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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

"
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.
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Manufacturer: Lansion Biotechnology Co., Lid. : : : Manufacturer: La.nsion Biotechnf)logy Co., Ltd. o LR ‘
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, _ | | Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA. ; : ; PEOPLE’S REPUBLIC OF CHINA.

o,

European Representative: Lotus NL B.V.

7

European Representative: Lotus NL B.V.

AN
R
|

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive:

55

In Vitro Diagnostic Directive:
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@ LS-2100 Dry Fluorescence Immunoassay Analyzer

2

® LS-1100 Dry Fluorescence Immunoassay Analyzer

R
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Category:Others. Category:Others.
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Conformity assessment route: Declaration of Conformity IVDD Annex ITI.
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Conformity assessment route: Declaration of Conformity IVDD Annex III.
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Applicable Standards:

XX

W,

Applicable Standards:

X

ISO 13485:2016 ENISO 18113-3:2011 EN 13612:2002
150 14971:2019 EN 13641:2002 IS0 23640:2015

ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.

i

180 13485:2016 ENISO 18113-3:2011 EN 13612:2002
180 14971:2019 EN 13641:2002 180 23640:2015

ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® 1.5-4000 Dry Fluorescence Immunoassay Analyzer (Handheld)

Category:Others.

Conformity assessment route: Declaration of Conformity VDD Annex III.

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
SO 14971:2019 EN 13641:2002 IS0 23640:2015
ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® cTnl Test Kit(Dry Fluorescence Immunoassay)

Category:Others.

Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
180 14971:2019 EN 13641:2002 IS0 23640:2015
ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex 111

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. European Representative: Lotus NL B.V.

W

AN

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

2R

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive: In Vitro Diagnostic Directive:

® CK-MB Test Kit(Dry Fluorescence Immunoassay)

@ Myo Test Kit(Dry Fluorescence Immunoassay)
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Category:Others. Category:Others.
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Conformity assessment route: Declaration of Conformity IVDD Annex III.

Conformity assessment route: Declaration of Conformity IVDD Annex II1.
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Applicable Standards: Applicable Standards:
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IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 .\;S 180 13485:2016 EN IS0 18113-3:2011 EN 13612:2002
150 14971:2019 EN 13641:2002 ISO 23640:2015 ot ; 150 14971:2019 EN 13641:2002 IS0 23640:2015
ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015 5 ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015
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ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.

Signed on: 2/

Place: Nanjing,China

ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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Place: Nanjing,China
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DECLARATION OF CONFORMITY

,,

According Directive 98/79/EC on in vitre diagnostic medical devices, Annex ITI.

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

0
&

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. European Representative: Lotus NL B.V.
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Contact person: Peter E-mail: peter@]lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595A A, The Hague, Netherlands.
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In Vitro Diagnostic Directive:
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In Vitro Diagnostic Directive:
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® D-Dimer Test Kit(Dry Fluorescence Immunoassay)
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® NT-proBNP Test Kit(Dry Fluorescence Immunoassay)
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Category:Others. Category:Others.
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Conformity assessment route: Declaration of Conformity IVDD Annex II1.

Conformity assessment route: Declaration of Conformity IVDD Annex II1.
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Applicable Standards: Applicable Standards:
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ISO 13485:2016 ENISO 18113-3:2011 EN 13612:2002 S ISO 13485:2016 ENISO 18113-3:2011 EN 13612:2002
2 IS0 14971:2019 EN 13641:2002 IS0 23640:2015 = 150 14971:2019 EN 13641:2002 150 23640:2015
o ENISO 18113-1:2011 1SO 15223-1:2016 EN 62366-1:2015 . ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015
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ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.

s

*,

0

AN

&
%

Y

%

'n
0

i

W

L,

v,
00
X

W

/ % /
Signed on: 'Z/ ,,}: : < | Signed on: ?/ ﬁ
%) s

‘o' NN S YORR
AR
.

Y

7

Place: Nanjing,China Place: Nanjing,China

.‘.\‘\\‘\.\f:;'(/,,”.'

)
Al

O

7150935,
el 5002

RO T
W

23 3
- s v e vy s ey oy e oy STt ey ' e ¢~ ‘;\\?. b ', St T NN '\I/‘-‘ﬂ' TR \I( MR NI 7 R (77 AR \l‘/ SRR, \\l’ KRR \\(( 'Q;-‘c‘ \\l SRR \\f AR N
N SN S S N N N SN SN SN S NS NN Y




C€

DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter
Address: Koningin Julianaplein 10,1e Verd, 2595A A, The Hague, Netherlands.

E-mail: peter@lotusnl.com

In Vitro Diagnostic Directive:
@ CRP Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

180 13485:2016
180 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.

Signed on: 7\/’5/_

Place: Nanjing,China
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com

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

In Vitro Diagnostic Directive:
® PCT Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards:

180 13485:2016
ISO 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.

EN 13612:2002
IS0 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016
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DECLARATION OF CONFORMITY

DECLARATION OF CONFORMITY
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

0
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex II1.

N

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V.

T

European Representative: Lotus NL B.V.

O

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive:
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In Vitro Diagnostic Directive:
® PCT/CRP Test Kit(Dry Fluorescence Immunoassay)
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@ SAA Test Kit(Dry Fluorescence Immunoassay)
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Category:Others.
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Category:Others.
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Conformity assessment route: Declaration of Conformity [IVDD Annex III. Conformity assessment route: Declaration of Conformity TVDD Annex III.
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Applicable Standards: : Applicable Standards:
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IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 % ) Z IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
ISO 14971:2019 EN 13641:2002 ISO 23640:2015 2 b ISO 14971:2019 EN 13641:2002 IS0 23640:2015

ENISO 18113-1:2011 1SO 15223-1:2016 EN 62366-1:2015 b : ENISO 18113-1:2011 150 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011 3 ENISO 18113-2:2011
We, the manufacturer, here declare with sole responsibility that our product/s mentioned above : i\ | We, the manufacturer, here 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 : ; meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In
Vitro Diagnostic Medical Devices. : j i | Vitro Diagnostic Medical Devices.
We agree to develop, implement and maintain a documented post-production monitoring process. 3 < | We agree to develop, implement and maintain a documented post-production monitoring process.
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Aceording Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.
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Manufacturer: Lansion Biotechnology Co., Ltd.

R

Manufacturer: Lansion Biotechnology Co., Ltd.

7

f,;;; Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, %z Address: No.2,Qiande Road,Science Park,Jiangning District, 210000 Nanjing,Jiangsu Province, §
=% | PEOPLE’S REPUBLIC OF CHINA. \i‘;\\‘ PEOPLE’S REPUBLIC OF CHINA.
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European Representative: Lotus NL B.V. ";'{/, European Representative: Lotus NL B.V. \\}?
Contact person: Peter E-mail: peter@lotusnl.com ; ,}j Contact person: Peter E-mail: peter@lotusnl.com é«'
3 k<) . 5 . . T

Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. : 2% | Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. ;’}}/
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In Vitro Diagnostic Directive:
® TT3 Test Kit(Dry Fluorescence Immunoassay)

In Vitro Diagnostic Directive:
# SAA/CRP Test Kit(Dry Fluorescence Immunoassay)
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Conformity assessment route: Declaration of Conformity IVDD Annex IT1.

Conformity assessment route: Declaration of Conformity IVDD Annex IT1.
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Applicable Standards:
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) 180 14971:2019 EN 13641:2002 IS0 23640:2015 25 S IS0 14971:2019 EN 13641:2002 ISO 23640:2015
S35 ENISO 18113-1:2011 1SO 1522312016 N 62366-1:2015 Z = ENISO 18113-1:2011 ISO 15223-1:2016 EN 62366-1:2015
= ENISO 18113-2:2011 b ENISO 18113-2:2011
- = . ey .
;"."-3 We, the manufacturer, here declare with sole responsibility that our product/s mentioned above :}j:& We, the manufacturer, here 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 ;::é‘. mfeet/s the provisions of the D}rectlve 98/79/EC of the European Parliament and of the Council on In 3
%’? Vitro Diagnostic Medical Devices. )‘;\ Vitro Diagnostic Medical Devices. ;;:.g
= . o : . 3 i intai i itori :
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

w0

Manufacturer: Lansion Biotechnology Co., Ltd. Manufacturer: Lansion Biotechnology Co., Ltd.

)
&

57

’/}4 Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, { , Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
i'§ PEOPLE’S REPUBLIC OF CHINA. \\\\* PEOPLE’S REPUBLIC OF CHINA.

7,
"
!

RN,

.

o
l.l

European Representative: Lotus NL B.V. European Representative: Lotus NL B.V.

2
R
X

3

e,

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

LR
o

%

SN, 5.0.8

NN

In Vitro Diagnestic Directive:

In Vitro Diagnostic Directive:
@ 25-OH-VD Test Kit(Dry Fluorescence Immunoassay)

AN, 44,8

S
5%

® AMH Test Kit(Dry Fluorescence Immunoassay)

\\

N

)
AN
0

0

ey

s

B . = R
§;;; Category:Others. ?{a ~§§: Category:Others.
s k2 4

W

o
>
&

o
%

Conformity assessment route: Declaration of Conformity IVDD Annex III. Conformity assessment route: Declaration of Conformity IVDD Annex III.

.l

\\\‘:::,

AV

oy 7R
RN

Y,

Applicable Standards: Applicable Standards:

-,l,;l

R

7

‘u’c

o \'\_;:;
:’/4,: IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002 ’//,/‘J IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
f:‘§ IS0 14971:2019 EN 13641:2002 IS0 23640:2015 R IS0 14971:2019 EN 13641:2002 180 23640:2015
= )

7
5
o

ENISO 18113-1:2011 1850 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here 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

ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here 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

=

N

R,

vy
.
.\

s
\\.n

Y- - ) . = B | < . . .
)\}‘.:': Vitro Diagnostic Medical Devices. Z &‘:‘ Vitro Diagnostic Medical Devices.
= . C . p e AR =4 . C. . .
1 | We agree to develop, implement and maintain a documented post-production monitoring process. = ”ff/ We agree to develop, implement and maintain a documented post-production monitoring process.

'

e
'y
0

= 22 2=
f’g $ =
§ Signed on: ,%/ % S".ﬁ Signed on: K//

0
.‘
00
s
.80,

W

KR

Place: Nanjing,China Place: Nanjing,China

)
Q)

00
‘l( e
0

IR

AN

e A T KR R OO0 OO0 SO LR, OO SRR SR, YOO K YOO oo N ROOK OOCK OOOK -as.

8,9,4. 9.4.9.95%

T, SRR, . s AR el e s R NN e AN g NN 8 AN e L




A

AL AN L FAANN.0.

NN v AN e s AN g v ey NN 4 s NN
N Ny N N

LS, KRX

&5

X
2

= Z,
: 23

7
AN

S DECLARATION OF CONFORMITY = & DECLARATION OF CONFORMITY

e

Y,
W

Y

7= | According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITIL = 7= | According Directive 98/79/EC on in vitro diagnostic medical devices, Annex IIL.

5 S =Y

:é? Manufacturer: Lansion Biotechnology Co., Ltd. Z €5 | Manufacturer: Lansion Biotechnology Co., Ltd. ;
}; Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, ) | Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province, S
&) | PEOPLE’S REPUBLIC OF CHINA. &) | PEOPLE’S REPUBLIC OF CHINA. Z
e, = PN
’:’f{/ European Representative: Lotus NL B.V, % European Representative: Lotus NL B.V. \'\??

7
W

:,;:5: Contact person: Peter E-mail: peter@lotusnl.com ,’;} Contact person: Peter E-mail: peter@lotusnl.com i;\:
B R . N3 s H 23
é Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. ;{-S Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands. };
= S <)

.\\?l

.l
D

In Vitre Diagnostic Directive: In Vitro Diagnostic Directive:

® HbAlc Test Kit(Dry Fluorescence Immunoassay)

,.
(RS

SRARLANY

® B -HCG Test Kit(Dry Fluorescence Immunoassay)

o AN
R

Q

2

Category:Others. Category:Others.

2

5

o

5
%

.

Conformity assessment route: Declaration of Conformity IVDD Annex 1.
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We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.

Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province
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@ 25-OH-VD3 Test Kit(Dry Fluorescence Immunoassay)
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We, the manufacturer, here 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

Conformity assessment route: Declaration of Conformity IVDD Annex III.
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PEOPLE’S REPUBLIC OF CHINA.
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Contact person: Peter E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.
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In Vitro Diagnostic Directive:
@ BNP Test Kit(Dry Fluorescence Immunoassay)
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@ H-FABP Test Kit(Dry Fluorescence Immunoassay)
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Conformity assessment route: Declaration of Conformity IVDD Annex III. Conformity assessment route: Declaration of Conformity IVDD Annex III.

Applicable Standards: Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
180 14971:2019 EN 13641:2002 180 23640:2015

ENISO 18113-1:2011 IS0 15223-1:2016 EN 62366-1:2015
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We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

European Representative: Lotus NL B.V.

Contact person: Peter E-mail: peter@lotusnl.com

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

In Vitro Diagnostic Directive:
@ 1L-6 Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex ITI.

Applicable Standards:

EN 13612:2002
150 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
150 15223-1:2016

180 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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DECLARATION OF CONFORMITY

‘ According Directive 98/79/EC on in vitro diagnostic medical devices, Annex ITI.

Manufacturer: Lansion Biotechnology Co., Ltd.

Z | Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

‘ European Representative: Lotus NL B.V.
| | Contact person: Peter E-mail: peter@lotusnl.com

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

In Vitro Diagnostic Directive:
® hs-cTnl Test Kit(Dry Fluorescence Immunoassay)

Category:Others.

‘ Conformity assessment route: Declaration of Conformity IVDD Annex III.
Applicable Standards:

180 13485:2016
| 180 14971:2019

| ENISO 18113-1:2011
s ENISO 18113-2:2011

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016

EN 13612:2002
180 23640:2015

EN 62366-1:2015

We, the manufacturer, here 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
g | Diagnostic Medical Devices.

% ‘ We agree to develop, implement and maintain a documented post-production monitoring process.
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' | European Representative: Lotus NL B.V.

%" l Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

| We, the manufacturer, here declare with sole responsibility that our product/s mentioned above meet/s

| Diagnostic Medical Devices.
| We agree to develop, implement and maintain a documented post-production monitoring process.

|
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DECLARATION OF CONFORMITY

W Ny

[ According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III,

| Manufacturer: Lansion Biotechnolo gy Co., Ltd.

‘Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.,

Contact person: Peter E-mail: peter@lotusnl.com

In Vitro Diagnostic Directive:
@ Ferritin Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex II1.
Applicable Standards:
150 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011

ENISO 18113-3:2011
EN 13641:2002
180 15223-1:2016

EN 13612:2002
IS0 23640:2015

EN 62366-1:2015

the provisions of the Directive 98/79/EC of the European Parliament and of the Council on In Vitro
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DECLARATION OF CONFORMITY

According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
PEOPLE’S REPUBLIC OF CHINA.

E-mail: peter@lotusnl.com
Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® PGI/PGII Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
Conformity assessment route: Declaration of Conformity IVDD Annex IIL.

Applicable Standards:

EN 13612:2002
IS0 23640:2015

EN 62366-1:2015

ENISO 18113-3:2011
EN 13641:2002
1850 15223-1:2016

180 13485:2016
IS0 14971:2019

ENISO 18113-1:2011
ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.
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According Directive 98/79/EC on in vitro diagnostic medical devices, Annex III.

Manufacturer: Lansion Biotechnology Co., Ltd.
Address: No.2,Qiande Road,Science Park,Jiangning District,210000 Nanjing,Jiangsu Province,
' PEOPLE’S REPUBLIC OF CHINA.

LR

) ‘ European Representative: Lotus NL B.V.

‘ Contact person: Peter E-mail: peter@lotusnl.com
| Address: Koningin Julianaplein 10,1e Verd, 2595AA, The Hague, Netherlands.

In Vitro Diagnostic Directive:
® PCT/IL-6 Test Kit(Dry Fluorescence Immunoassay)

Category:Others.
{ | Conformity assessment route: Declaration of Conformity IVDD Annex IIL

Applicable Standards:

IS0 13485:2016 ENISO 18113-3:2011 EN 13612:2002
1SO 14971:2019 EN 13641:2002 180 23640:2015
ENISO 18113-1:2011 180 15223-1:2016 EN 62366-1:2015

ENISO 18113-2:2011
We, the manufacturer, here 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 agree to develop, implement and maintain a documented post-production monitoring process.

55:‘ Signed on: )‘/&/__ Name of atthorized: Qigxlatory:
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Lansion Biotechnology Cg., Ltd.
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