‘ EC Certificate | TUVRheinland

Full Quality Assurance System
MDD Annex Il excl. 4

‘ Registration No.: HD 60146676 0001

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

Products: Intraocular Lenses and Ophthalmic Devices
(see attachment for products and additional sites included)

Additional sites included:;

Bausch + Lomb, Incorporated
1501 Graves Mill Road
Lynchburg, VA 24502 USA

Bausch + Lomb, Incorporated
3365 Tree Court Industrial Blvd.
St. Louis, MO 63122 USA

Bausch + Lomb, Incorporated . ! .
99 Soveteian Colirt Digitally signed by Pereteatco Alina
4 g Date: 2021.10.08 12:11:06 EEST

Manchester, MO 63011 USA Reason: MoldSign Signature
Location: Moldova

Bausch + Lomb, Incorporated
50 Technology Drive

The Notified Body hereby declares that the requirements of Annex [l, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established and
applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class |l devices covered by this
certificate an EC design-examination certificate according to Annex !! section 4 is required.

Report No.: 234163243-20

Effective date: 2021-01-18

Expiry date: 2024-05-26 .
Issue date: 2021-01-18

oot Song Liu
T einland LGA Products GmbH
Tillystralie 2 - 90431 Nurberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according fi8-Dikefilive 93/42/EEC concerning medical
devioes with the identification nymBef. 949 igned by Pereteatco Al %
Date: 2021.10.07 23:11:04 EE } 2 ---@
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EC Certificate

Full Quality Assurance System
MDD Annex Il excl. 4

Registration No.: HD 60146676 0001
Manufacturer: Bausch + Lomb, Incorporated
1400 North Goodman St.
Rochester NY 14609
USA

Irvine, CA 92618 USA

Bausch + Lomb, Incorporated
21 Park Place Blvd. N.
Clearwater, FL. 33759

Products included:

- Viscoelastics, HPMC {Hydroxypropylmethylcellulose)
- Viscoelastics, bacteria fermented
- |OL, Anterior Chamber PMMA Lenses
-~ |OL, Posterior Chamber PMMA Lenses
- 1QL, Posterior Chamber Lenses, Foldable,
Softport and Softflex, and Hydrophilic Acrylic
- |OL, Posterior Chamber Lenses, Foldable, enVista

- 0L, Posterior Chamber Lenses, Foldable, Hydrophobic

Acrylic
- Silicone Qil
- Ophthalmic Microsurgical System, Stellaris
- Ophthalmic Microsurgical System, Stellaris PC
- Ophthalmic Microsurgical Handpieces, for Premiere
- Ophthalmic Microsurgical Handpieces, for Millineum
- Ophthalmic Microsurgical Handpieces, for Stellaris PC
- Ophthalmic Microsurgical Handpieces, for Stellaris

Report No.. 234163243-20
Effective date: 2021-01-18
Expiry date: 2024-05-26
Issue date: 2021-01-18

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC conceming medical

devices with the identification number 0197,

G h L0 B TUW TUEY and TUWY are raquawsred fracermks. Ulinaion and appicaian Foquires Do Pl

K ®
TUVRheinland

TUV Rheinland LGA Products GmbH
Tillystrafie 2 - 90431 Nilmberg - Germany

Song Liu
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EC Certificate TUVRheinland

‘ Full Quality Assurance System

MDD Annex Il excl. 4

Registration No.: HD 60146676 0001
Manufacturer: Bausch + Lomb, Incorporated
1400 North Goodman St.
Rochester NY 14609
USA

‘ Products included:

- Ophthalmic Procedure Packs, with energy driven components
for Protégé, Premiere, Millennium

- Ophthalmic Procedure Packs, with energy driven components
for Stellaris

- Ophthalmic Procedure Packs, with energy driven componenis
for Stellaris PC

- Non-active Ophthalmic Procedure Packs,
for Protégé, Premiere, Millennium

- Non-active Ophthalmic Procedure Packs, for Stellaris

- Non-active Ophthalmic Procedure Packs, for Stellaris PC

- Non-active Ophthalmologic Product, Balanced Salt Sclution

- Non-active Ophthalmologic Product, sterile Cannula
and Cystotomes

- Non-active Ophthalmologic Product, Laseredge knife

- Non-active Ophthalmologic Product, non-sterile Cystotomes

- Non-active Ophthalmologic Product, Infusion/Non-sterile Cannula

Report No.. 234163243-20
Effective date: 2021-01-18
Expiry date: 2024-05-26
Issue date: 2021-01-18

Tillystrale 2 - 90431 NUrnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 83M42/EEC concerning medical

devices with the identification number 0197.
Page 3 of 4
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EC Certificate TOVRheinland

Full Quality Assurance System
‘ MDD Annex Il excl. 4

Registration No.: HD 60146676 0001
Manufacturer: Bausch + Lomb, Incorporated
1400 North Goodman St.
Rochester NY 14609
USA

Products included:

- Non-active Ophthalmologic Product,

Lens Insertion Device, disposable - use with Silicone IOLs
~ Non-active Ophthalmologic Product,

Lens Insertion Device, disposable - use with Acrylic [OLs
- Non-active Ophthalmologic Product

Lens Insertion Device, cartridge with disposable handpiece
- Noh-active Ophthalmologic Product,

Lens Insertion Device, cartridge with reusable handpiece
- Non-active Ophthalmologic Product,

Independent Viewing Chamber
- Non-active Ophthalmologic Product, Phaco Needle
- Active Ophthalmic Device, IrregationfAspiration handpiece
- Active Ophthalmic Device, Bipolar Forceps
- Perfluorocarbons, DK-Line, Okta-line

For the following devices the scope covers only the aspect
of manufacture concerned with conformity of the products
with the metrological requirements:

- Markers, Rulers and Gauges

‘ Report No.: 234163243-20

Effective date: 2021-01-18
Expiry date: 2024-05-26
Issue date: 2021-01-18

oy Song Liu
5 €inland LGA Products GmbH
Tillystralle 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical

devices with the identification number 0197,
Page 4 of 4
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The State of Maryland

Office of the Secretary of State

This Apostille is not valid for use anywhere within the United States of America. its territories or possessions.

This Apostille does not certify the content of the document for which it is issued.

Apostille
(Convention de La Haye du 5 Octobre 1961)
1. Country: United States of America
This public document
2. has been signed by Barbara H. Meiklejohn
3. acting in the capacity of Clerk of the Circuit Court for Montgomery County
4. bears the seal/stamp of the Circuit Court for Montgomery County
Certified
5. at Annapolis, Maryland
6. the 14th day of December, 2018 . _ i 2)
Digitally signed by Pereteatco Almge |||
7. by The Secretary of State of Maryland Date: 2021.10.07 23:11:41 EESE»5<Y
8. No. 470949
9. Seal
10.  Signature
Secretary of State
;;fc;r.c;‘;r-e;e:sé)-é;l r;:‘ ?rc‘(:’-n;c% _dt%r;j:.;lenma C AHZAUTCKO20 AZBIKA :fa yccxuu AZLIK '. - /
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CERTIFICATION

State of Maryland, Montgomery County, Sct.
In the Office of the Clerk of the Circuit Court for Montgomery County

I, Barbara H. Meiklejohn, Clerk of the Circuit Court for Montgomery County, Maryland, a court of
ord, hereby certify that DINNA KENCANASARI was a commissioned/
jpointed and qualified Notary Public commencing on the 27th day of April, 2018.

In Testimony Whereof, I have hereunto set my hand and
affixed the seal of the Circuit Court for Montgomery
County this 14th day of December, 2018.

RS -

Barbara H. Meiklejohn
Clerk of the Circuit Court for Montgomery County

LIC? 20160902
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tgomery county:

CERTIFICATION

Budi Isyono, hereby declare that the attached document is satisfactory to the best of my

1owledge and belief.

Signatory

Budi Isyono

SWORN TO AND SUBSCRIBED before me, a notary public for the State of Maryland, this

13" day of December, 2018.

""’—T-_H\:
Fd £ £
A7) /
A ;
s e L

e

Dinna Kencanasari

Notary public, State of Maryland

My Commission Expires May 30, 2022
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BELA

;H 'é" I.OM B 1400 North Goodman Street
; Rochester, NY 14609
| Live better. 585.338.6000

www.bausch.com

Certified True Copy Letter

selle B. Lefebvre, hereby swear (or affirm) that the attached reproduction of Certificate
stration Number:SX 60133519 0001, Quality Management System for
sch & Lomb Incorporated, 1400 North Goodman Street, Rachester, NY 14609, USA meets
requirements of the standard ISO 13485:2016, and is a true, correct and complete
otocopy of the original document on file at Bausch & Lomb Incorporated, 1400 North
podman Street, Rochester, NY 14609, USA.

(e | e Wenbe 2ol
Isabelle B. Lefebvre, Mlﬁc.RA Date

Vice President, Regulatory Affairs
Bausch & Lomb Incorporated

State of New Jersey
County of Union .
Subscribed and sworn to (or affirmed) before me on this 2 44 day of bﬁ’& (-3:17/)13 o

2018, by I sabelle B. Le £ £ b V¢ , proved to me on the basis of satisfactory

evidence to be the person(s) who appeared before me.

% L;F?ZM&;

Signature of Notary Public

RITA E MOORE

My Commission Expires
September 19, 2019
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TOVRheiniand

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

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

has established and applies a quality management system for medical devices
for the following scope:

Design, development, manufacture, installation, servicing
and distribution of medical devices
(see attachment for products and additional sites included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

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

Effective Date: 2018-11-09
Certificate Registration No.: SX 80133519 0001
An audit was performed. Report No: 31892411 001

This Certificate is valid until: 2021-10-18
Certification Body

’“«‘:::w-'_'- Deutsche i
I Akkrediterungsstelle |
D-ZM-14169-01-02

Date 2018-11-08

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tal +48 221 BOB-1371 Fax +49 221 806-3935 e-mail cert-valdity@de tuv com hitp fwww tuv com/safety
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5 ®
TUVRheinland

TUV Rheinland il Bl SONEDS, 2
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg
achment to
tificate
gistration No.: SX 60133519 0001
jport No.: 31882411 001
Jrganization: Bausch + Lomb, Incorporated
1400 North Goodman St.
Rochester NY 14609
USA
Scope: Devices included:
- Manual Surgical Instruments for Ophthalmelogy,
Otoclaryngology and Plastic- and Reconstructive procedures
- Ophthalmic Surgical Egquipment
- Procedure Packs for use with Ophthalmic Surgical
Equipment during Cataract and Vitreoretinal procedures g
- Intraccular Lenses and Insertion Devices
- Viscoelastics and Retinal Tamponades |
|
| |
|
I
|
i
Certification Body
[ risacn

DAKKS
%4 . Deutsche

WIS Akkreditierungsstelle
D-ZM-14163-01-02

Date: 2018-11-09
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TUVRheintand

TUV Rheinland R S T
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

chment to
ificate
istration No.: SX 60133519 0001
port No.: 31892411 001
frganization: Bausch + Lomb, Incorporated
-’ 1400 North Goodman St.
Rochester NY 14609
usa
Scope: Sites included:

Bausch + Lomb, Incorporated
3365 Tree Court Industrial Blvd.
St. Louis, MO 63122 USA with
499 Sovereign Court

Manchester, MO 63011 USA

Activities associated with the design and development,

manufacture, installation, servicing and distributicn of:

- Manual Surgical Instruments for Ophthalmology,
Otolaryngology and Plastic- and Reconstructive procedures

- Ophthalmic Surgical Egquipment

- Procedure Packs for use with Ophthalmic Surgical
Egquipment during Cataract and Vitreoretinal procedures

Certification Body

(({ AKKS

v Bt Deutsche
Q-.":‘ © Akkreditierungsstelle 5
3-IM-14169-01-02 /
Date: 2018-11-09 ®
Reétérd Gruber
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TUVRheinland
TUV Rheinland Rete S WER. 9
LGA Products GmbH
J TillystraBRe 2, 90431 Niirnberg
'.
hment to
ficate
istration No.: SX 60133519 0001
ort No.: 31892411 001
rganization: Bausch + Lomb, Incorporated
' 1400 North Goodman St.
Rochester NY 14609
! USA
:
'l
I
!i
i Scope: Sites included:

: Bausch + Lomb, Incorporated
| 21 Park Place Blvd. N.
Clearwater, FL 33759 USA

Activities associated with the design and development,
and manufacture of:
- Intraocular Lenses and Insertion Devices

Cortification Body ‘

Ak Mimyar - Deutsche
WS Akkredinerungsstelle
D-ZM-14169-01-02
Date: 2018-11-09 -
RolapdJGriiber
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O®UC I'OCYIAPCTBEHHOI'O CEKPETAPA IIITATA

{ aMOCTHIL AEHCTBHUTENIEH TOBKO YIS HCII0/1B30BAHKA 38 npenenamy CoeMHEHHBIX IraTor AmepukH, ee
_.j.TcppmopHanbm;x eNIMHHLL M TEPPUTOPUH. ANOCTHIIE HE VIOCTOBEPAECT COACPKAHME TOKYMEHTA, B OTHOLICHHH
KOTO]JO]"O OH BbBIJAH.

ATTOCTHIIb
(Taarckast KOHBeHLMs oT S oKT0ps 1961 rona)
pana: CoenutienHsie LLITaTsr AMEpHKH
acTosnyii MyOJIH4YHO-IIPABOBOM JOKYMEHT
_;onnncaﬁ Bapbapoii X. Mukiixox
giueﬁcmylomeii B Ka4ECTBE CeKpeTaps OKpYAHOro cyaa okpyra MoHTroMmepu

| MMeET NeyaTh/LITaMIT OKPYXKHOTO Cyaa okpyra MonTroMepu
| YAOCTOBEPEH

5. B Auxanosuc, Mapunesns

.c\-

14 nexabps 2018 roga

7. TocynapcTBeHHBIM cekpeTapem wmrata MapHaens

8. TIleuats: [Teuats Oduca 'ocyaapcTBeHHOro cekpertaps wrata Mapuien,
9. Ne 470949

10. TMognuce:
(IMoanuce)
I'ocynapcTBeHHBIH cekpeTaph mTaTa

/' ' S
r,' I':I r -\. _../ |
A, nepre&c.'dqu;\ Cexaumﬂ' Kpucnpuna Cmanuciagoera, noOmeepicoan aocmosepaocm}, m:;ca'e_;rawew.wo?‘(sa1 /)
MHOIO Tepesoaa meKcma c)rfxymeuma C QH2IUNICKO20 A3BIKA Ha pyccxuu AZBIK \ J /
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[ITat Mapunesa, okpyr MOHTTOMEpH
B oduce cexperaps okpyxHOro cya okpyra MoHTromepu

A, Bap6apa X. MUKIIKOH, CeKpeTapb OKpYXKHOro cyma okpyra Montromepu, Mospunena, cyna
MUCbMEHHOTO TPOM3BOJACTBA, HACTOAWMM NoATBepxkaaro, uro JIHMHA KEHKAHACAPH, Opina
NOMKHBIM 06pa3oM YNOJHOMOYEHa/HA3HAYeHA M TIPABOMOYHA MCMOMHATH O0A3aHHOCTH HOTapHyca,
Hauunas ¢ 27 anpens 2018 roga.

B moareepiaeHMe YEro s MOAMMCANA JAHHBIA JOKYMEHT H
CKpemuna MevaThio OKPYXKHOro cyia okpyra MownTromepn cero
ans 14 nexabpsa 2018 roaa.

(TToamuce)

bap6apa X. Muknmxon

CexpeTapb OKpy>KHOTO cyJia okpyra MoHTroMepn
[Teuats: OxpysxHO#i cy/1 okpyra MonTromepu, Mapunena

3ABEPEHHUE

Okpyr MoHTromepH

51, Byau MceHo, HACTOSLLMM 3asIBIISIKO, YTO NPUNATaeMbli TJOKYMEHT sIBJISICTCS BEPHBIM, HACKOJIBKO MHE
M3BECTHO.

[Moanues YNOJIHOMOYEHHOTO JMa:  (TIOJINHCh)
Bynu HUceno

MMOJIMMUCAHO U IMOATBEPXJIEHO IMOJ] TIPUCSTON B npucyTcTBim HOTapHyca 3a M OT UMEHH
wrata Mapunern 13 nexabpa 2018 roaa.

(IMoanuck)

JuHa Kenkanacapu

Horapuyc wrara Mapuiens

Cpok AeiicTBrs MOMX nosiHomouuii uctexaer 30 mag 2022 roga

[leuats: Juna Kenkanacapu
Hotapuyc
Oxpyr MonTromepu

A, nepegoduux C mzp&\? Kpucmigna

C‘!zanucmsoeua, HOOMEEPIUCOAI0 OOCMOBEPHOCHTL COGEPUENHO20
MHOI0 NEPeso0a meakema QOKYMeRnIa ¢ anen / 3

uticKo20 A3bIKA @ PYCCKULL A3bIK
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Baym & Jlomb
Budemw nyuwe. ZKumo nyuue
1400 Hopr I'yaman Ctput
Pouectep, Helo-Hopk 14609
585.338.6000
www.bausch.com

3ABEPEHHME KOITMHA JOKYMEHTA

S, Wszabenn B. Jledepp, HACTOSIMM MNOATBEKAAIO MOJA TPHCITOA (MM  YAOCTOBEPSKD), YTO
npunaraemasi Konusi cBuaeresisctBa o perucrpaunu SX 60133519 0001, CueremMa MeHeKMEHTa
KauecTsa, BHeApenHas komnanueil Bausch + Lomb Incorporated (baym + Jlom6 MukopriopeiTen),
1400 Hopr T'yaman Crpur, Pouectep, Hiuto-Hopk 14609, CIUA, coorsetcrayer TpeGoBaHHAM
cranaapra ISO 13485:2016, sBnseTcs BepHOH, TOYHOW W NOJNHON (OTOKONMEH JOKYMEHTa,
xpaHsimerocs B fienax kommanuu «Bausch + Lomb Incorporated», (Bayw + Jlom6 HMuxopnopeiiten),
1400 Hopr ['yaman Crpurt, Pouecrep, Hito-Hopk, CLIA.

(IMopnucs) 7 nexadbpa 2018 roga i
Hzabenn b. Jlederp, maructp Hayk Hata ’

Buuie-npesuaentT no ponpocam
HOPMAaTUBHO-TNIPABOTO PEryaHpPOBaHHs
Bayur + Jlom6 Uukopriopeiiten

lrat Heto-Ixepen

Oxpyr FOuuon

[oanucaHo M NOATBEPXK/ACHO MO npucsroii (yaocToBepeHo) B MoeM mpucyTcTBuH 7 aexalps 2018
ronga HMzabenn b. Jledesp, noarsepauBlIed MHE HAa OCHOBAHMHM COOTBETCTBYIOMIHX JOKYMEHTOB,

YAOCTOBEPAOUHUX THYHOCTE, UTO ABNAETCA JHLOM, NPEACTABLIHM I1EPCI0 MHOKO,

(ITopnuew)
[Moanucy HoTapuyca

[Iramm: Pura . Myp INeuaTs: Pura U. Myp
Hotapuyc — [lITat Heto-Ixxepcu Horapuyc
Cpoxk ge#cTBUA MOUX MOJHOMOYHIA HCTEKAET rar Heto-Ilxepcu
19 centabpa 2019 rona Cpok neAcTBUA MOKX

TMOJTHOMOYHI UCTEKAET
19 cenrabpa 2019 rona

™, pa

\\ 'ff ..I'\
A, nepesoouur \Cexayx Jévz Kpuamuna Cmmmcmeosna noomeepoicoar’ 0oc oaepuocmb cogepuen o)eo
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THO®Paiinnaun
CEPTU®UKAT
Oprat no ceprudukanmu « TFO® Paiinnana JICA TMpoaakre T'M6X»
HACTOSIIMM MOATBEPXKAAET, YTO KOMITAHHUS
Bausch + Lomb, Incorporated
(bayur + Jlom6, Mukopriopeiiten)
1400 Hopr ['yaman Cr.
Pouectep, Heto-Hopk 14609
CIIA

BHEpUIA W NPUMCHSICT CUCTEMY MEHEIKMEHTA KauyecTBa JUIi U3ACIMH MEeIULIMHCKOrO Ha3HAYEeHUS s
cnenyromei cepbl AeATeIbHOCTH:

[Ipockruposanue, paspaboTka, MPOH3BOACTBO, MOHTAXK, OGCIYKHBAHHE U PACTIPOCTPAHEHHE U3/Ie/IHii
MeIMUMHCKOTO Ha3HAYeHHUS
(CMOTPH NPUIIOKEHHE KACATEILHO NPOAYKLIHH H AOTIONHUTENBHBIX POU3BOACTBEHHBIX NPEANPUSTHIA)
B xone nposepku 6b111 MOTyueHb! 10KA3aTEBCTBA TOTO, YTO TPeGOBAHHA

EN ISO 13485:2016

COGHIOJI&EOTCH. Cucrema MEHeIKMEHTa Ka4yeCTBa NMoJABCPraeTcs eyKCroaHbIM [TPOBEPKaM.

Hara BerynsieHus B cuny: 09.11.2018
Pernctpanuonnsiii Homep ceprudukara; SX 60133519 0001
Homep otuera o npoBeaenny ayauropckoit nposepku: 31892411 001
Haunsiii ceprudukar neiictertenen go 18.10.2021
Oprau no ceprudukauuu
(ITonmuce)

Ponanpn I'pyGep

[eyars: TIO® Paitnnana JITA Tpoxakre ['M6X. Opras no ceprudukaumu

DAkKS
Haumonansnsiii HeMeUKKE 0pran no akkpeIHTaimm
D-ZM-14169-01-02

TIO® Paitnnann JIUA Tposakre ['mEX, Tunmumrpacce 2, 90431 HiopuGepr
Ten. +49 221 806-1371, daxe: +49 221 806-3935, e-mail: cert-validity@de.tuv.com, http://www.iuv.com/safety

Hata: 09.11.2018

. "~ .\
A, nepesoodyux Ce:{azfmﬂ Kpucmuﬁa 'Cmauucmsosua, nodmeepax‘()aro Oocmoeepugcmb coeepwemm
MHOIO Nepesooa mexcma OOKyMenma ¢ azfaswm‘;'fcoeo AZBIKA HA PYCCKUL A3bIK
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THO®Paiinnang
JHoxymenr 1/3, nepecmorpeno: 0
THO® Paiinnany
THO® Paitunann JITA [ponakre I'm6X
Tunnuwrrpacee 2, 90431 HropuGepr

[Tpunoxkenue k ceprudukary

PerucrpauuorHeiit Homep: SX 60133519 0001
Homep otueTra: 31892411 001
[1pousBonurens: Bausch + Lomb, Incorporated
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['opon Munck, Pecnybnuka benapyce. UerBéproe sAHBapss nOB€ TbICSYH
JIEBSITHA/IIATOTO TO/1a.

s, Kawmunnckas BanentuHa llesapeBHa, HoTapuyc MHUHCKOro ropoackoro
HOTApHATILHOIO  OKpyra (CBHAETE/NLCTBO Ha OCYILECTB/ICHHE HOTapHaJlbHOM
JesteapHocT Ne 731, BeimanHOe MUHHUCTEpCTBOM tocTHLIMK PecniyOnuku benapyco
28 Mas 2014 r.), CBUAETEJLCTBYIO MOANMHHOCTb IIOAIIMCH HW3BECTHOIO MHE
nepeBoauuka Cexauxoil Kpuctunsl CTaHHC1aBOBHBIL.

3aperucTpupoBaHo B peectpe 3a Ne 4-8.
+B3ablckaHo HOTapHalbHOro tapuda 17 pydnen 85 Koreex.

B Hacrosiiem AOKYMCHTE MPOLINUTO U
CKpEIUICHO MMeYaThIO Ha MATHAAATH JIUCTaX.

Horapuyce
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he preloaded monofocal IOL
that listened to your needs
and gives a + to your patients

More than 3 million eyes already enjoying
the enVista® experience worldwide'

1. enVista® and Enhanced enVista® shipments extract 2013-Q12020
Date: 2021.10.07 23:12:30 EE |t |
BAUSCH+LOMB

See better. Live better.




enVista

one-piece hydrophobic acrylic intraocular lens

| KNOW YOU...

..are in love with my glistening free?
material

3

...are in love with my resistance to tough
conditions*

...are in love with my rotational and
refractive stability? 3 >°

..are in love with my low PCO* rate?’

QQGEO/V

A\‘o

<

*PCO: Posterior Capsular Opacification

2. Parker et al. Safety and effectiveness of a glistening-free single-piece hydrophobic acrylic intraocular lens (enVista). Clinical Ophthalmology 2013:7 1905-1912

3. P.Heiner et al. ‘Safety and effectiveness of a single-piece hydrophobic acrylic intraocular lens’ (enVista®) - results of a European and Asian-Pacific study. Clinical Ophthalmology 2014:8 629-635.

4. BAUSCH + LOMB data on file: rb_011216_081636_Enhanced enVista_Material Properties Testing

5. Parker et al. Prospective multicenter clinical trial to evaluate the safety and effectiveness of a new glistening-free one-piece acrylic toric intraocular lens. Clinical Ophthalmology 2018:12 1031-103.

6. Garzon N et al. Evaluation of Rotation and Visual Outcomes After Implantation of Monofocal and Multifocal Toric Intraocular Lenses. J. Refract. Surg, 2015:31(2), 1-9.

7.Ton Van C, Tran THC. Incidence of posterior capsular opacification requiring Nd:YAG capsulotomy after cataract surgery and implantation of enVista® MX60 IOL. J Fr Ophtalmol. 2018 Dec;41(10):899-903

@ & W

CATARACT LASER RETINA



BUT ALSO | KNOW...

...that sometimes you flirt with others
with quicker unfolding than me, maybe
| am alittle bit shy

AR

king for an easy solution, as

BAUSCH+LOMB

See better. Live better.
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GLISTENING-FREE MATERIAL

+Trusight™ Optic - Glistening-free

Hydration to an equilibrium water content

. . I go0n o
and then packaged in 09 % physiologic e e

saline solution to prevent glistening formation Tole]

No glistenings of any grade were reported for any subject at

any visit8 9 dry state equilibrium wet state

Accelerated ageing in-vitro glistening evaluation™

Enhanced enVista® 0.59+0.63
Clareon®IOL (Alcon) 120+116
MicroPure (PhyslOL) 245+313

..................................................................................................................

COMPRESSION FORC

Accuset™ Haptics - designed for refractive
predictability and stable centration®

Large capsular bag contact

D Fenestrated haptics to prevent
transfer of stress from the haptic
to the optic

D Haptics designed to maximize 55° 44° 42°

the contact angle against the enVista® |OL"™ AcrySof |Q®™3 Tecnis IOL®*
Ca pSU|ar bag (Based on 10 mm capsular bag) (Based on 10 mm capsular bag) (Based on 10 mm capsular bag)

8. Parker et al. Safety and effectiveness of a glistening-free single-piece hydrophobic acrylic intraocular lens (enVista). Clinical Ophthalmology 2013:7 1905-1912.

9. P. Heiner et al. ‘Safety and effectiveness of a single-piece hydrophobic acrylic intraocular lens’ (enVista®) - results of a European and Asian-Pacific study. Clinical Ophthalmology 2014:8 629-635.
10. Auffarth G, Schickhardt S., Zhang L., Monroe D.J: IOL material quality study - David J Apple Internantional Laboratory- University-Eye Clinic Heidelberg_ August 2020

11. Garzon et al,, ‘Evaluation of Visual Outcomes After Implantation of Monofocal and Multifocal Toric Intraocular Lenses.” J Refract Surg. 2015;31(2):.90-97.

12. BAUSCH + LOMB data onfile : Intraocular lens design verification report- July 2016,

13. BAUSCH + LOMB data on file: IOL competitive benchmarking study report_DEC 2009.

14. PMA P980040/S039: FDA Summary of Safety and Effectiveness Data_Tecnis Toric IOL.



™
Stableflex™ Technology 120,00 D Unfolding at 25°C.

enVista® Enhanced enVista®

Formulation updated for faster unfolding

The Enhanced enVista® IOL material is made of the
same polymers as its precursor, but their proportions
have been modified to decrease the glass transition

temperature (Tg) from 23°C to 15°C

The lower Tg of the Enhanced enVista® allows better
injectability, with faster and improved unfolding
efficiency at lower temperatures (18°C to 30°C)
compared to the enVista®.

(o] Images comparing the unfolding time between
enVista® and Enhanced enVista®®

Unfolding time according to temperature (laboratory testing)™

900

800 \
700 \

600 — \

500

400 \\
300 \
Scan here to watch a video of
\ the faster unfolding with the
100 \ Enhanced enVista®

O T T T T T
18 20 22 24 26 28 30 32 34

Time (s)

200

r-

Temperature (°C)

®

= eonVista® Enhanced enVista

15. BAUSCH + LOMB data on file: Enhanced enVista®Unfolding Study Report_ENG16-067S_August 2016
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ABERRATION-FREE ASPHERIC
OPTIC DESIGN

9 Enhanced enVista® is designed to have no spherical

i aberrations. Itisinherently “aberration-free”.
The resultant pseudophakic eye has a natural amount of
positive spherical aberration.

............

Aberration

free IOL

Residual spherical aberration = Natural positive
spherical aberration of the phakic eye with
Enhanced enVista®

Average: +0.274 + 0089 pm'® Natural positive
spherical aberration
of the phakic eye Yy
Average: +0.27 pm \
. ,/

.
.......................................................................................................................................

Depth of focus and residual spherical aberration

Maintaining a certain amount of positive spherical aberration after surgery can provide greate

D Many authors indicate that it is beneficial for vision quality to maintain residual spherical aberration®

1.00D -075D -050D -0.25D 000D 025D 050D 0.75D
. " =lm Pl | JENIWE 2SN 22 IWE | 2= IS

30 mm pupil 2 =TT EETTIE FECH - K
aperture - H (Z 4= H RS CEL

00D

Il -

TRTRIT

. T B BRI B EETT T P T PR T B
4.5 mm pupil Eill ZM AE N e JE M e | 32N e =l

aperture =i Ml 4=l =l

USAF resolution test chart obtained by R+D laboratory testing at BAUSCH + LOMB™

16. Beiko, George H.H. BM, BCh, FRCS(C) ; Haigis, Wolfgang MS, PhD; Steinmueller, Andreas MS Distribution of corneal spherical aberration in a comprehensive ophthalmology practice and whether keratometry can predict
aberration values, Journal of Cataract & Refractive Surgery: May 2007 - Volume 33 - Issue 5 - p 848-858 doi: 101016/j.jcrs.2007.01.035.

17. Nio YK, Jansonius NM, Fidler V, Geraghty E, Norrby S, Kooijman AC. Spherical and irregular aberrations are important for the optimal performance of the human eye. Ophthalmic Physiol Opt. 2002 Mar;22(2):103-12.

18. McLellan JS, Marcos S, Prieto PM, Burns SA. Imperfect optics may be the eye’s defence against chromatic blur. Nature. 2002 May; 417(6885):174-6.

19. BAUSCH + LOMB data on file: AO Technology_V19-098M_R&D report Sept 2019



The depth of focus should be greater with an aspherical IOL that does not induce
aberration, in comparison with an aspheric |OL that induces negative aberration. Some
studies found that the depth of focus was significantly greater?® 2!

Simulation of visual acuity with depth of focus

Emmetropia

Simulation of eye
with an aberration

free IOL

Simulation of eye
with a negative
spherical
aberration |IOL

‘range of improved image

sincrease based on the resolvability of the target

sed on 20/20 vision Depth of focus based on 20/30 vision

Aberration free IOL -0.5D to+0.25D,total 0.75D -0.75D to +0.375 D, total 1125 D

Data obtained by R+D laboratory testing at BAUSCH + LOMB?2

20.Marcos S, Barbero S, Jiménez-Alfaro . Optical quality and depth-oiliéld of eyes implanted with spherical and aspheric intraocular lenses. J Refract Surg. 2005 BA U s C H <+ l_o MB
May-Jun;21(3):223-35.

21. Rocha KM, Soriano ES, Chamon W, Chalita MR, Nosé W. Spherical aberration and depth of focus in eyes implanted with aspheric and spherical intraocular See better. Live better.
lenses: a prospective randomised study. Ophthalmology. 2007 Nov;114(11): 2050-4.
22. Data on file: AO Technology_V19-098M_R&D report Sept 2019
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2
o Aberration free IOL A multicentre study has
B Lens with negativ F .
16 1 aberrationof 0.27 prm shown that aspheric optics
< with Advanced Optics
S 12 e .
2 technology provide greater
5 1] < > ° :
5 os. = depth of field than aspheric
06 optics with negative
04, aberration, which could
0,2 . .
. - [ = - contribute to greater visual
4 5 mm 6mm quality perception?>
Teeeeeeeen Graph adapted from Johansson B et al. 2007. Diagram of boxes that assesses the average depth of field

by the Strehl ratio with different sizes of pupil where the medians and 1st and 3rd quartile are shown??

Nomogram for targeting refractive error to balance residual sp
adjusting for pupil size when implanting an aberration-free |C

Pupil Size

Balance against post-op modest hyperopic refraction

plano B 025D B 050D

23. Johansson B, Sundelin S, Wikberg-Matsson A, Unsbo P, Behndig A. Visual and optical performance of the Akreos Adapt Advanced Optics and Tecnis Z900Q intraocular lenses: Swedish multicenter study. J Cataract Refract Surg.
2007. Sep;33(9)1565-72.
24. George H.H. Beiko, BM, BCh, FRCSC. The fundamentals of spherical aberration. CRSToday Europe July 2012.



Tolerance to decentration

......................................................................................

In general, the average decentration after

........................

21.00D

uncomplicated cataract surgery reported in studies is

0.30 = 016 mm (Range O to 19 mm)®»

The neutral aspherical design of both the anterior and posterior =D
optical surfaces of the Enhanced enVista® lens allows for the :
constant power of the lens, from the centre to the periphery of its

optic

21.00D

21.00D

Enhanced enVista® lens is aberration-free and, therefore, it does o

not induce other aberrations in case of decentration, even

with decentration of 1 mm of more?®

Performance of different IOLs based on decentration?

1,00
0,9
0,80
0,70
0,60
0,50
0,40
0,30
0,20
0,10
0,00

0 10 20 30 40 50 60 70
Spatial frequency (cycles per degree)

~— Spherical IOL

MTF*

—— |OL with negative spherical aberration -0.27 microns
—— Aberration free IOL

A. The IOLs are decentered 0.5 mm. Induction of
asymmetrical HOAs degraded the performances of both
the spherical IOL and the one inducing negative spherical

aberration, causing the MTF curves to droop and separate.

.......................................................

6

1

0,9
0.8
0,7
0,6
05
0,4
03
0,2
0,1
0 10 20 30 40 50 60 70

MTF*

0

e Spatial frequency (cycles per degree)

~— Spherical IOL

IOL with negative spherical aberration -0.27 microns
—— Aberration free IOL

B. The IOLs are decentered 1.0 mm, further degrading
performance of the spherical IOL and the one

inducing negative spherical aberration |OL but not the
aberration-free IOL.

Figure adapted from Altman GE, et al.2005. Sensitivity to contrast in mesopic conditions (3 cd/m?) in patients with Akreos® AQ (pupils 401+ 045mm) and Akreos®

spherical Fit (pupil 4.04 + 0.41mm)%
*MTF: Modulation Transference Function

25. He W, Qiu X, Zhang S, et al. Comparison of long-term decentration and tilt in two types of multifocal intraocular lenses with OPD-Scan lll aberrometer. Eye (Lond). 2018;32(7):1237-1243. doi101038/541433-018-0068-5
26. Altmann GE, Nichamin LD, Lane SS, Pepose JS. Optical performance of 3 intraocular lens designs in the presence of decentration. J Cataract Refract Surg. 2005 Mar;31(3):574-85.
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SureEdge™ Design - Continuous 360° posterior square edge

Implantation of the enVista® (MX60P) is associated with low, three-year cumulative incidence rates of PCO
requiring Nd:YAG laser capsulotomy.

A- Square edge continues at optic B- Edge profile. C- Edge profile at Optic-haptic
haptic junction. Radlius of curvature <10um. junction. Radius of curvature <10pm.

Allimages of +20.00 D IOLs shown at same scale to aid comparison. Posterior optic edge at top left of all images. By courtesy of D. Spalton?”:

Nonoscratch Evaluation done by R+D

laboratory testing at BAUSCH + LOMB:

Ramped load scratches were generated in 0.3-80 mN range
using a 8 micron radius, 60 degree conical diamond stylus while
submerged in saline solution.

D Scratch velocity of 5 mm/minute and a loading rate of

199.25 mN/minute.

D Optical microscope to examine scratch morphologies and . _ :
determine the onset of cracking/material damage. " Acrysof® 1Q

27. Anish Dhital, David Spalton, Jimmy Boyce: enVista square edge evaluation_Saint Thomas Hospital _2011
28. Ton Van C, Tran THC. Incidence of posterior capsular opacification requiring Nd:YAG capsulotomy after cataract surgery and implantation of enVista® MX60 |OL. J Fr Ophtalmol. 2018 Dec;41(10):899-903
29. . BAUSCH + LOMB data on file: rb_011216_081636_Enhanced enVista_Material Properties Testing



enVista® preloaded with the BAUSCH + LOMB SimplifEYE™

delivery system.

Less risk of IOL damage, cross-contamination and mishandling.*°

It is thought that during the next several years, the use of preloaded
|OLs is expected to grow and may well represent the industry’s
future31 17 ) - SSEERIN § ):
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CLINICAL EXPERIENCES SINCE 2010
THE OUTCOMES ARE CLEAR

Aberration-free optic | Glistening-free performance | Predictable outcomes

More than 3 million of implantations since 2013

30000000 (o) eHViSta® lens SpeCiﬁcationS O Optic design Aspheric, aberration-free, biconvex

Optic diameter 6.00 mm

Modified C-loop
¢ design

Overall diameter 12.50 mm

Haptics Modified C-loop, fenestrated, Step Vaulted
Fenestration :
‘ Optic constant SRK/T Constant A: 1191
: ACD: 5.61

Surgeon factor: 1.85
Haigis: a: 146/ a:040/ a,: 010

Ultrasonic constant Constant A: 118.7
ACD: 5.37
Surgeon factor: 1.62

Other features Glistening-free hydrophobic acrylic material
Abbe number: 42

Refractive index: 1.53 at 35°C
: UV absorbing
: 360° posterior Sharp 360° posterior square edge

Diopter range From 0.00 D to +10.00 D (1.00 D steps)
From +10.00 D to +30.00 D (0.50 D steps)
From +30.00 D to +34.00 D (100 D steps

square edge

.......................................................................

*Constants are estimates only. It is recommended that each surgeon Delivery system BAUSCH + LOMB SimplifE YE™ delivery system
develops their own Recommended incision size 2 2.2 mm

¥ @BauschSurgical

iN' Bausch + Lomb Surgical

www.bauschsurgical.eu

© 2020 Bausch + Lomb Incorporated. All rights reserved. ®/™ are trademarks of Bausch & Lomb Incorporated or its affiliates.
All other brand/product names are trademarks of the respective owners. EMEA_SU_B_ENVISTAS_20_001
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