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OECLARATION OF CONFORMITY

L6gal Manufacturer and Manufacturing SitE: Authorized Repressntative:
Teleflex Medical Sdn. Bhd. Teleflex Medical
Lot Pf 2577, Jalan Perusahaan 4, IDA Business and Technology Park
34600 Kamunting, Perak, Malaysia Dublin Road

Athlone
Co. Westmeath
'lreland

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 Oirectives 93|4AEEC. All supporting documentation are retained at the
premises of the manufacturer and may be accessed, where appropriate, directly from the manufacturer.

Notified Body: DEKRA CERTIFICATION GmbH
HandwerkstraBe 15
D-70565 Stuttgart, GermanY

Registration No.: 50076-'16-08 (MOD 93/42IEEC, Annex ll)
50076-17-07 (MDD 93/42lEEC, Annex V)

Notified Body lD-number: 0124

Expiry Date: 26.05.2024

Approval

Thb docrmert conrains prop,r"o ,Iff*;il1mf.ol#'i#,1*..0 *'"*, ,nor written approvar.
>>THE USER OF THIS DOCUI.TENT IS RESPONSIBLE FOR CHECKING THE CURRE T ISSUE OATE BEFORE USING THIS DOCUMENT<<

Function Name Approval Date of lssuance

Originator Siti Nur Atikah ldayu Bt Nozali Aru tt f€b loto
Regulatory Affairs Chuah Siew See -.u- 11 ft-p :.a:-.>
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Change History

CRF# lssue Date Revision Summary of Changes

N/A 03 Mat 2014 3
1) To change FORM format
2) To update Device Descriptaon acmrding to label

N/A 22 May 2014 4
1)

2)

To update Description for 5025 ftom Flexi Slip rM to
Flexi-Slip rM

To update Expiry date of new certificate

N/A 04 Mar 20'15

1)

2)
3)

To update Description for
a) '112680 from 'Super Safety Clear Tracheal Tube

for medium-term and long{erm lntubation,
oral/nasal' to'Super Safety Silk Tracheal Tube'

b) 112682 from 'Super Safety Silk Tracheal Tube for
medium-term and long-term intubation, oral/nasal,
Murphy eye' to "Super Safety Silk Tracheal Tube,
Murphy eye"

c) 672482 ftom "ENDOSOFT Endotracheal Tube.
Low Pressure Cuff, Murphy'to "ENDOSOFT
Tracheal Tube, Murphy"

To remove size 3.0 for 104202
To remove obsolete codes

N/A 05 Feb 2016 6
1) To add codes 1003820)G and 1120820XX. XX

denotes size of ET tubes.

N/A 11 Mar 2016 7
1) To add codes '1@1800XX, 10018'10XX, '1003800XX,

1 1 17800XX, 1 1 1781oXX, I 120800XX, 1 124800XX,
and 112482OXX. XX denotes size of ET tubes.

N/A 31 Mar 2016 8

1) To amend product codes 103902, 1500, 1700, 5025,
5045, and 5065 to 1039020XX, 1500XX, 1700XX,
5025XX, 5045XX, and 5065XX. XX denotes size of ET
tubes.

N/A 23 June 2016 I 1)
2)

To amend Conformity Pathway for product Class ls.
To add MD code.

17 426 '16 June 2017 '10 1) To Change Form Format
2) To update Expiry date of new certificate

18-253 05 May 2018 '11 1) Supersede SOI-098/F1 to W-F000178 following
Global Document Template.

19-203 13 Mar 2019 12 To add new code - 1701

coF20-049-2 05 Feb 2020 '13 1) To update new certificate number
2) To update Expiry date of new certilicate

For Use by Alfliates of Teleflex

This document contains prop elary information. ltmay notbe repoduced without prior written approval.
>>THE USER FOR CHECKING THE CURRENT
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Attachment to Declaration of Conformity

Device Description Catalog no. Size C lass Ru le GMDN
Conform ity

Pathway
MO Code Date CE mark

affixed

RUSCHELIT@ Preformed
Oral Tracheal Tube. Two
Eyes without Cuff

100180 3.0-7.0 lla 5 46967 Annex ll tvl D 0101 01 Nov 2003

RUSCHELIT@ Preformed
Nasal Tracheal Tube, Two
Eyes without Cuff

'1 00'1 8'1 3.0-6.5 lla 5 46967 Annex Il MD 0101 01 Nov 2003

RUScHELtT@ safety ctear
Tracheal Tube. oral/nasal

100380 2.0-10.0

lla 5 46967 Annex ll
MD 0101

01 Nov 2003
RUSCHELIT@ Safety Clear
Tracheal Tube, oral/nasal

100382 l\,lD 0101

Curved Reinforced
Endotracheal Tube,
orallnasal, Murphy Eye,
High Volume, Low
Pressure Cuff

103902035

lla 5 46569 Annex ll

MD 0101

02 Apr 2003

103902040 4.0 MD 0101

103902045 4.5 MD 0101

103902050 50 t,4 D 01 01

103902055 tvlD 0'10'1

103902060 6.0 tvl D 0101

103902065 6.5 MD 0'101

103902070 7.0 MD 0101

103902075 t\,,tD 01 0'1

103902080 8.0 t\4D 0101

103902085 8.5 t\,4D 0101

103902090 9.0 MD 0'101

103902095 9.5 t\,4 D 01 01

'103902100 10.0 l\,lD 0101

RuschFlex Armoured
Tracheal Tube, oral/nasal
wilh Cuff

104201 3.0-10.0 lla 46569 Annex ll MD 010'l 01 Nov 2003

RuschFlex Armoured
Tracheal Tube, orallnasal
with Cuff, iilurphy Eye

104202 3.5-10.0 lla 5 46569 Annex ll MD 0101 01 Nov 2003

RuschFlex Armoured
Tracheal Tube, oral/nasal
with Cuff and FlexiSlip
lntubation Stylet

104203 3.0-10.0 lla 5 46569 Annex ll t\,4 D 01 01 10 Nov 2003

For Use by Afiiliales of Telellex

_. ]!u-d-"!llg!g!qiT propdetary infonmtion. lt may not be rcprcduced without prior wdtten approvat.
THrs oocuMENT ts REspoNstBLE FoR c[EcxtNG THE cURRENT tssue olir aErone usrNc r

lssue Datet '17 AUG 20,|7

>>THE USER 00curlrENT<<
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Oevice Oescription Catalog no. Size Class Rule GMDN
Conformity

Pathway
MD Code Date cE mark

affixed

RuschFlex Armoured
Tracheal Tube, oral/nasal
with Cuff and FlexiSlip
lntubation Stylet, l\4urphy
Eye

104204 5.0-9.0 lla 5 46569 Annex ll MD 0101 '10 Nov 2003

RUSCHELIT@ Edgar Tube
(no cufD

1 1 1380 2.5-6.0 lla 5 46967 Annex ll MD 0101 27 Oct20O5

RUSCHELIT@ Edgar Tube
(cuffed) 11'1480 6 5-10.0 lla 5 46967 Annex ll MD 0101 27 Ocl2O05

RUSCHELITo Preformed
OralTracheal Tube,
Cuffed, Oral, Murphy Eye

111780 3.5-9.0 lla 5 46967 Annex Il MD 0101 01 Nov 2003

RUSCHELIT@ Preformed
Nasal Tracheal Tube,
Cuffed, Nasal, Murphy Eye

111781 3.5-8.0 lla 5 46967 Annex ll MD 0101 01 Nov 2003

RUSCHELIT@ Nasal Safety
Silk Tracheal Tube, nasal,
with Cuff, Preformed,
Murphy Eve

111782 3.0-8.0 lla 5 46967 Annex ll MD 0101 23 July 2007

RUSCHELIT@ Safety Clear
Plus TrachealTube,
oral/nasal. Cuffed

112080
5.0-10.0 lla 5 46967 Annex ll

MD 0101
01 Nov 2003

112082 MD 0101

RUSCHELIT@ Super Safety
Clear Microlaryngeal Tube,
oral/nasal

112460 4.0-6.0 lla 5 46967 Annex ll tv'tD 0'101 08 Sept 2005

RUSCHELIT@ Super Safety
Clear Tracheal Tube,
orallnasal, Cuffed

112480 2.5-10.0 lla 5 46967 Annex ll t\,tD 0101 0'1 Nov 2003

Flexiset Super Safety Clear
Tracheal Tube. oral/nasal
with Cuff and lnsertion Aid

112481 5.0-9.0 lla 5 37469 Annex ll MD 0101 0'l Nov 2003

RUScHELITo Super safety
Clear Tracheal Tube,
oral/nasal, Cuffed

1',t2482 2.5-'10.0 lla 5 46967 Annex ll l\,1D 0'10'l 01 Nov 2003

Super Safety Silk Tracheal
Tube

112680 5.0-10.0 lla 5 46967 Annex ll MD 0101 24 Aug 2005

Super Safety Silk Tracheal
Tube, Murphy eye

112682 3.0-10.0 lla 5 46967 Annex ll l\,tD 0101 07 Aug 2006

RUSCHELITo Non Kinking
Tube (Oxford), Oral with
Low Pressure Cuff

112880 7.0- 10.0 lla 5 46967 Annex ll MD 0101 08 Sept 2005

For Use by Afliliales ot Telefer

Ths docJment cootains propriehry infodiaiion. lt may not be eprcduced without prior vrrileo approval

lssue Deie: 17 AUG 2017

>>THE USER
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Device Oescription Catalog no. Size Class Rule GMDN
Conformity

Pathway
MO Code

Oate CE mark
affixed

ENDONORI\4 Endotracheal
Tube, Pear-shaped,
Preformed Cuff, Nlurphy

672282 s.0-'10.0 lla 46967 Annex ll l\,lD 0101 01 Nov 2003

ENDOSOFT Tracheal
Tube, Murphy

672482 3.0- 10.0 lla 5 46967 Annex ll 1,,4 D 01 01 01 Nov 2003

Slick @ Stylet Disposable
Endolracheal Stylet

500 6

ls 5 37469
Annex V,
Annex Vll

MD 0't 0'1

0'l Nov 2003750 8 t\,4 D 0't 01

1000R 10 t\,1D 01 0'1

Slick Set @ Uncuffed
Endotracheal Tube and
Stylet Set, oral/nasal

150020 2.0

lla 37469 Annex ll

t\,1D 01 01

01 Nov 2003

150025 2.5 MD 0101

150030 3.0 MD 0101

150035 3.5 i,4 D 01 01

150040 4.0 MD 0101

150045 45 MD 0101

'150050 5.0 MD 0101

150055 t,4 D 0'1 01

Slick Set @ Cuffed
Endotracheal Tube and
Stylet Set, oral/nasal

170050 5.0

lla 5 37469 Annex ll

MD 0101

01 Nov 2003

170055 MD 0101

170060 6.0 l\,1D 01 01

170065 o.5 MD 0101

170070 7.O MD 0101

17007 5 t\,1D 01 01

170080 8.0 t\,10 01 01

170085 8.5 MD 0101

170090 9.0 l\,lD 010'1

'170095 9.5 t\,to 0101

1700100 10.0 MD 0101

Slick Set o Uncuffed
Endotracheal Tube and
Stylet Set, orallnasal

170120 2.O

lla 5 37469 Annex Il

r\4 D0'r 01

01 Nov 2003

170125 MD0101

170'130 3.0 MD0101

170135 MD0'101

170140 4.O t\,1D0101

170145 4.5 r,4 D01 0'1

170150 5.0 MD0101
'170155 5.5 MD0101

For use by Afiliates of Teleffex
Thb documentcontahs propdehry infonnation. lt may nol be repioduced wifrcut priorwritten apprcval.

>>THE USER USING THISFOR CHECKING ISSUE DA
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Device Description Catalog no. Size C lass Ru le GMDN
Conformity

Pathway
MD Code Date CE mark

affixed

RUSCH Flexislip
Endotracheal Tube Stylet
with Soft Distal Tip

503700 06-'r 4 ls 5 37469
Annex V,
Annex Vll MD 0101 01 Nov 2003

Flexi-Slip Endotracheal
Tube Stylet with Soft Distal
Tip

502501 6

IS 5 37469
Annex Vll

MD 0101

01 Nov 2003
502503 10 MD 0101

502505 12 MD 0101

502507 '14 MD 0101

Flexi-Set Cuffed
Endotracheal Tube and
Stylet Set, oral/nasal

504550

lla 5 37469 Annex ll

MD 0101

01 Nov 2003

504555 5.5 [,1D 01 01

504560 6.0 MD 0101

504565 6.5 I\,1D 0101

504570 7.O MD 0101

50457 5 7.5 MD 0101

504580 8.0 MD 0101

504585 8.5 [,4D 0101

504590 9.0 t\,tD 0101

Flexi-Set Uncuffed
Endotracheal Tube and
Stylet Set, oral/nasal

506525 2.5

lla 5 37469 Annex ll

1,,1D 0101

0'1 Nov 2003

506530 3.0 t\itD 0101

506535 [rD 0101

506540 4.0 t\,4D 0101

506545 4.5 N,lD 0101

506550 5.0 N,lD 0101

Preformed AGT Oral
Endotracheal Tube
uncuffed/plain - Murphy

100180030 3.0

lla 5 46967 Annex ll

[,40 0101

01 Nov 2003

100180035 3.5 l\,4 D 01 01

100'180040 4.O MD 0101

100180045 4.5 MD 0'101

100180050 5.0 MD 0101

'100180055 MD 0101

100180060 6.0 NTD 01O1

100180065 6.5 MD 0101

100180070 7.O MD 010'1

Preformed AGT Nasal
Endotracheal Tube
uncuffed/plain - Murphy

100181030 3.0

lla 5 46967 Annex ll

MD 0101

01 Nov 2003

100181035 3.5 t\,4D 0101

100181040 4.0 [,4D 0101

'1 001 8'1045 4.5 MD 0101

100181050 5.0 t4D 0101

>>THE USER IS FOR THE CURRENT ISSUE DA'IE THIS

0ocument #: W1.F000099 Revision#r00 lssue oate: 17 AUG 20,l7 Parent Documentr W1000043

OOCUMENT<<
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Device Description Catalog no. Size C lass Ru le GMDN
Conformity

Pathway
MD Code

Date CE mark
affixed

Preformed AGT Nasal
Endotracheal Tube
uncuffed/plain - lvlurphy

100'181055

lla 5 46967 Annex ll

MD 0101

01 Nov 2003100181060 6.0 N,4 D 01 01

100181065 65 N.4 D 0101

Endrotracheal Tube
oral/nasal uncuffed/plain -
Magill

100380020 2.O

lla 5 46967 Annex ll

[,4D 0101

01 Nov 2003

'100380025 2.5 t\,tD 0'101

100380030 3.0 tvr D 0101

'100380035 35 t\,4D 010'1

100380040 4.0 t\4 D 0101

100380045 45 MD 0101

'100380050 5.0 MD 0101

100380055 5.5 MD 0101

100380060 60 MD 0101

100380065 6.5 t/D 0101

100380070 7.O MD 0101

100380075 7.5 MD 0101

Endolracheal Tube
oral/nasal uncuffed/plain -
Murphy

100382020 2.O

lla 5 46967 Annex ll

MD 0101

01 Nov 2003

100382025 MD 0101

100382030 3.0 MD 0'101

100382035 3.5 MD 0101

100382040 4.0 MD 0101

100382045 4.5 MD 0101

100382050 5.0 t\,4 D 01 01

'100382055 tvD 0101

100382060 6.0 MD 0101

100382065 6.s MD 0101

100382070 7.O l',4 D 01 01

100382075 iitD 0101

Preformed AGT Oral
Endotracheal Tube Murphy
Eye, High Volume, Low
Pressure Cutf

'1 1 1 780035 3.5

lla 5 46967 Annex ll

t\4 D 010'1

01 Nov 2003

1 1 1780040 4.O MD 0'10't

1 1 1780045 4.5 MD 0101

1 1 1780050 5.0 t\,1D 01 01

111780055 t\4 D 0'101

1 1 1780060 6.0 MD 0'101
'l 1 '1780065 6.5 MD 0101

111780070 7.0 t\4 D 0101
'1 1 178007s 7.5 t\,4D 0101

lssue Date: 17 At G 2017

>>THE USER OF DOCUMENT<<



-ll-eletlex' Document #:
Revision #:
lssue Date:

w-F000178
00

Page 8 of 9

Doc No.: DC-t\4010 Rev. No.: 13

For use bY Affiliates of Teleiex

Th6 docufiEnt contains propdebry infofimlion. ll may not be rep@duced wifrcut prior written apprcval

Device Description Catalog no. Size C lass Rule GMDN
Conformity

Pathway
MD Code Date CE mark

affixed
Preformed AGT Oral
Endotracheal Tube Murphy
Eye, High Volume, Low
Pressure Cuff

1 1 1780080 8.0

lla 5 46967 Annex ll

t\.4D 0101

01 Nov 20031 1 '1780085 8.5 t\4D 0101

1 1 '1780090 9.0 MD 0101

Preformed AGT Nasal
Endotracheal Tube Murphy
Eye, High Volume, Low
Pressure Cufi

1 
'l 1781035

lla 5 46967 Annex ll

MD 0101

01 Nov 2003

111781040 4.O MD 0101

't11781045 4.5 MD 0101

111781050 5.0 MD 0101

11'1781055 MD 0101

1 1 1781060 6.0 N,4 D 0101

11178'1065 6.5 t\,4 D 01 0'1

111781070 7.O r.4D 0101

111781075 7.5 t\,4D 0101

1 1 178'1080 8.0 t\,4D 0101

Endotracheal Tube
oral/nasal Magill, High
Volume, Low Pressure Cuff

112080050 50

lla 46967 Annex ll

MD 0101

01 Nov 2003

1'12080055 5.5 MD 010'1

112080060 6.0 MD 0'101

112080065 b.3 MD 0101

1 12080070 7.O t\,4 D 01 01

1 12080075 7.5 iilD 01 01

1 12080080 8.0 MD 0101

1 '12080085 MD 0101

1 12080090 9.0 MD 0'101

112080095 9.5 MD 0'101

112080100 10.0 MD 0101

Endotracheal Tube
oral/nasal Murphy Eye,
High Volume, Low
Pressure Cuff

112082050 5.0

lla 5 46967 Annex ll

l,ilD 0101

0'1 Nov 2003

112082055 5.5 MD 0101

112082060 6.0 MD 0101

112082065 6.5 MD 0101

112082070 7.O t4D 0101

112082475 7.5 t\.,tD 0101

112082080 8.0 MD 0101

112082085 8.s MD 0101

1 12082090 9.0 MD 0101

112082095 t/D 010'1

1 12082100 10.0 MD 0101

>>THE USER ISSUE DAIE BEFORE DOCUMENT<<
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Device Description Catalog no. Size Class Ru le GMDN
Conformity

Pathway
MO Code

Date CE mark
affixed

RUScHELIT @ Safety ctear
Tracheal Tube, oral/nasal,
Magill

112480025

lla 5 46967 Annex ll

t\,tD 0101

01 Nov 2003

112480030 3.0 t\,1D 010't

1 12480035 t\,,rD 0101

112480040 4.0 t\.4D 0101

1 12480045 45 t\,,rD 0101

112480050 5.0 MD 0101

1 12480055 MD 010't

112480060 6.0 MD 0101

112480065 b.5 MD 0101

112480070 7.O MD 0101

11248007 5 t\,rD 0101

112480080 8.0 MD 0101

112480085 8.5 t\4D 0101

112480090 9.0 t\,4D 0101

112480095 t\.4D 0101

112480100 10.0 t\4D 0101

RUScHELtT @ safety clear
Tracheal Tube, oral/nasal,
Murphy

112482025 2.5

lla 5 46967 Annex ll

t\4D 0101

01 Nov 2003

112482030 3.0 l,lD 0101

112482035 3.5 tvtD 0101

112482040 4.0 t\4D 0101

112482045 4.5 t\,tD 0'101

112482050 5.0 r,rD 0101

112482055 MD 0101

112482060 6.0 MD 0101

112482065 6.5 MD 0101

112482070 7.O t\4D 0101

11248207 5 7.5 l\ilD 0101

112482080 8.0 MD 0101

112482085 8.5 MD 0101

112482090 9.0 MD 0'101

112482095 MD 0101

112482100 10.0 MD 0101

For Use by Affiliates ot Teleflex
Thb doqrnEnt conlains propdebry infofiBtjon. lt may not be repoduced wihoirt priorwritten apprcval
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