
DC-M006-6

DECLARATION 0F CONFORMITY

Legal Manufacturer and Manufacturing Site:
Teleflex Medical Sdn.  Bhd.
Lot PT 2577, Jalan Perusahaan 4,
34600 Kamunting,  Perak,  Malaysia

Authorized Representative:
Teleflex Medical
IDA Business and Technology Park
Dublin  Road
Athlone
Co. Westmeath
Ireland

Place of lssuance: Teleflex Medical Sdn.  Bhd.

We hereby declare that under our sole responsibility the attached list of products meet all applicable
provisions of the Council Directives 93/42/EEC. All supporting documentation are retained at the
premises of the manufacturer and may be accessed, where appropriate, directly from the manufacturer.

Notified  Body:

Registration  No.:

DEKRA CERTIFICATloN GmbH
HandwerkstraBe 15
D-70565 Stuttgart, Germany

50076-16-08 (MDD 93/42/EEC, Annex 11)

Notified  Body  lD-number:            0124

Expiry  Date:                                      26.05.2024

Approval

Function Name Approval Date of lssuance

Originator Aaswiney Velayutham v.fa.   - 30  NOv  a030

Regulatory Affairs Chuah Siew See
'_CEL

3o  rj~  pe„
Quality Assurance Lau Yee Fan c> > Din  toto-
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Doc No.: DC-M006-6

Change History

CRF# Issue Date Revision Summary of Changes

19-202 13 Mar 2019 00 Initial  release of DC-M006-6

19-651 11  SEP 2019 01
1) To add new codes -28002EU, 28012EU, 28022EU, and
28062EU

COF20-049-2 05 Feb 2020 02 1) To update new certificate number
2) To update Expiry date of new certificate

COF20-121 26 Feb 2020 03
1) To update Device Description
2) To remove Bacteriallviral Filter with Catheter Mount
products to another stand-alone DOC (DC-M006-9)

COF20-416 10 NOV 2020 04 1) To replace obsolete GMDN code 60839 to 60837
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Doc No.: DC-M006-6

Attachment to Declaration of Conformity

Device Description Catalog no. Size class Rule GMDN
ConformityPathway

MD Code Date CE markaffixed

Gibeck lso-Card Filter A(Sterile)
18211 N/A lla 2 60837 Annex  11 MD 0101 27 Sept 2006

Gibeck lso-Gard  Filter A(Non-sterile)
1 821 2 N/A lla 2 60837 Annex  11 MD 0101 21  July 2006

Gibeck lso-Card FilterA,TetheredCap(Sterile)
18211T N/A Ila 2 60837 Annex  11 MD 0101 22 June 2009

Gibeck lso-Card FilterA,TetheredCap(Non-sterile)
18212T N/A IIa 2 60837 Annex  11 MD 0101 22 June 2009

Gibeck lso-Card  FilterSmallA(Sterile)
18511 N/A lla 2 60837 Annex  11 MD 0101 02 Sept 2006

Gibeck lso-Card FilterSmallA(Non-sterile)
18512 N/A lla 2 60837 Annex  11 MD 0101 15 July 2006

Gibeck lso-Gard FilterSmallA,TetheredCap(Non-sterile)
18512T N/A lla 2 60837 Annex  11 MD 0101 22 June 2009

Gibeck lso-Gard Filter S(Sterile)
19211 N/A lla 2 60837 Annex  11 MD 0101 28 June 2006

Gibeck lso-Gard Filter S(Non-sterile)
1 92 1 2 N/A lla 2 60837 Annex  11 MD 0101 28 June 2006

Gibeck lso-Gard FilterS,TetheredCap(Sterile)
19211T N/A Ila 2 60837 Annex 11 MD 0101 22 June 2009

Gibeck lso-Gard FilterS,TetheredCap(Non-sterile)
1 92 1 2T N/A lla 2 60837 Annex  11 MD 0101 22 June 2009

Gibeck lso-Gard FilterSmallS(Sterile)
19511 N/A lla 2 60837 Annex  11 MD 0101 04 July 2006

Gibeck lso-Gard  FilterSmallS(Non-sterile)
19512 N/A lla 2 60837 Annex  11 MD 0101 04 July 2006

Gibeck lso-Gard FilterSmallS,TetheredCap(Sterile)
19511T N/A lla 2 60837 Annex  11 MD 0101 22 June 2009
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DC-M006-6

Device Description Catalog no. Size Class Rule GMDN
ConformityPathway

MD Code
Date CE markaffixed

Gibeck lso-Gard FilterSmallS,TetheredCap(Non-sterile)
19512T N/A 'la 2 60837 Annex  11 MD 0101 22 June 2009

Gibeck lso-Gard FilterSmallS,TetheredCap,NonPort(Non-sterile)

19512TN N/A lla 2 60837 Annex  11 MD  0101 11  May 2012

Gibeck lso-Gard HEPALightPort(Sterile)
28001 N/A Ila 2 60837 Annex  11 MD 0101 23 June 2006

Gibeck lso-Gard  HEPALightPort(Non-sterile)
28002 N/A lla 2 60837 Annex  11 MD 0101 23 June 2006

Gibeck lso-Gard  HEPALightPort(Non-sterile)
28002EU N/A lla 2 60837 Annex  11 MD 0101 23 June 2006

Gibeck lso-Card HEPALightPort,TetheredCap(Sterile)

28001T N/A lla 2 60837 Annex  11 MD 0101 22 June 2009

Gibeck lso-Gard HEPALightPort,TetheredCap(Non-sterile)

28002T N/A lla 2 60837 Annex  11 MD 0101 22 June 2009

Gibeck lso-Gard  HEPALight(Non-sterile)
28012 N/A lla 2 60837 Annex  11 MD 0101 23 June 2006

Gibeck lso-Gard  HEPALight(Non-sterile)
28012EU N/A lla 2 60837 Annex 11 MD 0101 23 June 2006

Gibeck lso-Gard  HEPALight(Non-sterile)
28022 N/A Ila 2 60837 Annex  11 MD 0101 23 June 2006

Gibeck lso-Gard  HEPALight(Non-sterile)
28022Eu N/A lla 2 60837 Annex  11 MD 0101 23 June 2006

Gibeck  lso-Gard  HEPASmallA(Sterile)
28051 N/A lla 2 60837 Annex  11 MD  0101 12 Sept 2006

Gibeck lso-Gard  HEPASmallA(Non-sterile)
28052 N/A lla 2 60837 Annex  11 MD 0101 12 Sept 2006

Gibeck lso-Card HEPASmallA,TetheredCap(Non-sterile)
28052T N/A 'la 2 60837 Annex  11 MD 0101 22 June 2009
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DC-M006-6

Device Description Catalog no. Size Class Rule GMDN
ConformityPathway

MD Code Date CE markaffixed

Gibeck lso-Gard HEPASmallS(Sterile)
28061 N/A lla 2 60837 Annex  11 MD 0101 23 Aug 2006

Gibeck lso-Gard HEPASmallS(Non-sterile)
28062 N/A lla 2 60837 Annex  11 MD 0101 02 Aug 2006

Gibeck lso-Gard HEPASmallS(Non-sterile)
28062EU N/A lla 2 60837 Annex  11 MD 0101 02 Aug 2006

Gibeck lso-Gard HEPASmallS,TetheredCap(Non-sterile)
28062T N/A lla 2 60837 Annex  11 MD 0101 22 June 2009

Gibeck Anest-Guard(Non-sterile) 28812 N/A lla 2 60837 Annex  11 MD 0101 28 June 2006

Hudson RclBacteriallviral  Filter(Non-sterile)
41605 N/A lla 2 60837 Annex  11 MD 0101 02 Aug 2006
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