
          

: 40820S-4

: Sterile

: Class II a / Rule 3

: Annex V, Article 3

:

 Notified Body Adres: Tatlısu Mahallesi, Akif İŶaŶ Sk. No:ϭ, ϯϰ77ϰ ÜŵraŶiye/İstaŶďul
All supportiŶg doĐuŵeŶtatioŶ is retaiŶed at the ŵaŶufaĐturer’s preŵises
Signature on behalf of R-Vent Medikal Uretim A.S..

Date of Signature: 29.11.2022

Conformity Assessment Route

Sterile

Classification / Rule ( (acc. to MDD – 

Declaration 

1. R-Vent Medikal Uretim 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/EEC of 14 June 

1993, concerning medical devices, which allows theirs free distribution, sale and circulation in EEC.

Applied Standards: 

93/42/EEC Medical Device Directive, TS EN ISO 5356-1:2015 , TS EN ISO 11135:2014, TS EN ISO 10993-1:2021, TS EN 

ISO 10993-5:2010, TS EN ISO 10993-10:2014, TS EN ISO 10993-12:2021,  TS EN ISO 5362:2019 , TS EN ISO 5367:2015, 

ISO 13485:2016,  TS EN ISO 15223-1:2021 , TS EN ISO 20417:2021 , TS EN ISO 14644-1:2016 , TS EN ISO 11607-1: 2020 

, TS EN ISO 14971:2020, TS EN ISO 24971:2021, TS EN ISO 10993-7:2010 , TS EN ISO 10993-14: 2010 , TS EN ISO 10993-

11: 2018 , TS EN ISO 11737-1:2018 , TS EN ISO 11737-2 : 2020 , TS EN 62366-1: 2015, TS EN ISO 9360-1:2010, TS EN 

ISO 9360-2:2010, ISO 23328-1: 2011, ISO 23328-2: 2011, TS EN ISO 80369-7:2021

2. As required by the above mentioned Directive, this Declaration is supported by: 

EC Certificate Number:        2195-MED-1816401

QMS Certificate Number:     31816401

Notified Body:  Szutest UyguŶluk DeğerleŶdirŵe ;id. # Ϯϭ9ϱͿ

Document id.  and  Rev. Number:

DOC04-00

European Declaration of Conformity  

to the Medical Device Directive, 93/42/EEC

Manufacturer:                                                       

R-Vent Medikal Uretim A.S.

A: Yazibasi Mah. Balkan Cad. 

İztipsaŶ Apt. No:ϯϯ/ϭ
Torbali, Izmir, Turkey

: Bacterial/Viral HME Filter with Paper SterileProduct Name 

Product Model Number(s) 

Description 

: Disposable devices used to conduct medical gases from the anesthesia 

system to the patient. Breathing filters are barriers that separates 

patient environment from outside. This product filters the air inhaled 

and exhaled by the patient. By this way it provides microbiological 

protection for both patient and appliers in the hospitals.

GMDN Code(s) : 37597

NB No: 2195





Rvent article 

number
31005000-6 61005000-1 99005000-7 99005208-2 99305020-10 99305024-4 00201020 00201020-1 316300S-2 316400S-1 21005000-5 40820S-4 40920S-2

NOVO article 

number 
N20418010 N20418011 N20118010 N20118017 N20118030 N20118040 N22010002 N22010001 N22220310 N22222020 N20318030 N16110012 N16410010

Rvent article 

number
31307020-3 61307020-1 31007000-1 61007000-1 99007000-2 99307020-1 99307024-1 99308024-1 00101020-1 00101020 00101020-2 21007000-2 21227020-1 317300S-2 367300S-2 	310000S-2

NOVO article 

number 
N20424030 N20424031 N20424010 N20424011 N20124010 N20124030 N20124040 N20130040 N22010105 N22010102 N22010101 N20324010 N20324035 N22220410 N22220411 N22220412

25.11.2022

Datum Sign and company seal

Novo-Rvent Co-branding Article Number Structure


