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SENS I NG. ANALYSIS. DELIVERY . 

DECLARATION OF CONFORMITY 

Manufacturer 's Name: 
Addr ess: 

Europ ean Represe ntative: 

Prod uct: 

Mode l(s): 

Class ificat ion & GMDN: 

C lass ificat ion crite ria: 

Maxtec 
2305 So uth I 070 West 
Sa lt Lake City, Utah 841 19 
USA 

QNE T BY 
Kantstraat 19 
N L-5076 N P Haaren 
The Nethe rlands 

Flowmeter Famil y 

0-15 LPM, 0-15 LPM (60 psi), 0-200cc , 0- 1 LPM, 0-70 LPM, 0-70 LPM 
(60 psi), 0-3.5 LPM, 2-26 LPM, 0-5 LPM 

Ila GMDN 6 1365 - Medical Gas Flowmeter, Thorpe Tube 

Clause 3 .2 Rule I I of Annex IX of MDD 

We herewith dec lare th at th e above mentioned product s meet the pro vis ions of the fo llow ing EC Co un cil 
Dir ect ives and Sta ndards. All supportin g do cum ents are retain ed und er the premi ses of the manufact urer 
and the Euro pea n Repre sent ative. 

Direc tives: Ge neral app licat ion dir ective s : Medical Devic e Directiv e, COUNC IL DIRE CTIVE 
93/42/EEC of 14 Jun e 1993 per Annex II as am ended by 200 7/47/ EC of 5 Septe mb er 2007 

Not ified Body: TO Y SO D Produ ct Service 

EC Ce 1t ificate No .: 

Dat e C E mar k wa s affixed: 

RID LER STR ASSE 65 , D-80 339 MUN IC H, Ge rman y 
N umb er 01 23 

GI 16 IO 4504 1 02 1 

Au gust 26 , 2014 

This de c laration is con s idered va lid from December 19, 2016 to December 18, 2021. 

Signature: - ~ ~ ...=. ,1-,,L-:.=- ---= ------~ 

Name: 
Pos ition: 

TF0017 
Section 13 - Rev G 
RF192 REV H 

Date: Ft Nov -2 0 \ 7-
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Applied Standards 

The referenced list of harm onized standard s for which documented evidence of compliance can be 
provided includes: 

EN ISO 13485 :2012 
EN ISO 1497 1 :2012 
ISO 15001:20 11 
ISO 15002:2008 
ISO 15223-1:2016 
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