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Declaration of Conformity

POLYMED (XIAMEN) PLASTIC INDUSTRIAL CO., LTD.

UNIT B, 1~3 F, WAREHOUSE & PROCESS COMPLEX BUILDING XIANGYUF. T Z.,
XIAMEN, CHINA

FAX : 86-392-5624688 TEL ; 86-592-6024339

declare under our sole responsibility that the products listed below:

Item RESPIRATORY CARE MEDICAL PRODUCTS
Product Resuyscitator Unit
Model RUGHO1/RUGHO02
Type/Group Refer to Below Codes Listing

Iten No. Name Polymed Codes No. | Laerdal Codes No,
1 Laerdal Infant Disposable Resuscitator 1.RES.LAE.84503] 845031
2 Laerdal Child Disposable Resuscitator 1.RES LAE.84502] 845021
3 Laerdal Adult Disposable Resuscitator 1.RES.LAE.84501] 845011
4 Laerdal Adult Disposable Resuscitator w/ Mask #4 | 1.RES.LAE.845041 845041
5 Laerdal Disposable Mask #3 w/inflation port 1.CUS.LAE.845050 845050
6 Laerdal Disposable Mask #4 w/inflation port 1.CUS.LAE.845060 845060
7 Laerdal Disposahle Mask #5 w/inflation port 1.CUS.LAE.845070 845070
8 Laerdal Disposable PEEP Valve (5-20ecmH20) 1.PEV.LAE.845040 845040
9 Laerdal Disposable Expiration Diverter 1.DIV.LAE.845080 845080

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

STANDARD TEST REPORT/CERTIFICATE NO. ISSURED BY

1SO 10993-5 C-49000 ITS Cranleigh (UK) Ltd.
1SO 10993-10 C-49000 ITS Cranleigh (UK) Ltd.
EN 980:2003

EN 1041:1998
I1SO 10651-4:2002 e —
ASTM F920-93, e —
EN 1441:1997 e —
IS0 14971:2000 e ——
ISO 53356-1:2004 —

CMDCAS IS0 13485:2003 CERT-0022822 QMI Management Systems Registration
ISO 13485:2003 2006-0OSL-AQ-0536 DET NORSKE VERITAS AS

CE MDD 2002-OSL-MDD-0177 DET NORSKE VERITAS AS
following the provisions of Directive 93/42/EEC Annex 1. Annex V. Annex VI,

Issue at,
POLYMED (XIAMEN) PLASTIC INDUSTRIAL CO., LTD,

UNIT B, 1~5 F, BLOCK G, WAREHQUSE & PROCESS COMPLEX BUILDING XIANGYUF. T, Z,,

XIAMEN, CHINA
Date: 2007/04/11

e

Leo Chien
General Manager




