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Attachment

[tem

Product name

Catalogue No.

Basic UDI-DI

Intended purpose

Classifi
cation

AFP (CLIA)

130201033 M;
130601033 M,;
130701033M

69471455220VP

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of AFP in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
hepatocellular carcinoma (HCC).

Class C

AFP (CLIA)
Controls

160201220MT

69471455220VP

The AFP controls are intended for
performing quality control procedures
with MAGLUMI AFP assay when used
for the quantitative determination of AFP
in human serum and plasma.

Class C

CEA (CLIA)

130201032M;
130601032M;
130701032M

69471455219W6

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CEA in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the management of
cancer patients.

Class C

CEA (CLIA)
Controls

160201219MT

69471455219W6

The CEA controls are intended for
performing quality control procedures
with MAGLUMI CEA assay when used
for the quantitative determination of
CEA in human serum and plasma.

Class C

CA 50
(CLIA)

130201036M;
130601036M;
130701036M

69471455223VV

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CA 50 in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the management of
gastrointestinal malignancies.

Class C

CA S0
(CLIA)
Controls

160201223MT

69471455223VV

The CA 50 controls are intended for
performing quality control procedures
with MAGLUMI CA 50 assay when
used for the quantitative determination
of CA 50 in human serum and plasma.

Class C

CA 242
(CLIA)

130201039M;
130601039M;
130701039M

69471455226 W3

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CA 242 in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the management of
gastrointestinal malignancies (pancreatic
cancer and colorectal cancers, etc.).

Class C

CA 242

160201226MT

69471455226 W3

The CA 242 controls are intended for

Class C
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(CLIA)
Controls

performing quality control procedures
with MAGLUMI CA 242 assay when
used for the quantitative determination
of CA 242 in human serum and plasma.

CA 125
(CLIA)

13020103 1M;
13060103 1M;
130701031M

69471455218W4

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CA 125 in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the management of
ovarian cancer.

Class C

CA 125
10 (CLIA)
Controls

160201218MT

69471455218W4

The CA 125 controls are intended for
performing quality control procedures
with MAGLUMI CA 125 assay when
used for the quantitative determination
of CA 125 in human serum and plasma.

Class C

CA72-4

| enay

130201042M;
130601042M;
130701042M

69471455229W9

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CA 72-4 in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the therapeutic
monitoring of carcinomas of the stomach
and ovaries.

Class C

CA 72-4
12 (CLIA)
Controls

160201229MT

69471455229W9

The CA 72-4 controls are intended for
performing quality control procedures
with MAGLUMI CA 72-4 assay when
used for the quantitative determination
of CA 72-4 in human serum and plasma.

Class C

CA 15-3
(CLIA)

130201038M;
130601038M;
130701038M

69471455225VZ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CA 15-3 in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the management of
breast carcinoma.

Class C

CA 15-3
14 (CLIA)
Controls

160201225MT

69471455225VZ

The CA 15-3 controls are intended for
performing quality control procedures
with MAGLUMI CA 15-3 assay when
used for the quantitative determination
of CA 15-3 in human serum and plasma.

Class C

151 (cLiay

CYFRA 21-1

130201040M;
130601040M;
130701040M

69471455227W5

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CYFRA 21-1 in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in managing the course
of non-small cell lung cancer.

Class C

16

(CLIA)

CYFRA 21-1

160201227MT

69471455227TW5

The CYFRA 21-1 controls are intended
for performing quality control

Class C
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Controls

procedures with MAGLUMI CYFRA
21-1 assay when used for the
quantitative determination of CYFRA
21-1 in human serum and plasma.

17

SCCA
(CLIA)

130201041M;
13060104 1M;
130701041M

69471455228 W7

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of SCCA in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the management of
patients with squamous cell carcinoma.

Class C

18

SCCA
(CLIA)
Controls

160201228MT

69471455228W7

The SCCA controls are intended for
performing quality control procedures
with MAGLUMI SCCA assay when
used for the quantitative determination
of SCCA in human serum and plasma.

Class C

NSE (CLIA)

130201030M;
130601030M;
130701030M

69471455217W2

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of NSE in human serum
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the management of patients with
tumor diseases, particularly small cell
lung cancer (SCLC) and neuroblastoma.

Class C

20

Controls

NSE (CLIA)

160201217MT

69471455217W2

The NSE controls are intended for
performing quality control procedures
with MAGLUMI NSE assay when used
for the quantitative determination of
NSE in human serum.

Class C

21

Total PSA
(CLIA)

130201034M;
130601034M;
130701034M

69471455221VR

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Total PSA (tPSA) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the management of patients with
prostate cancer.

Class C

22

Total PSA
(CLIA)
Controls

160201221MT

69471455221VR

The Total PSA controls are intended for
performing quality control procedures
with MAGLUMI Total PSA assay when
used for the quantitative determination
of Total PSA (tPSA) in human serum
and plasma.

Class C

23

Free PSA
(CLIA)

130201035M;
130601035M;
130701035M

69471455222VT

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Free PSA (fPSA) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in distinguishing prostate cancer from

Class C
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benign prostatic conditions with
MAGLUMI Total PSA value in the
range 4.00 ng/mL to 10.0 ng/mL.

24

Free PSA
(CLIA)
Controls

160201222MT

69471455222VT

The Free PSA controls are intended for
performing quality control procedures
with MAGLUMI Free PSA assay when
used for the quantitative determination
of Free PSA (fPSA) in human serum and
plasma.

Class C

25

PIVKA-II
(CLIA)

130201029M;
130601029M;
130701029M

69471455150VT

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of PIVKA-II in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in diagnosis of HCC
(hepato-cellular carcinoma), monitoring
of high risk patients (hepatitis or
cirrhosis, ete.) for development of HCC,
and in management of HCC.

Class C

26

PIVKA-II
(CLIA)
Controls

160201150MT

69471455150VT

The PIVKA-II controls are intended for
performing quality control procedures
with MAGLUMI PIVKA-II assay when
used for the quantitative determination
of PIVKA-II in human serum and
plasma.

Class C

27

ProGRP
(CLIA)

130201523M;
130601523M;
130701523M

69471455420VZ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of ProGRP in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the differential
diagnosis in lung cancer and in
management of patients with small cell
lung cancer in conjunction with other
clinical methods.

Class C

28

ProGRP
(CLIA)
Controls

160201420MT

69471455420VZ

The ProGRP controls are intended for
performing quality control procedures
with MAGLUMI ProGRP assay when
used for the quantitative determination
of ProGRP in human serum and plasma.

Class C

29

HE4 (CLIA)

130201525M;
130601525M;
130701525M

69471455421V3

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of HE4 in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in monitoring
recurrence or progressive disease in
patients with ovarian cancer. Serial
testing for patient HE4 values should be
used in conjunction with other clinical
findings used for monitoring ovarian
cancer.

Class C
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30

HE4 (CLIA)
Controls

160201421MT

69471455421V3

The HE4 controls are intended for
performing quality control procedures
with MAGLUMI HE4 assay when used
for the quantitative determination of
HE4 in human serum and plasma.

Class C

31

HER-2
(CLIA)

130201526M;
130601526M;
130701526M

69471455422W5

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of HER-2 in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System. The HER-2
assay may be used in the follow-up and
monitoring of patients with metastatic
breast cancer whose initial serum HER-2
level is great than the expected value.
HER-2 values should be used in
conjunction with information available
from clinical and other diagnostic
procedures in the management of breast
cancer.

Class C

32

HER-2
(CLIA)
Controls

160201422MT

69471455422W5

The HER-2 controls are intended for
performing quality control procedures
with MAGLUMI HER-2 assay when
used for the quantitative determination
of HER-2 in human serum and plasma.

Class C

33

$100 (CLIA)

130251017M;
130651017M;
130751017M

69471455296 WQ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of S100 in human serum
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the management of patients suffering
from malignant melanoma.

Class C

34

S100 (CLIA)
Controls

160201296MT

69471455296WQ

The S100 controls are intended for
performing quality control procedures
with MAGLUMI S100 assay when used
for the quantitative determination of
S100 in human serum,

Class C

35

Anti-Sm/RNP
IgG (CLIA)

1302175 11M;
130617511M;
130717511M

69471455410VW

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to
Sm/RNP (Anti-Sm/RNP IgG) in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Mixed Connective Tissue Disease
(MCTD) and Systemic Lupus
Erythematous (SLE).

Class B

36

Anti-Sm/RNP
1gG (CLIA)
Controls

160201410MT

69471455410VW

The Anti-Sm/RNP IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-
Sm/RNP IgG assay when used for the
quantitative determination of Anti-

Class B
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Sm/RNP IgG in human serum and
plasma.

37

Anti-Scl-70
1gG (CLIA)

130217505M;
130617505M;
130717505M

69471455415W8

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to Scl-
70 (Anti-Scl-70 IgG) in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Systemic Sclerosis (SSc).

Class B

38

Anti-Scl-70
IgG (CLIA)
Controls

160201415MT

69471455415W8

The Anti-Scl-70 1gG controls are
intended for performing quality control
procedures with MAGLUMI Anti-Scl-70
IgG assay when used for the quantitative
determination of Anti-Scl-70 IgG in
human serum and plasma.

Class B

39

Anti-SS-A/Ro
IgG (CLIA)

130217513M;
130617513M;
130717513M

69471455412W2

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to SS-
A/Ro (Anti-SS-A/Ro IgG) in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Sjogren’s Syndrome (SS) and Systemic
Lupus Erythematous (SLE).

Class B

40

Anti-SS-A/Ro
IgG (CLIA)
Controls

160201412MT

69471455412W2

The Anti-SS-A/Ro IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-SS-
A/Ro IgG assay when used for the
quantitative determination of Anti-SS-
A/Ro IgG in human serum and plasma.

Class B

41

ENA Screen
(CLIA)

130217504M;
130617504M;
130717504M

69471455406 W7

The kit is an in vitro chemiluminescence
immunoassay for the semi-quantitative
determination of IgG class antibodies to
extractable nuclear antigens (ENA) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed multiple
systemic autoimmune diseases
(Systemic Lupus Erythematosus (SLE),
Mixed Connective Tissue Disease
(MCTD), Sjigren’s Syndrome (SS),
Systemic Sclerosis (SSc) and
Polymyositis/Dermatomyositis
(PM/DM)).

Class B

42

ENA Screen
(CLIA)
Controls

160201406MT

69471455406 W7

The ENA Screen controls are intended
for performing quality control
procedures with MAGLUMI ENA

Class B
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Screen assay when used for the semi-
quantitative determination of ENA
Screen in human serum and plasma.

43

AMA-M2
IgG (CLIA)

130217507M,
130617507M;
130717507

69471455417TWC

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to
Mitochondrial M2 antigen (AMA-M?2
IgG) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed Primary Biliary
Cirrhosis (PBC).

Class B

Controls

AMA-M2
44 | IgG (CLIA)

160201417MT

69471455417TWC

The AMA-M2 IgG controls are intended
for performing quality control
procedures with MAGLUMI AMA-M2
IgG assay when used for the quantitative
determination of AMA-M2 IgG in
human serum and plasma.

Class B

45 Anti-Histones
1gG (CLIA)

130217508M;
130617508M;
130717508M

69471455408 WB

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to
Histones (Anti-Histones I1gG) in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Systemic Lupus Erythematous (SLE)
and Drug-induced Lupus (DIL).

Class B

Controls

Anti-Histones
46 1gG (CLIA)

160201408MT

69471455408WB

The Anti-Histones IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-
Histones IgG assay when used for the
quantitative determination of Anti-
Histones IgG in human serum and
plasma.

Class B

47| (cLIA)

Anti-Sm IgG

130217512M;
130617512M;
130717512M

69471455411VY

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of 1gG antibodies to Sm
(Anti-Sm IgQG) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Systemic Lupus Erythematous (SLE).

Class B

48 (CLIA)
Controls

Anti-Sm IgG

1602014 11MT

69471455411VY

The Anti-Sm IgG controls are intended
for performing quality control
procedures with MAGLUMI Anti-Sm
IgG assay when used for the quantitative
determination of Anti-Sm IgG in human
serum and plasma.

Class B

49 Anti-

130217506M;

69471455416 WA

The kit is an in vitro chemiluminescence

Class B
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Centromeres
IgG (CLIA)

130617506M;
130717506M

immunoassay for the quantitative
determination of IgG antibodies to
centromeres (Anti-Centromeres IgG) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed limited
cutaneous Systemic Sclerosis (IcSSc).

50

Anti-
Centromeres
IgG (CLIA)
Controls

160201416MT

69471455416 WA

The Anti-Centromeres IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-
Centromeres IgG assay when used for
the quantitative determination of Anti-
Centromeres IgG in human serum and
plasma.

Class B

51

Anti-Rib-P
IgG (CLIA)

130217510M;
130617510M;
130717510M

69471455409WD

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to Rib-P
(Anti-Rib-P 1gG) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Systemic Lupus Erythematous (SLE).

Class B

52

Anti-Rib-P
lgG (CLIA)
Controls

160201409MT

69471455409WD

The Anti-Rib-P IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-Rib-P
IgG assay when used for the quantitative
determination of Anti-Rib-P IgG in
human serum and plasma.

Class B

53

ANA Screen
(CLIA)

130217503M;
130617503M;
130717503M

69471455405W5

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG class antinuclear
antibodies (ANA) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
multiple systemic autoimmune diseases
(Systemic Lupus Erythematosus (SLE),
Mixed Connective Tissue Disease
(MCTD), Sjtgren’s Syndrome (SS),
Systemic Sclerosis (SSc),
Polymyositis/Dermatomyositis
(PM/DM), Primary Biliary Cirrhosis
(PBQ)).

Class B

54

ANA Screen
(CLIA)
Controls

160201405MT

69471455405W5

The ANA Screen controls are intended
for performing quality control
procedures with MAGLUMI ANA
Screen assay when used for the
quantitative determination of ANA

Class B

Fax: +86 755 2665 4850

Email: register@snibe.cn

No.23, Jinxiu East Road, Pingshan District, 518122 Shenzhen. P.R.China
Tel: +86 755 2650 8518
www.snibe.com

Page 9 of 48




Snibe

Shenzhen New Industries Biomedical Engineering Co., Ltd.

Screen in human serum and plasma.

55

Anti-dsDNA
IgG (CLIA)

130217502M;
130617502M,
130717502M

69471455407W9

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to
double-stranded DNA (Anti-dsDNA
IgG) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed Systemic Lupus
Erythematous (SLE) and monitoring
disease progress in patients.

Class B

56

Anti-dsDNA
IgG (CLIA)
Controls

160201407MT

69471455407W9

The Anti-dsDNA IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-
dsDNA IgG assay when used for the
quantitative determination of Anti-
dsDNA IgG in human serum and
plasma.

Class B

57

Anti-CCP
(CLIA)

13021750 1M;
130617501M;
130717501M

69471455404W3

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to cyclic
citrullinated peptides (Anti-CCP) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed Rheumatoid
Arthritis (RA).

Class B

58

Anti-CCP
(CLIA)
Controls

160201404MT

69471455404W3

The Anti-CCP controls are intended for
performing quality control procedures
with MAGLUMI Anti-CCP assay when
used for the quantitative determination
of Anti-CCP in human serum and
plasma.

Class B

59

Anti-SS-B
IgG (CLIA)

130217514M;
130617514M;
130717514M

69471455413W4

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG antibodies to SS-B
(Anti-SS-B IgG) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Sjogren’s Syndrome (SS) and Systemic
Lupus Erythematous (SLE).

Class B

60

Anti-SS-B
IgG (CLIA)
Controls

160201413MT

69471455413 W4

The Anti-SS-B IgG controls are intended
for performing quality control
procedures with MAGLUMI Anti-SS-B
IgG assay when used for the quantitative
determination of Anti-SS-B IgG in
human serum and plasma.

Class B

61

Anti-Jo-1 1gG

130217509M;

69471455414W6

The kit is an in vitro chemiluminescence

Class B
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(CLIA)

130617509M;
130717509M

immunoassay for the quantitative
determination of IgG antibodies to Jo-1
(Anti-Jo-1 TgG) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Polymyositis/Dermatomyositis
(PM/DM).

62

Anti-Jo-1 IgG
(CLIA)
Controls

160201414MT

69471455414W6

The Anti-Jo-1 IgG controls are intended
for performing quality control
procedures with MAGLUMI Anti-Jo-1
IgG assay when used for the quantitative
determination of Anti-Jo-1 IgG in human
serum and plasma.

Class B

63

Anti-MPO
IgG (CLIA)

130217015M;
130617015M;
130717015M

69471455188WL

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of anti-myeloperoxidase
IgG (Anti-MPO IgG) in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Intergrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
ANCA associated vasculitis.

Class B

64

Anti-MPO
IgG (CLIA)
Controls

160201188MT

69471455188WL

The Anti-MPO IgG controls are intended
for performing quality control
procedures with MAGLUMI Anti-MPO
IgG assay when used for the quantitative
determination of Anti-MPO IgG in
human serum and plasma.

Class B

65

¢Tnl (CLIA)

130256002M;
130656002M;
130756002M

69471455292WG

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of cardiac troponin I
(cTnl) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed myocardial
infarction.

Class C

66

cTnl (CLIA)
Controls

160201292MT

69471455292WG

The ¢Tnl controls are intended for
performing quality control procedures
with MAGLUMI ¢Tnl assay when used
for the quantitative determination of
¢Tnl in human serum and plasma.

Class C

67

H. pylori IgG
(CLIA)

130201521M;
130601521M;
130701521M

69471455430W4

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of H. pylori IgG in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of H.

Class B
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pylori infection in persons.

68

H. pylori IgG
(CLIA)
Controls

160201430MT

69471455430W4

The H. pylori [gG controls are intended
for performing quality control
procedures with MAGLUMI H. pylori
IgG assay when used for the qualitative
determination of H. pylori IgG in human
serum and plasma.

Class B

69

BNP (CLIA)

130206516M;
130606516M,
130706516M

69471455425WB

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of BNP in human plasma
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and assessment of the
severity of heart failure.

Class C

70

BNP (CLIA)
Controls

160201425MT

69471455425WB

The BNP controls are intended for
performing quality control procedures
with MAGLUMI BNP assay when used
for the quantitative determination of
BNP in human plasma.

Class C

71

Gastrin-17
(CLIA)

130201522M;
130601522M;
130701522M

69471455426 WD

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Gastrin-17 in human
serum using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
the atrophic gastritis.

Class B

72

Gastrin-17
(CLIA)
Controls

160201426MT

69471455426 WD

The Gastrin-17 controls are intended for
performing quality control procedures
with MAGLUMI Gastrin-17 assay when
used for the quantitative determination
of Gastrin-17 in human serum.

Class B

73

Lp-PLA2
(CLIA)

130206515M;
130606515M;
130706515M

69471455419WG

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of lipoprotein-associated
phospholipase A2 (Lp-PLA2) in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for monitoring the degree of
patients with atherosclerosis
inflammation, and an aid in the
diagnosis of individuals with suspected
or confirmed coronary heart disease and
ischemic stroke caused by
atherosclerosis.

Class C

74

Lp-PLA2
(CLIA)
Controls

160201419MT

69471455419WG

The Lp-PLAZ2 controls are intended for
performing quality control procedures
with MAGLUMI Lp-PLA2 assay when
used for the quantitative determination
of Lp-PLA2 in human serum and
plasma.

Class C

35

H-FABP

130206512M;

69471455418WE

The kit is an in vitro chemiluminescence

Class C
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(CLIA)

130606512M;
130706512M

immunoassay for the quantitative
determination of heart-type fatty acid
binding protein (H-FABP) in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
acute myocardial infarction.

76

H-FABP
(CLIA)
Controls

160201418MT

69471455418WE

The H-FABP controls are intended for
performing quality control procedures
with MAGLUMI H-FABP assay when
used for the quantitative determination
of H-FABP in human serum and plasma.

Class C

77

FA (CLIA)

130263001 M;
130663001 M;
130763001M

69471455216VY

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Folate (FA) in human
serum, plasma and red blood cells using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System. Folate measurements are used
for an aid in the diagnosis and treatment
of individuals with suspected or
confirmed anemias.

Class B

78

FA (CLIA)
Controls

160201216MT

69471455216VY

The FA controls are intended for
performing quality control procedures
with MAGLUMI FA assay when used
for the quantitative determination of
Folate (FA) in human serum, plasma and
red blood cells.

Class B

79

IL-6
(CLIA)

130216504M;
130616504 M;
130716504M

69471455424W9

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of 1L-6 in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
can be used to aid in the management of
critically ill patients as early indicator
for acute inflammation.

Class C

80

IL-6
(CLIA)
Controls

160201424MT

69471455424 W9

The IL-6 controls are intended for
performing quality control procedures
with MAGLUMI IL-6 assay when used
for the quantitative determination of IL-
6 in human serum and plasma.

Class C

81

Aldosterone

(CLIA)

130256007M;
130656007M;
130756007M

69471455295WN

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Aldosterone (ALD) in
human serum, plasma and urine using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of
individuals with suspected or confirmed
primary aldosteronism (a disorder

Class B

No.23, Jinxiu East Road, Pingshan District, 518122 Shenzhen, P.R.China
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caused by the excessive secretion of
aldosterone by the adrenal gland),
hypertension caused by primary
aldosteronism, selective
hypoaldosteronism, edematous states,
and other conditions of electrolyte
imbalance.

82

Aldosterone
(CLIA)
Controls

160201295MT

69471455295WN

The Aldosterone controls are intended
for performing quality control
procedures with MAGLUMI
Aldosterone assay when used for the
quantitative determination of
Aldosterone in human serum, plasma
and urine.

Class B

83

Direct Renin
(CLIA)

13020651 1M;
130606511M;
130706511M

69471455428 WH

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Direct Renin in human
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis and
treatment of a number of hypertension
types in humans.

Class B

84

Direct Renin
(CLIA)
Controls

160201428MT

69471455428 WH

The Direct Renin controls are intended
for performing quality control
procedures with MAGLUMI Direct
Renin assay when used for the
quantitative determination of Direct
Renin in human plasma.

Class B

85

IGFBP-3
(CLIA)

130298505M;
130698505M;
130798505M

69471455429WK

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IGFBP-3 in human
serum using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the evaluation of
individuals with suspected or confirmed
growth disorders.

Class B

86

IGFBP-3
(CLIA)
Controls

160201429MT

69471455429WK

The IGFBP-3 controls are intended for
performing quality control procedures
with MAGLUMI IGFBP-3 assay when
used for the quantitative determination
of IGFBP-3 in human serum.

Class B

87

Serum
Amyloid A
(CLIA)

130216005M;
130616005M;
130716005M

6947145517TWF

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Serum Amyloid A
(SAA) in human serum and plasma
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay can be used as a
non-specific inflammatory indicator.

Class B

88

Serum
Amyloid A
(CLIA)
Controls

160201177MT

6947145517TWF

The Serum Amyloid A controls are
intended for performing quality control
procedures with MAGLUMI Serum
Amyloid A assay when used for the

Class B
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quantitative determination of Serum
Amyloid A (SAA) in human serum and
plasma.

89

EPO (CLIA)

130213003 M;
130613003 M;
130713003M

69471455179WK

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Erythropoietin (EPO)
in human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed anemias and
polycythemias.

Class B

90

EPO (CLIA)
Controls

160201179MT

69471455179WK

The EPO controls are intended for
performing quality control procedures
with MAGLUMI EPO assay when used
for the quantitative determination of
EPO in human serum and plasma.

Class B

91

Ferritin
(CLIA)

130251001 M;
130651001M;
130751001M

69471455263 W9

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Ferritin in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in diagnosis of diseases
affecting iron metabolism, such as
hemochromatosis (iron overload), iron
deficiency amemia and hepatocellular
carcinoma.

Class C

92

Ferritin
(CLIA)
Controls

160201263MT

69471455263 W9

The Ferritin controls are intended for
performing quality control procedures
with MAGLUMI Ferritin assay when
used for the quantitative determination
of Ferritin in human serum and plasma.

Class C

93

TRAb
(CLIA)

130253009M;
130653009M;
130753009M

69471455290WC

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of TSH receptor
antibodies (TRAD) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Graves’ disease.

Class B

94

TRAD
(CLIA)
Controls

160201290MT

69471455290WC

The TRAD controls are intended for
performing quality control procedures
with MAGLUMI TRAD assay when
used for the quantitative determination
of TRAb in human serum and plasma.

Class B

95

Anti-IA2
(CLIA)

130205508M;
130605508M;
130705508M

69471455431W6

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of tyrosine phosphatase-
related islet antigen 2 antibody (anti-
1A2) in human serum using the
MAGLUMI series Fully-auto

Class B
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chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed Type 1 diabetes
mellitus (T1DM).

Anti-IA2
96 (CLIA)
Controls

16020143 IMT

69471455431 W6

The Anti-IA2 controls are intended for
performing quality control procedures

with MAGLUMI Anti-1A2 assay when
used for the quantitative determination
of Anti-IA2 in human serum.

Class B

97 | ICA (CLIA)

130205506M;
130605506M;
130705506M

69471455432W8

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of islet cell antibody
(ICA) in human serum using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed type 1 diabetes
mellitus (TIDM).

Class B

ICA (CLIA)

o8 Controls

160201432MT

69471455432W38

The ICA controls are intended for
performing quality conirol procedures
with MAGLUMI ICA assay when used
for the quantitative determination of islet
cell antibody (ICA) in human serum.

Class B

Free T4

2| (cLia)

130253004M;
130653004 M,;
130753004M

69471455245W17

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of free thyroxine (Free
T4) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in diagnosis and treatment of individuals
with suspected or confirmed thyroid
diseases.

Class B

Free T4
(CLIA)
Controls

100

160201245MT

69471455245W17

The Free T4 controls are intended for
performing quality control procedures
with MAGLUMI Free T4 assay when
used for the quantitative determination
of Free T4 in human serum and plasma.

Class B

Total T3

101 1 cLia)

130253003 M;
130653003 M;
130753003M

69471455242V Z

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of total triiodothyronine
(Total T3) in human serum and plasma
using the MAGLUMI series Fully-auto
Chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in diagnosis and treatment of individuals
with suspected or confirmed thyroid
diseases such as hyperthyroidism.

Class B

Total T3
(CLIA)
Controls

102

160201242MT

69471455242V 7

The Total T3 controls are intended for
performing quality control procedures
with MAGLUMI Total T3 assay when
used for the quantitative determination

Class B
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of Total T3 in human serum and plasma.

Total T4

103 | (cLia)

130253002M;
130653002M;
130753002M

69471455243 W3

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of total thyroxine (Total
T4) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in diagnosis and treatment of individuals
with suspected or confirmed thyroid
diseases.

Class B

Total T4
104 | (CLIA)
Controls

160201243MT

69471455243 W3

The Total T4 controls are intended for
performing quality control procedures
with MAGLUMI Total T4 assay when
used for the quantitative determination
of Total T4 in human serum and plasma.

Class B

Free T3

105 | vopaay

130253005M;
130653005M;
130753005M

69471455244W5

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of free triiodothyronine
(Free T3) in human serum and plasma
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in diagnosis and treatment of individuals
with suspected or confirmed thyroid
diseases such as hyperthyroidism.

Class B

Free T3
106 | (CLIA)
Controls

160201244MT

69471455244W5

The Free T3 controls are intended for
performing quality control procedures
with MAGLUMI Free T3 assay when
used for the quantitative determination
of Free T3 in human serum and plasma.

Class B

Rev T3

107 1 cL1a)

130253010M;
130653010M;
130753010M

69471455246 W9

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Rev T3 (¥T3) in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis and
treatment of individuals with suspected
or confirmed thyroid diseases.

Class B

Rev T3
108 | (CLIA)
Controls

160201246MT

69471455246 W9

The Rev T3 controls are intended for
performing quality control procedures
with MAGLUMI Rev T3 assay when
used for the quantitative determination
of Rev T3 in human serum and plasma.

Class B

Anti-Tg

102 | (cLIa)

130253007M;
130653007M;
130753007M

69471455247WB

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-Tg in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
certain thyroid disorders.

Class B
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Anti-Tg
(CLIA)
Controls

160201247MT

69471455247WB

The Anti-Tg controls are intended for
performing quality control procedures
with MAGLUMI Anti-Tg assay when
used for the quantitative determination
of Anti-Tg in human serum and plasma.

Class B

111

Anti-TM
(CLIA)

130253008M;
130653008M;
130753008M

69471455248WD

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-TM in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in diagnosis and
treatment of thyroid diseases.

Class B

112

Anti-TM
(CLIA)
Controls

160201248MT

69471455248WD

The Anti-TM controls are intended for
performing quality control procedures
with MAGLUMI Anti-TM assay when
used for the quantitative determination
of Anti-TM in human serum and plasma.

Class B

113

Thyroglobuli
n (CLIA)

130253006M;
130653006M;
130753006M

69471455249WF

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Thyroglobulin (T'G) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in monitoring of patients with
postoperative thyroid ablation.

Class B

114

Thyroglobuli
n (CLIA)
Controls

160201249MT

69471455249WF

The Thyroglobulin controls are intended
for performing quality control
procedures with MAGLUMI
Thyroglobulin assay when used for the
quantitative determination of
Thyroglobulin in human serum and
plasma.

Class B

115

Anti-TPO
(CLIA)

130253011M;
130653011M;
130753011M

69471455250VY

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-TPO in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
thyroid diseases.

Class B

116

Anti-TPO
(CLIA)
Controls

160201250MT

69471455250VY

The Anti-TPO controls are intended for
performing quality control procedures
with MAGLUMI Anti-TPO assay when
used for the quantitative determination
of Anti-TPO in human serum and
plasma.

Class B

117

Insulin
(CLIA)

130255002M;
130655002M;
130755002M

69471455264WB

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Insulin (INS) in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi

Class C
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series Integrated System, and the assay
is used for an aid in the diagnosis and
treatment of individuals with suspected
or confirmed various carbohydrate
metabolism disorders, including diabetes
mellitus, and hypoglycemia.

118

Insulin
(CLIA)
Controls

160201264MT

69471455264WB

The Insulin controls are intended for
performing quality control procedures
with MAGLUMI Insulin assay when
used for the quantitative determination
of Insulin in human serum and plasma.

Class C

119

C-Peptide
(CLIA)

130255001M;
13065500 1M;
130755001M

69471455265WD

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of C-Peptide (C-P) in
human serum, plasma and urine using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of patients
with abnormal insulin secretion,
including diabetes mellitus.

Class C

120

C-Peptide
(CLIA)
Controls

160201265MT

69471455265WD

The C-Peptide controls are intended for
performing quality control procedures
with MAGLUMI C-Peptide assay when
used for the quantitative determination
of C-Peptide in human serum, plasma
and urine.

Class C

121

SHBG
(CLIA)

130202515M;
130602515M;
130702515M

6947145542TWF

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of SHBG in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
androgen disorders.

Class B

122

SHBG
(CLIA)
Controls

160201427MT

69471455427WF

The SHBG controls are intended for
performing quality control procedures
with MAGLUMI SHBG assay when
used for the quantitative determination
of SHBG in human serum and plasma.

Class B

123

AMH (CLIA)

130252014M;
130652014M;
130752014M

69471455230VS

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-Miillerian
hormone (AMH) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in assessment of the
ovarian reserve.

Class B

124

AMH (CLIA)
Controls

160201230MT

69471455230VS

The AMH controls are intended for
performing quality control procedures
with MAGLUMI AMH assay when used
for the quantitative determination of
AMH in human serum and plasma.

Class B
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125

Androstenedi
one (CLIA)

130202516M;
130602516M;
130702516M

69471455423 W7

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of androstenedione in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used in the
diagnosis and treatment of individuals
with excessive levels of androgen (male
sex hormone) production.

Class B

126

Androstenedi
one (CLIA)
Controls

160201423MT

69471455423 W7

The Androstenedione controls are
intended for performing quality control
procedures with MAGLUMI
Androstenedione assay when used for
the quantitative determination of
Androstenedione in human serum and
plasma.

Class B

127

Calcitonin
(CLIA)

130261002M;
130661002M:
130761002M

69471455291 WE

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Calcitonin in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used as an aid in the diagnosis and
treatment of individuals with suspected
or confirmed diseases involving the
thyroid and parathyroid glands,
including carcinoma and
hyperparathyroidism.

Class C

128

Calcitonin
(CLIA)
Controls

160201291MT

69471455291 WE

The Calcitonin controls are intended for
performing quality control procedures
with MAGLUMI Calcitonin assay when
used for the quantitative determination
of Calcitonin (CT) in human serum and
plasma.

Class C

129

170-OH
Progesterone
(CLIA)

130270004M;
130670004M,;
130770004M

69471455293W)

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of 17u-OH Progesterone
(17a-OH P) in human serum and plasma
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of various
disorders of the adrenal glands or the
ovaries.

Class B

130

170-OH
Progesterone
(CLIA)
Controls

160201293MT

69471455293 W1

The 17a-OH Progesterone controls are
intended for performing quality control
procedures with MAGLUMI 17a-OH
Progesterone assay when used for the
quantitative determination of 170-OH
Progesterone in human serum and
plasma.

Class B

131

Total f HCG
(CLIA)

130252003M;
130652003M;
130752003M

6947145525TWE

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Total B HCG in human

Class B
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serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in early detection
individuals with suspected pregnancy
and monitoring of individuals with
confirmed pregnancy.

132

Total p HCG
(CLIA)
Controls

160201257MT

6947145525TWE

The Total p HCG controls are intended
for performing quality control
procedures with MAGLUMI Total p
HCG assay when used for the
quantitative determination of Total 3
HCG in human serum and plasma.

Class B

133

FSH (CLIA)

130252001M;
130652001M;
130752001M

69471455251 W2

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of follicle stimulating
horimone (FSH) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in diagnosis and
treatment of individuals with suspected
or confirmed pituitary gland and gonadal
disorders.

Class B

134

FSH (CLIA)
Controls

160201251MT

69471455251 W2

The FSH controls are intended for
performing quality control procedures
with MAGLUMI FSH assay when used
for the quantitative determination of
FSH in human serum and plasma.

Class B

135

LH (CLIA)

130252002M;
130652002M;
130752002M

69471455252W4

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of luteinizing hormone
(LH) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of
individuals with suspected or confirmed
gonadal dysfunction.

Class B

136

LH (CLIA)
Controls

160201252MT

69471455252W4

The LH controls are intended for
performing quality control procedures
with MAGLUMI LH assay when used
for the quantitative determination of LH
in human serum and plasma.

Class B

137

Prolactin
(CLIA)

130252006M;
130652006M;
130752006M

69471455253 W6

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Prolactin (PRL) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of
individuals with suspected or confirmed
disorders of the anterior pituitary gland

Class B
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or of the hypothalamus portion of the
brain and prolactinomas.

138 | (CLIA)
Controls

Prolactin

160201253MT

69471455253 W6

The Prolactin controls are intended for
performing quality control procedures
with MAGLUMI Prolactin assay when
used for the quantitative determination
of Prolactin in human serum and plasma.

Class B

139 | (cLiA)

Progesterone

130252009M;
130652009M;
130752009M

69471455254 W8

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Progesterone (PROG)
in human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in diagnosis and treatment of individuals
with suspected or confirmed disorders of
the ovaries or placenta.

Class B

140 | (CLIA)
Controls

Progesterone

160201254MT

69471455254 W8

The Progesterone controls are intended
for performing quality control
procedures with MAGLUMI
Progesterone assay when used for the
quantitative determination of
Progesterone in human serum and
plasma.

Class B

41 | eLmy

Estradiol

130252007M;
130652007M;
130752007M

69471455256 WC

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Estradiol (E2) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of
individuals with suspected or confirmed
various hormonal sexual disorders.

Class B

142 | (CLIA)
Controls

Estradiol

160201256MT

69471455256 WC

The Estradiol controls are intended for
performing quality control procedures
with MAGLUMI Estradiol assay when
used for the quantitative determination
of Estradiol in human serum and plasma.

Class B

143 Testosterone

(CLIA)

130252010M;
130652010M;
130752010M

69471455255WA

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Testosterone (TEST) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of
individuals with suspected or confirmed
disorders of sex hormones.

Class B

144 | (CLIA)

Testosterone

Controls

160201255MT

69471455255WA

The Testosterone controls are intended
for performing quality control
procedures with MAGLUMI
Testosterone assay when used for the
quantitative determination of
Testosterone in human serum and

Class B
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plasma.

Free-

145 | Testosterone

(CLIA)

13025201 1M;
130652011M;
130752011M

69471455258WG

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Free-Testosterone (F-T)
in human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of male sex hormones
(androgens) disorders, female hirsutism
(excessive hair) and virilisation
(masculinizatin).

Class B

Free-

146 | ccLIA)

Controls

Testosterone

160201258MT

69471455258WG

The Free-Testosterone confrols are
intended for performing quality control
procedures with MAGLUMI Free-
Testosterone assay when used for the
quantitative determination of Free-
Testosterone in human serum and
plasma.

Class B

DHEA-S

147 | (cL1A)

130252012M;
130652012M;
130752012M

69471455259W1

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of DHEA-S in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis and
treatment of individuals with suspected
or confirmed adrenal disease.

Class B

DHEA-S
148 | (CLIA)
Controls

160201259MT

69471455259W]

The DHEA-S controls are intended for
performing quality control procedures
with MAGLUMI DHEA-S assay when
used for the quantitative determination
of DHEA-S in human serum and plasma.

Class B

25-OH

149 | Vitamin D

(CLIA)

130261004M;
130661004 M;
130761004M

69471455262W7

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of 25-OH Vitamin D (25-
OH VD) in human serum and plasma
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in assessment of individuals with
suspected or confirmed vitamin D
sufficiency.

Class B

25-OH

150 | cLiA)

Controls

Vitamin D

160201262MT

69471455262W17

The 25-OH Vitamin D controls are
intended for performing quality control
procedures with MAGLUMI 25-OH
Vitamin D assay when used for the
quantitative determination of 25-OH
Vitamin D in human serum and plasma.

Class B

PAPP-A

151 1 ccLiA)

130264003M;
130664003M;
130764003M

69471455261 W5

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of PAPP-A in human
serum using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi

Class C
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series Integrated System, and the assay
is used for an aid in combination with
other parameters to evaluate the risk of
trisomy 21 (Down syndrome) during the
first trimester of pregnancy.
The PAPP-A controls are intended for
PAPP-A performing quality control procedures
152 | (CLIA) 16020126 1MT | 69471455261 W5 | with MAGLUMI PAPP-A assay when Class C
Controls used for the quantitative determination
of PAPP-A in human serum.
The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of free B-HCG in human
serum using the MAGLUMI series
free B-HCG 130214005M; Fully-auto chemiluminescence .
153 (CLIA) 130614005M; 69471455294WL | immunoassay analyzer and Biolumi Class C
130714005M series Integrated System, and the assay
is used for an aid in combination with
other parameters to evaluate the risk of
trisomy 21 (Down syndrome) during the
first trimester of pregnancy.
The free B-HCG controls are intended
for performing quality control
free f-HCG . I
154 | (CLIA) 160201204MT | 69471455294WL | PrOedures Ptk MACLLIN froe B Class C
Controls assay when u§ed _f01 the
quantitative determination of fiee p-
HCG in human serum.
The Immunoassay Controls are intended
1601010051; for performing quality control
1601010052; procedures with MAGLUMI
1601010053; chemiluminesent immunoassay (CLIA)
Immunoassa 1601010054; assays when used for the quantitative
155 | Conols ta0totooss; | SAAHASS30INT determination of Total T3, Total T4, Free | €155 C
1601010056; T3, Free T4, TSH, FSH, LH, Prolactin,
1601010057; Progesterone, Estradiol, Testosterone,
1601010058 Total p HCG, Insulin and C-Peptide in
human serum or plasma.
1601010061; The Tumor Marker Controls are
1601010062, intended for performing quality control
Tt 1601010063; procef:lurefs with MAG LUMI
156 | Marker 1601010064: 69471455352W9 chemiluminesent lminpnoassay_ (C'LIA) Class &
Controls 1601010065; assays 'whe'n used for the quantitative
1601010066; determination of AFP, CEA, CA125,
1601010067, CA15-3, CA19-9, Free PSA, Total PSA
1601010068 and Ferritin in human serum or plasma.
The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of HSV-1 IgG in human
HSV-1 IgG 130212012M; serum and plasma using the MAGLUMI
157 (CLIA) 130612012M; 69471455159WD | series Fully-auto chemiluminescence Class C
130712012M immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
HSV-1 infection.
The HSV-1 IgG controls are intended for
I %S\:'l gt 4714 oWD performing quality control procedures Class C
58 | (CLIA) 160201159MT | 69 5515 with MAGLUMI HSV-1 IgG assay ass
Controls Lo
when used for the qualitative
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determination of HSV-1 IgG in human
serum and plasma.

159

CA 19-9
(CLIA)

130201037M;
130601037M;
130701037M

69471455224VX

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CA 19-9 in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in management of
pancreatic cancer.

Class C

160

CA 19-9
(CLIA)
Controls

160201224MT

69471455224VX

The CA 19-9 controls are intended for
performing quality control procedures
with MAGLUMI CA 19-9 assay when
used for the quantitative determination
of CA 19-9 in human serum and plasma.

Class C

161

TSH (CLIA)

130203023 M;
130603023M;
130703023M

69471455241VX

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of thyroid-stimulating
hormone (TSH) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Intergrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
pituitary-thyroid disorders.

Class B

162

TSH (CLIA)
Controls

160201241MT

69471455241VX

The TSH controls are intended for
performing quality control procedures
with MAGLUMI TSH assay when used
for the quantitative determination of
TSH in human serum and plasma.

Class B

163

total PINP
(CLIA)

130211005M;
130611005M,
130711005M

69471455153VZ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of total PINP (PINP) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in monitoring therapy following the
diagnosis of osteoporosis in women and
in patients diagnosed with Paget’s
disease of the bone.

Class B

164

total PINP
(CLIA)
Controls

160201153MT

69471455153VZ

The total PINP controls are intended for
performing quality control procedures
with MAGLUMI total PINP assay when
used for the quantitative determination
of total PINP in human serum and
plasma.

Class B

165

B-CTx
(CLIA)

130211006M;
130611006M,;
130711006M

69471455154W3

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of B-CTx in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the assessment of

Class B
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bone resorption and the diagnosis of
osteoporosis.

166

B-CTx
(CLIA)
Controls

160201154MT

69471455154W3

The B-CTx controls are intended for
performing quality control procedures
with MAGLUMI B-CTx assay when
used for the quantitative determination
of B-CTx in human serum and plasma.

Class B

167

PIGF (CLIA)

130212010M;
130612010M;
130712010M

69471455157W9

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of placenta growth factor
(PIGF) in human serum using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System. It can be combined with other
tests and clinical information to assist in
the diagnosis of pre-eclampsia.

Class C

168

PIGF (CLIA)
Controls

160201157MT

69471455157W9

The PIGF controls are intended for
performing quality control procedures
with MAGLUMI PIGF assay when used
for the quantitative determination of
placenta growth factor (PIGF) in human
serum.

Class C

169

sFit-1 (CLIA)

130212011M;
130612011M;
13071201 1M

69471455158WB

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of soluble fms-like
tyrosine kinase-1 (sFlt-1) in human
serum using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System. It can be
combined with other tests and clinical
information to assist in the diagnosis of
pre-eclampsia.

Class C

170

sFlt-1 (CLIA)
Controls

160201158MT

69471455158WB

The sFlt-1 controls are intended for
performing quality control procedures
with MAGLUMI sFlt-1 assay when used
for the quantitative determination of
Soluble fms-like tyrosine kinase-1 (sFlt-
1) in human serum.

Class C

171

HSV-1 1gM
(CLIA)

130212013M;
130612013M;
130712013M

69471455160VW

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of HSV-1 IgM in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
HSV-1 infection.

Class C

172

HSV-1 IgM
(CLIA)
Controls

160201160MT

69471455160VW

The HSV-1 [gM controls are intended
for performing quality control
procedures with MAGLUMI HSV-1 IgM
assay when used for the qualitative
determination of HSV-1 IgM in human
serum and plasma.

Class C

173

HSV-2 IgM
(CLIA)

130212014M;
130612014M,;
130712014M

69471455161VY

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of HSV-2 IgM in human

Class C
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serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
HSV-2 infection.

174

HSV-2 IgM
(CLIA)
Controls

16020116 1MT

69471455161VY

The HSV-2 IgM controls are intended
for performing quality control
procedures with MAGLUMI HSV-2 1gM
assay when used for the qualitative
determination of HSV-2 IgM in human
serum and plasma.

Class C

175

TNF-a
(CLIA)

130216006M;
130616006M;
130716006M

69471455178 WH

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of TNF-o in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
some diseases related to TNF-o, such as
inflammation and immune diseases.

Class B

176

TNF-o
(CLIA)
Controls

160201178MT

69471455178WH

The TNF-o. controls are intended for
performing quality control procedures
with MAGLUMI TNF-o, assay when
used for the quantitative determination
of TNF-o in human serum and plasma.

Class B

177

T-Uptake
(CLIA)

130203014M;
130603014M;
130703014M

69471455180W4

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of T-Uptake in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in evaluating thyroid
function.

Class B

178

T-Uptake
(CLIA)
Controls

160201180MT

69471455180W4

The T-Uptake controls are intended for
performing quality control procedures
with MAGLUMI T-Uptake assay when
used for the quantitative determination
of T-Uptake in human serum and
plasma.

Class B

179

MPO (CLIA)

130206021M;
13060602 I M;
130706021M

69471455187W1I

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Myeloperoxidase
(MPQ) in human plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed cardiovascular
inflammation.

Class C

180

MPO (CLIA)
Controls

160201187MT

69471455187TW1

The MPO controls are intended for
performing quality control procedures
with MAGLUMI MPO assay when used
for the quantitative determination of

Class C
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Myeloperoxidase (MPO) in human
plasma.

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of Mycoplasma
pneumoniae IgG in human serum and

Mycoplasma 130219009M,; : :
181 | pneumoniac | 130619000M; | 69471455189WN | Blasma using the MAGLUMI series Class C
12G (CLIA) 130719009M Fully-auto chemi umnrfescenc'e .
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
Mycoplasma pneumoniae infection.
The Mycoplasma pneumoniae IgG
controls are intended for performing
Mycoplasma quality control procedures with
pneumoniae MAGLUMI Mycoplasma pneumoniae
Yol 1gG (CLIA) IGOEOLISIMT, | BR4TIASIISOWH IgG assay when used for the qualitative Class'C
Controls determination of Mycoplasma
pneumoniae IgG in human serum and
plasma.
The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of Mycoplasma
Mycoplasma 13021901 1M: pneumoniae IgM in human ser um and
183 | pneumoniae | 130619011M; | 69471455100w7 | Blasma using the MAGL UM series Class C
[gM (CLIA) 130719011M Fully-auto chemi umlrfescenc.e '
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
Mycoplasma pneumoniae infection.
The Mycoplasma pneumoniae [gM
controls are intended for performing
Mycoplasma quality control procedures with
pneumoniae MAGLUMI Mycoplasma pneumoniae
e IgM (CLIA) L6020LII0MT" | G411 30W] IgM assay when used for the qualitative ClassC
Controls determination of Mycoplasma
pneumoniae IgM in human serum and
plasma.
The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of Chlamydia pneumoniae
. " IgG in human serum and plasma using
Chlamydl_a 1302101, the MAGLUMI series Fuﬁy-auto
185 | pneumoniae 130619010M, 69471455191W9 chemiluminescence immunoassay Class C
g0 L) IS7 180100 analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of Chlamydia
pneumoniae infection.
The Chlamydia pneumoniae IgG
Chlamydia controls are intended for performing
2 quality control procedures with
186 ‘I’“é“(rgi“lf‘; 160201191MT | 69471455191W9 | MAGLUMI Chlamydia pneumoniae IgG | Class C
Cgommls assay when used for the qualitative
determination of Chlamydia pneumoniae
IgG in human serum and plasma.
Chlamydia 130219012M; The kit is an in vitro chemiluminescence
187 | pneumoniae 130619012M; | 69471455192WB | immunoassay for the qualitative Class C
IgM (CLIA) 130719012M determination of Chlamydia pneumoniae
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IgM in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of Chlamydia
pneumoniae infection.

The Chlamydia pneumoniae [gM
controls are intended for performing

Chlamydia ; ) ) :
nemanine quality control procedures with
188 | P 160201192MT | 69471455192WB | MAGLUMI Chlamydia pneumoniae Class C
[gM (CLIA) : _ G
IgM assay when used for the qualitative
Controls i ; ;
determination of Chlamydia pneumoniae
IgM in human serum and plasma.
The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Thrombin-
Pireiibiiis Antithrombin [1I Complex (TAT) in
PrTe——— 130218001 M; human plasma using the MAGLUMI
189 130618001M; 69471455234W2 | series Fully-auto chemiluminescence Class C
I11 Complex i 3 :
130718001M immunoassay analyzer and Biolumi
(CLIA) 7 §
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
thrombotic diseases.
The Thrombin-Antithrombin 111
Thrombin- Complex (TAT) controls are intended for
Antithrombin performing quality control procedures
190 | Il Complex 160201234MT | 69471455234W2 | with MAGLUMI Thrombin- Class C
(CLIA) Antithrombin III Complex assay when
Controls used for the quantitative determination
of TAT in human plasma.
The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Thrombomodulin (TM)
inh 1 ing the MAGLUMI
Thrombomod s lsri;ri :Slr?:l l};ffl;ttlj (tll?:rlngih.ll;inescence
191 : 130618002M; 69471455235W4 | . . : Class C
ulin (CLIA) immunoassay analyzer and Biolumi
130718002M o :
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
endothelial cell injury.
The Thrombomodulin (TM) controls are
Thombonsd T T
192 | ulin (CLIA) 160201235MT | 69471455235W4 » : h df Class C
Corttols i nombofnoFiulm assay when used for
the quantitative determination of TM in
human plasma.
The kit is an in vitro chemiluminescence
immunoassay for the quantitative
- determination of a2-Plasmininhibitor-
Pasminii | 130215000 U T e
193 | tor-Plasmin 130618003M; 69471455236 W6 s Class C
Fully-auto chemiluminescence
Complex 130718003M ; \Gsai it 18l :
(CLIA) immunoassay analyzer and Biolumi

series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
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fibrinolytic diseases.

The «2-Plasmininhibitor-Plasmin

2 § g Complex (PIC) controls are intended for
Plasmininhibi : ; i
tor-Plasmin pgrfbrmmg quality control pi E}ce.dl]res
194 Complex 160201236MT | 69471455236W6 | with MAGLUMI v2-Plasmininhibitor- Class C
. Plasmin Complex assay when used for
ok I titative determination of PIC in
otk :13 quantitative de n
wuman plasma.
The kit is an in vitro chemiluminescence
immunoassay for the quantitative
i determination of Tissue plasminogen
issue : ? : ’ S
plasminogen actwatm-Plasmnqgen activator inhibitor
i C(?mplex (tPAIC) in hum:f:m plasma
Plastninogen 130218004M; using the MAGLUMI series Fully-auto
195 writbusion 130618004 M; 69471455237W8 | chemiluminescence immunoassay Class C
el 130718004M analyzer and Biolumi series Integrated
inhibitor ;
Complex System, and the assgy is !.lsed to reflect
(CLIA) the state of the fibrinolytic system and
aid in the diagnosis of individuals with
suspected or confirmed cardiovascular
diseases.
Tissue The Tissue plasminogen activator-
plasminogen Plasminogen activator inhibitor
activator- Complex (tPAIC) controls are intended
Plasminogen for performing quality control
196 | activator 160201237MT | 69471455237W8 | procedures with MAGLUMI Tissue Class C
inhibitor plasminogen activator-Plasminogen
Complex activator inhibitor Complex assay when
(CLIA) used for the quantitative determination
Controls of tPAIC in human plasma.
The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Unconjugated Estriol
Uncomuged | 30252008 e
197 | Estriol 130652008M; 69471455260W3 Shssiiliinssne immunyoassay Class C
(L&) IS analyzer and Biolumi series [ntegrated
System, and the assay is used for an aid
in the assessment of abnormal
pregnancies.
The Unconjugated Estriol controls are
- intended for performing quality control
lé;]tiic:)rijugated procedures with MAGLUMI
198 (CLIA) 160201260MT | 69471455260W3 Unconjugatefi Efslriol assay when used Class C
Controls for the quantitative determination of
Unconjugated Estriol (uE3) in human
serum and plasma.
The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Homocysteine in
human serum and plasma using the
Homooysteln 130206024M; MAQLUMI series Fully-auto
199 ¢ (CLIA) 130606024M; | 69471455269WM | chemiluminescence immunoassay Class C
130706024M analyzer and Biolumi series Integrated

System, and the assay is used for an aid
in the diagnosis of
hyperhomocysteinemia and the
evaluation of cardiovascular disease risk.
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200

Homocystein
e (CLIA)
Controls

160201269MT

69471455269WM

The Homocysteine controls are intended
for performing quality control
procedures with MAGLUMI
Homocysteine assay when used for the
quantitative determination of
Homocysteine (HCY) in human serum
and plasma.

Class C

201

Anti-
Cardiolipin
IgG (CLIA)

130217017M;
130617017M;
130717017M

69471455436 WG

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-Cardiolipin IgG
(aCL IgG) in human serum and plasma
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed
Antiphospholipid syndrome (APS) and
Systemic Lupus Erythematodes (SLE).

Class B

202

Anti-
Cardiolipin
IgG (CLIA)
Controls

160201436MT

69471455436 WG

The Anti-Cardiolipin IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-
Cardiolipin IgG assay when used for the
quantitative determination of anti-
Cardiolipin IgG (aCL IgG) in serum and
plasma.

Class B

203

Anti-
Cardiolipin
IgM (CLIA)

130217016M;
130617016M;
130717016M

69471455437W]J

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-Cardiolipin IgM
(aCL IgM) in human serum and plasma
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed
Antiphospholipid syndrome (APS) and
Systemic Lupus Erythematodes (SLE).

Class B

204

Anti-
Cardiolipin
IgM (CLIA)
Controls

160201437MT

69471455437W1

The Anti-Cardiolipin IgM controls are
intended for performing quality control
procedures with MAGLUMI Anti-
Cardiolipin IgM assay when used for the
quantitative determination of anti-
Cardiolipin IgM (aCL IgM) in serum and
plasma.

Class B

205

Anti-p2-
Glycoprotein
1 1gG (CLIA)

130217018M,;
130617018M;
130717018M

69471455440W7

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-B2-Glycoprotein 1
IgG (p2-GP1 IgG) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Antiphospholipid syndrome (APS) and
Systemic Lupus Erythematodes (SLE).

Class B

206

Anti-B2-

160201440MT

69471455440W7

The Anti-p2-Glycoprotein | IgG controls

Class B
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Glycoprotein
1 IgG (CLIA)
Controls

are intended for performing quality
control procedures with MAGLUMI
Anti-B2-Glycoprotein 1 IgG assay when
used for the quantitative determination
of anti-p2-Glycoprotein 1 1gG (f2-GPI
IgG) in human serum and plasma.

207

Anti-f2-
Glycoprotein
1 1gM (CLIA)

130217019M;
130617019M;
130717019M

69471455441 W9

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-B2-Glycoprotein |
IgM (B2-GP1 IgM) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
Antiphospholipid syndrome (APS) and
Systemic Lupus Erythematodes (SLE).

Class B

208

Anti-p2-
Glycoprotein
1 IgM (CLIA)
Controls

160201441MT

69471455441 W9

The Anti-p2-Glycoprotein 1 IgM
controls are intended for performing
quality control procedures with
MAGLUMI Anti-p2-Glycoprotein 1

IgM assay when used for the quantitative
determination of anti-p2-Glycoprotein 1
IgM (B2-GP1 IgM) in human serum and
plasma.

Class B

209

EBV NA IgA
(CLIA)

130215008M;
130615008M;
130715008M

69471455451WC

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of EBV NA IgA in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
EBYV infection.

Class C

210

EBV NA IgA
(CLIA)
Controls

160201451MT

69471455451WC

The EBV NA IgA controls are intended
for performing quality control
procedures with MAGLUMI EBV NA
IgA assay when used for the qualitative
determination of EBV NA IgA in human
serum and plasma.

Class C

211

PAP (CLIA)

130251006M;
130651006M,;
130751006M

09471455456 WN

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Prostatic Acid
Phosphatase (PAP) in human serum
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in monitoring of bone metastases in
patients with prostate cancer.

Class C

212

PAP (CLIA)
Controls

160201456MT

69471455456 WN

The PAP controls are intended for
performing quality control procedures
with MAGLUMI PAP assay when used
for the quantitative determination of PAP
in human serum.

Class C

213

Pepsinogen |
(CLIA)

130251019M;
130651019M;

6947145545TWQ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative

Class C
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130751019M

determination of Pepsinogen [ (PG I) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in assessment of the function of gastrine
gland cell, and aids in the treatment and

monitoring of gastric cancer.

214

Pepsinogen |
(CLIA)
Controls

160201457MT

69471455457TWQ

The Pepsinogen I controls are intended
for performing quality control
procedures with MAGLUMI Pepsinogen
I assay when used for the quantitative
determination of Pepsinogen [ (PG 1) in
human serum and plasma.

Class C

215

Pepsinogen 11
(CLIA)

130251020M;
130651020M:
130751020M

69471455458WS

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Pepsinogen II (PG II)
in human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the assessment of the lesion of fundic
gland, and aid in the treatment and
monitoring of gastric cancer.

Class C

216

Pepsinogen Il
(CLIA)
Controls

160201458MT

69471455458WS

The Pepsinogen 11 controls are intended
for performing quality control
procedures with MAGLUMI Pepsinogen
I1 assay when used for the quantitative
determination of Pepsinogen II (PG II)
in human serum and plasma.

Class C

217

Vitamin B12
(CLIA)

130263002M;
130663002M;
130763002M

69471455459WU

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Vitamin B12 (Vit B12)
in human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of
megaloblastic anemias.

Class B

218

Vitamin B12
(CLIA)
Controls

160201459MT

69471455459WU

The Vitamin B12 controls are intended
for performing quality control
procedures with MAGLUMI Vitamin
B12 assay when used for the quantitative
determination of Vitamin B12 in human
serum and plasma,

Class B

219

IGF-1 (CLIA)

130255007M;
130655007M;
130755007M

69471455460WD

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Insulin-like-growth
factor 1 (IGF-I) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the assessment of
individuals with suspected or confirmed

Class B
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growth disorders.

220

IGF-I (CLIA)
Controls

160201460MT

69471455460WD

The IGF-I controls are intended for
performing quality control procedures
with MAGLUMI IGF-I assay when used
for the quantitative determination of
IGF-I in human serum and plasma.

Class B

221

D-Dimer
(CLIA)

130256008M;
130656008M;
130756008M

69471455461 WF

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of D-Dimer in human
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in diagnosis the
exclusion of individuals with suspected
or confirmed deep venous
thromboembolism (DVT) and
disseminated intravascular coagulation
(DIC), and aid in monitoring the therapy
for thrombolysis patients.

Class C

222

D-Dimer
(CLIA)
Controls

16020146 1MT

69471455461 WF

The D-Dimer controls are intended for
performing quality control procedures
with MAGLUMI D-Dimer assay when
used for the quantitative determination
of D-Dimer in human plasma.

Class C

223

Laminin
(CLIA)

130259004M;
130659004 M;
130759004M

69471455462WH

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Laminin (LN) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed hepatic fibrosis.

Class B

224

Laminin
(CLIA)
Controls

160201462MT

69471455462WH

The Laminin controls are intended for
performing quality control procedures

with MAGLUMI Laminin assay when
used for the quantitative determination
of Laminin (LN) in human serum and

plasma.

Class B

225

Col IV
(CLIA)

130259003 M;
130659003M;
130759003M

69471455463 WK

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Type IV collagen (C
IV) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed hepatic fibrosis.

Class B

226

Col IV
(CLIA)
Controls

160201463MT

69471455463WK

The Col IV controls are intended for
performing quality control procedures
with MAGLUMI Col IV assay when
used for the quantitative determination
of Type IV collagen (C 1V) in human
serum and plasma.

Class B

227

Hyaluronic

130259001M,;

69471455464 WM

The kit is an in vitro chemiluminescence

Class B
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Acid (CLIA)

130659001 M;
130759001M

immunoassay for the quantitative
determination of Hyaluronic Acid (HA)
in human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed hepatic fibrosis.

228

Hyaluronic
Acid (CLIA)
Controls

160201464MT

69471455464 WM

The Hyaluronic Acid controls are
intended for performing quality control
procedures with MAGLUMI Hyaluronic
Acid assay when used for the
quantitative determination of Hyaluronic
Acid (HA) in human serum and plasma.

Class B

229

PIIIP N-P
(CLIA)

130259002M;
130659002M;
130759002M

69471455465WP

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of type III Procollagen N-
terminal peptide (PIIIP N-P) in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
hepatic fibrosis.

Class B

230

PIIIP N-P
(CLIA)
Controls

160201465MT

69471455465WP

The PIIIP N-P controls are intended for
performing quality control procedures
with MAGLUMI PIITP N-P assay when
used for the quantitative determination
of PIIIP N-P in human serum and
plasma.

Class B

231

Cholylglycine
(CLIA)

130259005M;
130659005M;
130759005M

69471455466 WR

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Cholylglycine (CG) in
human serum using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis and
assessment of individuals with suspected
or confirmed hepatobiliary diseases.

Class B

232

Cholylglycine
(CLIA)
Controls

160201466MT

69471455466 WR

The Cholylglycine controls are intended
for performing quality control
procedures with MAGLUMI
Cholylglycine assay when used for the
quantitative determination of
Cholylglycine in human serum.

Class B

233

Growth
Hormone
(CLIA)

130270001 M;
130670001 M;
130770001M

69471455467TWT

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Growth Hormone (GH)
in human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in assessment of pituitary gland and
disorder of growth hormone caused by

Class B
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non-pituitary disease.

Growth
Hormone
(CLIA)

Controls

‘ 234

160201467MT

6947145546TWT

The Growth Hormone controls are
intended for performing quality control
procedures with MAGLUMI Growth
Hormone assay when used for the
quantitative determination of Growth
Hormone in human serum and plasma.

Class B

Cortisol

235 | (cLIA)

130270002M;
130670002M;
130770002M

69471455468WV

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Cortisol in human
serum, plasma and urine using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of
disorders of individuals with suspected
or confirmed the adrenal gland.

Class B

Cortisol
(CLIA)
Controls

236

160201468MT

69471455468WV

The Cottisol controls are intended for
performing quality control procedures
with MAGLUMI Cortisol assay when
used for the quantitative determination
of Cortisol in human serum, plasma and
urine.

Class B

237 | IAA (CLIA)

130255003M;
130655003M;
130755003M

69471455469WX

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of insulin autoantibodies
(IAA) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed diabetes mellitus
type 1.

Class C

IAA (CLIA)

a8 Controls

160201469MT

69471455469WX

The IAA controls are intended for
performing quality control procedures
with MAGLUMI [AA assay when used
for the quantitative determination of [AA
in human serum and plasma.

Class C

Anti-GAD

239 | oy

130255005M;
130655005M;
130755005M

69471455470WG

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Glutamic acid
decarboxylase antibody (Anti-GAD) in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed diabetes mellitus
type 1.

Class C

Anti-GAD
(CLIA)
Controls

240

160201470MT

69471455470WG

The Anti-GAD controls are intended for
performing quality control procedures
with MAGLUMI Anti-GAD assay when
used for the quantitative determination
of Anti-GAD in human serum and
plasma.

Class C
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241

PCT (CLIA)

130266001M,;
130666001 M;
130766001M

69471455471WJ]

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of PCT in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
disease of bacterial infections.

Class B

242

PCT (CLIA)
Controls

160201471MT

69471455471WJ

The PCT controls are intended for
performing quality control procedures
with MAGLUMI PCT assay when used
for the quantitative determination of
PCT in human serum and plasma.

Class B

243

Proinsulin
(CLIA)

130255004M;
130655004M;
130755004M

69471455472WL

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of proinsulin (Pro-INS) in
human serum using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the assessment of
the function of pancreas islets.

Class B

244

Proinsulin
(CLIA)
Controls

160201472MT

69471455472WL

The Proinsulin controls are intended for
performing quality control procedures
with MAGLUMI Proinsulin assay when
used for the quantitative determination
of Proinsulin (Pro-INS) in human serum.

Class B

245

ACTH
(CLIA)

130270003 M;
130670003M,;
130770003M

69471455473 WN

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Adrenocorticotropic
hormone (ACTH) in human plasma
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis and treatment of
disorders of individuals with suspected
or confirmed adrenal glands.

Class B

246

ACTH
(CLIA)
Controls

160201473MT

69471455473WN

The ACTH controls are intended for
performing quality control procedures
with MAGLUMI ACTH assay when
used for the quantitative determination
of ACTH in human plasma.

Class B

247

Intact PTH
(CLIA)

130261001M;
130661001M;
130761001M

69471455474WQ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Parathyroid Hormone
(PTH) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in assessment of parathyroid function
and in the differential diagnosis of
hypercalcemia and hypocalcemia.

Class B

248

Intact PTH
(CLIA)

160201474MT

69471455474WQ

The Intact PTH controls are intended for
performing quality control procedures

Class B
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Controls

with MAGLUMI Intact PTH assay when
used for the quantitative determination
of PTH in human serum and plasma.

249 | (cLIA)

Osteocalcin

130261003M;
13066 1003M;
130761003M

69471455475WS

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Osteocalcin in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the assessment of
osteoporosis and bone synthesis after
bone injury.

Class B

250 | (CLIA)
Controls

Osteocalcin

160201475MT

69471455475WS

The Osteocalcin controls are intended
for performing quality control
procedures with MAGLUMI
Osteocalcin assay when used for the
quantitative determination of
Osteocalcin (also called bone GLA
protein, BGP) in human serum and
plasma.

Class B

251 | cLia)

HSV-2 IgG

130262008M;
130662008M;
130762008M

69471455479X2

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of HSV-2 IgG in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
HSV-2 infection.

Class C

252 | (CLIA)
Controls

HSV-2 IgG

160201479MT

69471455479X2

The HSV-2 IgG controls are intended for
performing quality control procedures
with MAGLUMI HSV-2 [gG assay
when used for the qualitative
determination of HSV-2 IgG in human
serum and plasma.

Class C

233 | onIA)

HSV-1/2 1gG

130262007M;
130662007M;
130762007M

69471455480WK

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of HSV-1/2 IgG in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
HSYV infection.

Class C

254 | (CLIA)
Controls

HSV-1/2 IgG

160201480MT

69471455480WK

The HSV-1/2 IgG controls are intended
for performing quality control
procedures with MAGLUMI HSV-1/2
IgG assay when used for the qualitative
determination of HSV-1/2 IgG in human
serum and plasma.

Class C

255 | (CLIA}

HSV-1/2 IgM

130262009M;
130662009M;
130762009M

69471455484WT

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of HSV-1/2 IgM in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay

Class C
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is used for an aid in the diagnosis of
HSV infection.

256

HSV-1/2 IgM
(CLIA)
Controls

160201484MT

69471455484WT

The HSV-1/2 IgM controls are intended
for performing quality control
procedures with MAGLUMI HSV-1/2
IgM assay when used for the qualitative
determination of HSV-1/2 IgM in human
serum and plasma.

Class C

257

Tacrolimus
(CLIA)

130257003M;
130657003M;
130757003M

69471455485WV

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Tacrolimus in human
whole blood using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the management of
transplant patients receiving tacrolimus
therapy.

Class C

258

Tacrolimus
(CLIA)
Controls

160201485MT

69471455485WV

The Tacrolimus controls are intended for
performing quality control procedures
with MAGLUMI Tacrolimus assay when
used for the quantitative determination
of Tacrolimus in human whole blood.

Class C

259

Cyclosporine
(CLIA)

130257001M;
130657001M;
130757001M

69471455486 WX

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Cyclosporine (CSA) in
human whole blood using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the management of transplant patients
receiving cyclosporine therapy.

Class C

260

Cyclosporine
(CLIA)
Controls

160201486MT

69471455486 WX

The Cyclosporine controls are intended
for performing quality control
procedures with MAGLUMI
Cyclosporine assay when used for the
quantitative determination of
Cyclosporine (CSA) in human whole
blood.

Class C

261

Digoxin

(CLIA)

130257002M;
130657002M;
130757002M

69471455487TWZ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Digoxin in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis and
treatment of digoxin overdose and in
monitoring levels of digoxin to ensure
appropriate therapy.

Class C

262

Digoxin
(CLIA)
Controls

160201487MT

69471455487TWZ

The Digoxin controls are intended for
performing quality control procedures
with MAGLUMI Digoxin assay when
used for the quantitative determination
of Digoxin in human serum and plasma.

Class C

263

Albumin
(CLIA)

130254002M;
130654002M;

69471455488X3

The kit is an in vitro chemiluminescence
immunoassay for the quantitative

Class B
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130754002M

determination of Albumin (ALB) in
human urine using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
kidney diseases.

264

Albumin
(CLIA)
Controls

160201488MT

69471455488X3

The Albumin controls are intended for
performing quality control procedures
with MAGLUMI Albumin assay when
used for the quantitative determination
of Albumin (ALB) in human urine.

Class B

265

p2-
Microglobuli
n (CLIA)

130254001 M;
130654001M;
130754001M

69471455489X5

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of p2-Microglobulin (B2-
MG) in human serum, plasma and urine
using the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of kidney disease and
lymphoproliferative diseases such as
multiple myelom.

Class C

266

p2-
Microglobuli
n (CLIA)
Controls

160201489MT

69471455489X5

The B2-Microglobulin controls are
intended for performing quality control
procedures with MAGLUMI B2-
Microglobulin assay when used for the
quantitative determination of f2-
Microglobulin in human serum, plasma
and urine.

Class C

267

Myoglobin
(CLIA)

130256003 M;
130656003M;
130756003M

69471455490WN

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Myoglobin in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
individuals with suspected or confirmed
myocardial infarction.

Class C

268

Myoglobin
(CLIA)
Controls

160201490MT

69471455490WN

The Myoglobin controls are intended for
performing quality control procedures
with MAGLUMI Myoglobin assay when
used for the quantitative determination
of Myoglobin in human serum and
plasma.

Class C

269

CK-MB
(CLIA)

130256001 M;
130656001 M;
130756001 M:

69471455491WQ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of CK-MB in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used in the diagnosis and treatment of
individuals with suspected or confirmed
myocardial infarction and muscle
diseases.

Class C
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CK-MB
270 | (CLIA)
Controls

160201491MT

69471455491WQ

The CK-MB controls are intended for
performing quality control procedures
with MAGLUMI CK-MB assay when
used for the quantitative determination
of CK-MB in human serum and plasina.

Class C

211 | (cLIA)

NT-proBNP

130256004 M;
130656004M;
130756004M

69471455492WS

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of NT-proBNP in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
patients with heart failure.

Class C

272 | (CLIA)
Controls

NT-proBNP

160201492MT

69471455492WS

The NT-proBNP controls are intended
for performing quality control
procedures with MAGLUMI NT-
proBNP assay when used for the
quantitative determination of NT-
proBNP in human serum and plasma.

Class C

hs-cTnl

273 | (cLIA)

1302560 14M;
130656014M;
130756014M

69471455493WU

The kit is an in vitro chemiluminescence
immunoassay for the high sensitivity
quantitative determination of cardiac
troponin [ (¢Tnl) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis and
treatment of individuals with suspected
or confirmed myocardial infarction and
cardiac muscle damage.

Class C

hs-¢Tnl
274 | (CLIA)
Controls

160201493MT

69471455493WU

The hs-cTnl controls are intended for
performing quality control procedures
with MAGLUMI hs-cTnl assay when
used for the quantitative determination
of cardiac troponin I (¢Tnl) in human
serum and plasma.

Class C

hs-CRP

275 | (CLIA)

130206023M;
130606023 M;
130706023M

69471455494WW

The kit is an in vitro chemiluminescence
immunoassay for the high sensitivity
quantitative determination of C-reactive
protein (CRP) in human serum and
plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in assessment of
individuals with suspected or confirmed
risk of cardiovascular disease.

Class C

hs-CRP
276 | (CLIA)
Controls

160201494MT

69471455494WW

The hs-CRP controls are intended for
performing quality control procedures
with MAGLUMI hs-CRP assay when
used for the quantitative determination
of CRP in human serum and plasma.

Class C

277 | IgG (CLIA)

130258005M;
130658005M;
130758005M

69471455497X4

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of IgG in human serum,
plasma and urine using the MAGLUMI

Class B
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series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the assessment of
the function of immunity and diagnosis
of individuals with suspected or
confirmed immunological diseases.

278

IgG (CLIA)
Controls

160201497TMT

69471455497X4

The IgG controls are intended for
performing quality control procedures
with MAGLUMI IgG assay when used
for the quantitative determination of IgG
in human serum, plasma and urine.

Class B

279

IgE (CLIA)

13025800 1M;
13065800 1M;
13075800 1M

69471455498X6

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of total Immunoglobulin E
(IgE) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed allergic
disorders.

Class B

280

IgE (CLIA)
Controls

160201498MT

69471455498X6

The IgE controls are intended for
performing quality control procedures
with MAGLUMI IgE assay when used
for the quantitative determination of IgE
in human serum and plasma.

Class B

281

IgA (CLIA)

130258004 M,
130658004M;
130758004M

69471455499X8

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of [gA in human serum,
plasma and urine using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the assessment of
the function of immunity and diagnosis
of individuals with suspected or
confirmed immunological diseases.

Class B

282

IgA (CLIA)
Controls

160201499MT

69471455499X8

The IgA controls are intended for
performing quality control procedures
with MAGLUMI IgA assay when used
for the quantitative determination of IgA
in human serum, plasma and urine.

Class B

283

IgM (CLIA)

130258002M;
130658002M;
130758002M

69471455500VY

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of [gM in human serum
and plasma using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the assessment of
the function of immunity and diagnosis
of individuals with suspected or
confirmed immunological diseases.

Class B

284

IgM (CLIA)
Controls

160201500MT

69471455500VY

The IgM controls are intended for
performing quality control procedures
with MAGLUMI IgM assay when used

Class B
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for the quantitative determination of [gM
in human serum and plasma.

285

EBV EA IgG
(CLIA)

130265001M;
130665001 M:;
130765001M

694714551001HE

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of EBV EA IgG in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of EB
viral infection.

Class C

286

EBV EA IgG
(CLIA)
Controls

1602011001MT

694714551001 HE

The EBV EA IgG controls are intended
for performing quality control
procedures with MAGLUMI EBV EA
IgG assay when used for the qualitative
determination of EBV EA IgG in human
serum and plasma.

Class C

287

EBV NA IgG
(CLIA)

130265006M;
130665006M;
130765006M

694714551002HG

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of EBV NA IgG in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of EB
viral infection.

Class C

288

EBV NA IgG
(CLIA)
Controls

1602011002MT

694714551002HG

The EBV NA 1gG controls are intended
for performing quality control
procedures with MAGLUMI EBV NA
IgG assay when used for the qualitative
determination of EBV NA IgG in human
serum and plasma.

Class C

289

EBV VCA
IgG (CLIA)

130265003M,;
130665003 M;
130765003M

694714551003H)

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of EBV VCA IgG in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of EB viral infection.

Class C

290

EBV VCA
IgG (CLIA)
Controls

1602011003MT

694714551003H1

The EBV VCA IgG controls are intended
for performing quality control
procedures with MAGLUMI EBV VCA
IgG assay when used for the qualitative
determination of EBV VCA IgG in
human serum and plasma.

Class C

291

EBV VCA
IgM (CLIA)

130265004 M;
130665004 M,;
130765004M

694714551004HL

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of EBV VCA IgM in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of EB viral infection.

Class C

297

EBV VCA
IgM (CLIA)

1602011004MT

694714551004HL

The EBV VCA IgM controls are
intended for performing quality control

Class C
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Controls

procedures with MAGLUMI EBV VCA
IgM assay when used for the qualitative
determination of EBV VCA IgM in
human serum and plasma.

293

EBV VCA
IgA (CLIA)

130265005M;
130665005M;
130765005M

694714551005HN

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of EBV VCA IgA in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of EB viral infection.

Class C

294

EBV VCA
IgA (CLIA)
Controls

1602011005MT

694714551005HN

The EBV VCA IgA controls are intended
for performing quality control
procedures with MAGLUMI EBV VCA
IgA assay when used for the qualitative
determination of EBV VCA IgA in
human serum and plasma.

Class C

295

EBV EA IgA
(CLIA)

130265002M;
130665002M;
130765002M

694714551006HQ

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of EBV EA IgA in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of EB
viral infection.

Class C

296

EBV EA IgA
(CLIA)
Controls

1602011006MT

694714551006HQ

The EBV EA IgA controls are intended
for performing quality control
procedures with MAGLUMI EBV EA
IgA assay when used for the qualitative
determination of EBV EA IgA in human
serum and plasma.

Class C

297

TPA (CLIA)

130201043 M;
130601043 M;
130701043M

694714551012HK

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Tissue polypeptide
antigen (TPA) in human serum using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for the
management of patients with tumours
arising from epithelial cells, e.g.
carcinomas of the lung, breast,
gastrointestinal tract, and urinary
bladder.

Class C

298

TPA (CLIA)
Controls

1602011012MT

694714551012HK

The TPA controls are intended for
performing quality control procedures
with MAGLUMI TPA assay when used
for the quantitative determination of TPA
in human serum.

Class C

299

Syphilis
(CLIA)

130269003M;
130669003M;
130769003M

694714551013HM

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of total antibodies to
Treponema pallidum (T. pallidum) in
human serum and plasma using the
MAGLUMI series Fully-auto

Class C
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chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of Syphilis infection.

300

Syphilis
(CLIA)
Controls

1602011013MT

694714551013HM

The Syphilis controls are intended for
performing quality control procedures
with MAGLUMI Syphilis assay when
used for the qualitative determination of
total antibodies to Treponema pallidum
(T. pallidum) in human serum or plasma.

Class C

301

H.pylori IgA
(CLIA)

130251028M;
130651028M;
130751028M

694714551014HP

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of H.pylori [gA in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
H.pylori infection.

Class B

302

H.pylori IgA
(CLIA)
Controls

1602011014MT

694714551014HP

The H.pylori IgA controls are intended
for performing quality control
procedures with MAGLUMI H.pylori
IgA assay when used for the qualitative
determination of H.pylori [gA in human
serum and plasma.

Class B

303

H.pylori IgM
(CLIA)

130251027M,;
130651027M;
130751027M

(694714551015HR

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of H.pylori IgM in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
H.pylori infection.

Class B

304

H.pylori IgM
(CLIA)
Controls

1602011015MT

694714551015HR

The H.pylori IgM controls are intended
for performing quality control
procedures with MAGLUMI H.pylori
IgM assay when used for the qualitative
determination of H.pylori IgM in human
serum and plasma.

Class B

305

CRP (CLIA)

130266002M;
130666002M,
130766002M

694714551019HZ

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of C-reactive protein
(CRP) in human serum and plasma using
the MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used as a
nonspecific marker of inflammation.

Class B

306

CRP (CLIA)
Controls

1602011019MT

694714551019HZ

The CRP controls are intended for
performing quality control procedures
with MAGLUMI CRP assay when used
for the quantitative determination of
CRP in human serum and plasma.

Class B

307

Preaccu for
Prenatal
Screening

22010315

69471455Preaccu6
w

Trisomy 21 and Trisomy 18/13 screening
during the first trimester.

Class C

308

Anti-Ro-52

130217026M;

694714551022HN

The kit is an in vitro chemiluminescence

Class B
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IgG (CLIA)

130617026M;
130717026M

immunoassay for the quantitative
determination of Anti-Ro-52 IgG in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed autoimmune
diseases such as sjogren's syndrom.

Anti-Ro-52
IgG (CLIA)
Controls

309

1602011022MT

694714551022HN

The Anti-Ro-52 IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-Ro-52
[gG assay when used for the quantitative
determination of Anti-Ro-52 IgG in
human serum and plasma.

Class B

Anti-
Nucleosomes
IgG (CLIA)

310

130217024M;
130617024M;
130717024M

694714551020H]

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-Nucleosomes [gG
in human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed systemic lupus
erythematosus (SLE) or lupus nephritis
and the assessment of disease activity in
individuals with confirmed systemic
lupus erythematosus (SLE).

Class B

Anti-
Nucleosomes
IgG (CLIA)
Controls

311

1602011020MT

694714551020H)

The Anti-Nucleosomes IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-
Nucleosomes IgG assay when used for
the quantitative determination of Anti-
Nucleosomes IgG in human serum and
plasma.

Class B

Anti-PM-Scl

312 115G (CLIA)

130217025M;
130617025M;
130717025M

69471455102 1HL

The kit is an in vitro chemiluminescence
immunoassay for the quantitative
determination of Anti-PM-Scl IgG in
human serum and plasma using the
MAGLUMI series Fully-auto
chemiluminescence immunoassay
analyzer and Biolumi series Integrated
System, and the assay is used for an aid
in the diagnosis of individuals with
suspected or confirmed
polymyositis/scleroderma overlap
syndrome.

Class B

Anti-PM-Scl
IgG (CLIA)
Controls

313

1602011021MT

694714551021HL

The Anti-PM-Scl IgG controls are
intended for performing quality control
procedures with MAGLUMI Anti-PM-
Scl IgG assay when used for the
quantitative determination of Anti-PM-
Scl IgG in human serum and plasma.

Class B

CMV IgM

14 | criay

130262006M;
130662006M;
130762006M

69471455482WP

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of CMV IgM in human

Class C
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serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
acute or recent CMV infection and used
for pre-natal screening of women.

CMV IgM
315 | (CLIA)
Controls

160201482MT

69471455482WP

The CMV IgM controls are intended for
performing quality control procedures
with MAGLUMI CMV IgM assay when
used for the qualitative determination of
CMYV IgM in human serum and plasma.

Class C

Toxo IgM

316 | (cLIA)

130262002M,;
130662002M;
130762002M

69471455481 WM

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of Toxo IgM in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
acute or recent Toxoplasma gondii
infection and used for pre-natal
screening of women.

Class C

Toxo 1gM
317 | (CLIA)
Controls

160201481MT

69471455481 WM

The Toxo IgM controls are intended for
performing quality control procedures
with MAGLUMI Toxo IgM assay when
used for the qualitative determination of
Toxo IgM in human serum and plasma.

Class C

Rubella IgM

318 | cLiA)

130262004 M;
130662004M;
130762004M

69471455483 WR

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of Rubella [gM in human
serum and plasma using the MAGLUMI
series Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay

is used for an aid in the diagnosis of
acute or recent rubella infection and used
for pre-natal screening of women.

Class C

Rubella IgM
319 | (CLIA)
Controls

160201483MT

69471455483 WR

The Rubella IgM controls are intended
for performing quality control
procedures with MAGLUMI Rubella
IgM assay when used for the qualitative
determination of Rubella [gM in human
serum and plasma.

Class C

CMV IgG

320 | (cLIA)

130212005M;
130612005M;
130712005M

69471455071VW

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of CMV [gG in human
serum using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
CMYV infection ,assess the serological
status of an individual and used for pre-
natal screening of women.

Class C

CMYV IgG
321 [ (CLIA)
Controls

160201071MT

69471455071VW

The CMYV IgG controls are intended for
performing quality control procedures
with MAGLUMI CMYV lgG assay when

Class C
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used for the qualitative determination of
CMYV IgG in human serum.

Toxo 1gG

322 | (cLIA)

130212001M;
130612001M;
130712001M

69471455077WA

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of Toxo IgG in human
serum using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
Toxoplasma gondii infection, assess the
serological status of an individual and
used for pre-natal screening of women.

Class C

Toxo IgG
323 | (CLIA)
Controls

160201077MT

69471455077TWA

The Toxo IgG controls are intended for
performing quality control procedures
with MAGLUMI Toxo IgG assay when
used for the qualitative determination of
Toxo IgG in human serum.

Class C

324 | (cLIA)

Rubella IgG

130212003M;
130612003M;
130712003M

69471455076 W8

The kit is an in vitro chemiluminescence
immunoassay for the qualitative
determination of Rubella IgG in human
serum using the MAGLUMI series
Fully-auto chemiluminescence
immunoassay analyzer and Biolumi
series Integrated System, and the assay
is used for an aid in the diagnosis of
rubella infection, assess the serological
status of an individual and used for pre-
natal screening of women.

Class C

325 | (CLIA)
Controls

Rubella 1gG

160201076MT

69471455076 W8

The Rubella IgG controls are intended
for performing quality control
procedures with MAGLUMI® Rubella
IgG (CLIA) when used for the
qualitative determination of Rubella IgG
in human serum.

Class C
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