EC Certificate Full Quality Assurance System: Certificate TW19/20058

The management system of

ST. Shine Optical Co., Ltd.

4,5F., No.276-2, Sec. 1, Ta Tung Rd., Hsi Chih Dist.,
New Taipei City 221, Taiwan

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 16 December 2019 until 29 March 2024
and remains valid subject to satisfactory surveillance audits.

Issue 1. Certified since 02 October 2013

and first certified by SGS Belgium NV since 16 December 2019

This is a multi-site certification.
Additional site details are listed on subsequent pages

Certification is based on reports numbered TW/TPE K605875

Authorised by
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SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com
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This document s issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.comfterms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https:/www.sgs.com/en/certified-
clients-and-products/certified-client-directory. Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.
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Certificate TW19/20058 continued

ST. Shine Optical Co., Ltd.

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4).

issue 1

Detailed scope

Sterile soft contact lenses;
Sterile moulded soft contact lenses.

Where the above scope includes class [l medical device(s), a valid EC Design Examination Certificate according to
Annex I (Section 4) is a mandatory requirement for each device in addition to this certificate to place that device on
the market.

Additional facilities
- 4F, TF, No. 306-3, Sec. 1 Ta Tung Rd., Hsi Chih Dist.,

New Taipei City 221, Taiwan

No. 147, Kang Ning St., Hsi Chih Dist.,
New Taipei City 221, Taiwan

- ‘  3, 4F., No. 308-6, Sec. 1, Ta Tung Rd., Hsi Chih Dist.,
‘ New Taipei City 221, Taiwan

4F-1, 5F-1, No. 239, Sec. 1, Ta Tung Rd., Hsi Chih Dist.,
New Taipei City 221, Taiwan

No. 46, Dunan St., Qidu Dist.,
Keelung City, Taiwan

5F, 6F, No.93, Sec. 1, Xintai 5th Rd., Hsi Chih Dist.,

New Taipei City 221, Taiwan
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Corrigendum to Certificate TW19/20058 -~~~

ST. Shine Optical Co., Ltd.

Certificate Sites
4, 5F., No. 276-2, Sec. 1, Ta Tung Rd., Hsi Chih Dist., New Taipei City 221, Taiwan

Scope:

Certificate Scope (EN) Sterile soft contact lenses; Sterile moulded soft contact
lenses.

This corrigendum is only valid together with accompanying 93/42/EEC certificate

issue 1
Correction Date Correction
Change approved by SGS on Change of Scope
03 September 2021 Sterile moulded soft contact lenses.

Authorised by

Global Medical Devices Certification Manager

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.5gs.com

LPMD5105 - Comigendum to Certificate
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This docurnent is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
WWW.50S.COMABINS Wmmmbnsmnﬂnemﬁmsd
liability, indemnification and jurisdicional issues established therein. The

or faisification of the mnhﬂlurwmoﬂﬂs document is uniawful and
offenders may be prosecuted to the fullest extent of the law,



