VivaChek

Manufacturer’s Declaration

in relation to Regulation (EU) 2024/1860 amending Regulation (EU) 2017/746 (IVDR) as regards the
transitional provisions for certain in vitro diagnostic medical devices, in particular with respect to

e the extended transitional periods for devices for which the conformity assessment procedure
pursuant to Directive 98/79/EC (IVDD) did not require the involvement of a notified body, for which
the declaration of conformity was drawn up prior to 26 May 2022 and for which the conformity
assessment procedure pursuant to Regulation (EU) 2017/746 (IVDR) requires the involvement of

a notified body and/or

e the validity of certificates issued under Directive 98/79/EC (IvDD) (Directive Certificate) and/or
e the compliance of the devices and us, as their manufacturer, with the conditions for the continued

placing on the market and putting into service

Manufacturer name

VivaChek Biotech (Hangzhou) Co., Ltd.

Manufacturer address and contact details

Level 2, Block 2, 146 East Chaofeng Road,
Yuhang Economy Development Zone,
Hangzhou, Zhejiang, China 311100

Tel: +86 571 8918 2700
Fax: +86 571 8918 2733
Email: info@vivachek.com
www.vivachek.com

Single Registration Number (SRN) (if available)

CN-MF-000012160

Authorised Representative name (if applicable)

Lotus NL B.V.

Authorised Representative address and contact details

Address: Koningin Julianaplein 10, 1e Verd,
2595AA, The Hague

Email: peter@lotusnl.com

Single Registration Number (SRN) (if available)

NL-AR-000000121

Notified body name (if applicable)

[J See attached schedule
X Not applicable

Notified body number (if applicable)

[ See attached schedule
Not applicable
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VivaChek

Directive Certificate number(s) [J See attached schedule
to which this confirmation is made (if applicable) Not applicable
Original expiry date as indicated on the Directive O See attached schedule
Certificate(s) prior to the extension of the validity (if X Not applicable
applicable)

End date of extended validity/transition period X See attached schedule

We, as the manufacturer declare under our sole responsibility:

for the device(s) listed in the attached schedule the conditions for the legal extension of transitional
periods as required in Article 110.3b of the IVDR are met and/or

for the Directive Certificate(s) listed in the attached schedule the conditions for the legal extension
of validity as required in Article 110.2 of the IVDR are met and/or

the device(s) listed in the attached schedule and we as their manufacturer are in compliance with
the conditions listed in Article 110.3c of the IVDR for continued placing on the market and putting
into service,

namely by fulfilling the following conditions:

» Devices which were self-declared under the IVDD and require notified body involvement under
the IVDR

In case of devices for which the conformity assessment procedure pursuant to IVDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May
2022 and for which the conformity assessment procedure pursuant to IVDR requires the involvement
of a notified body:

Choose applicable statement:

Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of
Annex VII IVDR for conformity assessment has/have been lodged or will be lodged by us to a
notified body for the device(s) listed in the attached schedule or its/their substitutes no later than:

L1 26 May 2025 for class D devices
L] 26 May 2026 for class C devices
27 May 2027 for class B and class A (sterile) devices

Signed written agreement(s) is/will be in place in accordance with Section 4.3, second

subparagraph of Annex VII IVDR for the device(s) listed in the attached schedule or its/their
substitutes no later than:

[ 26 September 2025 for class D devices
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VivaChek
] 26 September 2026 for class C devices

27 September 2027 for class B and class A (sterile) devices

[J We do not intend to lodge an application for conformity for the device as indicated on the
attached schedule.

> Directive Certificate(s) as listed above or in the attached schedule

Directive Certificate(s) covering the device(s) listed in the attached schedule was/were issued after
25 May 2017, was/were valid on 26 May 2022 and has/have not been withdrawn afterwards.

Choose applicable statements:

[ Original expiry date before 9 July 2024:

[ Before the original date of expiry as indicated on the Directive Certificate(s), we and the
notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VII IVDR for the conformity assessment(s) in respect of the
device(s) covered by the expired certificate(s) or in respect of its/their substitute(s), or

[J Competent Authority has granted a derogation from the applicable conformity assess-
ment procedure in accordance with Article 54(1) IVDR (may be provided upon request), or

(] Competent Authority has required us as the manufacturer, in accordance with Article
92(1) IVDR, to carry out the applicable conformity assessment procedure (may be provided
upon request)

Choose one of the following statements only if a derogation per Article 54(1) or a
requirement per Article 92(1) has been granted by a Competent Authority:

L] Formal application(s) to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VII IVDR for conformity assessment has/have been lodged or will be lodged
by us to a notified body no later than 26 May 2025 for the device(s) listed in the attached
schedule or its/their substitute(s) and signed written agreement(s) is/will be in place in
accordance with Section 4.3, second subparagraph of Annex VIl IVDR before 26
September 2025.

LJ We do not intend to lodge an application for conformity assessment by 26 May 2025,
therefore the transition period will end on 26 May 2025.

O Original expiry date after 9 July 2024:
Choose one applicable statement:

00 Formal application(s) to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VII IVDR for conformity assessment has/have been lodged or will be lodged
by us to a notified body no later than 26 May 2025 for the device(s) listed in the attached
schedule or its/their substitute(s) and signed written agreement(s) is/will be in place in
accordance with Section 4.3, second subparagraph of Annex VII IVDR before 26
September 2025.
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VivaChek

00 We do not intend to lodge an application for conformity assessment by 26 May 2025 for
the devices as indicated on the attached schedule, therefore the transition period will end
on 26 May 2025.

0 assessment by 26 May 2025, therefore the transition period will end on 26 May 2025.
» Quality Management System (QMS)
Choose one applicable statement:

[J QMS in accordance with Article 10(8) IVDR will be put in place by no later than 26 May 2025.

[J QMS in accordance with Article 10(8) IVDR is in place.
Notified body has issued the attached certificate for the IVDR-compliant QMS.

> Device(s) listed in the attached schedule (apart from the device indicated to be withdrawn)

e The device(s) continue(s) to comply with the IVDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

-/ "o
Julie Zhou, Sales Di 00102009,

Email: julie.zhou@vivachek€6m
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)’
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

Benzodiazepines
(BZO) Rapid Test

31 December 2029

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

! for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)’
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

C. difficile Toxin
A/B+GDH Rapid
Test

31 December 2029

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

! for devices with VDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’'s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)’
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
[ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

CRP Semi-
Quantitative Rapid
Test

31 December 2029

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Tel: +86 571 8918 2700

"’ A

! for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)'
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

HAV IgG/IgM
Rapid Test

31 December 2029

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

1 for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)'
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute Directive
Device(s) Certificate
(if applicable) number

to which this

declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

Kratom(KRA) Rapid
Test

31 December 2029

Not Applicable Not Applicable

Not Applicable

Not Applicable

Not Applicable

! for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of End date of Substitute Directive Original Notified Body Notified Body
the device(s)’ extended validity | Device(s) Certificate expiry date name and number | name and
(e.g., device name, [ transition period | (if applicable) number as indicated that issued the number where
family/group name to which this on the Directive the IVDR
device model or declaration is Directive Certificate application was
calegue numBar) issued Certificate (if applicable) lodged/contract
(if applicable) prior to the signed
extension of (if applicable)
the validity
(if applicable)
Marijuana (THC) 31 December 2029 Not Applicable Not Applicable Not Applicable Not Applicable Not Applicable
Rapid Test

! for devices with VDD certificate(s) the identification should be as |
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

MET) Rapid Test

Identification of End date of Substitute Directive Original Notified Body Notified Body
the device(s)' extended validity | Device(s) Certificate expiry date name and number | name and
(e.g., device name, / transition period | (if applicable) number as indicated that issued the number where
family/group name to which this on the Directive the IVDR
device model or declaration is Directive Certificate application was
catalogue number) issued Certificate (if applicable) lodged/contract
(if applicable) prior to the signed
extension of (if applicable)
the validity
(if applicable)
Methamphetamine 31 December 2029 Not Applicable Not Applicable Not Applicable Not Applicable Not Applicable

! for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)'
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

Multi-Drugs Rapid
Test Panel

31 December 2029

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

1 for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Rapid Test Cube

Identification of End date of Substitute Directive Original Notified Body Notified Body
the device(s)’ extended validity | Device(s) Certificate expiry date name and number | name and
(e.g., device name, / transition period | (if applicable) number as indicated that issued the number where
family/group name to which this on the Directive the IVDR
device model or declaration is Directive Certificate application was
catalogue number) issued Certificate (if applicable) lodged/contract
(if applicable) prior to the signed
extension of (if applicable)
the validity
(if applicable)
Multi-Drugs Saliva 31 December 2029 Not Applicable Not Applicable Not Applicable Not Applicable Not Applicable

Tel: +86 571 8918 2700

", "
o0es [g_(\l(%

! for devices with IVDD certificate(s) the identification should be as in the certificate, and oniy if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)'
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

Myoglobin/CK-
MB/Troponin |
Combo Rapid Test

31 December 2028

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

! for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above

Tel: +86 571 8918 2700
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of the
device(s)'

(e.g., device name,
family/group name device
model or catalogue number)

End date of
extended
validity /
transition
period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and
number that
issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

Combo Rapid Test

Norovirus/Rotavirus/Adenovirus

31 December
2029

Not Applicable

Not Applicable

Not
Applicable

Not Applicable

Not Applicable

! for devices with VDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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Schedule of Devices

The above Manufacturer’'s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)’
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

SARS-CoV-2/Flu
A/Flu B Ag Rapid
Test

31 December 2029

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

! for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above

Tel: +86 571 8918 2700
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Schedule of Devices

The above Manufacturer’'s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)’
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

SARS-CoV-
2/Influenza
A+B/RSV Ag
Combo Rapid Test

31 December 2029

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

! for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above

Tel: +86 571 8918 2700
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Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

VivaChek

Identification of
the device(s)’
(e.g., device name,
family/group name
device model or
catalogue number)

End date of
extended validity
/ transition period

Substitute
Device(s)
(if applicable)

Directive
Certificate
number

to which this
declaration is
issued

(if applicable)

Original
expiry date
as indicated
on the
Directive
Certificate
prior to the
extension of
the validity
(if applicable)

Notified Body
name and number
that issued the
Directive
Certificate

(if applicable)

Notified Body
name and
number where
the IVDR
application was
lodged/contract
signed

(if applicable)

Strep A Rapid Test

31 December 2029

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

! for devices with IVDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined above
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VivaChek Biotech (Hangzhou) Co., Ltd.

Level 2, Block 2, 146 East Chaofeng Road, Yuhang Economy Development Zone, Hangzhou, Zhejiang, China 311100

Tel: +86 571 8918 2700

Fax: +86 571 8918 2733

Email: info@vivachek.com

www.vivachek.com




WOD YOUOBAIA MMM

WO YoyoBAIADOJUI (jlew]

€€.C 8168 LLS 98+ :Xed

0042 8168 LLS 98+ ‘ISL

00LLLE BUIYD ‘Buelfoyz ‘noyzbueH ‘suoz Juswdojpaag Awouod] Bueyn A ‘peoy Busjoey) 1se3 9L ‘Z ¥00|g ‘Z [9A97]

"P31 09 (noyzbuep) yosjoig HaYJeAIA

G jo g ebed

aA0ge paulep se 99 pinoys }i 9doos ouauab e sey 91801180 3y} 41 AjUO PUB ‘SJeOlISO Sy} Ul SB 84 PINOYS UOIIeoluSp! 8y} (S)81eoyiuso QaAl Yim SeoiAap Jo)

yevl 30

NOILVYOIHILHE3D 1s9] pidey
ANV ONILS31 H04 2¢0¢/00¢ By Z-A0D-S¥VS
a|qeoljddy JoN JHLN3D HSITO0d G20z Ren /2 -AaAnI-¥evi 3|qedl|ddy JoN | /zZ0g Jaquwiadaq Lg 0.id w Beigenin

(aiqeordde j)

AypijeA ayy

(sjqeondde y1) JO uoIsuaIxd

paubis ay) o} Jond (e|geoydde y)

joeJsjuod/pabpo) (sjgeoidde y1) ajed1IHe) panssi (4@qwinu anbojejed
sem uonesijdde ajesiiua)n aA3oalIQg S1 uonjesejoap 1O [9pOoW 821A8p
AAAI 243 aAnoalqg ayj uo SIY} Yyo1ym o} aweu dnoub/Ajiwe;
aJaym Jaquinu ayj panssi jey} pajeoipul se Jaquinu (e|geoidde y1) | pouad uonisuesy / | ‘dweu 921Aap “H°9)
pue aweu | Jagqwnu pue aweu ajep Andxa ajedIua) (s)eoinaqg | AypijeA papuaixa J(s)ao1n0p 3y
Apog pauijoN Apog payijoN jeuibQ 9AI3OBIQ anyysqng 40 33jep pu3z 40 uonesuUdP|

:S90IASP BUIMO||0} BU} JO} PI[BA SI UONEIR[Da( S J2INOBINUBI SA0QR Y|

S921A3( JO 9|NPaYos

¥oYDeAIp



