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USER MANUAL

URUN TANIMI / PRODUCT DESCRIPTION
Genject Hipodermik Siringa Urlinleri; piston ve gdévde ana
bilesenlerinden  olusmaktadir ve contali/contasiz, igneli/ignesiz

secenekleri bulunmaktadir.

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

options.
MATERYAL / MATERIAL

Yuksek molekil agirlikli polipropilen ve polietilen hammaddelerden
enjeksiyon yontemi ile tretilen tek kullanimlik hipodermik siringalar; SUS
304 paslanmaz gelikten Uretilmis igne ve izopren kauguk bilesenler ile

birlestirilerek nihai Grtin haline getirilmektedir.

Single-use hypodermic syringes manufactured by injection molding from
high molecular weight polypropylene and polyethylene raw materials are
assembled with a needle made of SUS 304 stainless steel and isoprene

rubber components to obtain the final product.
KULLANIM AMACI / INTENDED PURPOSE

Tek Kullanimlik igneli/ignesiz Steril Hipodermik Siringalar, viicuda sivi
enjekte edilmesi veya viicuttan sivi gekilmesi amaciyla tibbi kullanim igin

tasarlanmistir.

The Single Use Sterile Hypodermic Syringes with / without Needle are
designed for medical use to inject fluids into the body or to withdraw

fluids from the body.

Tek Kullanimlik Steril igne Uglar, ilaglarin hipodermik uygulanmasi

amaciyla tasarlanmis tek kullanimlik tibbi cihazlardir.

The Single Use Sterile Needle Tips are single-use medical devices
designed for the hypodermic administration of medications.

ENDIKASYONLAR / INDICATIONS

Hipodermik Siringa, cerrahi kullanim, asilama, tibbi tani ve tedavi

islemleri ile kan damarlariyla ilgili cerrahi girisimler igin endikedir.

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

Tek Kullanimlik Steril i§ne Ucu, bir siringa ile vilicuda madde enjekte
etmek (6rn. gesitli ilaglar veya sivi ilag igeren sollisyonlar) veya sivilari

(6rn. kan) viicuttan uzaklastirmak igin endikedir.

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

vessels.
KONTRENDIKASYONLAR / CONTRAINDICATIONS

Paslanmaz gelige alerjisi olan kisilerde alerjik reaksiyonlar gorilebilir.
Hemofili hastalarinda kanamanin durmamasi riski bulunmaktadir.
Hipodermik siringa Urlnleri (igneli veya ignesiz), oftalmik (g6z igci)
uygulamalar igin tasarlanmamis olup bu kullanim igin kontrendikedir.
Siringanin goz ici enjeksiyonlarda kullaniimasi, silikon yaginin vitreus
icine gecisine bagl olarak “floaters” (ugusan cisimler), g6z igi
inflamasyon, irritasyon veya endoftalmi gibi ciddi advers olaylara yol
acabilir.

Allergic reactions may occur in individuals with hypersensitivity to
stainless steel. There is a risk of prolonged bleeding in patients with
hemophilia. Hypodermic syringe products (with or without needles) are
not designed for ophthalmic (intraocular) applications and are
contraindicated for such use. Use of the syringe for intraocular injections
may lead to serious adverse events such as floaters, intraocular
inflammation, irritation, or endophthalmitis due to the migration of

silicone oil into the vitreous body.

YAN ETKILER / SIDE EFFECTS

Kan dolagimi enfeksiyonu

Blood Stream Infection

KULLANICI PROFiILI / USER PROFILE

Saglik profesyonelleri ve klinik destek uzmanlari tarafindan kullaniimak

lizere tasarlanmistir.

It is intended for use by healthcare professionals and clinical support

professionals.

HASTA POPULASYONU / PATIENT POPULATION
Tum yas gruplari igin kullanilabilir.

It can be used for all age groups.

KULLANIM BILGISi / USAGE INFORMATION

. Igne kullanima hazirlanirken, etiket iizerinde yer alan “Buradan

Aciniz” ibaresinden siringa paketi agilir.

. igne, koruyucu kilifindan gikarildiktan sonra tek kullanimiik
hipodermik siringanin konik ucuna takilir ve hafifge itilerek

yerlestirilir.

. ignenin  konik uca dizgiin ve giivenli sekilde baglanip

baglanmadigi kontrol edilir.

. Enjekte edilecek sivi, pistonun geri c¢ekilmesi suretiyle igne

araciligiyla siringanin gévdesine alinir.

. Piston, goévde kulaklari yardimiyla ileri dogru itilerek sivinin

enjekte edilmesi saglanir.

. When preparing the needle for use, open the syringe package

from the “Open Here” indication on the label.

. After removing the needle from its protective cap, attach it to the
conical tip of the single-use hypodermic syringe and gently push it

into place.

. Check that the needle is properly and securely attached to the

conical tip.

. Draw the fluid to be injected into the syringe barrel by pulling back
the plunger through the needle.

Push the plunger forward using the finger flanges to inject the fluid.
UYARI VE ONLEMLER / WARNINGS AND PRECAUTIONS
. Yirtilmis veya ambalaji agilmig Griinleri kullanmayiniz.

. Paketi, etiket U(zerinde yer alan “Buradan Aciniz”

ibaresinden aginiz.

. Siringay! ambalajindan ¢ikardiktan sonra, sizintiya neden

olabilecek catlak veya hasar olup olmadigini kontrol ediniz.

. igneyi koruyucu kilifindan gikariniz ve ilag veya benzeri

siviyl siringanin igine gekiniz.
. Siringada hava kalmadigindan emin olunuz.

. Enjeksiyon isleminden sonra, ignenin koruyucu kilifini

tekrar takiniz ve Urlini uygun ve givenli bir atik kutusuna

atiniz.
. Tekrar kullanmayiniz.
. Tekrar sterilize etmeyiniz.
. Siringay! kullanmadan 6nce etiket bilgisindeki uyarilari

dikkate aliniz.
. Uriindi, son kullanma tarihine uygun olarak kullaniniz.

. Son kullanma tarihi gegmis Uruinleri kullanmayiniz.
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. Uriinii kullanim amaci diginda veya farkli cihazlarla birlikte
kullanmayiniz.

. Igneyi koruyucu kiliftan gikarirken, koruyucu kilifin kirik
veya catlak olmadigindan emin olunuz.

. Igne ucunun gapakli veya kiint olmadigini kontrol ediniz.

. Bu Urlin yalnizca egitimli personel tarafindan kullanilmahdir.

. Igerigin 1s1§a maruz kalmasindan kagininiz.

. 5-25 °C sicaklik araliginda saklayiniz.

. Enjektor kullanimi sirasinda piston hareketi kontrollli ve

kademeli olarak gerceklestiriimelidir. Uygulama esnasinda

ani kuvvet degisimlerinden kaginiimalidir.

. Ozellikle diisiik hacimli ve hassas uygulamalarda sivi

transferi sabit hiz ve dengeli basing ile yapilmahdir.

. Do not use products with torn or opened packaging.

. Open the package from the “Open Here” indication on the
label.

. After removing the syringe from the package, check for

cracks or damage that may cause leakage.

. Remove the needle from its protective shield and draw the
medication or other fluid into the syringe.

. Ensure that no air remains in the syringe.

. After the use for injection, recap the needle and dispose of

the product in an appropriate and safe waste container.

. Do not reuse.
. Do not resterilize.
. Before use, carefully read and follow the warnings provided

on the label.

. Use the product in accordance with the expiration date.
. Do not use products past the expiration date.
. Do not use the product for purposes other than its intended

use or in combination with other devices not specified for
use.

. When removing the needle from the protective cap, ensure
that the cap is not broken or cracked.

. Ensure that the needle tip is not burred or blunt.

Kullaniimig bir ignenin sizden alinmasini veya bagka bir kisi
tarafindan atilmasini istemeyiniz.

Elinizde igne ile gereksiz mesafeler yiirimeyiniz.

igneleri yalnizca uygun kesici-delici atik kaplarina atiniz;
kesinlikle ¢op kutusuna veya plastik torbaya koymayiniz.
igne batmasi yaralanmalarini  énlemek igin igneleri
kullanimdan hemen sonra (daha sonra degil) kesici-delici
atik kabina atiniz.

Atk kabinin diginda agikta kalan bir igne bulunmasi
halinde, igneyi almak ve atmak igin masa veya benzeri bir
yardimci ekipman kullaniniz.

Kesici-delici atik kaplari %75 doluluk seviyesine ulagtiginda
degistirilmelidir.

Kesici-delici atik kaplari kullanimdan sonra kapatiimalidir.
Kesici-delici atik kabinin bertaraf edilmesi sirasinda kapali
oldugundan emin olunuz.

Keep your fingers away from the needle tip.

Do not remove contaminated needles before disposal in a
sharps container; do not recap, break, or bend them, and
do not separate contaminated needles from the syringe.
Best practice is to dispose of the needle and syringe
together, with the needle attached, in a sharps container.
Do not ask someone else to take or dispose of a used
needle for you.

Do not walk unnecessary distances while holding a needle.
Dispose of needles only in approved sharps containers;
never place them in regular trash or plastic bags.

To prevent needlestick injuries, dispose of needles
immediately after use (not later) in a sharps container.

If a needle is found exposed outside a container, use
forceps or a similar tool to pick it up and dispose of it.
Sharps containers should be replaced when they reach
75% capacity.

Sharps containers must be closed after use.

Ensure that the sharps container is closed during disposal.

KESICI ATIK KUTUSU KULLANIMI
USE OF SHARP OBJECT’S CONTAINER

Atik atmadan 6nce tehlikelere karsi kesici atik kutusunu
inceleyin. TUm etiketleri okuyun.
Visually check sharp object’s disposal container for hazards
before handling. Read all labels.

KONTROL / CHECK
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This product must be used only by trained personnel.
Avoid exposure of the contents to light.

Store at a temperature range of 5-25 °C.

EMIN OLUN / MAKE SURE

Kutunun zarar gérmediginden

veya dolmadigindan emin olun.

Kutunun atig1 alacak kadar
genis oldugundan emin
olun.

. During syringe use, the plunger movement should be
performed in a controlled and gradual manner. Sudden
changes in force should be avoided during application.

. Especially in low-volume and sensitive applications, fluid
transfer should be performed at a constant rate and with
balanced pressure.

KESKIN ALETLERIN iIMHASI / SHARP OBJECTS DISPOSAL

. Parmaklarinizi ignenin ucundan uzak tutunuz.

. Kirlenmis igneleri, kesici-delici atik kabina atmadan énce
cikarmayiniz; tekrar kapatmayiniz, kirmayiniz veya
blikmeyiniz ve kontamine igneleri sirngadan ayirmayiniz.

. En iyi uygulama, igne siringaya baglyken birlikte kesici-
delici atik kabina atilmasidir.

Ensure that the container is | Ensure that container is
undamaged and not full. large enough to hold the
waste.
Kesici aleti kullandiktan hemen sonra atik kutusuna
yerlestirin.

igneleri atik kutusuna atarken:

Kesici ucu 6nce olacak sekilde, yani viicuttan uzaga bakacak
bicimde yerlestirin.

Ellerinizi kutunun igine sokmayin.

Place the sharp objects in the disposal container
immediately after use.

When disposing of needles in the disposal container:
Place them with the cutting edge facing away from the body.
Do not put your hands inside the container.

Kesici atik kutusunu, kesici-delici atik imha programina
teslim edin.
Bdyle bir programi yerel atik ydnetimi biriminizden, halk
saghg mudurliginden, doktorunuzdan, hastaneden veya
eczacinizdan dgrenebilirsiniz.

Bring sharp object’s disposal container to a sharp object’s
disposal program. Find a program through your local waste
or public health department, your doctor, hospital or
pharmacist.
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KESICI-DELICI ATIKLARIN BERTARAF PROGRAMLARI
TYPES OF SHARPS DISPOSAL PROGRAMS

Gzel atik toplama Tehlikeli atik
‘::) hizmﬁti toplama alani
d ) SK'JéEJCI-' waste Hazordous waste
pick-up collfection site
service
Atik kuti
Postayla pa—— ! us!{ i
. N veya gdzetimli
génderim
e @ toplama alam
Muail-back op br?x oL
roaram supervised
prog colfection site
Siringa i
Degisim Evde igne
Programi imha cihazi
Syringe At-home needle
Exchange destruction service

Program

STERILITE / STERILITY

Bu cihaz steril olarak tedarik edilir. Daha fazla bilgi igin paket etiketi
kontrol edilmelidir. Cihaz, ilgili standartlara uygun olarak etilen oksit (EO)
sterilizasyonu ile sterilize edilmistir.

This device is supplied sterile. For further information, the package label
should be checked. The device has been sterilized by ethylene oxide

(EO) in accordance with the applicable standards.
PAKETLEME VE ETIKETLEME / PACKAGING AND LABELLING

Saklama ve kullanim kosullari, cihazin kusursuz durumda ve
paketlenmis olarak kalmasini saglayacak sekilde olmahdir. Hasarl
Urtnler kullaniimamalhdir. Cihazin sterilitesini garanti eden etiket
Uzerinde belirtilen son kullanma tarihi kontrol edilmelidir. Paket

bitiinlGguniin kontrol edilmesi 6nemlidir.

Storage and usage conditions shall ensure that the device remains in
perfect condition and properly packaged. Damaged products must not
be used. The expiration date indicated on the label, which ensures the
sterility of the device, shall be checked. It is important to verify the
integrity of the package.

SAKLAMA KOSULLARI/ STORAGE CONDITIONS

Cihazlar, kuru bir ortamda, agilmamis orijinal ambalajinda, 5-25 °C sicaklik ve
%10-85 bagil nem aralijinda saklanmali ve son kullanma tarihinden sonra

kullaniimamalidir.

Devices shall be stored in a dry place, in their unopened original
packaging, at a temperature range of 5-25 °C and a relative humidity
range of 10-85%, and shall not be used after the expiration date.
YENIDEN KULLANILABILIRLIK / REUSABILITY

Tek Kullanimliktir.

Single Use.

URUN RAF OMRU BILGISI / PRODUCT SHELF-LIFE INFORMATION
Uriindin raf émri 5 yildir.

The shelf life of the product is 5 years.

EK BILGI / ADDITIONAL INFORMATION

Ek bilgi almak igin litfen bu belgede listelenen iletisim bilgilerine
basvurunuz.

For additional information, please refer to the contact details listed in this
document.

CIDDi OLAY RAPORLAMASI / SERIOUS INCIDENT REPORTING

Bu cihaz ile ilgili olarak meydana gelen herhangi bir ciddi olay, Uretici

firmaya ve kullanicinin veya hastanin bulundugu Uye Devletin yetkili

makamina bildiriimelidir.

Any serious incident that occurs in relation to this device must be
reported to the manufacturer and to the competent authority of the
Member State in which the user or the patient is located.

URUN ETIKETI UZERINDE BULUNAN SEMBOL VE ANLAMLARI /
SYMBOLS ON THE PRODUCT LABEL AND THEIR MEANINGS

EN ISO 15223-1:2021 Tibbi cihazlar — Uretici tarafindan saglanacak
bilgilerle birlikte kullanilacak semboller standardinin 5.4.10 maddesine
uygun olarak, etiket ve ambalaj tizerine uyari semboll eklenmistir.

In accordance with Clause 5.4.10 of EN ISO 15223-1:2021 Medical
devices — Symbols to be used with information to be supplied by the

manufacturer, a warning symbol has been added to the label and

packaging.
Sembol Tanimlama
Symbol Description

Uretici
Manufacturer

Uretim Tarihi
Manufacturing Date

Parti Kodu
Batch Code

Katalog Numarasi
Catalogue Number

Etilen Oksit kullanilarak steril edilmisgtir.
Sterilized using Ethylene Oxide.

Yeniden steril etmeyin
Do not resterilize

Ambalaj hasarliysa kullanmayin
Do not use if the packaging is damaged

35‘*" Nem Limiti
10 % p==> Humidity Limitation
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Sembol Tanimlama
Symbol Description
b= Sicaklik Limiti
5 Temperature Limitation
o Kuru Tutun
Keep Dry
L
—— Glinesten uzak tutunuz
s \ Keep away from sunlight.

Yeniden Kullanmayin
Do Not Reuse

Kullanim Talimatina Bakiniz
See Instructions for Use

Son Kullanma Tarihi
Expiration Date

M D Medical cihaz
Medical device
c € Onaylanmis Kurulus Numarasi
2292 Notified Body Number

ASO 2. ve 3. OSB Alci Mah. 2013 Cadde No:24/1 Sincan-Ankara
Telefon: +90 312 815 44 84, Web: www.genject.com

E-Mail: info@genject.com, Marka: Genject
SRN: TR-MF-000024441

I Genject Saglik Uriinleri ve Kimya Sanayi ve Tic. A.S.
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