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m INSULIN SIRINGA KULLANIM TALIMATI
Uriin Tipi

insiilin igneli Sirnga Hipodermik

igne

Luer 3 parga Siringa 266G 29G ) —=]

0,3ml,0,5ml, 1 ml 30G 31G = 4_ .

Luer Lock 3 parga Siringa _ . =__ ]|

0,3ml,0,5ml, 1 ml = ]-ma.ﬂ, — ¥

Kullanim Amaci

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

insdilin siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Steril tek kullanimlik instlin siringalari bir hastaya deri altindan insilin enjeksiyonu yapmak igin kullanilir. Takili veya ayri sekilde (genellikle
kullanici korumasi igin kapakl) geri cekilemez bir igne icerir. insiilin veya baska bir ilag ile 6nceden doldurulmamistir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne Paslanmaz Celik, $5304, PP — Polipropilen

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

Kullanma Talimati

el FU Indicator

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji siringa ve igneyi birlikte icerir.

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

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

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

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice gikarin.

e Siringa ile viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya ¢ekin.

e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka g¢ikarin.

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

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

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

e PR.A97 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
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Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

insiilin siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmis veya agilmigsa uriini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

igne Konfigiirasyonlari
Olgi 26G 29G 30G 31G
Renk Kahve Kirmizi Sari Beyaz
5 1/2”
E:jnlugu 12" 12" e 12"

Depolama Kosullari

e 45°C'yi agsmayan ortam sicakliginda muhafaza ediniz.
Dogrudan giines 1s1gindan ve nemli ortamdan koruyun.
Kutuyu ok yéniinde yerlestirerek muhafaza edin.

Ust Uste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.
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Uretici Firma

Kirilgan. dikkatli tutun

Uretim Tarihi

Glnes 1s1gindan uzak tutun

L E

Son Kullanma Tarihi

Kuru tutun

LOT

Lot Numarasi

Dikey olarak hareket ettir

Katalog numarasi

Sicakligin Ust sinir1 (45°C)

Tibbi Cihaz

[
S
=2

Nem sinirlamasi (%20 — %80)

Benzersiz cihaz tanimlayici

Paket hasarliysa kullanmayin ve kullanim
talimatlarina bakin

Birlesik Krallik’taki sorumlu personel

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize edilmistir

J60 ©

7
N

Lateks icermez

Tekrar sterilize etmeyin

K

Pirojenik olmayan

Tekli steril bariyer sistemi

@
=
<

Yalnizca Profesyonel Kullanim

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

i

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina basvurun

Dikkat

=NC
SDA

Birlesik Krallik Tibbi Cihaz Regulasyon
gerekliliklerini karsilamaya yonelik isaret
Altta goriintilenen numara Onaylanmis
Kurulus numarasidir.

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

isaret

Altta gorintilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

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

Product Type

Hypodermic Needle

26G 29G
30G 31G L

Insulin Syringe with needle

Luer 3 pieces Syringe
0,3ml,0,5ml, 1 ml

Luer Lock 3 pieces Syringe
0,3ml,0,5ml, 1 ml !

|
“j_l

]r;rfuu ) - e

| !
R i
= — i}

Intended Use

Hypodermic Insulin Syringes are made of empty, sterile and disposable plastic materials, are used by end users for the aspiration and injection
of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately after filling and are not
intended to retain medication for long period of time.

Insulin syringes with needle are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use insulin syringes are intended to be used to administer an injection of insulin to a patient subcutaneously. A non-retractable
needle is included, either attached or detached (usually capped for user protection). It is not prefilled with insulin or any other drug

Product Components

Name Raw material

Barrel PP — Polypropylene
Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle

Stainless Steel, SS304, PP — Polypropylene

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

(L&) Instruction for Use

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

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

e  The product packaging includes the syringe and needle together.

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

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

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

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

. If liquid is to be injected into the body with a syringe; draw the required amount of liquid into the syringe.

. Make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, be sure to remove it.

. Before injection, check if fluid is flowing in the syringe.

e Inject the liquid to be injected into the vein, intramuscularly, subcutaneously or subcutaneously, in accordance with the application
procedure.

e  The syringe can also be used for blood aspiration with an appropriately sized hypodermic needle.

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

Intended Patient Population

There is no limitation for the patient population.
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Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Indications

Insulin syringes with needle are devices used to administer medical products and liquids. The product shelf life is 5 years.

Contraindications

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

& Cautions

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

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

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

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations
Gauge 26G 29G 30G 31G
Color Brown Red Yellow Red
1/2”
T::;J: 1/2" 1/2" L 1/2"

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.
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Manufacturer

Fragile. Handle with care

Date of manufacture

Keep away from sunlight

L E

Use-by date T Keep dry
LOT Batch code | l Move vertically
REF Catalogue number /ﬂf 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

60 ©

7
\

Latex free

Do not resterilize

X

Non-pyrogenic

Single sterile barrier system

@)
=1
<

Professional Use Only

.....

Single sterile barrier system with
protective packaging outside

i

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

Caution

UK
cA
0086

Marking for meeting the requirements of
UK Medical Device Regulation

The number displayed on the bottom is
the Approved Body Number

2797

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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INSTRUCCIONES DE USO DE LA JERINGA DE INSULINA CON AGUJA

Tipo de Producto

Jeringa de Insulina con Aguja Aguja Hipodérmica

Jeringa de 3 piezas con Punta Luer 26G 29G I

0,3ml, 0,5ml, 1 ml 30G 31G ==L —E_ )
Jeringa de 3 piezas con Punta Luer N - | ==L
Lock I = ]—M‘qﬂ — t;
0,3ml, 0,5ml, 1 ml o

Propdsito del Uso

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

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

Las jeringas de insulina estériles y desechables se utilizan para inyectar insulina por via subcutdanea a un paciente. Contiene una aguja no
retractil, ya sea conectada o separada (generalmente con tapa para la proteccion del usuario). No esta precargada con insulina ni ningln otro
medicamento.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

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

Instrucciones de Uso

TFU ndicator

e  Despegue el embalaje del lugar marcado por la flecha.

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

e El embalaje del producto contiene una jeringa y una aguja.

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

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

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

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

e Sisevaainyectar un liquido en el cuerpo; extraiga la cantidad necesaria del medicamento con la jeringa.

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

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

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

e lajeringa también se puede utilizar para aspiracion de sangre con una aguja hipodérmica del tamafo adecuado.

e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR. A97 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

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

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

Indicacién
Las jeringas de insulina son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5 afos.
Contraindicaciéon

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

& Advertencias

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.

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

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

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

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

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

e 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.

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

largo tiempo.

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 26G 29G 30G 31G
Color Marrén Rojo Amarillo Blanco
1/2”

Condiciones de Almacenamiento

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

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

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

e No coloque mas de Cinco cajas sucesivas una encima de la otra.
e lavida util del producto es de 5 afios.
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Descripcion de los Simbolos Utilizados
Fabricante Fragil. Tratar con cuidado

Fecha de produccién 7 Mantener alejado de la luz solar

‘..
-

Fecha de vencimiento Mantener seco

KL E
. N

Codigo de lote

—
—

LOT

Mover verticalmente

Numero de catdlogo

REF

Limite superior de temperatura (45 °C)

IS
«
a

8
3

Eu

M D Dispositivo médico Limitacién de humedad (20% — 80%)

{

»
S
o

No lo use si el embalaje esta dafiado y ver sus

Identificador de dispositivo Unico . .
uUDlI P instrucciones de uso

No reutilizar

Persona responsable en el Reino Unido

J69 @

7!
N

No contiene latex

STERILEIEO Esterilizado con éxido de etileno

No pirogénico

K

No re esterilizar

O Sistema de barrera estéril Unico

o
2
=3

Solo para uso profesional

,‘C --- ) - N El sistema de barrera estéril Unico con embalaje Consultar instrucciones de uso o consulte las
V 1l . . . . o]
N z protector exterior instrucciones de uso via electrdnica

elFU Indicator

Marcado para cumplir los requisitos del
UK Reglamento sobre productos sanitarios del
Atencién Cn Reino Unido
0086 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 nimero que se muestra a continuacién es el Numero del Organismo Notificado.

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE INSULINE

Types de produit

Seringue avec aiguille pour insuline Aiguille hypodermique

Seringue Luer 3 pieces 26G 29G L :
0,3ml,0,5ml, 1 ml 306 31G - =5 4,1

Seringue Luer Lock 3 pieces
0,3ml,0,5ml, 1 ml

n

But d’utilisation

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

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

Les seringues insuline stérilisées, a usage unique sont utilisées pour 'injection sous-cutanée de I'insuline au patient. Elles sont munies d’'une
aiguille montée non retirable ou distincte (généralement équipée d’un capuchon pour la protection de I'utilisateur). Elles ne sont pas
préalablement remplies d’insuline ou d’autre médicament.

Composants du produit

Nom de la piece Matiére premiere

Cylindre PP — Polypropyléne

Piston PP — Polypropylene

Joint Caoutchouc isopréne, sans latex

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléene

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

lFU ndicator

Consignes d’utilisation

Ouvrir I'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 la seringue et I'aiguille.

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

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

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

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

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

S’assurer que la seringue ne contient pas de bulles d’air. S’il existe des bulles d’air dans la seringue, les éliminer obligatoirement.
Avant I'injection, vérifier si le fluide coule bien dans la seringue.

Selon le procédé d’application, procéder a I'injection intraveineuse, intramusculaire, sous-cutanée ou intradermique.

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

Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A97, sur le site web suivant
www.setmedikal.com.tr.

Population de patients visée

Il n’y a pas de limitation fixée pour la population de patients.
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Utilisateurs visés
Personnel médical
Définition des éléments visés pour I'utilisation avec I’appareil

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

Indication

Les seringues insuline servent a I'application des produits et fluides médicaux. La durée de conservation du produit est de 5 ans.
Contre-indication

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

& Remarques

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

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

e Ne pas utiliser le produit apreés 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.

Apreés l'injection ou le prélévement, éliminer le produit a titre de déchet médical.

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

Pour éviter le risque de piqure ou contamination, ne pas toucher I'aiguille. La piqure d’une aiguille contaminée dans la peau peut

provoquer I'hépatite, SIDA et d’autres maladies connues ou inconnues.

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

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

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

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

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

Dimension 26G 29G 30G 31G

Couleur Chatain Rouge Jaune Blanc
1/2;;

Longueur de ” ” .

o 1/2 1/2 1/2

I'aiguille 1/3"

Conditions de stockage

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

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

La durée d’expiration du produit est de 5 ans.



INSULIN SIRINGA KULLANIM TALIMATI/ INSULIN SYRINGE INSTRUCTION
FOR USE

9 SEeT Menikal

Dok./Doc.No: PR.A97 Tarih/Date: 9.09.2024 Rev.No: 7 Sayfa No/Page No: 13 /25

Explication des symboles utilisés

Fabricant

Fragile, tenir attentivement

Date de fabrication

Tenir écarté des rayons solaires

L E

Date d’expiration

Tenir sec

LOT Numéro de lot |I Faire bouger en état vertical
4 Limite supérieure de la température
Numeéro de catalogue /ﬂ/ .
REF & ambiante (45°C)

MD

Appareil médical

Limites d’humidité (20% - 80%)

Ne pas utiliser si le paquet est

uUDI Identifiant unique de I'appareil @ endommagé et voir les consignes
d’utilisation
Personne responsable au Royaume-Uni ® Ne pas réutiliser
Stérilisé en utilisant de I'oxyde @ .
STERILEIEO ) oL s y N>/ Ne contient pas de latex
d’éthyléne 9

Ne pas stériliser a nouveau

X

Non pyrogene

Systéme de barriere stérilisée simple

o
=1
<

Uniquement utilisation
professionnelle

.....

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

i

elFU Indicator

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

Attention

UK

CAH
0086

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

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

C€

maT

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp

Insulinspritze mit Nadel Hypodermische Nadel
Luer 3 teilige Spritze 26G 29G I
0,3ml,0,5ml, 1 ml 30G 31G =1 4:7

Luer Lock 3 teilige Spritze . v ==
0,3ml,0,5ml, 1 ml === ]-;u_mﬂ, B N

Verwendungszweck

Die leeren, sterilen Einweg-Insulinspritzen aus Kunststoff werden nachdem sie vom Endverbraucher befillt wurden fiir die Aspiration und
Injektion von Flussigkeiten verwendet. Die Spritzen sind hauptséachlich fir die Anwendung am Menschen bestimmt. Sterile Spritzen sind fiir
eine Verwendung umgehend nach der Befillung konzipiert und haben nicht den Zweck, das Arzneimittel Gber einen langeren Zeitraum in sich
aufzubewahren.

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

Die sterilen Einweg-Insulinspritzen sind dazu bestimmt, dem Patienten subkutan eine Insulininjektion zu verabreichen. Die Spritze enthalt eine
nicht zurtickziehbare (normalerweise zum Schutz des Benutzers mit einer Kappe versehene) Nadel, die angebracht oder abgenommen ist. Die
Spritze ist nicht mit Arzneimittel vorgefullt.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PP — Polypropylen
Dichtung Isopren Kautschuk, frei von Latex
Hypodermische Nadel Edelstahl, S5304, PP — Polypropylen
Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)
Gebrauchsanweisung

lFU Indicator

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

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

e Die Produktverpackung enthdlt eine Spritze zusammen mit einer Nadel.

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

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

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

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

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

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

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

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

Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch fiir die Blutaspiration verwendet werden.

Die elektronische Version der PR.A97 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

Patientenzielgruppe

Es bestehen keine Einschrankungen fir die Patientenpopulation.
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Benutzerzielgruppe
Gesundheitspersonal

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

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

Indikation

Insulinspritzen sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit des Produkts betragt 5
Jahre.

Kontraindikation

Insulinspritzen 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 fur einen anderen als den
angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& Hinweise

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

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

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

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

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

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

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

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

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

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

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

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 26G 29G 30G 31G
Farbe Braun Rot Gelb Weil
1/2”
Nadelldnge 1/2” 1/2” 1/2”
1/3”
Lagerbedingungen

e  Bei Umgebungstemperatur von max. 45 °C lagern.

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

e Maximal fiinf Kartons tGibereinander lagern.

e Die Haltbarkeit des Produkts betragt 5 Jahre.
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Erlduterungen verwendeter Symbole
d Hersteller I Zerbrechlich. Vorsichtig halten
e
dl Produktionsdatum "ZL""" Vor Sonneneinstrahlung schiitzen
B
g Verfalldatum T Trocken halten
LOT Lot-Nummer |I Vertikal bewegen
REF Katalognummer /ﬂ/ Max. Lagertemperatur (45° C)
80%
MD Medical Device (Medizinprodukt) @ Feuchtigkeitsbegrenzung (20% —
y Sl
20%, 80%)
UDI Eindeutige Produktidentifizierung @ Nicht Ye'rwenden, wenn Packung
beschadigt
Verantwortliche Person im Vereinigten
o g ® Zum einmaligen Gebrauch
Konigreich
STERILE[EO Sterilisiert mit Ethylenoxid e Enthilt kein Latex

Nicht erneut sterilisieren Pyrogenfrei

K

Einfaches Sterilbarrieresystem Nur fiir professionellen Gebrauch

o
=
<

.....

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
elFU Indicator heranziehen

Einfaches Sterilbarrieresystem mit
dulerer Schutzverpackung

i

Kennzeichnung zur Erflllung der
Anforderungen der

UK Medizinprodukteverordnung des
Achtung %8? Vereinigten Konigreichs

Die unten angezeigte Nummer ist die
Nummer der benannten Stelle

C€

maT

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

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLA SIRINGA INSULINA
Tipo Prodotto
Siringa insulina con ago Ago ipodermico
Siringa con attacco Luer 3 parti 26G 29G30G R
0,3ml,0,5ml, 1 ml 31G ! - 47

Siringa con attacco Luer Lock 3 parti
0,3ml,0,5ml, 1 ml !

n

|
g'

_r.'hz." ~ - = rl J|
= B .
- =g

Finalita di Uso

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

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

Le siringhe insulina sterili e monouso vengono utilizzate per effettuare I'iniezione sottocutanea ad un paziente. Contiene un ago non-retrattile
assemblato o separato (in genere con tappo ai fini di protezione dell’'utente). Non é stata pre-riempita da insulina o un altro farmaco.

Composizioni del prodotto

Componente Materia prima

Cilindro PP — Polipropilene

Pistone PP — Polipropilene

Guarnizione Gomma isoprene, senza lattice

Ago ipodermico Acciaio inox, S5304, PP-Polipropilene

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

Istruzioni di Uso

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

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

e La confezione del prodotto contiene la siringa e I'ago.

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

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

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

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

e Sesiinietta il liquido nel corpo attraverso la siringa prelevare il liquido nella siringa in quantita necessaria.

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

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

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

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

e E possibile accedere alla versione digitale dell’istruzione di uso PR.A97 sull’indirizzo www.setmedikal.com.tr.

Popolazione target di pazienti

Non é prevista alcuna limitazione per la popolazione pazienti.
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Utenti target
Personale sanitario

Descrizione del dispositivo destinato all’uso insieme al dispositivo

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

Indicazione

Le siringhe insulina sono dei dispositivi utilizzati nell’applicazione dei prodotti e liquidi medicali. La vita da scaffale del prodotto € di 5 anni.
Controindicazione

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

& Avvertenze

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

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

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

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

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

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

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

o 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.

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

Configurazioni dell’ago ipodermico

Configurazioni dell’ago
Misura 26G 29G 30G 31G
Colore Marrone Rosso Giallo Bianco
1/2”
Lunghezza 12" 12" 12"
ago 1/3”

Condizioni di stoccaggio

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

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

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

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

Fragile! Maneggiare con cura

Data di Produzione

Tenere lontano dai raggi solari

L E

Data di Scadenza

Mantenere asciutto

LOT

Numero Lotto

Trasportare in direzione verticale

REF

Numero Catalogo

Limite di temperatura massima (45°C)

MD

Dispositivo Medico

Limite di umidita (20% — 80%) /

Se la confezione & danneggiata non

UDI L'identificazione unica dei dispositivi @ utilizzarla e consultare le istruzioni di
uso.
Persona responsabile nel Regno Unito ® Non riutilizzare
STERILEIEO Sterilizzato con ossido di etilene \/ Senza lattice

Non risterilizzare

K

Non Pirogenico

Sistema di barriera sterile singola

@)
=1
<

Solo ad uso professionale

.....

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

i

elFU Indicator

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

Attenzione

UK

CAH
0086

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

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

T

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

Dispositivi Medici/Normativa Europea.

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

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turchia
Tel: 0212 622 04 00

www.setmedikal.com.tr
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MHCTPYKUUA NO UCNOJ/Ib3OBAHUIO MHCY/TUHOBbLIX LUMPULIEB

Tun usgenus

LLinpuy, c Urnoi ana UHCyAMHA

WUrna pnsa NnoAKOMKHbIX MHbEKUMIA

Lnpuy Jlyep 3-KOMNOHEHTHbIN
0,3 mn, 0,5mn, 1 mn

26G 29G
30G

0,3 mn, 0,5mn, 1 mn

LWnpuy Jlyep JIOK 3-KOMNOHEHTHbIN

Llenb ucnonb3osaHums

MycTble, CTepU/bHbIE OAHOPa30BbIE MHCY/IMHOBbLIE LIMNPULbI, M3rOTaBAIMBAEMbIE M3 MNACTUKOBbIX MaTepuasnoB, UCMO/b3YIOTCA KOHEYHbIMU
notpebutenamu gna 3abopa u BBEAEHMA MUAKOCTEN Nocie HanosHeHusa. LUnpuubl NpegHasHayeHbl NpeKae BCEro ANA MCMNO/b30BaHMA B
OTHOLLUEHMM OpraHn3Ma YesnoBeKa. CTepuabHble WNPULLI NPefHAa3HaYeHbl 419 UCNOIb30BaHWUA HENOCPEACTBEHHO NOC/IE UX HAMOHEHUA U He

npeaHasHayeHbl gna ANUTeNIbHOIro XpaHeHMA 1eKapCTBEHHbIX CpeacTB.

NHCynnHOBbIE WnpuLbl NPUroAHbI ANA UCMOb30BAHUA C HAKOHEeYHMKamu «Jlyep» B cooTBeTcTBumM ¢ EN ISO 80369-7.

CTepuibHble OLHOPA30BblIE WHCY/NMHOBbIE LUMPULbI
HEBTArMBAEMYIO UT/Y, YCTAaHOBJ/IEHHYIO Ha LWMNPULLE WM NPeAOCTaBifAemMylo OTAEbHO (0B6bIYHO C KOMMAYKoM AA 3aluTbl M0Jb30BaTens).

MCNONb3YIOTCA ANA MOAKOXHOIO BBEAEHUA WHCYyAMHA nauumeHty. OHU  umeroT

LLinpuubl NnpesBapuTenbHO He 3aN0IHEHbI MHCY/IMHOM WK APYTMMW JIEKAPCTBEHHBIMM NpenapaTtamu.

KomnoHeHTbl nsgenus

HassaHue getanu

CblpbeBoi maTepuan

Unnuupp MM - noavnponuneH
MNopweHb MM - noavnponuneH
Mpoknagka M3onpeHoBbI KayyyK, 6e3 naTekca

Urna pna noaKoXKHbIX
WHbEKL UM

Hep:kaetowas ctanb, SS304, MMM - noannponuneH

Martepunan ynakoBku

MegamnumnHcKas 6ymara ¢ npo3payHoit NAeHKoM, NpUrogHas ans

ctepunmnsaumm EO (MHaMBUAYaNbHAA YNaKoBKa)

TFU ndicator

MUHCTPYKLUMA NO NCNONb30BaHUIO

BcKkpoiiTe ynakoBKy Yepes OTBEPCTME, YKa3saHHOE CTPE/IKOW.

Bu3ayanbHO NpoBepbTe KOMMAEKTHOCTb COAEPKMMOro U OTCYTCTBME MOBPENKAEHMI YNAKOBKM.

B ynaKkoBKe Haxo4MTbCA WNPUL, B KOMMIAEKTE C UTNOW.

Bo Bpems NMOATrOTOBKM K UCMONb30BAHUIO SEPMKUTE LWUNPULL OAHOMN PYKOM, a UFAY - APYTOW.

Y6eauTech, 4T rpafyMpoBOYHbIE TMHUM HA ULMAVHAPE WNPULA XOPOLLO YMTALOTCA.

He CHMMas 3alWWTHbIA KOAMAYOK C WMbl, HaAEeXKHO 3adUKCUpYTe WUy Ha Wnpuue, NPUMKaB UMY K HAaKOHEYHWKY Wnpuua v
NoBepHyB ee Mo YacoBOW CTpesKe.

OCTOPOXKHO CHUMMUTE 3aLUMTHBIN KONMAYOK C UFJ/bl, HE NOBPEaMB ee.

Ecnv wnpuuy, ucnonb3yetca Ans BBeAEHWUA XKUAKOCTU B OpraHM3m, HabepuTe He0BX0AMMOE KOMYECTBO KUAKOCTH B LLNPUL,
Y6eauTech, 4To B LUMNPULLE HET Ny3bipbKOB BO3AyXa. ECM B liNpuULe ecTb Ny3blpbKy BO34yXa, YAAAUTE UX.

Mepes MHbEKLMEN NPOBEPLTE MPOXOXKAEHME MOTOKA KUAKOCTU B LINpULLE.

BeBeauTe KUOKOCTb AR UHBEKLMI BHYTPMBEHHO, BHYTPUMbILIEYHO, NOAKOXKHO WAM BHYTPUKOMKHO B COOTBETCTBMM C MpoLedypoi
BBEJeHUs.

LLInpuL, Tak:Ke MOXKHO MCNONb30BaTh AN 3a60opa KPOBM C MOMOLLBIO UMbl AN NOAKOMKHbIX MHBEKLMIA COOTBETCTBYIOLLETO Pa3mepa.
C 3N1eKTPOHHOM Bepcuelt MHCTPYKLMKU NO UCNoNb30BaHUIO PR.A97 MOXKHO 03HaKOMMTbCA Ha caliTe www.setmedikal.com.tr

LleneBas rpynna naumneHToB

YcTaHOBAEHHbIX OrpaHM‘-lEHVIﬁ B OTHOWEHUU rpynnbl NAUMEHTOB HE UMEETCA.
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LleneBble nonb3oBarenun

MeauunHCKNn nepcoHan

OnucaHue YCTPOVICTB, npeaHasHa4YeHHbIX ANA UCNoJ1b30BaHUA C uspgenvem

N3penvie npurogHo AnA UCNosib3oBaHMA € coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MaIOTO AMAMETPA ANA KULKOCTEN
W rasoB, UCMO/Mb3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHWUTENAM BHYTPUCOCYAMUCTOrO UAM MOAKOMHOMO
npumeHeHums".

MokasaHua

MHCyNMHOBbIE WNPULbI ABNAIOTCA M34ENMAMM, WUCMOAb3YEMbIMU ANA BBEAEHUA MEAMUMHCKMX npenapatoB M 3abopa Kugrocteir. Cpok
ro4HOCTU U34ennA cocTaBasAeT 5 fer.

MpoTuBonoKkasaHuA

MHCY/IMHOBBIN WNPUL, HE AO/IXEH WCMONb30BaTbCA Hoslee yem 41 OAHOro nauueHTa. Msgenme MoxKet 6biTb MCMO/b30BaHO B CTEPU/IbHOM
COCTOAHWM OAHOPAa30BO A1A OAHOro mnauueHta. OuMCTKa MM NOBTOPHAas CTEPUIM3auMA He pJonyckaerca. He npeaHasHayeHbl AnA
MCMO/b30BaHMA He NO Ha3Ha4veHuto. Moce UCNOoAb30BaHNA YTUAN3UPYITE Kak MeaMLMHCKME OTXOAbI.

& MpepynpexaeHus

He ncnonb3yiTte nsgenve c NOBPEXKAEHHOM UAN BCKPLITOW YNAKOBKOM.

B13yanbHO NpoBepbTe KOMMNIEKTHOCTb YMaKOBKW U OTCYTCTBME NOBPEKAEHUN.

He ncnonb3yiiTe n3genne nocne UCTeHEHMA CPOKA FOAHOCTM, YKA3aHHOTO Ha YMaKoBKe.

Mepes ncnonb3oBaHWem ybeanTech, YTO UrNa A4 NOAKOMKHbBIX MHBEKLMIA He 3aKynopeHa U NOTOK KPOBM He 3aTPyAHEH.

Mocne NHbEKLUKN UK 3a60pa KUAKOCTU YTUANSUPYITE U3LENNE KaK MEANLMHCKME OTXOAbI.

N3penne npepgHasHayeHO TONbKO ANA OOHOKPATHOIO MCMO/Mb30BAaHWA U He MOAJIEXUT MOBTOPHOMY MPUMEHEHUIO U NOBTOPHOM
cTepuansaumu.

He npukacalitecb K uUrne Bo nsbexaHne pUCKa NMPOKOIA KOXKM U 3aparkeHus. MPOKObl KOXKWN 3aparKeHHOM UIIoW MOTyT NPUBECTM K
passuTuio renaTtuTa, CMNa 1 4pyrMx M3BeCTHbIX/HEeU3BECTHbIX 3a601eBaHuIA.

Ecnv uspenve He ucnonb3yeTcA HEMOCPeACTBEHHO MOC/AE BCKPbLITUA CTEPUNBHOM YMNAKOBKWM BO3HWKAeT PUCK 3aparkeHusa. He
MCNONb3yWTe N3aenre B clydae HEBO3IMOXKHOCTU COXPAHEHUA ero CTePUIbHOCTU.

MoBTOPHOE UCNONb30BaHUE U34ENUA MOXKET NPUBECTU K UHPULMPOBAHUIO, NEPEKPECTHOMY 3aPAXKEHUIO U CEeMncuUcy.

Mpv BO3HUKHOBEHUW CEPbE3HbIX MOH6OYHbIX 3$PEKTOB HEOBXOANMO YBELOMUTL NPOMU3BOAMUTENA U KOMMNETEHTHbIN OpraH.
CTepunbHble WNpULbl NpesHa3HauYeHbl 414 UCNONb30BaHUA HEeNOCPeACTBEHHO NOC/e HAaMOAHEHWUSA, MO3TOMY He XpaHUTe NeKapCTBO B
TeyeHne AUTEeNIbHOrO BPEMEHW.

KoHdurypauum urn ana nogKoXHbIX MHbEKLMA

KoHdurypaumm urn

Pasmep 26G 29G 30G 31G

Liset KopuuHeBbli | KpacHbilt | MenTtbiii Benbiit
1/2”

OnvHa urnbl 1/2” 1/2” 1/2”
1/3”

Ycnosua xpaHeHusA

XpaHWTb Npu TemnepaType OKpy:KatoLLei cpeabl He Bbiwe 45°C.
3aWwmLLaTbh OT NPAMbIX COTHEYHBIX lyYelt U BNaXKHOW cpesbl.
XpaHWTb, PacnonoXune KOPOBKY B HANPaBAEHUN CTPEKK.
YKnagplieaTb He 60/1ee NATU KOPOBOK Apyr Ha Apyra.

CpOK rogHOCTK NPOAYKTa cocTaBnseT 5 feT.
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MoACHeHMA K UCnoibsyemMbiM YC/I0BHbIM o603HaueHnaMm

KomnaHua-npounssoauntenb

XpynKoe nsgenue, o6pallaTbC OCTOPONKHO

[aTta npoussoacTea

3aWwmLaTh OT COMTHEUYHbIX Nydel

WL E

[aTa ncteyeHuns cpoka rogHoCT1

XpaHUTb B CyXom mecTe

LOT

Homep napTtum

MepemelLaTb BEPTUKANbHO

REF

Homep no Katanory

BepxHuit npeaen temnepatypbl (45°C)

MD

MeanumHcKoe nsgenve

OrpaHunyeHne no BnaxHoctu (20%-80%)

YHWKaNbHbIN MaeHTUDUKATOP

He ucnonb3yiite, ecv ynakoska

noBpexxaeHa, n 06paTUTECH K MHCTPYKLUN
uDI Wsnenms @ pekaeHa, n o6p PYKL
No UCNOJIb30BaHMIO
OTBETCTBEHHOE INLO B
He ncnonb3oBaTb NOBTOPHO
BennkobpuTtaHum
CTepunnsoBaHo € UCMO/b30BaHUEM @
STERILEIEO P o</ He copepxuT naTtekca
OKMCU 3TUNEeHa 9,

He cTtepunmsoBaTb NOBTOPHO

X

HenunporeHHbI

UHamBmnayanbHas cTepusibHasa
b6apbepHan cuctema

o
=
<

TonbKo ana NnpodeccmoHanbHoro
MCNo/b30BaHMA

NHamBmuayanbHan cTepuibHas
bapbepHan cMcTema C 3alLUTHOM
YMaKOBKOW CHapY»*Ku

=

elFU Indicator

CM. MHCTPYKLMIO MO MCMO/b30BaHMIO UK
06paTUTECD K INEKTPOHHOW UHCTPYKLMM MO
MCNO/Ib30BAHUIO

BHUMaHMe

UK

CA
0086

MapKu1poBKa A/15 COOTBETCTBUSA
TpeboBaHMAM M0NOKEHUA O MEANLMHCKNX
nsgenusax BenmkobputaHmm

YKasaHHbI BHU3Y HOMeEp ABAAETCA
HOMEpPOM HOTUGULIMPOBAHHOTO OpraHa

T

3HaK cooTBeTCTBUA TPe6OBaHUAM BCEX COOTBETCTBYIOLWMX AupekTns EC No MmeanLMHCKUM
usgenuam / EBponeiickoro 3akoHoOAaTeNbCTBa
YKasaHHbI BHU3Y HOMEP ABAAETCA HOMEPOM HOTUGMLMPOBAHHOIO OpraHa

MecTo npousBoacTea

AKUMOHepHas KomnaHua «CeT Megukan CaHain Be TuarkapeT 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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IHCTPYKUIA 3 BUKOPUCTAHHA IHCYNIHOBUX LLMNPULIB

Tun Bupoby
LLinpuy, 3 ronkoto anA iHcyniHy Fonka AnA NigWKipHUX iH'eEKLN
LWinpuy, Jlyep 3-KOMNOHEHTHUI1 26G 29G o . =2
0,3 mn, 0,5mn, 1 mn 30G 31G L 3 4_

]

|
X

LWnpuy, Jlyep JIOK 3-KOMNOHEHTHU1
0,3 mn, 0,5mn, 1 mn

MeTta BUKOPUCTaHHA

MopOoXKHi, CTepunbHi OAHOPA30BiI iHCYNIHOBI WNPUUM, AKI BUIOTOBAAKOTLCA 3 MNJIACTUKOBUX MaTepianiB, BMKOPUCTOBYIOTbCA KiHLEBUMU
CrNoXKMBaYaMu Ans 3abopy Ta BBEAEHHA PiAWH NicnA HanoBHeHHA. LUnpuun npusHayeHi Hacamnepes, AN BUKOPUCTAHHA CTOCOBHO OpraHiamy
NoanHN. CTepubHI LWNPULM NPU3HAYeHi AN1A BUKOPUCTAHHA 6e3nocepeaHbo MNicaa iX HANOBHEHHSA | HE NPU3HaYeHi A1A TpuBanoro 3bepiraHHA
NikapcbKux 3acobis.

IHCYNiHOBI WNPMLUM NPUAATHI ANA BUKOPUCTAHHSA 3 HaKoHeYHWKamu "Jlyep" BignoeigHo ao EN ISO 80369-7.

CTepunbHi 04HOPa30Bi iIHCYNIHOBI LWNPULY BUKOPUCTOBYHOTHCA A/1A NiAWKIPHOrO BBEAEHHA iHCYNiHY NaLieEHTY. BOHM MaloTb HEBTAryBaHyY oKy,
BCTAHOBNEHY Ha wnpuyi abo HagaHy OKpemo (3a3BMuaii i3 KOBMAYKOM O/1A 3aXWUCTy KopucTysada). LUnpuuy nonepegHbo He 3anoBHEHI
iHCyniHOM ab0 IHWKWMW NiKapCbKMMK NpenapaTamu.

KomnoHeHTH BUpoby

HasBa getani CVPOBUHHUI maTepian

Unningp MM - noninponinex

MNopieHb MM - noninponinex

Mpoknagka I3onpeHoBuIA KayyyK, 6e3 natekcy

Ffonka ana nipwkKipHmMx Hepskasitoua ctanb, SS304, MMM - noninponinex

iH'eKLin

Marepian ynakoBku Meau4yHUiM nanip i3 Npo3opoto NAiBKO, NPUAATHUI Ans cTepunisadii EO
(inamBigyanbHa ynakosKa)

IHCTPYKL,iA 3 BUKOPUCTAHHA

lFU Indicator

e PO3KpuiTe YNaKOBKY Yepes OTBip, BKA3aHWUM CTPINKO0.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOWKOAXEHb YNAaKOBKW.

e B ynaKoBUj 3HaX04MTbCA WNPUL, Y KOMMNEKTI 3 FTO/IKOHO.

e [lig Yac NiAroTOBKM 4,0 BUKOPUCTAHHA TPUMATE LWNPUL, OAHIEID PYKOLO, a FOJIKY - iHLWOlO.

o [lepeKoHalTecA, WO MOMKHA YiTKO NPOYMTaTK rpasytoBanbHi NiHil Ha LMAIHAPI Wnpuua.

e He 3HiMalOuM 3aXMCHUIN KOBMAYOK 3 FONKM, HAAiMHO 3adiKcylTe ronKky Ha LWNPULL, MPUTUCHYBLUM FOIKY [0 HAKOHEYHMKA Wnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOHO CTPINKOIO.

. Ob6epeyKHO 3HIMITb 3aXMCHWUIA KOBMAYOK 3 FO/IKMU, HE NMOLKOAMBLUM ii.

o AKWO WNpUL, BUKOPUCTOBYETLCA ANS BBEAEHHA PiSUHU B OpraHiam, HabepiTb HeOBXigHY KiNbKICTb PiAMHM Y WNPULL.

MNepeKkoHanTecs, WO Yy WNpULi HEMAE NOBITPSHMX byNbbaLWOK. AKLWO y Wnpuui € 6ynbballku NoBiTpA, BUAANITD iX.

MNepep, iH'eKLiEl0 NepeBipTe NPOXOAKEHHS NOTOKY PIAVHM Y WNPUL.

e BBeaiTb piagnHy onA iH'EKUiM BHYTPILUHBOBEHHO, BHYTPILWHbLOM'A308B0, MiAWKIPHO abo BHYTPILWHLOLWKIPHO BiAMNOBIAHO A0 Npoueaypu
BBEAEHHA.

e Llinpuu TaKoXK MOXHA BUKOPMCTOBYBATM 4J151 3a60PY KPOBi 32 AOMOMOTO FOIKM A5 NiALWKIPHMX iH'EKLiN BiANOBIAHOTO po3mipy.

e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.A97 MoKHa 03HaMomMUTUCA Ha canTi www.setmedikal.com.tr
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LlinboBa rpyna nawjieHTiB

BcTaHOBNEHUX 0OMENKEHD LLOAO FPYNM NaLiEHTIB HEMAE.
LlinboBi Kopuctysaui
MeauyHuin nepcoHan

Onuc NpUCTpOiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

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

MoKa3aHHA

IHCyniHOBI WNpULUK € BUpOob6amu, LLO BUKOPUCTOBYIOTLCA ANA BBEAEHHA MeAMYHWUX npenapatis i 3abopy pianH. TepmiH npuaaTHocTi BUpoby
CTaHOBMTb 5 POKiB.

MpoTunokasaHHA

IHCYNiHOBMI WNPULL HE NOBUHEH BUKOPUCTOBYBATUCA Biibll HiXK 4N1A O4HOrO nauieHTa. Bupib moxe 6yTv BUKOPUCTAHUI Y CTEPUNbHOMY CTaHi
O[HOPA30BO A/A OAHOro nauieHTa. OunweHHs abo MOBTOpPHA CTepwunisauia He AOMNYCKAETbCA. He npu3HaveHi ANA BMKOPUCTAHHA He 3a
npusHadeHHaM. Micna BUKOPUCTaHHSA YyTUI3yiTe AK MeanyHi Biaxoam.

& MonepeAa)XeHHA

e He BuKopucTOBYITE BMPIb 3 NOWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepeBipTe KOMNIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAMXKEHb.

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

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

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

e Bupib npM3HaYeHUI TiNIbKM SN OAHOPA30BOro BUKOPUCTAHHSA i He NigNArae NOBTOPHOMY 3aCTOCYBAHHIO Ta MOBTOPHIW cTepunisaLii.

e He TOpKamTecs rofiku, Wob YHUKHYTU PU3NKY NPOKOAY LWKIpKU Ta 3aparkeHHA. MPOKOAK LWKipKU 3apaskeHOo roNIKO MOXKYTb NPU3BECTM
[0 po3BuUTKy renatuty, CHIZy Ta iHWKX BigOMMX/HEBIAOMMX 3aXBOPIOBAHD.

e  AKwWo BMpPIO He BMKOPWUCTOBYETbCA OesnocepeAHbO MiCAsS PO3KPUTTA CTEPUIbHOI YMAKOBKM, BUHMKAE PU3MK 3apaykeHHA. He
BMKOPUCTOBYMTE BMPIb y pa3i HEMOXMBOCTI 36epeXKeHHsA Moro CTepPUIbHOCTI.

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

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

o CTepw/bHi WINPULM NPU3HAYEH] 418 BUKOPUCTAHHA 6e3nocepeHbo Nicas HANOBHEHHSA, TOMY He 3a/MLLanTe NiKK Y WNPULi NPOTAroM
TPWBaOro Yacy.

KoHdoirypauii ronok ana nigikipHux iH'ekuin

KoHaoirypauii ronok
Po3mip 26G 29G 30G 31G
Konip KopuuHesuin |YepBoHuin| KosTui Binui
1/2”
o | [T

YmoBwu 36epiraHHA

e 36epiraTv Npu TemnepaTypi HAaBKOJIMLIHbLOIO cepeaoBuLLa He Bulle 45°C.
e 3axuLLaTH Big NPAMMX COHAYHMX NPOMEHIB i BOJIOrOro cepefoBuLLa.
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e  36epirati, po3TalyBaBLUM KOPOBKY B HANPAMKY CTPINKMU.
e  YKnagatu He 6inble n'ATM KOPOBOK oAHA Ha OAHY.
e  TepMiH NpMAATHOCTI NPOAYKTY CTAaHOBUTL 5 poOKiB.

NMoACHEeHHA 4,0 BUKOPUCTOBYBAaHUX YMOBHUX NO3HA4Y€Hb
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KomnaHisn-BMpobHUK

Kpuxkuit Bupi6, nosoantucs
obeperkHo

[aTta BMpobHuMLTBa

3axumLaTH Big, COHAYHOrO NPOMIHHA

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI

LR

36epiraTi B cyxomy micu,i

Homep naprii

LOT

Mepemiwat BepTUKaAbHO

Homep 3a KaTaziorom

REF

BepxHs mexa Temnepatypm (45°C)

MeanuHuii Bupi6

MD

ObmexkeHHs Wwoao sonorocti (20%-
80%)

YHikanbHWUi ineHTdikaTop BUPoLY

He BMKOPUWCTOBYITE, AKLLO YNAKOBKA

UDI @ NOLIKOAXKEHA, | 3BEPHITLCA A0
IHCTPYKLLIT 3 BUKOPUCTAHHA
] ) He BuKoOpMCcTOBYBaTN NOBTOPHO
BignosiganbHa ocoba y BennkobpuTaHii
CTepunni3oBaHO 3 BUKOPUCTAHHAM OKUC He mictntb natekc
STERILE[EO| | "o P v y
eTuneHy P,

He cTepunisyBatm NOBTOPHO

X

HeniporeHHui

IHoMBIAyanbHa cTepuabHa bap'epHa

o
2
=3

Tinbku ana npodecinHoro

cmucTema BUKOPUCTAHHA
. MB. IHCTPYKL,iIO 3 BUKOPUCTAHHA
o, IHoMBiAyaNbHa cTepuabHa bap'epHa A p.y 4 P .
i ) . . ab0 3BEPHITLCA 4,0 €NEeKTPOHHOI
SN d CMCTEMaA i3 3aXMCHOIO YNAaKOBKOO 30BHi - .
¢IFU Indicator iHCTPYKLLT 3 BUKOPUCTAHHA
f MapKyBaHHA Ha BiANOBIAHICTb
UK Bumoram PernameHTy CnosyydeHoro
YBara CA KoponiBcTBa Woao meamyHnx supobis
0086

3a3HayYeHu BHU3Y HOMEpP € HOMEpPOM
HOTU}IKOBAHOro opraHy

€BponeicbKoro 3aKoHOA4aBCTBa

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

797 3a3Ha4YeHUM BHM3Y HOMEpP € HOMEPOM HOTUIKOBAHOIO opraHy

Micue BupobHMUTBA

AKuUioHepHa KomnaHisa "CeT Megikan CaHai Be TigxkapeT A.LL." [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



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

INSULIN SIRINGA KULLANIM TALIMATI/ INSULIN SYRINGE INSTRUCTION

e SEeT Menikal

FOR USE
Dok./Doc.No: PR.A97 Tarih/Date: 2.07.2024 Rev.No: 6 Sayfa No/Page No: 1 /24
TR
INSULIN SIRINGA KULLANIM TALIMATI
Uriin Tipi
insiilin igneli Sirnga Hipodermik
I1gne

Luer Lock 3 parga Siringa

Luer 3 parga Siringa 26G 29G o ==e=
0,3ml,0,5ml, 1ml 30G 31G =1 4_ .
0,3ml,0,5ml, 1 ml =

Kullanim Amaci

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

insdilin siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Steril tek kullanimlik insilin siringalari bir hastaya deri altindan insiilin enjeksiyonu yapmak igin kullanilir. Takili veya ayri sekilde (genellikle
kullanici korumasi igin kapakl) geri cekilemez bir igne icerir. insiilin veya baska bir ilag ile 6nceden doldurulmamistir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne Paslanmaz Celik, S5304, PP — Polipropilen

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

Kullanma Talimati

elFU Indicator

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji siringa ve igneyi birlikte icerir.

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

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

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

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice gikarin.

e Siringa ile viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya ¢ekin.

e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka g¢ikarin.

Enjeksiyondan once, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

e PR.A97 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
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Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

insiilin siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmis veya agilmigsa uriini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

igne Konfigiirasyonlari
Olgii 26G 29G 30G 31G
Renk Kahve Kirmizi Sari Beyaz
N 1/2”
'52” LT nlugu vz vz 1/3” vz

Depolama Kosullari

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

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

Ust Uste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.
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Kullanilan Sembollerin Agiklamasi
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Uretici Firma I Kirilgan. dikkatli tutun

N e

Uretim Tarihi -7 "\"" Giines I1s18indan uzak tutun
B

Son Kullanma Tarihi

.
n
-

Kuru tutun

Lot Numarasi

=)

Dikey olarak hareket ettir

Katalog numarasi

=
&5
o

Sicakligin Ust sinirt (45°C)

Tibbi Cihaz

2

®

]
]
=

Nem sinirlamasi (%20 — %80) /

Benzersiz cihaz tanimlayici

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize edilmistir

J60©

7
A

Lateks icermez

Tekrar sterilize etmeyin

X

Pirojenik olmayan

Tekli steril bariyer sistemi

o
=1
~

Yalnizca Profesyonel Kullanim

===

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

i

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

Dikkat

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

isaret
cz'.r-.}? Altta gorintilenen numara Onaylanmis Kurulus Numarasidir
Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Insulin Syringe with needle

Hypodermic Needle

Luer 3 pieces Syringe 26G 29G o . -
0,3ml,0,5ml, 1 ml 30G 31G =L 4__

Luer Lock 3 pieces Syringe g =)
0,3ml,0,5ml, 1 ml === ]‘W—L’-ﬂ— — l;

Intended Use

Hypodermic Insulin Syringes are made of empty, sterile and disposable plastic materials, are used by end users for the aspiration and injection
of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately after filling and are not

intended to retain medication for long period of time.

Insulin syringes with needle are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use insulin syringes are intended to be used to administer an injection of insulin to a patient subcutaneously. A non-retractable

needle is included, either attached or detached (usually capped for user protection). It is not prefilled with insulin or any other drug

Product Components

Name Raw material

Barrel PP — Polypropylene
Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle

Stainless Steel, SS304, PP — Polypropylene

Packaging

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

UE Instruction for Use

IFU Indicator

e Open the package by peeling it from the place marked by the arrow.
e  Visually inspect that the content of package is complete and the package is undamaged.

The product packaging includes the syringe and needle together.

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

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

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

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

If liquid is to be injected into the body with a syringe; draw the required amount of liquid into the syringe.

Make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, be sure to remove it.

Before injection, check if fluid is flowing in the syringe.

Inject the liquid to be injected into the vein, intramuscularly, subcutaneously or subcutaneously, in accordance with the application
procedure.
The syringe can also be used for blood aspiration with an appropriately sized hypodermic needle.
The electronic version of PR.A97 Instruction for use is available at www.setmedikal.com.tr
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Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Indications

Insulin syringes with needle are devices used to administer medical products and liquids. The product shelf life is 5 years.

Contraindications

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

& Cautions

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

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

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

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations
Gauge 26G 29G 30G 31G
Color Brown Red Yellow Red
1/2”
T::g‘i': 1/2 1/2 L 1/2"

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.
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Keep it away from direct sunlight and moist environment.

e  Place and keep the box in the direction of arrow.
o Do not place more than 5 successive boxes on the top of each other.
e The shelf life of product is 5 years.

Description of Symbols Used

Sayfa No/Page No: 6 /24

Manufacturer

Fragile. Handle with care

Date of manufacture

\ |
v

N

/1

Keep away from sunlight

"o
N

Use-by date T\ Keep dry
LOT Batch code |I Move vertically
REF Catalogue number /ﬂf Upper limit of temperature (45°C)

Medical device

2

®

Humidity limitation (20% — 80%)

Unique device identifier

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

Authorized representative in the
European Community (United Kingdom)

Do not reuse

Sterilized using ethylene oxide

§60 @

7
!

Latex free

Do not resterilize

X

Non-pyrogenic

Single sterile barrier system

O
=1
<

Professional Use Only

-----

Single sterile barrier system with
protective packaging outside

i

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

Caution

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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INSTRUCCIONES DE USO DE LA JERINGA DE INSULINA CON AGUJA

Tipo de Producto

Jeringa de Insulina con Aguja Aguja Hipodérmica

Jeringa de 3 piezas con Punta Luer 26G 29G I

0,3 ml, 0,5 ml, 1 ml 30G 31G == %, o
Jeringa de 3 piezas con Punta Luer I - - —_— =]
Lock == Lm&_ﬂ_ e l;
0,3ml, 0,5ml, 1 ml -

Propdsito del Uso

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

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

Las jeringas de insulina estériles y desechables se utilizan para inyectar insulina por via subcutdanea a un paciente. Contiene una aguja no
retractil, ya sea conectada o separada (generalmente con tapa para la proteccion del usuario). No esta precargada con insulina ni ningun otro
medicamento.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

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

Instrucciones de Uso

e  Despegue el embalaje del lugar marcado por la flecha.
e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.
e El embalaje del producto contiene una jeringa y una aguja.
e Durante la preparacion, sostenga la jeringa con una mano y la aguja con la otra.
e Asegurese de que las lineas de graduacion del cilindro de la jeringa sean legibles.
e  Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girandola en sentido horario sin quitar la tapa
protectora de la aguja.
e  Retire con cuidado la tapa protectora de la aguja sin dafar la aguja.
Si se va a inyectar un liquido en el cuerpo; extraiga la cantidad necesaria del medicamento con la jeringa.
Asegurese de que no haya burbujas de aire en la jeringa, si las hay, retirelas.
e Antes de la inyeccion, compruebe que se puede lograr el flujo de liquido en la jeringa.
e Inyecte el liquido en la vena o por via intramuscular, subcutdnea o intercutanea de acuerdo con el tratamiento de aplicacion.
e Lajeringa también se puede utilizar para aspiracion de sangre con una aguja hipodérmica del tamafio adecuado.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR. A97 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

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

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

Indicacién
Las jeringas de insulina son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5 afos.
Contraindicaciéon

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

& Advertencias

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.

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

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

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

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

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

e 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.

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

largo tiempo.

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 26G 29G 30G 31G
Color Marrén Rojo Amarillo Blanco
1/2”

Condiciones de Almacenamiento

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

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

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

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

-

Fragil. Tratar con cuidado

Fecha de produccion MM Mantener alejado de la luz solar
[}
— R—-.
[ ]
Fecha de vencimiento s Mantener seco

F

Codigo de lote

—
—

Mover verticalmente

Numero de catdlogo

S

Limite superior de temperatura (45 °C)

Dispositivo médico

2

®

]
]
=

Limitacién de humedad (20% — 80%) /

Identificador de dispositivo Unico

No lo use si el embalaje esta dafiado y ver sus
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elFU Indicator

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

Atencidn

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

pertinentes.

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Estambul, Turquia
Tel: 0212 622 04 00

www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE INSULINE

Types de produit

Seringue avec aiguille pour insuline Aiguille hypodermique

Seringue Luer 3 piéces 26G 29G o
0,3ml,0,5ml, 1 ml 30G 31G = e 4_

Seringue Luer Lock 3 piéeces
0,3ml,0,5ml, 1 ml

1.

But d’utilisation

Les seringues insuline vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par |'utilisateur final pour aspirer et injecter des
fluides aprés les avoir remplies. Les seringues sont essentiellement destinées a I'usage chez les hommes. Les seringues stérilisées sont congues

pour étre immédiatement utilisées des qu’elles sont remplies et ne sont pas destinées a conserver pendant longtemps le médicament a
I'intérieur.

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

Les seringues insuline stérilisées, a usage unique sont utilisées pour I'injection sous-cutanée de I'insuline au patient. Elles sont munies d’une

aiguille montée non retirable ou distincte (généralement équipée d’un capuchon pour la protection de I'utilisateur). Elles ne sont pas
préalablement remplies d’insuline ou d’autre médicament.

Composants du produit

Nom de la piéece Matiere premiere

Cylindre PP — Polypropyléne

Piston PP — Polypropyléne

Joint Caoutchouc isopréne, sans latex

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléene

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

elFU Indicator

Consignes d’utilisation

Ouvrir I'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 la seringue et I'aiguille.

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

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

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

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

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

S’assurer que la seringue ne contient pas de bulles d’air. S'il existe des bulles d’air dans la seringue, les éliminer obligatoirement.
Avant I'injection, vérifier si le fluide coule bien dans la seringue.

Selon le procédé d’application, procéder a I'injection intraveineuse, intramusculaire, sous-cutanée ou intradermique.

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

Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A97, sur le site web suivant
www.setmedikal.com.tr.
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Population de patients visée

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

Utilisateurs visés

Personnel médical

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

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

Indication

Les seringues insuline servent a I'application des produits et fluides médicaux. La durée de conservation du produit est de 5 ans.
Contre-indication

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

& Remarques

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

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

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

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

e Apres l'injection ou le prélevement, éliminer le produit a titre de déchet médical.

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

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

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

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

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

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

Configurations de I’aiguille hypodermique

Configurations de l'aiguille

Dimension 26G 29G 30G 31G
Couleur Chatain Rouge Jaune Blanc
1/2”

Conditions de stockage

e Conserver les produits dans un endroit ou la température ambiante n’est pas supérieure a 45°C.
e Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.
e Stocker les produits en plagant les paquets selon le sens de la fleche.
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e Placer I'un sur I'autre cing colis au plus.
e Ladurée d'expiration du produit est de 5 ans.

Explication des symboles utilisés
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elFU Indicator

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

Attention

79T

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

pertinentes relatives aux appareils médicaux.

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp
Insulinspritze mit Nadel Hypodermische Nadel
Luer 3 teilige Spritze 26G 29G I
0,3ml,0,5ml, 1 ml 30G 31G = —E_
Luer Lock 3 teilige Spritze . o —_— ==l__ ||
0,3ml,0,5ml, 1ml = ]‘!U—GE, e t;
Verwendungszweck

Die leeren, sterilen Einweg-Insulinspritzen aus Kunststoff werden nachdem sie vom Endverbraucher befillt wurden fiir die Aspiration und
Injektion von Flussigkeiten verwendet. Die Spritzen sind hauptséachlich fir die Anwendung am Menschen bestimmt. Sterile Spritzen sind fiir
eine Verwendung umgehend nach der Befiillung konzipiert und haben nicht den Zweck, das Arzneimittel liber einen langeren Zeitraum in sich
aufzubewahren.

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

Die sterilen Einweg-Insulinspritzen sind dazu bestimmt, dem Patienten subkutan eine Insulininjektion zu verabreichen. Die Spritze enthilt eine
nicht zurtickziehbare (normalerweise zum Schutz des Benutzers mit einer Kappe versehene) Nadel, die angebracht oder abgenommen ist. Die
Spritze ist nicht mit Arzneimittel vorgefullt.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PP — Polypropylen
Dichtung Isopren Kautschuk, frei von Latex
Hypodermische Nadel Edelstahl, S5304, PP — Polypropylen
Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)
Gebrauchsanweisung

elFU Indicator

e  Offnen Sie die Verpackung, indem Sie sie an der durch das Pfeilzeichen gekennzeichneten Offnung abziehen.
e Prifen Sie visuell die Vollstédndigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.
Die Produktverpackung enthélt eine Spritze zusammen mit einer Nadel.

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

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

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

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

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

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

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

e Injizieren Sie die Injektionsfliissigkeit entsprechend der Anwendungsvorschrift intravends, intramuskular, subkutan oder intrakutan.
e Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch fir die Blutaspiration verwendet werden.

e Die elektronische Version der PR.A97 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

Patientenzielgruppe

Es bestehen keine Einschrankungen fir die Patientenpopulation.
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Benutzerzielgruppe
Gesundheitspersonal

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

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

Indikation

Insulinspritzen sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit des Produkts betragt 5
Jahre.

Kontraindikation

Insulinspritzen 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 fur einen anderen als den
angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& Hinweise

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

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

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

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

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

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

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

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

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

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

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

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 26G 29G 30G 31G
Farbe Braun Rot Gelb Weil
1/2”
Nadelldnge 1/2” 1/2” 1/2”
1/3”
Lagerbedingungen

e  Bei Umgebungstemperatur von max. 45 °C lagern.

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

e Maximal fiinf Kartons tGibereinander lagern.

e Die Haltbarkeit des Produkts betragt 5 Jahre.
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Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

79T

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

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul - Tiirkei
Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLA SIRINGA INSULINA
Tipo Prodotto
Siringa insulina con ago Ago ipodermico
Siringa con attacco Luer 3 parti 26G 29G30G o =
0,3ml,0,5ml, 1 ml 31G ! —E_

]

Siringa con attacco Luer Lock 3 parti
0,3ml,0,5ml, 1 ml !

jr:rm.‘E ) - |
= i
T =

Finalita di Uso

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

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

Le siringhe insulina sterili e monouso vengono utilizzate per effettuare I'iniezione sottocutanea ad un paziente. Contiene un ago non-retrattile
assemblato o separato (in genere con tappo ai fini di protezione dell’utente). Non é stata pre-riempita da insulina o un altro farmaco.

Composizioni del prodotto

Componente Materia prima

Cilindro PP - Polipropilene

Pistone PP - Polipropilene

Guarnizione Gomma isoprene, senza lattice

Ago ipodermico Acciaio inox, SS304, PP-Polipropilene

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

Istruzioni di Uso

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

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

e La confezione del prodotto contiene la siringa e I'ago.

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

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

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

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

e Sesiinietta il liquido nel corpo attraverso la siringa prelevare il liquido nella siringa in quantita necessaria.

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

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

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

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

e E possibile accedere alla versione digitale dell’istruzione di uso PR.A97 sull’indirizzo www.setmedikal.com.tr.
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Popolazione target di pazienti

Non & 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 I1SO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle applicazioni del
servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

Le siringhe insulina sono dei dispositivi utilizzati nell’applicazione dei prodotti e liquidi medicali. La vita da scaffale del prodotto e di 5 anni.
Controindicazione

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

& Avvertenze

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

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

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

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

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

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

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

o 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.

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

Configurazioni dell’ago ipodermico

Configurazioni dell’ago
Misura 26G 29G 30G 31G
Colore Marrone Rosso Giallo Bianco
1/2”
Lunghezza 12" 12" 12"
ago 1/3”

Condizioni di stoccaggio

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

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 18 /24

Azienda Produttrice

Fragile! Maneggiare con cura

Data di Produzione

Tenere lontano dai raggi solari

S

Data di Scadenza

.
n
-

Mantenere asciutto

LOT

Numero Lotto

=)

Trasportare in direzione verticale

REF

Numero Catalogo

=
&5
o

Limite di temperatura massima (45°C)

Dispositivo Medico

F

&)

Limite di umidita (20% — 80%) /

L'identificazione unica dei dispositivi

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

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

J69 @ |

7
!

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

o
S
<

Solo ad uso professionale

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

=

elFU Indicator

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

Attenzione

27T

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

Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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MHCTPYKLUKA NO UCMOJ/Ib3OBAHUIO MHCY/TMHOBbLIX LUMPULIEB

Tun usgenus

Linpuy, ¢ urnoi ana UHcyAMHa WUrna pna NnoAKOMXKHbIX MHbEKUUIA

LWnpuy Slyep 3-KOMNOHEHTHbIN 26G 29G ] ]

0,3 mn, 0,5 mn, 1 mn 30G 31G = 4_

LWnpuy Nlyep JIoK 3-KOMMNOHEHTHbIA _ . oo -~ — —==__||
0,3 mn, 0,5 mn, 1 mn = LM&E — )

Llenb ucnonb3osaHums

MycTble, CTepU/bHbIE OAHOPA30BbIE MHCY/IMHOBbLIE LIMNPULbI, M3rOTaBAIMBAEMbIE M3 MNACTUKOBbIX MaTepuasnoB, UCMO/b3YIOTCA KOHEYHbIMU
notpebutenamu gna 3abopa u BBEAEHMA XMUAKOCTEN Nocie HanosHeHua. LUnpuubl NpegHasHayeHbl NpeXae BCEro AAA MCMNO/b30BaHMA B
OTHOLIEHMM OpraHn3mMa YesnoseKka. CTepubHbIE WMNPULBI NPeAHa3HayYeHbl 419 UCMO/Ib30BaHWUA HENOCPEACTBEHHO NOC/IE UX HAMOIHEHUA U He
npeaHasHayYeHbl ANA AIMTEIbHOTO XPaHEHUA IeKapCTBEHHbIX CPeACTB.

NHCynnHOBbIE WnpuULbl NPUToAHbI ANA UCMOb30BAHUA C HAKOHEeYHMKamu «Jlyep» B cooTsBeTcTBumM ¢ EN ISO 80369-7.

CTepu/ibHble OHOPA30BbIE WMHCY/IMHOBbIE LUNPULbI UCMOML3YIOTCA AN NOAKOXHOTO BBEAEHUA WHCYAMHA nauueHTy. OHM  umetoT
HEBTArMBAEMYIO UI/y, YCTAaHOB/IEHHYIO Ha WWMNPULLE WUAM NPELOCTaBAAEMYl0 OTAENbHO (OBbIMHO C KOMIMAYKoM ANA 3aluTbl MO/b30BaTens).
LWnpu1upl npeasapuTeslbHO HE 3aM0/IHEHbI MHCYJIMHOM WU APYTMMU IEKAPCTBEHHBIMM NpenapaTamu.

KomnoHeHTbl U3genua

HasBaHue petanu CbipbeBo maTepuan

Unnnupp MM - noavnponuneH

MNopweHb MM - noaunponunex

Mpoknagka M3onpeHoBbI KayyyK, 6e3 naTekca

Urna ana noaKoXHbIX Hepskasetowas ctanb, SS304, MMM - noamnponuneH

WHbEKLMUA

Martepuan ynakoBku MeamumHcKan bymara ¢ npo3payHoi NAeHKOM, NnpurogHasn ans
crepununsaumm EO (MHAMBMAYaNbHAA yNnaKkoBKa)

elFU Indicator

UHCTpYKLUMA NO UCNONb30BaHUIO

BcKkpoiiTe ynakoBKy Yepes OTBEPCTME, YKa3aHHOE CTPE/IKOM.

BusyanbHO NpoBepbTe KOMMNIEKTHOCTb COAEPKMMOTO U OTCYTCTBUE MOBPENKAEHUI YNAKOBKM.

B ynakoBKe Haxo4MTbCA WNPUL, B KOMMNAEKTE C UTNOW.

Bo Bpems NMOATrOTOBKM K UCMO/Nb30BAHUIO AEPMKUTE LUNPULL OAHOMN PYKOM, a UFAY - APYrOW.

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

He CHMMas 3alWWTHbIA KOAMAYOK C WMAbl, HAaAEXKHO 3adUKCUpYTe WUy Ha Wnpuue, NPUMKaB UMY K HAaKOHEYHWKY Wnpuua v
NoOBepHYB ee MO YacoBOW CTpesKe.

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

ECnn wnpuuy, Mcnonb3yerca ANs BBeAEHUA XUAKOCTU B OpraHM3m, Habepute Heo6X0AMMOE KOMUYECTBO XKUAKOCTH B LLNPUL,
Y6eauTech, 4To B LUMNPULLE HET Ny3bipbKOB BO3AyXa. ECM B luNpuUue ecTb Ny3blpbKY BO34yXa, YAAIUTE UX.

Mepen MHbEKLMEN NPOBEPLTE MPOXOXKAEHME NOTOKA KUAKOCTU B WINpULLE.

BeBeauTe KUOKOCTb AR UHBEKLMI BHYTPMBEHHO, BHYTPUMbILIEYHO, NOAKOXKHO WAM BHYTPUKOMKHO B COOTBETCTBMM C MpoLedypoi
BBEAEHMUA.

LLInpuL, Tak:Ke MOXKHO MCNOb30BaTh AN 3a6opa KPOBM C MOMOLLbIO UMbl AN NOAKOMKHbIX MHBEKLMI COOTBETCTBYIOLLETO Pa3mepa.
C 3N1eKTPOHHOM Bepcuelt MHCTPYKLMKU NO UCNoNb30BaHUI0 PR.A97 MOXKHO 03HaKOMMUTbCA Ha caliTe www.setmedikal.com.tr
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Llenesas rpynna nawuveHToB

YCTaHOBNEHHbIX OFpaHVI‘-IEHVIVI B OTHOWEHWU rpynnbl NaUMEHTOB HE UMEEeTCA.

LleneBble nonb3oBaTtenu
MeauunHCKNn nepcoHan

OnucaHue yCTPOoMCTB, NpegHasHauYeHHbIX 411 UCNOJIb30BaHUA C U3aeNMem

N3penvie npurogHo AN UCNosib3oBaHMA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1SO 80369-7 CoeaMHUTENM MaIOTO AMAMETPA ANA KULKOCTEN
W rasoB, MCMo/ib3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHUTENAM BHYTPMUCOCYAMCTOrO MAM MOLKOMHOIMO
npumeHeHuna".

MoKka3aHua

MHCyNMHOBbIE WNPULbI ABAAIOTCA M34E/NMAMM, WUCMOb3YEMbIMU ANA BBEAEHUA MEAMUMHCKMX npenapatoB M 3abopa Kugrocteit. Cpok
roAHOCTM U34enus coctasnser 5 niet.

MpoTtuBonoKasaHuA

MHCVﬂMHOBbIVI wnpuy, He A01XKEeH UCNO/1b30BaTbCA bonee yem ONA OAHOro naumeHTa. M3genve moxet 6bITb UCNONBL30BAHO B CTePUIbHOM
COCTOAHMW OAHOPA30BO [AAA OAHOro naumeHta. O4yMCTKA WM MNOBTOPHAA CTepUAM3auMA He AonycKaeTcA. He npegHasHayeHbl AnA
MCNONb30BaHMUA HE MO Ha3HayYeHuto. Nocne cnoib3oBaHUA yTVI}'IVISVIpyVITe KaK MeaANUMNHCKNE OTX0A4bl.

& MpeaynpexaeHusa

e He ucnonbsyiTe nsgenmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e Bu3yanbHO NpPoBepbTe KOMMIEKTHOCTb YNAaKOBKM W OTCYTCTBME NOBPENKAEHMWM.

e He ucnonb3yite nsgenme nocae UCTeYEHUA CPOKa rogHOCTH, YKa3aHHOrO Ha YNaKoBKe.

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

e [locne MHBbEKLUM UK 3a60pa KUAKOCTU YTUAUSUPYITE U3AeNne KaK MeAULMHCKME OTXOAbI.

e  UM3penue npeaHasHayeHO TONAbKO ANA OAHOKPATHOrO MCMO/b30BaHWMA M He MOA/ENKMT MOBTOPHOMY MPUMEHEHUIO U MOBTOPHOW
cTepuAnsaummn.

e  He npuKacanTecb K uUrne Bo M3bexxaHne pUcKa NPOKOIa KOXKM U 3apaxkeHunsa. MPOKO/bl KOMKM 3apaXKEHHOMN UTI0 MOTYT NPUBECTU K
passuTuio renatuTa, CMNOa 1 Apyrux M3BecTHbIX/HEU3BECTHbIX 3a60/1€BaHUIA.

e Ecnv u3genve He MCNosib3yeTcA HEMOCPeACTBEHHO MOCAE BCKPbITWA CTEPUAbHON YMaKOBKM BO3HMKAET PUCK 3apaeHus. He
MCMONb3yWTe U3aesme B ClyYae HEBO3MOXKHOCTU COXPaHEHUA ero CTepuabHOCTH.

e  [loBTOpHOE MCMO/b30BaHME U34ENNA MOXKET NPUBECTU K MHOULMPOBAHMNIO, NEPEKPECTHOMY 3aparKeHUIO U Cencucy.

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

e  CTepwuibHble WNPULbI NpeaHa3HauYeHbl AN UCNO/Ib30BaHMA HENOCPEACTBEHHO NOC/AE HAMNOMHEHMSA, MO3TOMY He XPaHWUTE IeKapCcTBo B
TeYeHne A/IUTeNIbHOro BpeMeHW.

KoHdurypauum urn ana nogKoXHbIX MHbEKLMUMA

KoHourypauum urn

Pasmep 26G 29G 30G 31G

Lser KopuuHesbiii | KpacHbiit | HenTbiii Benbiit
1/2”

OnvHa urnbl 1/2” 1/2” 1/2”
1/3”




e SEeT Menikal

INSULIN SIRINGA KULLANIM TALIMATI/ INSULIN SYRINGE INSTRUCTION
FOR USE

Dok./Doc.No: PR.A97 Tarih/Date: 2.07.2024 Rev.No: 6

Ycnosua xpaHeHusA

e  XpaHuTb Npu TemnepaType OKpy:KatoLel cpeabl He Bbiwwe 45°C.
e 3alMLIaTb OT NPAMbIX CO/IHEYHbIX Jly4en U BNAXKHON cpeabl.
XpaHWTb, PacnonoXune KOPOOKY B HANPaBAEHUN CTPESKN.
YKknagpiBatb He 6osee NATM KOPOBOK Apyr Ha Apyra.

CpOK rogHOCTK NpoAyKTa COCTaBAAeT 5 ner.

MoAcHeHuA K Ucnosibdyembim yCZ10BHbIM o0603HauYeHnAM

Sayfa No/Page No: 21 /24

Xpynkoe usaenue, obpaliatbca
KomnaHua-nponssoguTtesb Py A » obpat
OCTOPOXKHO
>
‘/."-._' o
ﬂ [aTa npoussoacTea Z \ 3alumMLaTh OT COTHEUYHbIX ydei
]
a “l‘l
[JaTta ucteyeHmna cpoka rogHocTu T\ XpaHWUTb B CyXxom mecTe
LOT Homep naptuu |I MepemelLaTb BEPTUKANbHO
REF Homep no KaTtanory /H/ BepxHuit npeaen Temnepatypsbl (45°C)
B80%
MD MeanunHckoe nsgenuve @ OrpaHunyeHue no BnaxHoctu (20-80%)
20%,
He ucnonbayiiTe, ecav ynakoBka
uUDI YHUKanbHbIN naeHTMOUKATOP N3aenmsa nospexaeHa, u obpatntech K

WHCTPYKLMM MO UCMOJIb30BAHMIO

YNo/IHOMOYEHHbIV NpeacTaBUTeNb B

(BennkobputaHus)

He ncnonb3oBatb NOBTOPHO

Esponeiickom coobuiecTtse
L

CTepunM30BaHO C UCNO/Ib30BaHUEM

0| @

Q

OKWUCU 3TUNEHA

He COAEPXKUT NaTeKca

X

HenunporeHHbI

NHavBuAayanbHasa cTepunbHan 6apbepHas
cuctema

>
C
=2
<

@ He cTtepunnsoBaTb NOBTOPHO

TonbKo Ana NPodeccMoHanbHOro
MCNoJ1b30BaHMA

O NHavBuAayanbHasa cTepunbHan 6apbepHas
N d CUCTEMa C 3aLLMTHOM YNAaKOBKOW CHApPYKK

i

elFU Indicator

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

& BHUMaHne

3HaK cooTBeTCcTBUA TpeboBaHMAM BCcex cOOTBeTCTBYIOWMX AnpekTns EC no meguuuHCKUm
c usgenuam / EBponeiickoro 3akoHOAaTeNbCTBa
2797 YKa3aHHbI BHU3Y HOMEP ABNAETCA HOMEPOM HOTUPMLMPOBAHHOIO 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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IHCTPYKUIA 3 BUKOPUCTAHHA IHCYTIHOBUX LLMPULLIB

Tun Bupoby

LLinpuy, 3 ronkoto anA iHcyniHy

Fonka AnA NigWKipHUX iH'eKLN

LWnpuy, Jlyep 3-KOMNOHEHTHUI1
0,3mn, 0,5 mn, 1 mn

26G 29G o
306G 31G = =L 4__ S

0,3mn, 0,5mn, 1 mn

LWnpuy Nlyep /10K 3-KOMNOHEHTHU Lmu -
————u ‘

MeTa BUKOPUCTaHHA

MopOoXKHi, CTepuabHi OAHOPA30Bi iHCYNIHOBI WAPUUM, AKI BUFOTOBAAKOTLCA 3 MNAACTUKOBMX MaTepianiB, BMKOPUCTOBYIOTbCA KiHLEBUMU
CrNoXKMBaYaMu A5 3a60py Ta BBEAEHHA PiANH NicnA HanoBHeHHA. LUnpuun npusHayeHi Hacamnepes, AN BUKOPUCTAHHA CTOCOBHO OpraHiamy

NoanHN. CTepubHI LWINPULM NPU3HAYeHi ANA BUKOPUCTAHHA 6e3nocepeaHbo MNicaa iX HANOBHEHHSA | HE NPU3HaYeHi A1A TpuBanoro 3bepiraHHA

NiKapCbKMX 3acobiB.

IHCYNiHOBI WNPULM NPUAATHI ANA BUKOPUCTaHHSA 3 HaKoHeYHWKamu "Jlyep" BignosigHo ao EN ISO 80369-7.

CTepunbHi 04HOPa30Bi iIHCYNIHOBI LWNPULY BUKOPUCTOBYIOTHCA A/1A NiAWKIPHOrO BBEAEHHA iHCYNiHY NaLieHTY. BOHM MaloTb HEBTATyBaHY oKy,
BCTQHOBNEHY Ha wWnpuui abo HajaHy OKpemo (3a3BMYai i3 KOBMAYKOM A8 3aXWUCTy KopucTysada). LUnpuuy nonepegHbo He 3anOBHEHI

iHcyniHOM ab0 iHWKWMMK NiKapCbKMMK NpenapaTamu.

KomnoHeHTu BUpoby

HasBa getani

CMPOBUHHUIN maTepian

Luninap MM - noninponinex
MNopweHb MM - noninponinex
Mpoknagka I3onpeHoBMiA Kayuyk, 6e3 natekcy

Fonka ana nipwkipHmMx
iH'eKLin

Hepskasgitoya ctanb, SS304, MMM - noninponinex

Marepian ynakoBku

MeauyHuUin nanip i3 Npo3opoto NAiBKO, NPUAATHUI Ana cTepunisadii EO
(inamBigyanbHa ynakosKa)

IHCTPYKL,iA 3 BUKOPUCTAHHA

eIFU Indicator

Po3KpuitTe ynakoBKy uepes

OTBIp, BKa3aHWI CTPiNKoto.

BisyanibHO nepeBipTe KOMMJIEKTHICTb BMICTY Ta BiZICYTHICTb MOLIKOAMKEHb YNAaKOBKM.
B ynaKoBLi 3HaX0AUTbCA LWNPUL, Y KOMNAEKTi 3 ro/IKOH.

e [lig Yac NiAroTOBKM 4,0 BUKOPUCTAHHA TPMMAMTE LWNPUL, OAHIEID PYKOLO, a FOJIKY - iHLWWOtO.

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

e He 3HiMalouM 3aXMCHMIN KOBMNAYOK 3 TONIKM, HAAiIAHO 3adiKcyliTe roNKy Ha LWNPULL, NPUTUCHYBLUW FO/IKY A0 HAaKOHEYHMKa Wnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOIO CTPINKOIO.

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

o AKWO WNpUL, BUKOPUCTOBYETLCA ANS BBEAEHHA PiISUHU B OpraHiam, HabepiTb HeObXigHY KiNbKICTb PiAMHM Y WNPULL.

o [lepeKkoHalTecA, WO Y WNPpULi HEMAE NOBITPAHUX ByNbbaLOK. AKWO y wWnpuui € bynbballKku NoBiTPA, BUAANITD iX.

e [lepeg iH'eKLi€lo NepesipTe

NPOXOAKEHHS MOTOKY PiAVHM Y LWNPULL.

e BBegiTb PiANHY ANA iH'EKLiN BHYTPILHbOBEHHO, BHYTPILLHbOM'A30B0, NiAWKIPHO abo BHYTPIWHbOLWKIPHO BigMNOBIAHO A0 Npouesypv

BBeAEHHA.

e Llnpuu TaKoXK MOXKHA BUKOPUCTOBYBATK A/1A 3ab0py KPOBi 32 AONOMOrOH FONKM ANA MiAWKIPHMX iH'EKLi BignoBigHOro po3mipy.
e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.A97 MoKHa 03HaMomuUTUCA Ha canTi www.setmedikal.com.tr
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LlinboBa rpyna nawjieHTiB

BcTaHOBNEHUX 0OMENKEHD LLOAO rPyNu NaLieHTIB HEMAE.
LlinboBi Kopuctysaui

MeaunyHuit nepcoHan

Onuc NpUCTpOiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

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

NMoKa3aHHA

IHCYNiHOBI WNPMUM € BUPO6amMK, LLO BUKOPUCTOBYHOTLCA AA BBEAEHHA MeAMUYHUX npenapartis i 3a6opy pignH. TepmiH npuaaTHoCTi BUpOByY
CTaHOBWTb 5 POKiB.

MpoTunokasaHHA

IHCYNiHOBMI WNPUL, HE NOBUHEH BUKOPUCTOBYBATUCA Biflbll HiXK ANA 04HOrO nauieHTa. Bupi6 moxe 6yTv BUKOPUCTAHUI Y CTEPUNBHOMY CTaHi
04HOPa3oBO ANA OAHOro nauieHTa. OuumweHHA abo MOBTOpHA cTepuisalia He AONYcKaeTbcA. He mpusHayeHi AnA BMKOPUCTAHHA He 33
npusHadeHHaM. MNicna BUKOPUCTaHHA YTUI3yiTe AK MeanyHi Biaxoau.

& Monepep)XeHHA

e He BMKopucTOBYITE BMPIb 3 NOWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAXEHb.

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

e [lepep BUKOPUCTAHHAM NepeKoHanTecs, Wo ro/ika Ans NigwKipHMX iH'EKLi He 3aKynopeHa i NOTiK KPOBi He YCKNagHEHO.

e [licna iH'ekuii abo 3abopy pianHM yTUnisyiite BUPib AK MeaunyHi Bigxoau.

e Bupib npM3HaYeHUI TiIbKM SN OAHOPA30BOro BUKOPUCTAHHSA i He NignArae NOBTOPHOMY 3aCTOCYBAHHIO Ta MOBTOPHIW cTepunisaLii.

e He TOpKamTecs rofiku, Wwob YHUKHYTU PU3NKY NPOKOAY LWKIpKU Ta 3aparkeHHA. MPOKOAK LWKipKU 3apaskeHOo0 roNIKO MOXKYTb NPU3BECTU
[0 po3BuUTKy renatuty, CHIZy Ta iHWKX BigOMMX/HEBIAOMMX 3aXBOPIOBAHD.

e  AKWo BUPIO He BMKOPMUCTOBYETbCA 6Ge3nocepeAHbO NICAA PO3KPUTTA CTEPUIbHOI YNAKOBKW, BUMHUKAE PU3MK 3apaykeHHA. He
BMKOPUCTOBYMTE BMPIb y pa3i HEMOXMBOCTI 36epeXKeHHsA Moro CTepPUIbHOCTI.

e [loBTOpPHE BMKOPUCTaHHA BUPOLY MOKe Npu3BecTU A0 iHDiKyBaHHA, NepexpecHoOro 3apaKeHHs i cencucy.

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

o CTepunbHi WNpUUM NPU3HAYEH] ANA BUKOPUCTAHHA B6e3nocepesHbo NiciA HANOBHEHHSA, TOMY He 3a/IMLWAiTe iKW Y WNPULL NPOTATOM
TPWBaOro yacy.

KoHdoirypauii ronok ana nigkipHux iH'ekuin

KoHaoirypauii ronok
Po3mip 26G 29G 30G 31G
Konip KopuuHesuin |YepBoHuin| KosTui Binui
1/2”
o | [T

YmoBwu 36epiraHHA

e  36epiraTv Npy TemnepaTypi HAaBKOJIMLIHbLOIO cepeoBuLLa He Bule 45°C.
o 3axuLLaTH Big NPAMMX COHAYHMX NPOMEHIB i BOJIOFOro cepefoBuLLa.
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e  36epirati, po3TalyBaBLUM KOPOBKY B HANPAMKY CTPINKMU.
e  YKnagatu He 6inble n'ATM KOPOBOK oAHA Ha OAHY.
e  TepMiH NpMAATHOCTI NPOAYKTY CTAaHOBUTL 5 poOKiB.

NMoACHEeHHA 4,0 BUKOPUCTOBYBAaHUX YMOBHUX NO3HA4Y€Hb

Sayfa No/Page No: 24 /24

KomnaHisn-BMpobHUK

Kpuxkuit Bupi6, nosoantucs
obeperkHo

[aTta BMpobHuMLTBa

3axumLaTH Big, COHAYHOrO NPOMIHHA

LR

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI

36epiraTi B cyxomy micu,i

Homep naprii MepemiwaTtn BepTUKANbLHO
LOT 1]
REF Homep 3a katanorom /Rf BepxHa mexa Temnepatypu (45°C)

MeanyHuit BUpi6

ObMmexKeHHs wopao sonorocTi (20-
80%) /

YHikanbHWUi ineHTndikaTtop BUPoLY

He BMKOpUCTOBYTE, AKLLO YNaKOBKa
NOLIKOAMKEHQ, | 3BEPHITLCA 40
IHCTPYKLLT 3 BUKOPUCTAHHA

YNOBHOBaXEHMW I NPeACTaBHUK Y
€BponencbKoMy CriBTOBapPUCTBI
(BennkobpwuTaHis)

He BMKOpMCTOBYBaTU NOBTOPHO

CTepunisoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuneHy

4

He micTuTb naTtekcy

He cTepunisyBatm NOBTOPHO

HeniporeHHui

IHAMBigyanbHa ctepunbHa bap'epHa
cuctema

Tinbkn ana npodecinHoro
BMKOPUCTAHHA

-----

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

elFU Indicator

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

YBara

mar

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

EBDOHEﬁCbKOFO 3aKOHOOaBCTBa

3a3HayYeHuit BHU3Y HOMEP € HOMEPOM HOTUGDIKOBAHOIO OpraHy

Micue BupobHMUTBA

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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INSULIN SIRINGA KULLANIM TALIMATI
Uriin Tipi
insiilin igneli Sirnga Hipodermik
I1gne

Luer Lock 3 parga Siringa

Luer 3 parga Siringa 26G 29G o ==e=
0,3ml,0,5ml, 1ml 30G 31G =1 4_ .
0,3ml,0,5ml, 1 ml =

Kullanim Amaci

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

insdilin siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Steril tek kullanimlik insilin siringalari bir hastaya deri altindan insiilin enjeksiyonu yapmak igin kullanilir. Takili veya ayri sekilde (genellikle
kullanici korumasi igin kapakl) geri cekilemez bir igne icerir. insiilin veya baska bir ilag ile 6nceden doldurulmamistir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne Paslanmaz Celik, S5304, PP — Polipropilen

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

Kullanma Talimati

elFU Indicator

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji siringa ve igneyi birlikte icerir.

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

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

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

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice gikarin.

e Siringa ile viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya ¢ekin.

e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka g¢ikarin.

Enjeksiyondan once, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

e PR.A97 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
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Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

insiilin siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmis veya agilmigsa uriini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

igne Konfigiirasyonlari
Olgii 26G 29G 30G 31G
Renk Kahve Kirmizi Sari Beyaz
N 1/2”
'52” LT nlugu vz vz 1/3” vz

Depolama Kosullari

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

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

Ust Uste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.
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Kullanilan Sembollerin Agiklamasi

Sayfa No/Page No: 3 /24

Uretici Firma I Kirilgan. dikkatli tutun

N e

Uretim Tarihi -7 "\"" Giines I1s18indan uzak tutun
B

Son Kullanma Tarihi

.
n
-

Kuru tutun

Lot Numarasi

=)

Dikey olarak hareket ettir

Katalog numarasi

=
&5
o

Sicakligin Ust sinirt (45°C)

Tibbi Cihaz

2

®

]
]
=

Nem sinirlamasi (%20 — %80) /

Benzersiz cihaz tanimlayici

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize edilmistir

J60©

7
A

Lateks icermez

Tekrar sterilize etmeyin

X

Pirojenik olmayan

Tekli steril bariyer sistemi

o
=1
~

Yalnizca Profesyonel Kullanim

===

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

i

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

Dikkat

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

isaret
cz'.r-.}? Altta gorintilenen numara Onaylanmis Kurulus Numarasidir
Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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INSULIN SYRINGE INSTRUCTION FOR USE

Product Type
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Insulin Syringe with needle

Hypodermic Needle

Luer 3 pieces Syringe 26G 29G o . -
0,3ml,0,5ml, 1 ml 30G 31G =L 4__

Luer Lock 3 pieces Syringe g =)
0,3ml,0,5ml, 1 ml === ]‘W—L’-ﬂ— — l;

Intended Use

Hypodermic Insulin Syringes are made of empty, sterile and disposable plastic materials, are used by end users for the aspiration and injection
of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately after filling and are not

intended to retain medication for long period of time.

Insulin syringes with needle are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use insulin syringes are intended to be used to administer an injection of insulin to a patient subcutaneously. A non-retractable

needle is included, either attached or detached (usually capped for user protection). It is not prefilled with insulin or any other drug

Product Components

Name Raw material

Barrel PP — Polypropylene
Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle

Stainless Steel, SS304, PP — Polypropylene

Packaging

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

UE Instruction for Use

IFU Indicator

e Open the package by peeling it from the place marked by the arrow.
e  Visually inspect that the content of package is complete and the package is undamaged.

The product packaging includes the syringe and needle together.

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

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

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

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

If liquid is to be injected into the body with a syringe; draw the required amount of liquid into the syringe.

Make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, be sure to remove it.

Before injection, check if fluid is flowing in the syringe.

Inject the liquid to be injected into the vein, intramuscularly, subcutaneously or subcutaneously, in accordance with the application
procedure.
The syringe can also be used for blood aspiration with an appropriately sized hypodermic needle.
The electronic version of PR.A97 Instruction for use is available at www.setmedikal.com.tr
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Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Indications

Insulin syringes with needle are devices used to administer medical products and liquids. The product shelf life is 5 years.

Contraindications

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

& Cautions

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

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

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

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations
Gauge 26G 29G 30G 31G
Color Brown Red Yellow Red
1/2”
T::g‘i': 1/2 1/2 L 1/2"

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.
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Keep it away from direct sunlight and moist environment.

e  Place and keep the box in the direction of arrow.
o Do not place more than 5 successive boxes on the top of each other.
e The shelf life of product is 5 years.

Description of Symbols Used

Sayfa No/Page No: 6 /24

Manufacturer

Fragile. Handle with care

Date of manufacture

\ |
v

N

/1

Keep away from sunlight

"o
N

Use-by date T\ Keep dry
LOT Batch code |I Move vertically
REF Catalogue number /ﬂf Upper limit of temperature (45°C)

Medical device

2

®

Humidity limitation (20% — 80%)

Unique device identifier

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

Authorized representative in the
European Community (United Kingdom)

Do not reuse

Sterilized using ethylene oxide

§60 @

7
!

Latex free

Do not resterilize

X

Non-pyrogenic

Single sterile barrier system

O
=1
<

Professional Use Only

-----

Single sterile barrier system with
protective packaging outside

i

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

Caution

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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INSTRUCCIONES DE USO DE LA JERINGA DE INSULINA CON AGUJA

Tipo de Producto

Jeringa de Insulina con Aguja Aguja Hipodérmica

Jeringa de 3 piezas con Punta Luer 26G 29G I

0,3 ml, 0,5 ml, 1 ml 30G 31G == %, o
Jeringa de 3 piezas con Punta Luer I - - —_— =]
Lock == Lm&_ﬂ_ e l;
0,3ml, 0,5ml, 1 ml -

Propdsito del Uso

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

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

Las jeringas de insulina estériles y desechables se utilizan para inyectar insulina por via subcutdanea a un paciente. Contiene una aguja no
retractil, ya sea conectada o separada (generalmente con tapa para la proteccion del usuario). No esta precargada con insulina ni ningun otro
medicamento.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

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

Instrucciones de Uso

e  Despegue el embalaje del lugar marcado por la flecha.
e Inspeccione visualmente que el contenido del embalaje esté completo y que el embalaje no esté dafiado.
e El embalaje del producto contiene una jeringa y una aguja.
e Durante la preparacion, sostenga la jeringa con una mano y la aguja con la otra.
e Asegurese de que las lineas de graduacion del cilindro de la jeringa sean legibles.
e  Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girandola en sentido horario sin quitar la tapa
protectora de la aguja.
e  Retire con cuidado la tapa protectora de la aguja sin dafar la aguja.
Si se va a inyectar un liquido en el cuerpo; extraiga la cantidad necesaria del medicamento con la jeringa.
Asegurese de que no haya burbujas de aire en la jeringa, si las hay, retirelas.
e Antes de la inyeccion, compruebe que se puede lograr el flujo de liquido en la jeringa.
e Inyecte el liquido en la vena o por via intramuscular, subcutdnea o intercutanea de acuerdo con el tratamiento de aplicacion.
e Lajeringa también se puede utilizar para aspiracion de sangre con una aguja hipodérmica del tamafio adecuado.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR. A97 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

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

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

Indicacién
Las jeringas de insulina son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5 afos.
Contraindicaciéon

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

& Advertencias

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.

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

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

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

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

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

e 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.

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

largo tiempo.

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 26G 29G 30G 31G
Color Marrén Rojo Amarillo Blanco
1/2”

Condiciones de Almacenamiento

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

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

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

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

-

Fragil. Tratar con cuidado

Fecha de produccion MM Mantener alejado de la luz solar
[}
— R—-.
[ ]
Fecha de vencimiento s Mantener seco

F

Codigo de lote

—
—

Mover verticalmente

Numero de catdlogo

S

Limite superior de temperatura (45 °C)

Dispositivo médico

2

®

]
]
=

Limitacién de humedad (20% — 80%) /

Identificador de dispositivo Unico

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

Representante autorizado en la Comunidad
Europea (Reino Unido)

No reutilizar

Esterilizado con 6xido de etileno

J60©

7
!

No contiene latex

No re esterilizar

X

No pirogénico

Sistema de barrera estéril Unico

o
S
<

Solo para uso profesional

.....

El sistema de barrera estéril inico con embalaje
protector exterior

1]

elFU Indicator

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

Atencidn

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

pertinentes.

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Estambul, Turquia
Tel: 0212 622 04 00

www.setmedikal.com.tr



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

e SEeT Menikal

INSULIN SIRINGA KULLANIM TALIMATI/ INSULIN SYRINGE INSTRUCTION
FOR USE

Dok./Doc.No: PR.A97 Tarih/Date: 22.04.2024 Rev.No: 5 Sayfa No/Page No: 10 /24

NOTICE D'UTILISATION DE LA SERINGUE INSULINE

Types de produit

Seringue avec aiguille pour insuline Aiguille hypodermique

Seringue Luer 3 piéces 26G 29G o
0,3ml,0,5ml, 1 ml 30G 31G = e 4_

Seringue Luer Lock 3 piéeces
0,3ml,0,5ml, 1 ml

1.

But d’utilisation

Les seringues insuline vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par |'utilisateur final pour aspirer et injecter des
fluides aprés les avoir remplies. Les seringues sont essentiellement destinées a I'usage chez les hommes. Les seringues stérilisées sont congues

pour étre immédiatement utilisées des qu’elles sont remplies et ne sont pas destinées a conserver pendant longtemps le médicament a
I'intérieur.

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

Les seringues insuline stérilisées, a usage unique sont utilisées pour I'injection sous-cutanée de I'insuline au patient. Elles sont munies d’une

aiguille montée non retirable ou distincte (généralement équipée d’un capuchon pour la protection de I'utilisateur). Elles ne sont pas
préalablement remplies d’insuline ou d’autre médicament.

Composants du produit

Nom de la piéece Matiere premiere

Cylindre PP — Polypropyléne

Piston PP — Polypropyléne

Joint Caoutchouc isopréne, sans latex

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléene

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

elFU Indicator

Consignes d’utilisation

Ouvrir I'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 la seringue et I'aiguille.

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

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

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

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

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

S’assurer que la seringue ne contient pas de bulles d’air. S'il existe des bulles d’air dans la seringue, les éliminer obligatoirement.
Avant I'injection, vérifier si le fluide coule bien dans la seringue.

Selon le procédé d’application, procéder a I'injection intraveineuse, intramusculaire, sous-cutanée ou intradermique.

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

Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A97, sur le site web suivant
www.setmedikal.com.tr.
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Population de patients visée

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

Utilisateurs visés

Personnel médical

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

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

Indication

Les seringues insuline servent a I'application des produits et fluides médicaux. La durée de conservation du produit est de 5 ans.
Contre-indication

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

& Remarques

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

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

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

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

e Apres l'injection ou le prélevement, éliminer le produit a titre de déchet médical.

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

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

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

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

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

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

Configurations de I’aiguille hypodermique

Configurations de l'aiguille

Dimension 26G 29G 30G 31G
Couleur Chatain Rouge Jaune Blanc
1/2”

Conditions de stockage

e Conserver les produits dans un endroit ou la température ambiante n’est pas supérieure a 45°C.
e Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.
e Stocker les produits en plagant les paquets selon le sens de la fleche.
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e Ladurée d'expiration du produit est de 5 ans.

Explication des symboles utilisés
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Fabricant ! Fragile, tenir attentivement
-
Date de fabrication ?Aﬁ" Tenir écarté des rayons solaires
]

S

Date d’expiration

Tenir sec

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

Appareil médical

Limites d’humidité (20% - 80%)

Identifiant unique de I'appareil

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

Représentant agréé dans la
Communauté européenne (Royaume-
Uni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthylene

90 @

7
A

Ne contient pas de latex

Ne pas stériliser a nouveau

XS

Non pyrogene

Systéme de barriére stérilisée simple

O
=1
<

Uniquement utilisation
professionnelle

-----

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

=

elFU Indicator

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

Attention

79T

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

pertinentes relatives aux appareils médicaux.

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp
Insulinspritze mit Nadel Hypodermische Nadel
Luer 3 teilige Spritze 26G 29G I
0,3ml,0,5ml, 1 ml 30G 31G = —E_
Luer Lock 3 teilige Spritze . o —_— ==l__ ||
0,3ml,0,5ml, 1ml = ]‘!U—GE, e t;
Verwendungszweck

Die leeren, sterilen Einweg-Insulinspritzen aus Kunststoff werden nachdem sie vom Endverbraucher befillt wurden fiir die Aspiration und
Injektion von Flussigkeiten verwendet. Die Spritzen sind hauptséachlich fir die Anwendung am Menschen bestimmt. Sterile Spritzen sind fiir
eine Verwendung umgehend nach der Befiillung konzipiert und haben nicht den Zweck, das Arzneimittel liber einen langeren Zeitraum in sich
aufzubewahren.

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

Die sterilen Einweg-Insulinspritzen sind dazu bestimmt, dem Patienten subkutan eine Insulininjektion zu verabreichen. Die Spritze enthilt eine
nicht zurtickziehbare (normalerweise zum Schutz des Benutzers mit einer Kappe versehene) Nadel, die angebracht oder abgenommen ist. Die
Spritze ist nicht mit Arzneimittel vorgefullt.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PP — Polypropylen
Dichtung Isopren Kautschuk, frei von Latex
Hypodermische Nadel Edelstahl, S5304, PP — Polypropylen
Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)
Gebrauchsanweisung

elFU Indicator

e  Offnen Sie die Verpackung, indem Sie sie an der durch das Pfeilzeichen gekennzeichneten Offnung abziehen.
e Prifen Sie visuell die Vollstédndigkeit des Verpackungsinhalts und die Unversehrtheit der Verpackung.
Die Produktverpackung enthélt eine Spritze zusammen mit einer Nadel.

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

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

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

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

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

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

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

e Injizieren Sie die Injektionsfliissigkeit entsprechend der Anwendungsvorschrift intravends, intramuskular, subkutan oder intrakutan.
e Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch fir die Blutaspiration verwendet werden.

e Die elektronische Version der PR.A97 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

Patientenzielgruppe

Es bestehen keine Einschrankungen fir die Patientenpopulation.
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Benutzerzielgruppe
Gesundheitspersonal

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

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

Indikation

Insulinspritzen sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit des Produkts betragt 5
Jahre.

Kontraindikation

Insulinspritzen 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 fur einen anderen als den
angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& Hinweise

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

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

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

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

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

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

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

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

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

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

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

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 26G 29G 30G 31G
Farbe Braun Rot Gelb Weil
1/2”
Nadelldnge 1/2” 1/2” 1/2”
1/3”
Lagerbedingungen

e  Bei Umgebungstemperatur von max. 45 °C lagern.

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

e Maximal fiinf Kartons tGibereinander lagern.

e Die Haltbarkeit des Produkts betragt 5 Jahre.



9 SEeT Menikal

FOR USE

INSULIN SIRINGA KULLANIM TALIMATI/ INSULIN SYRINGE INSTRUCTION

Dok./Doc.No: PR.A97 Tarih/Date: 22.04.2024 Rev.No: 5

Erlduterungen verwendeter Symbole

Sayfa No/Page No: 15 /24

Hersteller

Zerbrechlich. Vorsichtig halten

Produktionsdatum

Vor Sonneneinstrahlung schiitzen

SIS

Verfalldatum

.
[

n

-

Trocken halten

LOT

Lot-Nummer

=)

Vertikal bewegen

REF

Katalognummer

=
&5
o

Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

2

®

(]
S
=

Feuchtigkeitsbegrenzung (20% —
80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt

EU-Bevollmachtigter (Vereinigtes
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

J60©

%
N

Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

O
S
<

Nur fiir professionellen Gebrauch

===

.....

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

=

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

79T

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

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul - Tiirkei
Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLA SIRINGA INSULINA
Tipo Prodotto
Siringa insulina con ago Ago ipodermico
Siringa con attacco Luer 3 parti 26G 29G30G o =
0,3ml,0,5ml, 1 ml 31G ! —E_

]

Siringa con attacco Luer Lock 3 parti
0,3ml,0,5ml, 1 ml !

jr:rm.‘E ) - |
= i
T =

Finalita di Uso

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

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

Le siringhe insulina sterili e monouso vengono utilizzate per effettuare I'iniezione sottocutanea ad un paziente. Contiene un ago non-retrattile
assemblato o separato (in genere con tappo ai fini di protezione dell’utente). Non é stata pre-riempita da insulina o un altro farmaco.

Composizioni del prodotto

Componente Materia prima

Cilindro PP - Polipropilene

Pistone PP - Polipropilene

Guarnizione Gomma isoprene, senza lattice

Ago ipodermico Acciaio inox, SS304, PP-Polipropilene

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

Istruzioni di Uso

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

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

e La confezione del prodotto contiene la siringa e I'ago.

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

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

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

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

e Sesiinietta il liquido nel corpo attraverso la siringa prelevare il liquido nella siringa in quantita necessaria.

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

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

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

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

e E possibile accedere alla versione digitale dell’istruzione di uso PR.A97 sull’indirizzo www.setmedikal.com.tr.
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Popolazione target di pazienti

Non & 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 I1SO 80369-7 Connettori di piccola dimensione per liquidi e gas nelle applicazioni del
servizio sanitario- Sezione 7: Connettori per applicazioni intravenose o ipodermiche”.

Indicazione

Le siringhe insulina sono dei dispositivi utilizzati nell’applicazione dei prodotti e liquidi medicali. La vita da scaffale del prodotto e di 5 anni.
Controindicazione

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

& Avvertenze

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

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

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

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

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

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

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

o 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.

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

Configurazioni dell’ago ipodermico

Configurazioni dell’ago
Misura 26G 29G 30G 31G
Colore Marrone Rosso Giallo Bianco
1/2”
Lunghezza 12" 12" 12"
ago 1/3”

Condizioni di stoccaggio

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

Glossario dei Simboli Utilizzati

Sayfa No/Page No: 18 /24

Azienda Produttrice

Fragile! Maneggiare con cura

Data di Produzione

Tenere lontano dai raggi solari

S

Data di Scadenza

.
n
-

Mantenere asciutto

LOT

Numero Lotto

=)

Trasportare in direzione verticale

REF

Numero Catalogo

=
&5
o

Limite di temperatura massima (45°C)

Dispositivo Medico

F

&)

Limite di umidita (20% — 80%) /

L'identificazione unica dei dispositivi

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

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

J69 @ |

7
!

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

o
S
<

Solo ad uso professionale

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

=

elFU Indicator

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

Attenzione

27T

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

Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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MHCTPYKLUKA NO UCMOJ/Ib3OBAHUIO MHCY/TMHOBbLIX LUMPULIEB

Sayfa No/Page No: 19 /24

Tun usgenus

Linpuy, ¢ urnoi ana UHcyAMHa WUrna pna NnoAKOMXKHbIX MHbEKUUIA

LWnpuy Slyep 3-KOMNOHEHTHbIN 26G 29G IR

0,3 mn, 0,5 mn, 1 mn 30G 31G = 4_

LWnpuy Nlyep JIoK 3-KOMMNOHEHTHbIA _ . oo -~ — —==__||
0,3 mn, 0,5 mn, 1 ma == -u-_urﬂ - ”E

Llenb ucnonb3osaHums

MycTble, CTepU/bHbIE OAHOPA30BbIE MHCY/IMHOBbLIE LIMNPULbI, M3rOTaBAIMBAEMbIE M3 MNACTUKOBbIX MaTepuasnoB, UCMO/b3YIOTCA KOHEYHbIMU
notpebutenamu gna 3abopa u BBEAEHMA XMUAKOCTEN Nocie HanosHeHua. LUnpuubl NpegHasHayeHbl NpeXae BCEro AAA MCMNO/b30BaHMA B
OTHOLIEHMM OpraHn3mMa YesnoseKka. CTepubHbIE WMNPULBI NPeAHa3HayYeHbl 419 UCMO/Ib30BaHWUA HENOCPEACTBEHHO NOC/IE UX HAMOIHEHUA U He
npeaHasHayYeHbl ANA AIMTEIbHOTO XPaHEHUA IeKapCTBEHHbIX CPeACTB.

NHCynnHOBbIE WnpuULbl NPUToAHbI ANA UCMOb30BAHUA C HAKOHEeYHMKamu «Jlyep» B cooTsBeTcTBumM ¢ EN ISO 80369-7.

CTepu/ibHble OHOPA30BbIE WMHCY/IMHOBbIE LUNPULbI UCMOML3YIOTCA AN NOAKOXHOTO BBEAEHUA WHCYAMHA nauueHTy. OHM  umetoT
HEBTArMBAEMYIO UI/y, YCTAaHOB/IEHHYIO Ha WWMNPULLE WUAM NPELOCTaBAAEMYl0 OTAENbHO (OBbIMHO C KOMIMAYKoM ANA 3aluTbl MO/b30BaTens).
LWnpu1upl npeasapuTeslbHO HE 3aM0/IHEHbI MHCYJIMHOM WU APYTMMU IEKAPCTBEHHBIMM NpenapaTamu.

KomnoHeHTbl U3genua

Ha3saHue getanu

CblpbeBoit maTepuan

Unnnupp MM - noavnponuneH
MNopweHb MM - noaunponunex
Mpoknagka M3onpeHoBbI KayyyK, 6e3 naTekca

Urna pna noaKoXKHbIX
WHbEKLMUA
MaTtepuan ynakoBku

Hepskasetowas ctanb, SS304, MMM - noamnponuneH

MegamnumnHcKas 6ymara ¢ npo3payHoit NAeHKoM, NpUrogHas ans
ctepunmnsaumm EO (MHaMBUAYaNbHAA YNaKoBKa)

UHCTpYKLUMA NO UCNONb30BaHUIO

elFU Indicator

e BCKpOliTe ynaKoBKy Yepes OTBEPCTUE, YKa3saHHOE CTPE/IKOW.

e Bu3yanbHO NPOBepbTe KOMMIEKTHOCTb COAEPKMMOro U OTCYTCTBUE MOBPENKAEHUI YNAKOBKM.

e B ynakoBKe HaxoAWTbCA WNPWUL, B KOMMNAEKTE C UTNOW.

e  Bo BpemsA NOArOTOBKM K UCMO/Nb30BAHUIO AEPMKMTE LUNPULL OAHOMN PYKOM, a UFAY - APYroW.

e VY6eamTech, UTO rpafyMpoBOYHbIE MMHWUM Ha UMANHAPE WNPULLA XOPOLLIO YMTAIOTCA.

e He CHVMMaa 3alMTHbIA KOAMAYOK C UMNbl, HALEXKHO 3adUKCUPYITE WMy Ha WnpuLe, NPUXKAB UMY K HAaKOHEYHWKY Wnpuua v
NoOBepHYB ee MO YacoBOW CTpesKe.

e OCTOPOMKHO CHUMMTE 3aLMTHbBINA KOAMAYOoK C UI/bl, HEe MOBPEeAMB ee.

e  EC/AM WwnpwL, UCNonb3yeTcsa AN BBEAEHUA MUAKOCTU B OpraHnU3m, HabepuTe HEOHXOAMMOE KOIMYECTBO UAKOCTU B LWINPULL.

Y6eauTech, 4To B LUMNPULLE HET Ny3bipbKOB BO3AyXa. ECM B luNpuUue ecTb Ny3blpbKY BO34yXa, YAAIUTE UX.

Mepen MHbEKLMEN NPOBEPLTE MPOXOXKAEHME NOTOKA KUAKOCTU B WINpULLE.

BeBeauTe KUOKOCTb AR UHBEKLMI BHYTPMBEHHO, BHYTPUMbILIEYHO, NOAKOXKHO WAM BHYTPUKOMKHO B COOTBETCTBMM C MpoLedypoi

BBEAEHMUA.

e LlinpuL, TaKKe MOXKHO UCMNOb30BaTh A/ 3abopa KPOBM C MOMOLLbIO UMbl A1 MOAKOMKHbIX MHBEKLMIA COOTBETCTBYIOLLETO Pa3mepa.

e C3/1eKTPOHHOM Bepcuelt MHCTPYKLMM NO UCNoNb30BaHNO PR.A97 MOXHO 03HaKOMUTbLCA Ha caiTe www.setmedikal.com.tr
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Llenesas rpynna nawuveHToB

YCTaHOBNEHHbIX OFpaHVI‘-IEHVIVI B OTHOWEHWU rpynnbl NaUMEHTOB HE UMEEeTCA.

LleneBble nonb3oBaTtenu
MeauunHCKNn nepcoHan

OnucaHue yCTPOoMCTB, NpegHasHauYeHHbIX 411 UCNOJIb30BaHUA C U3aeNMem

N3penvie npurogHo AN UCNosib3oBaHMA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1SO 80369-7 CoeaMHUTENM MaIOTO AMAMETPA ANA KULKOCTEN
W rasoB, MCMo/ib3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEOUHUTENAM BHYTPMUCOCYAMCTOrO MAM MOLKOMHOIMO
npumeHeHuna".

MoKka3aHua

MHCyNMHOBbIE WNPULbI ABAAIOTCA M34E/NMAMM, WUCMOb3YEMbIMU ANA BBEAEHUA MEAMUMHCKMX npenapatoB M 3abopa Kugrocteit. Cpok
roAHOCTM U34enus coctasnser 5 niet.

MpoTtuBonoKasaHuA

MHCVﬂMHOBbIVI wnpuy, He A01XKEeH UCNO/1b30BaTbCA bonee yem ONA OAHOro naumeHTa. M3genve moxet 6bITb UCNONBL30BAHO B CTePUIbHOM
COCTOAHMW OAHOPA30BO [AAA OAHOro naumeHta. O4yMCTKA WM MNOBTOPHAA CTepUAM3auMA He AonycKaeTcA. He npegHasHayeHbl AnA
MCNONb30BaHMUA HE MO Ha3HayYeHuto. Nocne cnoib3oBaHUA yTVI}'IVISVIpyVITe KaK MeaANUMNHCKNE OTX0A4bl.

& MpeaynpexaeHusa

e He ucnonbsyiTe nsgenmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e Bu3yanbHO NpPoBepbTe KOMMIEKTHOCTb YNAaKOBKM W OTCYTCTBME NOBPENKAEHMWM.

e He ucnonb3yite nsgenme nocae UCTeYEHUA CPOKa rogHOCTH, YKa3aHHOrO Ha YNaKoBKe.

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

e [locne MHBbEKLUM UK 3a60pa KUAKOCTU YTUAUSUPYITE U3AeNne KaK MeAULMHCKME OTXOAbI.

e  UM3penue npeaHasHayeHO TONAbKO ANA OAHOKPATHOrO MCMO/b30BaHWMA M He MOA/ENKMT MOBTOPHOMY MPUMEHEHUIO U MOBTOPHOW
cTepuAnsaummn.

e  He npuKacanTecb K uUrne Bo M3bexxaHne pUcKa NPOKOIa KOXKM U 3apaxkeHunsa. MPOKO/bl KOMKM 3apaXKEHHOMN UTI0 MOTYT NPUBECTU K
passuTuio renatuTa, CMNOa 1 Apyrux M3BecTHbIX/HEU3BECTHbIX 3a60/1€BaHUIA.

e Ecnv u3genve He MCNosib3yeTcA HEMOCPeACTBEHHO MOCAE BCKPbITWA CTEPUAbHON YMaKOBKM BO3HMKAET PUCK 3apaeHus. He
MCMONb3yWTe U3aesme B ClyYae HEBO3MOXKHOCTU COXPaHEHUA ero CTepuabHOCTH.

e  [loBTOpHOE MCMO/b30BaHME U34ENNA MOXKET NPUBECTU K MHOULMPOBAHMNIO, NEPEKPECTHOMY 3aparKeHUIO U Cencucy.

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

e  CTepwuibHble WNPULbI NpeaHa3HauYeHbl AN UCNO/Ib30BaHMA HENOCPEACTBEHHO NOC/AE HAMNOMHEHMSA, MO3TOMY He XPaHWUTE IeKapCcTBo B
TeYeHne A/IUTeNIbHOro BpeMeHW.

KoHdurypauum urn ana nogKoXHbIX MHbEKLMUMA

KoHourypauum urn

Pasmep 26G 29G 30G 31G

Lser KopuuHesbiii | KpacHbiit | HenTbiii Benbiit
1/2”

OnvHa urnbl 1/2” 1/2” 1/2”
1/3”
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Ycnosua xpaHeHusA

e  XpaHuTb Npu TemnepaType OKpy:KatoLel cpeabl He Bbiwwe 45°C.
e 3alMLIaTb OT NPAMbIX CO/IHEYHbIX Jly4en U BNAXKHON cpeabl.
XpaHWTb, PacnonoXune KOPOOKY B HANPaBAEHUN CTPESKN.
YKknagpiBatb He 6osee NATM KOPOBOK Apyr Ha Apyra.

CpOK rogHOCTK NpoAyKTa COCTaBAAeT 5 ner.

MoAcHeHuA K Ucnosibdyembim yCZ10BHbIM o0603HauYeHnAM

Sayfa No/Page No: 21 /24

Xpynkoe usaenue, obpaliatbca
KomnaHua-nponssoguTtesb Py A » obpat
OCTOPOXKHO
>
‘/."-._' o
ﬂ [aTa npoussoacTea Z \ 3alumMLaTh OT COTHEUYHbIX ydei
]
a “l‘l
[JaTta ucteyeHmna cpoka rogHocTu T\ XpaHWUTb B CyXxom mecTe
LOT Homep naptuu |I MepemelLaTb BEPTUKANbHO
REF Homep no KaTtanory /H/ BepxHuit npeaen Temnepatypsbl (45°C)
B80%
MD MeanunHckoe nsgenuve @ OrpaHunyeHue no BnaxHoctu (20-80%)
20%,
He ucnonbayiiTe, ecav ynakoBka
uUDI YHUKanbHbIN naeHTMOUKATOP N3aenmsa nospexaeHa, u obpatntech K

WHCTPYKLMM MO UCMOJIb30BAHMIO

YNo/IHOMOYEHHbIV NpeacTaBUTeNb B

(BennkobputaHus)

He ncnonb3oBatb NOBTOPHO

Esponeiickom coobuiecTtse
L

CTepunM30BaHO C UCNO/Ib30BaHUEM

0| @

Q

OKWUCU 3TUNEHA

He COAEPXKUT NaTeKca

X

HenunporeHHbI

NHavBuAayanbHasa cTepunbHan 6apbepHas
cuctema

>
C
=2
<

@ He cTtepunnsoBaTb NOBTOPHO

TonbKo Ana NPodeccMoHanbHOro
MCNoJ1b30BaHMA

O NHavBuAayanbHasa cTepunbHan 6apbepHas
N d CUCTEMa C 3aLLMTHOM YNAaKOBKOW CHApPYKK

i

elFU Indicator

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

& BHUMaHne

3HaK cooTBeTCcTBUA TpeboBaHMAM BCcex cOOTBeTCTBYIOWMX AnpekTns EC no meguuuHCKUm
c usgenuam / EBponeiickoro 3akoHOAaTeNbCTBa
2797 YKa3aHHbI BHU3Y HOMEP ABNAETCA HOMEPOM HOTUPMLMPOBAHHOIO 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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IHCTPYKUIA 3 BUKOPUCTAHHA IHCYTIHOBUX LLMPULLIB

Tun Bupoby

LLinpuy, 3 ronkoto anA iHcyniHy

Fonka AnA NigWKipHUX iH'eKLN

LWnpuy, Jlyep 3-KOMNOHEHTHUI1
0,3mn, 0,5 mn, 1 mn

26G 29G o
306G 31G = =L 4__ S

0,3mn, 0,5mn, 1 mn

LWnpuy Nlyep /10K 3-KOMNOHEHTHU Lmu -
————u ‘

MeTa BUKOPUCTaHHA

MopOoXKHi, CTepuabHi OAHOPA30Bi iHCYNIHOBI WAPUUM, AKI BUFOTOBAAKOTLCA 3 MNAACTUKOBMX MaTepianiB, BMKOPUCTOBYIOTbCA KiHLEBUMU
CrNoXKMBaYaMu A5 3a60py Ta BBEAEHHA PiANH NicnA HanoBHeHHA. LUnpuun npusHayeHi Hacamnepes, AN BUKOPUCTAHHA CTOCOBHO OpraHiamy

NoanHN. CTepubHI LWINPULM NPU3HAYeHi ANA BUKOPUCTAHHA 6e3nocepeaHbo MNicaa iX HANOBHEHHSA | HE NPU3HaYeHi A1A TpuBanoro 3bepiraHHA

NiKapCbKMX 3acobiB.

IHCYNiHOBI WNPULM NPUAATHI ANA BUKOPUCTaHHSA 3 HaKoHeYHWKamu "Jlyep" BignosigHo ao EN ISO 80369-7.

CTepunbHi 04HOPa30Bi iIHCYNIHOBI LWNPULY BUKOPUCTOBYIOTHCA A/1A NiAWKIPHOrO BBEAEHHA iHCYNiHY NaLieHTY. BOHM MaloTb HEBTATyBaHY oKy,
BCTQHOBNEHY Ha wWnpuui abo HajaHy OKpemo (3a3BMYai i3 KOBMAYKOM A8 3aXWUCTy KopucTysada). LUnpuuy nonepegHbo He 3anOBHEHI

iHcyniHOM ab0 iHWKWMMK NiKapCbKMMK NpenapaTamu.

KomnoHeHTu BUpoby

HasBa getani

CMPOBUHHUIN maTepian

Luninap MM - noninponinex
MNopweHb MM - noninponinex
Mpoknagka I3onpeHoBMiA Kayuyk, 6e3 natekcy

Fonka ana nipwkipHmMx
iH'eKLin

Hepskasgitoya ctanb, SS304, MMM - noninponinex

Marepian ynakoBku

MeauyHuUin nanip i3 Npo3opoto NAiBKO, NPUAATHUI Ana cTepunisadii EO
(inamBigyanbHa ynakosKa)

IHCTPYKL,iA 3 BUKOPUCTAHHA

eIFU Indicator

Po3KpuitTe ynakoBKy uepes

OTBIp, BKa3aHWI CTPiNKoto.

BisyanibHO nepeBipTe KOMMJIEKTHICTb BMICTY Ta BiZICYTHICTb MOLIKOAMKEHb YNAaKOBKM.
B ynaKoBLi 3HaX0AUTbCA LWNPUL, Y KOMNAEKTi 3 ro/IKOH.

e [lig Yac NiAroTOBKM 4,0 BUKOPUCTAHHA TPMMAMTE LWNPUL, OAHIEID PYKOLO, a FOJIKY - iHLWWOtO.

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

e He 3HiMalouM 3aXMCHMIN KOBMNAYOK 3 TONIKM, HAAiIAHO 3adiKcyliTe roNKy Ha LWNPULL, NPUTUCHYBLUW FO/IKY A0 HAaKOHEYHMKa Wnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOIO CTPINKOIO.

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

o AKWO WNpUL, BUKOPUCTOBYETLCA ANS BBEAEHHA PiISUHU B OpraHiam, HabepiTb HeObXigHY KiNbKICTb PiAMHM Y WNPULL.

o [lepeKkoHalTecA, WO Y WNPpULi HEMAE NOBITPAHUX ByNbbaLOK. AKWO y wWnpuui € bynbballKku NoBiTPA, BUAANITD iX.

e [lepeg iH'eKLi€lo NepesipTe

NPOXOAKEHHS MOTOKY PiAVHM Y LWNPULL.

e BBegiTb PiANHY ANA iH'EKLiN BHYTPILHbOBEHHO, BHYTPILLHbOM'A30B0, NiAWKIPHO abo BHYTPIWHbOLWKIPHO BigMNOBIAHO A0 Npouesypv

BBeAEHHA.

e Llnpuu TaKoXK MOXKHA BUKOPUCTOBYBATK A/1A 3ab0py KPOBi 32 AONOMOrOH FONKM ANA MiAWKIPHMX iH'EKLi BignoBigHOro po3mipy.
e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.A97 MoKHa 03HaMomuUTUCA Ha canTi www.setmedikal.com.tr
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LlinboBa rpyna nawjieHTiB

BcTaHOBNEHUX 0OMENKEHD LLOAO rPyNu NaLieHTIB HEMAE.
LlinboBi Kopuctysaui

MeaunyHuit nepcoHan

Onuc NpUCTpOiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

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

NMoKa3aHHA

IHCYNiHOBI WNPMUM € BUPO6amMK, LLO BUKOPUCTOBYHOTLCA AA BBEAEHHA MeAMUYHUX npenapartis i 3a6opy pignH. TepmiH npuaaTHoCTi BUpOByY
CTaHOBWTb 5 POKiB.

MpoTunokasaHHA

IHCYNiHOBMI WNPUL, HE NOBUHEH BUKOPUCTOBYBATUCA Biflbll HiXK ANA 04HOrO nauieHTa. Bupi6 moxe 6yTv BUKOPUCTAHUI Y CTEPUNBHOMY CTaHi
04HOPa3oBO ANA OAHOro nauieHTa. OuumweHHA abo MOBTOpHA cTepuisalia He AONYcKaeTbcA. He mpusHayeHi AnA BMKOPUCTAHHA He 33
npusHadeHHaM. MNicna BUKOPUCTaHHA YTUI3yiTe AK MeanyHi Biaxoau.

& Monepep)XeHHA

e He BMKopucTOBYITE BMPIb 3 NOWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAXEHb.

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

e [lepep BUKOPUCTAHHAM NepeKoHanTecs, Wo ro/ika Ans NigwKipHMX iH'EKLi He 3aKynopeHa i NOTiK KPOBi He YCKNagHEHO.

e [licna iH'ekuii abo 3abopy pianHM yTUnisyiite BUPib AK MeaunyHi Bigxoau.

e Bupib npM3HaYeHUI TiIbKM SN OAHOPA30BOro BUKOPUCTAHHSA i He NignArae NOBTOPHOMY 3aCTOCYBAHHIO Ta MOBTOPHIW cTepunisaLii.

e He TOpKamTecs rofiku, Wwob YHUKHYTU PU3NKY NPOKOAY LWKIpKU Ta 3aparkeHHA. MPOKOAK LWKipKU 3apaskeHOo0 roNIKO MOXKYTb NPU3BECTU
[0 po3BuUTKy renatuty, CHIZy Ta iHWKX BigOMMX/HEBIAOMMX 3aXBOPIOBAHD.

e  AKWo BUPIO He BMKOPMUCTOBYETbCA 6Ge3nocepeAHbO NICAA PO3KPUTTA CTEPUIbHOI YNAKOBKW, BUMHUKAE PU3MK 3apaykeHHA. He
BMKOPUCTOBYMTE BMPIb y pa3i HEMOXMBOCTI 36epeXKeHHsA Moro CTepPUIbHOCTI.

e [loBTOpPHE BMKOPUCTaHHA BUPOLY MOKe Npu3BecTU A0 iHDiKyBaHHA, NepexpecHoOro 3apaKeHHs i cencucy.

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

o CTepunbHi WNpUUM NPU3HAYEH] ANA BUKOPUCTAHHA B6e3nocepesHbo NiciA HANOBHEHHSA, TOMY He 3a/IMLWAiTe iKW Y WNPULL NPOTATOM
TPWBaOro yacy.

KoHdoirypauii ronok ana nigkipHux iH'ekuin

KoHaoirypauii ronok
Po3mip 26G 29G 30G 31G
Konip KopuuHesuin |YepBoHuin| KosTui Binui
1/2”
o | [T

YmoBwu 36epiraHHA

e  36epiraTv Npy TemnepaTypi HAaBKOJIMLIHbLOIO cepeoBuLLa He Bule 45°C.
o 3axuLLaTH Big NPAMMX COHAYHMX NPOMEHIB i BOJIOFOro cepefoBuLLa.
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e  36epirati, po3TalyBaBLUM KOPOBKY B HANPAMKY CTPINKMU.
e  YKnagatu He 6inble n'ATM KOPOBOK oAHA Ha OAHY.
e  TepMiH NpMAATHOCTI NPOAYKTY CTAaHOBUTL 5 poOKiB.

NMoACHEeHHA 4,0 BUKOPUCTOBYBAaHUX YMOBHUX NO3HA4Y€Hb

Sayfa No/Page No: 24 /24

KomnaHisn-BMpobHUK

Kpuxkuit Bupi6, nosoantucs
obeperkHo

[aTta BMpobHuMLTBa

3axumLaTH Big, COHAYHOrO NPOMIHHA

LR

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI

36epiraTi B cyxomy micu,i

Homep naprii MepemiwaTtn BepTUKANbLHO
LOT 1]
REF Homep 3a katanorom /Rf BepxHa mexa Temnepatypu (45°C)

MeanyHuit BUpi6

ObMmexKeHHs wopao sonorocTi (20-
80%) /

YHikanbHWUi ineHTndikaTtop BUPoLY

He BMKOpUCTOBYTE, AKLLO YNaKOBKa
NOLIKOAMKEHQ, | 3BEPHITLCA 40
IHCTPYKLLT 3 BUKOPUCTAHHA

YNOBHOBaXEHMW I NPeACTaBHUK Y
€BponencbKoMy CriBTOBapPUCTBI
(BennkobpwuTaHis)

He BMKOpMCTOBYBaTU NOBTOPHO

CTepunisoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuneHy

4

He micTuTb naTtekcy

He cTepunisyBatm NOBTOPHO

HeniporeHHui

IHAMBigyanbHa ctepunbHa bap'epHa
cuctema

Tinbkn ana npodecinHoro
BMKOPUCTAHHA

-----

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

elFU Indicator

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

YBara

mar

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

EBDOHEﬁCbKOFO 3aKOHOOaBCTBa

3a3HayYeHuit BHU3Y HOMEP € HOMEPOM HOTUGDIKOBAHOIO OpraHy

Micue BupobHMUTBA

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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INSULIN SIRINGA KULLANIM TALIMATI
Uriin Tipi
insiilin igneli Sirnga Hipodermik igne
Luer 3 parga Siringa 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Luer Lock 3 parga Siringa
0,3ml,0,5ml, 1 ml

Kullanim Amaci

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

insiilin siringalar, EN ISO 80369-7 standardina uygun luer ug¢ baglanti konnektérleri ile kullanimina uygundur.

Steril tek kullanimlik instlin siringalari bir hastaya deri altindan insilin enjeksiyonu yapmak igin kullanilir. Takili veya ayri sekilde (genellikle
kullanici korumasi icin kapaklh) geri cekilemez bir igne icerir. insiilin veya bagka bir ilag ile 6nceden doldurulmamustir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Ambalaj Malzemesi

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

[:@ Kullanma Talimati

IFU ndicator

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.
e Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol ediniz
e Uriin ambalaji siringa ve igneyi birlikte igerir.
e Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.
e Siringa silindir lizerinde yer alan derecelendirme gizgilerinin okunakli oldugundan emin olunuz.

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

sabitleyin.

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice gikarin.

L]

e Siringa ile viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya ¢ekin.

e Siringanin hava kabarcigi igcermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

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

e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.
e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu icin de kullanilabilir.

e PR.A97 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar
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Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

insiilin siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

Ambalaji hasar gérmus veya agilmigsa uriini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

igne Konfigiirasyonlari
Olgi 26G 29G 30G 31G
Renk Kahve Kirmizi Sarl Beyaz
5 1/2"
E:jnlugu 1/2" 1/2" e 12"

Depolama Kosullari

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

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

Ust Uste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.
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Kullanilan Sembollerin Agiklamasi
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Uretici Firma I Kirilgan. dikkatli tutun

N e

Uretim Tarihi -7 "\"" Giines I1s18indan uzak tutun
B

Son Kullanma Tarihi

.
n
-

Kuru tutun

Lot Numarasi

=)

Dikey olarak hareket ettir

Katalog numarasi

=
&5
o

Sicakligin Ust sinirt (45°C)

Tibbi Cihaz

2

®

]
]
=

Nem sinirlamasi (%20 — %80) /

Benzersiz cihaz tanimlayici

Paket hasarliysa kullanmayin ve
kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize edilmistir

J60©

7
!

Lateks icermez

Tekrar sterilize etmeyin

X

Pirojenik olmayan

Tekli steril bariyer sistemi

o
S
<

Yalnizca Profesyonel Kullanim

===

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

i

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

Dikkat

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

isaret
cz'.r-.}? Altta gorintilenen numara Onaylanmis Kurulus Numarasidir
Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul - Tirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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INSULIN SYRINGE INSTRUCTION FOR USE
Product Type
Insulin Syringe with needle Hypodermic Needle
Luer 3 pieces Syringe 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Luer Lock 3 pieces Syringe
0,3ml,0,5ml, 1 ml

Intended Use

Hypodermic Insulin Syringes are made of empty, sterile and disposable plastic materials, are used by end users for the aspiration and injection
of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately after filling and are not
intended to retain medication for long period of time.

Insulin syringes with needle are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use insulin syringes are intended to be used to administer an injection of insulin to a patient subcutaneously. A non-retractable
needle is included, either attached or detached (usually capped for user protection). It is not prefilled with insulin or any other drug

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, SS304, PP — Polypropylene

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

EE] Instruction for Use

IFU Indicator

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

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

e  The product packaging includes the syringe and needle together.

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

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

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

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

. If liquid is to be injected into the body with a syringe; draw the required amount of liquid into the syringe.

. Make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, be sure to remove it.

. Before injection, check if fluid is flowing in the syringe.

e Inject the liquid to be injected into the vein, intramuscularly, subcutaneously or subcutaneously, in accordance with the application
procedure.

e  The syringe can also be used for blood aspiration with an appropriately sized hypodermic needle.

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

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

Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Indications

Insulin syringes with needle are devices used to administer medical products and liquids. The product shelf life is 5 years.

Contraindications

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

& Cautions

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

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

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

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations
Gauge 26G 29G 30G 31G
Color Brown Red Yellow Red
1/2”
Needle 12" 12" 12"
Length 1/3”

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.
e Keep it away from direct sunlight and moist environment.



9 SEeT Menikal

INSULIN SIRINGA KULLANIM TALIMATI/ INSULIN SYRINGE INSTRUCTION
FOR USE

Dok./Doc.No: PR.A97 Tarih/Date: 8.04.2024 Rev.No: 4

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

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

Description of Symbols Used

Sayfa No/Page No: 6 /24

Manufacturer

Ha

Fragile. Handle with care

=

dl Date of manufacture ‘i;fi" Keep away from sunlight

g Use-by date ‘T“: Keep dry

LOT Batch code @ Move vertically

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

Medical device

2

O

Humidity limitation (20% — 80%)

Unique device identifier

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

Authorized representative in the
European Community (United Kingdom)

Do not reuse

Sterilized using ethylene oxide

J69 @

%
N

Latex free

Do not resterilize

X

Non-pyrogenic

Single sterile barrier system

o
S
<

Professional Use Only

===

Single sterile barrier system with
protective packaging outside

=

elFU Indicator

Consult instruction for use or consult
electronic instruction for use

Caution

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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INSTRUCCIONES DE USO DE LA JERINGA DE INSULINA CON AGUJA

Tipo de Producto

Jeringa de Insulina con Aguja Aguja Hipodérmica

Jeringa de 3 piezas con Punta Luer 26G 29G 30G 31G
0,3ml,0,5ml, 1 ml

Jeringa de 3 piezas con Punta Luer Lock
0,3ml,0,5ml, 1 ml

Propdsito del Uso

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

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

Las jeringas de insulina estériles y desechables se utilizan para inyectar insulina por via subcutdanea a un paciente. Contiene una aguja no
retractil, ya sea conectada o separada (generalmente con tapa para la proteccion del usuario). No esta precargada con insulina ni ningun otro
medicamento.

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

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

Instrucciones de Uso

eIFU Indicator

e  Despegue el embalaje del lugar marcado por la flecha.

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

e El embalaje del producto contiene una jeringa y una aguja.

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

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

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

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

e  Siseva ainyectar un liquido en el cuerpo; extraiga la cantidad necesaria del medicamento con la jeringa.

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

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

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

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

e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR. A97 en el sitio web, www.setmedikal.com.tr

Poblacion de Pacientes Objetivos

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

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

Indicacién
Las jeringas de insulina son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5 afos.
Contraindicaciéon

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

& Advertencias

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.

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

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

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

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

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

e 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.

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

largo tiempo.

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 26G 29G 30G 31G
Color Marrén Rojo Amarillo Blanco
1/2”

Condiciones de Almacenamiento

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

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

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

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

-

Fragil. Tratar con cuidado

Fecha de produccion MM Mantener alejado de la luz solar
[}
— R—-.
[ ]
Fecha de vencimiento s Mantener seco

F

Codigo de lote

—
—

Mover verticalmente

Numero de catdlogo

S

Limite superior de temperatura (45 °C)

Dispositivo médico

2

®

]
]
=

Limitacién de humedad (20% — 80%) /

Identificador de dispositivo Unico

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

Representante autorizado en la Comunidad
Europea (Reino Unido)

No reutilizar

Esterilizado con 6xido de etileno

J60©

7
!

No contiene latex

No re esterilizar

X

No pirogénico

Sistema de barrera estéril Unico

o
S
<

Solo para uso profesional

.....

El sistema de barrera estéril inico con embalaje
protector exterior

1]

elFU Indicator

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

Atencidn

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

pertinentes.

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Estambul, Turquia
Tel: 0212 622 04 00

www.setmedikal.com.tr
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NOTICE D'UTILISATION DE LA SERINGUE INSULINE
Types de produit
Seringue avec aiguille pour insuline Aiguille hypodermique
Seringue Luer 3 piéeces 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Seringue Luer Lock 3 piéeces
0,3ml,0,5ml, 1 ml

But d’utilisation

Les seringues insuline vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par |'utilisateur final pour aspirer et injecter des

fluides aprés les avoir remplies. Les seringues sont essentiellement destinées a I'usage chez les hommes. Les seringues stérilisées sont congues

pour étre immédiatement utilisées des qu’elles sont remplies et ne sont pas destinées a conserver pendant longtemps le médicament a
I'intérieur.

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

Les seringues insuline stérilisées, a usage unique sont utilisées pour 'injection sous-cutanée de I'insuline au patient. Elles sont munies d’'une
aiguille montée non retirable ou distincte (généralement équipée d’un capuchon pour la protection de I'utilisateur). Elles ne sont pas
préalablement remplies d’insuline ou d’autre médicament.

Composants du produit

Nom de la piece Matiere premiere

Cylindre PP — Polypropyléne

Piston PP — Polypropyléne

Joint Caoutchouc isopréne, sans latex

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléene

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

eIFU Indicator

Consignes d’utilisation

Ouvrir I'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 la seringue et I'aiguille.

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

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

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

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

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

S’assurer que la seringue ne contient pas de bulles d’air. S'il existe des bulles d’air dans la seringue, les éliminer obligatoirement.
Avant I'injection, vérifier si le fluide coule bien dans la seringue.

Selon le procédé d’application, procéder a I'injection intraveineuse, intramusculaire, sous-cutanée ou intradermique.

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

Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A97, sur le site web suivant
www.setmedikal.com.tr.

Population de patients visée

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

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

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

Indication

Les seringues insuline servent a I'application des produits et fluides médicaux. La durée de conservation du produit est de 5 ans.
Contre-indication

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

A Remarques

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

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

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

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

e Apres l'injection ou le prélevement, éliminer le produit a titre de déchet médical.

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

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

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

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

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

e Les seringues stérilisées sont congues pour étre utilisées immédiatement apres le remplissage, c’est la raison pour laquelle, ne pas

conserver pendant longtemps le médicament a I'intérieur de la seringue.

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

Dimension 26G 29G 30G 31G
Couleur Chatain Rouge Jaune Blanc
1/2”

Conditions de stockage

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

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

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

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

Fragile, tenir attentivement

Date de fabrication

Tenir écarté des rayons solaires

SIS

Date d’expiration

.
[

n

-

Tenir sec

=)

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

Appareil médical

2

®

(]
S
=

Limites d’humidité (20% - 80%)

Identifiant unique de I'appareil

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

Représentant agréé dans la
Communauté européenne (Royaume-
Uni)

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthylene

9 @

7
!

Ne contient pas de latex

Ne pas stériliser a nouveau

Y

Non pyrogene

Systéme de barriére stérilisée simple

O
=1
<

Uniquement utilisation
professionnelle

-----

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

=

elFU Indicator

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

Attention

mar

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp
Insulinspritze mit Nadel Hypodermische Nadel
Luer 3 teilige Spritze 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Luer Lock 3 teilige Spritze
0,3ml,0,5ml, 1 ml

Verwendungszweck

Die leeren, sterilen Einweg-Insulinspritzen aus Kunststoff werden nachdem sie vom Endverbraucher befillt wurden fiir die Aspiration und
Injektion von Flussigkeiten verwendet. Die Spritzen sind hauptséachlich fir die Anwendung am Menschen bestimmt. Sterile Spritzen sind fiir
eine Verwendung umgehend nach der Befiillung konzipiert und haben nicht den Zweck, das Arzneimittel iber einen langeren Zeitraum in sich
aufzubewahren.

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

Die sterilen Einweg-Insulinspritzen sind dazu bestimmt, dem Patienten subkutan eine Insulininjektion zu verabreichen. Die Spritze enthalt eine
nicht zurtickziehbare (normalerweise zum Schutz des Benutzers mit einer Kappe versehene) Nadel, die angebracht oder abgenommen ist. Die
Spritze ist nicht mit Arzneimittel vorgefullt.

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PP — Polypropylen
Dichtung Isopren Kautschuk, frei von Latex
Hypodermische Nadel Edelstahl, SS304, PP — Polypropylen
Verpackungsmaterial Fir die Sterilisation mit EO geeignetes medizinisches Papier und
transparente Folie (Einzelverpackung)
Gebrauchsanweisung

elFU Indicator

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

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

o  Die Produktverpackung enthilt eine Spritze zusammen mit einer Nadel.

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

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

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

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

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

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

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

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

Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch fiir die Blutaspiration verwendet werden.

Die elektronische Version der PR.A97 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

Patientenzielgruppe

Es bestehen keine Einschrankungen fir die Patientenpopulation.
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Benutzerzielgruppe
Gesundheitspersonal

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

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

Indikation

Insulinspritzen sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit des Produkts betragt 5
Jahre.

Kontraindikation

Insulinspritzen 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 fur einen anderen als den
angegebenen Zweck bestimmt. Nach Gebrauch als medizinischen Abfall entsorgen.

& Hinweise

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

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

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

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

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

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

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

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

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

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

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

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 26G 29G 30G 31G
Farbe Braun Rot Gelb Weil
1/2”
Nadelldnge 1/2” 1/2” 1/2”
1/3”
Lagerbedingungen

e  Bei Umgebungstemperatur von max. 45 °C lagern.

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

e Maximal fiinf Kartons tGibereinander lagern.

e Die Haltbarkeit des Produkts betragt 5 Jahre.
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Hersteller

Zerbrechlich. Vorsichtig halten

Produktionsdatum

Vor Sonneneinstrahlung schiitzen

SIS

Verfalldatum

.
[

n

-

Trocken halten

LOT

Lot-Nummer

=)

Vertikal bewegen

REF

Katalognummer

=
&5
o

Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

2

®

(]
S
=

Feuchtigkeitsbegrenzung (20% —
80%) /

Eindeutige Produktidentifizierung

Nicht verwenden, wenn Packung
beschadigt

EU-Bevollmachtigter (Vereinigtes
Konigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

J60©

%
N

Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

O
S
<

Nur fiir professionellen Gebrauch

===

.....

Einfaches Sterilbarrieresystem mit
duBerer Schutzverpackung

=

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

79T

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

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul - Tiirkei
Telefon: 0212 622 04 00
www.setmedikal.com.tr
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ISTRUZIONI DI USO DELLA SIRINGA INSULINA
Tipo Prodotto
Siringa insulina con ago Ago ipodermico
Siringa con attacco Luer 3 parti 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Siringa con attacco Luer Lock 3 parti
0,3ml,0,5ml, 1 ml

Finalita di Uso

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

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

Le siringhe insulina sterili e monouso vengono utilizzate per effettuare I'iniezione sottocutanea ad un paziente. Contiene un ago non-retrattile
assemblato o separato (in genere con tappo ai fini di protezione dell’'utente). Non é stata pre-riempita da insulina o un altro farmaco.

Composizioni del prodotto

Componente Materia prima

Cilindro PP — Polipropilene

Pistone PP — Polipropilene

Guarnizione Gomma isoprene, senza lattice

Ago ipodermico Acciaio inox, SS304, PP-Polipropilene

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

Istruzioni di Uso

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

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

e La confezione del prodotto contiene la siringa e I'ago.

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

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

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

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

e Sesiinietta il liquido nel corpo attraverso la siringa prelevare il liquido nella siringa in quantita necessaria.

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

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

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

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

e E possibile accedere alla versione digitale dell’istruzione di uso PR.A97 sull’indirizzo www.setmedikal.com.tr.

Popolazione target di pazienti
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Non & prevista alcuna limitazione per la popolazione pazienti.

Utenti target
Personale sanitario

Descrizione del dispositivo destinato all’uso insieme al dispositivo

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

Indicazione

Le siringhe insulina sono dei dispositivi utilizzati nell’applicazione dei prodotti e liquidi medicali. La vita da scaffale del prodotto e di 5 anni.
Controindicazione

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

& Avvertenze

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

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

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

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

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

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

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

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

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.

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

Configurazioni dell’ago ipodermico

Configurazioni dell’ago
Misura 26G 29G 30G 31G
Colore Marrone Rosso Giallo Bianco
1/2”
Lunghezza 12" 12" 12"
ago 1/3”

Condizioni di stoccaggio

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

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

e Conservare la confezione posizionandola in direzione della freccia.
e Non posizionare piu di 5 contenitori 'uno sull’altro.
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e La vita da scaffale del prodotto e di 5 anni.

Glossario dei Simboli Utilizzati

Azienda Produttrice

Fragile! Maneggiare con cura

Data di Produzione

Tenere lontano dai raggi solari

S

Data di Scadenza

Mantenere asciutto

LOT Numero Lotto |I Trasportare in direzione verticale
REF Numero Catalogo /ﬂ/ Limite di temperatura massima (45°C)

Dispositivo Medico

B

Limite di umidita (20% — 80%) /

L'identificazione unica dei dispositivi

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

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

Senza lattice

Non risterilizzare

Xo(@@ @ g@g

Non Pirogenico

Sistema di barriera sterile singola

o
S
<

Solo ad uso professionale

-----

Unico sistema di barriera sterile con
I'imballaggio protettivo esterno

=

elFU Indicator

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

Attenzione

2797

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

Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul, Turchia
Tel: 0212 622 04 00

www.setmedikal.com.tr
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MHCTPYKLUKA NO UCMOJ/Ib3OBAHUIO MHCY/TMHOBbLIX LUMPULIEB

Tun usgenus

LLInpuy, c Urnoi gna UHCyAMHA Wrna ana NnoaKoXKHbIX MHbEKLNIA

LWnpuy, JSlyep 3-KOMNOHEHTHbI 26G 29G 30G 31G
0,3 mn, 0,5mn, 1 mn

LWnpuy, Slyep J1IoK 3-KOMMNOHEHTHbIN
0,3 mn, 0,5mn, 1 mn

Llenb ucnonb3osaHums

MycTble, CTepU/bHbIE OAHOPA30BbIE MHCY/IMHOBbLIE LIMNPULbI, M3rOTaBIMBAEMbIE M3 MNACTUKOBbIX MaTepuasnoB, UCMO/b3YIOTCA KOHEYHbIMU
notpebutenamu gna 3abopa u BBEAEHMA MUAKOCTEN Nocie HanosHeHua. LUnpuubl NpegHasHayeHbl NpeXKae BCEro ANA MCMO/b30BaHWA B
OTHOLIEHWUM OpraHn3Ma YesnoseKka. CTepUbHbIE WMNPULBI NPeAHa3HauYeHbl 419 UCMO/b30BaHWUA HENOCPEACTBEHHO NOC/IE UX HAMOIHEHUA U He
npesHasHayYeHbl 4NA A4ANTENbHOTO XPaHEHWUA NEeKAaPCTBEHHbIX CPEACTB.

NHCynnHOBbIE WNpuULbl NPUToAHbI ANA UCMOIb30BAHUA C HAKOHEeYHMKamu «Jlyep» B cooTsBeTcTBumM ¢ EN ISO 80369-7.

CTepuibHble OAHOPA30BblE WMHCY/AMHOBbIE LWINPULbI MCMOAL3YIOTCA ANA MNOAKOXKHOTO BBEAEHMA WHCYAMHA nauueHTy. OHM  umetoT
HEBTArMBAEMYIO UI/y, YCTAaHOB/IEHHYIO Ha WMNPULLE UM NPELOCTaBAAEMYl0 OTAENbHO (OBbIMHO C KOMIMAYKom ANA 3aluTbl MO/b30BaTens).
LWnpu1upl npeasapuTeslbHO HE 3aM0JIHEHBI MHCYJIMHOM WU APYTMMU IEKAPCTBEHHBIMM NpenapaTamu.

KomnoHeHTbl nsgenus

HassaHue petanu CbipbeBo maTepuan

Unnnupp MM - noavnponuneH

MNopweHb MM - noavnponuneH

Mpoknagka M3onpeHoBbIN KayyyK, 6e3 naTekca

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

WHbEKLMUA

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

UHCTpYKLUMA NO UCNONb30BaHUIO

elFU Indicator

e  BCKpoiiTe yNaKoBKy Yepes 0TBepPCTHE, YKa3aHHOE CTPESIKOW.

e Bu3yasibHO NPOBEPbLTE KOMMIEKTHOCTb COAEPKMMOTO U OTCYTCTBME NOBPEKAEHUIA YNaKOBKM.

e B ynakoBKe HaxoAWTbCA WNPWUL, B KOMMAEKTE C UTNOW.

e  Bo Bpems NMOArOTOBKM K UCMO/b30BAHUIO AEPMKMTE LUNPULL OAHOMN PYKOM, a UFAY - APYroW.

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

e He CHVMMaa 3alMTHbIA KOAMAYOK C UMNbl, HAOEXKHO 3adUKCUPYITE WMy Ha WnpuLe, NPUXKaB UMY K HAaKOHEYHWKY Wwnpuua v

NoBepHyB ee Mo YacoBOW CTpesKe.

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

Ecnv wnpuuy, Mcnonb3yeTca Ans BBeAEHWUA XKUAKOCTU B OpraHM3m, Habepute He0BX0AMMOE KOIMYECTBO KUAKOCTH B LLNPUL,

Y6eauTech, 4To B LUMNPULLE HET Ny3bipbKOB BO3AyXa. ECM B luNpuUue ecTb Ny3blpbKy BO34yXa, YAAUTE UX.

e [lepes MHbeKUMEN NpoBepPbTE MPOXOXKAEHME MOTOKA KUAKOCTU B LWNpULLE.

e  BBeauTe KMAKOCTb ANA UHBEKUMIA BHYTPUBEHHO, BHYTPUMMbILLEYHO, MOAKOXHO UM BHYTPUKOXKHO B COOTBETCTBUM C MpoLeaypoi
BBEAEHMUA.

e LlinpuL, TaKKe MOXKHO UCMNOb30BaTh A1 3abopa KPOBM C MOMOLLbIO UMbl A1 MOAKOMKHbIX MHBEKLMI COOTBETCTBYIOLLETO Pa3mepa.

e C3/1eKTPOHHOM Bepcuelt MHCTPYKLMK NO UCNONb30BaHWO PR.A97 MOXKHO 03HaKOMMUTLCA Ha caiTe www.setmedikal.com.tr

LleneBas rpynna naumneHToB
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YCTaHOBNEHHbIX OFpaHVI‘-IEHVIVI B OTHOWEHWU rpynnbl NaUMEHTOB HE UMEEeTCA.

LleneBble nonb3oBaTtenu
MeauunHCKNn nepcoHan

OnucaHue yCTPOoMCTB, NpegHasHauYeHHbIX 418 UCNOJIb30BaHUA C U34eNnMem

N3penvie npurogHo AnA UCNosib3oBaHMA € coeguHuTensmm B cootsetcTeum ¢ “EN I1SO 80369-7 CoeaMHUTENM MaIOTO AMAMETPA ANA KULKOCTEN
W rasoB, UCMo/ib3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHbie TpeboBaHMA K COEOUHUTENAM BHYTPMUCOCYAMCTOMO MAM MOLKOMHOMO
npumeHeHms".

lMoka3aHusa

MHCyNMHOBbIE WNPULbI ABAAIOTCA U34E/NMAMM, WUCMOAb3YEMbIMU ANA BBEAEHUA MEAMUMHCKMX npenapatoB M 3abopa Kugrocteir. Cpok
roAHOCTM U34enus coctasnset 5 niet.

MpoTtuBonoKasaHuA

MHCVﬂMHOBbIVI wnpuy, He A01KEeH UCNO1b30BaTbCA bonee yem ONA O4HOro naumeHTa. Msgenve moxket 6bITb UCNONBL30BAHO B CTePUIbHOM
COCTOAHMW OAHOPA30BO AAA OAHOro naumeHTa. O4yMCTKA WM MNOBTOPHAA CTepUAM3auuMA He AonyckaeTcA. He npegHasHayeHbl AnA
MCNONb30BaHWUA He MO Ha3HayYeHuto. Nocae Ncnonb30BaHUA minmswpyl‘&Te KaK MeanuUnHCKMne oTxoabl.

& MpeaynpexaeHusa

e He ucnonbsyiTe nsgenmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e  Bu3yanbHO NpoBepbTe KOMMIEKTHOCTb YMaKOBKM W OTCYTCTBME MNOBPENKAEHMWM.

e He ucnonb3yite nsgenme nocae UCTeYEHUA CPOKa rogHOCTH, YKa3aHHOrO Ha YNaKoBKe.

e [lepeps vcnonb3oBaHuem ybeamnTech, YTO Ura ANA NOAKOXKHbIX MHBEKLMIA He 3aKyNOopeHa 1 NOTOK KPOBU He 3aTPyAHEH.

e [locne MHBEKLUM UK 3a60pa KUAKOCTU YTUAUSUPYITE U3AeNNe KaK MeAULMHCKME OTXO4bI.

e i3penve npeAHasHaAYeHO TOMbKO A/ OAHOKPATHOrO MCMO/Mb30BaHMA U He MOANEXMUT NOBTOPHOMY MPUMEHEHMIO U MOBTOPHOM
cTepuAnsaummn.,

e  He npuKacaintecb K uUrne Bo M3bexxaHne pUcka NPoKoIa KOXKM U 3apaxkeHuns. MPOKO/bl KOMKM 3apaXKEHHOMN UTI0M MOTYT NPUBECTU K
passuTuio renatuta, CMNOa 1 Apyrux M3BecTHbIX/HEU3BECTHbIX 3a60/1€BaHUIA.

e Ecnv u3genve He MCnosib3yeTcA HEMOCPeACTBEHHO MOCAE BCKPbITUA CTEPUIbHON YMaKOBKM BO3HMKAET PUCK 3apaeHus. He
MCMONb3yWTe U3aesne B ClyYae HEBO3MOXKHOCTU COXPaHEHUA ero CTepuabHOCTH.

e  [loBTOpHOE MUCMO/Ib30BaHME U34ENNA MOXKET NPUBECTU K MHOULMPOBAHMIO, MEPEKPECTHOMY 3apParKeHUIO U Cencucy.

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

e  CTepuibHble WNPULbI NpeaHa3HauYeHbl AN UCNO/Ib30BaHMA HENOCPEACTBEHHO NOC/AE HAMNOMHEHMSA, MO3TOMY He XPaHWUTE IeKapCcTBo B
TeYeHne A/IUTeNIbHOro BpeMeHW.

KoHdurypauum urn ana nogKoXHbIX MHbEKLMUMA

KoHdurypaumm urn
Pasmep 26G 29G 30G 31G
Lser KopuuHesbiii | KpacHbiit | HenTbiii Benbiit
1/2”
OnvHa urnbl 1/2” 1/2” 1/2”
1/3”

YcnoBua xpaHeHuUA
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e XpaHuTb Npu TemnepaType OKpy:KatoLlel cpeabl He Bbiwwe 45°C.
e 3alMLWATb OT NPAMBIX COTHEYHbIX Iy4Yei U BNaXKHOW cpeabl.

e XpaHUTb, Pacno/ioXKMB KOPOOKY B HanpaBAeHUU CTPEKM.
YKknagpisatb He 6osee NATM KOPOBOK Apyr Ha Apyra.

CpoK rogHOCTU NPoAyYKTa cocTaBnaeT 5 neT.

MoAcHeHuA K Ucnosibyembim yCZ10BHbIM o0603HauYeHnAM

Xpynkoe usaenue, obpaliarbcs
KomnaHua-nponssogurtesb Py A » obpat
OCTOPOXKHO
-
— o
& [Nata npon3sBoacTea Z \ 3alMLLATh OT COTHEYHbIX ydeit
B
4l s
[aTa ncreyeHus cpoka rogHocT1 T\ XpaHWTb B CyXOoM MecTe
LOT Homep napTtum |I MepemelaTb BEPTUKANbHO
45°C
REF Homep no KaTtanory /Rf BepxHuit npeaen Temnepatypsbl (45°C)
80%
MD MeanunHckoe nsgenuve @ OrpaHunyeHue no BnaxHoctu (20-80%)
20%,
He ucnonb3yiiTe, ecaiv ynakoBka
UDI YHUKanbHbIN naeHTUOUKATOP N3aenmsa nospexaeHa, u obpatntech K

WHCTPYKLMM MO UCMOJIb30BAHMIO

YNONHOMOYEHHbIN NpeacTaBUTENb B
He Mcnonb3oBaTb NOBTOPHO
(BennkobputaHus)

Esponeiickom coobuiecTtse
—_

CTepunM30BaHO C UCNO/Ib30BaHUEM

OKWNCU 3TUNIEHA

He COAEPXKUT NaTeKkca

He cTepnnn3oBaTb NOBTOPHO

Xo(@@ @

HenunporeHHbI

NHavBuAayanbHasa cTepunbHan 6apbepHas

TonbKo ana NPodeccMoHanbHOro

D
C
=2
<

cnucrtema MCNO1Ib30BaHUA

CM. MHCTPYKLMIO MO NCMOb30BAHUIO

2T NHanBuayanbHas cTepuibHas bapbepHas .
O‘n AMBALY P prep AN 06paTUTECH K 3/IEKTPOHHOM

..... CUCTEMA C 3aLUUTHOM YMAKOBKOM CHapYKu

i

elFU Indicator MHCTPYKLMM NO UCMONb30BaHULIO
& BHUMaHne
3HaK COOTBETCTBUA TPeboBaHMAM BCex cooTBeTCTBYOWMUX AupekTns EC No meanLNMHCKUM
c usaenunam / EBponeiickoro 3akoHoaaTenbcTea
797 YKa3aHHbI BHU3Y HOMEP ABNAETCA HOMEPOM HOTUPULIMPOBAHHOIO OpraHa

MecTto npousBoacTea

AKUMOHepHas KomnaHua «CeT Megukan CaHaiin Be TuarkapeT 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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IHCTPYKLUIA 3 BUKOPUCTAHHA IHCYTIHOBUX LLNPULLIB
Tun Bupoby
LLinpuy, 3 ronkoto anA iHcyniHy Fonka gnA nigWKipHUX iH'eKLiN
LWnpuy, Jlyep 3-KOMNOHEHTHUI1 26G 29G 30G 31G

0,3mn, 0,5 mn, 1 mn

LWnpuy, JSlyep JIOK 3-KOMNOHEHTHU1
0,3mn, 0,5mn, 1 mn

MeTta BUKOPUCTaHHA

MopOoXKHi, CTepunbHi OAHOPA30BiI iHCYNIHOBI WNPUUM, AKI BUIOTOBAAKOTLCA 3 MNJIACTUKOBUX MaTepianiB, BMKOPUCTOBYIOTbCA KiHLEBUMU
CrNoXKMBaYaMu A5 3a60py Ta BBEAEHHA PiAWH Nicna HanoBHeHHA. LUnpuun npusHayeHi Hacamnepes, AN BUKOPUCTAHHA CTOCOBHO OpraHiamy
NoanHn. CTepubHI LWINPULM NPU3HAYeHi 419 BUKOPUCTAHHA 6e3nocepeaHbo MNicaa iX HANOBHEHHSA | HE NPU3HaYeHi A1A TpuBanoro 3bepiraHHA
NikapcbKux 3acobis.

IHCYNiHOBI WNPMLUM NPUAATHI ANA BUKOPUCTAHHSA 3 HaKoHeYHWKamu "Jlyep" BignoeigHo ao EN ISO 80369-7.

CrepunbHi 04HOPa30Bi iIHCYNIHOBI LNPULM BUKOPUCTOBYIOTLCA ANA NiALWKIPHOrO BBEAEHHSA IHCYiHY NaLieHTY. BOHM MaloTb HEBTAryBaHyY roJiky,
BCTAHOBNEHY Ha wWnpuui abo HaZaHy OKpemo (3a3BMuali i3 KOBMAYKOM ANA 3axMCTy KopucTyeaya). LUnpuum nonepeAHbo He 3amoBHeHi
iHCyniHOM ab0 IHWKWMW NiKapCbKMMK NpenapaTamu.

KomnoHeHTH BUpoby

HasBa getani CVPOBUHHUI maTepian

Unningp MM - noninponinex

MNopeHb MM - noninponinex

Mpoknagka I3onpeHoBuMIA KayyyK, 6e3 natekcy

Ffonka ans nipwkipHmMx Hepskasitoya ctanb, SS304, MMM - noninponinex

iH'eKLin

Marepian ynakoBku MeauuHUiM nanip i3 NPo30opoto NAiBKO, NPUAATHUI Ans cTepunisaii EO
(inamBigyanbHa ynakosKa)

IHCTPYKL,iA 3 BUKOPUCTAHHA

el U Indicator

e PO3KpuUiTe YNaKOBKY Yepes OTBip, BKA3aHWU CTPINKO0.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb BMICTY Ta BiACYTHICTb MOLWKOAXEHb YNAaKOBKW.

e B ynakoBsLi 3HaX0AMUTbCA LWNPULL Y KOMMNNEKTI 3 FOJIKOHO.

e [lig Yac NiAroTOBKM A0 BUKOPUCTAHHA TPMMAMTE LWNPUL, OAHIEID PYKOLO, @ FOJIKY - iHLWWOtO.

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

e He 3HiMalouM 3aXMCHMIN KOBMNAYOK 3 TONIKM, HAAiIAHO 3adiKcyliTe roNKy Ha LWNPULL, NPUTUCHYBLUM FO/IKY A0 HAaKOHEYHMKa Wnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOIO CTPINKOIO.

. Ob6epeyKHO 3HIMITb 3aXMCHWUIA KOBMAYOK 3 FO/IKMU, HE NOLIKOAMBLUM ii.

o AKWO WNpUL, BUKOPUCTOBYETLCA ANS BBEAEHHA PiISUHU B OpraHiam, HabepiTb HeObXigHY KiNbKICTb PiAMHM Y WNPULL.

MNepeKkoHanTecs, WO Yy WNPULi HEMAE NOBITPSAHMX byNbbaLOK. AKWO y Wnpuui € 6ynbballku NoBiTpA, BUAANITD iX.

MNepep, iH'eKLiEl0 NepeBipTe NPOXOAMKEHHS NOTOKY PIAVHM Y WNPUL.

BBeaiTb pigMHy Ans iH'eKLii BHYTPILWHbOBEHHO, BHYTPILWHBOM'A30B0, NiALWKipHO abo BHYTPILIHbOLWKIPHO BiNOBIAHO A0 Npoueaypu

BBEAEHHA.

e Llnpuu TaKoXK MOXKHA BUKOPUCTOBYBATK A/1A 3ab0Opy KPOBi 32 AONOMOrOH FONKM ANA MiAWKIPHMX iH'EKLi BignoBigHOro po3mipy.

e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.A97 MoKHa 03HaMomuUTUCA Ha canTi www.setmedikal.com.tr

LlinboBa rpyna nawieHTiB
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BcTaHOBAEHUX 0OMEKEHD LLOAO FPYNM NaLiEHTIB HEMAE.
LlinboBi Kopuctysaui
MeaunyHuit nepcoHan

Onuc NpUCTpOoiB, NPU3HAYEHUX A1 BUKOPUCTAHHA 3 BUpobom

Bupi6 npupaTHUiM ana BMKOPUCTaHHA 3i 3'egHyBayamum BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa Aana piguvH i rasise, ski
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTMHa 7: YacTKoBi BUMOrM 40 3'€4HYBayiB BHYTPIWHbOCYAMHHOMO abo NiALWKipHOro 3aCcTocyBaHHA".

MoKa3aHHA

IHCYNiHOBI WNPMUM € BUPO6amMK, LLO BUKOPUCTOBYIOTLCA 4R BBEAEHHA MeAMUYHUX npenapartis i 3a6opy pignH. TepmiH npuaaTHocTi BUpoby
CTaHOBWTb 5 POKiB.

MpoTunokasaHHA

IHCYNiHOBMI WNPUL, HE NOBUHEH BUKOPUCTOBYBATUCA BiNlbll HiXK ANA O4HOrO nauieHTa. Bupi6 moxe 6yTv BUKOPUCTAHUI Y CTEPUNBHOMY CTaHi
04HOPa3oBO ANA OAHOro nauieHTa. OuumweHHA abo MOBTOpHA cTepuisalia He AONYCcKaeTbcA. He mpusHayeHi AnA BMKOPUCTAHHA He 33
npusHadeHHaM. Micna BUKOPUCTaHHA YyTUI3yiTe AK MeanyHi Biaxoau.

& Monepep)XeHHA

e He BuKopucTOBYiTE BMPIb 3 NOWKOAKEHOK abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAXEHb.

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

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

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

e Bupib npM3HAYeHUI TiIbKM AN OAHOPA30BOro BUKOPUCTAHHSA i He NignArae NOBTOPHOMY 3aCTOCYBAHHIO Ta MOBTOPHIW cTepunisaLii.

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

e  AKWo BUPIO He BMKOPMUCTOBYETbCA 6Ge3nocepeAHbO NICAA PO3KPUTTA CTEPUIbHOI YNAKOBKW, BUMHUKAE PU3MK 3apaykeHHa. He
BMKOPUCTOBYMTE BMPIb y pa3i HEMOXMBOCTI 36epexKeHHsA Moro CTepUIbHOCTI.

e [loBTOpPHE BMKOPUCTaHHA BUPOLY MOKe Npu3BecTU A0 iHOiIKyBaHHA, NepexpecHoOro 3apaKeHHs i cencucy.

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

o CTepunbHi WNpUUM NPU3HAYEH] ANA BUKOPUCTAHHA B6e3nocepesHbo NiciA HANOBHEHHSA, TOMY He 3a/IMLWaiTe iKW Y LWNPULL NPOTATOM
TPWBaNOro Yacy.

KoHdoirypauii ronok ana nigkipHux iH'ekuin

KoHaoirypauii ronok
Po3mip 26G 29G 30G 31G
Konip KopuuHesuin |YepBoHuin| KosTui Binui
1/2”
o | [T

YmoBwu 36epiraHHA

e 36epiratTv Nnpy TemnepaTypi HABKOIMLWIHbLOIO cepesoBuLa He BuLe 45°C.
e 3axuLLaTH Big NPAMMX COHAYHMX NPOMEHIB i BOJIOrOro cepefoBuLLa.
e  36epiraTi, po3TallyBaBLIN KOPOOKY B HAMPAMKY CTPI/IKA.
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e  YKnagatu He 6inble n'ATM KOPOBOK oAHa Ha OAHY.
e  TepMiH NpMAATHOCTI NPOAYKTY CTAaHOBUTL 5 poOKiB.

NMoACHEeHHA 4,0 BUKOPUCTOBYBAaHUX YMOBHUX NO3HA4Y€Hb

Sayfa No/Page No: 24 /24

KomnaHisn-BMpobHUK

Kpuxkuit Bupi6, nosoantucs

obeperkHo
[ata BupobHULTBa _‘;‘#’-_:_. 3axumLLaTH Bif, COHAYHOIrO NPOMIHHA
|

L

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI

-
S

n

-

36epiraTi B Cyxomy MmicLi

LOT

Homep naprii

=)

MepemiwaTt BepTUKaAbHO

REF

Homep 3a KaTanorom

=S

BepxHs mexa Temnepatypm (45°C)

MeanyHuit BUpi6

0%

©,

ObMmexKeHHs wopao sonorocTi (20-
80%) /

YHiKanbHWi igeHTUdiKaTop BUPOLY

He BMKOPUCTOBYNTE, AKLLO YNAKOBKA
NOLWKOAMKEHQ, | 3BEPHITLCA 40
IHCTPYKLLIT 3 BUKOPUCTAHHA

YNOBHOBAXEHMWIN NPeACTaBHUK Y
€BponencbKoMy CriBTOBapPUCTBI
(BennkobpwutaHis)

He BMKOpMCTOBYBaTU NOBTOPHO

CTepunnisoBaHO 3 BUKOPUCTAHHAM OKUCY
eTuNeHy

6| ©

%
\

He micTuTb naTtekcy

He cTepunisyBatm NOBTOPHO

X

HeniporeHHUi

IHoMBIAyanbHa cTepuabHa bap'epHa
cuctema

o
O
=2
<

Tinbku ana npodecinHoro
BMKOPUCTaHHA

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

=

elFU Indicator

[uB. iHCTPYKL,itO 3 BUKOPUCTaHHA abo
3BEPHITbCA A0 €NEeKTPOHHOI IHCTPYKLIT
3 BUKOPUCTAHHA

YBara

maT

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

EBDOHEﬁCbKOFO 3aKOHOOaBCTBa

3a3HayeHn BHM3Y HOMEpP € HOMEPOM HOTUGIKOBAHOIO OpraHy

Micue BupobHULTBA

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

Anpeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, TypeuunHa)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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insiilin igneli $irnga

Hipodermik igne

Luer 3 parga Siringa
0,3ml,0,5ml, 1 ml

26G 29G 30G 31G

Luer Lock 3 parga Siringa
0,3ml,0,5ml, 1 ml

Kullanim Amaci

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

insdilin siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Steril tek kullanimlik instlin siringalari bir hastaya deri altindan insilin enjeksiyonu yapmak igin kullanilir. Takili veya ayri sekilde (genellikle
kullanici korumasi icin kapaklh) geri cekilemez bir igne icerir. insiilin veya bagka bir ilag ile 6nceden doldurulmamustir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Ambalaj Malzemesi

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

Kullanma Talimati

lFU 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 siringa ve igneyi birlikte icerir.

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

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

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

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

e Siringa ile viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.

e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

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

e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igcine enjekte edin.
e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

e PR.A97 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli


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

INSULIN SIRINGA KULLANIM TALIMATI/ INSULIN SYRINGE INSTRUCTION
FOR USE

e SEeT Menikal

Dok./Doc.No: PR.A97 Tarih/Date: 19.03.2024 Rev.No: 3 Sayfa No/Page No: 2 /6

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

insiilin siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra trGini kullanmayin.

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

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

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

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

e  Steril ambalaj acilip hemen kullanilmazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, iiriinii kullanmayiniz.

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

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

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

Hypodermic Needle Configurations

igne Konfigiirasyonlari
Olgii 26G 29G 30G 31G
Renk Kahve Kirmizi Sari Beyaz
5 1/2”
E:jnlugu 12" 12" e 12"

Depolama Kosullari

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

e  Ust iiste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.
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Kullanilan Sembollerin A¢iklamasi

"o
N

Son Kullanma Tarihi Kuru tutun

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

LOT Lot Numarasi |l Dikey olarak hareket ettir

REF Katalog numarasi /ﬂf Sicakhgin tist siniri (45°C )

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

uDI Benzersiz cihaz tanimlayici kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci

(Birlesik Krallik Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize
edilmistir

J69 @

%
Q

Lateks icermez

Tekrar sterilize etmeyin Pirojenik olmayan

S

Tekli steril bariyer sistemi Yalnizca Profesyonel Kullanim

@]
=]
<

===

.....

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

. . . . elektronik kullanim talimatina
steril bariyer sistemi

eIFU Indicator ba§VU run

Dikkat

2797

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

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Product Type
Insulin Syringe with needle Hypodermic Needle
Luer 3 pieces Syringe 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Luer Lock 3 pieces Syringe
0,3ml,0,5ml, 1 ml

Intended Use

Hypodermic Insulin Syringes are made of empty, sterile and disposable plastic materials, are used by end users for the aspiration and injection
of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately after filling and are not
intended to retain medication for long period of time.

Insulin syringes with needle are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use insulin syringes are intended to be used to administer an injection of insulin to a patient subcutaneously. A non-retractable
needle is included, either attached or detached (usually capped for user protection). It is not prefilled with insulin or any other drug

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, $5304, PP — Polypropylene

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

UE Instruction for Use

IFU Indicator

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

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

e  The product packaging includes the syringe and needle together.

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

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

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

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

. If liquid is to be injected into the body with a syringe; draw the required amount of liquid into the syringe.

. Make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, be sure to remove it.

. Before injection, check if fluid is flowing in the syringe.

e Inject the liquid to be injected into the vein, intramuscularly, subcutaneously or subcutaneously, in accordance with the application
procedure.

e  The syringe can also be used for blood aspiration with an appropriately sized hypodermic needle.

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

Intended Patient Population

There is no limitation for the patient population.
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Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Indications

Insulin syringes with needle are devices used to administer medical products and liquids. The product shelf life is 5 years.

Contraindications

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

after use.

& Cautions

Do not use the product if the package is damaged.

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

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

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations
Gauge 26G 29G 30G 31G
Color Brown Red Yellow Red
1/2”
T::g‘i': 1/2 1/2 L 1/2"

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.
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d Manufacturer ! Fragile. Handle with care
o
dl Date of manufacture ?A\*‘ Keep away from sunlight
]
g Use-by date T: Keep dry
LOT Batch code " Move vertically
REF Catalogue number /ﬂ/ Upper limit of temperature (45°C)
MD Medical device Humidity limitation (20% — 80%)
. . - Do not use if package is damaged
upI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

Sterilized using ethylene oxide

Latex free

Do not resterilize

X el @ @gﬁ

Non-pyrogenic

Single sterile barrier system

o
=1
<

Professional Use Only

===

.....

Single sterile barrier system with
protective packaging outside

]3]

elFU Indicator

Consult instruction for use or
consult electronic instruction for use

Caution

79T

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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insiilin igneli $irnga

Hipodermik igne

Luer 3 parga Siringa
0,3ml,0,5ml, 1 ml

26G 29G 30G 31G

Luer Lock 3 parga Siringa
0,3ml,0,5ml, 1 ml

Kullanim Amaci

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

insdilin siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Steril tek kullanimlik instlin siringalari bir hastaya deri altindan insilin enjeksiyonu yapmak igin kullanilir. Takili veya ayri sekilde (genellikle
kullanici korumasi icin kapaklh) geri cekilemez bir igne icerir. insiilin veya bagka bir ilag ile 6nceden doldurulmamustir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Ambalaj Malzemesi

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

Kullanma Talimati

lFU 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 siringa ve igneyi birlikte icerir.

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

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

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

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

e Siringa ile viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.

e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

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

e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igcine enjekte edin.
e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

e PR.A97 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli
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Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

insiilin siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra trGini kullanmayin.

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

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

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

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

e  Steril ambalaj acilip hemen kullanilmazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, iiriinii kullanmayiniz.

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

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

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

Depolama Kosullari

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

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

e  Ust iste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmri 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Product Type
Insulin Syringe with needle Hypodermic Needle
Luer 3 pieces Syringe 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Luer Lock 3 pieces Syringe
0,3ml,0,5ml, 1 ml

Intended Use

Hypodermic Insulin Syringes are made of empty, sterile and disposable plastic materials, are used by end users for the aspiration and injection
of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately after filling and are not
intended to retain medication for long period of time.

Insulin syringes with needle are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use insulin syringes are intended to be used to administer an injection of insulin to a patient subcutaneously. A non-retractable
needle is included, either attached or detached (usually capped for user protection). It is not prefilled with insulin or any other drug

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, $5304, PP — Polypropylene

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

(L1 Instruction for Use

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

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

e  The product packaging includes the syringe and needle together.

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

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

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

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

. If liquid is to be injected into the body with a syringe; draw the required amount of liquid into the syringe.

. Make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, be sure to remove it.

. Before injection, check if fluid is flowing in the syringe.

e Inject the liquid to be injected into the vein, intramuscularly, subcutaneously or subcutaneously, in accordance with the application
procedure.

e  The syringe can also be used for blood aspiration with an appropriately sized hypodermic needle.

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

Intended Patient Population

There is no limitation for the patient population.


http://www.setmedikal.com.tr/
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Dok./Doc.No: PR.A97 Tarih/Date: 1.09.2023 Rev.No: 2
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Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Indications

Insulin syringes with needle are devices used to administer medical products and liquids. The product shelf life is 5 years.

Contraindications

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

after use.

& Cautions

Do not use the product if the package is damaged.

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

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

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations
Gauge 26G 29G 30G 31G
Color Brown Red Yellow Red
1/2”
T::g‘i': 1/2 1/2 L 1/2"

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.



9 SEeT Menikal

FOR USE

INSULIN SIRINGA KULLANIM TALIMATI/ INSULIN SYRINGE INSTRUCTION
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Description of Symbols Used

Sayfa No/Page No: 5 /5

d Manufacturer ! Fragile. Handle with care
o
dl Date of manufacture ?A\*‘ Keep away from sunlight
]
g Use-by date T: Keep dry
LOT Batch code " Move vertically
REF Catalogue number /ﬂ/ Upper limit of temperature (45°C)
MD Medical device Humidity limitation (20% — 80%)
. . - Do not use if package is damaged
upI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

Sterilized using ethylene oxide

Latex free

Do not resterilize

X el @ @gﬁ

Non-pyrogenic

Single sterile barrier system

o
=1
<

Professional Use Only

===

.....

Single sterile barrier system with
protective packaging outside

]3]

elFU Indicator

Consult instruction for use or
consult electronic instruction for use

Caution

79T

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.
Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Uriin Tipi

INSULIN SIRINGA KULLANMA TALIMATI /
INSULIN SYRINGE INSTRUCTION FOR USE

insiilin igneli $irnga

Hipodermik igne

Luer 3 parga Siringa
0,3ml,0,5ml, 1 ml

26G 29G 30G 31G

Luer Lock 3 parga Siringa
0,3ml,0,5ml, 1 ml

Kullanim Amaci

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

insiilin siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektérleri ile kullanimina uygundur.

Steril tek kullanimlik instlin siringalari bir hastaya deri altindan insilin enjeksiyonu yapmak igin kullanilir. Takili veya ayri sekilde (genellikle
kullanici korumasi icin kapaklh) geri cekilemez bir igne icerir. insiilin veya bagka bir ilag ile 6nceden doldurulmamustir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Ambalaj Malzemesi

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

[:E Kullanma Talimati

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji siringa ve igneyi birlikte igerir.

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

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

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

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

e Siringa ile viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.

e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigl varsa mutlaka g¢ikarin.

e Enjeksiyondan once, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

e Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt igine enjekte edin.
e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

PR.A97 Rev.1, 01.11.2022
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Endikasyon

instilin siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

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

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

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

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

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

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

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

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 Uste en fazla bes koli koyularak muhafaza edin.

e  Uriiniin raf mrii 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr

PR.A97 Rev.1, 01.11.2022
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Product Type
Insulin Syringe with needle Hypodermic Needle
Luer 3 pieces Syringe 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Luer Lock 3 pieces Syringe
0,3ml,0,5ml, 1 ml

Intended Use

Hypodermic Insulin Syringes are made of empty, sterile and disposable plastic materials, are used by end users for the aspiration and injection
of liquids after filling. The syringes are primarily for human use. Sterile syringes are designed to be used immediately after filling and are not
intended to retain medication for long period of time.

Insulin syringes with needle are suitable for use with luer tip connection connectors in accordance with EN I1SO 80369-7.

Sterile single use insulin syringes are intended to be used to administer an injection of insulin to a patient subcutaneously. A non-retractable
needle is included, either attached or detached (usually capped for user protection). It is not prefilled with insulin or any other drug

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, $5304, PP — Polypropylene

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

I:E Instruction for Use

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

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

e  The product packaging includes the syringe and needle together.

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

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

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

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

. If liquid is to be injected into the body with a syringe; draw the required amount of liquid into the syringe.

. Make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, be sure to remove it.

. Before injection, check if fluid is flowing in the syringe.

e Inject the liquid to be injected into the vein, intramuscularly, subcutaneously or subcutaneously, in accordance with the application
procedure.

e  The syringe can also be used for blood aspiration with an appropriately sized hypodermic needle.

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

Healthcare personnel

PR.A97 Rev.1, 01.11.2022
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INSULIN SIRINGA KULLANMA TALIMATI /
INSULIN SYRINGE INSTRUCTION FOR USE

Device Description Intended for Use With The Device

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

Indications

Insulin syringes with needle are devices used to administer medical products and liquids. The product shelf life is 5 years.

Contraindications

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

after use.

& Warnings

Do not use the product if the package is damaged.

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

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations
Gauge 26G 29G 30G 31G
Color Brown Red Yellow Red
1/2”
(—» 1/2 1/2 1/2"
1/3”

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.

PR.A97 Rev.1, 01.11.2022



se

O

T meDika3al

INSULIN SIRINGA KULLANMA TALIMATI /

Description of Symbols Used

INSULIN SYRINGE INSTRUCTION FOR USE

d Manufacturer ! Fragile. Handle with care
] 2K
Date of manufacture Keep away from sunlight
ZAN
g Use-by date N Keep dry
LOT Batch code Upper limit of temperature (45°C)
REF Catalogue number Do not reuse

I
& |

Sterilized using ethylene oxide

Consult instruction for use

Do not resterilize

Caution

@D

Do not use if package is damaged

Non-pyrogenic

2797

Marking for meeting the requirements of all relevant European Medical Device

Directives/European Legislation

The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr

PR.A97 Rev.1, 01.11.2022
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Uriin Tipi

INSULIN SIRINGA KULLANMA TALIMATI /
INSULIN SYRINGE INSTRUCTION FOR USE

insiilin igneli $irnga

Hipodermik igne

Luer 3 parga Siringa
0,3ml,0,5ml, 1 ml

26G 29G 30G 31G

Luer Lock 3 parga Siringa
0,3ml,0,5ml, 1 ml

Kullanim Amaci

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

Steril tek kullanimlik instlin siringalari bir hastaya deri altindan insilin enjeksiyonu yapmak igin kullanilir. Takili veya ayri sekilde (genellikle
kullanici korumasi icin kapaklh) geri cekilemez bir igne icerir. insiilin veya bagka bir ilag ile 6nceden doldurulmamustir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne

Paslanmaz Celik, SS304, PP — Polipropilen

Ambalaj Malzemesi

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

I:E] Kullanma Talimati

e Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji siringa ve igneyi birlikte igerir.

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

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

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

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice cikarin.

e Siringa ile viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.

e Siringanin hava kabarcigl icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

e Enjeksiyondan once, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

e  Enjekte edilecek siviyi uygulama islemine uygun olarak damara, kas igine, deri altina veya cilt icine enjekte edin.
e Siringa, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de kullanilabilir.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

PR.A97 Rev.0, 18.10.2022
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Endikasyon

insiilin siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

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

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

Steril ambalaj agilip hemen kullaniimazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, Griinii kullanmayiniz.
Urliniin tekrar kullanilmasi enfeksiyonlara ve baska hastaliklara sebep olabilir.

Depolama Kosullari

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

e  Ust Uste en fazla bes koli koyularak muhafaza edin.

e Uriinin raf 6mrii 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr

PR.A97 Rev.0, 18.10.2022
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Product Type
Insulin Syringe with needle Hypodermic Needle
Luer 3 pieces Syringe 26G 29G 30G 31G

0,3ml,0,5ml, 1 ml

Luer Lock 3 pieces Syringe
0,3ml,0,5ml, 1 ml

Intended Use

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

Sterile single use insulin syringes are intended to be used to administer an injection of insulin to a patient subcutaneously. A non-retractable
needle is included, either attached or detached (usually capped for user protection). It is not prefilled with insulin or any other drug

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, SS304, PP — Polypropylene

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

[:E] Instruction for Use

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

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

e  The product packaging includes the syringe and needle together.

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

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

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

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

. If liquid is to be injected into the body with a syringe; draw the required amount of liquid into the syringe.

. Make sure the syringe is free of air bubbles. If there is any air bubble in the syringe, be sure to remove it.

. Before injection, check if fluid is flowing in the syringe.

e Inject the liquid to be injected into the vein, intramuscularly, subcutaneously or subcutaneously, in accordance with the application
procedure.

e  The syringe can also be used for blood aspiration with an appropriately sized hypodermic needle.

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

Healthcare personnel
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Device Description Intended for Use With The Device

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

Indications

Insulin syringes with needle are devices used to administer medical products and liquids. The product shelf life is 5 years.

Contraindications

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

& Warnings

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

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

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

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

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

e [f the sterile packaging is not opened and used immediately, there is a risk of contamination. Product sterility cannot be maintained,
do not use the product.

e  Reuse of the product may cause infections and other illnesses..

Hypodermic Needle Configurations

Needle Configurations
Gauge 26G 29G 30G 31G
Color Brown Red Yellow Red
1/2”
(> 12" 12" 12"
1/3”

Storage Conditions

e Store at ambient temperature not exceeding 45°C.

e  Keep it away from direct sunlight and moist environment.

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

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

Manufacturer ! Fragile. Handle with care

St
Date of manufacture ZL\“' Keep away from sunlight

S

Use-by date T Keep dry

LOT Batch code U)ﬂzfer limit of temperature (45°C)

REF Catalogue number Do not reuse

Do not resterilize Caution

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

@D |;

Do not use if package is damaged Non-pyrogenic

Marking for meeting the requirements of all relevant European Medical Device
Directives/European Legislation
2797 The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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