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EC Certif icate
Directive g3l4zfEEC Annex il, excruding section 4

Full Quality Assurance System
Medical Devices

Registration No.:

Report No.:

HD 601A5A24 0001

31 590993 008

Manufacturer:

Products:

Bausch + Lomb, Incorporated
140O North Goodman St.
Rochester NY 14609
USA

InEraocular Lenses and Ophthaimic Devices

(see attachments for product.s and addlt:-onal sites included.)

Expiry Date: 2020-10-18

Effective Date: 2Oi.S-l_O_19

Date; zo15_10_i9

The Notified Body hereby declares that the requirements of Annex il, excluding section 4 of the directive93l42lEEc have been met for tho listed products. The above named manufacturer has established
:l1,tppl"".a ,oualitv assurance system, which is subiect to periodic surveillance, defined by Annex ll,soction 5 of the aforementioned directive, For placing on the market of class lll devices--co.l4ered bythis certificate an EC design-examination certificate aicording to Annex il, section-,S*,ig.-i'_gqg1r#d,
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Dipl.-lng. O, ffiruiH#tt,' "

ruv Rh6inland LGA Products GmbH - TillystraBe 2 - go431 Niirnberg

ttiv Rheinl"il-!!1,1oducl; glbf is a Notified Body accordins to onre;6' n,
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TUVRheinland

TUV Rheinland

LGA Products GmbH

Tillystral'3e 2, 9043'l Ntirnberg

HD 601A5A24 0001
31590993 008

Bausch + Lomb, lncorporated
140O North Goodman St.
Rochester NY 14609
USA

Doc. L/5, Rev. 1

Attachment
Gertificate
Registration
Fleport No.:

to

No.:

Manufacturer:

Additional sites included:

Bausch + Lornb, rncorporated
l-501 Graves Iv1iil Road
Lynchburg, VA 24502 USA

Bausch + Lomb, Incorporated
3365 Tree Court fndustrial B1vd.
St. Louie, MO 53L22 USA

Bausch + Lomb, Incor-porated
499 Sovereign Court
Manchester, MO 63011 USA

Bausch + Lomb, IncorporaLed
50 Tech;rology Drive
Irvine, CA 92618 USA

i.

Date: zArc-Oz-OG
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TUV Rheintand
LGA Products GmbH

TillystraBe 2, g04g 1 Nrirnberg

HD 601A.50i24 0001
31590993 008

9g9r^"t * Lom.b, Incorporated
14AA North Goodman 5t.
Roehester NY l4609
USA

Doc. 2/5, Rev. 1

Attachment
Certifi.cate
Registration
Report No.:

to

No.:

MaRufacturer:

Add:i-tional sites included:

tsausch + Ilondc, fncorpoiateC
21 Park Plaee Blvd. N.
C'learwater, FL 337,59 UgA

trate: 20t6-02-06
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TUVRheinland

TUV Rheinland

LGA Products GmbH
TillystraBe 2, 90431 Nrirnberg

to

No.: HD 60105024 0001
31590993 009

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

Manufacturer:

Products includeci;

Visccelastics, HPMC (Hydroxypropylmethylcellulose)
Viscoelast.j-cs, bacLeria ferment,ed
fOL, Anterior ChanJcer PMMA Lenses
IOII, Posterior Chamber PMMA lJenses
IOL, Posterior Chamber Lenses, Fo1dable,
Sofport and Soflex, and Hydrophobic Acrylic
Tnf, Dnql- eri nr l^l"'rmhar l,onca< E'n'l d>hl p anlli cl-:
Tnr. DAcr-a?i ar r.ah=mtrer r.ahdad r'^ldabIe, HydfOphiliClvr.evv, - v-

Acrylic
Silicone Oil
Perfluorocarbons, DK-Line, OkEa-Line
Ophthalmic Microsurgrical Sysiem, Stellaris
OphEhalmic Microsurgi.cal System, Stellar:-s PC

Ophtha).mic Microsurgical Handpaeces, for Premiere
ophEhatrmic Microsurgical Handpieces, for Mi1lennium
ophEhaimic Microsurglca1 Handpieces, for Steliaris
ophihalmic Microsurgical Handpieces, f.or Stellaris PC

Doc . 3,/5 , Rev. i

Attachment
Certificate
Registration
Report No.:

Date: 20rl6-02-06
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TUVRheinland

fUV Rheinland

LGA Products GmbH

TillystraBe 2, 90431 Ntirnberg

Dac . 1/ 5, Rev. l"

Attachment
Certificate
Registration
Report No.:

to

No":

Manufacturer:

FtD 601A5024 0001
31590993 008

Bausch + Lomb, Incorporated
14OO North Goodman St.
Rochester NY 14609
usA

Produccs included:

- Ophthalmj-c Procedure Packs, with
for Prof 6o5. Premi r.rc. Mi 1 'l enni rrm!vgvJ9,

* opht,halmic Procedure Packs, with
for Stellaris

- OphEhalmic Procedure Packs, with
f^r .qFalirrrq Pf'

- Non-active Ophthalmic Procedure Packs,
for Drot6o6 . Prcmi e*e Mi '1 i enni rtmrv! - rvevf,e/

- \ron-active Ophthalmic Procedure Packs, for SteIlaris
-'Noi-active Ophthalmic Procedure Packs , fot SEellaris PC

- Non-active ophthalmologj-c Product, Balanced salE solution
. Non-active Ophthalrnologic Product, sterj-Ie Cannuia

anci Cystotomes
Proiuct, LasereCge knife
Producr,, non-steril-e Cystotomes
Products, Infusion/

energy driven components

energ'y driven components

energy driwen components

- Non-active opht.halmologic
- Non-acEive ophthalmologic
- Non-active ophLhalrr.ciogic

non-sterile Ca:rnu1a

l^$i,k

",,',*,JS,

Date: 2016-02-00

Notified
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TUVRheinland

TUV Rheinland

LGA Froducts GmbH
TilfystraBe 2, 90431 Ni.irnberg

Doc. 5/5, Rev. 1

to

No-: HD 60105A24 0001
31590993 008

Bausch + Lomb, Incorporated
14O0 North Goodnran St.
Rochester NY 14609
USA

Manufacturer:

Products included:

Non-act j.ve Opht.halmologic product,
Lens Insertion Device, disposable - use wi:h Silicone IOLs
Non-active Ophthalmolcgic product,
Lens Insertion Device, d:-sposable - use with Acrylic IOL5
Non-aclive OphEhalmologic Product,
Lens Insertion Device, cartridge with disposable handpiece
Non-acEj-ve Ophthalnoiogic Product,
iJens Inser:ion Device, cartridge with reusable ha:rd.piece
Non-actiwe Ophchalmologic producL,
Independent, Viewing Chamber
Non-actj-ve Opht,halrnoJ-ogic Product,, Phaco Needle
Actj-ve Ophthainric Device, frregation/Aspiration handpiece
Accive Ophthaimic Device, Eipolar Forceps

For the foLlowing devj-ces the scope covers onty tshe aspects
of manufacEure conserned. with conformity of t,he nroducts

Attachment
Certificate
Registr:ation
Report No.:

tdi l-h thF mal-rnl aai nr'l romri rahania.4! !e\4u-rv

- Markerq Frr'l cr< and lfarraecv t.. .!u-v- v

Date: 2016-02-06
1r-.
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