We,

Declaration of Conformity

BAWMED UK LTD/BRITMED UK LTD

6 Great House Meadows, Llantwit Major,

United Kingdom, CF61 1SU.

Tel: +44 (0) 1446 794 567 Fax: +44 (0) 1446 792 519

Declare that the products listed below:

Item RESUSCITATOR UNIT, MANUAL SUCTION PUMP & RELATED ACCESSORIES
Product BAWMED EZY Resuscitator Unit, BAWMED EZY Vacuum Pump, BAWMED EZY Mask
Model D666X, R444X, S555X, A333X, MVP7000W, E222X
Type/Group Refer to Below Codes Listing

Item No. Name Codes Listing No.
1 BAWMED EZY-BAG Disposable Resuscitator (Adult, Child, Infant) D6661, D6662, D6663, D6664
2 BAWMED EZY-BAG #4 Series Reusable Resuscitator (Adult, Child, Infant) | R4441, R4442, R4443, R4444
3 BAWMED EZY-BAG Autoclavable Resuscitator (Adult, Child, Infant) A3331, A3332, A3333, A3334
4 BAWMED EZY-VAC MANUAL VACUUM PUMP (all colours) MVP7000
5 BAWMED EZY Mask With: 02 Port, Headstrap in Neon Yellow Case E2221

To which this declaration relates is in conformity with the following standards or other
normative documents :

STANDARD CERTIFICATE NO./FDA 510(k) NO. ISSUED BY
ISO 10651-4

ISO 10079-2;2000 PERFORMANCE TEST

ISO 13485:2003 DESISGNED AND MANUFATUR

ASTM F920-93
ISO 5356-1:2004

FDA Establishment 3004488287 FDA

EZY-BAG 510(k) K031434 FDA

EZY-MASK 510(k) K031431 FDA

EZY-VAC 510(k) Not Applicable (exemption) FDA
Issued by,

BAWMED UK LTD/BRITMED UK LTD
6 Great House Meadows, Llantwit Major,
United Kingdom, CF61 1SU.

Date: 10 NOVEMBER 2009

Robin Woods/Barbara Woods
Director’s




