«&., GOODMAN

Manufacturer’s Declaration

In relation to Regulation 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’

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

Goodman Co., Ltd.

Manufacturer name
Goodman Research Center

276-1 Idogane-cho, Seto, Aichi 489-0976
Manufacturer address and contact details Japan
Email: gm-hg-gara@goodmankk.com

Single Registration Number (SRN) (if available) JP-MF-000026447

Authorised Representative name (if applicable) B.Braun Melsungen AG
Authorised Representative address and contact details 1 Carl-Braun-Stralle Melsungen
Single Registration Number (SRN) (if available) DE-AR-000000202

BSI Group The Netherlands B.V.

Notified body name (if applicable) o See aliached sehedile

2797

Notified body number (if applicable) L See attached schedule

FQAS: CE645857

Directive Certificate number(s) DE: CEB60149

to which this confirmation is made (if applicable) T,
0 S

Original expiry date as indicated on the Directive May 26, 2024
Certificate prior to the extension of the validity (if
applicable) o See attached schedule

L 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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December 31, 2024

;o i . (The Directive certificate will be withdrawn when
End date of extended validity/transition period the device is released under EU MDR)

o See attached schedule

We, as the manufacturer declare under our sole responsibility:

e 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?

o the listed device(s) in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 120.3¢c 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, was/were not withdrawn by 20 March 2023

e Choose applicable statements:
[0 Expired before 20 March 2023:

[0 Before the original date of expiry as indicated on the Directive Certificate, we and the
notified body have signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VIl to this Regulation for the conformity assessment in respect of
the device covered by the expired certificate or in respect of a device intended to
substitute that device

O A Competent Authority has granted a derogation from the applicable conformity
assessment procedure in accordance with Article 59(1) MDR (may be provided upon
request)

O 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)

Expired/expires after 20 March 2023:

A formal application to the notified body in accordance with Section 4.3, first subparagraph
of Annex VIl MDR for conformity assessment has 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 substitute and a signed written agreement* is/will be in place in

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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accordance with Section 4.3, second subparagraph of Annex VII 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.
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» 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 A formal application to the notified body in accordance with Section 4.3, first subparagraph of
Annex VIl MDR for conformity assessment has 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 substitute and a signed written agreement is/will be in place in accordance with Section
4.3, second subparagraph of Annex VIl MDR before 26 September 2024,

OO0 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)
e 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
e The device(s) continue to comply with the AIMDD or MDD.

e The device(s) has/have not been significantly changed in its/their design and intended purpose
since 26 May 2021.

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:
Goodman Co., Ltd.
Nagoya, April 1, 2024

P

Kanechika Aida

Person Responsible for Regulatory Compliance
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Schedule of Devices

The above Manufacturer's Declaration is valid for the following devices:

Identification of the
device
(e.g., device name,

Directive Certificate
number(s)
to which this

Original expiry date
as indicated on the
Directive Certificate

Notified Body name
and number

End date of
extended
validity/transition

Substitute Device
(if applicable)

family/group name confirmation is prior to the period
device model or made extension of the
catalogue number) (if applicable) validity
(if applicable)
Lacrosse NSE FQAS: CE645857 May 26, 2024 BSI Group The December 31, 2024 N/A

ALPHA Coronary
Dilatation Catheter

DE: CE660149

Netherlands B.V
2797

(The Directive
certificate will be
withdrawn when the
device is released
under EU MDR)
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 738485 R000

“tlmﬁ £

By Royal Charter

Manufacturer: Goodman Co., Ltd.

Address:

5F KDX Nagoya Sakae Building,
4-5-3 Sakae,

Naka-ku, Nagoya,

Aichi

460-0008

Japan

Single Registration Number: JP-MF-000001989

EU Authorised Representative: Goodman Medical Ireland Ltd

Address:

Mervue Business Park
Galway

H91 HOCK

Ireland

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class ITb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

et Tarinig <

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2022-09-02 Starting Validity Date: 2023-11-17
Current Issue Date: 2023-11-17 Expiry Date: 2027-09-01

..making excellence a habit’
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Validity of this certificate is canditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK,
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

By Royal Charter

MDR 738485 R000

Device Schedule: Class III devices

Class III ' Intended purpose

Lacrosse NSE ALPHA Coronary Dilatation Catheter See MDR 756384

Device Schedule: Class IIa, Custom-made and other devices

Device(s) Risk Classification

HAEMQSTASIS VALVES AND SYSTEMS Class ITa

First Issue Date: 2022-09-02 Starting Validity Date: 2023-11-17
Current Issue Date: 2023-11-17 Expiry Date: 2027-09-01

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demanstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 738485 R000

Certificate History
(References to applicable Common Specifications, Harmonized Standards complied with, and the relevant test and audit reports that support
any of the below certificate changes may be requested from Certificate.Verification@bsigroup.com)

~Date _ Reference Number i | Action -
2022-09-02 3315043 Issued _
Current 30031628 Supplemented- Addition of Lacrosse NSE ALPHA Coronary

Dilatation Catheter
Amended- Removal of subcontractor page

First Issue Date: 2022-09-02 Starting Validity Date: 2023-11-17
Current Issue Date: 2023-11-17 Expiry Date: 2027-09-01

..making excellence a habit’
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Validity of this certificate is conditional on the Manufacturer's quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the cantract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK,
A Member of the BSI Group of Companies.



