AL-10000.V001 CATHETER MOUNT (ALTECH) URUN SPESIFIKASYONU
AL-10000.V001 CATHETER MOUNT (ALTECH) PRODUCT SPECIFICATION
Dokiiman No / Document No: PSAL-10000.V001

1. URUN TANIMI / PRODUCT IDENTIFICATION
AL-10000.V001 CATHETER MOUNT (ALTECH)
1.1.  Uriin Simifi /Product Class B;%g:aggzsziﬁnl‘?‘lig’% 11?85;61) EtE“}
Reason: MoldSign Signature
Class 2A Location: Moldova

1.2. Uygulanan Standartlar / Applicable Standarts

EN ISO 13485 Medical devices -- Quality management systems -- Requirements for regulatory
purposes

ISO 5356-1 Anaesthetic and respiratory equipment -- Conical connectors -- Part 1: Cones and
sockets

EN ISO 15223-1 Medical devices - Symbols to be used with medical device labels, labelling and
information to be supplied

TS EN ISO 5367 Anaesthetic and respiratory equipment - Breathing sets and connectors

(ISO 5367:2014)

ISO 80369-7 Small-bore connectors for liquids and gases in healthcare applications

ISO 10993-1 Biological evaluation of medical devices - Part 1 Evaluation and testing within a risk
management process

2. KULLANIM AMACI VE FONKSIYONEL TANIMI / INTENDED USE AND FUNCTIONAL DESCRIPTION

Kateter baglantisi hastaya hava ve/veya anestezik gaz veren solunum/anestezi sistemlerinin bir pargasi
olarak kullanilir. Solunum gazlarinin solunum sistemi ile mekanik olarak ventile edilen bir hastaya ait
hasta arabirimi (6rn. Endotrakeal tlip, maske) arasinda iletimi icin kullanilan solunum devresi hava yolu
konektorudir. Solunum/anestezi makinesine bagli olan ve mekanik olarak solutulan hasta ile
ventilasyon/anestezi devresi arasina baglanir. Solunum gazlarinin solunum sistemi ile mekanik olarak
ventile edilen bir hastaya ait hasta arabirimi (6rn. Endotrakeal tiip, maske) arasinda iletimi igin
kullanilir. Cekme etkisini azaltarak solunum/anestezi devresi ve hasta mobilitesine katkida bulunur.
Uzerinde bulunan portlara gére gaz 6rneklemi, aspirasyon, bronkoskopi gibi prosediirlerde
kateterizasyon kolayligi saglar.

The catheter mounts are used as part of breathing / anesthesia systems that deliver air and / or
anesthetic gas to the patient. Breathing circuit airway connector used for the transmission of
respiratory gases between the respiratory device system and the patient interface of a mechanically
ventilated patient (eg, endotracheal tube, mask). It is connected between the mechanically inhaled
patient connected to the breathing / anesthesia machine and the ventilation / anesthesia circuit. It is
used for the delivery of respiratory gases between the respiratory device system and the patient
interface of a mechanically ventilated patient (eg endotracheal tube, mask). It contributes to the
breathing / anesthesia circuit and patient mobility by reducing the pulling effect. It provides ease of
catheterization according to the ports on it in procedures such as gas sampling, aspiration, and
bronchoscopy.

3. URETICi / MANUFACTURER

Meditera Tibbi Malzeme Sanayi ve Ticaret A.S.
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4. URETIM / PRODUCTION
4.1. Uriin hammaddeleri ve gizimi / Product raw materials and drawing

Komponent . Olgiim
Komponent Tanimi Miktar L.
Parca Numarasi o Birimi
Component Description Qty
Component PN UoM
151.33.10000.05 | CATHETER MOUNT 1,00 Adet / Pc
4.2, Kullanim Kilavuzu ve Etiketleme / IFU and Labeling
Parca Adi Uretici kodu
Part name Manufacturer code
CATHETER MOUNT IFU 150.02.305
Uriin Etiket Kodu Koli Etiket Kodu
Product Label Code Box Label Code
Etiket
AW.04.ALT.AL.0659-REV.06 AW.04.ALT.AL.0643-REV.07
Label
4.3. Teknik Cizim / Technical Drawing
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5. BIYOUYUMLULUK / BIOCOMPATIBILITY

Bu Uriin 1ISO 10993-1 standardina gore biyouyumludur.
This product is biocompatible according to 1ISO 10993-1.

6. URETIM ALANI / PRODUCTION ENVIROMENT

Bu Uriin, EN ISO 14644-1 “Temiz odalar ve bu odalarda birlikte kontrol edilen ortamlar - Bolim 1: Hava
Temizliginin Siniflandirilmasi” standardina goére valide edilen ve takip edilen Sinif 8 temiz odalarda, ISO
13485 ve MDD 93/42/EEC gerekliliklerine gore Uretilmistir.

This product is produced according to the requirements of ISO 13485 and MDD 93/42/EEC in a
validated and monitored Class 8 cleanroom according to the EN ISO 14644-1 “Cleanrooms and
associated controlled environments — Part 1: Classification of air cleanliness”.

7. STERILiIZASYON / STERILIZATION

Bu Uriinler misteriye sterilize olmamis bicimde saglanir. Eger bu Grlinler misteri tarafindan sterilize
edilirse Meditera bu durumda olusabilecek herhangi bir sikayetten dolayi sorumlu tutulamaz.

This products are supplied non sterile to the customer. Meditera cannot be hold responsible for any
claims regarding sterility if these products are sterilized by customer.

8. RAF OMRU VE SAKLAMA KOSULLARI / SHELF-LIFE AND STORAGE CONDITIONS

Normal kosullar altinda saklanmasi durumunda (orijinal ambalajinda kuru ve oda sicakhiginda), Grin raf
omri 5 (Bes) yildir. Son kullanma tarihi etiket Gzerinde yazilidir.

The shelf-life of this product is 5 (five) years if the product is stored under normal conditions(room
temterature, dry and original packaging). Expiration date is printed on the packaging label.

9. UYARILAR / WARNINGS

Tekrar kullanmayiniz, yeniden islemeyiniz veya tekrar steril etmeyiniz. Tekrar kullanim, yeniden isleme
veya tekrar steril etme uriinde yapisal degisiklige sebep olabilir ve/veya hastada yaralanmaya,
hastaliga veya 6liime yol acabilir. Tekrar kullanim, yeniden isleme veya tekrar steril etme Griindeki
kontaminasyon riski yaratabilir ve/veya hastada enfeksiyona yada ¢apraz enfeksiyona, bununla sinirh
olmamak kaydiyla bulasici hastaliklarin bir hastadan baska birine yayllmasina sebep olabilir. Uriinde
yasanan kontaminasyon yaralanmaya, hastaliga veya hastanin 6liimiine sebep olabilir.

Do not reuse, reprocess or re-sterilize. Reuse, reprocessing or re-sterilization may compromise the
structural integrity of the device failure which, in turn, may result in patient injury, illness or death.
Reuse, reprocessing or re-sterilization may also create risk of contamination of the device and/or cause
patient infection or cross-infection, including but not limited to the transmission of infectious disease(s)
from one patient to another .Contamination of the device may lead to injury, illness or death of the
patient.
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