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Zentralstelle der Lander

* |4 | fir Gesundheitsschutz
* ) * bei Arzneimitteln und
* * Medizinprodukten

Ko *** ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 104507 0003 Rev. 06

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 TUV SUD 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 TUV SUD Group have to be
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:V1 104507
0003 Rev. 06

Report no.: SH22743EXTO01
Valid from: 2022-05-04
Valid until: 2025-05-26

Date, 2022-05-04 c
'@I(‘\/

Christoph Dicks

Digitally signed by Monastirschii Viorica 4| Head of Certification/Notified Body
Date: 2023.06.07 14:51:47 EEST I
Reason: MoldSign Signature

Location: Moldova

Page 1 0of 3
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


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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* fir Gesundheitsschutz
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www.zlg.de

&

Product Service

EC Certificate

Full Quality Assurance System

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 06

Model(s):

Page 2 of 3

On Call Plus Blood Glucose Monitoring System,

On Call Plus Blood Glucose Test Strips,

On Call EZ Il 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 (0GS-121)

On Call Plus Il Blood Glucose Monitoring System (OGM-
171),

On Call Plus Il 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 (0GS-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 (0GS-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

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

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE o

** *** Benannt durch/Designated by

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
* * Medizinprodukten

www.zlg.de

Ko *** ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System

&

Product Service

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 104507 0003 Rev. 06

Facility(ies):

Page 3 of 3

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 (0GS-191),
On Call Plus GM Blood Glucose Monitoring System,

On Call Plus GM Blood Glucose Test Strips,

Go-Keto Urinalysis Reagent Strips

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

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

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



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® Liguid 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 Il

(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.

5850 Oberlin Drive, #340 - San Diego, CA 92121, USA - Tel: (858) 875-8000 - Fax: (858) 875-8099
E-mail: info@aconlabs.com
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

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

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

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 TUV SUD 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 TUV SUD 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

C@t(—v

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

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 03

Product Service

Applied Standard(s): ENISO 134852016
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.

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



Mission’

Liquid Urine Con
Expected Values

Mission® Urinalysis Reagent Strips Visual Reading

trol

Level 1 Level 2 Level 1 (14C and 13CE) Level 2 (14C and 13CE)
Analyte (Lot#17110079) (Lot#17100429) (Lot#17110079) (Lot#17100429)

Conventional Sl Arbitrary | Conventional Sl Arbitrary Conventional Sl Arbitrary | Conventional S| Arbitrary
Leukocytes (LEU) Negative Negative - 15-500 Leu/pL | 15-500 Leu/pL +/-— 3+ Negative Negative - 15-500 Leu/pL | 15-500 Leu/pl +- =3+
Nitrite (NIT) Negative Negative - Positive Positive + Negative Negative - Positive Positive +
Urobilinogen (URO) 0.2 1mg/dL [3.5 = 17uymolil]  --% 2 — 12 mg/dl |35 = 200rmoil)  t+=4+ |02~ 1 mg/dL 35— t7umoti;” - -+ 2 -12 mgidL |35 —200ymoliL| 1+ <4+
Protein (PRO) Negative Negative - 30 — 2000mg/dL| 0.3 — 20.0g/L 1+ — 4+ Negative Negative - 30 — 2000mg/dL| 0.3 - 20.0g/L 14— 4+
pH 50-7.0 50-7.0 50-7.0 6.5 -9.0 6.5-9.0 6.5-9.0 50-7.0 50-7.0 50-7.0 6.56-9.0 6.5-9.0 6.5-9.0
Blood (BLO) Negative Negative - 25 — 200 Ery/uL[25 — 200 Ery/ul]  1+-3+ Negative Negative - 25 — 200 Ery/uL[25 — 200 Ery/uL|  1+-3+
Specific Gravity (SG) 1015 1,030 |1.015— 1.030| 1.015-1.030 | 1.005 — 1.025 | 1.005 — 1.025 | 1.005 - 1.025 | 1.015-1.030 |1.015-1.030|1.015-1.030| 1.006-1.025 | 1.005~1.025 | 10051025
Ketone (KET) Negative Negative - 5-160mg/dL [0.5-16.0mmollL|  +-4+ Negative Negative - 5-160mg/dL [0.5-16.0mmollL| -4+
Bilirubin (BIL) Negative Negative - 1-4mg/dL |17 = 70umol/L 1+ - 3+ Negative Negative - ‘| 1-6mg/dL [17 —=100umolL| 1+ -3+
Glucose (GLU) Negative Negative - 100-1000mg/dL| 5 — 60mmol/L +-3+ Negative Negative - 100-1000mg/dL| 5 — 60mmol/L 14 — 4+
Ascorbic Acid (ASC) Negative Negative - Negative Negative - Negative Negative - Negative Negative -
Microalbumin (ALB) 70~ 30mg/L | 10 — 30mg/L | 10— 30mg/L | 80 — 150mgiL | 80— 150mg/L | 80— 150mg/L | 10 - 30mg/L | 10 - 30mg/L |10 - 30mgrL | B0 - 150mg/L | 80 - 150mglL. | 80 - 150mglL
Creatinine (CRE) 10 —100mg/dL | 0.9-8.8mmollL |10 -100mg/dL| 100 —300mg/dL | 8.8-26.5mmolL [100 ~300mg/dL| 10 ~100mg/dL |0.9-8.8mmol/L {10 -100mg/dl] 100-300mg/dL 8.8-26.5mmol/L [100 —~300mg/dL |
Albumin-to-Creatinine Ratio Normal Normal Normal Abnormal Abnormal Abnomal NA NA NA NA NA NA
Protein-to-Creatinine Ratio Normal Normal Normal Abnormal Abnormal Abnomal Normal Normal Normal Abnormal Abnormal Abnormal
Calcium (CA) 4 —10mg/dL | 1.0-2.5mmollL | 4 — 10mg/dL 20 - 40mg/dL | 5.0-10mmol/L | 20 —40mg/dL | 4 - 10mg/dL | 1.0-2.5mmol/L| 4 — 10mg/dL | 20 — 40mg/dL 5.0-10mmol/L | 20 — 40mg/dL

Mission® Urinalysis Reagent Strips Analyzer Reading with Mission® U120/U500/U120 Ultra*

Level 1 Level 2 Levei 1 (14C and 13CE) Level 2 (14C and 13CE)
Analyte (Lot#17110079) (Lot#17100429) (Lot#17110079) (Lot#17100429)
Conventional Bl Arbitrary | Conventional S| Arbitrary Conventional S| Arbitrary | Conventional Sl Arbitrary
Leukocytes (LEU) Negative Negative - 15-500 Leu/pL | 15-500 Leu/pL +- = 3+ Negative Negative - 15-500 Leu/pL | 15-500 Leu/ulL +/- - 3+
Nitrite (NIT) Negative Negative - Positive Positive + Negative Negative - Positive Positive +
Urobilinogen (URO) 0.2 - 1mg/dL [3.5 = 17umol/L| —-% 2-8mg/dL (35— 140pmol/L|  1+-3+ 0.2 — 1 mg/dL [3.5— 17pumol/L] —-% 2-8mg/dL |35—140umoll|  1+-3+
Protein (PRO) Negative Negative - 30 -300mg/dL| 0.3 —3.0g/L 1+ — 3+ Negative Negative - 30 —300mg/dL | 0.3 —3.0g/L 1+ — 3+
pH 50-7.0 50-7.0 50-7.0 6.5-9.0 6.5-9.0 6.5-9.0 5.0-7.0 50-7.0 50-7.0 6.5 -9.0 6.5 -9.0 6.5-9.0
Blood (BLO) Negative Negative - 25 — 200 Ery/uL{25 — 200 Ery/ul| 1+ -3+ Negative Negative - 25 — 200 Ery/uL[25 — 200 Ery/pl| 1+ -3+
Specific Gravity (SG) 1015 - 1.030 |1.015 — 1.030 | 1.015-1.030 | 1.005 - 1.025 | 1.005 ~1.025 | 1.006 ~1.025 | 1.015-1.030 |1.015 - 1.030 1,015-1.030 | 1.005-1.025 | 1.005 - 1.025 | 1.005 - 1.025
Ketone (KET) Negative Negative - 5 —80mg/dL | 0.5-8.0mmol/L +-3+ Negative Negative - 5-80mg/dL | 0.5-8.0mmol/L + -3+
Bilirubin (BIL) Negative Negative - 1-4mg/dL |17 =70umol/L 1+ = 3+ Negative Negative = 1-6mg/dL |17 - 100pmoliL| 1+ -3+
Glucose (GLU) Negative Negative - 100-1000mg/dL | 5 ~ 60mmol/L + -3+ Negative Negative = 100-1000mg/dL| 5 — 60mmol/L 14 — 4+
Ascorbic Acid (ASC) Negative Negative - Negative Negative - Negative Negative - Negative Negative =
Microalbumin (ALB) 10 30mg/L | 10— 30mgiL |10 — 30mg/L | 80-150mg/L | 80 — 150mg/L | 80 - 150mg/L | 10-30mg/L | 10 - 30mg/L | 10 - 30mg/L | 80 - 150mglL | 80 — 150mg/L | 80 — 150mg/L
| Creatinine (CRE) 10 -100mg/dL | 0.98.8mmollL [10 -100mg/dL| 100 ~300mg/dL.| 8.8-26 Smmotl. [100 ~300mg/dL| 10 ~100mg/dL |0.9-8 8mmollL |10 -100mg/dL, 100-300mg/dL | 8.8-26.5mmolL [100 ~300mg/dL
Albumin-to-Creatinine Ratio |  Normal Normal “Normal | Abnormal | Abnormal | Abnomal | NA NA NA ~ NA NA NA
Protein-to-Creatinine Ratio Normal Normal Normal Abnormal Abnormal Abnomal Normal Normal Normal Abnormal Abnormal Abnomal
Calcium (CA) 4 - 10mg/dL | 1.0-2.5mmollL |4 — 10mg/dL | 20 — 40mg/dL | 5.0-10mmolL | 20 — 40mg/dL | 4 - 10mg/dL |1.0-2.5mmol/L|4 — 10mg/dL | 20 — 40mg/dL | 5.0-10mmollL | 20 — 40mg/dL
Mission® Expert Urinalysis Reagent Strips Visual Reading
Analyte : Level 1 (Lot#17110079) i ! Level 2 (Lot#17100429) :
Conventional SI Arbitrary Conventional Sl Arbitrary
Ascorbic Acid (ASC) Negative Negative - Negative Negative =
Blood (ERY, Hb) Negative Negative = Ca.25 — Ca.250 Ery/ul Ca.25 — Ca.250 Ery/ul 2+ — 4+
Bilirubin (BIL) Negative Negative = 1- 6 mg/dL 17 — 100pmol/L 1+ - 3+
Urobilinogen (URO) 0.2 mg/dL 3.5 pmol/L - 4 —12 mg/dL 70 — 200 pmol/L 2+ — 4+
Ketone Bodies (KET) Negative Negative = 10 — 150 mg/dL 1.0 — 15.0 mmol/L 1+ - 3+
Glucose (GLU) Negative Negative = 100 — 1000 mg/dL 5.5 — 56 mmol/L 24 — 4+
Protein (PRO) Negative Negative - 30 - 500 mg/dL 0.3-50g/L 14— 3+
Nitrite (NIT) Negative Negative = Positive Positive +
Leukocytes (LEU) Negative Negative = ca. 10-25 — ca. 500 Leu/ul ca. 10-25 — ca. 500 Leu/pl 1+ -3+
pH 5.0-7.0 50-7.0 5070 7.0-9.0 —— 7.0=6% 7.0-9.0
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) 10 - 30 mg/L 10 — 30mg/L 10 - 30 mg/L 80 — 150 mg/L 80 - 150 mg/L 80— 150 mg/L
Creatinine (CRE) 10 — 100 mg/dL 0.9 — 8.8 mmol/L 10 - 100 mg/dL 100 — 300 mg/dL 8.8 —26.5 mmol/L 100 — 300 mg/dL
Albumin-to-Creatinine Ratio Normal Normal Normal Abnormal Abnomal Abnormal
Protein-to-Creatinine Ratio Normal Normal Normal Abnormal Abnormal Abnormal
Mission® Expert Urinalysis Reagent Strips Analyzer Reading with Mission® Expert U120/U500"
Analyte _ Level 1 (Lot#17110079) . Level 2 (Lot#17100429)
Conventional Sl Arbitrary Conventional S| Arbitrary
Ascorbic Acid (ASC) Negative Negative = Negative Negative -
Blood (ERY, Hb) Negative Negative - 25 — 250 Ery/pl 25 - 250 Ery/ul 2+ - 5+
Bilirubin (BIL) Negative Negative - 1- 6 mg/dL 17 - 100 pmol/L 1+ - 3+
Urobilinogen (URO) 0.2 mg/dL 3.5 umol/L - 4 - 12 mg/dL 70 - 200 pmol/L 24 - 4+
Ketone Bodies (KET) Negative Negative = 15 — 150 mg/dL 1.5 = 15.0 mmol/L 2+ — 4+
Glucose (GLU) Negative Negative = 100 — 1000 mg/dL 5.5— 56 mmol/L 2+ — 4+
Protein (PRO) Negative Negative = 25 — 500 mg/dL 0.25-5.0 g/L 1+ — 4+
Nitrite (NIT) Negative Negative < Positive Positive +
Leukocytes (LEU) Negative Negative - 25 - 500 Leu/pl 25 =500 Leu/pl 1+ - 3+
pH 50-7.0 50-7.0 50-7.0 6.5-9.0 6.5-9.0 6.5-9.0
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) 10 - 30 mg/L 10 — 30 mg/L 10 — 30 mg/L 80 - 150 mg/L 80 — 150 mg/L 80 - 150mg/L
Creatinine (CRE) 10 — 100 mg/dL 0.9 - 8.8 mmol/L 10— 100 mg/dL 100 - 300 mg/dL 8.8 - 26.5 mmol/L 100 — 300mg/dL
Albumin-to-Creatinine Ratio Normal Normal Normal Abnormal Abnormal Abnormal
Protein-to-Creatinine Ratio Normal Normal Normal Abnormal Abnormal Abnormal

*The U120 QC set-up screen recognizes only arbitrary values

(LCD0187-08)




- - © Liquid Urine Control
MISSIO" = Package Insert
B e et REAU021-011 [ Engiish |

For validating visual and analyzer reading of urinalysis.
For in vitro diagnostic use only.

The Liquid Urine Control is intended for use in validating the visual and analyzer re%ding of urinal)ésis. The results should be compared to
the expected results listed below to ensure the consistent performance of Mission® and Mission® Expert Urinalysis Reagent Strips and

Urine Analyzers. The Liquid Urine Control is available in two levels and is ready to use for monitoring routine urinalysis.

For in vitro diagnostic use only. Do not use after the expiration date.
All materials should be considered potentially hazardous and handled in the same manner as an infectious agent.
Discard if there is excessive turbidity or evidence of microbial contamination.

The used materials should be discarded according to local regulations after testing.

This product is not intended for use as a standard.

The use of quality control materials is an important part of good laboratory practices. Quality control materials are an objective method of
assessing techniques or practices in use.

* Store and ship at 2-8°C (36-46°F). Do not freeze.
e Controls are stable until the expiration date printed on the bottle label when stored at 2-8°C (36-46°F).
Al analytes are stable for 30 days at 15-30°C (59-86°F) or until the expiration date at 2-8°C (36-46°F) once opened and stored with the cap on tightly.

Materials Provided|

* Liquid Urine Control Level 1 and/or Level 2 *_Package Insert
Materials Required But Not Provided|
e Strips e Timer
DIRECTIONS FOR USE |

Allow all test materials to reach room temperature (15-30°C or §9-86°F) prior to testing.

1. Invert the urine control bottle 3 times to ensure reproducible results, then remove the cap. While holding the urinalysis reagent strip,
invert the urine control bottle and gently squeeze the urine control bottle to dispense the urine control. Ensure each reagent area on
urinalysis reagent strip is completely saturated with urine control. See illustration 1 below.

Note:

¢ Do not touch the tip of the urine control bottle to the reagent areas on the urinalysis reagent strip to avoid contamination.
¢ Dispense the remaining hanging drop of urine control before turning the urine control bottle upright.
Dispose of the hanging drop of urine control to avoid contaminating the unused control with reagents from the urinalysis reagent strip.
2. Hold the strip in a horizontal position and bring the edge of the strip into contact with an absorbent material (e.g. a paper towel) to avoid
© - mixing chemicals from adjacent reagent areas and/or soiling hands with the urine contro! See illuetration 2 helow. 3
3. Compare the reagent areas to the corresponding color blocks on the color chart at the specified times. Hold the strip close to the color
blocks and match carefully. See illustration 3 below.
Note:
¢ Results may be read up to 2 minutes after the specified times.
* Results may also be read using the Mission® and Mission® Expert Urine Analyzers. Refer to the Instruction Manual for details.
4. Clean the dropper tip, and immediately replace the cap tightly.

L, o #

EXPECTED VALUES
The expected values listed on the following page should only be used for the specific lots printed. Expected values were obtained from
replicate analysis. The urine control and urinalysis reagent strip lots can create slight differences in expected resuits, Different laboratory
methods, instruments and reagents can create variations between laboratories and variations over time. Use the results provided as
reference only. It is recommended that each laboratory establish its own parameters of precision.
Note: The color reactions of Urobilinogen and Bilirubin reagent areas on the urinalysis reagent strips may produce colors that are atypical
when visually compared to the color blocks on the color chart.

The Mission® Liquid Urine Control can only be used with Mission” and Mission® Expert Urinalysis Reagent Strips and Urine Analyzers. Ensure
reproducible results by inverting the urine control bottle 3 times before each use. Interpretation of visual results depends on several factors: the
variability of color perception, the presence or absence of inhibitory factors, and the lighting conditions when the strip is read. Each color block on
the color chart does not correspond to a specific concentration, but it does comrespond to a range of analyte concentrations.

Index of Symbols

i Consult instructions for use Tests per kit “ Manufacturer
For in vitro diagnostic use only = Use by Authorized Representative
ge ij Store between 2-8°C - Lot Number l Catalog #

ACON Laboratories, Inc. ‘3@
“ 10125 Mesa Rim Road, c € MD_SS GmbH
San Diego, CA 92121, USA Schiffgraben 41
30175 Hannover, Germany

Number: 1150529004
Effective date: 2013-02-16
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G M p— D CERTIFICAT
m— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 36655 rev.1

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

GMED certifies that the quality management system developed by

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3
15827 Blankenfelde-Mahlow GERMANY

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

See addendum

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

|SO 13485 2016 DocuSigfnedby:

Début de validité / Effective date October 9th, 2020 (included)
Valable jusqu'au / Expiry date : October 8th, 2023 (included)
Etabli le /Issued on: October 8th, 2020

cofrac
Beéatrice LYS
Technical Director
CERTIFICATION GMED N° 36655-1
DE SYSTEMES Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification

DE MANAGEMENT

Accréditation n°4-0608

Liste des sites accrédités .

etportée disponible sur  Renouvelle le certificat 36655-0

www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr
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GROUPE LNE

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

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 a usage professionnel
et/ ou d’autodiagnostic, dans les domaines du groupage sanguin, de la microbiologie, de la biochimie, de la toxicologie,
de I’oncologie, de la cardiologie, de 1'histologie, de I’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.

French version:

ATLAS MEDICAL GmbH
Ludwig-Erhard-Ring 3
15827 Blankenfelde-Mahlow
GERMANY

Siége social, responsable de la mise sur le marché

English version:

Headquarter, legal manufacturer

French version:

*khkkkkhkhkhkhkkkhkhhkhkkhhikhkkhhikhkkhrhhkkhhiihhhiihkkikx

Sahab Industrial Zone Area
King Abdullah Il Industrial City
Amman 11512
JORDAN

Conception, fabrication et contrdle final

English version:
Design, manufacture and final

French version:

Contact réglementaire
English version:
Regulatory Administration

control

FAIAAIAIAAARAIAAARAIAARIAIAAdddrAddhdiddhdhiiidxixk

William James House
Cowley Road,
Cambridge, CB OWX
United Kingdom

*hhkhkhkkhhkhkhkhkkhhkhkhkhkhihhkhkiihhkkhiihhkhiiihhiikx

3 sites / 3 sites

DocuSigned by:

On behalf of the President
Béatrice LYS
Technical Director

GMED - Société par Actions Simplifiée au capital de 300 000 € ¢ Organisme Notifié/Notified Body n® 0459
Sieége social : 1, rue Gaston Boissier - 75015 Paris ® Tél. : 01 40 43 37 00 » gmed.fr ADD - 720 DM 0701-32 rev 6 du 01/08/2018





Atlas Medical

Certificate of Analysis for Blood Grouping Kit

1- Product Identification:

Product Name : Anti-D IgM Catalog No. Item Dispense #: 1280 Minimal Titer

Monoclonal Reagent (Variant Code) : Accepted: 1/128
8.02.03.7.0001

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

2- Sampling Plan:

Determine the following by referring to Sampling
C Test Plan Sheet
Date Mthho d ere d Inspection level AQL Sample Sample
Size Code | Size (Test | Accepted | Rejected
Letter QTY)
05.04.2023 F13D Physical Inspection: S-I A 2 0 1
05.04.2023 F13D Biochemical Inspection: Not Applicable
One sample

3- Physical Check:

Applicable Test Type

Inspected Item and/or Criteria

Inspection Results

» Kit Assembly:

All components of the kit are present according to the outer label

B Pass 0O Fail

» Item Color & Status:

Anti-A: Blue — Liquid NA

O Pass [ Fail

Anti-B: Yellow — Liquid NA

O Pass [ Fail

Anti-D: Yellowish — Liquid

BMPass O Fail

Anti-AB: Yellowish — Liquid NA

O Pass [ Fail

» Item Size/ Reagent Size is
compatible with that requested
in Item Dispense:

Anti-A NA O Pass [OFail
Anti-B NA O Pass [OFail
Anti-D 10 ml MPass [ Fail
Anti-AB NA O Pass [ Fail

> Labels:

Correct label orientation

B Pass [ Fail

Correct label position

BMPass O Fail

Clear printing

BMPass O Fail

» Package Insert:

Clear printing and correct folding

B Pass 0O Fail

Correct code, version and brand as mentioned in Item Dispense

BMPass O Fail

Address as mentioned on box design

BMPass O Fail

» Closing Cap:

No leakage and closed well

BMPass O Fail

» Dropper Coloring / Titer
(CE Blood Grouping):

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

O Pass 0O Faj

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

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

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

Anti AB (High titer (1/512): Grey cap with black bulb

O Pass [ Fail

Page 1 of 3
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Anti AB (Low titer (1/256): Grey cap with grey bulb O Pass O Fail /
Anti D (High titer (1/128): Black cap with black bulb OPass O Faﬂ
Anti D (Low titer (1/64): Black cap with grey bulb O Pass O Bail
Anti A (High titer (1/512): White cap with black bulb O Pass IJ/Fail
Anti A (Low titer (1/256): White cap with white bulb [ Pass }ﬁl Fail
Anti B (High titer (1/512): White cap with black bulb [ Pass /El Fail
Anti B (Low titer (1/256): White cap with white bulb O Pass / [ Fail
Anti AB (High titer (1/512): White cap with black bulb O Pas/s/ [ Fail
> Dropper Coloring / Titer Anti AB (Low titer (1/256): White cap with white bulb O Py/ss O Fail
(None CE Blood Grouping): | Anti D (High titer (1/128): Black cap with white bulb O }’{ass O Fail
Anti D (Low titer (1/64): Gray cap with white bulb I;(Pass O Fail
Anti D (IgM) (Low titer (1/64)): Grey cap with Black bulb A Pass 0O Fail
Anti D (IgM) (High titer (1/128)): Black cap with black bulb MPass [ Fail
Anti D (1gG) (Low titer (1/64)): Grey cap with black bulb OPass 0O Fé}'l/
Anti D (IgG) (High titer (1/128)): Black cap with black bulb O Pass D/fail
> Dropper Coloring / Titer Anti A (White cap with white bulb) O Pass " [ Fail
(Real Titer (256) / Non CE | Anti B (White cap with white bulb) O Pass [OFail
Blood Grouping): Anti AB (White cap with white bulb) EPass 0O Fail
» Dropper Function: Able to withdraw the reagent B Pass [ Fail
. . Compatible with the quantity mentioned in the outer label )
> Quantity/Kit e Recordthe QTY/Kit: 2/1............. WPass U Fail
» Final Result: BWPass [ Fail; Justify ..o
Done by QC Officer/Supervisor (Sign.): ....eag@sg ..o Date: .05.04.2023.. Time: 1330 .......
d
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 Agglutination Reaction | Agglutination | Reaction | Agglutination Reaction|  Agglutination
time strength time strength time strength time strength
NA NA NA NA NA NA 2 Sec +3
> Final Result: B Pass CO Fail; Justify ..o e
Done by QC Officer/Supervisor (Sign.): R s (R Date: 05.04.2023......... Time: 1347..........
N 4
B. Sensitivity test
Pipette #: 157 Pipette Code: E21PiQ157
Type of Test Anti-A Anti-B Anti-AB Anti-D
Type of A (Lot no: NA | B(Lotno: NA A (Lot no: O+
Tube Cell ) ) B (Lotno (Lot no 733000)
Sensitivity Test Suspension
Method | pesurr | 12 | NA 12 |NA 12 [ NA 12 |*®
Page 2 of 3 QRXQU54F.14
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14 | NA 1:4 | NA 1:4 | NA 14 |72
1:8 NA 1:8 NA 1:8 NA 1:8 *2
1:16 | NA 1:16 | NA 1:16 | NA 1:16 | *?
1:32 | NA 1:32 | NA 1:32 | NA 1:32 | 't
1:64 | NA 1:64 | NA 1:64 | NA 164 |t
1:128 | NA 1:128 | NA 1:128 | NA 1:108 | M1
1:256 | NA 1:256 | NA 1:256 | NA 1:256 | V¢
1:512 | NA 1:512 | NA 1:512 | NA
: 1:512 | -ve
1:1024 | NA 1:1024 | NA 1:1024 | NA
> Final Result: B Pass [ Fail; Justify .....oooviniii e
Done by QC Officer/Supervisor (Sign.): ....2&7d/Me.............. Date: .05.04.2023........ Time: 1330, ........
(4
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: B Pass [ Fail

Final QC Manager Approval (Signature): 7 z«szecaimn Date: 05.04.2023

QC Release Stamp:

QRXQU54F.14

Page 3 of 3 DD.MM.YYYY
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Atlas Medical

Date: 05/Jan/2023

STATEMENT

We, Atlas Medical having a registered office at Ludwig-Erhard-Ring 3, 15827 Blankenfelde-Mahlow,
Berlin, Germany assign SRL Sanmedico having a registered office at A. Corobceanu Street 7A, apt.9,
Chisinau MD-2012, Moldova, as authorized representative in correspondence with the conditions of
directive 98/79/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova.

On Behalf of Manufacturer:

General Manager

Haya Amawi - gt
Signature: | ‘ b“
///7/ tlas Mcd\ca; E(D\:r\‘\g\3

| : i har
: o ! hlow
Date: S o ru:;?\_ﬂd - o
zﬁ%\ér\ken 30
15Tge\ 0049) 33708~ 50

Regulatory Office: William James House, Cowley Rd, Cambridge, CB4 OWX, United Kingdom
Tel: +44 (0) 1223 858 910

Middle East Site: P.O Box 204, King Abdullah II Industrial Estate, Amman, 11512, Jordan
Tel: +962 6 4026468
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ZERTIFIKAT & CERTIFICATE o

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko *4‘.7* ZLG-BS-245.10.07

EC Certificate

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

www.zlg.de

Product Service

No. V7 092378 0009 Rev. 00

Manufacturer: Healgen Scientific Limited

Liability Company
3818 Fuqua Street
Houston TX 77047

USA

Product: Screening test for Hepatitis C marker

The Certification Body of TUV SUD 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 TUV SUD Group have to be complied with. For details and certificate validity
see: www.tuvsud.com/ps-cert?g=cert:V7 092378 0009 Rev. 00

Report No.: 713234651
Valid from: 2022-04-22
Valid until: 2025-05-26

Date, 2022-04-22 c
'@“‘\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE o

** *j’\(* Benannt durch/Designated by

Zentralstelle der Lander

* |4 | fir Gesundheitsschutz
% = * bei Arzneimitteln und
* Medizinprodukten

Ko *** ZLG-BS-245.10.07

EC Certificate

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

www.zlg.de

=)

Product Service

No. V7 092378 0009 Rev. 00

Model(s): HCV Hepatitis C Virus Rapid Test

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Aniji,
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

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



3818 Fuqua street =
Houston, TX 77047, USA & %g,

: Y4
Tel: 42723 733 8088 feHEALGEN
Fax: +1713 733 8848 \ -

Web: www.Healgen.com S
E-mail: sales@healgen.com CE-DOC-H003

Ver.1.7

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 Il 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: TUV SUD Product Service GmbH

Notified Body Address: Munich Branch Ridlerstral3e 65 80339 Miinchen 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; J 7
Name of authorized signatory: Joyce Pang

Position held in the company: Vice-President
Date: 2022.4.22


http://www.healgen.com/
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

Product Service

Holder of Certificate: Zhejiang Orient Gene Biotech Co., Ltd.

3787#, East Yangguang Avenue, Dipu Street Aniji
313300 Huzhou, Zhejiang
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

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 TUV SUD 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 TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 092305 0001 Rev. 01

Report No.: SH2198802
Valid from: 2022-04-11
Valid until: 2024-03-16

C@IL\/

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

un 7 ®
Page 1 of 2 TOV

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 092305 0001 Rev. 01

=)

Product Service

Applied Standard(s): ENISO 134852016
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

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



HCV Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma)

INTENDED USE

The HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is a sandwich lateral flow chromatographic
immunoassay for the qualitative detection of antibodies (IgG, IgM, and IgA) anti- Hepatitis C virus (HCV) in human
whole blood, serum or plasma. It is intended to be used as a screening test and as an aid in the diagnosis of infection
with HCV. Any reactive specimen with the HCV Ab Rapid Cassette must be confirmed with alternative testing
method(s) and clinical findings.

INTRODUCTION

Hepatitis C Virus (HCV) is a small, enveloped, positive-sense, single-stranded RNA Virus. Antibody to HCV is found
in over 80% of patients with well-documented non-A, non-B hepatitis. Conventional methods fail to isolate the virus
in cell culture or visualize it by electron microscope. Cloning the viral genome has made it possible to develop
serologic assays that use recombinant antigens (2. Compared to the first generation HCV EIAs using single
recombinant antigen, multiple antigens using recombinant protein and/or synthetic peptides have been added in
new serologic tests to avoid nonspecific cross-reactivity and to increase the sensitivity of the HCV antibody tests ¢
4).

HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test to qualitatively detect the presence of
antibody to HCV in a whole blood, serum or plasma specimen. The test utilizes a combination of recombinant
antigen to selectively detect elveated levels of HCV antibodies in whole blood, serum or plasma.

PRINCIPLE

The HCV Ab Rapid Test Cassette is a lateral flow chromatographic immunoassay based on the principle of the
double antigen—sandwich technique. The test cassette consists of: 1) a burgundy colored conjugate pad containing
HCV antigens conjugated with colloidal gold (HCV Ag conjugates) and rabbit 1gG-gold conjugates, 2) a
nitrocellulose membrane strip containing a test band (T band) and a control band (C band). The T band is
pre-coated with non-conjugated HCV antigens, and the C band is pre-coated with goat anti-rabbit IgG. When an
adequate volume of test specimen is dispensed into the sample well of the cassette, the specimen migrates by
capillary action across the cassette. The antibodies: either the I1gG, the IgM, or the IgA, to HCV if present in the
specimen will bind to the HCV Ag conjugates. The immunocomplex is then captured on the membrane by the
pre-coated HCV antigens, forming a burgundy colored T band, indicating a HCV Ab positive test result. Absence of
the T band suggests a negative result. The test contains an internal control (C band) which should exhibit a
burgundy colored band of the immunocomplex of goat anti-rabbit IgG/rabbit IgG-gold conjugate regardless the
presence of any antibodies to HCV. Otherwise, the test result is invalid and the specimen must be retested with
another device.

PRODUCT CONTENTS

HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) containing HCV antigen coated particles and HCV
antigen coated on the membrane.

MATERIALS SUPPLIED

1. Test Strip 2. Pipette Dropper 3.Desiccant 4.Buffer 5.Package Insert

MATERIAL REQUIRED BUT NOT PROVIDED

1.Specimen collection containers 2.Lancets (for fingerstick whole blood only)
3.Centrifuge (for plasma only) 4.Timer
5.Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)

STORAGE AND STABILITY

The kit can be stored at room temperature or refrigerated (2-30°C). The test device is stable through the expiration
date printed on the sealed pouch. The test device must remain in the sealed pouch until use. DO NOT FREEZE. Do
not use beyond the expiration date.

WARNINGS AND PRECAUTIONS

1.For professional In Vitro diagnostic use only. Do not use after expiration date.
2.Warning: the reagents in this kit contain sodium azide which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always flush with large volumes of water to

prevent azide build-up.

3. Do not use it if the tube/pouch is damaged or broken.

4.Test is for single use only. Do not re-use under any circumstances.

5.Handle all specimens as if they contain infectious agents.Observe established precautions against microbiological
hazards throughout testing and follow the standard procedures for proper disposal of specimens.

6. Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens are
assayed.

7. Humidity and temperature can adversely affect results .

SPECIMEN COLLECTION

1.The HCV Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole blood (from
venipuncture or fingerstick), serum or plasma.
2.To collect Fingerstick Whole Blood specimens:

-Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.

-Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip of the middle
or ring finger.

 Puncture the skin with a new sterile lancet for each person. Wipe away the first sign of blood.

= Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture site.

- Add the Fingerstick Whole Blood specimen to the test device by using a capillary tube:

- Touch the end of the capillary tube to the blood until filled to approximately 50 pL. Avoid air bubbles.

- Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the whole blood into the
specimen well (S) of the test device.

- Add the Fingerstick Whole Blood specimen to the test device by using hanging drops:

- Position the patient’s finger so that the drop of blood is just above the specimen well (S) of the test device.

- Allow 2 hanging drops of fingerstick whole blood to fall into the center of specimen well (S) on the test device or,
move the patient’s finger so that the hanging drop touches the center of the specimen well (S). Avoid touching the
finger directly to the specimen well (S).
3.Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear, non-hemolyzed
specimens.
4.Testing should be performed immediately after specimen collection. Do not leave the specimens at room
temperature for prolonged periods. Serum and plasma specimens may be stored at 2-8°C for up to 3 days. For long
term storage, specimens should be kept below -20°C. Whole blood collected by venipuncture should be stored at
2-8°C if the test is to be run within 2 days of collection. Do not freeze whole blood specimens. Whole blood collected
by fingerstick should be tested immediately.
5.Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed and mixed
well prior to testing. Specimens should not be frozen and thawed repeatedly.
6.If specimens are to be shipped, they should be packed in compliance with local regulations covering the
transportation of etiologic agents.

TEST PROCEDURE

Allow test device, specimen, buffer and/or controls to equilibrate to room temperature (15-30°C) prior to
testing.

1.Remove the test device from the foil pouch and use it as soon as possible. Best results will be obtained if the
assay is performed within one hour.

2. Place the test device on a clean and level surface.

For Serum or Plasma Specimens: Hold the dropper vertically and transfer 1 drop of serum or plasma
(approximately 30 pL) to the specimen well (S) of the test device, then add 1 drop of buffer (approximately 40 pL)
and start the timer. See illustration below.

For Venipuncture Whole Blood Specimens: Hold the dropper vertically and transfer 2 drops of venipuncture
whole blood (approximately 50uL) to the specimen well (S) of the test device, then add 1 drop of buffer
(approximately 40 L) and start the timer. See illustration below.

For Fingerstick Whole Blood Specimens: Allow 2 hanging drops of fingerstick whole blood (approximately 50 p
L) to fall into the center of the specimen well (S) on the test device, then add 1 drop of buffer (approximately 40 p
L) and start the timer. See illustration below.



HCV Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma)

3. Wait for the red line(s) to appear. The result should be read in 15 minutes. Do not interpret the result after 15
minutes.

1 Drop of 2 Drops of Venipuncture 50 pl of Fingerstick 2 Drops of Fingerstick
Serum/Plasma %hoe Blood Whole Blood Whole Blood
l!l 1 Drop of Buffer 2® 1 Drop of Buffer .!1 Drop of Buffer a® 1 Drop of Buffer
== =x == ==
e=3i] eg: eas:i ec &)
S 19 y S 10 y S 1l D y S 190 y
HCV
o c c c c c
» @ » T T T T @T
@ Positive Negative Invalid
2

INTERPRETATION OF RESULTS

(please refer to the illustration above)

Positive: Two lines appear. One colored line should be in the control line region (C) and another apparent colored
line should be in the test line region (T).

Negative: One colored line appears in the control line region(C). No line appears in the test line region (T).
Invalid: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are the most
likely reasons for control line failure. Review the procedure and repeat the test with a new test device. If the problem
persists, discontinue using the test kit immediately and contact your local distributor.

QUALITY CONTROL

A procedural control is included in the test. A red line appearing in the control region (C) is the internal procedural
control. It confirms sufficient specimen volume and correct procedural technique. Control standards are not supplied
with this test. However, it is recommended that positive and negative controls are sourced from a local competent
authority and tested as a good laboratory practice, to confirm the test procedure and verify the test performance.

LIMITATIONS

1. The HCV Ab Rapid Test Cassette (Whole Blood/ Serum/Plasma) is for in vitro diagnostic use only. This test should be used
for the detection of antibodies to HCV in whole blood, serum or plasma specimen.

2. The HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence of antibodies to HCV in the
specimen and should not be used as the sole criteria for the diagnosis of Hepatitis C viral infection.

3. As with all diagnostic tests, all results must be considered with other clinical information available to the physician.

4. If the test result is negative and clinical symptoms persist, additional follow-up testing using other clinical methods is
recommended. A negative r esult at any time does not preclude the possibility of Hepatitis C Virus infection.

5. A negative result can occur if the quantity of the antibodies to HCV present in the specimen is below the detection limits of
the assay, or the antibodies that are detected are not present during the stage of disease in which a sample is collected.

6. Some specimens containing unusually high titer of heterophile antibodies or rheumatoid factor may affect expected results.

PERFORMANCE CHARACTERISTICS

Sensitivity: HCV Ab Rapid Test Cassette (Whole Blood/ Serum/Plasma) has passed a seroconversion panel and
compared with leading commercial HCV EIA test using clinical specimens.

Specificity: The recombinant antigens used for HCV Ab Rapid Test Cassette (Whole Blood/Serum/Plasma) are
encoded by genes for both structural (nucleocapsid) and non-structural proteins. HCV Ab Rapid Test Cassette
(Whole Blood/Serum/Plasma) is highly specific for antibodies to Hepatitis C Virus compared with a leading

commercial HCV EIA test.
The HCV Ab Rapid Test Cassette vs EIA test

Method EIA Total
Resul
Results Positive Negative esults
HCV Ab .
RapidTest | Positive 105 19 124
Negative 2 1760 1762
Total Results 107 1779 1886

Relative sensitivity: 98.1%
Relative specificity: 98.9%
Accuracy: 98.9%

REFERRENCE

1. Choo, Q.L., G.Kuo,A.J. Weiner, L.R. Overby,D.W. Bradley, andM. Houghton. Isolation of a cDNA clone derived
from a blood-borne non-A, non-B viral hepatitis genome Science 189;244:359

2. Kuo, G., Q.L. Choo, H.J. Alter, and M. Houghton. An assay for circulating antibodies to a major etiolog Virus of
human non-A, non-B hepatitis. Science 1989; 244:362.

3. Van der Poel, C.L., H.T.M. Cuypers, H.W. Reesink, and P.N. Lelie .Confirmation of hepatitis C Virus infection by
new four- antigen recombinant immunoblot assay. Lancet 1991;337:317

4. Wilber, J.C.Development and use of laboratory tests for hepatitis Cinfection: a review.J. Clin. Immunoassy
1993;16:204.
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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

EC DECLARATION OF CONFORMITY

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 IVD medical devices described below on or after the date hereof, and
which bear the CE mark. It is also valid for all IVD 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.

Product | Product description IVD Directive classification | EDMS code

code

Various | MAST® ID identification test paper products - | Self certification Annex IlI 1402020100, 1402020200,
discs, rings and strips. Products for presumptive | excluding section 6 1402020400, 1402020800,
identification of biochemical reactions or 1402029000.
detection of a specific reaction profiles in (codes registered - 24/03/2003)
microbes. ‘

|

Standards applied: EN ISO 13485:2016, 1ISO 9001:2015, EN ISO 14971:2019, EN ISO 18113-1:2011,
EN ISO 18113-2:2011, EN ISO 15223-1:2016, EN I1SO 15223-2:2010.

Declaration made by ......... A0 DO -+ R Date: 22 March 2022
D N Hogben, Quality Assurance and Regulatory Affairs Manager — Mast Group Ltd.

Document valid till: 26t May 2025

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom
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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 9337277
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 IVD medical devices described below on or after the date hereof, and

which bear the CE mark. It is also valid for all IVD 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 Il
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 I1SO 15223-2:2010.

Declaration made by ..\....X

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

Document valid till: 18t May 2025

Registered in England 632512
Mast House, Derby Road, Bootle, Merseyside, L20 1EA, United Kingdom

Date: 18" May 2022
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: MD 724379
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, manufacture and supply of in-vitro diagnostic devices for clinical microbiology and
molecular biology and bacteriological media.

cni C_Seed ¢

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
ohy Page: 1 of 2
et ..making excellence a habit”

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate No: MD 724379

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road for clinical microbiology and molecular biology and

Bootle bacteriological media

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacture of IVD kits and reagents for clinical microbiology
Atlantic House, Derby Road and molecular biology, bacteriological media.

Bootle

Liverpool

L20 1EA

United Kingdom

Original Registration Date: 2020-10-07 Effective Date: 2021-06-01
Latest Revision Date: 2021-11-28 Expiry Date: 2024-05-31
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



1 bsi .

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Mast Group Ltd
Mast House, Derby Road
Bootle
Liverpool
L20 1EA
United Kingdom

Holds Certificate Number: FM 724380

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, manufacture and supply of in-vitro diagnostic devices and associated
services.

For and on behalf of BSI:

Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
o Page: 1 of 2
S ..making excellence a habit.

0003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowilhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



Certificate No: FM 724380

Location Registered Activities

Mast Group Ltd Design, manufacture and supply of in-vitro diagnostic devices
Mast House, Derby Road and associated services.

Bootle

Liverpool

L20 1EA

United Kingdom

Mast Group Ltd Manufacturing, QC and warehousing of IVD kits and
Atlantic House, Derby Road reagents, bacteriological media and other kits and reagents
Bootle for the life sciences industry.

Liverpool

L20 1EA

United Kingdom

Original Registration Date: 1994-06-14 Effective Date: 2021-11-11
Latest Revision Date: 2021-12-03 Expiry Date: 2024-05-31
Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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Cert N 6574/0

SYNTESYS S.AS. DIRINALDOR. & C.

SYNTESYS VIA G. GALILEL10/3

35037 2.1. SELVE DI TEOLO (PD)

TEL. +39 049 9903866 R.A. FAX +39 049 9903867
COD.FISCALE P.IVA NREG IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

Il sottoscritto. Rinaldo Ruggero legale rappresentante della ditta:
The undersigned: Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo R.- & (.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) ITALY

0 rappresentante il mandatario autorizzato entro la Unione Europea
or representing the authorized mandatary within the European Community

Mandatario autorizzato/aguthorized mandatary

indirizzo/address

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

Padella per ammalati+ urinali uomo e donna. speculum vaginalia.
tamponcini cotonati. tamponi sterili in provetta. tamponi sterili
con terreno Amies e Stuart in provetta/ Bed pans Urinal’s man and
woman. Vaginal speculum. Cotton swab. Sterile swab in test tubes
Sterile swab with medium Amies or Stuart in test tube

Denominazione/Description

Polipropilene. Polietilene. Legno/ Polypropylene. Polyethylene:

Materiale/Material Wood

£ conforme alle disposizioni della direttiva 93/42/CE e smi. concernente i dispositivi medici
ed al Decreto Legislativo di recepimento con D.lgs. del 240271997 n° 4L/97 e soddisfa a
tutti i requisiti specificati.

Il dispositivo & stato classificato appartenente alla classe I° secondo i criteri stabiliti
in base a quanto previsto dallArt. 9 ed allegato IX dells direttiva sopra citata /It meets
the EC Directive 93/42 about Medical Devicer specifications established by the Italian law n
4L/97, dated Z24th February 1997 The device was classified as belonging to the 15t classs
gccording to the specifications of the established by the art.9. IX enclosure of the above
mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di
conformitd & conservata presso gli uffici dell‘azienda e sara 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 07.01.201b
Issued on January 7th 201k

SYNTESYS S.A.S.
Il legale rappresentante

C T

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE




1508001 2008
Cert N 6574/0

SYNTESYS S.AS DIRINALDOR. & C
VIA G. GALILEI,10/3
35037 Z.I. SELVE DI TEOLO [PD)
TEL. +39 OM9 9903866 R A. FAX +39 049 9903867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 03573950288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

DICHIARAZIONE DI CONFORMITA®
Conformity declaration

C€

I1 sottoscritto. Rinalde Ruggero legale rappresentante della ditta:
The undersigned. Rinaldo Ruggero legal representative of the company:

produttore/manufacturer

SYNTESYS S.a.s. di Rinaldo Ruggero & C.

indirizzo/address

Via 6. Galilei. 10/3 35037 Zona Industriale SELVE DI TEOLO (PADOVA) TITALY

0 rappresentante il mandatario autorizzato entro 1la Unione Europea or representing the
authorized mandatary within the European Community

Mandatario autorizzato/authorized mandatary

indirizzo/address

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

Denominazione degli Contenitori per urina. contenitori per feci.
articoli contenitori universali. Pipette Pasteur. Piastre di
prodotti/Description of Petri. Anse Sterili per batteriologia. Aste a “L"-
Manufacturer Puntali Eppendorf gialli e blue. cuvette per

spettrofotometro. tazzine per campionamento siero-
bacchette per distacco ed estrazione del coagulo.
pinzette in polistirolo monouso. provette monouso in
plastica- tappi alettati per provette diam. 12 mm e
lkmm. provette con granuli ed acceleratore. provette
sottovuoto per prelievo. Sistema SEDIPLAST.
Microprovette. Portavetrini. Vetrini precoloratia
Portaprovette. supporti per microprovette. bottiglie
per raccolta urine.

Urine container. faeces container. universal
container. Pasteur pipette. Petri dishes. Sterile
loops. Sterile loops open “L". Eppendorf tips yellow
and blue. cuvettes for spectrophotometer: samples
cups.: Rod to detach clot. disposable forcepsi
Disposable plastic tubes., winged stoppers for tubes
diam- 12mm & lbmm. Test tube with granules and clot
activator. vacuum test tube: SEDIPLAST systems

micro test tubes, Slides Nailer "TESTSIMPLETS" slide:
rack for test tubes. rack for micro test tubes.
Bottles for urine collection-
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SYNTESYS S.AS. DIRINALDOR. & C.

VIA G. GALILE|, 10/3

35037 Z.I. SELVE DI TEOLO [PD]

TEL. +39 049 9903866 R.A. FAX +39 O49 99503867

SYNTESYS COD.FISCALE P.IVA NREG.IMP. PADOVA 035739550288
E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT

Polipropilene. Polistirolo. Polietilene e
Materiale/Material Polimetilmetacrilato

Polypropylene. Polystyrene, Polyethylene and
Polymetilmetacrylate

E 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 allegato 1
(requisiti essenziali) ed & fabbricato in accordo ai requisiti di cui all'Allegato III della
sopra citata direttiva / It meets the (CE Directive 98/79 CE about in vitro diagnotic device
specifications established by the Italian law n- 332. dated Bt" September Z2000. 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
conformitd & conservata presso gli uffici dell’azienda e sara 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 07/01/201k
Issued on January 7t" 201k

SYNTESYS S.a-.s.

I1 legale rappresentante

0 Rug o
y >

e
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SYNTESYS

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 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPR.SOC. 20.700,00€¢

E-MAIL INFORSYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

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 responsabilita che il prodotto/declares under his own responsability that the product:

Denominazione/Description

Codice/Code

Lotto/Lot

Classe di rischio / Risk class

Numero di registrazione unico (SRN)
/ Unique registration number (SRN)
UDI-DI di base / Basic UDI-DI

Classe A/ Class A
IT-MF-000027856
805414149PUNTALITY

Puntali azzurri tipo Eppendorf da 201 a 1000 ul / Blue tips
EPPENDORF type 201-1000 pl

Data di scadenza/Expiry date  09.2025

E conforme secondo il Regolamento (UE) 2017/746 concernente i Dispositivi Medico-Diagnostici in vitro e soddisfa tutti i
requisiti specificati. Il dispositivo é 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 conformita é conservata presso gli
uffici dell’azienda e sara messa a disposizione delle autorita 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

SYNTESYS S.R.L.
u 4

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE



mailto:info@syntesys.it
http://www.syntesys.it/

a]
=

g g
%, o % LJ
SN A O
0y G
GEsTIONE CF

Cert. N.7111/2 Cert. N.6574/2

SYNTESYS S.R.L. UNIPERSONALE

VIA G. GALILEI, 10/3 - 35037 Z.I. SELVE DI TEOLO (PD)
TEL. +39 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPR.SOC. 20.700,00€

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

DICHIARAZIONE DI CONFORMITA’
Conformity declaration

C€

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 responsabilita che il prodotto/declares under his own responsability that the product:

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

Denominazione/Description OXFORD-ACURA (8x250 pz.) / Neutral tips EPPENDORF- BIOHIT-
SOCOREX -OXFORD-ACURA type 1000-5000 ul 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.

E 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 ¢ fabbricato in accordo ai requisiti di cui all’Allegato
111 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 8" September 2000. The device is made according to the specifications of the 111 attached of the

above-mentioned directive.

Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita ¢ conservata presso gli
uffici dell’azienda e sara 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

SYNTESYS S.R.L.
UNIPERSONALE
Il Legale Rappresentante
Rinaldo Ruggero

PRODOTTI E STRUMENTAZIONE PER ANALISI DI LABORATORIO - DISPOSABLE LABWARE
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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 O49 9903866 R.A. FAX +39 O49 9903867
CF./P.I./N.REG.IMP. PADOVA 03573950288

REA PD-320123 - CAPR.SOC. 20.700,00€¢

E-MAIL INFO@SYNTESYS.IT - WEB WWW.SYNTESYS.IT
PEC POSTARPEC.SYNTESYS.IT

SYNTESYS

DICHIARAZIONE DI CONFORMITA’
Conformity declaration

C€

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 responsabilita che il prodotto/declares under his own responsability that the product:

SEKURGEL in SEKURTEST® 10 ml sterili etichettate (gel sep.+ acc.) t/rosso

D N Descripti
B ey 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

E 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 & fabbricato in accordo ai requisiti di cui all’Allegato Il 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 Il attached of the above-mentioned directive.
Dichiara inoltre che la documentazione tecnica di supporto alla presente dichiarazione di conformita & conservata presso gli uffici
dell’azienda e sara 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

SYNTESYS S.R.L.
UNIPERSONALE
Il Legale Rappresentante
Rinaldo Ruggero
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Certificate

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 - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 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

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com
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Certificate

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 - 1-35037 Selve di Teolo (PD)

Via San Benedetto, 48/A - Zona Industriale - 1-35037 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: 1T-93779

Alex Stoichitoiu Mario Romersi

President of IQNET President of CISQ

This attestation is directly linked to the IGNET Member's original certificate and shall not be used as a stand-alone document.
IQNET Members™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ ltaly CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA FCAV Brazii FONDONORMA Venezuela ICONTEC
Colombia ICS Bosnia and Herzegovina Inspecta Sertifiointi Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea
LSQA Uruguay MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland NYCE-SIGE Mexico PCBC Poland Quality Austria
Austria Sll Israel SIQ Slovenia SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TSE Turkey YUQS Serbia

" The list of IQNET Members is valid at the time of issue of this certificate. Updated information is available under wwwignet-certification.com



	EnvelopeID_1f47e832-bedc-4b74-b69d-7182b5cbf933: DocuSign Envelope ID: E555CF41-ED58-436A-9E80-9AE16BFCED23
	EnvelopeID_a7eba845-b543-4cdb-bb14-5706d0ca6a73: DocuSign Envelope ID: E555CF41-ED58-436A-9E80-9AE16BFCED23
		2023-06-07T14:51:47+0300
	Moldova
	MoldSign Signature




