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“TERUMO

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

o 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

Terumo Europe N.V.

Manufacturer address and contact details

Interleuvenlaan 40

3001 Leuven

Belgium

Mail: koen.verhaert@terumo-europe.com

Single Registration Number (SRN) (if available)

BE-MF-000001434

Authorised Representative name (if applicable)

Not applicable

Authorised Representative address and contact details

Not applicable

Single Registration Number (SRN) (if available)

Not applicable

Notified body name (if applicable)

M See attached schedule

Notified body number (if applicable)

M See attached schedule

Directive Certificate number(s)

to which this confirmation is made (if applicable)

M See attached schedule

Certificate prior to the extension of the validity
applicable)

Original expiry date as indicated on the Directive

(if

M See attached schedule

End date of extended validity/transition period

M See attached schedule
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“TERUMO

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 Certificates covering the listed devices were issued after 25 May 2017, were valid on

26 May 2021 and have not been withdrawn afterwards.

M Expires after 20 March 2023:

MFormal application to the notified body in accordance with Section 4.3, first subparagraph
of Annex VII MDR for conformity assessment has been made by us to a notified body no
later than 26 May 2024 for the device(s) listed in the attached and signed written
agreement(s) is in place in accordance with Section 4.3, second subparagraph of Annex

VIl MDR before 26 September 2024.

> Quality Management System (QMS)

MA QMS in accordance with Article 10(9) MDR is in place.

> Device(s) as listed in the attached schedule

The device(s) continue to comply with the 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:

Terumo Europe N.V.

Interleuvenlaan 40, 3001, Belgium

DocuSigned by:

ko, Urhaurt

U

L

Signer Name: Koen Verhaert
Signing Reason: | approve this document
Signing Time: 22-Nov-2023 | 23:43 CET

7F80D9F0AA864C9092C6E4219E273655

Koen Verhaert (Koen.verhaert@terumo-europe.com)
VP Quality, Regulatory and Vigilance

Edition 01 Page 2 of 3

WRA-122A



VZZL-VHM € Jo ¢ abed L0 uonip3

anoge
paulep se aq pjnoys i ‘edods oususb e sey 8jeoied sy 41 AJuo pue ‘9}eoyIe By Ul Se 8q PINOYS Uoieouusp! 8y} (S)e1eoyied aaiN/AdNly UNM S80IASp 10} |

$202/S0/.2 | 050021 LyaO060€L wio)sAs

juajs Aleuouod

z8v0 z8v0 Buinje snwijons

s|qeodde joN /202/2V/1E | 1¥3003IN ANG | 1¥30A3IN ANG ¥202/S0/Lg | LlCLBLOLYEOBLYE | jasuey Jeysewnin
(a1geoiidde j)
(e1qeoiidde y) Kyipijea

paubis (eigeondde j1) | ayj jo uoisuayxa (e1geondde ji)

joesjuod/pabpo] 9)ed1Id) ay} o3 Joud apew (1aqwinu anBojejes

sem uojjesijdde aAodalqg (s) @yeoyn9n S| uonewIuod 10 |9pOW 82IA8p

dAaN 3y} 9y} panssi oA SIY} yaiym oy asweu dnoibyAjiwey

(e1geondde y1) pouiad uonisuely |  aldym Jaquinu jey} Jaquinu | ayj uo pajesipul (s)roqwinu ‘aweu aoiAap “B'8)

(s)aoinaq | / KipijeA papuayxa pue aweu pue aweu se ajep EILLTITI VY L(s)ea1nep ayy

ajnsqng joajep pug | ApogpaynoN | Apog paynoN | Audxa jeuibuo 9AI}ORIIQ | JO uonesyuUaAP|

:s90IA8p BUIMO||0) 8Y) 10} PI[eA SI uoljelejoaq S Jainjoeinuely aAoge ay |

S991A9( 4O 9INPaYIS

ONN¥3L

ar8031¥8¢ 1 94-96.9-6v€y-A8VE-IAY69EZY Al @dojeaus ubisnooq



