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TUV SUD Product Service GmbH
Confirmation Letter
CL 019859 0029 Rev. 00

Reference: 8011130
To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the
following referenced as MDR) as regards the transitional provisions for certain medical devices
and in vitro diagnostic medical devices.

With this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3,
first subparagraph of Annex VIl of MDR and has signed a written agreement in accordance with Section
4.3, second subparagraph of Annex VIl of MDR with the above stated manufacturer with the following
SRN Number:

SRN Number: DE-MF-000009451

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.

- Table 1 identifies the devices for which an MDR application has been received, written agreement con-
cluded and for which TUV SUD Product Service GmbH is also responsible for appropriate surveillance of
the corresponding devices under the applicable Directive.

- Table 2 identifies the devices for which an MDR application has been received and a written agreement
concluded, but TUV SUD Product Service GmbH has not yet taken the responsibility for appropriate surveil-
lance of the corresponding devices under the applicable Directive.

Sitz: Miinchen

Handelsregister Miinchen HRB 85742 TUV SUD Product Service GmbH
UniCredit Bank AG - BIC HYVEDEMMXXX  Aufsichtsrat: Niederlassung Hamburg

IBAN DE13 7002 0270 0048 8522 11 Holger Lindner (Vorsitzender) Telefon: +49 89 50084-747 Nicht-Aktive Medizinprodukte
USt-IdNr. DE129484267 Geschaftsfuhrung: www.tuvsud.com/ps Sylvesterallee 2

Informationen gemaR § 2 Abs. 1 DL-InfoV ~ Walter Reithmaier (Sprecher) ® 22525 Hamburg

unter www.tuvsud.com/impressum Patrick van Welij TUV Deutschland



Seite 2 von 38 '® \

Product Service

If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC
(MDD) that expired after 26 May 2021 and before 20 March 2023, without having been withdrawn, this
letter also confirms that
- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certificate expiry; or
- provided evidence that a competent authority of a Member State had granted a derogation or exemption

from the applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article
97(1) of the MDR respectively.

The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this
letter, subject to the manufacturer’s continued compliance to the other conditions specified in Article 120
(3c) of MDR, are shown below:
e 26 May 2026 for Class Il custom-made implantable devices
e 31 December 2027 for Class Il devices and Class Ilb implantable devices (except sutures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)
e 31 December 2028 for other Class llb devices, Class lla, Class | devices placed on the market in sterile
condition, measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it
under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation
letter according to effort.

For confirmation letter validity see www.tuvsud.com/ps-cert?q=cert:CL 019859 0029 Rev. 00

In case of inquiries please contact medical_devices@tuvsud.com.

On behalf of the Notified Body TUV SUD Product Service GmbH,

2024/05/24
TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Health Services

SQu. X

Thomas Schumacher (24. Mai 2024 11:27 GMT+2)

Dr. Thomas Schumacher Arianit Fazlija
Conformity Assessment Responsible (CARE) Application Reviewer


http://www.tuvsud.com/ps-cert?q=cert:CL%20019859%200029%20Rev.%2000
mailto:medical_devices@tuvsud.com
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https://tuev-sued.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAW4yHV4EV_L5YPPNXEnD3qln9NTCjWTZV
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Table 1: Devices covered by this letter and for which TUV SUD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

Device name or Basic MDR Device classifica- If the MDR device is a substi- MDD/AIMDD Certificate Refer-

UDI-DI (under MDR ap- tion (as proposed by the tute device, identification of ence(s) of the devices under

plication) manufacturer and veri- the corresponding MDR application, and the NB

fied during application MDD/AIMDD device Identification
review)

Device 1 Class lla N/A Certification as follows:

++E310DiaDKavBN Certificate #1

801-007F-FG G1 019859 0020 Rev. 02;

801-007M-FG NB# 0123

801-007M-KID

801-007M-KIDL

801-008F-FG

801-008M-FG

801-009F-FG

801-009M-FG

801-010F-FG

801-010M-FG

801-010M-FGXL

801-010M-RA

801-012C-FG

801-012F-FG

801-012M-FG

801-012M-FGM

801-012M-FGXL

801-012M-RA

801-012SC-FG

801-012SF-FG

801-014C-FG

801-014C-FGXL

801-014F-FG

801-014M-FG

801-014M-FGM

801-014M-FGXL

801-014M-RA

801-014SC-FG

801-014SC-FGXL

801-014SF-FG

801-016C-FG

801-016C-FGXL

801-016F-FG

801-016M-FG

801-016M-FGXL

801-016M-RA

801-016SC-FG

801-016SC-FGXL

801-016SF-FG

801-018C-FG

801-018C-FGXL

801-018F-FG

801-018M-FG



Device name or Basic
UDI-DI (under MDR ap-
plication)

801-018M-FGM
801-018M-FGXL
801-018M-RA
801-018SC-FG
801-018SC-FGXL
801-018SF-FG
801-021C-FG
801-021F-FG
801-021M-FG
801-021M-RA
801-021M-RAXL
801-021SC-FG
801-021SF-FG
801-023C-FG
801-023C-FGXL
801-023F-FG
801-023M-FG
801-023M-FGXL
801-023M-RA
801-023SC-FG
801-023SC-FGXL
801-023C-FGM
801-023SF-FG
801-025C-FG
801-025F-FG
801-025M-FG
801-025M-RA
801-025SC-FG
801-025SF-FG
801-029C-FG
801-029F-FG
801-029M-FG
801-029M-RA
801-029SC-FG
801-029SC-FGXL
801-029SF-FG
801-035C-FG
801-035F-FG
801-035M-FG
801-035M-RA
801-035SC-FG
801-035SF-FG
801-042C-FG
801-042M-FG
801-042M-RA
801L-010M-FG
801L-010C-FG
801L-012C-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

801L-012M-FG
801L-014C-FG
801L-014M-FG
801L-014SC-FG
801L-016C-FG
801L-016M-FG
801L-016SC-FG
801L-023C-FG
801L-023M-FG
801L-023SC-FG
801L-029C-FG
801L-029M-FG
801L-029SC-FG
801L-035C-FG
801L-035M-FG
802-008M-FG
802-009M-FG
802-010M-FG
802-012C-FG
802-012M-FG
802-014C-FG
802-014F-FG
802-014M-FG
802-014SC-FG
802-016C-FG
802-016F-FG
802-016M-FG
802-016SC-FG
802-018C-FG
802-018F-FG
802-018M-FG
802-018SC-FG
802-023C-FG
802-023M-FG
802-023SC-FG
802L-013M-FG
802L-016M-FG
802L-021M-FG
806-008M-FG
806-009M-FG
806-010C-FG
806-010M-FG
806-010M-FGM
806-012C-FG
806-012M-FG
806-014C-FG
806-014M-FG
806-014SC-FG
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

806-016C-FG
806-016M-FG
806-016SC-FG
806-018C-FG
806-018M-FG
806-018SC-FG
806-023C-FG
806-023M-FG
813-010M-FG
813-012C-FG
813-012M-FG
813-014C-FG
813-014M-FG
813-016C-FG
813-016M-FG
813-016SC-FG
813-018C-FG
813-018M-FG
813-018SC-FG
813L-014C-FG
813L-014M-FG
813L-016C-FG
813L-016M-FG
822-008C-FG
822-008M-FG
822-009C-FG
822-009M-FG
822-010C-FG
822-010F-FG
822-010M-FG
822-012C-FG
822-012F-FG
822-012M-FG
822-012SC-FG
830-008F-FG
830-008M-FG
830-008SF-FG
830-009F-FG
830-009M-FG
830-010C-FG
830-010F-FG
830-010M-FG
830-012C-FG
830-012F-FG
830-012M-FG
830-012SC-FG
830-012SF-FG
830-014C-FG
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MDR Device classifica- If the MDR device is a substi-
tion (as proposed by the tute device, identification of
manufacturer and veri- the corresponding

fied during application MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

830-014F-FG
830-014M-FG
830-014SC-FG
830-016C-FG
830-016M-FG
830-016SC-FG
830-018C-FG
830-018F-FG
830-018M-FG
830-018SC-FG
830-021C-FG
830-021F-FG
830-021M-FG
830-021SC-FG
830L-010M-FG
830L-012C-FG
830L-012F-FG
830L-012M-FG
830L-012SF-FG
830L-014C-FG
830L-014F-FG
830L-014M-FG
830L-014SC-FG
830L-014SF-FG
830L-016C-FG
830L-016F-FG
830L-016M-FG
830L-016SC-FG
830L-016SF-FG
830L-018C-FG
830L-018F-FG
830L-018M-FG
830L-018SC-FG
830L-021C-FG
830L-021M-FG
830L-021SC-FG
830L-021SF-FG
830L-025C-FG
830L-025M-FG
830L-025SC-FG
835-007M-FG
835-008M-FG
835-008M-FGM
835-008M-KID
835-009C-FG
835-009M-FG
835-009M-FGM
835-010C-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

835-010C-FGM
835-010F-FG
835-010M-FG
835-010M-FGM
835-010M-RA
835-010SC-FG
835-012C-FG
835-012F-FG
835-012M-FG
835-012M-FGM
835-012M-RA
835-012SC-FG
835-012SF-FG
835-014C-FG
835-014F-FG
835-014M-FG
835-014M-FGM
835-014M-RA
835-014SC-FG
835-016C-FG
835-016M-FG
835-016M-RA
835-016SC-FG
835-018C-FG
835-018M-FG
835KR-008F-FG
835KR-008M-FG
835KR-010C-FG
835KR-010F-FG
835KR-010M-FG
835KR-012C-FG
835KR-012F-FG
835KR-012M-FG
835KR-014C-FG
835KR-014F-FG
835KR-014M-FG

835KR-014SC-FG

835KR-016C-FG
835KR-016M-FG

835KR-016SC-FG

835KR-018C-FG
835KR-018M-FG
836-008M-FG
836-010C-FG
836-010F-FG
836-010M-FG
836-012C-FG
836-012F-FG
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-

fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

836-012M-FG
836-012SC-FG
836-014C-FG
836-014M-FG
836-014SC-FG
836-014SC-FGM
836-016C-FG
836-016M-FG
836-016SC-FG
836-018C-FG
836-018M-FG
836-027SC-FG
836KR-008F-FG
836KR-008M-FG
836KR-010C-FG
836KR-010F-FG
836KR-010M-FG
836KR-012C-FG
836KR-012F-FG
836KR-012M-FG
836KR-014C-FG
836KR-014F-FG
836KR-014M-FG
836KR-014SC-FG
836KR-016C-FG
836KR-016M-FG
836KR-016SC-FG
836KR-018C-FG
837-010C-FG
837-010M-FG
837-012C-FG
837-012F-FG
837-012M-FG
837-012SC-FG
837-014C-FG
837-014C-FGM
837-014F-FG
837-014M-FG
837-014M-FGM
837-014SC-FG
837-016C-FG
837-016M-FG
837-016SC-FG
837-018C-FG
837-018M-FG
837-018SC-FG
837KR-010C-FG
837KR-010F-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

837KR-010M-FG
837KR-012C-FG
837KR-012F-FG
837KR-012M-FG
837KR-012SC-FG
837KR-014C-FG
837KR-014F-FG
837KR-014M-FG
837KR-014SC-FG
837KR-016C-FG
837KR-016F-FG
837KR-016M-FG
837KR-016SC-FG
837KR-018C-FG
837KR-018M-FG
837KR-018SC-FG
837L-010C-FG
837L-010M-FG
837L-012C-FG
837L-012F-FG
837L-012M-FG
837L-014C-FG
837L-014M-FG
837L-014SC-FG
837L-016C-FG
837L-016M-FG
837L-016SC-FG
837L-018C-FG
837L-018M-FG
838-007M-KID
838-007M-KIDL
838-008M-FG
838-009M-FG
838-010C-FG
838-010F-FG
838-010M-FG
838-012C-FG
838-012M-FG
838-012SC-FG
838-014C-FG
838-014M-FG
838-014SC-FG
838L-007M-KID
838L-007M-KIDL
842-012C-FG
842-012M-FG
842-012SC-FG
842-014C-FG

Seite 10 von 38

MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

842-014M-FG
842-014SC-FG
842-018C-FG
842-018M-FG
880-010F-FG
880-010M-FG
880-012C-FG
880-012F-FG
880-012M-FG
880-014C-FG
880-014F-FG
880-014M-FG
880-014SC-FG
880-016C-FG
880-016M-FG
881-010C-FG
881-010F-FG
881-010M-FG
881-012C-FG
881-012F-FG
881-012M-FG
881-012SF-FG
881-014C-FG
881-014F-FG
881-014M-FG
881-014SC-FG
881-014SF-FG
881-016C-FG
881-016F-FG
881-016M-FG
881-016SC-FG
881-018C-FG
881-018F-FG
881-018M-FG
881-018SC-FG
Z801-014C-FG
Z801-014F-FG
Z801-014M-FG
Z801-021C-FG
Z801-021F-FG
Z801-021M-FG
Z801-023C-FG
Z830L-012C-FG
Z830L-012F-FG
Z830L-012M-FG
Z830L-014C-FG
Z830L-014M-FG
Z830L-016C-FG
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MDR Device classifica- If the MDR device is a substi-
tion (as proposed by the tute device, identification of
manufacturer and veri- the corresponding

fied during application MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

Z830L-016M-FG
Z835KR-012C-FG
Z835KR-012M-FG
Z837KR-014C-FG
Z837KR-014M-FG
Z830L-012TC-FG
Z830L-014TC-FG
822-012TSC-FG
830L-012TC-FG
830L-012TSC-FG
830L-014TC-FG
830L-014TSC-FG
830L-016TC-FG
830L-016TSC-FG
830L-018TSC-FG
836-012TSC-FG
836-014TSC-FG
837-012TC-FG
837-012TSC-FG
837-014TC-FG
837-014TSC-FG
837-016TSC-FG
837KR-014TSC-FG
837KR-016TSC-FG
837L-014TSC-FG
842-018TC-FG
881-012TC-FG
881-014TC-FG
836KRS-014C-FG
836KRS-014F-FG
845KRS-017C-FG
845KRS-017F-FG
846KRS-019C-FG
846KRS-019F-FG
846KRS-025C-FG
846KRS-025F-FG
Device 2
++E310DiaDKroCT
Z850-012TC-FG
Z850-016TC-FG
Z863-016TC-FG
Z879-014TC-FG
368-010F-FG
368-010M-FG
368-010SF-FG
368-016C-FG
368-016F-FG
368-016M-FG
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MDR Device classifica- If the MDR device is a substi-
tion (as proposed by the tute device, identification of
manufacturer and veri- the corresponding

fied during application MDD/AIMDD device
review)

Class lla N/A

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

Certification as follows:
Certificate #1

G1 019859 0020 Rev. 02;
NB# 0123



Device name or Basic
UDI-DI (under MDR ap-
plication)

368-016M-RA
368-016SC-FG
368-016SF-FG
368-016UF-FG
368-018C-FG
368-018F-FG
368-018M-FG
368-018SC-FG
368-018SF-FG
368-018UF-FG
368-023C-FG
368-023F-FG
368-023F-FGL
368-023M-FG
368-023M-FGL
368-023SC-FG
368-023SF-FG
368-023SF-FGL
368-023UF-FG
369-025C-FG
369-025F-FG
369-025M-FG
369-025SF-FG
379-009M-KID
379-009M-KIDL
379-012C-FG
379-012F-FG
379-012M-FG
379-012SF-FG
379-014C-FG
379-014F-FG
379-014M-FG
379-014SC-FG
379-014SF-FG
379-016C-FG
379-016F-FG
379-016M-FG
379-016SC-FG
379-016SF-FG
379-016UF-FG
379-018C-FG
379-018F-FG
379-018M-FG
379-018SC-FG
379-018SF-FG
379-018UF-FG
379-023C-FG
379-023F-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

379-023F-FGL
379-023M-FG
379-023M-FGL
379-023SC-FG
379-023SF-FG
379-023SF-FGL
379-023UF-FG
379-029C-FG
379-029F-FG
379-029M-FG
379-029SC-FG
379-029SF-FG
6052-018M-FG
6052-018SC-FG
6052-018C-FG
6053-018C-FG
6053-018SC-FG
6055-018C-FG
6055-018M-FG
6055-018SC-FG
6056-018C-FG
6056-018M-FG
6056-018SC-FG
811-033C-FG
811-033M-FG
811-033SC-FG
811-037C-FG
811-037M-FG
811-037SC-FG
811-047C-FG
811-047TM-FG
811-047SC-FG
815-012M-FG
815-016M-FG
815-018C-FG
815-018M-FG
815-023C-FG
815-027C-FG
815-027M-FG
815-042C-FG
815-042M-FG
817-047C-FG
817-047TM-FG
818-035C-FG
818-035M-FG
818-040C-FG
818-040M-FG
818-050C-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

818-050M-FG
820-040M-FG
820-040SC-FG
820-050M-FG
820-050SC-FG
839-010F-FG
839-010M-FG
839-012F-FG
839-012M-FG
839-014F-FG
839-014M-FG
839-016M-FG
840-010M-FG
840-012M-FG
840-014M-FG
840-016M-FG
844-014F/C-FG
844-016F/C-FG
845-009M-FG
845-010M-FG
845-010M-FGM
845-010M-RA
845-012C-FG
845-012M-FG
845-012M-FGM
845-012M-RA
845-014C-FG
845-014M-FG
845-016C-FG
845-016M-FG

845KR-016C-FG
845KR-016F-FG
845KR-016M-FG
845KR-016SC-FG
845KR-018C-FG
845KR-018F-FG
845KR-018M-FG
845KR-025C-FG
845KR-025F-FG
845KR-025M-FG
845KR-025SF-FG

846-012C-FG
846-012F-FG
846-012M-FG
846-012M-KID
846-014C-FG
846-014M-FG
846-016C-FG
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MDR Device classifica- If the MDR device is a substi-
tion (as proposed by the tute device, identification of
manufacturer and veri- the corresponding

fied during application MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

846-016F-FG
846-016M-FG
846-025C-FG
846-025F-FG
846-025M-FG
846KR-016C-FG
846KR-016F-FG
846KR-016M-FG
846KR-016SC-FG
846KR-018F-FG
846KR-018M-FG
846S-025C-FG
847-010C-FG
847-010F-FG
847-010M-FG
847-010SF-FG
847-012C-FG
847-012F-FG
847-012M-FG
847-012SC-FG
847-014C-FG
847-014F-FG
847-014M-FG
847-014SC-FG
847-016C-FG
847-016C-FGM
847-016F-FG
847-016M-FG
847-016SC-FG
847-016SC-FGM
847-018C-FG
847-018M-FG
847-018SC-FG
847-023C-FG
847-023M-FG
847-023SC-FG
847KR-016C-FG
847KR-016F-FG
847KR-016M-FG
847KR-016SC-FG
847KR-016SC-FGM
847KR-018C-FG
847KR-018F-FG
847KR-018M-FG
847KR-018SC-FG
847KR-023C-FG
847KR-023F-FG
847KR-023M-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

848-010C-FG
848-010F-FG
848-010M-FG
848-010SF-FG
848-012C-FG
848-012F-FG
848-012M-FG
848-012SF-FG
848-014C-FG
848-014F-FG
848-014M-FG
848-014M-FGM
848-014SF-FG
848-016C-FG
848-016F-FG
848-016M-FG
848-016SC-FG
848-016SF-FG
848-018C-FG
848-018F-FG
848-018M-FG
848-018SC-FG
848-023C-FG
848-023M-FG
848-023SC-FG
848L-012M-FG
848L-014C-FG
848L-014F-FG
848L-014M-FG
848L-014SC-FG
848L-016C-FG
848L-016M-FG
848L-016SC-FG
848L-018C-FG
848L-018M-FG
848L-018SC-FG
848L-021M-FG
848L-021SC-FG
848S-016M-FG
849-009C-FG
849-009F-FG
849-009M-FG
849-010C-FG
849-010F-FG
849-010M-FG
849-010SF-FG
849-012C-FG
849-012F-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

849-012M-FG
849-014C-FG
849-016C-FG
849-025C-FG
849-025M-FG
849-025SC-FG
850-010C-FG
850-010F-FG
850-010M-FG
850-010SF-FG
850-012C-FG
850-012F-FG
850-012M-FG
850-012M-RA
850-012SF-FG
850-014C-FG
850-014C-FGM
850-014F-FG
850-014M-FG
850-014SC-FG
850-014SF-FG
850-016C-FG
850-016F-FG
850-016M-FG
850-016SC-FG
850-016SF-FG
850-018C-FG
850-018F-FG
850-018M-FG
850-018SC-FG
850-018SF-FG
850-023C-FG
850-023F-FG
850-023M-FG
850-023SC-FG
850-031C-FG
850-031M-FG
850KR-014M-FG
850KR-014C-FG
850KR-014SC-FG
850KR-018C-FG
850KR-018M-FG
850KR-018M-FGM
850KR-018SC-FG
850L-012C-FG
850L-012F-FG
850L-012M-FG
850L-012SF-FG

Seite 18 von 38

MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

850L-014C-FG
850L-014F-FG
850L-014M-FG
850L-014SC-FG
850L-014SF-FG
850L-016C-FG
850L-016F-FG
850L-016M-FG
850L-016SC-FG
850L-018C-FG
850L-018M-FG
850L-018SC-FG
851-010F-FG
851-010M-FG
851-010SF-FG
851-012C-FG
851-012F-FG
851-012M-FG
851-016C-FG
851-016M-FG
855-012C-FG
855-012C-FGM
855-012F-FG
855-012M-FG
855-012SC-FG
855-014C-FG
855-014F-FG
855-014M-FG
855-014SC-FG
855-014SF-FG
855-016SC-FG
855-018SC-FG
855-025C-FG
855-025M-FG
855-025SC-FG
856-009F-FG
856-009M-FG
856-009SF-FG
856-010F-FG
856-010M-FG
856-010SF-FG
856-012C-FG
856-012C-FGM
856-012F-FG
856-012M-FG
856-012M-FGM
856-012SC-FG
856-012SC-FGM
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

856-012SF-FG
856-014C-FG
856-014C-FGM
856-014F-FG
856-014M-FG
856-014SC-FG
856-014SC-FGM
856-014SF-FG
856-016C-FG
856-016C-FGM
856-016F-FG
856-016M-FG
856-016SC-FG
856-016SC-FGM
856-016SF-FG
856-018C-FG
856-018C-FGM
856-018F-FG
856-018M-FG
856-018SC-FG
856-018SC-FGM
856-021C-FG
856-021F-FG
856-021M-FG
856-021SC-FG
856-021SC-FGM
856-021SF-FG
856-025C-FG
856-025F-FG
856-025M-FG
856-025SC-FG
856-025SC-FGM
856-033SC-FG
856L-014C-FG
856L-014F-FG
856L-014M-FG
856L-014SC-FG
856L-016C-FG
856L-016F-FG
856L-016M-FG
856L-016SC-FG
856L-018C-FG
856L-018F-FG
856L-018M-FG
856L-018SC-FG
856L-020C-FG
856L-020F-FG
856L-020M-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

856L-020SC-FG
857-012C-FG
857-012F-FG
857-012M-FG
857-012SF-FG
857-014C-FG
857-014F-FG
857-014M-FG
857-014SC-FG
857-016C-FG
857-016M-FG
857-016SC-FG
862-009F-FG
862-009M-FG
862-009SF-FG
862-010C-FG
862-010C-FGM
862-010F-FG
862-010M-FG
862-010SF-FG
862-010UF-FG
862-012C-FG
862-012C-FGM
862-012F-FG
862-012M-FG
862-012M-RA
862-012SC-FG
862-012SF-FG
862-012UF-FG
862-014C-FG
862-014C-FGM
862-014F-FG
862-014M-FG
862-014SC-FG
862-014SF-FG
862-014UF-FG
862-016C-FG
862-016F-FG
862-016M-FG
862-016M-FGM
862-016SC-FG
862-016SF-FG
862-018C-FG
862-018M-FG
862-018SC-FG
862-021M-FG
863-010F-FG
863-010M-FG
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

863-010SF-FG
863-010UF-FG
863-012C-FG
863-012C-FGM
863-012F-FG
863-012M-FG
863-012SC-FG
863-012SF-FG
863-012UF-FG
863-014C-FG
863-014F-FG
863-014M-FG
863-014SC-FG
863-014SF-FG
863-016C-FG
863-016F-FG
863-016M-FG
863-016SC-FG
863-016SF-FG
863-018C-FG
863-018F-FG
863-018M-FG
863-018SC-FG
863-021C-FG
863-021M-FG
863-021SC-FG
863L-016C-FG
863L-016M-FG
864-012F-FG
864-012M-FG
864-012SF-FG
864-014C-FG
864-014F-FG
864-014M-FG
864-014SF-FG
864-016C-FG
864-016F-FG
864-016M-FG
864-016SC-FG
864-016SF-FG
864-018C-FG
864-018M-FG
864-018SC-FG
868A-018M-FG
868A-021M-FG
869-014SC-FG
869-016SC-FG
874-009M-FG
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

874K-010M-FG
875-009M-FG
875-010M-FG
875K-012M-FG
876-009F-FG
876-009M-FG
876K-012C-FG
876K-012M-FG
877-009M-FG
877-010F-FG
877-010M-FG
877-012C-FG
877-012F-FG
877-012M-FG
877-018C-FG
877K-012C-FG
877K-012M-FG
877K-014C-FG
877K-014F-FG
877K-014M-FG
877K-014SC-FG
877K-016C-FG
877K-016F-FG
877K-016M-FG
877K-016SC-FG
877K-018C-FG
877K-018SC-FG
878-008F-FG
878-008M-FG
878-009F-FG
878-009M-FG
878-010C-FG
878-010F-FG
878-010M-FG
878-010SF-FG
878-012C-FG
878-012C-FGM
878-012F-FG
878-012F-FGM
878-012M-FG
878-012SC-FG
878-012SF-FG
878-014C-FG
878-014C-FGM
878-014F-FG
878-014F-FGM
878-014M-FG
878-014SC-FG
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-

fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

878-014SF-FG
878-016C-FG
878-016F-FG
878-016M-FG
878-016SC-FG
878-018C-FG
878-018M-FG
878-018SC-FG
878K-012C-FG
878K-012F-FG
878K-012M-FG
878K-012SC-FG
878K-012SF-FG
878K-014C-FG
878K-014F-FG
878K-014M-FG
878K-014SC-FG
878K-016C-FG
878K-016C-FGM
878K-016F-FG
878K-016M-FG
878K-016SC-FG
878K-018C-FG
878K-018F-FG
878K-018M-FG
878K-018SC-FG
878K-021C-FG
878K-021F-FG
878K-021M-FG
878K-021SC-FG
878K-023C-FG
878K-023SC-FG
879-010C-FG
879-010F-FG
879-010M-FG
879-012C-FG
879-012F-FG
879-012M-FG
879-012SC-FG
879-012SF-FG
879-014C-FG
879-014F-FG
879-014M-FG
879-014SC-FG
879-014SF-FG
879-016C-FG
879-016F-FG
879-016M-FG
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

879-016SC-FG
879-016SF-FG
879-018C-FG
879-018F-FG
879-018M-FG
879-018SC-FG
879K-012C-FG
879K-012F-FG
879K-012M-FG
879K-012SC-FG
879K-012SF-FG
879K-014C-FG
879K-014F-FG
879K-014M-FG
879K-014SC-FG
879K-014SF-FG
879K-016C-FG
879K-016F-FG
879K-016M-FG
879K-016M-FGM
879K-016SC-FG
879K-016SF-FG
879K-018C-FG
879K-018F-FG
879K-018M-FG
879K-018SC-FG
879K-021C-FG
879K-021M-FG
879K-021SC-FG
879K-023C-FG
879K-023SC-FG
879L-012C-FG
879L-012F-FG
879L-012M-FG
879L-012SC-FG
879L-014C-FG
879L-014F-FG
879L-014M-FG
879L-014SC-FG
881KS-012SC-FG
881KS-014SC-FG
881KS-015SC-FG
881KS-016SC-FG
882-010C-FG
882-010F-FG
882-010M-FG
882-010SF-FG
882-012C-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

882-012F-FG
882-012M-FG
882-012SF-FG
882-014C-FG
882-014F-FG
882-014M-FG
882-014SC-FG
884-010M-FG
884-012C-FG
884-012F-FG
884-012M-FG
885-008M-FG
885-010F-FG
885-010M-FG
885-012C-FG
885-012C-FGM
885-012F-FG
885-012M-FG
885-012SC-FG
885-014C-FG
885-014F-FG
885-014M-FG
885-014SC-FG
885-016C-FG
885-016M-FG
885-018SC-FG
886-010F-FG
886-010M-FG
886-012C-FG
886-012F-FG
886-012M-FG
886-012SC-FG
886-014C-FG
886-014F-FG
886-014M-FG
886-014SC-FG
886-016C-FG
886-016F-FG
886-016M-FG
886-016SC-FG
886-018C-FG
886-018M-FG
899-021C-FG
899-021F-FG
899-021M-FG
899-021SC-FG
899-021SF-FG
899-027C-FG
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MDR Device classifica- If the MDR device is a substi-
tion (as proposed by the tute device, identification of
manufacturer and veri- the corresponding

fied during application MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

899-027F-FG
899-027M-FG
899-027SC-FG
899-031C-FG
899-031F-FG
899-031M-FG
899-031SC-FG
909-027M-FG
909-037C-FG
909-037C-FGK
909-037M-FG
909-037M-FGK
909-037SC-FG
909-037SC-FGK
909-040C-FG
909-040C-FGK
909-040F-FGK
909-040M-FG
909-040M-FGK
909-040SC-FG
909-040SC-FGK
Z368-020C-FG
Z368-020F-FG
Z368-020M-FG
Z368-023C-FG
Z368-023F-FG
Z379-023C-FG
Z379-023F-FG
Z811-033C-FG
Z845KR-016M-FG
Z845KR-025C-FG
Z846KR-016M-FG
Z847-014C-FG
Z847-016C-FG
Z847KR-016C-FG
Z847KR-018C-FG
Z7848-018C-FG
Z850-012C-FG
Z850-012F-FG
Z850-012M-FG
Z850-014C-FG
Z850-014M-FG
Z850-016C-FG
Z7855-025C-FG
Z7856-014C-FG
Z856-016C-FG
Z7856-018C-FG
7856-021C-FG
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-

fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

Z856L-018C-FG
Z858-014C-FG
7862-014C-FG
Z863-012C-FG
Z863-012F-FG
Z863-012M-FG
Z863-016C-FG
Z863-016F-FG
Z863-016M-FG
Z877K-012C-FG
Z877K-016C-FG
Z877K-016F-FG
Z878-010F-FG
Z878-010M-FG
Z878-012C-FG
Z878-012F-FG
Z878-012M-FG
Z878-014C-FG
Z878-014F-FG
Z878-014M-FG
Z878K-014C-FG
Z878K-014M-FG
Z878K-016C-FG
Z878K-016F-FG
Z878K-016M-FG
Z878K-018C-FG
Z878K-020C-FG
Z878K-022C-FG
Z878K-022F-FG
Z879-012C-FG
Z879-012F-FG
Z879-012M-FG
Z879-014C-FG
Z879-014F-FG
Z879-014M-FG
Z879K-012C-FG
Z879K-012F-FG
Z879K-012M-FG
Z879K-014C-FG
Z879K-014F-FG
Z879K-014M-FG
Z879K-016C-FG
Z879K-016F-FG
Z879K-016M-FG
Z879K-018C-FG
Z880-012C-FG
Z880-012M-FG
Z881-014C-FG
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MDR Device classifica- If the MDR device is a substi-
tion (as proposed by the tute device, identification of
manufacturer and veri- the corresponding

fied during application MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

Z881-014F-FG
7881-014M-FG
7881-016C-FG
Z881-016F-FG
Z909-040C-FG
379-023TSC-FG
811-033TC-FG
811-033TSC-FG
811-037TSC-FG
846-016TSC-FG
846-025TSC-FG

846KR-016TSC-FG

847-014TSC-FG
847-016TSC-FG
847-018TSC-FG

847KR-016TSC-FG

848-016TC-FG
848-016TSC-FG
848-018TSC-FG
848L-014TC-FG
850-012TC-FG
850-014TC-FG
850-014TSC-FG
850-016TC-FG
850-016TSC-FG
850-018TC-FG
850-018TSC-FG
855-014TSC-FG
855-025TSC-FG
856-012TC-FG
856-012TSC-FG
856-014TSC-FG
856-014TSC-FGM
856-016TC-FG
856-016TSC-FG
856-016TSC-FGM
856-018TSC-FG
856-018TSC-FGM
856-025TSC-FG
862-012TSC-FG
862-014TSC-FG
862-016TSC-FG
863-012TSC-FG
863-014TC-FG
863-014TSC-FG
863-016TSC-FG
877K-014TSC-FG
877K-018TSC-FG
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-

fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

878-012TC-FG
878-012TSC-FG
878-014TC-FG
878-014TSC-FG
878-016TSC-FG
878K-014TC-FG
878K-014TSC-FG
878K-016TSC-FG
878K-018TC-FG
878K-018TSC-FG
879-012TC-FG
879-012TSC-FG
879-014TC-FG
879-014TSC-FG
879-016TC-FG
879-016TSC-FG
879K-012TSC-FG
879K-014TC-FG
879K-014TSC-FG
879K-016TC-FG
879K-016TSC-FG
879K-018TC-FG
879K-018TSC-FG
879L-012TSC-FG
879L-014TSC-FG
882-012TC-FG
882-014TC-FG
885-012TSC-FG
886-012TSC-FG
886-014TSC-FG
K369-025F-FG
K369-025SF-FG
K369-025UF-FG
K379L-012F-FGL
K801L-014F-FG
K801L-014SF-FG
K801L-014UF-FG
K802L-021M-FG
K847KR-016F-FG
K847KR-016SF-FG
K847KR-025F-FG
K847KR-025SF-FG
K850-014M-FG
K850-016M-FG
K856-016F-FG
K856-016M-FG
K856-016SF-FG
K856-016UF-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

K859L-010F-FG
K859L-010SF-FG
K859L-010UF-FG
K879-014F-FG
K879-014M-FG
K879-014SF-FG
K879-014UF-FG
K881-012F-FG
K881-012M-FG
K881-016F-FG
K881-016M-FG
K881-016SF-FG
K881-016UF-FG
K882-012M-FG
K899-031M-FG
878KSE-019C-FG
878KSE-019F-FG
878KSE-022C-FG
878KSE-022F-FG
878SE-012C-FG
878SE-012F-FG
878SE-015C-FG
878SE-015F-FG
879KSE-021C-FG
879KSE-021F-FG
879KSE-024C-FG
879KSE-024F-FG
879LSE-014C-FG
879LSE-014F-FG
879SE-012C-FG
879SE-012F-FG
879SE-015C-FG
879SE-015F-FG
997-031M-FG
998-016F-FG
998-016SC-FG
998-021F-FG
998-021SC-FG
998-023F-FG
998-023SC-FG
998-026F-FG
998-026M-FG
999-021F-FG
999-021M-FG
828-026M-FG
828-030M-FG
834-016M-FG
834-021M-FG
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MDR Device classifica- If the MDR device is a substi-
tion (as proposed by the tute device, identification of
manufacturer and veri- the corresponding

fied during application MDD/AIMDD device

w

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-

plication)

834A-031M-FG
834L-027M-FG
834RL-027M-FG
MADCO03-009M-FG
MADCO04-009M-FG
MADCO05-009M-FG
MADCO06-009M-FG
MADCO08-009M-FG
MADC10-009M-FG
MADC15-009M-FG
MADC20-009M-FG
Device 3
++E310DiaDFuell7B
132-008F-FG
132-008SF-FG
133-010F-FG
133-010SF-FG
134-014F-FG
134-014SF-FG
135-014F-FG
135-014SF-FG
247-009F-FG
247-009SF-FG
370-023C-FG
370-023F-FG
370-023SF-FG
390-016C-FG
390-016F-FG
390-016M-FG
390-016SF-FG
392-016F-FG
392-016M-FG
392-016M-FGM
392-016SF-FG
392A-016F-FG
392A-016M-FG
805-008M-FG
805-008M-KID
805-009M-FG
805-010M-FG
805-010M-KID
805-010M-RA
805-012C-FG
805-012M-FG
805-012M-FGM
805-012M-RA
805-014C-FG
805-014F-FG
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Device name or Basic
UDI-DI (under MDR ap-

plication)

805-014M-FG
805-014M-FGM
805-014M-RA
805-014SC-FG
805-016C-FG
805-016F-FG
805-016M-FG
805-016M-RA
805-016SC-FG
805-018C-FG
805-018M-FG
805-018SC-FG
805-021C-FG
805-021M-FG
805-021SC-FG
805-023C-FG
805-023M-FG
807-010M-FG
807-012C-FG
807-012M-FG
807-014C-FG
807-014M-FG
807-016C-FG
807-016M-FG
807-016SC-FG
807-018C-FG
807-018M-FG
807-018SC-FG
807-021C-FG
807-021M-FG
807-023M-FG
807L-018M-FG
808-018C-FG
808-018F-FG
808-018M-FG
808-023C-FG
808-023M-FG
825-018M-FG
825-023M-FG
825-025C-FG
825-025M-FG
825-040C-FG
825-040M-FG
825-050M-FG
833-018F-FG
833-018M-FG
833-018SF-FG
833-021F-FG
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MDR Device classifica- If the MDR device is a substi-

tion (as proposed by the tute device, identification of

manufacturer and veri- the corresponding

review)

fied during application MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

833-021M-FG
833-021SF-FG
833-031F-FG
833-031M-FG
833-031SF-FG
852-007M-KID
852-010F-FG
852-010M-FG
852-010SF-FG
8562-012C-FG
8562-012F-FG
852-012M-FG
852-012SF-FG
8562-012UF-FG
8562-023C-FG
852-023M-FG
852-023SC-FG
8562-037SC-FG
8568-010C-FG
858-010F-FG
858-010M-FG
858-010SF-FG
8568-012C-FG
868-012F-FG
858-012M-FG
858-012SF-FG
8568-014C-FG
858-014C-FGM
858-014F-FG
858-014M-FG
858-014M-FGM
858-014SC-FG
858-014SF-FG
858-014SF-FGM
858-014UF-FG
8568-016C-FG
858-016F-FG
858-016M-FG
858-016SC-FG
858-016SF-FG
858-018C-FG
858-018F-FG
858-018M-FG
858-018SC-FG
859-010C-FG
859-010F-FG
859-010M-FG
859-010SF-FG
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MDR Device classifica-

tion (as proposed by the

manufacturer and veri-
fied during application
review)

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification



Device name or Basic
UDI-DI (under MDR ap-
plication)

859-010UF-FG
859-012C-FG
859-012F-FG
859-012M-FG
859-012M-RA
859-012SF-FG
859-012UF-FG
859-014C-FG
859-014F-FG
859-014M-FG
859-014SF-FG
859-014UF-FG
859-016C-FG
859-016F-FG
859-016M-FG
859-016M-FGM
859-016M-RA
859-016SF-FG
859-016UF-FG
859-018C-FG
859-018F-FG
859-018M-FG
859-018SC-FG
859-018SF-FG
8569-021C-FG
859-021M-FG
859CL-010F-FG
859CL-010M-FG
859L-010F-FG
859L-010M-FG
859L-010SF-FG
859L-010UF-FG
859L-014C-FG
859L-014F-FG
859L-014M-FG
859L-014SF-FG
859L-016C-FG
859L-016F-FG
859L-016M-FG
859L-016SC-FG
859L-016SF-FG
859L-018C-FG
859L-018M-FG
859L-018SC-FG
859L-018SF-FG
860-007M-KID
860-007M-KIDL
860-010C-FG
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Device name or Basic
UDI-DI (under MDR ap-
plication)

860-010F-FG
860-010M-FG
860-010SF-FG
860-012C-FG
860-012C-FGM
860-012F-FG
860-012M-FG
860-012M-RA
860-012SF-FG
860-014C-FG
860-014F-FG
860-014M-FG
860-014SC-FG
860-014SF-FG
860-016C-FG
860-016F-FG
860-016M-FG
861-012C-FG
861-012F-FG
861-012M-FG
861-012SF-FG
861-014C-FG
861-014F-FG
861-014M-FG
861-014SF-FG
861SE-012M-FG
863SE-012M-FG
883-007M-KID
883-007M-KIDL
883-010C-FG
883-010F-FG
883-010M-FG
888-012C-FG
888-012F-FG
888-012M-FG
888-012SF-FG
889-007M-KID
889-007M-KIDL
889-009C-FG
889-009F-FG
889-009M-FG
889-009SF-FG
889-010C-FG
889-010F-FG
889-010M-FG
889-010SC-FG
889-010SF-FG
898-016C-FG
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Device name or Basic
UDI-DI (under MDR ap-
plication)

898-016F-FG
898-016M-FG
970-023F-FGM
970-023M-FGM
972-020F-FGL
972-020SF-FGL
980-027F-FGM
980-027M-FGM
985-031F-FGM
985-031M-FGM
986-026SF-FG
986-026F-FG
986-031SF-FG
986-031F-FG
986-041SF-FG
986-041F-FG
986-041M-FG
858-014TSC-FG
859-018TSC-FG
Device 4

++E310DiaDWurGlaetHS

831-012F-RAL
831-012M-RAL
831-012SF-RAL
831L-012F-RAXL
831L-012M-RAXL
831L-012SF-RAXL
832-014F-RAL
832-014M-RAL
832-014SF-RAL
832L-014F-RAXL
832L-014M-RAXL
832L-014SF-RAXL
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MDR Device classifica-
tion (as proposed by the
manufacturer and veri-
fied during application
review)

Class lla

If the MDR device is a substi-
tute device, identification of
the corresponding
MDD/AIMDD device

N/A

hd

Product Service

MDD/AIMDD Certificate Refer-
ence(s) of the devices under
MDR application, and the NB
Identification

Certification as follows:
Certificate #1

G1 019859 0020 Rev. 02;
NB# 0123
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