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TEKRAR KULLANILABILIR ENTERAL SIRINGA KULLANMA TALIMATI

Uriin Tipi

Tekrar Kullanilabilir Enteral Siringa

ENFit 3 parga Siringa
1ml,3ml,5ml, 10 ml, 20 ml, 60 ml

ENFit 3 parga Siringa Low Dose
1ml,3ml 5ml

Uriin Tipi

ENFit konnektor — Merkezde
3 parga |

Silindir O-ring Conta Piston

ENFit konnektor — Merkezden Kagik
3 parga

Silindir O-ring Conta Piston

Kullanim Amaci

ENFit konnektor tasarimina sahip tekrar kullanilabilir enteral beslenme siringalarinin kullanim amaci hastalara agiz yoluyla veya beslenme
hortumu kullanarak gastrointestinal sisteme besin, ilag veya su vermektir. Tekrar kullanilabilir beslenme siringalari klinik uygulamalarda veya
evde bakim uygulamalarinda, meslek disindaki kisiler tarafindan (doktor kontroliinde olmak tizere) veya klinisyenler tarafindan kullanilabilir.
Klinik digi ortamlarda, klinisyenlerden siradan kisilere kadar her yas grubundaki kullanicilar tarafindan birden fazla kez kullaniimasi
amaglanmistir. Cihaz yalnizca tek hasta kullanimi igin endikedir.

Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta Silikon

Ambalaj Malzemesi Medikal kagit ve seffaf film (tekli birim paket)

wnaem  Kullanma Talimati

e  Sirningayi doldurmadan 6nce pistonun sonuna kadar basili oldugundan emin olun. Optimum dozaj kesinligi igin sivi gekmek lizere
tasarlanan bir ENFit Konektori takin. Regetede belirtilen doza kadar doldurun.

o Kesin Olglim elde etmek igin sivinin, siringa pistonunun siyah contanin tepe noktasina kadar doldurulmasi gerekir. Bir ENFit Konektori
kullaniliyorsa gikarin ve atin. 1 ml, 3 ml veya 5 mL’lik bir Low Dose uglu siringa kullaniliyorsa gelismis doz kesinligi i¢in u¢ kisimda
toplanan fazla siviyr vurarak bosaltin. Olgiim dogrulugu 3 ml'ye kadar olan hacimlerde +%5, 3 ml'nin tizerindeki hacimlerde ise
+%4'tir.

e Gerekirse doldurduktan sonra bir ug kapagi (ayri satilir) takin.

e Siringa lizerine hastanin adini ve siringa igerigini gosteren bir etiket yapistirin veya tesisin oral/enteral siringalar ile ilgili etiketleme
politikasini uygulayin.

e  Kullanmadan 6nce, varsa ug kapagini ve atin.
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e  Tesis protokollerini izleyerek sivilari oral yoldan veya uygun enteral erisim portuna baglayarak uygulayin. Adaptoriin bir IV (damar igi)
setine DEGIL, sadece bir enteral porta baglandigindan emin olun.
e Kullanmadan 6nce, aparatin enteral erisim portuna saglam bir sekilde baglandigindan emin olun.

Temizleme Talimati

Her kullanimdan hemen sonra bekletmeden siringayi iyice yikayin.

e  Siringa ucu sabunlu (bulasik sabunu ile hazirlanmis) ilik suya batirilirken, pistonu silindirin tam uzunluguna kadar en az 3 kez gekin / itin.

e  Pistonu silindirden gikarin. Pistonu ve silindiri ayri ayri gériinar kirlilik ¢ikarilana kadar ilik (43-49 °C; 110-120 °F) sabunlu suyla elde
yikayin. Gorandr kirlilik kalrsa, pistonu ve silindirin igini ylkamaya yardimci olmak igin yumusak killi bir firca kullanarak temizleme
adimlarini tekrarlayin. Silindirin disinda asindirici Griinler kullanmayin, ¢linki siringa Gzerindeki basili isaretlerin erken gikarilmasina
neden olabilir.

e lyice durulayin (hava kabarcigl kalmayana kadar) ve pistonu silindire geri yerlestirmeden énce her iki parcanin da temiz bir alanda
kurumasini bekleyin. Gorundr kirlilik kalirsa temizleme adimlarini tekrarlayin.

e  Temiz ve kuru bir alanda saklayin.

Hedeflenen Hasta Popiilasyonu

Hasta poplilasyonu igin belirlenmis sinirlama yoktur.
Hedeflenen Kullanicilar

Saglik personelleri ve deneyimsiz kullanicilar.

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

ENFit Grinler “EN 1SO 80369-3 Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik capli baglanti elemanlari — Bolim 3: Enteral uygulamalar
icin konnektorler” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

ENFit konnektorl tekrar kullanilabilir enteral beslenme siringalari, tek bir hastada tekrar kullanilarak besin, sivi, ilag veya suyun oral yolla veya
enteral beslenme tipl araciligiyla gastrointestinal sisteme verilmesi amaciyla endikedir.

Klinik ortamda (hastaneler, bakim evleri vb.) veya klinik disi ortamlarda (evde bakim gibi), saghk profesyonelleri veya deneyimsiz kullanicilar
tarafindan kullanilabilir.

Kontrendikasyon

Parenteral (intravenéz, intramiskiler vb.) uygulamalar igin uygun degildir. Enjektor, kan veya viicut sivilarinin verilmesi amaciyla
kullanilmamalidir.

Birden fazla hasta arasinda paylasimh kullanim kesinlikle kontrendikedir. Mekanik hasar (¢atlak, deformasyon, sizdirma vb.) tespit edilen
siringalarin kullanimi kontrendikedir.

Enteral beslenmenin hekim tarafindan kontraendike gorildigi durumlarda (6r. bagirsak tikanikhgi, perforasyon riski, ciddi gastrointestinal
kanama vb.) kullanilmamalidir.

A Uyarilar

e Temizleme talimatina uymamak hasta saghgina zarar verebilir.

e 1ml,3 mlveya5mLlik bir Low Dose uglu siringa kullaniliyorsa gelismis doz kesinligi igin ug kisimda toplanan fazla siviyi vurarak bosaltin.

e  Oral/Enteral beslenme amagl kullanim igindir. ENFit Konnektorli Enteral Siringa yalnizca enteral sivilar igin tasarlanmistir ancak
yanlishikla baska saghk uygulamalarinin kigik delikli konektorlerine baglanma potansiyeline sahiptir. Bu siringa, baska saglk
uygulamalarina ait konektérlerle kullaniimamahdir.

e Bir siringa pompasi tzerinde kullanilacaksa uyumluluk ve uygun kullanim talimatlari igin pompanin ureticisine danisin.

e Siringa silindirinin disl i¢in asindirici Grinler kullanmayin, bu siringa Gzerindeki basili isaretlerin erken silinmesine yol agabilir.

e Siringanin ucunda tikanma gordalirse kullanilmamalidir.

e  Ambalaj agilmigsa ya da hasarliysa kullanmayin.

° Latex, DEHP, BPA icermez.
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e  Kullanimdan sonra tibbi atik olarak imha ediniz.

e  Raf omri 5 yildir.

e Birim ambalaja basilan son kullanma tarihinden sonra Grini kullanmayiniz.

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

e Busiringa hem saglik profesyonelleri hem de siradan kullanicilar tarafindan kullanilabilir. Siringayi nasil kullanacaginizdan, nasil
temizleyeceginizden, beslenme diizeniniz veya mamanizla uyumlu olup olmadigindan veya siringayi ne zaman ve nasil giivenli bir sekilde
atacaginizdan emin degilseniz bir saglik uzmaniyla gorasin.

. Bu siringa yalnizca enteral kullanim igcindir ve hem saglik profesyonelleri hem de bakim verenler dahil olmak tizere siradan kullanicilar igin
uygundur. Enteral beslenme, ilag verme veya beslenme tiiplerini yikama gibi gérevler igin tasarlanmistir.

e Siningay! kullanmadan 6nce, givenli ve etkili kullanim igin dogru teknigi anladiginizdan emin olun.

e  Conta veya baglanti noktasindan herhangi bir sivi sizintisi olup olmadigini kontrol edin ve beslenme tlpiniin tikali olmadigindan emin
olun.

e Sinngayi nasil kullanacaginizdan, beslenme tiipiinliz, uzatma setiniz veya mamanizla uyumlu olup olmadigindan veya siringayi nasil ve ne
zaman guvenli bir sekilde temizleyeceginizden veya atacaginizdan emin degilseniz, bir saglik uzmanina danisin.

e Saglik uzmani tarafindan 6zel olarak belirtiimedikge, bu cihazi standart hijyen veya sicaklik kosullarini karsilamayan ortamlarda (6rnegin
dis mekanlar, araglar veya klinik disi ortamlar) kullanmayin.

e Sadece 45°C'nin altindaki temiz ve kuru ortamlarda kullanin. Dogrudan giines isigina veya asir neme maruz birakmayin.

Asagidaki durumlarda siringayi kullanmayiniz:
o  Siyah o-ring conta hasarliysa veya yapisi bozulmussa
o Silindirdeki skalada yazilarin okunmasi zorlagsmissa
o  Piston hareketliligi zorlagmigsa
o  Sinnga 20’den fazla kullaniimigsa

Depolama Kosullari

. 45°C’yi asmayan ortam sicakliginda muhafaza ediniz.

. Dogrudan giines 1sigindan ve nemli ortamdan koruyun.
. Kutuyu ok yoniinde yerlestirerek muhafaza edin.

. Ust Uiste en fazla bes koli koyularak muhafaza edin.

. Urlintin raf émri 5 yildir.

Kullanilan Sembollerin Agiklamasi

d Uretici Firma ! Kirilgan. dikkatli tutun
Uretim Tarihi -ZLT Giines 1s1gindan uzak tutun
B
g Son Kullanma Tarihi T Kuru tutun
Lot Numarasi |I Dikey olarak hareket ettir
REF Katalog numarasi /ﬂf Sicakhgin st siniri (45°C)
80%
MD Tibbi Cihaz @ Nem sinirlamasi (%20 — %80)

Paket hasarliysa kullanmayin ve kullanim
talimatlarina bakin

uDI Benzersiz cihaz tanimlayici

NON
STERILE

Tek hastada ¢oklu kullanim Pirojenik olmayan

Steril Degildir \'( Lateks icermez
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A

Dikkat

elFU Indicator

Kullanim talimatina bakin veya
elektronik kullanim talimatina basvurun

2797

ilgili tim Avrupa Tibbi Cihaz
Direktiflerinin/Avrupa Mevzuatinin
gerekliliklerini karsilamaya yonelik isaret
Altta goriintilenen numara Onaylanmis
Kurulus Numarasidir

UK
CA

0086

Birlesik Krallik Tibbi Cihaz Reglilasyon
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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m REUSABLE ENTERAL SYRINGE INSTRUCTION FOR USE

Product Type

Reusable Enteral Syringe Instruction for Use

ENFit 3 part Syringe
1ml,3ml,5ml, 10 ml, 20 ml, 60 ml

ENFit 3 part Syringe Low Dose
1ml,3ml,5ml

Product Type

ENFit Connector — Centric
3 part

Barrel O-ring Gasket Plunger

ENFit Connector — Eccentric
3 part

i
Barrel O-ring Gasket Plunger

Intended Use

The reusable enteral feeding syringe with ENFit connector is used to transfer nutrition, medication or water orally, or enterally into the
gastrointestinal system of a patient via an enteral feeding tube. The reusable feeding syringes are intended to be used in clinical or home care
settings by users ranging from laypersons (under the supervision of a clinician) to clinicians. It is intended to be used multiple times in non-
clinical settings by users ranging from clinicians to laypersons in all age groups. The device is indicated for single patient use only.

Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene
Gasket Silicone

Packaging Medical grade paper and transparent film

Instruction for Use

IFU Indicator

e Ensure the plunger is fully depressed prior to filling syringe. For optimal dosage accuracy, attach an ENFit Connector designed to draw
fluid. Fill to prescribed dosage.

e  For accurate measurement, fluid should be filled to black leading edge of the syringe plunger. If using an ENFit Connector, remove and
discard. If using a 1 ml, 3 ml or 5 ml Low Dose tip syringe, tap out any extra fluid congregating in the tip for improved dosing accuracy.
Measurement accuracy is £5% for volumes up to and including 3 ml, and 4% for volumes above 3 ml.

e  Attach a tip cap (available separately) after filling, as necessary.

e  Label syringe with patient’s name and syringe contents, or follow facility policy on labeling oral/enteral syringes.

e  Remove tip cap, where applicable, and discard before use.

. Administer fluids orally or by connecting to the appropriate enteral access port, following facility’s protocol. Confirm the adapter is
connected to an enteral port only and NOT to an IV set.

. Ensure tight connection to enteral access port prior to use.
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Cleaning Instructions:
Thoroughly wash syringe immediately after each use.

e While syringe tip is submerged in warm soapy (dish soap) water, pull/push plunger the full length of the barrel at least 3 times.

e Remove plunger from barrel. Using your hands, wash the plunger and barrel separately with warm (43-49°C; 110-120°F) soapy water
until visible soil is removed. If visible soil remains, repeat cleaning steps using a soft-bristled brush to aid in washing the plunger and
the INSIDE of the syringe barrel. Do not use abrasive products on the OUTSIDE of the barrel as this may lead to premature removal of
printed markings on the syringe.

e  Thoroughly rinse (until no bubbles remain) and allow both parts to dry in a clean area before putting plunger back in barrel. Repeat
cleaning steps if visible soil remains.

e  Storein aclean, dry area.

Intended Patient Population

There is no limitation for the patient population.
Intended User

Healthcare professionals and laypersons.

Device Description Intended for Use With The Device

Suitable for use with connectors "EN ISO 80369-3 Small diameter connectors for liquids and gases in healthcare applications - Part 3: Connectors
for enteral applications".

Indications

Reusable enteral feeding syringes with ENFit connectors are indicated for the repeated administration of nutrition, fluids, medications, or water
into the gastrointestinal tract, either orally or via an enteral feeding tube, in a single patient. The device is intended for use in clinical environments
(e.g., hospitals, nursing homes) as well as in non-clinical environments (e.g., home care), by healthcare professionals or by caregivers under medical
supervision

Contraindications

The device is not suitable for parenteral applications (e.g., intravenous, intramuscular). The syringe must not be used for the administration of
blood or bodily fluids. Shared use between multiple patients is strictly contraindicated. Use of syringes presenting mechanical damage (e.g.,
cracks, deformation, leakage) is contraindicated. The device must not be used in cases where enteral feeding is deemed contraindicated by the
physician (e.g., bowel obstruction, risk of perforation, severe gastrointestinal bleeding)

A Cautions

e Not following Cleaning Instructions may result in patient harm.

e Ifusinga1ml,3 mlor5mlLow Dose tip syringe, tap out any extra fluid around the moat of the syringe tip for improved dosing accuracy.

e  For oral/enteral use only. For use with ENFit Connection System. The Enteral Syringe with ENFit Connector is intended for enteral fluids
only, but has the potential to misconnect with small bore connectors of other healthcare applications. This syringe should not be used
with connectors from other healthcare applications.

e If used on a syringe pump, consult pump manufacturer for compatibility and proper instructions for use.

e Do not use abrasive products on the outside of the syringe barrel as this may lead to premature removal of printed markings on the
syringe.

e Do not use syringe if syringe tip is visibly blocked

e Do not use if package is opened or damaged.

e  Free from Latex, DEHP, BPA

e  After usage, dispose of the product as medical waste

e The shelf life of product is 5 years.

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

e If any serious incident occurs, it should be reported to the manufacturer and the competent authority.
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e  This syringe can be used by both healthcare professionals and ordinary users. If you are unsure about how to use the syringe, how to
clean it, whether it is compatible with your diet or formula, or when and how to safely dispose of the syringe, consult a healthcare
professional.

e  This syringe is for enteral use only and is suitable for ordinary users, including both healthcare professionals and caregivers. It is
designed for tasks such as enteral feeding, medication administration, or flushing feeding tubes.

e  Before using the syringe, make sure you understand the correct technique for safe and effective use.

e  Check for any fluid leakage from the plunger or connection point, and ensure that the feeding tube is not clogged.

e [fyou are unsure about how to use the syringe, whether it is compatible with your feeding tube, extension set, or formula, or how
and when to clean or dispose of it safely, consult a healthcare professional.

e Incorrect use can lead to feeding errors, aspiration, tube blockages, or contamination. Always follow local guidelines for disposal.

e Do not use this device in environments that do not meet standard hygiene or temperature conditions (e.g., outdoors, vehicles, or
non-clinical settings) unless specifically instructed by a healthcare provider.

e Use onlyin clean, dry environments below 45°C. Do not expose to direct sunlight or excessive moisture.

e  Discard syringe in regular household waste when:

Black o-ring gasket is distorted or damaged
Barrel markings are difficult to read
Plunger is too difficult to move

Syringe use exceeds 20 use cycles

O O O O

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.

Description of Symbols Used

I Manufacturer ! Fragile. Handle with care
dl Date of manufacture _i‘i’i_ Keep away from sunlight
[}
g Use-by date T“: Keep dry
Batch code |I Move vertically
Catalogue number e L o
REF Upper limit of temperature (45°C)
80%
MD Medical device @ Humidity limitation (20% — 80%)
. . - Do not use if package is damaged and
tif
upI Unique device identifier consult instruction for use
NON Non- sterile Latex free
STERILE

Consult instruction for use or consult

Caution .. .
electronic instruction for use

E
'(
) Single patient multiple use M Non-pyrogenic

> ()

elFU Indicator
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Marking for meeting the requirements of

Marking for meeting the requirements

c € all relevant European Medical Device UK of UK Medical Device Regulation
Directives/European Legislation cA _ _
e The number displayed on the bottomis | 0086 I:: Sg:qiflioee; s:slalzsfnzr:he bottom is
the Notified Body Number y
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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