HILOTHERM
e

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

HILOTHERM GmbH

Manufacturer address and contact details

Wittumweg 38
88260 Argenhihl-Eisenharz
Germany

Single Registration Number (SRN) (if available)

DE-MF-000006176

Authorised Representative name (if applicable) NA
Authorised Representative address and contact details NA
Single Registration Number (SRN) (if available) NA

Notified body name (if applicable)

TUV Sud Product Service GmbH

Notified body number (if applicable)

0123

Directive Certificate number(s)
to which this confirmation is made (if applicable)

G1 096215 0005 Rev. 00

Original expiry date as indicated on the Directive 2024-05-23
Certificate prior to the extension of the validity (if

applicable)

End date of extended validity/transition period 2028-12-31

! 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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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?

o 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

e 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:

O 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

O 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

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)

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 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 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.

0 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.

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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ﬁ Expired/expires after 20 March 2023:

Choose one applicable statement:

’K 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 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 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.

> 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 s in place.
JA4 A notified body has issued the attached certificate for the MDR-compliant QMS.

> Device(s) as listed in the attached schedule

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 HILOTHERM GmbH
Location & Date Wittumweg 38 / 88260 Argenbiihl

Signature, Print Name, Title

Contact Details (at least email)

rz
/Z/ Christian Stegméﬂae"P%lmﬁm,D'rector

».3960 2w,
c.stegmann@hilotherm.com @4:00%'4’95,29 ,Ihbfj’
]]99

Page 3 of 5



G Jo p obed

(anoqe

paulap Se aq pinoys }l doos olaUsH & sey 81eoyIs0 By} 4 Ajuo pue ‘ajedliad Sy Ul SB 8g pINoys uoiediiusp! 8y} (s)a1edyined adiN/adiNly Uim SadIASp 10} ¢

C01H wiayyojiH
3y ddA 1 /1dpOoIAl

€clo €cLo
(VID % NdID)
HQWo SVIAISS HQW9 8dIAISS 00 '‘A3Y 1BDOWIY)
L€-C1L-820C | 19Npoid pns ANL jonpold pns AL £¢-50-¥2¢0c G000 S12960 LO WYAHLOTIH
€clo €cLo Z01H wiaylojH
3y AdA 1 /PPOIN
Hawso soIn8S Hqwo 8oIneg 00 A9y
L€-CL-820C | 19Npo.id pns ANL jonpold pns ANL £¢-50-#202 G000 S12960 LO L) NIIHLOTIH
0.d Ld1H wiayiopiy
€¢Lo €cLo Joy AL L/1PPOIN
Hquwis) 82IAI8S Hquws) 82IAI8S 00 ‘A9Y ¢[[auoIssajoa g
LE-CL-820C | 1ONpoid pnsS AN.L Jonpold pns ANl £¢-G0-¥20C G000 S1L2960 1O WIAHLOTIH
old Ld1H wiay3oliH
€¢lo €20 39y 9L 1/PPOIN
Haws sdIn8S Hqwo edInIeg 00 A9y ‘o1e29WoOK
L€-21-820C | 1°npoid pns ANL jonpold pns ANL £2-50-#20¢ G000 512960 LO JANAHLOTIH
(siqeoyidde y1)
(s1qeodde y) Aipijea
paubis (sjgeondde y) | ayj jo uoisualxa (a1qeoydde y1)
joeJjU09/pabpo| ajeolyIHe) ay} oy Joud apeuw (1aquinu anBojejes
sem uoljeoljdde aAnoalg (s) ayeo11BD S| uoljewJuod 10 [9pOW BDIASP
AN 3y3 9y} panssi 9ARD3lIg siy} yaiym o} sweu dnoib/Ajwey
(a1qeondde y1) pouad uolisues) [ asaym Jaquinu jey} Jaqwinu | a8y} uo pajesipul (s)lequinu ‘sweu 801Aap "Ba)
(s)aoinaq | / AjpieA papua)xa pue aweu pue aweu se ajep ajeslia) ¢(s)aoinsp ayy
aniisqng J0 93ep pug Apog payijoN Apog paynoN Aiidxa [euibuQ 9Al3J3IA JO uonjedljpuap|

:s991Aep BUIMO|[O} B} 10} PIfEA SI UOleIe|23( S Jainjoenuel SAode ay |

“WYIHLOTH

S92IA3(] JO 3INPaYds



G Jo g abed

N’
JANIIHLOTIH



