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certiso
EC CERTIFICATE

Full Quality Assurance System
Directive 93 /42 /EEC on Medical devices, Annex II excluding (4)

CE Certiso Ltd. (NB 2409) certifies that the following manufacturer’s quality management
system concerning to the listed devices and device categories
meets the requirements of the related requirements of the directive.

Name of the manufacturer:
Smart Respiratory Products Ltd.

Headquarters: 33 Riding House Street, London, W1W 7DZ, United Kingdom

Imperial White City Incubator Translation & Innovation Hub 80 Wood
Lane W12 0BZ London

1113 Budapest, Ibrahim utca 14, Hungary

Smart Respiratory Manufacturing Kft. 1113 Budapest, Ibrahim utca 14,
Hungary

Manufacturing plants:

Authorised representative:

Scope:

Peak Flow Meter Device with Software Application

The certificate covers the following devices:

DescrlptIQn of the Type atardad ice Risk
device class

SMART Peak expiratory
PEAK flow (PEF) ILa
FLOW measuring device

Peak flow meter with
software application

This certificate is valid only in case of successfully conducted annual surveillance audits.
ID number of the related audit report: 152-CE-160916

[ssue: 3

Issued: 13 January 2021

First issued: 08 November 2018

Start date of certified status: 08 November 2018

Expires:

07 November 2023

CE Certiso Orvos- és Kérhaztechnikai Ellenérzd és Tanisité Kft.
H-2092 Budakeszi, Erdé utca 101.

\ "w"-" /
Tel.: +36 23 880 830 / info@cecertiso.hu / www.cecertiso.hu 8249
NB azonosfté: 2409 &r __ﬁ /
feg E/




