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) The Certification Body of
TUV Bheinland LGA Products GmbH

heraby certifies that the organization

Bausch + Lomb, Incorporated
1400 North Goodman St.
Rochester NY 14609
USA

for the following scope:

and distribution of medical devices

(see attachment for products and additional sites included)

Proof has been furnished that the requirements specified in

EN 1SO 13485:2016

are fulfilled. The quality management system is subject to yearly surveiliance.

Effective Date: 2018-11-09
Certificate Registration No. SX 801323510 0001

An audit was performed. Report No.© 31892411 001

This Certificate is valid untib 2021-10-18
Certfication Body
d;“’*— 5
{{ DAKKS
x«jg; . Deutsche
. Aklrediberungsstalle
D-7M-14169-01-02 o7

Date 2018-11-08

has established and appiies a quality managerment system for medical devices

Design, development, manufacture, instaliation, servicing

TUVRheinland

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Telo +48 221 BOS-1371 Fax +49 221 806-3835 e-mai cen-valgity@de iy com hitp Jwww tuy. convsalety
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?istsatisﬂ No.:
port No.:
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f rganization:

(i mkm

1,;2 Deutsche

Date: 2018-11-09

Akkreditierungsstells
D-IM-13188 0102

TUVRheinland

3s

/3, Rev. B

TUV Rheinland
LGA Products GmbH
Tillystrale 2, 90431 Nirnberg

8X 60133519 0001
31882411 001

Bausch -+ Lomb, Incorporated
1400 North Goodman St.
Rochester NY 14608

usa

Devices included:

~ Mamual Surgical Instruments for Ophthalaology;
orolarvyngology and Plas tza
- Ophthalmic Surgical Eguipy
-~ Procedurs Packs for use
Eguiptent during {atarag
~ Intracoular Lenses and
~ Vigcoelastics and Retin

y Burgical
tinal procedu

Ceartification Body
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Scope:

TillystraRe 2, 90431 Niirnberg

8X 60133518 0001

. Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

(@ DAKLS

2018-11-08

TUNRleand

TUV Rheinland
LGA Products GmbH

318824117 001 )

Bausch + Lomb, Incorporated
1400 North Goodmaean St
Rochester NY 14808

USA

Sites included:

cing and distribution of;
Cphthalmology,
Receonstructive procedures
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TUVRheinland

TUV Rheinland Boike S Rewrr 3
LGA Products GmbH
TillystralRe 2, 90431 Nirnberg

stration No.: 88X 80133519 0001
31882411 001

: Bausch + Lomb, Incorporated
1400 North Goodman 5t
Rochester NY 14608
USA

3

Bites dncluded:

o
21 Park Flace Blvd. N,

Bausch + Lomb, Incorxporated
1
Clearwatey, FL 33788 USA *

the design and development,

Cortification Body

DBeutsche
Akkredinerungssielie
U 2841416590102

Date: 2018-11-08
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