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DOC # 514

Legal Manufacturer L1 A European Répresentatlve
Covidienllc | | (SR e Ao gy Covidien Ireland Limited

15 Hampshire Street . et ' IDA Business and Technology Park
‘Mansfield, Massachusetts 02048 : Tullamore

USA i } Ireland

Product P‘a'tient Retur;n Electrodes
Classification (MDD) Class llb

Conformity Assessrﬁe‘nt Route European Medical Device Directive
93/42/EEC amended by 2007/47/EC,
Annex Il

Reorder Codes / GMDN Codes Refer to Appendix RE00254777

We 'herewith declare that the above mentioned products meet the provisions of the Council
Directive 93/42/EEC as amended by 2007/47/EC for medical devices. All supporting
documentation  is retained under the premises of the manufacture. Covidien is exclusively
respon5|ble for the Declaration of Conformity. 3

Each kind of medlcal dewce to which the system has been applled complles with the applicable
provisions of' the essential principals, the cfa33|f|cat|on rules and the full quality assurance
procedures at each stage, from the design of the device until its final inspection before being
supplied, in accordance with Clause 1.8 of Schedule 3 of the Australian Therapeutic Goods
Regulations. AL i

Notified Body BSI' Group The Netherlands B.V.
Say Building,
coment Mo John M. Keynesplein 9,
1066 EP Amsterdam
Netherlands
Number 2797

EC Certlflcate CE 00500

Standards to whlch Conformlty Is Declared Re_fgrj_to Appendix RE00254777
- o " Plate’of Issue Boulder, Colorado, USA
. Date of Issue. | July 13,2020

';| Named Slgnatory Authorlty ,Nancy Sauer

: Title - Regulatory Affalrs «J =

NEE T Bhecly
T

Approval: Refer to R0247937 i PLM syétem
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Declaration of Conformity ' i COVIDIEN
DOC # 514 o :ga

Revisions:

DOC 514 supersedes DOC 414 under notified body number:0086.

i Approval in PLM system g Description
DOC 514 | RC067654 1 Initial release. :
Rev. A
(RE00055885) !
DOC 514 | RC189290 : Changed Notified Body address from:
Rev. B BSI| Group
(RE00055885) | ; Kitemark Court, Davy Avenue,
Knowilhill,
Milton Keynes, MK5 8PP UK
Number: 0086
to:
BSI Group
The Netherlands B.V.
Say Building,
John M. Keynesplain 9,
1066 EP Amsterdam
Netherlands
Number; 2797
DOC 514 | RC247937 New template per RA-020D.
: Rev. C
(RE00055885)
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Declaratibn 16f C_onformity
DOC#514

Appendix RE00254777

IE.al COVIDIEN

“This appendi;( declares the products included in the above referenced Declaration of Conformity.
Refer to the external standards list in PLM system. ‘

MDD

; GMIIDN Code

Catalog Class MDD Sterile/ |} i i Device External
Numberand & Rule | Measure f Conformity. | qnd term subcategory Standards
Description || | ! |t Assessment | | | (lla) [ Generic List

‘ i Route Device Group
b | (llb)
E7506 IIb Rule 9 N/A Annex Il 58494 Electrosurgical RE00057404
Electrosurgical | diathermy
Valleylab™ diathermy system return
Non-REM system return electrode,
Polyhesive™ electrode, single-use, non-
Patient Return single-use, non-| sterile
Electrode 9' sterile
(2.7 m) ]
E7507 b Rule 9 N/A Annex |l 58494: Electrosurgical REQ00057404
Electrosurgical | diathermy
Valleylab™ diathermy system return
REM ! ’ system return | electrode,
Polyhesive™ electrode, single-use, non-
Adult Patient ) single-use, non-| sterile
Return ' H Rl A0 sterlle
Electrode' 9’ il A '
(2.7 m) ! !
E7507-DB lb! | Ryle9 NA | Annex |l | 58494 Electrosurgical | RE00057404
4 il R | R ikl Electrosurgical | diathermy
Valleylab™ A0 diathermy system return
REM system return | electrode,
Polyhesive™ electrode, single-use; non-
Adult Patient ! single-use, non-| sterile’
Return sterile” " ! |
Electrode 15' ~iadali
(4:6m) i
E7508 Ib Rule 9 N/A Annex |1 5845:94‘: f Electrosurgical RE00057404
P A Electrosurgical | diathermy
Valleylab™ diathermy system return
REM . system return | electrode,
Polyhesive™ ~electrode; - single-use, non-
Aduit Cordless singlé-use, non-| sterile
Patient Return sterile” ! ‘
“Electrode b 1
. . gl wlrod: ! b
E7509 (b Rule.9 N/A. Annex Il | 58494: %" Electrosurgical | RE00057404
i i Electrosurgical | diathermy
Valleylab™ diathermy system return
REM system return electrode,
Polyhesive™: - f ~1electrode; single-use, non-
Adult Cordless ! t s]pgle‘-use, non-| sterile
Patient Return sterile’ ! i !
Electrode IR
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Declaration of Conformity

.= COVIDIEN
DOC # 514 =:

Catalog Class MDD Sterile/ . MDD: GMDN Code Device External
Number and Rule Measure | Conformity and term subcategory Standards
Description Assessment (lla) / Generic List

Route Device Group
i ; i : (Ilb)
E7609B IIb Rule 9 N/A Annex I 58494: Electrosurgical RE00057404
: Electrosurgical | diathermy
Valleylab™ diathermy system return
REM system return | electrode,
Polyhesive™ electrode, single-use, non-
Adult Cordless single-use, non-| sterile
Patient Return sterile
Electrode
E7510-25 IIb Rule 9 N/A Annex Il 58494: Electrosurgical RE00057404
Electrosurgical | diathermy
Valleylab™ diathermy system return
REM system return electrode,
Polyhesive™ ‘ . electrode, single-use, non-
Infant Patient i I single-use, non-| sterile
Return sterile !
Electrode 9'
(2.7 m)
E7510-25DB lb Rule 9 N/A Annex || 58494; Electrosurgical RE00057404

‘ | ! i ‘ Electrosurgical | diathermy

Valleylab™ diathermy system return

REM system return | electrode,

Polyhesive™ i electrode, single-use,

Infant Patient 4 single-use, non-sterile

Return non-sterile

Electrode " 15' Bt 47

(4.6 m) :

E7512 b Rule 9 N/A Annex |I 58494: ° Electrosurgical RE00057404
Electrosurgical | diathermy

Valleylab™ diathermy system return

REM system return | electrode,

Polyhesive™: | electrode; | single-use,

Neonatal single-use, non-sterile

Patient Return nén-sterile ;

Electrode 9' Gaie g "

(2.7'm) Y
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Declaration of Conformity

DOC # 514

&l COVIDIEN

Revisions:
Date of Issue Description
DOC 514 | RC248707 Initial Release.
Rev. A
(RE00254777)
DOC 514 | RC351384 Correction to E7510-25DB to state 15' (4.6 m)
Rev. B cord length. - :
(RE00254777) }
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