)
)
;)
=
=
‘ | e
g <
) [ &)
_§ L
-
=N -
i g
<
S
= ¢
E o
[l } <
- [}
D —
:: &
N -
Ll
=N L
g (]
ER o
]~
2 <L
/ "
<
e ©
=
g -
> BT
:E U
5 @
N {Hm
>
= o
= 1L
od
ﬂ Al
7 B
=
1E ’
L
"N ~
ZH <C
= X
F
5 —
- o
_ L
o
o | ’
o =
)
=
S ™
w —
E [
F
N

Jv SUD

(( DAKks |

Akkreditierungsstelle
D-2M-11321-01-00

A i iE
Q5 122071 0001 Rev. 00

EHFEE MitEREMNBEROERARA
FEARKRNBE NG NFERAFEEXARESESXBREEEGR
THSR148E ( HEEEXA X ) 430074

Product Service
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Christoph Dicks
REAM, 2024-04-23

Head of Certification/Notified Body
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D-ZM-11321-01-00

Product Service
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Q5 122071 0001 Rev. 00

. ISO 13485:2016
EREE (EN ISO 13485:2016/AC:2018, EN I1SO 13485:2016/A11:2021)
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Akkreditierungssteile
D-ZM-11321-01-00

Certificate

No. Q5 122071 0001 Rev. 00

Product Service

Holder of Certificate: Hubei YJT Technology Co.,Ltd.
Room 1-4, 8F, Block 7
Guannan Fuxing Pharmacel Park
No.58, Optics Valley Avenue
East Lake High-tech Development Zone
(Free Trade Zone, Wuhan area)
430074 Wuhan
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Design, Development, Production and Distribution
of Semiconductor Laser Treatment Instruments,
Low-Frequency Pulse Treatment Instruments, Pain-
relief Device, LED Treatment instrument, High
Electrical Potential Therapeutic Apparatus,
Millimeter Waves Therapy Equipment, Oxygen
Concentrators, Hair growth device, Nail cleaning
laser device
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 122071 0001 Rev. 00

=71 =¥k
s

Report No.: SH23219701
Valid from: 2024-04-23
Valid until: 2027-04-22

OO

Date, 2024-04-23 Christoph Dicks
Head of Certification/Notified Body

ZERTIFIKAT & CERTIFICATE o

Page 1 of 2
TUV SUD Product Service GmbH - Certification Body + Ridlerstralle 65 » 80339 Munich « Germany
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ZERTIFIKAT & CERTIFICATE & :Z

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

({ pAKLs

Product Seivice

No. Q5 122071 0001 Rev. 00

Applied Standard(s):

Facility(ies):

Page 2 of 2

ISO 13485:2016

(EN ISO 13485:2016/AC:2018, EN 1SO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Hubei YJT Technology Co.,Ltd.

Room 1-4, 8F, Block 7, Guannan Fuxing Pharmacel Park, No.58,
Optics Valley Avenue, East Lake High-tech Development Zone,
(Free Trade Zone, Wuhan area), 430074 Wuhan, PEOPLE'S
REPUBLIC OF CHINA

Design, Development and Distribution of Semiconductor Laser
Treatment Instruments, Low-Frequency Pulse Treatment
Instruments, Pain-relief Device, LED Treatment Instrument, High
Electrical Potential Thearapeutic Apparatus, Millimeter Waves
Therapy Equipment, Oxygen Concentrators, Hair growth device,
Nail cleaning laser device

Hubei ZSK Medical Technology Co.,Ltd.
No.68, Donghu Road, Gedian Development Zone, 436032 Ezhou
City, Hubei Province, PEOPLE'S REPUBLIC OF CHINA

Production of Semiconductor Laser Treatment Instruments, Low-
Frequency Pulse Treatment Instruments, Pain-relief Device, LED
Treatment Instrument, High Electrical Potential Thearapeutic
Apparatus, Millimeter Waves Therapy Equipment, Oxygen
Concentrators, Hair growth device, Nail cleaning laser device

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 » 80339 Munich « Germany
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Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 122071 0001 Rev. 00

Product Service

Holder of Certificate: Hubei YJT Technology Co.,Ltd.
Room 14, 8F, Block 7
Guannan Fuxing Pharmacel Park
No.58, Optics Valley Avenue
East Lake High-tech Development Zone
(Free Trade Zone, Wuhan area)
430074 Wuhan
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Design, Development, Production and Distribution
of Semiconductor Laser Treatment Instruments,
Low-Frequency Pulse Treatment Instruments, Pain-
relief Device, LED Treatment Instrument, High
Electrical Potential Therapeutic Apparatus,
Millimeter Waves Therapy Equipment, Oxygen
Concentrators, Hair growth device, Nail cleaning
laser device
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The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?g=cert:Q5 122071 0001 Rev. 00
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Report No.: SH23219701
Valid from: 2024-04-23
Valid until: 2027-04-22

c@ﬂ-\/

Date, 2024-04-23 Christoph Dicks
Head of Certification/Notified Body

ZERTIFIKAT & CERTIFICATE ¢

Page 1 0of 2
TUV SUD Product Service GmbH « Certification Body » Ridlerstrale 65 » 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE &

(( paKs

Akkreditierungssteile
D-ZM-11321-01-00

Certificate

Product Service

No. Q5 122071 0001 Rev. 00

Applied Standard(s):

Facility(ies):

Page 2 of 2

SO 13485:2016

(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Hubei YJT Technology Co.,Ltd.

Room 1-4, 8F, Block 7, Guannan Fuxing Pharmacel Park, No.58,
Optics Valley Avenue, East Lake High-tech Development Zone,
(Free Trade Zone, Wuhan area), 430074 Wuhan, PEOPLE'S
REPUBLIC OF CHINA

Design, Development and Distribution of Semiconductor Laser
Treatment Instruments, Low-Frequency Pulse Treatment
Instruments, Pain-relief Device, LED Treatment Instrument, High
Electrical Potential Thearapeutic Apparatus, Millimeter Waves
Therapy Equipment, Oxygen Concentrators, Hair growth device,
Nail cleaning laser device

Hubei ZSK Medical Technology Co.,Ltd.
No.68, Donghu Road, Gedian Development Zone, 436032 Ezhou
City, Hubei Province, PEOPLE'S REPUBLIC OF CHINA

Production of Semiconductor Laser Treatment Instruments, Low-
Frequency Pulse Treatment Instruments, Pain-relief Device, LED
Treatment Instrument, High Electrical Potential Thearapeutic
Apparatus, Millimeter Waves Therapy Equipment, Oxygen
Concentrators, Hair growth device, Nail cleaning laser device

TUV SUD Product Service GmbH « Certification Body + Ridlerstrale 65 « 80339 Munich « Germany



