MDD UYGUNLUK BEYANI
MDD DECLARATION OF CONFORMITY

Dokiiman No / Document No: QUA04.01.000.F31

Counter No:

Meditera Tibbi Malzeme Sanayi ve Ticaret A.S.
ibni Melek 0SB Mh. Tosbi Yol 4 Sk. No: 29
35900 Tire - izmir - TURKIYE 1040

Onaylanmis Kurulus/ Notified Body: Kiwa Belgelendirme Hizmetleri A.$.(1984)
Adres/ Address: ITOSB 9. Cadde No:15 Tepeéren Tuzla — istanbul / TURKIYE

93/42/EEC Medikal Cihaz Yonetmeligi
Avrupa Uygunluk Deklarasyonu
European Declaration of Conformity
to the Medical Device Directive, 93/42/EEC 1984

Dokiiman Kapsami/Scope of the document : Solunum Filtreleri / Breathing Filters

Durumu/Sterilization Status : Steril degil / Non-Sterile
Simiflandirma - Kural / Classification - Rule

(MDD - Annex 9) / (acc. to MDD - Annex IX)
Uygunluk Degerlendirme Yolu/ Conformity Asszssment Route tEkV/dnnexV

Beyanname/ Declaration_

: Sinif ha- Kural 2 / Closs I o - Rule 2

1. Meditera Tibbi Malzeme Sanayi ve Ticaret A.§. bu beyannamenin iliskili oldugu yukandaki tiriinlerin CE isaretini tasidigini ve 14 Haziran 1993 tarihli 2007/47/EC Direktif ile degistirilen 93/42 / EEC sayili MDD Konsey Direkifinin,
EEC de iicretsiz dagitim, satisa izin veren tibbi cihazlarla ilgili kteki sartlarina uygun olduunu beyan eder.

Meditera Tibbi Malzeme Sanayi ve Ticaret A.S. declares that the above products to which this declaration relates, bears the CE Marking. and is in conformity with the applicable requirements of the Council Directive MDD
93/42/££C of 14 Juna 1992 as amended by directive 2007/47/EC concerning medical devices, which allows thairs fiee distribution, sale and circulation in EEC.

2. Yukarida belirtilen Direktifin gerektirdigi gibi; bu bey gidaki doki lar tarafindan desteklenir / As required by the above mentioned Directive, this Declaration is supported by:
EC Sertifika Numarasi-Onaylanmis Kurulug / EC Certificut> No-Notified Body :1984-MDD-19-588- Kiwa Belgelendirme Hizmetleri A.5.(

3. Tiim destekleyici belgeler, tireticinin tesislerinde muhafaza edilir.
All supporting documentation js retained at the manufacturer’s premise,

4. Bu diriinlerle ilgili olan harmonize standartlar asagida verilmistir.
Harmonized standarts which are related to these products are given below,

EN 150 13485:2016 ¢ ALL Digitally signgd bysRalea Petru

IS0 14971:2019/A11:2021 Date: 2022.10v261§6:38:98 EET
EN150 1522332021 Reason: MoldSigi°Sisisture

EVS-EN 15O 10993-12:2021 T coation. NN 3-1722009-08

EN IS0 10993-1:2018 ENTSO1 :2020/AMD 1:2022
EN 150 10993-4:2020 150 14155:2020
EN 150 10993-5:2020 EN 150 62366-1:2015+A1:2020
EN 15986:2011 IEC/TR 62366-2:2016
EN 1SO 23326-1:2008 EN 1SO 9360-1:2009
150 23328-2:2002 EN 1SO 9360-2:2009
150 5362:2006

Beyanname asagida EK I'de verilen kodlari kapsar:

The declaration covers the fallowing codes in Annex .

Onaylayan/Approved by : Hande KOSEMEN
Pozisyon / Position : Kalite Giivence Miihendisi / Quality Assurance Engiaeer
Tarih / Date i 18.08.2022
imza /signature : M
EK1/ANNEX
URUN AGIKLAMASI / PRODUCT DESCRIPTION URUN KODU / PRODUCT CODE
BACTERIA FILTER WITH SOFT CAP PP (ALTECH) AL-08023.V001
BACTERIA HME FILTER WITH SOFT CAP PP (ALTECH) AL-08022.V001
TRACHEOSTOMY FILTER WITH HME PAPER (ALTECH) AL-08025.V001
BREATHING CIRCUIT AL-1401-060.V020
BREATHING CIRCUIT AL-1101-060.V003
BREATHING CIRCUIT AL-1401-060.V019
CATHETER MOUNT (ALTECH) AL-17300.v001
BREATHING CIRCUIT AL-1300.V002
BREATHING CIRCUIT AL-1600.V001
BREATHING CIRCUIT AL-1303-060.V009
BREATHING CIRCUIT AL-1603-060.V006
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BREATHING CIRCUIT

AL-1313-060.V002

BREATHING CIRCUIT AL-1100.V001
BREATHING CIRCUIT AL-1400.V001
BREATHING CIRCUIT AL-1121.V001
BREATHING CIRCUIT AL-1421.V001
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