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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or Ill)

No. G1 077790 0060 Rev. 00

Manufacturer: Covidien LLC
15 Hampshire Street
Mansfield MA 02048
USA

Product Category(ies): Oximetry and Capnography Monitor Systems
Temperature Monitor Systems, Patient Warming
Device Systems, Disposable Airway Management
Devices, Tracheal Tubes, Tracheostomy Tubes,
Speaking Valves, and Intubating Stylets, Ventilator
Systems and Patient Interface Circuit Systems,
EEG Monitoring Systems, Breathing Therapy and
Humidification, Heated Inspiratory Line
Humidifiers, Multi-patient Physiologic Monitoring
System and Data Analytics Software,
Gastrointestinal Measurement and Dilation System,
Electrosurgical Diathermy System Electrode.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 72145607
Valid from: 2020-06-29
Valid until: 2024-05-26
Date, 2020-06-29
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Declaration, including the attached schedule, should be printed on form as used for a Declaration of
Conformity per manufacturer's QMS (e.g. manufacturer’s letterhead)

Manufacturer’s Declaration

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in
particular with respect to

e the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive
Certificates) and/or’

e the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer name Covidien LLC

15 Hampshire St.
Mansfield, MA 02048 USA

Contact:
rs.eudamedinquiries@medtronic.com

Manufacturer address and contact details

Single Registration Number (SRN) (if available) US-MF-000028763

Authorised Representative name (if applicable) Covidien Ireland Limited
IDA Business and Technology Park
Tullamore, Co. Offaly

Authorised R tati dd d tact detail

uthorised Representative address and contact details R35 H903

Ireland

Single Registration Number (SRN) (if available) IE-AR-000002274

Notified body name (if applicable) TUV SUD

Notified body number (if applicable) 0123

1 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body.
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Declaration, including the attached schedule, should be printed on form as used for a Declaration of
Conformity per manufacturer's QMS (e.g. manufacturer’s letterhead)

Directive Certificate number(s)

to which this confirmation is made (if applicable) G1 077790 0060
Original expiry date as indicated on the Directive 26 May 2024
Certificate prior to the extension of the validity (if

applicable)

End date of extended validity/transition period 31 December 2028

We, as the manufacturer declare under our sole responsibility:

for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?

the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3c of the MDR for continued placing on the market and putting
into service,

namely by fulfilling the following conditions:

» Directive Certificate(s) as listed above or in the attached schedule

Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:
O Expired before 20 March 2023:

[0 Before the original date of expiry as indicated on the Directive Certificate(s), we and the

notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect
of the device(s) covered by the expired certificate(s) or in respect of a device(s) intended
to substitute that/those device(s), or

A Competent Authority has granted a derogation from the applicable conformity assess-
ment procedure in accordance with Article 59(1) MDR (may be provided upon request), or
A Competent Authority has required the manufacturer, in accordance with Article 97(1)
MDR, to carry out the applicable conformity assessment procedure (may be provided upon
request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement
per Article 97(1) has been granted by a Competent Authority:

O Formal application(s) to the notified body in accordance with Section 4.3, first subpara-

graph of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not
require the involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body
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Declaration, including the attached schedule, should be printed on form as used for a Declaration of
Conformity per manufacturer's QMS (e.g. manufacturer’s letterhead)

in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before

26 September 2024.
O We do not intent to lodge an application for conformity assessment by 26 May 2024, there-

fore the transition period will end on 26 May 2024.
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Declaration, including the attached schedule, should be printed on form as used for a Declaration of
Conformity per manufacturer's QMS (e.g. manufacturer’s letterhead)

X Expired/expires after 20 March 2023:
Choose one applicable statement:

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before 26
September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

» Upclassified devices

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2021 and for which the conformity assessment procedure pursuant to this Regulation requires the
involvement of a notified body:

Choose one applicable statement:

O Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of
Annex VII MDR for conformity assessment has/have been made or will be made/submitted by
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule
or its/their substitutes and signed written agreement(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex VIl MDR before 26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

> Quality Management System (QMS)
Choose one applicable statement:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
O A QMS in accordance with Article 10(9) MDR is in place.

A notified body has issued the attached certificate for the MDR-compliant QMS.
» Device(s) as listed in the attached schedule of devices

e The device(s) continue to comply with the AIMDD or MDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:
Full Company Name Covidien LLC

Location & Date

Signature, Print Name, Title Katarzyna Goode Program Manager, Regulatory Affairs
Contact Details (at least email) rs.eudamedinquiries@medtronic.com
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87-290-1€ €710 €210 NNS
-- HQWD S3dIAIBS -~ HWD $9IAIDS vz-AeN-97 0900 06££0 TD
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710 NND
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeN-97 0900 06£L£0 TD
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-- HqWD $3IAIBS -- HqWD $9IAIBS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANl 19npoid ans ANL

87-290-1€ €210 €710 z-0SY
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87-290-1€ €710 €210
-- HQWD S3dIAIBS -~ HWD $9IAIDS vz-AeN-9Z 0900 06£L£0 TD THD-1-DSYT/OVING
19npoid ans ANL 1Npoid ans AnL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeN-97 0900 06£.£0 TD J0ATLIVING
19npoid ans ANl 19npoid ans ANL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $3IAIBS vz-AeIN-97 0900 06£.£0 TD JIMTLOVING
19npoid ans ANl 1Pnpoid anNs ANl

87-290-1¢€ €710 €210
-- HqWD $3IAIBS -- HqWD $9IAIBS vz-AeN-97 0900 06420 TD JSYTLOVINd
19npoid ans ANl 19npoid ans ANL

87-290-1€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-9T 0900 06££L0 TD TLdINVdINd
19npoid ans ANl 1npoid ans ANl

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-97 0900 06.£L0 TD 00TZINd
19npoid ans AnL 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $3IAIDS vz-AeIN-9T 0900 06.£L0 TD ¥-0SY
19npoid ans ANl 1npoid ans ANl

87-290-1¢ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIBS vz-AeIN-97 0900 06£L0 19 1-0SY
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HQWD S3d1AIBS -~ HWD $9IAIDS yz-AeIN-9T 0900 06£.L0 TD 94ds
19npoid ans ANL 1Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S3dIAIBS -~ HqWD $9IAIDS yz-AeIN-9T 0900 06£L£0 TO INS-84V'S
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710 NNS/NND
-- HQWD S32IAIBS -~ HqWD $9IAIDS vz-AeN-97 0900 06£L£0 TD

1dNpoid dNS ANl

dNpoJd ans ANt
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87-290-1€ €710 €210
-- HQWD S3dIAIBS -~ HWD $9IAIDS vz-AeIN-9T 0900 06£L£0 TD £906600T-8THLO
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vZ-AeIN-97 0900 06£L£0 TD TOMSLESYM
19npoid ans ANl 19npoid ans ANL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $3IAIBS vz-AeIN-97 0900 06.£L0 TD TOMSSM3
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €710 €210
-- HqWD $3IAIBS -- HqWD $9IAIBS vz-AeN-97 0900 06£LL0 TD TOMSONASTVLIA
19npoid ans ANl 19npoid ans ANL

87-290-1€ €210 €710 39-ATZONd
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-97 0900 06£.£0 TD d-TZSN3SIN
19npoid ans AnL 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $3IAIDS vz-AeIN-97 0900 06£.£0 TS V-TZSN3SIN
19npoid ans ANl 19npoid ans ANL

87-290-1¢ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIBS vz-AeIN-9T 0900 06£.£0 TD aNVLSTZOVIN
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HQWD S3d1AIBS -~ HWD $9IAIDS vz-AeN-97 0900 06£.£0 TD YHO-1-DSYTLOVING
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S3dIAIBS -~ HqWD $9IAIDS vz-AeN-97 0900 06£.£0 TD EHD-T-DSYTLOVIN
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S32IAIBS -~ HqWD $9IAIDS vz-AeN-9Z 0900 06£L£0 TD THI-1-0SYTLOVING

1dNpoid dNS ANl

1dNpoid dNS ANl
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87-290-1€ €710 €210
-- HQWD S3dIAIBS -~ HWD $9IAIDS vz-AeIN-9T 0900 06£L£0 TO VXV
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-9T 0900 06LL0 TS IVXVIA
19npoid ans ANl 1Npoid ans ANl

87-290-1€ €710 €710 IYXVIN
-- HqWD $9IAIBS -- HqWD $3IAIBS vz-AeN-97 0900 06££0 TD
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €710 €210 LTTI8Y
-- HqWD $3IAIBS -- HqWD $9IAIBS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANl 1npoid ans ANl

87-290-1€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-97 0900 06£LL0 TD T-G8N
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-9T 0900 06LL0 TD G8N
19npoid ans AnlL 19npoid ans ANL

87-290-1¢€ €210 €710 703SV93ISNIDITSA
-- HqWD $9IAIBS -- HqWD $3IAIDS vz-AeN-97 0900 06£.£0 TD
19npoid ans ANl 19npoid ans ANL

87-290-1¢ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIBS vz-AeIN-97 0900 06.LL0 TD gNSYMLES-8r40S
19npoid ans AnlL 19npoid ans ANL

87-290-1¢€ €210 €710
-- HQWD S3d1AIBS -~ HWD $9IAIDS yz-AeN-92 0900 06££L0 19 gNSSM3I-8rudS
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S3dIAIBS -~ HqWD $9IAIDS vz-AeIN-9T 0900 06£L£0 TD 1NIddV-8rH1O
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S32IAIBS -~ HqWD $9IAIDS vz-AeIN-9T 0900 06£££0 TS | LNIdYILNISA-8IHLO

1dNpoid dNS ANl

1dNpoid dNS ANl
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87-290-1€ €710 €210
-- HQWD S3dIAIBS -~ HWD $9IAIDS vz-AeIN-9T 0900 06£LL0 TD N/V INVO4
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-97 0900 06.£L0 TD «Aasod
19npoid ans ANl 19npoid ans ANL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $3IAIBS vz-AeN-97 0900 06£.L0 TD adsA-a
19npoid ans ANl 1Npoid ans ANl

87-290-1¢€ €710 €210
-- HqWD $3IAIBS -- HqWD $9IAIBS vz-AeIN-9T 0900 06.LL0 TD 3SA-a
19npoid ans ANl 19npoid ans ANL

87-290-1€ €210 €710 SA-d
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-97 0900 06£L£0 TO v001Sa
19npoid ans AnL 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $3IAIDS vZ-AeN-97 0900 06.£L0 TD 61189001
19npoid ans ANl 1npoid ans ANl

87-290-1¢ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIBS vZ-AeIN-97 0900 06..L0 TD IDVAXYIN
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HQWD S3d1AIBS -~ HWD $9IAIDS z-AeIN-9T 0900 06£L£0 TO IdXVIN
19npoid ans ANL 1Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S3dIAIBS -~ HqWD $9IAIDS yz-AeIN-9T 0900 06£L£0 TO INXYIA
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S32IAIBS -~ HqWD $9IAIDS z-AeIN-9T 0900 06LLL0 TD IIXVIN
19npoid ans ANL 19Npoid ans AnL
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8¢-2°Q-1¢ €¢10 €C10
== HQWID S93IAJISS == HQWIS S93IAISS vz-AeIN-9 0900 06££L0 TS d-€06
1dNpoid dNS ANL 1dNpoid dNS ANL

8¢-2°Q-1¢ €C10 €¢10
-~ HQWID S90IAIRS -~ HQWID S90IAIRS vz-AeN-92 0900 06££L0 15 [-¢06
19Npoid dNs AnNL 3dNpoJd Ans ANL

8¢-990-1¢€ €710 €710
-~ HQWID S90IAIRS -~ HQWID S92IAIRS vz-AeN-92 0900 06£££L0 1D V-106
1dNpoid dNs AnNL 3dNpoid dNS ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S90IAIBS -~ HQWID S92IAIRS vz-AeIN-9¢ 0900 06££L0 1S I-V-3S
19Npoid dnNs AnNL 3dNpoJd Ans ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S90IAIRS vz-AeIN-9¢ 0900 06££L0 TS I-O3IN-OS
1dNpoid dNs AnNL 3dNpoid dNS ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS vz-AeIN-9¢ 0900 06££L0 15 [-4d-0S
19nNpoid dnNs AnNL 3dNpoid dNS ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS v¢-AeIN-9¢ 0900 06££L0 15 I/d-1XO
19Npoid dnNs AnNL 3dNpoid dNS ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS v¢-AeIN-9T 0900 06££L0 15 N/V-IXO
1dNpoid dNs AnNL 3dNpoJd Ans ANL

8¢-990-1¢€ €710 €710
== HQWID S93IAJISS == HQWID S93IAISS vz-AeIN-9T 0900 064£L0 1D I/d-Hav
1dNpoid dNS ANL 1dNpoid dNS ANL

8¢-2°Q-1¢ €10 €C10
== HQWIS S93IAJISS == HQWID S93IAISS vz-AeIN-9C 0900 06££L0 TS N/v-HaV
1dNpoid dNS ANL 1dNpoJd ans ANt

8¢-2°Q-1¢ €10 €10
== HqWIS S93IAJISS == HQWID S93IAISS vz-AeIN-9C 0900 06££L0 TS I/d WVOA
1dNpoid dNS ANl 1dNpoid dNS ANl
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87-290-1€ €710 €210
-- HQWD S3dIAIBS -~ HWD $9IAIDS vz-AeN-97 0900 06£LL0 T 01204
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-9T 0900 06£LL0 TS ¥20a
19npoid ans ANl 19npoid ans ANL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $3IAIBS vZ-AeN-97 0900 06.£L0 TD €TE€600T
19npoid ans ANl 1Npoid ans ANl

87-290-1¢€ €710 €210
-- HqWD $3IAIBS -- HqWD $9IAIBS vz-AeN-97 0900 06.LL0 TD 850€800T
19npoid ans ANl 19npoid ans ANL

87-290-1€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeN-97 0900 0640 19 €6T/98
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vZ-AeN-97 0900 06.LL0 TD ¥%99£00T
19npoid ans AnL 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $3IAIDS vz-AeN-97 0900 06£L£0 TD 9S-T¥650001
19npoid ans ANl 1npoid ans ANl

87-290-1¢ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIBS vz-AeN-97 0900 06.£L0 TD T¥65000T
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710 «€905000T
-- HQWD S3d1AIBS -~ HWD $9IAIDS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANL 1Npoid ans AnL

87-290-1€ €710 €710 0TSY
-- HQWD S3dIAIBS -~ HqWD $9IAIDS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S32IAIBS -~ HqWD $9IAIDS yz-AeN-97 0900 06£LL0 TD N-¥06

1dNpoid dNS ANl

dNpoJd ans ANt
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87-290-1€ €710 €210
-- HQWD S3dIAIBS -~ HWD $9IAIDS yZ-AeN-97 0900 06LLL0 TD 0T80£0S
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vZ-AeIN-97 0900 06.LL0 TD 0065T0S
19npoid ans ANl 1Npoid ans ANl

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $3IAIBS vZ-AeN-97 0900 06.£L0 TD 008ST0S
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €710 €210 39-HONOTDIANd
-- HqWD $3IAIBS -- HqWD $9IAIBS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANl 1npoid ans ANl

87-290-1€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vZ-AeN-97 0900 06£L£0 TO NO9€ID0TIINd
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeN-97 0900 06£L£0 TO NOZTIDO0TINd
19npoid ans AnL 1npoid anNs ANl

87-290-1¢€ €210 €710 NOOTIAd
-- HqWD $9IAIBS -- HqWD $3IAIDS vz-AeN-97 0900 06£.£0 TD
19npoid ans ANl 19npoid ans ANL

87-290-1¢ €710 €710 NOTINd
-- HqWD $9IAIBS -- HqWD $9IAIBS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANl 1npoid ans ANl

87-290-1¢€ €210 €710
-- HQWD S3d1AIBS -~ HWD $9IAIDS z-AeIN-97 0900 06£L£0 TO 0T-ON
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S3dIAIBS -~ HqWD $9IAIDS vz-AeIN-97 0900 06.£L0 TD 220-8
19npoid ans ANL 1Npoid ans AnlL

87-290-1€ €710 €710
-- HQWD S32IAIBS -~ HqWD $9IAIDS vz-AeIN-97 0900 06.£L0 TD 220-¥

1dNpoid dNS ANl

1dNpoid dNS ANl
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8¢-2°Q-1¢ €¢10 €C10
== HQWID S93IAJISS == HQWIS S93IAISS vz-AeIN-9C 0900 06££L0 TS 0060€09
1dNpoid dNS ANL 1dNpoJd ans ANt

8¢-2°Q-1¢ €C10 €¢10
-~ HQWID S90IAIRS -~ HQWID S90IAIRS v¢-AeIN-9¢ 0900 06££L0 1D 0680€0S
19Npoid dNs AnNL 3dNpoid dNS ANL

8¢-990-1¢€ €710 €710
-~ HQWID S90IAIRS -~ HQWID S92IAIRS v¢-AeIN-92 0900 06££L0 15 0880€0S
1dNpoid dNs AnNL 3dNpoJd Ans ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S90IAIBS -~ HQWID S92IAIRS vz-AeIN-9T 0900 06££L0 1D NOEdOWIAAJ
19Npoid dnNs AnNL 3dNpoid dNS ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S90IAIRS vz-AeIN-9T 0900 06££L0 1D H4-NOOOTINd
1dNpoid dNs AnNL dNpodd ans ANl

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS v¢-AeIN-9¢ 0900 06424015 NOOOTWd
19nNpoid dnNs AnNL 3dNpoid dNS ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS vz-AeN-9¢ 0900 06££L0 15 70LTOTYD
19Npoid dnNs AnNL 3dNpoJd Ans ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS v¢-AeIN-92 0900 06££L0 1D 0£80€0S
1dNpoid dNs AnNL 3dNpoid dNS ANL

8¢-990-1¢€ €710 €710
== HQWID S93IAJISS == HQWID S93IAISS vZ-AeIN-9C 0900 06££L0 TS 0980€09
1dNpoid dNS ANL 1dNpoJd ans ANt

8¢-2°Q-1¢ €10 €C10
== HQWIS S93IAJISS == HQWID S93IAISS vz-AeIN-9C 0900 06££L0 TS 0580€09
1dNpoid dNS ANL 1dNpoid dNS ANL

8¢-2°Q-1¢ €10 €10
== HqWIS S93IAJISS == HQWID S93IAISS vZ-AeIN-9C 0900 06££L0 TS 0v80€09
1dNpoid dNS ANl 1dNpoid dNS ANl
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87-290-1€ €710 €210
-- HQWD S3dIAIBS -~ HWD $9IAIDS yz-AeIN-97 0900 06.£L0 TD 75006
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-97 0900 06.£L0 TD £5006
19npoid ans ANl 1Npoid ans ANl

87-290-1€ €710 €710
-- HqWD $9IAIBS -- HqWD $3IAIBS vz-AeIN-97 0900 06.£L0 TD 75006
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €710 €210
-- HqWD $3IAIBS -- HqWD $9IAIBS vz-AeIN-97 0900 06.£L0 TD 15006
19npoid ans ANl 1npoid ans ANl

87-290-1€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-97 0900 06/£L0 TD 05006
19npoid ans ANl 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $9IAIDS vz-AeIN-97 0900 06.£L0 TD v¥006
19npoid ans AnL 19npoid ans ANL

87-290-1¢€ €210 €710
-- HqWD $9IAIBS -- HqWD $3IAIDS vz-AeIN-97 0900 06.£L0 TD 67006
19npoid ans ANl 19npoid ans ANL

87-290-1¢ €710 €710
-- HqWD $9IAIBS -- HqWD $9IAIBS vz-AeIN-97 0900 06.£L0 TD £7006
19npoid ans ANl 1npoid ans ANl

87-290-1¢€ €210 €710
-- HQWD S3d1AIBS -~ HWD $9IAIDS vz-AeIN-9T 0900 06.£L0 TD Zv006
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710
-- HQWD S3dIAIBS -~ HqWD $9IAIDS vz-AeIN-92 0900 06.£L0 TD T¥006
19npoid ans ANL 19Npoid ans AnL

87-290-1€ €710 €710 0009105
-- HQWD S32IAIBS -~ HqWD $9IAIDS vz-AeN-97 0900 06£L£0 TD
19npoid ans ANL 19Npoid ans AnL
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8¢-990-1¢€ €710 €710
-~ HQWID S90IAIRS -~ HQWID S92IAIRS vz-AeIN-92 0900 06££L0 15 Sv006
1dNpoid dNs AnNL 3dNpoJd Ans ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S90IAIBS -~ HQWID S92IAIRS v¢-AeIN-9T 0900 06££L01D VS1v0-¢0S
19Npoid dnNs AnNL 3dNpoid dNS ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S90IAIRS v¢-AeIN-9T 0900 06££L01D VS0v0-¢0s
1dNpoid dNs AnNL dNpoJd ans ANl

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS vz-AeIN-9T 0900 06££L01D V11v0-20S
19nNpoid dnNs AnNL 3dNpoid dNS ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS v¢-AeIN-9T 0900 06££L01D VOTv0-¢0S
19Npoid dnNs AnNL 3dNpoJd Ans ANL

8¢-99Q-1¢€ €710 €710
-~ HQWID S92IAIRS -~ HQWID S92IAIRS vz-AeIN-9T 0900 06££L01D V10t0-¢0S
1dNpoid dNs AnNL 3dNpoid dNS ANL

8¢-990-1¢€ €710 €710
== HQWID S93IAJISS == HQWID S93IAISS vz-AeIN-9 0900 06££L0 TS Vv00t0-¢0S
1dNpoid dNS ANL 1dNpoJd ans ANt

8¢-2°Q-1¢ €10 €C10
== HQWIS S93IAJISS == HQWID S93IAISS vz-AeIN-9C 0900 06££L0 TS 95006
1dNpoid dNS ANL 1dNpoid dNS ANL

8¢-2°Q-1¢ €10 €10
== HqWIS S93IAJISS == HQWID S93IAISS vz-AeIN-9C 0900 06££L0 TS SS006
1dNpoid dNS ANl 1dNpoid dNS ANl
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ZERTIFIKAT ¢ CERTIFICATE # :
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N *‘A’\;}:‘A' Benannt durch/Designated by
% Y  Zentralstelle der Lander 3
A, ‘. A fur Gesundheitsschutz 2

K === A’( bei Arzneimitteln und =

Medizinprodukten g

K fe W ZLG-BS-244.10.08

Product Service

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, IIb or Il

No. G2 063105 0047 Rev. 00

Manufacturer: CA-MI S.R.L.
Via Ugo La Malfa, 13
Frazione Pilastro
43013 Langhirano (PR)
ITALY

Facility(ies): CA-MISR.L.
Y( ) Via Ugo La Malfa, 13, Frazione Pilastro, 43013 Langhirano (PR),

ITALY

Product Aerosol Therapy Equipment, Kits for Aerosol Therapy,

. . Thermal Water Inhaler, Suction Unit, Surgical Suction
Category(les)' Equipment, Breast Pump, Kit Accessory for Electric
Breast Pump, Blood Pressure Monitor, Electronic
Thermometer, Infrared Ear Thermometer, Tens Device,
Pulse Oximeter

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of
the respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class llb and Il devices an additional Annex Il certificate is mandatory. See also notes
overleaf.

Report No.: ITA1319360
Valid from: 2019-10-01
Valid until: 2024-05-26
Date, 2019-10-01
tody
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TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body * Ridlerstrafie 65 + 80339 Munich » Germany Twv



