File No: CE/IMDR-HK01-01-02  Ver: A/0

c € Declaration of Conformity ( €

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: Xiamen Huakang Orthopedic Co., Ltd

Address: Floor 3, no. 555, shanbian road, dongfu town, haicang district, xiamen city, PR
China

European Authorised Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product

Name: Ankle External Brace

Model: - ASD01 AS002 AS003 AS004 AS005 AS006 AS007 AS008 AS009
AS010 ASO11 AS012 AS013 AS014 ASD15 AS016 AS017 AS018
AS019

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIil, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex I+l

We confirm our product meets the requirements of Medical Device Regulation (EU)

2017/745) and the following harmonized standardgl;; belal/ of SUNG O Europ
EU REP of the compur

EN ISO 14971: 2019 =

EN ISO 15223-1: 2016

ISO 10993-1: 2018 .

EN ISO 10993-5: 2009 o5

EN ISO 10993-10; 2013

EN 1041: 2008+A1:2013

EN 62366-1:2015

Signature: E Position: W

Date: MAY 22.,2020




File No: CE/IMDR-HK04-01-02  Ver: A/0

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: Xiamen Huakang Orthopedic Co., Ltd

Address: Floor 3, no. 555, shanbian road, dongfu town, haicang disfrict, xiamen city, PR
China

European Authorised Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product

Name: Lumbo-Sacral Back Brace

Model: - BS001 BS002 BS003 BS004 BS005 BS006 BS007 BSO008
BS009 BS010 BS011 BS012 BS015 BS016 BS017 BS018
BS019 BS020 BS021 BS022 BS023 BS024 BS025 BS026

BS027
SRN: -
uDI-DI: -
Classification: |

Rule: According to Rule 1, Annex VIli, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex |I+l1]

We confirm our product meets the requirements of Medical Device Regulation (EU)

2017/745) and the following harmonized sm"ﬂﬂ'ﬂ?!;m If of SUNGO Europe ¢

EN ISO 14971: 2019 EU REP of the company who is
EN ISO 15223-1: 2016 —
ISO 10993-1: 2018 {

EN ISO 10993-5: 2009 \\i Uris o /
EN ISO 10993-10: 2013 L - =
EN 1041: 2008+A1:2013 Authorized Signature (S)
EN 62366-1:2015

Signature:
Date: MAYR22.,2020

el




File No: CE/IMDR-HKO07-01-02  Ver: A/0

( € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: Xiamen Huakang Orthopedic Co., Ltd

Address: Floor 3, no, 555, shanbian road, dongfu town, haicang district, xiamen city, PR
China

European Authorised Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Abdominal Binder
Model: - BS013 BS014

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIII, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex [I+liI

We confirm our product meets the requirements of Medical Device Regulation (EU )

2017/745) and the following harmonized standards.

On behalf of SUNGO Europe «
EN ISO 14971: 2019 EU REP of the compuny wh
EN ISO 15223-1: 2016
ISO 10993-1: 2018
EN 1SO 10993-5: 2009
EN ISO 10993-10: 2013
EN 1041: 2008+A1:2013
EN 62366-1:2015

"we are

Signature: Paosition:
Date: MAY 222020




File No: CE/MDR-HK05-01-02  Ver: A/0

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: Xiamen Huakang Orthopedic Co., Ltd

Address: Floor 3, no. 555, shanbian road, dongfu town, haicang district, xiamen city, PR
China

European Authorised Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Cervical Collar
Model: - CS001 CS002 CS003 CS004 CS005 KB0OO4

SRN: -
uDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VI, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex I+l

2017/745) and the foll h Pie.l gvhuf_f'ref'\'(_’,\-'(;(_) o,
and the following harmonized stan |
: s RREE.

We confirm our product meets the requirements of Medical Device Regulation (EU) . ;.. e

the compuny who issue This

EN 1SO 15223-1: 2016 &
ISO 10993-1: 2018 - Lt g
EN ISO 10993-5: 2009 k
EN ISO 10993-10: 2013
EN 1041: 2008+A1:2013
EN 62366-1:2015

Signat & & <@y T
ignature: Position: Q,%,; {. /
Date: MAY ﬁf"l :

EN ISO 14971: 2019 é/"‘“




File No: CE/IMDR-HK02-01-02  Ver: A/

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: Xiamen Huakang Orthopedic Co., Ltd

Address: Floor 3, no. 555, shanbian road, dongfu town, haicang district, xiamen city, PR
China

European Authorised Representative
Name; SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product
Name: Clavicle splint
Model: - CB001 CBO002 CB003

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIIl, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex i+l

We confirm our product meets the requirements of Medical Device Regulation (EU)

2017/745) and the following harmonized standards.

On behalf of SUNGO Europe ofjice, Lcorjirit

EN ISO 14971: 2019

EN ISO 15223-1: 2016 EU REP of the compuany who issue this documernt.
ISO 10993-1; 2018 —

EN ISO 10993-5: 2009 e . W
EN ISO 10993-10: 2013 \ oD LI /

EN 1041: 2008+A1:2013 — e &

FRiREcH0, 120015 7 Arlgonjzec { Signature (S)

Signature: Position: @—el@m/{ {

Date: MAY 22.,2020 tns b

g
o,




File No: CE/MDR-HK08-01-02  Ver: A/0

Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: Xiamen Huakang Orthopedic Co., Ltd

Address: Floor 3, no. 555, shanbian road, dongfu town, haicang district, xiamen city, PR
China

European Authorised Representative

Name: SUNGO Europe B.V.

Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product

Name: Limb Brace

Model: - ES001 ES002 ES003 ES004 ES005 ES006 ES007 HA001 HA0D2 HA003
HAO0D4 KNOO1 KN0O02 KNO3 KND04 KNOO5 KN006 KNOO7 KNO8 KNOOS
KNO10 KNO11 KN0O12 KNO13 KN14 KN015 KNO16 KNO17 KNO18 KNO19
KNO020 KN021 KN022 KN023 KN024 KN025 KN026 KB007 NS001 NS002
NS003 NS004 NS005 NS006 NS007 NS008 NS009 NS010 NS011 NS012
NS013 NS014 NS015 NS016 SHO01 SH002 SH003 SH004 SHO0S TS001
WKO001 WKO002 WK003 WK004 WKO005 WK006 WKO007 WKO008 YWK009
WKO010 WK011 WK012 WKO013 WK014 WK015 WK016 WK017 WK018
WK019 WK020 WK021 WKO022 WK023 WK024 WK025 WK026 WK027
WK028 KB001 KB002 KB003

SRN: -

UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VI, Medical Device Regulation (EU) 2017/745
Conformity assessment procedure: Annex [1+l11

We confirm our product meets the requirements of M\e(di(c:aj Pevice, R“ggulab‘oﬂ Eyy
Qn behalf of is document.

oL

2017/745) and the following harmomzed stw;l?r@ he comp o il issue !

EN ISO 14971: 2019 //

EN ISO 15223-1: 2016 B :
ISO 10993-1: 2018 ki‘ S

EN ISO 10893-5: 2009
EN ISO 10993-10: 2013
EN 1041: 2008+A1:2013
EN 62366-1:2015

Signature: Position:
Date: MA ~,2020




File No: CEIMDR-HK06-01-02  Ver: A/0

( € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: Xiamen Huakang Orthopedic Co., Lid

Address: Floor 3, no. 555, shanbian road, dongfu town, haicang district, xiamen city, PR
China

European Authorised Representative
Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product

Name: Hand Splint

Model: - FS001 FS002 FS003 FS004 FS005 FS006 FS007 FS008
WS001 WS002 WS003 WS004 WS005 WS006 WS007 WS008
WS009 KBO00&

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIII, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex Ii+l|

We confirm our product meets the requirements of Medical Device Regulation (EU )

2017/745) and the following harmonized standards:/c// v/ SUNGO Europe office, I confirm

EU REP of the company who issue this focum
EN ISO 14971: 2019 b

EN ISO 15223-1: 2016 Y 4

ISO 10993-1: 2018 G = BN #75
o LY

EN ISO 10993-5: 2009 \\\, siova: senpt i) |8

EN ISO 10993-10: 2013 = S D
EN 1041; 2008+A1'2013 d 4 x')‘]h’u’r’.i‘&{'.’l.;;':." ‘\;":.:‘r.:.lli-(lllj‘()
EN 62366-1:2015 s Al

Signature: @ Position: "
Date: MAY 32,2020 "W

S)




File No: CE/MDR-HK03-01-02  Ver: A/0

c € Declaration of Conformity

Regarding Medical Device Regulation(EU) 2017/745

Manufacturer

Name: Xiamen Huakang Orthopedic Co., Ltd

Address: Floor 3, no. 555, shanbian road, dongfu town, haicang district, xiamen city, PR
China

European Authorised Representative

Name: SUNGO Europe B.V.
Address: Olympisch Stadion 24, 1076DE Amsterdam, Netherlands

Product

Name: Shoulder Arm Sling

Model: - SLO01 SL002 SLO03 SL0O04 SL005 SL006 SLO07 SL008 SLO0Y
SL010 SLO011 SL012 SL013 SL014 KBOO5

SRN: -
UDI-DI: -

Classification: |
Rule: According to Rule 1, Annex VIII, Medical Device Regulation (EU) 2017/745

Conformity assessment procedure: Annex [I+1il

We confirm our product meets the reguirements of Medical Device Regulation (EU)

2017/745) and the following harmonized standards.
On behalf vof SUNGO Europe office, | confirnmed we are

EN ISO 14971: 2019

EN ISO 15223-1: 2016
ISO 10993-1: 2018

EN ISO 10993-5: 2009
EN ISO 10993-10: 2013
EN 1041: 2008+A1:2013
EN 62366-1:2015

e this document,

Signature:

Date: MAY 22,2020 ¥




