Annex to Report (No. 01992)

Foshan Shenghai Medical Equipment Co., Ltd.

Product Name Type
Manual Hospital SH-B001, SH-B001S, SH-B002, SH-B003, SH-B004,
Bed SH-B101, SH-B102, SH-B103, SH-B104, SH-B105,

SH-B106, SH-B201, SH-B202, SH-B203, SH-B204,
SH-B205, SH-B206, SH-B207, SH-B208, SH-B209,
SH-B251, SH-B2518, SH-B301, SH-B303, SH-B304,
SH-B501, SH-B502, SH-B503, SH-B504, SH-B503,
SH-B551, SH-B552, SH-B553, SH-B554, SH-B555,
SH-B557, SH-B558, SH-B601, SH-B602, SH-B603,
SH-B604

Electric Hospital
Bed

SH-B421, SH-B422, SH-B423, SH-B424, SH-B431,
SH-B434, SH-B436, SH-B437, SH-B451, SH-B452,
SH-B453, SH-B454

Medical Cabinet

SH-C001, SH-C002, SH-C101, SH-C102, SH-C103,
SH-C201, SH-C202, SH-C203, SH-C204, SH-C205,
SH-C305, SH-C306

Medical Trolley

SH-T001, SH-T002, SH-T003, SH-T004, SH-T0O0S5,
SH-T007, SH-T008. SH-T009, SH-T010, SH-TO11,
SH-T012, SH-T013, SH-TO15, SH-T016, SH-TO18,
SH-T019, SH-T101, SH-T149, SH-T150, SH-T151,
SH-T152, SH-TI152A, SH-T153, SH-T154, SH-T135,
SH-T156, SH-T157, SH-T158, SH-T159, SH-TI60,
SH-T170, SH-T175, SH-T176, SH-T177, SH-T178,
SH-T179, SH-T80, SH-T181, SH-T182

Medical Chair

SH-W101, SH-W102, SH-W103, SH-W104,
SH-W301, SH-W302A, SH-W302B, SH-W201,
SH-W202, SH-W203, SH-W204, SH-W205,
SH-W206, SH-W207, SH-W208, SH-W209,
SH-W210, SH-W210S, SH-W212, SH-W331,
SH-W332, SH-W333

This annex is only valid if attached to the report mentioned above.

This report ia the property of NQA and shouid be retumed to NQA upon request.
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This is to certify that the Quality Management System of

Foshan Shenghai Medical Equipment Co., Ltd.

No.5-2, Row 3, Jiangbian Xiyue industrial Area, Chancheng District, Foshan City,
Guangdong Province, P.R.China

applicable to

The Production and Sales of Manual Bed, Stretcher, Cabinet, Trolley,
and Medical Chair(Only for Export)

has been assessed and registered by NQA against the provisions of
ISO 13485: 2003

This registration is subject to the company maintaining a quality management
system, to the above standard, which will be monitored by NQA.
Please consult the website: www.snga.com.cn

L0 e .
Certification Director
: Certificate Number 28887

Date: 08 July 2013
Valid Untit: 08 July 2016
EAC Code: 19

The use of the UKAS Accreditation Mark indicates accreditation in respect of those activilles covered by the accreditation certificate numbar 015 hetd by NQA.



Compliance Report

Applicant: Foshan Shenghai Medical Equipment Co., Ltd.

Address: No. 5-2, Row 3, Xiyue Industrial Area, Jiangbian Village,
Chancheng District, Foshan City, Guangdong Province, China

Product: Manual Wheelchair, Emergency Stretcher

Type: See annex for details

Product Classification:

Class |

The submitted technical files including test report of the above products have

been reviewed against the self declaration requirements of conformity for CE
marking according to Annex | & V11 of the 93/42/EEC Medical Device Directive
(including 2007/47/EC).

The review result of the technical files and test report support the self declaration for

the devices listed above. The test report and the technical files are the annex of this
report and should be used together.

Where the manufacturer affix’s the CE marking to the product listed they must

ensure that all the requirements of the appropriate EU directive(s) have and continue

to be met.

This report is not a certiticate of conformity.

No. 01990
Initial Issue Date: 13 Dec 2012

General Manager

(Signature)

This report is the property of NQA and should be returned to NQA upon request,



Annex to Report (No.01990)

Foshan Shenghai Medical Equipment Co., Ltd.

| Product Name I Type
Manual Wheelchair | SH-W001, SH-W004, SH-W005, SH-W006,
{l : | SH-W007, SH-W221
| Emergency “SH-S001, SH-S002, SH-S003, SH-S004, SH-S005,
| Stretcher | SH-S006, SH-S007, SH-S008, SH-S009, SH-S010,
SH-S011 Dt

This annex is only valid if attached to ﬂle'répar; mentioned above.

This report is the property of NQA and should be retumed to NQA upon request.




Compliance Report

Applicant: Foshan Shenghai Medical Equipment Co., Ltd.
Address: No.5-2, Row 3, Xiyue Industrial Area, Jiangbian Village,
Chancheng District, Foshan City, Guangdong Province, China

Product: Manual Hospital Bed, Electric Hospital Bed, Medical Cabinet,
Medical Trolley, Medical Chair

Type: - See annex for details

Product Classification: Class |

The submitted technical files including test report of the above products have
been reviewed against the self declaration requirements of conformity for CE
marking according to Annex [ & V1I of the 93/42/EEC Medical Device Directive
(including 2007/47/EC).

The review result of the technical files and test report support the self declaration for
the devices listed above. The test repoit and the technical files are the annex of this
report and should be used together.

Where the manufacturer affix’s the CE marking to the product listed they must
ensure that all the requirements of the appropriate EU directive(s) have and continue

to be met.

This report is not a certificate of conformity.

No. 01992

Initial Issue Date: 13 Dec 2012

LR

General Manager  (Signature)

This report is the property of NQA and shouid be retumed to NQA upon request,



