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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 Biosense Webster, Inc.

31 Technology Drive, Suite 200
Irvine, California 92618 USA

Manufacturer address and contact details . . .
Maria Jose Arana, Sr. Director Quality and

Compliance
marana3@ITS.JNJ.com

Single Registration Number (SRN) (if available) US-MF-000014219

Biosense Webster

Authorised Representative name (if applicable) A Division of Johnson & Johnson Medical
NV/SA

Leonardo da Vincilaan 15
1831 Diegem, Belgium

Authorised Representative address and contact details ] ) )
Camille Freyburger, Associate Director RA

Strategy
cfreibur@its.jnj.com

Single Registration Number (SRN) (if available) BE-AR-000012231

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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Notified body name (if applicable) u See attached schedule

Notified body number (if applicable) u See attached schedule

Directive Certificate number(s)
to which this confirmation is made (if applicable) m See attached schedule

Original expiry date as indicated on the Directive
Certificate prior to the extension of the validity (if
applicable) m See attached schedule

End date of extended validity/transition period u See attached schedule

We, as the manufacturer declare under our sole responsibility:

o 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?

e 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

o 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:
B Expired before 20 March 2023:

W 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

B 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

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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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:

B 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
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.

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

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
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 VIl 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.
B A QMS in accordance with Article 10(9) MDR is in place.
O A notified body has issued the attached certificate for the MDR-compliant QMS.
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» Device(s) as listed in the attached schedule

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

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

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  Biosense Webster, Inc.
Location & Date 31 Technology Drive, Suite 200, Irvine, California 92618 USA

6/21/2023
Signature, Print Name, Title Diana Bordley, Sr. Director Regulatory Affairs

Contact Details (at least email) DBordley@its.jnj.com
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The above Manufacturer’s Declaration is valid for the following devices:

Identification of the device(s)? Directive Original expiry | Notified Body Notified Body End date of | Substitute
(e.g., device name, family/group name device model or Certificate date as name and name and number | extended Device(s)
catalogue number) number(s) indicated on the | number that where the MDR validity / (if applicable)
to which this Directive issued the application was transition
confirmation is Certificate (s) Directive lodged/contract period
made prior to the Certificate signed
(if applicable) extension of the | (if applicable) (if applicable)
validity
(if applicable)
D5SAL252RT D-1078-305-S
107832RT D-1078-308-S
36A07Q D-1078-63-S
35Y13Q D-1078-64-S
35Y33Q D-1078-65-S
1078758 D-1078-75-S
SW1078077 D-1078-77-S
SW1078-090 D-1078-90-S
35X31Q D-1079-212-S
36531Q D-1079-213-S BSI Group The gf/KRA Certification
36S30Q D-1079-214-S Netherlands B.V. Ve
WEBSTER 36E30Q D-1079-215-S 666433 5/13/2022 12/31/2027 N/A
35X33Q D-1079-216-S 2797 0344
36S38Q D-1079-217-S
35X58Q D-1079-228-S
35X53Q D-1079-229-S
35X34Q D-1079-230-S
35X38Q D-1079-231-S
D6A10DRP10RT | D-1079-234-S
36B38R D-1079-236-S
36B33R D-1079-237-S
36B35R D-1079-238-S
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SW1079251 D-1079-251-S
SW1079254 D-1079-254-S
SW1079257 D-1079-257-S
WEBSTER SW1079-323 D-1079-323-S
36C35R D-1097-570-S
36D30Q D-1097-571-S
SW1097-602 D-1097-602-S
35X33QCT D-1079-258-S
36B38RCT D-1079-259-S
WEBSTER WITH | 36B33RCT D-1079-260-S
AUTO ID 36S31QCT D-1079-261-S
36G33QCT D-1097-589-S
36C38RCT D-1097-590-S
36J13R D-1160-29-S
36J14R D-1160-34-S
HALO XP 36J16R D-1160-37-S
36J13RCT D-1160-43-S
36J17R D-1276-01-S
35J17R D-1165-01-S
35J37R D-1165-02-S BSI Group The DEKRA Certification
35J57R D-1165-03-S Netherlands B.V B.V
35J-60R D-1165-22-S 666433 5/13/2022 v V- 12/31/2027 N/A
35G17R D-1145-05-S
CELSIUS 35G37R D-1145-06-S 2797 0344
35G07R D-1145-08-S
SW1145028 D-1145-28-S
36NO7R D-1198-01-S
36N17R D-1198-02-S
36N27R D-1198-03-S
36N37R D-1198-04-S
36N47R D-1198-05-S
36N57R D-1198-06-S
35A07R D-1198-13-S
35E37R D-1198-14-S
36007R D-1200-01-S
CELSIUS 36017R D-1200-02-S
36027R D-1200-03-S
36037R D-1200-04-S
36047R D-1200-05-S
36057R D-1200-06-S
CRISTACATH 36Y39R D-1171-22-S
36Y32R D-1171-27-S
ISMUS CATH 36Y35R D-1277-01-S
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ISMUS CATH
WITH AUTO ID 36Y32RCT D-1171-34-S
WEBSTER DUO-
DECAPOLAR D728260RT D-1171-35-S
34A15M D-1183-05-S
34A25M D-1183-06-S
34A35M D-1183-07-S
NAVISTAR 34A55M D-1183-08-S
34A45M D-1183-13-S
34AJ5M D-1183-20-S
SW1183-030 D-1183-30-S
NAVISTAR SW1183-032 D-1183-32-S
35Q13R D-1189-01-S
CELSIUS 35Q33R D-1189-02-S
THERMOCOOL | 35Q53R D-1189-03-S
35Q73R D-1189-04-S
34H17M D-1197-14-S
NAVISTAR 34H27M D-1197-15-S
THERMOGOOL  |_34H37M D-1197-16-S -
34H57M D-1197-17-S BSI Group The g'f/KRA Certification
34HJ7M D-1197-18-S Netherlands B.V. V-
CELSIUS RNIT SRITCSIRT D1240.018 666433 5/13/2022 12/31/2027 N/A
NAVISTAR RMT | NR7TCS4Y D-1257-01-S 2797 0344
WEBSTER CS
CrmiETer Wit | 38DSIR D-1263-04-S
EZ STEER 36D35R D-1263-05-S
WEBSTER CS
CATHETER WITH | 36G5IMCT D-1263-06-S
EZ STEER AND
AUTO ID 36G35QCT D-1263-07-S
NAVISTAR RMT
THERMOCOOL | NR7TCSIY D-1266-01-S
34B33M D-1268-01-S
35B55M D-1268-02-S
EZ STEERNAV | 34BJJM D-1268-03-S
34B5JM D-1268-04-S
34B35M D-1268-05-S
35I133R D-1270-01-S
35155R D-1270-02-S
EZ STEER 351JJR D-1270-03-S
3515JR D-1270-04-S
35I135R D-1270-05-S
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36H33M D-1292-01-S
EZ STEER 36H55M D-1292-02-S
THERMOCOOL [ 36HJJM D-1292-03-S
NAV 36H5JM D-1292-04-S

36H35M D-1292-05-S

36Q33M D-1294-01-S
EZ STEER 36Q55M D-1294-02-S BSI Group The DEKRA Certification
THERMOCOOL |- 28QJM D-1294-03-S Netherlands B.V. | B-V.

36Q5JM D-1294-04-S 666433 5/13/2022 v 12/31/2027 N/A
S 36Q35M D-1294-05-S 9797 0344
THERMOGOOL | CRTTCSIRT D-1302-01-S

R7D282CT D-1285-01-S
DECANAV R7F282CT D-1285-02-S
WEBSTER CS D135303 D-1353-03-S
CATHETER WITH
AUTO 1D D135304 D-1353-04-S

37S94R D-1085-178-S

37S95R D-1085-179-S

37S93R D-1085-181-S

F5QL010ST D-1085-190-S

37055R D-1085-194-S

37COO0R D-1085-195-S

37CO8R D-1085-196-S

37CO3R D-1085-197-S

37C38R D-1085-200-S

37C33R D-1085-201-S

37C35R D-1085-202-S
5Fr Fixed g;gggg ngggjgg:g BSI Group The [B)E/KRA Certification
Catheter S7GRER D108 506 ] 666434 5/13/2022 Netherlands B.V. 12/31/2027 N/A

37C83R D-1085-207-S 9797 0344

CF5QD005R D-1085-214-S

37Q08R D-1085-218-S

37C53RCT D-1085-252-S

37S94RCT D-1085-253-S

37CO3RCT D-1085-254-S

37CORR D-1085-300-S

37C5CR D-1085-301-S

37COCR D-1085-303-S

37C5RR D-1085-304-S

37C3FR D-1085-306-S

CF5QF005R D-1085-403-S
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CF5QA005R D-1085-407-S
5Fr Fixed CF5QA252R D-1085-408-S
Catheter D1085413 D-1085-413-S

D1085414 D-1085-414-S

37EO00R D-1086-576-S

SW1086577 D-1086-577-S

37E53R D-1086-578-S

37U00R D-1086-579-S
37F00R D-1086-581-S
37F50R D-1086-582-S
37G68R D-1086-584-S
37G58R D-1086-586-S
SW1086587 D-1086-587-S
37DORR D-1086-600-S
37D5RR D-1086-601-S
37PORR D-1086-602-S
37DOCR D-1086-603-S
37D5CR D-1086-604-S
37D3FR D-1086-607-S
37D5FR D-1086-608-S
37DOFR D-1086-609-S

F6QLO10ST D-1086-704-S
6Fr Fixed 37D0OOR D-1086-719-S
Catheter 37D08R D-1086-720-S

37D0O3R D-1086-721-S

37D05R D-1086-722-S
37D30R D-1086-723-S
37D38R D-1086-724-S
37D33R D-1086-725-S
37D35R D-1086-726-S
37D50R D-1086-728-S
37D58R D-1086-729-S
37D53R D-1086-730-S
37D55R D-1086-731-S
37K40R D-1086-732-S
37D83R D-1086-734-S
37E50R D-1086-736-S
37E55R D-1086-738-S
1086778S D-1086-778-S

F6QF005CT D-1086-782-S

F6QA005CT D-1086-783-S

D1086784 D-1086-784-S

CF6QA005R D-1086-825-S

666434

5/13/2022

BSI Group The
Netherlands B.V.

2797

DEKRA Certification
B.V.

0344

12/31/2027

N/A
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SFr Ficod CF6QFO005R D-1086-828-S
e CF6QF010R D-1086-829-S
CF6QA252R D-1086-833-S
37A73R D-1124-28-S
37N78R D-1124-29-S
4Fr Fixed Curve gm Ejggg gj 152:2;:2 BSI Group The g'f/KRA Certification
Catheter SV T124059 R 666434 5/13/2022 Netherlands B.V. 12/31/2027 N/A
SW1124040 D-1124-40-S 0797 0344
SW1124041 D-1124-41-S
aFrFixedCuve | q\y1124.042 | D-1124-42-S
Catheter
5/6Fr Fixed Curve
athotor 37T03R D-1162-03-S
SOUNDSTAR® 3D | g\psTR10 M-5723-05
Diagnostic
Ultrasound Catheter | SNDSTR10G M-5723-12 581 Grouo Th DEKRA Cortficat
SOUNDSTAR® eco roup The ertification
rasoun atheter
10439072 M-5723-16 9797 0344
SOUNDSTAR® €C0 | 4143511 M-5723-17
8F Diagnostic ] )
Ultrasound Catheter | 10439236 M-5723-18

Page 10 of 10




		2023-06-22T14:34:15-0700
	DIANA Bordley
	I am approving this document.




