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HIPODERMIK iGNELI SIRINGA KULLANMA TALIMATI

Uriin Tipi
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Hipodermik igneli Siringa

Hipodermik igne

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

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

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

14G
18G
21G
24G
27G

15G 16G
19G 20G
22G 23G
25G 26G
29G 30G

3 parga [ =]

Uriin Tipi Hipodermik igneli Siringa — Normal igne Hipodermik igneli Siringa — Giivenlikli igne
Luer - Merkezden P !
Kagik e ]
2 parca v /ﬂ s n

It [~ B )

=l e _J

o . I (—
Luer - Merkezden R
Kagik =

Luer - Merkezde
2 parca

Luer - Merkezde
3 parga

(n‘!
| B ]
| ‘
J

Luer Lock

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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 igcinde muhafaza etmesi amaglanmamistir.

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

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Grinler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt icine enjeksiyon yapma ve damardan kan almak igin kullanilir. Ayrica, farmasétik/ilaglari kabindan aspire ederek hastalara

sistemler araciligiyla (6rn. intravendz (V) port tzerinden) uygulanmasini saglar.
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Uriin Bilesenleri

Parca Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, 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)

anem  Kullanma Talimati

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

Urlin ambalaji siringa ve igne ile birlikte saglanir.

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.

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

Siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

e Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

e  PR.A32 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

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

belirtilmistir.
3iringanin ’:l/?‘n‘;lr:?)l Kapasitesi Derecelendirilmis Kapasite Toleransi (%)
1<v<3 5
5<Vv<60 4

*V: Hacim
Hedeflenen Hasta Popiilasyonu
Hasta populasyonu icin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar
Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Hipodermik igneli siringalar tibbi triinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
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Hipodermik igneli siringalar birden fazla hastada kullaniimaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya
yeniden sterilizasyon yapilamaz. Belirtilen kullanim amaci disinda kullaniimak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha

ediniz.

& Uyarilar

Ambalaji hasar gormiis veya agilmigsa triint kullanmayin.

Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.
Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, iiriinii kullanmayin.
Steril bariyer sistem (birim paket) agildiginda aseptik kurallara uygun olarak igne bekletilmeden takilir.
Kullanmadan 6nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

Siringaya cekilen ilag sonrasi igne kapagi takili halde maksimum 60 dakikada kullanilmahdir.
Siringa ile uygulanan ilag icin 6zel bir uyari varsa uygulamada dikkate alinmahdir.
Uriinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

Batma ve kontaminasyon riskini dnlemek igin igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve

bilinen/bilinmeyen baska hastaliklara yol agabilir.
Uriiniin tekrar kullanilmasi enfeksiyonlara, gapraz kontaminasyona ve sepsise neden olabilir.

Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapilmahdir.
Uygulamalarda, kullanim talimatinda verilen derecelendirme skalasinin kapasite toleransi tablosu dikkate alinmalidir.

Depolama Kosullari

45°C’yi asmayan ortam sicakhiginda muhafaza ediniz.
Dogrudan glines 1sigindan ve nemli ortamdan koruyun.

Kutuyu ok yoniinde yerlestirerek muhafaza edin.

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

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgii 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Renk Solu'k Ma.VI Beyaz Pembe Krem Sari Koy.u Siyah Koyu. Mor Turunc Kahve Gri Kirmizi Sari
yesil gri yesil Mavi u

. 1" 11/4” 1" 1" 11/2” 11/2” 5/8” ! ” 1" 1" 1" 11/2” 1/2”
I18ne 1/4

Uzunlug 11/4” 11/2" 1 i 1/2” > 1/2”

u 11/2” 11/2” 11/2” | 1" 1" 12" {11/4” | 11/84” | 5/8” 1/3”

11/2" " 1 1/2"
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Uretici Firma

Kirilgan. dikkatli tutun

Uretim Tarihi

oz

Gines 1sigindan uzak tutun

L E

Son Kullanma Tarihi

._’:-\.u—c

‘..
-

Kuru tutun

LOT

Lot Numarasi

—
—

Dikey olarak hareket ettir

REF

Katalog numarasi

=5

Sicakligin Ust sinir1 (45°C)

Tibbi Cihaz

am
g
2

[
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

60 ©

7
N

Lateks icermez

Tekrar sterilize etmeyin

K

Pirojenik olmayan

Tekli steril bariyer sistemi

o
=
<

Yalnizca Profesyonel Kullanim

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

i

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina basvurun

Dikkat

UK
CAH
0086

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

2797

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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HYPODERMIC SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Product Type

Hypodermic Syringe With Needle Hypodermic Needle

Luer 2 parts Syringe
2ml, 2,5 ml, 5ml, 10 ml, 20ml 14G 15G 16G
18G 19G 20G
21G 22G 23G
24G 25G 26G
Luer Lock 3 parts Syringe 27G 29G 30G
1ml,2ml, 2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

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

Product Type Hypodermic Syringe With Needle — Regular Hypodermic Syringe With Needle — Safety

Needle Needle
Luer - Eccentric _ E——
2 | SS—1 |
g = /ﬂ ¥ n
i v — J
— — |
—& ~ =i e

Luer - Eccentric _
3 parts L

!

Luer - Centric

2 parts =

Luer - Centric
3 parts

i
n
JLL

Luer Lock

B |

Intended Use

Hypodermic Syringes, 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.

Hypodermic syringes with needle are suitable for use with luer tip connection connectors in accordance with EN 1SO 80369-7.
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Sterile single use hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids
to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (1V)

port).

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE —Polyethylene, 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)

IFU Indicator

Instruction for Use

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

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

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.

Determine the amount of liquid to be used using the graduated scale on 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.A32 Instruction for use is available at www.setmedikal.com.tr.

The capacity tolerance of the graduated scale on the syringe is stated in the table below in accordance with EN ISO 7886-1 Standard.

Nominal capacity of syringe
Graduated Capacity Tolerance (%)

Vv (ml)
1sVs3 +5
5<V<60 *4

V*: Volume

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

Hypodermic 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.

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.

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

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

After the medicine is drawn into the syringe, it should be used within a maximum of 60 minutes with the needle cap attached.

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Color Pale | Blue- | \yiite | Pink | Cream | Yelow | 2P | Black | 2P | purple | O™ |Brown | MEUIUM | gey | YeUO
Green Grey Green Blue e Grey w
1 11/4” 1 1 11/2” 11/2” 5/8” 11/4” 1 " 1 11/2” 1/2"
Needle " ”
Length 11/4” 1 11/2” 11/2” 1/2 2” 1/2
11/2” 11/2” ” 1" 1" 11/4” | 11/4” 5/8” 1/3”
11/2” 1/2 " 1 1/2"

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.

e  Keep it away from direct sunlight and moist environment.

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

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

Manufacturer Fragile. Handle with care

Date of manufacture Keep away from sunlight

oz

. N -

‘..
-

L E

Use-by date T” Keep dry
LOT Batch code |I Move vertically

Catalogue number e - o
REF Upper limit of temperature (45°C)

80%
MD Medical device @ Humidity limitation (20% — 80%)
20%,
UDI Unique device identifier Do not L_Jse if pa.ckage is damaged and
consult instruction for use

Do not reuse

Responsible Person in the United
Kingdom

60 ©

7
N

Latex free

STERILEIEO Sterilized using ethylene oxide

Non-pyrogenic

K

Do not resterilize

o
=
<

Professional Use Only

O Single sterile barrier system

O Single sterile barrier system with [ji] Consult instruction for use or consult
RS 2 protective packaging outside ) electronic instruction for use
é Marking for meeting the requirements
. UK of UK Medical Device Regulation
Caution cA . .
0086 The number displayed on the bottom is

the Notified Body Number

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

2797 The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

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

Tipo de Producto

Jeringa Hipodérmica con Aguja

Aguja Hipodérmica

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

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

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

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

Tipo de Producto

Jeringa hipodérmica con aguja - Aguja normal

Jeringa hipodérmica con aguja - Aguja de seguridad

Luer - Excéntrico

3 piezas

. 1
2 piezas L ———
e . /ﬂ — n
i 15 =
= -
- = =N —
Luer - Excéntrico = D 2

Luer - Céntrico
2 piezas

Luer - Céntrico
3 piezas

Luer Lock

Propésito del Uso

Las jeringas hipodérmicas con agujas vacias, estériles y desechables hechas de materiales plasticos se utilizan para la aspiracién 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 estdn disefiadas para retener el medicamento durante largo tiempo.

Las jeringas hipodérmicas con agujas son adecuadas para su uso con conectores de punta Luer que cumplen con el estandar EN I1SO 80369-7.

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

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno, PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

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

Instrucciones de Uso

U 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.

El embalaje del producto contiene una jeringa y una aguja.

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

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

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.

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

Si se va a inyectar un liquido en el cuerpo; extraiga la cantidad necesaria del medicamento con la jeringa.

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

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

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

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

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

e  Puede acceder a la versidn electrdnica de las Instrucciones de uso de PR.A32 en el sitio web, www.setmedikal.com.tr

e latolerancia de la capacidad de la escala de graduacién en el cilindro de la jeringa se muestra en la siguiente tabla de acuerdo con el
estandar EN 1SO 7886-1.

Capacidad nominal de la jeringa Tolerancia de capacidad graduada (%)
V*, (ml)
1<v<3 5
5<V<60 +4

V*: Volumen

Poblacion de Pacientes Objetivos

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

Personales de salud

Descripcion del dispositivo previsto para su uso con el dispositivo

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

Indicacion

Las jeringas hipodérmicas con agujas son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5
afios.
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Contraindicacion

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

& Advertencias

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

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

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

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

Cuando se abre el sistema de barrera estéril (envase unitario), se inserta la aguja sin esperar de acuerdo con las normas de asepsia.
Antes de usar, compruebe que la aguja hipodérmica no esté ocluida y que el flujo no esté bloqueado

Una vez introducido el medicamento en la jeringa, debe utilizarse en un plazo maximo de 60 minutos con el capuchén de la aguja
puesto.

Si existe una advertencia especial para el medicamento administrado con jeringa, debe tenerse en cuenta durante la aplicacién.
Después de la inyeccion o aspiracion, deseche el producto como residuo médico.

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

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

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

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

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

Condiciones de Almacenamiento

Almacenar a temperatura ambiente que no exceda los 45°C.
Proteja de la luz solar directa y del ambiente humedo.
Coloque y mantenga la caja en la direccion de la flecha.

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

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

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

Color V,er_de Cris Blanco Rosa Crema Amarill Verde Negro oscur Morad Naranj Marrén Gris Rojo Amaril
palido azulado do o oscuro o o a lo

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

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

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

11/2" 1/2 1 1 1/2
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Descripcion de los Simbolos Utilizados

Fabricante I Fragil. Tratar con cuidado

Fecha de produccién DM Mantener alejado de la luz solar

KL
’

Fecha de vencimiento ', Mantener seco
Codigo de lote
LOT |I Mover verticalmente
Numero de catdlogo s5c
REF Limite superior de temperatura (45 °C)
80%
M D Dispositivo médico a Limitacién de humedad (20% — 80%)
20%
UDI Identificador de dispositivo tnico NO lo usg si el embalaje estd dafiado y ver sus
instrucciones de uso

No reutilizar

Persona responsable en el Reino Unido

J6 ©

7
N

No contiene latex

STERILEIEO Esterilizado con éxido de etileno

No pirogénico

K

No re esterilizar

Solo para uso profesional

O Sistema de barrera estéril Unico

o
=
<

,C"j. El sistema de barrera estéril Unico con embalaje Consultar instrucciones de uso o consulte las
R i protector exterior instrucciones de uso via electrdnica

elFU Indicator

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

A Atencién

sNC
SDA

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

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

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

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

Types de produit

Seringue avec 'aiguille hypodermique

Aiguille hypodermique

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

Seringue Luer 3 pieces

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

Seringue Luer Lock 3 pieces

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

14G
18G
21G
24G
27G

15G 16G
19G 20G
22G 23G
25G 26G
29G 30G

liypesicciproduiia | Je o S

Seringue avec I’aiguille hypodermique -

Seringue avec I’aiguille hypodermique -

Luer - excentrique

Aiguille de sécurité

— —
2 pieces L - =
[T ;) Jﬂ et f
| s /
= -ft\ N [ = _':}\ .
> ==\ -
Luer - excentrique e
3 pieces ———

Luer - Centric

2 piéces [T |

Luer - Centric
3 pieces

m
n
Sl

Luer Lock

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides, aprés les avoir remplies. Les seringues sont essentiellement destinées a 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 avec l'aiguille hypodermique sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme EN I1SO 80369-7.

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

pour "application aux patients a I'aide de différents systémes (par exemple sur la porte intraveineuse (IV).
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Composants du produit

Nom de la piece Matiére premiere

Cylindre PP — Polypropyléne

Piston PE — Polyéthylene, PP — Polypropyléne

Joint Caoutchouc isoprene, sans latex

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléne

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

wwow  Consignes d’utilisation

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

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

e L’emballage du produit est livré avec la seringue et 'aiguille.

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

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

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

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

e  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.

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

e  S’assurer que la seringue ne contient pas de bulles d’air. S’il existe des bulles d’air dans la seringue, les éliminer obligatoirement.

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

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

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

e Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A32, sur le site web suivant : www.setmedikal.com.tr.

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

Capacité nominale de la seringue , " A
pact '* Ingu Tolérance de capacité graduée (%)
V*, (ml)
1<v<3 15
55V<60 4

V*: Volume

Population de patients visée

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

Utilisateurs visés

Personnel médical.

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

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

Indication

Les seringues avec l'aiguille hypodermique sont des appareils utilisés pour I'application des produits et fluides médicaux. La durée de
conservation du produit est de 5 ans.
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Contre-indication

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

& Remarques

Si I'emballage est endommagé ou ouvert, ne pas utiliser le produit.

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

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

Si le 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.

Lorsque le systéeme de barriere stérile (emballage unitaire) est ouvert, I'aiguille est insérée sans attendre, conformément aux regles
d'asepsie.

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

Une fois le médicament aspiré dans la seringue, celle-ci doit étre utilisée dans un délai maximum de 60 minutes avec le capuchon de
I'aiguille attaché.

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

La réutilisation du produit peut donner lieu aux infections, contaminations croisées et septicémies.

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

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

Conditions de stockage

Conserver les produits dans un endroit ou la température ambiante n’est pas supérieure a 45°C.
Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.
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.

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

D'”;i”S' 14G 15G 166 | 186 | 196 20G 21G 22G | 236 | 24G | 25G | 26G | 27G | 29G | 30G
Couleur Vert Bleu Blanc Rose | Créeme Jaune Vert Noir Bleu Pourpr | Orang |Chatain| Gris Roug | Jaun
pale gris foncé foncé e e e e
Longueu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2
rde 1 1/4:/ 1 1 1/2,, 1 1/2,, 1/2// 27 1/2»
aiguille | 11/2” | 11/2” Lo 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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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
, we Limite supérieure de la température
Numeéro de catalogue /ﬂ/ .
REF & ambiante (45°C)

MD

Appareil médical

1
=

)

N
3

Limites d’humidité (20% - 80%)

Ne pas utiliser si le paquet est

uDlI 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 ) el s y \o></ Ne contient pas de latex
d’éthyléne U

Ne pas stériliser a nouveau

E

Non pyrogéne

Systéme de barriére stérilisée simple

o
=
<

Uniquement utilisation
professionnelle

.....

Systéme de barriere 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

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.

T

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp

Hypodermische Spritze mit Nadel

Hypodermische Nadel

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

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

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

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

24G 25G 26G
27G 29G 30G

Hypodermische Spritze mit Nadel — Normale | Hypodermische Spritze mit Nadel —

Produktt . .
yp Nadel Sicherheitsnadel
Luer - exzentrisch e e
2 Teile L =—=d ]
v = i . .
|‘\ s — )
= — |
e = s ,7

Luer - exzentrisch

3Teile s

Luer - zentrisch
2 Teile I

Luer - zentrisch

3Teile ‘ = S—

Luer Lock . ' -
== 7J = *U

Verwendungszweck

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

sich aufzubewahren.

Hypodermische Spritzen mit Nadel sind fiir die Verwendung mit Luer-Anschlussverbindern gemal Norm EN ISO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen mit Nadel sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die
Spritzen werden flr intravendse, intramuskuldre, subkutane und intrakutane Injektionen sowie fir die intravendse Blutentnahme
verwendet. Daruber hinaus dient das Produkt dazu, Pharmazeutika/Arzneimittel aus dem Behilter anzusaugen und mittels Systemen (z. B.
Uber einen intravendsen (IV)-Anschluss) dem Patienten zu verabreichen
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Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen, PP — Polypropylen
Dichtung Isopren Kautschuk, frei von Latex
Hypodermische Nadel Edelstahl, SS304, PP — Polypropylen
Verpackungsmaterial Fur die Sterilisation mit EO geeignetes medizinisches Papier und transparente
Folie (Einzelverpackung)

s Gebrauchsanweisung

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

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

e  Die Produktverpackung enthalt eine Spritze und eine 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  Bestimmen Sie die zu verwendende Flissigkeitsmenge mithilfe der Abstufungsskala auf der Spritze.

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

e  Prifen Sie vor der Injektion, ob ein Flussigkeitsfluss in der Spritze gewdhrleistet ist.

e Injizieren Sie die InjektionsflUssigkeit entsprechend der Anwendungsvorschrift intravenos, intramuskular, subkutan oder intrakutan.

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

® Die elektronische Version der PR.A32 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

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

Nominale Kapazitat der Spritze Abgestufte Kapazitatstoleranz (%)
V¥, (ml)
1<v<3 5
5<Vv<60 4

V*: Volumen

Patientenzielgruppe

Es bestehen keine Einschrankungen fir die Patientenpopulation.
Benutzerzielgruppe

Gesundheitspersonal

Definition des Gerdts, 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 fir intravendse oder hypodermische Anwendungen

Indikation

Hypodermische Spritzen mit Nadel sind Gerate, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit
des Produkts betragt 5 Jahre
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Kontraindikation

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

& Hinweise

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

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

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

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

Nach dem Offnen des Sterilbarrieresystems (Einheitsverpackung) wird die Nadel ohne Wartezeit gemiR den aseptischen Regeln
eingefiihrt.

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

Nach dem Aufziehen des Arzneimittels in die Spritze sollte diese innerhalb von héchstens 60 Minuten mit aufgesetzter
Nadelkappe verwendet werden.

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

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

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

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.

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

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

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

Lagerbedingungen

Hypodermische Nadelkonfigurationen

Bei Umgebungstemperatur von max. 45 °C lagern.

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

Maximal finf Kartons tGbereinander lagern.

Die Haltbarkeit des Produkts betragt 5 Jahre.

Nadelkonfigurationen

Al
b”:lzss“ 14G 15G 16G 186G 19G 206G 216 226 236G 24G 256 266G 276 296 | 306
Farbe Hellgriin Blau- Weily Rosa Creme Gelb Dur]kelg Schwar Dunke Lila Orange Braun Grau Rot Gelb
Grau rin z lblau

m 11/4” 1 1 11/2” 11/2” 5/8” 11/4” 1 n 1 11/2 1/2"

Nadellang ” ”

. 11/4” L 11/2” 11/2” 1/2 ” 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1 1 12"
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Hersteller

Zerbrechlich. Vorsichtig halten

Produktionsdatum

\,
A

?;.

Vor Sonneneinstrahlung schiitzen

L E

Verfalldatum

-
.
-
™ a
-

Trocken halten

LOT

Lot-Nummer

=)

Vertikal bewegen

REF

Katalognummer

2
&
a

Max. Lagertemperatur (45° C)

MD

Medical Device (Medizinprodukt)

am
g
2

[
S
2

Feuchtigkeitsbegrenzung (20% —
80%)

Nicht verwenden, wenn Packung

Eindeutige Produktidentifizierun

uDI indeutig u Hzierung @ beschadigt

V?r?nt\/\./ortliche Person im Vereinigten Zum einmaligen Gebrauch
Konigreich

STERILEIEO Sterilisiert mit Ethylenoxid @ Enthilt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

o
2
=3

Nur fiir professionellen Gebrauch

.....

Einfaches Sterilbarrieresystem mit
dulerer Schutzverpackung

i

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

UK
0086

Kennzeichnung zur Erflllung der
Anforderungen der
Medizinprodukteverordnung des
Vereinigten Konigreichs

Die unten angezeigte Nummer ist die
Nummer der benannten Stelle

T

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

Produktionsort

al

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

Tirkei Telefon: 0212 622 04 00
www.setmedikal.com.tr
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Tipo Prodotto
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Siringa Ipodermica Con Ago

Ago Ipodermico

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

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

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

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

. .. . . Siringa ipodermica con ago - Ago di
Tipo Prodotto Siringa ipodermica con ago - Ago regolare . galp . s
sicurezza
Luer - Eccentrico - —— .
. e
2 pezzi —————w
M ;a\ ,ﬂ . R
I va )
T = :/; 7—75|\ \ f
Luer - Eccentrico e
3 i | =——1 |
pezzi e
I: = —q
— ba 4 B
Luer - Centrico —
2 parts — oy I B ) //
I o F R
= ..g‘l , [  — {
- d I il
Luer - Centrico
e —rT
3 parts I == |
= :'| _
| - =
Luer Lock
T I
s 7U =3 _L[

Finalita di Uso

Le siringhe ipodermiche vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione
di liquidi dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate

appena dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

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

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

port intravenoso (IV)).
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Composizioni del Prodotto

Componente Materia Prima

Cilindro PP-Polipropilene

Pistone PE-Polietilene, PP-Polipropilene

Tappo a stantuffo 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)

elFU Indicator

Istruzioni di Uso

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

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

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

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

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

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

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

Se si inietta il liquido nel corpo attraverso la siringa prelevare il liquido nella siringa in quantita necessaria.

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

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

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

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

La siringa puo essere utilizzata anche per il prelievo di sangue con I’'ago ipodermica di dimensione adeguata.

E possibile accedere alla versione digitale dell’istruzione di uso PR.A32 sull’indirizzo www.setmedikal.com.tr.

La tolleranza di capacita della scala graduata sulla siringa € riportata nella seguente tabella in conformita allo standard EN ISO 7886-1.

Capacita nominale della siringa Tolleranza di capacita graduata (%)
V*, (ml)
1<v<3 5
5<Vv<60 4

V*: Volume

Popolazione target di pazienti

Non é prevista alcuna limitazione per la popolazione pazienti.

Utenti target

Personale sanitario

Descrizione del dispositivo destinato all’'uso insieme al dispositivo

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

Indicazione

Le siringhe ipodermiche con ago, sterili e monouso, sono dei dispositivi utilizzati nell’applicazione dei prodotti medici e dei liquidi. La vita da
scaffale del prodotto e di 5 anni.
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Controindicazione

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

& Avvertenze

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

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

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

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

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

e Dopo il prelievo del farmaco nella siringa, questa deve essere utilizzata entro un massimo di 60 minuti con il cappuccio dell'ago
attaccato.

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

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

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

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

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

Condizioni di Stoccaggio

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

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

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

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

Configurazioni dell’ago ipodermico

Configurazioni aghi
Misure 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Colore Ve'rde Blu Bianco Rosa Crema Giallo Verde Nero Bl Viola Arancio Marrone | Grigio Ross Giallo
chiaro grigio scuro scuro ne [
1 11/4” 1 1 11/2” 11/2” 5/8” 11/4” 1 " 1 11/2” 1/2"
Lunghe ” ”
228 Ago 11/4” 1 11/2” | 1172 1/2 2" 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1 1 1/2"
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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

45°C

—

Limite di temperatura massima (45°C)

MD

Dispositivo Medico

g
=

(5]
S
t

Limite di umidita (20% — 80%) /

Se la confezione e danneggiata non

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

Non risterilizzare

K

Non Pirogenico

Sistema di barriera sterile singola

@
=
<

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

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

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

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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WMHCTPYKLMA NO UCNONb3OBAHUIO LUMNPULEB C UTNAMW ANA NOLAKOMKHbIX UHBEKLUA

Tun nsgenun

LWinpuy, ¢ Mrnoi ana NOAKOMHbIX UHbEKLUUI WUrna ansa NOAKOXHbIX MHbEKUMIA

Wnpuy J/lyep 2-KOMNOHEHTHbIN
2 mn, 2,5 mn, 5mn, 10 mn, 20mn 14G 15G 16G

18G 19G 20G

Wnpwuy J/lyep 3-KOMNOHEHTHbIN
21G 22G 23G

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

24G 25G 26G

Wnpwuy, Jlyep JIOK 3-KOMNOHEHTHbI 276G 296G 306G

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

Wnpuu 4NA NOAKOMKHbBIX UHbEKLMI ¢ urno | LLinpuu, AnA NogKOMHbBIX MHbEKLUUINA C UrNoM
Tun usgenus puy A, 1) u puu 4 Aa U

- 06blyHanA urna - 6be3onacHas urna
Jlyep - aKcLLeHTPUK — — . :
2-KOMMNOHEHTHbIA | =]
ltm = Ji . .
B g ~J
= =B 'Tij'\ N AT
Jlyep - aKCLLeHTpUK P
3-KOMMNOHEHTHbI L =——-

Jlyep - ueHTprnuecKkum
2-KOMMNOHEHTHbIA L

H

Jlyep - ueHTpuueckum
- e —ee
3-KOMMOHEHTHbIN = F—

Jlyep Jlok

Llenb ncnonbsoBaHusa

MycTble, cTepunbHble OAHOPa30Bble WNAPULbLI ANA MOLKOMKHbIX VIH'beKLI,VII\/'I M3 NAaCTUKOBbLIX MaTepuanoB MUCNOJIb3YHOTCA KOHEYHbIMU
I'IOTpe6MTel'IﬂMVI ana 3a6opa n BBeaeHUA )KM,CI,KOCTeﬁ nocne HanoNHeHWUA. |.|JI'|pl/ILl,bI npeaHasHa4YeHbl B OCHOBHOM AN1A UCNO/1Ib30BaHUA B
OTHOWEHUN OpraHM3ma 4esioBeKa. CTeplAﬂbele wnpuubl npegHasHavdyeHbl 417 UCNONb30BaAHNA HeNnocpeacTBeHHO nocne X HanoJIHEHUA U He
npeaHasHayeHbl gna ANUTeNIbHOro XpaHeHnA NeKapCTBeHHbIX CpeacTB.

LLnpuubl ¢ urnamm gna NOLKOMKHbIX UHBEKLMI NPUTOAHbI ANA UCNONb30BaHUA C HAKOHeYHUKamu «Jlyep» B cooteeTcTaum ¢ EN ISO 80369-7.

CTepuabHble OLHOPa30Bble WNPULLI C UMIAMU ANA NOAKOMKHbIX MHBEKLUMIA — 3TO M34enus, Ucnosblyemble ANA BBEAEHUA MeAULMHCKUX
npenapaToB 1 }KuarocTei. LLUnpuubl CNonb3yoTcs A1 BHYTPUBEHHDBIX, BHYTPMMbILLEYHBIX, MOAKOMXHBIX M BHYTPUKOMKHbBIX UHBEKLMM, a TaKKe
ana 3abopa Kposu. OHWM TaKKe MO3BONAIOT M3B/MEKaTb dapmaueBTMYeckuMe / NeKapcTBeHHble Npenapatbl U3 KOHTeWHepa M BBOAUTL WX
nauueHTam yepes cuctemy (Hanpumep, Yepes BHYTPUBEHHbII NOPT).
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KomnoHeHTbl u3genusa

HassaHue getanu CbipbeBoi MaTepuan

Unnaungp MM - noavnponuneH

NopweHb M3 - nonnatunen, MM - noamnponuneH

Mpoknagka M3onpeHoBbIV KayvyK, 6e3 natekca

Urna pna noaKOXKHbIX Heprkasetowasa cranb, SS304, MM - noannponuneH

MHDbEKLUIA

MaTtepuan ynakoBku MepauumHcKan bymara 1 Nnpo3payHan NaeHKa, NpurogHas 4na ctepuansaumm
EO (egMHUYHaA ynaKkoBKa)

CIFU Indicator

MHCTPYKUMA NO MCNOJIb30BaHUIO

BckpoliTe ynakoBKy Yepes3 0TBEPCTUE, YKa3aHHOEe CTPE/IKOM.

Bu3yanbHO NpoBepbTe KOMMNIEKTHOCTb COLEPHKUMOTO U OTCYTCTBUE NMOBPENKAEHUIN YNAKOBKU.

B ynakoBKe HaxoAMTbCA WNPULL U UTNa.

Bo Bpems NoAroTOBKM K UCMO/Ib30BAHUIO AePHKUTE LWNPUL, OLHON PYKOM, a UrNy - APYroi.

Y6eanutecb, YTO rpafyMpPoOBOYHbIE IMHUU HA LUAVHAPE LWNPULLA XOPOLLIO YATALOTCA.

He cHMUMas 3alUMTHbLIA KOMAYOK C MUIMbl, HAAEXKHO 3adUKCUPYWTE UMY Ha LWNPULUE, NPUXKAB UMY K HAKOHEYHMKY wnpuua u
NoBepHYB ee Mo YacoBOW CTpenke.

OCTOPOXKHO CHUMMUTE 3aLLMUTHBIN KOIMAYOK C UT/bl, HE NOBPeaUB ee.

Ecnv wnpwu ucnonb3yeTca ANsA BBEAEHUA XKUAKOCTU B OpraHn3m, Habepute HeobxoauMMoe KONMYECTBO XKULKOCTU B LUNPULL,.
Onpegenvte KOIMYECTBO UCMOAb3yeMOM }KUAKOCTU MO rpaflyMpoBaHHOWM WKafe Ha wnpuue.

Y6eputech, YTO B LUNPULLE HET NYy3blPpbKOB BO3A4yXa. EC/M B WNpuue ecTb Ny3bipbKK BO3A4YXa, YAAINUTE UX.

Mepes UHbEKLMEN NPOBEePbTE NPOXOKAEHNE NOTOKA XKUAKOCTU B LUNPULE.

BBeauTe MKMAKOCTb AN UHBEKLMIA BHYTPUBEHHO, BHYTPUMbBIWEYHO, NMOAKOXKHO WM BHYTPUKOXKHO B COOTBETCTBUWU C NpoLeaypom
BBeAEHMA.

LLInpuL, TakKe MOXKHO MCNONb30BaTb 414 3a60pa KPOBM C MOMOLLBIO UTAbl ANA NOAKOXKHbBIX MHBEKLMI COOTBETCTBYHIOLLErO Pa3mepa.
C 3/1eKTPOHHOW Bepcueit MHCTPYKLMKU Mo Ucnonb3oBaHnio PR.A32 MOXKHO 03HaKOMUTLCA Ha caiTe www.setmedikal.com.tr

[Jonyck Ha rpagyMpoBaHHY0 BMECTUMOCTb LUNPULA YKa3aH B TabiunLe HUKe B COOTBETCTBMM CO cTaHaapTom EN ISO 7886-1.

HoMMHanbHasA BMEeCTMMOCTb LUMpULA JonycK Ha rpasyMpoBaHHyto
V*, (ml) BMECTUMOCTb (%)
1<v<3 5
55Vv<60 4
V*. 06bem

LleneBas rpynna nauueHToB

YCTaHOBAEHHbIX OFpaHVILIEHVIVI B OTHOWEHWN rpynnbl NaUMEHTOB He UMeeTCA.

LleneBble nonb3oBaTenu

MeanuMHCKMIA NnepcoHan

OnucaHune yCTpOﬁCTB, npegHasHa4eHHbIX AN Ucnosyib3oBaHuUA C nsgenvem

N3penvie npuroaHo AN UCNosib30BaHUA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MA/IOTO AMAMETPa AS KULKOCTEN

M rasos,

ncnonb3yemole B 34paBooxpaHeHMn — Yactb 7: YacTHble TpeﬁOBaHVIFI K COeaANHUTENIAM BHYTPUCOCYAUCTONO UAN NOOKOXKHOro

npumeHeHna".

MokasaHusa

LUI'IpMLI,bI C Urnamum gna NoAKOXKHbIX MH'beKLI,Mﬁ ABNAKOTCA U34ENNAMU, UCNONb3yeMbIMU ANA BBEAEHNA MEeAUUUHCKUX NpenapaTos “ 3a60pa
)KVI,CI,KOCTE%. CpOK rogHOCTU U3genusa coctasnnet 5 ner.
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npOTVI BOnoKa3aHusA

Wnpuubl ¢ Mrnamu gna NOAKOMHbIX VIH'beKLI,VIVI He [AO0JIXKHbl MCNONb30BaATbCA b6onee yem ONA OAHOro nauueHTa. Msgenve moxket 6bITb
MCNONb30BaHO B CTEPUIBHOM COCTOAHUM O4HOPA30BO ANA OAHOrNO NauueHTa. OuuncTtka nam NOBTOPHAA CTepuansauma He AONYyCKaeTcA. He
npegHasHavyeHbl 4NA NCNO0Nb30BaHMA HE NO Ha3HaYeHUIo. Mocne ncnonb3oBaHua \/TVIIWISVIpyVITE KaK meanUNHCKNE OTXO0A4bl.

& MpeaynpexaeHus

He ncnonb3syiTte nsaenve c NOBPeXKAEHHOM UAN BCKPLITOW YNAKOBKOM.

Bu3syanbHO NpOBepbTe KOMMIEKTHOCTb YNAKOBKM U OTCYTCTBUE NOBPEXAEHWUN.

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

Ecnn cTepubHYIO YNaKoBKY BCKPbITb U HE MCMO/Ib30BaThb CPasy, BO3HUKAET PUCK 3apakeHua. Ecan cTepunbHOCTb U38ennA He MOoXKeT
6bITb COXPaHEHa, HE UCMOb3YITE ero.

Mpwv BCKPLITUM CTepUIbHOM BapbepHOol cucTembl (YNaKOBKM) UTa BBOAUTCA 6e3 0XKnaaHua B COOTBETCTBUM C NPaBMAaMM aCeNTUKM.
Mepea ncnonb3oBaHWem ybeanTech, YTO UTNA AR NOAKOMKHbIX MHBEKLMI He 3aKynopeHa U NOTOK KPOBU He 3aTpyLHEH.

Mocne Toro Kak fiekapctBo HabpaHo B WNpWL, ero cnegyeT UCNOb30BaTb B TeyeHWe He 6onee 60 MUHYT C HadeTbiM Ha Wy
KOINAYKOM.

Echv ana npenapaTa, BBOAMMOrO C NMOMOLLbIO LWINPULA, MMEETCA cneuuanbHoe npeaynpexaeHue, ero ciegyeT y4uTbiBaTb Npu
NPUMEHEHUN.

Mocne MHBEKUMM UK 3a60pa KUAKOCTU YTUAUSUPYITE N3eNne Kak MeanLMHCKME OTXOAbI.

M3penne npefHasHayeHo TONbKO ANA OAHOKPATHOIO MCMOJ/Ib30BAaHWUA U HE MOANEXKWUT NOBTOPHOMY MPUMEHEHWUIO UAW NOBTOPHOM
cTepuansaumm.

He npuKkacaiTecb K urne Bo nsbexkaHve pucka yKanbiBaHUA 1 3apaxkeHua. NlonagaHune 3apaxeHHOW UMbl B KOXY MOXKET NPUBECTU K
renatuty, CMIUAy v APYrMM M3BECTHbIM/HEU3BECTHbIM 3a601eBaHNAM.

MoBTOpHOE UCNONb30BaHME U3AENNA MOMKET NPUBECTU K UHOEKLMAM, NEPEKPECTHOMY 3aPaXKEeHUIO U CENCUCY.

Mpy BO3HUKHOBEHUN cepbe3HblX NOH60YHbIX 3 PeKToB HEObXOANMO YBEAOMUTb NPOU3BOAMTENA U KOMMNETEHTHbIN OpraH.

Mpyv npumeHeHuMM cnefyeT yyuuTbiBaTb MOKasatenn B Tabauue AOMycKa Ha rpagyvpoBaHHYH BMECTUMOCTb, MPUBEAEHHON B
MHCTPYKLMM MO NPUMEHEHUIO.

KoHdurypauum urn ona noaKkoXHbIX UHbEKLUIA

KoHdurypauum urn

Pa3mep 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
bneagH TeMHo- TemMH
o- CuiHe- . Poso Kpemo XKentbl YepHbl o- durone | Opanx |KopuuH . Kpac XKent
LiBeT . Benbin N . . 3eneH - N M . Cepbini N .
3eneH cepbi BbIV BbIVA n it " CUHUN TOBbIN eBbll eBbll HblI bl
bIA "
1" 11/4” 1" 1" 11/2” 11/2” 5/8” 11/4” 1" 1" 1" 11/2” 1/2”
OnnHa ” »
ATl 11/4” | 4 11/27 | 1172 1/2 2 172
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2” 1/2 1" 1" 1/2”

YcnoBusa xpaHeHus

XpaHuUTb Npu TemnepaType OKpy:KatoLei cpedbl He Bbile 45°C.
3aLWmLaTh OT NPAMbIX COTHEYHbIX JIy4el U BNaXKHON cpespl.
XpaHWUTb, PacnonoXnB KOPOBKY B HaNpPaBAEHUWN CTPESKU.
CknagplBaTtb He 6onee NATU KOPOBOK Apyr Ha Apyre.

CpOK rogHOCTV NpoAyKTa cocTaBnsAeT 5 nieT.
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KomnaHua-npounssogutenb

Xpynkoe nsgenune, o6paLlatbCa OCTOPOKHO

[aTta npoussoacTea

3aWwmLaTh OT COMTHEUYHbIX AyYel

LR

[aTa ncteyeHus cpoka rogHoCcT1

XpaHUTb B CyXxom mecTe

LOT

Homep napTtum

MepemelLaTb BEPTUKANbHO

REF

Homep no Katanory

BepxHuit npeaen temnepatypbl (45°C)

MD

MeanumHcKoe nsgenve

OrpaHunyeHne no BnaxHoctu (20%-80%)

YHWKaNbHbIN MaeHTUDUKaATOP

He ucnonb3yiite, ecv ynakoska

nospexkaeHa, U 06paTUTECh K UHCTPYKLIUK
uUDI Wsnenms @ pexxaeHa, u obp PYKLY,
MO UCMO/1Ib30BaHNIO
OTBeTCTBEHHOE NNLO B
He ncnonb3oBaTb NOBTOPHO
BenmkobpuTtaHum
CTepnan30BaHO C UCMO/Ib30BaHNEM @
STERILEIEO P o</ He copep»uT natekca
OKUCU 3TUNEeHa P,

He cTepununsosaTb NOBTOPHO

X

HenunporeHHbI

UHamnBmnayanbHas cTepusibHasa
bapbepHan cuctema

o
2
<

TonbKo ana npodeccMoHanbHoro
MCNO/Ib30BaHMA

NHanBuayanbHas cTepuibHas
b6apbepHan cMcTema C 3aLLUTHOM
YMAKOBKOW CHapY»*Ku

=

elFU Indicator

CM. MHCTPYKLMIO MO MCMOb30BaHMIO UK
06paTUTECh K 31EKTPOHHOMI MHCTPYKLMK MO
MCNO/Ib30BAHUIO

BHUMaHne

UK
CRH

0086

MapKu1poBKa A4/18 COOTBETCTBUA
TpeboBaHMAM M0NOKEHUA O MEANLMHCKNX
nsgenusax BenmkobputaHum

YKasaHHbI BHU3Y HOMeEp ABAAETCA
HOMEpPOM HOTUGULIMPOBAHHOTO OpraHa

T

3HaK cooTBeTcTBUA TpeboBaHMAM BCex cOOTBeTCTBYIoLWMX AnpekTns EC no meguuuHCKMM
usgenvam / EBponeiickoro 3akoHoaaTeNbCcTBa
YKa3aHHbIN BHU3Y HOMEp ABAAETCA HOMEPOM HOTUOMLMPOBAHHOrO opraHa

MecTto npousBoacTBa

AKUMoHepHan KomnaHua «CeT Meaukan CaHaiim Be TugapeT A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Anpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typuua)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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IHCTPYKLIAA 3 BAKOPUCTAHHA LUNPULLIB 3 TO/IKAMU ANA NIGLWKIPHUX IH'EKLIN

Tun Bupoby

LWnpuy, 3 rosikoto AN NiAWKiPHUX iH' ekl Fonka anA NigWKipHUX iH'eKLN

Winpuy Jlyep 2-KOMNOHEHTHUI
2mMn, 2,5mn, 5mn, 10 mn, 20mn 14G 15G 16G

18G 19G 20G
21G 22G 23G
24G 25G 26G

Winpuy Jlyep 3-KOMNOHEHTHUI1
1mn, 2 mn, 2,5mn, 3 mn, 5 mn, 10 mn, 20 mn, 50 mn, 60 mn

Wnpuy Slyep /oK 3-KOMNOHEHTHUI 276G 209G 30G
1mn, 2 mn, 2,5mn, 3 mn, 5 mn, 10 mn, 20 mn, 50 mn, 60 mn

LWnpwuy, gna nigKipHUX iH'eKwiii 3 ronkolo - | Lnpuy ana niawkipHux iH'ekuin 3 ronkoto -

Tun Bupoby -
3BUYAUHaA roJika 6e3neuyHa ronka
Jlyep - EkcueHTpuk = !
2-KOMMNOHEHTHUI - ———
[r = /ﬂ 5 n
“I ‘\"-L/' = )
b S |
) — = ]
Jlyep - EKcueHTpukK I —
3-KOMMOHEHTHUM — .

Jlyep — LeHTpUYHUMn _
2-KOMMOHEHTHMM T+ |

Jlyep — LeHTpUUYHUN
3-KOMMOHEHTHUI I

M
JLIL
[
]
J
\'q‘!
| B
T [ :“
J

Nyep Jlok

MeTa BUKOPUCTAHHA

MOpPOXKHI, CTePUbHI OAHOPA30BI WNPULM ANA NIAWKIPHUX iH'EKLIM i3 NNACTUKOBUX MaTepianis BUKOPUCTOBYIOTbCA KiHLLEBMMM CMOXKMBaAYaMM
AnA 3abopy Ta BBEAEHHA PiAMH NicnAa HanoBHeHHA. LUnpuuu npusHayveHi B OCHOBHOMY AN BUKOPMUCTAHHA Y BigHOLWEHHI A0 OpraHiamy
NoanHn. CTepubHi LWINPULM NPU3HAYeHi 419 BUKOPUCTAHHA 6e3nocepeaHbo MNicaa iX HANOBHEHHSA | HE NPU3HaYeHi A1a TpuBanoro 3bepiraHHA
NiKApCbKMX 3acobis.

LWnpuum 3 ronkamum gns NigwkKipHUX iH'eKLiN NpuaaTHi 414 BUKOPUCTaHHA 3 HakoHeYHUKamm "Jlyep" BignosigHo ao EN ISO 80369-7.

CTepunbHi 04HOPA30BI WNPULM 3 TONIKAMW A5 NiAWKIPHAUX iH'EKLiIA — Lie BUPOOW, AKi BUKOPUCTOBYIOTb A1 BBEAEHHA MEANYHUX Npenaparis i
piavH. LUNpMLM BUKOPUCTOBYIOTLCA ANS BHYTPILUHBOBEHHUX, BHYTPILLHBOM'A30BUX, NIAWKIPHUX i BHYTPILHbOLWKIPHWUX iH'€KLiN, Ta ans 3abopy
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KpoBi. BOHM TakoX AaloTb 3Mory HabupaTt dapmaueBTUYHI/NiKapcbKi NMpenapaT 3 KOHTeHepa i BBOAUTM iX MaujieHTam yepes cuctemy

(Hanpuknag, yepes BHYTPILUHbOBEHHWUI NOPT).

KomnoHeHTH BUpoby

Hassa gerani CMPOBUHHMIA MaTepian

Uuninap NN - noninponinex

MNopweHb MNE - nonietnnen, MM - noninponinex

Mpoknaaka I3onpeHoBUit Kayuyk, 6e3 natekcy

Fonka ana niawkKipHUX Hep:kagitoya ctanb, SS304, MMM - noninponinex

iH'eKLiN

Marepian ynakoBKku MeamyHuit nanip i npo3opa nniska, NnpuaaTHa Ana ctepunisadii EO
(oAMHMYHA yNaKoBKa)

U Indicator

IHCTPYKLIiAA 3 BAKOPUCTaAHHA

Po3KpuitTe ynakoBKy Yepes OTBip, BKa3aHWUI CTPINKOIO.

BisyanbHO nepeBipTe KOMMIEKTHICTb BMICTY Ta BiCYTHICTb MOLWKOAMKEHb YNAKOBKM.

YnaKoBKa MICTUTb LWIMNPUL, Ta FONKY.

Mif vac NiaroToBKM [0 BUKOPUCTAHHA TPUMAWTE WNPUL, OAHIEI PYKOIO, @ FO/IKY - iHLIOO.

MNepeKkoHanMTecs, L0 MOXKHA YiTKO NPOYMTaTH rpafytoBaibHi MiHIl Ha UMAIHAPI Wnpuua.

He 3HiMatoum 3axMCHUIA KOBNAYOK 3 FOJIKM, HaLiMHO 3adikcyiTe roNKy Ha WnpuLi, NPUTUCHYBLUM FONKY A0 HAaKOHEYHWKa Wwnpuua i
noBepHYBLUM ii 32 FTO4MHHUKOBOLO CTPINIKOIO.

O6eperkHO 3HIMITb 3aXMCHUI KOBMAYOK 3 FO/IKM, He NOWKOAMBLUM ii.

AKLLO WNpWL, BUKOPUCTOBYETLCA A/1A BBEAEHHA PiANHM B OpraHiam, HabepiTb HeobXiaHY KiNbKicTb pignHK y wnpuu,.

BM3HauTe KiNbKiCTb BUKOPUCTOBYBAHOI PiAMHM 33 rPayMOBaHOO LUKAMOK HA WNPUL.

MepeKoHanTeca, WO y WNpULLi HeMAE NOBITPAHMX Bynbballok. AKLWO y Wnpuui € 6ynbbalKku NOBITPA, BUAANITH iX.

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

BBeaiTb pignMHy AnA iH'eKLi BHYTPILLHBOBEHHO, BHYTPILHBOM'A30B0, NiALWKiIPHO abo BHYTPILIHBOLWKIPHO BiANOBIAHO A0 Npoleaypu
BBEAEHHA.

LLInpuu, TaKOXK MOXKHA BUKOPUCTOBYBATM A/1a 3a60py KPOBI 32 LONOMOTOHO FONKM ANA NiALWKIPHMX iH'€KLN BignosigHOrO po3mipy.

3 eIeKTPOHHOIO BEPCIEID IHCTPYKLT 3 BUKOpUCTaHHA PR.A32 MOYKHa 03HalMoMUTUCA Ha caiTi www.setmedikal.com.tr

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

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

V*. 06'em

LlinboBa rpyna nauieHTiB

BcTaHOBEHUX 06MENKEHD LLOAO Py NaLieHTIB HEMAE.

LinboBi kopucTyBaui

MeauyHuin nepcoHan

Onuc npucTpoiB, NpU3Ha4YeHUX ANA BUKOPUCTAHHS 3 BUPOOOM

Bupi6 npupaTHUin ana BMKOPUCTaHHA 3i 3'egHyBadyamum BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa Ana piguvH i rasis, siki
BMKOPWCTOBYHOTBLCA B OXOPOHIi 340p0B's - YacTnHa 7: YacTKoBi BUMOTM [0 3'€QHYBaYiB BHYTPILWHbOCYAMHHOrO abo MifWwKipHOro 3actocyBaHHaA".
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Moka3aHHA

LWnprum 3 ronkamm ana NigwKipHUX iH'ekuii € BUpobamu, W0 BUKOPUCTOBYIOTLCA AN BBEAEHHA MeANYHUX Npenaparis i 3abopy piguH. TepmiH
NpMAaTHOCTI BUPOBY CTaHOBUTL 5 PoKiB.

I'IpOTunoxasaH HA

Wnpuuy 3 ronkamu A8 NIAWKIPHMX iH'EKWiA He MOBWMHHI BMKOPUCTOBYBATUCA BiNbll HiXX ANA OA4HOrO NaujieHTa. Bupib moxke 6ytn
BMKOPUCTAHUIN Y CTEPUNbHOMY CTaHi OAHOPA30OBO ANA OAHOrO naujieHTa. OunweHHs abo MOBTOPHA CTepuAisauia He AOonycKaetbcA. He
Npu3HaYeHi 417 BUKOPUCTAHHA He 32 NPU3HAYEHHAM. MMicna BUKOPUCTAHHA YTUANI3ylTe AK MeuyHi Bigxoau.

& MonepemkeHHs

e He BuKopucToByiTe BUPi6 3 NOLWKOAKEHOK abo PO3KPUTOID YNAKOBKOIO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAXEHb.

e He BuKopucToByiTe BMPib NicaA 3akiHYEHHA TePMiHY NPUAATHOCTI, 3a3HAYEHOro Ha YNaKoBL,.

e AKWO CTEPUNbHY YNAKOBKY PO3KPUTU | HE BUKOPWUCTATK Bifpasy, BUHUKAE PU3MK 3apaKeHHA. AKLO CTEPUbHICTb BUPOBY He MoKe
6yTn 36epekeHa, He BUKOPUCTOBYIATE Moro.

e [licna BiAKpUTTA CTepUNbHOI Bap'epHOT cucTeMM (YNaKOBKM) ronky BBOAATb, HE YeKatou, BiANOBIAHO A0 NPaBUA aCENTUKM.

o [lepes BUKOPUCTAHHAM NepPEKOHANTECS, WO roJika A1 NiWKIPHUX iH' €KL/ He 3aKynopeHa i NOTiK KPOBi He YCKNa4HEHO.

e [licna Toro, AK NiKapcbKuii 3acib6 HabpaHo y WnpuL, KOro cAig, BUKOPUCTATH NPOTATOM MakcUMyM 60 XBUAUH i3 3aKPUTUM KOBMAYKOM.

e AKWoO AnA npenapaTy, WO BBOAWTLCA 33 AOMOMOrOH LUMNPULA, € CrelianbHe 3acTepelKeHHA, MOro cnif BpaxosysBaTW Mif 4ac
3aCTOCYBaHHA.

e [licna iH'ekuii abo 3abopy pianHM yTUnisyiTe BUpib AK meanyHi Bigxoau.

e Bupib npu3HauyeHU TiNbKKN ANA 0A4HOPA30BOro BUKOPUCTAHHA i He NigNArae NOBTOPHOMY 3aCTOCYBaHHIO abo NOBTOPHIl cTepuisadii.

e He TopKaWTeca ro/iku, Wob YHUKHYTU PU3NKY YKOMOBAHHA Ta 3apaKeHHA. MoTpanaaHHA 3aparKeHoi oK1 B LUKIPY MOXKe Npu3BecTu
0o renatuty, CHIQy Ta iHWKMX BiAOMMX/HEBIAOMMUX 3aXBOPIOBaHb.

e [loBTOpPHE BMKOPUCTaHHA BUPOBY MOKe NpuU3BeCTU A0 iHOEKLiN, NnepexpecHOro 3apaxKeHHs Ta cencucy.

e [IpM BUHWUKHEHHI cepiio3HUX NobivyHNxX edekTiB HeobXiAHO NOBIAOMUTH BUPOOHMKA Ta KOMMNETEHTHMIA OpraH.

e [lig yac 3acTocyBaHHA CNif, BPaxoBYBaTWM MNOKAa3HWKWM B Tabauui AOMNycKy Ha rpagyroBaHy MICTKICTb, HafaHi B iHCTpyKLUii i3
3aCTOCYBaHHA.

KoHdirypauii ronok ana nigwkipHux iH'ekuin

KoHdirypauii ronok

Poamip 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. Bripo- CuHbO- - Pox Kpemo KoBTun TemHo- YopHu TemH dionetr | OpaHx |KopuuH N Yeps JKosT
Konip 3eMeHun - Binun N . . 3eMeHn o o- N N . Cipun o .
o cipun eBul BUW n . " . 0oBUMA eBbll eBun OHUI un
n " CUHIN
1 11/4” 1" 1" 11/2” 11/2” 5/8” 11/4” 1" n 1" 11/2” 1/2”
[oBXuH " ”
a ronku 11/4” 1 11/2” | 11/2” 1/2 > 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2” 1/2 1" 1" 1/2”

YmoBwu 36epiraHHsA

36epiraT Npy TemnepaTypi HABKOIMLLIHLOTO cepesoBuLLa He Bule 45°C.
3axuLLaTh Big, NPAMMX COHAYHUX MPOMEHIB | BONOTOro cepesoBumLLa.
36epiraTu, po3TallyBaBLUM KOPOOKY B HANPAMKY CTPISIKU.

CKnagaTtv He binblue N'aTM KOPObOK OAHA Ha OAHIN.

e  TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTbL 5 pOKiB.
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MosicHeHHA oo BUKOPUCTOBYBAaHUX YMOBHUX NO3HAY€Hb

KomnaHis-BMpOBOHMK KpuxKknit Bupib, nosogmtmncs
obeperkHo
[JaTa BupobHMUTBa ~No& 3axuMLLaTK Bif, COHAYHOrO NPOMIHHSA

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI 36epiraTi B cyxomy micui

KL E
2

Homep naprii |I MepemiwaTtn BEpTUKANbHO

LOT
REF Homep 3a katasiorom /ﬂ/ BepxHsa mexxa Temnepatypw (45°C)
M D MeanuHuii Bupi6 “% ObmexkeHHs Wwoao sonorocTi (20%-
20— 80%)
YHikanbHWUi ineHTdikaTop BUPobY He BMKOpPUMCTOBYITE, AKLLO YNAaKOBKa
UDI NOLIKOAXKEHA, | 3BEPHITLCA A0

IHCTPYKLLIT 3 BUKOPUCTAHHA

He BMKOpMCTOBYBaTU NOBTOPHO

BignosiganbHa ocoba y BennkobputaHii

) ©

CTepnnisoBaHO 3 BUKOPUCTAHHAM OKUC He mictntb natekc
STERILE[EO| | "> P VN y
eTuneHy P,
He ctepunisyBatm NOBTOPHO K HeniporeHHui
O IHauBigyanbHa cTepuibHa bap'epHa B( Tinbkun ana npodeciiHoro
cucTema Only BUKOPUCTAHHA
. MB. IHCTPYKLLiItO 3 BUKOPUCTAHHA
o, IHoMBIAyaNbHa cTepuabHa bap'epHa A py 4 P .
i ) . . ab0o 3BePHITLCA 4,0 €NEeKTPOHHOI
s d CMCTEMaA i3 3aXMCHOIO YNAKOBKOO 30BHi - .
elFU Indicator IHCTPYKL,iT 3 BAKOPUCTAHHA
f MapKyBaHHA Ha BIiANOBIAHICTb
K Bumoram PernameHTy CnosyyeHoro
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Uriin Tipi
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Hipodermik igneli Siringa

Hipodermik igne

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

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

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

14G
18G
21G
24G
27G

15G 16G
19G 20G
22G 23G
25G 26G
29G 30G

3 parga [ =]

Uriin Tipi Hipodermik igneli Siringa — Normal igne Hipodermik igneli Siringa — Giivenlikli igne
Luer - Merkezden P !
Kagik e ]
2 parca v /ﬂ s n

It [~ B )

=l e _J

o . I (—
Luer - Merkezden R
Kagik =

Luer - Merkezde
2 parca

Luer - Merkezde
3 parga

(n‘!
| B ]
| ‘
J

Luer Lock

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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 igcinde muhafaza etmesi amaglanmamistir.

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

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Grinler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt icine enjeksiyon yapma ve damardan kan almak igin kullanilir. Ayrica, farmasétik/ilaglari kabindan aspire ederek hastalara

sistemler araciligiyla (6rn. intravendz (V) port tzerinden) uygulanmasini saglar.
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Uriin Bilesenleri

Parca Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, 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)

anem  Kullanma Talimati

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

Urlin ambalaji siringa ve igne ile birlikte saglanir.

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.

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

Siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

e Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

e  PR.A32 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

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

belirtilmistir.
3iringanin ’:l/?‘n‘;lr:?)l Kapasitesi Derecelendirilmis Kapasite Toleransi (%)
1<v<3 5
5<Vv<60 4

*V: Hacim
Hedeflenen Hasta Popiilasyonu
Hasta populasyonu icin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar
Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Hipodermik igneli siringalar tibbi triinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.


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

9 SEeT Menidal

HIPODERMIK IGNELI SIRINGA KULLANIM TALIMATI/ HYPODERMIC

SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Dok./Doc.No: PR.A32 Tarih/Date: 9.09.2024 Rev.No: 11

Kontrendikasyon

Sayfa No/Page No: 4 /33

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

ediniz.

& Uyarilar

Ambalaji hasar gormiis veya agilmigsa triint kullanmayin.

Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.
Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, iiriinii kullanmayin.
Steril bariyer sistem (birim paket) agildiginda aseptik kurallara uygun olarak igne bekletilmeden takilir.
Kullanmadan 6nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

Siringaya cekilen ilag sonrasi igne kapagi takili halde maksimum 60 dakikada kullanilmahdir.
Siringa ile uygulanan ilag icin 6zel bir uyari varsa uygulamada dikkate alinmahdir.
Uriinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

Batma ve kontaminasyon riskini dnlemek igin igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve

bilinen/bilinmeyen baska hastaliklara yol agabilir.
Uriiniin tekrar kullanilmasi enfeksiyonlara, gapraz kontaminasyona ve sepsise neden olabilir.

Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapilmahdir.
Uygulamalarda, kullanim talimatinda verilen derecelendirme skalasinin kapasite toleransi tablosu dikkate alinmalidir.

Depolama Kosullari

45°C’yi asmayan ortam sicakhiginda muhafaza ediniz.
Dogrudan glines 1sigindan ve nemli ortamdan koruyun.

Kutuyu ok yoniinde yerlestirerek muhafaza edin.

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

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgii 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Renk Solu'k Ma.VI Beyaz Pembe Krem Sari Koy.u Siyah Koyu. Mor Turunc Kahve Gri Kirmizi Sari
yesil gri yesil Mavi u

. 1" 11/4” 1" 1" 11/2” 11/2” 5/8” ! ” 1" 1" 1" 11/2” 1/2”
I18ne 1/4

Uzunlug 11/4” 11/2" 1 i 1/2” > 1/2”

u 11/2” 11/2” 11/2” | 1" 1" 12" {11/4” | 11/84” | 5/8” 1/3”

11/2" " 1 1/2"
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Uretici Firma

Kirilgan. dikkatli tutun

Uretim Tarihi

oz

Gines 1sigindan uzak tutun

L E

Son Kullanma Tarihi

._’:-\.u—c

‘..
-

Kuru tutun

LOT

Lot Numarasi

—
—

Dikey olarak hareket ettir

REF

Katalog numarasi

=5

Sicakligin Ust sinir1 (45°C)

Tibbi Cihaz

am
g
2

[
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

60 ©

7
N

Lateks icermez

Tekrar sterilize etmeyin

K

Pirojenik olmayan

Tekli steril bariyer sistemi

o
=
<

Yalnizca Profesyonel Kullanim

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

i

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina basvurun

Dikkat

UK
CAH
0086

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

2797

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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HYPODERMIC SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Product Type

Hypodermic Syringe With Needle Hypodermic Needle

Luer 2 parts Syringe
2ml, 2,5 ml, 5ml, 10 ml, 20ml 14G 15G 16G
18G 19G 20G
21G 22G 23G
24G 25G 26G
Luer Lock 3 parts Syringe 27G 29G 30G
1ml,2ml, 2,5ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

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

Product Type Hypodermic Syringe With Needle — Regular Hypodermic Syringe With Needle — Safety

Needle Needle
Luer - Eccentric _ E——
2 | SS—1 |
g = /ﬂ ¥ n
i v — J
— — |
—& ~ =i e

Luer - Eccentric _
3 parts L

!

Luer - Centric

2 parts =

Luer - Centric
3 parts

i
n
JLL

Luer Lock

B |

Intended Use

Hypodermic Syringes, 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.

Hypodermic syringes with needle are suitable for use with luer tip connection connectors in accordance with EN 1SO 80369-7.
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Sterile single use hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids

to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the

aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (1V)

port).

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE —Polyethylene, 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)

Lt 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.
e  Determine the amount of liquid to be used using the graduated scale on the syringe.
e  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.A32 Instruction for use is available at www.setmedikal.com.tr.

®  The capacity tolerance of the graduated scale on the syringe is stated in the table below in accordance with EN ISO 7886-1 Standard.

Nominal capacity of syringe
Graduated Capacity Tolerance (%)

Vv (ml)
1sVs3 +5
5<V<60 *4

V*: Volume

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

Hypodermic 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.

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.

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

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

After the medicine is drawn into the syringe, it should be used within a maximum of 60 minutes with the needle cap attached.

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Color Pale | Blue- | \yiite | Pink | Cream | Yelow | 2P | Black | 2P | purple | O™ |Brown | MEUIUM | gey | YeUO
Green Grey Green Blue e Grey w
1 11/4” 1 1 11/2” 11/2” 5/8” 11/4” 1 " 1 11/2” 1/2"
Needle " ”
Length 11/4” 1 11/2” 11/2” 1/2 2” 1/2
11/2” 11/2” ” 1" 1" 11/4” | 11/4” 5/8” 1/3”
11/2” 1/2 " 1 1/2"

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.

e  Keep it away from direct sunlight and moist environment.

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

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

Fabricante

Ha

Fragil. Tratar con cuidado

Fecha de produccién

i

/

2
g

\

Mantener alejado de la luz solar

L E

Fecha de vencimiento

-
.
™ a
-

Mantener seco

LOT

Codigo de lote

—
—

Mover verticalmente

REF

Numero de catalogo

=5

Limite superior de temperatura (45 °C)

MD

Dispositivo médico

»n

8

$§
&
2

Limitacion de humedad (20% — 80%)

- . P No lo use si el embalaje esta dafiado y ver sus
UDI Identificador de dispositivo Unico . : ) y
instrucciones de uso
Persona responsable en el Reino Unido ® No reutilizar
STERILEIEO Esterilizado con dxido de etileno \I No contiene latex

No re esterilizar

K

No pirogénico

Sistema de barrera estéril Unico

o
=
<

Solo para uso profesional

.....

El sistema de barrera estéril inico con embalaje
protector exterior

i

elFU Indicator

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

Atencién

sNC
SDA

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

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

T

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

pertinentes.

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

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

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

Tipo de Producto

Jeringa Hipodérmica con Aguja

Aguja Hipodérmica

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

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

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

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

Tipo de Producto

Jeringa hipodérmica con aguja - Aguja normal

Jeringa hipodérmica con aguja - Aguja de seguridad

Luer - Excéntrico

3 piezas

. 1
2 piezas L ———
e . /ﬂ — n
i 15 =
= -
- = =N —
Luer - Excéntrico = D 2

Luer - Céntrico
2 piezas

Luer - Céntrico
3 piezas

Luer Lock

Propésito del Uso

Las jeringas hipodérmicas con agujas vacias, estériles y desechables hechas de materiales plasticos se utilizan para la aspiracién 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 estdn disefiadas para retener el medicamento durante largo tiempo.

Las jeringas hipodérmicas con agujas son adecuadas para su uso con conectores de punta Luer que cumplen con el estandar EN I1SO 80369-7.

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

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno, PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

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

Instrucciones de Uso

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.

El embalaje del producto contiene una jeringa y una aguja.

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

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

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.

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

Si se va a inyectar un liquido en el cuerpo; extraiga la cantidad necesaria del medicamento con la jeringa.

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

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

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

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

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

e  Puede acceder a la versidn electrdnica de las Instrucciones de uso de PR.A32 en el sitio web, www.setmedikal.com.tr

e latolerancia de la capacidad de la escala de graduacién en el cilindro de la jeringa se muestra en la siguiente tabla de acuerdo con el
estandar EN 1SO 7886-1.

Capacidad nominal de la jeringa Tolerancia de capacidad graduada (%)
V*, (ml)
1<v<3 5
5<V<60 +4

V*: Volumen

Poblacion de Pacientes Objetivos

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

Personales de salud

Descripcion del dispositivo previsto para su uso con el dispositivo

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

Indicacion

Las jeringas hipodérmicas con agujas son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5
afios.
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Contraindicacion

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

& Advertencias

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

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

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

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

Cuando se abre el sistema de barrera estéril (envase unitario), se inserta la aguja sin esperar de acuerdo con las normas de asepsia.
Antes de usar, compruebe que la aguja hipodérmica no esté ocluida y que el flujo no esté bloqueado

Una vez introducido el medicamento en la jeringa, debe utilizarse en un plazo maximo de 60 minutos con el capuchén de la aguja
puesto.

Si existe una advertencia especial para el medicamento administrado con jeringa, debe tenerse en cuenta durante la aplicacién.
Después de la inyeccion o aspiracion, deseche el producto como residuo médico.

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

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

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

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

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

Condiciones de Almacenamiento

Almacenar a temperatura ambiente que no exceda los 45°C.
Proteja de la luz solar directa y del ambiente humedo.
Coloque y mantenga la caja en la direccion de la flecha.

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

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

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

Color V,er_de Cris Blanco Rosa Crema Amarill Verde Negro oscur Morad Naranj Marrén Gris Rojo Amaril
palido azulado do o oscuro o o a lo

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

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

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

11/2" 1/2 1 1 1/2
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Descripcion de los Simbolos Utilizados

Fabricante I Fragil. Tratar con cuidado

Fecha de produccién DM Mantener alejado de la luz solar

KL
’

Fecha de vencimiento ', Mantener seco
Codigo de lote
LOT |I Mover verticalmente
Numero de catdlogo s5c
REF Limite superior de temperatura (45 °C)
80%
M D Dispositivo médico a Limitacién de humedad (20% — 80%)
20%
UDI Identificador de dispositivo tnico NO lo usg si el embalaje estd dafiado y ver sus
instrucciones de uso

No reutilizar

Persona responsable en el Reino Unido

J6 ©

7
N

No contiene latex

STERILEIEO Esterilizado con éxido de etileno

No pirogénico

K

No re esterilizar

Solo para uso profesional

O Sistema de barrera estéril Unico

o
=
<

,C"j. El sistema de barrera estéril Unico con embalaje Consultar instrucciones de uso o consulte las
R i protector exterior instrucciones de uso via electrdnica

elFU Indicator

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

A Atencién

sNC
SDA

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

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

Lugar de Produccion

Set Medikal Sanayi ve Ticaret A.S.

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

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

Types de produit

Seringue avec 'aiguille hypodermique

Aiguille hypodermique

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

Seringue Luer 3 pieces

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

Seringue Luer Lock 3 pieces

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

14G
18G
21G
24G
27G

15G 16G
19G 20G
22G 23G
25G 26G
29G 30G

liypesicciproduiia | Je o S

Seringue avec I’aiguille hypodermique -

Seringue avec I’aiguille hypodermique -

Luer - excentrique

Aiguille de sécurité

— —
2 pieces L - =
[T ;) Jﬂ et f
| s /
= -ft\ N [ = _':}\ .
> ==\ -
Luer - excentrique e
3 pieces ———

Luer - Centric

2 piéces [T |

Luer - Centric
3 pieces

m
n
Sl

Luer Lock

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides, aprés les avoir remplies. Les seringues sont essentiellement destinées a 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 avec l'aiguille hypodermique sont adaptées a I'usage avec les connecteurs de raccord luer conformes a la norme EN I1SO 80369-7.

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

pour "application aux patients a I'aide de différents systémes (par exemple sur la porte intraveineuse (IV).
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Composants du produit

Nom de la piece Matiére premiere

Cylindre PP — Polypropyléne

Piston PE — Polyéthylene, PP — Polypropyléne

Joint Caoutchouc isoprene, sans latex

Aiguille hypodermique Acier inoxydable, SS304, PP — Polypropyléne

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

v Consignes d’utilisation

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

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

e L’emballage du produit est livré avec la seringue et 'aiguille.

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

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

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

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

e  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.

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

e  S’assurer que la seringue ne contient pas de bulles d’air. S’il existe des bulles d’air dans la seringue, les éliminer obligatoirement.

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

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

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

e Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A32, sur le site web suivant : www.setmedikal.com.tr.

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

Capacité nominale de la seringue , " A
pact '* Ingu Tolérance de capacité graduée (%)
V*, (ml)
1<v<3 15
55V<60 4

V*: Volume

Population de patients visée

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

Utilisateurs visés

Personnel médical.

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

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

Indication

Les seringues avec l'aiguille hypodermique sont des appareils utilisés pour I'application des produits et fluides médicaux. La durée de
conservation du produit est de 5 ans.
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Contre-indication

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

& Remarques

Si I'emballage est endommagé ou ouvert, ne pas utiliser le produit.

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

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

Si le 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.

Lorsque le systéeme de barriere stérile (emballage unitaire) est ouvert, I'aiguille est insérée sans attendre, conformément aux regles
d'asepsie.

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

Une fois le médicament aspiré dans la seringue, celle-ci doit étre utilisée dans un délai maximum de 60 minutes avec le capuchon de
I'aiguille attaché.

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

La réutilisation du produit peut donner lieu aux infections, contaminations croisées et septicémies.

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

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

Conditions de stockage

Conserver les produits dans un endroit ou la température ambiante n’est pas supérieure a 45°C.
Conserver les produits dans un endroit non directement exposé aux rayons solaires et non humide.
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.

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

D'”;i”S' 14G 15G 166 | 186 | 196 20G 21G 22G | 236 | 24G | 25G | 26G | 27G | 29G | 30G
Couleur Vert Bleu Blanc Rose | Créeme Jaune Vert Noir Bleu Pourpr | Orang |Chatain| Gris Roug | Jaun
pale gris foncé foncé e e e e
Longueu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2
rde 1 1/4:/ 1 1 1/2,, 1 1/2,, 1/2// 27 1/2»
aiguille | 11/2” | 11/2” Lo 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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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
, we Limite supérieure de la température
Numeéro de catalogue /ﬂ/ .
REF & ambiante (45°C)

MD

Appareil médical

1
=

)

N
3

Limites d’humidité (20% - 80%)

Ne pas utiliser si le paquet est

uDlI 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 ) el s y \o></ Ne contient pas de latex
d’éthyléne U

Ne pas stériliser a nouveau

E

Non pyrogéne

Systéme de barriére stérilisée simple

o
=
<

Uniquement utilisation
professionnelle

.....

Systéme de barriere 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

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.

T

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp

Hypodermische Spritze mit Nadel

Hypodermische Nadel

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

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

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

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

24G 25G 26G
27G 29G 30G

Hypodermische Spritze mit Nadel — Normale | Hypodermische Spritze mit Nadel —

Produktt . .
yp Nadel Sicherheitsnadel
Luer - exzentrisch e e
2 Teile L =—=d ]
v = i . .
|‘\ s — )
= — |
e = s ,7

Luer - exzentrisch

3Teile s

Luer - zentrisch
2 Teile I

Luer - zentrisch

3Teile ‘ = S—

Luer Lock . ' -
== 7J = *U

Verwendungszweck

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

sich aufzubewahren.

Hypodermische Spritzen mit Nadel sind fiir die Verwendung mit Luer-Anschlussverbindern gemal Norm EN ISO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen mit Nadel sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die
Spritzen werden flr intravendse, intramuskuldre, subkutane und intrakutane Injektionen sowie fir die intravendse Blutentnahme
verwendet. Daruber hinaus dient das Produkt dazu, Pharmazeutika/Arzneimittel aus dem Behilter anzusaugen und mittels Systemen (z. B.
Uber einen intravendsen (IV)-Anschluss) dem Patienten zu verabreichen
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Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen, PP — Polypropylen
Dichtung Isopren Kautschuk, frei von Latex
Hypodermische Nadel Edelstahl, SS304, PP — Polypropylen
Verpackungsmaterial Fur die Sterilisation mit EO geeignetes medizinisches Papier und transparente
Folie (Einzelverpackung)

s Gebrauchsanweisung

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

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

e  Die Produktverpackung enthalt eine Spritze und eine 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  Bestimmen Sie die zu verwendende Flissigkeitsmenge mithilfe der Abstufungsskala auf der Spritze.

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

e  Prifen Sie vor der Injektion, ob ein Flussigkeitsfluss in der Spritze gewdhrleistet ist.

e Injizieren Sie die InjektionsflUssigkeit entsprechend der Anwendungsvorschrift intravenos, intramuskular, subkutan oder intrakutan.

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

® Die elektronische Version der PR.A32 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

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

Nominale Kapazitat der Spritze Abgestufte Kapazitatstoleranz (%)
V¥, (ml)
1<v<3 5
5<Vv<60 4

V*: Volumen

Patientenzielgruppe

Es bestehen keine Einschrankungen fir die Patientenpopulation.
Benutzerzielgruppe

Gesundheitspersonal

Definition des Gerdts, 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 fir intravendse oder hypodermische Anwendungen

Indikation

Hypodermische Spritzen mit Nadel sind Gerate, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit
des Produkts betragt 5 Jahre


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

9 SEeT Menidal

HIPODERMIK IGNELI SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Dok./Doc.No: PR.A32 Tarih/Date: 9.09.2024 Rev.No: 11

Sayfa No/Page No: 20 /33

Kontraindikation

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

& Hinweise

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

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

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

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

Nach dem Offnen des Sterilbarrieresystems (Einheitsverpackung) wird die Nadel ohne Wartezeit gemiR den aseptischen Regeln
eingefiihrt.

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

Nach dem Aufziehen des Arzneimittels in die Spritze sollte diese innerhalb von héchstens 60 Minuten mit aufgesetzter
Nadelkappe verwendet werden.

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

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

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

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.

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

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

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

Lagerbedingungen

Hypodermische Nadelkonfigurationen

Bei Umgebungstemperatur von max. 45 °C lagern.

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

Maximal finf Kartons tGbereinander lagern.

Die Haltbarkeit des Produkts betragt 5 Jahre.

Nadelkonfigurationen

Al
b”:lzss“ 14G 15G 16G 186G 19G 206G 216 226 236G 24G 256 266G 276 296 | 306
Farbe Hellgriin Blau- Weily Rosa Creme Gelb Dur]kelg Schwar Dunke Lila Orange Braun Grau Rot Gelb
Grau rin z lblau

m 11/4” 1 1 11/2” 11/2” 5/8” 11/4” 1 n 1 11/2 1/2"

Nadellang ” ”

. 11/4” L 11/2” 11/2” 1/2 ” 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1 1 12"
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Hersteller

Zerbrechlich. Vorsichtig halten

Produktionsdatum

\,
A

?;.

Vor Sonneneinstrahlung schiitzen

L E

Verfalldatum

-
.
-
™ a
-

Trocken halten

LOT

Lot-Nummer

=)

Vertikal bewegen

REF

Katalognummer

2
&
a

Max. Lagertemperatur (45° C)

MD

Medical Device (Medizinprodukt)

am
g
2

[
S
2

Feuchtigkeitsbegrenzung (20% —
80%)

Nicht verwenden, wenn Packung

Eindeutige Produktidentifizierun

uDI indeutig u Hzierung @ beschadigt

V?r?nt\/\./ortliche Person im Vereinigten Zum einmaligen Gebrauch
Konigreich

STERILEIEO Sterilisiert mit Ethylenoxid @ Enthilt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

o
2
=3

Nur fiir professionellen Gebrauch

.....

Einfaches Sterilbarrieresystem mit
dulerer Schutzverpackung

i

elFU Indicator

Gebrauchsanweisung beachten oder
elektronische Gebrauchsanweisung
heranziehen

Achtung

UK
0086

Kennzeichnung zur Erflllung der
Anforderungen der
Medizinprodukteverordnung des
Vereinigten Konigreichs

Die unten angezeigte Nummer ist die
Nummer der benannten Stelle

T

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

Produktionsort

al

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

Tirkei Telefon: 0212 622 04 00
www.setmedikal.com.tr
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Tipo Prodotto
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Siringa Ipodermica Con Ago

Ago Ipodermico

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

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

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

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

. .. . . Siringa ipodermica con ago - Ago di
Tipo Prodotto Siringa ipodermica con ago - Ago regolare . galp . s
sicurezza
Luer - Eccentrico - —— .
. e
2 pezzi —————w
M ;a\ ,ﬂ . R
I va )
T = :/; 7—75|\ \ f
Luer - Eccentrico e
3 i | =——1 |
pezzi e
I: = —q
— ba 4 B
Luer - Centrico —
2 parts — oy I B ) //
I o F R
= ..g‘l , [  — {
- d I il
Luer - Centrico
e —rT
3 parts I == |
= :'| _
| - =
Luer Lock
T I
s 7U =3 _L[

Finalita di Uso

Le siringhe ipodermiche vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione
di liquidi dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate

appena dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

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

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

port intravenoso (IV)).
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Composizioni del Prodotto

Componente Materia Prima

Cilindro PP-Polipropilene

Pistone PE-Polietilene, PP-Polipropilene

Tappo a stantuffo 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)

elFU Indicator

Istruzioni di Uso

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

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

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

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

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

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

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

Se si inietta il liquido nel corpo attraverso la siringa prelevare il liquido nella siringa in quantita necessaria.

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

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

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

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

La siringa puo essere utilizzata anche per il prelievo di sangue con I’'ago ipodermica di dimensione adeguata.

E possibile accedere alla versione digitale dell’istruzione di uso PR.A32 sull’indirizzo www.setmedikal.com.tr.

La tolleranza di capacita della scala graduata sulla siringa € riportata nella seguente tabella in conformita allo standard EN ISO 7886-1.

Capacita nominale della siringa Tolleranza di capacita graduata (%)
V*, (ml)
1<v<3 5
5<Vv<60 4

V*: Volume

Popolazione target di pazienti

Non é prevista alcuna limitazione per la popolazione pazienti.

Utenti target

Personale sanitario

Descrizione del dispositivo destinato all’'uso insieme al dispositivo

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

Indicazione

Le siringhe ipodermiche con ago, sterili e monouso, sono dei dispositivi utilizzati nell’applicazione dei prodotti medici e dei liquidi. La vita da
scaffale del prodotto e di 5 anni.
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Controindicazione

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

& Avvertenze

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

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

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

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

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

e Dopo il prelievo del farmaco nella siringa, questa deve essere utilizzata entro un massimo di 60 minuti con il cappuccio dell'ago
attaccato.

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

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

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

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

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

Condizioni di Stoccaggio

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

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

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

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

Configurazioni dell’ago ipodermico

Configurazioni aghi
Misure 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Colore Ve'rde Blu Bianco Rosa Crema Giallo Verde Nero Bl Viola Arancio Marrone | Grigio Ross Giallo
chiaro grigio scuro scuro ne [
1 11/4” 1 1 11/2” 11/2” 5/8” 11/4” 1 " 1 11/2” 1/2"
Lunghe ” ”
228 Ago 11/4” 1 11/2” | 1172 1/2 2" 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1 1 1/2"
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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

45°C

—

Limite di temperatura massima (45°C)

MD

Dispositivo Medico

g
=

(5]
S
t

Limite di umidita (20% — 80%) /

Se la confezione e danneggiata non

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

Non risterilizzare

K

Non Pirogenico

Sistema di barriera sterile singola

@
=
<

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

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

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

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



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

HIPODERMIK IGNELI SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGE WITH NEEDLE INSTRUCTION FOR USE

9 SEeT Menidal

Dok./Doc.No: PR.A32 Tarih/Date: 9.09.2024 Rev.No: 11 Sayfa No/Page No: 26 /33

WMHCTPYKLMA NO UCNONb3OBAHUIO LUMNPULEB C UTNAMW ANA NOLAKOMKHbIX UHBEKLUA

Tun nsgenun

LWinpuy, ¢ Mrnoi ana NOAKOMHbIX UHbEKLUUI WUrna ansa NOAKOXHbIX MHbEKUMIA

Wnpuy J/lyep 2-KOMNOHEHTHbIN
2 mn, 2,5 mn, 5mn, 10 mn, 20mn 14G 15G 16G

18G 19G 20G

Wnpwuy J/lyep 3-KOMNOHEHTHbIN
21G 22G 23G

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

24G 25G 26G

Wnpwuy, Jlyep JIOK 3-KOMNOHEHTHbI 276G 296G 306G

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

Wnpuu 4NA NOAKOMKHbBIX UHbEKLMI ¢ urno | LLinpuu, AnA NogKOMHbBIX MHbEKLUUINA C UrNoM
Tun usgenus puy A, 1) u puu 4 Aa U

- 06blyHanA urna - 6be3onacHas urna
Jlyep - aKcLLeHTPUK — — . :
2-KOMMNOHEHTHbIA | =]
ltm = Ji . .
B g ~J
= =B 'Tij'\ N AT
Jlyep - aKCLLeHTpUK P
3-KOMMNOHEHTHbI L =——-

Jlyep - ueHTprnuecKkum
2-KOMMNOHEHTHbIA L

H

Jlyep - ueHTpuueckum
- e —ee
3-KOMMOHEHTHbIN = F—

Jlyep Jlok

Llenb ncnonbsoBaHusa

MycTble, cTepunbHble OAHOPa30Bble WNAPULbLI ANA MOLKOMKHbIX VIH'beKLI,VII\/'I M3 NAaCTUKOBbLIX MaTepuanoB MUCNOJIb3YHOTCA KOHEYHbIMU
I'IOTpe6MTel'IﬂMVI ana 3a6opa n BBeaeHUA )KM,CI,KOCTeﬁ nocne HanoNHeHWUA. |.|JI'|pl/ILl,bI npeaHasHa4YeHbl B OCHOBHOM AN1A UCNO/1Ib30BaHUA B
OTHOWEHUN OpraHM3ma 4esioBeKa. CTeplAﬂbele wnpuubl npegHasHavdyeHbl 417 UCNONb30BaAHNA HeNnocpeacTBeHHO nocne X HanoJIHEHUA U He
npeaHasHayeHbl gna ANUTeNIbHOro XpaHeHnA NeKapCTBeHHbIX CpeacTB.

LLnpuubl ¢ urnamm gna NOLKOMKHbIX UHBEKLMI NPUTOAHbI ANA UCNONb30BaHUA C HAKOHeYHUKamu «Jlyep» B cooteeTcTaum ¢ EN ISO 80369-7.

CTepuabHble OLHOPa30Bble WNPULLI C UMIAMU ANA NOAKOMKHbIX MHBEKLUMIA — 3TO M34enus, Ucnosblyemble ANA BBEAEHUA MeAULMHCKUX
npenapaToB 1 }KuarocTei. LLUnpuubl CNonb3yoTcs A1 BHYTPUBEHHDBIX, BHYTPMMbILLEYHBIX, MOAKOMXHBIX M BHYTPUKOMKHbBIX UHBEKLMM, a TaKKe
ana 3abopa Kposu. OHWM TaKKe MO3BONAIOT M3B/MEKaTb dapmaueBTMYeckuMe / NeKapcTBeHHble Npenapatbl U3 KOHTeWHepa M BBOAUTL WX
nauueHTam yepes cuctemy (Hanpumep, Yepes BHYTPUBEHHbII NOPT).
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KomnoHeHTbl u3genusa

HassaHue getanu CbipbeBoi MaTepuan

Unnaungp MM - noavnponuneH

NopweHb M3 - nonnatunen, MM - noamnponuneH

Mpoknagka M3onpeHoBbIV KayvyK, 6e3 natekca

Urna pna noaKOXKHbIX Heprkasetowasa cranb, SS304, MM - noannponuneH

MHDbEKLUIA

MaTtepuan ynakoBku MepauumHcKan bymara 1 Nnpo3payHan NaeHKa, NpurogHas 4na ctepuansaumm
EO (egMHUYHaA ynaKkoBKa)

€IFU Indicator

MHCTPYKUMA NO MCNOJIb30BaHUIO

BckpoliTe ynakoBKy Yepes3 0TBEPCTUE, YKa3aHHOEe CTPE/IKOM.

Bu3yanbHO NpoBepbTe KOMMNIEKTHOCTb COLEPHKUMOTO U OTCYTCTBUE NMOBPENKAEHUIN YNAKOBKU.

B ynakoBKe HaxoAMTbCA WNPULL U UTNa.

Bo Bpems NoAroTOBKM K UCMO/Ib30BAHUIO AePHKUTE LWNPUL, OLHON PYKOM, a UrNy - APYroi.

Y6eanutecb, YTO rpafyMpPoOBOYHbIE IMHUU HA LUAVHAPE LWNPULLA XOPOLLIO YATALOTCA.

He cHMUMas 3alUMTHbLIA KOMAYOK C MUIMbl, HAAEXKHO 3adUKCUPYWTE UMY Ha LWNPULUE, NPUXKAB UMY K HAKOHEYHMKY wnpuua u
NoBepHYB ee Mo YacoBOW CTpenke.

OCTOPOXKHO CHUMMUTE 3aLLMUTHBIN KOIMAYOK C UT/bl, HE NOBPeaUB ee.

Ecnv wnpwu ucnonb3yeTca ANsA BBEAEHUA XKUAKOCTU B OpraHn3m, Habepute HeobxoauMMoe KONMYECTBO XKULKOCTU B LUNPULL,.
Onpegenvte KOIMYECTBO UCMOAb3yeMOM }KUAKOCTU MO rpaflyMpoBaHHOWM WKafe Ha wnpuue.

Y6eputech, YTO B LUNPULLE HET NYy3blPpbKOB BO3A4yXa. EC/M B WNpuue ecTb Ny3bipbKK BO3A4YXa, YAAINUTE UX.

Mepes UHbEKLMEN NPOBEePbTE NPOXOKAEHNE NOTOKA XKUAKOCTU B LUNPULE.

BBeauTe MKMAKOCTb AN UHBEKLMIA BHYTPUBEHHO, BHYTPUMbBIWEYHO, NMOAKOXKHO WM BHYTPUKOXKHO B COOTBETCTBUWU C NpoLeaypom
BBeAEHMA.

LLInpuL, TakKe MOXKHO MCNONb30BaTb 414 3a60pa KPOBM C MOMOLLBIO UTAbl ANA NOAKOXKHbBIX MHBEKLMI COOTBETCTBYHIOLLErO Pa3mepa.
C 3/1eKTPOHHOW Bepcueit MHCTPYKLMKU Mo Ucnonb3oBaHnio PR.A32 MOXKHO 03HaKOMUTLCA Ha caiTe www.setmedikal.com.tr

[Jonyck Ha rpagyMpoBaHHY0 BMECTUMOCTb LUNPULA YKa3aH B TabiunLe HUKe B COOTBETCTBMM CO cTaHaapTom EN ISO 7886-1.

HoMMHanbHasA BMEeCTMMOCTb LUMpULA JonycK Ha rpasyMpoBaHHyto
V*, (ml) BMECTUMOCTb (%)
1<v<3 5
55Vv<60 4
V*. 06bem

LleneBas rpynna nauueHToB

YCTaHOBAEHHbIX OFpaHVILIEHVIVI B OTHOWEHWN rpynnbl NaUMEHTOB He UMeeTCA.

LleneBble nonb3oBaTenu

MeanuMHCKMIA NnepcoHan

OnucaHune yCTpOﬁCTB, npegHasHa4eHHbIX AN Ucnosyib3oBaHuUA C nsgenvem

N3penvie npuroaHo AN UCNosib30BaHUA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MA/IOTO AMAMETPa AS KULKOCTEN

M rasos,

ncnonb3yemole B 34paBooxpaHeHMn — Yactb 7: YacTHble TpeﬁOBaHVIFI K COeaANHUTENIAM BHYTPUCOCYAUCTONO UAN NOOKOXKHOro

npumeHeHna".

MokasaHusa

LUI'IpMLI,bI C Urnamum gna NoAKOXKHbIX MH'beKLI,Mﬁ ABNAKOTCA U34ENNAMU, UCNONb3yeMbIMU ANA BBEAEHNA MEeAUUUHCKUX NpenapaTos “ 3a60pa
)KVI,CI,KOCTE%. CpOK rogHOCTU U3genusa coctasnnet 5 ner.
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npOTVI BOnoKa3aHusA

Wnpuubl ¢ Mrnamu gna NOAKOMHbIX VIH'beKLI,VIVI He [AO0JIXKHbl MCNONb30BaATbCA b6onee yem ONA OAHOro nauueHTa. Msgenve moxket 6bITb
MCNONb30BaHO B CTEPUIBHOM COCTOAHUM O4HOPA30BO ANA OAHOrNO NauueHTa. OuuncTtka nam NOBTOPHAA CTepuansauma He AONYyCKaeTcA. He
npegHasHavyeHbl 4NA NCNO0Nb30BaHMA HE NO Ha3HaYeHUIo. Mocne ncnonb3oBaHua \/TVIIWISVIpyVITE KaK meanUNHCKNE OTXO0A4bl.

& MpeaynpexaeHus

He ncnonb3syiTte nsaenve c NOBPeXKAEHHOM UAN BCKPLITOW YNAKOBKOM.

Bu3syanbHO NpOBepbTe KOMMIEKTHOCTb YNAKOBKM U OTCYTCTBUE NOBPEXAEHWUN.

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

Ecnn cTepubHYIO YNaKoBKY BCKPbITb U HE MCMO/Ib30BaThb CPasy, BO3HUKAET PUCK 3apakeHua. Ecan cTepunbHOCTb U38ennA He MOoXKeT
6bITb COXPaHEHa, HE UCMOb3YITE ero.

Mpwv BCKPLITUM CTepUIbHOM BapbepHOol cucTembl (YNaKOBKM) UTa BBOAUTCA 6e3 0XKnaaHua B COOTBETCTBUM C NPaBMAaMM aCeNTUKM.
Mepea ncnonb3oBaHWem ybeanTech, YTO UTNA AR NOAKOMKHbIX MHBEKLMI He 3aKynopeHa U NOTOK KPOBU He 3aTpyLHEH.

Mocne Toro Kak fiekapctBo HabpaHo B WNpWL, ero cnegyeT UCNOb30BaTb B TeyeHWe He 6onee 60 MUHYT C HadeTbiM Ha Wy
KOINAYKOM.

Echv ana npenapaTa, BBOAMMOrO C NMOMOLLbIO LWINPULA, MMEETCA cneuuanbHoe npeaynpexaeHue, ero ciegyeT y4uTbiBaTb Npu
NPUMEHEHUN.

Mocne MHBEKUMM UK 3a60pa KUAKOCTU YTUAUSUPYITE N3eNne Kak MeanLMHCKME OTXOAbI.

M3penne npefHasHayeHo TONbKO ANA OAHOKPATHOIO MCMOJ/Ib30BAaHWUA U HE MOANEXKWUT NOBTOPHOMY MPUMEHEHWUIO UAW NOBTOPHOM
cTepuansaumm.

He npuKkacaiTecb K urne Bo nsbexkaHve pucka yKanbiBaHUA 1 3apaxkeHua. NlonagaHune 3apaxeHHOW UMbl B KOXY MOXKET NPUBECTU K
renatuty, CMIUAy v APYrMM M3BECTHbIM/HEU3BECTHbIM 3a601eBaHNAM.

MoBTOpHOE UCNONb30BaHME U3AENNA MOMKET NPUBECTU K UHOEKLMAM, NEPEKPECTHOMY 3aPaXKEeHUIO U CENCUCY.

Mpy BO3HUKHOBEHUN cepbe3HblX NOH60YHbIX 3 PeKToB HEObXOANMO YBEAOMUTb NPOU3BOAMTENA U KOMMNETEHTHbIN OpraH.

Mpyv npumeHeHuMM cnefyeT yyuuTbiBaTb MOKasatenn B Tabauue AOMycKa Ha rpagyvpoBaHHYH BMECTUMOCTb, MPUBEAEHHON B
MHCTPYKLMM MO NPUMEHEHUIO.

KoHdurypauum urn ona noaKkoXHbIX UHbEKLUIA

KoHdurypauum urn

Pa3mep 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
bneagH TeMHo- TemMH
o- CuiHe- . Poso Kpemo XKentbl YepHbl o- durone | Opanx |KopuuH . Kpac XKent
LiBeT . Benbin N . . 3eneH - N M . Cepbini N .
3eneH cepbi BbIV BbIVA n it " CUHUN TOBbIN eBbll eBbll HblI bl
bIA "
1" 11/4” 1" 1" 11/2” 11/2” 5/8” 11/4” 1" 1" 1" 11/2” 1/2”
OnnHa ” »
ATl 11/4” | 4 11/27 | 1172 1/2 2 172
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2” 1/2 1" 1" 1/2”

YcnoBusa xpaHeHus

XpaHuUTb Npu TemnepaType OKpy:KatoLei cpedbl He Bbile 45°C.
3aLWmLaTh OT NPAMbIX COTHEYHbIX JIy4el U BNaXKHON cpespl.
XpaHWUTb, PacnonoXnB KOPOBKY B HaNpPaBAEHUWN CTPESKU.
CknagplBaTtb He 6onee NATU KOPOBOK Apyr Ha Apyre.

CpOK rogHOCTV NpoAyKTa cocTaBnsAeT 5 nieT.
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KomnaHua-npounssogutenb

Xpynkoe nsgenune, o6paLlatbCa OCTOPOKHO

[aTta npoussoacTea

3aWwmLaTh OT COMTHEUYHbIX AyYel

LR

[aTa ncteyeHus cpoka rogHoCcT1

XpaHUTb B CyXxom mecTe

LOT

Homep napTtum

MepemelLaTb BEPTUKANbHO

REF

Homep no Katanory

BepxHuit npeaen temnepatypbl (45°C)

MD

MeanumHcKoe nsgenve

OrpaHunyeHne no BnaxHoctu (20%-80%)

YHWKaNbHbIN MaeHTUDUKaATOP

He ucnonb3yiite, ecv ynakoska

nospexkaeHa, U 06paTUTECh K UHCTPYKLIUK
uUDI Wsnenms @ pexxaeHa, u obp PYKLY,
MO UCMO/1Ib30BaHNIO
OTBeTCTBEHHOE NNLO B
He ncnonb3oBaTb NOBTOPHO
BenmkobpuTtaHum
CTepnan30BaHO C UCMO/Ib30BaHNEM @
STERILEIEO P o</ He copep»uT natekca
OKUCU 3TUNEeHa P,

He cTepununsosaTb NOBTOPHO

X

HenunporeHHbI

UHamnBmnayanbHas cTepusibHasa
bapbepHan cuctema

o
2
<

TonbKo ana npodeccMoHanbHoro
MCNO/Ib30BaHMA

NHanBuayanbHas cTepuibHas
b6apbepHan cMcTema C 3aLLUTHOM
YMAKOBKOW CHapY»*Ku

=

elFU Indicator

CM. MHCTPYKLMIO MO MCMOb30BaHMIO UK
06paTUTECh K 31EKTPOHHOMI MHCTPYKLMK MO
MCNO/Ib30BAHUIO

BHUMaHne

UK
CRH

0086

MapKu1poBKa A4/18 COOTBETCTBUA
TpeboBaHMAM M0NOKEHUA O MEANLMHCKNX
nsgenusax BenmkobputaHum

YKasaHHbI BHU3Y HOMeEp ABAAETCA
HOMEpPOM HOTUGULIMPOBAHHOTO OpraHa

T

3HaK cooTBeTcTBUA TpeboBaHMAM BCex cOOTBeTCTBYIoLWMX AnpekTns EC no meguuuHCKMM
usgenvam / EBponeiickoro 3akoHoaaTeNbCcTBa
YKa3aHHbIN BHU3Y HOMEp ABAAETCA HOMEPOM HOTUOMLMPOBAHHOrO opraHa

MecTto npousBoacTBa

AKUMoHepHan KomnaHua «CeT Meaukan CaHaiim Be TugapeT A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Anpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typuua)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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IHCTPYKLIAA 3 BAKOPUCTAHHA LUNPULLIB 3 TO/IKAMU ANA NIGLWKIPHUX IH'EKLIN

Tun Bupoby

LWnpuy, 3 rosikoto AN NiAWKiPHUX iH' ekl Fonka anA NigWKipHUX iH'eKLN

Winpuy Jlyep 2-KOMNOHEHTHUI
2mMn, 2,5mn, 5mn, 10 mn, 20mn 14G 15G 16G

18G 19G 20G
21G 22G 23G
24G 25G 26G

Winpuy Jlyep 3-KOMNOHEHTHUI1
1mn, 2 mn, 2,5mn, 3 mn, 5 mn, 10 mn, 20 mn, 50 mn, 60 mn

Wnpuy Slyep /oK 3-KOMNOHEHTHUI 276G 209G 30G
1mn, 2 mn, 2,5mn, 3 mn, 5 mn, 10 mn, 20 mn, 50 mn, 60 mn

LWnpwuy, gna nigKipHUX iH'eKwiii 3 ronkolo - | Lnpuy ana niawkipHux iH'ekuin 3 ronkoto -

Tun Bupoby -
3BUYAUHaA roJika 6e3neuyHa ronka
Jlyep - EkcueHTpuk = !
2-KOMMNOHEHTHUI - ———
[r = /ﬂ 5 n
“I ‘\"-L/' = )
b S |
) — = ]
Jlyep - EKcueHTpukK I —
3-KOMMOHEHTHUM — .

Jlyep — LeHTpUYHUMn _
2-KOMMOHEHTHMM T+ |

Jlyep — LeHTpUUYHUN
3-KOMMOHEHTHUI I

M
JLIL
[
]
J
\'q‘!
| B
T [ :“
J

Nyep Jlok

MeTa BUKOPUCTAHHA

MOpPOXKHI, CTePUbHI OAHOPA30BI WNPULM ANA NIAWKIPHUX iH'EKLIM i3 NNACTUKOBUX MaTepianis BUKOPUCTOBYIOTbCA KiHLLEBMMM CMOXKMBaAYaMM
AnA 3abopy Ta BBEAEHHA PiAMH NicnAa HanoBHeHHA. LUnpuuu npusHayveHi B OCHOBHOMY AN BUKOPMUCTAHHA Y BigHOLWEHHI A0 OpraHiamy
NoanHn. CTepubHi LWINPULM NPU3HAYeHi 419 BUKOPUCTAHHA 6e3nocepeaHbo MNicaa iX HANOBHEHHSA | HE NPU3HaYeHi A1a TpuBanoro 3bepiraHHA
NiKApCbKMX 3acobis.

LWnpuum 3 ronkamum gns NigwkKipHUX iH'eKLiN NpuaaTHi 414 BUKOPUCTaHHA 3 HakoHeYHUKamm "Jlyep" BignosigHo ao EN ISO 80369-7.

CTepunbHi 04HOPA30BI WNPULM 3 TONIKAMW A5 NiAWKIPHAUX iH'EKLiIA — Lie BUPOOW, AKi BUKOPUCTOBYIOTb A1 BBEAEHHA MEANYHUX Npenaparis i
piavH. LUNpMLM BUKOPUCTOBYIOTLCA ANS BHYTPILUHBOBEHHUX, BHYTPILLHBOM'A30BUX, NIAWKIPHUX i BHYTPILHbOLWKIPHWUX iH'€KLiN, Ta ans 3abopy
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KpoBi. BOHM TakoX AaloTb 3Mory HabupaTt dapmaueBTUYHI/NiKapcbKi NMpenapaT 3 KOHTeHepa i BBOAUTM iX MaujieHTam yepes cuctemy

(Hanpuknag, yepes BHYTPILUHbOBEHHWUI NOPT).

KomnoHeHTH BUpoby

Hassa gerani CMPOBUHHMIA MaTepian

Uuninap NN - noninponinex

MNopweHb MNE - nonietnnen, MM - noninponinex

Mpoknaaka I3onpeHoBUit Kayuyk, 6e3 natekcy

Fonka ana niawkKipHUX Hep:kagitoya ctanb, SS304, MMM - noninponinex

iH'eKLiN

Marepian ynakoBKku MeamyHuit nanip i npo3opa nniska, NnpuaaTHa Ana ctepunisadii EO
(oAMHMYHA yNaKoBKa)

eIFU Indicator

IHCTPYKLIiAA 3 BAKOPUCTaAHHA

Po3KpuitTe ynakoBKy Yepes OTBip, BKa3aHWUI CTPINKOIO.

BisyanbHO nepeBipTe KOMMIEKTHICTb BMICTY Ta BiCYTHICTb MOLWKOAMKEHb YNAKOBKM.

YnaKoBKa MICTUTb LWIMNPUL, Ta FONKY.

Mif vac NiaroToBKM [0 BUKOPUCTAHHA TPUMAWTE WNPUL, OAHIEI PYKOIO, @ FO/IKY - iHLIOO.

MNepeKkoHanMTecs, L0 MOXKHA YiTKO NPOYMTaTH rpafytoBaibHi MiHIl Ha UMAIHAPI Wnpuua.

He 3HiMatoum 3axMCHUIA KOBNAYOK 3 FOJIKM, HaLiMHO 3adikcyiTe roNKy Ha WnpuLi, NPUTUCHYBLUM FONKY A0 HAaKOHEYHWKa Wwnpuua i
noBepHYBLUM ii 32 FTO4MHHUKOBOLO CTPINIKOIO.

O6eperkHO 3HIMITb 3aXMCHUI KOBMAYOK 3 FO/IKM, He NOWKOAMBLUM ii.

AKLLO WNpWL, BUKOPUCTOBYETLCA A/1A BBEAEHHA PiANHM B OpraHiam, HabepiTb HeobXiaHY KiNbKicTb pignHK y wnpuu,.

BM3HauTe KiNbKiCTb BUKOPUCTOBYBAHOI PiAMHM 33 rPayMOBaHOO LUKAMOK HA WNPUL.

MepeKoHanTeca, WO y WNpULLi HeMAE NOBITPAHMX Bynbballok. AKLWO y Wnpuui € 6ynbbalKku NOBITPA, BUAANITH iX.

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

BBeaiTb pignMHy AnA iH'eKLi BHYTPILLHBOBEHHO, BHYTPILHBOM'A30B0, NiALWKiIPHO abo BHYTPILIHBOLWKIPHO BiANOBIAHO A0 Npoleaypu
BBEAEHHA.

LLInpuu, TaKOXK MOXKHA BUKOPUCTOBYBATM A/1a 3a60py KPOBI 32 LONOMOTOHO FONKM ANA NiALWKIPHMX iH'€KLN BignosigHOrO po3mipy.

3 eIeKTPOHHOIO BEPCIEID IHCTPYKLT 3 BUKOpUCTaHHA PR.A32 MOYKHa 03HalMoMUTUCA Ha caiTi www.setmedikal.com.tr

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

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

V*. 06'em

LlinboBa rpyna nauieHTiB

BcTaHOBEHUX 06MENKEHD LLOAO Py NaLieHTIB HEMAE.

LinboBi kopucTyBaui

MeauyHuin nepcoHan

Onuc npucTpoiB, NpU3Ha4YeHUX ANA BUKOPUCTAHHS 3 BUPOOOM

Bupi6 npupaTHUin ana BMKOPUCTaHHA 3i 3'egHyBadyamum BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa Ana piguvH i rasis, siki
BMKOPWCTOBYHOTBLCA B OXOPOHIi 340p0B's - YacTnHa 7: YacTKoBi BUMOTM [0 3'€QHYBaYiB BHYTPILWHbOCYAMHHOrO abo MifWwKipHOro 3actocyBaHHaA".
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Moka3aHHA

LWnprum 3 ronkamm ana NigwKipHUX iH'ekuii € BUpobamu, W0 BUKOPUCTOBYIOTLCA AN BBEAEHHA MeANYHUX Npenaparis i 3abopy piguH. TepmiH
NpMAaTHOCTI BUPOBY CTaHOBUTL 5 PoKiB.

I'IpOTunoxasaH HA

Wnpuuy 3 ronkamu A8 NIAWKIPHMX iH'EKWiA He MOBWMHHI BMKOPUCTOBYBATUCA BiNbll HiXX ANA OA4HOrO NaujieHTa. Bupib moxke 6ytn
BMKOPUCTAHUIN Y CTEPUNbHOMY CTaHi OAHOPA30OBO ANA OAHOrO naujieHTa. OunweHHs abo MOBTOPHA CTepuAisauia He AOonycKaetbcA. He
Npu3HaYeHi 417 BUKOPUCTAHHA He 32 NPU3HAYEHHAM. MMicna BUKOPUCTAHHA YTUANI3ylTe AK MeuyHi Bigxoau.

& MonepemkeHHs

e He BuKopucToByiTe BUPi6 3 NOLWKOAKEHOK abo PO3KPUTOID YNAKOBKOIO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAXEHb.

e He BuKopucToByiTe BMPib NicaA 3akiHYEHHA TePMiHY NPUAATHOCTI, 3a3HAYEHOro Ha YNaKoBL,.

e AKWO CTEPUNbHY YNAKOBKY PO3KPUTU | HE BUKOPWUCTATK Bifpasy, BUHUKAE PU3MK 3apaKeHHA. AKLO CTEPUbHICTb BUPOBY He MoKe
6yTn 36epekeHa, He BUKOPUCTOBYIATE Moro.

e [licna BiAKpUTTA CTepUNbHOI Bap'epHOT cucTeMM (YNaKOBKM) ronky BBOAATb, HE YeKatou, BiANOBIAHO A0 NPaBUA aCENTUKM.

o [lepes BUKOPUCTAHHAM NepPEKOHANTECS, WO roJika A1 NiWKIPHUX iH' €KL/ He 3aKynopeHa i NOTiK KPOBi He YCKNa4HEHO.

e [licna Toro, AK NiKapcbKuii 3acib6 HabpaHo y WnpuL, KOro cAig, BUKOPUCTATH NPOTATOM MakcUMyM 60 XBUAUH i3 3aKPUTUM KOBMAYKOM.

e AKWoO AnA npenapaTy, WO BBOAWTLCA 33 AOMOMOrOH LUMNPULA, € CrelianbHe 3acTepelKeHHA, MOro cnif BpaxosysBaTW Mif 4ac
3aCTOCYBaHHA.

e [licna iH'ekuii abo 3abopy pianHM yTUnisyiTe BUpib AK meanyHi Bigxoau.

e Bupib npu3HauyeHU TiNbKKN ANA 0A4HOPA30BOro BUKOPUCTAHHA i He NigNArae NOBTOPHOMY 3aCTOCYBaHHIO abo NOBTOPHIl cTepuisadii.

e He TopKaWTeca ro/iku, Wob YHUKHYTU PU3NKY YKOMOBAHHA Ta 3apaKeHHA. MoTpanaaHHA 3aparKeHoi oK1 B LUKIPY MOXKe Npu3BecTu
0o renatuty, CHIQy Ta iHWKMX BiAOMMX/HEBIAOMMUX 3aXBOPIOBaHb.

e [loBTOpPHE BMKOPUCTaHHA BUPOBY MOKe NpuU3BeCTU A0 iHOEKLiN, NnepexpecHOro 3apaxKeHHs Ta cencucy.

e [IpM BUHWUKHEHHI cepiio3HUX NobivyHNxX edekTiB HeobXiAHO NOBIAOMUTH BUPOOHMKA Ta KOMMNETEHTHMIA OpraH.

e [lig yac 3acTocyBaHHA CNif, BPaxoBYBaTWM MNOKAa3HWKWM B Tabauui AOMNycKy Ha rpagyroBaHy MICTKICTb, HafaHi B iHCTpyKLUii i3
3aCTOCYBaHHA.

KoHdirypauii ronok ana nigwkipHux iH'ekuin

KoHdirypauii ronok

Poamip 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. Bripo- CuHbO- - Pox Kpemo KoBTun TemHo- YopHu TemH dionetr | OpaHx |KopuuH N Yeps JKosT
Konip 3eMeHun - Binun N . . 3eMeHn o o- N N . Cipun o .
o cipun eBul BUW n . " . 0oBUMA eBbll eBun OHUI un
n " CUHIN
1 11/4” 1" 1" 11/2” 11/2” 5/8” 11/4” 1" n 1" 11/2” 1/2”
[oBXuH " ”
a ronku 11/4” 1 11/2” | 11/2” 1/2 > 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2” 1/2 1" 1" 1/2”

YmoBwu 36epiraHHsA

36epiraT Npy TemnepaTypi HABKOIMLLIHLOTO cepesoBuLLa He Bule 45°C.
3axuLLaTh Big, NPAMMX COHAYHUX MPOMEHIB | BONOTOro cepesoBumLLa.
36epiraTu, po3TallyBaBLUM KOPOOKY B HANPAMKY CTPISIKU.

CKnagaTtv He binblue N'aTM KOPObOK OAHA Ha OAHIN.

e  TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTbL 5 pOKiB.
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MosicHeHHA oo BUKOPUCTOBYBAaHUX YMOBHUX NO3HAY€Hb

KomnaHis-BMpOBOHMK KpuxKknit Bupib, nosogmtmncs
obeperkHo
[JaTa BupobHMUTBa ~No& 3axuMLLaTK Bif, COHAYHOrO NPOMIHHSA

[aTta 3aKiH4eHHA TepMiHy NPUAATHOCTI 36epiraTi B cyxomy micui

KL E
2

Homep naprii |I MepemiwaTtn BEpTUKANbHO

LOT
REF Homep 3a katasiorom /ﬂ/ BepxHsa mexxa Temnepatypw (45°C)
M D MeanuHuii Bupi6 “% ObmexkeHHs Wwoao sonorocTi (20%-
20— 80%)
YHikanbHWUi ineHTdikaTop BUPobY He BMKOpPUMCTOBYITE, AKLLO YNAaKOBKa
UDI NOLIKOAXKEHA, | 3BEPHITLCA A0

IHCTPYKLLIT 3 BUKOPUCTAHHA

He BMKOpMCTOBYBaTU NOBTOPHO

BignosiganbHa ocoba y BennkobputaHii

) ©

CTepnnisoBaHO 3 BUKOPUCTAHHAM OKUC He mictntb natekc
STERILE[EO| | "> P VN y
eTuneHy P,
He ctepunisyBatm NOBTOPHO K HeniporeHHui
O IHauBigyanbHa cTepuibHa bap'epHa B( Tinbkun ana npodeciiHoro
cucTema Only BUKOPUCTAHHA
. MB. IHCTPYKLLiItO 3 BUKOPUCTAHHA
o, IHoMBIAyaNbHa cTepuabHa bap'epHa A py 4 P .
i ) . . ab0o 3BePHITLCA 4,0 €NEeKTPOHHOI
s d CMCTEMaA i3 3aXMCHOIO YNAKOBKOO 30BHi - .
elFU Indicator IHCTPYKL,iT 3 BAKOPUCTAHHA
f MapKyBaHHA Ha BIiANOBIAHICTb
K Bumoram PernameHTy CnosyyeHoro
YBara cA KoponiscTBa Woao meamyHux supobis
0086 3a3HaueHUi BHU3Y HOMEpP € HOMEPOM

HOTMIKOBAHOTO OpraHy

3HaK BignosigHocTi BUMOram ycix BignosiaHmx Aupektns €EC wono meanyHnx supobis /
€BpONencbKoro 3aKOHOAaBCTBA
797 3a3Ha4YeHnn BHM3Y HOMEP € HOMEPOM HOTUIKOBAHOIO opraHy

Micue Bupo6HuuTBa

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

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

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

Uriin Tipi
Hipodermik igneli Siringa Hipodermik igne
Luer 2 parga Siringa
2ml, 2,5ml, 5ml, 10 ml, 20ml 14G 15G 16G
18G 19G 20G
Luer 3 parga Siringa 216G 22G 23G
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml 24G 25G 26G

Luer Lock 3 parga Siringa 276G 296G 306G

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

Uriin Tipi Hipodermik igneli Siringa — Normal igne Hipodermik igneli Siringa — Giivenlikli igne
Luer - Merkezden — i
Kagik e
2 parca g =1_N : » .

i = =

== e J

i[nN ! == o
Luer - Merkezden —
Kagik L =4

3 parca :[~ = J | ) - - s ‘

Luer - Merkezde i
2 parga | =———i |

Luer - Merkezde
3 parca

]
J
(q‘!
| B ]
|
J

Luer Lock

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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 igcinde muhafaza etmesi amaglanmamistir.

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

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Grinler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt icine enjeksiyon yapma ve damardan kan almak igin kullanilir. Ayrica, farmasétik/ilaglari kabindan aspire ederek hastalara
sistemler araciligiyla (6rn. intravendz (V) port tzerinden) uygulanmasini saglar.
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Uriin Bilesenleri

Parca Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, 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)

anem  Kullanma Talimati

Ambalaji ok isareti ile gosterilen agma yerinden siyirarak aginiz.

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

Urlin ambalaji siringa ve igne ile birlikte saglanir.

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.

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

Siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.

e Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

e  PR.A32 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

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

belirtilmistir.
3iringanin ’:l/?‘n‘;lr:?)l Kapasitesi Derecelendirilmis Kapasite Toleransi (%)
1<v<3 5
5<Vv<60 4

*V: Hacim
Hedeflenen Hasta Popiilasyonu
Hasta populasyonu icin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar
Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Hipodermik igneli siringalar tibbi triinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
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Hipodermik igneli siringalar birden fazla hastada kullaniimaz. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir. Temizlik veya
yeniden sterilizasyon yapilamaz. Belirtilen kullanim amaci disinda kullaniimak igin tasarlanmamistir. Kullandiktan sonra tibbi atik olarak imha

ediniz.

& Uyarilar

Ambalaji hasar gormiis veya agilmigsa triint kullanmayin.

Ambalaj igeriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol edin.
Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, iiriinii kullanmayin.
Steril bariyer sistem (birim paket) agildiginda aseptik kurallara uygun olarak igne bekletilmeden takilir.
Kullanmadan 6nce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

Siringaya cekilen ilag sonrasi igne kapagi takili halde maksimum 60 dakikada kullanilmahdir.
Siringa ile uygulanan ilag icin 6zel bir uyari varsa uygulamada dikkate alinmahdir.
Uriinii enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin.

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

Batma ve kontaminasyon riskini dnlemek igin igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve

bilinen/bilinmeyen baska hastaliklara yol agabilir.
Uriiniin tekrar kullanilmasi enfeksiyonlara, gapraz kontaminasyona ve sepsise neden olabilir.

Eger ciddi olumsuz olay yasanirsa, Uretici firma ve yetkili otoriteye bildirim yapilmahdir.
Uygulamalarda, kullanim talimatinda verilen derecelendirme skalasinin kapasite toleransi tablosu dikkate alinmalidir.

Depolama Kosullari

45°C’yi asmayan ortam sicakhiginda muhafaza ediniz.
Dogrudan glines 1sigindan ve nemli ortamdan koruyun.

Kutuyu ok yoniinde yerlestirerek muhafaza edin.

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

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgii 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Renk Solu'k Ma.VI Beyaz Pembe Krem Sari Koy.u Siyah Koyu. Mor Turunc Kahve Gri Kirmizi Sari
yesil gri yesil Mavi u

. 1" 11/4” 1" 1" 11/2” 11/2” 5/8” ! ” 1" 1" 1" 11/2” 1/2”
I18ne 1/4

Uzunlug 11/4” 11/2" 1 i 1/2” > 1/2”

u 11/2” 11/2” 11/2” | 1" 1" 12" {11/4” | 11/84” | 5/8” 1/3”

11/2" " 1 1/2"
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Uretici Firma ! Kirilgan. dikkatli tutun

. M-

Uretim Tarihi ‘ZJ&" Glnes Is1gindan uzak tutun
)

SSES

Son Kullanma Tarihi

"o
N

Kuru tutun

LOT Lot Numarasi |l Dikey olarak hareket ettir

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

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

uDI Benzersiz cihaz tanimlayict kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize
edilmistir

J69 @

%
Q

Lateks icermez

Tekrar sterilize etmeyin

S

Pirojenik olmayan

Tekli steril bariyer sistemi

@]
=]
<

Yalnizca Profesyonel Kullanim

===

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

[ 1]

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya

yonelik isaret

Altta goriintiilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

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

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

Product Type

Hypodermic Syringe With Needle Hypodermic Needle

Luer 2 parts Syringe
2ml, 2,5 ml, 5ml, 10 ml, 20ml 14G 15G 16G
18G 19G 20G
21G 22G 23G
24G 25G 26G
Luer Lock 3 parts Syringe 27G 29G 30G
1ml,2ml,25ml,3ml 5ml 10 ml, 20 ml, 50 ml, 60 ml

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

Hypodermic Syringe With Needle — Regular Hypodermic Syringe With Needle — Safety

Product Type
i Needle Needle
Luer - Eccentric — =
2 parts Le—ed ]
[ = /ﬂ s mn
I ‘\'-L/ J
S = =N P
Luer - Eccentric - e
3 parts [——]
:E— ) (i / _ff(j
= e .
Luer - Centric
2 parts =19 1

Luer - Centric
3 parts

i
n
JLL

Luer Lock

Intended Use

Hypodermic Syringes, 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.

Hypodermic syringes with needle are suitable for use with luer tip connection connectors in accordance with EN 1SO 80369-7.
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Sterile single use hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids

to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the

aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (1V)

port).

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE —Polyethylene, 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)

Lt 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.
e  Determine the amount of liquid to be used using the graduated scale on the syringe.
e  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.A32 Instruction for use is available at www.setmedikal.com.tr.

®  The capacity tolerance of the graduated scale on the syringe is stated in the table below in accordance with EN ISO 7886-1 Standard.

Nominal capacity of syringe
Graduated Capacity Tolerance (%)

Vv (ml)
1sVs3 +5
5<V<60 *4

V*: Volume

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel

Device Description Intended for Use With The Device

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

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

Hypodermic 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.

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.

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

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

After the medicine is drawn into the syringe, it should be used within a maximum of 60 minutes with the needle cap attached.

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Color Pale | Blue- | \yiite | Pink | Cream | Yelow | 2P | Black | 2P | purple | O™ |Brown | MEUIUM | gey | YeUO
Green Grey Green Blue e Grey w
1 11/4” 1 1 11/2” 11/2” 5/8” 11/4” 1 " 1 11/2” 1/2"
Needle " ”
Length 11/4” 1 11/2” 11/2” 1/2 2” 1/2
11/2” 11/2” ” 1" 1" 11/4” | 11/4” 5/8” 1/3”
11/2” 1/2 " 1 1/2"

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.

e  Keep it away from direct sunlight and moist environment.

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

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

Manufacturer ! Fragile. Handle with care

Date of manufacture Keep away from sunlight

S
%

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
Do not reuse
Kingdom)

European Community (United
|

§6 ©

7
A

e IEEE=EN | Sterilized using ethylene oxide Latex free

X

Non-pyrogenic

@ Do not resterilize

Single sterile barrier system

o
=1
=

Professional Use Only

O Single sterile barrier system with Uﬂ Consult instruction for use or
74 protective packaging outside T consult electronic instruction for use
& Caution
Marking for meeting the requirements of all relevant European Medical Device
c Directives/European Legislation
2797 The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

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

Tipo de Producto

Jeringa Hipodérmica con Aguja Aguja Hipodérmica
Jeringa de 2 piezas con Punta Luer

2ml, 2,5ml, 5ml, 10 ml, 20ml 14G 15G 16G
Jeringa de 3 piezas con Punta Luer 18G 19G6 20G
1 ml, 2 ml, 2,5 ml, 3 ml, 5 ml, 10 ml, 20 ml, 50 ml, 60 ml 21G 22G 23G

24G 25G 26G

Jeringa de 3 piezas con Punta Luer Lock 27G 29G 30G

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

Tipo de Producto Jeringa hipodérmica con aguja - Aguja normal Jeringa hipodérmica con aguja - Aguja de seguridad
Luer - Excéntrico = o
2 piezas Y ’
[ = /ﬂ - E n
I i~ — J
=l — = - R
Luer - Excéntrico - N
3 piezas L=
E { / —
_— " g -
Luer - Céntrico
—— m—
2 piezas == |
I = L » ;
_J — F i
= — = |
| { |
- . o \
Luer - Céntrico
— m— T
3 piezas | S ]
(== 'J'| | - 4|
1 _ ==
Luer Lock
I .
= _Ll ] 7Ll

Propésito del Uso

Las jeringas hipodérmicas con agujas vacias, estériles y desechables hechas de materiales plasticos se utilizan para la aspiracién e inyeccién 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 hipodérmicas con agujas son adecuadas para su uso con conectores de punta Luer que cumplen con el estandar EN ISO 80369-7.

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

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno

Piston PE — Polietileno, PP — Polipropileno

Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica Acero inoxidable, $5304, PP — Polipropileno

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

Instrucciones de Uso

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.

El embalaje del producto contiene una jeringa y una aguja.

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

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

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.

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

Si se va a inyectar un liquido en el cuerpo; extraiga la cantidad necesaria del medicamento con la jeringa.

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

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

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

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

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

e  Puede acceder a la versidn electrdnica de las Instrucciones de uso de PR.A32 en el sitio web, www.setmedikal.com.tr

e latolerancia de la capacidad de la escala de graduacién en el cilindro de la jeringa se muestra en la siguiente tabla de acuerdo con el
estandar EN 1SO 7886-1.

Capacidad nominal de la jeringa Tolerancia de capacidad graduada (%)
V*, (ml)
1<v<3 5
5<V<60 +4

V*: Volumen

Poblacion de Pacientes Objetivos

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

Personales de salud

Descripcion del dispositivo previsto para su uso con el dispositivo

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

Indicacion

Las jeringas hipodérmicas con agujas son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5
afios.


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

9 SEeT Menidal

HIPODERMIK IGNELI SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Dok./Doc.No: PR.A32 Tarih/Date: 2.07.2024 Rev.No: 10 Sayfa No/Page No: 11 /32

Contraindicacion

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

& Advertencias

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

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

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

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

Cuando se abre el sistema de barrera estéril (envase unitario), se inserta la aguja sin esperar de acuerdo con las normas de asepsia.
Antes de usar, compruebe que la aguja hipodérmica no esté ocluida y que el flujo no esté bloqueado

Una vez introducido el medicamento en la jeringa, debe utilizarse en un plazo maximo de 60 minutos con el capuchén de la aguja
puesto.

Si existe una advertencia especial para el medicamento administrado con jeringa, debe tenerse en cuenta durante la aplicacién.
Después de la inyeccion o aspiracion, deseche el producto como residuo médico.

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

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

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

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

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

Condiciones de Almacenamiento

Almacenar a temperatura ambiente que no exceda los 45°C.
Proteja de la luz solar directa y del ambiente humedo.
Coloque y mantenga la caja en la direccion de la flecha.

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

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

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

Color V,er_de Cris Blanco Rosa Crema Amarill Verde Negro oscur Morad Naranj Marrén Gris Rojo Amaril
palido azulado do o oscuro o o a lo

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

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

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

11/2" 1/2 1 1 1/2
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Fabricante

-

Fragil. Tratar con cuidado

Fecha de produccién

\
ZN

Mantener alejado de la luz solar

Fecha de vencimiento

"o
N

Mantener seco

Cadigo de lote

—
—

Mover verticalmente

Numero de catdlogo

>3

Limite superior de temperatura (45 °C)

Dispositivo médico

F

&),

n
S
=

Limitacion 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

60 ©

%
Q

No contiene latex

No re esterilizar

S

No pirogénico

Sistema de barrera estéril Unico

@]
=]
<

Solo para uso profesional

-----

El sistema de barrera estéril inico con embalaje
protector exterior

[ ]3]

elFU Indicator

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

Atencién

2797

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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Types de produit

Seringue avec l'aiguille hypodermique Aiguille hypodermique
Seringue Luer 2 pieces 14G 15G 16G
2ml, 2,5ml,5ml, 10 ml, 20ml 18G 19G 20G
Seringue Luer 3 pieces 21G 226G 23G
1ml, 2 ml, 2,5 ml, 3 ml, 5 ml, 10 ml, 20 ml, 50 ml, 60 ml 246 256 26G
27G 29G 30G
Seringue Luer Lock 3 pieces
1ml,2ml, 2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml
. Seringue avec I’aiguille hypodermique - Seringue avec l'aiguille hypodermique -
Types de produit . .g & P q . .g L. g, L q
Aiguille normale Aiguille de sécurité
Luer - excentrique — P j
2 i q =
piéces —_——
v . /ﬂ — n
It - — )
Tk = =N p—
Luer - excentrique —
3 piéces L = T
E i /‘ ¥77)(j )
| — Y
Luer - Centric
. e — T
2 pieces L:;—: 4
i o [t - r
— \ | I|J ]_L
= },\ 1 V  — §
{ |
- ) |l \
Luer - Centric
3 pieces
_ = :j'
Luer Lock .
0 0
e _Ll s 7Ll

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides, aprés les avoir remplies. Les seringues sont essentiellement destinées a 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 l'intérieur.

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

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

Composants du produit

Nom de la piece Matiére premiere

Cylindre PP — Polypropyléne

Piston PE — Polyéthylene, PP — Polypropyléne

Joint Caoutchouc isoprene, sans latex

Aiguille hypodermique Acier inoxydable, S5304, PP — Polypropylene

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

eIFU Indicator

Consignes d’utilisation

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

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

L’emballage du produit est livré avec la seringue et I'aiguille.

Pendant la préparation, tenir par une main la seringue et 'aiguille par I'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
I'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 'aide de la seringue, remplir la seringue de la quantité de fluide nécessaire.

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

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

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

Vous pouvez avoir accés a la version électronique des consignes d’utilisation PR.A32, sur le site web suivant : www.setmedikal.com.tr.
La tolérance de capacité de la plage de graduation figurant sur le cylindre de la seringue est indiquée sur le tableau ci-apres,
conformément a la norme EN ISO 7886-1.

. inal | .
Capacite nomTa LS Tolérance de capacité graduée (%)
V*, (ml)
1<v<3 5
55Vv<60 4

V*: Volume

Population de patients visée

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

Utilisateurs visés

Personnel médical.

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

L’appareil est adapté pour '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 ».
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Indication

Les seringues avec l'aiguille hypodermique sont des appareils utilisés pour I'application des produits et fluides médicaux. La durée de
conservation du produit est de 5 ans.

Contre-indication

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

& 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  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  Lorsque le systeme de barriére stérile (emballage unitaire) est ouvert, I'aiguille est insérée sans attendre, conformément aux régles
d'asepsie.

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

e Une fois le médicament aspiré dans la seringue, celle-ci doit étre utilisée dans un délai maximum de 60 minutes avec le capuchon de
I'aiguille attaché.

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

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

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

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

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

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

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

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.

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

D'“;i”s' 14G 15G 166 | 186 | 196 | 206 | 216G | 226 | 236 | 246 | 256 | 26G | 27G | 29G | 30G
Couleur Vert Bleu Blanc | Rose | Creme | Jaune Vert Noir Bleu | Pourpr | Orang [Chatain| Gris Roug | Jaun
pale gris foncé foncé e e e e
Longueu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2
rde 1 1/4;; 1 1 1/2,, 1 1/2,, 1/2” o 1/2»
Vaiguille | 11/2” | 11/2" Lol 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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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
i Limite supérieure de la température
Numéro de catalogue
REF g /ﬂ/ (45°C)

Appareil médical

F

&)

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

§69 @ |

7
A

Ne contient pas de latex

Ne pas stériliser a nouveau

X

Non pyrogene

Systeme de barriére stérilisée simple

o
=1
~

Uniquement utilisation professionnelle

.....

Systeme de barriére stérilisée simple muni

d’emballage protecteur a I'extérieur

[ ]3]

elFU Indicator

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

Attention

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp

Hypodermische Spritze mit Nadel Hypodermische Nadel

Luer 2 teilige Spritze 14G 15G 16G

2ml,2,5ml,5ml, 10 ml, 20 ml 18G 19G 20G

Luer 3 teilige Spritze 21G 22G 23G

1ml,2ml, 2,5ml, 3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml 24G 25G 26G
27G 29G 30G

Luer Lock 3 teilige Spritze

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

Hypodermische Spritze mit Nadel — Normale | Hypodermische Spritze mit Nadel —

Produktt . .
P Nadel Sicherheitsnadel

Luer - exzentrisch - e B

2 Teile L ———
i~ = /n . P "
Il Ir\L/' a /I

_ 7-\‘ ‘1I
T = —j_l\ N\ [

Luer - exzentrisch

3 Teile T=——+ ]

Luer - zentrisch ‘
2 Teile ——

Luer - zentrisch _
3 Teile [z |

i
Sl
[
] |
S S
M
ALl
[
|

Luer Lock

Verwendungszweck

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

Hypodermische Spritzen mit Nadel sind fiir die Verwendung mit Luer-Anschlussverbindern gemaf Norm EN ISO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen mit Nadel sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die
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Spritzen werden fur intravendse, intramuskuldre, subkutane und intrakutane Injektionen sowie fiir die intravendse Blutentnahme
verwendet. Darliber hinaus dient das Produkt dazu, Pharmazeutika/Arzneimittel aus dem Behélter anzusaugen und mittels Systemen (z. B.
Uber einen intravendsen (IV)-Anschluss) dem Patienten zu verabreichen

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

swm  Gebrauchsanweisung

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

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

e  Die Produktverpackung enthalt eine Spritze und eine 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 benotigte Menge an Flissigkeit in die Spritze.

e  Bestimmen Sie die zu verwendende Flissigkeitsmenge mithilfe der Abstufungsskala auf der Spritze.

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

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

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

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

®  Die elektronische Version der PR.A32 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.

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

ML LG Rl Abgestufte Kapazitatstoleranz (%)
V¥, (ml)
1<v<3 5
5<Vv<60 4

V*: Volumen

Patientenzielgruppe
Es bestehen keine Einschrankungen fir die Patientenpopulation.
Benutzerzielgruppe

Gesundheitspersonal
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Definition des Gerdts, 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 fir intravendse oder hypodermische Anwendungen

Indikation

Hypodermische Spritzen mit Nadel sind Gerate, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit
des Produkts betragt 5 Jahre

Kontraindikation

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

& Hinweise

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

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

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

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

e Nach dem Offnen des Sterilbarrieresystems (Einheitsverpackung) wird die Nadel ohne Wartezeit gemaR den aseptischen Regeln
eingefiihrt.

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

e Nach dem Aufziehen des Arzneimittels in die Spritze sollte diese innerhalb von héchstens 60 Minuten mit aufgesetzter
Nadelkappe verwendet werden.

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

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

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

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

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

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

e Beiallen Anwendungen ist die in der Gebrauchsanweisung abgebildete Tabelle zur Kapazitatstoleranz der Abstufungsskala zu
berucksichtigen.

Lagerbedingungen

e Bei Umgebungstemperatur von max. 45 °C lagern.

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

e Maximal finf Kartons tibereinander lagern.

Die Haltbarkeit des Produkts betragt 5 Jahre.

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen

Al
b”:lzss“ 14G 15G 16G 18G 19G 206G 216 226 23G 24G 25G 26G 276 296 | 306
Farbe Hellgriin Blau- Weily Rosa Creme Gelb Dur]kelg Schwar Dunke Lila Orange Braun Grau Rot Gelb
Grau rin z lblau

" 11/4” 1 1 11/2” 11/2" 5/8” 11/8” 1 n 1 11/2” 1/2"

Nadellang " "

. 11/4” . 11/2” 11/2" 1/2 2 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1 " 12"
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Erlduterungen verwendeter Symbole

d Hersteller Zerbrechlich. Vorsichtig halten
e

dl Produktionsdatum ZL\? Vor Sonneneinstrahlung schiitzen
)

g Verfalldatum T‘ Y Trocken halten

LOT Lot-Nummer ll Vertikal bewegen

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

Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% -
80%)

Nicht verwenden, wenn

uUDI Eindeutige Produktidentifizierung @ Packung beschadigt
EEJ-Bevpllmachtlgter (Vereinigtes Zum einmaligen Gebrauch
Kdnigreich
T Eeg | Sterilisiert mit Ethylenoxid W= Enthalt kein Latex

Nicht erneut sterilisieren

X4

Pyrogenfrei

Einfaches Sterilbarrieresystem

@)
=1
<

Nur flir professionellen Gebrauch

PN

Einfaches Sterilbarrieresystem mit
aulerer Schutzverpackung

=

elFU Indicator

Gebrauchsanweisung beachten
oder elektronische
Gebrauchsanweisung heranziehen

Achtung

Kennzeichnung der Erfiillung der Anforderungen aller betreffenden europaischen

Medizinproduktrichtlinien / européaischen 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,

Tirkei Telefon: 0212 622 04 00

www.setmedikal.com.tr
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Tipo Prodotto
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Siringa Ipodermica Con Ago

Ago Ipodermico

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

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

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

14G 15G
18G 19G
21G 22G
24G 25G
27G 29G

16G
20G
23G
26G
30G

Tipo Prodotto

Siringa ipodermica con ago - Ago regolare

Siringa ipodermica con ago - Ago di

sicurezza
Luer - Eccentrico _ e
2 . | -4 |
pezzi —
vz ;)\ _,n . -
I ‘|}L/' — J
et T |
b == . (O

Luer - Eccentrico
3 pezzi

Luer - Centrico

—
2 parts (=
I —q n . ;
— ‘J‘ h )é !‘"7‘. ‘\ ,E
= ..g‘l ' b = ;
| f |
i — 1 r 7_|,
Luer - Centrico
e — T
3 parts = ]
7 B [
Luer Lock

Finalita di Uso

Le siringhe ipodermiche vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione
di liquidi dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate

appena dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

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

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

Composizioni del Prodotto

Componente Materia Prima

Cilindro PP-Polipropilene

Pistone PE-Polietilene, PP-Polipropilene

Tappo a stantuffo Gomma isoprene, senza lattice

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

elFU Indicator

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

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

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

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.

. 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.A32 sull’indirizzo www.setmedikal.com.tr.

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

Capacita nominale della siringa Tolleranza di capacita graduata (%)
V¥, (ml)
1<v<3 5
5<Vv<60 4

V*: Volume

Popolazione target di pazienti

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

Descrizione del dispositivo destinato all’'uso insieme al dispositivo

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

Indicazione

Le siringhe ipodermiche con ago, sterili e monouso, sono dei dispositivi utilizzati nell’applicazione dei prodotti medici e dei liquidi. La vita da
scaffale del prodotto & di 5 anni.
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Controindicazione

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

& Avvertenze

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

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

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

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

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

e Dopo il prelievo del farmaco nella siringa, questa deve essere utilizzata entro un massimo di 60 minuti con il cappuccio dell'ago
attaccato.

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

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

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

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

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

Condizioni di Stoccaggio

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

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

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

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

Configurazioni dell’ago ipodermico

Configurazioni aghi
Misure 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Colore Ve'rde Blu Bianco Rosa Crema Giallo Verde Nero Bl Viola Arancio Marrone | Grigio Ross Giallo
chiaro grigio scuro scuro ne [
1 11/4” 1 1 11/2” 11/2” 5/8” 11/4” 1 " 1 11/2” 1/2"
Lunghe ” ”
228 Ago 11/4” 1 11/2” | 1172 1/2 2" 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1 1 1/2"
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Glossario dei Simboli Utilizzati

d Azienda Produlttrice ! Fragile! Maneggiare con cura
: . > o :
dl Data di Produzione 2L\*' Tenere lontano dai raggi solari
[ |
g Data di Scadenza T Mantenere asciutto
LOT Numero Lotto ll Trasportare in direzione verticale
BEE Numero Catalogo /R/ lec!te di temperatura massima
(45°C)
MD Dispositivo Medico (%) Limite di umidita (20% — 80%)
20%,
Se la confezione & danneggiata non
uUDI L'identificazione unica dei dispositivi utilizzarla e consultare le istruzioni

di uso.

Non riutilizzare

969 @

Y%
N

Rappresentante Autorizzato Europeo
(Regno Unito)
= :T
il

Sterilizzato con ossido di etilene Senza lattice

Q

Non Pirogenico

X

Sistema di barriera sterile singola Solo ad uso professionale

@ Non risterilizzare

>0
@)
=]
<

Consultare le istruzioni di uso o

rivolgersi all'istruzione digitale di
eIFU Indicator uso.

Q Unico sistema di barriera sterile con
RS- l'imballaggio protettivo esterno

i

& Attenzione

Marcatura che dichiara la soddisfazione i requisiti di tutti i Regolamenti Europei Pertinenti
sui Dispositivi Medici/Normativa Europea. Il numero di cui sotto si intende del Numero
e 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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MHCTPYKLMA NO UCMONb3OBAHUIO LUMNPULLEB C UTNTAMMU ANA NOAKOMKHbIX UHBEKLUNA

Tun usgenus

LWinpuy, ¢ Mrnoi ana NOAKOMHbIX UHbEKLUUI WUrna ansa NnOAKOXHbIX MHbEKUMIA

Wnpwuy J/lyep 2-KOMNOHEHTHbIN
2 mn, 2,5 mn, 5mn, 10 mn, 20mn 14G 15G 16G

18G 19G 20G
21G 22G 23G
24G 25G 26G

Wnpuy Jlyep 3-KOMNOHEHTHbI
1mn, 2mn, 2,5 mn, 3 mn, 5 mn, 10 mn, 20 mn, 50 mn, 60 mn

LWinpuy Jlyep JIoK 3-KOMNOHEHTHbIN

1mn, 2 mn, 2,5 mn, 3 mn, 5 mn, 10 mna, 20 mn, 50 mn, 60 mn 276 296G 306G

Wnpuu ANA NOAKOMKHbBIX UHbEKLMI ¢ urno | LLinpuu, AnA NogKOMHbBIX MHbEKLUUNA C UrNoM
Tun usgenus puu 4 A u puy A4, a U

- 06bIyHanA urna - 6e3onacHasa urna
Jyep - aKCLLeHTPUK — . :
2-KOMMNOHEHTHbIi =]
= =1_N P
| = —
= = g\ N I
Jlyep - aKCLLeHTpUK .
3-KOMMNOHEHTHbIi —

Jlyep - ueHTpuueckum _
2-KOMMOHEHTHbI | = |

Jlyep - ueHTpnueckum _
3-KOMMNOHEHTHbIN =+ |

n
ALl
[
|
J
m
R N
T .
I
J

Jlyep Jlok

Llenb ucnonbsoBaHusa

MycTble, cTepunbHble OAHOPa30Bble WNAPULbLI ANA MOLKOMKHbIX VIH'beKLI,VII\/'I M3 NAaCTUKOBbIX MaTepuanoB MUCNOJIb3YHOTCA KOHEYHbIMU
I'IOTpe6MTel'IﬂMVI ana 3a6opa n BBeaeHUA )KM,CI,KOCTeﬁ nocne HanoNHeHUA. |.|JI'|pl/ILl,bI npeaHasHa4YeHbl B OCHOBHOM 414 UCNO/1Ib30BaHUA B
OTHOWEHUN OpraHM3ma 4esioBeKa. CTeplAﬂbele wnpuubl npegHasHavyeHbl 417 UCNONb30BaHNA HeNnocpeacTBeHHO Nocne UX HanoJIHEHNA U He
npeaHasHayeHbl gna gNUTe/IbHOro XpaHeHUA IEKapCTBEHHbIX CpeacTB.

LLnpuubl ¢ Urnamm gns NOLKOMKHbIX UHBEKLMIA NPUTOAHbI AR UCNONb30BaHUA C HAKOHeYHUKamu «Jlyep» B cooteeTcTeum ¢ EN ISO 80369-7.

CTepMﬂbele OgHOpa3osble WNpuubl C Urnamum gnAa NOAKOMKHbIX I/IH'beKLI,I/If;I — 3TO usgenna, ucnosbsyemble ANA BBeAEHUA MeJUUUHCKUX
npenapaTtos “ )KVILI,KOCTEVL LUI'IpMLI,bI UCNONb3YOTCA ANA BHYTPUBEHHbIX, BHYTPUMbILWEYHbIX, MOAKOXHbIX N BHYTPUKOXHbIX MH'beKLI‘Mﬁ, a TaKXe
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ana 3abopa Kposu. OHM TaKKe MO3BONAIOT M3B/EKaTb dapmaueBTMYeckue / SeKapcTBeHHble Npenapatbl U3 KOHTeWHepa WM BBOAUTL WX
nauueHTam yepes cuctemy (Hanpumep, Yepes BHYTPUBEHHbIN NOPT).

KomnoHeHTbl U3genusa

HassaHue paetanu CbipbeBo maTepuan

Unnaungp MM - noavnponuneH

MNopweHb M3 - nonnatunen, MM - noamnponuneH

Mpoknaaka M3onpeHoBbI KayvyK, 6e3 naTekca

Urna pna noaKOXKHbIX Hep:kasetow,as ctanb, SS304, MMM - noamnponuneH

WHDBEKLUMUN

Marepuan ynakosku MegamumnHckas bymara v npo3payvHas naeHKa, NPpUroaHas Ans cTepuamsaumnm
EO (egMHUYHaA ynaKoBKa)

eIFU Indicator

UHCTPYKLUMA NO UCNO/Ib30BaHUIO

BckpoliTe ynakoBKy Yepes3 OTBEPCTUE, YKa3aHHOe CTPE/IKOM.

Bu3yanbHO NpoBepbTe KOMMNIEKTHOCTb COAEPHKMMOTO U OTCYTCTBUE NMOBPENKAEHUIN YNAKOBKU.

B ynakoBKe HaxoAMTbCA WNPULL U UTNa.

Bo Bpems NoAroTOBKM K UCMO/Ib30BAHUIO AEPHKUTE LWNPUL, OLHON PYKOM, a UrNy - APYroi.

Y6eanutecb, UTO rpayMpoBOYHbIE IMHUU HA LUAVHAPE LWNPULLA XOPOLLIO YATALOTCA.

He cHUMas 3alUMTHbLIA KOMAYOK C MUIMbl, HAAEXKHO 3adUKCUPYWTE UMY Ha LWNPULUE, NPUXKAB UMY K HAKOHEYHMKY wnpuua u
NnoBepHYyB ee Mo YacoBOW CTpenkKe.

OCTOPOXKHO CHUMMUTE 3aLLUTHBIN KOIMAYOK C UT/bl, HE NOBPEaUB ee.

Ecnv Wwnpuw, ucnonb3yeTtca AN BBEAEHUSA KUAKOCTU B OPraHn3m, Habepute He0bXoaMMOe KONIMYECTBO KULKOCTU B LUNPULL,.
Onpegenvte KOIMYECTBO UCMOAb3yeMOM }KUAKOCTU NO rpalyMpoBaHHOWM LWKafe Ha wnpuue.

Y6eauTtecnb, 4To B WINpULE HET Ny3blpbKOB BO3AyXa. Ecau B luNpuue ecTb Ny3blpbKKU BO34yXa, YAINUTE UX.

Mepes UHbEKLMEN NPOBepbTE NPOXOKAEHNE NOTOKA XKUAKOCTU B LUNPULE.

BBeanuTe KUAKOCTb AN UHBEKUWUIA BHYTPUBEHHO, BHYTPUMbILEYHO, NMOAKOXKHO WM BHYTPUKOXKHO B COOTBETCTBUM C MpoLLeaypow
BBEAEeHUA.

LLInpuu, TaKkKe MOXKHO MCNONb30BaTb 414 3a60pa KPOBM C MOMOLLBIO UTAbl ANA NOAKOXKHbBIX MHBEKLMIA COOTBETCTBYHIOLLErO Pa3mepa.
C 3NeKTPOHHOW Bepcrein MHCTPYKLUKM NO UCNOAb30BaHMI0 PR.A32 MOXKHO 03HaKOMUTbLCA Ha caliTe www.setmedikal.com.tr

[Jonyck Ha rpagyMpoBaHHY0 BMECTUMOCTb LUNPULA YKa3aH B TabiunLe HUKe B COOTBETCTBMM €O cTaHaapTom EN ISO 7886-1.

HomMHanbHasA BMeCTMMOCTb LUMpULA JonycK Ha rpasyMpoBaHHyto
V*, (ml) BMECTUMOCTb (%)

1<v<3 15

5<V<60 4

V*. 06bem

LleneBas rpynna naumMeHTOB

YcTaHOBAEHHbIX OFpaHMHEHMVI B OTHOLWEHUU rpynnbl NAUMEHTOB HE UMEETCA.

LleneBble nonb3oBaTenu

MeanuMHCKMIA NnepcoHan

OnucaHune yCTpOﬁCTB, npegHasHa4eHHbIX AN Ucnosyib3oBaHuUA € nsgenvem

N3penvie npuroaHo AN UCNosib3oBaHuUA ¢ coeguHuTensmm B cootsetcTeum ¢ “EN I1ISO 80369-7 CoeaMHUTENM MA/IOTO AMAMETPA A KULKOCTEN
M ras’os, UCMOJib3yemble B 34paBOOXpaHeHMM — YacTb 7: YacTHble TpeboBaHMA K COeAMHUTENSIM BHYTPUCOCYAWUCTOTO MM MOAKOMKHOIo
npumeHeHums".
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Moka3aHusa

Linpuupl ¢ Urnamm ana NOAKOXKHbIX MHBEKUWUIA ABAAIOTCA U3LENNAMU, UCMONb3YEMbIMU A4 BBEAEHUA MeAMULMHCKMX NpenapaTos v 3abopa
*)uarocten. CpoK roagHOCTU U3aenns cocTasnset 5 ner.

npOTVI BOnokKa3aHusA

LWnpuupl ¢ urnamm gna NOAKOMKHbLIX MHBEKUMIA He [OO/KHbI MCMOAb30BaTbca 6osee yem Ans oAHOro naumeHTa. Uspenve moxkeT 6biTb
MCMO/Ib30BaHO B CTEPUIBHOM COCTOAHWW OAHOPA30BO ANS OAHOrO NaumeHTa. OYMCTKA MAM MOBTOPHasA CTepuaM3auua He Aonyckaetcs. He
npegHasHayeHbl 410 UCNOb30BAHMA HE MO HazHayYeHuto. MNocne UCNoNb30BaHWA YTUANZUPYITE KaK MegULMHCKME OTX0ApbI.

& MpeaynpexxaeHua

e  He ucnonbsyiTe n3genmne c NOBPEXAEHHOW UM BCKPLITON YNaKOBKOW.

e Bu3syanbHO NpoBepbTe KOMMNEKTHOCTb YNAKOBKM U OTCYTCTBUE NOBPEXKAEHUN.

e He ucnonb3yite nsgenve nocie UCTeYEHUA CPOKa rOAHOCTH, YKa3aHHOrO Ha ynaKoBKe.

e Ec/nv cTepuabHYO YNaKoBKY BCKPbITh M HE MCMO/Ib30BaTb CPa3y, BO3HMKAET PUCK 3apaykeHus. ECM CTepUNbHOCTb U3AEANA HE MOXKET
6bITb COXpaHEHa, He UCNOAb3YiiTe ero.

e [lpu BCKPbITUK CTEPUNBLHOWN BapbepHOI cUCTEMbI (YNaKOBKM) Urna BBOAMTCA 6e3 0KUAAHWA B COOTBETCTBMM C NPaBUAAMM acenTUKM.

e [lepep vcnonb3oBaHuem ybeamnTech, YTO Ura ANA NOAKOXKHbBIX MHBEKLMI He 3aKyNopeHa 1 NOTOK KPOBU He 3aTpyAHEH.

e [locne TOro Kak NekapcTBo HabpaHo B WNpUL, ero ciaefyeT UCNO/b30BaTb B TeyeHWe He 6osee 60 MUHYT C HageTbiM Ha Uray
KOMIMaYKoM.

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

e [locne MHBbEKLUM UK 3a60pa KUAKOCTU YTUAUSUPYITE U3AENNe KaK MeAULMHCKME OTXO4bI.

e  i3penve npegHasHayeHO TONbKO AR OAHOKPATHOrO MCMOAb30BaHWUA U HE NOAJEXKUT MOBTOPHOMY NPUMEHEHWUIO WM NOBTOPHOM
cTepuansaumu.

e  He npuKacanTtecb K Urne Bo n3bexaHne pucka yKanblBaHUA U 3apaxeHus. MonagaHne 3apaskeHHOM UI/bl B KOXKY MOXKET NPUBECTU K
renatuty, CMIUAy v APYrMM M3BECTHbIM/HEN3BECTHbIM 3a601EBaHNAM.

e [lOBTOPHOE UCMO/b30BaHNE U3LENNSA MOMKET MPUBECTU K MHDEKLUAM, MEPEKPECTHOMY 3aPaXKEHMIO U Cencucy.

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

e [lpM NpUMEHEHUU CcnenyeT yyuTbiBaTb MOKasaTesn B Tabauue AONycka Ha rpagyvMpoBaHHYlO BMECTMMOCTb, MPUBEAEHHOW B
MHCTPYKLMM NO NPUMEHEHMUIO.

KoHdurypaumm urn ansa noaKoXXHbIX MHbEKLUA

KoHdurypaumm urn

Pasmep 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
bneagH TeMHo- TemMH
o- CuHe- . Poso Kpemo XKentbl YepHbl o- duone OpaHx |KopuuH . Kpac XKent
LiBeT . Benbin . . . 3eneH ~ N M . Cepbitt o o
3eneH cepbli BbI BbIV ] i " CUHU TOBbIN eBbIN eBbIN HbIN bIA
bIA "
1 11/4” 1" 1" 11/2” 11/2” 5/8” 11/4” 1" n 1" 11/2” 1/2”
OnnHa ” ”
Al 11/47 | 1 11/2 | 1172 172 2 172
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2 1/2 1 1 1/2"

YcnoBusi xpaHeHUs

e XpaHuUTb Npu TemnepaType OKpy:Katowwel cpeapl He Bbilwe 45°C.
e 3alWMLaTb OT NPAMbIX COMTHEYHbIX y4ei 1 BNAXKHON cpeabl.

e XpaHUTb, PacnoioKMB KOPOBKyY B HanpaBAeHUU CTPEKMN.

e CknagbiaTth He 6onee NATM KOPOBOK Apyr Ha Apyre.

e  CpoK rogHOCTU NPOAYKTa COCTaBNAET 5 feT.
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KOMI'IaHI/IFI-I'IpOI/I3BO,EI,I/ITeJ'Ib

-

Xpynkoe usgenue, obpatiartses
OCTOPOXHO

[ata nponsBoactea

z
~

\/
)/>/'\

Bbepeyb OT conHe4vHoro ceeta

LR

[lata ncreuyeHns cpoka rogqHoCTH

)

XpaHnTb B CyXOM MecTe

LOT

Homep naptun

—
[ 3

lNepemellaTtb BEpTUKANbHO

REF

Howmep no katanory

25'C

—

BepxHuii npegen temnepatypbl
(45°C)

MeauumHckoe nsgenve

2

®

OrpaHunyeHne BnaxHocTtn (20 —
80%)

YHuKanbHbl naeHTudmkaTop n3genus

He ncnonb3yinTte, ecnv ynakoBka
noepexaeHa, n obpaTmuTecs K
WMHCTPYKLIMM NO UCMONb30BaHWI0

YNOMHOMOYEHHBIN NpeacTaBUTENb B
EBponelickom coobLiecTBe
(BenvkobputaHus)

He ucnonb3oBaTtb NOBTOPHO

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

060 ©|

%
N\

He copgepxuTt naTtekca

He cTepunn3oBaTtb NOBTOPHO

X

HenuporeHHbIN

EAQuHCTBEHHAs cTepurbHas
BapbepHasi cuctema

o
=1
~Z

Tornbko aAnga npodeccnoHanbHoOro
MCnosib30BaHuUs

-----

EavHcTBEHHas cTepunbHas
H6apbepHasi cuctema c 3aLUTHOM
YNakoBKOW CHapyxwu

i

elFU Indicator

Cwm. MHCTPYKUHUIO NO
MCNoNb30BaHNIO UINMN O6paTVITer K
SJ'IeKTpOHHOIZ MHCTPYKUMK No
MCnosnb30BaHUO

BHumaHue

3Hak cooTBETCTBMSA TpeboBaHMAM BCeX cooTBeTCTBYLWMX dnpektue EC no
MeANUMHCKNM n3genuam / EBponenckoro saakoHogaTenbCcTea
Homep, ykasaHHbI BHU3Y, ABASETCA HOMEPOM HOTUULNPOBAHHOIO opraHa

MecTto npou3BoacTBa

AKuUMoHepHan KomnaHua «CeT Meaukan CaHaiim Be TugkapeT A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Apnpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typuus)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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Tun Bupoby

Lnpuy, 3 rosikoto AN NiAWKipHUX iH' ekl Fonka anA NigWKipHUX iH'eKLN

Winpuy Jlyep 2-KOMNOHEHTHUI1
2mn, 2,5mn, 5mn, 10 mn, 20mn 14G 15G 16G

18G 19G 20G
21G 22G 23G
24G 25G 26G

Winpuy Jlyep 3-KOMNOHEHTHUI1
1mn, 2 mn, 2,5 mn, 3 mn, 5 mn, 10 mn, 20 mn, 50 mn, 60 mn

Wnpuy lyep JIok 3-KOMNOHEHTHUI 276G 20G 30G
1mn, 2 mn, 2,5 mn, 3 mn, 5 mn, 10 mn, 20 mn, 50 mn, 60 mn

S LWnpuy, gna nigKipHUX iH'eKwiii 3 ronkolo - | Lnpuy ana niawkipHux iH'ekuin 3 ronkoto -

3BUYaliHa rosika

6e3neyHa roska

Jlyep - EkcueHTpuk

C= =T
2-KOMMOHEHTHUMN L
s — /" § n
I—J‘I [ ~__J
o P N
; = =

Jlyep - EKcueHTpuK 7
3-KOMMNOHEHTHUMN L

|

Jlyep — LeHTpUYHUMn )
2-KOMMOHEHTHMM T |

Jlyep — LeHTpUUYHUN
3-KOMMOHEHTHUM

M
JLL
[
I
J L
Il
AL
[
J

Nyep Jlok

MeTa BUKOPUCTAHHA

MOpPOXKHI, CTePUbHI OAHOPA30BI WNPULM ANA NIAWKIPHUX iH'EKLIM i3 NNACTUKOBUX MaTepianis BUKOPUCTOBYIOTbCA KiHLLEBMMM CMOMXKMBaAYaMM
ANnA 3abopy Ta BBeAEHHA PiAMH MNicnA HanoBHeHHA. LUnpuuu npusHayeHi B OCHOBHOMY AN BUKOPUCTAHHA Y BiAHOLWEHHI A0 OpraHiamy
NoanHn. CTepubHi LWINPULM NPU3HAYeHi 419 BUKOPUCTAHHA 6e3nocepeaHbo MNicaa iX HANOBHEHHSA | HE NPU3HaYeHi A1a TpuBanoro 3bepiraHHA
NiKapCbKMX 3acobis.

LWnpuum 3 ronkamum gas NigwkipHUX iH'eKLiN NpuaaTHi 414 BUKOPUCTaHHA 3 HaKoHeYHUKamm "Jlyep" BignosigHo ao EN ISO 80369-7.

CTepunbHi 04HOPA30BI WNPULM 3 TONIKAaMW A5 NiAWKIPHAUX iH'EKLiIA — Lie BUPOOW, AKi BUKOPUCTOBYIOTb A1 BBEAEHHA MEeANYHUX Npenaparis i
piavH. LUNpMLM BUKOPUCTOBYIOTLCA ANS BHYTPILUHBOBEHHUX, BHYTPILLHbOM'A30BUX, NiAWKIPHUX i BHYTPILHbOLWKIPHWUX iH'e€KLiN, Ta ans 3abopy
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KpoBi. BOHM TakoX AaloTb 3Mory HabupaTt dapmaueBTUYHI/NiKapcbKi NMpenapaT 3 KOHTeHepa i BBOAUTM iX MaujieHTam yepes cuctemy

(Hanpuknag, yepes BHYTPILUHbOBEHHWUI NOPT).

KomnoHeHTH BUpoby

Hassa gerani CMPOBUHHMIA MaTepian

Uuninap NN - noninponinex

MNopweHb MNE - nonietnnen, MM - noninponinex

Mpoknaaka I3onpeHoBUit Kayuyk, 6e3 natekcy

Fonka ana niawkKipHUX Hep:kagitoya ctanb, SS304, MMM - noninponinex

iH'eKLiN

Marepian ynakoBKku MeamyHuit nanip i npo3opa nniska, NnpuaaTHa Ana ctepunisadii EO
(oAMHMYHA yNaKoBKa)

eIFU Indicator

IHCTPYKLIiAA 3 BAKOPUCTaAHHA

Po3KpuitTe ynakoBKy Yepes OTBip, BKa3aHWUI CTPINKOIO.

BisyanbHO nepeBipTe KOMMIEKTHICTb BMICTY Ta BiCYTHICTb MOLWKOAMKEHb YNAKOBKM.

YnaKoBKa MICTUTb LWIMNPUL, Ta FONKY.

Mif vac NiaroToBKM [0 BUKOPUCTAHHA TPUMAWTE WNPUL, OAHIEI PYKOIO, @ FO/IKY - iHLIOO.

MNepeKkoHanMTecs, L0 MOXKHA YiTKO NPOYMTaTH rpafytoBaibHi MiHIl Ha UMAIHAPI Wnpuua.

He 3HiMatoum 3axMCHUIA KOBNAYOK 3 FOJIKM, HaLiMHO 3adikcyiTe roNKy Ha WnpuLi, NPUTUCHYBLUM FONKY A0 HAaKOHEYHWKa Wwnpuua i
noBepHYBLUM ii 32 FTO4MHHUKOBOLO CTPINIKOIO.

O6eperkHO 3HIMITb 3aXMCHUI KOBMAYOK 3 FO/IKM, He NOWKOAMBLUM ii.

AKLLO WNpWL, BUKOPUCTOBYETLCA A/1A BBEAEHHA PiANHM B OpraHiam, HabepiTb HeobXiaHY KiNbKicTb pignHK y wnpuu,.

BM3HauTe KiNbKiCTb BUKOPUCTOBYBAHOI PiAMHM 33 rPayMOBaHOO LUKAMOK HA WNPUL.

MepeKoHanTeca, WO y WNpULLi HeMAE NOBITPAHMX Bynbballok. AKLWO y Wnpuui € 6ynbbalKku NOBITPA, BUAANITH iX.

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

BBeaiTb pignMHy AnA iH'eKLi BHYTPILLHBOBEHHO, BHYTPILHBOM'A30B0, NiALWKiIPHO abo BHYTPILIHBOLWKIPHO BiANOBIAHO A0 Npoleaypu
BBEAEHHA.

LLInpuu, TaKOXK MOXKHA BUKOPUCTOBYBATM A/1a 3a60py KPOBI 32 LONOMOTOHO FONKM ANA NiALWKIPHMX iH'€KLN BignosigHOrO po3mipy.

3 eIeKTPOHHOIO BEPCIEID IHCTPYKLT 3 BUKOpUCTaHHA PR.A32 MOYKHa 03HalMoMUTUCA Ha caiTi www.setmedikal.com.tr

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

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

V*. 06'em

LlinboBa rpyna nauieHTiB

BcTaHOBEHUX 06MENKEHD LLOAO Py NaLieHTIB HEMAE.

LinboBi kopucTyBaui

MeauyHuin nepcoHan

Onuc npucTpoiB, NpU3Ha4YeHUX ANA BUKOPUCTAHHS 3 BUPOOOM

Bupi6 npupaTHUin ana BMKOPUCTaHHA 3i 3'egHyBadyamum BignosigHo ao "EN ISO 80369-7 3'eaHyBayi masoro Aiametpa Ana piguvH i rasis, siki
BMKOPWCTOBYHOTBLCA B OXOPOHIi 340p0B's - YacTnHa 7: YacTKoBi BUMOTM [0 3'€QHYBaYiB BHYTPILWHbOCYAMHHOrO abo MifWwKipHOro 3actocyBaHHaA".
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Moka3aHHA

LWnprum 3 ronkamm ana NigwKipHUX iH'ekuii € BUpobamu, W0 BUKOPUCTOBYIOTLCA AN BBEAEHHA MeANYHUX Npenaparis i 3abopy piguH. TepmiH
NpMAaTHOCTI BUPOBY CTaHOBUTL 5 PoKiB.

I'IpOTunoxasaH HA

Wnpuuy 3 ronkamu A8 NIAWKIPHMX iH'EKWiA He MOBWMHHI BMKOPUCTOBYBATUCA BiNbll HiXX ANA OA4HOrO NaujieHTa. Bupib moxke 6ytn
BMKOPUCTAHUIN Y CTEPUNbHOMY CTaHi OAHOPA30OBO ANA OAHOrO naujieHTa. OunweHHs abo MOBTOPHA CTepuAisauia He AOonycKaetbcA. He
Npu3HaYeHi 417 BUKOPUCTAHHA He 32 NPU3HAYEHHAM. MMicna BUKOPUCTAHHA YTUANI3ylTe AK MeuyHi Bigxoau.

& MonepemkeHHs

e He BuKopucToByiTe BUPi6 3 NOLWKOAKEHOK abo PO3KPUTOID YNAKOBKOIO.

e  BisyanbHO nepesipTe KOMMJIEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAXEHb.

e He BuKopucToByiTe BMPib NicaA 3akiHYEHHA TePMiHY NPUAATHOCTI, 3a3HAYEHOro Ha YNaKoBL,.

e AKWO CTEPUNbHY YNAKOBKY PO3KPUTU | HE BUKOPWUCTATK Bifpasy, BUHUKAE PU3MK 3apaKeHHA. AKLO CTEPUbHICTb BUPOBY He MoKe
6yTn 36epekeHa, He BUKOPUCTOBYIATE Moro.

e [licna BiAKpUTTA CTepUNbHOI Bap'epHOT cucTeMM (YNaKOBKM) ronky BBOAATb, HE YeKatou, BiANOBIAHO A0 NPaBUA aCENTUKM.

o [lepes BUKOPUCTAHHAM NepPEKOHANTECS, WO roJika A1 NiWKIPHUX iH' €KL/ He 3aKynopeHa i NOTiK KPOBi He YCKNa4HEHO.

e [licna Toro, AK NiKapcbKuii 3acib6 HabpaHo y WnpuL, KOro cAig, BUKOPUCTATH NPOTATOM MakcUMyM 60 XBUAUH i3 3aKPUTUM KOBMAYKOM.

e AKWoO AnA npenapaTy, WO BBOAWTLCA 33 AOMOMOrOH LUMNPULA, € CrelianbHe 3acTepelKeHHA, MOro cnif BpaxosysBaTW Mif 4ac
3aCTOCYBaHHA.

e [licna iH'ekuii abo 3abopy pianHM yTUnisyiTe BUpib AK meanyHi Bigxoau.

e Bupib npu3HauyeHU TiNbKKN ANA 0A4HOPA30BOro BUKOPUCTAHHA i He NigNArae NOBTOPHOMY 3aCTOCYBaHHIO abo NOBTOPHIl cTepuisadii.

e He TopKaWTeca ro/iku, Wob YHUKHYTU PU3NKY YKOMOBAHHA Ta 3apaKeHHA. MoTpanaaHHA 3aparKeHoi oK1 B LUKIPY MOXKe Npu3BecTu
0o renatuty, CHIQy Ta iHWKMX BiAOMMX/HEBIAOMMUX 3aXBOPIOBaHb.

e [loBTOpPHE BMKOPUCTaHHA BUPOBY MOKe NpuU3BeCTU A0 iHOEKLiN, NnepexpecHOro 3apaxKeHHs Ta cencucy.

e [IpM BUHWUKHEHHI cepiio3HUX NobivyHNxX edekTiB HeobXiAHO NOBIAOMUTH BUPOOHMKA Ta KOMMNETEHTHMIA OpraH.

e [lig yac 3acTocyBaHHA CNif, BPaxoBYBaTWM MNOKAa3HWKWM B Tabauui AOMNycKy Ha rpagyroBaHy MICTKICTb, HafaHi B iHCTpyKLUii i3
3aCTOCYBaHHA.

KoHdirypauii ronok ana nigwkipHux iH'ekuin

KoHdirypauii ronok

Poamip 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. Bripo- CuHbO- - Pox Kpemo KoBTun TemHo- YopHu TemH dionetr | OpaHx |KopuuH N Yeps JKosT
Konip 3eMeHun - Binun N . . 3eMeHn o o- N N . Cipun o .
o cipun eBul BUW n . " . 0oBUMA eBbll eBun OHUI un
n " CUHIN
1 11/4” 1" 1" 11/2” 11/2” 5/8” 11/4” 1" n 1" 11/2” 1/2”
[oBXuH " ”
a ronku 11/4” 1 11/2” | 11/2” 1/2 > 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2” 1/2 1" 1" 1/2”

YmoBwu 36epiraHHsA

36epiraT Npy TemnepaTypi HABKOIMLLIHLOTO cepesoBuLLa He Bule 45°C.
3axuLLaTh Big, NPAMMX COHAYHUX MPOMEHIB | BONOTOro cepesoBumLLa.
36epiraTu, po3TallyBaBLUM KOPOOKY B HANPAMKY CTPISIKU.

CKnagaTtv He binblue N'aTM KOPObOK OAHA Ha OAHIN.

e  TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTbL 5 pOKiB.
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KomnaHisi-BMpoBHuK

Kpuxknii Bupi6, noBoamntumcs
obepexHo

[aTa BnpobHMuTBa

Bepertu Big COHAYHOrO CBiTNA

LR

[aTa 3akiH4eHHA TepMiHy NpuaaTHOCTI

36epiratn B cyxomy Micui

LOT

Homep naprii

MNepemiwaTtn BEPTUKaNbHO

REF

Homep 3a katanorom

1
i
a

BepxHst mexxa Temnepatypu (45°C)

MeanyHuin Bupi6

n
]
3
E@
®

O6mexeHHs BonorocTi (20 - 80%)

YHikanbHUN igeHTndikatop BUpoby

He BukopucTOBYITE, SKLLO YNaKOBKa

OKUCY ETUIIEHY

He cTepunisayBaTi NOBTOPHO

uUDI @ MOLLKOPKEHA, | 3BEPHITbCA A0
iHCTPYKLUIT 3 BAKOPUCTaHHSA
YNoBHOBaXXeHW NPeaCTaBHUK Y He BrKopucToByBaT MOBTOPHO
€BponencbkoMy CniBTOBapUCTBI ®
(BenvkobpuTaHis)
Ererm Bl | CTEPVINI30BaHO 3 BUKOPUCTAHHAM Qarex) He micTuTb natekcy
s i \'I

HeniporeHHui

€aunHa ctepunbHa 6ap'epHa cuctema

0
&)
2
<

Tinbkn gns npodeciiHoro
BMKOPWUCTaHHSA

-----

€auHa ctepunbHa 6ap'epHa cuctema i3

3aXUCHOK YNaKOBKOK 30BHi
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elFU Indicator

[uB. iIHCTPYKLUIitO 3 BUKOPUCTaAHHSA
abo 3BEpPHITLCS A0 eNEKTPOHHOI
iHCTPYKLUIiT 3 BAKOPUCTaHHS

YBara

mar

3Hak BignoBIigHOCTI BUMOram ycix BignosigHux Oupektue €C wono megnyHmx Bupoois /

eBDOHeIZCbKOFO 3aKoOHO4aBCTBa

Howmep, 3a3HayeHnin BHU3Y, € HOMEPOM HOTMAIKOBAHOIO OpraHy

Micue BupoGHMLTBA

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
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Uriin Tipi
Hipodermik igneli Siringa Hipodermik igne
Luer 2 parga Siringa —_
2ml,2,5ml,5ml, 10 ml, 20ml | 146 156G 166 | res1=. =
18G 19G 20G
Luer 3 parca $iringa 21G 22G 23G 2 _
iml,2ml,2,5ml,3ml,5ml, | 24G 25G 266 | | = I =1« [ -
10 ml, 20 ml, 50 ml, 60 ml 27G 29G 30G - = - :
Luer Lock 3 parga Siringa
1ml,2ml, 2,5ml,3ml,5ml, (== '"ic
10 ml, 20 ml, 50 ml, 60 ml i

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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 igcinde muhafaza etmesi amaglanmamistir.

Hipodermik igneli siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Grlnler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt igine enjeksiyon yapma ve damardan kan almak igin kullanilir. Ayrica, farmasétik/ilaglari kabindan aspire ederek hastalara
sistemler araciligiyla (6rn. intravendz (1V) port tizerinden) uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, 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 gdsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji siringa ve igne ile birlikte saglanir.

Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.

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

e ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat ydniinde 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.

PR.A32 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.
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Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

“EN ISO 80369-7

Endikasyon

Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiigtik capli baglanti elemanlari — Bolim 7: Damar igi veya hipodermik
uygulamalar igin baglanti elemanlari” baglanti konnektorleri ile kullanima uygundur.

Sayfa No/Page No: 2 /24

Hipodermik igneli siringalar tibbi Griinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.

Kontrendikasyon

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

ediniz.

& Uyarilar

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 énce, hipodermik ignenin tikanmadigi ve akisin engellenmedigini kontrol ediniz.

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

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

Batma ve kontaminasyon riskini dnlemek icin igneye dokunmayiniz. Kontamine bir ignenin deriye batmasi hepatit, AIDS ve

bilinen/bilinmeyen baska hastaliklara yol agabilir.
Steril ambalaj agildiktan hemen sonra kullaniimazsa kontaminasyon riski vardir. Uriin sterilitesi korunamaz, Giriinii kullanmayin.
Uriiniin tekrar kullanilmasi enfeksiyonlara, capraz kontaminasyona ve sepsise neden olabilir.

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

Depolama Kosullari

45°C'yi agmayan ortam sicaklig§inda muhafaza ediniz.
Dogrudan glines 1sigindan ve nemli ortamdan koruyun.

Kutuyu ok yoniinde yerlestirerek muhafaza edin.

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

Hipodermik igne Konfigiirasyonlan

igne Konfigiirasyonlari

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

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

Uzunlug 11/4” 11/2” 1 ; 1/2” > 1/2”

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

1 1/2;; 1" 1" 1/2»
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Kullanilan Sembollerin Agiklamasi
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Uretici Firma ! Kirilgan. dikkatli tutun

. D

Uretim Tarihi "ZL\“‘ Gunes 1si1gindan uzak tutun
)

SIS

Son Kullanma Tarihi

Kuru tutun

LOT Lot Numarasi |l Dikey olarak hareket ettir

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

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

upI Benzersiz cihaz tanimlayici kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize
edilmistir

§69 @

%
Q

Lateks icermez

Tekrar sterilize etmeyin

X

Pirojenik olmayan

Tekli steril bariyer sistemi

@]
=]
<

Yalnizca Profesyonel Kullanim

===

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

[ 1]

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

Dikkat

2797

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini kargilamaya

yonelik isaret

Altta gorintilenen numara Onaylanmis Kurulug Numarasidir

Uretim Yeri

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

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

Product Type
Hypodermic Syringe With Hypodermic Syringe
Needle
Luer 2 parts Syringe =
2ml,2,5ml,5ml, 10 ml, 20ml | 14G 15G 16G | [ = T — E——==

18G 19G 20G

21G 22G 23G - I:4 | r——r [ -
26G | =L — — ' T

Luer 3 parts Syringe
1ml,2ml,25ml,3ml 5ml,

10 ml, 20 ml, 50 ml, 60 ml 24G 25G
Luer Lock 3 parts Syringe 27G 29G 30G _
1ml,2ml, 2,5ml,3ml,5ml, =

10 ml, 20 ml, 50 ml, 60 ml o

Intended Use

Hypodermic Syringes, 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.

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

Sterile single use hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids
to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (IV)
port).

Product Components

Name Raw material
Barrel PP — Polypropylene
Plunger PE —Polyethylene, 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)

L2 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.A32 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

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink | Cream | Yellow Deep Black Deep Purple Orang Brown Medium Red vello
Green Grey Green Blue e Grey w
1|l 1 1/4// lll 1|| 1 1/2/1 1 1/2)/ 5/811 1 1/4// 1Il 1 " 1Il 1 1/2» 1/2//
Needle ” "
Length 11/4” | 1 11/2" | 1172 1/2 2 1/2
11/2” | 11/2” L1 1" 11/4” | 11/4” | 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”

Storage Conditions

e  Store at ambient temperature not exceeding 45°C.

e  Keep it away from direct sunlight and moist environment.

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

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

Manufacturer ! Fragile. Handle with care

Date of manufacture Keep away from sunlight

S
%

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
Do not reuse
Kingdom)

European Community (United
|

§6 ©

7
A

e IEEE=EN | Sterilized using ethylene oxide Latex free

X

Non-pyrogenic

@ Do not resterilize

Single sterile barrier system

o
=1
=

Professional Use Only

O Single sterile barrier system with Uﬂ Consult instruction for use or
74 protective packaging outside T consult electronic instruction for use
& Caution
Marking for meeting the requirements of all relevant European Medical Device
c Directives/European Legislation
2797 The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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INSTRUCCIONES DE USO DE LA JERINGA HIPODERMICA CON AGUJA
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Tipo de Producto

Jeringa Hipodérmica con Aguja Hipodérmica

Aguja

Jeringa de 2 piezas con Punta

Luer 14G 15G 16G e .
2ml, 2,5ml, 5 ml, 10 ml, 18G 19G 206 | [ === Il E——
20ml 21G 22G 23G

Jeringa de 3 piezas con Punta | 24G 25G 26G

Luer 27G 29G 30G I% | r=—v [E e
1ml,2ml, 2,5ml,3ml5ml, = =1 = D n

10 ml, 20 ml, 50 ml, 60 ml

Jeringa de 3 piezas con Punta
Luer Lock —_— ﬁc ‘
1ml,2ml,2,5ml,3ml,5ml, - 7
10 ml, 20 ml, 50 ml, 60 ml

Propdsito del Uso

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

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

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

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno
Piston PE — Polietileno, PP — Polipropileno
Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica

Acero inoxidable, S5304, 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

o 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.

El embalaje del producto contiene una jeringa y una aguja.

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

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

Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girandola 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 Aseglrese 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, subcutanea o intercutanea de acuerdo con el tratamiento de aplicacidn.
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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.A32 en el sitio web, www.setmedikal.com.tr

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

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

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

Indicacion

Las jeringas hipodérmicas con agujas son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5
afios.

Contraindicacion

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

& Advertencias

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

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

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

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

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

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

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

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

e Lareutilizacion del producto puede provocar infecciones, contaminacién cruzada y septicemia.

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

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

Condiciones de Almacenamiento

Almacenar a temperatura ambiente que no exceda los 45°C.
Proteja de la luz solar directa y del ambiente humedo.
Coloque y mantenga la caja en la direccion de la flecha.

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

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

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

Color V?Iide Gris Blanco Rosa Crema Amaril Verde Negro oscur Morad Naranj Marrén Gris Rojo Amaril
palido azulado do o oscuro o o a lo

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

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

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

11/2" 1/2 1 1 1/2”
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Fabricante

-

Fragil. Tratar con cuidado

Fecha de produccién

\
ZN

Mantener alejado de la luz solar

Fecha de vencimiento

"o
N

Mantener seco

Cadigo de lote

—
—

Mover verticalmente

Numero de catdlogo

>3

Limite superior de temperatura (45 °C)

Dispositivo médico

F

&),

n
S
=

Limitacion 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

60 ©

%
Q

No contiene latex

No re esterilizar

S

No pirogénico

Sistema de barrera estéril Unico

@]
=]
<

Solo para uso profesional

-----

El sistema de barrera estéril inico con embalaje
protector exterior

[ ]3]

elFU Indicator

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

Atencién

2797

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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Seringue avec laiguille
hypodermique

Aiguille hypodermique

Seringue Luer 2 pieces 14G 15G 16G —

2ml, 2,5ml, 5ml, 10 ml, 18G 19G 206G S ' —

20m| 21G 22G 23G - -

Seringue Luer 3 piéces 24G 25G 26G 2 _
1m,2ml25ml,3m,5ml |276 296 30G | . I == E

10 ml, 20 ml, 50 ml, 60 ml = B
Seringue Luer Lock 3 piéces
1ml,2ml, 2,5ml,3ml,5ml, == ‘,—c B
10 ml, 20 ml, 50 ml, 60 ml :

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides, 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 l'intérieur.

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

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

Composants du produit

Nom de la piece

Matiere premiere

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

Aiguille hypodermique

Acier inoxydable, SS304, PP — Polypropylene

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

Consignes d’utilisation

eIFU Indicator

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

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

e L’emballage du produit est livré avec la seringue et I'aiguille.

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

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

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

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

e  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.

e  Sassurer que la seringue ne contient pas de bulles d’air. S'il existe des bulles d’air dans la seringue, les éliminer obligatoirement.

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

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

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

e Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A32, 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 avec l'aiguille hypodermique sont des appareils utilisés pour I'application des produits et fluides médicaux. La durée de
conservation du produit est de 5 ans.

Contre-indication

La seringue avec l'aiguille hypodermique n’est pas utilisée sur plus d’un patient. Le produit ne peut étre utilisé qu’une fois seule en état stérilisé
sur un seul patient. On ne peut procéder au nettoyage ou stérilisation a nouveau. Le produit n’est pas congu pour étre utilisé dans un but en
dehors de celui auquel il est destiné. 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 l'utilisation, vérifier si I'aiguille hypodermique n’est pas bouchée et le coulage du fluide n’est pas empéché.

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

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

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

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

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

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

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

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.
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.

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

D'";i”s' 14G 15G 166 | 186 | 196 20G 21G 22G | 236 | 24G | 256 | 26G | 27G | 29G | 30G
Couleur Vert Bleu Blanc Rose | Créeme Jaune Vert Noir Bleu Pourpr | Orang |Chatain| Gris Roug | Jaun
pale gris foncé foncé e e e e
Longueu 1 11/4 1 1 11/2 11/2 5/8 11/4 1 1" 1 11/2 1/2
rde 1 1/4» 1 1 1/2,, 1 1/2,, 1/2” v 1/2»
laiguille 11/2” 11/2” . | 1" 1" 11/4” | 11/4” 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”




9 SEeT Menidal

HIPODERMIK IGNELI SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Dok./Doc.No: PR.A32 Tarih/Date: 22.04.2024 Rev.No: 9

Explication des symboles utilisés

Sayfa No/Page No: 12 /24

Date d’expiration

Tenir sec

d Fabricant Fragile, tenir attentivement
N4
dl Date de fabrication -7 \“' Tenir écarté des rayons solaires
]
S
g L

LOT Numéro de lot Faire bouger en état vertical
e Limite supérieure de la température
Numéro de catalogue
REF g /H/ (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

J69 @

7
A

Ne contient pas de latex

Ne pas stériliser a nouveau

X

Non pyrogene

Systeme de barriére stérilisée simple

o
=1
~

Uniquement utilisation professionnelle

===

.....

Systéme de barriére stérilisée simple muni

d’emballage protecteur a I'extérieur

[ ]3]

elFU Indicator

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

Attention

79T

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp

Hypodermische Spritze mit
Nadel

Hypodermische Nadel

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

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

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

Sayfa No/Page No: 13 /24

14G 15G 16G <
18G 19G 206 | == = I E—————
21G 22G 23G -
246G 25G 6 | I: ==
27G 29G 36 | —m)3)_L ="

Verwendungszweck

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

langeren Zeitraum in sich aufzubewahren.

Hypodermische Spritzen mit Nadel sind fur die Verwendung mit Luer-Anschlussverbindern gemaf Norm EN ISO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen mit Nadel sind Gerate, die fiir die Anwendung medizinischer Produkte und Fliissigkeiten dienen.
Die Spritzen werden fir intravendse, intramuskulare, subkutane und intrakutane Injektionen sowie fiir die intravendse Blutentnahme
verwendet. Darliber hinaus dient das Produkt dazu, Pharmazeutika/Arzneimittel aus dem Behalter anzusaugen und mittels Systemen (z.

B. Uiber einen intravendsen (1V)-Anschluss) dem Patienten zu verabreichen

Produktkomponenten

Teilbezeichnung

Rohstoff

Zylinder PP — Polypropylen
Kolben PE — Polyethylen, 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)

eIFU Indicator

Gebrauchsanweisung

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

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

Die Produktverpackung enthalt eine Spritze und eine 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.

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

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

Soll mit der Spritze in den Korper Flussigkeit injiziert werden, saugen Sie die benétigte Menge an Flissigkeit in die Spritze.
Stellen Sie sicher, dass die Spritze keine Luftblasen enthalt. Befinden sich in der Spritze Luftblasen, diese unbedingt entfernen.
Prifen Sie vor der Injektion, ob ein Flussigkeitsfluss in der Spritze gewdhrleistet ist.

Injizieren Sie die Injektionsfliissigkeit entsprechend der Anwendungsvorschrift intravends, intramuskular, subkutan oder intrakutan.
Die Spritze kann mit einer Injektionsnadel geeigneter GroRe auch zum Ansaugen von Blut verwendet werden.

Die elektronische Version der PR.A32 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.
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Patientenzielgruppe

Es bestehen keine Einschrankungen fir die Patientenpopulation.
Benutzerzielgruppe

Gesundheitspersonal

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

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

Indikation

Hypodermische Spritzen mit Nadel sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit
des Produkts betragt 5 Jahre

Kontraindikation

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

& Hinweise

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

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

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

e 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.

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

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

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

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

Lagerbedingungen

* Bei Umgebungstemperatur von max. 45 °C lagern.

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

e Maximal finf Kartons ibereinander lagern.

Die Haltbarkeit des Produkts betragt 5 Jahre.

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abr:ZSS“ 14G 15G 16G 18G 196 206G 216 226 236 24G 256 266 276 29G 306
Farbe Hellgrin Blau- Weifly Rosa Creme Gelb Dur]kelg Schwar Dunke Lila Orange Braun Grau Rot Gelb
Grau rin z Iblau

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

Nadellang ” ”

. 11/4” . 11/2” 11/2" 1/2 o 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2” 1/2 " " 12
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Erlduterungen verwendeter Symbole
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d Hersteller Zerbrechlich. Vorsichtig halten
e

dl Produktionsdatum ZL\? Vor Sonneneinstrahlung schiitzen
)

g Verfalldatum T‘ Y Trocken halten

LOT Lot-Nummer ll Vertikal bewegen

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

Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% -
80%)

Eindeutige Produktidentifizierung

Nicht verwenden, wenn
Packung beschadigt

EU-Bevollméachtigter (Vereinigtes
Kdnigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

§69 @

%
N

Enthalt kein Latex

Nicht erneut sterilisieren

X4

Pyrogenfrei

Einfaches Sterilbarrieresystem

@)
=1
<

Nur flir professionellen Gebrauch

PN

Einfaches Sterilbarrieresystem mit
aulerer Schutzverpackung

=

elFU Indicator

Gebrauchsanweisung beachten
oder elektronische
Gebrauchsanweisung heranziehen

Achtung

Kennzeichnung der Erfiillung der Anforderungen aller betreffenden europaischen

Medizinproduktrichtlinien / européaischen 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,

Tirkei Telefon: 0212 622 04 00

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

Tipo Prodotto

Siringa Ipodermica Con Ago Ago Ipodermico

Siringa con attacco luer 2 pezzi —

2ml, 2,5ml, 5ml, 10 ml, 20 ml 14G 15G 16G L N

Siringa con attacco luer 3 pezzi 18G 196G 206 I—— |
1ml,2ml,25ml,3ml,5ml, 10 | 216 226 236G . I | [
ml, 20 ml, 50 ml, 60 ml 246 256 266G - -

Siringa con attacco luer-lock 3 276G 296 306

pezzi (= ‘:.—c —
1ml,2ml,2,5ml,3ml 5ml, 10 R S
ml, 20 ml, 50 ml, 60 ml

Finalita di Uso

Le siringhe ipodermiche vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione
di liquidi dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate

appena dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

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

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

port intravenoso (IV)).

Composizioni del Prodotto

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

Tappo a stantuffo
Ago ipodermico
Materiale di confezione

Gomma isoprene, senza lattice

Acciaio inox, SS304, PP-Polipropilene

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

Istruzioni di Uso

eIFU Indicator

e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.
e Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e la confezione del prodotto contiene 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 Llasiringa puo essere utilizzata anche per il prelievo di sangue con I'ago ipodermica di dimensione adeguata.
e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A32 sull’indirizzo www.setmedikal.com.tr.
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Popolazione target di pazienti

Non e prevista alcuna limitazione per la popolazione pazienti.

Utenti target
Personale sanitario

Descrizione del dispositivo destinato all’'uso insieme al dispositivo

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

Indicazione

Le siringhe ipodermiche con ago, sterili e monouso, sono dei dispositivi utilizzati nell'applicazione dei prodotti medici e dei liquidi. La vita da
scaffale del prodotto & di 5 anni.

Controindicazione

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

& Avvertenze

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

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

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

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

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

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

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

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

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

Condizioni di Stoccaggio

e Conservare ad una temperatura ambiente non superiore a 45°C.
Tenere lontano dai raggi solari diretti e dall’'umidita.

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

La vita da scaffale del prodotto e di 5 anni.

Configurazioni dell’ago ipodermico

Configurazioni aghi
Misure 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
Colore Ve.rde Blu Bianco Rosa Crema Giallo Verde Nero Blu Viola Arancio Marrone | Grigio Ross Giallo
chiaro grigio scuro scuro ne o
1" 1 1/4Il lll 1|| 1 1/2/1 1 1/2)! 5/8” 1 1/4// 1Il 1 " 1Il 1 1/2)) 1/2//
Lunghe ” \
zza Ago 11/4” 1 11/2” | 11/2” 1/2 > 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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Glossario dei Simboli Utilizzati

d Azienda Produlttrice ! Fragile! Maneggiare con cura
: . > o :
dl Data di Produzione 2L\*' Tenere lontano dai raggi solari
[ |
g Data di Scadenza T Mantenere asciutto
LOT Numero Lotto ll Trasportare in direzione verticale
BEE Numero Catalogo /R/ lec!te di temperatura massima
(45°C)
MD Dispositivo Medico (%) Limite di umidita (20% — 80%)
20%,
Se la confezione & danneggiata non
uUDI L'identificazione unica dei dispositivi utilizzarla e consultare le istruzioni

di uso.

Non riutilizzare

969 @

Y%
N

Rappresentante Autorizzato Europeo
(Regno Unito)
= :T
il

Sterilizzato con ossido di etilene Senza lattice

Q

Non Pirogenico

X

Sistema di barriera sterile singola Solo ad uso professionale

@ Non risterilizzare

>0
@)
=]
<

Consultare le istruzioni di uso o

rivolgersi all'istruzione digitale di
eIFU Indicator uso.

Q Unico sistema di barriera sterile con
RS- l'imballaggio protettivo esterno

i

& Attenzione

Marcatura che dichiara la soddisfazione i requisiti di tutti i Regolamenti Europei Pertinenti
sui Dispositivi Medici/Normativa Europea. Il numero di cui sotto si intende del Numero
e 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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MHCTPYKLMA NO UCMONb3OBAHUIO LUMNPULLEB C UTNTAMMU ANA NOAKOMKHbIX UHBEKLUNA

Tun usgenus

Winpuy c urnoii ana

WUrna pnsa nogKoMXKHbIX

NOAKOMXKHbIX MHbEKLUN UHbEKUuMit
Wnpwuy Nlyep 2-
KOMMOHEHTHbI 14G 15G 16G 5%—{1

2mn, 2,5 mn, 5mn, 10 mn,
20mn

Wnpwuy, Jlyep 3-
KOMMOHEHTHbIN

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

Wnpwuy Jlyep Jlok 3-
KOMMNOHEHTHbIN

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

|

18G 19G 20G ==k — (=

21G 22G 23G

24G 25G 26G
27G 29G 30G

|

Llenb ncnonbsoBaHusa

MycTble, cTepu/bHble OAHOPA30Bble LWNPULLI ANA MOAKOXHbBIX WMHBEKUMA M3 NAACTUKOBLIX MaTepManoB WMCMNO/b3YHOTCA KOHEYHbIMMU
notpebutenamm ans 3abopa v BBEAEHUS KUAKOCTEW nocne HanosHeHuA. Wnpuubl npeaHasHayeHbl B OCHOBHOM AJ/18 UCMOJ/Ib30BaHUA B
OTHOLWEHWUW OpraHu3ma YesnoBeKa. CTepuibHble WNPULbI NpeaHa3HaYeHbl 419 UCNO/Ib30BaHUA HENMOCPeACTBEHHO MOC/E UX HAMNOJIHEHUS U He

npeaHasHayeHbl gna ANUTe/IbHOro XpaHeHMA 1IeKapCTBEHHbIX CPeaCcTB.

LWnpuubl ¢ Urnamm Ana NoAKOXKHbIX UHBEKLMI NPUFOL4HbI 418 UCMO/Ib30BAHWA C HAKOHEeYHMKamu «Jlyep» B cooTBeTcTBmuM ¢ EN ISO 80369-7.

CTepuibHble 0AHOPA30Bble LWMNPULbI C UFAAaMU AN NOAKOMKHbIX UHBEKLMI — 3TO U34eNns, UCMO/b3yemble ANA BBEAEHUA MeAULMHCKUX
npenapaToe v xugroctei. LLNnpuubl MCNOAb3YIOTCA 418 BHYTPUBEHHbIX, BHYTPMMbILEYHbIX, MOAKOMHbIX U BHYTPUKOMKHbIX MHBEKUNIA, a TaKKe
ana 3abopa Kposu. OHM TaKKe MO3BOMAIOT M3B/EKaTb dapmaueBTMYecKMe / JieKapcTBeHHble Npenapatbl U3 KOHTeWHEepa WM BBOAMUTL WX
nauveHTam yepes cuctemy (Hanpumep, Yepes BHYTPMBEHHbIN NOpPT).

KomnoHeHTbl U3genua

Ha3saHue petanu

CbipbeBoii maTepuan

Uunnannap MM - noavnponuneH
MopweHb N3 - nonnatunen, NN - noamnponunex
Mpoknaaka M3onpeHoBbIV KayyyK, 6e3 naTtekca

Urna pna noaKoKHbIX
MHbEKLUMUN

Hepskasetowas ctanb, SS304, MMM - noamnponuneH

MaTtepuan ynakosku

MegauumHckan bymara 1 Nnpo3payHan naeHKa, NpurogHas 4na ctepuansaumm
EO (egMHUYHaA ynaKkoBKa)

‘e MHCTPYKUMA NO MCNONb30BaHUIO

e BCKpoWiTe ynaKoBKy Yepes OTBEPCTUE, YKa3aHHOE CTPEsKOM.

o BM3yaano npoBepbTe KOMNNEKTHOCTb COA4EPXKMUMOIO U OTCYTCTBUE noapem,u,eHMﬁ YNaKOBKMU.

o B YNaKOBKe HaXoguTbCA WNpUL, 1 urna.

noBepHYB ee N0 YacoBOW CTpesiKe.
e OCTOPOXKHO CHUMMTE 3aLUUTHbIN KOZINAYOK C UTbI, He NOBPeAMB ee.

I'Iepe,u, MH'beKLl,Meﬁ npoBepbTe NPOXOXKAEHNE NOTOKA XXUAKOCTU B LUNpULE.

Bo Bpems NOATrOTOBKM K UCNONb30BAHUIO AEPHKUTE LUNPULL OAHOMN PYKOM, a Uy - APYTOW.
Y6eauTech, 4ToO rpafyMpoBOYHbIE TMHUM HA UMAWHAPE WNPULA XOPOLLO YMTALOTCA.
He CHMMaa 3alWMTHbIA KOAMAYoK C WUMbl, HageXHO 3adUKCUPYITe WUy Ha WNpULe, NPUXKAB UMY K HAaKOHEYHWKY wnpuua v

Ecnv wnpuy, ncnonbsyetca gNAa BBEAEHUA XMULKOCTU B OPraHU3Mm, HaﬁepMTe HeO6XO,D,MMO€ KOJINYECTBO XUAKOCTU B LLUNPULL.
VGEAMTECb, YTO B LLMPULE HET Ny3bIPpbKOB BO3AyXa. Ecan B wnpuue ecTb Ny3bIpbKK BO3AyXa, yAaauTe nx.




HIPODERMIK IGNELI SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGE WITH NEEDLE INSTRUCTION FOR USE

9 SEeT Menidal

Dok./Doc.No: PR.A32 Tarih/Date: 22.04.2024 Rev.No: 9 Sayfa No/Page No: 20 /24

e  BBeauTe MKMAKOCTb ANA UHBEKUMIA BHYTPUBEHHO, BHYTPUMbILLIEYHO, MOAKOXHO WM BHYTPUKOXKHO B COOTBETCTBUM C MpoLLeaypoi
BBEJEHUA.

e Llnpuu, TakKe MOXHO MCNO/b30BaTb A/1A 3abopa KPOBK C MOMOLLbIO UMbl AN1A MOAKOXKHbIX MHBEKLMIA COOTBETCTBYIOLLETO pasmepa.

o C3/1eKTPOHHOM Bepcuein MHCTPYKLLMM NO MCNoab30BaHMI0 PR.A32 MOXHO 03HAaKOMUTbCA Ha canTe www.setmedikal.com.tr

LleneBasn rpynna naugmMeHToB

YCTaHOBNEHHbIX OFpaHVI‘-IEHVIVI B OTHOWEHWN rpynnbl NAaUMEHTOB HE UMEEeTCA.

LleneBble nonb3oBaTenu

MeZAMLMHCKUI1 nepcoHan

OnucaHune yCTpOﬁCTB, npeaHasHa4eHHbIX A5nd ncnosfib3oBaHuUA C usgernivem

N3penvie npuroaHo Ana UCNoib3oBaHMA € coeguHuTensamm B cootsetcTeum ¢ “EN I1SO 80369-7 CoeaMHUTENM MaIOTO AMaMETPa ANA KULKOCTEN
W rasoB, UCMO/Nb3yemble B 34paBooxpaHeHMuM — YacTb 7: YacTHble TpeboBaHMA K COEAUHUTENAM BHYTPUCOCYAUCTOrO UAU MOAKOMHOMO
npumeHeHuna".

MokasaHusa

LLnpuupbl ¢ Urnamm Ana NOAKOXHbLIX MHBEKUWUIA ABAAIOTCA M3AENNAMU, UCMONb3YEMbIMU A1 BBEAEHUA MeAMUMHCKMX NpenapaTtoB v 3abopa
upKocten. CpoK rogHOCTU M3aenna coctaBnset 5 net.

MpoTuBoONoKasaHus

Wnpuubl ¢ Uraamu gna NOAKOMHbIX VIH'beKLI,VIﬁ He A0/1IXKHbl MCNONb30BATbCA b6onee yem ONA OA4HOro nauueHTa. Msgenve moxet 6bITb
MCNONb30BaHO B CTEPWU/IbHOM COCTOAAHMM OAHOPA30BO ANA OAHOro naumeHta. O4yMCTKa MAKW MOBTOPHAA CTepuamMsauma He gonyckaetca. He
npegHasHavyeHbl 4NA NCN0Nb30BaHMA HE N0 Ha3Ha4YeHUIo. Mocne ncnonb3oBaHusA yTVIﬂVI3VIpyVITE KaK meaAnUNHCKHUEe OTXoA4bl.

& MpepynpexaeHuna

e He ucnonbsyiTe nsgenmne c NOBPEXAEHHOW UM BCKPbITON YNaKOBKOW.

e Bu3yasnbHO NPOBEPbTE KOMMIEKTHOCTb YNAaKOBKMN M OTCYTCTBME MNOBPEXKAEHUN.

e He ucnonb3yiTte nsaenve nocie UCTEYEHUA CPOKa rOAHOCTH, YKa3aHHOro Ha ynaKoBKe.

e [lepep vcnonb3oBaHvem ybeamnTech, YTO UrNa ANA NOAKOXKHbBIX MHBEKLMI He 3aKyNopeHa 1 NOTOK KPOBU He 3aTpyAHEH.

e [locne MHBEKLUM UK 3a60pa KUAKOCTU YTUAU3UPYITE U3enne Kak MeauLMHCKME OTXO4bI.

e  3genve npegHasHaAYeHO TOJIbKO AJ1A OL4HOKPATHOTO MCMO/Ib30BAHUS U HE MOANEXKUT NOBTOPHOMY NMPUMEHEHWUIO UM MOBTOPHOWM
cTepunansaumm.

e  He npuKacanTecb K urne Bo n3bexaHne pucka yKaablBaHUA U 3apaxeHus. MonagaHne 3apaskeHHOoM UI/bl B KOXKY MOXKET NPUBECTU K
renatuty, CMUAQy v ApyrMm M3BecTHbIM/HEeN3BeCTHbIM 3a60/1eBaHNAM.

e EC/IM CTEpU/IbHYIO YNaKOBKY BCKPbITb M HE UCMO/Ib30BaTb CPa3y, BO3HMKAET PUCK 3apakeHus. Eciv cTepuabHOCTb M34eINs HE MOXKET
6bITb COXpaHEHA, HE UCNO/b3YNTE ero.

e [OBTOPHOE UCMO/Ib30BAHME U3LENUSA MOMKET MPUBECTU K UHDEKLUAM, MepeKPecTHOMY 3apaKeHMIO U cencucy.

e CTepuibHble WNpULbI NpeaHa3HavYeHbl A8 UCNO0b30BaHMA HENOCPeACTBEHHO NOC/Ae HAaNONHEHMA, MOSTOMY He XpaHUTe IeKapCTBO B
TeYeHue JANTeIbHOTO BPEMEHMW.

e [1py BOSHMKHOBEHMUM CEPbE3HbIX MOBOYHbIX 3P PEKTOB HEOOXO4MMO YBEAOMUTb NPOU3BOAUTENA U KOMMETEHTHbIV OpraH.

KoHdpurypaumm urn gns nogKoXHbIX MHbEKLUA

KoHdurypaumm urn

Pasmep 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
bneaH TeMHo- TeMH
o- CuHe- . Poso Kpemo XKenTtbl YepHbl o- dunone | OpaHx [KopuuH . Kpac XKent
LiBet . Benbin . . . 3eneH o N M . Cepbitt . o
3eneH cepbli BbI BbIV " i " CUHK TOBbIN eBbll eBbll HbI bl
bIA "
1 11/4” 1" 1" 11/2" 11/2” 5/8" 11/4” 1" n 1" 11/2” 1/2”
OnnHa ” ”
ATl 11/4 | 1 11/2 | 1172 172 2 172
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8" 1/3”
11/2” 1/2 " 1 1/2"
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YcnoBus xpaHeHus

XpaHuUTb Npu TemnepaType oKpyxKatowein cpeabl He Bbiwe 45°C.

e 3alMLATb OT NPAMBIX COTHEYHbIX Iy4Yei U BNaXXHOW cpeabl.
e XpaHUTb, Pacno/ioXKMB KOPOOKY B HanpaBAeHUU CTPEKM.

CknaabiBaTb He 6onee nNATY KOPOBOK Apyr Ha Apyre.
CpOK rogHOCTM NPOAYKTA COCTaBNAET 5 fieT.

MosicHeHusA K ncnosib3yemMbiM YCITOBHbIM 00603HauYeHUs M

Sayfa No/Page No: 21 /24

KOMI'IaHVIﬂ-I'IpOVI3BO,EI,VITeJ'Ib

-

Xpynkoe nsgenve, obpawarbes
OCTOPOXKHO

[ata nponssoactea

Z0

Bepeyb OT conHeyHoro ceeta

L E

[ata ncreyenus CpOKa rogHoCTH

« |H \L-

P

XpaHnTb B CyXOM MecTe

Homep naptum Mepemelatb BepTUKAbHO
LOT p nap |I p w p
REF Howmep no katarnory /ﬂf BepxHuii npenen Temnepatypbl
(45°C)

MeawnumHckoe nsgenve

2

®

OrpaHunyeHne BnaxHocTtn (20 —
80%)

YHuKanbHbI naeHTudmkaTop n3genus

He ncnonb3yinTte, ecnv ynakoBka
noepexaeHa, n obpaTmuTech K
WHCTPYKLIMM MO UCMONb30BaHNIO

YNONHOMOYEHHbIV NpeacTaBuTenNb B
EBponelickom coobLlecTtse
(BenukobputaHus)

He ucnonb3oBaTtb NOBTOPHO

CTepl/IJ'II/I3OBaHO C ncnosnb3oBaHNEM
OKUCU 3TUNEHa

9| @ |

7
\!

He copepxuT natekca

He ctepunuaoBaTtb NOBTOPHO

=5

HennporeHHbIn

EAQuHCTBEHHAs cTepurbHas
BapbepHasi cuctema

@]
=]
<

Tonbko ansa npodeccnoHanbHoOro
NCNonb30BaHUA

-----

EauHcTBEHHan cTtepunbHas
H6apbepHas cucTema C 3aLmMTHON
YNaKOBKOW CHapY»u

i

elFU Indicator

CM. MHCTPYKLMIO MO
MCMosb30BaHMIO UK 06paTUTECH K
3MEKTPOHHON MHCTPYKLIMK MO
MCNOmnb30BaHMI0

BHumaHue

79T

3Hak cooTBeTCTBUS TpeboBaHUsIM Bcex cooTBeTcTBYOLWMX [dnpekTme EC no
MeauuMHCKMM n3genvsv / EBponeickoro 3akoHogaTenbcTea
Homep, ykasaHHbI BHU3Y, ABMSIETCH HOMEPOM HOTUMUMPOBAHHOIO OpraHa

MecTo npounsBoacTBa

AKUMOHepHasa KomnaHua «CeT Meaukan CaHaim Be Tuaskapet A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Apnpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typuus)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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IHCTPYKLIA 3 BAKOPUCTAHHA LLUNPULLIB 3 TO/IKAMU ANA NIALWKIPHUX IH'EKLLINA

Tun Bupoby

Sayfa No/Page No: 22 /24

Wnpuy 3 ronkoto ana

Fonka ana nigWwkKipHUX

NiAWKIPHUX iH'eKLiN iH'ekuin

Wnpuy J/lyep 2-KOMNOHEHTHUIA —q

2mn, 2,5mn, 5mn, 10 mn, 14G 15G 16G = - -

20mn 18G 19G 20G B

Wnpwuy Jlyep 3-KomnoHeHTHUI | 21G 22G 23G q .
1mn,2mn,2,5m0,3 M, 5mn, | 24G 25G 266G _ l: —| E
10 mn, 20 mn, 50 ma, 60 mn 27G 29G 30G == - -

Wnpwuy Jlyep Jlok 3-
KOMMNOHEHTHUM

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

MeTta BUKOPUCTaHHA

MopoXKHi, CTepUIbHI 0AHOPA30BI WNPUUM ANA MNiALWKIPHUX iH'EKLiM i3 NAACTUKOBUX MaTepianiB BUKOPUCTOBYIOTLCA KiIHLEBUMU CMOXKMBaYaMu
AnA 3abopy Ta BBeAEHHA PiAMH NicnA HanoBHeHHA. LUnpuuu npusHayeHi B OCHOBHOMY AN BUKOPUCTAHHA Y BiAHOWEHHI A0 OpraHiamy

NoanHn. CTepubHI LWNPULM NPU3HAYeHi 418 BUKOPUCTAHHA 6e3nocepeaHbo MNicaa iX HANOBHEHHSA | HE NPU3HaYeHi A1A TpuBanoro 3bepiraHHA
NiKapCbKMX 3acobiB.

LWnpuum 3 ronkamum gns NigwkipHMX iH'eKLi NpuaaTHi ANA BUKOPUCTaHHA 3 HakoHeYHuKamm "Jlyep" BignosigHo ao EN ISO 80369-7.

CTepunbHi 04HOPA30BI WNPULM 3 TONIKAMW A8 NiAWKIPHAUX iH'EKLiIA — Lie BUPOOU, AKI BUKOPUCTOBYIOTb A1 BBEAEHHA MeAUYHUX Npenaparis i
piavH. LUNpMLmM BUKOPUCTOBYIOTLCA ANS BHYTPILUHBOBEHHUX, BHYTPILLHBbOM'A30BUX, NiAWKIPHUX i BHYTPILHBbOLWKIPHWUX iH'€KLIN, Ta ans 3abopy
KpoBi. BOHM TaKoX AaloTb 3Mory HabupaTtn dapmaueBTUYHI/NiKapCcbKi NMpenapaT 3 KOHTelHepa i BBOAMTM iX MaLjieHTam yepes cucTemy

(Hanpuknag, yepes BHYTPILUHbOBEHHWUI NOPT).

KomnoHeHTH BUpoby

HasBa geTani

CMPOBUHHUKIN maTepian

Unninap MM - noninponinex
MopweHb MNE - nonietnneH, MM - noninponinex
Mpoknagka I3o0npeHoBMIt Kaydyk, 6e3 natekcy

Fonka ana nigwkKipHux
iH'eKLiN

Hepskasitoua ctanb, SS304, MMM - noninponinex

Marepian ynakosku

MeauyHUit nanip i npo3opa naiska, NpuaaTHa ans ctepunisauii EO

(oauHUYHa ynakoBKa)

eIFU Indicator

IHCTpPYKLIiA 3 BUKOPUCTaHHA

Po3KpuitTe ynakoBKy Yepes oTBip, BKa3aHWU CTPINKOIO.

Bisya/sibHO NepeBipTe KOMMJIEKTHICTb BMICTY Ta BiZCYTHICTb MOLIKOAMKEHb YNAaKOBKW.

YnaKoBKa MICTUTb LIMPUL, Ta FTONKY.

Mif Yac NiaroToBKM L0 BUKOPUCTAHHA TPUMAWTE WNPUL, OAHIEID PYKOIO, @ FO/IKY - iHLWOLO.

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

He 3HiMatoum 3axMCHUIA KOBNAYOK 3 TOJIKM, HaLiMHO 3adikCyiTe roNKy Ha WnpuLi, NPUTUCHYBLUM FONKY A0 HAaKOHEYHWKa Wwnpuua i
NOBEPHYBLUMU ii 33 FTOAMHHUKOBOIO CTPINKOIO.

O6eperkHO 3HIMITb 3aXMCHUIM KOBMAYOoK 3 FOJIKM, HE NMOLWKOAMBLUM ii.

AKLLO LWNpUL, BUKOPUCTOBYETLCA A1A BBEAEHHA PiANHM B OpraHiam, HabepiTb HeobXigHY KiNbKiCTb pigMHK y wnpuL,.

MepeKoHanTeca, WO y WNpULi HemMae NoBITPAHMX BynbballoK. AKLWO y Wnpuui € 6ynbbalKku NOBITPA, BUAANITH iX.

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

BBeaiTb piavHy AnA iH'EKLiN BHYTPILWHbOBEHHO, BHYTPILIHbOM'A30B0O, NiAWKIPHO abo BHYTPIWHbOLWKIPHO BigNOBIAHO A0 Npoueaypu
BBEAEHHA.
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e Llnpuu TaKoX MOXKHA BUKOPUCTOBYBATK A1 3a60py KPOBi 32 AONOMOrOH FOAKN ANA NiAWKIPHMX iH'EKLi BignoBigHOro po3mipy.
e 3 e/IeKTPOHHOI BEPCIEH IHCTPYKL,i 3 BUKOpUCTaHHA PR.A32 MoKHa 03HaMomMMTUCA Ha canTi www.setmedikal.com.tr

LlinboBa rpyna nauieHTiB

BcTaHOBNEHMX 0OMEXKEHD LLLOAO rPYNM NaLiEHTIB HEMAE.
LlinboBi kopuctyBaui
MeauyHUIt nepcoHan

Onuc NnpucTpoiB, NPU3HAYEHUX OJ1 BAKOPUCTaHHA 3 BUPOOboM

Bupib npuaaTHUit gna BUKOPWUCTaHHA 3i 3'egHyBaYamum BignosigHo fo "EN I1SO 80369-7 3'egHyBadi manoro giametpa Ana pigvH i rasis, AKi
BMKOPUCTOBYIOTLCA B OXOPOHI 340p0B'A - YacTuHa 7: YacTKoBI BUMOrM 40 3'€4HYBaYiB BHYTPILUHbOCYAMHHOrO abo MNiALWKipHOro 3acTocyBaHHA".

Moka3aHHA

LWnpuum 3 ronkamm Ana NigwKipHUX iH'ekuii € BUpobamu, WO BUKOPUCTOBYIOTLCA AN BBEAEHHA MeANYHUX Npenaparis i 3abopy piguH. TepmiH
nNpWAATHOCTI BUPOOY CTaHOBUTb 5 poKiB.

I'IpOTunm(asaH HA

Wnpuun 3 ronkamu pas NiAWKIPHUX iH'€KUiIA He MNOBUHHI BUKOPUCTOBYBATUCA Oinbll HiXX ANA ofHOro nauieHTa. Bupib moxke 6yTn
BMKOPWUCTaHUI Yy CTEPUNbHOMY CTaHi O4HOPAa30BO A/1A OAHOro naujieHTa. OunweHHs abo MOBTOPHa CTepwunisauis He AonycKaetbcs. He
Npu3HaYeHi 417 BUKOPUCTAHHA He 32 NPU3HAYEHHAM. MMicnA BUKOPUCTAHHA YTUANI3yTe AK MeuYHi Bigxoau.

& MonepenxeHHA

e He BMKOpuCTOBYITE BMPI6 3 NOWKOAKEHO abo PO3KPUTOI YNAKOBKOLO.

e  BisyanbHO nepeBipTe KOMMNAEKTHICTb YNAaKOBKM Ta BiACYTHICTb MOLIKOAMXKEHb.

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

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

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

e Bupib npu3HauYeHWU TibKKM AN 0AHOPA30BOro BUKOPUCTAHHSA i He NigNArae NOBTOPHOMY 3aCTOCYBaHHIO abo NOBTOPHIl cTepunisauii.

e He TopKanlTeca ronku, Wob yHUKHYTU PU3UKY YKOIOBAHHA Ta 3apaxkeHHs. [oTpannsaHHA 3apakKeHoi rosIKK B LWKiPY MOXKe NpusBectu
o renatuty, CHIy Ta iHWWX BigOMMUX/HEBIAOMMX 3aXBOPIOBaHb.

e AKWO CTepuabHY YNAKOBKY PO3KPUTU i HE BUKOPUCTATU Bigpasy, BUHUKAE PU3MNK 3aparkKeHHsA. AKLWO CTepUbHICTb BUPODOY He MoXKe
6yTK 36eperkeHa, He BUKOPUCTOBYWTE MOTO.

e [OBTOpPHE BUKOPUCTAHHA BUPOBY MOKe NPU3BECTU A0 iHDEKLLN, NepexpecHoro 3apaxKeHHs Ta cencucy.

o CTepw/bHi WINPULYM NPU3HAYEH] 418 BUKOPUCTAHHA 6e3nocepeHbo Nicas HANOBHEHHA, TOMY He 3a/MLLanTe NiKK Y WNpULLi NPOTArom
TPWBaNOro Yacy.

o [IpM BUHUKHEHHI cepio3HUX NobivHNX edeKTiB HeobXiAHO NOBIAOMUTH BUPOOHMKA Ta KOMMNETEHTHMIA OpraH.

KoHdirypauii ronok gna nigwkipHux iH'ekuin

KoHoirypauii ronok

Poamip 14G 15G 16G 18G 19G 20G 21G 22G 23G 24G 25G 26G 27G 29G 30G
. Bnino- CuHbO- - Pox Kpemo JKoBTHn Temko- YopHu Temu dionet | OpaHx [KopuuH N Yeps XKosT
Konip 3eneHu - Binun N . . 3eneHun - o- N N . Cipun N .
o cipui eBuin BUW n . " . oBUW eBbIN eBum OHUIN un
n " CUHIN
1" 1 1/4II 1l| 1|| 1 1/2/1 1 1/2)/ 5/811 1 1/4// 1|l 1 " 1|l 1 1/2)) 1/2//
DosxunH " »
aronkn 11/4” | 1 11/2" | 11/2” 1/2 2 1/2
11/2” 11/2” ” 1" 1" 11/4” 11/4” 5/8” 1/3”
11/2" 1/2 1" 1" 1/2”
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YmoBwu 36epiraHHA

36epiraTv Npu TemnepaTypi HABKOIMLWHLOTO cepenoBuLa He BuLe 45°C.
e 3axuwaTH Big NPAMMX COHAYHMUX NPOMEHIB | BO/IOrOro cepeaoBumLLa.

e  36epirati, po3TawyBaBLM KOPOBKY B HANPAMKY CTPINKMU.

Cknagatv He Binblue N'aTM KOPobOK 0AHA Ha OAHIN.

TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTL 5 pokiB.

MosicHeHHA OO BUKOPUCTOBYBAHUX YMOBHUX NO3HAY€Hb

Sayfa No/Page No: 24 /24

KomnaHisi-BMpoGHuK !

Kpuxknii Bupi6, noBoantumcs
obepexHo

JaTta BupobHMLTBA -

Bbepertu Big COHAYHOrO CBiTNA

KL E
2

[aTa 3akiH4eHHSA TepMiHy NpUaaTHOCTI T”

36epirati B cyxoMy MicLi

Howmep naprtii

—
—

LOT

MepemiwaTtn BEPTMKANIbHO

Homep 3a kaTanorom
REF P

1
i
a

BepxHsa mexa Temnepatypu (45°C)

&

MeanyHuin Bupi6

O6mexeHHs BonorocTi (20 - 80%)

YHikanbHUN igeHTndikatop BUpoby

He BukopucToByiTE, AKLLO YNakoBka
MOLLKOPKEHA, | 3BEPHITbCA OO
iHCTPYKLUIT 3 BAKOPUCTaHHSA

YNoBHOBaXXeHWI NPeACTaBHUK Y

€BponencbKkoMy CniBTOBApUCTBI

(BenukobpuTaHis)

He BrkopucTOBYBaTH NMOBTOPHO

-] | CTepuni3oBaHO 3 BUKOPUCTAHHSIM
OKUCY ETUIIEHY

He mictnutb naTekcy

X9 @ @

HeniporeHxui

€aunHa ctepunbHa 6ap'epHa cuctema

@ He cTepunisyBaTyi NOBTOPHO

0
@]
=3
<

Tinbkn gns npodeciiHoro
BMKOPWUCTaHHS

O 3aXMCHOIO YNaKOBKOIO 30BHi

€nuHa cTtepunbHa 6ap'epHa cuctema i3 Ui]

elFU Indicator

[uB. iIHCTPYKLUIitO 3 BUKOPUCTaAHHSA
abo 3BEpPHITLCH A0 eNEKTPOHHOI
iHCTPYKLUIiT 3 BAKOPUCTaHHSA

& YBara

c €BponeicbKOro 3aKkoHOAaBCTBa
2797

3HakK BignoBigHOCTI BUMoram ycix BignosigHux Aupektne €C wono megnyHmx supobis /

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

Micue BUpoGHMLTBA

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
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HiPODERMIK iGNELi SIRINGA KULLANMA TALIMATI

Uriin Tipi

Hipodermik igneli Siringa Hipodermik igne

Luer 2 parga Siringa
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
27G 29G 30G

Luer 3 parga Siringa
1ml, 2ml, 2,5ml,3ml,5ml, 10ml, 20 ml, 50 ml, 60 ml | 26G

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

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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.

Hipodermik igneli siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Grinler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt icine enjeksiyon yapma ve damardan kan almak icin kullanilir. Ayrica, farmasétik/ilaglari kabindan aspire ederek hastalara
sistemler araciligiyla (6rn. intravendz (1V) port tizerinden) uygulanmasini saglar.

Uriin Bilesenleri

Parca Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Hipodermik igne Paslanmaz Celik, S5304, PP — Polipropilen

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

aaem  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

Uriin ambalaji siringa ve igne ile birlikte saglanir.

Hazirlama esnasinda siringayi bir elle, igneyi diger elle tutunuz.

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

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

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice gikarin.

Siringa ile viicuda sivi enjekte edilecekse; siviyi gereken miktarda siringaya gekin.

Siringanin hava kabarcigi 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 icin de kullanilabilir.

e PR.A32 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.
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Hedeflenen Kullanicilar
Saglik personeli

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon
Hipodermik igneli siringalar tibbi triinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.
Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

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

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

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

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

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

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

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

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

Depolama Kosullari

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

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

e  Ust iste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

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

Renk SOIU.k Mavi gri Beyaz Pembe Krem Sari Koy‘u Siyah Koyt.{ Turuncu | Kahve Gri Kirmizi Sari
yesil yesil Mavi

iv lll 1 1/41} lll 1" 5/8)1 1 1/4)1 1Il 1 1/2!/ 1/2!/

gne 5 114" 11/2” 11/2” 1 1/2 1/2

Uzunlugu 11/2” 11/2 VD 11/2 11/2” 11/2 |11/a” P 1/3
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Uretici Firma ! Kirilgan. dikkatli tutun

. M-

Uretim Tarihi ‘ZJ&" Glnes Is1gindan uzak tutun
)

SSES

Son Kullanma Tarihi

"o
N

Kuru tutun

LOT Lot Numarasi |l Dikey olarak hareket ettir

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

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

uDI Benzersiz cihaz tanimlayict kullanim talimatlarina bakin

Avrupa Toplulugu'ndaki yetkili temsilci
(Birlesik Krallik

Tekrar Kullanmayin

Etilen oksit kullanilarak sterilize
edilmistir

J69 @

%
Q

Lateks icermez

Tekrar sterilize etmeyin

S

Pirojenik olmayan

Tekli steril bariyer sistemi

@]
=]
<

Yalnizca Profesyonel Kullanim

===

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

[ 1]

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina
basvurun

Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya

yonelik isaret

Altta goriintiilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

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

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

Product Type

Hypodermic Syringe With Needle Hypodermic Syringe

Luer 2 parts Syringe
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G

Luer 3 parts Syringe
1ml, 2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml | 26G 276G 29G 30G6

20G 21G 22G 23G 25G

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

Intended Use

Hypodermic Syringes, 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.

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

Sterile single use hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids
to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (IV)

port).

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE —Polyethylene, 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)

€IFU Indicator

Instruction for Use

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

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

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.A32 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

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1 11/4” 1 1 5/8” 11/4” 1 11/2" 1/2"
Needle ” ” " ” ”
11/4” 11/2 11/2 1 1/2 1/2
Length 11/2” 11/2” 7 11/2” 11/2” | 11/2” |11/4” 2” 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.
e The shelf life of product is 5 years.
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d Manufacturer ! Fragile. Handle with care
dl D f f B K f ligh
ate of manufacture eep away from sunlight
AN
g Use-by date T\ Keep dry
LOT Batch code |l Move vertically
REF Catalogue number /H/ Upper limit of temperature (45°C)
80%
MD Medical device m Humidity limitation (20% — 80%)
. L o Do not use if package is damaged
uDI Unique device identifier @ and consult instruction for use
Authorized representative in the
European Community (United ® Do not reuse
Kingdom)
S 1En =E Sterilized using ethylene oxide \I Latex free

Do not resterilize

S

Non-pyrogenic

Single sterile barrier system

@]
=]
<

Professional Use Only

-----

.....

Single sterile barrier system with
protective packaging outside

1]

elFU Indicator

Consult instruction for use or

consult electronic instruction for use

Caution

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



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

9 SEeT Menidal

HIPODERMIK IGNELI SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Dok./Doc.No: PR.A32 Tarih/Date: 8.04.2024 Rev.No: 8

INSTRUCCIONES DE USO DE LA JERINGA HIPODERMICA CON AGUJA

Tipo de Producto

Sayfa No/Page No: 7 /24

Jeringa Hipodérmica con Aguja

Aguja Hipodérmica

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

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

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

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

19G
25G

Propdsito del Uso

Las jeringas hipodérmicas con agujas vacias, estériles y desechables hechas de materiales plasticos se utilizan para la aspiracién e inyeccion de
liquidos después de haber sido llenadas por los usuarios finales. Las jeringas son principalmente para uso en humanos. Las jeringas estériles

estan disefiadas para usarse sin esperar después del llenado y no estan disefiadas para retener el medicamento durante largo tiempo.

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

Las jeringas hipodérmicas con agujas, estériles y desechables son dispositivos que se utilizan para la aplicacion de productos y liquidos médicos.
Las jeringas se utilizan para inyecciones por via intravenoso, intramuscular, subcutanea o intercutanea y para extraer sangre de una vena.
Ademas, aspira productos farmacéuticos/medicamentos de su contenedor y permite que se administren a los pacientes a través de los

sistemas (p. ej., a través del puerto intravenoso (1V)).

Componentes del Producto

Nombre de la pieza Materia prima

Cilindro PP — Polipropileno
Piston PE — Polietileno, PP — Polipropileno
Empaquetadura Caucho isopreno, no contiene latex.

Aguja hipodérmica

Acero inoxidable, S5304, 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.

protectora de la aguja.

Durante la preparacion, sostenga la jeringa con una mano y la aguja con la otra.
Asegurese de que las lineas de graduacion del cilindro de la jeringa sean legibles.
Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y girandola en sentido horario sin quitar la tapa

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.
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 tamafno adecuado.
e  Puede acceder a la version electrdnica de las Instrucciones de uso de PR.A32 en el sitio web, www.setmedikal.com.tr
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Poblacion de Pacientes Objetivos
No existen limitaciones establecidas para la poblacion de pacientes.
Usuarios Objetivos

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

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

Indicacion

Las jeringas hipodérmicas con agujas son dispositivos que se utilizan para aplicar productos y liquidos médicos. La vida util del producto es de 5
afios.

Contraindicacion

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

& Advertencias

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

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

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

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

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

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

e No toque la aguja para evitar el riesgo del pinchazo y la contaminacién. La penetracidon 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 Las jeringas estériles estan disefiadas para usarse sin esperar después del llenado, por lo tanto, no conserve el medicamento por
largo tiempo.

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

Condiciones de Almacenamiento

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

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

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

L]

Configuraciones de la Aguja Hipodérmica

Configuraciones de la Aguja

Medida 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color V'erde Gris Blanco Rosado Crema Amarillo Verde Negro Aaul Naranja | Marrén Gris Rojo Amarillo
palido azulado oscuro oscuro
- 1" 11/4” 1" 1" 5/8” 11/4” 1" 11/2” 1/2”
(Iionlgltu gs 114 11/2" 11/2" 1 1/2” 1/2”
elaAguja 11/2" 11/2” T2 11/2” 11/2” | 11/2” | 11/4” 2" 1/3”
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Fabricante

Fragil. Tratar con cuidado

Fecha de produccion YV Mantener alejado de la luz solar
[}
—
[ ]
Fecha de vencimiento e Mantener seco

.
n
-

Cadigo de lote

=)

Mover verticalmente

Numero de catalogo

45C

—

Limite superior de temperatura (45 °C)

Dispositivo médico

2

®

]
]
=

Limitacion 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
A

No contiene latex

No re esterilizar

X

No pirogénico

Sistema de barrera estéril Unico

o
=1
~

Solo para uso profesional

-----

El sistema de barrera estéril Unico con embalaje
protector exterior

]3]

elFU Indicator

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

Atencidn

2797

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 AVEC L’AIGUILLE HYPODERMIQUE

Types de produit

Seringue avec l'aiguille hypodermique Aiguille hypodermique

Seringue Luer 2 piéces
2ml,2,5ml,3ml,5ml, 10 ml, 20 ml 14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
29G 30G

Seringue Luer 3 piéces
1ml, 2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml | 26G 276G

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

But d’utilisation

Les seringues hypodermiques vides, stérilisées, a usage unique, fabriquées en plastique sont utilisées par I'utilisateur final pour aspirer et
injecter des fluides, 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 l'intérieur.

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

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

Composants du produit

Nom de la piéece Matiere premiere

Cylindre PP — Polypropyléne

Piston PE — Polyéthylene, PP — Polypropyléne

Joint Caoutchouc isopréne, sans latex

Aiguille hypodermique Acier inoxydable, S5304, PP — Polypropyléne

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

s Consignes d’utilisation

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

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

e  L’emballage du produit est livré avec la seringue et I'aiguille.

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

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

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

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

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

e  Sassurer que la seringue ne contient pas de bulles d’air. S'il existe des bulles d’air dans la seringue, les éliminer obligatoirement.

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

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

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

e Vous pouvez avoir acces a la version électronique des consignes d’utilisation PR.A32, 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 avec l'aiguille hypodermique sont des appareils utilisés pour I'application des produits et fluides médicaux. La durée de
conservation du produit est de 5 ans.

Contre-indication

La seringue avec l'aiguille hypodermique n’est pas utilisée sur plus d’un patient. Le produit ne peut étre utilisé qu’une fois seule en état stérilisé
sur un seul patient. On ne peut procéder au nettoyage ou stérilisation a nouveau. Le produit n’est pas congu pour étre utilisé dans un but en
dehors de celui auquel il est destiné. 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 l'utilisation, vérifier si I'aiguille hypodermique n’est pas bouchée et le coulage du fluide n’est pas empéché.

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

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

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

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

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

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

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

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.
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.

Configurations de I’aiguille hypodermique

Configurations de I'aiguille

Dimension 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Couleur Vert pale | Bleu gris | Blanc Rose | Créeme | Jaune Vert Noir Bleu | Orange | Chatain | Gris |Rouge | Jaune
foncé foncé
Longueur 1" 11/4” 1" 1" 5/8” 11/4” 1" 11/2” 1/2”
de l'aiguille 11/4" 11/2” | 11/2” 1" 1/2" 1/2"
11/2” 11/2” ¥T 11/2” 11/2” | 11/2” |11/4” 2” 1/3”
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Date d’expiration

Tenir sec

d Fabricant Fragile, tenir attentivement
N4
dl Date de fabrication -7 \“' Tenir écarté des rayons solaires
]
S
g L

LOT Numéro de lot Faire bouger en état vertical
e Limite supérieure de la température
Numéro de catalogue
REF g /H/ (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

J69 @

7
A

Ne contient pas de latex

Ne pas stériliser a nouveau

X

Non pyrogene

Systeme de barriére stérilisée simple

o
=1
~

Uniquement utilisation professionnelle

===

.....

Systéme de barriére stérilisée simple muni

d’emballage protecteur a I'extérieur

[ ]3]

elFU Indicator

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

Attention

79T

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

Lieu de fabrication

Set Medikal Sanayi ve Ticaret A.S.

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

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

Produkttyp

Hypodermische Spritze mit Nadel Hypodermische Nadel

Luer 2 teilige Spritze
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G
Luer 3 teilige Spritze 20G 21G 22G 23G 256G

1ml, 2 ml, 2,5ml,3ml,5ml, 10ml, 20 ml, 50 ml, 60 ml | 26G 27G 295G 30G

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

Verwendungszweck

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

Hypodermische Spritzen mit Nadel sind fur die Verwendung mit Luer-Anschlussverbindern gemaf Norm EN ISO 80369-7 geeignet.

Sterile hypodermische Einwegspritzen mit Nadel sind Gerate, die fiir die Anwendung medizinischer Produkte und Fliissigkeiten dienen.
Die Spritzen werden fir intravendse, intramuskulare, subkutane und intrakutane Injektionen sowie fiir die intravendse Blutentnahme
verwendet. Darliber hinaus dient das Produkt dazu, Pharmazeutika/Arzneimittel aus dem Behalter anzusaugen und mittels Systemen (z.
B. Uiber einen intravendsen (1V)-Anschluss) dem Patienten zu verabreichen

Produktkomponenten
Teilbezeichnung Rohstoff
Zylinder PP — Polypropylen
Kolben PE — Polyethylen, 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

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

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

e  Die Produktverpackung enthalt eine Spritze und eine 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 Korper Flussigkeit injiziert werden, saugen Sie die benétigte Menge an Fliissigkeit 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 Fllssigkeitsfluss in der Spritze gewahrleistet ist.

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

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

e Die elektronische Version der PR.A32 Gebrauchsanweisung finden Sie unter www.setmedikal.com.tr.
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Patientenzielgruppe
Es bestehen keine Einschrankungen fir die Patientenpopulation.
Benutzerzielgruppe

Gesundheitspersonal

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

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

Indikation

Hypodermische Spritzen mit Nadel sind Geréte, die fiir die Anwendung medizinischer Produkte und Flissigkeiten dienen. Die Haltbarkeit
des Produkts betragt 5 Jahre

Kontraindikation

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

& Hinweise

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

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

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

e 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.

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

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

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

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

Lagerbedingungen

* Bei Umgebungstemperatur von max. 45 °C lagern.

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

e Maximal finf Kartons ibereinander lagern.

Die Haltbarkeit des Produkts betragt 5 Jahre.

Hypodermische Nadelkonfigurationen

Nadelkonfigurationen
Abmessung 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Farbe Hellgriin zlfaul; Weil} Rosa Creme Gelb | Dunkelgriin | Schwarz Dglr:;el Orange | Braun Grau Rot Gelb
N d II. 1l| 1 1/ ” 1|l 1" 5/81/ 1 1/4// 1Il 1 1/21) 1/2//
adellange Rz 1172 | 1172 U 1/2" 172"
11/2” 11/2” 11/2” 11/2” 11/2” | 11/4” 2" 1/3”
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Erlduterungen verwendeter Symbole

d Hersteller ! Zerbrechlich. Vorsichtig halten
<l

dl Produktionsdatum ZLY Vor Sonneneinstrahlung schiitzen
)

g Verfalldatum T: Trocken halten

LOT Lot-Nummer ll Vertikal bewegen

REF Katalognummer /Rf Max. Lagertemperatur (45° C)

Medical Device (Medizinprodukt)

Feuchtigkeitsbegrenzung (20% -
80%)

Eindeutige Produktidentifizierung

Nicht verwenden, wenn
Packung beschadigt

EU-Bevollmachtigter (Vereinigtes
Kdnigreich

Zum einmaligen Gebrauch

Sterilisiert mit Ethylenoxid

J69 @

%
N

Enthalt kein Latex

Nicht erneut sterilisieren

X

Pyrogenfrei

Einfaches Sterilbarrieresystem

@)
=1
<

Nur flir professionellen Gebrauch

PN

Einfaches Sterilbarrieresystem mit
aulderer Schutzverpackung

=

elFU Indicator

Gebrauchsanweisung beachten
oder elektronische
Gebrauchsanweisung heranziehen

Achtung

9T

Kennzeichnung der Erfiillung der Anforderungen aller betreffenden europaischen

Medizinproduktrichtlinien / européaischen Gesetze

Die unten angezeigte Nummer ist die Nummer der benannten Stelle

Produktionsort

Set Medikal Sanayi ve Ticaret A.S.
d Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — Istanbul,

Tirkei Telefon: 0212 622 04 00

www.setmedikal.com.tr
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Siringa Ipodermica Con Ago

Ago Ipodermico

Siringa con attacco luer 2 pezzi
2ml,2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G

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

20G 21G 22G 23G
26G 27G 29G 30G

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

19G
25G

Finalita di Uso

Le siringhe ipodermiche vuote, sterili e monouso, fatte dai materiali plastici, vengono usate da utenti finali allo scopo di aspirazione e iniezione
di liquidi dopo aver riempito. Le siringhe, in primo luogo, sono destinate all’'uso umano. Le siringhe sterili sono state progettate ad essere usate

appena dopo il riempimento e non sono mirate a trattenere il farmaco per lungo termine.

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

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

port intravenoso (IV)).

Composizioni del Prodotto

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

Tappo a stantuffo

Gomma isoprene, senza lattice

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

elFU Indicator

e Aprire la confezione strappandola lungo la linea tratteggiata iniziando dalla freccia indicata.
e  Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

e La confezione del prodotto contiene 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 I'iniezione, verificare se ci sia il flusso di liquido nella siringa.
e |Iniettare la soluzione per via endovenosa, intramuscolare, cutanea o sottocutanea, a seconda della procedura applicata.
e  Lasiringa puo essere utilizzata anche per il prelievo di sangue con I'ago ipodermica di dimensione adeguata.

e  E possibile accedere alla versione digitale dell’istruzione di uso PR.A32 sull’indirizzo www.setmedikal.com.tr.

Popolazione target di pazienti

Non e 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 ipodermiche con ago, sterili e monouso, sono dei dispositivi utilizzati nell’applicazione dei prodotti medici e dei liquidi. La vita da
scaffale del prodotto & di 5 anni.

Controindicazione

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

& Avvertenze

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

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

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

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

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

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

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

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

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

Condizioni di Stoccaggio

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

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

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

o La vita da scaffale del prodotto & di 5 anni.

Configurazioni dell’ago ipodermico

Configurazioni aghi

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

Colore Ve.rde Blu Bianco Rosa Crema Giallo Verde Nero Blu Arancione [Marrone| Grigio Ross Giallo
chiaro grigio scuro scuro [0

L h 1" 11/4” 1" 1" 5/8” 1/14,, 1" 11/2” 1/2”

n
unghezza . 1120 | 1172 1" 172" 1/2"

Ago » » 11/4 » » 1 » » »

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

Fragile! Maneggiare con cura

Data di Produzione

\/, |
A

>

Tenere lontano dai raggi solari

LR

Data di Scadenza

Mantenere asciutto

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

di uso.

Rappresentante Autorizzato Europeo
(Regno Unito)

Non riutilizzare

Sterilizzato con ossido di etilene

W6 ©

Senza lattice

Non risterilizzare

X

Non Pirogenico

Sistema di barriera sterile singola

(@]
S
=

Solo ad uso professionale

.....

Unico sistema di barriera sterile con
l'imballaggio protettivo esterno

i

elFU Indicator

Consultare le istruzioni di uso o
rivolgersi allistruzione digitale di
uso.

Attenzione

79T

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

dell’Ente Accreditato.

Stabilimento di Produzione

Set Medikal Sanayi ve Ticaret A.S.

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

Tel: 0212 622 04 00
www.setmedikal.com.tr
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MHCTPYKLMA NO UCMONb3OBAHUIO LUMNPULLEB C UTNTAMMU ANA NOAKOMKHbIX UHBEKLUNA

Tun usgenus

LLnpuy, ¢ Urnoi gna NOAKOMKHbIX MHbEKLUA WUrna gna NOAKOXHbIX MHbEKUUIA

Lnpuy Jlyep 2-KOMNOHEHTHbIN
2mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn 14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

Lnpuy Jlyep 3-KOMNOHEHTHbIN

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

LWnpuy, JSlyep /oK 3-KOMNOHEHTHbIN

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

Llenb ncnonbsoBaHusa

MycTble, cTepu/bHble OAHOPA30Bble LWNPULLI ANA MOAKOXHbBIX WMHBEKUMA M3 NAACTUKOBLIX MaTepManoB WMCMNO/b3YHOTCA KOHEYHbIMMU
notpebutenamu ans 3abopa v BBEAEHUS KUAKOCTEW nocne HanosHeHuA. Wnpuubl npeaHasHayeHbl B OCHOBHOM A1 UCMOJ/Ib30BaHUA B
OTHOLUEHUM OpraHn3ma yenoseka. CTepusibHble WNPULLI NPeaHa3HavYeHbl 41 UCNOb30BaHWUA HENOCPeACTBEHHO MOC/e UX HAaNOJHEHNUA U He
npeAHasHavyeHbl ANA AIMTENIbHOTO XPaHEHMA IEKAPCTBEHHbIX CPEACTB.

LWnpuubl ¢ Urnamm Ana NoAKOXKHbIX UHBEKLMI NPUFOAHbI 418 UCMO/Ib30BAHWA C HAKOHEeYHMKamu «Jlyep» B cooTBeTcTBmuM ¢ EN ISO 80369-7.

CTepu/bHble OAHOPa30Bble WNPULbLI C UMIAMU AN NOAKOMKHbIX MHBEKLUMIA — 3TO M34enus, UCnosib3yemble A/A BBEAEHUA MeAMLMHCKMX
npenapaToBs v }ugroctei. LLnpuubl MCNOAb3YIOTCA A8 BHYTPUBEHHbIX, BHYTPMMbILWEYHbIX, MOAKOMHbIX U BHYTPUKOMKHbIX MHBEKLMIA, @ TaKKe
ana 3abopa Kposu. OHM TaKKe MO3BOMAIOT M3B/EKATb dapmaueBTMYeckue / JieKapcTBeHHble Npenapatbl U3 KOHTeWHEepa WM BBOAUTL WX
nauveHTam yepes cuctemy (Hanpumep, Yepes BHYTPMBEHHbIN NOPT).

KomnoHeHTbl U3genua

HassaHue paetanu CbipbeBoit MaTepuan

Uunnannap MM - noarvnponunex

MopweHb N3 - nonnatunen, NN - noavnponunex

MNpoknagka M3onpeHoBbIV KayyyK, 6e3 naTtekca

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

MHbEKLUMUN

Marepuan ynakosku MepauumHcKaa bymara 1 Nnpo3payHan NaeHKa, NpUrogHas 4na ctepuansaumm
EO (egMHUYHan ynakoBKa)

e UHCTPYKLMA MO UCNOIb30BAHUIO

e  BckpoiiTe ynaKoBKy Yepes 0TBepCTHe, yKasaHHOE CTPEsIKOW.

e BusyanbHO NpoBepbTE KOMMNAEKTHOCTb COAEPKMMOrO U OTCYTCTBME NOBPEKAEHUI YNaKOBKMY.

B ynaKkoBKe HaxoAMTbCA LWNpUL, U UrAa.

Bo Bpems NOAroTOBKU K UCMO/Ib30BAHUIO AEPKUTE WNPUL, OLHOW PYKOK, @ Urny - APYroi.

e  VY6eauTechb, YTO rpagyMpoOBOYHbIE IMHUM HA LUAMHAPE WNPULA XOPOLLIO YUTAKOTCA.

e He cHMMAas 3aWWTHbLIA KONNAYOK C WUIAbl, HAAEKHO 3adUKCUpyKiTe UMY Ha LWINPULE, MPUXKAB UMY K HAaKOHEUYHMKY Wnpuua u
noBepHyB ee No YacoBOW CTpesiKe.

e OCTOPOXKHO CHUMMWTE 3aLUWTHBIW KOJIMAYOK C UT/bl, HEe NMOBPEAVB ee.

e Ecav wnpuu ncnonb3yeTca AnA BBEAEHUA XKUAKOCTU B OPraHn3m, HabeprTe He06X0AMMOE KOIMYECTBO XMUAKOCTY B LLMPULL.

e  V6eauTechb, YTO B LUMPULLE HET Ny3bIPbKOB BO3AyXa. Ecav B wWnpuue ecTb Ny3blpbKU BO3AYXA, YAANUTE UX.

o lepea MHbEKLME NPOBEPLTE NPOXOKAEHWE MOTOKA KUAKOCTU B LLNPULLE.

e  BBeauTe XMAKOCTb ANA UHBEKUMIA BHYTPUBEHHO, BHYTPUMBILLIEYHO, MOAKOXHO UM BHYTPUKOMKHO B COOTBETCTBMM C NpOLLEsypoit
BBEAEHUA.

e  LUNpuy TaKk}Ke MOXKHO MCMNOb30BATb A4/18 3a60pa KPOBM C MOMOLLIO UMbl AN1A NOAKOXKHbIX MHBEKLMI COOTBETCTBYIOLLEro pa3mepa.
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C 3N1eKTPOHHOW Bepcuein MHCTPYKLMKU N0 UCNoNb30BaHUIo PR.A32 MOXKHO 03HAaKOMUTLCA Ha cainTe www.setmedikal.com.tr

LleneBas rpynna nauneHToB
YcTaHOBNEHHbIX OFpaHVI‘-IeHVIVI B OTHOWEHWN rpynnbl NaUMEHTOB HE UMEEeTCA.

LleneBble nonb3oBaTenu
MeZAMLMHCKUI nepcoHan

OnucaHune yCTpOﬁCTB, npeaHa3Ha4eHHbIX A5d ncnosfib3oBaHuUA C usgernivemM

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

Moka3aHusa

LLnpuupbl ¢ Urnamu Ana NOAKOXHbLIX MHBEKUMIA ABAAIOTCA M3AENNAMU, UCMONb3YEMbIMU A1 BBEAEHUA MeAMUMHCKMX npenapaTtoB v 3abopa
upKocten. CpoK rogHOCTU M3aenna coctaBnseT 5 net.

MpoTuBoONoKasaHus

Wnpuubl ¢ Uraamu gna NOAKOMHbIX VIH'beKLI,VIﬁ He A0/1XKHbl MCNONb30BATbCA bonee yem ONA OAHOro nauueHTa. M3genve moxet 6bITb
MCNONb30BaHO B CTEPUIbHOM COCTOAHWMM OAHOPA30BO ANA OAHOrO naumeHta. O4yMCcTKa MAKW MNOBTOPHAA CTepuamnsauma He donyckaetca. He
npegHasHavyeHbl 4NA NCNO0Nb30BaHMA HE N0 Ha3Ha4YeHUIo. Mocne ncnonb3oBaHusA yTVIﬂVI3VIpyVITE KaK meAnUNHCKNUE OTXoA4bl.

& MpeaynpexaeHus

He ncnonb3yiTte nsgenue c NOBPeXKAEHHOW UAN BCKPLITOW YNAKOBKOM.

Bu13yanbHO NpoBepbTe KOMMNIEKTHOCTb YNaKOBKW U OTCYTCTBME NOBPEKAEHUN.

He ncnonb3yinte nsgenne nocnie UCTEUYEHUSA CPOKA FOAHOCTU, YKa3aHHOTO Ha YMaKoBKe.

Mepes ucnonb3oBaHWem ybeamTech, YTO Urna A1A NOAKOMKHbIX MHBEKLMIA He 3aKynopeHa U NOTOK KPOBM He 3aTPyAHEH.

Mocne NHbEKLUKN UK 3a60pa KUAKOCTU YTUAUSUPYITE U3LENNE KaK MEANLUHCKME OTXOAbI.

U3penve npeaHasHaAYeHO TObKO A9 OAHOKPATHOIO WMCMO/Ib30BAHWUA U HE MOANEXKUT NMOBTOPHOMY NMPUMEHEHUIO UAU MOBTOPHOWM
cTepunansaumm.

He npuKacaiTecb K urne Bo nsbexkaHve puUcKa yKanbiBaHUA 1 3apaxkeHusa. NonagaHue 3apaXKeHHOW UMbl B KOXKY MOXKET NPUBECTU K
renatuty, CMUAQy v ApyrMm M3BecTHbIM/HeN3BeCcTHbIM 3a60/1eBaHNAM.

Ecnv cTepmnbHYyH0 YNakoBKY BCKPbITb U HE MCMNO/Ib30BaThb CPa3y, BO3HMKAET PUCK 3apaxkeHus. Ecav cTepuabHOCTb U3[enunsa He MOoXKeT
6bITb COXpaHEHA, HE UCNO/b3YNTE ero.

MoBTOPHOE NCMONb30BAHNE U3LENUA MOXKET NPUBECTU K MHDEKLMAM, NEPEKPECTHOMY 3aparKeHUIO U CEMNcucy.

CTepunbHble WNpuupbl NpeaHasHavyeHbl ANA UCNO0b30BaHMA HeNoCpPeACTBEHHO NOCAe HANONHEHMA, MOSTOMY He XpaHUTe IeKapCTBO B
TeYyeHue 4/INTEeNbHOTO BPEMEHMU.

Mpyn BO3HNKHOBEHUW Cepbe3HbIX NOH6OYHbIX 3P HEKTOB HEOHXOANMMO YBELOMUTL NMPOU3BOAMUTENS U KOMMNETEHTHbIM OpraH.

YcnoBusa xpaHeHus

XpaHuUTb Npu TemnepaType OKpy:KatoLei cpedbl He Bbile 45°C.
3aLWmLaTh OT NPAMbIX COTHEYHbIX JIy4el U BNaXKHON cpespl.
XpaHWUTb, PacnonoXnB KOPOBKY B HaNpPaBAEHUWN CTPESKU.
CknagplBaTtb He 6onee NATU KOPOBOK Apyr Ha Apyre.

CpOK rogHOCTV NpoAyKTa cocTaBnsAeT 5 nieT.

KoHdurypaumm urn gnsa nogKoXXHbIX MHbEKLUN

KoHdurypaumm urn

Pasmep 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
bneaHo- TemHo- Temu

A CuHe- " PosoBbl | Kpemos . YepHbl o- OpaHx |KopuuyHe . Kpac entbl
Liset 3e/1eHbl . Benbiin . o Hentbin | 3eneHbl " o " Cepbii o o

" cepbii n bIli M " CUHU eBbli1 BbIV HbI "

"

1" 11/4” 1" 1" 5/8" 11/4” 1" 11/2” 1/2”
iV E 1@ 11/2” 11/2” " 172" 12"
el 11/2” 11/2” 112 11/2” 11/2” | 11/2” |11/4 2" 1/3”
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MosicHeHuMsA K ncnosib3yemMmbiM YCITOBHbIM 00603HauYeHUs M

KomnaHnusa-nponssoguternb Xpynkoe n3genve, obpawarbes

OCTOPOXXHO

[ata nponssoactea bepeyb OT conHe4vHoro ceeta

\s,
)}/.\: = |

-
[

n

-

[laTa ncreuyeHus cpoka rogHocTu XpaHnTb B CyXOM MecTe

S

=)

Homep naptuu Mepemellatb BepTUKANLHO
LOT

Howmep no katarnory BepxHuii npenen Temnepatypbl
REF o

(45°C)

MepguumnHckoe nsgenve “""" OrpaHnyeHne BnaxHoctn (20 —
MD 2z, 809%6)

YHuKanbHbI naeHTudmrkaTop n3genus He ncnonb3yinTte, ecnv ynakoBka
uUDI noepexaeHa, n obpaTuTech K

MHCTPYKUWUW MO NCMNOJIb30BAHUIO

YNONHOMOYEHHbIN npencraBuTeslb B He ucnonb3oBaTtb NOBTOPHO

(Benukobputanus)

96| @© |

7
\!

CTepl/IJ'II/I3OBaHO C ncnosnb3oBaHNEM
OKUCU 3TUNEHa

He copepxuT natekca

EBponelickom coobLlecTtse
ETERE B0l
il

HennporeHHbIn

=5

EonHcTBEHHas cTepunbHas Tonbko ansa npodeccnoHanbHoOro

@ He cTtepununsoBaTtb NOBTOPHO

@]
=]
<

bapbepHas cuctema NCNonb30BaHUA

EOuHCcTBEHHasa cTtepunbHas CM. MHCTPYKLMIO MO
O B6apbepHas cucTema C 3aLmMTHON I:E MCNonb30BaHUI0 NN obpaTnTech K
St YNaKOBKOW CHapY»u 3NEKTPOHHOW MHCTPYKLMN MO

elFU Indicator

MCnosnb30BaHUO

C BHumaHue

3Hak cooTBeTCTBMA TpeboBaHMAM BCex cooTBeTCTBYOLWMX Anpektus EC no
c MeANUMHCKNM n3genuam / EBponenckoro saakoHogaTenbCcTea

a7 Homep, ykasaHHbIN BHU3Y, ABASETCA HOMEPOM HOTUMMLMPOBAHHOIO OpraHa

MecTo npousBoacTBa

AKLMOHepHasa KomnaHua «CeT Meaukan CaHainm Be Tuaskapet A.LL.» [Set Medikal Sanayi ve Ticaret A.S.]
Apnpec: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, Typuus)
Ten.: 0212 622 04 00

www.setmedikal.com.tr
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IHCTPYKLIA 3 BAKOPUCTAHHA LLUNPULLIB 3 TO/IKAMU ANA NIALWKIPHUX IH'EKLLINA

Tun Bupoby

LUnpuy 3 ronKkor ANa NiAWKIPHUX iH'eKkLii Fonka AnA NigWKipHUX iH'eKLN

LWinpuy, Jlyep 2-KOMMNOHEHTHU1
2mn, 2,5 mn, 3 mn, 5mn, 10 mn, 20 mn 14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
26G 27G 29G 30G

LWnpuy, J/lyep 3-KOMNOHEHTHUI1

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

Lnpuy Jlyep /10K 3-KOMNOHEHTHUI1

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

MeTta BUKOPUCTaHHA

MopoXKHi, CTepUIbHI 0AHOPA30BI WNPUUM ANA MNiALWKIPHUX iH'EKLiM i3 NAACTUKOBUX MaTepianiB BUKOPUCTOBYIOTLCA KiIHLEBUMU CMOXKMBaYaMu
AnA 3abopy Ta BBeAEHHA PiAMH NicnA HanoBHeHHA. LUnpuun npusHayeHi B OCHOBHOMY AN BUKOPUCTAHHA Y BiAHOLWEHHI A0 OpraHismy
ntoamHun. CTepunbHi WNPULM NPU3HAYeHi 418 BUKOPUCTaHHA 6e3nocepeHbo NicaA iX HANOBHEHHSA | He MPU3HaYeHi ANA TPMBaNoro 36epiraHHA
NiKapCbKKx 3acobis.

LWnpuum 3 ronkamum gna NigWwkipHMX iH'eKLi NpuaaTHi ANA BUKOPUCTaHHA 3 HakoHeYHuKamm "Jlyep" BignoeigHo ao EN ISO 80369-7.

CTepunbHi 04HOPA30BI WNPULM 3 TONIKAMWU AAA NiAWKIPHAUX iH'EKLiN — Lie BUPObU, AKI BUKOPUCTOBYIOTb AN BBEAEHHA MeANYHUX Npenaparis i
piavH. LUNprum BUKOPUCTOBYIOTECA ANA BHYTPILUHBOBEHHUX, BHYTPILLHBOM'A30BUX, NiAWKIPHUX i BHYTPILHbOLWKIPHWUX iH'€KLiR, Ta ana 3abopy
KpoBi. BOHM TakoX AaloTb 3Mory HabupaTtn dapmaLeBTUYHI/NIKapCbKi NpenapaT 3 KOHTelHepa i BBOAMTM iX MaLjieHTam yepes cucTemy
(HanpuKknaa, yepes BHYTPILLHbOBEHHWI NOPT).

KomnoHeHTH BUpoby

HasBa pgetani CVPOBUHHUI maTepian

Unninap MM - noninponinex

MopweHb MNE - nonietunen, NN - noninponinex

Mpoknagka I3onpeHoBuMIA KayyyK, 6e3 natekcy

lFonka anA niawkKipHUxX Hep:kasitoua ctanb, SS304, MM - noninponineH

iH'eKLiN

Martepian ynakoBku MeauyHUi nanip i npo3opa naiska, NpuaaTHa ans ctepunisauii EO
(0AMHWMYHA yNnaKoBKa)

Y |HCTPYKUiA 3 BUKOPUCTaHHSA

e PO3KpwuiiTe yNaKoBKy Yepes OTBip, BKa3aHWUI CTPiNKOLO.

e  BisyanbHo nepeBipTe KOMNAEKTHICTb BMICTY Ta BiACYTHICTb NOLWKOAMEHb YNAKOBKMW.

®  YNaKoBKa MIiCTUTb WINPUL, Ta FOIKY.

Mif vac NiAroToBKM L0 BUKOPUCTAHHA TPUMAWTE WNPUL, OLHIEI PYKOIO, @ FO/IKY - iHLIOO.

MNepeKoHanTecsA, WO MOXKHA YiTKO NPOYMTaTH rpadytoBasibHi MiHIl Ha ULMAIHAPI Wnpuua.

e He 3HiMalOuM 3aXMCHUIN KOBMAYOK 3 FONKKM, HAAIMHO 3adiKcyiTe ronky Ha WNPUL, MPUTUCHYBLUM FONKY A0 HAKOHEYHMKA Wnpuua i
NoBepHYBLUM ii 32 FTOAMHHUKOBOIO CTPINKOIO.

e O6eperkHO 3HIMITb 3aXMCHMUI KOBMAYOK 3 FOJIKMU, HE MOLKOAUBLUM Ti.

e  AKWO WnpwL, BUKOPUCTOBYETLCA 415 BBEAEHHA PiAMHU B OpraHiam, HabepiTb HeobXigHy KiNbKicTb pignMHM y wnpwmy,

e [lepeKkoHalTecs, WO Y WNPUL HEMAE NOBITPAHUX ByNbbaLWOoK. AKWO y Wnpuui € bynbballKku NoBiTPA, BUAANITD iX.

o [lepep, iH'eKLi€l0 NepeBipTe NPOXOAKEHHA NOTOKY PIAUHN Y WNPUL,.

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

e Llinpuu TaKoXK MOXKHA BUKOPMCTOBYBATM 4J151 3a60pYy KPOBi 32 AONOMOTO FOIKM A5 NiALWKIPHUX iH'EKLiN BiANOBIAHOTO po3mipy.
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LlinboBa rpyna nauieHTiB
BcTaHOBNEHUX 0OMENKEHD LLOAO FPYNM NaLiEHTIB HEMAE.

LinsoBi kopucTyBaui

MeamnyHuit nepcoHan

Onuc anCTpOII-B, npu3HavYyeHux Ansad BUKOPUCTAHHA 3 BVIpOGOM

Bupib npuaatHUit ana BUKOPWUCTaHHA 3i 3'egHyBaYamum BignosigHo fo "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

Linpuum 3 ronkamu gna NigwkKipHUX iH'ekLii € BUpo6amu, L0 BUKOPUCTOBYIOTLCA A/1A BBEAEHHA MeAMYHMX npenapaTis i 3abopy piavH. TepmiH
npuAaTHOCTI BUPOBY CTaHOBUTbL 5 poKiB.

lMpoTunokasaHHA

Wnpuum 3 ronkamu Ans NiAWKIPHUX iH'€KUiA He NOBUHHI BMKOPUCTOBYBATUCA Oinbl HiXX ANA ogHOro naujieHTa. Bupib6 moxke 6yTtn
BMKOPUCTAHUIN Y CTEPUNbHOMY CTaHi O4HOPA30BO ANSA OAHOrO naujieHTa. OunweHHs abo MOBTOpPHA CTepuAi3auia He AO0MnycKaeTbcA. He
npu3HayveHi 417 BUKOPUCTAHHA He 32 NPU3HaYeHHAM. [Micna BUKOPUCTAHHA YTUANI3yIiTe AK MeUYHi Bigxoau.

& MonepepxeHHA

He BukopucTosyiiTe BMpib 3 NOWKOAKEHO ab0 PO3KPUTOID YNaKOBKOHO.

BisyanibHO NepeBipTe KOMNIEKTHICTb YNAaKOBKM Ta BiACYTHICTb NOLKOAMXKEHb.

He BuKopuCTOBYITE BUPIO Nicaa 3aKiHYEHHA TepMiHy NPUAATHOCTI, 33a3HAYEHOro Ha YNaKoBLL.

Mepes BUKOPUCTAHHAM NepeKkoHanTecs, WO roka AN NiALWKIPHMX iH €KL He 3aKynopeHa i NOTiK KPOBi He YCKNaZHEeHo.

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

Bupib npusHayeHul TinbKn 418 OAHOPA30BOro BUKOPUCTAHHA | He MigNsrae NOBTOPHOMY 3acTOCYBaHHIO abo NOBTOpPHIN cTepunisauii.
He TopKanTeca rosiku, Wwob YHUKHYTU PU3UKY YKOIIOBAHHA Ta 3aparkeHHA. MoTpanasaHHA 3aparkeHol rofIKK B LWKiPY MOXKe Npu3BecTu
0o renatuty, CHIQy Ta iHWKMX BiAOMMX/HEBIAOMUX 3aXBOPIOBaHb.

AKLWO cTepUIbHY YNaKOBKY PO3KPUTU i HE BUKOPUCTATU BiApasy, BUHUKAE PU3MK 3aparKeHHA. AKLWO CTEPUbHICTb BUPOBY He moxKe
6yTn 36epekeHa, He BUKOPUCTOBYIMTE MOro.

MoBTOPHE BUKOPUCTAHHA BUPOBY MOXKe NpU3BecTn A0 iHDEKLI, NnepexpecHoro 3apa*KeHHs Ta cencucy.

CTepuAbHI WNpULM NPU3HAYEHI AN BUKOPUCTAHHA 6e3nocepesHbo MicAs HAaNOBHEHHA, TOMY He 3anuwaliTe NiKK y WNpuULi NPoTArom
TPUBaANOro yacy.

Mpun BUHUKHEHHI ceplio3HMX NObiYHUX edeKTiB HEODXigHO NOBIAOMUTN BUPOOHMKA Ta KOMMNETEHTHUI OpraH.

YmMoBM 36epiraHHA

36epiratv Npy TemnepaTypi HABKO/IMLLHBOTO cepefoBuLLa He Bulle 45°C.
3axuLLaTh Big, NPAMMX COHAYHUX MPOMEHIB | BONOIOro cepesoBumLLa.
36epiraTi, po3TalyBaBLUM KOPOOKY B HANPAMKY CTPINKMU.

CKnapatu He binblue n'aTn KOPobOoK O0AHA HA OAHIM.

TepMiH NpMAATHOCTI NPOAYKTY CTAHOBUTL 5 pokiB.

KoHdirypauii ronok gna nigwkipHux iH'ekuin

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1 11/4” 1 1 5/8” 11/4” 1 11/2" 12"
Needle " ” " ” ”
11/4” 11/2 11/2 1 1/2 1/2
Length 11/2” 11/2” ¥T 11/2” 11/2” | 11/2” |[11/4” 2” 1/3”
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KomnaHisi-BupobHMK

Kpuxkuii Bupi6, nosogntmncs
obepexHo

[aTa BnpobHuuTBa

Bepertn Big coHa4HOro ceiTna

L E

[aTa 3akiH4eHHSA TepMiHy NpuaaTHOCTI

)

36epiratn B cyxomy Micui

LOT

Howmep naprii

—
—

MepewmiwaTtn BEpTMKarbHO

REF

Homep 3a katanorom

1
i
a

BepxHs mexxa Temnepatypu (45°C)

MeanyHuin Bupi6

*

O6mexeHHs BonorocTi (20 - 80%)

YHikanbHun igeHTndikatop BMpoby

He BuKkopucToBymnTe, AKLLO YNakoBKa
MOLLKOOKEHA, | 3BEPHITLCA OO
iHCTPYKLUIT 3 BAKOPUCTaHHSA

YNoBHOBaXXeHW NPeaCTaBHUK Y
€Bponencbkomy CrniBTOBapUCTBI
(BenvkobpuTaHis)

He BrkopucTOBYBaTM NOBTOPHO

CTepuni3oBaHo 3 BUKOPUCTaHHSIM
OKUCY ETUNEHY

He micTntb natekcy

He cTepunisyBaTu NOBTOPHO

Xe{@ @ ) g@g

HeniporeHHun

€auHa ctepunbHa 6ap'epHa cuctema

0
@]
=3
<

Tinbkn ons npodeciiHoro
BMKOPWUCTaHHS

-----

€aunHa ctepunbHa 6ap'epHa cuctema i3

3aXUCHOK YNaKOBKOK 30BHi

[ 13]

elFU Indicator

[uB. iIHCTPYKLUitO 3 BUKOPUCTAHHSA
abo 3BEpPHITLCS A0 eNEKTPOHHOI
iHCTPYKLIT 3 BAKOPUCTaHHSA

YBara

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

€Bponencbkoro 3akoHOA4aBCTBa

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

Micue BupoGHMLTBA

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

Anpeca: Osmangazi Mah. Maresal Fevzi Cakmak Cad. No:18 Esenyurt — istanbul, Tiirkiye (Crambyn, TypeuunHa)
Ten.: 0212 622 04 00
www.setmedikal.com.tr
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Uriin Tipi
Hipodermik igneli Siringa Hipodermik igne

Luer 2 parga Siringa
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
27G 29G 30G

Luer 3 parga Siringa
1ml, 2ml, 2,5ml,3ml,5ml, 10ml, 20 ml, 50 ml, 60 ml | 26G

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

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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 igcinde muhafaza etmesi amaglanmamistir.

Hipodermik igneli siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Grlnler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt icine enjeksiyon yapma ve damardan kan almak icin kullanilir. Ayrica, farmasétik/ilaglari kabindan aspire ederek hastalara
sistemler araciligiyla (6rn. intravendz (1V) port tizerinden) uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, 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)

EIE] Kullanma Talimati

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji siringa ve igne ile birlikte saglanir.

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 ¢ikarin.

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.

e  Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

e PR.A32 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli
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Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Hipodermik igneli siringalar tibbi Giriinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.

Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

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

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

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

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

e Steril ambalaj acilip hemen kullanilmazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, tiriinii kullanmayiniz.

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

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

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

Depolama Kosullari

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

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

e  Ust Uste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmri 5 yildir.

Hipodermik igne Konfigiirasyonlari

igne Konfigiirasyonlari

Olgi 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Renk SOIU_k Mavi gri Beyaz Pembe Krem Sari Koy}J Siyah Koyt{ Turuncu | Kahve Gri Kirmizi Sari
yesil yesil Mavi
iu lll 1 1/41} lll 1" 5/8)1 1 1/4)1 1Il 1 1/2// 1/2//
ne
g . 1 1/4" 1 1/2» 1 1/2/; 1" 1/2» 1/2;/
Uzunlugu 11/2” 11/2 VD 11/2” 11/2” 11/2 |11/2” P 1/3
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Kullanilan Sembollerin A¢iklamasi

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

Tekrar Kullanmayin

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

Etilen oksit kullanilarak sterilize

edilmistir Lateks icermez

XK@,

Pirojenik olmayan

@ Tekrar sterilize etmeyin

Tekli steril bariyer sistemi

@]
=]
<

Yalnizca Profesyonel Kullanim

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

& Dikkat

ilgili tim Avrupa Tibbi Cihaz Direktiflerinin/Avrupa Mevzuatinin gerekliliklerini karsilamaya

c € yonelik isaret
Altta goriintiilenen numara Onaylanmis Kurulus Numarasidir

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Product Type
Hypodermic Syringe With Needle Hypodermic Syringe

Luer 2 parts Syringe
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G

Luer 3 parts Syringe
1ml, 2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml | 26G

20G 21G 22G 23G 25G
27G 29G 30G

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

Intended Use

Hypodermic Syringes, 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.

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

Sterile single use hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids
to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (IV)

port).

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE —Polyethylene, PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, 55304, PP — Polypropylene

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

€IFU Indicator

Instruction for Use

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

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

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.A32 Instruction for use is available at www.setmedikal.com.tr.

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel
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Device Description Intended for Use With The Device

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

Indications

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

Hypodermic 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 opened and used immediately, there is a risk of contamination. Product sterility cannot be maintained,
do not use the product.

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

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1" 11/4” 1" 1 5/8” 11/4” 1 11/2 172
Needle ” ” " ” ”
11/4” 11/2 11/2 1 1/2 1/2
Length 11/2” 11/2” 112" 11/2” 11/2” 11/2” |11/4” 2” 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.

e 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

d Manufacturer I Fragile. Handle with care
& D f f -_},‘3{___' K f ligh
ate of manufacture eep away from sunlight
AN\
g Use-by date T\ Keep dry
LOT Batch code |l Move vertically
REF Catalogue number /H/ Upper limit of temperature (45°C)
80%
MD Medical device (%) Humidity limitation (20% — 80%)
. . - Do not use if package is damaged
upI Unique device identifier and consult instruction for use

Authorized representative in the
European Community (United
Kingdom)

Do not reuse

96 @

%
Q

Sterilized using ethylene oxide Latex free

Do not resterilize

S

Non-pyrogenic

@]
=]
<

Single sterile barrier system Professional Use Only

-----

.....

Single sterile barrier system with [:E] Consult instruction for use or
protective packaging outside consult electronic instruction for use

elFU Indicator

Caution

2797

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

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Uriin Tipi
Hipodermik igneli Siringa Hipodermik igne

Luer 2 parga Siringa
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G
20G 21G 22G 23G 25G
27G 29G 30G

Luer 3 parga Siringa
1ml, 2ml, 2,5ml,3ml,5ml, 10ml, 20 ml, 50 ml, 60 ml | 26G

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

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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 igcinde muhafaza etmesi amaglanmamistir.

Hipodermik igneli siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Grlnler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt icine enjeksiyon yapma ve damardan kan almak icin kullanilir. Ayrica, farmasétik/ilaglari kabindan aspire ederek hastalara
sistemler araciligiyla (6rn. intravendz (1V) port tizerinden) uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, 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)

EEJ Kullanma Talimati

e Ambalaji ok isareti ile gdsterilen agma yerinden siyirarak aginiz.

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

e Uriin ambalaji siringa ve igne ile birlikte saglanir.

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 ¢ikarin.

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.

e  Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

e PR.A32 Kullanim talimatinin elektronik versiyonuna www.setmedikal.com.tr sitesinden ulasabilirsiniz.

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli
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Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

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

Endikasyon

Hipodermik igneli siringalar tibbi Giriinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Uriin raf émrii 5 yildir.

Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra tirGini kullanmayin.

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

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

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

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

e Steril ambalaj acilip hemen kullanilmazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, tiriinii kullanmayiniz.

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

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

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

Depolama Kosullari

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

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

e  Ust Uste 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, Tiirkiye
Tel: 0212 622 04 00

www.setmedikal.com.tr
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Product Type
Hypodermic Syringe With Needle Hypodermic Syringe

Luer 2 parts Syringe
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G

Luer 3 parts Syringe
1ml, 2ml,2,5ml,3ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml | 26G

20G 21G 22G 23G 25G
27G 29G 30G

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

Intended Use

Hypodermic Syringes, 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.

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

Sterile single use hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids
to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (IV)

port).

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE —Polyethylene, PP — Polypropylene

Gasket Isoprene rubber, Latex free.

Hypodermic Needle Stainless Steel, 55304, PP — Polypropylene

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

lFU Indieator

Instruction for Use

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

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

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.A32 Instruction for use is available at www.setmedikal.com.tr.

Intended Patient Population

There is no limitation for the patient population.

Intended User

Healthcare personnel



HIPODERMIK IGNELI SIRINGA KULLANIM TALIMATI/ HYPODERMIC
SYRINGE WITH NEEDLE INSTRUCTION FOR USE

9 SEeT Menidal

Dok./Doc.No: PR.A32 Tarih/Date: 1.09.2023 Rev.No: 6 Sayfa No/Page No: 4 /5

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

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

Hypodermic 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 opened and used immediately, there is a risk of contamination. Product sterility cannot be maintained,
do not use the product.

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

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1" 11/4” 1" 1 5/8” 11/4” 1 11/2 172
Needle ” ” " ” ”
11/4” 11/2 11/2 1 1/2 1/2
Length 11/2” 11/2” 112" 11/2” 11/2” 11/2” |11/4” 2” 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.

e 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

Sayfa No/Page No: 5 /5

Manufacturer ! Fragile. Handle with care
o

Date of manufacture ZL\“ Keep away from sunlight
]

S

Use-by date T: Keep dry
LOT Batch code " Move vertically
REF Catalogue number /ﬂ/ Upper limit of temperature (45°C)
MD Medical device Humidity limitation (20% — 80%)
. L e Do not use if package is damaged
uDI 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

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

HIPODERMIK iGNELI SIRINGA KULLANIM TALIMATI /

HYPODERMIC SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Hipodermik igneli Siringa

Hipodermik igne

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

14G 15G

Luer 3 parga Siringa

20G 21G

1ml, 2ml, 2,5ml,3ml,5ml, 10ml, 20 ml, 50 ml, 60 ml | 26G 276G

Luer Lock 3 parga Siringa

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

16G
22G
29G

18G
23G
30G

19G
25G

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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.

Hipodermik igneli siringalar, EN 1SO 80369-7 standardina uygun luer ug baglanti konnektorleri ile kullanimina uygundur.

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Griinler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt icine enjeksiyon yapma ve damardan kan almak igin kullanilir. Ayrica, farmasotik/ilaglari kabindan aspire ederek hastalara
sistemler araciligiyla (6rn. intravenoz (IV) port lzerinden) uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen
Conta izopren kauguk, Lateks icermez

Hipodermik igne Paslanmaz Cel

ik, SS304, PP — Polipropilen

Ambalaj Malzemesi

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

[:@ Kullanma Talimati

e Ambalaji ok isareti ile gosterilen agma yeri

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

e Uriin ambalaji siringa ve igne ile birlikte sa
e Hazirlama esnasinda siringayi bir elle, igne

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

nden siyirarak aginiz.

glanir.
yi diger elle tutunuz.

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

sabitleyin.

e ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

Siringa ile viicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya ¢ekin.
Siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa mutlaka gikarin.
Enjeksiyondan once, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglik personeli

PR.A32 Rev.5, 01.11.2022
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Cihazla birlikte kullanilmasi amag¢lanan cihaz tanimi

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

Endikasyon

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

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

& Uyarilar

e Ambalaji hasar gérmis veya agilmigsa uriini kullanmayin.

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

Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayin.

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

e  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 kullanilmasi 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 agsmayan ortam sicakliginda muhafaza ediniz.

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

e  Ust iiste en fazla bes koli koyularak muhafaza edin.

e Uriiniin raf dmrii 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr

PR.A32 Rev.5, 01.11.2022
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Product Type

Hypodermic Syringe With Needle Hypodermic Syringe

Luer 2 parts Syringe
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G
Luer 3 parts Syringe 20G 21G 22G 23G 25G
1ml, 2ml, 2,5ml, 3 ml, 5ml, 10 ml, 20 ml, 50 ml, 60 ml | 26G 276G 296G 306G

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

Intended Use

Hypodermic Syringes, 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.

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

Sterile single use hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids
to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (IV)
port).

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE —Polyethylene, 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)

[:@ 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.A32 Rev.5, 01.11.2022
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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

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

Hypodermic 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.

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

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

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

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

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

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

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

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

Hypodermic Needle Configurations

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1 11/4” 1 1 5/8” 11/4” 1 11/2” 1/2"
) 1ya 11/2" | 11/2” 1" 1/2 1/2"
11/2” 11/2” 112" 11/2” 11/2” 11/2” |11/4” 2” 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.

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

PR.A32 Rev.5, 01.11.2022
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Description of Symbols Used

d Manufacturer I Fragile. Handle with care
N

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

g Use-by date N Keep dry

LOT Batch code /ﬂ/ Upper limit of temperature (45°C)

REF Catalogue number ® Do not reuse

SIERR el | Sterilized using ethylene oxide [ﬁ_] Consult instruction for use

@ Do not resterilize A Caution

@ Do not use if package is damaged M Non-pyrogenic
Marking for meeting the requirements of all relevant European Medical Device
Directives/European Legislation

2797 The number displayed on the bottom is the Notified Body Number

Manufacturing Site

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr
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Uriin Tipi

HIPODERMIK iGNELI SIRINGA KULLANIM TALIMATI /

HYPODERMIC SYRINGE WITH NEEDLE INSTRUCTION FOR USE

Hipodermik igneli Siringa

Hipodermik igne

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

Luer 3 parga Siringa

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

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

Luer Lock 3 parga Siringa

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

16G
22G
29G

18G
23G
30G

19G
25G

Kullanim Amaci

Bos, steril ve tek kullanimlik Plastik malzemelerden yapilmis ve hipodermik 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.

Steril, tek kullanimlik igneli hipodermik siringalar tibbi Grlnler ve sivilarinin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine,
deri altina ve cilt icine enjeksiyon yapma ve damardan kan almak igin kullanilir. Ayrica, farmasotik/ilaglari kabindan aspire ederek hastalara
sistemler araciligiyla (6rn. intravenoz (IV) port lzerinden) uygulanmasini saglar.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen
Conta izopren kauguk, Lateks icermez

Hipodermik igne Paslanmaz Cel

ik, S5304, PP — Polipropilen

Ambalaj Malzemesi

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

[:E Kullanma Talimati

e  Ambalaji ok isareti ile gosterilen agma yeri

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

e Uriin ambalaji siringa ve igne ile birlikte sa
e Hazirlama esnasinda siringayi bir elle, igne

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

nden siyirarak aginiz.

glanir.
vi diger elle tutunuz.

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 ¢ekin.

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

e Enjeksiyondan dnce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

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

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

Hedeflenen Hasta Popiilasyonu

Hasta populasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personeli

Cihazla birlikte kullanilmasi amaglan

“EN ISO 80369-7

PR.A32 Rev. 4, 18.10.2022
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Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiciik capli baglanti elemanlari — Bolim 7: Damar igi veya hipodermik
uygulamalar icin baglanti elemanlari” baglanti konnektdorleri ile kullanima uygundur.
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Endikasyon

Hipodermik igneli siringalar tibbi Grinler ve sivilarin uygulanmasinda kullanilan cihazlardir. Siringalar damara, kas igine, deri altina ve cilt igine
enjeksiyon yapma, damardan kan alma ve tibbi sistemleri beslemek igin kullaniimak tizere tasarlanmistir. Uriin raf émrii 5 yildir.

Kontrendikasyon

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

& Uyarilar

e Ambalaji hasar gérmus veya agilmissa trtini kullanmayin.

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

e Birim ambalaja basilan son kullanma tarihinden sonra trGini kullanmayin.

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

Uriin tek kullanimliktir, tekrar kullanilamaz ve tekrar steril edilemez.

Steril ambalaj agilip hemen kullaniimazsa kontaminasyon riski olusur. Uriin sterilitesi korunamaz, triinii kullanmayiniz.
Uriiniin tekrar kullanilmasi enfeksiyonlara ve bagka hastaliklara sebep olabilir.

Depolama Kosullari

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

e  Ust Uiste en fazla bes koli koyularak muhafaza edin.

e Uriinin raf 6mrii 5 yildir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.

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

www.setmedikal.com.tr

PR.A32 Rev. 4, 18.10.2022
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Product Type

Hypodermic Syringe With Needle Hypodermic Syringe

Luer 2 parts Syringe
2ml, 2,5ml,3ml,5ml, 10 ml, 20 ml, 14G 15G 16G 18G 19G
Luer 3 parts Syringe 20G 21G 22G 23G 25G

1ml, 2ml, 2,5ml,3ml,5ml, 10ml, 20 ml, 50 ml, 60 ml | 26G 276G 296G 30G

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

Intended Use

Hypodermic Syringes, 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 hypodermic syringes with needles are devices used for the introduction and withdrawal of medicinal products and body fluids
to and from the body. Syringes are used for intravenous, intramuscular, subcutaneous and intradermal injection. It is also used for the
aspiration of the pharmaceutical/drugs from its container in order to administer them to the patient via systems (for ex. via intravenous (1V)
port).

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE —Polyethylene, 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

PR.A32 Rev. 4, 18.10.2022
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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

Hypodermic syringes with needle are devices used to administer medical products and liquids. Syringes are designed to be used for
intravenous, intramuscular, subcutaneous and intradermal injection, intravenous blood collection and feeding medical systems. The product
shelf life is 5 years.

Contraindications

Hypodermic 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.

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

e After injection or aspiration, dispose of the product as medical waste.

e  The product is for single use only. It cannot be reused or re-sterilized.

e If the sterile packaging is not opened and used immediately, there is a risk of contamination. Product sterility cannot be maintained,

Needle Configurations

Gauge 14G 15G 16G 18G 19G 20G 21G 22G 23G 25G 26G 27G 29G 30G
Color Pale Blue- White Pink Cream Yellow Deep Black Deep Orange | Brown Medium Red Yellow
Green Grey Green Blue Grey
1 11/4” 1 1 5/8” 11/4” 1 11/2 1/2"
(> 1ya 11/2" | 11/2” 1" 1/2 1/2"
11/2” 11/2” 112" 11/2” 11/2” 11/2” |11/4” 2" 1/3”

do not use the product.
e Reuse of the product may cause infections and other illnesses..

Hypodermic Needle Configurations
Storage Conditions

e Store at ambient temperature not exceeding 45°C.

e Keep it away from direct sunlight and moist environment.

e  Place and keep the box in the direction of arrow.

e Do not place more than 5 successive boxes on the top of each other.
o The shelf life of product is 5 years.
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HIPODERMIK iGNELI SIRINGA KULLANIM TALIMATI /
HYPODERMIC SYRINGE WITH NEEDLE INSTRUCTION FOR USE

c’SE'I_ meDnDik3l

Description of Symbols Used

Manufacturer I Fragile. Handle with care

Date of manufacture Keep away from sunlight

SIS
%

Use-by date T\ Keep dry

LOT Batch code Upper limit of temperature (45°C)

REF Catalogue number Do not reuse

Do not resterilize Caution

=E Sterilized using ethylene oxide [:E_] Consult instruction for use

@®|;

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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TURKCE:

Kullanim Talimatlari
igili Uriin Gruplan

Luer Slip U¢lu Hipodermik Sirnnga

Luer Lock U¢lu Hipodermik Siringa
igneli/ignesiz Hipodermik insiilin Siringasi
Sabit igneli Hipodermik insiilin Siringasi
Hipodermik igne

* Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gdrsel olarak kontrol
edin.

¢ Ambalaji hasar gérmus UrGnd kullanmayin.

o Ambalaji ok isareti ile gosterilen yerden siyirarak aginiz.

o Urln ambalaji siringa ile birlikte igneyi de igeriyorsa, siringayi bir elle, igneyi diger elle
tutun.

o Ignenin koruyucu kapagini ¢cikarmadan, igneyi siringa ucuna dogru iterek ve saat
yonunde gevirerek siringa ve igneyi birbirine sikica sabitleyin.

+ Ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

¢ Siringa ile vicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.

¢ Siringanin hava kabarcigl icermedigine emin olun. $iringada hava kabarcigi varsa
mutlaka cikarin.

¢« Enjeksiyondan 6nce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

o Enjekte edilecek siviy! deri altina enjekte edin.

¢ Siringa; ihtiyag halinde, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de
kullanilabilir.

. l?rl'jnij enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin. )

o Urln tek kullanimhktir. Urin tekrar kullanilamaz ve tekrar steril edilemez. Urinun
tekrar kullanilmasi enfeksiyonlara ve baska hastaliklara sebep olabilir.

igne Konfiglirasyonlari

igne Boyutu | 14G | 156G | 16G | 18G | 19G [ 20G | 21G 23G | 25G 27G 12861 30G |
i 1" 114 1t 1" 5/8" | 11/4" | 1" 11/2” 1/2”
Sne 3 114" 1127 | 11/2° 1" | 172’ 12"
zunlugu 142 | 172" [ 1172 11/2" | 11/2" [11/4” 2’ 1/3”
::gne I_(apagl Seffaf ve renksiz

Rengi

Igne Ta§'y'C'S' Seffaf ve yukaridaki renklerle

Rengi

igne Ucu s

Konfiglrasyonu Konik igne
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Depolama Kosullar

45°C’yi asmayan ortam sicakliginda muhafaza ediniz.
Dogrudan gunes isigindan ve nemli ortamdan koruyun.
Kutuyu ok yéniunde yerlestirerek muhafaza edin.

Ust Uste en fazla bes koli koyularak muhafaza edin.
Uranan raf émri 5 yildir.

-
.
|
™ a
-

Sembol Gosterge Sembol Gosterge
d Uretici I Kirilabilir! Dikkatli tutun.
- o
dl Uretim tarihi 74_\*' Gunes 1s1gindan uzak tutun.

Son kullanma tarihi Kuru tutun.

LOT Parti kodu Ust sicaklik siniri (45°C)
REF Katalog numarasi Tekrar kullanmayin
-—:-1-:3 Etilen oksit kullanilarak sterilize Kullanim talimatina basvurun.

edilmigtir.

Yeniden sterilize etmeyin. Dikkat

AP B

Ambalaj hasarliysa kullanmayin. Non-pirojenik

@B

O

DIKKAT: Federal yasa (ABD), bu cihazin bir hekim tarafindan veya tavsiyesiyle satisini
nly kisitlar.

PR.A32/25.01.2021/2
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INGILIZCE:

Instruction for Use

Related Product Groups

Hypodermic Syringe with Luer Slip Tip
Hypodermic Syringe with Luer Lock Tip
Hypodermic Insulin Syringe with/without Needle
Hypodermic Insulin Syringe with Fixed Needle
Hypodermic Needle

Visually inspect that the content of package is complete and the package is
undamaged.

Do not use the product if the package is damaged.

Open the package by peeling it from the place marked by the arrow.

If the product package includes a needle together with the syringe, hold the syringe in
one hand and the needle in the other hand.

Fix the needle with syringe tightly by pushing it into the syringe tip and turning it
clockwise without removing the protective cap of the needle.

Carefully remove the protective cap of the needle without damaging the needle.

If liquid is to be injected into the body with a syringe, withdraw the required amount of
liquid into the syringe.

Make sure that there are no air bubbles in the syringe; if any, remove them.

Before injection, check that the liquid flow in the syringe can be achieved.

Inject the liquid under the skin.

In case of need, the syringe can also be used for aspiration of blood from the vein with
a hypodermic needle of appropriate size.

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. Re-use of the
product may cause infections and other illnesses.

Needle Configurations

Needle Size | 14G [ 156 | 16G | 18G | 19G [ 20G | 21G [l 23G | 30G
Need 1" 11/4” 1" 1" 5/8" | 11/4 | 1" 1/2”

eece 114" 11/2° | 1172’ 1" | 12 12"
Length 11/27 | 11/27 112 11/2” 11/27 | 11/27 |1 1/4” 2’ 1/3”
Needle Cap Transparent and colorless
Color
Needle Hub Transparent and with above colors
Color
Need_le Tip Bevel needle
Configuration
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Storage Conditions

¢ Store at ambient temperature not exceeding 45°C.
o« Keep it away from direct sunlight and moist environment.
o 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.
Symbol Indication Symbol Indication

Manufacturer I Fragile. Handle with care

Date of manufacture Keep away from sunlight

Use-by date T\ Keep dry

N E
NYA
oz

LOT Batch code Upper limit of temperature (45°C)

REF Catalogue number Do not reuse

Do not resterilize Caution

=E Sterilized using ethylene oxide [E Consult instruction for use

Do not use if package is damaged Non-pyrogenic

@B

Only CAUTION: Federal law (US) restricts this device to sale by or on the order of a physician
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PORTEKIZCE:

Instrugoes de Uso

Grupos de produtos relacionados

Seringa hipodérmica com ponta Luer Slip

Seringa hipodérmica com ponta Luer Lock
Seringa de insulina hipodérmica com / sem agulha
Seringa de insulina hipodérmica com agulha fixa
Agulha hipodérmica

Inspecionar visualmente se o conteudo da embalagem esta completo e se a embalagem nao
esta danificada.

N&o utilizar o produto se a embalagem estiver danificada.

Abrir a embalagem descascando-o do local marcado pela seta.

Se a embalagem do produto incluir uma agulha junto com a seringa; segurar a seringa com uma
das méos e a agulha com a outra.

Fixar firmemente a agulha na seringa, empurrando a agulha para a ponta da seringa e rodando-a
no sentido dos ponteiros do relégio, sem retirar a tampa protetora da agulha.

Retirar cuidadosamente a tampa protetora da agulha sem danifica-la.

Para injecao de liquido no corpo com una seringa; retirar a quantidade necessaria de liquido na
seringa.

Certificar-se de que néo existem bolhas de ar na seringa; se houver, remové-las.

Antes da injegao, verificar se o fluxo de liquido na seringa pode ser alcangado.

Injetar o liquido sob a pele.

Em caso de necessidade, a seringa também pode ser usada para aspiragdo de sangue das
veias com agulha hipodérmica de tamanho apropriado.

Apos a injegao ou aspiragao eliminar o produto como lixo hospitalar.

O produto é para uso unico. Nao pode ser reutilizado ou reesterilizado. A reutilizagdo do produto
pode causar infegdes e outras doengas.

Configuracdes de Agulha |
ngﬁgho da 14G | 156 | 16G | 18G | 196 | 206 | 21c [EEYIcEM 23G | 25G e 30G
c et 1" 11/4" 1" 1" 5/8" | 11/4” | 1" 11/2” 1/2"

omprimento T4 1127 | 11/2” 1 1/2” 127
da agulha 127 [ 11727 = 7 1 1/2 11/2” | 11/2" [11/4” 2 1/3”

Cor da tampa da
agulha

Transparente e sem cor

Cor do canhao
da agulha

Transparente e com as cores acima

Configuragio da
ponta da agulha

Agulha de ponta chanfrada
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* Armazenar em temperatura ambiente nao superior a 45 ° C.

* Manter o produto longe da luz solar direta e de ambiente umido.
* Colocar e armazenar a caixa na direcao da seta.
* Na&o colocar mais de 5 caixas sucessivas umas sobre as outras.
* O prazo de validade do produto é de 5 anos.

Data de validade

Manter seco

Simbolo Indicagao Simbolo | Indicagao

d Fabricante I Fragil. Manuseie com cuidado
-

dl Data de fabrico -7 "\“" Manter longe da luz solar
]

LOT Codigo do lote Limite maximo de temperatura (45 °C)
REF Numero de catalogo Reutilizagédo ndo permitida
> 1B :E Esterilizado com 6xido de etileno Consultar as instrugdes de uso

Nao reesterilize

Atencéao

N&o Pirogénico

@ Nao usar se a embalagem estiver
danificada

ATENCAO: A legislacéo federal dos (EUA) limita a venda deste dispositivo a médicos
Only licenciados ou por ordem destes.

PR.A32/25.01.2021/2
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ALMANCA:

Gebrauchsanweisungen

Bezugnehmende Produktgruppen

Hypodermische Spritze mit Luer Slip-Spitze
Hypodermische Spritze mit Luer Lock-Spitze
Hypodermische Insulinspritze mit / ohne Nadel
Hypodermische Insulinspritze mit fester Nadel
Hypodermische Spritze

Kontrollieren Sie optisch den Verpackungsinhalt auf Vollstandigkeit und Unversehrtheit.
Produkte mit beschadigter Verpackung nicht verwenden.

Die Verpackung an der mit dem Pfeil gekennzeichneten Stelle aufstreifend &ffnen.

Enthalt die Produktverpackung zusammen mit der Spritze auch die Nadel, so halten Sie die
Spritze mit der einen und die Nadel mit der anderen Hand.

Bevor Sie die Schutzabdeckung der Nadel abnehmen, dricken Sie die Nadel auf die
Spritzenspitze und drehen Sie diese im Uhrzeigersinn, sodass Spritze und Nadel
miteinander befestigt werden.

Nehmen Sie die Schutzabdeckung der Nadel vorsichtig ab, sodass die Nadel nicht
beschadigt wird.

Beabsichtigen Sie, mit der Spritze in den Kdrper eine Flussigkeit zu injizieren, saugen Sie
die Flussigkeit in erforderlicher Menge in die Spritze ein.

Vergewissern Sie sich, dass die Spritze keinerlei Luftblasen enthalt. Stellen Sie Luftblasen
in der Spritze fest, sind diese unbedingt zu beseitigen.

Vor der Injektion kontrollieren Sie, ob der Flussigkeitsfluss in der Spritze gewahrleistet ist.
Die zu injizierende Flussigkeit unter die Haut injizieren.

Die Spritze kann bei Bedarf mit einer hypodermischen Nadel in entsprechender Grolke
auch zur Blutaspiration verwendet werden.

Das Produkt ist nach der Injektion bzw. Aspiration als medizinischer Abfall zu entsorgen.
Das Produkt ist ein Einwegprodukt. Das Produkt kann nicht wiederverwendet bzw.
wiedersterilisiert werden. Eine Wiederverwendung des Produkts kann Infektionen und
weitere Erkrankungen verursachen.

Nadelkonfigurationen

Nadelgrosse 14G | 15G | 16G | 18G | 19G | 20G [ 21G 23G [ 25G 27G 12961 306 |
1" 11/4” 1" 1" 5/8" | 11/4| 1" 11727 1/2”
Nadellange 11/4” 11/27 | 11/2 1" 1/2” 1/2”
11/27 | 11/2 12 11727 11/27 | 11/27 |1 1/4” 2’ 1/3”
Farbe der
Nadelabdeckung Transparent und farblos
Farbe des

Nadeltragers

Transparent und in obigen Farben

Nadelspitzen-

konfiguration

Zylindrische Nadel
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Lagerungsbedingungen

Bei einer Raumtemperatur von héchstens 45°C lagern.

Vor direkter Sonneneinstrahlung und vor Feuchtigkeit schitzen.

Die Schachtel in Pfeilrichtung positionieren und lagern.

Ubereinander héchstens finf GroRverpackungen aufeinanderstapeln und lagern.
Lebensdauer des Produkts betragt 5 Jahre.

Symbol Bedeutung Symbol Bedeutung

d Hersteller I Zerbrechlich! Vorsichtig halten
o

dl Produktionsdatum 74_\*' Vor Sonnenstrahlung schiitzen
[ |

g Haltbarkeitsdatum = Trocken aufbewahren

LOT

Charge-Nummer Hoéchsttemperaturgrenze (45°C)

REF

Katalognummer Nicht wiederverwenden

Sterilisiert mit Ethylenoxid Gebrauchsanweisung zuziehen

Nicht erneut sterilisieren Achtung

@@E

Bei beschidigter Verpackung nicht
verwenden

AP EO™)

Non-pyrogen

B( Only

VORSICHT:. Das Bundesgesetz (USA) beschrankt den Verkauf dieses Gerats durch
einen Arzt oder auf Empfehlung eines Arztes.
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FRANSIZCA :

Consignes d’utilisation

Gammes de produits

Injecteur hypodermique a bout Luer Slip

Injecteur hypodermique a bout Luer Lock

Injecteur hypodermique avec ou sans aiguille pour I'injection d’insuline
Injecteur hypodermique a aiguille fixe pour I'injection d’insuline
Aiguille hypodermique

Vérifier visuellement si le contenu de 'emballage n’est pas incomplet et 'emballage
n’est pas endommageé.

Ne pas utiliser le produit dont ’emballage est endommage.

Ouvrir ’lemballage en le déchirant a 'endroit marqué par un signe de fléche.

Si ’'emballage du produit contient également l'aiguille en compagnie de l'injecteur, tenir
I'injecteur par une main et I'aiguille par I'autre.

Fixer fermement l'aiguille et I'injecteur I'un sur I'autre en engageant l'aiguille vers le
bout de lI'injecteur et en la tournant dans le sens d’aiguille d’horloge, sans avoir enleveé
la capsule protectrice de l'aiguille.

Enlever soigneusement le capuchon protecteur de I'aiguille sans préjudicier a celle-ci.
Si un liquide devra étre injecté dans le corps a I'aide de l'injecteur, faire aspirer le
liquide en quantité nécessaire dans l'injecteur.

S’assurer qu’il n’existe aucune bulle d’air dans l'injecteur. S’il y a bulles d’air dans
I'injecteur, les éliminer obligatoirement.

Avant l'injection, vérifier si le liquide coule dans I'injecteur.

Injecter le liquide a injecter sous I’'épiderme.

L’injecteur est utilisable en cas de besoin pour aspiration du sang a I'aide d’'une aiguille
hypodermique aux dimensions adaptées.

Apreés l'injection ou I'aspiration, détruire le produit comme déchet médical.

Le produit est pour usage unique. Le produit ne devra étre réutilisé ou stérilisé une
nouvelle fois. La réutilisation du produit peut provoquer des infections ou autres
maladies.

Configuration des aiguilles

g'mef‘s"?“s 14G | 156G | 16G | 18G | 19G | 20G | 21G 23G | 25G 30G
es aiguilles

L 1" 11/4” 1" 1" 58" [ 11/4”| 1" 11/2” 1/2”
ongueur 11/ 11/2 | 11/2” 1" | 12 172"

d’aiguille 1127 | 11/2” 112" 11/2” 11/27 | 11/27 |1 147 2’ 1/3”

Couleur du

capuchon de Transparente et incolore

I'aiguille

Couleur de la

capsule de Transparente et aux couleurs ci-dessus

I'aiguille

Configuration

de I'extrémité | Aiguille conique

de l'aiguille
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Conserver a la température ambiante ne dépassant pas 45°C.
Eviter 'exposition directe aux rayons solaires et la conservation dans un endroit

humide.

Conserver le boitier en le plagant dans le sens marqué par fleche.
Stocker le produit en superposant au plus cing colis.

La durée de stockage est de 5 ans.

Derniére date d’utilisation

n
-

Maintenir a I'état sec.

Symbole Indicateur Symbole |Indicateur
d Fabricant ! Fragile ! Manipuler attentivement.
gl
dl Date de fabrication ‘2{“\"‘ Tenir a I'abri des rayons solaires.
]

Code du lot

Limite de température supérieure
(45°C)

Numeéro de catalogue

Ne pas réutiliser

Stérilisé en utilisant de I'oxyde
d’éthyléene.

Consulter les consignes d'utilisation.

Ne pas stériliser une nouvelle fois.

Attention

Ne pas utiliser si 'emballage est
endommageé.

PN =l

Non inflammatoire

Only

recommandation d’'un médecin.

ATTENTION : La loi fédérale (Etats-Unis) limite la vente de cet équipement par la
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ITALYANCA:

Istruzioni d’Uso

Gruppo di Prodotti Inerenti

Siringa Ipodermica con Attacco Luer-slip
Siringa Ipodermica con Attacco Luer-lock
Siringa Ipodermica da insulina con/senza ago
Siringa Ipodermica da insulina con ago fisso
Ago Ipodermico

Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

[ ]
) Non utilizzare il prodotto la cui confezione & danneggiata.
) Aprire la confezione dal lato indicato dalla freccia.
. Se la confezione del prodotto contiene insieme alla siringa anche I'ago, tenere con una mano la
siringa e con l'altra I'ago.
) Fissare saldamente I'ago alla siringa spingendolo verso la punta della siringa e ruotando in senso
orario senza rimuovere il cappuccio protettivo dell’ago.
. Rimuovere attentamente il cappuccio protettivo del’ago senza danneggiare I'ago.
. Se si inietta il liquido nel corpo attraverso la siringa, prelevare il liquido nella siringa in quantita
necessaria.
. Assicurarsi che non siano presenti bolle d’aria nella siringa, se ce ne sono, rimuoverle assolutamente
dalla siringa.
Prima di procedere con l'iniezione, verificare che ci sia il flusso del liquido nella siringa.
o Iniettare la soluzione sottocutanea.
. La siringa, in caso di necessita, pud essere utilizzata anche per I'aspirazione di sangue attraverso un
ago ipodermico di dimensione adeguata.
. Dopo l'iniezione o I'aspirazione, smaltire il prodotto come rifiuto sanitario.
. Il prodotto € monouso e non pud essere riutilizzato e risterilizzato. |l riutilizzo del prodotto potrebbe
provocare infezioni ed altre malattie.
Configurazioni Aghi
iggens'one 14G | 15G | 16G | 18G | 19G | 20G | 21G 23G | 25G 30G
Lunghezza 1" 11/4” 1" 1" 5/8" | 11/4” 1" 11/2” 1/2”
A ) . 11/4 I TV e VP ) , s 1/2” , 1/2” )
go 11/27 | 11/2 112 11/2 11/27 | 11/27 {11/ 2 1/3
Colore
Cappuccio Trasparente e incolore
Copri ago
COI9re Mozzo Trasparente e nei colori sopra indicati
del’Ago
Configurazione .
della %’unta Ago Ago Conico
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Condizioni di Stoccaggio

Conservare a temperatura ambiente non superiore a 45°C.

Tenere lontano dai raggi solari diretti e dall’'umidita.

Conservare la confezione posizionandola in direzione della freccia.
Non posizionare piu di 5 confezioni I'una sull’altra.

La vita di scaffale del prodotto & di 5 anni.

Simbolo Indicazione Simbolo Indicazione

Produttore I Fragile! Tenere con attenzione

Data di Produzione Tenere lontano dai raggi solari

-
.
|
™
-

Data di Scadenza Mantenere asciutto

WILE
e

Limite di temperatura massima

LOT Numero Lotto (45°C)

REF Numero Catalogo Non riutilizzare

S0 | Sterilizzato con ossido di etilene Consultare le istruzioni d’'uso

Non risterilizzare Attenzione

Non utilizzare se la confezione &

danneggiata Non Pirogenico

AP EO™)

ATTENZIONE: La legge federale (USA) limita la vendita di questo dispositivo da un
Only medico o attraverso la sua raccomandazione.

@ @)|[q

PR.A32/25.01.2021/2


http://www.setmedikal.com.tr/

S -

Set Medikal Sanayi ve Ticaret A.$
Osmangazi Mah. Maresal Fevzi Cakmak
Cad. No:18

Esenyurt — Istanbul, Turkiye
www.setmedikal.com.tr

T mMeDiKa3al

ISPANYOLCA:

Instrucciones de Uso

Grupos de Productos Relacionados

Jeringa Hipodérmica con Punta Luer Slip
Jeringa Hipodérmica con Punta Luer Lock
Jeringa Hipodérmica de Insulina con/sin Aguja
Jeringa Hipodérmica de Insulina con Aguija Fija
Aguja Hipodérmica

Inspeccione visualmente que el contenido del embalaje esté completo y que el
embalaje no esté dafado.

No utilice el producto si el embalaje esta dafado.

Abra el embalaje despegandolo del lugar marcado por la flecha.

Si el embalaje del producto incluye una aguja con la jeringa, sostenga la jeringa en
una mano y la aguja en la otra.

Fije la aguja con la jeringa firmemente empujandola hacia la punta de la jeringa y
girandola en sentido horario sin quitar la tapa protectora de la aguja.

Retire con cuidado la tapa protectora de la aguja sin dafar la aguja.

Si se va a inyectar liquido en el cuerpo, extraiga la cantidad necesaria de liquido
en la jeringa.

Asegurese de que no haya burbujas de aire en la jeringa, si las hay, retirelas.
Antes de la inyeccion, compruebe que se puede lograr el flujo de liquido en la
jeringa.

Inyecte el liquido debajo de la piel.

En casos necesarios, la jeringa también se puede utilizar para aspiracion de
sangre de la vena con una aguja hipodérmica del tamano adecuado.

Después de la inyeccidn o aspiracion, deséchelo como residuo médico.

El producto es para un solo uso. No se puede reutilizar ni reesterilizar. La
reutilizacion del producto puede provocar infecciones y otras enfermedades.

Configuraciones de Agujas

Tamano de la
Aguja

14G 15G 16G 18G 19G 20G 21G 23G | 25G 30G

Longitud
de la Aguja

1" 11/4” 1"
11/4”

11/2"

5/8" | 11/4”

11/2”

1/2”

11/27 | 11/27 1/2” 1/2”

11/27 | 11/2”

11/2” 11/27 | 11/27 |11/4” 1/3”

Color de la
Tapa de la
Aguja

Transparente e incolora

Color del
Pivote de la
Aguja

Transparente y con colores anteriores

Configuracion
de la Punta
de la Aguja

Aguja de punta biselada

PR.A32/25.01
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Condiciones de Almacenamiento

Almacenar a temperatura ambiente no superior a 45 ° C.

Mantener el producto alejado de la luz solar directa y del ambiente humedo.
Coloque y mantenga la caja en la direccion de la flecha.

No coloque mas de 5 cajas sucesivas una encima de la otra.

La vida util del producto es de 5 afios.

Indicacion Simbolo Indicacion

Fabricante I Fragil! Tratar con cuidado

Fecha de produccion 2’1\“ Mantener alejado de la luz solar

KEE §
g
o

N2

v

a “l‘l
Fecha de vencimiento T\ Mantener seco

.- Limite superior de temperatura
LOT Cédigo de lote (45 °C)
REF Numero de catalogo No reutilizar

I
& |

No reesterilizar Precaucion

No lo use si el embalaje esta danado No pirogénico

Esterilizado con 6xido de etileno [:E_] Consultar instrucciones de uso

2@ B

ATENCION: La ley federal de los (EE. UU.

~

restringe la venta de este dispositivo a

Only médicos autorizados o por orden de éstos.
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LEHGE:

Instrukcja Uzywania

Odnos$ne Grupy Wyrobow

Strzykawka podskérna z igtg Luer Slip
Strzykawka podskoérna z igtg Luer Lock
Strzykawka insulinowa podskoérna z igla lub bez
Strzykawka insulinowa podskorna z igta stalg igty
Igta podskérna

o Nalezy wizualnie sprawdza¢, czy zawarto$¢ opakowania jest kompletna a opakowanie

niezniszczona.

Nie uzywac wyrobdw z opakowaniem zniszczonym.

Opakowanie usung¢ sciggajac z punktu zaznaczonego strzatkg

Jezeli opakowanie zawiera igte oprocz strzykawki, trzymac jedng rekg strzykawke, a drugg igte.

Nalezy zamocowac igte ze strzykawkg bez usuwania nasadki ochronnej, pchajgc jg do koncowki

strzykawki i skrecajgc w kierunku zgodnym z wskazowkag zegara.

o Usuna¢ nasadke ochronng igly uwaznie, zeby nie uszkodzic¢ igty.

o Jezeli ma by¢ wstrzykiwanie ptynu do ciata, wciggng¢ nalezytg ilos¢ ptynu do strzykawki.

o Upewnic sie, ze strzykawka nie zawiera pecherzykéw powietrza. Ewentualne pecherzyki powietrza
koniecznie nalezy usunac.

¢ Przed iniekcjg sprawdzi¢, czy przeptyw ptynu w strzykawce jest zapewniony.

¢ Plyn do iniekcji wstrzykng¢ pod skore.

o W razie potrzeby strzykawki mozna uzywac¢ do wciggania krwi uzywajgc w tym celu odpowiedniej
igly podskorne;.

o Wyrdb nalezy po uzyciu utylizowac wraz z odpadami medycznymi.

o Wyrdb jest przeznaczony do jednorazowego uzytku. Nie mozna go ponownie uzy¢ ani ponownie
wysterylizowaé. Ponowne uzywanie wyrobu moze spowodowac infekcje i inne choroby.

Konfiguracje igty
Rozmiar igty 14G 15G 16G 18G 19G 20G | 21G 23G | 25G 30G
1" 11/4” 1" 1" 5/8" | 11/4”| 1" 11/2 1/2”

Dtugosc igt » 11/27 | 11/27 1" 1/2” 1/2”
9 9 11/27 | 11/2” :: 1;; 11/2” 11/27 | 11/27 |11/4” 2" 1/3”

Kolor nasadki
igty

Kolor piasty
igy
Konfiguracja
koncéwki igly

Przezroczysty i bezbarwny

Przezroczysty i w powyzszych kolorach

Igta stozkowa

PR.A32/25.01.2021/2
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Warunki Magazynowania
Przechowywac w temperaturze otoczenia nie przekraczajgcej 45°C.

Chroni¢ przed bezposrednim dziataniem promieni stonecznych i wilgotnym srodowisku.
W celu przechowywac w pozycji ustawionym zgodnie z kierunkiem strzatki na pudetku.
Magazynowac w ustawiajgc najwiecej pie¢ opakowan jedno na drugim.

Dopuszczalny czas magazynowania 5 lat.

Set Medikal Sanayi ve Ticaret A.$
Osmangazi Mah. Maresal Fevzi Cakmak
Cad. No:18

Esenyurt — Istanbul, Turkiye
www.setmedikal.com.tr

Oznaczenie

Wskaznik

Oznaczenie

Wskaznik

Producent

I

Uwaga szkto! Trzymac uwaznie.

Data produkciji

\/
i

Chroni¢ przed dziataniem promieni
stonecznych.

HEE

Data przydatnosci

-
[

n

-

Nie moczyc!

Maksymalna temperatura gérna

LOT Kod partii /ﬂ/ (45°C)

REF Numer katalogowy ® Wtdrnie nie uzywac

._:—EE S:;l;yr:ljowano przy uzyciu tienku [:E_:I Przeczytac instrukcje uzywania
@ Wtérnie nie sterylizowac A Uwaga

Nie uzywag, jezeli opakowanie jest M . .

@ uszkodzone. Nie pyrogieniczne

B{ UWAGA: Ustawa Federalna (USA) ogranicza sprzedaz tego wyrobu przez lekarza lub za

Only zaleceniem lekarza
PR.A32/25.01.2021/2
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UKRAYNACA:

IHCTPYKLUis i3 3aCcTOCYBaHHS

BianogigHi rpynu npogykuii

Wnpuruy ana nigwkipHMx iH'eKWin 3 3'egHaHHAM 3a TMNom Jlyep Cnin
Wnpuu ana nigwkipHux iH'ekuin 3 3'egHaHHAM 3a Tunom Jlyep Jlok
IHcyniHOBuMI WiNpuL 3 ronkoto / 6e3 ronku

IHcyniHoBMI wnpuy 3 PiKCOBaHO FONIKOK

MNonka ona nigwkipHUX iH'ekuin

¢ BisyanbHO nepeBipTe KOMMIEKTHICTL BUPODY i UiMiCHICTb YNaKoBKU.

¢ He BukopuctoBymnTe BUPIO 3 NOLIKOOXKEHOK YNAaKOBKOO.

o Poskpuinte ynakoBky B MicLi, BKa3aHOMYy CTPISIKOI0.

¢ AKWO B KOMMNNEKTi 3i LWUNPULIOM € rofka, TpuMmamnTe Wnpuy B O4HIN pyui, a rofiky B
iHLIMNA.

¢ He 3HiMaro4mM 3axXUCHOro KoBnayka 3 rofiku, LWiribHO 3adikCyMnTe roriky Ha LnpuLi,
BCTaBUBLLUM il B HAKOHEYHMK LUNpuLa i NOBEPHYBLUW 3a FOAMHHUKOBOK CTPISIKOO.

¢ OBepeXxHOo 3HIMITb 3aXUCHUM KOBMAYO0K 3 rofkn1, He NOLLKOAUBLUW FOJIKY.

¢ Akwo NoTpiObHO BBECTU B OpraHiam pianHy, HabepiTb y Wwnpuy, HeOOXiAHY KirlbKiCTb
pianHu.

o [lepeBipTe, Un He Mae Gynbbawok NoBiTPs B Wnpuui. Mpu HasgBHOCTI OynbbaLloK,
000B'A3KOBO BUAaAniTb iX.

o [lepen iH'eKkuieto nepeBipTe, YN NPOXOAUTL piAMHA Yepes LnpuL,.

o Beegitb nikn nigLwkipHo.

¢ [1pn HEOBXiOHOCTI WNpUL TaKoX MOXHa BMKOPUCTOBYBATK Af1s1 acnipauii KpoBi 3 BEHMU
rONKO0 BigMNOBIAHOIO PO3Mipy.

o [licnsa iH'ekuii abo acnipauii yTmnisynte sk MeandHi Bigxoau.

o Tinbkn ANa oAHOPa3oBOro BUKOPUCTaAHHSA. He BUKOpUCTOBYNTE MOBTOPHO i He
cTepunisynTte NoBTOpHO. NNOBTOpPHE BMKOPUCTAHHA BUPODY MOXe BUKIUKATU iHeKUIT
Ta iHWi 3axXBOPIOBaHHS.

KoHabirypauis ronku
Posmip ronku 14G 15G 16G 18G 19G 20G 21G 23G | 25G 30G
1" 11/4” 1" 1" 58" | 11/4” | 1" 11/2” 1/2”
Fosxura RYVT 112" | 11/2° 1" | 12 112"
ronku 11/27 | 11/2” 112" 11/2” 11/27 | 11/27 |1 147 2’ 1/3”
Konip
KoBnavka Mpo3sopwii i 6e3bapBHUI
ronku
Konip
yTpumMmyBa4a [Mpo3opuii i BULLE3a3HAYEHMX KOMbOPIB
ronku
KOHCbIrypaLlIFI KoHiyHa ronka
KiHLIS rOMKu

PR.A32/25.01.2021/2
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YmoBwu 36epiraHHsA
o 36epiraty B NnpuMIiLLLEHHI NpU TeMnepaTtypi He Bulle 45°C.
¢ 3BaxuwaTu Big NpAMnUX COHSAYHUX NMPOMEHIB i BONOroro cepeaosuLla.
o 3b6epiratu, po3MiCTMBLLUM YNAKOBKY B HANpsMKYy CTPIiriKu.
o 36epiratn B wWtabenax oo N'atu KOPooOoK.
¢ TepMmiH NpugaTHOCTI 5 poKiB.

YMoBHe Onuc YMoBHe Onuc
no3Ha4vyeHHsA no3HauyeHHs

BupobHuk I Kpuxknii Bupi6! byaste obepexHi.

3axuwiaT Big COHAYHMX MPOMEHIB.

70

« |

n
-

Y
dl Hata BupobHuUTBa 77

TepMiH npuaaTHOCTI 3axuwaTtn Big BONoru.

HeniporeHHuit Bupi6

LOT Kopg naprii /ﬂ/ BepxHsi mexxa Temnepatypu (45°C)
REF Homep katanory ® He 3actocoByBaT/ NOBTOPHO
——— . O3sHaromTecs 3 iHCTPYKLUI€EH i3
o CTepunizoBaHO OKCMOOM ETUIEHY. 38GTOCYBAHHS
He ctepunisyBaTti NnoBTOPHO. A YBara

NOLWKOAXEeHOK yNaKoOBKOH.

YBATI'A: ®egepanbHuii 3akoH (CLLUA) obmexxye npofak Lboro NpuCTPOHo TiNTbKKU Nikapem
Only abo 3a pekoMeHaaLlieto nikaps.

@ He sactocoByBaTtu npenapar 3

PR.A32/25.01.2021/2
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RUSCA:

UHCTPYKUMA NO NPUMEHEHUIO

CooTBeTcTBYHOLWME FPYNNbl NPOAYKUUA

LLinpuy ANA NOAKOXHbIX MHBLEKLMK C coeanHeHueM no tuny Jlyep Cnun
LLinpuy ANA NOAKOXHbIX UHBEKLMIA ¢ coeaunHeHuem no tuny Jlyep Jlok
UHcynnHoBbLIN winpuy ¢ urnoun / 6e3 urnbl

UHcynuHoBbIN wnpuy ¢ GUKCMpoOBaHHOWN UINOW

Urna gna noAKOXHbIX MHbEKLUM

o BwuayanbHO NpoBepbTe KOMMMEKTHOCTb U3Aenuns 1 LenoCTHOCTb YMaKoBKU.

¢ He ncnonb3ynte nagenve c NoBpeXxXaeHHOM yNakoOBKOW.

¢ BckporiTe ynakoBky B MecTe, yKazaHHOM CTPESIKOW.

o Ecnu B KOMNNEKTe CO LUMPULIOM eCTb UrMa, AepXuTe LWNpuL, B OOHON pykKe, a urny B
OPpYromn.

¢ He cHMmasa 3awmnTHOro Kosnadka ¢ urfbl, NAOTHO 3adOUKCUPYNTE UMYy Ha wnpuue,
BCTaBUB €€ B HAaKOHEeYHUK LUNpuLLa U NOBEPHYB MO YaCOBOW CTperiKe.

o OCTOpPOXHO CHUMUTE 3aLUUTHBLIA KONMa4yokK C UMMbl, HE NOBPeaAUB UrIy.

o Ecnmn TpebyeTcsi BBECTU B OpPraHmM3M XUOKOCTb, HabepuTe B WNpuy, Heobxoanmoe
KONMMYEeCTBO XNOKOCTW.

o YbBeaguTtechb B OTCYTCTBUM MYy3bIPbKOB BO3Ayxa B wnpuue. Npu Hanmydmm ny3blpbKOB,
obasaTenbHO yganurte ux.

o [lepen viHbekUuen NpoBepbTe, MPOXOAUT NN XMUOKOCTb Yepes Lwnpuu.

o BBeagute nekapCTBO MOOKOXHO.

o [lpn HEOBXOOAMMOCTM LWNPUL, TAKKE MOXXHO UCNOSb30BaTb AN acnvpauum Kposu 13
BEHbI UrMoN noagxoasuiero pasmepa.

o [locrne nHbekuun nnu acnmpauum yTunmanpymnTe nsgenme Kak MeguumMHCKMe oTxoabl.

o Tonbko Ansa 04HOPAa30BOro UCMNOSb30BaHUA. He ncnonb3ymte NOBTOPHO U He
CTepuUnu3ynTe NoBTOpPHO. [MOBTOpPHOE NCNOMNb30BaHME U3OENNA MOXET Bbi3BaTb
MHdekuun n gpyrne saboneBaHus.

KoHdpurypauum vrmbl

Pasmep urnbl | 14G | 156 | 16G | 18G | 19G [ 20G | 21G |2l 23G | 25G 27G 1296 30G
1" 11/4” 1" 1" 5/8" | 11/4”| 1" 11/2 172
OnvHa vrnel 11/4” 1127 | 11/27 1" 172 172
1127 | 11/2” 12 11/2 11/27 | 11/27 (114 2’ 1/3”
LiBeT
Konnayka Mpo3payHbin n 6ecuBeTHbIN
nrmbl
LiBeT
aepxartens [Mpo3payHbIf 1 BbileyKka3aHHbIX LIBETOB
Urmbl
Kowdpurypauus Konunueckasi urna
KOHLa bl
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YcnoBus xpaHeHus
e XpaHuTb B NOMELLEHUM NMpK TemMnepaType He Bbille 45°C.
e 3awuwaTb OT NPAMbIX CONTHEYHbIX JlyHYel U BNa)HOW cpefbl.
¢ XpaHuTb, pa3aMecTMB YNakoBKY B HanpaBrieHUN CTPErKN.
o XpaHuTb B WITabensx Ao NnaTn Kopobok.
e Cpok rogHocTun 5 ner.

Set Medikal Sanayi ve Ticaret A.$
Osmangazi Mah. Maresal Fevzi Cakmak
Cad. No:18

Esenyurt — Istanbul, Turkiye
www.setmedikal.com.tr

[aTa nponssoacTtea

YcnoBHoe OnucaHue YcnoBHoe OnucaHue
00o3HauvyeHue 0b603Ha4YeHne
Xpynkoe napenuve! byabte
lMponssoauTernb Py a yA
OCTOPOXKHbI.
P

3almiaTth OT CONMHEYHbIX NMyYei.

Cpok rogHocTn

3alwmiaTb OT Bnaru.

& WELE

Kog naptuum

BepxHuii npegen temnepatypbl
(45°C)

REF Homep kaTtarnora ® He ncnonb3oBaTb NOBTOPHO
— O3HaKOMbTECH C MHCTPYKLMEN NO
5 1=l =0 CTepnnun3oBaHO OKCMAOM 3TUNEHA.
NPUMEHEHNIO.
@ He ctepunusoBaTtb NOBTOPHO. A BHumanue
He ncnonb3oBaTtb C NOBPEXAEHHOW
o HenwnporeHHoe nsgenve
YNaKOBKOW.
]% BHUMAHWE: ®epnepanbHbin 3akoH (CLUA) orpaHuumMBaeT npoaaxy 3Toro yCTpomcTea
Only TONbKO Bpa4YoM MNn N0 pekoMeHAaunn Bpava.
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Kullanim Talimatlari

igili Uriin Gruplan

Luer Slip U¢lu Hipodermik Sirnnga

Luer Lock U¢lu Hipodermik Siringa
igneli/ignesiz Hipodermik insiilin Siringasi
Sabit igneli Hipodermik insiilin Siringasi
Hipodermik igne

Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gérsel olarak kontrol
edin.

Ambalaji hasar gérmus Urind kullanmayin.

Ambalaji ok isareti ile gosterilen yerden siyirarak aginiz.

Urlin ambalaji siringa ile birlikte igneyi de igeriyorsa, siringayi bir elle, igneyi diger elle
tutun.

ignenin koruyucu kapagini cikarmadan, igneyi siringa ucuna dogru iterek ve saat
yonunde gevirerek siringa ve igneyi birbirine sikica sabitleyin.

ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

Siringa ile vicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya cekin.
Siringanin hava kabarcigi icermedigine emin olun. Siringada hava kabarcigi varsa
mutlaka cikarin.

Enjeksiyondan énce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.
Enjekte edilecek siviyl deri altina enjekte edin.

Siringa; ihtiyag halinde, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de
kullanilabilir.

l?rl'jnij enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin. )

Urdn tek kullanimhktir. Urin tekrar kullanilamaz ve tekrar steril edilemez. Urinun
tekrar kullanilmasi enfeksiyonlara ve baska hastaliklara sebep olabilir.

Depolama Kosullar

45°C’yi agmayan ortam sicakliginda muhafaza ediniz.
Dogrudan gunes isigindan ve nemli ortamdan koruyun.
Kutuyu ok yoninde yerlestirerek muhafaza edin.

Ust Uste en fazla bes koli koyularak muhafaza edin.
UrGnan raf dmra 5 yildir.
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Instrugoes de Uso

Grupos de produtos relacionados

Seringa hipodérmica com ponta Luer Slip

Seringa hipodérmica com ponta Luer Lock
Seringa de insulina hipodérmica com / sem agulha
Seringa de insulina hipodérmica com agulha fixa
Agulha hipodérmica

Inspecionar visualmente se o conteudo da embalagem estd completo e se a embalagem nao
esta danificada.

N&o utilizar o produto se a embalagem estiver danificada.

Abrir a embalagem descascando-o do local marcado pela seta.

Se a embalagem do produto incluir uma agulha junto com a seringa; segurar a seringa com uma
das méos e a agulha com a outra.

Fixar firmemente a agulha na seringa, empurrando a agulha para a ponta da seringa e rodando-a
no sentido dos ponteiros do relégio, sem retirar a tampa protetora da agulha.

Retirar cuidadosamente a tampa protetora da agulha sem danifica-la.

Para injecao de liquido no corpo com una seringa; retirar a quantidade necessaria de liquido na
seringa.

Certificar-se de que néo existem bolhas de ar na seringa; se houver, remové-las.

Antes da injegao, verificar se o fluxo de liquido na seringa pode ser alcangado.

Injetar o liquido sob a pele.

Em caso de necessidade, a seringa também pode ser usada para aspiragdo de sangue das
veias com agulha hipodérmica de tamanho apropriado.

Apds a injecao ou aspiracao eliminar o produto como lixo hospitalar.

O produto é para uso unico. Nao pode ser reutilizado ou reesterilizado. A reutilizagdo do produto
pode causar infegdes e outras doengas.

Condig¢6es de armazenamento

Armazenar em temperatura ambiente ndo superior a 45 ° C.
Manter o produto longe da luz solar direta e de ambiente umido.
Colocar e armazenar a caixa na direcao da seta.

N&o colocar mais de 5 caixas sucessivas umas sobre as outras.
O prazo de validade do produto € de 5 anos.

PR.A32/07.04.2022/3


http://www.setmedikal.com.tr/

Set Medikal Sanayi ve Ticaret A.$
SET M3l Osmangazi Mah. Maresal Fevzi Cakmak
: Cad. No:18
Esenyurt — Istanbul, Turkiye
www.setmedikal.com.tr

DE:

Gebrauchsanweisungen

Bezugnehmende Produktgruppen

Hypodermische Spritze mit Luer Slip-Spitze
Hypodermische Spritze mit Luer Lock-Spitze
Hypodermische Insulinspritze mit / ohne Nadel
Hypodermische Insulinspritze mit fester Nadel
Hypodermische Spritze

o Kontrollieren Sie optisch den Verpackungsinhalt auf Vollstandigkeit und Unversehrtheit.

¢ Produkte mit beschadigter Verpackung nicht verwenden.

o Die Verpackung an der mit dem Pfeil gekennzeichneten Stelle aufstreifend 6ffnen.

o Enthalt die Produktverpackung zusammen mit der Spritze auch die Nadel, so halten Sie die
Spritze mit der einen und die Nadel mit der anderen Hand.

¢ Bevor Sie die Schutzabdeckung der Nadel abnehmen, dricken Sie die Nadel auf die
Spritzenspitze und drehen Sie diese im Uhrzeigersinn, sodass Spritze und Nadel
miteinander befestigt werden.

¢« Nehmen Sie die Schutzabdeckung der Nadel vorsichtig ab, sodass die Nadel nicht
beschadigt wird.

¢« Beabsichtigen Sie, mit der Spritze in den Korper eine Flussigkeit zu injizieren, saugen Sie
die Flussigkeit in erforderlicher Menge in die Spritze ein.

* Vergewissern Sie sich, dass die Spritze keinerlei Luftblasen enthalt. Stellen Sie Luftblasen
in der Spritze fest, sind diese unbedingt zu beseitigen.

¢ Vor der Injektion kontrollieren Sie, ob der Flussigkeitsfluss in der Spritze gewahrleistet ist.

¢ Die zu injizierende Flussigkeit unter die Haut injizieren.

o Die Spritze kann bei Bedarf mit einer hypodermischen Nadel in entsprechender GrdlRe
auch zur Blutaspiration verwendet werden.

¢« Das Produkt ist nach der Injektion bzw. Aspiration als medizinischer Abfall zu entsorgen.

¢ Das Produkt ist ein Einwegprodukt. Das Produkt kann nicht wiederverwendet bzw.

wiedersterilisiert werden. Eine Wiederverwendung des Produkts kann Infektionen und
weitere Erkrankungen verursachen.

Lagerungsbedingungen

¢ Bei einer Raumtemperatur von héchstens 45°C lagern.

¢ Vor direkter Sonneneinstrahlung und vor Feuchtigkeit schitzen.

o Die Schachtel in Pfeilrichtung positionieren und lagern.

+ Ubereinander hdchstens fiinf GroRverpackungen aufeinanderstapeln und lagern.
¢ Lebensdauer des Produkts betragt 5 Jahre.
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Consignes d’utilisation

Gammes de produits

Injecteur hypodermique a bout Luer Slip

Injecteur hypodermique a bout Luer Lock

Injecteur hypodermique avec ou sans aiguille pour I'injection d’insuline
Injecteur hypodermique a aiguille fixe pour I'injection d’insuline
Aiguille hypodermique

o Vérifier visuellement si le contenu de 'emballage n’est pas incomplet et 'emballage
n’est pas endommageé.

* Ne pas utiliser le produit dont ’'emballage est endommageé.

o Ouvrir 'emballage en le déchirant a I'’endroit marqué par un signe de fleche.

o Sil’emballage du produit contient également 'aiguille en compagnie de l'injecteur, tenir
I'injecteur par une main et I'aiguille par I'autre.

o Fixer fermement l'aiguille et I'injecteur I'un sur 'autre en engageant I'aiguille vers le
bout de lI'injecteur et en la tournant dans le sens d’aiguille d’horloge, sans avoir enleveé
la capsule protectrice de l'aiguille.

o Enlever soigneusement le capuchon protecteur de l'aiguille sans préjudicier a celle-ci.

o Siun liquide devra étre injecté dans le corps a l'aide de l'injecteur, faire aspirer le
liquide en quantité nécessaire dans l'injecteur.

o S’assurer qu’il n’existe aucune bulle d’air dans l'injecteur. S’il y a bulles d’air dans
I'injecteur, les éliminer obligatoirement.

o Avant I'injection, vérifier si le liquide coule dans I'injecteur.

o Injecter le liquide a injecter sous I'épiderme.

o L’injecteur est utilisable en cas de besoin pour aspiration du sang a 'aide d’une aiguille
hypodermique aux dimensions adaptées.

o Apreés l'injection ou I'aspiration, détruire le produit comme déchet médical.

o Le produit est pour usage unique. Le produit ne devra étre réutilisé ou stérilisé une
nouvelle fois. La réutilisation du produit peut provoquer des infections ou autres
maladies.

Conditions de stockage

o Conserver a la température ambiante ne dépassant pas 45°C.

o Eviter I'exposition directe aux rayons solaires et la conservation dans un endroit
humide.

o Conserver le boitier en le plagant dans le sens marqué par fleche.

o Stocker le produit en superposant au plus cinq colis.

o La durée de stockage est de 5 ans.
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Istruzioni d’Uso

Gruppo di Prodotti Inerenti

Siringa Ipodermica con Attacco Luer-slip
Siringa Ipodermica con Attacco Luer-lock
Siringa Ipodermica da insulina con/senza ago
Siringa Ipodermica da insulina con ago fisso
Ago Ipodermico

Controllare visivamente che la confezione non sia danneggiata e il contenuto sia integro.

Non utilizzare il prodotto la cui confezione & danneggiata.

Aprire la confezione dal lato indicato dalla freccia.

Se la confezione del prodotto contiene insieme alla siringa anche I'ago, tenere con una mano la
siringa e con l'altra I'ago.

Fissare saldamente I'ago alla siringa spingendolo verso la punta della siringa e ruotando in senso
orario senza rimuovere il cappuccio protettivo dell’ago.

Rimuovere attentamente il cappuccio protettivo del’ago senza danneggiare I'ago.

Se si inietta il liquido nel corpo attraverso la siringa, prelevare il liquido nella siringa in quantita
necessaria.

Assicurarsi che non siano presenti bolle d’aria nella siringa, se ce ne sono, rimuoverle assolutamente
dalla siringa.

Prima di procedere con l'iniezione, verificare che ci sia il flusso del liquido nella siringa.

Iniettare la soluzione sottocutanea.

La siringa, in caso di necessita, pud essere utilizzata anche per I'aspirazione di sangue attraverso un
ago ipodermico di dimensione adeguata.

Dopo I'iniezione o I'aspirazione, smaltire il prodotto come rifiuto sanitario.

Il prodotto € monouso e non pud essere riutilizzato e risterilizzato. |l riutilizzo del prodotto potrebbe
provocare infezioni ed altre malattie.

Condizioni di Stoccaggio

Conservare a temperatura ambiente non superiore a 45°C.

Tenere lontano dai raggi solari diretti e dall’'umidita.

Conservare la confezione posizionandola in direzione della freccia.
Non posizionare piu di 5 confezioni I'una sull’altra.

La vita di scaffale del prodotto & di 5 anni.
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Instrucciones de Uso

Grupos de Productos Relacionados

Jeringa Hipodérmica con Punta Luer Slip
Jeringa Hipodérmica con Punta Luer Lock
Jeringa Hipodérmica de Insulina con/sin Aguja
Jeringa Hipodérmica de Insulina con Aguija Fija
Aguja Hipodérmica

o Inspeccione visualmente que el contenido del embalaje esté completo y que el
embalaje no esté danado.

o No utilice el producto si el embalaje esta danado.

o Abra el embalaje despegandolo del lugar marcado por la flecha.

o Si el embalaje del producto incluye una aguja con la jeringa, sostenga la jeringa en
una mano y la aguja en la otra.

o 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.

o Retire con cuidado la tapa protectora de la aguja sin daiar la aguja.

o Si se va a inyectar liquido en el cuerpo, extraiga la cantidad necesaria de liquido
en la jeringa.

o 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.

o Inyecte el liquido debajo de la piel.

o En casos necesarios, la jeringa también se puede utilizar para aspiraciéon de
sangre de la vena con una aguja hipodérmica del tamano adecuado.

o Después de la inyeccién o aspiracion, deséchelo como residuo médico.

o EIl producto es para un solo uso. No se puede reutilizar ni reesterilizar. La
reutilizacion del producto puede provocar infecciones y otras enfermedades.

Condiciones de Almacenamiento

Almacenar a temperatura ambiente no superior a 45 ° C.

Mantener el producto alejado de la luz solar directa y del ambiente humedo.
Coloque y mantenga la caja en la direccion de la flecha.

No coloque mas de 5 cajas sucesivas una encima de la otra.

La vida util del producto es de 5 afios.
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Instrukcja Uzywania

Odnos$ne Grupy Wyrobow

Strzykawka podskérna z igtg Luer Slip
Strzykawka podskoérna z igtg Luer Lock
Strzykawka insulinowa podskoérna z igla lub bez
Strzykawka insulinowa podskoérna z igta stata igty
Igta podskérna

Nalezy wizualnie sprawdzac, czy zawartos¢ opakowania jest kompletna a opakowanie
niezniszczona.

Nie uzywac¢ wyrobéw z opakowaniem zniszczonym.

Opakowanie usung¢ sciggajac z punktu zaznaczonego strzatkg

Jezeli opakowanie zawiera igte oprocz strzykawki, trzymac jedng rekg strzykawke, a drugg igte.
Nalezy zamocowac igte ze strzykawkg bez usuwania nasadki ochronnej, pchajgc jg do koncowki
strzykawki i skrecajgc w kierunku zgodnym z wskazowka zegara.

Usung¢ nasadke ochronng igly uwaznie, zeby nie uszkodzi¢ igty.

Jezeli ma by¢ wstrzykiwanie ptynu do ciata, wciggna¢ nalezytg ilos¢ ptynu do strzykawki.
Upewni¢ sie, ze strzykawka nie zawiera pecherzykdéw powietrza. Ewentualne pecherzyki powietrza
koniecznie nalezy usungc.

Przed iniekcjg sprawdzi¢, czy przeptyw ptynu w strzykawce jest zapewniony.

Ptyn do iniekcji wstrzykng¢ pod skore.

W razie potrzeby strzykawki mozna uzywac¢ do wciggania krwi uzywajgc w tym celu odpowiedniej
igly podskorne;j.

Wyrdb nalezy po uzyciu utylizowaé wraz z odpadami medycznymi.

Wyréb jest przeznaczony do jednorazowego uzytku. Nie mozna go ponownie uzy¢ ani ponownie
wysterylizowac. Ponowne uzywanie wyrobu moze spowodowac infekcje i inne choroby.

Warunki Magazynowania

Przechowywac w temperaturze otoczenia nie przekraczajgcej 45°C.

Chroni¢ przed bezposrednim dziataniem promieni stonecznych i wilgotnym srodowisku.
W celu przechowywac w pozycji ustawionym zgodnie z kierunkiem strzatki na pudetku.
Magazynowac w ustawiajgc najwiecej pie¢ opakowan jedno na drugim.

Dopuszczalny czas magazynowania 5 lat.
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IHCTPYKLUis i3 3acTOCYBaHHS

BianogigHi rpynu npogykuii

Wnpuru ana nigwkipHMx iH'eKWin 3 3'egHaHHAM 3a TMNom Jlyep Cnin
Wnpuuy ana nigwkipHux iH'ekuin 3 3'egHaHHAM 3a Tunom Jlyep ok
IHcyniHOBMI winpuy 3 ronkoto / 6e3 ronku

IHcyniHoBMI wnpuy 3 piKCOBaHO FONIKOK

MNonka ona nigwkipHUX iH'ekuin

o BisyanbHo nepeBipTe KOMMJIEKTHICTb BUPOOBY i LiNiCHICTb yrakoBKN.

* He BuKopucToBymnTe BUPIO 3 NOLIKOOXKEHOK YNAKOBKOO.

o Po3kpunTe ynakoBKy B MiCLi, BKazaHOMY CTPIfiKO.

o  AKWo B KOMMMEKTi 3i LLNPULOM € rosika, TpMmanTe WnpuL, B OOHIN pyui, a ronky B
iHLIMNA.

¢ He 3HiMaluM 3axXMCHOro KoBrayka 3 rosiku, LWiribHO 3adikCymnTe ronky Ha Lnpui,
BCTaBUBLLM il B HAKOHEYHMK LUNpuLa i NOBEPHYBLUW 3a FOAMHHUKOBOK CTPISIKOO.

o Ob6epeXHO 3HIMITb 3aXUCHUN KOBMAYOK 3 rOJIKM, HE MOLUKOAUBLLMN TOSKY.

o AKWwo NoTpiObHO BBECTU B OpraHiam pignHy, HabepiTb y Wwnpuy HEOOXiAHY KirbKiCTb
pianHu.

o [lepeBipTe, 4 He mae OynbballoK NOBITpA B WwWnpuui. Npu HassBHOCTI OynbbaLllok,
0o00B'A3KOBO BUAaniTb iX.

o [lepen iH'eKkuieto nepeBipTe, YN NPOXOAUTL piAMHA Yepes LnpuL,.

o Beegitb nikn nigLwkipHo.

o [lpn HEOOXIOHOCTI LUMPUL TAKOX MOXHa BUKOPMUCTOBYBATU ANSA acnipauii KpoBi 3 BEHU
rONKO0 BigMNOBIAHOIO PO3Mipy.

o [licnsa iH'ekuii abo acnipauii yTunisynte sk MeaundHi Bigxoau.

o Tinbkn ANs oAHOPa3oBOro BUKOPUCTaAHHSA. He BUKOpUCTOBYNTE MOBTOPHO i He
cTepunisynTte NoBTOpHO. NNOBTOpPHE BMKOPUCTAHHA BUPODY MOXe BUKIUKATU iHeKUiT
Ta iHWi 3axXBOPIOBaHHS.

YmoBwu 36epiraHHA
o 3b6epiratn B npmMiLLeHHi Npu TemnepaTtypi He Bulle 45°C.
o 3BaxuwaTtu Big NPSIMMUX COHSIYHUX MPOMEHIB | BONOroro cepeaoBuLla.
o 30epiratn, PO3MICTMBLLM YNAKOBKY B HANPSAMKY CTPINnKW.
o 3bepiratn B wWTadbensax go n'atm Kopobok.
o TepMiH NpuaaTHOCTI 5 pokKiB.
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WHCTpYKUMA NO NPpUMeEHEeHUIo

CooTBeTcTBYHOLWME FPYNNbl NPOAYKLUA

LLinpuy ANA NOAKOXHBIX MHBEKLMK C coeanHeHueM no tuny Jlyep Cnun
LWnpuuy ANA NnOAKOXHbIX MHBLEKLUK ¢ coeauHeHuem no tuny Jlyep Jlok
MHcynuHoBbIN WwWinpuy, ¢ urnoun / 6e3 urnbl

UHcynuHoBbIN winpuy ¢ hUKCUpoBaHHOWN UINOW

Urna ans noAKoXHbIX MHbEKLUN

BuayarnbHO npoBepbTe KOMMNMNEKTHOCTb U3A4eNnns U LenoCTHOCTb YNaKOBKN.

He ncnonb3yinrte nsgenuve ¢ NoBpexgeHHON YNakOBKOW.

BckpounTe ynakoBky B MecTe, ykazaHHOM CTpPesikon.

Ecnu B KOMNnekTe Cco WnpuuoM ecTb urna, gepxuvte wnpuy, B OQHON pyke, a urny B
OpYyrown.

He cHMmasa 3awunTHOro Kornnavka ¢ urnbl, N0THO 3aOUKCUPYWTE UMy Ha wnpuue,
BCTaBUB €e B HAaKOHEeYHUK LWnpuLa U NoBEPHYB MO YaCcOBOW CTperiKe.

OCTOpPOXXHO CHUMUTE 3aLUUTHBLIA KOMNMa4yokK C Urfbl, He NOBpeanB Urny.

Ecnu TpebyeTca BBeCTM B OpraHu3m XXnakocTb, HabepuTte B LUNpuUL Heobxoanmoe
KONMYEeCTBO XXNOKOCTMW.

Ybegutecb B OTCYTCTBUM My3bIPbKOB BO3ayxa B wnpuue. Npu Hann4mm ny3bIpbKoB,
obsa3aTernibHO yganute ux.

lMepen nHbekunen NnpoBepbTe, NPOXOANUT NN XKUAKOCTb Yepes Wwnpuu.

BeBeanTte nekapcTtBO NOAKOXHO.

Mpu HEOOXOAMMOCTM LLINPULL TAKXKe MOXHO MCNOMb30BaTb ANs acnvpaumm KpoBU 13
BEeHbl UMMON NoaxoasLero pasmepa.

NMocne Hbekunn nnNu acnupaunumn yTUnn3npynTe nagenne Kak MeanumMHCKue oTxoabl.
Tonbko oNs 0 gHOPA30BOro UCMOfb30BaHMs. He ncnonb3ymnte NOBTOPHO U He
cTepunuaynTe NoBTopHO. [MoOBTOpHOE NUcnonb3oBaHMe U3genusa MoxeT Bbi3BaTb
MHdeKkunn n gpyrme sabonesaHus.

YcnoBusi xpaHeHus

XpaHnTb B NOMeELLEHUN Npu TemnepaType He Bbiwe 45°C.
3awuwaTtb OT NPAMbIX COJTHEYHbIX JTyHYel U BNaXXHOW cpefpbl.
XpaHnTb, pa3MecTmB YyNakoBKY B HanpaBlieHUN CTPErIKN.
XpaHuTb B WITabensx go nsaTm Kopoobok.

Cpok rogHocTK 5 ner.
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Instruction for Use

Related Product Groups

Hypodermic Syringe with Luer Slip Tip
Hypodermic Syringe with Luer Lock Tip
Hypodermic Insulin Syringe with/without Needle
Hypodermic Insulin Syringe with Fixed Needle
Hypodermic Needle

Visually inspect that the content of package is complete and the package is
undamaged.

Do not use the product if the package is damaged.

Open the package by peeling it from the place marked by the arrow.

If the product package includes a needle together with the syringe, hold the syringe in
one hand and the needle in the other hand.

Fix the needle with syringe tightly by pushing it into the syringe tip and turning it
clockwise without removing the protective cap of the needle.

Carefully remove the protective cap of the needle without damaging the needle.

If liquid is to be injected into the body with a syringe, withdraw the required amount of
liquid into the syringe.

Do not use with paraldehyde.

Make sure that there are no air bubbles in the syringe; if any, remove them.

Before injection, check that the liquid flow in the syringe can be achieved.

Inject the liquid under the skin.

In case of need, the syringe can also be used for aspiration of blood from the vein with
a hypodermic needle of appropriate size.

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. Re-use of the
product may cause infections and other illnesses.

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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Needle Configurations

Use-by date Keep dry

Gauge 14G 15G 16G 18G 19G 20G 21G 22G | 23G | 25G 26G 27G 29G | 30G
Color Gprilz(:n ‘(BBI?:y White Pink Cream Yellow (IBDreeZ?w Black DB?ES Orange | Brown Mg(:‘i;;/m Red Yellow
1" 11/4” 1" 1" 5/8” 11/4” 1" 11/2” 1/2”
() T 1120 | 11/2° 1| 12 112"
112" | 11/27 112" 11/2” 1127 | 11/2” |11/4” 2’ 1/3”
Symbol Indication Symbol Indication
d Manufacturer ! Fragile. Handle with care
ek :
Date of manufacture ‘ZJ:\H Keep away from sunlight
[ |

T
LOT Batch code /ﬂ/ Upper limit of temperature (45°C)
REF Catalogue number ® Do not reuse
EE Sterilized using ethylene oxide [:E_] Consult instruction for use
@ Do not resterilize A Caution
@ Do not use if package is damaged K Non-pyrogenic
B{ Only CAUTION: Federal law (US) restricts this device to sale by or on the order of a physician

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
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TURKCE:

Kullanim Talimatlari
igili Uriin Gruplan

Luer Slip U¢lu Hipodermik Sirnnga

Luer Lock U¢lu Hipodermik Siringa
igneli/ignesiz Hipodermik insiilin Siringasi
Sabit igneli Hipodermik insiilin Siringasi
Hipodermik igne

* Ambalaj iceriginin eksiksiz ve ambalajin hasarsiz olup olmadigini gdrsel olarak kontrol
edin.

¢ Ambalaji hasar gérmus UrGnd kullanmayin.

o Ambalaji ok isareti ile gosterilen yerden siyirarak aginiz.

o Urln ambalaji siringa ile birlikte igneyi de igeriyorsa, siringayi bir elle, igneyi diger elle
tutun.

o Ignenin koruyucu kapagini ¢cikarmadan, igneyi siringa ucuna dogru iterek ve saat
yonunde gevirerek siringa ve igneyi birbirine sikica sabitleyin.

+ Ignenin koruyucu kapagini igneye zarar vermeden dikkatlice ¢ikarin.

¢ Siringa ile vicuda sivi enjekte edilecekse; siviyl gereken miktarda siringaya gekin.

¢ Siringanin hava kabarcigl icermedigine emin olun. $iringada hava kabarcigi varsa
mutlaka cikarin.

¢« Enjeksiyondan 6nce, siringada sivi akisinin saglanip saglanamadigini kontrol edin.

o Enjekte edilecek siviy! deri altina enjekte edin.

¢ Siringa; ihtiyag halinde, uygun boyuttaki bir hipodermik igne ile kan aspirasyonu igin de
kullanilabilir.

. l?rl'jnij enjeksiyon veya aspirasyondan sonra, tibbi atik olarak imha edin. )

o Urln tek kullanimhktir. Urin tekrar kullanilamaz ve tekrar steril edilemez. Urinun
tekrar kullanilmasi enfeksiyonlara ve baska hastaliklara sebep olabilir.

igne Konfiglirasyonlari

igne Boyutu | 14G | 156G | 16G | 18G | 19G [ 20G | 21G 23G | 25G 27G 12861 30G |
i 1" 114 1t 1" 5/8" | 11/4" | 1" 11/2” 1/2”
Sne 3 114" 1127 | 11/2° 1" | 172’ 12"
zunlugu 142 | 172" [ 1172 11/2" | 11/2" [11/4” 2’ 1/3”
::gne I_(apagl Seffaf ve renksiz

Rengi

Igne Ta§'y'C'S' Seffaf ve yukaridaki renklerle

Rengi

igne Ucu s

Konfiglrasyonu Konik igne
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Depolama Kosullar

45°C’yi asmayan ortam sicakliginda muhafaza ediniz.
Dogrudan gunes isigindan ve nemli ortamdan koruyun.
Kutuyu ok yéniunde yerlestirerek muhafaza edin.

Ust Uste en fazla bes koli koyularak muhafaza edin.
Uranan raf émri 5 yildir.

-
.
|
™ a
-

Sembol Gosterge Sembol Gosterge
d Uretici I Kirilabilir! Dikkatli tutun.
- o
dl Uretim tarihi 74_\*' Gunes 1s1gindan uzak tutun.

Son kullanma tarihi Kuru tutun.

LOT Parti kodu Ust sicaklik siniri (45°C)
REF Katalog numarasi Tekrar kullanmayin
-—:-1-:3 Etilen oksit kullanilarak sterilize Kullanim talimatina basvurun.

edilmigtir.

Yeniden sterilize etmeyin. Dikkat

AP B

Ambalaj hasarliysa kullanmayin. Non-pirojenik

@B

O

DIKKAT: Federal yasa (ABD), bu cihazin bir hekim tarafindan veya tavsiyesiyle satisini
nly kisitlar.
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INGILIZCE:

Instruction for Use

Related Product Groups

Hypodermic Syringe with Luer Slip Tip
Hypodermic Syringe with Luer Lock Tip
Hypodermic Insulin Syringe with/without Needle
Hypodermic Insulin Syringe with Fixed Needle
Hypodermic Needle

Visually inspect that the content of package is complete and the package is
undamaged.

Do not use the product if the package is damaged.

Open the package by peeling it from the place marked by the arrow.

If the product package includes a needle together with the syringe, hold the syringe in
one hand and the needle in the other hand.

Fix the needle with syringe tightly by pushing it into the syringe tip and turning it
clockwise without removing the protective cap of the needle.

Carefully remove the protective cap of the needle without damaging the needle.

If liquid is to be injected into the body with a syringe, withdraw the required amount of
liquid into the syringe.

Make sure that there are no air bubbles in the syringe; if any, remove them.

Before injection, check that the liquid flow in the syringe can be achieved.

Inject the liquid under the skin.

In case of need, the syringe can also be used for aspiration of blood from the vein with
a hypodermic needle of appropriate size.

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. Re-use of the
product may cause infections and other illnesses.

Needle Configurations

Needle Size | 14G [ 156 | 16G | 18G | 19G [ 20G | 21G [l 23G | 30G
Need 1" 11/4” 1" 1" 5/8" | 11/4 | 1" 1/2”

eece 114" 11/2° | 1172’ 1" | 12 12"
Length 11/27 | 11/27 112 11/2” 11/27 | 11/27 |1 1/4” 2’ 1/3”
Needle Cap Transparent and colorless
Color
Needle Hub Transparent and with above colors
Color
Need_le Tip Bevel needle
Configuration

PR.A32/14.12.2020/1
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Storage Conditions

¢ Store at ambient temperature not exceeding 45°C.
o« Keep it away from direct sunlight and moist environment.
o 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.
Symbol Indication Symbol Indication

Manufacturer I Fragile. Handle with care

Date of manufacture Keep away from sunlight

Use-by date T\ Keep dry

N E
NYA
oz

LOT Batch code Upper limit of temperature (45°C)

REF Catalogue number Do not reuse

Do not resterilize Caution

=E Sterilized using ethylene oxide [E Consult instruction for use

Do not use if package is damaged Non-pyrogenic

@B

Only CAUTION: Federal law (US) restricts this device to sale by or on the order of a physician
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SET MEDIKAL
Siringa Kullanma Kilavuzu

* Paket igeriginin eksiksiz, paketin hasarsiz
oldugunu gozle kontrol et.

* Paketin isaretli kismindan paketi ac.

* Bir eline siringayi, diger eline igneyi al.

* Ignenin kilifin1 cikarmadan baglanti
noktasindan siringanin luer ucuna gevirerek
sikica yerlestir.

* Her iki baglant1 parcasinin kuru
oldugundan emin ol

* Igne kilifin1 ¢ikararak sirigay1 kullan.

Syringe User’s Guide

* Visually inspectthat the content of package is complete and the package is
undamaged.

* Open the package from the marked part.

* Take the syringe in your one hand and the needle in your other hand.

* Rotate and place the needle without removing its cover firmly from the attachment
point to the luer tip of syringe.

* Before connection be sure that both connectors are dry

* Remove the needle cover and then use the syringe.

Saklama Kosullar

* Max.45°Cmuhafaza et

* Giines 15181nda ve rutubetli ortamda muhafaza etme
* Kutuyu ok yoniinde yerlestir ve muhafaza et

* Ustiiste 5 kutudan fazla yerlestirme

* Uriiniin raf émrii 5 yildir

Storage Conditions

+ Store at the max. 45°C.

* Protect from 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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