‘ 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
499 Sovereign Court
Manchester, MO 63011 USA

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 (8- efilive 93/42/EEC concerning medical

devices with the identification "Tﬁgﬁa(?ﬂ}%igned by Pereteatco Alli -

Digitally signed by Pereteatco Alina
Date: 2021.10.08 12:53:14 EEST By &
Reason: MoldSign Signature IR
Location: Moldova "
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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

Page lofl
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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

MHOW nepeecx)a excma Oqz;yme mac AHZNUTICKO20 AZ6IKA

S A\,

pycexuil A3l
in Countelbk_ MMCMLL § i



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

(bay + Jlom6, Mukopriopeliten)
1400 Hopr I'ynman Cr.
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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



BauschsLomb
VitreoRetinal Tamponades

Dk-line®, Okta-line®, Oxane®, Oxane Hd®

N
a

Perfluorocarbon Liquids, Silicone OQil,
Heavier than water endotamponade



Dk-line® was the first available, 100%
fluorinated, purified perfluorodecalin.
With the introduction of Okta-line® Bausch
& Lomb now offers vitreoretinal surgeons
two excellent intra-operative tools for use
in treatment of retinal disorders. Dk-line®
and Okta-line® offer reduced surgical time
and improved outcomes.

Perfluorocarbon Liquids: the worldv

Dicline’

C,oF.5 Perfluorodecaline

L] i S
— *J HH

Odalire

C4F,5 Perfluoro-n-octane

w0702

I-I
sl (N .
1] _zﬂu . =i L
e

Excellent visibility Spontaneous evaporation
PFCL bubble in the presence of an intraocular Elimination of residual drops by spontaneous
irrigating solution (Agsia®) evaporation of the product
Weight (g) DK-LINE® ' OKTA-LINE Perfluorophenanthrene
1.4T‘
Arar 127 Vapour pressure at 37°C
:te 'ngféwe index i Dk-line® = 8.8 mbar
—— 08l " Okta-line® = 43.0 mbar
Dk-line® =131 -
Okta-line® = 1.27 o 5
Perfluoro- ~ _ o -
phenanthrene 02 c
Agsia® =13 T T
. S T T Ti i‘l_nev(min)

(1) «Perfluorocarbon liquid in the management of retinal detachment with proliferative yitreoretinorathy.» GE Coll, S Chang, J Sun - 0| hthalmology, 1995, Vol 102, N° 4. g) «Résultats anatomiques comgarés a long terme de
décollements de rétine ave la prolifération vitréo-rétinienne opérés avec ou sans utilisation de perfluorocarbones liquides.» F Béhar Cohen, JF Le Roule, D Chawvaud - ). Fr. phthalmology, 1999 ; 22, 8, 853 858. (3) <Intérét des
perfluorocarbones liquides dans la prévention de la prolifération vitréo-rétinienne apres déchirure géante avec inversion rétinienne.» D Chauvaud, G Caputo, L Werner - Bordeaux Symposium International of Ophthalmology, Sept

1993. (4) «Use of perfluorocarbon liquids in proliferative vitreoretinopathy : results and complications» U. Stolba, S. Binder, M. Velikay - Bitish Journal of Ophthalmology 1995, 79 : 1106-1110. (5) «Experimental long-term Vitreous
replacement with purified and non-purified perfluorodecalin.» M. Velikay and Al. - Am. J. Of Ophthalmology 116, 563- 570, Nov. 1993.



Precautions:
« Perfluorocarbon liquids must be removed at the
end of the procedure.

* PFCLs are delivered with one 5ml or 10ml plastic
syringe and one 20 gauge cannula. The vial stopper
must be removed before drawing up the PFCL. The

E VRLT00 [STeRiE] Q) C€0125 pK-line® 5ml
<
<=:' VRO [SERLE] () €0125 DK-line® 7ml
>
= VRL200° [TRe ] Q) (€0125 okta-line® sml

same cannula can be used intraocularly only if it has
not been in contact with the vial stopper.

All Bausch & Lomb

FEEl Chme s products are
delivered with 4
= - patients’ records
it labels for ultimate
traceability.
M Oanine’ =

/ide reference

Indications

M Retinal detachment
(RD) with giant tears

The density of PFCL perfectly stabilises the retina after
vitrectomy and resection of epiretinal membranes, PFCL
injection enables spontaneous and total retinal reattachment

M RD complicated
by PVR

a4

B Proliferative diabetic
retinopathy

Endophotocoagulation
under PFCL

Boiling Temperature
Dk-line® = 141°

-line® = o
Photo Prof. A. Mathis Okta-line 104

Specific Gravity
at 25°C The resistance of PFCL to high
Dk-line® = 1.93

temperature improves the quality of

Okta-line® = 1.77

endophotocoagulation.

B Macular holes with
peripheral RD

Retrieval of foreign
bodies from vitreous

After vitrectomy, PFCL injection returns
the crystalline lens to the anterior
segment, without traumatising the tissue.

Proved efficiency

Inert and Pure

Over 90% of patients had a reattached retina
after 6 months, with Dk-line®®
Manual Reapplication
reapplication with Dk-line®
\/ \/
Silicone oil Silicone oil
\J \/
Success of retinal reapplication 80 % 100 %
\J \/
; 83 % 31 %
Incidence
. Average delay of onset  Average delay of onset
of post-operative PVR =g2.5 mé,nths =g5.25 m);nths
\/ \/
Retina reattached at 6 months 40 % 94 %

Tolerance studies have widely demonstrated the
importance of purification in ocular endotamponade®.

Gas chromatographic analysis
Absence

of toxic
residues.

Before purification

After purification

BauschaLomb



Oxane® 1300 and Oxane®
5700 silicone oils are highly
purified and provide a
prolonged endotamponade
of constant volume.

Silicone 0il : the highest degree of |

Oxare.

Polydimethylsiloxane 300

Oxareo

Polydimethylsiloxane

Clearly superior Highly Purified™

Common
purification . G e oligosiloxanes
silicone oil 0Oxane® in the up t0 5 Si atoms

process in the Refractive index presence of = Oxane®
~ presence of an at 20°C an irrigating Sum: < 3ppm
irrigating solution Agsia® = 133 solution \ Competition

(Aqsia®). Oxane® = 140 (Agsia®). o Sum: 230ppm

I i L sl

0 20 (minutes)

(1) «Clinical consequences of the use of highly purified silicone oil» JC Pastor, JM Zarco, M) Del Nozal - European Journal of Ophtalmology, Vol 8, N°3, 1998 (2) Silicone Oil in Treatment of Complicated Retinal Detachments", K Lucke,
H La?ua - Spinger-Verlag, 1990. (3) “Giant retinal tears. Surgical techniques and results using Perfluorodecalin and Silicone il tamponade” A Mattis, V Pa?ot, C Gazagne, F Malecaze - Retina, Vol 12, Number 35, 1992. (4) "Analysis
and fractionation of silicone and fluorosilicone oils for intraocular use" Nakamura K, Refojo MF, Crabtree DV, Leong FL Invest Ophthalmol Vis Sci 1990 0ct;37(10): 2059-2069



)urity

(TT
- | Pl
) VRLS00™ [STERLE] () C€0125 oxane® 1300, 10ml syringe e 00
< sl products are
_I delivered with 4
— | - patients’ records
< < S labels for ultimate
z "| a— @ C€0125 oxane® 5700, 10ml Syringe TEDareus  Uaceability

Indications
PVR C state Giant tears PDR RD by Intra-operative Epiretinal
with PVR perforating intra-vitreal membranes
trauma haemorrhage

High Interfacial Tension

PFCL/Silicone 0il exchange

Oxane®s high interfacial tension allows formation of an intraocular layer
non miscible with other fluid; Oxane® provides good coverage, even if the
retina is irregular or when there is a dehiscence.

/\

Oxane®
Silicone Oil

Interfacial Tension (vs water)
Oxane® 1300 = 44.9 mN-m
Oxane® 5700 = 44.9 mN-m

PFCL is removed by maintaining the aspiration cannula tip just under
the interface between the PFCL and silicone oil.

PFCL

Photo Prof. A. Mathis

Injection

Aspiration

Automatic injection with Millennium™
Microsurgical System

Automatic injection with other equipment

Automatic aspiration with Millennium™
Microsurgical system

CX5720  viscous Fluid Pack for Silicone il 99902

® syringe (Packaged 6 per box)

-;f.-'.-'-miq 9

Manual injection

Reusable Silicone il Syringe Adaptator

This Luer-Lock® adaptor fits any equipment tubing. "%

= e

CX5710  viscous Fluid Pack
® (Packaged 6 per box)

-&N:Z'f.’z“i

99903

=

Reusable holding device for Silicone Oil Syringe

-

-,

BauschaLomb



Oxane® Hd is an exclusive
mixture of ultra-purified
silicone oil and RMNS3
(patented partially
fluorinated olefin).

Exclusive heavier than water, long t

M Okare

JLRTel SEUILLE

!I
y
ol
LS

Properties
Oxane® 1300 oxane’Hd  Clinical Benefits
or 0xane® 5700
Density (at 22°C) 0.98 g/cm? 1.02 g/cm? M Heavier than water endotamponade allows effective tamponade of inferior and
posterior breaks
Viscosity (at 25°C) 1000 or 5000 mPa.s 3300 mPa.s M Medium range viscosity allows easy automatic injection
Interfacial Tension/ . 49 > 40 m\.m M Like standard Silicone Oil, its interfacial tension allows intraocular tamponade:
Irrigating solution formation of a sole intraocular bubble, prevents fluids passage through retinal breaks
allowing progressive reattachment.
Refractive index 140 1.40 I Distinguishable refractive index compared to irrigating solution and PFCL favouring
(at 20°) excellent visibility during injection/aspiration.
Patients Benefits
_z W More comfort because postoperative face down positioning is not required
g2z W Allows for more aesthetic 12 o'clock iridectomy
£3 B Avoids passage of Silicone Ol in the anterior chamber in phakic or pseudophakic eyes
- M Potentially disminished risk of postoperative anterior and inferior reproliferation

Clinical Experience

Purpose To evaCI@uate performance and safety of 85% of Anatomical Encouraging Functional
Oxane® Hd Success Results
Inclusion Criteria RD complicated by posterior PVR stage

> = (2, anterior PVR, giants retinal
tears, penetrating trauma

Follow Up 1,3, 6 months and 1 year
Number of patients 33 eyes in Germany, 30 eyes in France

Investigators team FRANCE: Prof. Mathis, Dr. Pagot-Mathis,

Prof. Chauvaud, Dr. Morel, Dr. Monin,
Dr. Larricart, Dr. Le Rouic - =

Anatomical Partially Macula
GERMANY: Prof. Wolf St . attached deached

Postoperative Results
visual acuity

>=20,/400 73%

Number of Patients

Publications and Lectures

« "Silicone oil - RMN3 Mixture ("Heavy silicone oil") as an internal tamponade for complicated retinal detachment. " Wolf S. / RETINA 2003 (to be published). - "Management of complicated retinal detachment
using 3 new heavy silicone oil as temporary internal tamponade: final results." Mathis A. / XXIIl Club Jules Gonin Montreux, 2002 - "Efficacité et tolérance d'une nouvelle huile de silicone lourde en chirurgie
vitréorétinienne: résultats définitifs." Mathis A. / SFO Paris, 2002. + "A prospective study on heavy silicone oil as an internal tamponade for complicated retinal detachment.” Wolf S. / WAO Sydney, 2002

« "Management of complicated retinal detachment using a new heavy silicone oil as temporary internal tamponade." Morel C. / ARVO Fort Lauderdale, 2001  "Heavy silicone oil as internal tamponade for
complicated retinal detachment." Wolf S. / ARVO Fort Lauderdale, 2001 « "Heavy silicone oil as internal tamponade for complicated retinal detachment." Wolf S. / XXII Club Jules Gonin Taormina, 2000

- "Management of complicated retinal detachment using a new heavy silicone oil as temporary internal tamponade." Mathis A. / XXII Club Jules Gonin Taormina, 2000



e B (R T 7T
EI @ (C€0125 oxane® Hd 10ml Syringe
— Storage
All B h & Lomb
5 P Enay prodﬂlcjtssc o Instruction
— o v delivered with 4
[ I 3 atients’ records
; LY s I[Z'abels for ultimate 50
< “ e Chaee traceability. o
Indications

M Inferior and posterior
retinal breaks

B RD complicated by severe PVR,
penetrating trauma, giant tears

M Inferior retinectomy for
anterior PVR

Storage Precautions

Like other liquids used in ophthalmology careful handling of the product is required. Oxane® Hd may separate if stored at temperature 335?/#/
lower than +15°C (+59°F). The use of Oxane® Hd which has separated may affect the safety and performance of the product.

i "

!

I ' L O e

v Air silicone ‘
bubble |0il RMN3

Syringe stored for 5 days at +5°C. Solution is separated and cannot be used.|

Air
bubble

Syringe frozen for 5 days at -15°C. Solution is cloudy and cannot be used.

Prior to use, visually inspect the substance to confirm that is it clear and transparent. Do not use if the substance appears
cloudy or if there is any other indication that the liquid substance has separated.
Air

1
e
bubble

Syringe stored at +20°C. Solution is clear and transparent.

Oxane® Hd which has separated may remix if stored for a minimum period of 72 hours at ambient temperature of 20°C /
68°F. When using Oxane® Hd which has been stored in this fraction, the substance must again be visually inspected before
use and all directions for use and warnings set forth herein must be followed.

Injection

Aspiration

Automatic injection with Millennium™
Microsurgical System

Automatic injection with other equipment

Automatic aspiration with Millennium™
Microsurgical System

(X5720

[STeRLE [E0|®) SYringe (Packaged 6 per box)

= 4

Viscous Fluid Pack for Silicone Oil

99902 peusable Silicone 0il Syringe Adaptator
This Luer-Lock® adaptor fits any equipment tubing.

g, AT O | ar‘

Manual injection

99903

Reusable holding device for Silicone Oil Syringe

CX5710  Viscous Fluid Pack .

®(Packaged 6 per box)

Manual Aspiration

The use of active aspiration usin? 19 or 20 gauge
extrusion cannula (1.5mm-2mm [ong) is required.

BauschaLomb
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BauscH & Loms
EuropeaN OFFICE,
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LEATHERHEAD, SURREY
KT22 7LU, UK
3 Te: +44 1372 224 030
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Te: +49 89 94570 119
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o UniTep KingDom
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BELGIUM-LUXEMBOURG
Tew: +32 3 280 82 40
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Tew: +351 214 241 510
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For information or Customer Service please contact your local Bausch & Lomb representative or distributor.
™ / ® denotes trademark of Bausch & Lomb Incorporated.
© Copyright 2005 Bausch & Lomb Incorporated. All rights reserved.
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I SPECIAL INSTRUCTIONS I BAUSCH & LOMB APPROVALS / DATE
| ARTWORK SET AT 100% OF ACTUAL SIZE | PACKAGING/GRAPHIC ENG. PHG/GRPH
- UNIT 424/425 INDUSTRIAL MKT/GS
| DIE LINE DOES NOT PRINT | [ coating per speciFicaTion | [PARK, WATERFORD. IRELAND| | REG AFF
TEL: 35351859791
| | [FAx: 35351859115 oA
DCO NUMBER
| DATE
| THE INFORMATION LISTED BELOW MUST APPEAR ON ALL VENDOR PROOFS (COLORKEYS, MATCHPRINTS/CHROMALINS) OR THEY WILL BE REJECTED
| PLACED PICTURES:
AW # 4032701 || bEscRiPTION 1300 mPas Silicone Oil /5700 mPa.s Siicone Oil DFU SPEC. NO. NA
NUMBER OF PRINTING PLATES + || TOTAL NUMBER OF PMS COLORS 1 PAGE 1 OF 1
PMS COLORS | PROCESS MATCH COLORS
1. Pantone Process Black C
Bausch&Lomb
Silicone Oil
(" EN ) Product Information
CURVE OF SPECTRAL TRANSMITTANCE
110 W
COMPOSITION 1ml contains highly pure
sterile silicone oil, 1000-1500mPas or
5000-5900mPas. %T
Refractive index = 1.40.
1 I 1 I 1 I 1
300 400 600 800 1000 1100
Wavelength [nm]
INDICATIONS: Oxane® s used for intraocular tamponade in  gocreases again, the final operative result can be improved
severe cases of retinal detachment, e.g. severe detachment INTERACTION WITH OTHER SUBSTANCES: Presently, no in-
ith massive proliferative vitreo-retinopathy, traumatic de- teractions between Oxane® and other substances a,re
tachment, giant tears as well as other retinal detachments, known. STORAGE INSTRUCTIONS: Store Silicone Oil below
hich cannot be treated with other forms of therapy. The 55 pRESENTATION AND STERILISATION: Oxane® s supp-
use of silicone oils in cases of central foramina with detach-jieq STERILE in a glass syringe delivering 10ml. Sterilisation
ment or in cases of severe diabetic retinopathies is at pres- product and outer surface simultaneously in a steam ster-
lent under discussion. CONTRAINDICATIONS: Intraocular iliser. ADVERSE REACTIONS: Adverse reactions and / or
Jenses made from silicone can be opacified by silicone oil. potentially sight-threatening complications that may be
Therefore, silicone oil should not be applied in eyes with reasonably regarded as Oxane® related and that were not
silicone I0Ls. Other contraindications a'i‘"m known. previously expected in nature, severity or degree of incid-
METHOD OF USAGE AND DOSAGE: Oxane® is injected intra-  oce shoyld be reported to a Bausch & Lomb representative
ocularly in a dose to be determined by the ophthalmic sur-
geon. The selection of patients, the choice of surgical proc-
ledure and the length of the indwelling period of the sili-
icone oil in the eye are the sole responsibility of the ophtha-
Imic surgeon. PRECAUTIONS OF USE: For ocular use only. Bausch & Lomb Incorporated, Rochester NY 14609 USA
Do not reuse; do not resterilise; do not use if sterile barrier
is breached; verify the expiry date; do not overfill the post-
lerior segment with Oxane®; Oxane® is free from preser- Bausch & Lomb 25/7TF STERILE “
atives, do not use for more than one patient: left-over fluid :Nalter(fjord,
must be disposed. WARNINGS: Heavy liquids like all types reland.
jof fluorocarbon liquids have to be removed completely from
the vitreous cavity before silicone oil can be filled into the @ ®
leye. Following the use of silicone oils that were not highly
purified, the occurrence of corneal decompensation, catar-
jact, secondary glaucoma and emulsification has been re- ?ggslc:ngolr?r;:aIdncorporated
ported. Although the casual relationship with the purity of Kingston-upon-Thames c €
the silicone oil has not yet been established, the incidence KT2 6TN, UK 1275
jof these complications appears to be lower following the !
use of highly pure silicone oil. The duration of the indwell-
ing period of the silicone oil in the eye must be determined TM/® denotes trademarks of Bausch & Lomb Incorporated
by the treating physician. Some reports indicate a period or its affiliates.
of use of more than two years. It has been shown that on © 2006 Bausch & Lomb Incorporated. All rights reserved.
removal of the silicone oil in the post-operative phase, dur-
ing which the visual acuity neither increases nor further 4032701
Artwork History
4032701 Previous artwork revision updated for rebranding and new artwork number assigned PD 04th Apr ‘06
4032701 @ A Updated to replace Mpas with mPa.s on Lionel’s request PD 25th May ‘06
4032701 @ B Updated to remove Mpas in front of word silicone oil throughout document on Lionel request.
Also change precautions to correct wording from 1SO 15798 (do not use if sterile barrier is
breached) & include new symbol. PD 27th Jun ‘06
4032701 @ C Updated Brand sub brand & descriptor to identity standards & adapted to new keyline PD 11th Oct ‘06
4032701 @ D Address noted as Rochester address and Waterford as Manufacturer
Updated TM/R mark sentence to change requested from legal trademark to include or its affiliates PD 21/12/2006
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* 1400 North Goodman Stresl
| Rochesker, NY 14609

585.339.6000
wnw bayseh cam
EC Declaration of Conformity
According to Directive 93/42/EEC as amended by 2007/47/EC

Manufacturer Bausch & Lomb, Incarporated
1400 N. Goodman St.
Rochester, NY 14608 USA

European Authorized  Bausch & Lomb GmbH
Representative(s)* Brunsbiitteler Damm 165-173
13581 Berlin, Germany

Notified Body TUV Rheinland
LGA Products GmbH
TillystraBe 2
90431 Nirnberg
Notified Body Number; 0197

EC Certificate Number EC Cert: HD 60105024 0001

Product (s) Silicone Qil

Product Code(s) Oxane 1300 10 ml syringe
Oxane 5700 10 ml syringe
Oxane Hd 10 ml syringe

GMDN Code 45125
Classification lib, Rule 8, according to Directive 93/42/EEC Annex IX

Wa hereby declare the conformity of the above mentioned products with the European Medical
Device Directive 93/42/EEC a5 amended by 2007/47/EC Annex ll, Section 3. Abave praducl(s) is/are

developed and manufactured in compliance with the MDD and the applicable European harmonized
standards.

Place of Issue: Refer to Manufacturer's Address above

Signature: £ pDescs pate: Ocrobioy 23 , 206 \8

Name/Title/Position.  Esha Desai, Senior Manager, Regulatory Affairs

* The previous EU Authorized Rep addrass may sppear on product manufactsred prior to 28-Mar-2019.
Bausch & Lomb, Incorporatad
106 London Road
Kingsten-upon-Thames
KT26TN UK

Digitally signed by P ‘ e (||
Page L of 2 Date: 202110.07 23 B HER
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EC DECLARATION OF CONFORMITY

1400 North Goodman Streel
Rochester, NY 14608
585.328.6000
www. bausch com

Manufacturer Bausch & Lomb, Incorporated
1400 N. Goodman St.
Rochester, NY 14609 USA
FProduct (s) Silicone Qil

item Number (SKU) Product Name

VRL500 Oxane 1300 10 ml syringe
VHLG00 Oxane 5700 10 ml syringe
VAL700 Oxane Hd 10 ml syringe
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