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DECLARATION OF CONFORMITY

We, Clement Clarke International Limited,
Edinburgh Way, Harlow,

Essex, CM20 27T,

United Kingdom

Tel: +44(0) 1279 414969

Fax: +44(0) 1279 635232

Email: sales@clement-clarke.com

Declare under our sole responsibility that the product(s) listed below to which this declaration
relates, is in conformity with the applicable provisions of Directive 93/42/EEC, Annex |I.

Refer to page 2 of this document for a complete list of part codes and descriptions.

DESCRIPTION: Various

CLASSIFICATION: The device(s) have been classified as class lla, in accordance
with Annex IX, essential requirements of the Council Directive
93/42/EEC.

The Notified Body responsible for carrying out those elements of
the Directive requiring NB intervention is SGS Belgium NV, SGS
House, Noorderlaan 87, 2030 Antwerp, Belgium (CE1639).

CLASSIFICATION: Class lla
Rule 11- Applicable, Active medical device used to administer
medicines.
UMDNS Code & Term 12712 Nebulizers

GMDN Number & Term: 31253 — Portable air compressor

Refer to Harmonised Standards HSCCI20181194 for a complete list of applied
standards

EU Authorised Rep: Sensus Consuiting Ltd
The Black Church, St Marys Place
Dublin, DO7 P4AX

Authorised By:

Signed: ........ é/Cﬂ .................... Date: (8 DEczoz0

Mr. G. Ostacchini

Group QA/RA Manager

On behalf of;

Clement Clarke International Ltd
Edinburgh Way, Harlow

Essex, CM20 27T,

United Kingdom
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Description | Part Code | GMDN | UMDNS | GTIN
AC2000
AC2000 NEB:(H/W) UK MLD: Plug 3605020HWA 31253 12712 0502 3323 0016 34
AC2000 NEB (H/W) Euro MLD: Plug 3605022HWEU | 31253 12712 0502 3323 0022 04
ACTINEB AC2000 Australia 3605023HWAUS | 31253 12712 0502 3323 0008 80
AC2000 Carb Metalicos H/Wired 3605024HWEU | 31253 12712 0502 3323 0023 10
Econoneb

| ECONONEB (H/W) UK MLD: Plug | 3605040HW | 31253 [ 12712 | 0502 3323 0006 99
ECONONEB (H/W) Euro MLD: Plug 3605042HWEU | 31253 - [ 12712 0502 3323 0021 81 |
ECONONEB Euro H/W MLD: Plug FRA 3605043FR 31253 12712 0502 3323 0196 60
Turboneb 2
TURBONEB 2 (Hard-Wired) UK 3605050HW 31253 12712 0502 3323 0016 65
TURBONEB 2 (Hard-Wired) Euro 3605052HWEU | 31253 112712 | 0502 3323 0023 41




