STERIL BESLENME (KATETER) ENJEKTORU
KULLANIM KILAVUZU /
STERILE FEEDING (CATHETER) SYRINGE

USER MANUAL

ACIKLAMA / DESCRIPTION

Genject Steril ve Tek Kullanimlik Kateter Siringa riini piston ve gévde ana
bilesenlerinden olusur. Ignesiz ve 50 ml hacmindedir.

The Genject Sterile and Single-Use Catheter Syringe product consists of the plunger and
barrel as its main components. It is needle-free and has a volume of 50 ml.

MATERYAL / MATERIAL

Yiksek molekil agirlikl polipropilen ve polietilen ham maddeden enjeksiyon
yontemi ile imal edilen beslenme enjektorleri,izopren kauguk ile montaji
yapilarak nihai triin elde edilmektedir.

Feeding syringes manufactured by injection method from high molecular weight polypropylene
and polyethylene raw material are assembled with isoprene rubber and the final product is
obtained.

ENDIKASYONLAR / INDICATIONS

Beslenme enjektorleri agiz yoluyla beslenemeyen hastalarin beslenmesini
saglamak amaciyla midenin karin duvarina agizlastirilarak, enjektor yardimi
ile gerekli ilag veya besinlerin enjekte edilmesi amaciyla kullanilir.

Feeding syringes are used to inject the ion or nutrients with the help of a
syringe by making a mouth of the abdominal wall of the stomach in order to ensure the feeding
of patients who cannot be fed orally.

UYARILAR

. Yirtik veya ambalaji agilmig Griinleri kullanmayiniz.

. Etiket (izerinde belirtilen “Buradan aginiz” kismindan ambalaji aginiz.

. Siringayi ambalajdan gikardiktan sonra akintiya neden olacak

. gatlak olup olmadigini kontrol edin.

. Siringa igerisinde hava olmamasina dikkat ediniz.

. Tekrar kullanmayiniz.

. Tekrar sterilize etmeyiniz.

. Siringayi kullanmadan 6nce etiket bilgisindeki uyarilari dikkate aliniz.

. Son kullanma tarihi ile uyumlu olarak kullaniniz.

. Raf 6mri biten drlind kullanmayiniz.

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

. Bu Uriin yalnizca egitimli personel tarafindan kullaniimalidir.

. igerigin 151§a maruz kalmasindan kagininiz.

. Beslenme sivisinin riiniin gévde dis yizeyi ile (lgi baskisinin yer

aldigi ylzey ile) temas etmemesine dikkat ediniz.

. Siringanin konik ucunu beslenme sivisina daldirilarak siringa igerisine
cekilmesine dikkat ediniz.

. 5-25 °C'de saklayiniz.

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.

. Make sure there is no air in the syringe.

. Do not reuse.

. Do not resterilize.

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

. 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.

. This product must only be used by trained personel.

. Avoid exposure of content to light.

. Ensure that the feeding nutrition does not come into contact with the outer surface of
the product body (the surface with the measurement markings).

. Ensure that the conical tip of the syringe is immersed in the feeding nutrition before drawing it into
the syringe.

. Store at 5-25 °C.

KULLANIM TALIMATI / INSTRUCTIONS FOR USE

. Sininga kullanima hazirlanirken etiket Gzerinde yer alan "Buradan
Aciniz" kismindan siringa paketi agilir.

. Siringanin konik ucu beslenme sivisina daldirilarak siringa igerisine
cekilir.

. $Siringa beslenme tiiptine takilir.

. Beslenme sivisinin akigini saglamak igin beslenme borusu agilir.

. Beslenme sivisinin hizini arttirmak veya azaltmak igin enjektoriin

ylksekligi artirilir veya azaltilir.

. Gerekli olmasi durumunda beslenme sivisi beslenme tlipl igine
akarken siringaya daha fazla beslenme sivisi eklenebilir.

. Tim kateter cihazlari inflizyon pompalariyla kullanilabilir. Infiizyon
pompasi igin gerekli parametreler asagida belirtilmistir:

. Calisma Kosullari +5 °C / +25 °C, %10 / %85 bagil nem, 700 hPa/ 1060
hPa.

. Okllizyon basinci 1,6 bar +/- 0,3 (Dustk), 2,2 bar +/- 0,3 (Orta), 2,8 bar
+/- 0,3 (Yiksek)

. Maksimum inflizyon basinci yaklasik 2,8 bar

. Pompa setinin ucunu siringaya baglanir.

. Pompadaki akis hizi saatlik 6nerilen mililitreye (mL) ayarlanir.

. Eger varsa pompa seti Uzerindeki silindir kiskaci agilir.

. Pompa caligtirilir.

. IW:eIn preparing the syringe for use, the syringe package is opened from the "Open Here" part on the
label.

. The conical tip of the syringe is dipped into the feeding solution and drawn into the syringe.

. The syringe is attached to the feeding tube.

. The feeding tube is opened to allow the feeding fluid to flow.

. The height of the injector is increased or decreased to increase or decrease the flow rate of the
feeding fluid.

. If necessary, more feeding fluid can be added to the syringe while the feeding fluid is flowing into the
feeding tube.

. All catheter devices can be used with infusion pumps. The required parameters for the infusion pump
are specified below:

. Operating Conditions +5 °C / +25 °C, 10% / 85% relative humidity, 700 hPa / 1060 hPa

. Occlusion pressure 1.6 bar +/- 0.3 (Low), 2.2 bar +/- 0.3 (Medium), 2.8 bar +/- 0.3 (High)

. Maximum infusion pressure approximately 2.8 bar

. Connect the end of the pump set to the syringe.

. The flow rate on the pump is set to the recommended millilitres per hour (mL).

. If present, the cylinder clamp on the pump set is opened.

. The pump is started.

PAKETLEME VE ETIKETLEME / PACKAGING AND LABELLING

Saklama ve kullanim kosullari, cihazin mikemmel 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
Snemlidir.

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 saglanir. Daha fazla bilgi igin paket etiketini kontrol edin.
Cihaz, mevcut standartlara uygun olarak etilen oksit sterilizasyonu (ETO) ile
sterilize edilmistir. Etiket ve / veya sterilizasyon ambalaji (izerindeki ETO etiket
simgesi yesil renkte olacaktir.

ThIS dewce is supplied sterile. Check the package label to learn more.The device has been
by eth; oxide ilization (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 agiimamis ambalajinda kuru bir yerde 25 - 5 ° C, 10-85 %RH
nem araliginda saklanmali ve son kullanma tarihinden sonra kullaniimamalidir.

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.

To request additional information, please refer to the contact information listed in this
document.
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SEMBOLLER (TS EN ISO 15223-1) / SYMBOLS (TS EN ISO 15223-1)

Sembol / Symbol

Aciklamasi / Description

Imalatg! / Manufacturer

imalat Tarihi / Manufacturing Date

Parti Kodu / Batch Code

Katolog Numarasi / Catalogue Number

Son Kullanim Tarihi / Expiration Date

Etilen oksit kullanilarak steril edilmistir. / Sterilized
Using Ethylene Oxide.

Yeniden Steril Edilmez / Do Not Resterilize

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

Nem Sinirlamasi / Humidity Limitation

Sicaklik Sinirlamasi / Temperature Limitation

Kuru Tutunuz /Keep Dry

Gunes 1s1gindan uzak tutunuz. / Keep Away From
Sunlight.

Yeniden Kullanmayiniz / Do Not Reuse

Kullanim Talimatina Bakiniz / See Instructions for Use

Medikal Cihaz / Medical Device

c € 2292

Onaylanmis Kurulus Numarasi / Notified Body Number

Genject Saglik Uriinleri ve Kimya Sanayi ve Tic. A.S.
ASO 2. ve 3. OSB Alci Mah. 2013 Cadde No:24/1 Sincan- Ankara
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