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Certificate of Module D Production monitoring for

equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lli

FPC Certificate No.: CE-PC-200313-045-FPC-|

Certificate Suzhou Bolisi Medical Technology Co., Ltd.
holder: Bailongqgiao Industrial Community, Yangshe Town,
Zhangjiagang City, Jiangsu Province, China

Manufacturing Bailongqgiao Industrial Community, Yangshe Town,
location: Zhangjiagang City, Jiangsu Province, China

The scope of the  The manufacture of respiratory protective devices
certification for: The standards relevant to this Module D certificate are list on
the schedule

Valid from: 2020-04-10
Revision date: 2022-12-19
To: 2025-12-18

CCQS Certification Services Limited in its role as a Notified Body for Personal Protective Equipment
Regulation (EU) 2016/425, is monitoring that the manufacturer is producing PPE in conformity with the

type described in the EU Type-examination certificate and associated technical file and which satisfies the
Essential Health and Safety Requirements of the Regulation.

The equipment covered by this certificate is listed in the accompanying schedule. This certificate is not
complete and has no validity without the accompanying schedule and revision Index.

The manufacturer is hereby authorized to affix our Notified Body number, 2834, to each item of PPE
mentioned in the schedule which accompanies this certificate whilst this certificate remains valid.

This certificate and the accompanying schedule remain the property of CCQS and maybe withdrawn or

revised at any time if CCQS considers that the equipment is no longer in conformity with the requirements
of the Regulation. —

Approved by Ireland ‘ “l ISO 17065
Government

as a Notified Body I N AB

for CE Marking No.2834

ACCREDITED

PRODUCT CERTIFICATION

OETAILED IN ScopE REG NO.GO2®

CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,
D15 AKK1, Ireland

Tel: +00 353 1 588 6920 Website: www.ccqs.co.uk E-maill: verify@ccags.ie
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If In any doubt about the integrity of this certificate, please contact CCQS by email to verify. 31.10.22)
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Schedule of Module D Production monitoring for

equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lli

Schedule to CCQS FPC Certificate No.: CE-PC-200313-045-FPC-

Moduct referen@gd description

Certificate Revision Revision details
B | 2020-04-10

C 2021-04-10 Extension to certificate validity following
Module C2 assessment

b | 20210624 |  Addition of model: BS-9001S
E 2021-07-13 Addition of models: BLS-9901F,
Addition of model: BLS-9902B
G 2022-04-02 Re-issued following successful Year 2
~_ Addition of model: BS-9501S
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CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,
D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccqgs.co.uk E-mall: verify@ccas.ie (Fiaz%ﬁ_oaﬁ?;ei,

If in any doubt about the integrity of this certificate, please contact CCQS by email to verify. 31.10.22)
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Schedule of Module D Production monitoring for

equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category lli

Schedule to CCQS FPC Certificate No.: CE-PC-200313-045-FPC-

Certificate Revision Revision details

2022-12-19 Clerical change of validity to complete
3-year cycle based around Module
C2/Module D transition

This schedule has no validity without the accompanying certificate.
This schedule and the accompanying certificate remain the property of CCQS and
maybe withdrawn or revised at any time if CCQS considers that the equipment is no

longer in conformity with the requirements of the appllca?w alr,gé} and the

Regulation.
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CCQS Certification Services Limited

Block 1 Blanchardstown Corporate Park, Ballycoolin Road, Blanchardstown, Dublin15,
D15 AKK1, Ireland

Tel: +00 353 1 588 6920  Website: www.ccqgs.co.uk E-mall: verify@ccas.ie (anaz%ﬁ_o?iﬁ?;ei,

If In any doubt about the integrity of this certificate, please contact CCQS by email to verify. 31.10.22)



