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Notified Body Confirmation Letter
Reference: Change Notification MDR Extension V002 — PSE 2126332
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 and (EU)
2017/746 as regards the transitional provisions for certain medical devices and in vitro diagnostic
medical devices.

This letter confirms that, TUV SUD Product Service GmbH, a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 0123 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a
written agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer.
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22089 Hamburg
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The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below, see attachment:

- Table 1 identifies the devices which an MDR application has been received, written agreement
concluded and for which the TUV SUD Product Service GmbH is also responsible for appropri-
ate 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 the TUV SUD Product Service GmbH has not yet taken the responsi-
bility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of 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 with-
drawn, this letter also confirms that:
- the manufacturer signed the written agreement under MDR by the date of MDD/AIMDD certifi-
cate expiry; or
- provided evidence that a competent authority of a Member State had granted a derogation in ac-
cordance with Article 59(1) of the MDR or
- provided evidence that a competent authority of a Member State had granted an exemption from
the applicable conformity assessment procedure in accordance with Article 97(1) of the MDR re-
spectively,

by the 20 Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’'s con-
tinued compliance to the other conditions specified in Article 120.3c of MDR (as amended by EU
2023/607), are shown below:
e 26 May 2026 for Class Ill custom-made implantable devices
e 31 December 2027 for Class Il devices and Class IIb implantable devices excluding Well-estab-
lished technologies (WET - 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 or have a 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)

On behalf of the Notified Body,

TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Health Services
Signatur: /? 9%60«1@” Signatur: h‘(’ﬂ@f‘—]ﬂm
HoyeF Julia (16. Juni 2023 12:59 GMT+2)
E-Mail: Martin.Szepannek@tuvsud.com E-Mail: Julia.Hoyer@tuvsud.com
Martin Szepannek Julia Hoyer

Conformity Assessment Responsible (CARE) Head of Certification Body - Deputy


https://tuev-sued.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAFQ1CRcewmNuyXiK8IgF499ELsCOfysAz
https://tuev-sued.eu1.adobesign.com/verifier?tx=CBJCHBCAABAAFQ1CRcewmNuyXiK8IgF499ELsCOfysAz
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Table 1: Devices covered by this letter and for which the TUV SUD Product Service GmbH is also
responsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective

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

seca 201 /2011717009
seca 201 /2011817009
seca 203 /2031717009

(401203000000000000050QL)

seca 206 / 2061717009
seca 206 / 2061817139

(401203000000000000055QW)

seca 207 / 2071714008
seca 207 / 2071814008
seca 210/2101721004
seca 210/2101821004
seca 416 /4161721009
seca 416 /4161821009
seca 417 /4171721009
seca 417 /4171821009

(401203000000000000031QG)
seca 212 /2121717009
seca 212 /2121817009

(401203000000000000051QN)

seca 213/2131721009
seca 213/2131821009
seca 2131/2131721759
seca 216 /2161814009
seca 217 /2171721009
seca 217 /2171821009
seca 222 /2221714008
seca 222 / 2221814008

(401203000000000000030QE)
seca 220/ 2201714003
seca 220/ 2201814003
seca 223 /2231717998
seca 223 /2231814998
seca 224 | 2241714004

(401203000000000000036QS)

seca 232 n /2321717008
seca 232 /2321817008
seca 233 /2331714004
seca 233 /2331814004

(401203000000000000043QP)

MDR Device classification
(as proposed by the man-
ufacturer and verified at
the pre-/ application
stage)

OON/A

or

Class | devices with a
measuring function

OIN/A
or

Class | devices with a
measuring function

CIN/A
or

X Class | devices with a
measuring function

OIN/A
or

Class | devices with a
measuring function

OIN/A
or

Class | devices with a
measuring function

OON/A
or

Class | devices with a
measuring function

CIN/A
or

Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

N/A

or

[ Identification of the corre-
sponding device under
MDD/AIMDD

X N/A

or

[ Identification of the corre-

sponding device under
MDD/AIMDD

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A

or

[ Identification of the corre-
sponding device under
MDD/AIMDD

N/A

or

MDD/AIMDD Certificate
Reference(s) of the de-
vices under MDR applica-
tion, and the NB Identifica-
tion

O N/A

or

Certification as follows:
G3M 18 03 12163 068;
NB 0123

O N/A
or
X Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

[ N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or

Certification as follows:
G3M 18 03 12163 068;



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

seca 234/ 2341717009
seca 234/ 2341817009

(401203000000000000056QY)

seca 264 / 2641900099
seca 264 / 2641900009
seca 274 / 2741900099
seca 274 / 2741900009

(401203000000000000041QK)

seca 284 / 2841000109
seca 284 / 2841300109
seca 284 /2841310109
seca 285/ 2857000009
seca 285 /2857000199
seca 285/ 2857000289
seca 285/ 2857000649
seca 285/ 2857000669

(401203000000000000057R2)
seca 286 / 2861000009
seca 286 / 2861300009
seca 286 / 2861300209
seca 286 / 2861300909
seca 286 r / 2866900209
seca 287 / 2877000009
seca 287 / 2877000099
seca 287 / 2877000229
seca 287 / 2877000289
seca 287 / 2877000649
seca 287 / 2877000799
seca 287 / 2877000889
seca 287 / 2877000899

(401203000000000000058R4)
seca 310/ 3101017654

(401203000000000000035QQ)

seca 334 / 3341021008
seca 334 / 3341321008
seca 334 /3341321619

(401203000000000000047QX)

seca 333 i /3331021004
seca 333 i /3331021009
seca 333 /3337321009
seca 336 / 3367021008
seca 336 / 3367021098
seca 336 / 3367021223
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MDR Device classification
(as proposed by the man-
ufacturer and verified at
the pre-/ application
stage)

ON/A
or

Class | devices with a
measuring function

LIN/A
or

X Class | devices with a
measuring function

OIN/A
or

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

OON/A
or

Class | devices with a
measuring function

OON/A
or

Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

O Identification of the corre-
sponding device under
MDD/AIMDD

X N/A
or

O Identification of the corre-
sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or

[ Identification of the corre-
sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A

or

-

Product Service

MDD/AIMDD Certificate
Reference(s) of the de-
vices under MDR applica-
tion, and the NB Identifica-
tion

NB 0123

O N/A
or
X Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
X Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
X Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or

Certification as follows:
G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

0 N/A
or

Certification as follows:
G3M 18 03 12163 068;



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

seca 336/ 3367021283
seca 336 / 3367021438
seca 336 / 3367021644
seca 336 / 3367021668
seca 336 / 3367021688
seca 336 i /3367321009
seca 336 i /3367321099
seca 336 /3367321229
seca 336 /3367321289
seca 336 /3367321439
seca 336 i /3367321649
seca 336 /3367321669
seca 336 i /3367321689

(401203000000000000042QM)
seca 374 / 3741021004
seca 374/ 3741321004
seca 376/ 3767021008
seca 376/ 3767021098
seca 376/ 3767021228
seca 376/ 3767021288
seca 376/ 3767021438
seca 376/ 3767021649
seca 376/ 3767021668
seca 376/ 3767021688
seca 376/ 3767021259
seca 376/ 3767021128

(401203000000000000046QV)
seca 384 /3847017009
seca 384 / 3847017099
seca 384 /3847017229
seca 384 / 3847017649
seca 384 / 3847017669
seca 384 /3847017689
seca 384 /3847017259
seca 384 /3847017129
seca 385/ 3857017094
seca 385/3857017124
seca 834 /8347017094

(401203000000000000037QU)
seca 634 /6341321008
seca 634 /6341921024
seca 635/ 6357021004
seca 635 /6357021094
seca 635 /6357021224
seca 635/ 6357021284
seca 635 /6357021649
seca 635 r / 6357021999
seca 644 / 6441021108
seca 644 /6441321108
seca 645 /6457021003
seca 645/ 6457021193
seca 645/ 6457021223
seca 645 /6457021283
seca 645 / 6457021649
seca 656 / 6561321103
seca 657 / 6577021003
seca 657 / 6577021193
seca 657 / 6577021223
seca 657 / 6577021283
seca 657 / 6577021644
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MDR Device classification
(as proposed by the man-
ufacturer and verified at
the pre-/ application
stage)

LIN/A
or

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

-

Product Service

MDD/AIMDD Certificate
Reference(s) of the de-
vices under MDR applica-
tion, and the NB Identifica-
tion

NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123



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

seca 657 r /6577921193
seca 664 / 6641321103
seca 665 / 6657021003
seca 665/ 6657021193
seca 665 / 6657021223
seca 665 / 6657021283
seca 665 / 6657021433
seca 665 / 6657021644
seca 667 / 6677021619
seca 667 / 6677021629
seca 667 / 6677021759
seca 674 /6741321103
seca 675/ 6757021003
seca 675/ 6757021193
seca 675/ 6757021223
seca 675/6757021283
seca 675/ 6757021433
seca 675/ 6757021644
seca 676 /6761021108
seca 676 /6761321108
seca 676 r / 6761321994
seca 677 /6777021008
seca 677 /6777021198
seca 677 /6777021228
seca 677 /6777021288
seca 677 /6777021438
seca 677 /6777021644
seca 677 r /6777021994
seca 684 /6841321107
seca 684 r / 6841321994
seca 685 /6857021003
seca 685 /6857021193
seca 685 /6857021223
seca 685 /6857021283
seca 685/ 6857021644
seca 685 r / 6857021994

(401203000000000000039QY)
seca 700 s / 7001321993
seca 700 s / 7001121993
seca 700 s / 7001021993
seca 700 s / 7001021933
seca 711 s /7117021998

(401203000000000000060QP)

seca 700/ 7001321008
seca 700/ 7001121008
seca 700/ 7001021658
seca 700/ 7001021008
seca 711 /7117021004

(401203000000000000028QT)

seca 703 s / 7031021997
seca 703 s / 7031321997
seca 703 s / 7037821004
seca 704 s / 7047721093
seca 704 s/ 7047721123

(401203000000000000061QR)

seca 703 /7031321007
seca 704 / 7047021008
seca 704 / 7047021098
seca 704 / 7047021228
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MDR Device classification
(as proposed by the man-
ufacturer and verified at
the pre-/ application
stage)

ON/A
or

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

OON/A
or

Class | devices with a
measuring function

OON/A

or

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

N/A
or

[ Identification of the corre-
sponding device under
MDD/AIMDD

N/A
or

[ Identification of the corre-
sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A

or

-

Product Service

MDD/AIMDD Certificate
Reference(s) of the de-
vices under MDR applica-
tion, and the NB Identifica-
tion

O N/A
or

Certification as follows:
G3M 18 03 12163 068;
NB 0123

O N/A
or

Certification as follows:
G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A

or



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

seca 704 / 7047021288
seca 704 / 7047021438
seca 704 / 7047021649
seca 704 / 7047021668
seca 704 / 7047021688
seca 704 r / 7047021999
seca 704 r / 7047921129
seca 704 / 7047021259
seca 704 / 7047021128

(401203000000000000038QW)
seca 725/ 7251021004
seca 725/ 7251021654
seca 725/ 7251021944
seca 745/ 7457021004

(401203000000000000027QR)

seca 755/ 7551021004
seca 755/ 7551321004
seca 755/ 7551421004
seca 756 / 7567021004
seca 786 / 7862021004

(401203000000000000053QS)
seca 755 s / 7551021998
seca 755 s / 7551321998
seca 756 s / 7567021998
seca 786 s / 7862021998

(401203000000000000063QV)

seca 727 /7271321868
seca 757 / 7577021008
seca 757 / 7577021124
seca 757 / 7577021228
seca 757 / 7577021288
seca 757 / 7577021434
seca 757 / 7577021644
seca 757 / 7577021664
seca 757 / 7577021698

(401203000000000000048Q2Z)
seca 750/ 7501017008
seca 750/ 7501019008
seca 750/ 7501119008
seca 750/ 7501319003
seca 760/ 7601019004
seca 760 / 7601025004
seca 760/ 7601026008
seca 760/ 7601028008
seca 760/ 7601029008
seca 760/ 7601419004
seca 760/ 7601425004
seca 760/ 7601426004
seca 760/ 7601428004
seca 760/ 7601429004
seca 761/ 7617019008
seca 761/ 7617019128
seca 762/ 7621019008
seca 762/ 7621319004
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MDR Device classification
(as proposed by the man-
ufacturer and verified at
the pre-/ application
stage)

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

LIN/A
or

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

ON/A
or

Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

O Identification of the corre-
sponding device under
MDD/AIMDD

X N/A
or

[ Identification of the corre-
sponding device under
MDD/AIMDD

N/A
or

[ Identification of the corre-
sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

-

Product Service

MDD/AIMDD Certificate
Reference(s) of the de-
vices under MDR applica-
tion, and the NB Identifica-
tion

X Certification as follows:
G3M 18 03 12163 068;

NB 0123

O N/A
or

Certification as follows:
G3M 18 03 12163 068;
NB 0123

O N/A

or

Certification as follows:
G3M 18 03 12163 068;
NB 0123

O N/A

or

Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123



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

(401203000000000000054QU)
seca 769 / 7691321004
seca 799 / 7997021009
seca 799/ 7997021099
seca 799/ 7997021229
seca 799/ 7997021289
seca 799/ 7997021439
seca 799/ 7997021649
seca 799/ 7997021669
seca 799/ 7997021689
seca 799/ 7997021259
seca 799/ 7997021129

(401203000000000000052Q0Q)
seca 769 s / 7691321998
seca 799 s / 7997021304

(401203000000000000062QT)

seca 777/ 7771721004
seca 777/ 7771821004
seca 787 / 7871721004
seca 787 / 7871821004
seca 797 / 7971721004
seca 797 /

7971821004
(401203000000000000059R6)
seca 869 /8691021004
seca 869 /8691321004
seca 874 /8741021653
seca 874 /8741021714
seca 874 /8741321009
seca 874 dr / 8741341109
seca 874 dr / 8741341259
seca 874 dr / 8741341389
seca 874 dr / 8741341399
seca 874 dr / 8742721654
seca 875/8757021124
seca 875/ 8757021289
seca 875/ 8757021094
seca 876 /8761321004
seca 877 /8777021004
seca 877 /8777021094
seca 877 /8777021224
seca 877 /8777021434
seca 877 /8777021649
seca 877 /8777021664
seca 877 /8777021684
seca 877 /8777021259
seca 877 /8777021124
seca 878 /8787021009
seca 878 /8787021099
seca 878 /8787021229
seca 878/ 8787021649
seca 878 /8787021129
seca 878 dr / 8787041009
seca 878 dr / 8787041019
seca 878 dr / 8787041099
seca 878 dr /8787041119
seca 878 dr / 8787041219
seca 878 dr / 8787041229
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MDR Device classification
(as proposed by the man-
ufacturer and verified at
the pre-/ application
stage)

CON/A

or

Class | devices with a
measuring function

OIN/A
or

Class | devices with a
measuring function

LIN/A
or

X Class | devices with a
measuring function

OIN/A
or

Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[0 Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or

[ Identification of the corre-
sponding device under
MDD/AIMDD

N/A

or

O Identification of the corre-
sponding device under

MDD/AIMDD

N/A

or

[ Identification of the corre-

sponding device under
MDD/AIMDD

il

Product Service

MDD/AIMDD Certificate
Reference(s) of the de-
vices under MDR applica-
tion, and the NB Identifica-
tion

O N/A
or
X Certification as follows:

G3M 18 03 12163 068;
NB 0123

0 N/A
or

X Certification as follows:
G3M 18 03 12163 068;
NB 0123

O N/A

or

Certification as follows:
G3M 18 03 12163 068;
NB 0123

O N/A

or

Certification as follows:

G3M 18 03 12163 068;
NB 0123



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

seca 878 dr / 8787041259
seca 878 dr / 8787041289
seca 878 dr / 8787041319
seca 878 dr / 8787041389
seca 878 dr / 8787041419
seca 878 dr / 8787041429
seca 878 dr / 8787041439
seca 878 dr / 8787041649
seca 878 dr / 8787041669
seca 878 dr / 8787041689
seca 878 dr / 8787041699
seca 878 dr / 8787041129
seca 899 /8997021004
seca 899 /8997021094
seca 899 /8997021224
seca 899 /8997021284
seca 899/ 8997021649
seca 899 /8787041129

(401203000000000000029QV)
seca 954 / 9541309007
seca 954 r / 9541309997
seca 955/ 9557021124
seca 955/ 9557021124
seca 957 / 9577021094
seca 957 / 9577021004
seca 957 / 9577021759
seca 959/ 9597021002
seca 959 / 9597021092
seca 959/ 9597021226
seca 959/ 9597021286
seca 959/ 9597021439
seca 959/ 9597021649
seca 959/ 9597021669
seca 959 / 9597021689
seca 959 / 9597021929
seca 959 r / 9597921929

(401203000000000000049R3)
seca 952/ 9521309009
seca 956 / 9567021009
seca 956 / 9567021099
seca 956 / 9567021229
seca 956 / 9567021289
seca 956 / 9567021439
seca 956 / 9567021649
seca 956 / 9567021669
seca 956 / 9567021689
seca 956 / 9567021259
seca 956 / 9567021129

(401203000000000000040QH)
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MDR Device classification
(as proposed by the man-
ufacturer and verified at
the pre-/ application
stage)

CIN/A
or

Class | devices with a
measuring function

OIN/A
or

Class | devices with a
measuring function

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A
or
[ Identification of the corre-

sponding device under
MDD/AIMDD

N/A
or
O Identification of the corre-

sponding device under
MDD/AIMDD

Product Service

MDD/AIMDD Certificate
Reference(s) of the de-
vices under MDR applica-
tion, and the NB Identifica-
tion

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123

O N/A
or
Certification as follows:

G3M 18 03 12163 068;
NB 0123
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Product Service

Table 2: Devices covered by this letter and for which the TUV SUD Product Service GmbH is NOT
responsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective:

Device name or Basic UDI-
DI (under MDR application)

N/A; all devices in scope
are subject to Table 1.

MDR Device classification

(as proposed by the manu-
facturer and verified at the
pre-/ application stage)

X N/A

or

O Class Il

O Class llb implantable non-
WET device

O Class llb excluding Class
IIb implantable non-WET

O Class lla

[ Class | devices placed on
the market in sterile condition
O Class | devices with a
measuring function

[ Class | devices that qualify
as re-usable surgical instru-
ments

O Class lll implantable cus-
tom-made device

Confirmation Letter Version History

Date

2023-05-16
2023-06-16

NB internal reference tracea-
ble to each version of the
letter

2126332

2126332

If the MDR device is a sub-
stitute device, identifica-
tion of the corresponding
MDD/AIMDD device

X N/A

or

[0 Identification of the corre-
sponding device under
MDD/AIMDD:

Action

Initial letter

MDD/AIMDD Certificate
Reference(s) of the devices
under MDR application,
and the NB Identification
N/A

or

I Certification as follows:
Certificate #:
Certificate #:

or

O N/A - Device did not re-
quire a Notified Body certifi-
cate under Directives

or

[0 Evidence that a competent
authority of a Member State
had granted acc. MDR,
Art.59 (1) or Art.97 (1)
Evidence #1; CA#

Evidence #2; CA#

Typo corrections, Clustering according to BUDI-DI; update

acc. latest template
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ZERTIFIKAT ¢ CERTIFICATE ¢

EC Certificate

Product Quality Assurance System

Directive 93/42/EEC on Medical Devices (MDD), Annex Vi
{Devices in Class | with measuring function)

No. G3M 18 03 12163 068

Manufacturer: seca gmbh & co. kg
Hammer Steindamm 3-25
22089 Hamburg
GERMANY

Facility(ies): seca gmbh & co. kg
Hammer Steindamm 3-25, 22089 Hamburg, GERMANY

Product Medical scales, measuring devices for
Category(ies): determination of body length and circumference
as well as blood pressure meter

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for final inspection and test of the
respective devices / device categories in accordance with MDD Annex VI. This quality assurance
system covers those aspects of manufacture concerned with the metrological requirements of
the respective devices / device categories and conforms to the requirements of this Directive. It
is subject to periodical surveillance. See also notes overleaf.

Report no.: 713128921
Valid from: 2018-05-10
Valid until: 2023-05-09

Date, 2018-05-03 ;

Stefan Preil3

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

Page 1 of 1

TUV SUD Product Service GmbH - Zertifizierstelle - RidlerstraRe 65 - 80339 Miinchen - Germany v
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Konformitatsbewertungsstelle

Zertifikat

Certificate

Uber die Anerkennung eines Qualitdtssicherungssystems

Ausgestellt fur:
Issued to:

gemal:
In accordance with:

MessgroRe It. Mess

EV§1:

Measurand acc. to Measures and

Verification Ordinance, s

ection 1:

Nr. des Zertifikats:

Certificate No.:

Giiltig bis:
Valid until:

Anzahl der Seiten:

Number of pages:

Geschaftszeichen:

Reference No.:

Nr. der Stelle:
Body No.:

Im Auftrag
On behalf of PTB

y»

Anna Pfaff

4

on the approval of a quality system

seca gmbh & co. kg
Hammer Steindamm 3-25
22089 Hamburg

Mess- und Eichverordnung vom 11. Dezember 2014 (MessEV)
Measures and Verification Ordinance dated 11 December 2014 (MessEV)

in Verbindung mit

in connection with

- Richtlinie 2014/31/EU vom 26. Februar 2014 (NAWID)
- Directive 2014/31/EU of 26 February 2014 (NAWID)

Masse
Mass

DE-M-AQ-PTB123, Revision 4

26.08.2027

PTB-9.22-4118711

0102

Braunschwelg, 27 08 2024

Siegel
Seal
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Zertifikatsgeschichte
History of the Certificate

Zertifikats-Ausgabe Datum Anderungen
Issue of the Certificate Date Modifications
DE-M-AQ-PTB123 20.04.2016 Erstbescheinigung

Initial certificate

(bislang Zertifikat mit der Registrier-Nr. 01.02-05
der Hessischen Eichdirektion),

Umstellung von 2009/23/EG auf 2014/31/EU

(up to now, certificate no. 01.02-05, Hessische
Eichdirektion), change from 2009/23/EC to 2014/31/EU

DE-M-AQ-PTB123, Revision 1 27.08.2018 1. Reanerkennung,

Verlangerung der Giiltigkeit um 3 Jahre
1%t reapproval, prolongation for another 3 years

DE-M-AQ-PTB123, Revision 2 18.11.2020 Revision, Ergdnzung Standort Pinghu/ China
Revision, completion site Pinghu/ China
DE-M-AQ-PTB123, Revision 3 27.08.2021 2. Reanerkennung,

Streichung Standort Hangzhou/ China,

Verlangerung der Giiltigkeit um 3 Jahre
2" reapproval, prolongation for another 3 years
DE-M-AQ-PTB123, Revision 4 27.08.2024 | 3. Reanerkennung,

Verlédngerung der Giiltigkeit um 3 Jahre
3™ reapproval, prolongation for another 3 years

Diese Revision 4 ersetzt die Revision 3 des Zertifikats Nr. DE-M-AQ-PTB123 vom 27.08.2021,
Geschéaftszeichen PTB-9.22-4104562.

This Revision 4 replaces Revision 3 to Certificate No. DE-M-AQ-PTB123 dated 27.08.2021,
Reference No. PTB-9.22-4104562

Vorbemerkungen
Preliminary remarks

Die Konformitatsbewertungsstelle der Physikalisch-Technischen Bundesanstalt (PTB) bescheinigt
mit diesem Zertifikat, dass das Qualitatssicherungssystem in dem in diesem Zertifikat genannten
Geltungsbereich den folgenden Anforderungen entspricht:

By means of this certificate, the Conformity Assessment Body of the Physikalisch-Technische Bundesanstalt (PTB) certi-
fies that the Quality System complies - within the scope of validity specified in this Certificate - with the following require-
ments:

« Anhang Il Modul D der Richtlinie 2014/31/EU des Europaischen Parlaments und des Rates
vom 26. Februar 2014 zur Angleichung der Rechtsvorschriften der Mitgliedstaaten betreffend
die Bereitstellung nichtselbsttétiger Waagen auf dem Markt (ABI L 96 S. 107) in der derzeit
geltenden Fassung, Abs. 2.3.2.

Annex Il Module D of Directive 2014/31/EU of the European Parliament and of the Council of 26 February 2014 on

the harmonisation of the laws of the Member States relating to the making available on the market of non-automatic
weighing instruments (OJ L 96 p. 107) in the currently valid version, para. 2.3.2.
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« Anhang Il Modul D1 der Richtlinie 2014/31/EU des Europaischen Parlaments und des Rates
vom 26. Februar 2014 zur Angleichung der Rechtsvorschriften der Mitgliedstaaten betreffend
die Bereitstellung nichtselbsttatiger Waagen auf dem Markt (ABI L 96 S. 107) in der derzeit
geltenden Fassung, Abs. 3.5.2.

Annex Il Module D1 of Directive 2014/31/EU of the European Parliament and of the Council of 26 February 2014

on the harmonisation of the laws of the Member States relating to the making available on the market of non-
automatic weighing instruments (OJ L 96 p. 107) in the currently valid version, para. 3.5.2.

Der Zertifikatsinhaber ist berechtigt, die Kennzeichnung fiir die im Geltungsbereich dieses aner-
kannten Qualitatssicherungssystems gefertigten Messgerate mit der PTB-Kennnummer 0102 zu
versehen. Die Bewertung basiert auf einer Begutachtung der eingereichten Dokumente und ei-
nem Audit im Unternehmen. Das Qualitétssicherungssystem unterliegt der laufenden Uberwa-
chung der Konformitatsbewertungsstelle.

The owner of this certificate is entitled to provide the marking of the measuring instruments which have been produced
within the scope of validity of this approved Quality System with the PTB identification number 0102. The assessment is
based on an evaluation of the submitted documents and on an audit on site. The quality system is subject to permanent
surveillance by the Conformity Assessment Body.

Standorte und Geratearten

Sites and kinds of instruments

Standort 1: seca gmbh & co.kg
Site 1: Hammer Steindamm 3-25
22089 Hamburg, Deutschland

Messgerétearten: EU-Waagen - nichtselbsttéatig, elektromechanische Waagen
Kinds of measuring instruments: EU-weighing instruments — non-automatic electromechanical weighing
instruments
Standort 2: seca Medical Measuring Systems (pinghu) co. Itd.
Site 2: Xin Xing Er Rd. No. 1299,

Pinghu Economic Development Zone
Pinghu, Zhejiang, China

Messgeratearten: EU-Waagen - nichtselbsttéatig, elektromechanische Waagen
Kinds of measuring instruments: EU weighing instruments, non-automatic, electromechanical instruments

EU-Waagen - nichtselbsttatig, mechanische Waagen
EU weighing instruments, non-automatic mechanical instruments

Die Konformitatsbewertungsstelle fuhrt eine Liste der von diesem Zertifikat abgedeckten Messgeratetypen.
Die Liste wird laufend aktualisiert und dem Inhaber des Zertifikats zugeschickt.

The Conformity Assessment Body maintains a list of the measuring instrument types covered by this Certificate. This list
will be kept up to date and sent to the owner of the Certificate.

PTB | Physikalisch-Technische Bundesanstalt | Nationales Metrologieinstitut Konformitatsbewertungsstelle
PTB /Physikalisch-Technische Bundesanstalt /| National Metrology Institute Conformity Assessment Body

Bundesallee 100 ¢ 38116 Braunschweig * DEUTSCHLAND
Abbestrale 2-12 « 10587 Berlin « DEUTSCHLAND
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EU-Baumusterprifbescheinigung

Ausgestellt fur:
Issued to:

geman:
In accordance with:

Gerateart:
Type of instrument:

Typbezeichnung:
Type designation:

Nr. der Bescheinigung:

Certificate No.:

Giltig bis:
Valid until:

Anzahl der Seiten:
Number of pages:

Geschaftszeichen:
Reference No.:

Notifizierte Stelle:
Notified Body:

Zertifizierung:
Certification: )

Im Auftra
On alf of PTB

,)
A

Dr. Oll}/ér Mack

EU Type-examination Certificate

seca gmbh & co. kg
Hammer Steindamm 3-25
22089 Hamburg

Anhang |l Modul B der Richtlinie 2014/31/EU des Europdaischen
Parlaments und des Rates vom 26. Februar 2014 zur Angleichung der
Rechtsvorschriften der Mitgliedstaaten betreffend die Bereitstellung

nichtselbsttatiger Waagen auf dem Markt.

Annex Il Module B of the Directive 2014/31/EU of the European Parliament and of the
Council of 26 February 2014 on the harmonisation of the laws of the Member States
relating to the making available on the market of non-automatic weighing instruments.

Nichtselbsttatige elektromechanische Waage mit oder ohne Hebelwerk
Non-automatic electromechanical weighing instrument with or without lever
system

COSO03A, COS03B, FLS01A - FLS01G
DE-17-NAWID-PTB009

20.11.2027

13

PTB-1.12-4086484

0102

Braunschweig, 21.11.2017 Bewertung:

Evaluation:
Siegel TSt Im Auftrag

Seal \\ on beha/f/oyf
BN 2.8\ ///\
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Zertifikatsgeschichte
History of the Certificate

Zertifikats-Ausgabe Datum Anderungen

Issue of the Certificate Date Modifications

DE-17-NAWID-PTB009 21.11.2017 |Erstbescheinigung
Initial certificate

Ergebnisse der Priifung
Conclusions of the examination

Fur die in dieser Bescheinigung genannten Geréate gelten die wesentlichen Anforderungen ge-
ma&l Anhang | der Richtlinie 2014/31/EU des Europaischen Parlaments und des Rates vom 26.
Februar 2014 zur Angleichung der Rechtsvorschriften der Mitgliedstaaten betreffend die
Bereitstellung nichtselbsttatiger Waagen auf dem Markt (ABI. L 96 S. 107), zuletzt geéndert durch
Berichtigung vom 20.01.2016 (ABI. L 13 S. 61), in Verbindung mit § 6 des Mess- und Eichgeset-
zes vom 25.07.2013 (BGBI. | S. 2722), zuletzt gedndert durch Artikel 1 des Gesetzes vom
11.04.2016 (BGBI. | S. 718), und § 8 der Mess- und Eichverordnung vom 11.12.2014 (BGBI. | S.
2010), zuletzt geéndert durch Artikel 1 der Verordnung vom 10.08.2017 (BGBI. | S. 3098).

For the instruments mentioned in this Certificate, the essential requirements according to Annex | of Directive
2014/31/EU of the European Parliament and of the Council of 26 February 2014 on the harmonisation of the laws of the
Member States relating to the making available on the market of non-automatic weighing instruments (OJ L96 S. 107),
last amended by Corrigendum of 20.01.2016 (OJ L 13 p. 61), in connection with Section 6 of the Measures and Verifi-
cation Act of 25.07.2013 (Federal Law Gazette — BGBI. I, p. 2722), last amended by article 1 of the Act of 11.04.2016
(BGBI. | p. 718), and Section 8 of the Measures and Verification Ordinance of 11.12.2014 (Federal Law Gazette —
BGBI. I, p. 2010), last amended by article 1 of the Ordinance of 10.08.2017 (BGBI. | p. 3098), apply

Fur die Gerate werden folgende harmonisierte Normen bzw. normative Dokumente angewendet:
For the instruments, the following harmonized standards or normative documents will be applied:

- EN45501:2015 Metrologische Aspekte der nichtselbsttatigen Waagen; Deut-
sche Fassung DIN EN 45501:2016-10
EN 45501:2015 Metrological aspects of non-automatic weighing instruments; German ver-

sion DIN EN 45501:2016-10

Ggf. vorhandene Abweichungen von den harmonisierten Normen bzw. normativen Dokumenten

sind in Abschnitt 1.5 festgelegt.
Potential deviations from harmonized standards or normative documents are specified in paragraph 1.5.

Der nachfolgend beschriebene technische Entwurf des Messgeréts entspricht den o. g. wesentli-
chen Anforderungen. Mit dieser Bescheinigung ist die Berechtigung verbunden, die in Uberein-
stimmung mit dieser Bescheinigung gefertigten Gerate mit der Nummer dieser Bescheinigung zu

versehen.

Conclusions of the examination: The measuring instrument'’s technical design which is described below complies with
the above-mentioned essential requirements. With this Certificate, permission is given to attach the number of this
Certificate to the instruments that have been manufactured in compliance with this Certificate.
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Die Gerdte miissen folgenden Festlegungen entsprechen:
The instruments must meet the following provisions:

1 Bauartbeschreibung
Design of the instrument
Nichtselbsttatige elektromechanische Waage, Typ COS03... / FLS01..., ausgefuhrt als:

Non-automatic electromechanical weighing instrument, of type COS03... /FLS01..., designed as:

- Ohne Hebelwerk
- without a lever system

Zusétzliche kommerzielle Modellbezeichnungen der Waage sind zuléssig.
Further commercial model designations of the weighing instrument are allowed.

1.1 Aufbau

Construction

Die Waage ist kompakt aufgebaut.
The weighing instrument is compactly constructed.

Folgende Varianten der Waage sind zulassig:
Following variants of the weighing instrument are permitted:

Variante Beschreibung Abbildung

Variant Description Figure

Séaulenwaage mit Bedien- und Anzeigeeinheit
COSO03A montiert auf hifthoher, trennbarer Saule am Un-

COS03B tergestell 4

Column scale with control- and display unit mounted on
waist-high, separable column attached to the base frame.

Kompakte Flachwaage ohne Erschutterungs-
FLSO1A schalter mit zwei Anzeigen. Nebenanzeige aus
FLS01C Sicht des Benutzers um 180° gedreht 2
Compact floor scale without trembler switch, with two dis-
plays. Additional display is turned by 180° from user’s sight.

Flachwaage mit Kabelfernbedienung und - anzei-
ge (Bedienelemente und Anzeige im Extragehau-

FLS01B se mit Kabelldnge < 3 m) 1
FLSO1F Compact floor scale with cable remote and cable display
(operating elements and display in additional case with cable
length <3 m)
FLS01D Kompakte Flachwaage mit Erschutterungsschal-
FLSO1E ter 3

FLS01G Compact floor scale with trembler switch
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1.2 Messwertaufnehmer

1.3

1.4

1.5

Measuring sensor

Folgende Messverfahren und -wertaufnehmer sind zuléssig:
Following measuring methods and measuring sensors are permitted.:

Typ Beschreibung Abbildung
Type Description Figure
COS03A ; ;
COS03B Dehnungsmessstreifenwagezelle .
FLSO1A - FLS01G Strain gauge load cell

Messwertverarbeitung

Measurement value processing

Die A/D-Wandlung, Skalierung, Ermittlung des Wagewertes sowie die weitere Datenver-

arbeitung und Bedienung der Waage erfolgt durch eine integrierte Auswerteelektronik.
The A/D-conversion, scaling, determination of the weight value as well as the following data processing and
operation of the weighing instrument is performed by integrated analysis electronics.

Messwertanzeige
Indication of the measurement results

Die Hauptanzeige ist wie folgt ausgefihrt:
The primary display is implemented as follows:

Variante Art der Anzeige Abbildung
Variant Kind of indication Figure
COs0aA 7-Segment-Anzeige

COS03B 7-segment-display -
FLSO1A - FLS01G

Einrichtungen und Funktionen, die der Richtlinie unterliegen
Equipment and functions subject to the directive

Bezug auf
Reference to

EN 45501:2015

Nivelliereinrichtung

Leveling device T.2.7.1 b
Selbsttatige Nullstelleinrichtung T2723 .
Automatic zero-setting device T
Einschaltnulistelleinrichtung T2724 .

Initial zero-setting device
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Bezug auf
Reference to

EN 45501:2015

Nullnachfiihreinrichtung T273 .
Zero-tracking device e
Halbselbsttatige subtraktive Taraeinrichtung T274 2

Semi-automatic subtractive tare device

Taraausgleichseinrichtung T2741 R
Tare-balancing device R

Mehrteilungswaage T326 5
Multi-interval instrument T

Mehrbereichswaage
Multiple range instrument T.3.2.7 o

Halbselbsttatige Kennwert-Justiereinrichtung 4125 .
Semi-automatic span adjustment device

Einrichtung zur Kompensation des Einflusses von Schwerkraf-
tédnderung 4.1.26 °
Device for compensating the effects of gravity variations

Prufeinrichtung zur Erkennung bedeutender Stérungen 52 i
Checking facilities for detecting significant faults '
° Immer vorhanden / Always present.
o Optional vorhanden / Optionally present.

1.6 Technische Unterlagen
Technical documents

Die zu diesem Zertifikat gehérenden technischen Unterlagen sind im zugehérigen Zertifi-
zierungs-Dokumentensatz in der PTB hinterlegt. Das Inhaltsverzeichnis des Zertifizie-

rungs-Dokumentensatzes wurde dem Inhaber des Zertifikats zugeschickt.

The technical documents relating to this Certificate are deposited in the respective Set of Certification Docu-
ments at PTB. The Table of Contents of the Set of Certification Documents was sent to the owner of the Certif-
icate.

1.7 Integrierte Einrichtungen und Funktionen, die nicht der Richtlinie

unterliegen
Integrated equipment and functions not subject to the directive

Nicht Gegenstand dieser Bescheinigung.
Not topic of this certificate.
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2 Technische Daten
Technical data
Variante Einbereichs-
Variant Mehrbereichswaage waage
Multiple range instrument Single range
instrument
Ausflihrung COS03A | COS03B FLSO1E
Model
Genauigkeitsklasse
Accuracy class @ a @
Mindestlast Min (Min; | Miny) kg 2|4 1]2 4
Minimum load Min (Miny | Minz)
Hochstlast Max (Max+ | Maxz)
Maximum capacity Max (Max1 | Maxz) kg 120/].200 100 | 200, o
Eichwert & (e1 | &) kg 0,110,2 0,1]0,2 0,2
Scale interval e (e1] e2)
Anzahl n der Teilungswerte L L 1000
Number n of scale intervals
Anzahl n; der Teilungswerte 1500 | 1000 | 1000 | 1000 L
Number n; of scale intervals
Taraausgleichsbereich(subtraktiv) | , Max 100% 100% L
Tare-balancing range (subtractive) © °

" Fur jeden Bereich bei Ein- und Mehrbereichswaagen
For each range of single- and multiple range instruments.

Variante
Variant

Mehrteilungswaage

Multi-interval instrument

Ausfiihrung
Model

FLSO1A,

FLso1D | FLS

01B | k150

FLS01C,

FLSO1F

1G

Genauigkeitsklasse
Accuracy class

am

a

Mindestlast Min
Minimum load Min

kg

2

Hochstlast Max (Max+ / Maxz)
Maximum capacity Max (Max1/ Max2z)

kg

1507200

100 /200

Eichwert e (e1/ e3)
Scale interval e (e1/e2)

kg

0,1/0,2

0,1/0,2

Anzahl n; der Teilungswerte
Number ni of scale intervals

1500/ 1000

1000/ 1000

Taraausgleichsbereich(subtraktiv)
Tare-balancing range (subtractive)

Maxz

Maxz
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Spannungsversorgung 12V DC,05A

Power supply voltage

6 Batterien Typ AA, 1,5V

2.1 Nennbetriebsbedingungen
Rated operating conditions

Umgebungsbedingungen und EinflussgréRen:
Environmental conditions and influence factors:

Temperaturbereich +10 °C / +40°C
Temperature range

Feuchtigkeit bis 85 % bei 40 °C, nicht betauend
Humidity up to 85 % at 40 °C, not condensing
Mechanisch Nicht anwendbar
Mechanical Not applicable
Elektromagnetisch E2 (gemaR OIML D11)
Electromagnetic E2 (according to OIML D11

2.2 Sonstige Betriebsbedingungen
Other operating conditions

Keine
None

3 Schnittstellen und Kompatibilitatsbedingungen

Interfaces and compatibility conditions

3.1 Schnittstellen

Interfaces

Schnittstelle
Interface

I12C-Schnittstelle R
[?C-interface

° Immer vorhanden / Always present
o Optional vorhanden / Optionally present
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3.2 Kompatibilitatsbedingungen
Compatibility conditions

Bedingungen zum Anschluss von richtlinienrelevanten Einrichtungen
Conditions for connecting devices with regard to the Directive

AnschlieBbare Einrichtungen mit Prifschein oder Baueinheiten-Zertifikat @
Connectable devices with test certificate or parts certificate @

AnschlieBbare Einrichtungen ohne Prifschein oder Baueinheiten-Zertifikat ®
Connectable devices without test certificate or parts certificate ©

- nicht vorhanden / not present

3 Der Prifschein oder das Baueinheiten-Zertifikat muss von einer benannten Stelle im

Sinne der Richtlinie ausgestellt sein.
The test certificate or parts certificate must be issued by a notified body within the meaning of directive.

®’ Wenn die Voraussetzungen gemaR WELMEC-Leitfaden 2.5 (2000), Abschnitt 3.3 erfullt

sind.
If the requirements according to WELMEC Guide 2.5 (2000) sect. 3.3 are fulfilled.

4 Anforderungen an Produktion, Inbetriebnahme und Verwendung
Requirements on production, putting into use and utilisation

4.1 Anforderungen an die Produktion
Requirements on production

Keine
None

4.2 Anforderungen an die Inbetriebnahme
Requirements on putting into use

4.2.1 Prufung der Identifizierbarkeit der Waage nach Abschnitt 5.3

Examination of identifiabilty of the weighing instrument according to section 5.3

4.2.2 Prufungen nach Abschnitt 5.4
Examination according to section 5.4

4.2.3 Prufung der Kennzeichnung gemaR Abschnitt 7
Checking the designations according to section 7

4.2.4 Prifung, ob die Anforderungen an die Produktion gemaR Abschnitt 4.1 erfullt werden
Checking the requirements on production according to section 4.1

4.3 Anforderungen an die Verwendung
Requirements for consistent utilisation

Es gelten die Angaben der Bedienungsanleitung.
The information of the user's manual has to be applied.
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5

5.1

5.2

5.3

5.3.1

5.3.2

Kontrolle in Betrieb befindlicher Gerate
Checking of instruments which are in operation

Unterlagen fiir die Priifung
Documents required for the test

- Kopie dieser Baumusterpriifbescheinigung
Copy of this type examination certificate

- Handbuch/Bedienungsanleitung.
Handbook/user's manual.

- Falls anwendbar, Kopien von Priufscheinen, Baueinheiten- oder Bewertungs-

Zertifikaten.
If applicable, copies of the test -, parts- or evaluation certificates.

Spezielle Priifeinrichtungen oder Software
Special test facilities or software

Keine
None

Identifizierung
Identification
GemaR Abschnitt 1 und Abbildungen in Abschnitt 8.

According to section1 and figures in section 8.

Software-ldentifikation
Software identification

Fur die unterschiedlichen Ausfuhrungen der Waage zuldssige Software-Versionen:
Software versions permitted for different implementations of the weighing instrument:

Typ Software-Version Software-1D
Type Software versior/ Software-id

COS03A, COSO03B,

FLSO1A — FLS01G | SECA n.a.

Kontrolle der Software-ldentifikation

Verification of software identification

Folgende Informationen sind den Unterlagen des Herstellers entnommen:
Following information is taken from the manufacturer’'s documentation:

Die Software-Version wird beim Starten der Waage mit der dafiir vorgesehenen Start-

Taste angezeigt.
The software version is display by startig the scale with the designated start button.
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5.4 Kalibrier-, Justier- und Priifverfahren

Calibration-/adjustment procedure/examinations

Besondere Kalibrierungen und Justierungen sind bei der Inbetriebnahme nicht erforder-

lich.
Special calibrations and adjustments are not required.

Einrichtungen nach Abschnitt 3.2 sind auf ihre einwandfreie Funktion zu prifen

(WELMEC-Leitfaden 2.5, Abschnitt 3.3).
Devices according to section 3.2 have to be checked for their proper functioning (WELMEC Guide 2.5,
section 3.3).

5.4.1 Messtechnische Prifungen
Metrological tests

- GemaR DIN EN 45501, No. 8.3
According to DIN EN 45501, No. 8.3
6 SicherungsmaBnahmen
Security measures

6.1 Mechanische Siegel
Mechanical seals

Mechanische Siegel sind an folgenden Stellen anzubringen:
Mechanical seals have to be applied to the following locations:

Siehe Bilder 1 — 4
See Figure 1 -4

6.2 Elektronische Siegel
Electronic seals

Keine
None

7 Kennzeichnungen und Aufschriften
Labelling and inscriptions

7.1 Informationen, die dem Gerat beizufiigen sind
Information to be enclosed with the instrument

Bedienungsanleitung
User’s manual
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7.2 Kennzeichen und Aufschriften
Markings and inscriptions

Das CE-Kennzeichen und die Aufschriften nach Richtlinie sind auf dem Kennzeichnungs-
schild angebracht. Der Ort des Kennzeichnungsschilds ist den Bildern 1 - 4 zu entneh-

men.
8 Abbildungen
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Abbildung 1: Beschilderungsplan FLS01B, F
Figure 1: Label plan FLS01B, F
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Abbildung 3: Beschilderungsplan FLS01D, E, G
Figure 3: Label plan FLS01D, E, G
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Abbildung 4: Beschilderungsplan COS03A, B
Figure 4: Label plan COSO03A, B
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