Certificate FI20/965917

Zhejiang Lanhine Medical
Products LTD.

1989 Cidong Road, Cidongbinhai District,
315300 Cixi CityZhejiang Province,
PEOPLE'S REPUBLIC OF CHINA

Itis certified that the manufacturer's technical file and the PPE product detailed on
page 2 have been assessed and found to be in accordance with

Regulation (EU) 2016/425

Module B, EU type-examination

This certificate is valid from 03 June 2020 until 03 June 2025
1. Certified since 03 June 2020
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This documenit s issued by the Company subject to its General Gonditions-of
Cartification Serviges accessible al www.sgs.comierms_and_conditions hitm,
Aftenfion is drawn to the Emitations of Gabilty, Indexnnificatian and jurisdictenal
issues estabfishad therein, The authenticity of this o ant may be verified at
hﬁp:mev.sqs.anenIcerﬁﬁsddents-and-prnduc%{uemﬁed¢ﬁéﬁidkechry.
Any unautharizad alteration, fargery or falsification ofthe content.or appearance
of this document is unlawful arid offenders may be prosacuted fo the fubest
axtant of the L.




Certificate FI20/965917, continued

Zhejiang Lanhine Medical
Products LTD.

Regulation (EU) 2016/425

Medule B, EU type-examination

Issue 1

PPE Product

Lanhine (logo) Madel 1:15801, fold flat, single use Particle filtering half
mask.

It is certified that the manufacturer's technical file and the above mentioned
PPE have been assessed and found to meet the applicable Essential Health
and Safety Requirements in Annex |l of Regulation (EU) 2016/425 Personal

Protective Equipment

The following have been applied:

EN 149:2001 + A1:2009 (Respiratory protective devices ~ Filtering half
masks to protect against particles) for a performance classification FFP2
NR.

This certificate is issued on the strict condition that appropriate checks on
manufactured PPE, as detailed in Article 19 (¢} of the Regulation are
implemented and maintained while the model is in production

Certification is based on technical file reference: Model 1:15801 Revision A1
dated May 24th 2020

SGS Reference Number UK/CRS 241151,

This certificate remains the property of SGS Fimke Oy Ltd to whem it must be refumed to on request.
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Certificate CN20/42519

The management system of

Zhejiang Lanhine Medical
Products Ltd.

No. 1989 Cidong Road, Cldongbinhai District, |
Cixi City, Zhejiang Province, P.R. China

has been assessed and certified as meeting the requirements of

Regulatlon (EU) 2016/425

Module D

For the following activities

Manufacture of particle Filtering Half Protective Mask

(Note: all products marked CE0598 must have a valid EU Type
Examination Certificates issued under Module B or a valid EC type-
examination certificate |ssued under Article 10 of the PPE Directive
89/686/EEC.)

ThIS ce flcale is alld from 3 November 2020 untll 2 November 2023

remains valid subject to satisfactory surveillance audits.
e certification audit due before 20 October 2023
Issue 1 Certified since 3 November 2020
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