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Manufacturer: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Product Category(ies): Blood glucose measuring systems for self testing
and self-testing devices for clinical chemistry, 
hematology and pregnancy and ovulation

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device families in accordance with IVDD Annex IV. This 
quality assurance system conforms to the requirements of this Directive and is subject to periodical 
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. All 
applicable requirements of the testing and certification regulation of TÜV SÜD Group have to be 
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V1 104507 
0003 Rev. 06 

Report no.: SH22743EXT01

Valid from: 2022-05-04
Valid until: 2025-05-26

Date, 2022-05-04

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V1%20104507%200003%20Rev.%2006
http://www.tuvsud.com/ps-cert?q=cert:V1%20104507%200003%20Rev.%2006
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Model(s): On Call Plus Blood Glucose Monitoring System,
On Call Plus Blood Glucose Test Strips,
On Call EZ II Blood Glucose Monitoring System,
On Call Advanced Blood Glucose Monitoring System,
On Call Advanced Blood Glucose Test Strips,
On Call Chosen Blood Glucose Test Strips,
On Call Vivid Blood Glucose Monitoring System (OGM-101),
On Call Vivid Blood Glucose Test Strips (OGS-101),
On Call Sharp Blood Glucose Monitoring System (OGM-
121),
On Call Sharp Blood Glucose Test Strips (OGS-121)
On Call Plus II Blood Glucose Monitoring System (OGM-
171),
On Call Plus II Blood Glucose Test Strips (OGS-171),
On Call Extra Blood Glucose Monitoring System (OGM-191),
On Call Extra Blood Glucose Test Strips (OGS-191),
On Call GK Dual Blood Glucose & Ketone Monitoring 
System (OGM-161),
On Call Blood Ketone Test Strips (OGS-161),
Urinalysis Reagent Strips (Urine),
UTI Urinary Tract Infection Test Strips,
Cholesterol Monitoring System (CCM-111),
CHOL Total Cholesterol Test Devices (CCS-111),
TRIG Triglycerides Test Devices (CCS-112),
HDL High Density Lipoprotein Test Devices (CCS-113),
3-1 Lipid Panel Test Devices (CCS-114),
Cholesterol CTRL Control Devices,
Cholesterol Monitoring System (CCM-101),
CHOL Total Cholesterol Test Strips (CCS-101),
PT/INR Monitoring System (CCM-151),
PT/INR Test Strips (CCS-151),
Hemoglobin Testing System (CCM-141),
Hemoglobin Test Strips (CCS-141),
hCG Pregnancy Rapid Test Cassette (Urine),
Pregnancy Rapid Test Midstream,
On Call Extra Mobile Blood Glucose Monitoring System 
(OGM-281),
On Call Sure Blood Glucose Monitoring System (OGM-211),
On Call Sure Sync Blood Glucose Monitoring System (OGM-
212),
On Call Sure Blood Glucose Test Strips (OGS-211),
GIMA Blood Glucose Monitoring System,
GIMA Bluetooth Blood Glucose Monitoring System,
GIMA Blood Glucose Test Strips,
On Call GU Dual Blood Glucose & Uric Acid Monitoring 
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System (OGM-201),
On Call Blood Uric Acid Test Strips (OGS-201),
LH Ovulation Rapid Test Cassette (Urine),
Ovulation Rapid Test Midstream,
Ovulation & Pregnancy Test Combo Pack,
On Call Extra Voice Blood Glucose Monitoring System 
(OGM-291),
Early Detection Pregnancy Test,
Digital Pregnancy Test,
Go-Keto Blood Glucose & Ketone Monitoring System (OGM-
161),
Go-Keto Blood Ketone Test Strips (OGS-161),
Go-Keto Blood Glucose Test Strips,
On Call Extra GM Blood Glucose Monitoring System(OGM-
191),
On Call Extra GM Blood Glucose Test Strips (OGS-191),
On Call Plus GM Blood Glucose Monitoring System,
On Call Plus GM Blood Glucose Test Strips,
Go-Keto Urinalysis Reagent Strips

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644 Tijuana 
B.C. CP, MEXICO

.



 

 
5850 Oberlin Drive, #340 · San Diego, CA 92121, USA · Tel: (858) 875-8000 · Fax: (858) 875-8099 

E-mail: info@aconlabs.com 

Declaration of Conformity 

 
ACON Laboratories, Incorporated 

5850 Oberlin Drive, #340 
San Diego, CA 92121, USA 

 
We, the manufacturer, declare under our sole responsibility that the 

in vitro diagnostic device: 

 
Device Name REF Number Model Number 

Mission® Liquid Urine Control U021-011 n/a 

SPINREACT Liquid Urine Control U021-013A n/a 

Insight® Liquid Urine Control U021-015 n/a 

Mission® Liquid Diptube Urine Control U021-071 n/a 

Insight® Liquid Diptube Urine Control U021-075 n/a 

 
classified as Others in the directive 98/79/EC, 

 
meets all the provisions of the directive 98/79/EC on in vitro diagnostic 

medical devices which apply to it 
 

The self-declaration is according to Annex III  
(excluding Section 6) of the Directive. 

 
 

Authorized Representative: 
Medical Device Safety Service GmbH 

Schiffgraben 41 
30175 Hannover, Germany 

 
 
 
Signed this 22 day of October, 2021 
in San Diego, CA, USA 
 

 
 

Qiyi Xie, MD, MPH 
Senior Staff, Regulatory Affairs & Clinical Affairs 

Acon Laboratories, Inc. 
 



Certificate
No. Q5 104507 0001 Rev. 03

Page 1 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 92121
USA

Certification Mark:

 
Scope of Certificate: Design and Development, Manufacture and distribution 

of In Vitro Diagnostic Test Kits and Reagents for the 
Determination of Infectious Diseases, Clinical 
Chemistry, Drugs of Abuse, Tumor/Cardiac Marker, 
Fertility/Pregnancy and Blood Glucose Monitoring 
System, Lancing Devices and Lancets

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 104507 0001 Rev. 03  

Report No.: SH22743A01

Valid from: 2022-09-15
Valid until: 2025-09-06

Date, 2022-09-15 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20104507%200001%20Rev.%2003%C2%A0
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Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): ACON Laboratories, Inc.
5850 Oberlin Drive, #340, San Diego CA 92121, USA

Address holder for registration only

ACON Laboratories, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Manufacture and distribution of 
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

ACON Laboratories, Inc.
6865 Flanders Dr., Suite B, San Diego CA 92121, USA

Storage of 
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

AZURE Institute, Inc.
10125 Mesa Rim Road, San Diego CA 92121, USA

Design and Development of
In Vitro Diagnostic Test Kits and Reagents for the Determination of 
Infectious Diseases, Clinical Chemistry, Drugs of Abuse, 
Tumor/Cardiac Marker, Fertility/Pregnancy and Blood Glucose 
Monitoring System, Lancing Devices and Lancets

Acon Laboratories Inc.
Guerrero Negro 9942 Parque Industrial Pacifico IV, 22644 
Tijuana B.C. CP, MEXICO

Manufacture of 
blood glucose test strips, antigen rapid test and IgG/IgM antibody 
rapid test for infectious disease.

.
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Expected Values

Mission@ Urinalysis Reagent Strips Visual Readinq
Level 2 ( and 13CE)

Analyte
Level 1

7',11007

Mr""r""t Lrri""lysis Reagent Strips An4lvzer Readinq with Mr'ssion@ U120/U500/U120 Ultra-

Level 1 (14C and 13CE)

1.01 5-1.0301.015-1.0301.015 - 1.030

Level 2 (14c and 13cE)Levei I (14C and 13CE)

r 015-1.0301.015 - 1.0301.015 - 1.030

Protein-to-Creatini ne Ratio

Level 2 (Lot#17100429)

Analyte (:onventional I Sl conventiona I SI Arbitrary

Ascorbic Acid (ASc)
Blood (ERY, Hb)

Negative N4alive Negative

Negative Negalive Ca.25 - Ca.250 Erylul Ca.25 - Ca 250 Ery/ul

l- 6 mq/dl 17 - 1oolmoliL 1+-3+
Negative Negative

Urobilinoqen (URO) 0.2 mo/dL 3.5 Irmol/L 4 - 12 maldL 70 - 200 pmol/L

Ketone Bodies (KET) Negative 10 - 150 mq/dL '1.0 - 15.0 mmol/L 31

Glucose (GLU) Negatrve Negatve 100 - 1000 mq/dL 5.5 - 56 mmol/L 2+

Protein (PRO) Negatve Negatve 30 - 500 mq/dL 0.3 - 5.0 g/L

Nitrite (NlT) Negalve Negatve Positive Positive

I eukocvtes (LEU) Negative Negalve ca. 10-25 - ca. 500 Leu/Pl ,3+

5.0 - 7.0 5.0 7.0 5.0-/u 7.0 - 9.0 70-90

Specific Gravity (SG) 1.015 - 1.030 1.015 - 1.030 1.015 - 1.030 1.005 - 1.025 1 005 - 1.025 1 .005 - 1.025

Microalbumin (ALB)

Creatinine (CRE)
l0-30mg/L 10 - 30ms/L 10 - 30 mq/t 80 - 150 mg/L B0 - 150 mg/L B0 - 150 mg/L

10 - 100 mq/dl 0.9 - 8.8 mmol/L

Nomal

100 - 300 mg/dL 8.8 - 26.5 mmo /L 100 - 300 mg/dL

Normal Abnormal

Abnormal

Abnomal

Abnomal

Abnormal
Albumin{o-Creatinine Ratio Abnomal
Protein-to-Creatini ne Ratio Normal Nomal Nofmal

M,'ss,'on%xeert U d nalys is rc"Sen! Stti ps An"lvt"

Analyte sl Arbitrary
Conventional sl Arbitr.

Ascorbic Acid (ASC) Negatve Negalve Negatrve

Blood (ERY, Hb) Negatrve Negatlve 25 - 250 ENlrl 25 - 250 Ertlgl 2+-5+

Bilirubin (BlL) Negalve Negalve 1- 6 ms/dl 17 - 100 lmol/L -3+

Urobilinoqen (URO) 0.2 mq/dl 3 5 lmouL 4 - 12 mqldL 70 - 200 umol/L 2+-

Ketone Bodies (KET) Ne9atrve Negafive 15 - 150 mo/dl 5 -'15.0 mmol/L 2+-4+

Glucose (GLU) Ne9atLVe Neqalve 100 - 1000 mq/dl 55-56mmovL 2+-4+

Protein (PRO) Neqative Negative 25 - 500 mg/dL 0.25-509/L

Neqatrve Negative Positive Positive
Nitrite (NlT

25 - 500 Leu/pl 25 - 500 Leuipl 'l+ - 3+

1 !05 - 1.0r5

Leukocvtes (LEU) Negative Neoative
6.5 - 9.0

OH 5.0 7.0 50 7.4 5.0 - 7.0

SDecific Gravitv (SG) 015 - 1.030 1.01 5 - 1.030 1 015 - 1.030 1 005 - 1.025 r.005 - 1 .025

Microalbumin (ALB) l0-30mg/L 10 - 30 mg/L 10 - 30 mg/L 80-150mg/L 80-l50mg/L 80 - 150m9/L

Creatinine (CRE) l0-100mg/dL 0.9 - 8.8 mmol/L 10-100mg/dl 100 - 300 mqidL 8.8 - 26.5 mmol/L 100 - 300mqi dL

rrmin-to-Creatinine Ratio Normal Nomal Normal Abnormal Abnomal Abnormal

Protein-to-Creatinine Ratio Normal Nomal Normal Abnormal Abnoma I Abnormal

(LCD01 87-05)

-The U120 QC set-up screen recognizes only arbitrary values
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CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 36655 rev.1

GMED certifie que le système de management de la qualité développé par

GMED certifies that the quality management system developed by

pour les activités
for the activities

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro .

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices.

réalisées sur le(s) site(s) de
performed on the location(s) of

Voir addendum

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

ISO 13485: 2016

Début de validité
Valable jusqu'au

/ Effective date

/ Expiry date :

October 9th, 2020 (included)
October 8th, 2023 (included)

Etabli le / Issued on : October 8th, 2020

See addendum

 Renouvelle le certificat 36655-0

On behalf of the President
Béatrice LYS

Technical Director

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3

15827 Blankenfelde-Mahlow GERMANY
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8 GMED N° 36655–1
Ce certificat est délivré selon les règles de certification GMED / This certificate is issued according to the  rules of GMED certification

Accréditation n°4-0608
Liste des sites accrédités
et portée disponible sur
www.cofrac.fr





 

 

Addendum au certificat n° 36655 rev. 1 page 1/1 
Addendum of the certificate n° 36655 rev. 1 
Dossier / File N°P601408 

 

 

 
On behalf of the President 

Béatrice LYS 
Technical Director 

 

ADD - 720 DM 0701-32 rev 6 du 01/08/2018 

Ce certificat couvre les activités et les sites suivants :   

This certificate covers the following activities and sites: 

 
French version : 

Conception et développement, fabrication et vente de dispositifs médicaux de diagnostic in vitro à usage professionnel 

et/ ou d’autodiagnostic, dans les domaines du groupage sanguin, de la microbiologie, de la biochimie, de la toxicologie, 

de l’oncologie, de la cardiologie, de l'histologie, de l’endocrinologie et des maladies infectieuses, dans les techniques 

d’Agglutination/ ELISA/ Tests rapides/ Colorimétrie/ Disques antibiotiques. 

 

English version:  

Design and Development, Manufacturing and Sales of in vitro diagnostic medical devices for professional use and/or for self-

testing,  in the field of Immunohematology, Microbiology, Biochemistry, Toxicology, Oncology, Cardiology, Histology, 

Endocrinology  Biosensors and Infectious diseases, in techniques of Agglutination/ ELISA/ Rapid tests/ Colorimetry/Antibiotic 

disks. 

 

 

 

 

ATLAS MEDICAL GmbH 

Ludwig-Erhard-Ring 3 

15827 Blankenfelde-Mahlow 

GERMANY 

 

 

 

French version: 

Siège social, responsable de la mise sur le marché  

English version:  

Headquarter, legal manufacturer  
 

****************************************** 

Sahab Industrial Zone Area 

 King Abdullah II Industrial City 

 Amman 11512 

JORDAN 

French version: 

Conception, fabrication et contrôle final  

English version:  

Design, manufacture and final control  

 
****************************************** 

William James House 

 Cowley Road, 

 Cambridge, CB OWX 

United Kingdom 

French version: 

Contact réglementaire   

English version:  

Regulatory Administration  

 
************************************** 

3 sites / 3 sites  
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Certificate of Analysis for Blood Grouping Kit 
 
1- Product Identification:  

 

2-  Sampling Plan: 
 

Date 
QC Test 

Method Used 
Inspection level AQL 

Determine the following by referring to Sampling 

Plan Sheet 

Sample 

Size Code 

Letter 

Sample 

Size (Test 

QTY) 

Accepted Rejected 

05.04.2023 F13D Physical Inspection: S-I 1.0 A 2 0 1 

05.04.2023 F13D 
Biochemical Inspection: 

One sample 
Not Applicable 

 

3- Physical Check: 

Product Name : Anti-D IgM 

Monoclonal Reagent 

Catalog No. 

 (Variant Code ) : 

8.02.03.7.0001 

Item Dispense #: 1280 Minimal Titer 

Accepted: 1/128 

 

Lot #: 23031512 Mfg. Date: NA Exp. Date: 03.2025 

 

 

Applicable Test Type Inspected Item and/or Criteria Inspection Results 

 Kit Assembly: All components of the kit are present according to the outer label  Pass       Fail 

 Item Color & Status: 

Anti-A: Blue – Liquid   NA  Pass       Fail 

Anti-B: Yellow – Liquid NA  Pass       Fail 

Anti-D: Yellowish – Liquid  Pass       Fail 

Anti-AB: Yellowish – Liquid    NA  Pass       Fail 

 Item Size/ Reagent Size is 

compatible with that requested 

in Item Dispense: 

Anti-A   NA  Pass       Fail 

Anti-B NA  Pass       Fail 

Anti-D                                10 ml   Pass       Fail 

Anti-AB  NA  Pass       Fail 

 Labels: 

Correct label orientation  Pass       Fail 

Correct label position Pass       Fail 

Clear printing Pass       Fail 

 Package Insert: 

Clear printing and correct folding  Pass       Fail 

Correct code, version and brand as mentioned in Item Dispense Pass       Fail 

Address as mentioned on box design Pass       Fail 

 Closing Cap: No leakage and closed well Pass       Fail 

 Dropper Coloring / Titer  

(CE Blood Grouping): 

Anti A (High titer (1/512): Blue cap with black bulb  Pass       Fail 

Anti A (Low titer (1/256): Blue cap with grey bulb  Pass       Fail 

Anti B (High titer (1/512): Yellow cap with black bulb  Pass       Fail 

Anti B (Low titer (1/256): Yellow cap with grey bulb  Pass       Fail 

Anti AB (High titer (1/512): Grey cap with black bulb  Pass       Fail 
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4- Biochemical Check: 
A. Direct Slide Method: Interpret the results by referring to Table (01)    

Pipette #:157 Pipette Code: E21PiQ157 

                    Anti A               Anti –B                   Anti-AB                    Anti-D 

A (lot No:                              ) B ( Lot no:                          ) AB (Lot no:                          ) 

 

O+(Lot no:   734000                         ) 

  Reaction  

   time  

    Agglutination  

       strength 

 Reaction  

   time  

 Agglutination 

      strength 

 Reaction  

    time  

   Agglutination  

       strength 

  Reaction  

     time  

    Agglutination  

       strength 

NA NA NA NA NA NA 2 Sec +3 

 Final Result:   Pass   Fail; justify …………………………………………………………….. 

Done by QC Officer/Supervisor (Sign.): ………………………..    Date: ……………….        Time: ……….….. 

 

B. Sensitivity test   

Anti AB (Low titer (1/256): Grey cap with grey bulb  Pass       Fail 

Anti D (High titer (1/128): Black cap with black bulb  Pass       Fail 

Anti D (Low titer (1/64): Black cap with grey bulb  Pass       Fail 

 Dropper Coloring / Titer 

(None CE Blood Grouping): 

Anti A (High titer (1/512): White cap with black bulb  Pass       Fail 

Anti A (Low titer (1/256): White cap with white bulb  Pass       Fail 

Anti B (High titer (1/512): White cap with black bulb  Pass       Fail 

Anti B (Low titer (1/256): White cap with white bulb  Pass       Fail 

Anti AB (High titer (1/512): White cap with black bulb  Pass       Fail 

Anti AB (Low titer (1/256): White cap with white bulb  Pass       Fail 

Anti D (High titer (1/128): Black cap with white bulb  Pass       Fail 

Anti D (Low titer (1/64): Gray cap with white bulb Pass       Fail 

Anti D (IgM) (Low titer (1/64)): Grey cap with Black bulb  Pass       Fail 

Anti D (IgM) (High titer (1/128)): Black cap with black bulb Pass       Fail 

Anti D (IgG) (Low titer (1/64)): Grey cap with black bulb  Pass       Fail 

Anti D (IgG) (High titer (1/128)): Black cap with black bulb  Pass       Fail 

 Dropper Coloring / Titer 

(Real Titer (256) / Non CE 

Blood Grouping): 

Anti A (White cap with white bulb)  Pass       Fail 

Anti B (White cap with white bulb)  Pass       Fail 

Anti AB (White cap with white bulb)  Pass       Fail 

 Dropper Function: Able to withdraw the reagent  Pass       Fail 

 Quantity/Kit:  
Compatible with the quantity mentioned in the outer label 

 Record the QTY/Kit:    2/1…………. 
 

Pass       Fail 

 Final Result:  Pass   Fail; justify …………………………………………………………….. 

Done by QC Officer/Supervisor (Sign.): ………………………..    Date: ……………….        Time: ……….….. 

Pipette #: 157 Pipette Code: E21PiQ157 

Type of Test Anti-A Anti-B Anti-AB Anti-D 

Sensitivity 

Tube 

Test 

Method 

Type of 

Cell 

Suspension 

A (Lot no:       NA       

) 

B ( Lot no:   NA          

) 

A (Lot no:                 )  

B  (Lot no                ) 

O+ 

(Lot no 733000) 

Result 1:2 
NA 

1:2 
NA 

1:2 
NA 

1:2 
+3 

05.04.2023 13:30

05.04.2023 13:47
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1:4 
NA 

1:4 
NA 

1:4 
NA 

1:4 
+2 

1:8 
NA 

1:8 
NA 

1:8 
NA 

1:8 
+2 

1:16 
NA 

1:16 
NA 

1:16 
NA 

1:16 
+2 

1:32 
NA 

1:32 
NA 

1:32 
NA 

1:32 
+1 

1:64 
NA 

1:64 
NA 

1:64 
NA 

1:64 
+1 

1:128 
NA 

1:128 
NA 

1:128 
NA 

1:128 
+1 

1:256 
NA 

1:256 
NA 

1:256 
NA 

1:256 
-ve 

1:512 
NA 

1:512 
NA 

1:512 
NA 

1:512 -ve 
1:1024 NA 

1:1024 
NA 

1:1024 
NA 

 Final Result:   Pass   Fail; justify …………………………………………………………….. 

Done by QC Officer/Supervisor (Sign.): ………………………..    Date: ……………….        Time: ……….….. 

Table (01) 

Blood Grouping Reagents Control Cell Reaction Time Agglutination Strength 

Anti-A A - Cell Up to 3 second +4 

Anti-B B-Cell Up to 3 second +4 

Anti-AB A B-Cell Up to 3 second +3/+4 

Anti –D O RH positive cell Up to 5 second +3 

Final Conclusion:   Pass     Fail 

Final QC Manager Approval (Signature):  Date:  

QC Release Stamp: 

 

05.04.2023 13:50

05.04.2023

Warehouse4
qc





EC Certificate
EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

No. V7 092378 0009 Rev. 00

Page 1 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Healgen Scientific Limited
Liability Company
3818 Fuqua Street
Houston TX 77047
USA

Product: Screening test for Hepatitis C marker

The Certification Body of TÜV SÜD Product Service GmbH declares that a design examination has 
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the 
devices conforms to the requirements of this Directive. All applicable requirements of the testing and 
certification regulation of TÜV SÜD Group have to be complied with. For details and certificate validity 
see: www.tuvsud.com/ps-cert?q=cert:V7 092378 0009 Rev. 00 

Report No.: 713234651

Valid from: 2022-04-22
Valid until: 2025-05-26

Date, 2022-04-22

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:V7%20092378%200009%20Rev.%2000


EC Certificate
EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

No. V7 092378 0009 Rev. 00

Page 2 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Model(s): HCV Hepatitis C Virus Rapid Test

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 
313300 Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

Parameters: Model Name: Model No.:
--
HCV Hepatitis C Virus Rapid Test
(Serum / Plasma) (Cassette) GCHCV-302a

HCV Hepatitis C Virus Rapid Test
(Whole Blood /Serum / Plasma) (Cassette) GCHCV-402a



3818 Fuqua street 
Houston, TX  77047, USA 
Tel: +1 713 733 8088 
Fax: +1 713 733 8848 
Web: www.Healgen.com 
E-mail: sales@healgen.com 

                                                                                                                                                                                                                                             

 

EC Declaration of Conformity 
  In accordance with Directive 98/79/EC 

 
Legal Manufacturer:                  Healgen Scientific Limited Liability Company 
 
Legal Manufacturer Address:    3818 Fuqua Street, Houston, TX 77047, USA.  
 
Declares, that the products 
Product Name and Model(s) 
 

Orient Gene HCV Hepatitis C Virus Rapid Test 
 (Serum/Plasma) (Cassette) 

GCHCV-302a 

Orient Gene HCV Hepatitis C Virus Rapid Test 
(Whole blood/Serum/Plasma)(Cassette) 

GCHCV-402a 

EDMA Code: 15 70 02 02 
 
Classification:                               Annex II List A 
Conformity assessment route: Annex IV (Full Quality Assurance) 
 
Compliance of the designated product with the Directive 98/79/EC has been assessed and   
certified by the Notified Body 

Notified Body: TÜV SÜD Product Service GmbH 

Notified Body Address: Munich Branch Ridlerstraße 65 80339 München Germany 

EC Certificate No.: V1 092378 0004 Rev. 02   Valid until: 2025-05-26 
EC Design-Examination Certificate No.: V7 092378 0009 Rev. 00  Valid until: 2025-05-26 
 
It bears the mark 

CE 0123 

We, the Manufacturer, herewith declare with sole responsibility that our product/s 
mentioned above meet/s the provisions of the Directive 98/79/EC of the European 
Parliament and of the Council on In-Vitro Diagnostic Medical Devices. 
We hereby explicitly appoint  
EC Representative Name:       QARAD b.v.b.a. 
EC Representative Address:    Cipalstraat 3, B-2440 Geel, Belgium 
 
to act as our European Authorized Representative as defined in the aforementioned 
Directive. 

 
  I, the undersigned, hereby declare that the medical devices specified above conform with the directive   
98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 
                                                                                                                                           
                                                                                          

Signature: 
                                                                                          Name of authorized signatory:  Joyce Pang 
                                                                                          Position held in the company:  Vice-President 
                                                                                                                     Date: 2022.4.22 

CE-DOC-H003 
Ver.1.7 

http://www.healgen.com/


Certificate
No. Q5 092305 0001 Rev. 01

Page 1 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: Design and Development, Production and Distribution

of In Vitro Diagnostic Reagent and Instrument for the 
Detection of Drugs of Abuse, Fertility, Infectious 
Diseases, Oncology, Biochemistry, Cardiac Diseases, 
Allergic Disease based on Rapid Test, PCR and Liquid 
Biochip Method.

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 092305 0001 Rev. 01  

Report No.: SH2198802

Valid from: 2022-04-11
Valid until: 2024-03-16

Date, 2022-04-11 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20092305%200001%20Rev.%2001%C2%A0


Certificate
No. Q5 092305 0001 Rev. 01

Page 2 of 2
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300 
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate

.















EC DECLARATION OF CONFORMITY 

IVD solutions through partnership 

Mast (¥) 
Group 

Mast Group Ltd. 

Mast House 

Derby Road 

Bootle 

Merseyside L20 1EA 

United Kingdom 

Tel. +44 (0)151 933 7277 

Fax +44 (0)151 944 1332 

www.mastgrp.com 

We hereby declare that the devices described below comply with those provisions which apply to them 

of the European Directive 98/79/EC ‘on in vitro diagnostic medical devices’, and are placed on the 

European market by Mast Group UK through our appointed EC Authorised Representative Mast 

Diagnostica GmbH, Feldstrasse 20, 23858 Reinfeld, Germany. 

This declaration is valid for the |VD medical devices described below on or after the date hereof, and 

which bear the CE mark. It is also valid for all |1VD medical devices described below which are 

manufactured by Mast and placed on the market on or after the date hereof by third parties with our 

consent and which bear the CE mark. All supporting documents relating to this declaration are retained 

at the manufacturer’s premises. 

  

  

    

susceptibility test (AST) disc products. 

Each disc contains an antimicrobial agent of stated 

content in conformance to recognised AST 

standards such as European Committee on 

Antimicrobial Susceptibility Testing - EUCAST or 

US Clinical and Laboratory Standards Institute - 

CLSI.   

Product | Product description IVD Directive EDMS code 

code classification 

Various | MAST DISCS® AST — paper antimicrobial Self-certification | 1402050200 

Annex III 

excluding 

section 6 

(Code registered - 

GMDN code - 63834 

    
  

Standards applied: EN ISO 13485:2016, ISO 9001:2015, EN ISO 14971:2019, EN ISO 18113-1:2011, 

EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN ISO 15223-2:2010. 

    

Declaration made by ...... XU. Lea a 

C Winstanley, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd. 

Document valid till: 18!" May 2025 

Registered in England 632512 

Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom
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PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO – DISPOSABLE LABWARE 

DICHIARAZIONE DI CONFORMITA’ UE 

EU Declaration of conformity  

 
Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:  

The undersigned, Rinaldo Ruggero legal representative of the company: 

 

fabbricante/manufacturer 

 

SYNTESYS S.r.l. 

indirizzo/address 

 

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY 

 

O rappresentante il mandatario autorizzato entro la Unione Europea 

or representing the authorized mandatary within the European Community  

 

Mandatario autorizzato/authorized mandatary 

 

 

indirizzo/address 

 

 

 

Dichiara sotto la propria responsabilità che il prodotto/declares under his own responsability that the product: 
 

Denominazione/Description 
Puntali azzurri tipo Eppendorf da 201 a 1000 µl / Blue tips 

EPPENDORF type 201-1000 μl 

Codice/Code 318172 

Lotto/Lot 5D0906Y                Data di scadenza/Expiry date     09.2025 

Classe di rischio / Risk class  Classe A / Class A 

Numero di registrazione unico (SRN) 

/ Unique registration number (SRN) 
IT-MF-000027856 

UDI-DI di base / Basic UDI-DI 805414149PUNTALITY 
 

È conforme secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfa tutti i 

requisiti specificati. Il dispositivo è stato classificato appartenente alla Classe A secondo la Regola 5 dell’ Allegato VIII / 

It complies with the Regulation (EU) 2017/746 concerning In Vitro Diagnostic Medical Devices and meets all the specified 

requirements. The device has been classified as belonging to Class A according to Rule 5 of Annex VIII. 

 

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformità è conservata presso gli 

uffici dell’azienda e sarà messa a disposizione delle autorità competenti secondo quanto prescritto dall’Art. 10 punto 7 del 

Regolamento. / It also declares that the technical documentation supporting this declaration of conformity is kept at the 

company offices and will be made available to the competent authorities in accordance with the provisions of Art. 10 point 7 

of the Regulations. 

  

Teolo (PD), 07.10.2022  

            

mailto:info@syntesys.it
http://www.syntesys.it/
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PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO – DISPOSABLE LABWARE 

 
DICHIARAZIONE DI CONFORMITA’ 

Conformity declaration 

 
Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:  

The undersigned, Rinaldo Ruggero legal representative of the company: 

 

produttore/manufacturer 

 

SYNTESYS S.r.l. 

indirizzo/address 

 

Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY 

 

O rappresentante il mandatario autorizzato entro la Unione Europea  

or representing the authorized mandatary within the European Community  
 

Mandatario autorizzato/authorized mandatary 

 

 

indirizzo/address 

 

 
 

Dichiara sotto la propria responsabilità che il prodotto/declares under his own responsability that the product: 

 

Denominazione/Description 

Puntali neutri 1000-5000 µl mod. EPPENDORF-BIOHIT-SOCOREX-

OXFORD-ACURA (8x250 pz.) / Neutral tips EPPENDORF- BIOHIT-

SOCOREX -OXFORD-ACURA type 1000-5000 μl bag of 250 pcs 

Codice/Code 318263 

Lotto/Lot 4C0702Y                     Data di scadenza/Expiry date     07.2024 

Materiale/Material Polipropilene / Polypropylene 

Confezione/Pack 2000 pezzi/2000 pcs.  

 
È conforme alle disposizioni della direttiva 98/79/CE, concernente i dispositivi medici diagnostici in vitro e recepito in Italia 

con D.L. del 08/09/2000 n° 332 e smi allegato 1 (requisiti essenziali) ed è fabbricato in accordo ai requisiti di cui all’Allegato 

III della sopra citata direttiva./ It meets the EC Directive 98/79 about in vitro diagnostic device specifications established by 

the Italian law n. 332, dated 8th September 2000. The device is made according to the specifications of the III attached of the 

above-mentioned directive.   

 

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformità è conservata presso gli 

uffici dell’azienda e sarà posta alla disposizione di chi la richiede/ declares that all technical documents attached to this 

conformity statment are filed in our company and can be consulted by any authorized body on demand.  

  

Data 02.09.2021  
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http://www.syntesys.it/


                                           ®                                                                             

 
 
 

 

   
   Cert. N.7111/3    Cert. N.6574/3  

SYNTESYS S.r.L. unipersonale 

                                                      

 

 

 

                                                                                   Via G. Galilei, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD) 
Tel. +39 049 9903866 r.a. Fax +39 049 9903867 

C.F./P.I./N.Reg.Imp. Padova 03573950288 

Rea pd-320123 - cap.soc. 20.700,00€                           
e-mail info@syntesys.it – web www.syntesys.it 

  syntesys   Pec posta@pec.syntesys.it 

 

 

             PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO – DISPOSABLE LABWARE 

 
DICHIARAZIONE DI CONFORMITA’ 

Conformity declaration 

 
Il sottoscritto, Rinaldo Ruggero legale rappresentante della ditta:  

The undersigned, Rinaldo Ruggero legal representative of the company: 
 

produttore/manufacturer 

 
SYNTESYS S.r.l. 

indirizzo/address 

 
Via G. Galilei, 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY 

 
O rappresentante il mandatario autorizzato entro la Unione Europea  

or representing the authorized mandatary within the European Community  
 

Mandatario autorizzato/authorized mandatary 

 
 

indirizzo/address 

 
 

 
Dichiara sotto la propria responsabilità che il prodotto/declares under his own responsability that the product: 
 

Denominazione/Description 
SEKURGEL in SEKURTEST® 10 ml sterili etichettate (gel sep.+ acc.) t/rosso 
STERILE Sterile Sekurgel in Sekurtest® tubes 10 ml 16x100 mm red stopper with label 

Codice/Code 318273 

Lotto/Lot 212920                                      Data di scadenza/Expiry date       12.2024        

 
È conforme alle disposizioni della direttiva 98/79/CE, concernente i dispositivi medici diagnostici in vitro e recepito in Italia con D.L. del 
08/09/2000 n° 332 e allegato 1 (requisiti essenziali) ed è fabbricato in accordo ai requisiti di cui all’Allegato III della sopra citata direttiva.  
It meets the specifications established by EEC 98/79 directive received by the Italian law n 332, dated 8th September 2000, concerning  
in-vitro diagnostic medical devices . The device is made according to the specifications of the III attached of the above-mentioned directive. 
 Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformità è conservata presso gli uffici 
dell’azienda e sarà posta alla disposizione di chi la richiede.  
Declares that all technical documents attached to this conformity statement are filed in our company and can be consulted by any 
authorized body on demand. 

  
Teolo (PD), 23.12.2022 
 
 

 
                             

mailto:info@syntesys.it
http://www.syntesys.it/
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CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization: 
 

SYNTESYS S.R.L. 
Head Office and Operative Unit 

Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Operative Units 

Via G. Galilei, 16/1 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Via San Benedetto, 48/A - Zona Industriale - I-35037 Selve di Teolo (PD) 
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

 

has implemented and maintains a/an  
 

Quality Management System 
 

 for the following scope: 
 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 

preservation of biological samples, also for surgical application, with or without transport medium. 
 

which fulfils the requirements of the following standard: 
 

ISO 9001:2015 
 

Issued on:      2022-06-05 
First issued on:    2013-06-05 
Expires on:  2025-06-04 

 

This attestation is directly linked to the IQNet Partner’s original 
certificate and shall not be used as a stand-alone document. 

 

Registration Number:  IT-83562
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CISQ/ICIM S.P.A. has issued an IQNet recognized certificate that the organization: 
 

SYNTESYS S.R.L. 
Head Office and Operative Unit 

Via G. Galilei, 10/1-2-3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Operative Units 

Via G. Galilei, 16/1 - Zona Industriale - I-35037 Selve di Teolo (PD) 

Via San Benedetto, 48/A - Zona Industriale - I-35037 Selve di Teolo (PD) 
Via G. Galilei, 3 - Zona Industriale - I-35037 Selve di Teolo (PD) 

 

has implemented and maintains a/an  
 

Quality Management System 
 

 for the following scope: 
 

Trading of products for laboratory analysis. Manufacturing of products for laboratory analysis and 
sanitary products. Design and production management of sterile swabs for the collection and the 

preservation of biological samples, also for surgical application, with or without transport medium. 
 

which fulfils the requirements of the following standard: 
 

ISO 13485:2016 
 

Issued on:      2022-06-05 
First issued on:    2014-06-21 
Expires on:  2025-06-04 

 

This attestation is directly linked to the IQNet Partner’s original 
certificate and shall not be used as a stand-alone document. 

 

Registration Number:  IT-93779
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