








   
Monobind, Inc. 

 

 
 100 North Pointe Drive Phone: +1.949.951.2665 www.monobind.com 
 Lake Forest, California 92630 USA Fax: +1.949.951.3539 info@monobind.com 

    

DECLARATION OF CONFORMITY 
 

Product Family TOTAL AND FREE PROSTATE SPECIFIC ANTIGEN (PSA and FPSA) 
   

Specific Product Details 
 

Product Description Item # 
ELISA 

Item # CLIA EDMS Code GMDN 
ELISA 
Code 

GMDN 
CLIA 
Code 

Risk Class 

Total PSA Test System 2125-300A 
2125-300B 

2175-300A 
2175-300B 

12.03.01.32.00 54664 54665 High/ List B 

Total PSA Extra Sensitive 
Test System 

8725-300A 
8725-300B 

8775-300A 
8775-300B 

12.03.01.32.00 54664 54665 High/ List B 

Free PSA Test System 2325-300A 
2325-300B 

2375-300A 
2375-300B 

12.03.01.33.00 54668 54669 High/ List B 

Cancer VAST Test System 8425-300B 
8425-300D 
8425-300E 

8475-300B 
8475-300D 
8475-300E 

12.03.01.32.00 54664 54665 High/ List B 

Multi Ligand Control ML-300B ML-300B 12.03.01.32.00 38207 38207 High/ List B 
 

Manufacturer 
Name Monobind Inc. 
Address 100 North Pointe, Lake Forest, CA 92630 
Country United States 
 
Representative 
Name CEpartner4U BV, 
Address Esdoornlaan 13, 3951DB Maarn 
Country The Netherlands 
Telephone +31 (0)6 – 516.536.26 

 

Notified Body 
 Name   NSAI 
 Body ID Number   0050 
 CE Cert #   304.1006 
 Registration #  NL-CA002-2011-23306 
 

 Means of Conformity 
Monobind Inc. declares that the product listed is in conformity with the Annex IV, IVD Type List B essential requirements and provisions of 
Council Directive:  98/79/EC 
 
And is in conformance with the following standards: 
  
 EN 13612:2002 EN 15223-1:2016 EN ISO 14971:2019 
 EN ISO 18113:2011 EN 13641:2002 EN ISO 23640:2015 
 Under the principles of  EN ISO 13485:2016 
 

 Signature 
Place and effective date Monobind Inc.  January 30, 2021 revision 04 
 
Signature 
 
Name Tony Shatola   Title QA Director  
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Declaration form: Standard ISO/IEC 17050-1:2010 

vs. 2020-11 

DECLARATION OF CONFORMITY 
1) Manufacturer (Name, department): Monobind Inc. 
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES 

and  

2) European authorized representative:  CEpartner4U BV,  
Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS; 
(on product labels printed as: 
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS.  www.cepartner4u.com)  
 
3) Product(s) (name, type or model/batch number, etc.): 

Immunoassay products;  
AccuBind® ELISA,  
AccuLite® CLIA,  
QSure® Control, 
Instruments                                                                                                  
see appendix 

 

4) The product(s) described above is in conformity with: 

Document No. Title 

98/79/EC In vitro Diagnostic Medical Devices 
Directive 

 

5) Additional information (Conformity procedure, Notified Body, CE certificate, Registration nr., etc.): 
Conformity assessment procedure for CE marking: In vitro Diagnostic Medical Device Directive, 

Annex III 

Registration nr. : NL- CA002-22758 and NL- CA002-22762 

 

 

Lake Forest, USA; 2021-09-20 _________________________________ 

 Tony Shatola; QA Director, Monobind Inc. 
(Place & date of issue (yyyy-mm-dd)) (name, function and signature of manufacturer) 
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Appendix 
 

 Date: 2021-09-20 
List of devices. 
 

Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 

Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Allergy & Anemia        

Ferritin Test System 
2825-300A 
2825-300B 

2875-300A 
2875-300B 

  12.07.01.02.00 Low 2005-11-11 

Folate Test System 
7525-300A 
7525-300B 

7575-300A 
7575-300B 

  12.07.01.03.00 Low 2010-06-29 

Immunoglobulin E (IgE) Test System 
2525-300A 
2525-300B 

2575-300A 
2575-300B 

  12.02.01.02.00 Low 2005-11-11 

Transferrin Soluble Receptor (sTfR) Test 
System 

8625-300A 
8625-300B 

8675-300A 
8675-300B 

  12.07.01.06.00 Low 2010-06-29 

Vitamin B-12 (Vit B12) Test System 
7625-300A 
7625-300B 

7675-300A 
7675-300B 

  12.07.02.04.00 Low 2011-09-26 

Folate, Vitamin B-12 (Anemia Panel VAST) Test 
System 

7825-300A 
7825-300B 

7875-300A 
7875-300B 

  12.07.01.00.00 Low 2013-09-16 

Autoimmune 

Anti-Cyclic Citrullinated Peptide IgG (Anti-CCP 
IgG) Test System 

12725-300A 
12725-300B 

12775-300A 
12775-300B 

  12.11.01.90.00 Low 2019-04-03 

Anti-Thyroglobulin (Anti-Tg) Test System 
1025-300A 
1025-300B 

1075-300A 
1075-300B 

  12.10.03.04.00 Low 2005-11-11 

Anti-Thyroperoxidase (Anti-TPO) Test System 
1125-300A 
1125-300B 

1175-300A 
1175-300B 

  12.10.03.01.00 Low 2005-11-11 

Bone Metabolism & Growth 

Calcitonin Test System 
9325-300A 
9325-300B 

9375-300A 
9375-300B 

  12.06.03.02.00 Low 2019-04-03 

Growth Hormone (hGH) Test System 
1725-300A 
1725-300B 

1775-300A 
1775-300B 

  12.06.04.02.00 Low 2005-11-11 

Parathyroid Hormone (PTH) Test System 
9025-300A 
9025-300B 

9075-300A 
9075-300B 

  12.06.03.13.00 Low 2011-09-26 

Parathyroid Hormone (PTH) 3rd & 2nd Gen 
(VAST) Test System 

10025-300A 
10025-300B 

10075-300A 
10075-300B 

  12.06.03.13.00 Low 2019-04-03 

25(OH) Vitamin D Total Direct (Vit D-Direct) 
Test System 

7725-300A 
7725-300B 

7775-300A 
7775-300B 

  12.06.03.10.00 Low 2017-07-05 

Cancer Markers 

Alpha-Fetoprotein (AFP) Test System 
1925-300A 
1925-300B 

1975-300A 
1975-300B 

  12.03.90.01.00 Low 2005-11-11 

CA-125 Test System 
3025-300A 
3025-300B 

3075-300A 
3075-300B 

  12.03.01.06.00 Low 2005-11-11 

CA 15-3 Test System 
5625-300A 
5625-300B 

5675-300A 
5675-300B 

  12.03.01.02.00 Low 2010-06-29 

CA 19-9 Test System 
3925-300A 
3925-300B 

3975-300A 
3975-300B 

  12.03.01.03.00 Low 2005-11-11 

Carcinoembryonic Antigen (CEA) Test System 
1825-300A 
1825-300B 

1875-300A 
1875-300B 

  12.03.01.31.00 Low 2005-11-11 

Next Generation Carcinoembryonic Antigen 4625-300A 4675-300A   12.03.01.31.00 Low 2010-06-29 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

(CEA-Next Gen) Test System 4625-300B 4675-300B 

Free β-Subunit Human Chorionic Gonadotropin 
(Free Beta hCG) Test System 

2025-300A 
2025-300B 

2075-300A 
2075-300B 

  12.03.01.90.00 Low 2005-11-11 

Cardiac Markers 

CK-MB Test System 
2925-300A 
2925-300B 

2975-300A 
2975-300B 

  12.13.01.02.00 Low 2005-11-11 

Digoxin (DIG) Test System 
925-300A 
925-300B 

975-300A 
975-300B 

  12.08.01.01.00 Low 2005-11-11 

High Sensitivity CRP (hs-CRP) Test System 
3125-300A 
3125-300B 

3175-300A 
3175-300B 

  12.13.01.90.00 Low 2005-11-11 

Myoglobin Test System 
3225-300A 
3225-300B 

3275-300A 
3275-300B 

  12.13.01.05.00 Low 2005-11-11 

Troponin I (cTnI) Test System 
3825-300A 
3825-300B 

3875-300A 
3875-300B 

  12.13.01.07.00 Low 2005-11-11 

Diabetes 

C-Peptide Test System 
2725-300A 
2725-300B 

2775-300A 
2775-300B 

  12.06.01.01.00 Low 2005-11-11 

Insulin Test System 
2425-300A 
2425-300B 

2475-300A 
2475-300B 

  12.06.01.03.00 Low 2005-11-11 

Rapid Insulin Test System 
5825-300A 
5825-300B    12.06.01.03.00 Low 2010-06-29 

Insulin - C-Peptide (Diabetes Panel VAST) 
7325-300A 
7325-300B 

7375-300A 
7375-300B 

  12.06.01.03.00 Low 2005-11-11 

Endocrine        

ACTH Test System 10625-300 10675-300   12.06.04.01.00 Low 2019-04-03 

Aldosterone Test System 10125-300 10175-300   12.06.02.01.00 Low 2019-04-03 

Leptin Test System 10925-300 10975-300   12.06.90.17.00 Low 2019-04-03 

Fertility & Prenatal        

Anti-Müllerian Hormone (AMH) Test System 
9725-300A 
9725-300B 

9775-300A 
9775-300B 

  12.05.02.16.00 Low 2019-04-03 

Folicle Stimulating Hormone (FSH) Test System 
425-300A 
425-300B 

475-300A 
475-300B 

  12.05.01.04.00 Low 2005-11-11 

Β-Human Chorionic Gonadotropin (hCG) Test 
System 

825-300A 
825-300B 

875-300A 
875-300B 

  12.05.02.05.00 Low 2005-11-11 

Β-Human Chorionic Gonadotropin Extended 
Range (hCG-XR) Test System 

8825-300A 
8825-300B 

8875-300A 
8875-300B 

  12.05.02.05.00 Low 2013-09-16 

Rapid Β-Human Chorionic Gonadotropin (Rapid 
-hCG) Test System 

3325-300A 
3325-300B    12.05.02.05.00 Low 2005-11-11 

Inhibin A Test System 
9525-300A 
9525-300B 

9575-300A 
9575-300B 

  12.05.01.90.00 Low 2019-04-03 

Inhibin B Test System 
9625-300A 
9625-300B 

9675-300A 
9675-300B 

  12.05.01.90.00 Low 2019-04-03 

Luteinizing Hormone (LH) Test System 
625-300A 
625-300B 

675-300A 
675-300B 

  12.05.01.05.00 Low 2005-11-11 

Pregnancy Associated Plasma Protein – A Mass 
Units (PAPP-A Mass Units) Test System 

12625-300A 
12625-300B 

12675-300A 
12675-300B 

  12.05.02.10.00 Low 2017-07-05 

Prolactin Hormone (PRL) Test System 
725-300A 
725-300B 

775-300A 
775-300B 

  12.05.01.08.00 Low 2005-11-11 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Prolactin Hormone Sequential (PRLs) Test 
System 

4425-300A 
4425-300B 

4475-300A 
4475-300B 

  12.05.01.08.00 Low 2005-11-11 

Human Chorionic Gonadotropin (hCG) , Human 
Prolactin (hPRL), Human Luteinizing Hormone 
(hLH), Follicle Stimulating Hormone (FSH) 
(Fertility Panel VAST) Test System 

8325-300B 
8325-300D 
8325-300E 

8375-300B 
8375-300D 
8375-300E 

  

12.05.01.90.00 Low 2006-08-24 

Alpha-Fetoprotein  (AFP), Human Chorionic 
Gonadotropin (hCG), Unconjugated Estiol (u-
E3) Triple Screen (Triple Screen Panel VAST) 
Test System 

8525-300A 
8525-300B 

8575-300A 
8575-300B 

  

12.05.01.90.00 Low 2010-06-29 

Infectious Diseases 
Anti-H. Pylori IgG (H. Pylori Ab IgG) Test 
System 

1425-300A 
1425-300B 

1475-300A 
1475-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-H. Pylori IgM  (H. Pylori Ab IgM) Test 
System 

1525-300A 
1525-300B 

1575-300A 
1575-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-H. Pylori IgA (H. Pylori Ab IgA) Test System 
1625-300A 
1625-300B 

1675-300A 
1675-300B 

  15.01.04.03.00 Low 2005-11-11 

Anti-SARS-CoV-2 (COVID-19) IgG Test System 
11925-300A 
11925-300B 

11975-300A 
11975-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) IgM Test System 
11725-300A 
11725-300B 

11775-300A 
11775-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) IgA Test System 
11825-300A 
11825-300B 

11875-300A 
11875-300B 

  15.04.80.90.00 Low 2020-08-25 

Anti-SARS-CoV-2 (COVID-19) S1-RBD IgG 
Test System 

12025-300A 
12025-300B 

12075-300A 
12075-300B 

  15.04.80.90.00 Low 2021-09-20 

D-Dimer Test System 
9225-300A 
9225-300B 

9275-300A 
9275-300B 

  13.02.05.03.00 Low 2020-08-25 

Procalcitonin (PCT) Test System 
1425-300A 
1425-300B 

1475-300A 
1475-300B 

  12.06.90.16.00 Low 2017-07-05 

Neonatal  

Neonatal 17OHP (N-17OHP) Test System 
5525-300A 
5525-300B    12.05.01.07.00 Low 2008-02-01 

Neonatal (N-T4) Thyroxine  Test System 
2625-300A 
2625-300B    12.04.01.12.00 Low 2005-11-11 

Neonatal TBG (N-TBG) Test System 
8925-300A 
8925-300B    12.04.01.09.00 Low 2013-09-16 

Neonatal TSH (N-TSH) Test System 

3425-300A 
3425-300B 
3425-300D 
3425-300E 

 

  

12.04.01.90.00 Low 2005-11-11 

Steroid 

Androstenedione (ANST) Test System 12425-300A 
12425-300B 

12475-300A 
12475-300B 

  12.05.01.01.00 Low 2021-09-20 

Cortisol Test System 
3625-300A 
3625-300B 

3675-300A 
3675-300B 

  12.06.02.04.00 Low 2005-11-11 

Dehydroepiandrosterone (DHEA) Test System 
7425-300A 
7425-300B 

7475-300A 
7475-300B 

  
12.05.01.02.00 Low 2011-09-26 

Dehydroepiandrosterone  Sulfate (DHEA-S) 
Test System 

5125-300A 
5125-300B 

5175-300A 
5175-300B 

  
12.05.01.02.00 Low 2010-06-29 

Estrone (E1) Test System 
10325-300A 
10325-300B 

10375-300A 
10375-300B 

  
12.05.02.04.00 Low 2019-04-03 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

Estradiol (E2) Test System 
4925-300A 
4925-300B 

4975-300A 
4975-300B 

  
12.05.01.03.00 Low 2010-06-29 

Unconjugated Estiol (u-E3) Test System 
5025-300A 
5025-300B 

5075-300A 
5075-300B 

  
12.05.02.02.00 Low 2010-06-29 

Progesterone Test System 
4825-300A 
4825-300B 

4875-300A 
4875-300B 

  12.05.01.06.00 Low 2010-06-29 

17-OH Progesterone (17-OHP) Test System 
5225-300A 
5225-300B 

5275-300A 
5275-300B 

  12.05.01.07.00 Low 2010-06-29 

17-OH Progesterone SI (17-OHP-SI) Test 
System 

9925-300A 
9925-300B 

9975-300A 
9975-300B 

  12.05.01.07.00 Low 2010-10-18 

Sex Hormone Binding Globulin (SHBG) Test 
System 

9125-300A 
9125-300B 

9175-300A 
9175-300B 

  12.05.01.09.00 Low 2013-09-16 

Testosterone Test System 
3725-300A 
3725-300B 

3775-300A 
3775-300B 

  12.05.01.10.00 Low 2007-11-01 

Free Testosterone Test System 
5325-300A 
5325-300B 

5375-300A 
5375-300B 

  12.05.01.10.00 Low 2010-06-29 

Thyroid  

Total Triidothyronine (tT3) Test System 

125-300A 
125-300B 
125-300D 
125-300E 

175-300A 
175-300B 
175-300D 
175-300E 

  

12.04.01.05.00 Low 2005-11-11 

Free Triidothyronine (fT3) Test Stystem 

1325-300A 
1325-300B 
1325-300A 
1325-300B 

1375-300A 
1375-300B 
1375-300D 
1375-300E 

  

12.04.01.01.00 Low 2005-11-11 

Total Triidothyronine (tT3 SBS) Test System 
8125-300A 
8125-300B 

8175-300A 
8175-300B 

  12.04.01.01.00 Low 2010-06-29 

Rapid Total Triidothyronine (Rapid -tT3) Test 
System 

11225-300A 
11225-300B    12.04.01.01.00 Low 2017-07-05 

T3-Uptake (T3U) Test System 
525-300A 
525-300B 

575-300A 
575-300B 

  12.04.01.06.00 Low 2005-11-11 

Thyroxine (tT4) Test System 

225-300A 
225-300B 
225-300D 
225-300E 

275-300A 
275-300B 
275-300D 
275-300E 

  

12.04.01.07.00 Low 2005-11-11 

Free Thyroxine (fT4) Test System 

1225-300A 
1225-300B 
1225-300D 
1225-300E 

1275-300A 
1275-300B 
1275-300D 
1275-300E 

  

12.04.01.02.00 Low 2005-11-11 

Total Thyroxine  (tT4 SBS) Test System 
8225-300A 
8225-300B 

8275-300A 
8275-300B 

  12.04.01.01.00 Low 2010-06-29 

Rapid Total Thyroxine  (Rapid -tT4) Test System 
11125-300A 
11125-300B    12.04.01.01.00 Low 2017-07-05 

Thyrotropin (TSH) Test System 

325-300A 
325-300B 
325-300D 
325-300E 

375-300A 
375-300B 
375-300D 
375-300E 

  

12.04.01.11.00 Low 2005-11-11 

Rapid TSH Test System 
6025-300A 
6025-300B 

6075-300A 
6075-300B 

  12.04.01.11.00 Low 2010-06-29 

Thyroxine-Binding Globulin (TBG) Test System 
3525-300A 
3525-300B 

3575-300A 
3575-300B 

  12.04.01.09.00 Low 2005-11-11 

Thyroglobulin (Tg) Test System 2225-300A 2275-300A   12.04.01.08.00 Low 2005-11-11 
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Device types 

Item# 
AccuBind® 

ELISA 
Microwells 

Item#   
AccuLite® 

CLIA 
Microwells 

Item# 
QSure® 
Control 

Item# 
Instru-
ment 

EDMS code Risk 
Class 

First date of 
CE-marking 

2225-300B 2275-300B 

Total Thyroxine (tT4), Total Triidothyronine (tT3) 
& Thyroid Stimulating Hormone (TSH) (Thyroid 
Panel VAST) Test System 

8025-300B 
8025-300D 
8025-300E 

8075-300B 
8075-300D 
8075-300E 

  
12.04.01.01.00 Low 2005-11-11 

Free Thyroxine (fT4), Free Triiodothyronine 
(fT3) & Thyroid Stimulating Hormone (TSH) 
(Free Thyroid Panel VAST) Test System 

7025-300B 
7025-300D 
7025-300E 

7075-300B 
7075-300D 
7075-300E 

  
12.04.01.01.00 Low 2010-06-29 

 
Miscellaneous Controls 

Anti-H. Pylori Control (IgA, IgG, IgM) – Positive 
& Negative   HPC-300  12.50.01.16.00 Low 2013-09-16 

Anti-Tg & Anti-TPO Control – Positive & 
Negative    AIT-101  12.50.01.16.00 Low 2010-06-29 

Maternal Control – (AFP, uE3, hCG, Free beta 
hCG) Tri Level    MC-300  12.50.01.16.00 Low 2010-06-29 

TBG Control – Tri-Level   TBG-300  12.50.01.16.00 Low 2013-09-16 

Tg Control – Tri-Level    TG-300  12.50.01.16.00 Low 2010-06-29 

Tumor Marker Control – (CA 125, CA 15-3, CA 
19-9) Tri-Level   TMC-300  12.50.01.16.00 Low 2013-09-16 

 

Miscellaneous Instruments 
Autoplex® ELISA & CLIA Analyzer    IN006 21.02.10.01 Low 2010-06-29 
Autoplex® G2 ELISA & CLIA Analyzer    IN006-2 21.02.10.01 Low 2013-09-16 
Autoplex® G3 ELISA & CLIA Analyzer    IN006-3 21.02.10.01 Low 2017-07-05 
NeoEldex® ELISA  Analzyer    IN009 21.02.10.01 Low 2011-09-26 
Impulse® 3 CLIA Analyzer    IN007 21.02.10.01 Low 2010-06-29 
NeoLumax® CLIA Analyzer    IN010 21.02.10.01 Low 2011-09-26 
LuMatic® CLIA Analyzer    IN008 21.02.10.01 Low 2011-09-26 
PrisMatic® ELISA Analyzer    IN013 21.02.10.01 Low 2013-09-16 
PlateWash - Immunoassay Washer    IN002 21.02.10.01 Low 2010-06-29 
TITIN® ELISA & CLIA Analyzer    IN015-EC 21.02.10.01 Low 2017-07-05 
TITIN® ELISA Analyzer    IN015-E 21.02.10.01 Low 2017-07-05 
TITIN-s® ELISA & CLIA Analyzer    IN016-EC 21.02.10.01 Low 2017-07-05 
TITIN-s® ELISA Analyzer    IN016-E 21.02.10.01 Low 2017-07-05 
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Certificate of Registration 

of Quality Management System 

to I.S. EN ISO 13485:2016 
 

The National Standards Authority of Ireland certifies that: 

Monobind Inc.  

100 North Pointe Drive 

Lake Forest, CA 92630 

USA 

 

 

has been assessed and deemed to comply with the 
requirements of the above standard in respect of the scope of 
operations given below: 
 

The Design, Manufacture and Distribution of In-Vitro Diagnostic 

Medical Device Immunoassays and Related Reagents, Controls, and 

Semi-Manual and Automated Washers and Analyzers.   

Additional sites covered under this multi-site certification are listed on the 

Annex (File No. MD19.4585) 

 
 

Approved by: 
Geraldine Larkin 

Chief Executive Officer 

 
 
  

 

Approved by: 
Caroline Dore Geraghty 

Director of Medical Devices / 
Head of Notified Body 

 
 

 
 

Registration Number: MD19.4585 

Certification Granted: May 18, 2010 

Effective Date: September 25, 2019  

Expiry Date: September 24, 2022 

 
 

 

 

 
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800  
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ORGENTEC Diagnostika GmbH
Carl-Zeiss-Straße 49-51

55129 Mainz - Germany

Phone: +49  (0) 61 31 / 92 58-0

Fax: +49  (0) 61 31 / 92 58-58

Internet: www.orgentec.com

SYMBOLS USED ON LABELS

Anti-Cardiolipin IgG/IgM is an ELISA test system for the quantitative measurement of IgG and IgM class

autoantibodies against cardiolipin in human serum or plasma. This product is intended for professional in vitro

diagnostic use only.

INTENDED PURPOSE

ORG 515 Anti-Cardiolipin IgG/IgM
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V In vitro diagnostic medical device

Manufacturer

Catalogue number

Sufficient for 96 determinations

Batch code

Use by

Temperature limitation

Consult instructions for use

Keep away from sunlight

D

N

Do not reuse

Date of manufacture

Microplate

Calibrator

Calibrator

Calibrator

Calibrator

Calibrator

Calibrator

Control positive

Control negative

Sample Buffer P

Enzyme Conjugate

Enzyme Conjugate

TMB Substrate

Stop solution

Wash Buffer

Ready to use

C CE marked according to 98/79/EC

Antiphospholipid syndrome (APS, Hughes Syndrome) is a systemic autoimmune disease that causes thromboses,

recurrent miscarriage or stillbirths, and stroke. Clinical symptoms are accompanied by specific autoantibodies in the

blood, which bind to phospholipids like cardiolipin, or phospholipid-binding proteins like beta-2-glycoprotein I.

Autoantibodies against proteins of the coagulation cascade, e.g. prothrombin or annexin V may also be found in

patients with APS with otherwise negative phospholipid antibody results. In primary APS autoantibodies against

phospholipids appear independently, while in secondary APS phospholipid antibodies are detected in conjunction

with other autoimmune diseases, such as lupus erythematosus, rheumatoid arthritis, or Sjögren’s syndrome.
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PRINCIPLE OF THE TEST

The determination is based on an indirect enzyme linked immune reaction with the following steps:

Specific antibodies in the patient sample bind to the antigen coated on the surface of the reaction wells. After

incubation, a washing step removes unbound and unspecifically bound serum or plasma components.

Subesquently added enzyme conjugate binds to the immobilized antibody-antigen-complexes. After incubation, a

second washing step removes unbound enzyme conjugate. After addition of substrate solution the bound enzyme

conjugate hydrolyses the substrate forming a blue coloured product. Addition of an acid stopps the reaction

generating a yellow end-product. The intensity of the yellow color correlates with the concentration of the antibody-

antigen-complex and can be measured photometrically at 450 nm.

Highly purified cardiolipin is coated on microwells saturated with beta-2-glycoprotein I.

•  All reagents of this kit are intended for professional in vitro diagnostic use only.

•  Components containing human serum were tested and found negative for HBsAg, HCV, HIV1 and HIV2

by FDA approved methods. No test can guarantee the absence of HBsAg, HCV, HIV1 or HIV2, and so

all human serum based reagents in this kit must be handled as though capable of transmitting infection.

•  Bovine serum albumin (BSA) used in components has been tested for BSE and found negative.

•  Avoid contact with the substrate TMB (3,3´,5,5´-Tetramethyl-benzidine).

•  Stop solution contains acid, classifiaction is non-hazardous. Avoid contact with skin.

•  Control, sample buffer and wash buffer contain sodium azide 0.09% as preservative. This concentration

is classified as non-hazardous.

• Enzyme conjugate contains ProClin 300 0.05% as preservative. This concentration is classified as non-

hazardous.

During handling of all reagents, controls and serum samples observe the existing regulations for laboratory safety

regulations and good laboratory practice:

•  First aid measures: In case of skin contact, immediately wash thoroughly with water and soap. Remove

contaminated clothing and shoes and wash before reuse. If system fluid comes into contact with skin,

wash thoroughly with water. After contact with the eyes carefully rinse the opened eye with running

water for at least 10 minutes. Get medical attention if necessary.

•  Personal precautions, protective equipment and emergency procedures:

Observe laboratory safety regulations. Avoid contact with skin and eyes. Do not swallow. Do not pipette by mouth.

Do not eat, drink, smoke or apply makeup in areas where specimens or kit reagents are handled. When spilled,

absorb with an inert material and put the spilled material in an appropriate waste disposal.

•  Exposure controls / personal protection: Wear protective gloves of nitril rubber or natural latex.

Wear protective glasses. Used according to intended use no dangerous reactions known.

•  Conditions to avoid: Since substrate solution is light-sensitive. Store in the dark.

•  For disposal of laboratory waste the national or regional legislation has to be observed.

Observe the guidelines for performing quality control in medical laboratories by assaying control sera.

WARNINGS AND PRECAUTIONS

page 2ORG 515_IFU_EN_QM113142_2018-01-02_3



•  Collect whole blood specimens using acceptable medical techniques to avoid hemolysis.

•  Allow blood to clot and separate the serum or plasma by centrifugation.

•  Test serum should be clear and non-hemolyzed. Contamination by hemolysis or lipemia should be

avoided, but does not interfere with this assay.

•  Specimens may be refrigerated at 2-8°C for up to five days or stored at -20°C up to six months.

• Avoid repetitive freezing and thawing of serum or plasma samples. This may result in variable loss of antibody

activity.

•  Testing of heat-inactivated sera is not recommended.

SPECIMEN COLLECTION, STORAGE AND HANDLING

CONTENTS OF THE KIT

•  Microplate reader capable of endpoint measurements at 450 nm; optional: reference filter at 620 nm

•  Data reduction software

•  Multi-channel dispenser or repeatable pipette for 100 μl

•  Vortex mixer

•  Pipettes for 10 μl, 100 μl and 1000 μl

•  Laboratory timing device

•  Distilled or deionised water

•  Measuring cylinder for 1000 ml and 100 ml

•  Plastic container for storage of the wash solution

MATERIALS REQUIRED

1x 1.5 ml

1x 1.5 ml

1x 1.5 ml

1x 1.5 ml

Calibrator A 0 GPL-U/ml / 0 MPL-U/ml, containing serum/buffer matrix (PBS, BSA,

detergent, NaN3 0.09%), yellow. Ready to use.

Calibrator B 7.5 GPL-U/ml / 5 MPL-U/ml, containing Cardiolipin antibodies in a

serum/buffer matrix (PBS, BSA, detergent,NaN3 0.09%), yellow. Ready to use.

Calibrator C 15 GPL-U/ml / 10 MPL-U/ml, containing Cardiolipin antibodies in a

serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

Calibrator D 30 GPL-U/ml / 20 MPL-U/ml, containing Cardiolipin antibodies in a

serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

One divisible microplate consisting of 12 modules of 8 wells each. Ready to use.

Product code on module: CLP

1

1x 1.5 ml

1x 1.5 ml

1x 1.5 ml

Calibrator E 60 GPL-U/ml / 40 MPL-U/ml, containing Cardiolipin antibodies in a

serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

Calibrator F 120 GPL-U/ml / 80 MPL-U/ml, containing Cardiolipin antibodies in a

serum/buffer matrix (PBS, BSA, detergent, NaN3 0.09%), yellow. Ready to use.

Control positive, containing cardiolipin antibodies in a serum/buffer matrix (PBS, BSA,

detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on the

certificate of analysis.

1x 1.5 ml Control negative, containing cardiolipin antibodies in a serum/buffer matrix (PBS, BSA,

detergent, NaN3 0.09%), yellow. Ready to use. The concentration is specified on the

certificate of analysis.

20 ml

15 ml

Sample Buffer P; containing PBS, BSA, detergent, preservative sodium azide 0.09%,

yellow, concentrate 5x.

Enzyme Conjugate IgG; containing anti-human IgG antibodies, HRP labelled; PBS,

BSA, detergent, preservative PROCLIN 0.05%, light red. Ready to use.

15 ml

15 ml

Enzyme Conjugate IgM; containing anti-human IgM antibodies, HRP labelled; PBS,

BSA, detergent, preservative PROCLIN 0.05%, light red. Ready to use.

TMB Substrate, containing 3,3’, 5,5’- Tetramethylbenzidin. Ready to use.

15 ml Stop solution; contains acid. Ready to use.

i

20 ml

1

Wash Buffer, containing Tris, detergent, preservative sodium azide 0.09%; 50 x conc.

Certificate of Analysis

ORG 515 Sufficient for 96 determinationsX96

This ELISA assay is suitable for use on open automated ELISA processors. Each assay has to be validated on the

respective automated system. Detailed information is provided upon request.
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Dilute patient samples 1:100 before the assay: Put 990 µl of prediluted sample buffer in a polystyrene tube and add

10 µl of sample. Mix well. Note:  Calibrators / Controls are ready to use and need not be diluted.

Sample Buffer P: Prior to use dilute the contents (20 ml) of one vial of sample buffer 5x concentrate with distilled or

deionised water to a final volume of 100 ml.

•  Store test kit at 2-8°C in the dark.

•  Do not expose reagents to heat, sun, or strong light during storage and usage.

•  Store microplate sealed and dessicated in the clip bag provided.

•  Shelf life of the unopended test kit is 18 months from day of production.

Unopened reagents are stable until expiration of the kit. See labels for individual batch.

•  Diluted Wash Buffer and Sample Buffer are stable for at least 30 days when stored at 2-8°C.

We recommend consumption on the same day.

STORAGE AND STABILITY

•  Do not use kit components beyond their expiration dates.

•  Do not interchange kit components from different lots and products.

•  All materials must be at room temperature (20-28°C) prior to use.

•  Prepare all reagents and samples. Once started, performe the test without interruption.

•  Double determinations may be done. By this means pipetting errors may become obvious.

•  Perform the assay steps only in the order indicated.

•  Always use fresh sample dilutions.

•  Pipette all reagents and samples into the bottom of the wells.

•  To avoid carryover or contamination, change the pipette tip between samples and different kit controls.

•  Wash microwells thoroughly and remove the last droplets of wash buffer.

•  All incubation steps must be accurately timed.

•  Do not re-use microplate wells.

PROCEDURAL NOTES

PREPARATION OF REAGENTS

Dilute the contents of one vial of the buffered wash solution concentrate (50x) with distilled or deionised water to a

final volume of 1000 ml prior to use.

Preparation of samples
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Calibration

The assay system is calibrated against the internationally recognised reference sera from E.N. Harris, Louisville

and the specific reference material IRP 97/656 (IgG) and HCAL (IgG) / EY2C9 (IgM).

Prepare enough microplate modules for all calibrators / controls and patient samples.

1. Pipette 100 µl of calibrators, controls and prediluted patient samples into the wells.

Incubate for 30 minutes at room temperature (20-28 °C).

Discard the contents of the microwells and wash 3 times with 300 µl of wash solution.

2.  Dispense 100 μl of enzyme conjugate into each well.

Incubate for 15 minutes at room temperature.

Discard the contents of the microwells and wash 3 times with 300 μl of wash solution.

3.  Dispense 100 μl of TMB substrate solution into each well.

Incubate for 15 minutes at room temperature

4. Add 100 μl of stop solution to each well of the modules

Incubate for 5 minutes at room temperature.

Read the optical density at 450 nm (reference 600-690nm) and calculate the results.

The developed colour is stable for at least 30 minutes. Read during this time.

TEST PROCEDURE

CALCULATION OF RESULTS

The calculation range of this ELISA assay is

Measuring range

Test results are valid if the optical densities at 450 nm for calibrators / controls and the results for controls comply

with the reference ranges indicated on the Certificate of Analysis enclosed in each test kit.

If these quality control criteria are not met the assay run is invalid and should be repeated.

PERFORMANCE CHARACTERISTICS

Expected values

Interpretation of results

IgG:  0 - 120 GPL-U/ml

< 10 GPL-U/ml

≥ 10 GPL-U/ml

Negative:

Positive:

For quantitative results plot the optical density of each calibrator versus the calibrator concentration to create a

calibration curve. The concentration of patient samples may then be estimated from the calibration curve by

interpolation.

Using data reduction software a 4-Parameter-Fit with lin-log coordinates for optical density and concentration is the

data reduction method of choice.

IgM:  0 - 80 MPL-U/ml

In a normal range study with samples from healthy blood donors the following ranges have been established with

this ELISA assay:  Cut-off IgG:  10 GPL-U/ml IgM:  7 MPL-U/ml

< 7 MPL-U/ml

≥ 7 MPL-U/ml

P1, ... patient sample     A-F  calibrators     C+, C-  controls

Example for a pipetting scheme:

VALIDATION

IgG IgM

A

B

C

D

E

F

C+

C-

P1

P2

P3

P4

P5

P6

P7

P8

A

B

C

D

E

F

C+

C-

P1

P2

P3

P4

P5

P6

P7

P8

A

B

C

D

E

F

G

H

1 2 3 4 5 6 7 8 9 10 11 12

IgG IgG IgM IgM
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Intra-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 24

determinations in a single run. Results for precision-within-assay are shown in the table below.

Inter-assay precision: Coefficient of variation (CV) was calculated for each of three samples from the results of 6

determinations in 5 different runs. Results for run-to-run precision are shown in the table below .

Functional sensitivity was determined to be:

Limit of detection

Linearity

Reproducibility

IgM:  0.5 MPL-U/ml

Patient samples containing high levels of specific antibody were serially diluted in sample buffer to demonstrate the

dynamic range of the assay and the upper / lower end of linearity. Activity for each dilution was calculated from the

calibration curve using a 4-Parameter-Fit with lin-log coordinates.

..

[%]GPL/MPL-U/mlGPL/MPL-U/ml

ObservedDilution Factor Expected O/ESample

73.0 73.0 100IgG 1 1

37.1 36.5 102. 2

19.6 18.3 107. 4

10.9 9.1 120. 8

80.5 80.5 100IgG 2 1

42.0 40.3 104. 2

22.2 20.1 111. 4

12.1 10.1 120. 8

66.2 64.4 103IgG 3 1

34.5 32.2 107. 2

16.2 16.1 101. 4

8.1 8.1 101. 8

70.9 70.9 100IgM 1 1

34.1 35.5 96. 2

18.2 17.7 103. 4

10.1 8.9 114. 8

114.0 114.0 100IgM 2 1

50.6 57.0 89. 2

27.3 28.5 96. 4

14.8 14.3 104. 8

48.2 48.2 100IgM 3 1

24.7 24.1 102. 2

12.7 12.1 105. 4

7.1 6.0 118. 8

.. ..

IgG:  1 GPL-U/ml

MeanSample

Inter-Assay IgG

.

Intra-Assay IgG

MeanSample .

70.5

1

2

3

.

1

2

3

10.9

20.5

73.0

GPL-U/ml.

5.5

5.4

5.4

CV %

11.8

21.1

GPL-U/ml

.

5.3

3.7

6.3

..

12.2

31.4

3.5

3.5

1

2

MPL-U/ml CV %..

..

3.7

4.1

1

2

CV %..

..

64.9 4.233.83

12.8

30.7

MPL-U/ml

65.2

CV %

.

Inter-Assay IgMIntra-Assay IgM

MeanSampleMeanSample

.

.
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No interference has been observed with haemolytic (up to 1000 mg/dl) or lipemic (up to 3 g/dl triglycerides) sera or

plasma, or bilirubin (up to 40 mg/dl) containing sera or plasma. Nor have any interfering effects been observed with

the use of anticoagulants (Citrate, EDTA, Heparine). However for practical reasons it is recommended that grossly

hemolyzed or lipemic samples should be avoided.

Study results

Interfering substances

LIMITATIONS OF THE PROCEDURE

This assay is a diagnostic aid. A definite clinical diagnosis should not be based on the results of a single test, but

should be made by the physician after all clinical and laboratory findings have been evaluated concerning the entire

clinical picture of the patient. Also every decision for therapy should be taken individually.

The above pathological and normal reference ranges for antibodies in patient samples should be regarded as

recommendations only. Each laboratory should establishe its own ranges according to ISO 15189 or other

applicable laboratory guidelines.
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Change Control

Former version: Introduction electronic IFU on homepageReason for revision:

Notice to the user (European Union):

Any serious incident that has occurred in relation to the device shall be reported to the manufacturer and the

competent authority of the EU Member State in which the user and/or the patient is established .
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mdc medical device certification GmbH 
certifies that 

ORGENTEC Diagnostika GmbH  
Carl-Zeiss-Straße 49 - 51 

55129 Mainz 
Germany 

with the locations listed in the attachment 

for the scope 

design, development, manufacturing and distribution of  
in-vitro diagnostic test kits, reagents, controls and analyzers/instruments used  

in the diagnosis of autoimmune and infectious diseases 

has introduced and applies a 

Quality Management System 

The mdc audit has proven that this quality management system 
meets all requirements of the following standard 

EN ISO 13485 

Medical devices – Quality management systems – 
Requirements for regulatory purposes 

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016 

Valid from  2019-04-01 
Valid until  2022-03-31 

Registration no.  D1227900020 
Report no.  P18-01487-133131 

Stuttgart  2019-04-01 

Head of Certification Body 
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Location Scope 

ORGENTEC Diagnostika GmbH 
Carl-Zeiss-Straße 49 – 51 
55129 Mainz 
Germany  

design, development, manufacturing and distribution of in-vitro 
diagnostic test kits, reagents, controls and 
analyzers/instruments used in the diagnosis of autoimmune and 
infectious diseases  

ORGENTEC Austria GmbH 
Hausfeldstraße 90  
A2232 Deutsch-Wagram  
Austria 

distribution of in-vitro diagnostic test kits, reagents, controls and 
analyzers/instruments used in the diagnosis of autoimmune and 
infectious diseases  

ORGENTEC Hungary Kft. 
Aradi Vértanúk utca 45  
H2060 Biscske  
Hungary 

distribution of in-vitro diagnostic test kits, reagents, controls and 
analyzers/instruments used in the diagnosis of autoimmune and 
infectious diseases  



Place and date: For the issuing office:
Espoo, 18 June 2021 DNV - Business Assurance

Keilaranta 1, 02150 Espoo, Finland

Kimmo Haarala
Management Representative

 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

ACCREDITED UNIT: DNV GL Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnvgl.fi/assurance

MANAGEMENT SYSTEM

CERTIFICATE  

Certificate no.:
59878-2009-AQ-MCW-FINAS

Initial certification date:
20 December 2000

Valid:
01 September 2021 – 31 August 2024

This is to certify that the management system of

THERMO FISHER SCIENTIFIC
Kubinskaya 73, liter A, build.1, Saint-Petersburg, Russian Federation, 196240

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

MANUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL DIAGNOSTIC
PLASTICS.

http://www.dnvgl.fi/assurance
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