HMpG | Medical Care0

FlowFlex SARS-CoV-2 Antigenschnelltest - Selbsttest

Neue Technologie erfillt hochste Standards

Daten:

e Hersteller: ACON Biotech(Hangzhou) Co.,Ltd
e Fur die Anwendung durch ungeschultes Personal / Eigenanwendung
e CE zertifiziert vom TUV SUD (NB 0123)

e PEI (Deutschland) evaluiert

e FIND (Schweiz) evaluiert

e Sensitivitat: 97,1%

e Spezifitat: 99,5%

e Nachweisgrenze (LOD): 160TCIDso/ml

e Probenentnahme: Vorderer Nasenabstrich
e Einzeln verpackte Bufferldsungen

e Verpackung: 1,5,25 Tests / Kit

Email: sales@hmpg-medicalcare.de — Web: www.hmpg-medicalcare.de
HMpG GmbH — Carl-Diem-Str. 3 — 53840 Troisdorf — Deutschland



mailto:sales@hmpg-medicalcare.de
http://www.hmpg-medicalcare.de/
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ZERTIFIKAT & CERTIFICATE & :2:%

*3"( *%* Benannt durch/Designated b

Zentralstelle der Lander

i' e i fir Gesundheitsschutz
F— bei Arzneimitteln und
‘A’ * Medizinprodukten

Ko Y #** 7LG-BS-245.10.07

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex Il (6)
(Devices for self-testing)

No. V9 042074 0032 Rev. 00

<

www.zlg.de

&

Product Service

Manufacturer: Acon Biotech (Hangzhou) Co., Ltd.
No.210 Zhenzhong Road
West Lake District
310030 Hangzhou
PEOPLE'S REPUBLIC OF CHINA

Product: In Vitro diagnostic devices for self testing

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 VDD Annex Ill (6). 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:V9 042074 0032 Rev. 00

Report No.: SH2110605
Valid from: 2021-05-14
Valid until: 2024-05-26

Date, 2021-05-14 c
'@IL\/

Christoph Dicks
Head of Certification/Notified Body

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
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ZERTIFIKAT & CERTIFICATE & :2:%

*% ‘A’%* Benannt durch/Designated b

Zentralstelle der Lander

‘E' -Lé 7/; fur Gesundheitsschutz

== bei Arzneimitteln und
‘)A\? Medizinprodukten

Ko Y #** 7LG-BS-245.10.07

EC Certificate

EC Design-Examination Certificate

<

www.zlg.de

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex Il (6)

(Devices for self-testing)

No. V9 042074 0032 Rev. 00

Model(s): SARS-CoV-2 Antigen Rapid Test (Self-Testing)

Facility(ies): Acon Biotech (Hangzhou) Co., Ltd.

&

Product Service

No.210 Zhenzhong Road, West Lake District, 310030 Hangzhou,

PEOPLE'S REPUBLIC OF CHINA

Model name:

Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Flowflex SARS-CoV-2 Antigen Rapid Test (Self-Testing)

Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Hughes SARS-CoV-2 Antigen Rapid Test (Self-Testing)

Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)
Quik Check SARS-CoV-2 Antigen Rapid Test (Self-Testing)

Page 2 of 3

Model number:

REF L031-11855
REF LO31-118L5
REF LO31-118T5
REF LO31-118A5
REF LO31-118U5
REF LO31-118V5
REF L031-118Q5
REF LO31-118M5
REF LO31-118N5
REF LO31-118W5
REF LO31-118P5
REF LO31-118Y5
REF LO31-11875
REF LO31-118R5

REF LO31-11853E
REF LO31-118A3E
REF LO31-118Q3E
REF LO31-118M3E
REF LO31-118P3E
REF LO31-118R3E

REF LO31-11857
REF LO31-118A7
REF L031-118Q7
REF LO31-118M7
REF LO31-118P7
REF LO31-118R7

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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** *** Benannt durch/Designated b

Zentralstelle der Lander

ﬁ e 3/; fir Gesundheitsschutz
F— bei Arzneimitteln und
‘A’ * Medizinprodukten

Ko Y #** 7LG-BS-245.10.07

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex Il (6)
(Devices for self-testing)

No. V9 042074 0032 Rev. 00

<

www.zlg.de

=)

Product Service

DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L031-11853)
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118A3)
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L0O31-118Q3)
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L0O31-118M3)
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118P3J
DIAQUICK SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118R3]
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L0O31-11853D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118A3D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118Q3D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118M3D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF L031-118P3D
Swiss Point of care SARS-CoV-2 Antigen Rapid Test (Self-Testing) REF LO31-118R3D
Page 3 of 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



Providing unique solutions 10

worldwide healthcare

Date: 30.03.2021

AUTHORIZATION LETTER

To Whom it May Concern,
We:

ACON BIOTECH (HANGZHOU) CO., LTD.
No.210 Zhenzhong Road

West Lake District

310030 Hangzhou, P.R.CHINA

As legal manufacturer of Flowflex SARS-CoV-2 Antigen Rapid Test, certify that:

HMpG GmbH

53840 Troisdorf

Carl - Diem - StraBe 3
GERMANY

Is herein authorized by and on behalf of ACON, to be the distributor of the PRODUCT as listed in
“Table-1" in Germany and other EC member countries to undertake all legal and normal
commercial activities in the region, including but not limited to attending & supplying tender
programs, soliciting business, providing market service and so on.

The Authorization will be valid for a period of 1 year from March.30% 2021 to March. 30", 2022,
and thereafter the authorization may be renewed by mutual consent. During the valid time, the
authorization may be terminated by either party by a delivery of 30-day prior written notice to the
other party after full communication, and any authorization before this letter issuance date will be
automatically invalid.

Table-1
Catalog No. Brand Name Product Name
L031-11855 Flowflex SARS-CoV-2 Antigen Rapid Test
LO31-118A5 Flowflex SARS-CoV-2 Antigen Rapid Test
Sincerely,
ita Shuai

Sales Manager, Regional Sales
ACON BIOTECH (HANGZHOU) CO., LTD.



