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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. :
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HandwerkstraBe 15
D-70565 Stuttgart, Germany

50076-16-08 (MDD 93/42/EEC, Annex 11)
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CRF# Issue Date Revision Summary of Changes

N/A 03 Mar 2014 3 1)     Tochange FORM format
2)     To update Device Description according to label

N/A 22 May 2014 4
1)     To update Desoription for5025 from Flexi slip " to

F,exi-slip "
2)     To update Expiry date of new certificate

N/A 04 Mar 2015 5

1)     To update Descn.ption for
a)     112680 from "Super safety clear Tracheal Tube

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

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

c)     672482 from "ENDOSOFT Endotracheal Tube,
Low Pressure Cuff, Murphy" to "ENDOSOFT
Tracheal Tube, Murphy"

2)     To remove size 3.Ofor 104202
3)    To remove obsolete codes

N/A 05 Feb 2016 6 1)    To add codes l003820Xx and ll20820XX. XX
denotes size of ET tubes.

N/A 11  Mar 2016 7
1)     To add codes l001800XX,1001810XX,1003800XX,

1117800XX,  1117810XX,  1120800XX,  1124800XX,
and 1124820XX. 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 9 1)    To amend conformity pathway for product class ls.
2)     ToaddMDcode.

1 7-426 16 June 2017 10
1)    Tochange Form Format
2)    To update Expiry date of new certificate

1 8-253 05 May 2018 11
1)     Supersede sol-098/Fl to wI-F000178 following

Global Document Template.

1 9-203 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 certificate

COF21 -183-1 22 APR 2021 14
1) To add Endotracheal Tube GMDN code for 1700,1701,
5045, 5065
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Attachment to Declaration of Conformity

Device Description Catalog no. Size Class Rule GMDN
ConformityPathway

MD Code Date CE markaffixed

RUSCHELIT® PreformedOralTrachealTube,TwoEyeswithoutCuff
100180 3.0-7.0 lla 5 46967 Annex 11 MD 0101 01  Nov 2003

RUSCHELIT® PreformedNasalTrachealTube,TwoEyeswithoutCuff
100181 3.0-6.5 lla 5 46967 Annex  11 MD 0101 01  Nov 2003

RUSCHELIT® Safety ClearTrachealTube,oral/nasal 100380 2.0-10.0

Ila 5 46967 Annex 11

MD 0101

01  Nov 2003
RUSCHELIT® Safety clearTrachealTube,oral/nasal 100382 2.0-7.5 MD 0101

Curved ReinforcedEndotrachealTube,oravnasal,MurphyEye,HighVolume,LowPressureCuff

103902035 3.5

lla 5 46569 Annex  11

MD 0101

02 Apr 2003

1 03902040 4.0 MD 0101

103902045 4.5 MD 0101

103902050 5.0 MD 0101

103902055 5.5 MD 0101

103902060 6.0 MD 0101

1 03902065 6.5 MD 0101

103902070 7.0 MD 0101

103902075 7.5 MD 0101

103902080 8.0 MD 0101

103902085 8.5 MD 0101

103902090 9.0 MD 0101

1 03902095 9.5 MD 0101

103902100 10.0 MD 0101

RuschFlex ArmouredTrachealTube,oral/nasalwithCuff
104201 3.0-10.0 lla 5 46569 Annex 11 MD 0101 01  Nov 2003

RuschFlex ArmouredTrachealTube,oral/nasalwithCuff,MurphyEye
1 04202 3.5-10.0 lla 5 46569 Annex 11 MD 0101 01  Nov 2003

RuschFlex ArmouredTrachealTube,oral/nasalwithCuffandFlexislipIntubationStylet

1 04203 3.0-10.0 Ila 5 46569 Annex 11 MD 0101 10 Nov 2003
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Device Description Catalog no. Size Class Rule GMDN
ConfomityPathway

MD Code Date CE markaffixed

RuschFlex ArmouredTrachealTube,oral/nasalwithCuffandFlexisliplntubationStylet,MurphyEye

1 04204 5.0-9.0 lla 5 46569 Annex  11 MD 0101 10 Nov 2003

RUSCHELIT® Edgar Tube(nocuff)
1 1 1 380 2.5-6.0 Ila 5 46967 Annex 11 MD 0101 27 0ct 2005

RUSCHELIT® Edgar Tube(cuffed)
1 1 1 480 6.5-10.0 lla 5 46967 Annex 11 MD 0101 27 0ct 2005

RUSCHELIT® PreformedOralTrachealTube,Cuffed,Oral,MurphyEye
1 1 1 780 3.5-9.0 I'a 5 46967 Annex 11 MD 0101 01  Nov 2003

RUSCHELIT® PreformedNasalTrachealTube,Cuffed,Nasal,MurphyEye
111781 3.5-8.0 lla 5 46967 Annex 11 MD 0101 01  Nov 2003

RUSCHELIT® Nasal SafetySilkTrachealTube,nasal,withCuff,Preformed,MurphyEye

1 1 1 782 3.0-8.0 lla 5 46967 Annex 11 MD 0101 23 July 2007

RUSCHELIT® Safety ClearPlusTrachealTube,oral/nasal,Cuffed 1 1 2080
5.0-10.0 lla 5 46967 Annex 11

MD 0101
01  Nov 2003

1 12082 MD 0101

RUSCHELIT® Super SafetyClearMicrolaryngealTube,oral/nasal
1 1 2460 4.0-6.0 lla 5 46967 Annex 11 MD 0101 08 Sept 2005

RUSCHELIT® Super safetyClearTrachealTube,oral/nasal,Cuffed
1 1 2480 2.5-10.0 IIa 5 46967 Annex 11 MD 0101 01  Nov 2003

Flexiset Super Safety ClearTrachealTube,oral/nasalwithCuffandInsertionAid
112481 5.0-9.0 lla 5 37469 Annex 11 MD 0101 01  Nov 2003

RUSCHELIT® Super SafetyclearTrachealTube,oral/nasal,Cuffed
1 1 2482 2.5-10.0 lla 5 46967 Annex 11 MD 0101 01  Nov 2003

Super Safety Silk TrachealTube
1 1 2680 5.0-10.0 lla 5 46967 Annex 11 MD 0101 24 Aug 2005

Super Safety Silk TrachealTube,Murphyeye
1 1 2682 3.0-10.0 Ila 5 46967 Annex 11 MD 0101 07 Aug 2006

RUSCHELIT® Non KinkingTube(Oxford),OralwithLowPressureCuff
1 12880 7.0-10.0 lla 5 46967 Annex  11 MD 0101 08 Sept 2005



Device Description Catalog no. Size Class Rule GMDN
ConformityPathway

MD Code Date CE markaffixed

ENDONORM EndotrachealTube,Pear-shaped,PreformedCuff,Murphy
672282 5.0-10.0 IIa 5 46967 Annex 11 MD 0101 01  Nov 2003

EN DOSOFT TrachealTube,Murphy 672482 3.0-10.0 lla 5 46967 Annex  11 MD 0101 01  Nov 2003

Slick ® Stylet DisposableEndotrachealStylet
500 6

Is 5 37469 Annex V,AnnexVll
MD 0101

01  Nov 2003750 8 MD 0101

1000R 10 MD 0101

Slick Set ® UncuffedEndotrachealTubeandStyletSet,oral/nasal

1 50020 2.0

Ila 5 37469 Annex 11

MD 0101

01  Nov 2003

1 50025 2.5 MD 0101

1 50030 3.0 MD 0101

150035 3.5 MD 0101

1 50040 4.0 MD 0101

1 50045 4.5 MD 0101

150050 5.0 MD 0101

150055 5.5 MD 0101

Slick Set ® CuffedEndotrachealTube andStyletSet,oral/nasal

1 70050 5.0

lla 5 37469+46967
Annex  11

MD 0101

01  Nov 2003

1 70055 5.5 MD 0101

1 70060 6.0 MD 0101

170065 6.5 MD 0101

1 70070 7.0 MD 0101

1 70075 7.5 MD 0101

170080 8.0 MD 0101

1 70085 8.5 MD 0101

1 70090 9.0 MD 0101

170095 9.5 MD 0101

1700100 10.0 MD 0101

Slick Set ® UncuffedEndotrachealTubeandStyletSet,oral/nasal

170120 2.0

lla 5 37469+46967
Annex  11

MDolol

01  Nov 2003

170125 2.5 MD0101

170130 3.0 MD0101

170135 3.5 MD0101

170140 4.0 MD0101

170145 4.5 MD0101

170150 5.0 MD0101

170155 5.5 MD0101



Device Descri ption Catalog no. Size Class Rule GMDN
ConformityPathway

MD Code Date CE markaffixed

RUSCH FlexislipEndotrachealTube StyletwithSoftDistalTip
503700 06-14 ls 5 37469 Annex V,AnnexVl I

MD 0101 01  Nov 2003

Flexi-Slip " EndotrachealTubeSfyletwithSoftDistalTip
502501 6

ls 5 37469 Annex V,AnnexVII

MD 0101

01  Nov 2003
502503 10 MD 0101

502505 12 MD 0101

502507 14 MD 0101

Flexi-Set CuffedEndotrachealTube andStyletSet,oral/nasal

504550 5.0

lla 5 37469+46967
Annex 11

MD 0101

01  Nov 2003

504555 5.5 MD 0101

504560 6.0 MD 0101

504565 6.5 MD 0101

504570 7.0 MD 0101

504575 7.5 MD 0101

504580 8.0 MD 0101

504585 8.5 MD 0101

504590 9.0 MD 0101

Flexi-Set UncuffedEndotrachealTube andStyletSet,oral/nasal

506525 2.5

lla 5 37469+46967
Annex 11

MD 0101

01  Nov 2003

506530 3.0 MD 0101

506535 3.5 MD 0101

506540 4.0 MD 0101

506545 4.5 MD 0101

506550 5.0 MD 0101

Preformed ACT OralEndotrachealTubeuncuffed/plain-Murphy

100180030 3.0

lla 5 46967 Annex 11

MD 0101

01  Nov 2003

100180035 3.5 MD 0101

100180040 4.0 MD 0101

100180045 4.5 MD 0101

100180050 5.0 MD 0101

100180055 5.5 MD 0101

100180060 6.0 MD 0101

100180065 6.5 MD 0101

100180070 7.0 MD 0101

Preformed ACT NasalEndotrachealTubeuncuffed/plain-Murphy

100181030 3.0

lla 5 46967 Annex 11

MD 0101

01  Nov 2003

100181035 3.5 MD 0101

100181040 4.0 MD 0101

100181045 4.5 MD 0101

100181050 5.0 MD 0101
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Device Description Catalog no. Size Class Rule GMDN
ConformityPathway

MD Code Date CE markaffixed

Preformed ACT NasalEndotrachealTubeuncuffed/plain-Murphy 100181055 5.5

Ila 5 46967 Annex  11

MD 0101

01  Nov 2003100181060 6.0 MD 0101

100181065 6.5 MD 0101

Endrotracheal Tubeoral/nasaluncuffed/plain -Magill

100380020 2.0

Ila 5 46967 Annex  11

MD 0101

01  Nov 2003

100380025 2.5 MD 0101

100380030 3.0 MD 0101

100380035 3.5 MD 0101

100380040 4.0 MD 0101

100380045 4.5 MD 0101

100380050 5.0 MD 0101

100380055 5.5 MD 0101

1 00380060 6.0 MD 0101

100380065 6.5 MD 0101

100380070 7.0 MD 0101

100380075 7.5 MD 0101

Endotracheal Tubeoral/nasaluncuffed/plain -Murphy

100382020 2.0

lla 5 46967 Annex 11

MD 0101

01  Nov 2003

100382025 2.5 MD 0101

100382030 3.0 MD  0101

100382035 3.5 MD 0101

1 00382040 4.0 MD 0101

100382045 4.5 MD 0101

100382050 5.0 MD 0101

100382055 5.5 MD 0101

100382060 6.0 MD 0101

100382065 6.5 MD 0101

1 00382070 7.0 MD 0101

100382075 7.5 MD 0101

Preformed ACT OralEndotrachealTubeMurphyEye,HighVolume,LowPressureCuff

1 1 1 780035 3.5

lla 5 46967 Annex  11

MD 0101

01  Nov 2003

1 1 1 780040 4.0 MD 0101

1 1 1 780045 4.5 MD 0101

1 1 1 780050 5.0 MD 0101

1 1 1 780055 5.5 MD  0101

1 1 1780060 6.0 MD  0101

1 1 1780065 6.5 MD 0101

1 1 1780070 7.0 MD 0101

1 1 1 780075 7.5 MD 0101



Doc No.: DC-M010 Rev.  No.: 14

Device Description Catalog no. Size Class Rule GMDN
ConformityPathway MD Code Date CE markaffixed

Preformed AGT OralEndotrachealTubeMurphyEye,HighVolume,LowPressureCuff 1 1 1780080 8.0

Ila 5 46967 Annex 11

MD 0101

01  Nov 20031 1 1 780085 8.5 MD 0101

1 1 1 780090 9.0 MD 0101

Preformed ACT NasalEndotrachealTubeMurphyEye,HighVolume,LowPressureCuff

111781035 3.5

lla 5 46967 Annex 11

MD 0101

01  Nov 2003

111781040 4.0 MD 0101

111781045 4.5 MD 0101

111781050 5.0 MD0101

111781055 5.5 MDO101

111781060 6.0 MD 0101

111781065 6.5 MD 0101

111781070 7.0 MD 0101

111781075 7.5 MD 0101

111781080 8.0 MD 0101

Endotracheal Tubeoral/nasalMagill,HighVolume,LowPressure Cuff

1 1 2080050 5.0

Ila 5 46967 Annex 11

MD 0101

01  Nov 2003

1 1 2080055 5.5 MD 0101

1 1 2080060 6.0 MD 0101

1 1 2080065 6.5 MD0101

1 1 2080070 7.0 MD 0101

1 1 2080075 7.5 MD 0101

1 1 2080080 8.0 MD 0101

1 1 2080085 8.5 MD 0101

1 1 2080090 9.0 MD 0101

1 1 2080095 9.5 MD 0101

112080100 10.0 MD 0101

Endotracheal Tubeoral/nasalMurphyEye,HighVolume,LowPressureCuff

1 1 2082050 5.0

lla 5 46967 Annex 11

MD 0101

01  Nov 2003

1 1 2082055 5.5 MD 0101

1 1 2082060 6.0 MD 0101

1 1 2082065 6.5 MD 0101

1 1 2082070 7.0 MD0101

1 1 2082075 7.5 MD 0101

1 1 2082080 8.0 MD 0101

1 1 2082085 8.5 MD 0101

1 12082090 9.0 MD 0101

1 1 2082095 9.5 MD 0101

1 12082100 10.0 MD 0101
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Device Description Catalog no. Size Class Rule GMDN
ConformityPathway

MD Code Date CE markaffixed

RUSCHELIT ® Safety clearTrachealTube,oral/nasal,Magill

1 1 2480025 2.5

lla 5 46967 Annex  11

MD 0101

01  Nov 2003

1 1 2480030 3.0 MD 0101

1 1 2480035 3.5 MD 0101

1 12480040 4.0 MD 0101

1 1 2480045 4.5 MD 0101

1 1 2480050 5.0 MD 0101

1 1 2480055 5.5 MD 0101

1 1 2480060 6.0 MD 0101

1 1 2480065 6.5 MD 0101

1 1 2480070 7.0 MD 0101

1 12480075 7.5 MD 0101

1 1 2480080 8.0 MD 0101

1 1 2480085 8.5 MD 0101

1 1 2480090 9.0 MD 0101

1 1 2480095 9.5 MD 0101

112480100 10.0 MD 0101

RUSCHELIT ® Safety ClearTrachealTube,oral/nasal,Murphy

1 1 2482025 2.5

lla 5 46967 Annex  11

MD 0101

01  Nov 2003

1 1 2482030 3.0 MD 0101

1 1 2482035 3.5 MD 0101

1 1 2482040 4.0 MD 0101

1 12482045 4.5 MD 0101

1 1 2482050 5.0 MD 0101

1 1 2482055 5.5 MD 0101

1 1 2482060 6.0 MD 0101

1 1 2482065 6.5 MD 0101

1 12482070 7.0 MD 0101

1 12482075 7.5 MD 0101

1 12482080 8.0 MD 0101

1 1 2482085 8.5 MD 0101

1 1 2482090 9.0 MD 0101

1 1 2482095 9.5 MD 0101

1 1 24821 00 10.0 MD 0101
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