finali allo scopo di aspirazione e iniezione sia di liquidi corporei
(sangue, etc.) che di liquidi medici come farmaco. Inoltre, possono essere utilizzati anche per la preparazione di farmaci/soluzioni. Gli aghi, in
primo luogo, sono destinati all'uso umano. Ci sono due tipi: sono stati progettati uno con il cappuccio I'altro invece con il cappuccio di sicurezza.

Gli aghi ipodermici sono adatti all’'uso con connettori ad attacco luer in modo conforme allo standard EN I1SO 80369-7.

Attraverso il prodotto di ago ipodermico con protezione e finalizzato alla protezione del personale sanitario contro eventuali lesioni da ago e
rischi di infezione.

Composizioni del Prodotto

Componente Materia Prima
Ago ipodermico Acciaio inox, SS304, PP-Polipropilene
Cappuccio protettivo/sicurezza PP-Polipropilene

Materiale di confezione

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

eIFU Indicator

Istruzioni di Uso

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

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

La confezione del prodotto contiene I'ago sterile.

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

Rimuovere attentamente il cappuccio protettivo dell’ago senza danneggiare I'ago. Per gli aghi ipodermici di sicurezza rimuovere
attentamente il cappuccio di sicurezza senza danneggiare I'ago.

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

Immagine dell’Uso dell’Ago Ipodermico di Sicurezza

Per aghi ipodermici di sicurezza, il meccanismo di sicurezza degli aghi ipodermici si attiva

¢ f

12, con l'inserimento facile della punta dell'ago rimosso dal corpo del paziente dopo
I'iniezione, nel cappuccio di sicurezza. Quando l'utente sente un click, capisce che il

\\ dispositivo di protezione si e fissato in modo sicuro intorno all’ago e viene usato senza

/ alcun rischio di puntura accidentale. Se & necessario di trasportare la siringa riempita al

punto di applicazione, si utilizza la tecnica di richiusura sicura e passiva per chiudere
'ago. Appena dopo la procedura standard chiudere il cappuccio di sicurezza attraverso

3. - uno dei seguenti metodi:

Per chiudere il cappuccio di sicurezza spingerlo verso avanti con una mano. Premere il
vostro dito sulla parte posteriore del cappuccio di sicurezza (figura 1.1.-figura 1.2.) o su
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una superficie piena (figura 2.) in modo tale che il cappuccio guardi verso il basso per
chiudere l'ago e bloccare il cappuccio. Quando la punta dellago si chiude
completamente I'ago ipodermico di sicurezza si blocca. Mantenere solo il copriago
colorato per inserire o rimuovere I'ago (figura 3)

e Aghiipodermici possono essere utilizzati anche per 'aspirazione e per la preparazione di farmaci/soluzioni.
e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A78 sull’indirizzo www.setmedikal.com.tr.

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

Gli aghi ipodermici sterili monouso vengono usati allo scopo di aspirazione e iniezione sia di liquidi corporei (sangue, etc.) che di liquidi medici
come farmaco. Inoltre, possono essere utilizzati anche per la preparazione di farmaci/soluzioni. La vita da scaffale e di 5 anni.

Controindicazione

Gli aghi ipodermici non possono essere utilizzati su piu pazienti. Il prodotto €& utilizzabile su un unico paziente in modo monouso, sterile. Non
pulire né risterilizzare. Non é stato progettato 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.

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

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

e  Attivare I'ago ipodermico di sicurezza con la tecnica di una sola mano tenendolo lontano da voi e da altri. Ai fini di massima sicurezza,
attivando il cappuccio di sicurezza utilizzare esclusivamente l'area di imbottitura sull’ampio tessuto ruvido. Durante I'attivazione del
cappuccio di sicurezza o dopo I'iniezione, ove presente il liquido sull’ago, potrebbe causare lo schizzo di poca quantita.

. Nell’'ago ipodermico di sicurezza attivare il meccanismo protettivo appena dopo I'uso al fine di prevenire malattie HIV (AIDS), HBV
(Epatite) ed altre patologie infettive derivanti dalla puntura accidentale dell’ago.

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.

. 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.

Cofigurazioni dell’ago ipodermico

Configurazioni aghi

Misure 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Colore Ve.rde Blu Bianco Rosa Crema Giallo Verde Nero Bl Viola Arancio Marrone | Grigio Ross Giallo
chiaro grigio scuro scuro ne o
1" 1 1/4II 1II 1|| 1 1/2/l 1 1/2)/ 5/8” 1 1/4" 1Il 1 " 1Il 1 1/2)) 1/2!/
Lunghe ” ”
zza Ago 11/4” 1 11/2” | 11/2” 1/2 > 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
1 1/2» 1/2 1" 1" 1/2;/
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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 pil di 5 contenitori I'uno sull’altro.

La durata del prodotto & di 5 anni.

Glossario dei Simboli Utilizzati
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Azienda Produttrice

Fragile! Maneggiare con cura

Data di Produzione

Tenere lontano dai raggi solari

KL

Data di Scadenza

Mantenere asciutto

LOT Numero Lotto ll Trasportare in direzione verticale
BEE Numero Catalogo /Rf lec!te di temperatura massima
(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
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

W ©

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

>0
@)
=3
<

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

2maT

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

dell’Ente Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul
Tel: 0212622 04 00

www.setmedikal.com.tr
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WHCTPYKLMA NO UCMONb30BAHUIO UM ANS NOAKOXHbIX UHBEKLUA

Tun nsgenusa

WUrna gna NnoAgKOMKHbIX MHbEKLUNIA

14G 15G 16G 18G 19G ‘ —_— __ )
20G 21G 22G 23G 25G

26G 27G 29G 30G F:

Llenb ncnonbsoBaHusa

MycTble, cTepubHble O4HOPA30BbIE UMbl A/1A NMOLKOXKHbIX MHBEKUNIA U3 HEepKaBeILWEeN CTaNn UCMO/b3YIOTCA KOHEYHbIMKU NOAb30BaTENAMMU
AN UHBEKLMIN MeSULMHCKMX KUAKOCTEN (1eKapCTBEHHbIX NPenapaTos U T.n.) uan 3a6opa 6MONOTMUECKMX KUAKOCTEN M3 OpraHM3mMa (KpoBu u
T.4.). TakKe MOryT UCMO/Ib30BaTbCA A/1A MPUTOTOBJIEHUS KUAKOCTEN/NEeKapCTBEHHbIX NpenapaTos. Uribl npegHasHayeHbl B OCHOBHOM A/1f1
MCMNO/b30BaHNA B OTHOLIEHUN OpraHM3ma YenoBeKa. M3roTaBanBaloTCA B ABYX TUMAX: C KOAMAYKOM U C NPeA0XPaHUTENbHBIM KONMAYKOM.

Urabl s NOAKOMKHbBIX MHBEKLMIA NPUTOAHbI AN MCNO/b30BAHUA C HAKOHEYHUKamu «Jlyep» B cooTBeTcTBMM ¢ EN ISO 80369-7.

KoHCTpyKuma 6e3onacHbiX UM 41A MOAKOMHbIX MHbEKUMIA pa3paboTaHa ¢ obecnevyeHmem 3aLmTbl MEAULMHCKOrO NepcoHana oT BO3SMOXHbIX
YKOJIOB M PUCKOB 3apaKeHus.

KomnoHeHTbl U3gaenua

HasBaHue petanu CblpbeBoit maTepuan

Urna ans noAKOMKHbIX MHBEKUMIA | Hepiasetowwas cTanb, $S304, MM - noavnponuaeH
3alWmTHLIN/NpeaoXpaHUTENbHbIN
KOJINAQuyoK

Marepuan ynakoeku MeauumHcKkan 6ymara v npo3padHas niaeHKa, NpurogHas aAns CTepuamsanmum
EO (eAMHMYHAsA yNaKoBKa)

MM - nonannponuneH

. MHCTPYKLI,VIH no “ncnoJsib3oBaHUIO
e BCKpoWiTe ynaKoBKy Yepes 0TBEPCTUE, YKa3aHHOEe CTPEsKOM.
e Bu3yanbHO NPOBepbTe KOMMIEKTHOCTb COAEPKMMOro U OTCYTCTBME MOBPENKAEHMI YNAKOBKM.
e B ynaKkoBKe HaxoAWTbCA CTEPU/IbHAA UrNa.
e He CHVMMas 3alMTHbIA KOAMAYOK C UMNbl, HALEXKHO 3adUKCUPYITE WMy Ha WnpuLe, NPUXKAB UMY K HAaKOHEYHWKY Wnpuua v
NOBepHYB ee Mo YacoBOW CTpesKe.
e OCTOPONKHO CHUMMTE 3aLUMUTHBIA KOAMAYoK C UMbl, He NoBpeauB ee. A 6e3onacHbIX UM ANA NOAKOXHbIX MHBEKLMA: OCTOPOKHO
CHMMWTE NPeaoXPaHNUTE/IbHBIN KOMAYoK C UI/bl, He NOBPeAMB ee.
e  BBeauTe KUAKOCTb ANA UHBEKLMIA BHYTPUBEHHO, BHYTPUMbILLIEYHO, MOAKOXKHO UM BHYTPUKOXKHO B COOTBETCTBUM C MpoLieaypoW
BBEJeHUs.
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Cxema ncnonb3oBaHuA 6e3onacHoi urabl ana
NOAKOXHBIX UHbEKLUM B 6e3onacHblx Wrnax AnAa  MNOAKOXKHbBIX MHBEKLUMWA  3aALUMTHLIA  MEeXaHU3m
AKTUBMpPYETCA MyTeM MPOCTOrO BBEAEHMA KOHYMKA MI/bl, U3BJEYEHHOrO U3 Tena
nauueHTa Mnocne MHbEKUMM, B 3aLUWUTHbLIA KOAMAYOK WrAbl. YCNbIWAB LUENYOK,
11, 12 nosib3oBaTes/lb MOHMMAET, YTO 3aLUMUTHbLIA KO/MINAYOK HAZEXHO 3adpuKcMpoBaH Ha
- \ i nrne n eé MOXHO Mcno;lbsoBaTb 6e3 pucka ykonotbca. Ecam Heobxogmmo
nepemecTuTb HaMOJIHEHHbIA LWINPUL, K MeCTy BBeAeHWA, ANA 3aKpbITUA UMbl
/ Mcnonb3yetca 6e3onacHas WM MacCMBHAA TEXHWKa MOBTOPHOrO 3aKpbiTusA. Cpasy
nocne CTaHAAPTHOM Mpoueaypbl 3aKpoNTe 3aWMTHLIM KOMINAYOK OAHUM U3
cnepytoLmx cnocobos:
2 3. ~ HaxkmuTe Bnepes o4HOM PyKOW, YTOObI 3aKPbITb NPeAOXPAaHUTE/IbHBIN KOAMAYOK.
N L HakmuTe nanbLem Ha 3aHIO0 YacTb NPeAoXPaHUTENbHOTO Koanadka (PucyHok 1.1.
: - PucyHoKk 1.2.) MAM HA NAOCKYD MOBEPXHOCTb, YTOOLI KOAMAYOK CMOTpENn BHU3
(PMCYHOK 2.), 4TObbI 3aKpbITb UrY U 3adMKCMPOBATb KoAMNadvyok. besonacHaa urna
ANA NOAKOXKHBIX UHBEKL MM 6NOKMPYETCA MPU NOAHOM 3aKPbITUM KOHUYMKA UTNbI.
YT06bI BCTaBUTb WA W3BJIEYb WY, AEPXKWUTE TONbKO 33 LBETHYH KPbIWKY UMbl
e  Urnbl ONA NOAKOMHBIX MHBEKLMI TaKxe (PucyHoK 3.).
MOryT  WUcnonb3oBaTbcA  Ana  3abopa
KUAKOCTEN U NPUTOTOBNEHUA KUAKOCTEN/NEKapPCTBEHHbIX MPenapaTos.
e  C3/1eKTPOHHOM Bepcuein MHCTPYKLMUM MO NCNoAb30BaHMIO PR.A78 MOXKHO 03HaKOMUTbCA Ha caiTe www.setmedikal.com.tr

LleneBas rpynna naugmMeHToB

YCcTaHOBNEHHbIX OFpaHVILIEHVIVI B OTHOWEHWN rpynnbl NaUMEHTOB HE UMeeTCA.

LleneBble nonb3oBaTenu

MeaMUunHCKNM nepcoHan

OnucaHune yCTpOI?ICTB, npeaHa3Ha4YeHHbIX A5nd ncnosfib3oBaHuUA € usgernvem

N3penvie npuroaHo AnA UCnosb3oBaHuUA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MAIOTO AMAMETPa AS KULKOCTEN
W rasoB, UCMO/Nb3yemble B 34paBooxpaHeHMuM — Yactb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYAMUCTOMO UAU MOAKOMHOMO
npumeHeHua".

MokasaHusa

CTepunbHble OA4HOPA30OBble UMbl AAA MOAKOMHbIX MHBEKUMIA WCMONb3YITCA A8 BBEAEHUA MEAUUMHCKMX XKUAKOCTEMN (NeKapCTBEHHbIX
npenapaTos W T.M.) B OpraHu3m mau 3abopa 6MONOTMYECKUX KUAKOCTEN (KPOBM U T.4.) U3 opraHM3ama. OHM TaK»Ke MOryT UCMO/Ib30BaThCA ANA
NPUrOTOB/IEHMA XUAKOCTEN/NEKAPCTBEHHbIX NpenapaTos. CPOK rogHOCTM M34enuns cocTasaset 5 nert.

npOTM BOMnoKa3aHusA

LWnpuubl ¢ Urnamu 418 NOAKOMHbIX MHBEKUWUI He AO/KHbI MCMONb30BaTbCcA 6onee yem Ans OA4HOro naumedta. Msgenve moet 6biTb
MCMO/Ib30BAHO B CTEPWUIBHOM COCTOSIHUM OZLHOPA30BO ANA OAHOrO nauueHTa. O4YMCTKa MAM MOBTOPHAs CTEPWUIM3ALMA He gonyckaerca. He
npeAHasHayeHbl 41a MCMO/b30BaHMA He Mo HasHayeHuto. Mocie NCNONb30BaHUA YTUAUIUPYITE KaK MeANLMHCKME OTXOApbI.

& MpeaynpexaeHus

e He ucnonb3yiTte nsaenve c NOBPeXAEHHOM WM BCKPbITOW YNaKOBKOM.

Bu3yanbHO NpoBepbTe KOMMIEKTHOCTb YNaKOBKM U OTCYTCTBUE NOBPEKAEHUIA.

He ucnonb3yiiTe n3genme nocie UCTEYEHWUA CPOKA FOAHOCTU, YKA3aHHOTO HA YNaKoBKe.

Mepep, vcnonb3oBaHWeM ybeauTech, YTO Urna A/1A NOAKOMKHbIX MHBEKLMIA He 3aKyMNOopeHa U NOTOK KPOBU He 3aTPyAHEH.

e [lna 6e30nacHbiX UrA ANA NOAKOMHbIX UHBEKLWUIA: NPOM3BOAUTE MAHUMYAALMM C UINON B OTAaneHun oT ceba u apyrux nogein,
ucnonb3ya TexHuKky "ogHoi pyku". Ona obecneyeHUs BbICOKOro ypoBHA 6e30MacHOCTM NpW aKTUBAUMKM MpeaoXpaHUTeNbHOro
KOJ/IMayKa UCrnosib3yiTe TONbKO 061acTb NOAYLWEYKM NablLia Ha 60/bLLION LEepPOXoBaTOW TKaHWU. ECNM UAKOCTb OCTAETCA Ha Ure BO
BPeMsA aKTMBaLMM NPefoXPaHUTEIBHOTO KOMAYKa UM NOC/E MHBEKL MU, STO MOKET BbI3BaTb HEGO/IbLLOE pa3bpbi3ruBaHme.


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

9 SeT MeniKal

HIPODERMIK IGNE KULLANIM TALIMATI/ HYPODERMIC NEEDLE

INSTRUCTION FOR USE

Dok./Doc.No: PR.A78 Tarih/Date: 2.07.2024 Rev.No: 7

Sayfa No/Page No: 22 /26

[na 6e30nacHbiX UM ANA NOAKOMHbLIX MHBEKLUMIA: aKTUBMPYWTE 3alMTHLIN MexXaHU3M Cpasy Nocie MCMNo/ib30BaHWA, YTObbI
npeaoTBpPaTUTL 3apaxkeHue BUY (CMNA), renatutom B (HBV) n gpyrumn nHdeKLMoHHbIMK 3a601€BaHUAMM B pe3yibTaTe Cy4YaHbIX

YKO/NOB.

Mocne nHbeKUMM nn 3a60pa KUAKOCTU YTUANSMPYITE U34e/Me KaK MeaULMHCKME OTXOAbI.
M3penne npepHasHayeHO TONbKO AAA OAHOKPATHOrO MCMO/Ib30BaHMA, HE MOAJENKUT MOBTOPHOMY MPUMEHEHWUIO, MOBTOPHOM
06paboTKe UM NOBTOPHOM CTEPUAM3ALIUN.
EC/iM CTepu/IbHYIO YNaKOBKY BCKPbITb M HE MCMO/Ib30BaTh CPa3y, BO3HUKAET PUCK 3apakeHus. ECM CTepUIbHOCTb U3AE/IUA He MOXKET
6bITb COXPaHEHa, HE UCMO/b3YiMTe ero.
MOBTOPHOE UCNONb30BaHUE U3LENNA MOMKET NPUBECTU K UHDEKLMAM, NEPEKPECTHOMY 3apaKeHUIO U CENCUCY.

MpyY BO3HUKHOBEHUM CePbE3HbIX NOB6OYHbIX 3GPEKTOB HEOBXOAMMO YBEAOMUTL MPOM3BOAUTENA U KOMMETEHTHbIW OpraH.

YcnoBus xpaHeHus

KoHdurypauum urn ansa noaKoXXHbIX MHbEKLUN

XpaHuUTb Npu TemnepaType oKpyKatowein cpeabl He Bbiwe 45°C.
3aWmLLaTh OT NPAMBIX COMTHEYHbIX JIyYel 1 BNAXKHOW cpeabl.

XpaHuUTb, PpacnosoXunB KOPOOKY B HaNpPaBAEHUN CTPEKM.

CknaablBaTb He 6onee NATU KOPOBOK APYr Ha Apyre.
CpOoK rogHOCTM NPOAYKTa COCTaBNAET 5 fieT.

KoHourypaumm vrn

Pasmep 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
bneagH TeMHo- TeMH
o- CuHe- . Poso Kpemo KenTbl YepHbl o- duone | Opamx |KopuuH . Kpac XKent
LiBeT . Benbi N . . 3eneH - N . . Cepbint . .
3eneH cepbii BblA BblA n it n CUHU TOBbIV eBbIi eBbIf HbI bl
bl "
1" 11/4” 1" 1" 11/2” 11/2” 5/8” 11/4” 1" 1 1" 11/2” 1/2”
OnvHa " ”
. 11/4 | 1 11/2 | 1172 172 2 172
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”

MosicHeHusA K Ucnosib3yemMbIiM yCJNTIOBHbLIM 0603Ha4YeHUsAM

KOMI'IaHI/IFI-I'IpOI/I3BO,EI,I/1TeJ'Ib

Xpynkoe usgenve, obpaiiarbcs
OCTOPOXHO

[aTa nponssogcTea

bepeyb OT conHeYyHoro ceeTta

=
o
w

[lata ncreyeHns cpoka rogHoCTH

XpaHuTb B CyxoM MecTe

LOT

Homep naptum

lNepemellaTb BEpTUKANbHO

REF

Homep no katanory

BepxHuii npegen temnepatypbl
(45°C)

MD

MepauunHckoe nsgenuve

OrpaHuyeHue BnaxHocTtu (20 —
80%)

uDlI

YHuKanbHbIA naeHTudmkaTop
nsgenus

He ncnonb3ynte, ecnv ynakoBka
noBpexaeHa, n obpaTuTech K
WMHCTPYKLMM NO UCMONb30BaHUIO
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YNOMHOMOYEHHBIN NpeacTaBUTENb B
EBponelickoM coobllecTtee
(BenvkobputaHus)

®

He ucnonb3oBaTtb NOBTOPHO

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

4

He copgepxuTt naTtekca

He cTepunn3oBsaTb NOBTOPHO

HenuporeHHbIN

EAQuHCTBEHHAs cTepurbHas
6apbepHasi cuctema

B{ Only

Tornbko aAnsa npodeccnoHanbsHoro
MCnosib3oBaHus

-----

EQuHcTBEHHAs cTepurnbHas
GapbepHasi cucteMa ¢ 3aLUMTHOM
yNaKkoBKOW CHapyXu

i

elFU Indicator

CM. MHCTPYKUMIO MO
MCNONb30BaHMIO UM 0GpaTUTECH K
3NEKTPOHHOWN MHCTPYKLMUM NO
MCMOSb30BaHNIO

BHumaHue

3Hak cooTBeTCTBMSA TpeboBaHMAM BCeX cooTBeTCTBYOLWMX Anpektue EC no
MeaNUMHCKNM n3genuam / EBponenckoro sakoHogaTenbcTea
Homep, ykasaHHbI BHU3Y, ABNSETCA HOMEPOM HOTUULNPOBAHHOIO opraHa

MecTto npousBoAcTBa

AKLMOHepHas KomnaHua «CeT Megukan CaHaiu Be TuakapeT A.LLL.» [Set Medikal Sanayi ve Ticaret A.S.]
Appec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tirkiye (Crambyn, Typuus)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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Tun Bupoby

Fonka anA nigWKipHUX iH'eKLiN

14G 15G 16G 18G 19G \M, = - J_[-_f
20G 21G 22G 23G 25G
26G 27G 29G 30G

MeTa BUKOPUCTAHHA

MOpPOXHI, CTepUNbHI OAHOPA30BI FONKM ANA NIALWKIPHUX iH'EKLIN 3 Hep)KaBitoyoi CTani BUKOPUCTOBYHOTLCA KiHLEBUMMU KOPUCTYBaYamu ANA
iH'eKLiM MeaMuHUX piguH (nikapcbKMx npenapatie Towo) abo 3abopy 6ionoriyHMX pigMH 3 opraHismy (KpoBi Towo). TakoXK MOMKYTb
BMKOPWCTOBYBATUCA A1 NPUIOTYBaHHA PiauMH/NIKAapCbKMX npenapartis. M0/IKWM NpuU3HaYeHi NepeBakHO A1A BUKOPUCTAHHA Y BiAHOWEHHI A0
OopraHismy n10AMHWU. BUTOTOBAAIOTLCA Y ABOX TUNAX: 3 KOBMAYKOM i 3 3aN0HiXKHMM KOBMa4yKoM.

FoNKM ANA NigWKipHUX iH'eKLi NpuAaTHI AN8 BUKOPUCTAHHSA 3 HakoHevyHMKamu "Jlyep" BianosigaHo go EN I1SO 80369-7.

KoHCTpyKLis 6e3neYHnx roloK ans nigwkKipHUx in'ekuii po3pobnieHa i3 3abe3neyeHHAM 3aXMCTy MEANYHOTO NEPCOHasy Bif, MOXKAUBUX YKONIB i
PU3UKIB 3apaXKeHHs.

KomnoHeHTH BUpoby

HasBa geTani

CVPOBUHHUI MaTepian

Fonka Ana nipWwKipHUX iH'eKLin

Hep»kasitoua ctanb, SS304, MMM - noninponineH

3axucHUii/3ano06iXHKMI KOBNaYOoK

MM - noninponinex

MeauyHnin nanip i npos3opa naiBKa, NpuaatHa Ana crepwnisauii EO

(opMHMYHA ynakoBsKa)

Marepian ynakosku

L1 |HCprKL|IS| 3 BUKOPUCTAHHSA
e PO3KpuiTe YNaKOBKY Yepes OTBip, BKA3aHWU CTPINKOO.
e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAXEHb YNAaKOBKW.
e YNaKoBKa MiCTUTb CTEPU/IbHY TOJIKY.
e He 3HiMalouM 3aXMCHUIN KOBMNAYOK 3 FONIKM, HAAiIHO 3adiKcyliTe roNKy Ha WNPULL, NPUTUCHYBLUW FONIKY A0 HAaKOHEYHMKa Wwnpuua i
NnoBepHyBLW ii 338 FOANHHUKOBOIO CTPISIKOIO.
o (OO6eperkHO 3HIMiTb 3aXMCHUI KOBMAYOK 3 TOJIKK, He MOWKOoAMBLUM ii. [Ana 6e3ne4yHMX ronok gaa MiglKipHMX iH'eKuii: obepekHo
3HIMITb 3aMN06IXKHWI KOBMNAYOK 3 FO/IKM, HE MOLIKOAUBLUM Ti.
e  BBeaiTb piagnHy ona iH'EKUiM BHYTPILUHBOBEHHO, BHYTPILWHbLOM'A308B0, NiAWKIPHO abo BHYTPILHLOLWKIPHO BiAMNOBIAHO 40 Npoueaypu
BBEEHHA.
Y 6e3neyHnx ronkax ANA MigWKIPHUX iH'EKLIA 3aXMCHUIM MeXaHi3M aKTUBYETbCA
LUAAXOM MPOCTOr0 BBEAEHHA KiHYMKA TO/IKM, BMTATHYTOro 3 Tina naujieHTa nicna
iH'EKLT, B 3aXMCHMI KOBMAYOK ro/ikK. Mo4yyBLIM KAALAHHA, KOPUCTYBAY PO3YMIE, LLO
3aXMCHMI KOBMAYOK HafiMHO 3adiKcoBaHO Ha roui i il MoXKHa BUKopucToByBaTH be3
pU3NKY BKONOTUCA. AKLLO HeOobXigHO NepemicTUTU HaMOBHEHWW LWINPUL, A0 MicuA
BBEZEHHA, A4 3aKPWUTTA FOJIKM BMKOPUCTOBYETbCA be3dneyHa i macusBHa TexHika
NOBTOPHOro 3akpuTTA. OApasy nicna cTaHA4APTHOI Npoueaypu 3aKpuiiTe 3axMCHUM
KOBMa4yoK O4HMM i3 TaKMX cnocobis:
HaTtucHiTb BNepes oaHi€lo pyKoto, Wwob 3aKpUTH 3anobixKHMIN KOBMAYOK.
HaTuCHITE nanblem Ha 3aAHI0 YacTUHY 3anobikHoro Kosmnayka (MantoHok 1.1. -
MantoHok 1.2.) abo Ha NAOCKYy NOBEPXHIO, WO6 KOBMA4YOK [AMBUBCA [OHU3Y
(MantoHoK 2.), wob 3akpuTU rosiky i 3adikcyBaTv KoBnayok. besneyHa rosnka gna
NiAWKIPHUX iH'EKLi BNOKYETLCA NPU NOBHOMY 3aKPUTTI KiHUYMKA FO/IKKU.
LLlo6 BCTaBUTM abo BUTAITU FO/IKY, TPMMANTE TiNbKM 38 KONbOPOBY KPWLLKY TONKM
(MantoHoK 3.).

Cxema BMKOPUCTAHHA 6e3ne4Hoi ronku ans
NiALWKIPHUX iH' €KL

1.1. 12

f—

/4

TR
AL
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e [OMKM ANA NIALWKIPHMX iH'EKLIN TAKOX MOKYTb BUKOPUCTOBYBATUCA A/1A 3a60pY PiAUH | NPUrOTYBaHHA PianH/AiKapcbKUX npenaparis.
e 3 e/IeKTPOHHOI BEPCIi€H iIHCTPYKLi 3 BUKOpUCTaHHA PR.A78 MmoKHa 03HaMomuTUCA Ha canTi www.setmedikal.com.tr

LlinboBa rpyna nauieHTiB

BcTaHOBNEHUX 0OMENKEHD LLOAO rPYNM NaLiEHTIB HEMAE.
LinsoBi kopucTyBaui

MeamnyHuit nepcoHan

Onuc anCTpOII-B, nNpu3HavYeHux Ansad BUKOPUCTAHHA 3 BVIpOGOM

Bupib npuaatHUit gna BUKOPWUCTaHHA 3i 3'egHyBaYamum BignosigHo ao "EN I1SO 80369-7 3'egHyBadi manoro giametpa Ana pigvH i rasis, AKi
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTuHa 7: YacTKoBi BUMOrM A0 3'€4HYBayiB BHYTPILWHbOCYANMHHOTO abo NiALKipHOro 3acTocyBaHHA".

Moka3aHHA

CTepunbHi 04HOPA30Bi FO/IKM A/ NIALWKIPHWUX iH'E€KLIA BUKOPUCTOBYIOTLCA ANA BBEAEHHA MEAMYHUX PIAUH (NiKapcbKMX Npenapartis Towwo) B
opraHiam abo 3abopy 6iosoriyHux pianH (KpoBi ToWwo) 3 opraHiamy. BOHM TaKOX MOKYTb BUKOPUCTOBYBATUCA ANA NPUFOTYBaHHA
piavH/nikapcbKux npenaparis. TepmiH NpuAaTHOCTI BUPOBY CTaHOBMTb 5 POKiB.

I'IpOTunm(asaH HA

Wnpuum 3 ronkamu Ans NiAWKIPHUX iH'€KUiA He NOBUHHI BMKOPUCTOBYBATUCA Oinbl HiXX ANA ogHOro naujieHTa. Bupib6 moxke 6yTn
BMKOPWUCTaHUI Yy CTEPUIbHOMY CTaHi O4HOPAa30BO A/1A OAHOro naujieHTa. OunweHHs abo MOBTOpHa CTepwuisauis He AonycKaetbcs. He
npu3HayveHi 417 BUKOPUCTAHHA He 32 NPU3HaYeHHAM. [Micna BUKOPUCTaHHA YTUANI3yIiTe AK MeuYHi Bigxoau.

& MonepeaxeHHA

e He BMKOopuCTOBYITE BMPI6 3 NOWKOAKEHO abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepeBipTe KOMNIEKTHICTb YNAaKOBKM Ta BiACYTHICTb NMOLIKOAMKEHb.

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

o [lepes BUKOPUCTAHHAM NepeKoHaMTecs, WO rosika A1 NigWKipHUX iH' €KL/ He 3aKynopeHa i NOTiK KPOBi He YCKNa4HEHO.

e ina 6e3neyHMX TONIOK ANA NiAWKIPHUX iH'€KLiA: BMKOHYMTE MaHinynauii 3 ronkow Ha Bigaani Big cebe Ta iHWUX nogen,
BMKOPUCTOBYIOUM TexHiKy "oaHiei pyku". Ona 3abe3neyeHHA BMCOKOro piBHA 6e3neku nig yac akTmeaLii 3anobidKHOro Kosnayka
BMKOPUCTOBYIMTE BUK/OYHO 06/1aCTb NOAYLLIEYKM NajbLA Ha BEIMKIN WOPCTKIN TKAHMHI. AKWO pignHa 3aAMWAETbCA Ha roaui nig vac
aKTUBaL,i 3anobixKHOro KoBnayka abo nicna iH'eKuii, LLe MoXKe CNPUYUHUTU HeBeMKe PO3BPU3KYBaHHA.

e /ina 6e3neyHMxX TroNoK AAs NiAWKIPHUX iH'EKLiIN: aKTUBYITE 3aXMCHUIM MeXaHi3m ofpasy Micna BUKOPUCTAHHA, Wwo6 3anobirtm
3apakeHHto BIS1 (CHIA), renatutom B (HBV) Ta iHWMMM iHbEKLIMHMMM 3aXBOPIOBAHHAMM BHACNIAOK BUNALKOBUX YKONIB.

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

e  Bupib npu3HaYeHUI TiNbKM A8 OAHOPA3OBOr0 BUKOPWUCTAHHA, He MNiajsarae noBTOPHOMY 3aCTOCYBaHHIO, MOBTOPHiIN 0b6pobui abo
NOBTOPHIM cTepuAisau;i.

e AKWO CTepubHY YNaKOBKY PO3KPUTU i He BUKOPUCTATU OApa3y, BUHUKAE PU3UK 3aparKeHHA. AKLLO CTepU/bHICTb BUPOOY He Moxe
6yTn 36eperkeHa, He BUKOPUCTOBYWTE MOTO.

e  [lOBTOpPHE BUKOPUCTAHHA BUPOBY MOKe NPU3BECTU A0 iHOEKLN, NepexpecHoro 3apaKeHHs i cencucy.

e VY pasi BUHUKHEHHSA CepMO3HMX NOBIYHMX edeKTiB HeObXigHO NOBIAOMUTN BUPOOHMKA Ta KOMMNETEHTHUIN OPraH.

KoHdirypauii ronok gna niguwkipHux iH'ekuin

KoHaoirypauii ronok

Po3amip 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. Bnigo- CWHbO- - Pox Kpemo XKosTtun Temko- YopHu TemH dioner | OpaHx |KopuuH N Yeps Kot
Konip 3eneHun - Binun N . . 3eneHun o o- N M . Cipun N .
o cipui eBuin BUW n . " . oBUM eBbll eBuin OHUI un
n " CUHIN
1" 1 1/4ll 1l| 1|| 1 1/2/1 1 1/2)/ 5/8” 1 1/4/1 1|l 1 " 1|l 1 1/2)) 1/2!/
LOoBXUH ” ”
a ronK 11/4” 1 112" | 11/2" 1/2 2" 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2" 1/2 1" 1" 1/2”
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YMoBM 36epiraHHA

36epiraTv Npy TemnepaTypi HABKO/IMLLHbLOTO cepesoBuLa He Buwe 45°C.
3axuLLaTh Big, NPAMMX COHAYHUX MPOMEHIB | BONOrOro cepesoBumLLa.
36epiraTv, po3TalyBaBLUM KOPOOKY B HANPAMKY CTPINKMU.
Cknapatu He bBinblue n'aTr KOPoboK oAHa Ha OAHIM.
TepmiH NpMAATHOCTI NPOAYKTY CTAHOBUTL 5 poKiB.

MosicHeHHA OO BUKOPUCTOBYBAaHUX YMOBHUX NO3HAY€Hb

Sayfa No/Page No: 26 /26

KomnaHisi-BupobHuMK

Kpuxkui Bupi6, nosogntmncs
obepexHo

Jata BupobHuuTBa

Bepertu Big coHa4HOro ceiTna

LR

[aTa 3akiH4eHHSA TepMiHy NpUaaTHOCTI

36epiratn B cyxomMy MicLi

LOT

Howmep naprii

MepewmiwaTtn BEpTUKArbHO

REF

Homep 3a katanorom

BepxHs mexxa Temnepatypu (45°C)

MeanyHuin Bupi6

O6mexeHHs BonorocTi (20 - 80%)

YHikanbHun igeHTndikatop BMpoby

He BukopucToBymnTe, AKLLO YNakoBKa
MOLLKOKEHA, | 3BEPHITLCA 0
iHCTPYKLU,ii 3 BUKOPUCTaHHSA

YNOBHOBaXXEHUN NPEeACTaBHUK Y
€Bponencbkomy CrniBTOBapuUCTBI
(BenukobpuTaHis)

He BUKOpPUCTOBYBAT NOBTOPHO

CTepuni3oBaHo 3 BUKOPUCTaHHSIM
OKUCY ETUNEHY

He mictutb naTekcy

He cTepunisyBaTu NOBTOPHO

XX @

HeniporeHHun

€nuHa ctepunbHa 6ap'epHa cuctema

o
=2
<

Tinbkn ons npodeciiHoro
BMKOPWUCTaHHS

-----

€aunHa ctepunbHa 6ap'epHa cuctema
i3 3aXMCHO YNaKOBKOK 30BHi

]3]

elFU Indicator

[uB. iIHCTPYKLUitO 3 BUKOPUCTAHHSA
abo 3BEpPHITLCH A0 eNeKTPOHHOI
iHCTPYKLIT 3 BAKOPUCTaHHSA

YBara

2797

3Hak BigNOBIgHOCTI BUMOram ycix BignosigHux Qupektus €C wo[0 megnyHmx Bupoois /

€Bponencbkoro 3akoHO4aBCTBa

Howmep, 3a3HayeHnin BHU3Y, € HOMEPOM HOTU(IKOBAHOrO OpraHy

Micue Bupo6HuuTBa

AkuioHepHa KomnaHia "CeT Megikan CaHai Be Tigyapet 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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HiPODERMIK iGNE KULLANIM TALIMATI

Uriin Tipi

Sayfa No/Page No: 1 /26

Hipodermik igne

14G 15G 16G
20G 21G 22G
26G 27G 29G

18G 19G
23G 25G
30G

Kullanim Amaci

Bos, steril ve tek kullanimlik paslanmaz gelikten yapilmis hipodermik igneler son kullanicilar tarafindan, hem viicut sivilari (kan, vb.), hem de
ilac gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir. Ayrica sivi/ilag hazirligi icin de kullanilabilir. igneler éncelikle insanlarda
kullanim igindir. iki tip vardir: Biri kapakli digeri ise emniyet kapakli olarak tasarlanmistir.

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

Glvenlikli hipodermik igne uriindi ile saghk personellerinin olasi igne yaralanmalarina ve enfeksiyon risklerine kargi korunmasi amaglanmistir.

Uriin Bilesenleri

Parga Adi

Hammadde

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Koruyucu/Emniyet Kapagi

PP — Polipropilen

Ambalaj Malzemesi

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

Kullanma Talimati

©IFU Indicator

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 igneden olusmaktadir.
e ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde gevirerek siringa ve igneyi birbirine sikica

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin. Giivenlikli hipodermik igneler icin, ignenin emniyet kapagini
igneye zarar vermeden dikkatlice gikarin.
e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

Giivenlikli Hipodermik igne Kullanim Gérseli

1.1,

s %

12, \

R

Guvenlikli hipodermik igneler icin, enjeksiyondan sonra hastanin viicudundan
cikarilan igne ucu givenlikli igne kapagi igine kolaylikla yerlestirilmesi ile hipodermik
ignelerin glvenlik mekanizmasi etkinlestirilir. Kullanici bir tik sesi duydugunda,
givenlik siperinin ignenin etrafinda glvenli bir sekilde sabitlendigini anlar ve
herhangi bir igne batmasi riski olmaksizin kullanilir. Dolu siringayr uygulama
noktasina tasimak gerekirse, igneyi kapatmak icin glvenli ve pasif yeniden kapatma
teknigi kullanilir. Standart prosediiriin hemen ardindan asagidaki yontemlerden
birini kullanarak glivenlik kapagini kapatin:

Guvenlik kapagini kapatmak igin tek elle ileri dogru itin.

igneyi kapatmak ve kapagi kilitlemek icin parmaginizi giivenlik kapaginin arkasinda
(Sekil 1.1. — Sekil 1.2.) veya kapak asagiya gelecek sekilde diiz bir ylzeye (Sekil 2.)
bastirin. igne ucu tamamen kapandiginda giivenlikli hipodermik igne kilitlenir.

igneyi takmak veya gikarmak icin yalnizca renkli igne kilifini tutun(Sekil 3.).
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e Hipodermik igneler; aspirasyon ve sivi/ilag hazirligi icin de kullanilabilir.
e PR.A78 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Steril tek kullanimhik hipodermik igneler, hem viicut sivilari (kan, vb.), hem de ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanihr.
Ayrica sivifilag hazirligi igin de kullanilabilir. Uriin raf 6mrii 5 yildir.

Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra rini kullanmayin.

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

e Guvenlikli hipodermik igne igin, tek el teknigi ile kendinizden ve bagkalarindan uzakta aktive ediniz. Yiksek seviyede glivenlik icin
givenlik kapagini aktive ederken yalnizca genis putirli dokudaki parmak pedi alanini kullanin. Glvenlik kapaginin aktive edilmesi
esnasinda veya enjeksiyon sonrasinda igne tzerinde sivi kalmissa az miktarda sigramaya neden olabilir.

e Guvenlikli hipodermik igne igin, kaza eseri igne batmasi sonucu HIV (AIDS), HBV (Hepatit) ve diger enfeksiyon hastaliklarinin
onlenmesine yardimci olmak igin koruyucu mekanizmayi kullanimdan hemen sonra aktive edin.

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

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

e Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, Giriinii kullanmayin..

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

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

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgi 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Renk Squ.k Ma.VI Beyaz Pembe Krem Sari Koy}J Siyah Koyt.! Mor Turune Kahve Gri Kirmiz: Sari
yesil gri yesil Mavi u

. iy Tye | v |1y |y | s | L | o - B 112 V2
igne 1/4

Uzunlug 11/4” 11/2" 1 ; 1/2” o 1/2”

u 11/2” 11/2” 11/2” | 1" 1" 1/2" | 11/4” | 11/4” | 5/8” 1/3”

11/2" 1 1 1/2"
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Depolama Kosullari

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

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

Kullanilan Sembollerin Agiklamasi

Uretici Firma Kirilgan. dikkatli tutun

G

Uretim Tarihi Glnes 1s1gindan uzak tutun

Son Kullanma Tarihi Kuru tutun

HELE
> 2

—
—

LOT Lot Numarasi Dikey olarak hareket ettir

REF Katalog numarasi Sicakligin st sinirn (45°C)

=<

2

),

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

n
<
=

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

UDI Benzersiz cihaz tanimlayici

Tekrar Kullanmayin

J69©

%
Q

Etilen oksit kullanilarak sterilize
edilmistir

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

Lateks icermez

Pirojenik olmayan

X

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim

@ Tekrar sterilize etmeyin

@]
=]
<

______ . Kullanim talimatina bakin veya
7 N Disinda koruyucu ambalaj bulunan tek . .
! . . . . . elektronik kullanim talimatina
S’ steril bariyer sistemi -

elFU Indicator ba§vurun

/N Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini kargilamaya

c € yonelik isaret
a7 Altta gorintilenen numara Onaylanmis Kurulugs Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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HYPODERMIC NEEDLE INSTRUCTION FOR USE

Product Type

Hypodermic Needle

14G 15G 16G
20G 21G 22G
26G 27G 29G

18G 19G
23G 25G
30G

Intended Use

Hypodermic needles made of empty, sterile and disposable stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The needles are primarily for use in
humans. There are two types: One is designed with cap and second one has safety cap.

Hypodermic needles are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

With the safety hypodermic needle product, it is aimed to protect medical personnel against possible needle injuries and infection risks.

Product Components

Component Name

Raw Material

Hypodermic Needle

Stainless Steel, SS304, PP - Polypropylene

Protective/Safety Cap

PP — Polypropylene

Packing Material

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

Instruction for Use

IFU 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 needle.

e Without removing the protective cap of the needle, firmly secure the syringe and needle together, pushing the needle toward the
syringe tip and turning it clockwise.

e Carefully remove the protective cap of the needle without damaging the needle. For safety hypodermic needles, carefully remove
the safety cap of the needle without damaging the needle.

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

procedure.

Hypodermic Safety Needle Usage Image

¢

1.2.

(o

For hypodermic safety needle, the safety mechanism of hypodermic needles is
activated by easily inserting the needle tip removed from the patient’s body after
the injection into the safety needle cap. When the user hears a click, s/he
understands that the safety guard is securely fixed around the needle and is used
without any risk of needle sticking. If it is necessary to move the filled syringe to the
point of administration, a safe and passive reclosing technique is used to close the
needle. Close the safety cap using one of the following methods immediately after
the standard procedure:

Push forward with one hand to close the safety cap.

Press your finger on the back of the safety cap(Figure 1.1. — Figure 1.2.) or on a flat
surface with the cap to look downwards (Figure 2.) to close the needle and lock the
cap.

The safety hypodermic needle is locked when the needle tip is completely closed.
To insert or remove the needle, hold only the colored needle cover (Figure 3.)
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e Incase of need, hypodermic needles can also be used for aspiration and fluid/drug preparation.
e The electronic version of PR.A78 Instruction for use is available at www.setmedikal.com.tr.

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

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

Hypodermic needles made of empty, sterile and single use stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The shelf life of product is 5 years.

Contraindication

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

e  For safety hypodermic needles, activate it away from yourself and others with the one-hand technique. For a high level of safety, use
only the finger pad area on the large roug tissue when activating the safety cap. If liquid remains on the needle during the activation
of the safety cap or after the injection, it may cause a small amount of splash.

e  For safety hypodermic needles, to help avoid HIV (AIDS), HBV (Hepatitis) and other infectious diseases due to accidental needlesticks,
activate the protective mechanism immediately after use.

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink | Cream | Yellow Deep Black Deep Purple Orang Brown Medium Red vello
Green Grey Green Blue e Grey w
1" 11/4” 1" 1" 11/2” | 11/2” 5/8” 11/4” 1" 1" 1" 11/2” 1/2”
Needle ” ”
Length 11/4” | 4 11/2" | 11/2” 1/2 2 1/2
11/2” | 11/2” L1 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.

Keep it away from direct sunlight and moist environment.

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

Sayfa No/Page No: 6 /26

Manufacturer

-

Fragile. Handle with care

Date of manufacture

Keep away from sunlight

Use-by date

KL E
Rk

Keep dry

LOT Batch code " Move vertically
REF Catalogue number /R’ Upper limit of temperature (45°C)
80%
MD Medical device m Humidity limitation (20% — 80%)
. L e Do not use if package is damaged
upI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

§0®

Sterilized using ethylene oxide

Latex free

X

Non-pyrogenic

Single sterile barrier system

@ Do not resterilize

@]
=]
=g

Professional Use Only

-----

Q Single sterile barrier system with [:E
S’ protective packaging outside

Consult instruction for use or
consult electronic instruction for use

elFU Indicator
& Caution

Directives/European Legislation

Marking for meeting the requirements of all relevant European Medical Device

797 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 AGUJA HIPODERMICA

Tipo de Producto

Aguja Hipodérmica
14G 15G 16G 18G 19G “‘* — J‘_
20G 21G 22G 23G 25G
26G 27G 29G 30G
C’r_{;_—’/
Propésito del Uso
Los usuarios finales utilizan agujas hipodérmicas de acero inoxidable vacias, estériles y desechables para la inyeccién o aspiracidn tanto de

fluidos corporales (sangre, etc.), como de fluidos médicos, p.ej., medicamentos. También se puede utilizar para la preparacion de
liguidos/medicamentos. Las agujas estan destinadas principalmente a uso humano. Hay dos tipos: Uno esta disefiado con una tapa y el otro
esta disefiado con una tapa de seguridad.

Las agujas

hipodérmicas son adecuadas para su uso con conectores de punta luer que cumplen con el estandar EN ISO 80369-7.

El producto de aguja hipodérmica con seguridad tiene como propdsito proteger al personal de salud contra posibles lesiones con agujas y

riesgos de

infeccion.

Componentes del Producto

Nombre de la pieza Materia prima
Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno
Tapa de seguridad/ . )
PP — Polipropileno
protectora
Material de embalaje Papel médico y pelicula transparente apta para la esterilizaciéon con EO

(paquete de una sola unidad)

Instrucciones de Uso

IFU Indicator

e Despegue el embalaje del lugar marcado por la flecha.

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

e  Elembalaje del producto contiene una aguja esterilizada.

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

protectora de la aguja.

e Retire con cuidado la tapa protectora de la aguja sin dafiar la aguja. Para agujas hipodérmicas de seguridad, retire con cuidado la
tapa de seguridad de la aguja sin dafarla.
e Inyecte el liquido en la vena o por via intramuscular, subcutdnea o intracutanea de acuerdo con el tratamiento de aplicacion.

Imagen de uso de la aguja hipodérmica de

seguridad Para las agujas hipodérmicas de seguridad, el mecanismo de seguridad de las agujas

;1

hipodérmicas se activa colocando facilmente la punta de la aguja extraida del cuerpo del

12 paciente en la tapa de la aguja de seguridad después de la inyeccion. Cuando el usuario

— escucha un clic, sabe que el protector de seguridad esté firmemente asegurado alrededor de la
\ e aguja y puede usarse sin riesgo de pinchazo.

/ Si es necesario transportar la jeringa llenada hasta el punto de aplicacién, se utiliza una técnica

de cierre pasivo y seguro para tapar la aguja. Cierre la tapa de seguridad utilizando uno de los

siguientes métodos inmediatamente después del procedimiento estandar:

Empuje hacia adelante con una mano para cerrar la tapa de seguridad.

3. A Presione con el dedo detras de la tapa de seguridad (Figura 1.1. — Figura 1.2.) o sobre una
superficie plana con la tapa hacia abajo para cerrar la aguja y encerrar la tapa (Figura 2.). La
aguja hipodérmica de seguridad se encierra cuando la punta de la aguja estd completamente
cerrada.

Para insertar o quitar la aguja simplemente sostenga la cubierta de color de la aguja (Figura 3.).
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e  Las agujas hipodérmicas; también se pueden utilizar para la aspiracion y preparacién de liquidos/medicamentos.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR.A78 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

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

Personales de salud

Descripcion del dispositivo previsto para su uso con el dispositivo

Adecuado para su uso con conectores de conexiéon “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 agujas hipodérmicas desechables estériles se utilizan para la inyeccidon o aspiracion tanto de fluidos corporales (sangre, etc.) como de
fluidos médicos p.ej., medicamentos. También se puede utilizar para la preparacion de liquidos/medicamentos. La vida util del producto es de
5 afios.

Contraindicacion

Las agujas hipodérmicas 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 reesterilizacion. No estd disefiado para usarse fuera del uso previsto especificado. Después de su uso, deseche el
producto como residuo médico.

& Advertencias
[ ]

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

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

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

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

e Para obtener una aguja hipodérmica segura, activela con una técnica con una sola mano, lejos de si mismo y de los demas. Para un
alto nivel de seguridad, utilice Unicamente el drea granulada de la yema del dedo al activar la tapa de seguridad. Si queda liquido en
la aguja durante la activacion de la tapa de seguridad o después de la inyeccién, puede ocasionar una pequefia cantidad de
salpicaduras.

e Para obtener una aguja hipodérmica segura, active el mecanismo de proteccion de la aguja hipodérmica inmediatamente después de
su uso para ayudar a prevenir el VIH (SIDA), el VHB (hepatitis) y otras enfermedades infecciosas debidas a un pinchazo accidental con
la aguja.

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, contaminacidn cruzada y septicemia.

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

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. . Azul . .

Color thar'de Gris Blanco Rosa Crema Amaril Verde Negro oscur Morad Naranj Marrén Gris Rojo Amaril
palido azulado do o oscuro o o a lo

Longitu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2

des de 1 1/4,/ 1 1 1/2,; 1 1/2,, 1/2,, > 1/2"

la Aguja 11/2” 11/2” ” 1" 1" 11/4” | 11/4” 5/8” 1/3”

11/2” 1/2 1 1 1/2"
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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.

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

Descripcion de los Simbolos Utilizados

Sayfa No/Page No: 9 /26

Fabricante

Fragil. Tratar con cuidado

Fecha de produccion

Mantener alejado de la luz solar

Fecha de vencimiento

Mantener seco

Cadigo de lote

—
—

Mover verticalmente

Numero de catalogo

1
L
a

Limite superior de temperatura (45 °C)

Dispositivo médico

B

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

No contiene latex

No reesterilizar

P el @ @ g@g

No pirogénico

Sistema de barrera estéril Unico

o
=1
=

Solo para uso profesional

===

El sistema de barrera estéril Unico con embalaje
protector exterior

1]

elFU Indicator

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

Atencidn

79T

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
Teléfono: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D’UTILISATION DE L’AIGUILLE HYPODERMIQUE

Types de produit

Aiguille hypodermique

146 156G 166G 18G  19G —
206 216 22G 23G  25G
266G 27G 29G  30G H,ff% ]

But d’utilisation

Les aiguilles hypodermiques vides, stérilisées, a usage unique, fabriquées en acier inoxydable sont utilisées par I'utilisateur final pour aspirer et
injecter dans le corps des substances telles que les médicaments, ainsi que pour prélever des échantillons liquides du corps (le sang, etc.). Elles
peuvent étre utilisées également dans la préparation des fluides/médicaments. Les aiguilles sont essentiellement destinées a I'usage chez les
hommes. Il en existe deux types : I'un avec capuchon et I'autre avec capuchon sécurisé.

Les aiguilles hypodermiques sont adaptées a |'usage avec les connecteurs de raccord luer conformes a la norme EN 1SO 80369-7.

Le risque de blessement éventuel du personnel médical par I'aiguille est évité et sa protection contre les risques d’infection est assurée grace a
I"aiguille hypodermique sécurisée.

Composants du produit

Nom de la piece Matiere premiére

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléne

Capuchon protecteur / PP — Polypropyléne

de sécurité

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

Consignes d’utilisation

IFU Indicator

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

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

e L’emballage du produit contient I'aiguille stérilisée.

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

e Enlever attentivement le capuchon protecteur de I'aiguille sans endommager celle-ci. Pour I'aiguille hypodermique sécurisée, enlever
attentivement le capuchon de sécurité de I'aiguille sans endommager celle-ci.

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

Images montrant [utilisation de [I'aiguille

hypodermique sécurisée Pour les aiguilles hypodermiques sécurisées, le mécanisme de sécurité de I'aiguille
hypothermique est activé en plagant facilement dans le capuchon de l'aiguille

1.1. 1.2, sécurisée le bout de l'aiguille ressorti du corps du patient apres avoir effectué
— \ s I'injection. Lorsque I'utilisateur entend le son tic, il comprend que la barriere de
sécurité est fixée de la maniere sécurisée autour de I'aiguille, ainsi I'aiguille est

/ utilisée sans risque de piqure. S'il est nécessaire de porter la seringue remplie a
I"'endroit d’application, on utilise la technique de fermeture sécurisée passive pour
fermer I'aiguille. Aussitot apres la procédure en standard, fermer le capuchon de
3. . sécurité en utilisant I'une des méthodes ci-aprés :
Pour fermer le capuchon de sécurité, le pousser vers I'avant a I'aide d’une main.
Pour fermer I'aiguille et verrouiller le capuchon, appuyer votre doigt en arriere du
capuchon de sécurité (Figure 1.1. — Figure 1.2.) ou sur une surface plane de sorte
que le capuchon soit dirigé vers le bas (Figure 2). Lorsque le bout de I'aiguille est
entierement fermé, 'aiguille hypodermique sécurisée est verrouillée (Figure 3).
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e Les aiguilles hypodermiques peuvent également étre utilisées pour I'aspiration ou la préparation des fluides/médicaments.
e Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A78, sur le site web suivant
www.setmedikal.com.tr.

Population de patients visée

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

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 aiguilles hypodermiques stérilisées, a usage unique sont des appareils utilisés pour I'injection ou I'aspiration des fluides médicaux tels que
les médicaments, ainsi que pour le prélevement des fluides corporels (le sang, etc.). La durée de conservation du produit est de 5 ans.

Contre-indication

L’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.

A Remarques

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

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

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

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

e Pour l'aiguille hypodermique sécurisée, procéder a I'activation au moyen de la technique une seule main, loin de vous-méme et des
autres. Pour la sécurité au niveau supérieur, n’utiliser que la surface réservée au doigt et située sur le tissu poreux pendant
I"activation du capuchon de sécurité. S'il reste du fluide sur I'aiguille pendant I'activation du capuchon de sécurité ou apres
I'injection, un peu de jaillissement peut avoir lieu.

e Pour l'aiguille hypodermique sécurisée, procéder a I'activation du mécanisme de protection aussitot aprés I'utilisation, afin d’aider a
la prévention contre les maladies HIV (SIDA), HBV (hépatite) et autres maladies infectieuses, par suite de la piqure accidentelle de
I"aiguille.

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.

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

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

D'";i”s' 14G 15G 166 | 186 | 196 | 206 | 216G | 226 | 236 | 246 | 256 | 26G | 27G | 29G | 30G
Couleur Vert Bleu Blanc | Rose | Creme | Jaune Vert Noir Bleu | Pourpr | Orang |[Chatain| Gris Roug | Jaun
pale gris foncé foncé e e e e
Longueu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2
rde 1 1/4» 1 1 1/2,, 1 1/2,, 1/2” 2 1/2»
laiguille | 11/2” | 11/2" Lol 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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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.

Explication des symboles utilisés

Stocker les produits en plagant les paquets selon le sens de la fleche.
Placer I'un sur I'autre cinq colis au plus.
La durée d’expiration du produit est de 5 ans.

Fabricant

Fragile, tenir attentivement

Date de fabrication

v e

N

Z5

Tenir écarté des rayons solaires

SIS

Date d’expiration

.
.
-
" a
-

Tenir sec

=)

LOT Numéro de lot Faire bouger en état vertical
REF Numéro de catalogue /H/ Limite supérieure de la température
9 (45°C)

Appareil médical

2

®

n
S
=

Limites d’humidité (20% - 80%)

UDI

Identifiant unique de I'appareil

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

Représentant agréé dans la
Communauté européenne (Royaume-
uUni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthyléne

96 @

7
A

Ne contient pas de latex

Ne pas stériliser a nouveau

X

Non pyrogéne

Systéeme 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

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
Tél.: 0212 622 04 00

Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG HYPODERMISCHE NADEL

Produkttyp

Hypodermische Nadel

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G

26G 27G 29G 30G
f—'—’f =

Verwendungszweck

Leere, sterile und Einweg-Injektionsnadeln aus Edelstahl werden von Endverbrauchern fur die Injektion oder Aspiration sowohl von
Korperflissigkeiten (Blut usw.) als auch von medizinischen Flissigkeiten wie Medikamenten verwendet. Es kann auch zur Zubereitung
von Flussigkeiten/Medikamenten verwendet werden. Die Nadeln sind in erster Linie fir die Anwendung am Menschen bestimmt. Es
gibt zwei Typen: Der eine ist mit einer Abdeckung und der andere mit einer Sicherheitsabdeckung ausgestattet.

Hypodermische Nadeln sind fir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN ISO 80369-7 geeignet.

Ziel des sicheren Injektionsnadelprodukts ist es, das medizinische Personal vor moglichen Nadelverletzungen und Infektionsrisiken zu
schiitzen.

Produktkomponenten
Teilbezeichnung Rohstoff
Hypodermische Nadel Edelstahl, 5304, PP — Polypropylen
Schutz- PP — Polypropylen
/Sicherheitsabdeckung
Verpackungsmaterial Fur die Sterilisation mit EO geeignetes medizinisches Papier und transparente
Folie (Einzelverpackung)
Gebrauchsanweisung

eIFU Indicator

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

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

e Die Produktverpackung enthilt eine sterile Nadel.

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

Entfernen Sie die Nadelschutzkappe vorsichtig, ohne die Nadel zu beschadigen. Fir hypodermische Nadeln mit Sicherheitsschutz
nehmen Sie die Abdeckung der Nadel vorsichtig ab, ohne die Nadel zu beschadigen.

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

Bildnerische Darstellung der Verwendung der hypodermischen Nadel mit Sicherheitsschutz
Bei hypodermischen Nadeln mit Sicherheitsschutz wird der
1. 12 Sicherheitsmechanismus der Nadeln aktiviert, indem die vom Koérper des
- \ = Patienten entfernte Nadelspitze nach der Injektion einfach in die
Sicherheitsabdeckung der Nadel gesteckt wird. Sobald der Benutzer ein Klicken
/ hort, ist der Schutzblgel um die Nadel sicher befestigt und es ist eine sichere
Verwendung gewahrleistet, ohne Gefahr des Nadelstichs. Muss die gefiillte
Spritze zum Verabreichungsort transportiert werden, wird zum
VerschlieBen der Nadel die sichere und passive WiederverschlieRtechnik
angewandt. Umgehend nach dem Standardverfahren die Sicherheitsabdeckung
mit einer der folgenden Methoden unverziiglich schlieBen: Um die
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Sicherheitsabdeckung zu schlieRen, diese mit einer Hand vorwarts schieben.
Zum SchlieRen der Nadel und zum Verriegeln der Abdeckung mit dem Finger
rlickseitig der Sicherheitsabdeckung (Abbildung 1.1 — Abbildung 1.2) oder die
Abdeckung abwarts auf eine ebene Flache (Abbildung 2.) driicken. Sobald die
Nadelspitze vollstandig verschlossen ist, ist die hypodermische Nadel mit
Sicherheitsschutz verriegelt. Fur das Aufsetzen oder das Abnehmen der Nadel
ausschlieBlich die farbige Nadelhiille halten (Abbildung 3).

e  Hypodermischen Nadeln kénnen flr die Aspiration und fir die Zubereitung von Flissigkeiten Arzneimitteln verwendet werden.

e Die elektronische Version der PR.A78 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr

Patientenzielgruppe

Es bestehen keine Einschrankungen fiir die Patientenpopulation.

Benutzerzielgruppe
Gesundheitspersonal

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

Geeignet fir 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 Einwegnadeln werden zum Injizieren oder Absaugen von Kérperflissigkeiten (Blut usw.) oder zum Injizieren oder
zur Aspiration von medizinischen Flussigkeiten wie Arzneimitteln verwendet. Das Produkt kann auch zur Zubereitung von Flissigkeiten/
Arzneimitteln verwendet werden. Die Haltbarkeit des Produkts betragt 5 Jahre.

Kontraindikation

Hypodermische Nadeln 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 fir
einen anderen als den angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& 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.

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

. Die hypodermische Nadel mit Sicherheitsschutz mit der Ein-Hand-Technik fern von sich selbst und anderen aktivieren. Um hochste
Sicherheit zu gewahrleisten, verwenden Sie zum Aktivieren der Sicherheitsabdeckung ausschlieBlich die groRflachige, genarbte
Fingerauflageflache. Haftet wahrend der Aktivierung der Sicherheitsabdeckung oder nach der Injektion Flissigkeit auf der Nadel,
kann es zu einem leichten Spritzen kommen.

. Um HIV (AIDS), HBV (Hepatitis) und anderen Infektionskrankheiten durch versehentliches Einstechen der Nadel vorzubeugen, den
Schutzmechanismus der hypodermischen Nadel mit Sicherheitsschutz nach der Verwendung sofort gewahrleisten.

. 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 Vorfédllen missen der Hersteller und die zustdndige Behorde benachrichtigt werden.

Lagerbedingungen

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

Ab”;;ss“ 146 156 16G 186 196 20G 21G 226G 23G 246G 25G 26G 27G 29G 30G
Farbe Hellgriin Blau- Weil} Rosa Creme Gelb Dur]kelg Schwar Dunke Lila Orange Braun Grau Rot Gelb
Grau rin z blau
1" 11/4” 1" 1 11/2” 11/2” 5/8” 11/4” 1" " 1" 11/2” 1/2"
Nadellang ” ”
o 11/4” 1 11/2" 11/2" 12 2 12
11/2” 11/2” ) 1" 1" 114" | 11/ 5/8” 1/3"
1127 | 2 1" 1" 172"
Erlduterungen verwendeter Symbole
d Hersteller ! Zerbrechlich. Vorsichtig halten
N
dl Produktionsdatum /,/_|§ Vor Sonneneinstrahlung schiitzen
| |
a “l‘l
g Verfalldatum T Trocken halten

LOT

Lot-Nummer

Vertikal bewegen

Katalognummer

Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% -
80%)

Nicht verwenden, wenn

uUDI Eindeutige Produktidentifizierung @ Packung beschadigt
EU-Bevollmachtigter (Vereinigtes . .

Konigreich ® Zum einmaligen Gebrauch

ETERL B Sterilisiert mit Ethylenoxid @ Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

@]
=]
<

Nur fiir professionellen Gebrauch

===

Einfaches Sterilbarrieresystem mit
aulerer Schutzverpackung

B

elFU Indicator

Gebrauchsanweisung beachten
oder elektronische

Gebrauchsanweisung heranziehen

Achtung

2797

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

Set Medikal Sanayi ve Ticaret A.S.

d Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt —
IstanbulTelefon: 0212 622 04 00
www.setmedikal.com.tr
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AGO IPODERMICO ISTRUZIONI DI USO

Tipo Prodotto

Ago Ipodermico
14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Finalita di Uso

Aghi vuoti, sterili e monouso, prodotti in acciaio inox, vengono usati da utenti finali allo scopo di aspirazione e iniezione sia di liquidi corporei
(sangue, etc.) che di liquidi medici come farmaco. Inoltre, possono essere utilizzati anche per la preparazione di farmaci/soluzioni. Gli aghi, in
primo luogo, sono destinati all'uso umano. Ci sono due tipi: sono stati progettati uno con il cappuccio I'altro invece con il cappuccio di sicurezza.

Gli aghi ipodermici sono adatti all’'uso con connettori ad attacco luer in modo conforme allo standard EN I1SO 80369-7.

Attraverso il prodotto di ago ipodermico con protezione e finalizzato alla protezione del personale sanitario contro eventuali lesioni da ago e
rischi di infezione.

Composizioni del Prodotto

Componente Materia Prima
Ago ipodermico Acciaio inox, SS304, PP-Polipropilene
Cappuccio protettivo/sicurezza PP-Polipropilene

Materiale di confezione

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

eIFU Indicator

Istruzioni di Uso

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

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

La confezione del prodotto contiene I'ago sterile.

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

Rimuovere attentamente il cappuccio protettivo dell’ago senza danneggiare I'ago. Per gli aghi ipodermici di sicurezza rimuovere
attentamente il cappuccio di sicurezza senza danneggiare I'ago.

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

Immagine dell’Uso dell’Ago Ipodermico di Sicurezza

Per aghi ipodermici di sicurezza, il meccanismo di sicurezza degli aghi ipodermici si attiva

¢ f

12, con l'inserimento facile della punta dell'ago rimosso dal corpo del paziente dopo
I'iniezione, nel cappuccio di sicurezza. Quando l'utente sente un click, capisce che il

\\ dispositivo di protezione si e fissato in modo sicuro intorno all’ago e viene usato senza

/ alcun rischio di puntura accidentale. Se & necessario di trasportare la siringa riempita al

punto di applicazione, si utilizza la tecnica di richiusura sicura e passiva per chiudere
'ago. Appena dopo la procedura standard chiudere il cappuccio di sicurezza attraverso

3. - uno dei seguenti metodi:

Per chiudere il cappuccio di sicurezza spingerlo verso avanti con una mano. Premere il
vostro dito sulla parte posteriore del cappuccio di sicurezza (figura 1.1.-figura 1.2.) o su
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una superficie piena (figura 2.) in modo tale che il cappuccio guardi verso il basso per
chiudere l'ago e bloccare il cappuccio. Quando la punta dellago si chiude
completamente I'ago ipodermico di sicurezza si blocca. Mantenere solo il copriago
colorato per inserire o rimuovere I'ago (figura 3)

e Aghiipodermici possono essere utilizzati anche per 'aspirazione e per la preparazione di farmaci/soluzioni.
e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A78 sull’indirizzo www.setmedikal.com.tr.

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

Gli aghi ipodermici sterili monouso vengono usati allo scopo di aspirazione e iniezione sia di liquidi corporei (sangue, etc.) che di liquidi medici
come farmaco. Inoltre, possono essere utilizzati anche per la preparazione di farmaci/soluzioni. La vita da scaffale e di 5 anni.

Controindicazione

Gli aghi ipodermici non possono essere utilizzati su piu pazienti. Il prodotto €& utilizzabile su un unico paziente in modo monouso, sterile. Non
pulire né risterilizzare. Non é stato progettato 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.

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

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

e  Attivare I'ago ipodermico di sicurezza con la tecnica di una sola mano tenendolo lontano da voi e da altri. Ai fini di massima sicurezza,
attivando il cappuccio di sicurezza utilizzare esclusivamente l'area di imbottitura sull’ampio tessuto ruvido. Durante I'attivazione del
cappuccio di sicurezza o dopo I'iniezione, ove presente il liquido sull’ago, potrebbe causare lo schizzo di poca quantita.

. Nell’'ago ipodermico di sicurezza attivare il meccanismo protettivo appena dopo I'uso al fine di prevenire malattie HIV (AIDS), HBV
(Epatite) ed altre patologie infettive derivanti dalla puntura accidentale dell’ago.

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.

. 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.

Cofigurazioni dell’ago ipodermico

Configurazioni aghi

Misure 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Colore Ve.rde Blu Bianco Rosa Crema Giallo Verde Nero Bl Viola Arancio Marrone | Grigio Ross Giallo
chiaro grigio scuro scuro ne o
1" 1 1/4II 1II 1|| 1 1/2/l 1 1/2)/ 5/8” 1 1/4" 1Il 1 " 1Il 1 1/2)) 1/2!/
Lunghe ” ”
zza Ago 11/4” 1 11/2” | 11/2” 1/2 > 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
1 1/2» 1/2 1" 1" 1/2;/
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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 pil di 5 contenitori I'uno sull’altro.

La durata del prodotto & di 5 anni.

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 19 /26

Azienda Produttrice

Fragile! Maneggiare con cura

Data di Produzione

Tenere lontano dai raggi solari

KL

Data di Scadenza

Mantenere asciutto

LOT Numero Lotto ll Trasportare in direzione verticale
BEE Numero Catalogo /Rf lec!te di temperatura massima
(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
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

W ©

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

>0
@)
=3
<

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

2maT

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

dell’Ente Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul
Tel: 0212622 04 00

www.setmedikal.com.tr
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WHCTPYKLMA NO UCMONb30BAHUIO UM ANS NOAKOXHbIX UHBEKLUA

Tun nsgenusa

WUrna gna NnoAgKOMKHbIX MHbEKLUNIA

14G 15G 16G 18G 19G ‘ —_— __ )
20G 21G 22G 23G 25G

26G 27G 29G 30G F:

Llenb ncnonbsoBaHusa

MycTble, cTepubHble O4HOPA30BbIE UMbl A/1A NMOLKOXKHbIX MHBEKUNIA U3 HEepKaBeILWEeN CTaNn UCMO/b3YIOTCA KOHEYHbIMKU NOAb30BaTENAMMU
AN UHBEKLMIN MeSULMHCKMX KUAKOCTEN (1eKapCTBEHHbIX NPenapaTos U T.n.) uan 3a6opa 6MONOTMUECKMX KUAKOCTEN M3 OpraHM3mMa (KpoBu u
T.4.). TakKe MOryT UCMO/Ib30BaTbCA A/1A MPUTOTOBJIEHUS KUAKOCTEN/NEeKapCTBEHHbIX NpenapaTos. Uribl npegHasHayeHbl B OCHOBHOM A/1f1
MCMNO/b30BaHNA B OTHOLIEHUN OpraHM3ma YenoBeKa. M3roTaBanBaloTCA B ABYX TUMAX: C KOAMAYKOM U C NPeA0XPaHUTENbHBIM KONMAYKOM.

Urabl s NOAKOMKHbBIX MHBEKLMIA NPUTOAHbI AN MCNO/b30BAHUA C HAKOHEYHUKamu «Jlyep» B cooTBeTcTBMM ¢ EN ISO 80369-7.

KoHCTpyKuma 6e3onacHbiX UM 41A MOAKOMHbIX MHbEKUMIA pa3paboTaHa ¢ obecnevyeHmem 3aLmTbl MEAULMHCKOrO NepcoHana oT BO3SMOXHbIX
YKOJIOB M PUCKOB 3apaKeHus.

KomnoHeHTbl U3gaenua

HasBaHue petanu CblpbeBoit maTepuan

Urna pna noaKOXHbIX MHbEKLMIA Hepskasetow,as ctanb, SS304, MMM - noamnponuneH

3alWmTHLIN/NpeaoXpaHUTENbHbIN
KONNa4yoK

Martepunan ynakoBku MegamumnHcKas bymara 1 npo3payHas NaeHKa, NpurogHas ans cTepuamsaumm
EO (eAMHMYHAsA yNaKoBKa)

MM - nonannponuneH

L= MHCTPYKLI,VIH no “ncnoJsib3oBaHUIO

e BCKpoWiTe ynaKoBKy Yepes 0TBEPCTUE, YKa3aHHOEe CTPEsKOM.

e Bu3yanbHO NPOBepbTe KOMMIEKTHOCTb COAEPKMMOro U OTCYTCTBME MOBPENKAEHMI YNAKOBKM.

e B ynaKkoBKe HaxoAWTbCA CTEPU/IbHAA UrNa.

e He CHVMMas 3alMTHbIA KOAMAYOK C UMNbl, HALEXKHO 3adUKCUPYITE WMy Ha WnpuLe, NPUXKAB UMY K HAaKOHEYHWKY Wnpuua v
NOBepHYB ee Mo YacoBOW CTpesKe.

e OCTOPONKHO CHUMMTE 3aLUMUTHBIA KOAMAYoK C UMbl, He NoBpeauB ee. A 6e3onacHbIX UM ANA NOAKOXHbIX MHBEKLMA: OCTOPOKHO
CHMMWTE NPeaoXPaHNUTE/IbHBIN KOMAYoK C UI/bl, He NOBPeAMB ee.

e  BBeauTe KUAKOCTb ANA UHBEKLMIA BHYTPUBEHHO, BHYTPUMbILLIEYHO, MOAKOXKHO UM BHYTPUKOXKHO B COOTBETCTBUM C MpoLieaypoW
BBEJeHUs.
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Cxema ncnonb3oBaHuA 6e3onacHoi urabl ana
NOAKOXHBIX UHbEKLUM B 6e3onacHblx Wrnax AnAa  MNOAKOXKHbBIX MHBEKLUMWA  3aALUMTHLIA  MEeXaHU3m
AKTUBMpPYETCA MyTeM MPOCTOrO BBEAEHMA KOHYMKA MI/bl, U3BJEYEHHOrO U3 Tena
nauueHTa Mnocne MHbEKUMM, B 3aLUWUTHbLIA KOAMAYOK WrAbl. YCNbIWAB LUENYOK,
11, 12 nosib3oBaTes/lb MOHMMAET, YTO 3aLUMUTHbLIA KO/MINAYOK HAZEXHO 3adpuKcMpoBaH Ha
- \ i nrne n eé MOXHO Mcno;lbsoBaTb 6e3 pucka ykonotbca. Ecam Heobxogmmo
nepemecTuTb HaMOJIHEHHbIA LWINPUL, K MeCTy BBeAeHWA, ANA 3aKpbITUA UMbl
/ Mcnonb3yetca 6e3onacHas WM MacCMBHAA TEXHWKa MOBTOPHOrO 3aKpbiTusA. Cpasy
nocne CTaHAAPTHOM Mpoueaypbl 3aKpoNTe 3aWMTHLIM KOMINAYOK OAHUM U3
cnepytoLmx cnocobos:
2 3. ~ HaxkmuTe Bnepes o4HOM PyKOW, YTOObI 3aKPbITb NPeAOXPAaHUTE/IbHBIN KOAMAYOK.
N L HakmuTe nanbLem Ha 3aHIO0 YacTb NPeAoXPaHUTENbHOTO Koanadka (PucyHok 1.1.
: - PucyHoKk 1.2.) MAM HA NAOCKYD MOBEPXHOCTb, YTOOLI KOAMAYOK CMOTpENn BHU3
(PMCYHOK 2.), 4TObbI 3aKpbITb UrY U 3adMKCMPOBATb KoAMNadvyok. besonacHaa urna
ANA NOAKOXKHBIX UHBEKL MM 6NOKMPYETCA MPU NOAHOM 3aKPbITUM KOHUYMKA UTNbI.
YT06bI BCTaBUTb WA W3BJIEYb WY, AEPXKWUTE TONbKO 33 LBETHYH KPbIWKY UMbl
e  Urnbl ONA NOAKOMHBIX MHBEKLMI TaKxe (PucyHoK 3.).
MOryT  WUcnonb3oBaTbcA  Ana  3abopa
KUAKOCTEN U NPUTOTOBNEHUA KUAKOCTEN/NEKapPCTBEHHbIX MPenapaTos.
e  C3/1eKTPOHHOM Bepcuein MHCTPYKLMUM MO NCNoAb30BaHMIO PR.A78 MOXKHO 03HaKOMUTbCA Ha caiTe www.setmedikal.com.tr

LleneBas rpynna naugmMeHToB

YCcTaHOBNEHHbIX OFpaHVILIEHVIVI B OTHOWEHWN rpynnbl NaUMEHTOB HE UMeeTCA.

LleneBble nonb3oBaTenu

MeaMUunHCKNM nepcoHan

OnucaHune yCTpOI?ICTB, npeaHa3Ha4YeHHbIX A5nd ncnosfib3oBaHuUA € usgernvem

N3penvie npuroaHo AnA UCnosb3oBaHuUA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MAIOTO AMAMETPa AS KULKOCTEN
W rasoB, UCMO/Nb3yemble B 34paBooxpaHeHMuM — Yactb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYAMUCTOMO UAU MOAKOMHOMO
npumeHeHua".

MokasaHusa

CTepunbHble OA4HOPA30OBble UMbl AAA MOAKOMHbIX MHBEKUMIA WCMONb3YITCA A8 BBEAEHUA MEAUUMHCKMX XKUAKOCTEMN (NeKapCTBEHHbIX
npenapaTos W T.M.) B OpraHu3m mau 3abopa 6MONOTMYECKUX KUAKOCTEN (KPOBM U T.4.) U3 opraHM3ama. OHM TaK»Ke MOryT UCMO/Ib30BaThCA ANA
NPUrOTOB/IEHMA XUAKOCTEN/NEKAPCTBEHHbIX NpenapaTos. CPOK rogHOCTM M34enuns cocTasaset 5 nert.

npOTM BOMnoKa3aHusA

LWnpuubl ¢ Urnamu 418 NOAKOMHbIX MHBEKUWUI He AO/KHbI MCMONb30BaTbCcA 6onee yem Ans OA4HOro naumedta. Msgenve moet 6biTb
MCMO/Ib30BAHO B CTEPWUIBHOM COCTOSIHUM OZLHOPA30BO ANA OAHOrO nauueHTa. O4YMCTKa MAM MOBTOPHAs CTEPWUIM3ALMA He gonyckaerca. He
npeAHasHayeHbl 41a MCMO/b30BaHMA He Mo HasHayeHuto. Mocie NCNONb30BaHUA YTUAUIUPYITE KaK MeANLMHCKME OTXOApbI.

& MpeaynpexaeHus

e He ucnonb3yiTte nsaenve c NOBPeXAEHHOM WM BCKPbITOW YNaKOBKOM.

Bu3yanbHO NpoBepbTe KOMMIEKTHOCTb YNaKOBKM U OTCYTCTBUE NOBPEKAEHUIA.

He ucnonb3yiiTe n3genme nocie UCTEYEHWUA CPOKA FOAHOCTU, YKA3aHHOTO HA YNaKoBKe.

Mepep, vcnonb3oBaHWeM ybeauTech, YTO Urna A/1A NOAKOMKHbIX MHBEKLMIA He 3aKyMNOopeHa U NOTOK KPOBU He 3aTPyAHEH.

e [lna 6e30nacHbiX UrA ANA NOAKOMHbIX UHBEKLWUIA: NPOM3BOAUTE MAHUMYAALMM C UINON B OTAaneHun oT ceba u apyrux nogein,
ucnonb3ya TexHuKky "ogHoi pyku". Ona obecneyeHUs BbICOKOro ypoBHA 6e30MacHOCTM NpW aKTUBAUMKM MpeaoXpaHUTeNbHOro
KOJ/IMayKa UCrnosib3yiTe TONbKO 061acTb NOAYLWEYKM NablLia Ha 60/bLLION LEepPOXoBaTOW TKaHWU. ECNM UAKOCTb OCTAETCA Ha Ure BO
BPeMsA aKTMBaLMM NPefoXPaHUTEIBHOTO KOMAYKa UM NOC/E MHBEKL MU, STO MOKET BbI3BaTb HEGO/IbLLOE pa3bpbi3ruBaHme.
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[na 6e30nacHbiX UM ANA NOAKOMHbLIX MHBEKLUMIA: aKTUBMPYWTE 3alMTHLIN MexXaHU3M Cpasy Nocie MCMNo/ib30BaHWA, YTObbI
npeaoTBpPaTUTL 3apaxkeHue BUY (CMNA), renatutom B (HBV) n gpyrumn nHdeKLMoHHbIMK 3a601€BaHUAMM B pe3yibTaTe Cy4YaHbIX

YKO/NOB.

Mocne nHbeKUMM nn 3a60pa KUAKOCTU YTUANSMPYITE U34e/Me KaK MeaULMHCKME OTXOAbI.
M3penne npepHasHayeHO TONbKO AAA OAHOKPATHOrO MCMO/Ib30BaHMA, HE MOAJENKUT MOBTOPHOMY MPUMEHEHWUIO, MOBTOPHOM
06paboTKe UM NOBTOPHOM CTEPUAM3ALIUN.
EC/iM CTepu/IbHYIO YNaKOBKY BCKPbITb M HE MCMO/Ib30BaTh CPa3y, BO3HUKAET PUCK 3apakeHus. ECM CTepUIbHOCTb U3AE/IUA He MOXKET
6bITb COXPaHEHa, HE UCMO/b3YiMTe ero.
MOBTOPHOE UCNONb30BaHUE U3LENNA MOMKET NPUBECTU K UHDEKLMAM, NEPEKPECTHOMY 3apaKeHUIO U CENCUCY.

MpyY BO3HUKHOBEHUM CePbE3HbIX NOB6OYHbIX 3GPEKTOB HEOBXOAMMO YBEAOMUTL MPOM3BOAUTENA U KOMMETEHTHbIW OpraH.

YcnoBus xpaHeHus

KoHdurypauum urn ansa noaKoXXHbIX MHbEKLUN

XpaHuUTb Npu TemnepaType oKpyKatowein cpeabl He Bbiwe 45°C.
3aWmLLaTh OT NPAMBIX COMTHEYHbIX JIyYel 1 BNAXKHOW cpeabl.

XpaHuUTb, PpacnosoXunB KOPOOKY B HaNpPaBAEHUN CTPEKM.

CknaablBaTb He 6onee NATU KOPOBOK APYr Ha Apyre.
CpOoK rogHOCTM NPOAYKTa COCTaBNAET 5 fieT.

KoHourypaumm vrn

Pasmep 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
bneagH TeMHo- TeMH
o- CuHe- . Poso Kpemo KenTbl YepHbl o- duone | Opamx |KopuuH . Kpac XKent
LiBeT . Benbi N . . 3eneH - N . . Cepbint . .
3eneH cepbii BblA BblA n it n CUHU TOBbIV eBbIi eBbIf HbI bl
bl "
1" 11/4” 1" 1" 11/2” 11/2” 5/8” 11/4” 1" 1 1" 11/2” 1/2”
OnvHa " ”
. 11/4 | 1 11/2 | 1172 172 2 172
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”

MosicHeHusA K Ucnosib3yemMbIiM yCJNTIOBHbLIM 0603Ha4YeHUsAM

KOMI'IaHI/IFI-I'IpOI/I3BO,EI,I/1TeJ'Ib

Xpynkoe usgenve, obpaiiarbcs
OCTOPOXHO

[aTa nponssogcTea

bepeyb OT conHeYyHoro ceeTta

=
o
w

[lata ncreyeHns cpoka rogHoCTH

XpaHuTb B CyxoM MecTe

LOT

Homep naptum

lNepemellaTb BEpTUKANbHO

REF

Homep no katanory

BepxHuii npegen temnepatypbl
(45°C)

MD

MepauunHckoe nsgenuve

OrpaHuyeHue BnaxHocTtu (20 —
80%)

uDlI

YHuKanbHbIA naeHTudmkaTop
nsgenus

He ncnonb3ynte, ecnv ynakoBka
noBpexaeHa, n obpaTuTech K
WMHCTPYKLMM NO UCMONb30BaHUIO
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YNOMHOMOYEHHBIN NpeacTaBUTENb B
EBponelickoM coobllecTtee
(BenvkobputaHus)

®

He ucnonb3oBaTtb NOBTOPHO

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

4

He copgepxuTt naTtekca

He cTepunn3oBsaTb NOBTOPHO

HenuporeHHbIN

EAQuHCTBEHHAs cTepurbHas
6apbepHasi cuctema

B{ Only

Tornbko aAnsa npodeccnoHanbsHoro
MCnosib3oBaHus

-----

EQuHcTBEHHAs cTepurnbHas
GapbepHasi cucteMa ¢ 3aLUMTHOM
yNaKkoBKOW CHapyXu

i

elFU Indicator

CM. MHCTPYKUMIO MO
MCNONb30BaHMIO UM 0GpaTUTECH K
3NEKTPOHHOWN MHCTPYKLMUM NO
MCMOSb30BaHNIO

BHumaHue

3Hak cooTBeTCTBMSA TpeboBaHMAM BCeX cooTBeTCTBYOLWMX Anpektue EC no
MeaNUMHCKNM n3genuam / EBponenckoro sakoHogaTenbcTea
Homep, ykasaHHbI BHU3Y, ABNSETCA HOMEPOM HOTUULNPOBAHHOIO opraHa

MecTto npousBoAcTBa

AKLMOHepHas KomnaHua «CeT Megukan CaHaiu Be TuakapeT A.LLL.» [Set Medikal Sanayi ve Ticaret A.S.]
Appec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tirkiye (Crambyn, Typuus)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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Tun Bupoby

Fonka anA nigWKipHUX iH'eKLiN

14G 15G 16G 18G 19G \M, = - J_[-_f
20G 21G 22G 23G 25G
26G 27G 29G 30G

MeTa BUKOPUCTAHHA

MOpPOXHI, CTepUNbHI OAHOPA30BI FONKM ANA NIALWKIPHUX iH'EKLIN 3 Hep)KaBitoyoi CTani BUKOPUCTOBYHOTLCA KiHLEBUMMU KOPUCTYBaYamu ANA
iH'eKLiM MeaMuHUX piguH (nikapcbKMx npenapatie Towo) abo 3abopy 6ionoriyHMX pigMH 3 opraHismy (KpoBi Towo). TakoXK MOMKYTb
BMKOPWCTOBYBATUCA A1 NPUIOTYBaHHA PiauMH/NIKAapCbKMX npenapartis. M0/IKWM NpuU3HaYeHi NepeBakHO A1A BUKOPUCTAHHA Y BiAHOWEHHI A0
OopraHismy n10AMHWU. BUTOTOBAAIOTLCA Y ABOX TUNAX: 3 KOBMAYKOM i 3 3aN0HiXKHMM KOBMa4yKoM.

FoNKM ANA NigWKipHUX iH'eKLi NpuAaTHI AN8 BUKOPUCTAHHSA 3 HakoHevyHMKamu "Jlyep" BianosigaHo go EN I1SO 80369-7.

KoHCTpyKLis 6e3neYHnx roloK ans nigwkKipHUx in'ekuii po3pobnieHa i3 3abe3neyeHHAM 3aXMCTy MEANYHOTO NEPCOHasy Bif, MOXKAUBUX YKONIB i
PU3UKIB 3apaXKeHHs.

KomnoHeHTH BUpoby

HasBa geTani

CVPOBUHHUI MaTepian

Fonka Ana nipWwKipHUX iH'eKLin

Hep»kasitoua ctanb, SS304, MMM - noninponineH

3axucHUii/3ano06iXHKMI KOBNaYOoK

MM - noninponinex

MeauyHnin nanip i npos3opa naiBKa, NpuaatHa Ana crepwnisauii EO

(opMHMYHA ynakoBsKa)

Marepian ynakosku

L) |HCprKL|IS| 3 BUKOPUCTAHHSA
e PO3KpuiTe YNaKOBKY Yepes OTBip, BKA3aHWU CTPINKOO.
e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAXEHb YNAaKOBKW.
e YNaKoBKa MiCTUTb CTEPU/IbHY TOJIKY.
e He 3HiMalouM 3aXMCHUIN KOBMNAYOK 3 FONIKM, HAAiIHO 3adiKcyliTe roNKy Ha WNPULL, NPUTUCHYBLUW FONIKY A0 HAaKOHEYHMKa Wwnpuua i
NnoBepHyBLW ii 338 FOANHHUKOBOIO CTPISIKOIO.
o (OO6eperkHO 3HIMiTb 3aXMCHUI KOBMAYOK 3 TOJIKK, He MOWKOoAMBLUM ii. [Ana 6e3ne4yHMX ronok gaa MiglKipHMX iH'eKuii: obepekHo
3HIMITb 3aMN06IXKHWI KOBMNAYOK 3 FO/IKM, HE MOLIKOAUBLUM Ti.
e  BBeaiTb piagnHy ona iH'EKUiM BHYTPILUHBOBEHHO, BHYTPILWHbLOM'A308B0, NiAWKIPHO abo BHYTPILHLOLWKIPHO BiAMNOBIAHO 40 Npoueaypu
BBEEHHA.
Y 6e3neyHnx ronkax ANA MigWKIPHUX iH'EKLIA 3aXMCHUIM MeXaHi3M aKTUBYETbCA
LUAAXOM MPOCTOr0 BBEAEHHA KiHYMKA TO/IKM, BMTATHYTOro 3 Tina naujieHTa nicna
iH'EKLT, B 3aXMCHMI KOBMAYOK ro/ikK. Mo4yyBLIM KAALAHHA, KOPUCTYBAY PO3YMIE, LLO
3aXMCHMI KOBMAYOK HafiMHO 3adiKcoBaHO Ha roui i il MoXKHa BUKopucToByBaTH be3
pU3NKY BKONOTUCA. AKLLO HeOobXigHO NepemicTUTU HaMOBHEHWW LWINPUL, A0 MicuA
BBEZEHHA, A4 3aKPWUTTA FOJIKM BMKOPUCTOBYETbCA be3dneyHa i macusBHa TexHika
NOBTOPHOro 3akpuTTA. OApasy nicna cTaHA4APTHOI Npoueaypu 3aKpuiiTe 3axMCHUM
KOBMa4yoK O4HMM i3 TaKMX cnocobis:
HaTtucHiTb BNepes oaHi€lo pyKoto, Wwob 3aKpUTH 3anobixKHMIN KOBMAYOK.
HaTuCHITE nanblem Ha 3aAHI0 YacTUHY 3anobikHoro Kosmnayka (MantoHok 1.1. -
MantoHok 1.2.) abo Ha NAOCKYy NOBEPXHIO, WO6 KOBMA4YOK [AMBUBCA [OHU3Y
(MantoHoK 2.), wob 3akpuTU rosiky i 3adikcyBaTv KoBnayok. besneyHa rosnka gna
NiAWKIPHUX iH'EKLi BNOKYETLCA NPU NOBHOMY 3aKPUTTI KiHUYMKA FO/IKKU.
LLlo6 BCTaBUTM abo BUTAITU FO/IKY, TPMMANTE TiNbKM 38 KONbOPOBY KPWLLKY TONKM
(MantoHoK 3.).

Cxema BMKOPUCTAHHA 6e3ne4Hoi ronku ans
NiALWKIPHUX iH' €KL

1.1. 12

f—

/4

TR
AL
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e [OMKM ANA NIALWKIPHMX iH'EKLIN TAKOX MOKYTb BUKOPUCTOBYBATUCA A/1A 3a60pY PiAUH | NPUrOTYBaHHA PianH/AiKapcbKUX npenaparis.
e 3 e/IeKTPOHHOI BEPCIi€H iIHCTPYKLi 3 BUKOpUCTaHHA PR.A78 MmoKHa 03HaMomuTUCA Ha canTi www.setmedikal.com.tr

LlinboBa rpyna nauieHTiB

BcTaHOBNEHUX 0OMENKEHD LLOAO rPYNM NaLiEHTIB HEMAE.
LinsoBi kopucTyBaui

MeamnyHuit nepcoHan

Onuc anCTpOII-B, nNpu3HavYeHux Ansad BUKOPUCTAHHA 3 BVIpOGOM

Bupib npuaatHUit gna BUKOPWUCTaHHA 3i 3'egHyBaYamum BignosigHo ao "EN I1SO 80369-7 3'egHyBadi manoro giametpa Ana pigvH i rasis, AKi
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTuHa 7: YacTKoBi BUMOrM A0 3'€4HYBayiB BHYTPILWHbOCYANMHHOTO abo NiALKipHOro 3acTocyBaHHA".

Moka3aHHA

CTepunbHi 04HOPA30Bi FO/IKM A/ NIALWKIPHWUX iH'E€KLIA BUKOPUCTOBYIOTLCA ANA BBEAEHHA MEAMYHUX PIAUH (NiKapcbKMX Npenapartis Towwo) B
opraHiam abo 3abopy 6iosoriyHux pianH (KpoBi ToWwo) 3 opraHiamy. BOHM TaKOX MOKYTb BUKOPUCTOBYBATUCA ANA NPUFOTYBaHHA
piavH/nikapcbKux npenaparis. TepmiH NpuAaTHOCTI BUPOBY CTaHOBMTb 5 POKiB.

I'IpOTunm(asaH HA

Wnpuum 3 ronkamu Ans NiAWKIPHUX iH'€KUiA He NOBUHHI BMKOPUCTOBYBATUCA Oinbl HiXX ANA ogHOro naujieHTa. Bupib6 moxke 6yTn
BMKOPWUCTaHUI Yy CTEPUIbHOMY CTaHi O4HOPAa30BO A/1A OAHOro naujieHTa. OunweHHs abo MOBTOpHa CTepwuisauis He AonycKaetbcs. He
npu3HayveHi 417 BUKOPUCTAHHA He 32 NPU3HaYeHHAM. [Micna BUKOPUCTaHHA YTUANI3yIiTe AK MeuYHi Bigxoau.

& MonepeaxeHHA

e He BMKOopuCTOBYITE BMPI6 3 NOWKOAKEHO abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepeBipTe KOMNIEKTHICTb YNAaKOBKM Ta BiACYTHICTb NMOLIKOAMKEHb.

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

o [lepes BUKOPUCTAHHAM NepeKoHaMTecs, WO rosika A1 NigWKipHUX iH' €KL/ He 3aKynopeHa i NOTiK KPOBi He YCKNa4HEHO.

e ina 6e3neyHMX TONIOK ANA NiAWKIPHUX iH'€KLiA: BMKOHYMTE MaHinynauii 3 ronkow Ha Bigaani Big cebe Ta iHWUX nogen,
BMKOPUCTOBYIOUM TexHiKy "oaHiei pyku". Ona 3abe3neyeHHA BMCOKOro piBHA 6e3neku nig yac akTmeaLii 3anobidKHOro Kosnayka
BMKOPUCTOBYIMTE BUK/OYHO 06/1aCTb NOAYLLIEYKM NajbLA Ha BEIMKIN WOPCTKIN TKAHMHI. AKWO pignHa 3aAMWAETbCA Ha roaui nig vac
aKTUBaL,i 3anobixKHOro KoBnayka abo nicna iH'eKuii, LLe MoXKe CNPUYUHUTU HeBeMKe PO3BPU3KYBaHHA.

e /ina 6e3neyHMxX TroNoK AAs NiAWKIPHUX iH'EKLiIN: aKTUBYITE 3aXMCHUIM MeXaHi3m ofpasy Micna BUKOPUCTAHHA, Wwo6 3anobirtm
3apakeHHto BIS1 (CHIA), renatutom B (HBV) Ta iHWMMM iHbEKLIMHMMM 3aXBOPIOBAHHAMM BHACNIAOK BUNALKOBUX YKONIB.

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

e  Bupib npu3HaYeHUI TiNbKM A8 OAHOPA3OBOr0 BUKOPWUCTAHHA, He MNiajsarae noBTOPHOMY 3aCTOCYBaHHIO, MOBTOPHiIN 0b6pobui abo
NOBTOPHIM cTepuAisau;i.

e AKWO CTepubHY YNaKOBKY PO3KPUTU i He BUKOPUCTATU OApa3y, BUHUKAE PU3UK 3aparKeHHA. AKLLO CTepU/bHICTb BUPOOY He Moxe
6yTn 36eperkeHa, He BUKOPUCTOBYWTE MOTO.

e  [lOBTOpPHE BUKOPUCTAHHA BUPOBY MOKe NPU3BECTU A0 iHOEKLN, NepexpecHoro 3apaKeHHs i cencucy.

e VY pasi BUHUKHEHHSA CepMO3HMX NOBIYHMX edeKTiB HeObXigHO NOBIAOMUTN BUPOOHMKA Ta KOMMNETEHTHUIN OPraH.

KoHdirypauii ronok gna niguwkipHux iH'ekuin

KoHaoirypauii ronok

Po3amip 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. Bnigo- CWHbO- - Pox Kpemo XKosTtun Temko- YopHu TemH dioner | OpaHx |KopuuH N Yeps Kot
Konip 3eneHun - Binun N . . 3eneHun o o- N M . Cipun N .
o cipui eBuin BUW n . " . oBUM eBbll eBuin OHUI un
n " CUHIN
1" 1 1/4ll 1l| 1|| 1 1/2/1 1 1/2)/ 5/8” 1 1/4/1 1|l 1 " 1|l 1 1/2)) 1/2!/
LOoBXUH ” ”
a ronK 11/4” 1 112" | 11/2" 1/2 2" 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2" 1/2 1" 1" 1/2”
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YMoBM 36epiraHHA

36epiraTv Npy TemnepaTypi HABKO/IMLLHbLOTO cepesoBuLa He Buwe 45°C.
3axuLLaTh Big, NPAMMX COHAYHUX MPOMEHIB | BONOrOro cepesoBumLLa.
36epiraTv, po3TalyBaBLUM KOPOOKY B HANPAMKY CTPINKMU.
Cknapatu He bBinblue n'aTr KOPoboK oAHa Ha OAHIM.
TepmiH NpMAATHOCTI NPOAYKTY CTAHOBUTL 5 poKiB.

MosicHeHHA OO BUKOPUCTOBYBAaHUX YMOBHUX NO3HAY€Hb

Sayfa No/Page No: 26 /26

KomnaHisi-BupobHuMK

Kpuxkui Bupi6, nosogntmncs
obepexHo

Jata BupobHuuTBa

Bepertu Big coHa4HOro ceiTna

LR

[aTa 3akiH4eHHSA TepMiHy NpUaaTHOCTI

36epiratn B cyxomMy MicLi

LOT

Howmep naprii

MepewmiwaTtn BEpTUKArbHO

REF

Homep 3a katanorom

BepxHs mexxa Temnepatypu (45°C)

MeanyHuin Bupi6

O6mexeHHs BonorocTi (20 - 80%)

YHikanbHun igeHTndikatop BMpoby

He BukopucToBymnTe, AKLLO YNakoBKa
MOLLKOKEHA, | 3BEPHITLCA 0
iHCTPYKLU,ii 3 BUKOPUCTaHHSA

YNOBHOBaXXEHUN NPEeACTaBHUK Y
€Bponencbkomy CrniBTOBapuUCTBI
(BenukobpuTaHis)

He BUKOpPUCTOBYBAT NOBTOPHO

CTepuni3oBaHo 3 BUKOPUCTaHHSIM
OKUCY ETUNEHY

He mictutb naTekcy

He cTepunisyBaTu NOBTOPHO

XX @

HeniporeHHun

€nuHa ctepunbHa 6ap'epHa cuctema

o
=2
<

Tinbkn ons npodeciiHoro
BMKOPWUCTaHHS

-----

€aunHa ctepunbHa 6ap'epHa cuctema
i3 3aXMCHO YNaKOBKOK 30BHi

]3]

elFU Indicator

[uB. iIHCTPYKLUitO 3 BUKOPUCTAHHSA
abo 3BEpPHITLCH A0 eNeKTPOHHOI
iHCTPYKLIT 3 BAKOPUCTaHHSA

YBara

2797

3Hak BigNOBIgHOCTI BUMOram ycix BignosigHux Qupektus €C wo[0 megnyHmx Bupoois /

€Bponencbkoro 3akoHO4aBCTBa

Howmep, 3a3HayeHnin BHU3Y, € HOMEPOM HOTU(IKOBAHOrO OpraHy

Micue Bupo6HuuTBa

AkuioHepHa KomnaHia "CeT Megikan CaHai Be Tigyapet 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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HiPODERMIK iGNE KULLANIM TALIMATI

Uriin Tipi

Hipodermik igne

14G
20G
26G

15G
21G
27G

18G 19G
23G 25G
30G

Kullanim Amaci

Sayfa No/Page No: 1 /27

Bos, steril ve tek kullanimlik paslanmaz gelikten yapilmis hipodermik igneler son kullanicilar tarafindan, hem viicut sivilari (kan, vb.), hem de
ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir. Ayrica sivi/ilag hazirligi icin de kullanilabilir. igneler éncelikle insanlarda
kullanim igindir. iki tip vardir: Biri kapakli digeri ise emniyet kapakli olarak tasarlanmistir.

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

Glvenlikli hipodermik igne uriindi ile saghk personellerinin olasi igne yaralanmalarina ve enfeksiyon risklerine kargi korunmasi amaglanmistir.

Uriin Bilesenleri

Parga Adi

Hammadde

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Koruyucu/Emniyet Kapagi

PP — Polipropilen

Ambalaj Malzemesi

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

Kullanma Talimati

€IFU Indicator

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 igneden olusmaktadir.
e ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde gevirerek siringa ve igneyi birbirine sikica

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin. Givenlikli hipodermik igneler icin, ignenin emniyet kapagini
igneye zarar vermeden dikkatlice gikarin.
e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

Giivenlikli Hipodermik igne Kullanim Gérseli

1.1,

-

O\

it

Guvenlikli hipodermik igneler icin, enjeksiyondan sonra hastanin viicudundan
¢ikarilan igne ucu guvenlikli igne kapagi icine kolaylikla yerlestirilmesi ile hipodermik
ignelerin guvenlik mekanizmasi etkinlestirilir. Kullanici bir tik sesi duydugunda,
givenlik siperinin ignenin etrafinda glvenli bir sekilde sabitlendigini anlar ve
herhangi bir igne batmasi riski olmaksizin kullanilir. Dolu siringayr uygulama
noktasina tasimak gerekirse, igneyi kapatmak icin glvenli ve pasif yeniden kapatma
teknigi kullanilir. Standart prosediiriin hemen ardindan asagidaki yontemlerden
birini kullanarak glivenlik kapagini kapatin:

Guvenlik kapagini kapatmak igin tek elle ileri dogru itin.

igneyi kapatmak ve kapagi kilitlemek icin parmaginizi giivenlik kapaginin arkasinda
(Sekil 1.1. — Sekil 1.2.) veya kapak asagiya gelecek sekilde diiz bir ylzeye (Sekil 2.)
bastirin. igne ucu tamamen kapandiginda giivenlikli hipodermik igne kilitlenir.

igneyi takmak veya ¢ikarmak icin yalnizca renkli igne kilifini tutun(Sekil 3.).
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e Hipodermik igneler; aspirasyon ve sivi/ilag hazirligi icin de kullanilabilir.
e PR.A78 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Steril tek kullanimhik hipodermik igneler, hem viicut sivilari (kan, vb.), hem de ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanihr.
Ayrica sivifilag hazirligi igin de kullanilabilir. Uriin raf 6mrii 5 yildir.

Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra rini kullanmayin.

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

e Guvenlikli hipodermik igne igin, tek el teknigi ile kendinizden ve bagkalarindan uzakta aktive ediniz. Yiksek seviyede glivenlik icin
givenlik kapagini aktive ederken yalnizca genis putirli dokudaki parmak pedi alanini kullanin. Glvenlik kapaginin aktive edilmesi
esnasinda veya enjeksiyon sonrasinda igne tzerinde sivi kalmissa az miktarda sigramaya neden olabilir.

e Guvenlikli hipodermik igne igin, kaza eseri igne batmasi sonucu HIV (AIDS), HBV (Hepatit) ve diger enfeksiyon hastaliklarinin
onlenmesine yardimci olmak igin koruyucu mekanizmayi kullanimdan hemen sonra aktive edin.

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

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

e Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, Giriinii kullanmayin..

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

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

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgii 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G

Renk SOIU.k Mavi gri Beyaz Pembe Krem Sari Koy.u Siyah Koyt.! Turuncu | Kahve Gri Kirmiz Sari
yesil yesil Mavi

. 1 11/4” 1 1 5/8” 11/4” 1 11/2” 1/2”

gne 5 114 11/2” 11/2” 1 1/2 1/2

Uzunlugu 11/2” 11/2 VD 11/2 11/2" 11/27 |11/a” 2 1/3"
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Depolama Kosullari

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

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

Kullanilan Sembollerin Agiklamasi

Uretici Firma Kirilgan. dikkatli tutun

G

Uretim Tarihi Glnes 1s1gindan uzak tutun

Son Kullanma Tarihi Kuru tutun

HELE
> 2

—
—

LOT Lot Numarasi Dikey olarak hareket ettir

REF Katalog numarasi Sicakligin st sinirn (45°C)

=<

2

),

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

n
<
=

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

UDI Benzersiz cihaz tanimlayici

Tekrar Kullanmayin

J69©

%
Q

Etilen oksit kullanilarak sterilize
edilmistir

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

Lateks icermez

Pirojenik olmayan

X

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim

@ Tekrar sterilize etmeyin

@]
=]
<

______ . Kullanim talimatina bakin veya
7 N Disinda koruyucu ambalaj bulunan tek . .
! . . . . . elektronik kullanim talimatina
S’ steril bariyer sistemi -

elFU Indicator ba§vurun

/N Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini kargilamaya

c € yonelik isaret
a7 Altta gorintilenen numara Onaylanmis Kurulugs Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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HYPODERMIC NEEDLE INSTRUCTION FOR USE

Product Type

Hypodermic Needle

14G 15G 16G
20G 21G 22G
26G 27G 29G

18G
23G
30G

19G
25G

Intended Use

Hypodermic needles made of empty, sterile and disposable stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The needles are primarily for use in
humans. There are two types: One is designed with cap and second one has safety cap.

Hypodermic needles are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

With the safety hypodermic needle product, it is aimed to protect medical personnel against possible needle injuries and infection risks.

Product Components

Component Name

Raw Material

Hypodermic Needle

Stainless Steel, SS304, PP - Polypropylene

Protective/Safety Cap

PP — Polypropylene

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 needle.

e Without removing the protective cap of the needle, firmly secure the syringe and needle together, pushing the needle toward the
syringe tip and turning it clockwise.

e Carefully remove the protective cap of the needle without damaging the needle. For safety hypodermic needles, carefully remove
the safety cap of the needle without damaging the needle.

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

procedure.

Hypodermic Safety Needle Usage Image

1.1.

- %

1.2,

—

For hypodermic safety needle, the safety mechanism of hypodermic needles is
activated by easily inserting the needle tip removed from the patient’s body after
the injection into the safety needle cap. When the user hears a click, s/he
understands that the safety guard is securely fixed around the needle and is used
without any risk of needle sticking. If it is necessary to move the filled syringe to the
point of administration, a safe and passive reclosing technique is used to close the
needle. Close the safety cap using one of the following methods immediately after
the standard procedure:

Push forward with one hand to close the safety cap.

Press your finger on the back of the safety cap(Figure 1.1. — Figure 1.2.) or on a flat
surface with the cap to look downwards (Figure 2.) to close the needle and lock the
cap.

The safety hypodermic needle is locked when the needle tip is completely closed.
To insert or remove the needle, hold only the colored needle cover (Figure 3.)
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e Incase of need, hypodermic needles can also be used for aspiration and fluid/drug preparation.
e The electronic version of PR.A78 Instruction for use is available at www.setmedikal.com.tr.

Intended Patient Population
There is no limitation for the patient population.
Intended User

Healthcare personnel

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

Hypodermic needles made of empty, sterile and single use stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The shelf life of product is 5 years.

Contraindication

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

e  For safety hypodermic needles, activate it away from yourself and others with the one-hand technique. For a high level of safety, use
only the finger pad area on the large roug tissue when activating the safety cap. If liquid remains on the needle during the activation
of the safety cap or after the injection, it may cause a small amount of splash.

e  For safety hypodermic needles, to help avoid HIV (AIDS), HBV (Hepatitis) and other infectious diseases due to accidental needlesticks,
activate the protective mechanism immediately after use.

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Pal Blue- D D Medi
Color ale ue White Pink Cream Yellow eep Black eep Orange | Brown edium Red Yellow
Green Grey Green Blue Grey
lll 1 1/41} lll 1" 5/8)1 1 1/4)1 1Il 1 1/2// 1/2//
Needle ” ” " ” ”
11/4” 11/2 11/2 1 1/2 1/2
Length 11/2” 11/2” T 11/2” 11/2” | 11/2” |11/4” 2” 1/3”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.

Keep it away from direct sunlight and moist environment.

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

Sayfa No/Page No: 6 /27

Manufacturer

-

Fragile. Handle with care

Date of manufacture

Keep away from sunlight

Use-by date

KL E
Rk

Keep dry

LOT Batch code " Move vertically
REF Catalogue number /R’ Upper limit of temperature (45°C)
80%
MD Medical device m Humidity limitation (20% — 80%)
. L e Do not use if package is damaged
upI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

§0®

Sterilized using ethylene oxide

Latex free

X

Non-pyrogenic

Single sterile barrier system

@ Do not resterilize

@]
=]
=g

Professional Use Only

-----

Q Single sterile barrier system with [:E
S’ protective packaging outside

Consult instruction for use or
consult electronic instruction for use

elFU Indicator
& Caution

Directives/European Legislation

Marking for meeting the requirements of all relevant European Medical Device

797 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



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

e SeT MeniKal

HIPODERMIK IGNE KULLANIM TALIMATI/ HYPODERMIC NEEDLE

INSTRUCTION FOR USE

Dok./Doc.No: PR.A78 Tarih/Date: 8.04.2024 Rev.No: 5

Sayfa No/Page No: 7 /27

INSTRUCCIONES DE USO DE LA AGUJA HIPODERMICA

Tipo de Producto

Aguja Hipodérmica

14G 16G 18G 19G
20G 22G 23G 25G
26G 29G 30G

Propésito del Uso

Los usuarios finales utilizan agujas hipodérmicas de acero inoxidable vacias, estériles y desechables para la inyeccién o aspiracidn tanto de
fluidos corporales (sangre, etc.), como de fluidos médicos, p.ej., medicamentos. También se puede utilizar para la preparacion de
liquidos/medicamentos. Las agujas estan destinadas principalmente a uso humano. Hay dos tipos: Uno esté disefiado con una tapa y el otro
esta disefiado con una tapa de seguridad.

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

El producto de aguja hipodérmica con seguridad tiene como propdsito proteger al personal de salud contra posibles lesiones con agujas y

riesgos de infeccidn.

Componentes del Producto

Nombre de la pieza

Materia prima

Aguja hipodérmica

Acero inoxidable, S5304, PP — Polipropileno

Tapa de seguridad/
protectora

PP — Polipropileno

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.

Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girandola en sentido horario sin quitar la tapa
protectora de la aguja.
Retire con cuidado la tapa protectora de la aguja sin dafar la aguja. Para agujas hipodérmicas de seguridad, retire con cuidado la
tapa de seguridad de la aguja sin dafarla.
Inyecte el liquido en la vena o por via intramuscular, subcutanea o intracutdnea de acuerdo con el tratamiento de aplicacion.

Imagen de uso de la aguja hipodérmica de

seguridad

11,

—

12

f—

/4

Para las agujas hipodérmicas de seguridad, el mecanismo de seguridad de las agujas
hipodérmicas se activa colocando facilmente la punta de la aguja extraida del cuerpo del
paciente en la tapa de la aguja de seguridad después de la inyeccion. Cuando el usuario
escucha un clic, sabe que el protector de seguridad esté firmemente asegurado alrededor de la
aguja y puede usarse sin riesgo de pinchazo.

Si es necesario transportar la jeringa llenada hasta el punto de aplicacién, se utiliza una técnica
de cierre pasivo y seguro para tapar la aguja. Cierre la tapa de seguridad utilizando uno de los
siguientes métodos inmediatamente después del procedimiento estandar:

Empuje hacia adelante con una mano para cerrar la tapa de seguridad.

Presione con el dedo detras de la tapa de seguridad (Figura 1.1. — Figura 1.2.) o sobre una
superficie plana con la tapa hacia abajo para cerrar la aguja y encerrar la tapa (Figura 2.). La
aguja hipodérmica de seguridad se encierra cuando la punta de la aguja estd completamente
cerrada.

Para insertar o quitar la aguja simplemente sostenga la cubierta de color de la aguja (Figura 3.).
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Las agujas hipodérmicas; también se pueden utilizar para la aspiracion y preparacion de liquidos/medicamentos.
Puede acceder a la version electrdnica de las Instrucciones de uso de PR.A78 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

No existen limitaciones establecidas para la poblacion de pacientes.

Usuarios Objetivos

Personales de salud

Descripcion del dispositivo previsto para su uso con el dispositivo

Adecuado para su uso con conectores de conexiéon “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 agujas hipodérmicas desechables estériles se utilizan para la inyeccidon o aspiracion tanto de fluidos corporales (sangre, etc.) como de
fluidos médicos p.ej., medicamentos. También se puede utilizar para la preparacion de liquidos/medicamentos. La vida util del producto es de

5 afos.

Contraindicacion

Las agujas hipodérmicas 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 reesterilizacion. No estd disefiado para usarse fuera del uso previsto especificado. Después de su uso, deseche el

producto

& Adv
[ ]

como residuo médico.
ertencias

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

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

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

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

Para obtener una aguja hipodérmica segura, activela con una técnica con una sola mano, lejos de si mismo y de los demas. Para un
alto nivel de seguridad, utilice Unicamente el drea granulada de la yema del dedo al activar la tapa de seguridad. Si queda liquido en
la aguja durante la activacion de la tapa de seguridad o después de la inyeccién, puede ocasionar una pequefia cantidad de
salpicaduras.

Para obtener una aguja hipodérmica segura, active el mecanismo de proteccién de la aguja hipodérmica inmediatamente después de
su uso para ayudar a prevenir el VIH (SIDA), el VHB (hepatitis) y otras enfermedades infecciosas debidas a un pinchazo accidental con
la aguja.

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

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

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

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

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

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color V<ler_de Gris Blanco Rosado Crema Amarillo Verde Negro Azul Naranja | Marrén Gris Rojo Amarillo

palido azulado oscuro oscuro

1
. 1" 11/4” 1" 1" 5/8” v 1" 11/2" 1/2"

1

11/2” 11/2” 11/2” 11/2” ” 11/4” 2" 1/3”

/ / 11/2” / 21 / /
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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.

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

Descripcion de los Simbolos Utilizados

Sayfa No/Page No: 9 /27

Fabricante

Fragil. Tratar con cuidado

Fecha de produccion

Mantener alejado de la luz solar

Fecha de vencimiento

Mantener seco

Cadigo de lote

—
—

Mover verticalmente

Numero de catalogo

1
L
a

Limite superior de temperatura (45 °C)

Dispositivo médico

B

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
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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
Teléfono: 0212 622 04 00
www.setmedikal.com.tr
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NOTICE D’UTILISATION DE L’AIGUILLE HYPODERMIQUE

Types de produit

Aiguille hypodermique

14G 15G 16G
20G 21G 22G
26G 27G 29G

18G 19G
23G 25G
30G

But d’utilisation

Les aiguilles hypodermiques vides, stérilisées, a usage unique, fabriquées en acier inoxydable sont utilisées par I'utilisateur final pour aspirer et
injecter dans le corps des substances telles que les médicaments, ainsi que pour prélever des échantillons liquides du corps (le sang, etc.). Elles
peuvent étre utilisées également dans la préparation des fluides/médicaments. Les aiguilles sont essentiellement destinées a |'usage chez les
hommes. Il en existe deux types : I'un avec capuchon et I'autre avec capuchon sécurisé.

Les aiguilles hypodermiques sont adaptées a |'usage avec les connecteurs de raccord luer conformes a la norme EN 1SO 80369-7.

Le risque de blessement éventuel du personnel médical par I'aiguille est évité et sa protection contre les risques d’infection est assurée grace a
I"aiguille hypodermique sécurisée.

Composants du produit

Nom de la piece

Matiere premiere

Aiguille hypodermique

Acier inoxydable, S5304, PP — Polypropylene

Capuchon protecteur /
de sécurité

PP — Polypropylene

Matériau d’emballage

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

Consignes d’utilisation

IFU Indicator

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

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

e L’emballage du produit contient I'aiguille stérilisée.

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

e Enlever attentivement le capuchon protecteur de I'aiguille sans endommager celle-ci. Pour I'aiguille hypodermique sécurisée, enlever
attentivement le capuchon de sécurité de I'aiguille sans endommager celle-ci.

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

Images montrant [utilisation de [I'aiguille

hypodermique sécurisée

1:1.

- \

12

Pour les aiguilles hypodermiques sécurisées, le mécanisme de sécurité de I'aiguille
hypothermique est activé en plagant facilement dans le capuchon de l'aiguille
sécurisée le bout de I'aiguille ressorti du corps du patient apres avoir effectué
I'injection. Lorsque I'utilisateur entend le son tic, il comprend que la barriere de
sécurité est fixée de la maniere sécurisée autour de Il'aiguille, ainsi I'aiguille est
utilisée sans risque de piqure. S'il est nécessaire de porter la seringue remplie a
I'endroit d’application, on utilise la technique de fermeture sécurisée passive pour
fermer I'aiguille. Aussitot apres la procédure en standard, fermer le capuchon de
sécurité en utilisant I'une des méthodes ci-aprés :

Pour fermer le capuchon de sécurité, le pousser vers I'avant a I'aide d’une main.
Pour fermer I'aiguille et verrouiller le capuchon, appuyer votre doigt en arriere du
capuchon de sécurité (Figure 1.1. — Figure 1.2.) ou sur une surface plane de sorte
que le capuchon soit dirigé vers le bas (Figure 2). Lorsque le bout de I'aiguille est
entierement fermé, 'aiguille hypodermique sécurisée est verrouillée (Figure 3).
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e Les aiguilles hypodermiques peuvent également étre utilisées pour I'aspiration ou la préparation des fluides/médicaments.
e Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A78, sur le site web suivant
www.setmedikal.com.tr.

Population de patients visée

Il n’y a pas de limitation fixée pour la population de patients.
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 aiguilles hypodermiques stérilisées, a usage unique sont des appareils utilisés pour I'injection ou I'aspiration des fluides médicaux tels que
les médicaments, ainsi que pour le prélevement des fluides corporels (le sang, etc.). La durée de conservation du produit est de 5 ans.

Contre-indication

L’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.

A Remarques

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

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

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

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

e Pour l'aiguille hypodermique sécurisée, procéder a I'activation au moyen de la technique une seule main, loin de vous-méme et des
autres. Pour la sécurité au niveau supérieur, n’utiliser que la surface réservée au doigt et située sur le tissu poreux pendant
I"activation du capuchon de sécurité. S'il reste du fluide sur I'aiguille pendant I'activation du capuchon de sécurité ou apres
I'injection, un peu de jaillissement peut avoir lieu.

e Pour l'aiguille hypodermique sécurisée, procéder a I'activation du mécanisme de protection aussitot aprés I'utilisation, afin d’aider a
la prévention contre les maladies HIV (SIDA), HBV (hépatite) et autres maladies infectieuses, par suite de la piqure accidentelle de
I"aiguille.

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.

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

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

Dimension 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Couleur Vert pale | Bleu gris Blanc Rose Créme Jaune Vertl Noir Bleul Orange | Chatain Gris Rouge | Jaune
foncé foncé
1" 11/4” 1" 1" 5/8” 11/4” 1" 11/2” 1/2”
Zonlg‘fe“,r 114 112" | 1172 1" 1/2" 1/2
e laiguille | 11727 | 11/2” Ve 11/2” 11/2” | 11/2 |11/4” 2" 1/3"
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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.

Explication des symboles utilisés

Stocker les produits en plagant les paquets selon le sens de la fleche.
Placer I'un sur I'autre cinq colis au plus.
La durée d’expiration du produit est de 5 ans.

Fabricant

Fragile, tenir attentivement

Date de fabrication

v e

N

Z5

Tenir écarté des rayons solaires

SIS

Date d’expiration

.
.
-
" a
-

Tenir sec

=)

LOT Numéro de lot Faire bouger en état vertical
REF Numéro de catalogue /H/ Limite supérieure de la température
9 (45°C)

Appareil médical

2

®

n
S
=

Limites d’humidité (20% - 80%)

UDI

Identifiant unique de I'appareil

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

Représentant agréé dans la
Communauté européenne (Royaume-
uUni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthyléne

96 @

7
A

Ne contient pas de latex

Ne pas stériliser a nouveau

X

Non pyrogéne

Systéeme 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

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
Tél.: 0212 622 04 00

Web : www.setmedikal.com.tr
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GEBRAUCHSANWEISUNG HYPODERMISCHE NADEL

Produkttyp

Hypodermische Nadel

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Verwendungszweck

Leere, sterile und Einweg-Injektionsnadeln aus Edelstahl werden von Endverbrauchern fiur die Injektion oder Aspiration sowohl von
Korperflussigkeiten (Blut usw.) als auch von medizinischen Flissigkeiten wie Medikamenten verwendet. Es kann auch zur Zubereitung
von Flussigkeiten/Medikamenten verwendet werden. Die Nadeln sind in erster Linie fir die Anwendung am Menschen bestimmt. Es
gibt zwei Typen: Der eine ist mit einer Abdeckung und der andere mit einer Sicherheitsabdeckung ausgestattet.

Hypodermische Nadeln sind fir die Verwendung mit Luer-Anschlussverbindern gemaR Norm EN ISO 80369-7 geeignet.

Ziel des sicheren Injektionsnadelprodukts ist es, das medizinische Personal vor moglichen Nadelverletzungen und Infektionsrisiken zu
schiitzen.

Produktkomponenten
Teilbezeichnung Rohstoff
Hypodermische Nadel Edelstahl, 5304, PP — Polypropylen
Schutz- PP — Polypropylen
/Sicherheitsabdeckung
Verpackungsmaterial Fur die Sterilisation mit EO geeignetes medizinisches Papier und transparente
Folie (Einzelverpackung)

[jE] Gebrauchsanweisung

o Offnen Sie die Verpackung, indem Sie sie an der durch das Pfeilzeichen gekennzeichneten Offnung abziehen.
o Prifen Sie visuell die Vollstandigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.
Die Produktverpackung enthdlt eine sterile Nadel.
Bevor Sie die Schutzkappe der Nadel entfernen, befestigen Sie die Spritze und die Nadel miteinander, indem Sie die Nadel in
Richtung der Spritzenspitze driicken und im Uhrzeigersinn drehen.
Entfernen Sie die Nadelschutzkappe vorsichtig, ohne die Nadel zu beschadigen. Fir hypodermische Nadeln mit Sicherheitsschutz
nehmen Sie die Abdeckung der Nadel vorsichtig ab, ohne die Nadel zu beschadigen.
Injizieren Sie die Injektionsfliissigkeit entsprechend der Anwendungsvorschrift intravends, intramuskular, subkutan oder intrakutan.

Bildnerische Darstellung der Verwendung der hypodermischen Nadel mit Sicherheitsschutz
Bei hypodermischen Nadeln mit Sicherheitsschutz wird der
1. 12 Sicherheitsmechanismus der Nadeln aktiviert, indem die vom Koérper des
o \ = Patienten entfernte Nadelspitze nach der Injektion einfach in die
Sicherheitsabdeckung der Nadel gesteckt wird. Sobald der Benutzer ein Klicken
/ hort, ist der Schutzblgel um die Nadel sicher befestigt und es ist eine sichere
Verwendung gewahrleistet, ohne Gefahr des Nadelstichs. Muss die gefiillte
Spritze zum Verabreichungsort transportiert werden, wird zum
VerschlieBen der Nadel die sichere und passive WiederverschlieRtechnik
N (! L4 angewandt. Umgehend nach dem Standardverfahren die Sicherheitsabdeckung
- mit einer der folgenden Methoden unverziiglich schlieBen: Um die
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Sicherheitsabdeckung zu schlieRen, diese mit einer Hand vorwarts schieben.
Zum SchlieRen der Nadel und zum Verriegeln der Abdeckung mit dem Finger
rlickseitig der Sicherheitsabdeckung (Abbildung 1.1 — Abbildung 1.2) oder die
Abdeckung abwarts auf eine ebene Flache (Abbildung 2.) driicken. Sobald die
Nadelspitze vollstandig verschlossen ist, ist die hypodermische Nadel mit
Sicherheitsschutz verriegelt. Fur das Aufsetzen oder das Abnehmen der Nadel
ausschlieBlich die farbige Nadelhiille halten (Abbildung 3).

e  Hypodermischen Nadeln kénnen flr die Aspiration und fir die Zubereitung von Flissigkeiten Arzneimitteln verwendet werden.

e  Die elektronische Version der PR.A78 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr

Patientenzielgruppe

Es bestehen keine Einschrankungen fiir die Patientenpopulation.

Benutzerzielgruppe
Gesundheitspersonal

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

Geeignet fir 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 Einwegnadeln werden zum Injizieren oder Absaugen von Kérperflissigkeiten (Blut usw.) oder zum Injizieren oder
zur Aspiration von medizinischen Flussigkeiten wie Arzneimitteln verwendet. Das Produkt kann auch zur Zubereitung von Flissigkeiten/
Arzneimitteln verwendet werden. Die Haltbarkeit des Produkts betragt 5 Jahre.

Kontraindikation

Hypodermische Nadeln 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 fir
einen anderen als den angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& 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.

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

. Die hypodermische Nadel mit Sicherheitsschutz mit der Ein-Hand-Technik fern von sich selbst und anderen aktivieren. Um hochste
Sicherheit zu gewahrleisten, verwenden Sie zum Aktivieren der Sicherheitsabdeckung ausschlieBlich die groRflachige, genarbte
Fingerauflageflache. Haftet wahrend der Aktivierung der Sicherheitsabdeckung oder nach der Injektion Flissigkeit auf der Nadel,
kann es zu einem leichten Spritzen kommen.

. Um HIV (AIDS), HBV (Hepatitis) und anderen Infektionskrankheiten durch versehentliches Einstechen der Nadel vorzubeugen, den
Schutzmechanismus der hypodermischen Nadel mit Sicherheitsschutz nach der Verwendung sofort gewahrleisten.

. 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 Vorfallen missen der Hersteller und die zustandige Behorde benachrichtigt werden.
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Nadelkonfigurationen
Abmessung | 14G 15G 16G 18G 196 20G 21G 22G 23G | 25G | 26G 27G 29G | 30G
Farbe Hellgriin | Blau-Grau| Weil} Rosa Creme Gelb Duraknelgr Schwarz DEIZILEI Orange | Braun Grau Rot | Gelb
1" 1 1/4/; 1" 1" 5/877 1 1/4// 1" 1 1/2” 1/2”
Nade“énge 11/4” 11/2” 11/2” 1" 1/2” 1/2”
11/2” 11/2” 11/2” 11/2” | 11/2” | 11/4” 2" 1/3”
11/2”
Lagerbedingungen
e Bei Umgebungstemperatur von max. 45 °C lagern.
e Vor direkter Sonneneinstrahlung und feuchter Umgebung schiitzen.
e Die Packung in Pfeilrichtung lagern.
e Maximal funf Kartons Gbereinander lagern.
¢ Die Haltbarkeit des Produkts betragt 5 Jahre.
Erlduterungen verwendeter Symbole
d Hersteller Zerbrechlich. Vorsichtig halten
. e : )
Produktionsdatum ZLT Vor Sonneneinstrahlung schiitzen
)
g Verfalldatum T Trocken halten
LOT Lot-Nummer ll Vertikal bewegen
REF Katalognummer /R/ Max. Lagertemperatur (45° C)
80%
MD Medical Device (Medizinprodukt) (%) Feuchtigkeitsbegrenzung (20% -
20%, 80%)
. . . e Nicht verwenden, wenn
Eindeutige Produktidentifizierun
upI 9 9 Packung beschadigt
EU-Bevollmachtigter (Vereinigtes . .
. Zum einmaligen rauch
Kénigreich um einmaligen Gebrauc
e gl | Sterilisiert mit Ethylenoxid @ .. .
e y \'/ Enthalt kein Latex
@ Nicht erneut sterilisieren % Pyrogenfrei
O Einfaches Sterilbarrieresystem B{ Only Nur fiir professionellen Gebrauch
. . . . Gebrauchsanweisung beachten
Einfaches Sterilbarrieresystem mit . 9
aulerer Schutzverpackung oder elektromsche .
----- eIFU Indicator Gebrauchsanweisung heranziehen
A Achtung
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Kennzeichnung der Erflillung der Anforderungen aller betreffenden europaischen
Medizinproduktrichtlinien / europaischen Gesetze

a7 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 —
IstanbulTelefon: 0212 622 04 00
www.setmedikal.com.tr
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AGO IPODERMICO ISTRUZIONI DI USO

Tipo Prodotto

Ago Ipodermico

14G 15G
20G 21G
26G 27G

16G
22G
29G

18G
23G
30G

19G
25G

Finalita di Uso

Aghi vuoti, sterili e monouso, prodotti in acciaio inox, vengono usati da utenti finali allo scopo di aspirazione e iniezione sia di liquidi corporei
(sangue, etc.) che di liquidi medici come farmaco. Inoltre, possono essere utilizzati anche per la preparazione di farmaci/soluzioni. Gli aghi, in
primo luogo, sono destinati all'uso umano. Ci sono due tipi: sono stati progettati uno con il cappuccio I'altro invece con il cappuccio di sicurezza.

Gli aghi ipodermici sono adatti all’'uso con connettori ad attacco luer in modo conforme allo standard EN I1SO 80369-7.

Attraverso il prodotto di ago ipodermico con protezione e finalizzato alla protezione del personale sanitario contro eventuali lesioni da ago e

rischi di infezione.

Composizioni del Prodotto

Componente

Materia Prima

Ago ipodermico

Acciaio inox, S5304, PP-Polipropilene

Cappuccio protettivo/sicurezza

PP-Polipropilene

Materiale di confezione

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

Istruzioni di Uso

CIFU Indicator

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

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

e La confezione del prodotto contiene I'ago sterile.

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

protettivo dell’ago.

e  Rimuovere attentamente il cappuccio protettivo dell’ago senza danneggiare I'ago. Per gli aghi ipodermici di sicurezza rimuovere
attentamente il cappuccio di sicurezza senza danneggiare I'ago.
. Iniettare la soluzione per via endovenosa, intramuscolare, cutanea o sottocutanea, a seconda della procedura applicata.

Immagine dell’Uso dell’Ago Ipodermico di Sicurezza

Per aghi ipodermici di sicurezza, il meccanismo di sicurezza degli aghi ipodermici si attiva

2

con l'inserimento facile della punta dell’ago rimosso dal corpo del paziente dopo
I'iniezione, nel cappuccio di sicurezza. Quando l'utente sente un click, capisce che il
dispositivo di protezione si e fissato in modo sicuro intorno all’ago e viene usato senza
alcun rischio di puntura accidentale. Se € necessario di trasportare la siringa riempita al

punto di applicazione, si utilizza la tecnica di richiusura sicura e passiva per chiudere
'ago. Appena dopo la procedura standard chiudere il cappuccio di sicurezza attraverso

- uno dei seguenti metodi:

Per chiudere il cappuccio di sicurezza spingerlo verso avanti con una mano. Premere il
vostro dito sulla parte posteriore del cappuccio di sicurezza (figura 1.1.-figura 1.2.) o su
una superficie piena (figura 2.) in modo tale che il cappuccio guardi verso il basso per

chiudere l'ago e bloccare il cappuccio. Quando la punta dellago si chiude
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completamente I'ago ipodermico di sicurezza si blocca. Mantenere solo il copriago
colorato per inserire o rimuovere I'ago (figura 3)

e Aghiipodermici possono essere utilizzati anche per I'aspirazione e per la preparazione di farmaci/soluzioni.
e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A78 sull’indirizzo www.setmedikal.com.tr.

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

Gli aghi ipodermici sterili monouso vengono usati allo scopo di aspirazione e iniezione sia di liquidi corporei (sangue, etc.) che di liquidi medici
come farmaco. Inoltre, possono essere utilizzati anche per la preparazione di farmaci/soluzioni. La vita da scaffale e di 5 anni.

Controindicazione

Gli aghi ipodermici non possono essere utilizzati su pil pazienti. Il prodotto e utilizzabile su un unico paziente in modo monouso, sterile. Non
pulire né risterilizzare. Non é stato progettato 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.

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

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

e  Attivare I'ago ipodermico di sicurezza con la tecnica di una sola mano tenendolo lontano da voi e da altri. Ai fini di massima sicurezza,
attivando il cappuccio di sicurezza utilizzare esclusivamente I'area di imbottitura sull'ampio tessuto ruvido. Durante I'attivazione del
cappuccio di sicurezza o dopo l'iniezione, ove presente il liquido sull’ago, potrebbe causare lo schizzo di poca quantita.

. Nell’'ago ipodermico di sicurezza attivare il meccanismo protettivo appena dopo I'uso al fine di prevenire malattie HIV (AIDS), HBV
(Epatite) ed altre patologie infettive derivanti dalla puntura accidentale dell’ago.

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.

. 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.

Cofigurazioni dell’ago ipodermico

Configurazioni aghi

Misure 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Colore Vere Blu grigio Bianco Rosa Crema Giallo Verde Nero Blu Arancione |Marrone| Grigio Rosso Giallo
chiaro scuro scuro
vy | » e | 1| 112" 12
Lunghezza , , 1/4 ; , ,
Ago 11/ 11/2 11/2 1 1 1/2 1/2
11/2” 11/2” 11/2” 11/2” ” 11/4” 2” 1/3”
/ / 11/2” / / 1/2 / /
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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 pil di 5 contenitori I'uno sull’altro.

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 19 /27

Azienda Produttrice

Fragile! Maneggiare con cura

Data di Produzione

\/, |
A

>

Tenere lontano dai raggi solari

LR

Data di Scadenza

Mantenere asciutto

LOT Numero Lotto " Trasportare in direzione verticale
REF Numero Catalogo /Rf L|m:te di temperatura massima
(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
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

W6 ©

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

(@]
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

2maT

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

dell’Ente Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul
Tel: 0212622 04 00

www.setmedikal.com.tr
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WHCTPYKLMA NO UCMONb30BAHUIO UM ANS NOAKOXHbIX UHBEKLUA

Tun nsgenusa

WUrna gna NnoAgKOMKHbIX MHbEKLUNIA

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Llenb ucnonb3osaHums

MycTble, cTepubHbIE O4HOPA30BbIEe UMbl A/1A NMOAKOMKHbIX MHBEKUNIA U3 HepyKaBEILWEN CTan UCMO/b3YIOTCA KOHEYHBIMW NOb30BaTENSAMU
AN UHBEKLMIN MeSULMHCKMX KUAKOCTEN (1eKapCTBEHHbIX NPenapaTos U T.M.) uan 3a6opa 6MONOTMYECKMX KUAKOCTEN M3 OpraHM3Ma (KpoBu u
T.4.). TakKe MOryT UCMO/Ib30BaTbCA A/1A MPUTOTOBJIEHUS KUAKOCTEN/NEeKapCTBEHHbIX NpenapaTos. Uribl npegHasHayeHbl B OCHOBHOM A/1f1
MCMNO/b30BaHNA B OTHOLIEHUN OpraHM3ma YenoBeKa. M3roTaBanBaloTCA B ABYX TUMAX: C KOMAYKOM U C NPeA0XPaHUTENbHBIM KONMAYKOM.

Urabl s NOAKOMKHbBIX MHBEKLMIA NPUTOAHbI AN MCNO/b30BAHUA C HAKOHEYHUKamu «Jlyep» B cooTBeTcTBMM ¢ EN ISO 80369-7.

KoHCTpyKuma 6e3onacHbiX UM 41A NMOAKOMHbIX MHbEKUMIA pa3paboTaHa ¢ obecnevyeHmem 3aLimTbl MEAULMHCKOrO NepcoHana oT BO3SMOXHbIX
YKOJIOB M PUCKOB 3aparKeHua.

KomnoHeHTbl u3genua

HasBaHue petanu CbipbeBoii maTepuan

Urna pna noaKOXHbIX MHbEKLMIA Hepskasetow,as ctanb, SS304, MMM - noamnponuneH

3alWmTHLIN/NpeaoXpaHUTENbHbIN
KONNa4yoK

Martepunan ynakoBku MegamumnHcKas bymara 1 npo3payHas NaeHKa, NpurogHas ans cTepuamsaumm
EO (eAMHMYHAsA yNaKoBKa)

MM - noannponuneH

. MHCTPYKU,VIH no ncnosfib3oBaHuUIO
e  BckpoiiTe ynaKoBKy Yepes 0TBepCTHe, yKa3zaHHOE CTPEsIKOW.
e BusyanbHO NpoBepbTE KOMMNNEKTHOCTb COAEPKMMOr0 U OTCYTCTBME NOBPEKAEHUI YNaKOBKY.
e B ynaKoBKe HaxoAuTbCs CTEPWU/IbHAA UTNa.
e He CHMMas 3aWWTHbIA KOMNAYOK C WIbl, HAJEXHO 3adUKCUPYKTe UMY Ha LWINPULE, MPUXKAB UMY K HAaKOHEYHMKY Wnpuua u
NoBepHYB ee No YacoBOW CTpesiKe.
e OCTOPOXHO CHUMMTE 3aLLUMTHBINM KONNAYOK C UrAbl, He nospeamus ee. [na 6e3onacHbiX UM ANA NOAKOMKHbIX UHBEKLMIA: OCTOPOXKHO
CHUMUTE NPefOXPaHUTENbHbIN KONMAYOoK C UMbl HE MOBPEAUB ee.
e BBeauTe XMAKOCTb ANA UHBEKLUMIA BHYTPUBEHHO, BHYTPUMBILLIEYHO, MOAKOXHO UM BHYTPUKOMKHO B COOTBETCTBMM C NpOLLEsypoit
BBEAEHUS.
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Cxema ncnonb3oBaHuA 6e3onacHoi urabl ana
NOAKOXHBIX UHbEKLUM B 6e3onacHblx Wrnax AnAa  MNOAKOXKHbBIX MHBEKLUMWA  3aALUMTHLIA  MEeXaHU3m
AKTUBMpPYETCA MyTeM MPOCTOrO BBEAEHMA KOHYMKA MI/bl, U3BJEYEHHOrO U3 Tena
nauueHTa Mnocne MHbEKUMM, B 3aLUWUTHbLIA KOAMAYOK WrAbl. YCNbIWAB LUENYOK,
11, 12 nosib3oBaTes/lb MOHMMAET, YTO 3aLUMUTHbLIA KO/MINAYOK HAZEXHO 3adpuKcMpoBaH Ha
- \ i nrne n eé MOXHO Mcno;lbsoBaTb 6e3 pucka ykonotbca. Ecam Heobxogmmo
nepemecTuTb HaMOJIHEHHbIA LWINPUL, K MeCTy BBeAeHWA, ANA 3aKpbITUA UMbl
/ Mcnonb3yetca 6e3onacHas WM MacCMBHAA TEXHWKa MOBTOPHOrO 3aKpbiTusA. Cpasy
nocne CTaHAAPTHOM Mpoueaypbl 3aKpoNTe 3aWMTHLIM KOMINAYOK OAHUM U3
cnepytoLmx cnocobos:
2 3. ~ HaxkmuTe Bnepes o4HOM PyKOW, YTOObI 3aKPbITb NPeAOXPAaHUTE/IbHBIN KOAMAYOK.
N L HakmuTe nanbLem Ha 3aHIO0 YacTb NPeAoXPaHUTENbHOTO Koanadka (PucyHok 1.1.
: - PucyHoKk 1.2.) MAM HA NAOCKYD MOBEPXHOCTb, YTOOLI KOAMAYOK CMOTpENn BHU3
(PMCYHOK 2.), 4TObbI 3aKpbITb UrY U 3adMKCMPOBATb KoAMNadvyok. besonacHaa urna
ANA NOAKOXKHBIX UHBEKL MM 6NOKMPYETCA MPU NOAHOM 3aKPbITUM KOHUYMKA UTNbI.
YT06bI BCTaBUTb WA W3BJIEYb WY, AEPXKWUTE TONbKO 33 LBETHYH KPbIWKY UMbl
e  Urnbl ONA NOAKOMHBIX MHBEKLMI TaKxe (PucyHoK 3.).
MOryT  WUcnonb3oBaTbcA  Ana  3abopa
KUAKOCTEN U NPUTOTOBNEHUA KUAKOCTEN/NEKapPCTBEHHbIX MPenapaTos.
e  C3/1eKTPOHHOM Bepcuein MHCTPYKLMUM MO NCNoAb30BaHMIO PR.A78 MOXKHO 03HaKOMUTbCA Ha caiTe www.setmedikal.com.tr

LleneBas rpynna naugmMeHToB

YCcTaHOBNEHHbIX OFpaHVILIEHVIVI B OTHOWEHWN rpynnbl NaUMEHTOB HE UMeeTCA.

LleneBble nonb3oBaTenu

MeaMUunHCKNM nepcoHan

OnucaHune yCTpOI?ICTB, npeaHa3Ha4YeHHbIX A5nd ncnosfib3oBaHuUA € usgernvem

N3penvie npuroaHo AnA UCnosb3oBaHuUA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MAIOTO AMAMETPa AS KULKOCTEN
W rasoB, UCMO/Nb3yemble B 34paBooxpaHeHMuM — Yactb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYAMUCTOMO UAU MOAKOMHOMO
npumeHeHua".

MokasaHusa

CTepunbHble OA4HOPA30OBble UMbl AAA MOAKOMHbIX MHBEKUMIA WCMONb3YITCA A8 BBEAEHUA MEAUUMHCKMX XKUAKOCTEMN (NeKapCTBEHHbIX
npenapaTos W T.M.) B OpraHu3m mau 3abopa 6MONOTMYECKUX KUAKOCTEN (KPOBM U T.4.) U3 opraHM3ama. OHM TaK»Ke MOryT UCMO/Ib30BaThCA ANA
NPUrOTOB/IEHMA XUAKOCTEN/NEKAPCTBEHHbIX NpenapaTos. CPOK rogHOCTM M34enuns cocTasaset 5 nert.

npOTM BOMnoKa3aHusA

LWnpuubl ¢ Urnamu 418 NOAKOMHbIX MHBEKUWUI He AO/KHbI MCMONb30BaTbCcA 6onee yem Ans OA4HOro naumedta. Msgenve moet 6biTb
MCMO/Ib30BAHO B CTEPWUIBHOM COCTOSIHUM OZLHOPA30BO ANA OAHOrO nauueHTa. O4YMCTKa MAM MOBTOPHAs CTEPWUIM3ALMA He gonyckaerca. He
npeAHasHayeHbl 41a MCMO/b30BaHMA He Mo HasHayeHuto. Mocie NCNONb30BaHUA YTUAUIUPYITE KaK MeANLMHCKME OTXOApbI.

& MpeaynpexaeHus

e He ucnonb3yiTte nsaenve c NOBPeXAEHHOM WM BCKPbITOW YNaKOBKOM.

Bu3yanbHO NpoBepbTe KOMMIEKTHOCTb YNaKOBKM U OTCYTCTBUE NOBPEKAEHUIA.

He ucnonb3yiiTe n3genme nocie UCTEYEHWUA CPOKA FOAHOCTU, YKA3aHHOTO HA YNaKoBKe.

Mepep, vcnonb3oBaHWeM ybeauTech, YTO Urna A/1A NOAKOMKHbIX MHBEKLMIA He 3aKyMNOopeHa U NOTOK KPOBU He 3aTPyAHEH.

e [lna 6e30nacHbiX UrA ANA NOAKOMHbIX UHBEKLWUIA: NPOM3BOAUTE MAHUMYAALMM C UINON B OTAaneHun oT ceba u apyrux nogein,
ucnonb3ya TexHuKky "ogHoi pyku". Ona obecneyeHUs BbICOKOro ypoBHA 6e30MacHOCTM NpW aKTUBAUMKM MpeaoXpaHUTeNbHOro
KOJ/IMayKa UCrnosib3yiTe TONbKO 061acTb NOAYLWEYKM NablLia Ha 60/bLLION LEepPOXoBaTOW TKaHWU. ECNM UAKOCTb OCTAETCA Ha Ure BO
BPeMsA aKTMBaLMM NPefoXPaHUTEIBHOTO KOMAYKa UM NOC/E MHBEKL MU, STO MOKET BbI3BaTb HEGO/IbLLOE pa3bpbi3ruBaHme.
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[na 6e30nacHbiX UM ANA NOAKOMHbLIX MHBEKLUMIA: aKTUBMPYWTE 3alMTHLIN MexXaHU3M Cpasy Nocie MCMNo/ib30BaHWA, YTObbI
npeaoTBpPaTUTL 3apaxkeHue BUY (CMNA), renatutom B (HBV) n gpyrumn nHdeKLMoHHbIMK 3a601€BaHUAMM B pe3yibTaTe Cy4YaHbIX
YKO/I0B.

Mocne nHbeKUMM nn 3a60pa KUAKOCTU YTUANSMPYITE U34e/Me KaK MeaULMHCKME OTXOAbI.

M3penne npepHasHayeHO TONbKO AAA OAHOKPATHOrO MCMO/Ib30BaHMA, HE MOAJENKUT MOBTOPHOMY MPUMEHEHWUIO, MOBTOPHOM
06paboTKe UM NOBTOPHOM CTEPUAM3ALIUN.

EC/iM CTepu/IbHYIO YNaKOBKY BCKPbITb M HE MCMO/Ib30BaTh CPa3y, BO3HUKAET PUCK 3apakeHus. ECM CTepUIbHOCTb U3AE/IUA He MOXKET
6bITb COXPaHEHa, HE UCMO/b3YiMTe ero.

MOBTOPHOE UCNONb30BaHUE U3LENNA MOMKET NPUBECTU K UHDEKLMAM, NEPEKPECTHOMY 3apaKeHUIO U CENCUCY.

MpyY BO3HUKHOBEHUM CePbE3HbIX NOB6OYHbIX 3GPEKTOB HEOBXOAMMO YBEAOMUTL MPOM3BOAUTENA U KOMMETEHTHbIW OpraH.

YcnoBus xpaHeHus

XpaHuUTb Npu TemnepaType oKpyKatowein cpeabl He Bbiwe 45°C.
3aWmLLaTh OT NPAMBIX COMTHEYHbIX JIyYel 1 BNAXKHOW cpeabl.
XpaHuUTb, PpacnosoXunB KOPOOKY B HaNpPaBAEHUN CTPEKM.
CknagblBaTb He 6onee NATU KOPOBOK APYr Ha Apyre.

CpoK rogHoOCTM NpoAyKTa cocTaBnseT 5 ner.

KoHdurypauum urn ansa noaKoXXHbIX MHbEKLUN

KoHdurypauum nrn

Pasmep 14G 15G 16G 18G 19G 20G 216G 226 23G 25G 26G 27G 29G 30G
BnepHo- TemHo- Temw
CuHe- . PosoBbl Kpemos . YepHbl o- OpaHx |KopuuHe . Kpac Kentbl
Liset 3eNeHbl . Benbiin . . entbin | 3eneHbl o o " Cepbliii N o
i cepbin n bin i n CUHMN eBbln Bbln HbIN n
i
lll 1 1/4" lll lll 5/8” 1 1/4// lll 1 1/2” 1/2”
OnviHa ” " " ” "
11/4” 11/2 11/2 1 1/2 1/2
urnbl 1 1/2;; 1 1/2” 1 1;2" 1 1/21; 1 1/2;; 1 1/20 1 1/4» 27 1/3”
MosicHeHUs1 K NCNOJIb3yeMbIM YCITOBHbIM 0603Ha4YeHUAM
KomnaHusa-nponssogutenbs Xpynkoe nsgenve, obpawarbes
OCTOPOXHO
[aTa nponssogcTea -_},\*‘?_'___. bepeyb OT conHeYyHoro ceeta
[Sf! | AN
g [lata ncreyeHus cpoka rogHocTu ‘T"-“ XpaHuTb B CyXOM MecTe
LOT Homep naptum |l lNepemellaTb BEpTUKANbHO
REF Homep no katanory /ﬂ/ BepxHuii npegen temnepatypbl
(45°C)
MD MepguunHckoe nsgenve ““"" OrpaHnyeHne BnaxHoctn (20 —
P 80%)
YHuKanbHbIA naeHTudmkaTop He ncnonb3ynte, ecnv ynakoBka
uUDI n3genuvsa @ noBpexaeHa, n obpaTuTech K
WHCTPYKLIMM NO UCNOJSIb30BaHUIO
YNONHOMOYEHHbIV NpeacTaBuTENb B He ucnonb3oBatb NOBTOPHO
EBponelickom coobulectse
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(BennkobputaHus)

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

e
<L

He copgepxuTt naTtekca

He cTteprnuasoBaTb NOBTOPHO

K

HenuporeHHbIn

EovHcTBEHHas cTepunbHas
OapbepHasa cuctema

B( Only

Tonbko anst npodeccrMoHanbHoOro
NCNOsb30BaHUSA

-----

EAQuHCTBEHHAs cTepurbHas
GapbepHasi cucTeMa C 3aLUMTHOM
yNaKkoBKOW CHapyXu

elFU Indicator

CM. MHCTpYKUMIO MO
Ncnonb3oBaHWO U obpaTnTech K
3NEKTPOHHOW MHCTPYKLMN MO
NCMNONb30BaHNIO

BHumaHue

T

3Hak cooTBeTCTBMA TpeboBaHMAM BCex cooTBeTCTBYOLWMX Anpektns EC no
MeaMLMHCKMM n3genuam / EBponerickoro 3aakoHoaaTenscTaa
Homep, ykasaHHbIN BHU3Y, ABASETCA HOMEPOM HOTUMMLMPOBAHHOIO OpraHa

MecTo npousBoacTBa

AKUMOHepHaa KomnaHua «CeT Meaukan CaHanu Be TugskapeT A.LL.» [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 BUKOPUCTAHHA rONOK ANs NIAWKIPHUX IH'EKUINA

Tun Bupoby

Fonka anA NigWKipHUX iH'eKLiN

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

MeTta BUKOPUCTaHHA

MOpPOXHI, CTepUNbHI OAHOPA30BI FONKM ANA NIALWKIPHUX iH'EKLIN 3 Hep)KaBitoyoi CTani BUKOPUCTOBYHOTLCA KiHLEBUMU KOPUCTYBaYamu ANA
iH'eKLiM MeaMuHUX piguH (nikapcbKMx npenapatie Towo) abo 3abopy bionoriyHMX pigMH 3 opraHismy (KpoBi Towo). TakoX MOXKYTb
BMKOPWCTOBYBATUCA A/ NPUIOTYBaHHA PiaMH/NIKAapCbKMX npenapartis. M0/IKM NpuU3HaYeHi NepesBakHO A1A BUKOPUCTAHHA Y BiAHOWEHHI A0
opraHismy n10AMHWU. BUTOTOBAAIOTLCA Y ABOX TUNAX: 3 KOBMAYKOM i 3 3aN00iXKHUM KOBMa4yKoM.

FoNKM ANA NigWKipHUX iH' €KL NpuAaTHI A8 BUKOPUCTaHHSA 3 HakoHeyHMKamu "Jlyep" BianosigHo go EN I1SO 80369-7.

KoHCTpyKLis 6e3ne4Hnx roloK ans nigwkKipHux in'ekuii po3pobnieHa i3 3abe3neyeHHAM 3aXMCTy MEANYHOTO NEPCOHasY Bif MOXKIUBUX YKONIB i
PU3UKIB 3aparkeHHs.

KomnoHeHTH BUpoby

HasBa getani CUPOBUHHUI MaTepian

Fonka Ana nipWwKipHUX iH'eKLin Hep»kasitoua ctanb, SS304, MMM - noninponineH

3axucHuii/3anobixHuii kosnauok | MMM - noninponinex

Martepian ynakoBku MeguyHuit nanip i npo3opa nAiBKa, nNpuaatHa Ans crepwnisagii EO
(oAMHMYHA ynakoBKa)

(A=) |HCprKLI,IS| 3 BUKOPUCTAHHA
e PO3KpwuiiTe yNaKoBKy Yepes OTBip, BKa3aHWI CTPiKoLO.
e  BisyanbHO nepeBipTe KOMMNIEKTHICTb BMICTy Ta BiACYTHICTb NOWKOAMKEHb YNAKOBKW.
e  YNakoBKa MiCTUTb CTEPUJIbHY TOJIKY.
e He 3HiMalOuM 3aXMCHUIN KOBMAYOK 3 FONKM, HAAIMHO 3adiKcylTe ronky Ha LWNPULL, MPUTUCHYBLUM FOIKY A0 HAaKOHEYHMKA Wnpuua i
NoBepHYBLUM ii 32 FTOAMHHUKOBOIO CTPINKOIO.
o 0Ob6epeXkHO 3HIMITb 3aXMCHUI KOBMAYOK 3 FONIKWU, HE MOLIKOAMBLUM ii. OnA H6e3nevyHnx roNok AnA NigLKipHUMX iH'eKuin: obepexHo
3HIMIiTb 3aM06IKHNI KOBNAYOK 3 TONIKM, HE NOLIKOAUBLLM Ti.
e BBegiTb pPiANHY ANA iH'EKLiN BHYTPILIHbOBEHHO, BHYTPILLHbOM'A30B0, NiAWKIPHO abo BHYTPIWHbOLWKIPHO BigNOBiAHO A0 Npouesypy
BBEAEHHA.
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Cxema BUKOPUCTaHHA 6e3neyHoi ronku ans
NiAWKIPHNX iH'eKUi Y 6e3neyHnx ronKkax AnA MiAWKIPHUX iH'EKLIN 3aXMCHUI MeXaHi3M aKTUBYETbCA
LIAAXOM MPOCTOr0 BBEAEHHA KiHYMKA FOJIKM, BUTATHYTOro 3 Tina naujieHTa nicaa
iH'€KLT, B 3aXMCHMIA KOBMNAYOK ro/ikn. MoyyBLIM KAaLaHHA, KOPUCTYBaY PO3YMIE, LLO
11. 12. 3aXMCHMI KOBMAYOK HagiMHO 3adikcoBaHO Ha ro/iyi i il MoXKHa BUKopucToByBaTH be3
o \ P PU3NKY BKONOTUCA. AKLWO HeOobXigHO NepemicTUTM HaMOBHEHWW LWNPpUL A0 MicuA
BBEAEHHA, A4 3aKPWUTTA FOJIKU BUKOPUCTOBYETbCA Ge3sneyHa i macuBHa TexHika
/ NOBTOPHOro 3aKkpuTTa. OApasy nicns cTaHAAPTHOI Npoueaypu 3aKpuinTe 3axXMcHUM
KOBMa4yoK OA4HMM i3 TaKMX cnocobis:
HaTucHiTb BNepes oAHi€lo pyKoto, Wo6 3aKpUTH 3an0bixKHMIN KOBMAYOK.
2 3. ~ HaTucHiTL nanbuem Ha 3afHIO YacTUHY 3anobixkHoro Kosnayka (MantoHok 1.1. -
N N, MantoHok 1.2.) abo Ha NNOCKY NOBEPXHI, W06 KOBMAYOK AMBMBCA AOHM3Y
(MantoHoK 2.), wob 3akpuTU roniky i 3adikcyBaTM KoBnayok. besneyHa roska gna
NiAWKIPHAUX iH'EKLLi BNOKYETLCA NPU NOBHOMY 3aKPUTTI KiHUMKA FO/IKMU.
o6 BCTaBMTM abo BUTAITW FOJIKY, TPMMAITE TiNbKU 33 KONbOPOBY KPULLKY TONKM
(MantoHok 3.).

)

A

e T[ONKM ANA NiALWKIPHMX iH'EKLIN TAKOX MOKYTb BUKOPUCTOBYBATUCA A/1A 3a60PY PiAUH | NPUrOTYBaHHA PianH/AiKapcbKUX npenaparis.
e 3 e/IeKTPOHHOIO BEPCi€l IHCTPYKL,i 3 BUKOpUCTaHHA PR.A78 MosKHa 03HaMomuTUCA Ha canTi www.setmedikal.com.tr

LlinboBa rpyna nauieHTiB

BcTaHOBAEHMX 0OMEXKEHD LWLOAO rPYNK NaLieHTIB HEMAE.
LinboBi kopucTyBaui

MeauyHuit nepcoHan

Onuc HpMCTpOII-B, nNpu3HavYyeHux Ansad BUKOPUCTAaHHA 3 BVIpO6OM

Bupib npuaaTHUIN ona BUKOPWUCTaHHA 3i 3'egHyBaYamum BignosigHo fo "EN I1SO 80369-7 3'egHyBadi manoro giametpa Ana pigvH i rasis, AKi
BMKOPWCTOBYHOTBHCA B OXOPOHIi 340p0B's - YacTnHa 7: YacTkosi BUMOIM [0 3'€QHYBaYiB BHYTPILLHbOCYAMHHOrO abo MifLWwKipHOro 3actocyBaHHA".

Moka3aHHA

CTepunbHi 0AHOPA30Bi FO/IKM A/ NIALKIPHWUX iH'EKLIA BUKOPUCTOBYIOTLCA ANA BBEAEHHA MEAMYHUX PIAUH (NiKapcbKUX npenapartis Tolwo) B
opraHiam abo 3abopy 6ionoriyHMX piguMH (KpPoBi TowWo) 3 oOpraHi3my. BOHM TaKOM MOMKYTb BMKOPUCTOBYBATUCA AO1A MNPUIOTYBaHHA
pigyH/nikapcbknx npenapartis. TepmiH NPUAATHOCTI BUPOBY CTaHOBUTbL 5 POKIB.

MpoTunokasaHHA

Wnpuuy 3 ronkamu AnA NiAWKIPHMX iH'EKUiA He MOBWMHHI BMKOPUCTOBYBATUCA biNbll HiXX ANA OA4HOrO naujieHTa. Bupib moxke 6ytn
BMKOPUCTAHUIN Y CTEPUNbHOMY CTaHi OA4HOPA30BO ANSA OAHOrO naujieHTa. OunweHHs abo MOBTOPHA CTepuAi3aLia He AOoMnycKaeTbcA. He
npu3HayveHi 417 BUKOPUCTAHHA He 3@ NPU3HAYeHHAM. MMicnA BUKOPUCTAHHA YTUANI3yIiTe AK MeguyHi Bigxoam.

& MonepenxeHHsA

e He BMKopucTOBYITE BMPIO 3 NOLWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  Bi3syanbHO nepeBipTe KOMMNNEKTHICTb YNAKOBKM Ta BiACYTHICTb NOLWKOAMKEHb.

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

o [lepep BUKOPUCTAHHAM NepeKoHanTecs, Wo ro/ika Ana NigwKipHMX iH'EKLi He 3aKynopeHa i NOTiK KPOBi He YCKNagHEHO.

e [Ina 6e3neyHMX TONIOK ANA NiAWKIPHUX iH'€KUiA: BMKOHYMTE MaHinynauii 3 ronkow Ha Bigaani Big, cebe Ta iHWMX nogen,
BMKOPUCTOBYOUM TexHiKy "ogHiei pyku". Ona 3abesneyeHHs BUCOKOro piBHA 6e3neKku Mmig, yac akTMBaLii 3anobixKHOro Kosnayka
BMKOPUCTOBYIMTE BUK/IOYHO 06/1aCTb NOAYLLIEYKM NajblA Ha BEMKIN WOPCTKIN TKaHMHI. AKWO pignHa 3a/MWAETbCA Ha roaui nig vac
aKTMBALT 3an06ixKHOro KoBNayka abo nicna iH'eKkLii, LLe MOXKe CMPUYUHUTM HeBeIMKe PO3BPU3KYBaHHSA.

e [ina 6e3neyHuxX TroNoK AAs NiAWKIPHUX iH'EKLiIN: aKTUBYMTE 3aXMCHUIM MeXaHi3m ofpasy MiCNA BUKOPUCTAHHA, wo6 3anobirtm
3apaxeHHto BIJ1 (CHIA), renatutom B (HBV) Ta iHWMMMK iHOEKLIMHMMM 3aXBOPHOBAHHAMM BHACNIAOK BUNAAKOBMX YKONIB.

e [licna iH'ekuii abo 3abopy pianHM yTUAI3yiTe BUPIb AK MeauyHi Bigxoau.
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e  Bupib npusHauyeHW TiNbKWM 1A O4HOPA30BOr0 BMKOPUCTAHHSA, He MNiANArae NOBTOPHOMY 3aCTOCYBAHHIO, NOBTOPHIM 06pobui abo
NOBTOPHIl cTepuAisau;i.

o AKWO CTepubHY YNaKOBKY PO3KPUTU i HE BUKOPUCTATU OApa3y, BUHMKAE PU3UK 3aparkeHHA. AKLLO CTEPU/IbHICTL BUPOBY He Moxe
6yTn 36eperkeHa, He BUKOPUCTOBYITE MOrO.

e [loBTOpPHE BUKOPUCTaHHA BUPOBY MOKe NPU3BECTU A0 iHOEKLLN, NepexpecHOro 3apaxKeHHs i cencucy.

e VY pasi BUHUKHEHHA CEPMO3HMX NOBIYHMX edeKTiB HeObXigHO NOBIAOMUTN BUPOOHMKA Ta KOMNETEHTHUIN OpraH.

YmoBwu 36epiraHHA

e  3b6epiraTv Npy TemnepaTypi HABKOJIMLLHbLOIO cepeoBuLLa He Bule 45°C.
e 3axuwaTH Big NPAMMUX COHAYHMUX NPOMEHIB | BOIOrOro cepeaoBumLLa.

e  36epiraTi, po3TawyBaBLUM KOPOBKY B HANPAMKY CTPINKMU.

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

e  TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTL 5 poOKiB.

KoHdirypauii ronok ona nigwkipHux iH'ekuin

KoHoirypauii ronok

Poamip 14G 15G 16G 18G 196G 20G 21G 226 | 236 | 25G 26G 27G 29G | 306G
Konip Brido- CuHbO- - Poxkesn | Kpemos . Temrio- . Temw Momapa |KopuuHe N Yeps osTun
3eNeHn L binnn . . KosTtuin 3eN1eHn YopHun o- " o Cipuin . o
" Cipun n 4% o Lo HYyeBUn BUn OHUKN n
un n CUHIN
[oBxuHa 1" 11/4” 1" 1 5/8” 11/4” 1 11/2” 172
roNKu 114 11/2” 11/2” 1 1/2” 1/2”
112" | 112" = ik 12" 11/2" | 11/2" |14 2 1/3”
MosicHeHHs1 O BUKOPUCTOBYBaHMX YMOBHUX NO3Ha4YeHb
KomnaHis-BMpoOHUK Kpuxkuin Bupi6, noBoamntmcs
d obepexHo
\II . .
[ata BupobHuuTBa e Bepertu Big coHsYHOrO CBiTNa
[1”_' ] | AN
g [laTa 3aKkiH4eHHs TepMiHy NpUOATHOCTI Th 36epiratn B cyxomy MicLi
LOT Howmep naprtil |I MepemiwaTtn BEpTUKANbHO
REF Homep 3a kaTtanorom /ﬂ/ BepxHsi mexa Temnepatypu (45°C)
MD MegunyHuin Bupi6 ”’"" ObmexeHHst BonorocTi (20 - 80%)
20% —
YHikanbHUn igeHTndikatop BUpoby He BukopucToBymnTe, AKLLO YNakoBKa
UDI MOLLKOKEHA, | 3BEPHITbCA 0

iHCTPYKLUIiT 3 BAKOPUCTaHHSA

YNOBHOBaXeHUA NPEACTaBHUK Y ® He BrKopuCTOBYBaTM MOBTOPHO
\'I

€Bponencbkomy CrniBTOBapuUCTBI
(BenukobpuTaHis)

CTepunizoBaHO 3 BUKOPUCTAHHAM
OKWCY ETUNEHY

He cTepunisyBaTu NOBTOPHO

He micTntb natekcy

[N}
lu

HeniporeHHun

®]
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O €aunHa ctepunsHa 6ap'epHa cuctema B( Tinbkn ons npodeciiHoro
Only | gykopucramhs
emaeg €auHa ctepunbHa bap'epHa cuctema [uB. iIHCTPYKLUIitO 3 BUKOPUCTAHHSA
O i3 3aXMCHOIO YMaKOBKOK 30BHi abo 3BepHITLCA OO ENEKTPOHHOI
----- oIFU Indicator iHCTPYKLIi 3 BUKOPUCTaHHS
C YBara

3Hak BigNoBIigHOCTI BUMOram ycix BignosigHux Qupektus €C won0 megnyHmx Bupoois /
€BpoNencbkoro 3akoHo4aBCcTBa

a7 Homep, 3a3HavyeHnin BHU3Y, € HOMEPOM HOTUIKOBAHOIO 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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Uriin Tipi

Hipodermik igne

14G 15G 16G
20G 21G 22G
26G 27G 29G

18G 19G
23G 25G
30G

Kullanim Amaci

Sayfa No/Page No: 1 /6

Bos, steril ve tek kullanimlik paslanmaz gelikten yapilmis hipodermik igneler son kullanicilar tarafindan, hem vicut sivilari (kan, vb.), hem de
ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu icin kullanilir. Ayrica sivi/ilag hazirligi icin de kullanilabilir. igneler dncelikle insanlarda
kullanim igindir. iki tip vardir: Biri kapakli digeri ise emniyet kapakli olarak tasarlanmistir.

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

Glvenlikli hipodermik igne uriindi ile saghk personellerinin olasi igne yaralanmalarina ve enfeksiyon risklerine kargi korunmasi amaglanmistir.

Uriin Bilesenleri

Parga Adi

Hammadde

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Koruyucu/Emniyet Kapagi

PP — Polipropilen

Ambalaj Malzemesi

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

Kullanma Talimati

€IFU Indicator

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

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin. Giivenlikli hipodermik igneler icin, ignenin emniyet kapagini
igneye zarar vermeden dikkatlice gikarin.
e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

Giivenlikli Hipodermik igne Kullanim Gorseli

3:1.

- %

1.2.

(—

Guvenlikli hipodermik igneler icin, enjeksiyondan sonra hastanin viicudundan
¢ikarilan igne ucu guvenlikli igne kapagi icine kolaylikla yerlestirilmesi ile hipodermik
ignelerin guvenlik mekanizmasi etkinlestirilir. Kullanici bir tik sesi duydugunda,
givenlik siperinin ignenin etrafinda glvenli bir sekilde sabitlendigini anlar ve
herhangi bir igne batmasi riski olmaksizin kullanilir. Dolu siringayr uygulama
noktasina tagimak gerekirse, igneyi kapatmak igin glvenli ve pasif yeniden kapatma
teknigi kullanilir. Standart prosediiriin hemen ardindan asagidaki yontemlerden
birini kullanarak glivenlik kapagini kapatin:

Guvenlik kapagini kapatmak igin tek elle ileri dogru itin.

igneyi kapatmak ve kapagi kilitlemek icin parmaginizi giivenlik kapaginin arkasinda
(Sekil 1.1. — Sekil 1.2.) veya kapak asagiya gelecek sekilde diiz bir ylzeye (Sekil 2.)
bastirin. igne ucu tamamen kapandiginda giivenlikli hipodermik igne kilitlenir.

igneyi takmak veya ¢ikarmak igin yalnizca renkli igne kilifini tutun(Sekil 3.).

e  Hipodermik igneler; aspirasyon ve sivifilag hazirligi i¢in de kullanilabilir.
e PR.A78 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.
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Hedeflenen Hasta Popiilasyonu

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 ¢capli baglanti elemanlari — B6liim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektérleri ile kullanima uygundur.

Endikasyon

Steril tek kullanimlik hipodermik igneler, hem vicut sivilari (kan, vb.), hem de ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir.
Ayrica sivi/ilag hazirhgi icin de kullanilabilir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

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

e Guvenlikli hipodermik igne igin, tek el teknigi ile kendinizden ve bagkalarindan uzakta aktive ediniz. Yiksek seviyede glvenlik icin
givenlik kapagini aktive ederken yalnizca genis putirli dokudaki parmak pedi alanini kullanin. Glvenlik kapaginin aktive edilmesi
esnasinda veya enjeksiyon sonrasinda igne lzerinde sivi kalmissa az miktarda sigramaya neden olabilir.

e Guvenlikli hipodermik igne igin, kaza eseri igne batmasi sonucu HIV (AIDS), HBV (Hepatit) ve diger enfeksiyon hastaliklarinin
onlenmesine yardimci olmak igin koruyucu mekanizmayi kullanimdan hemen sonra aktive edin.

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 kullaniimasi enfeksiyonlara, capraz kontaminasyona ve sepsise neden olabilir.

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

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgi 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G

Renk SOIU.k Mavi gri Beyaz Pembe Krem Sari Koy.u Siyah Koyt,! Turuncu | Kahve Gri Kirmiz Sari
yesil yesil Mavi

. 1 11/4” 1 1 5/8” 11/4” 1 11/2” 1/2”

gne 5 114 11/2 11/2 1 1/2" 12"

Uzunlugu 11/2” 11/2 VD 11/2 11/2" 11/27 |11/a” 2 1/3"

Depolama Kosullari

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

e Dogrudan gilines 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

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

Tekrar Kullanmayin

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

Etilen oksit kullanilarak sterilize

edilmistir Lateks icermez

XK@,

Pirojenik olmayan

@ Tekrar sterilize etmeyin

Tekli steril bariyer sistemi

@]
=]
<

Yalnizca Profesyonel Kullanim

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

& Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya

c € yonelik isaret
Altta goriintiilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Product Type

Hypodermic Needle

14G
20G
26G

15G
21G
27G

18G
23G
30G

19G
25G

Intended Use

Sayfa No/Page No: 4 /6

Hypodermic needles made of empty, sterile and disposable stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The needles are primarily for use in

humans. There are two types: One is designed with cap and second one has safety cap.

Hypodermic needles are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

With the safety hypodermic needle product, it is aimed to protect medical personnel against possible needle injuries and infection risks.

Product Components

Component Name

Raw Material

Hypodermic Needle

Stainless Steel, SS304, PP - Polypropylene

Protective/Safety Cap

PP — Polypropylene

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.

e The product packaging consists of a sterile needle.

e Without removing the protective cap of the needle, firmly secure the syringe and needle together, pushing the needle toward the
syringe tip and turning it clockwise.

e Carefully remove the protective cap of the needle without damaging the needle. For safety hypodermic needles, carefully remove
the safety cap of the needle without damaging the needle.

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

procedure.

Hypodermic Safety Needle Usage Image
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For hypodermic safety needle, the safety mechanism of hypodermic needles is
activated by easily inserting the needle tip removed from the patient’s body after
the injection into the safety needle cap. When the user hears a click, s/he
understands that the safety guard is securely fixed around the needle and is used
without any risk of needle sticking. If it is necessary to move the filled syringe to the
point of administration, a safe and passive reclosing technique is used to close the
needle. Close the safety cap using one of the following methods immediately after
the standard procedure:

Push forward with one hand to close the safety cap.

Press your finger on the back of the safety cap(Figure 1.1. — Figure 1.2.) or on a flat
surface with the cap to look downwards (Figure 2.) to close the needle and lock the
cap.

The safety hypodermic needle is locked when the needle tip is completely closed.
To insert or remove the needle, hold only the colored needle cover (Figure 3.)

e Incase of need, hypodermic needles can also be used for aspiration and fluid/drug preparation.
e  The electronic version of PR.A78 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

Hypodermic needles made of empty, sterile and single use stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The shelf life of product is 5 years.

Contraindication

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

e For safety hypodermic needles, activate it away from yourself and others with the one-hand technique. For a high level of safety, use
only the finger pad area on the large roug tissue when activating the safety cap.

e  For safety hypodermic needles, to help avoid HIV (AIDS), HBV (Hepatitis) and other infectious diseases due to accidental needlesticks,
activate the protective mechanism immediately after use.

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. If liquid remains on the needle during the activation of the safety cap or after the injection, it may cause a
small amount of splash.

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1 11/4” 1 1 5/8” 11/4” 1 11/2" 1/2"
Needle ” ” " ” ”
11/4” 11/2 11/2 1 1/2 1/2
Length 1120 | 112 = vk 1/2” 112”7 | 11/2” |11/4” 2 1/3”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.

Keep it away from direct sunlight and moist environment.

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
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Manufacturer I

Fragile. Handle with care

Date of manufacture

Keep away from sunlight

SIH 1
o

Use-by date T:

Keep dry

LOT Batch code " Move vertically
REF Catalogue number /ﬂ/ 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

T

Sterilized using ethylene oxide

Latex free

X

Non-pyrogenic

@ Do not resterilize

Single sterile barrier system

@]
=]
=g

Professional Use Only

-----

O Single sterile barrier system with [:E
e protective packaging outside

Consult instruction for use or

consult electronic instruction for use

elFU Indicator
& Caution

Directives/European Legislation

Marking for meeting the requirements of all relevant European Medical Device

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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Uriin Tipi

Hipodermik igne

14G
20G
26G

15G 16G
21G 22G
27G 29G

18G 19G
23G 25G
30G

Kullanim Amaci

Sayfa No/Page No: 1 /5

Bos, steril ve tek kullanimlik paslanmaz gelikten yapilmis hipodermik igneler son kullanicilar tarafindan, hem vicut sivilari (kan, vb.), hem de
ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu icin kullanilir. Ayrica sivi/ilag hazirligi icin de kullanilabilir. igneler dncelikle insanlarda
kullanim igindir. iki tip vardir: Biri kapakli digeri ise emniyet kapakli olarak tasarlanmistir.

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

Glvenlikli hipodermik igne uriindi ile saghk personellerinin olasi igne yaralanmalarina ve enfeksiyon risklerine kargi korunmasi amaglanmistir.

Uriin Bilesenleri

Parga Adi

Hammadde

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Koruyucu/Emniyet Kapagi

PP — Polipropilen

Ambalaj Malzemesi

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

[:E Kullanma Talimati

©

TFU Indicator

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gorsel olarak kontrol ediniz
Uriin ambalaji steril igneden olusmaktadir.
ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde gevirerek siringa ve igneyi birbirine sikica

sabitleyin.

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice gikarin. Giivenlikli hipodermik igneler icin, ignenin emniyet kapagini
igneye zarar vermeden dikkatlice gikarin.
Enjekte edilecek siviyl uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

Giivenlikli Hipodermik igne Kullanim Gorseli

3:1.

- %

1.2.

(—

Guvenlikli hipodermik igneler icin, enjeksiyondan sonra hastanin viicudundan
¢ikarilan igne ucu guvenlikli igne kapagi icine kolaylikla yerlestirilmesi ile hipodermik
ignelerin guvenlik mekanizmasi etkinlestirilir. Kullanici bir tik sesi duydugunda,
givenlik siperinin ignenin etrafinda glvenli bir sekilde sabitlendigini anlar ve
herhangi bir igne batmasi riski olmaksizin kullanilir. Dolu siringayr uygulama
noktasina tagimak gerekirse, igneyi kapatmak igin glvenli ve pasif yeniden kapatma
teknigi kullanilir. Standart prosediiriin hemen ardindan asagidaki yontemlerden
birini kullanarak glivenlik kapagini kapatin:

Guvenlik kapagini kapatmak igin tek elle ileri dogru itin.

igneyi kapatmak ve kapagi kilitlemek icin parmaginizi giivenlik kapaginin arkasinda
(Sekil 1.1. — Sekil 1.2.) veya kapak asagiya gelecek sekilde diiz bir ylzeye (Sekil 2.)
bastirin. igne ucu tamamen kapandiginda giivenlikli hipodermik igne kilitlenir.

igneyi takmak veya ¢ikarmak igin yalnizca renkli igne kilifini tutun(Sekil 3.).

Hipodermik igneler; aspirasyon ve sivi/ilag hazirligi i¢in de kullanilabilir.
PR.A78 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.
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Hedeflenen Hasta Popiilasyonu

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 ¢capli baglanti elemanlari — B6liim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektérleri ile kullanima uygundur.

Endikasyon

Steril tek kullanimlik hipodermik igneler, hem vicut sivilari (kan, vb.), hem de ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir.
Ayrica sivi/ilag hazirhgi icin de kullanilabilir. Uriin raf dmrii 5 yildir.

Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

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

e Guvenlikli hipodermik igne igin, tek el teknigi ile kendinizden ve bagkalarindan uzakta aktive ediniz. Yiksek seviyede glvenlik icin
givenlik kapagini aktive ederken yalnizca genis putirli dokudaki parmak pedi alanini kullanin. Glvenlik kapaginin aktive edilmesi
esnasinda veya enjeksiyon sonrasinda igne lzerinde sivi kalmissa az miktarda sigramaya neden olabilir.

e Guvenlikli hipodermik igne igin, kaza eseri igne batmasi sonucu HIV (AIDS), HBV (Hepatit) ve diger enfeksiyon hastaliklarinin
onlenmesine yardimci olmak igin koruyucu mekanizmayi kullanimdan hemen sonra aktive edin.

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 kullaniimasi enfeksiyonlara, capraz kontaminasyona ve sepsise neden olabilir.

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

Depolama Kosullari

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.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Product Type

Hypodermic Needle

14G 15G 16G
21G 22G
26G 27G 29G

18G
23G
30G

19G 20G
25G

Intended Use

Sayfa No/Page No: 3 /5

Hypodermic needles made of empty, sterile and disposable stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The needles are primarily for use in
humans. There are two types: One is designed with cap and second one has safety cap.

Hypodermic needles are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

With the safety hypodermic needle product, it is aimed to protect medical personnel against possible needle injuries and infection risks.

Product Components

Component Name

Raw Material

Hypodermic Needle

Stainless Steel, SS304, PP - Polypropylene

Protective/Safety Cap

PP — Polypropylene

Packing Material

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

Instruction for Use

CIFU 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 needle.

e Without removing the protective cap of the needle, firmly secure the syringe and needle together, pushing the needle toward the
syringe tip and turning it clockwise.

e Carefully remove the protective cap of the needle without damaging the needle. For safety hypodermic needles, carefully remove
the safety cap of the needle without damaging the needle.

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

procedure.

Hypodermic Safety Needle Usage Image
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For hypodermic safety needle, the safety mechanism of hypodermic needles is
activated by easily inserting the needle tip removed from the patient’s body after
the injection into the safety needle cap. When the user hears a click, s/he
understands that the safety guard is securely fixed around the needle and is used
without any risk of needle sticking. If it is necessary to move the filled syringe to the
point of administration, a safe and passive reclosing technique is used to close the
needle. Close the safety cap using one of the following methods immediately after
the standard procedure:

Push forward with one hand to close the safety cap.

Press your finger on the back of the safety cap(Figure 1.1. — Figure 1.2.) or on a flat
surface with the cap to look downwards (Figure 2.) to close the needle and lock the
cap.

The safety hypodermic needle is locked when the needle tip is completely closed.
To insert or remove the needle, hold only the colored needle cover (Figure 3.)

e Incase of need, hypodermic needles can also be used for aspiration and fluid/drug preparation.
e  The electronic version of PR.A78 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

Hypodermic needles made of empty, sterile and single use stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The shelf life of product is 5 years.

Contraindication

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

e For safety hypodermic needles, activate it away from yourself and others with the one-hand technique. For a high level of safety, use
only the finger pad area on the large roug tissue when activating the safety cap.

e  For safety hypodermic needles, to help avoid HIV (AIDS), HBV (Hepatitis) and other infectious diseases due to accidental needlesticks,
activate the protective mechanism immediately after use.

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. If liquid remains on the needle during the activation of the safety cap or after the injection, it may cause a
small amount of splash.

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1 11/4” 1 1 5/8” 11/4” 1 11/2" 1/2"
Needle ” ” " ” ”
11/4” 11/2 11/2 1 1/2 1/2
Length 1120 | 112 = vk 1/2” 112”7 | 11/2” |11/4” 2 1/3”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.

Keep it away from direct sunlight and moist environment.

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

Sayfa No/Page No: 5 /5

Manufacturer I

Fragile. Handle with care

Date of manufacture

Keep away from sunlight

SIH 1
o

Use-by date T:

Keep dry

LOT Batch code " Move vertically
REF Catalogue number /ﬂ/ 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

T

Sterilized using ethylene oxide

Latex free

X

Non-pyrogenic

@ Do not resterilize

Single sterile barrier system

@]
=]
=g

Professional Use Only

-----

O Single sterile barrier system with [:E
e protective packaging outside

Consult instruction for use or

consult electronic instruction for use

elFU Indicator
& Caution

Directives/European Legislation

Marking for meeting the requirements of all relevant European Medical Device

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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Uriin Tipi

Hipodermik igne

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Kullanim Amaci

Bos, steril ve tek kullanimlik paslanmaz gelikten yapilmis hipodermik igneler son kullanicilar tarafindan, hem vicut sivilari (kan, vb.), hem de
ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir. Ayrica sivi/ilag hazirhgi igin de kullanilabilir. igneler dncelikle insanlarda
kullanim igindir. iki tip vardir: Biri kapakli digeri ise emniyet kapakli olarak tasarlanmstir.

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

Guvenlikli hipodermik igne Grinu ile saglik personellerinin olasi igne yaralanmalarina ve enfeksiyon risklerine karsi korunmasi amaglanmistir.

Uriin Bilesenleri

Parga Adi Hammadde

Hipodermik igne Paslanmaz Celik, $$304, PP — Polipropilen

Koruyucu/Emniyet Kapag PP — Polipropilen

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

I:E Kullanma Talimati

e  Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji steril igneden olusmaktadir.

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

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin. Givenlikli hipodermik igneler icin, ignenin emniyet kapagini
igneye zarar vermeden dikkatlice gikarin.

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

Giivenlikli Hipodermik igne Kullanim Gorseli

Guvenlikli hipodermik igneler icin, enjeksiyondan sonra hastanin viicudundan
¢ikarilan igne ucu guvenlikli igne kapagi icine kolaylikla yerlestirilmesi ile hipodermik
ignelerin guvenlik mekanizmasi etkinlestirilir. Kullanici bir tik sesi duydugunda,

11, 12

o \ - givenlik siperinin ignenin etrafinda glvenli bir sekilde sabitlendigini anlar ve
herhangi bir igne batmasi riski olmaksizin kullanilir. Dolu siringayr uygulama
/ noktasina tasimak gerekirse, igneyi kapatmak icin glvenli ve pasif yeniden kapatma

teknigi kullanilir. Standart prosediiriin hemen ardindan asagidaki yontemlerden
birini kullanarak glivenlik kapagini kapatin:

2 3. - Glvenlik kapagini kapatmak igin tek elle ileri dogru itin.

7 igneyi kapatmak ve kapagi kilitlemek icin parmaginizi giivenlik kapaginin arkasinda
“ (Sekil 1.1. — Sekil 1.2.) veya kapak asagiya gelecek sekilde diiz bir ylzeye (Sekil 2.)
bastirin. igne ucu tamamen kapandiginda giivenlikli hipodermik igne kilitlenir.

igneyi takmak veya gikarmak icin yalnizca renkli igne kilifini tutun(Sekil 3.).

e Hipodermik igneler; aspirasyon ve sivi/ilag hazirligi icin de kullanilabilir.

PR.A78 Rev. 2, 01.11.2022
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Hedeflenen Hasta Popiilasyonu

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 ¢capli baglanti elemanlari — B6liim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Steril tek kullanimhk hipodermik igneler, hem vicut sivilari (kan, vb.), hem de ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir.
Ayrica sivifilag hazirhigi igin de kullanilabilir. Uriin raf 6mrii 5 yildir.

Kontrendikasyon

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

e Gilvenlikli hipodermik igne igin, tek el teknigi ile kendinizden ve baskalarindan uzakta aktive ediniz. Yiksek seviyede gilivenlik igin
guvenlik kapagini aktive ederken yalnizca genis pitirli dokudaki parmak pedi alanini kullanin. Glvenlik kapaginin aktive edilmesi
esnasinda veya enjeksiyon sonrasinda igne lzerinde sivi kalmissa az miktarda sigramaya neden olabilir.

e Guvenlikli hipodermik igne igin, kaza eseri igne batmasi sonucu HIV (AIDS), HBV (Hepatit) ve diger enfeksiyon hastaliklarinin
onlenmesine yardimci olmak igin koruyucu mekanizmayi kullanimdan hemen sonra aktive edin.

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, ¢apraz kontaminasyona ve sepsise neden olabilir.

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

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.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Product Type

HIPODERMIK iGNE KULLANIM TALIMATV/

HYPODERMIC NEEDLE INSTRUCTION FOR USE

Hypodermic Needle

14G 15G 16G
20G 21G 22G
26G 27G 29G

18G 19G
23G 25G
30G

Intended Use

Hypodermic needles made of empty, sterile and disposable stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The needles are primarily for use in
humans. There are two types: One is designed with cap and second one has safety cap.

Hypodermic needles are suitable for use with luer tip connection connectors in accordance with EN ISO 80369-7.

With the safety hypodermic needle product, it is aimed to protect medical personnel against possible needle injuries and infection risks.

Product Components

Component Name

Raw Material

Hypodermic Needle

Stainless Steel, SS304, PP - Polypropylene

Protective/Safety Cap

PP — Polypropylene

Packing Material

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

DE 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 needle.

e Without removing the protective cap of the needle, firmly secure the syringe and needle together, pushing the needle toward the
syringe tip and turning it clockwise.

e Carefully remove the protective cap of the needle without damaging the needle. For safety hypodermic needles, carefully remove
the safety cap of the needle without damaging the needle.

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

procedure.

Hypodermic Safety Needle Usage Image

1.1,

- \

12

o

For hypodermic safety needle, the safety mechanism of hypodermic needles is
activated by easily inserting the needle tip removed from the patient’s body after
the injection into the safety needle cap. When the user hears a click, s/he
understands that the safety guard is securely fixed around the needle and is used
without any risk of needle sticking. If it is necessary to move the filled syringe to the
point of administration, a safe and passive reclosing technique is used to close the
needle. Close the safety cap using one of the following methods immediately after
the standard procedure:

Push forward with one hand to close the safety cap.

Press your finger on the back of the safety cap(Figure 1.1. — Figure 1.2.) or on a flat
surface with the cap to look downwards (Figure 2.) to close the needle and lock the
cap.

The safety hypodermic needle is locked when the needle tip is completely closed.
To insert or remove the needle, hold only the colored needle cover (Figure 3.)

e Incase of need, hypodermic needles can also be used for aspiration and fluid/drug preparation.

PR.A78 Rev. 2, 01.11.2022
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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 ISO 80369-7 Small — bore connectors for liquids and gases in healthcare
applications — Part 7: Connectors for intravascular or hypodermic applications”

Indication

Hypodermic needles made of empty, sterile and single use stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The shelf life of product is 5 years.

Contraindication

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

e  For safety hypodermic needles, activate it away from yourself and others with the one-hand technique. For a high level of safety, use
only the finger pad area on the large roug tissue when activating the safety cap.

e  For safety hypodermic needles, to help avoid HIV (AIDS), HBV (Hepatitis) and other infectious diseases due to accidental needlesticks,
activate the protective mechanism immediately after use.

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

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

e [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. If liquid remains on the needle during the activation of the safety cap or after the injection, it may cause a
small amount of splash.

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

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

Hypodermic Needle Sizes

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
lll 1 1/41} lll 1" 5/8)1 1 1/4)1 1Il 1 1/2!/ 1/2!/
) 114 11727 | 11/2” 1 1/2” 1/2
11/2” 11/2” i 11/2” 11/2” | 11/2” |11/4” 2” 1/3”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.
Keep it away from direct sunlight and moist environment.
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

HIPODERMIK iGNE KULLANIM TALIMATI/
HYPODERMIC NEEDLE INSTRUCTION FOR USE

Symbol Indication Symbol Indication

d Manufacturer ! Fragile. Handle with care
gl

dl Date of manufacture QJ&" Keep away from sunlight
]

Use-by date Keep dry
LOT Batch code Upper limit of temperature (45°C)
REF Catalogue number Do not reuse
- . . . . .
=l | Sterilized using ethylene oxide Consult instruction for use

Do not resterilize

Caution

@®|;

Do not use if package is damaged

AP &

Non-pyrogenic

797

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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Uriin Tipi

Hipodermik igne

14G 15G 16G
20G 21G 22G
26G 27G 29G

18G 19G
23G 25G
30G

Kullanim Amaci

HIPODERMIK iGNE KULLANIM TALIMATV/

HYPODERMIC NEEDLE INSTRUCTION FOR USE

Bos, steril ve tek kullanimlik paslanmaz gelikten yapilmis hipodermik igneler son kullanicilar tarafindan, hem vicut sivilari (kan, vb.), hem de
ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu icin kullanilir. Ayrica sivi/ilag hazirlhigi icin de kullanilabilir. igneler dncelikle insanlarda
kullanim igindir. iki tip vardir: Biri kapakli digeri ise emniyet kapakli olarak tasarlanmustir.

Glvenlikli hipodermik igne uriindi ile saghk personellerinin olasi igne yaralanmalarina ve enfeksiyon risklerine kargi korunmasi amaglanmistir.

Uriin Bilesenleri

Parga Adi

Hammadde

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Koruyucu/Emniyet Kapagi

PP — Polipropilen

Ambalaj Malzemesi

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

I:@ 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 igneden olusmaktadir.
e ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat yéniinde gevirerek siringa ve igneyi birbirine sikica

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin. Giivenlikli hipodermik igneler icin, ignenin emniyet kapagini
igneye zarar vermeden dikkatlice gikarin.
e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.

Giivenlikli Hipodermik igne Kullanim Gorseli

- %

;[ 152

(o

Guvenlikli hipodermik igneler igin, enjeksiyondan sonra hastanin vicudundan
¢ikarilan igne ucu guvenlikli igne kapagi icine kolaylikla yerlestirilmesi ile hipodermik
ignelerin glvenlik mekanizmasi etkinlestirilir. Kullanici bir tik sesi duydugunda,
givenlik siperinin ignenin etrafinda glvenli bir sekilde sabitlendigini anlar ve
herhangi bir igne batmasi riski olmaksizin kullanilir. Dolu siringayr uygulama
noktasina tagimak gerekirse, igneyi kapatmak igin glvenli ve pasif yeniden kapatma
teknigi kullanilir. Standart prosediirin hemen ardindan asagidaki yontemlerden
birini kullanarak glivenlik kapagini kapatin:

Glvenlik kapagini kapatmak igin tek elle ileri dogru itin.

igneyi kapatmak ve kapag kilitlemek icin parmaginizi giivenlik kapaginin arkasinda
(Sekil 1.1. — Sekil 1.2.) veya kapak asagiya gelecek sekilde diiz bir ylzeye (Sekil 2.)
bastirin. igne ucu tamamen kapandiginda giivenlikli hipodermik igne kilitlenir.

igneyi takmak veya gikarmak icin yalnizca renkli igne kilifini tutun(Sekil 3.).

e Hipodermik igneler; aspirasyon ve sivi/ila¢ hazirligi icin de kullanilabilir.

PR.A78 Rev. 1, 18.10.2022
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Hedeflenen Hasta Popiilasyonu

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 ¢capli baglanti elemanlari — B6liim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Steril tek kullanimhk hipodermik igneler, hem vicut sivilari (kan, vb.), hem de ilag gibi tibbi sivilarin enjeksiyonu veya aspirasyonu igin kullanilir.
Ayrica sivifilag hazirhigi igin de kullanilabilir. Uriin raf 6mrii 5 yildir.

Kontrendikasyon

Hipodermik igneler 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 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 Gilvenlikli hipodermik igne igin, tek el teknigi ile kendinizden ve baskalarindan uzakta aktive ediniz. Yiksek seviyede gilivenlik igin
guvenlik kapagini aktive ederken yalnizca genis pitirli dokudaki parmak pedi alanini kullanin. Glvenlik kapaginin aktive edilmesi
esnasinda veya enjeksiyon sonrasinda igne lzerinde sivi kalmissa az miktarda sigramaya neden olabilir.

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

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

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

e Uriiniin tekrar kullanilmasi enfeksiyonlara ve baska hastaliklara sebep olabilir.

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 dmri 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Product Type

Hypodermic Needle

14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Intended Use
Hypodermic needles made of empty, sterile and disposable stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The needles are primarily for use in

humans. There are two types: One is designed with cap and second one has safety cap.

With the safety hypodermic needle product, it is aimed to protect medical personnel against possible needle injuries and infection risks.

Product Components

Component Name Raw Material

Hypodermic Needle Stainless Steel, SS304, PP - Polypropylene

Protective/Safety Cap PP — Polypropylene

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

I:E:I 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 needle.

e Without removing the protective cap of the needle, firmly secure the syringe and needle together, pushing the needle toward the
syringe tip and turning it clockwise.

e Carefully remove the protective cap of the needle without damaging the needle. For safety hypodermic needles, carefully remove
the safety cap of the needle without damaging the needle.

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

Hypodermic Safety Needle Usage Image

For hypodermic safety needle, the safety mechanism of hypodermic needles is

activated by easily inserting the needle tip removed from the patient’s body after

11 12 the injection into the safety needle cap. When the user hears a click, s/he
- \ - understands that the safety guard is securely fixed around the needle and is used

without any risk of needle sticking. If it is necessary to move the filled syringe to the

/ point of administration, a safe and passive reclosing technique is used to close the

needle. Close the safety cap using one of the following methods immediately after

the standard procedure:

3, ~ Push forward with one hand to close the safety cap.

Press your finger on the back of the safety cap(Figure 1.1. — Figure 1.2.) or on a flat

surface with the cap to look downwards (Figure 2.) to close the needle and lock the

cap.

The safety hypodermic needle is locked when the needle tip is completely closed.

To insert or remove the needle, hold only the colored needle cover (Figure 3.)

e Incase of need, hypodermic needles can also be used for aspiration and fluid/drug preparation.

PR.A78 Rev. 1, 18.10.2022
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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

HIPODERMIK iGNE KULLANIM TALIMATI/
HYPODERMIC NEEDLE INSTRUCTION FOR USE

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

Hypodermic needles made of empty, sterile and single use stainless steel are used by end users for the injection or withdrawal of both body
fluids (blood, etc.) and medical fluids such as medicines. It may also be used for liquid/drug preparation. The shelf life of product is 5 years.

Contraindication

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

Do not use the product if the package is opened and damaged.

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

Do not use the product after the expiration date printed on the primary packaging.
For safety hypodermic needles, activate it away from yourself and others with the one-hand technique. For a high level of safety, use

only the finger pad area on the large roug tissue when activating the safety cap.

After injection or aspiration, dispose of the product as medical waste.
The product is for single use only. It cannot be reused or re-sterilized.

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. If liquid remains on the needle during the activation of the safety cap or after the injection, it may cause a

small amount of splash.
Re-use of the product may cause infections and other illnesses.

Hypodermic Needle Sizes

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Blue- D D i
Color Pale lue White Pink Cream Yellow eep Black eep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1" 1 1/41} 1l| 1" 5/8)1 1 1/4)1 1Il 1 1/2// 1/2//
( ¢ ’ ) 1 1/4,, 1 1/2" 1 1/2" 1" 1/2» 1/2;/
11/2” 11/2” T 11/2” 11/2” | 11/2” |[11/4” 2” 1/3”
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Storage Conditions

Store at ambient temperature not exceeding 45°C.

Keep it away from direct sunlight and moist environment.

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

Symbol Indication Indication

Symbol
Manufacturer I Fragile. Handle with care

Date of manufacture Keep away from sunlight

SN =
I//(:_

Use-by date fu Keep dry
¥

LOT Batch code Upper limit of temperature (45°C)

REF Catalogue number Do not reuse

o 1w =E Sterilized using ethylene oxide [:E_] Consult instruction for use

@ Do not resterilize A Caution

@ 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 Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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GUVENLIKLI HIPODERMIK IGNE KULLANMA KILAVUZU
SAFETY HYPODERMIC NEEDLE USER'S GUIDE

Uriin Adi / Product Name:

Uriin Tipi / Product:

Guvenlikli igne/ Safety Needle

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 18G-1"

Givenlikli Hipodermik igne/ Safety Hypodermic Needle- 23G-1"

Givenlikli Hipodermik igne/ Safety Hypodermic Needle- 18G-1 1/2"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle-

23G-11/4"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 19G-1"

Givenlikli Hipodermik igne/ Safety Hypodermic Needle- 24G-1"

Guvenlikli Hipodermik igne/ Safety Hypodermic Needle- 19G-1 1/2"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle-

24G-11/4"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 20G-1"

Givenlikli Hipodermik igne/ Safety Hypodermic Needle- 25G-1"

Guvenlikli Hipodermik igne/ Safety Hypodermic Needle- 20G-1 1/2"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 25G-5/8"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 21G-1"

Givenlikli Hipodermik igne/ Safety Hypodermic Needle- 26G-1"

Guvenlikli Hipodermik igne/ Safety Hypodermic Needle- 21G-1 1/2"

Givenlikli Hipodermik igne/ Safety Hypodermic Needle- 27G-1/2"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 22G-1"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 28G-1/2"

Givenlikli Hipodermik igne/ Safety Hypodermic Needle- 22G-1 1/2"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 29G-1/2"

Giivenlikli Hipodermik igne/ Safety Hypodermic Needle- 22G-1 1/4"

Givenlikli Hipodermik igne/ Safety Hypodermic Needle- 30G-1/2"

Giivenlikli Hipodermik igne Uriin Listesi / Table1. Safety Hypodermic Needle Product List

Boyutlar / Sizes 186 | 196 | 206 [ 216 |JEBR 236 [[2%6 | 256 27G | 286G 306
I JII 1”’ 1” 1” lH’ 1”’ 1” 1” 1”
Igne Uzunlugu " " " " "
. 1 1/2" 1/2" 1/2" 1/2
Needle Length 11/2
S L1201 17201 1721 1 17222 e 11y sgee
11/4"
Koruyucu Kapak
Rengi/ Protective Cap | Seffaf ve yukaridakirenklerde/ Transparent and with above colors
Color
igne Ucu Sekli /
Needle Tip Uc Acili igne Ucu / Back bevel needle
Configuration
Bilesenler / Giivenlikli Koruyucu Kapak, igne, Yapistirici, igne Tasiyici / Safety Protective Cap, Needle, Adhesives,
Components Needle Hub
Tanitim Indication
_ o _ . Hypodermic needles are sterile and
Hipodermik igneler tibbi amacgh sivilarin vicuda disposable medical devices that are

enjekte edilmesi veya vucuttan sivi alinmasi
sirasinda siklikla kullanilan steril ve tek kullanimlik
tibbi cihazlardir. Enjeksiyon sirasinda siringalar ile

birlikte  kullanilan  hipodermik igneler; igne
yaralanmalari ve  beraberinde kargilasilan
enfeksiyonlar  sebebi ile halen saglik

personellerinin en o6nemli mesleki risklerinden
biridir. Saglik sektdrine hizmet veren o6ncl
firmalardan olan Set Medikal; igne yaralanmalari
ve enfeksiyon risklerini g6z onunde
bulundurularak, mevcuttaki Grini olan hipodermik
ignelere  glvenlikli kapak iceren Guvenlikli
Hipodermik igne (riini ile saglik personellerinin

frequently used during injecting fluids into
the body or drawing fluids from the body for
medical purposes. Hypodermic needles used
with syringes during injection are still one of
the most important occupational risks of
healthcare staff due to needle injuries and
accompanying infections. Considering the
risks of needle injuries and infection, Set
Medikal, one of the leading companies serving
the health sector aims to protect healthcare
staff against possible needle injuries with its
current product, the Safety Hypodermic

olasi igne vyaralanmalarina Kkarsi korumayi e

hedeflemektedir. Needle, which includes a safety cap for
hypodermic needles.
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I:E] Kullanma Talimati

Instruction for use

11 1:2:

Wi
|

AR

Gulvenlikli hipodermik igneyi luer veya luer lock
siringaya takin.

Saat yonlinde c¢evirerek kuvvetli
siringaya oturtun.

Siringayi bir elinizle tutup Oteki elinizle guvenlik
kapadini geri ¢ekin.

ilaci gekin ve protokolle uyumlu olarak verin.
Enjeksiyondan sonra hastanin  vicudundan
cikarilan igne ucu guvenlikli igne kapadi icine
kolaylikla yerlestiriimesi ile hipodermik ignelerin
glvenlik mekanizmasi etkinlestirilir.

Kullanici bir tik sesi duydugunda, gtvenlik siperinin
ignenin etrafinda guvenli bir sekilde sabitlendigini
anlar ve herhangi bir igne batmasi riski olmaksizin
kullantlir.

Dolu siringayr uygulama noktasina tagsimak
gerekirse, igneyi kapatmak igin guvenli ve pasif
yeniden kapatma teknigi kullanihr.

Standart prosediriin hemen ardindan asagidaki
yontemlerden birini kullanarak guvenlik kapagini
kapatin:

Guvenlik kapagini kapatmak igin tek elle ileri dogru
itin.

igneyi kapatmak ve kapagi kilitlemek igin
parmaginizi guvenlik kapaginin arkasinda (Sekil
1.1. - Sekil 1.2.) veya kapak asagdiya gelecek
sekilde duz bir ylzeye (Sekil 2.)bastirin.

igne ucu tamamen kapandiginda glvenlikii
hipodermik igne kilitlenir.

igneyi takmak veya gikarmak igin yalnizca renkli
igne kilifini tutun (Sekil 3.).

Tek el teknigi ile kendinizden ve bagkalarindan
uzakta aktive ediniz.

YUksek seviyede guvenlik icin glvenlik kapagini
aktive ederken yalnizca genis putirli dokudaki
parmak pedi alanini kullanin.

Guvenlik kapaginin aktive edilmesi esnasinda
veya enjeksiyon sonrasinda igne Gzerinde sivi
kalmigsa az miktarda sigramaya neden olabilir.

bir sekilde

Attach the safety hypodermic needle to
the luer or luer lock syringe.

Firmly seat it into the syringe by turning
it clockwise.

Hold the syringe with one hand and pull
back the safety cap with the other hand.
Withdraw the drug and administer in
accordance with the protocol.

The safety mechanism of hypodermic
needles is activated by easily inserting
the needle tip removed from the
patient's body after the injection into
the safety needle cap.

When the user hears a click, s/he
understands that the safety guard is
securely fixed around the needle and is
used without any risk of needle sticking.
If it is necessary to move the filled
syringe to the point of administration, a
safe and passive reclosing technique is
used to close the needle.

Close the safety cap using one of the
following methods immediately after the
standard procedure:

Push forward with one hand to close the
safety cap.

Press your finger on the back of the
safety cap (Figure 1.1. - Figure 1.2.) or on
a flat surface with the cap to look
downwards (Figure 2.) to close the
needle and lock the cap.

The safety hypodermic needle is locked
when the needle tip is completely closed.
To insert or remove the needle, hold only
the colored needle cover (Figure 3.).
Activate it away from vyourself and
others with the one-hand technique.

For a high level of safety, use only the
finger pad area on the large rough tissue
when activating the safety cap.

If liquid remains on the needle during the
activation of the safety cap or after the
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Kullanimdan sonra onaylanmis atik kutusuna ilgili
prosedurlere uygun olarak atin.

injection, it may cause a small amount of
splash.

After use, dispose of in approved waste
container in accordance with the
relevant procedures.

A Uyarilar

Warnings

Sadece tek kullanimlik igindir.

Paket hasarli veya agiimigsa kullanmayin.
Bireysel pakete basilan son kullanma tarihinden
sonra Urand kullanmayin. (raf émra 5 yil)

Hasar gérmemis paketler steril bir Griindir.

It is for single use only.

Do not use if package is damaged or opened.
Do not use the product after the expiry
date printed on the individual package.
(shelf life is 5 years)

The undamaged packages are sterile

Yasal diizenlemelere uygun sekilde bertaraf edin. | Products.
Dispose of in accordance with the legal
regulations.

Sterilite Sterile

EQ ile steril edilmistir. STERILE |EO

Sterilized with EO STERILE |EO

/2 -
‘\\ - 4

“Sadece Tek Kullanim igin”

“For single use only”

Urdin, tek bir hasta ile bir kerelik steril durumda
kullanilabilir.

Temizlik veya yeniden sterilizasyon yapilamaz.
Tek kullanimlik Grinlerin yeniden kullanimi hasta
ve kullanici igin potansiyel riskler yaratir.
Malzemenin yeniden kullanimi veya yeterli
olmayan sterilite hastalija veya hasara neden
olabilir.

The product can be used in sterile condition
once on a single patient.

Cleaning or resterilization is not possible.
The reuse of disposable products causes
potential risks for the patient and user.
Reuse of the material or insufficient
sterility may cause illness or damage.

Kullanilan Sembol A¢iklamasi

Title of Symbol

® Tekrar kullanma Do not re-use
. Do not resterilize
@ Ikinci kez steril etme
@ Hasarl ambalaj| kullanma DO not use lf pGCkage is damaged
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¥ Pironejik degildir Non-pyrogenic

&l Uretim tarihi Date of manufacture

g Son kullanma tarihi Use-by date

d Uretim yeri Manufacturer

Uriin lot numarasi Batch code

Katalog numarasi Catalogue number

EE EO ile steril edilmistir Sterilized using ethylene oxide
,;Zli‘ Giines Isigindan Koru Keep away from sunlight

‘T Kuru yerde muhafaza et Keep dry

/ﬂ/ Alt sicaklik siniri Lower limit of temperature

! Kirilacak esya dikkatli tasiyin Fragile, handle with care

Uretim Yeri Manufacturer

Set Medikal Sanayi ve Ticaret A.S. Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi GCakmak Cad. Osmangazi Mah. Maresal Fevzi Cakmak
No:18 Esenyurt — Istanbul Cad. No:18 Esenyurt — Istanbul
Tel: 0212 622 04 00 Tel: 0212 622 04 00
www.setmedikal.com.tr www.setmedikal.com.tr

Dokiiman No / Doc. No: PR.A78 Rev. 0 Tarih / Date: 01.06.2021 Sayfa/Page No:4/4


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

	PR.A78_rev8 HİPODERMİK İĞNE KULLANIM TALİMATI HYPODERMIC NEEDLE INSTRUCTION FOR USE
	PR.A78_rev7 HİPODERMİK İĞNE KULLANIM TALİMATI HYPODERMIC NEEDLE INSTRUCTION FOR USE
	PR.A78_rev6 HİPODERMİK İĞNE KULLANIM TALİMATI HYPODERMIC NEEDLE INSTRUCTION FOR USE
	PR.A78_rev5 HİPODERMİK İĞNE KULLANIM TALİMATI HYPODERMIC NEEDLE INSTRUCTION FOR USE
	PR.A78_rev4 HİPODERMİK İĞNE KULLANIM TALİMATI HYPODERMIC NEEDLE INSTRUCTION FOR USE
	PR.A78_rev3 HİPODERMİK İĞNE KULLANIM TALİMATI HYPODERMIC NEEDLE INSTRUCTION FOR USE
	PR.A78_rev2 HİPODERMİK İĞNE KULLANIM TALİMATI HYPODERMIC NEEDLE INSTRUCTION FOR USE
	PR.A78_rev1 HİPODERMİK İĞNE KULLANIM TALİMATI HYPODERMIC NEEDLE INSTRUCTION FOR USE
	PR.A78_rev0 GÜVENLİKLİ HİPODERMİK İĞNE KULLANMA KILAVUZU SAFETY HYPODERMIC NEEDLE USER'S GUIDE

