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411202196604211588

5 Identity card No.

.at

ﬁ_ i

L SARBEAER 1

4 ‘Annual Renewal Registration :

i

{ i

! REAERRM, ARAE—F.

} This certificate is valid for another year after |

1 i ‘ }

| ‘ s

A xiH

o At { G |

¥ | W

ik 4 5. 410000160018 . ! I
No.of Cerificats ' { }

& ¥ 3 y {

LAszssEREtBeNE |

aife

‘ / \aﬁ%’/}

2020$3ﬂ3gﬂ‘}‘f

im

B
"

T T

g
R £ B A E
Annual Renewal Registration 4
AEIBEESE, SR A H—F

This certificate is valid for another year after
this renewal.

M

o
Annual Renewal Registration

FENERESS, BRI K—F,
This certificate is valid for another yeac after
this renewal.
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3¢. Devices for which the conformity assessment procedure pursnant to
Directive 93/42/EEC did not require the involvement of a notified body. for
which the declaration of conformity was drawn up prior o 26 May 2021 and
for which the conformity assessment procedure pursuant to this Regulation
requires the involvement of ay be placed on the market or

put into service until 31 December 3038
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Product Service

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 104462 0004 Rev. 00

Manufacturer: Medlander

Jiangning District
211100 Nanjing.

This Confirmation Statement G2 104462 0002 Rev. 01
is only valid in combination
with the following

EC Certificate (MDD):

The conditions laid down in Article s':!

x/
)ﬁf Regulatiop. éU) 2017/745 on medical devices for
servge apply. For details and confirmation statement

Report No.: SH23125201

Valid until: 2024-05-26

CO

Christoph Dicks
Issue Date: 2023-07-03 Head of Certification/Notified Body

Page 1 of 2
TOV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body - Ridlerstrafte 65 » 80339 Munich » Germany ‘|'[;|\[®
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', ilding 5, Acceleration
\Innavation Park, No.2

Certificate Holder Adtire

Description of it
Zone, Nanjing Life/Se

Change' Qiande Road, Jiang § hjing, Jiangsu,
PEOPLE'S REPUBI 3 A" to "Bu}’t ng 1 and Building 5,
Acceleration Zone Na d Technology,
Innovatlnn Park, No. 2 Qi igning Dislrict, 211100
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Page 2 of 2
TUV sSUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH + Certification Body - Ridlerstralie 65 + 80338 Munich * Germany 'n'_']v@

ZERTIFIKAT @ CERTIFICATE ¢
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Page 10of 2

Product Service

TUv SUD Product Service GmbH - Ridlerstralie 85 « 80339 Munich + Germany Add value.
Imspire trust.

Munich, 2022-01-17
Order No.: 713239438

G2 104462 0002 Rev.01 (valid ntil 2024-05-26)

issued to the legal medical device manufacturer:

Medlander Medical Technology Inc.
Building 5, Acceleration Zone
Nanjing Life Science and Technology
Innovation Park, No.2 Qiande Road
Jiangning District

211100 Nanjing, Jiangsu

PEOPLE’S REPUBLIC OF CHINA

covers the Directive 93/42/EEC on Medical Devices with the following scope:

Biological Feedback and Stimulatiomgﬁ\
And the following devioes: fi:\"i\z\%‘ p %j,_? \

il
Medical device name “lndi idua)"aﬁi,le numbers
Lk -
\.‘;l___ D =l S p;\. I
.“ - d K\Q)l
4
MLD. B4R
MLD M2R
Biological Feedback and MLD M2A -
Stimulation system MLD M2B

MLD M2D

MLD M4R -

MLD M4D

MLD M4E

MLD M4Plus
Regislered Offica: Munich Supenvisory Board: Phone: +49 89 50084279 TOV SUD Product Service GmbH
Trade Reqister Munich HRB 85 742 Holger Lindner (Chalrman) Fax  +49 89 50084108 Fareign Affairs
UniCrediit Bank AG - BIC HYVEDEMMOXOX Ridlerstratte 65
IBAN DE13 7002 0270 0048 8522 11 Board of Management: www.tuvsud.comips 80332 Munich
VAT ID No. DE129484267 Walter Reithmaier (CEC) Gemany
Information pursuant to § 2 [1] DL-nfoV Dr. Jens Eutenandt (CTO) mm
{Germany) et www.tuvsud.comfimprint Palrick van Weij (CFO)
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Page2of2
Procuct Service
L ~
er we co ve above-mentioned deVi - quality assurance system

been establish manufacturer an body TUV SUD Product

After issuing t ! ratl #hformity in accorda e.)sl_lh‘w ice directive 93/42/EEC by
Re manufactu r, the al eftioned medical devi ith CE mark (CE 0123) and
Aldced on the marke.téf pean Economic Area. L+

]
The m;—ment@etﬁ\L igfate is valid.
L]

£. Kstte,

Randolf Kéhier

TUV SUD PRODUCT SERVICE GMBH
Medical Health Services

Foreign Affairs

Order No.: 713239438
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