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BAUSCH & LOMB INCORPORATED 
DECLARATION OF CONFORMITY 

 
 
 
Bausch & Lomb Incorporated declares under its sole responsibility that the product(s) listed are made 
in accordance with the Essential Requirements of the European Economic Community Medical Device 
Directive, ANNEX II [EC93/42/EEC]. 
 
 
Manufacturer:  
Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609 
U.S.A. 
 
Medical Device:  Soft Contact Lenses, daily-wear and extended wear (polymacon) 
 
File Number:   252.139 
 
Products / GMDN Code: SofLens Multifocal / 47842 

OPTIMA 38/SP / 47842 
OPTIMA 38 / 47842 

    SofLens Natural Colors / 47842 
    Soflens Starcolors II / 47842 

Optima Natural Look / 47842 
MAXSIGHT / 47842 

    OPTIMA FW / 47843 
    OPTIMA 6M / 47842 
    SofLens 38 / 47842  

SofLens 38 / 47843  
Bausch & Lomb Primalents / 47842 

    HO3 / 47842 
HO4 / 47842 
H3/ 47842 
H4 / 47842 
B3 / 47842 

    F / 47842 
F3 / 47842 
N / 47842 
Plano T / 47842 
SofSpin II/ 47842 
SeeQuence / 47843 

    Waicon Tri-Kolor/ 47842 (excluding plano* contact lenses) 
    Waicon Tri-Kolor-XS/ 47842 (excluding plano* contact lenses) 
    Waicon Basic Colours/ 47842 (excluding plano* contact lenses) 

http://www.bausch.com/
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    Basic Colours/ 47842 (excluding plano* contact lenses) 
    Basic Colours XS/ 47842 (excluding plano* contact lenses) 
    Amazon/ 47842 (excluding plano* contact lenses) 
    Amazon XS/ 47842 (excluding plano* contact lenses) 
    Lumina/ 47842 (excluding plano* contact lenses) 
    Lunare/ 47842 (excluding plano* contact lenses) 
    Lune/ 47842 (excluding plano* contact lenses) 
    Lumen/ 47842 (excluding plano* contact lenses) 
    Soflens Starcolors III/ 47842 (excluding plano* contact lenses) 
    Aquarelle/ 47842 (excluding plano* contact lenses) 
     

*Plano contact lenses have no optical power (0.00 Diopters) 
    

 
 
Device Class: 
Class IIa, Rule 5 
 
 
Quality Management System Certificate: 
Bausch & Lomb Incorporated (Rochester):  NSAI MD19.1854 
 1400 North Goodman Street 
 Rochester, NY 14609 
 USA 
 
Bausch & Lomb Ireland:  NSAI MD19.1854/E 
 Unit 424/425 Contact Lens Division 
 Industrial Estate 
 Cork Road 
 Waterford 
 Ireland 
 
B.L. Industria Otica Ltda.:  NSAI MD19.1858 
 Rua Dona Alzira 139 
 Porto Alegre RS 

91110-010 Brazil 
 
 
European Authorized Representative*: 
Bausch & Lomb Incorporated 
Cork Road Industrial Estate 
Waterford, X91 V383, Ireland 
 
*The previous EU Authorized Rep address may appear on product manufactured prior to 29-Mar-2019. 
Bausch & Lomb Incorporated 
106 London Road 
Kingston-upon-Thames Surrey 
KT2 6TN UK 

http://www.bausch.com/
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The referenced product(s) conform to the following standards and / or other normative documents,
pursuant to the provisions of the European Economic Community Medical Device Directive
Regulations:

Signed on behalf of Bausch & Lomb Incorporated

er,:f . / l, ZDl tl
Issuance Date

Revision: O
Issuance Date: October 2018

Standard Tttle

EN 556-l:2001
Sterilization of Medical Devices - Requirements for Medical Devices to be Desipated
"Sterile" - Part l: Requirements for Terminally Sterilized Medical Devices.

EN 104l:2008 Information Supplied by the Manufacturer for Medical Devices

EN ISO 10993

Biological Evaluation of Medical Devices
Part l: 2009 - Evaluation and tesing within a risk management process

Part 5: 2009 - Tests for In Vitro Cytotoxicity
Part l0: 2010 - Tests for lrritation and Delayed lype Hypersensitivity
Part I l: 2009 - Tests for Systemic Toxicity

EN ISO I1607

Part l: 2009 - Packaging for Terminally Sterilized Medical Devices - Requirements for
materials, sterile barrier systems and packaging systems

Putzt2006 - Packaging for Terminally Sterilized Medical Devices - Validation requirements
for formins- sealins and assemblv Drooesses

ENISO 11978:2000 Contact Lenses and Contact Lens Care Products - Information Supplied by the Manufacturer

EN ISO ll98l:2009 Ophthalmic Optics - Contact Lenses and Contact Lens Care Products - Determination of
phvsical compatibility ofcontact lens care products with contact lenses

EN ISO 11987:2012 Optics and Optical Inshuments - Contact Lenses - Determination of Shelf Life

EN ISO 13485:2016 Medical devices - Quality managoment systems - Requirements for regulatory purposes

EN ISO 14155:2011
Clinical investigation of medical devices for human subjects - Good clinical practice -
Second Edition

EN ISO 14534:2011
Ophthalmic Optics - Contact lenses and contact lens care products - Fundamental

Reouirements

EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical Devices

EN ISO 15223-l:2016
Medical devices - Symbols to be used with medical device labels, labelling and information to
be suoplied - Part l: General requirements

EN ISO 17665-l.,20M
Sterilization of Health Care Products - Moist Heat - Part l: Requirements for the
Develoomenl Validation and Routine Control of a Sterilizafion Process for Medical Devices

EN ISO 18369
Parts l, 3-4:2006 - Ophthalmic Optics - Contact Lenses

Part2 - Tolerances: 2012 - Ophthalrnic Optics - Contact Lenses

EN ISO 62366:2O08 Medical Devices - Application of usability engineering to medical devices

Senior Manager, Regulatory Affairs
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BAUSCH & LOMB INCORPORATED 
DECLARATION OF CONFORMITY 

 
Bausch & Lomb Incorporated declares under its sole responsibility that the product(s) listed are made in 
accordance with the Essential Requirements of the European Economic Community Medical Device 
Directive, ANNEX II [EC93/42/EEC]. 
 
Manufacturer:  
Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609 
U.S.A. 
 
Medical Device: Multi-Purpose Rigid Contact Lens Solutions 
 
File Number:  252.281 
 
Products / GMDN Code:  

Bausch & Lomb Elite Conditioning Solution / 48075 
Bausch & Lomb Elite MultiPak / 48075 
Bausch & Lomb RGP Conditioner / 48075 
Bausch & Lomb Boston Advance Comfort Formula Conditioning Solution / 
48075 
Bausch & Lomb Simplus Multi-Action Solution HGP MPS / 48075 
Boston Conditioning Solution / 48075 
Boston Classic Conditioning Solution / 48075 
Boston Conditioner (formula BCIII) / 48075 
Boston ADVANCE Conditioner (formula BCIII) / 48075 
Boston ADVANCE FORMULA Conditioner (formula BCIII) / 48075 
Boston ADVANCE COMFORT FORMULA Conditioner (formula BCIII) / 
48075 
Boston Conditioner ADVANCE COMFORT FORMULA (formula BCIII) / 
48075 
Boston Conditioner ADVANCE (formula BCIII / 48075 
Boston Conditioner ADVANCE FORMULA (formula BCIII) / 48075 
Boston Conditioning Solution (formula BCIII) / 48075 
Boston ADVANCE Conditioning Solution (formula BCIII) / 48075 
Boston ADVANCE FORMULA Conditioning Solution (formula BCIII) / 48075 
Boston ADVANCE COMFORT FORMULA Conditioning Solution (formula 
BCIII) / 48075 
Boston Conditioning Solution ADVANCE COMFORT FORMULA (formula 
BCIII) / 48075 
Boston Conditioning Solution ADVANCE (formula BCIII) / 48075 
Boston Conditioning Solution ADVANCE FORMULA (formula BCIII) / 48075 
Boston simplus 120 ml /48075 
Boston Simplus Multi-action Solution/48075 

http://www.bausch.com/


1400 North Goodman Street 
Rochester, NY 14609-3547 
585.338.6000 

                                                                                                                               www.bausch.com 
 

Revision: N  Page 2 of 3 
Issuance Date: September 2019 
   

See Attachment 1: Private Labelling 
 
 
Device Class:  Class IIb, Rule 15 
 
 
Quality Management System Certificate: 
Bausch & Lomb (Greenville):  NSAI MD19.1854/A  
Manufacturing Address:                                     

8507 Pelham Road     
Greenville, SC 29615     
USA       

 
Bausch & Lomb (Milan):  NSAI MD19.1268 

Registered office address:   Manufacturing Plant address: 
Via Martesana, 12    Via Pasubio, 34 
20090 Vimodrone    20846 Macherio 
Milano      Monza e Brianza 
Italy      Italy 

 
 
European Authorized Representative*: 
Bausch & Lomb Incorporated 
Cork Road Industrial Estate 
Waterford, X91 V383, Ireland 
 
 
Notified Body: 
National Standards Authority of Ireland (NSAI) 
1 Swift Square 
Northwood, Santry 
Dublin 9, Ireland 
Notified Body number: 0050 
 
 
 
 
 
 
 
 
 
*The previous EU Authorized Rep address may appear on product manufactured prior to 29-Mar-2019. 
Bausch & Lomb Incorporated 
106 London Road 
Kingston-upon-Thames Surrey 
KT2 6TN UK 
 

http://www.bausch.com/
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The referenced product(s) conform to the following standards and / or other normative documents,
pursuant to the provisions of the European Economic Community Medical Device Directive Regulations:

Signed on behalf of Bausch & Lomb Incorporated,

Revision: N
lssuance Date: September 2019

Standard Title

EN 1041:2008 lnformation Supplied by the Manufacturer for Medical Devices

EN ISO 10993

Biological Evaluation of Medical Devices
Part l: 2009 - Evaluation and testing within a risk management process

Part 5: 2009 - Tests for In Vitro Cltotoxicity
Part l0: 2010 - Tests for Irritation and Delayed Type Hypersensitivity
Part I l: 2009 - Tests for Systemic Toxicity

ENISO 11978:2000 Conkct Lenses and Contact Lens Care Products - Information Supplied by the Manufacturer

EN ISO 13212:2011 Ophthalmic Optics - Contact Lens Care Products - Guidelines for Determination of Shelf Life

EN ISO 13408
Part I : 2015 - Aseptic Processing of Health Care Products - General Requirements
Part 2: 201I - Aseptic Processins of Health Care Products - Filtration

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14155:.20{)9

Clinical investigation of medical devices for human subjects

Part l: General Requirements
Part 2: Clinical Investieation Plans

EN ISO 14534:,2011
Ophthalmic Optics - Contact lenses and contact lens care products - Fundamental

Requirements

ISO 14729:2001
Ophthalmic Optics - Contact Lens Care Products - Microbiological Requirements and test

methods for products and regimens for hygienic management of contact lenses (AMD I -
20r0)

ISO 14730:2000
Ophthalmic Optics - Contact Lens Care Products - Antimicrobial Preservative Efficacy
Testing and Guidance on Determining Discard Date

EN ISO 1497r:2012 Medical Devices - Application of Risk Management to Medical Devices

EN ISO 15223-l:2016
Medical devices - Symbols to be used with medical device labels, labelling and information to
be supplied - Part l: General requirements

EN ISO 62366:2008 Medical Devices - Application of usability engineering to medical devices

Senior Manager, Regulatory Affairs
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Cert-114: EC Annex II-NL-A4 (10) 

 
Quality System Approval Certificate 

Medical Devices Directive 93/42/EEC 
The National Standards Authority of Ireland as a duly designated 

Notified Body, (identification number 0050), for the purposes of the European Communities 
(Medical Devices) Regulations (S.I. No. 252 of 1994) 

APPROVES THE QUALITY SYSTEM APPLIED BY 

Bausch & Lomb Incorporated 
1400 North Goodman Street 

Rochester 
NY 14609 

USA 
to the Product Family 

Soft Corrective Contact Lens, Extended-wear, Therapeutic Contact 
Lens (balafilcon A) 

 

GMDN Code: 47843, 36054 
on the basis of examination under the requirements of Directive 93/42/EEC on Medical Devices, Annex 

II, excluding (4) 
The use of the NSAI Notified Body identification number 0050 in conjunction with CE Marking of 

Conformance for this product family is hereby authorised. 
 

Registration Number: 252.332 
Original Approval: 11 May 1998 
Last Amended on: 3 March 2020 
 Remains valid until: 26 May 2024 

 

Signed: 
 

 
Approved by: 
Dr. Caroline Dore Geraghty 
Director, Medical Devices 

Approved by: 
Dr. Elaine Darcy 
European Medical Device Operations Manager 

This certificate remains valid on condition that the Approved Quality System is maintained in an adequate and efficacious manner. 
Details of the operational locations included within the scope of this approval can be obtained from NSAI 

 

In the case of a Class III device, this certificate must be supported by a valid design examination certificate 
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland. 
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BAUSCH & LOMB INCORPORATED 
DECLARATION OF CONFORMITY 

 
 
 
Bausch & Lomb Incorporated declares under its sole responsibility that the product(s) listed are made 
in accordance with the Essential Requirements of the European Economic Community Medical Device 
Directive, ANNEX II [EC93/42/EEC]. 
 
 
Manufacturer:  
Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609 
U.S.A. 
 
Medical Device: Soft Corrective Contact Lens, Extended-wear, Therapeutic Contact 

Lens (balafilcon A) 
 
File Number:   252.332 
 
Products / GMDN Code: Bausch & Lomb PureVision / 36054 
    Bausch & Lomb PureVision Toric / 36054 
    Bausch & Lomb PureVision Multi-Focal / 36054 
    Bausch & Lomb PureVision2 / 36054 
    Bausch + Lomb PureVision / 36054 
    Bausch + Lomb PureVision Toric / 36054 
    Bausch + Lomb PureVision Multi-Focal / 36054 
    Bausch + Lomb PureVision2 / 36054 
    Bausch + Lomb PureVision2 for Astigmatism/ 36054 
    Bausch + Lomb PureVision2 for Presbyopia/ 36054 
 

Bausch & Lomb PureVision / 47843 
    Bausch & Lomb PureVision Toric / 47843 
    Bausch & Lomb PureVision Multi-Focal / 47843 
    Bausch & Lomb PureVision2 / 47843 
    Bausch + Lomb PureVision / 47843 
    Bausch + Lomb PureVision Toric / 47843 
    Bausch + Lomb PureVision Multi-Focal / 47843 
    Bausch + Lomb PureVision2 / 47843 

Bausch + Lomb PureVision2 for Astigmatism / 47843 
Bausch + Lomb PureVision2 for Presbyopia/ 47843 

 
See Attachment 1 for Private Label names 
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Device Class:   Class IIa, Rule 5 
 
 
Quality Management System Certificate: 
Bausch & Lomb Incorporated (Rochester):  NSAI MP19.1854/ Rev 1 
 1400 North Goodman Street 
 Rochester, NY 14609 
 USA 
 
Bausch & Lomb Ireland:  NSAI MP19.1854/E 
 Unit 424/425 Contact Lens Division 
 Industrial Estate 

Cork Road 
Waterford 
Ireland 

 
 
European Authorized Representative: 
Bausch & Lomb Incorporated 
Cork Road Industrial Estate 
Waterford, X91 V383, Ireland 
 
 
Notified Body: 
National Standards Authority of Ireland (NSAI) 
1 Swift Square 
Northwood, Santry 
Dublin 9, Ireland 
Notified Body number: 0050 
 
 



BAUS€H'I"OMts
See better. i=ive better.

1.400 North Goodman Street
Rochester, l',lY 14609

585.338.6000
ivww.bausc[.r.com

The referenced product(s) conform to the following standards and /or other normative documents,
pursuant to the provisions of the European Economic Community Medical Device Directive
Regulations:

Signed on behalf of Bausch & Lomb Incorporated

fopj, tS ut I
I.*fi"" D"t" -

Revision: AI
Issuance Date: September 2018

Standard Title

EN 556-l:2001
Sterilization of Medical Devices - Requirements for Medical Devices to be Designated

"Sterile" - Part l: Reouirements for Terminallv Sterilized Medical Devices.

EN 104l:2008 Information Supplied by the Manufacturer for Medical Devices

EN ISO 10993

Biological Evaluation of Medical Devices
Part I : 2009 - Evaluation and testing within a risk management process

Part 5: 2009 - Tests for In Vitro Cyotoxicity
Part l0: 2010 - Tests for Irritation and Delayed Type Hypersensitivity
Part I l: 2009 - Tests for Systemic ToxiciW

EN ISO I1607

Part l: 2009 - Packaging for Terminally Sterilized Medical Devices - Requirements for
materials, sterile barrier systems and packaging systen\s
Part2:2006 - Packaging for Terminally Sterilized Medical Devices - Validation requirements
for formins. sealine and assemblv Drocesses

EN ISO 11978:2000 Contact Lenses and Contact Lens Care Products - Information Supplied by the Manufacturer

EN ISO l198l:2009
Ophthalmic Optics - Contact Lenses and Contact Lens Care Products - Determination of
physical compatibility ofcontact lens care products with contact lenses

EN ISO 11987:2012 Optics and Optical Instruments - Contact Lenses - Determination of Shelf Life

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14155:2011
Clinical investigation ofmedical devices for human subjects'Good clinical practice - Second
Edition

EN ISO 14534:20ll
Ophthalmic Optics - Contact lenses and contact lens care products - Fundamental
Reouirements

EN ISO 14971,.2012 Medical Devices - Application of Risk Management to Medical Devices

EN ISO 15223-l:2016
Medical devices - Symbols to be used with medical device labels, labelling and information to
be supplied - Part l: General requirements

EN ISO 17665-l:2006
Sterilization of Health Care Products - Moist Heat - Part l: Requirements for the
Develoomenl Validation and Routine Control of a Sterilization Process for Medical Devices

EN ISO 18369
Parts l, 3-4: 2006 - Ophthalmic Optics - Contact Lenses

Part2 - Tolerances: 2012 - Oohthalmic Ootics - Contact Lenses

EN ISO 62366:2008 Medical Devices - Application of usability engineering to medical devices

Senior Manager, Regulatory Affairs

Page 3 of3



Legal Manufacturer

European Authorized
Representative(s)*

Notified Body

EC Gertificate Number 2S2.Z4Z

Product (s)

GMDN Code

Glassification

DoC for Soft Corrective Contact Lens,

Daily-Disposable and Daily Wear (hilafilcon)

I ;-:r':r::t,J; iiri:, +:, i .l-::. rl

EC Declaration of Conformity
According to Directive 93l42lEEC as amended by 2O07l47lEC

Bausch & Lomb Incorporated
1400 North Goodman Street
Rochester, NY 14609
U.S.A.

Bausch & Lomb lncorporated
Cork Road lndustrial Estate
Waterford, X91 V383, lreland

National Standards Authority of lreland (NSAI)
1 Swift Square
Northwood, Santry
Dublin 9, lreland
Notified Body number: 0050

1400 North Goodman Street
Rochester, NY 14609

585.338.6000
vyww.bausch.com

We hereby declare the conformity of the above mentioned products with the European Medical Device
Directive 93l42lEEC as amended by 2007147lEC Annex Il, Section 3. Above product(s) is/are developed
and manufactured in compliance with the MDD and the applicable European harmonized standards.

Place of lssue: Refer to Legal Manufacture/s Address above

Signature: (Ec
Name/Title/Position: Nancy Fehrman, Senior Manager, Regulatory Affairs

*The previous EU Authorized Rep address may appear on product manufactured prior to 29- March-2019.
Bausch & Lomb, lncorporated
'106 London Road
Kingston-upon-Thames
KT2 6TN UK

Soft Corrective Contact Lens, Daily-Disposable and Daily Wear
(hilafilcon)

47 841 (Disposabl e)l 47 82 (Daily Wear)

Class lla, Rule 5, according to Directive 93l42lEEC Annex lX

Revision: AB Page 1 of 2



 
 

 
DoC for Soft Corrective Contact Lens,                            Revision: AB                                                 Page 2 of 2  
Daily-Disposable and Daily Wear (hilafilcon) 
   

1400 North Goodman Street 
Rochester, NY 14609 

585.338.6000 
www.bausch.com 

 
 

EC DECLARATION OF CONFORMITY 
According to Directive 93/42/EEC as amended by 2007/47/EC 

  
Legal Manufacturer Bausch & Lomb Incorporated 

1400 North Goodman Street 
Rochester, NY 14609 
U.S.A. 

Product (s) Soft Corrective Contact Lens, Daily-Disposable and Daily Wear 
(hilafilcon) 
 

  
Product Name 

Disposable (GMDN Code 47841): 
Bausch & Lomb SofLens daily disposable (hilafilcon B) Visibility Tinted Contact Lens 
Bausch & Lomb SofLens daily disposable Toric (hilafilcon B) Visibility Tinted Contact Lens 
Bausch & Lomb Naturelle daily disposable (hilafilcon B) Cosmetically Tinted Contact Lens 
Daily Wear (GMDN Code 47842): 
Bausch & Lomb SofLens 59 (hilafilcon B) Visibility Tinted Contact Lenses 
Bausch & Lomb SofLens 59 (hilafilcon B) Visibility Tinted Contact Lenses for Daily Wear 
 
See Attachment 1 for Private Label Names 

 

http://www.bausch.com/
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BAUSCH & LOMB INCORPORATED 
DECLARATION OF CONFORMITY 

 
Bausch & Lomb Incorporated declares under its sole responsibility that the product(s) listed are made in 
accordance with the Essential Requirements of the European Economic Community Medical Device 
Directive, ANNEX II [EC93/42/EEC]. 
 
Manufacturer:  
Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609 
U.S.A. 
 
Medical Device: Hydrogen Peroxide Contact Lens Care Systems 
 
File Number:  252.857 
 
Products / GMDN Code (Branded Product):  

Bausch & Lomb EasySept® (Hydrogen Peroxide) / 45088 
Bausch + Lomb ReNu EasySept® / 45088 

Bausch + Lomb ReNu EasySept peroxide solution / 45088 
Bausch + Lomb EasySept® / 45088 
 
 

See Attachment 1 for private label tradenames.   
 
 
Device Class:  Class IIb, Rule 15 
 
 
Quality Management System Certificate: 
Bausch & Lomb (Greenville):  NSAI MD19.1854/A and MD19.1854/B 
Manufacturing and Sterilization Address:  Distribution Address: 

8507 Pelham Road    130 Commerce Drive 
Greenville, SC 29615    Greenville, SC 29615 
USA      USA 

 
Bausch & Lomb (Milan):  NSAI MD19.1268 

Registered Office Address:   Manufacturing Plant Address: 
Via Martesana, 12    Via Pasubio, 34 
20090 Vimodrone    20846 Macherio 
Milano      Monza e Brianza 
Italy      Italy 

 
 
 
 
 

http://www.bausch.com/
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European Authorized Representative*: 
Bausch & Lomb Incorporated 
Cork Road Industrial Estate 
Waterford, X91 V383, Ireland 
 
 
Notified Body: 
National Standards Authority of Ireland (NSAI) 
1 Swift Square 
Northwood, Santry 
Dublin 9, Ireland 
Notified Body number: 0050 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
*The previous EU Authorized Rep address may appear on product manufactured prior to 29-Mar-2019. 
Bausch & Lomb Incorporated 
106 London Road 
Kingston-upon-Thames Surrey 
KT2 6TN UK 

http://www.bausch.com/
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The referenced product(s) conform to the following standards and / or other normative documents,
pursuant to the provisions of the European Economic Community Medical Device Directive Regulations:

Signed on behalf of Bausch & Lomb lncorporated

lssuance

Revision: S

Issuance Date: February 2019

Standard Title

EN l04l:2008 lnformation Supplied by the Manufacturer for Medical Devices

EN ISO 10993

Biological Evaluation of Medical Devices
Part l: 2009 - Evaluation and testing within a risk management process

Part 5: 2009 - Tests for In Vitro Cytotoxicity
Part l0: 2010 - Tests for Irritation and Delayed Type Hypersensitivity
Part I l: 2009 - Tests for Systemic Toxicity

EN ISO 11978:2000 Contact Lenses and Contact Lens Care Products - Information Supplied by the Manufacturer

EN ISO r3212t2014 Ophthalmic Optics - Contact Lens Care Products - Guidelines for Determination of Shelf Life

EN ISO 13408
Part l: 201 I - Aseptic Processing of Health Care Products - Ceneral Requirements

Pur2i20ll - Aseptic Processing of Health Care Products - Filtration

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14155:2011
Clinical investigation of medical devices for human subjects - Good clinical practice - Second

Edition

EN ISO 14534..2011
Ophthalmic Optics - Contact lenses and contact lens care products - Fundamental

Requirements

EN ISO 14729:2Nl
Ophthalmic Optics - Contact Lens Care Products - Microbiological Requirements and test

methods for products and regimens for hygienic management of contact lenses (AMD I -
2010)

EN ISO 1473O:2014
Ophthalmic Optics - Contact Lens Care Products - Antimicrobial Preservative Efficacy
Testins and Guidance on Determinins Discard Date

EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical Devices

EN ISO 15223-l:2016
Medical devices - Symbols to be used with medical device labels, labelling and information to
be supplied - Part l: General requirements

EN ISO 62366:2OO8 Medical Devices - Application of usability engineering to medical devices

Senior Manager, Regulatory Affairs
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BAUSCH & LOMB INCORPORATED 
DECLARATION OF CONFORMITY 

 
Bausch & Lomb Incorporated declares under its sole responsibility that the product(s) listed are made in 
accordance with the Essential Requirements of the European Economic Community Medical Device Directive, 
ANNEX II [EC93/42/EEC]. 
 
Manufacturer:  
Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609 
U.S.A. 
 
Medical Device:  Soft corrective contact lens, daily-disposable (nesofilcon A) 
File Number:   252.860 
 
Products / GMDN Code: 
  

BAUSCH + LOMB Biotrue ONEday (nesofilcon A) Contact Lenses / 47841  
 BAUSCH + LOMB Biotrue ONEday (nesofilcon A) For Presbyopia Contact Lenses / 47841
 BAUSCH + LOMB Biotrue ONEday (nesofilcon A) For Astigmatism Contact Lenses / 47841 

 
See Attachment 1 for Private Label names 

 
Device Class:   Class IIa, Rule 5 

 
 
Quality Management System Certificate: 
Bausch & Lomb Ireland:  NSAI MD19.1854/E 
Unit 424/425 Contact Lens Division 
Industrial Estate 
Cork Road 
Waterford, Ireland 
 
European Authorized Representative: 
Bausch & Lomb Incorporated 
Cork Road Industrial Estate 
Waterford, X91 V383, Irelalnd 
 
 
Notified Body: 
National Standards Authority of Ireland (NSAI) 
1 Swift Square 
Northwood, Santry 
Dublin 9, Ireland 
Notified Body number: 0050 
 

http://www.bausch.com/
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The referenced product(s) conform to the following standards and / or other normative documents,
pursuant to the provisions of the European Economic Community Medical Device Directive
Regulations:

Signed on behalf of Bausch & Lomb Incorporated,

Revision: Q
lssuance Date: October 2018

Standard Title

EN 556-l:200llAC2006
Sterilization of Medical Devices - Requirements for Medical Devices to be Designated

"Sterile" - Part l: Reouirements for Terminally Sterilized Medical Devices.

EN 104l:2008 Information Supplied by the Manufacturer for Medical Devices

EN ISO 10993

Biological Evaluation of Medical Devices
Par1- l:2009/AC 2010- Evaluation and testing within a risk management process

Part 5: 2009 - Tests for In Vitro Cytotoxicity
Part l0: 2013 - Tests for Irritation and Delayed Type Hypersensitivity
Part I l: 2009 - Tests for Systemic Toxicity

EN ISO I 1607-l:2009
Part l: 2009 - Packaging for Terminally Sterilized Medical Devices - Requirements for
materials. sterile barrier svstems and packaging systems

ENISO 11978:2000 Contact Lenses and Contact Lens Care Products - Information Supplied by the Manufacturer

EN ISO I l98l:2009
Ophthalmic Optics - Contact Lenses and Contact Lens Care Products - Determination of
physical compatibility ofcontact lens care products with contact lenses

EN ISO 11987:2012 Optics and Optical Instruments - Contact Lenses - Determination of Shelf Life

EN ISO 13485:,2016 Medical devices - Quality management systems - Requirements for regulatory purposes

EN ISO 14155:20I I
Clinical investigation of medical devices for human subjects - Good clinical practice - Second

Edition

EN ISO 14534:2011
Ophthalmic Optics - Contact lenses and contact lens care products - Fundamental
Reouirements

EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical Devices

EN ISO 15223-l:2016
Medical devices - Symbols to be used with mcdical device labels, labelling and information to
be supplied - Part l: General requirements

EN ISO 17665-l:2006
Sterilization of Health Care Products - Moist Heat - Part l: Requirements for the

Develooment. Validation and Routine Control ofa Sterilization Process for Medical Devices

EN ISO 18369
Parts t , 3-4'.2006 - Ophthalmic Optics - Contact Lenses

Part2 - Tolerances: 2012 - Ophthalmic Optics - Contact Lenses

EN ISO 62366:,2O08 Medical Devices - Application of usability engineering to medical devices

Senior Manager, Regulatory Affairs
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BAUSCH & LOMB INCORPORATED 
DECLARATION OF CONFORMITY 

 
 
Bausch & Lomb Incorporated declares under its sole responsibility that the product(s) listed are made 
in accordance with the Essential Requirements of the European Economic Community Medical Device 
Directive, ANNEX II [EC93/42/EEC]. 
 
Medical Device: Soft corrective Contact Lens, daily wear ( Samfilcon A) 
 
File Number:  252.913 
 
Device Class:  Class IIa 
 
GMDN Code:  47842 Soft corrective contact lens, daily wear 

47841 Soft corrective contact lens, daily-disposable 
 

Products: BAUSCH + LOMB ProComfortTM (samfilcon A) Contact Lens 
 BAUSCH + LOMB ProComfortTM for Astigmatism (samfilcon A) Contact 

Lens 
BAUSCH + LOMB ProComfortTM for Presbyopia (samfilcon A) Contact Lens 
BAUSCH + LOMB Ultra (samfilcon A) Contact Lens 
BAUSCH + LOMB Ultra for Astigmatism (samfilcon A) Contact Lens 
BAUSCH + LOMB Ultra for Presbyopia (samfilcon A) Contact Lens 
 

Manufacturer:  
Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609, USA 
 
European Authorized Representative: 
Bausch & Lomb Incorporated 
Cork Road Industrial Estate 
Waterford, X91 V383, Ireland 
 
Notified Body: 
National Standards Authority of Ireland (NSAI) 
1 Swift Square 
Northwood, Santry 
Dublin 9, Ireland 
Notified Body number: 0050 
 
Quality Management System Certificate: 
Bausch & Lomb Incorporated (Rochester):  NSAI MP19.1854/ Rev 1 
 
 



BALTS€H. tr"OMB
5*-"e L:eiter. Li'se b*iter-.

14f)0 North Goodnran Street
Rochester, NY 14609

585.338.6000
wuvw.bausch.conr

The referenced product(s) conform to the following standards and / or other nonnative documents,
pursuant to the provisions of the European Economic Community Medical Device Directive
Regulations:

Signed on behalf of Bausch & Lomb Incorporated

Revision: H
lssuance Date: October 2018

Standard Title

EN ISO 13485:2016
Medical devices - Quality Management Systems - Requirements for Regulatory

Purposes

EN ISO 14155:201I
Clinical lnvestigation of Medical Devices For Human Subjects - Good Clinical

Practice

EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical Devices

EN ISO 14534:2011
Ophthalmic Optics - Contact lenses and contact lens care products - Fundamental

Requirements

EN ISO 18369:2006 Ophthalmic Optics - Contact Lenses, Parts 1-4

EN ISO 11987:2012 Optics and Optical Instruments - Contact Lenses - Determination of Shelf Life

EN ISO I l98l:2009
Ophthalmic Optics - Contact Lenses and Contact Lens Care Products -

Determination of physical compatibility of contact lens care products with contacl

lenses

EN ISO 11978:2000
Contact Lenses and Contact Lens Care Products - lnformation Supplied by the

Manufacturer

EN ISO 10993

Biological Evaluation of Medical Devices
Part l:2009 - Evaluation and testing within a risk management process

Part 5:2009 - Tests for In Vitro Cytotoxicity
Part 10:2010 - Tests for Irritation and Delayed Type Hypersensitivity

Part I l:2009 - Tests for Svstemic Toxicitv

EN ISO 17665-l'.2006
Sterilization of Health Care Products - Moist Heat - Part I : Requirements for the

Development, Validation and Routine Control of a Sterilization Process for
Medical Devices

EN 556.1:2001
Sterilization of Medical Devices - Requirements for Medical Devices to Be

Designated "Sterile" - Part l: Requirements for Terminally Sterilized Medical
Devices

ISO 15223-l:2016 Graphical symbols for use in the labeling of medical devices

EN 1041:2008 Information Supplied by the Manufacturer for Medical Devices

EN ISO I 1607

Packaging for terminally sterilized medical devices

Part l:2009 - Requirements for materials, sterile barrier systems and packaging
systems

Part2:2006 - Validation requirements for formine. sealins and assembly processes

Senior Manager, Regulatory Affairs
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BAUSCH LOMB 

EC Declaration of Conformity 

1400 North Goodman Street 

Rochester, NY 14609 

585.338.6000 

www.bausch.com 

According to Directive 93/42/EEC as amended by 2007/47/EC 

Legal Manufacturer 

European Authorized 
Representative( s) 

Notified Body 

EC Certificate Number 

Product (s) 

GMDN Code 

Classification 

Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609 
U.S.A. 

Bausch & Lomb Incorporated 
Cork Road Industrial Estate 
Waterford, X91 V383, Ireland 

National Standards Authority of Ireland (NSAI) 
1 Swift Square 
Northwood, Santry 
Dublin 9, Ireland 
Notified Body number: 0050 

252.124 

Multipurpose Contact Lens Care Solutions and Lens Care Kits 

45870,45088 

Class l lb, Rule 15, according to Directive 93/42/EEC Annex IX 

We hereby declare the conformity of the above mentioned products with the European Medical Device 
Directive 93/42/EEC as amended by 2007/47/EC Annex II, Section 3. Above product(s) is/are developed 
and manufactured in compliance with the MOD and the applicable European harmonized standards. 

Place of Issue: Refer to Legal Manufacturer's Address above 

Signature: -�----� __ e..o_· ___ Date:

Name/Title/Position: Melissa Thomas, Director, Regulatory Affairs 

DoC for Multipurpose Contact Lens Care 
Solutions and Lens Care Kits 

Revision: AF Page 1 of 2 



DoC for Multipurpose Contact Lens Care Revision: AF Page 2 of 2 
Solutions and Lens Care Kits 

1400 North Goodman Street 
Rochester, NY 14609 

585.338.6000 
www.bausch.com 

EC DECLARATION OF CONFORMITY 
According to Directive 93/42/EEC as amended by 2007/47/EC 

Legal Manufacturer Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609 
U.S.A. 

Product (s) Multipurpose Contact Lens Care Solutions and Lens Care Kits 

Product Name GMDN 45870 
Bausch & Lomb ReNu MultiPlus Multi-Purpose Solution 
Renu MultiPlus Multi-Purpose Solution 
Renu Multiplus 
BAUSCH + LOMB ReNu MultiPlus Multi-Purpose Solution 
BAUSCH + LOMB renu fresh multi-purpose solution 
BAUSCH + LOMB ReNu MPS Multi-Purpose Solution 
Bausch & Lomb ReNu MPS Multi-Purpose Solution 
Bausch & Lomb ReNu Multi-Purpose Solution 
BAUSCH + LOMB renu multi-purpose solution 
BAUSCH + LOMB renu sensitive multi-purpose solution 
BAUSCH + LOMB ReNu Multi-Purpose Solution 
Biotrue multi-purpose solution 
Bausch + Lomb Biotrue multi-purpose solution 
Biotrue multi-purpose solution flight pack 
ReNu MultiPlus CARE 
Renu Flight Pack 
BAUSCH + LOMB renu advanced formula multi-purpose solution 

Product Name GMDN 45088 
Bausch & Lomb ReNu MultiPlus Multi-Purpose Solution Kit (lens case included) 
BAUSCH + LOMB ReNu MultiPlus Multi-Purpose Solution Kit (lens case included) 
BAUSCH + LOMB renu fresh multi-purpose solution Kit (lens case included) 
Bausch & Lomb ReNu Multi-Purpose Solution Kit (lens case included) 
BAUSCH + LOMB renu multi-purpose solution Kit (lens case included) 
BAUSCH + LOMB renu sensitive multi-purpose solution Kit (lens case included) 
Biotrue multi-purpose solution Kit (lens case included) 
Bausch + Lomb Biotrue multi-purpose solution Kit (lens case included) 
Biotrue multi-purpose solution flight pack Kit (lens case included) 
ReNu MultiPlus CARE Kit (lens case included) 
Renu Flight Pack Kit (lens case included) 
BAUSCH + LOMB renu advanced formula multi-purpose solution Kit (lens case included) 

See Attachment 1 for Private Label Names 

http://www.bausch.com/








1400 North Goodman Street 
Rochester, NY 14609-3547 
585.338.6000 

                                                                                                                               www.bausch.com 
 

Revision:  N        Page 1 of 2 
Issuance Date: October 2018  
 

 
BAUSCH & LOMB INCORPORATED 
DECLARATION OF CONFORMITY 

 
 
Bausch & Lomb Incorporated declares under its sole responsibility that the product(s) listed are made 
in accordance with the Essential Requirements of the European Economic Community Medical Device 
Directive, ANNEX II [EC93/42/EEC]. 
 
 
Manufacturer:  
Bausch & Lomb Incorporated 
1400 North Goodman Street 
Rochester, NY 14609, USA 
 
 
Medical Device: Alphafilcon Soft Contact Lenses 
 
 
Products / GMDN Code: 47843 
Bausch & Lomb SofLens Toric (alphafilcon A) Visibility Tinted Contact Lenses 
 
 
Device Class:  Class IIa, Rule 5 
 
 
Quality Management System Certificate: 
Bausch & Lomb Ireland: NSAI MD19.1854/E 
Unit 424/425 Contact Lens Division 
Industrial Estate 
Cork Road, 
Waterford, Ireland 
 
 
European Authorized Representative: 
Bausch & Lomb Incorporated 
Cork Road Industrial Estate 
Waterford, X91 V383, Ireland 
 
 
 
 
 
 
 
 
 

http://www.bausch.com/


ffi&&swffie$ ,. fl,#,bp$ffi
1400 North Goodman Street
Rochester, NY 14609-3547
585.338.6000
wwlv.bausch.com

The referenced product(s) conform to the following standards and / or other norrnative documents,
pursuant to the provisions of the European Economic Community Medical Device Directive
Regulations:

Signed on behalf of Bausch & Lomb Incoroporated

r)r;{-, 5, Z-lB
Issuance Date

Revision: N
lssuance Date: October 2018

Standard Title

EN ISO 13485:2016
Medical devices - Quality Management Systems - Requirements for Regulatory

Pumoses

EN ISO 14155:201I
Clinical Investigation of Medical Devices For Human Subjects - Good Clinical

Practice

EN ISO 14971:2012 Medical Devices - Application of Risk Management to Medical Devices

EN ISO 14534.'2011
Ophthalmic Optics - Contact lenses and contact lens care products - Fundamental

Requirements
EN tSO 18369 Parts l, 34:.2006 - Ophthalmic Optics - Contact Lenses

Part 2 - Tolerances: 2Ol2 - Ophthalmic Optics - Contact Lenses

EN ISO 11987:2012 Optics and Optical Instruments - Contact Lenses - Determination of Shelf Life

EN ISO I1981-:2009
Ophthalmic Optics - Contact Lenses and Contact Lens Care Products -

Determination of physical compatibility of contact lens care products with contact
lenses

EN ISO 11978:2000
Contact Lenses and Contact Lens Care Products - Information Supplied by the

Manufacturer

EN ISO I0993

Biological Evaluation of Medical Devices
l:2009 - Evaluation and testing within a risk management process

Part 5:2009 - Tests for In Vitro Cytotoxiciry
10:2010 - Tests for Irritation and Delayed Type Hypersensitivity

Part I l:2009 -- Tests for Systemic Toxicity

Part

Part

EN ISO 17665-l:2006
Sterilization of Health Care Products - Moist Heat - Part I : Requirements for the

Development, Validation and Routine Control of a Sterilization Process for Medical
Devices

EN 556-l:2001
Sterilization of Medical Devices - Requirements for Medical Devices to Be

Designated "Sterile" - Part l: Requirements for Terminally Sterilized Medical
Devices

EN 15223:2016 Graphical symbols for use in the labeling of medical devices

EN 1041:2008 tnformation Supplied by the Manufacturer for Medical Devices

EN ISO 1 1607

Packaging for terminally sterilized medical devices
Part I:2009 - Requirements for materials, sterile barrier systems and packaging

systems
Pnt2:20O6 - Validation requirements for forming, sealing and assembly processes

Senior Manager, Regulatory Affairs

Page 2 of2
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