Changzhou DSB Medical Co., Ltd

Declaration of Conformity

‘Company Name | CHANGZH DSB MEDICAL CO., LTD
Address #98, Fumin Road, Qishuyan Economic Development Zone,
Qishuyan‘ Distrio_t,AChangzhou City, Jiangsu Province, China

, i3
Representative Name Wellkang Ltd.
Address e > The Black Church St Mary Iace Dublm 7 DO7P4AX Ireland
Certncatlon | Certificate o ‘
Date Expiry Date |
14 July 2019 | 27 May 2024
, - ation In :"',:‘-. n ! ) )mj-;-i }r , BT » ] e
Not|f|ed Body Name Intertek Semko AB
Address Torshamnsgatan 43 Box 1103, SE-164 22 Klsta Sweden
'Product Informaton A e
Product Descrlptlon Classmcatron Standards |
No. Applied
4531 Urine specimen collection bag sterile,200ml (100pcs) | Class 1s, ENISO
4511 Urine specimen coilection bag sterile,200ml (100pcs) | Rule 1 13485:2016
4535 Urine specimen collection bag sterile,100ml (100pcs)
4515 Urine specimen collection bag sterile,100ml (100pcs)
4540 Urine specimen collection bag sterile,10ml (100pcs)

DSB Medical declares that the above mentioned products meet the provisions of the Council
Directive 93/42/EEC as amended by 2007/47/EC for Medical Devices. All supporting
documentation is retained under the premises of the manufacturer.

The declaration statement is required {o include the national legislation of Sweden.
European Communities Council Directive 83/4Z/CEC as amended, concerning Medical
Devices as transposed into the requirements of the Swedish national legislation LVFS
2003:11declares that the above mentioned products meet the provisions of the Council
Directive 93/42/EEC as amendec by 2007/47/EC for Medical Devices. All supporting
documentation is retained under the premises of the manufacturer.

Name Sunny Han

Title Management Representative

Place of Issue #98, Fumin Road, Qishuyan Economic Development Zone,
Qishuyan District, Changzhou City, Jiangsu Province, China

Date of issue 2020-08-26

Signature | g\;\\/w 2\0(‘ MC’(%)/g



Changzhou DSB Medical Co., Ltd

Declaration of Conformity

Company Name CHANGZHOU DSB MEDICAL CO,, LTD
Address #98, Fumin Road, Qishuyzn Economic Development Zone,
Qishuyan District, Changzhou City, Jiangsu Province, China

" Representative Name Wellkang Lt
Address The Black Church, 5t. Mary’s Place, Dublin 7, D07 P4AX, Ireland

Certificate Expiry
| Date
ISO 13485: 2016 0085778-01 09 Jul 2020 14 Jul 2023

EC Certificate(s) Certificate Number | Certification Date

Notified Body Name

Product | Description Classific- | Standards
No. ation Applied
4501 Urine specimen collection bags non-sterile 200ml (100pcs) | Class 1, | EN ISO
4521 Urine specimen collection bags non-sterile,200ml (100pcs) | Rule 1 13485:2
4505 Urine specimen coilection bags non-sterile,100ml (100pcs) 016
4525 Urine specimen collection bags non-sterile,100ml (100pcs)

DSBE Medical declares that the above mentioned products meet the provisions of the Council
Directive 93/42/EEC as amended by 2007/47/EC jfor Medical Devices. Al supporting

documentation is retained under the premises of the manufacturer.

The declaration sfatementi is reqguired to include the national legislation of Sweden.
European Communities Council Directive 83/42/EEC as amended, concerning Medical
Devices as transposed into the requirements oi the Swedish national legislation LVFS
2003:11declares that the above mepntioned producte meet the provisions of the Council
Directive 93/42/EEC as amended by 2007/47/EC for Medical Devices. All supporting
documentation is retained under the premises of the manufacturer.

Name t Sunny Han

Title 2nt Reprose

Place of Issue #98, Fumin Road, Qishuyan Economic Development Zone,
Qishuyan Disirict, Changzhou City, Jiangsu Province, China

Date of Issue 2020-G8-26

Signature g\:{lﬂﬁ 2\@\/\ 217)..0"0%’"24



