% SET MEDikal

Tek Kullanimlik Oral/Enteral
Siringa

@ Single Use Oral/Enteral Syringe

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

www.setmedikal.com.tr 0086 2797

Vera Global Ltd.
86-90 Paul Street 3rd Floor EC2A 4NE London United Kingdom
info@veraglobal.co.uk


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

Set Enfit Oral/Enteral Siringa Kullanim Kilavuzu/ Set Enfit Oral/Enteral Syringe
Instruction For Use

% SET mMeEniHaL

Dok./Doc.No: PR.A84 Tarih/Date: 12.08.2025 Rev.No: 3 Sayfa No/Page No: 2 /9

Tek Kullanimlik Oral/Enteral Siringa

Uriin Tipi

Tek Kullanimhik Enteral Siringa:
1ml,3ml, 5ml, 10 ml, 20 ml, 50 ml

Tek Kullanimlik Enteral Siringa Low Dose:
1ml,3ml, 5ml

Tek Kullanimlik Oral Siringa:
1 ml,3ml,5ml, 10 ml, 20 ml, 50 ml

Uriin Tipi
Tek Kullanimlik Enteral Siringa
Merkez Uglu

Tek Kullanimhik Oral Siringa

Tek Kullanimlik Enteral Siringa
Low Dose

"

Tek Kullanimlik Enteral Siringa ‘ 4
Merkezden Kagik

Kullanim Amaci

ENFit Konnektorli Set Medikal Oral/Enteral Siringalar ve Oral Uglu Set Medikal Oral/Enteral Siringalar, sivilarin dagitimi, 6lgtilmesi ve transferi igin tasarlanmistir.
Sivilarin bir hastanin gastrointestinal sistemine oral veya enteral olarak iletimini kolaylastirir. Bu siringalar, klinik ve evde bakim ortamlarinda, tim yas
gruplarindaki kullanicilar tarafindan hem saglik profesyonelleri hem de deneyimsiz kullanicilar igin kullanilmak Gzere tasarlanmistir.
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Uriin Bilesenleri

Parga Adi Hammadde

Silindir PP — Polipropilen

Piston PE — Polietilen, PP — Polipropilen

Conta izopren kauguk, Lateks icermez

Ambalaj Malzemesi EO ile sterilizasyona uygun medikal kagit ve seffaf film (tekli birim paket)

s Kullanma Talimati

1.  Steril siringalar igin aseptik teknigini kullanin. Siringay1 doldurmadan énce pistonun sonuna kadar basili oldugundan emin olun. Optimum dozaj kesinligi igin
sivi gekmek Uzere tasarlanan bir beslenme konnektoriini takin. Regetede belirtilen doza kadar doldurun.

2. Kesin 6l¢iim elde etmek igin sivinin, siringa pistonunun siyah contanin tepe noktasina kadar doldurulmasi gerekir. Bir beslenme konnektori kullaniliyorsa

¢ikarin ve atin. 1 ml, 3 ml veya 5 mL’lik bir Low Dose ENFit uglu siringa kullaniliyorsa gelismis doz kesinligi igin ug kisimda toplanan fazla siviyi vurarak

bosaltin. Olgiim dogrulugu 3 ml'ye kadar olan hacimlerde +%5, 3 ml'nin lizerindeki hacimlerde ise +%4'tiir.

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

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

Kullanmadan 6nce, varsa ug kapagini ve atin.

Tesis protokollerini izleyerek sivilari oral yoldan veya uygun enteral erisim portuna baglayarak uygulayin. Adaptériin bir IV (damar ici) setine DEGIL, sadece

bir enteral porta baglandigindan emin olun.

Kullanmadan énce, aparatin enteral erisim portuna saglam bir sekilde baglandigindan emin olun.

8.  Kullandiktan sonra, tesis protokollerini izleyerek siringayi uygun konteynere atin.

AN ol o

Hedeflenen Hasta Popiilasyonu

Hasta popilasyonu igin belirlenmis sinirlama yoktur.

Hedeflenen Kullanicilar

Saglk profesyonelleri ve deneyimsiz kullanicilar.

Cihazla birlikte kullanilmasi amaglanan cihaz tanimi

Enteral siringalar: ENFit Griinler “EN ISO 80369-3 Saglik hizmeti uygulamalarinda sivi ve gazlar igin kiiglik caph baglanti elemanlari — B6lim 3: Enteral uygulamalar
icin konnektorler” baglanti konnektorleri ile kullanima uygundur.

Endikasyon

Enteral veya agiz yoluyla besin veya ilag uygulanmasinin gerekli oldugu durumlarda kullanilir. Kullanimina uygun baslica endikasyonlar sunlardir:
. Oral alimi olmayan veya yetersiz olan hastalarda enteral beslenme ihtiyaci,

. Yutma bozuklugu (disfaji) bulunan bireyler,

. Biling kaybi olan hastalar,

. Agizdan ilag alimi gereken durumlarda hassas doz uygulamasi,

. Norolojik hastaliklar nedeniyle beslenemeyen bireyler,

. Nazogastrik, orogastrik ya da gastrostomi tiipu araciligiyla beslenme uygulamalari,

. Agizdan ilag alimi miimkin olmayan hastalarda enteral yolla ilag uygulamasi,

. Yenidogan ve pediatrik hastalarda enteral destek ihtiyaci,

. Prematire ve dugik dogum agirlikli bebeklerde beslenme destegi,

. Besin destegi veya takviye Urinlerinin verilmesi,

. Ameliyat sonrasi erken donemde gastrointestinal sistem fonksiyonlari yeterli olan hastalarda enteral beslenmenin baslatiimasi.

Kontrendikasyon

Asagida belirtilen durumlarda enteral ve oral siringa ile uygulama yapilmasi uygun degildir:
. Parenteral (damar igi) uygulama gereksinimi bulunan durumlar,

. Gastrointestinal sistemin galismadig veya ciddi sekilde bozuldugu klinik tablolar,

. ilacin oral yolla verilmesinin kontrendike oldugu durumlar,
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. Aspirasyon riski yliksek olan hastalar,
. Enteral veya Oral yolla verilmesi uygun olmayan ilaglarin kullanimi.

A Uyarilar

. Oral/Enteral beslenme amagli kullanim igindir. ENFit Konektorli ve Oral Uglu Enteral Siringa yalnizca enteral sivilar igin tasarlanmistir ancak yanhglkla bagka
saghk uygulamalarinin kiigiik delikli konektorlerine baglanma potansiyeline sahiptir. Bu siringa, baska saglik uygulamalarina ait konektorlerle
kullanilmamalidir.

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

. Steril siringalar etilen oksit gazi ile sterilize edilmistir.

. Siringanin ucunda tikanma gordliirse kullaniimamalidir.

. Ambalaj agilmissa ya da hasarliysa kullanmayin.

. Latex, DEHP, BPA icermez.

. Kullanimdan sonra tibbi atik olarak imha ediniz.

. Raf omrii 5 yildir.

. Birim ambalaja basilan son kullanma tarihinden sonra trini kullanmayiniz.

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

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

. Siringayi kullanmadan 6nce, guvenli ve etkili kullanim igin dogru teknigi anladiginizdan emin olun.

. Conta veya baglanti noktasindan herhangi bir sivi sizintisi olup olmadigini kontrol edin ve beslenme tiiplinin tikal olmadigindan emin olun.

. Siringayi nasil kullanacaginizdan, beslenme tiipiiniiz, uzatma setiniz veya mamanizla uyumlu olup olmadigindan veya siringayi nasil ve ne zaman giivenli bir
sekilde temizleyeceginizden veya atacaginizdan emin degilseniz, bir saglik uzmanina danisin.

. Yanlis kullanim, beslenme hatalarina, aspirasyona, tiip tikanikliklarina veya kontaminasyona neden olabilir. imha igin her zaman yerel yénergeleri izleyin.

. Uriin, tek bir hasta ile bir kerelik steril durumda kullanilabilir

. Temizlik veya yeniden sterilizasyon yapilamaz

. Tek kullanimlik Griinleri yeniden kullanma hasta ve kullanici igin potansiyel riskler yaratir

. Malzemenin yeniden kullanimi veya yeterli olmayan sterilite hastaliga, hasara veya hastanin 6limiine neden olabilir.

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

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

Depolama Kosullari

e 45°C’yi agmayan ortam sicakliginda muhafaza ediniz.

* Dogrudan gines 1sigindan ve nemli ortamdan koruyun.
o Kutuyu ok yoninde yerlestirerek muhafaza edin.

o Ust iiste en fazla bes koli koyularak muhafaza edin.

o Uriiniin raf 8mri 5 yildir.

Kullanilan Sembollerin Agiklamasi

d Uretici Firma Kirilgan. dikkatli tutun
] e
dl Uretim Tarihi -:ZL? Gines 1sigindan uzak tutun
B
g Son Kullanma Tarihi T Kuru tutun
Lot Numarasi |I Dikey olarak hareket ettir
45°C
REF Katalog numarasi /ﬂ/ Sicakhigin tst siniri (45°C)
80%
MD Tibbi Cihaz @ Nem sinirlamasi (%20 — %80)
20%
- Paket hasarliysa kullanmayin ve kullanim
uUDI Benzersiz cihaz tanimlayici @ talimatlarina bakin
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STERILE[EO

Etilen oksit kullanilarak sterilize edilmigstir

Tekrar Kullanmayin

Tekrar sterilize etmeyin

g1

N

Lateks icermez

Tekli steril bariyer sistemi

Pirojenik olmayan

.....

Disinda koruyucu ambalaj bulunan tek
steril bariyer sistemi

TN

Kullanim talimatina bakin veya
elektronik kullanim talimatina basvurun

Dikkat

N

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

Birlesik Krallik Tibbi Cihaz Reguilasyon gerekliliklerini karsilamaya yonelik isaret.
Altta goriinttlenen numara Onaylanmis Kurulus numarasidir.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.
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m Single Use Oral/Enteral Syringe

Product Type

Enteral Syringe Single Use:
1ml,3ml,5ml, 10 ml, 20 ml, 50 ml

Enteral Syringe Single Use Low Dose:
1ml,3ml, 5ml

Oral Syringe Single Use:
1 ml,3ml, 5ml, 10 ml, 20 ml, 50 ml

Product Type

Enteral Syringe Single Use
Central:

Enteral Syringe Single Use Low

Dose:
|
_—
Enteral Syringe Single Use 7z s 7
Eccentrical:

Oral Syringe Single Use:

Z

Intended Use

ENFit Connector Set Medical Oral/Enteral Syringes and Oral Tip Set Medical Oral/Enteral Syringes are designed for the distribution, measurement, and transfer of
liquids. They facilitate the delivery of fluids to a patient's gastrointestinal system either orally or enterally. These syringes are intended for use in both clinical and
home care settings by users of all age groups, including both healthcare professionals and inexperienced users.
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Product Components

Name Raw material

Barrel PP — Polypropylene

Plunger PE — Polyethylene, PP — Polypropylene

Gasket Isoprene rubber, Latex free

Packaging Material Medical paper and transparent film suitable for EO sterilization (single unit
package)

Instruction for Use

IFU Indicator

1.  For sterile syringes, use aseptic technique. Ensure the plunger is fully depressed prior to filling syringe. For optimal dosage accuracy, attach an feeding
connector designed to draw fluid. Fill to prescribed dosage.

2. Foraccurate measurement, fluid should be filled to black leading edge of the syringe plunger. If using an Feeding Connector, remove and discard. If using a

1 ml, 3 mlor 5 ml Low Dose ENFit® 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.

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

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

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.

8.  Dispose syringe in appropriate container after use, following facility protocols.

o u kW

~

Intended Patient Population

There are no limitations set for the patient population.

Intended User

Laypersons and healthcare professionals.

Device Description Intended for Use With The Device

Enteral syringes: Suitable for use with connectors "EN I1SO 80369-3 Small diameter connectors for liquids and gases in healthcare applications - Part 3: Connectors for
enteral applications".

Indications

It is used in cases where the administration of nutrition or medication via the enteral or oral route is necessary. The main indications suitable for its use include:
. Need for enteral nutrition in patients who are unable to take food orally or have inadequate oral intake,

. Individuals with swallowing disorders (dysphagia),

. Patients with impaired consciousness,

. Accurate dosing in cases where oral medication administration is required,

. Individuals unable to feed due to neurological conditions,

. Feeding applications via nasogastric, orogastric, or gastrostomy tubes,

. Enteral medication administration in patients unable to take drugs orally,

. Need for enteral support in neonates and pediatric patients,

. Nutritional support in premature and low birth weight infants,

. Administration of nutritional supplements or support products,

. Initiation of enteral nutrition in the early postoperative period in patients with adequate gastrointestinal function.

Contraindications

The use of enteral and oral syringes is not appropriate in the following situations:
. Conditions requiring parenteral (intravenous) administration,
. Clinical scenarios where the gastrointestinal system is non-functional or severely impaired,
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. Cases where oral administration of the drug is contraindicated,
. Patients at high risk of aspiration,
. Use of medications that are not suitable for enteral or oral administration.

A Cautions

. If using a 1 ml, 3 ml or 5 ml Low Dose ENFit® tip syringe, tap out any extra fluid around the moat of the syringe tip for improved dosing accuracy.

. For Oral/Enteral feeding use. ENFit Enteral Syringe with Connector and Oral Tip is designed for enteral fluids only but has the potential to be inadvertently
connected to small bore connectors from other healthcare applications. This syringe should not be used with connectors from other healthcare applications.

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

. Re-sterilization and/or re-use may lead to infection or other illness or injury.

. Sterile syringes are sterilized with ethylene oxide gas.

. Do not use syringe if syringe tip is visibly blocked

. Do not use if package is opened or damaged.

. Free from Latex, DEHP, BPA

. After usage, dispose of the Product as medical waste

. The shelf life of product is 5 years.

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

. If any serious incident occurs, it should be reported to the manufacturer and the competent authority.

. 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.

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

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

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

. The product may be used in sterile condition, one-time with one single patient.

. Cleaning or re-sterilization are excluded. Re-using single use products bears potential risks for patient and user.

. Impairment of material properties and inadequate sterility associated with such re-uses my lead to illness, damage or death of the patient.

. 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.

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

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

Manufacturer Fragile. Handle with care

/,
v

Date of manufacture Keep away from sunlight

o)
2

s E] 2

Use-by date T": Keep dry
Batch code |I Move vertically
REF Catalogue number X Upper limit of temperature (45°C)

80%

MD Medical device Humidity limitation (20% — 80%)

Do not use if package is damaged and

Unique device identifier . .
uDI q consult instruction for use

o
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STERILE[EO

Sterilized using ethylene oxide

Do not reuse

Do not resterilize

g1

N

Latex free

Single sterile barrier system

Non-pyrogenic

.....

Single sterile barrier system with
protective packaging outside

TN

Consult instruction for use or consult
electronic instruction for use

Caution

N

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

UK
CAH

0086

Marking to meet UK Medical Device Regulation requirements.

The number displayed below is the Notified Body number.

Uretim Yeri

Set Medikal Sanayi ve Ticaret A.S.
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Tel: 0212 622 04 00
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