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Product name

Intended use

Risk
class

ACE FS

Diagnostic reagent for quantitative in vitro determination of angiotensin-
converting enzyme (ACE) activity in human serum or lithium heparin
plasma on automated photometric systems.*

ACE FS is intended to be used in conjunction with other tests like 1,25-
dihydroxyvitamin D, calcium and alkaline phosphatase to confirm the
diagnosis of sarcoidosis, for long-term assessment of clinically active
sarcoidosis, and to monitor the efficacy of initiated drug therapy.

TruCal ACE

Calibrator for use in DiaSys tests for quantitative in vitro determination
of angiotensin converting enzyme (ACE) activity on automated
photometric systems.

TruLab ACE Level 1

Assayed quality control to monitor the analytical performance of
quantitative in vitro determination of angiotensin-converting enzyme
(ACE) activity on automated photometric systems.

TruLab ACE Level 2

Assayed quality control to monitor the analytical performance of
quantitative in vitro determination of angiotensin-converting enzyme
(ACE) activity on automated photometric systems.

*Please refer to Annex 1 for informtion on dedicated systems.

We, as the manufacturer of the devices take sole responsibility for and hereby declare that the

mentioned products listed under Annex | meet the provisions of the Regulation (EU) 2017/746

on in vitro diagnostic medical devices

Conformity route:

Annex IX Quality Management System

EU certificate: HX 1192275-1

NB: 0197 TUV Rheinland LGA Products GmbH
Tillystralle 2

90431 Nirnberg

DiaSys Diagnostic Systems GmbH

Holzheim, 2026-03-19

Dr. JAn Georka

Managing Dirdctorf+ CEO
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Annex |

Product name REF Analyser Basic UDI-DI
specific
Intended Use

Diagnostic
ACE FS 1760199 10 930 reagent for 40518391760194
quantitative in
vitro
determination of
angiotensin-
converting
enzyme (ACE)
activity in human
serum or lithium
heparin plasma
on automated
BioMajesty®
JCA-BM6010/C.

ACEFS s
intended to be
used in
conjunction with
other tests like
1,25-
dihydroxyvitamin
D, calcium and
alkaline
phosphatase to
confirm the
diagnosis of
sarcoidosis, for
long-term
assessment of
clinically active
sarcoidosis, and
to monitor the
efficacy of
initiated drug
therapy.

Diagnostic
ACEFS 1760199 10 966 reagent for 40518391760194
quantitative in
vitro
determination of
angiotensin-
converting
enzyme (ACE)
activity in human
serum or lithium
heparin plasma
on automated
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BioMajesty®
JCA-BM6010/C.

ACE FS is
intended to be
used in
conjunction with
other tests like
1,25-
dihydroxyvitamin
D, calcium and
alkaline
phosphatase to
confirm the
diagnosis of
sarcoidosis, for
long-term
assessment of
clinically active
sarcoidosis, and
to monitor the
efficacy of
initiated drug
therapy.

ACE FS 17601 99 10 926

Diagnostic
reagent for
quantitative in
vitro
determination of
angiotensin-
converting
enzyme (ACE)
activity in human
serum or lithium
heparin plasma
on automated
respons®910.

ACE FS is
intended to be
used in
conjunction with
other tests like
1,25-
dihydroxyvitamin
D, calcium and
alkaline
phosphatase to
confirm the
diagnosis of
sarcoidosis, for
long-term
assessment of
clinically active
pulmonary
sarcoidosis, and

40518391760194
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to monitor the
efficacy of
initiated drug
therapy.

TruCal ACE

17600 99 10 046

Calibrator for
use in DiaSys
tests for
quantitative in
vitro
determination of
angiotensin
converting
enzyme (ACE)
activity on
automated
photometric
systems.

40518391760092

TruLab ACE Level 1

59300 99 10 046

Assayed quality
control to
monitor the
analytical
performance of
quantitative in
vitro
determination of
angiotensin-
converting
enzyme (ACE)
activity on
automated
photometric
systems.

405183959300AD

TruLab ACE Level 2

59310 99 10 046

Assayed quality
control to
monitor the
analytical
performance of
quantitative in
vitro
determination of
angiotensin-
converting
enzyme (ACE)
activity on
automated
photometric
systems.

405183959310AG
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