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ACIKLAMA / DESCRIPTION
Geniject Hipodermik Siringa trinleri; piston ve gévde ana bilesenlerinden
olusmaktadir ve contali/contasiz, igneli/ignesiz segenekleri bulunmaktadir.

Genject Hypothermic Syringe products consist of the main components of
plunger and body and have sealed/unsealed, needle/needleless options.

MATERYAL /| MATERIAL

Yiksek molekdil agirlikli polipropilen ve polietilen ham maddeden enjeksiyon
yontemi ile imal edilen tek kullanimlik hipodermik enjektorleri, ISO 5832-1 &
ASTM F138 standardina uygun SUS304 paslanmaz malzemeden Uretilmis
igne ve izopren kauguk ile montaji yapilarak nihai triin elde edilmektedir.

Disposable hypodermic syringes manufactured by injection method from high
molecular weight polypropylene and polyethylene raw material are
assembled with needle and isoprene rubber manufactured from SUS304
stainless material in accordance with ISO 5832-1 & ASTM F138 standard
and the final product is obtained.

KULLANIM AMACI / INTENDED PURPOSE

Tek Kullanimlik igneli/ignesiz Steril Hipodermik Siringa, viicuda sivi enjekte
etmek veya viicuttan sivi gekmek igin tibbi amagli kullaniimak tizere
tasarlanmistir.

The Sterile Hypodermic Syringe for Single Use with / without Needle is
intended to be used for medical purpose to inject fluid into or withdraw fluid
from body.

ENDIKASYONLAR / INDICATIONS

Hipodermik Siringa, cerrahi kullanim, agilama, tibbi tani ve tedavi ile kan
damarlari ile ilgili cerrahi uygulamalar igin endikedir.

Hypodermic Syringe is indicated for surgical use, vaccination, medical
diagnosis and treatment and surgical applications related to blood vessels.

Tek Kullanimlik Steril igne Ucu, bir siringa ile viicuda madde enjekte etmek
(6rn. gesitli ilaglar veya sivi ilag igeren solusyonlar) veya sivilari (6rn. kan)
viicuttan uzaklastirmak icin endikedir.

Single Use Syringe is indicated for surgical use, vaccination, medical
diagnosis and treatment and surgical applications related to blood vessels.

UYARILAR

. Yirtik veya ambalaji agilmig Griinleri kullanmayiniz.

. Etiket tizerinde belirtilen “Buradan aginiz” kismindan ambalaji
aciniz.

. Siringayl ambalajdan gikardiktan sonra akintiya neden olacak

. catlak olup olmadigini kontrol edin.

. igneyi muhafaza kapagindan cikartarak ilag vb. siviyi siringa
igerisine gekiniz.

. Siringa igerisinde hava olmamasina dikkat ediniz.

. Enjeksiyon amagl kullandiktan sonra igne muhafaza kapagini
tekrar igneye takip guivenli atik kutusuna atiniz.

. Tekrar kullanmayiniz.

. Tekrar sterilize etmeyiniz.

. Siringayi kullanmadan 6nce etiket bilgisindeki uyarilari dikkate
aliniz.

. Son kullanma tarihi ile uyumlu olarak kullaniniz.

. Raf 6mri biten Grind kullanmayiniz.

. Kullanim amaci disinda farkli cihazlar ile birlikte ve amaci diginda
kullanmayiniz.

. igneyi kapagindan gikarirken kapaginin kirik veya gatlak
olmamasina dikkat ediniz.

. I§ne ucunun capakli veya kiint olmamasina dikkat ediniz.

WARNINGS

. Do not use products that are torn or whose package has been opened.

. Open the package from the "Open it here" part on the label.

. After removing the syringe from the package, check for cracks that
may cause discharge.

. Remove the needle from the cover and draw the liquid, such as
medicine, into the syringe.

. Make sure there is no air in the syringe.

. After use for injection, re-attach the needle cover to the needle
and dispose of it in a safe disposal bin.

. Do not reuse.

. Do not resterilize.

. Observe the warnings on the label information before using the syringe.

P
(
. Use in accordance with the expiry date.
. Do not use the product that has expired.
. Do not use together with different devices other than the intended
use and do not use outside the intended purpose.
. Make sure the cover is not broken or cracked when removing the
needle from the cover.
. Make sure the needle tip is not burred or blunt.

KULLANIM TALIMATI / INSTRUCTIONS FOR USE

Siringayi kullanmak lizere hazirlarken siringa paketini etiket tizerinde belirtilen
“buradan aginiz” kismindan agilir.

Tek kullanimlik hipodermik siringalar;

igneyi takmak igin koruyucu kilifindan gikarilir ve siringanin konik kafasindan

hafifce itilir.

ignenin konik kafaya diizgiin sekilde baglanip baglanmadigi kontrol edilir.

Enjekte edilecek olan siviyr igne kismindan dogru pistonu geriye gekerek gévde haznesi
icerisine alinir.

Pistonu tekrardan govde kulaklari yardimi ile ileriye dogru iterek sivinin enjekte edilmesi
saglanir.

When preparing the syringe for use, the syringe package is opened from the "open it
here" part on the label.

Hypodermic syringes for single use;

To attach the needle, it is removed from the protective shield and gently pushed from the
conical head of the syringe.

It is checked whether the needle is properly connected to the conical head.

The liquid to be injected is taken from the needle part into the body chamber by pulling the
plunger back.

The fluid is injected by pushing the plunger forward again with the help of the body
flanges.

PAKETLEME VE ETIKETLEME / PACKAGING AND LABELLING

Saklama ve kullanim kosullari, cihazin miikkemmel durumda olmasini ve
paketlenmesini garanti edecek sekilde olacaktir. Hasarli herhangi bir Griin
kullanilmamalidir. Cihazin sterilitesini garanti eden etikette verilen son
kullanma tarihi kontrol edilmelidir. Paketin saglamligini kontrol etmek
o6nemlidir.

Storage and conditions of use shall be such as to guarantee that the device
is in perfect condition and packaged. No damaged products should be used.
The expiry date given on the label guaranteeing the sterility of the device
must be checked. It is important to check the integrity of the package.

STERILITE / STERILITY

Bu cihaz steril olarak sadlanir. Daha fazla bilgi icin paket etiketini kontrol
edin.

Cihaz, mevcut standartlara uygun olarak etilen oksit sterilizasyonu (ETO) ile
sterilize edilmistir. Etiket ve / veya sterilizasyon ambalaji tizerindeki ETO
etiket simgesi yesil renkte olacaktir.

This device is supplied sterile. Check the package label to learn more.

The device has been sterilized by ethylene oxide sterilization (ETO) in
accordance with current standards. The ETO label icon on the label and/or
sterilization packaging shall be in green color.

SAKLAMA KOSULLARI/ STORAGE CONDITIONS

Cihazlar orijinal agilmamis ambalajinda kuru bir yerde 25 - 5 ° C, 10-85 %rh
nem araliginda saklanmali ve son kullanma tarihinden sonra
kullanilmamalidir.

Devices must be stored in a dry place in their original unopened packaging in
a range of 25-5°C, 10-85% RH and must not be used after the expiry date.

TEKRAR KULLANILABILIRLIK / REUSABILITY
Tek kullanimhktir.
Single use.

RAF OMRU BILGISI / SHELF-LIFE INFORMATION
Uriindin raf émrii 5 yildir.
Shelf life of the product is 5 years.

HASTA POPULASYONU VE AMAGLANAN KULLANICILAR / PATIENT
POPULATION AND INTENDED USERS

Her yas grubu hasta igin kullanilabilmektedir. Saglik personellerinin ve klinik
destek uzmanlarinin kullanimi igin tasarlanmistir.

It can be used for all age groups. It is designed for use by healthcare
professionals and clinical support specialists.

EK BILGI / ADDITIONAL INFORMATION
Ek bilgi talep etmek igin, litfen bu belgede listelenen iletisim bilgilerine bakin.
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Imalat Tarihi / Manufacturing Date
Parti Kodu / Batch Code
Katolog Numarasi / Catalogue Number
2 Son Kullanim Tarihi / Expiration Date
STERILE H Etilen oksit kullanilarak steril edilmistir. / Sterilized

Using Ethylene Oxide.

Yeniden Steril Edilmez / Do Not Resterilize

Ambalaji Hasar Gormusse Kullanmayiniz /Do not
use if the Packaging is Damaged

;{85%
% Nem Sinirlamasi / Humidity Limitation
10%
25
" ] Sicaklik Sinirlamasi / Temperature Limitation
5
o, Kuru Tutunuz /Keep Dry
wale .
—— Giines 1s1gindan uzak tutunuz./Keep Away From
\ Sunlight.

Yeniden Kullanmayiniz / Do Not Reuse

Uﬂ Kullanim Talimatina Bakiniz / See Instructions for

Use

Medical cihaz / Medical device

=
)

c E Onaylanmis Kurulus Numarasi /Notified Body
2292 Number
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C€

2292

Dokiiman Numarasi / Document Number GNJT-06-IFU Yayin Tarihi / Issue Date: 24.08.2020 Rev. Numarasi / Number. 08 Rev. Tarihi / Date: 07.11.2024



