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Product Name / Uriin Adi
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www.er-med.net / info@er-med.net

Areas of Use, Indications and Purpose of Use:

Kullanim Alanlari, Endikasyonlari ve Kullanim Amaci:

» In cases where the gastrointestinal tract cannot be used for nutritional support in patients with
malnutrition or at risk of malnutrition, parenteral nutrition is required. It is a bag used to administer
the nutrients or fluids required for intravenous nutrition of patient groups who cannot be fed orally.

» Malnutrisyonlu veya nitrisyon riski tasiyan hastalarda gereken nitrisyon destegi gastrointestinal yolun
kullanilamadigi durumlarda Paranteral niitrisyon gerekmektedir. Agiz yolu ile beslenemeyen hasta grup-
larinin damar i¢i beslenmesi icin gerekli olan besin veya sivilari hastaya vermek tzere kullanilan torbadir.

Contraindications / Kontraendikasyonlar

» Do not use for blood transfusion purposes.
» Insulin should not be added to TPN Bags as there may be a decrease in drug and nutrient effective-

ness.

» Kan transflizyonu amaci ile kullanmayiniz.
> ilag ve besin etkinliginde azalma yasanabilecegi icin TPN Torbalarina insiilin eklenmemelidir.

Side Effects / Yan Etkiler

» The product has no known side effects.
Urtintin bilinen herhangi bir yan etkisi yoktur.

Complications / Komplikasyonlar

» The product has no known complications.
Urliniin bilinen herhangi bir komplikasyonu yoktur.

Patient Populations / Hasta Poplilasyonlari

» It can be used in all newborn, pediatric and adult patients who need parenteral nutrition.
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Parenteral yol ile beslenme ihtiyaci duyan tiim yenidogan, pediatrik ve yetiskin grup hastalarda kullani-
labilir.

Product Users / Uriin Kullanicilari

Users of this product;

v The product should be used by a specialist physician, pharmacist or nurse who has completed the
necessary medical training.

v Must have operational experience.

Bu Grintn kullanicilari;

v" Uriin, medikal anlamda gerekli egitimlerini tamamlamis olan uzman hekim, eczaci veya hemsire tarafin-
dan kullaniimalidir.

v’ Operasyon tecriibesine sahip olmaldir.

Product Usage Technique: / Uriin Kullanim Teknidi:

v" The product sterilization bag must be removed from the application environment with an aseptic
technique immediately before application, and should not be used with bare hands to prevent con-
tamination caused by the user during application.

v" When loading fluid into the bag, the order recommended by the hospital should be followed.

v After the liquid or nutrients specified by the specialist physician are filled into the bag through the
Filling Connection Port, the Clamp and Spare Filling Connection cover are closed to prevent any partic-
les from entering from outside.

v By applying aseptic rules, the protrusion at the end of the Infusion Connection Port is broken off and
the nutrients in the bag are transferred to the patient with a spike tip set.

v Except for emergencies, no external fluid injection should be performed in the service environment. In
cases where an external fluid injection is required, the breakable cap on the Injection Port is broken
within the framework of aseptic rules, and after the fluid is injected, the silicone structure is cleaned
with alcohol in order to prevent this fluid from interacting with the external environment, and the
Injection Port Cap on it is installed.

v After the TPN bag is prepared, it should be observed under high light on a dark surface. If any sedi-
mentation, turbidity, unexpected color change, gas evolution, liquefaction or solidification, and diffi-
culty in melting or mixing are observed, the TPN bag should not be used.

v" When transferring to the patient via free flow or a device, care should be taken to ensure that the TPN
bag is above the patient level.

v" Uriin sterilizasyon poseti mutlaka uygulanmanin hemen éncesinde uygulanacak ortamda aseptic teknigi
ile cikarilmali, uygulamada kullanicidan kaynakli kontaminasyonlari engellemek icin ciplak elle kullanil-
mamalidir.

v Torba icerisine sivi eklemesi yapilirken hastane tarafindan énerilen siraya uyulmahdir.

v Dolum Baglanti Portundan uzman hekimin bildirdigi sivi veya besinler torba icerisine doldurulduktan
sonra Klemp ve Yedek Dolum Baglanti kapagi kapatilarak disaridan herhangi bir partikil girmesi engelle-
nir.

v Aseptik kurallar uygulanarak inflizyon Baglanti Portu ucundaki ¢ikinti koparilarak spike uglu bir set
sayesinde torba icerisindeki besin hastaya aktarilr.

v" Acil durumlar disinda servis ortaminda harici bir sivi enjektesi yapilmamalidir. Harici bir sivi enjektesi
gerektigi durumlarda aseptik kurallar cercevesinde Enjeksiyon Portu Uzerindeki kirilabilir kapak kirilir, sivi
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enjekte edildikten sonra ise bu sivinin dis ortam ile etkilesime girmesini engellemek amaci ile silikon yapi
alkol ile temizlenerek tizerinde bulunan Enjeksiyon Portu Kapagi takilir.

TPN Torbasi hazirlandiktan sonra koyu bir zemin lzerinde yiksek isik altinda gozlemlenmelidir. Herhangi
bir cokme, bulaniklik, beklenmeyen renk degisimi, gaz cikisi, sivilasma veya katilasma ve erime veya ka-
risma glglugl gozlemlendiginde TPN torbasi kullanilmamalidir.

Hastaya, serbest akis veya cihaz ile gonderim yapilacagli zaman TPN torbasinin hasta seviyesinden
yukarida olmasina dikkat edilmelidir.

Structure and General Features of the Product / Uriiniin Yapisi Ve Genel Ozellikleri

To prevent particle formation in the prepared mixture, the TPN Bag does not contain DEHP and
LATEX, including the ports.

If any food or liquid is loaded into the TPN Bag, it is recommended that the bag be used within 24
hours.

In order to ensure the stability of the prepared mixture, the bag is made of Ethylene Vinyl Acetate
(EVA) and is lipid compatible.

The bag must have a Filling Connection Port, Air Channel Filling Connection Cap, Spare Filling Connec-
tion Cap, Injection Port, and an Injection Port Cap and Infusion Connection Port on it.

The spare filling connection cap should be in a separate package.

There is a scale on it that shows the liquid volume.

Changes in the solution can be followed.

Contains polypropylene.

Contains EVA.

Does not contain latex and DEHP.

It has a light-protective feature for liquids affected by light.

It is available in different volumes depending on needs.

Hazirlanan karisimda partikil olusumunu engellemek icin TPN Torbasi portlar da dahil olmak tizere DEHP
ve LATEX icermemektedir.

TPN Torbasina herhangi bir besin veya sivi yliklemesi yapilmis ise torbanin 24 saat icinde kullaniimasi
Onerilmektedir.

Hazirlanan karisimin stabilitesinin saglanmasi amaciyla torba Etilen Vinil Asetat (EVA) yapisinda ve lipid
gecimlidir.

Torba lizerinde Dolum Baglanti Portu, Hava Kanalli Dolum Baglanti Kapagi, Yedek Dolum Baglanti Kapagi,
Enjeksiyon Portu ve lizerinde Enjeksiyon Portu Kapagi, inflizyon Baglanti Portu bulunmalidir.

Yedek Dolum Baglanti Kapagi ayri bir ambalaj icerisinde olmaldir.

Uzerinde sivi hacmini gésteren dlgeklendirme bulunmaktadir.

Soliisyon icerisindeki degisiklikler takip edilebilmektedir.

Polipropilen igerir.

EVA icerir.

Latex ve DEHP icermez.

Isiktan etkilenen sivilar i¢in i1siktan korumali 6zelligi bulunmaktadir.

ihtiyaclara gore farkl hacimlerde bulunmaktadir.
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Usage and Post-Use Information / Kullanim Ve Kullanim Sonrasi Bilgileri

Medication should not be added to the TPN bag in the ward environment.
Except in emergencies, fluid injection is not recommended in the ward environment. Additions to the
bags to be given one or more days after preparation should be made in the wards immediately before
the infusion and in accordance with aseptic rules.
The filled TPN bag should be evaluated in detail under strong light and on a dark background to

ensure there are no large particles.

The breakable cap of the Infusion Port must be opened when sending the liquid in the Bag to the

patient.

In cases where an external liquid injection is required, the breakable cap on the Injection Port is
broken within the framework of aseptic rules, and after the liquid is injected, the silicone structure is
cleaned with alcohol and the Injection Port Cap is installed on it in order to prevent this liquid from

interacting with the external environment.

Bags containing liquid must be disposed of as hazardous waste within the framework of legal proce-

dures after use.

The product should not be used if any liquid leakage is observed.
Servis ortaminda TPN torbasina ila¢g eklenmemelidir.

Acil durumlar disinda servis ortaminda sivi enjektesi 6nerilmemektedir. Hazirlandiktan bir veya daha
fazla gilin sonra verilecek torbalara servislerde yapilacak eklemelerin, inflizyondan hemen dnce ve asep-

tik kurallara uyularak yapilmasi gerekir.

Dolumu tamamlanan TPN torbasi, blylik partikiller olusmamasi agisindan kuvvetli isik altinda ve koyu
renkli zemin Uzerinde detayl bir sekilde degerlendirilmelidir.
Torbalar sistemden ayrildiktan sonra herhangi bir kontaminasyon olmamasi amaciyla Dolum Baglanti

Portu (izerindeki klemp kapatilmali ve Dolum Baglanti Portunun kapagi Yedek Dolum Baglanti Portu Ka-

pagi ile degistirilmelidir.

inflizyon Portunun kirilabilir kapagi, Torba icerisindeki sivinin hastaya gdénderimi sirasinda agiimalidir.
Harici bir sivi enjektesi gerektigi durumlarda aseptik kurallar ¢ergevesinde Enjeksiyon Portu lizerindeki
kirilabilir kapak kirilir, sivi enjekte edildikten sonra ise bu sivinin dis ortam ile etkilesime girmesini engel-
lemek amaci ile silikon yapi alkol ile temizlenerek tizerinde bulunan Enjeksiyon Portu Kapagi takilir.
icerisinden sivi gegmis torbalar, kullanim sonrasinda yasal prosediirler cercevesinde tehlikeli atik olarak

imha edilmelidir.

Urtinde herhangi bir sivi sizintisi gdézlemlediginde kullanilmamalidir.

Sterility / Sterilite

Sterilized with EO Gas. / EO Gazi ile steril edilmistir.

Single Use/Reusability Status / Tek Kullanimlik/Tekrar Kullanilabilirlik Durumu

Our products are sterile and designed for single use.
Uriinlerimiz steril iiriin olup tek kullanimlik olarak tasarlanmstir.

Warnings Regarding Shipping and Storage / Sevkiyat Ve Depolama ile ilgili Uyarilar

Protect the product from direct sunlight during shipping and storage.
Ensure that the product remains dry in all environments.
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Store the products between 5°C and 25°C.

In order to prevent the sterilization of the product from being compromised, make sure that no more

than 5 boxes are stacked on top of each other during storage.

Sevkiyat ve depolama sirasinda (riind, direkt giines isigina karsi koruyunuz.

Her ortamda irtiniin kuru kalmasini saglayiniz.

Uriinleri 5°C ve 25 °C sicaklik araliinda muhafaza ediniz.

Uriinii sterilizasyonunun bozulmamasi icin iriinlerin depolanmasi sirasinda en fazla 5 kolinin (st iiste
gelmesine dikkat ediniz.

Product Shelf Life / Uriin Raf Omrii

v" For 5 years. / 5 yildir.

A\ VVYYVY YV V VY
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e Usage Errors Warnings e
Kullanim Hatalari Uyarilar

Due to the potential risk of drug and nutrient interactions, drugs should not be added to
TPN bags.

If drug administration is unavoidable, the compatibility and compatibility of the drug with
TPN should be ensured.

If the product becomes clogged or leaks for any reason, it must be replaced with a new one.
If the product is not covered when it is removed from its packaging, it should not be used
and should be replaced with a new one.

The product should not be used outside its indications.

It should be used by paying attention to the expiration date.

If air bubbles or particles are detected, they should be removed immediately and replaced
with a new one.

In case of any leakage, it should be replaced with a new one.

ilac ve besin dgesi etkilesiminin potansiyel riski nedeniyle TPN torbalarina ila¢ katilmamalidir.
ilag verilmesi ka¢inilmaz ise, ilacin TPN ile uyumlulugu ve gegimliliginden emin olunmalidir.
Uriin Gizerinde herhangi bir sebep dolayisiyla tikaniklik veya sizinti olustugu durumda Griin
yenisi ile degistirilmelidir.

Uriin ambalaj igerisinden ¢ikarildiginda tizerinde kapaklari takili degil ise kullanilmamali ve ye-
nisi ile degistirilmelidir.

Uriin endikasyonlari diginda kullanilmamalidir.

Son kullanim tarihine dikkat edilerek kullanilmalidir.

Hava kabarcigi veya partikil tespitinde hemen gikartiimali ve yenisi ile degistirilmelidir.
Herhangi bir sizinti olmasi durumunda yenisi ile degistirilmelidir.
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Symbols and Meanings Prepared According to EN 15223-1: 2021 Standard

EN 15223-1: 2021 Standardina Gére Hazirlanmis Sembol ve Anlamlari

c € 2195

Notified Bodies Number

Onaylanmis Kurulus Numarasi

A\

Warnings Symbol
Uyarilar Sembolii

See User Manual

Kullanma Kilavuzunu Bakiniz

Keep Away from Contact with Water

Su Ile Temastan Uzak Tutunuz

k=

Manufacturer Information

Uretici Bilgileri

Do not expose to direct sunlight.

Direk Gines Isigina Maruz Birakmayiniz.

LOT

Lot Number

Lot Numarasi

Latex Free

Latex igermez

Production Date (Day-Month-
Year)
Uretim Tarihi (Giin-Ay-Yil)

Pyrogen Free

Pirojen icermez

Expiration Date

Son Kullanim Tarihi

Does not contain PHT and DEHP
PHT ve DEHP icermez

@ 1 [

Do not use if package is da-
maged

Paket Hasarli ise Kullanmayiniz

1_
ZiN
P

UDI Kodu
UDI Code

STERILE[EO

Sterilized with Ethylene Oxide
Etilen Oksit ile Steril Edilmistir

O

Single sterile barrier system

Tekli steril bariyer sistemi

Do not sterilize a second time

Ikinci Kez Steril Etmeyiniz

MD

Medical Device
Tibbi Cihaz

®

For Single Use Only
Tek Kullanimliktir

REF

Reference Number

Referans Numarasi

/ﬂ/> 25°C
5°C

Store within the specified temperature range
Belirtilen Sicaklik Araliginda Muhafaza Ediniz

Prepared by / Hazirlayan

Management Representative / Yonetim Temsilcisi

Approved by / Onaylayan

General Manager / Genel Midur
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