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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)

Product Servico

No. V1 104507 0003 Rev. 01

[ i
Manufacturer: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
San Diego CA 82121
USA

Product Category(ies): In Vitro diagnostics for the detection of
human infections and tumor markers, blood
glucose measuring self-testing systems,
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 |V (4) certificate is mandatory. See
also notes overleaf. i

Report no.: SH1974310
Valid from: 2019-10-24
Valid until: 2022-09-12

Date, 2019-10-24 / W

Stefan Preif3
Head of Certification/Notified Body
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PCT Fast Test Kit (Immunofluorescence Assay)
B2-MG Fast Test Kit (Immunofluorescence Assay)
mAIb Fast Test Kit (immunofluorescence Assay)
NGAL Fast Test Kit (Immunofiluorescence Assay)
CysC Fast Test Kit (Immunofluorescence Assay)
CK-MB Fast Test Kit (Immunofluorescence Assay)
CK-MB/cTnl Fast Test Kit (Immunofluorescence Assay)
HCG+B Fast Test Kit (Immunofluorescence Assay)
HbA1c Fast Test Kit (Immunofluorescence Assay)
PCT/CRP Fast Test Kit (Immunofluorescence Assay)
CK-MB/cTnl/H-FABP Fast Test Kit (Immunofluorescence Assay)
H-FABP Fast Test Kit (Immunofluorescence Assay)
25-OH-VD Fast Test Kit (Immunofluorescence Assay)
TSH Fast Test Kit (Immunofluorescence Assay)

T3 Fast Test Kit (Immunofluorescence Assay)

T4 Fast Test Kit (Immunofluorescence Assay
25-OH-VD Fast Test Kit (Immunofluorescence Assay)
FOB Fast Test Kit (Immunofiuorescence Assay)

H. pylori Fast Test Kit (Immunofluorescence Assay)
SAA Fast Test Kit (immunofluorescence Assay)

LH Fast Test Kit (Immunofluorescence Assay)

FSH Fast Test Kit (immunofluorescence Assay)
AMH Fast Test Kit (Immunofluorescence Assay)
PRL Fast Test Kit (Immunofluorescence Assay)
CK-MB Control

cTnl Control

Myo Control

NT-proBNP Control

D-Dimer Control

CRP Control

PCT Control

$2-MG Control

mAlb Control

NGAL Control

CysC Control

H-FABP Control

HbA1c Control

HCG+8 Control

CK-MB/cTnl/Myo Control

CK-MB/cTnl Control

NT-proBNP/cTnl Control

TSH Control

T4/T3 Control

T3 Control

T4 Control
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Classification of products according to directive ;| Others

Batch/serial No. Type, production term (if applicable)
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: EN ISO 14971:2012 EN ISO 23640:2015 EN ISO 13485:2016

Applicable EN 13612:2002 EN1S015223-1:2012  EN ISO 18113-2:2011

coordination EN 1041:2008 EN ISO 18113-1:2011 EN ISO 18113-3:2011

B IEC 61010-1:2010 IEC 61010-2-081:2015  IEC 61010-2-101:2015
IEC 61326-1:2013 IEC 61326-2-2:2013

Signatory representative declares herein the above mentioned device meets the basic requirements of the
European Parliament and the Council’s in vitro diagnostic medical devices directive: 98/79/EC Annex Ill.
This declaration of confoFmity is based on European Parliament and the Council's 98/79/EC directive Annex
I1l. The compiled technical file and quality system document according to 98/79/EC directive Annex Ill are
testified and the quality system certificate has issugt by TUV Rheinland (Shanghai) Co., Ltd.

General Manager: Enben Su

Mk g, ot T, 21

(place and date of issue) (name and signat qui Jig
marking of authorized persos
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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 01

(x

Product Scrvice

Holder of Certificate: ACON Laboratories, Inc.
5850 Oberlin Drive, #340
«Sap 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 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). See also notes overleaf.

Report No.: SH1974310

Valid from: . 2019-10-24

Valid until: 2022-09-06

Date, 2019-10-24 V‘M
Stefan Preild

Head of Certification/Notified Body
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ZERTIFIKAT  CERTIFICATE

(( DAKKS

Deutsche
© Akkreditierungsstelle
D-2M-11321-01-00

Certificate

No. Q5 104507 0001 Rev. 01

Applied Standard(s):

Facility(ies):
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EN ISO 13485:2016

Medical devices - Quality management systems -
Regquirements for regulatory purposes

(ISO K3485:2016)

DIN EN ISO 13485:2016

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

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

ACON Laboratories, inc.
6865 Flanders Dr,, Suite B, San Diego CA 82121, USA

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

TUV SUD Product Service GmbH » Certification Body + Ridlerstrafie 85 » 80339 Munich » Germary

Product Service
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