‘ 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 Digitally signed by Pereteatco Alina

_ Date: 2021.10.08 12:14:10 EEST
Bausch + Lomb, Incorporated Reason: MoldSign Signature
3365 Tree Court Industrial Bivd. ~ Location: Moldova
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 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'\
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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

(bay + Jlom6, Mukopriopeliten)
1400 Hopr I'ynman Cr.
Pouecrep, Hoto-Hopk 14609
CHIA

Buj peatencHocTH: BxnioueHb! HHCTPYMEHTBI:
- PYYHBIC XHPYPrH4e€CKHWe MHCTPYMEHTHI Ul OQTalbMOJIOTHH,
OTOJIAPUHIONIOTUM,  [JACTUYECKON- M BOCCTAHOBHTEJBHOM
XHUPYPIrUH
- 0(pTanbMOIOrHUECKHE XUPYPrUuecKHe HHCTPYMEHTHI
- HabGopBl [MA BBIMOMHEHHS TPOUEAYPEI € HCMONB30BAHWEM
Oo(TaNnBEMONOrHYECKMX  XUPYPrMYECKMX  WHCTPYMEHTOB  TIpH
KaTapakTe W BUTPEOPETHHAIBHON XHPYPruu
- UHTPAOKYJISIpHbIE TMH3BI U CHCTEMBI BBOJIA
- BUCKOQJIACTHKH W TaMIOHA[Aa BUTpealIbHOH! MOI0CTH

Oprax no ceprudrkaLmu
(TTopnuck)
Ponana 'pybep

[Tewats: THO® Paiinnang JIIA Ilpoaakxre I'm6X. Opran no cepruduxaunu

DAKkS
HaumoHanbHEIH HeMeLKHii OpraH 10 aKKPEAHTALHH
D-ZM-14169-01-02

Hara: 09.11.2018
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THOOPaiinnana
Jlokyment 2/3, nepecMoTpeHO: 0
THO® Pafinnang
TIO® Paiinnana JIUA TIpomaxkte I'm6X
Tunauwrrpacce 2, 90431 Hiopubepr

[Mpunoxenue K cepTuUKaTy

PeructpaunoHHbIi HOMED: SX 60133519 0001

Homep oTueTa: 31892411 001

[IpouzBoauTens: Bausch + Lomb, Incorporated
(Bayw + Jlom6, MHKOpnopeiTes)
1400 Hopr I'yaman Cr.
Pouectep, Heto-Hopk 14609
CLIA

Bup pearensHoCTH! JonoHUTENBHOE MPEAIPUATHE:

Bausch + Lomb, Incorporated

3365 Tpu Kopr Hupactpuan biea.

Cr. Jlyuc, Muccypu 63122 CILIA, a Taioke
499 Cogepeita Kopt

Manuectep, Muccypu 63011 CILA

JleaTenpHOCTh, CBsi3aHHAs ¢ pa3paloTKOH H MPOEKTHPOBAHHCM,
NPOH3BOJICTBOM, MOHTAXKOM, o0cnyKHBaHUEM u
pacnpocTpaHeHHEM:

- pydHBIE XMPYPrHYECKME WHCTPYMEHTHI And 0 TanbMONOTHH,
OTOJIAPUHIOJIOTHH, MIacTHYECKOH- W BOCCTAHOBUTEJBLHOM
XUpPYPruu;

- 0(pTANBEMOJIOTHYECKHE XHPYPTHUECKHE MHCTPYMEHTEL

- naGopbl [/l BBHIMOJHEHHS MPOLEAYpPhl € HCTIONB30BAHUEM
o TATEMONOTHYECKHX ~ XMPYPrUYECKUX — WHCTPYMCHTOB  [pH
KaTapakTe ¥ BUTPEOPETUHANIBHOH XHPYPrHH

OpraH 1o cepTHQUKALHA
(IToanwce)
Ponana I'py6ep

[Meuars: THO® Paitnnang JICA Tlpogakre 'M6X. Opran no cepripHuKaluy

DAKKS
HauuonanbHeii HEMEUKHT OpraH 10 akKpeanTaliH
D-ZM-14169-01-02

Iara: 09.11.2018
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[Ipunoxenue Kk cepTudUKaTy
PeructpaunoHHbil HOMED:

Howmep oTyera:

[IpoussoauTens:

Bupg gestensHOCTH:

THO®Paiinmang
Jloxymenr 3/3, nepecmoTpeHo: 0

THO® Paitnnann

THO® Paiinnana JIT'A [Tpopakte 'm6X
Tunnuwmrpacee 2, 90431 HiopuGepr

SX 60133519 0001

31892411 001

Bausch + Lomb, Incorporated
(Bayw + Jlom6, Mnkopropeiiten)
1400 Hopt I'yaman Cr.
Pouecrep, Huto-Mopk 14609
CLIA

JIONONHUTEIBHOE NPEANPUATHE:

Bausch + Lomb, Incorporated
21 Iapx [no¥ic Bnsa. H.
Knupyotep, ®nopuna 33759, CLLIA

JleaTeLHOCTh, CBsi3aHHas ¢ pa3paboTKOH M MPOCKTHPOBAHHMEM,
NPOH3BOACTBOM:
- HHTPAOKYNISPHBIE JIMH3bl K CUCTEMBbI BBOZIA

OpraHu 1o ceprudukanmm

(TToanucs)
Ponanng I'pybep

[Meuars: THO® Paitnnana JITA Tlpogakre 'm6X. Oprat no cepTudHKaLyu

DAKKS

HanuouansHeii HeMelKu# opraf no akkpeauTalii

D-ZM-14169-01-02

Hara: 09.11.2018
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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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WUucTpyKius 1uisi IpUMEHEHUS 1S Wb I HEHEE PREKMITTPHOM

Location: Moldova

3aHekaMepHoi niceBaodakuanoit EyeCee® One preloaded

3anper Ha HCNOJIb30BAHNE U IPOTUBONOKA3AHNS

MepbI npea0cTOPOKHOCTH NPH MCNIO0JIb30BAHUH

He ucnone3yiite mosTopHo. / He moaBepraiite moBTopHOM cTeprimsanuu. / He ucnons3yiite mo
OKOHYAaHUHU CpoKa rogHocTH. / He ucmonp3yiiTe, €Cy yIakoBKa MOBPEXACHA U CTEPUIIBHOCTD

YCTPOHCTBA MOKET OBITh HapyIICHA.

Onucanue

[Mponykt EyeCee® ONE preloaded, akpuioBas 3amHekamepHass WHTPAOKYJISIpHas JIMH3a
EyeCee® ONE c¢ ycTpoiicTBOM i WMMIUIAHTAllMU, TpEeIHAa3HAYeHa [IJIi BCTAaBKH IICJIbHOU
3agHekaMepHoi UHTpaokyisipHoil auH3bI EyeCee® ONE NS-60YG B 1ensx KOppeKUuu 3peHus
npu apakuyecKoM Tjia3e IMOcie ONEepalyy MO yIaJeHHIO KaTapakThl. JTO M3AENUE COCTOUT U3
OJIHOPA30BOI'0 YCTPOMCTBA JUIsl UMIUIAHTALMM M AKPUJIOBOW 3aJIHEKAMEPHOW HMHTPAOKYJISIPHOM
mua3el EyeCee® ONE NS-60YG, mnpenBapuTelbHO YCTAaHOBJICHHOH B YCTPOMCTBO IS

UMIIJIaHTallkuH.

MeTtoa crepuin3anmuu

[Tponykr EyeCee® ONE preloaded crepunuzoBaH 3TUIEHOKCHIOM.

Ha3znauenne

Ota NMH3a NpeAHa3HaueHa Jjs NEePBUYHOM MMIUIAaHTAllMM B LEISAX KOPPEKLUMH 3pEHUs Mpu
adakuM y B3pOCIbIX MAllMEHTOB, XPYCTAIUK KOTOPBIX, TOBPEKAECHHBIA KaTapakToil, ObUT yJalieH
MOCPEACTBOM  (PpaKodIMyNbCU(PHUKAIIMU WU OKCTpPAaKamnCyaspHOro  wu3BieueHus. JluHza

YCTaHABJIIMBACTCA B KchyJIHpHLIﬁ MCIIOK.

HNHCTpYKUMA 110 IPUMEHEHUI0

Pacnakyiite ycTpolCTBO B CTEpUIIBHBIX YCIOBHSIX M BCTaBbTE €ro B apakuyeckuil ria3 mocie
XUPYPIUUECKOIO JICUECHUsI KaTapaAKTHI.

1) Wmxektop, B KOTOpBI NPEABApPUTEIBHO YCTAHOBJIEHA WHTPAOKYJSpHAs JIMH3A,

MIPOCTEPUITU30BAH U HAXOIUTCS B OJUCTEPHON yIaKoBKe.



2) V3BnekuTe MHKEKTOP U3 OrcTepa, HabepuTe B HEr0 0(PTaTbMOJIOTHYECKOE BSI3KOAJIACTUIHOE
BeriecTBo, pekomenaoBanHoe NIDEK, wim o TaibMONIOrndeckuii UppUralliOHHBIN pacTBOp, a
3aTeM MEIJICHHO HAJaBIUBATEe Ha IUTYHXep, YTOOBI MOJOJBUHYTh WHTPAOKYJSIPHYIO JIMH3Y B
CTOpOHY KOHUMKa Hocuka. (He ucnonb3yiiTe BUCKOAIACTUYHBIN pacTBOp, cojepkaiiee O6oiee 1
% ruamypoHara HaTpus, THATYpPOHAT HATPHUS C MOJIEKYJISIPHOI Maccoil OoJsiee 4 MIIH JalbTOHOB
wii Oonee 1 % cMecu ruamypoHaTa HATpusi U HATPUEBOH coiM 3(pUpa XOHIPOUTHHCEPHOM
KHCJIOTHI. )

3) IIpoxoas yepe3 KOHYCOOOpa3HbIi HOCUK, HHTPAOKYJISIpHAS JIMH3a MOCTENIEHHO CKJIa/IbIBACTCS
U B KOHIIE KOHI[OB BBITQJIKHUBAETCS M3 HOCHKA, YTOOBI pa3BepHYThCs B rina3y (CMOTpU PUCYHOK

«[locne ycTaHOBKH OOBEKTHBAY. )

IIpenynpexaenus 1Jist HCMOIb30BaHUS

1) YcranaBiauBaiiTe 3Ty HHTPAOKYJISIpPHYIO JIMH3Y B 3agHioOl0 Kamepy. Ilo Ge3omacHoctu u
3 PEKTUBHOCTH JIMH3HI IPH €€ YCTAHOBKE B TIEPEIHIOI0 KaMepy JaHHBIX HET.

2) Ucnonp3yiiTe yCTPONCTBO B COOTBETCTBUU C MHCTPYKIUSMHU.

3) IIpoBepbTe TUII, MPETOMIISIOILYIO CUIY M CPOK T'OJHOCTH JJISl MCIIOJIb30BaHUS (CPOK TOJAHOCTH
CTEpHJIN3ALIUHI ) UHTPAOKYJIIPHOH JIMH3BI II€pe]] paCaKOBKOM YCTPONCTBA.

4) IlonnepxuBalTe CTEpUIIBHBIE YCIOBUS IIOCIE pAacHakoBKU YcCTpoicTBa. M3Biekaiite
YCTPOMCTBO U3 OiIMCTEPA OCTOPOKHO, YTOOBI OHO HE yHalIo.

5) Ilpu HEOOXOIUMOCTH U3BJICUEHUSI MHTPAOKYJISIPHOM JIMH3BI HE TSIHUTE TOJBKO 3a ranTUYecKue
DJIEMEHTHI.

6) Ilepen ycTaHOBKOW HHTPAOKYJSIPHOW JIMH3BI 00S3aTENBHO yOETUTECh, YTO YCTPOMCTBO HE
MOBPEXACHO U He uMmeeT JedekToB. [Ipu ycTaHOBKE MOBpEXIEHHOW WK e(EeKTHON JIMH3BI B
IJ1a3 BO3MOYKHO €€ MPOHUKHOBEHUE B TKaHb WJIM HeTIpaBHJIbHAsS (pUKcaLus.

7) Ilepen ycTaHOBKOW MHTPAOKYJISAPHOM JMH3BI B IJ1a3 yOeAMTECh, YTO Ha €€ IMOBEPXHOCTH
OTCYTCTBYIOT ITIOCTOPOHHUE YACTHUI[bI UIIH MbLIb.

8) Ecim ycTpoHCTBO XpaHWIOCH MpH TeMIepaType BbIlI€ WM HUKE KOMHATHOW, Mepen
MCIIOJIb30BAaHUEM JANWTE YCTPOWCTBY OCTBITH MJIM IPOrPEThCS A0 KOMHATHOW Temmneparypsl. He
HarpeBaiTe U He OXJIaXIaiTe ee OBICTPO.

9) BcraBbTe wuriay BO BXOAHOE OTBEpcTHE O(TATbMOJIOTHYECKOTO BHUCKOXUPYPTUYECKOTO
uznienust (OBU) u BBenuTe BA3KOAJIACTHUHOE BEIIECTBO WJIM MppUralMoHHbIN pacTBop (0,1 mi
iy 6onble). B 3To BpeMs He JlonycKaiiTe KOHTaKkTa Uribl ¢ TUH30M. Takke OynbTe OCTOPOKHBI
U HE MOBpPEIUTE BXOAHOE OTBEpCTHE HINION. IIOCKOIBKY BSI3KOAIACTUYHOE BELIECTBO WIIN

UPPUTALIMOHHBIA PacTBOP JIEHCTBYET KaK cMa3Ka, BBEJIEHHE HEJOCTATOUHOTO KOJIMYECTBA ATOTO



BElIeCTBa MOKET HAPYUIUTh (PYHKIIMOHUPOBAHUE JIMH3BI WM MPUBECTH K €€ BBIXOJY U3 CTPOS.
(B 3aBucumocTu OT TOro, Kakoe€ BELIECTBO MCIOJB3YETCS — BA3KO3JACTUYHOE BEIIECTBO WJIU
UPPHUTAIIMOHHBIA pPacTBOp, HEOOXOIMMBI pa3HbIe Mepbl IpenocTopokHocTu. [lonpobHyro
nH(pOPMAIIMIO CM. Ha pUC. | B MPUIOKEHHH. )

10) He naBuTe Ha IUTyHXep 10 TeX IMOp, MOKAa HE OyJeTe rOTOBbI HEMEUIEHHO YCTaHOBUTh
MHTPAOKYISIPHYIO JHH3Y B 1J1a3. Eciiu BOaBUTh IUIyH)KEp BHYTPh U OCTaBUTH €ro 0e3 MpucMoTpa
Ha 20 wim Oojee CeKyHH, KOTJa JIMH3a CJIOXEHa, BO3MOXKHO HEMPAaBUJIBHOE IMOBEJICHHE WIIH
IIOJIOMKA JIMH3BI.

11) MenjieHHo W TUIaBHO BAABHUTE IUIYHXKEP, HE OCTAHABIMBAsACh HA MOJNYTU. B mpoTuBHOM
ClIy4ae BO3MOXKHO HEIPABWIBHOE ITOBEICHUE WU TI0JIOMKA JIMH3BI.

12) MennenHo npotoiakHuTe IutyHxkep (or 5 g0 10 cexyHn) B mosjoxkeHue roroBHoctu. [lo
JOCTHIKEHUH TIOJOKEHHSI, KOT/a CIBIIIEH MIEMYOK, MOATBEPAUTE OTCYTCTBUE KAKUX-JITHOO
Hapymenuid B juH3e. ([lompoGuyro umubpopmanuio cm. Ha puc. 2 B npunoxenun.) (Korma
ONTHUYECKAasl YacTh JIMH3bl HAaXOJUTCS HA pPaccTOSHUM 6—8 MM OT KOHYMKA HOCHKA, CIIBIIIEH
miesuoK.) Beenure nuH3y BCkope mociie noATBepkaeHus (B Teuenue 20 cexyHn).

13) I[lpu BBemeHHMHM HOCHMKAa B TIja3 MOBEPHUTE KOHYCHYIO YacTh KOHUMKA HOCHKA BHHU3
(oTBepcTHE JOKHO OBITH HAIPABJICHO BHU3). 3aT€M BBEAUTE HOCHUK B IJ1a3 Ha 4 MM WM I1yOxe
3a BHYTPEHHIOIO ITOBEPXHOCTh POTOBULIBI M PACIIOJIOKHUTE €r0 B LIEHTPE.

14) MemseHHO M OCTOPOXKHO BBOAUTE MHTPAOKYJSIPHYIO JIMH3Y B TJia3, TIOKa 3aaHUMN
rarnTHYEeCKUN

3JIEMEHT He OyJeT BBITOJIIKHYT U3 HHKEKTOPA.

15) Haxumaiite Ha crep>keHb OCTOpOXHO. He TSHUTE cTep’keHb Ha3aj] Ha MOJITYTH, 3TO MOXKET
IIPUBECTU K HENIPABWIIBHOMY ITOBEICHHUIO WM ITOJIOMKE JIMH3BI.

16) IpekpaTuTe UCTIOIB30BAHUE YCTPOICTBA, €CIIH KOJIMAY0K HABUHYMBACTCS C TPYIOM, @ TAKKE
OpU TOBOPOTE HWHTPAOKYJIAPHOM JMH3BI B HOCHKE WJIM IpH OOHApYXEHHU JHO0ro
HEINPAaBUJIBHOTO IIOBEJICHHUS ONTHYECKOM YaCTH WIM TalTHYECKUMX D3JIEMEHTOB B XOJE
VCITOJIb30BaHUS.

17) BolnonHsAlTE YyCTaHOBKY MHTPAOKYJSPHOW JIMH3BI C MOMOUIBIO 3TOT0 YCTpPOMCTBa IOCie
TIIATEIBHOIO M3Y4YEHUS WHCTPYKLMM IO €ro HUCIOJIb30BAaHUIO, IPUBEIACHHBIM B HACTOALIEH
JIOKYMEHTAIUU.

[[Ipn HecoOmOA€HUM BBIIEYKa3aHHBIX MEp MPEAOCTOPOKHOCTH BO3MOKHBI HE TOJIBKO
HEMpaBWIbHOE TOBEJICHUE WM TMOJIOMKA JIMH3BI, HO M €€ HempaBWibHas padoTa WM yrposa
3/10pOBbIO, HAIIPUMEP POHUKHOBEHHE B TKAHH. |

18) B penkux ciydasx Ha MOBEPXHOCTU JIMH3BI MOCJIE€ WMILIAHTALIUM MOTYT MPUCYTCTBOBATh

OeJtble YJaCcTUIbI MM BA3KOC BCIICCTBO. Onu OPOUCXOJAT M3 Marepuajla CoIljla, M HX



Ouosiornueckasi 0€30MacHOCTh (IIMTOTOKCUYHOCTh / CEHCHUOWIM3AIUs KOXU / pa3ApakeHue
riasza)
npoBepeHa W moATBepxkaeHa. Kpome Toro, He cooOmanoch HU O KaKUX CIy4asx HapyHICHUs

3pC€HUA U3-3a OTUX YaCTHI.

Pacuer onTnueckoii cuiabl JuH3bl: NS-60YG

3HayeHUsT A-KOHCTaHThI W TJIYOMHBI TEpEAHEH KaMepbl MPHUBEICHBI TOJBKO JJIS CIIPABKH.
ToyHas onTHYECKas CWJIa JUH3bI JOJKHA OBITH OIpEIc/icHa, OCHOBHIBAsCh Ha COOCTBEHHOM
OIIBITE XHPYpra.

A-xoncranra: 119,7

OxwumaeMas TiryOrHa nepeaHeit kamepsl: 6,0 MM

MepsbI nNpeg0CTOPOKHOCTH NIPH HCII0JIb30BAHUH

Heo0xonrMo Xxopouio ysiCHUTh MEpPbI IPEOCTOPOKHOCTH U paboune MpoLeaypsbl, IPOUNUTAB ITY
JIOKYMEHTALMIO Iepe]] UCII0JIB30BAHUEM YCTPOMCTBA.

[Mcnonb30BaHue yCTpOHCTBA COCOOAMH, OTJIMYHBIMU OT ONHCAHHBIX B 3TOM JOKYMEHTAIUH,

MOJKET MPUBECTU K HEMPEIBUICHHBIM MTpo0ieMaM U TOO0YHBIM 3 dexTam. |

1. IlpenocrepeseHus no BLIGOPY NAIUEHTOB

Crenyer nposiBIAThE OCTOPOKHOCTh MPU NPUHSATHU PELICHUS O MPUMEHEHUH 3TOT0 YCTPOUCTBA Y
NaIMEeHTOB C OMUCAHHBIMU HU)KE AaTOJIOTHYECKUMHU COCTOSHUSIMH.

Hetu B Bo3pacte OT 2 JeT (WCMONB30BaHWE ISl JEeTed 70 2 JeT B OO0IeM H IeJIoM
npotuBonokaszaHo) / IloBpexaenue snnorenus porosunisl / ['naykoma / VBeut / Jlnabetnueckas
perunonatust / Ortcnoiika ceryatku / BpoxneHnHble aHomanuu riaza / XOpHOHMJAIbHOE
kpoBomznusaHue / HermyOokas nepenuss kamepa / Mukpodtanemus / Jluctpodust poroBuis /
Atpodust 3purenbHoro HepBa / IloBbllieHHOe BHyTpuriazHoe naasieHue / HenomHoe
pacmiupenue 3padyka / AmOmuonus / TpaHcriaHTanusi ceT4aTkd B aHaMmHe3e / Bocnanenue
panyxxHoi obonouku / IToBpexxaenue porosuuibl / Jlereneparus xenroro nsatHa / Jlerenepanus
ceryaTku / Artonuueckoe 3aboneBaHue / IlceBHOAKCPOIMATUBHBIA CHUHIPOM U XPYIKOCTh
PECHUYHOTO TOsicka / Pa3pblB PECHHYHOTO TOSCKa M BBIBHX XpyCTaIWKa (B TOM YHCIE
no/BbIBUX) / HeoBackynsipuzanus paayxHoit o0onouku / CepresHble modouHble 3G (eKTs Ipu
XUPYPTUYECKUX OINepalusx B aHamHese / J[pyrue ciydau, A KOTOPBIX UCIOJIb30BAaHUE 3TOTO
YCTpPOMCTBa ompenensercs BpauoM U TpeOyeT BHHMMATEIBHOTO pPAacCMOTPEHHUs H3-3a

INOTCHIMAJIBHBIX CUCTEMHBIX OCJIOKHECHHUH MIIN OCJIOKHEHUM Ha Tiia3ax



2. BaskHble 0OCHOBHbIE NPe0CTEPeKeH s

1) Ilepen ummnantanueit MOJI B moctaTouHOM CcTENEHU OOBSICHUTE MAIMEHTY OXKUIAEMBbI
3 eKT 1 BO3MOXKHBIE TOO0UHBIE AP PEKTHI B pe3ynbraTe ucnoiab3zoanus MOJL.

2) Jnd manueHToB, HYXKJAIOMIUXCS B OCTOPOKHOM OOpaIieHUH, MOKET ObITh BHICOKOM 4acTOTa
BO3HUKHOBEHHUS OCJOXHEHHM, a TakXke MOXKeT ObITh He JOCTUTHYTa JOCTaTOYHas OCTpPOTa
3peHus. Ilostomy s Takux mnanueHTtoB umiulaHtauus MOJlI pgomkHa BBINONHATBCS €
UCIIOJIb30BAaHUEM  COOTBETCTBYIOUIETO  OOOpPYyNOBaHUS MOJ  PYKOBOACTBOM  OIIBITHOI'O
o TaTIbMOJIOTa, a TAKXKE JOJHKHO OCYIIECTBISTHCS MOCIeONepallMOHHOE HA0I0IeHHUE.

3) Hersm umrmiantanuio MOJI qomkeH BBITONHATE 0PTAIBMOJIOT, KOTOPBIA 001a/1aeT HE TOIBKO
TEXHUYECKUMH HaBbIKAMHU, HO M JOCTATOUYHBIMM 3HAHUSMM U OIBITOM B OTHOIIEHHUU JETCKUX
ocobeHHocTeil. OcoOble CIOXKHOCTU IPEACTaBISET YCTAHOBKA JIMH3BI U HCIOJIb30BAHUE
MHCTPYMEHTOB IS IeTel B Bo3pacTte /0 2 JIeT U3-3a pa3Mepa Ux riazHoro sonoka. Kpome toro,
BBICOKA BEPOSTHOCTH MOBTOPHOI ONepanuu, MOTOMY UYTO OCEBas AJWHA TJia3a U3MEHSETCS C
poctom pebenka. [loaTomy XHpypru MOIKHBI MPEJOCTAaBUTh ONEKYHAM JETEed B JOCTAaTOYHOM
Mepe HHHOPMUPOBAHHOE COTJIACHE, OOBSICHUB UM 3TU IIPOOJIEMBI.

4) TlockonbKy MHBa3WBHAs XUPYPrUsi MOXKET yCYTyOUTb YBEUT B aKTHBHOU (pase WM JEeTCKUMN
YBEUT U BBI3BaTh HOBbIE OclokHeHUs, uMinianTanuio MOJI HeoOX0auMo OCYIIECTBIATH MOCIEe

IIpHEMa JIEKapCTB, YMEHbBILIAIOLIUX BOCHAICHHUE.

3. ITo0ouHbIe 3 eKTHI U HeOJIATONPHUATHBIC BO3ICHCTBUA YCTPOHCTBA

Kak npu mo0oii xupypruyeckoil mporenype, CyHecTBYIOT pUCKU. Bo3MoXHBIE OCIOXKHEHUS
OIlEpallU M0 YAAJICHHUIO KaTapaKThl BKIIOYAOT, IOMUMO [IPOYETo, CIEAYIOLIEe:

Crnenyrouue HeOJIaronpUsTHbIE BO3JAEUCTBUS YCTPOICTBA U MOOOUYHBIE IPPEKTh pACCMOTPEHBI
Ha Bkiaapime B ynakoBky EyeCee® ONE preloaded, 4roObl mpemocTaBUTh XUpypram
NpeBapuUTeNbHYI0 HHGOPMALMIO JUIl NPEJOTBPAlleHUs HeOJIaronpHuATHBIX BO3JEHCTBUI

ycTpoiicTBa U OOOYHBIX AP (HEKTOB.

4. Yruamsanus

YTUnu3upyiTe 3To yCTPOHCTBO aHAJOTHYHO APYTUM MEAUIIMHCKUM OTXOJaM, TAKUM KaK WTJIbI U
TPYOKH JUIS WHBEKIUN WIH METAUTMICCKUE XUPYPTUYSCKHUE WHCTPYMEHTHI B MEIMIIMHCKOM
yupexxnenuu. He nomyckaiite pacnpocTpaHeHWs WHGEKIHH 3a TPeaeiabl YUPSKICHHUS WIH
3arpsi3HEHUs] OKPYKAIOIIEH CPE/IbI.

JIMH3BI UHTPAOKYISIPHBIE MOCIIE MCIOIB30BAHUS OTHOCATCS K MEAUIIMHCKUM OTXOaM kiacca b

U moiexxat yruimu3anun cormacHo Canllun 2.1.7.2790-10.



5. Ipyrue npemocrepeskeHust

1) Jusg akpuioBBIX HWHTPAOKYJSPHBIX JIMH3, TMOJOOHBIX H3TOM HMHTPAOKYISPHOU JIHMH3E,
coobmranock 0 mosiBieHuu Osiecka. HeoOXoauMo peryisipHO ocMaTpuBaTh HAIMEHTOB TIOCIHE
XUPYPrU4ecKo orepaiuu, Y4ToObl HaOJII01aTh 32 XOJJOM UX BOCCTAHOBIICHUS TIOCTIE OMEPALIUU.
2) O06s3aTeNBHO BBITOTHINTE JOCTATOYHBIA OCMOTP TIepe] olepaluei.

[OxxuaemMas OCTpOTa 3pEHUs MOXKET ObITh HE JOCTUTHYTA, €CJIM MAlUEHTHI CTPAJAl0T KaKUMU-
160 APYyruMu 3a00JICBAaHUSMU. |

3) 3anummuTe HEOOXOAUMYI0 UH(POPMAIMIO HA KapTOUKe, BKJIIOYEHHON B yIaKOBKY, U BbLIalTe
ee mauueHTy. [IpoMHCTpyKTHpYiiTe MalueHTa UCIOJIb30BaTh 3TY KapTOUKy HpU OOpalleHuu K
JIPYTHM BpavaM.

4) B 3aBUCHMOCTH OT yCJIOBUM, TAKMX KaK CMEIICHUE HHTPAOKYJISIPHON JIMH3BI OT IIEHTPA WU €€
3acBeTKa, 3pUTeNbHas (PyHKIUS MOCJE ONepali MOKET OBITh OCIOXHEHAa CBETOOOSI3HBIO HIIU
IPYTMMU CUMIITOMAMHU.

5) Ecnu onTuyeckas 4acTh M TalTUYECKHE AJIEMEHTHI COMPHUKACAIOTCS MPHU ONpeleIeHUN
MOJIOKEHUSI MHTPAOKYJISIPHOM JIMH3bI, Pa3beIUHUTE UX C MOMOIIBIO KpIOUKa WIIM TMHHIETa U
OTPEryIHUPYHTE MOJIOKEHUE UHTPAOKYISIPHOM JIMH3BI, IPEKIEC UYeM 3aBeplIaTh XUPYPTUYECKYIO
OTIepaIuIo.

[Ecin mo3BONHMTH ONTUYECKOW YACTH W TaNTHUYECKUM DJIEMEHTaM HWHTPAOKYJSPHOW JIMH3BI

COTMPUKACATHCS, ’TO MOXKET IPUBECTU K CMEIIEHUI0 MHTPAOKYJISIPHOM JIMH3BI OT IEHTpA. |

ITo6ounbIie 3¢ PpexTnI

Otexk ctpoMmbl poroBuisl / ['mnonuon / Buyrpurnaszunas ungpexkuust / Uput / IloBbliieHHOe
BHYTpPHTJIA3HOE JaBlieHue, Tpeodytromee jedeHus: / KuctonogoOHbIi oTek Makysbl / 3pauyKkoBBIN
650k / cteuenue xunkocTu u3 pansl / [lnockas nepenusis kamepa / BropuuHnoe xupyprudeckoe
BMemaTenscTBo (MpuaoroMus minm 3padkoBblif 070K / Acnupaiusi CTEKJIOBHIHOIO Tejla MpU
3paukoBoM OJsioke / M3menenue momoxkenust nuH3bl / M3Bneuenue MOJI u3-3a BocmaneHus /
3amena MOJI) / KpoBousnusHue B CTEKJIOBUIHOE TeIO WM ero nomyrHenue / ['mdpema /
CrexinoBuaHOe Teno B nepeaHeil kamepe / [IpOHMKHOBEHHE CTEKJIOBHIHOTO Tella B paHy /
Oupocansmut / Ilepeauss cunexus / 3anusas cuHexus / Otnoxenus B MOJI, BbI3bIBaromue
BocniasieHue / ®ubpun B 3pauke / Koprukansueie octatku / Octatku siapa / OTcinoika ceT4yaTKu
/ Jlerenepanusi sxentoro nsATHa / Atpodus 3purenbHoro Hepa / Bropuunas karapakra /

Bropuunas rmaykoma / 3agHUI KancyasipHBIA pa3phiB

HebnaronpusiTHbie BO3/1eiiCcTBUSA YCTPOICTBA



Cwmemenne nieHTpa ontudeckoit vactu MOJI / TloBpexxaenrne HHTPAOKYIISIPHOM JIMH3BI (TIOJIOMKA
WIH [APAIUHBI ONTHYECKON YacTH JIMOO MOJIOMKA, [apPaIMHbI, OTCOSAMHCHUE WK JeopMaIius
ranTuyeckux syieMeHToB) / OTpakeHHe cBeTa Ha MOBEpXHOCTH JUH3BI / IlepeBopaumBanue
nuH3b1 / [loBpexienne ycTpoiicTBa Uisl UMILIAHTAIMH (ITOJIOMKA, IaparuHbl UM Aedopmarius) /
Cwmemienne JauH3bI U3 3agHeil kamepbl / OTJIOKEHHE MOCTOPOHHMX YaCTHUI[ HAa MOBEPXHOCTU
auH3bl / OOecrBevYMBAHWE M TICEBJO00CCIIBEUMBAHME ONTHYECKOW yacth nUH3BI / COoi
YCTPOMCTBA /I MMIUIAHTAIMK (3aCTpEeBaHWE WM aHOMAalbHOE TOBeleHue NuH3bI) / Hakion

JIMH3bI 10 HENIPABUJIIBHOI'O ITOJIOXKCHHA

Ycji0BUSI XpaHEHHS M CPOK T'OHOCTH /IJIsl HCIOJIL30BAHUS

1. YcaoBus okpy:kamwiuieii cpeabl

[TopnepxuBaiTe CleayIONUE YCIOBHS OKPYKAIOLICH CPEIbL:

[Tpu TpaHCTIOPTUPOBKE U XPAHCHHH:
Temneparypa okpyxkatoiero Bo3ayxa ot -20 mo 55 °C
OTtHocuTenbHas BIaXHOCTh OT 20 10 65%

Bo Bpems HCIONb30BaHMS:

TemmnepaTypa okpyskaromero Bozayxa ot 18 no 25 °C

2. I[aTa HCTECYCHUSA CPOKA NOAHOCTHU JJIA UCITOJIL30BaAHUSA (lIaTa HCTCIYCHUS CPOKA IT'OAHOCTH

CTePUIIN3AIUN)

JlaTa ucredeHus: cpoka roJHOCTH JUIsl UCIIOJIB30BAHUS YKa3aHa HA YIAKOBKE C METKOU E ITIT-

MM.

[Tpumep: 8 2020-12 = cpok romHocTH BcTekaeT B qexadpe 2020 .

3. YciioBus1 XpaHeHUs

1) OrcyrcTBUE BO3AEUCTBUS BOJBI.

2) Komnarnas Temmeparypa 0e3 BBICOKOHM BIIaXXHOCTH M C 3aIIMTONH OT NPSIMBIX COJHEYHBIX
JTy4dei.

3) OtcyTcTBHE XUMHUECKUX BEIIECTB, OPTAaHUYECKIX PACTBOPHUTEIICH MM arpeCCUBHBIX Ta30B.

4) Yucroe nmoMenieHne, OTCyTCTBUE BUOPAIIMY UITH YAAPOB.

YnakoBka

1 mrr.
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BAUSCH + LOMB

See better. Live better.

Bausch + Lomb develops and markets a full portfolio
of products. lts expertise in ophthalmology and
innovation both contribute to make Bausch + Lomb a

reference in the field of international eye care.
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The Bausch + Lomb portfolio offers a solution to all
ocular surgical needs:

* Intraocular lenses (IOLs)

+ Viscoelastics

* Instruments

* Equipment and disposables
+ Other ophthalmic devices

BAUSCH + LOMB




MoNoFocAL

AKREOS®MICS" @

MICRO-INCISION ONE-PIECE
HYDROPHILIC ACRYLICIOL [

£ Ref MI6OPxxxx

MATERIAL
Hydrophilic Acrylic
26 % water content
UV-blocker
Refractive Index: 146

DESIGN

Monofocal Aberration-Free Aspheric Optic

360° posterior square edge

10° haptic angulation

One-piece IOL with four-point fixation

Orientation features to indicate the anterior side

6.2 mmfrom 0.0 D to +150 D
6.0 mm from +15.5 D to +22.0 D
5.6 mm from +22.5 D to +30.0 D

1.0 mm from 0.0 D to +15.0 D
Overall diameter ‘ 10.7 mm from +15.5 D to +22.0 D
10.5 mm from +22.5 D to +30.0 D

Optic diameter

DIOPTER RANGE

From 00D to+300D 00D to+100Din10 D increments

+10.0 D to +30.0 D in 0.5 D increments

INJECTORS
Viscoject™ BIO 1.8 LP604350C (10/box) _

Recommended incision size: 1.8 mm WAT

Comport PLUS 1.8 INJRET18 (1/box) ‘! i

Recommended incision size: 1.8 mm WAT

CONSTANTS*
A-Constant: SRK/T: 1191

Immersion ACD: 5.67

A-Scan or Surgeon Factor: 190

IOL Master Haigis Constant: a: 149 / a: 040/ a,: 010
A-Constant: 1184

Applanation ACD:5.20

A-Scan Surgeon factor: 145

* Constants are estimates only (source:
ULIB Optimized IOL Constant, http://
www.augenklinik.uni-wuerzburg.de/ulib/
cl.htm)

It is recommended that each surgeon
develops their own values.
Latest update: June 2017




MoNoOFOCAL

AKREOS®MICS™

INTRAOCULAR LENS

1.8 mm MICS" is a reality
The Vital Element For a Successful MICS™ Surgery

1.8 mm MICS™ Requires The Material Difference
v Akreos® MICS" Lens is crafted from a Bausch + Lomb

proprietary acrylic material

v The lens can be compressed easily to fit through a 1.8 mm
incision

3-Dimensional Stability

v The innovative shape of the Akreos® MICS™ has been designed
to optimise its post-operative behaviour in the capsular bag and
to allow for the absorption of forces in 3 dimensions

v 360° posterior square edge barrier to prevent against PCO
Quality of vision
v Akreos® Aspheric Abberation-Free

v Four-point fixation haptic design for optimal stability and
centration in the capsular bag

Enhanced Mechanical Barriers

Continuous posterior surface  360° x 90°angle for optimum cell blockage ~ Reinforced haptics for consistent
contact with the capsular bag including the Haptic-Optic junction and controlled pressure on the capsule

For more information on content and clinical sources,
please refer to the |IOL sales materials.

BAUSCH + LOMB




©_§ AKREOS®ADAPTAO®

\ "5-‘,_ ONE-PIECE HYDROPHILIC .
ACRYLICIOL
& ) Ref ADAPTAOPxxxx

MATERIAL
Hydrophilic Acrylic
26 % water content
UV-blocker
Refractive index: 146

DESIGN

Monofocal Aberration-Free Aspheric Optic
360° posterior square edge

One-piece with four-point fixation

Obtic diamet 6.0 mm from +10.0 D to +30.0 D
ptic diameter 6.2 mm from 0.0 D to +9.0 D
1.0 mm from 0.0 D to +150 D

Overall diameter | 10.7 mm from +15.5 D to +22.0 D
10.5 mm from +22.5 D to +30.0 D

DIOPTER RANGE

00D to+100Din10 D increments
From00D10+300D | 100D t0+300 Din 05 D increments

INJECTORS

Viscoject™ BIO 1.8 LP604350C (10/box) _
Recommended incision size: 1.8 mm WAT

Comport PLUS 2.2 INJRET22 (1/box) ‘ )
Recommended incision size: 2.2 mm WAT

Viscoject™ 2.2 LP604340 (10/box) _

Recommended incision size 2.2 mm WAT

INJ100 (10/box) y
Recommended incision size: 2.2 mm WAT E! =
Hydroport Al-28 (1/box)

Recommended incision size 2.8 mminthe bag ===

CONSTANTS*
Immersion Q-CCDO%StZagt SRK/T:118.5
RS Surgéor; Factor: 1.51
IOL Master Haigis Constant: a; -0.83/a;:0305/a,: 0191
stplanation Q'C:C&’zs‘gt 180
= Surgeon Factor: 1.22

* Constants are estimates only (source:

ULIB Optimized IOL Constant,
http://www.augenklinik.uni-wuerzburg.de/ulib/c1.htm)
Latest update: June 2017




MoNoOFOCAL

AKREOS®
ADAPT AO

INTRAOCULARLENS

A vision that patients can appreciate

v Aberration-Free aspheric optic to improve image quality,
enhance depth of field and be more tolerant to lens misalignment

v Akreos® Adapt AO is designed to provide predictable,
repeatable refractive outcomes for all cataract patients

v 360° posterior square edge for optimised effectiveness against

PCO

v Four-point fixation designed for stability and centration

360° posterior barrier edge

Square edge

For more information on content and clinical sources,
please refer to the |IOL sales materials.

BAUSCH + LOMB




_____ IiEEmE ______HES

HybrorHOBIC

/ enVista® o
T4 )? ONE-PIECE HYDROPHOBIC ®
e ACRYLICIOL [ )
\ Ref MX60Pxxxx
[ ]
MATERIAL

Glistening-Free Hydrophobic Acrylic
4 % water content

UV-blocker

Refractive index: 1.54

DESIGN

Monofocal Aberration-Free Aspheric Optic
Step-vaulted haptics; Modified C-loop haptics
360° posterior square edge

Fenestrated haptics

Optic diameter: 6.0 mm

Overall diameter: 12.5 mm

DIOPTER RANGE
00D to+100Din10 D increments
From00Dt0+340D | +10.0 D to +30.0 D in 0.5 D increments
+30.0 D to +34.0 Din 10 D increments

INJECTORS
Reusable BLIS-R1 G=m—

with single-use cartridge BLIS-X1from +10.0 D to +34.0 D (10/box)

Recommended incision size: 2.2 mm WAT

INJI00 (10/box) ——— =

Recommended incision size: 2.2 mm WAT

CONSTANTS*
A-Constant SRK/T: 1191
Immersion A-Scan | ACD: 5.61
and IOL Master Surgeon Factor: 1.85
Haigis Constant: a: 146/ a: 040/ a,: 010

Applanation A-Constant: 118.7
AScan ACD: 5.37
Surgeon Factor: 1.62

* Constants are estimates only.

Itis recommended that each surgeon
develops their own values.

Latest update: June 2017




iy .
.\ enVista®
INTRAOCULARLENS

- | J
Glistenings do exist. But not for enVista®

Quality of Vision

v Pre-hydrated (09 % saline solution) to equilibrium to prevent
glistening formation

v No glistenings detected at any time in a 2=year prospective study"?

v Abrasion resistance is increased due to improved surface
durability3

Designed to Minimise PCO
v Step-vaulted haptics
v 360° posterior square edge*

Advanced Ease of Use

v Safe, simple, reliable insertion through a 2.2 mm incision
v Easy positioning in the capsular bag by controlled unfolding

Designed to minimise PCO

1. enVista® Directions for Use.

2. Tetz MR, Werner L, Schwahn-Bendig S, Batlle JF. A prospective clinical study to quantify glistenings in a new
hydrophobic acrylic IOL. Paper presented at: American Society of Cataract and Refractive Surgery (ASCRS)
Symposium & Congress; April 3-8,2009; San Francisco, CA.

3. Mentak K, Martin P, Elachchabi A, Goldberg EP. Nanoindentation studies on hydrophobic acrylic IOLs to
evaluate surface mechanical properties. Paper presented at: XXV Congress of the European Society of Cataract
and Refractive Surgery; September 8-12, 2007; Stockholm, Sweden.

4. Nishi O, Nishi K, Osakabe Y. E ect of intraocular lenses on preventing posterior capsule opacification: design

versus material. ] Cataract Refract Surg. 2004;30(10):2170-2176.

For more information on content and clinical sources,
please refer to the IOL sales materials.

BAUSCH + LOMB




HybrorHOBIC

— -~ EyeCee®ONE

N, "\ /EyeCee® ONECRYSTAL @

’ 2
f ONE-PIECEHYDROPHOBIC ‘
N A ACRYLICIOL ®
L\\\. (S Preloaded Ref EYEC1PRExxxx / EYEC1CRYPRExxxx
- = Non preloaded Ref EY EC1xxxx / EYEC1CRYxxxx
MATERIAL
Hydrophobic Acrylic
UV-blocker

Blue-light blocker (for EyeCee® ONE only)
Refractive index: 1.52

DESIGN

Monofocal Negative Aspheric Optic
Modified C-loop

360° posterior square edge

Optic diameter: 6.0 mm

Overall diameter: 13.0 mm

DIOPTER RANGE

Preloaded +110Dto +30.0 D in 0.5 D increments
From+110Dt0+300D

Recommended incision size: 2.4 mm in the bag

(please refer to the DFU) —"
EyeCee® ONE +10 D to +100 D in 1.0 D increments
Non preloaded +100 D to +270 D in 0.5 D increments
From+10Dt0+300D | *+270 D to +30.0 Din 10 D increments
EyeCee™ ONE CRYSTAL +10 D to +10.0 D in 1.0 D increments
Non preloaded 105D

From+10Dto+105D

INJECTORS

MDJ 2.0 - 2.2 MDJ20-22 (1/box)

Recommended incision size: 2.2 mm WAT ._h

MDJ LOADINJECT® 2.2 8000001533 (1/box) g :

Recommended incision size: 2.2 mm WAT

CONSTANTS*
A-Constant SRK/T: 119.7
Immersion A-Scan | ACD: 6.0

dIOL Mast Surgéor; Factor: 213
o e Haigis Constant: a: 1675/ a; 040/ a,: 010

A ; A-Constant: 1191
pplanation ACD: 5.70
A-Scan Surgeon Factor: 1.73

* Constants are estimates only.

It is recommended that each surgeon
develops their own values.

Latest update: June 2017




HybrorHOBIC

N\, EyeCee®ONE

/ EyeCee® ONE CRYSTAL
INTRAOCULAR LENSES

Fully Preloaded Hydrophobic IOL
v An easy 2-step procedure with a short learning curve (please
refer to the IFU and loading guide)

v 24mm incision in-the=bag (please refer to the loading guide)
v Single use injector

Quality of Vision
v Asperitic optic edge to reduce glare phenomena

v Negative aspheric optic design (-013 Um) to compensate for
positive corneal spherical aberrations (SA)

v 90° anchor wing haptic with large contact angle for optimized
intra-capsular bag behaviour of the lens

v Unique haptic design to maximize intracapsular bag fixation and
long-term stability

v 360° posterior square edge to reduce PCO
v Blue-lightfilter (for EyeCee® ONE only)

Spectral Light Transmission

EyeCee™ ONE CRYSTAL EyeCee® ONE with moderate blue-light filter
Transmittance curve Transmittance curve
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Curve@: Spectral Transmittance curve of a typical 1.0D IOL (thinnest).

Curve@: Spectral Transmittance curve of a typical 30.0D |OL (thickest).

For more information on content and clinical sources,
please refer to the IOL sales materials.

BAUSCH + LOMB




_____ IiEEmE ______HES

HybrorHOBIC

EyeCee®
THREE-PIECEHYDROPHOBIC

o ACRYLICIOL
Ref EYECPRExxxx

MATERIAL
Optic: Hydrophobic Acrylic
Haptic: PMMA
UV-blocker
Refractive index: 1.52
DESIGN

Monofocal optic

J-loop haptics

Square edges

7° haptic angulation

Optic diameter: 6.0 mm
Overall diameter: 12.5 mm

DIOPTER RANGE
Preloaded +100 D to +270 D in 0.5 D increments
From +10.0 D to +28.0 D | +270 D t0 +28.0 D in 10 D increments

Recommended incision size: 2.8 mm in the bag
o S
CONSTANTS*

A-Constant SRK/T. 119.5
Immersion A-Scan | ACD: 5.87

and IOL Master Surgeon Factor: 2.11

Haigis Constant: a: 173/ a;: 040/ a,: 010

Aoolanati A-Constant: 119.2
L oenaen ACD: 566
>ean Surgeon Factor: 190

* Constants are estimates only.

Itis recommended that each surgeon
develops their own values.

Latest update: June 2017




MoNoFocAL HybrorHOBIC

EyeCee®
L INTRAOCULAR LENS

- | J
3-Piece Hydrophobic Preloaded IOL

v Preloadedinjection system for safe and easy handling

Damage of the implant is avoided

<

v No risk of dangerous cross-contaminations

Square edge for prevention of PCO

<

For more information on content and clinical sources,
please refer to the IOL sales materials.

BAUSCH + LOMB




Toric HybrorHOBIC

enVista® TORIC o

: ONE-PIECEHYDROPHOBIC ACRYLIC .
TORICIOL
o
Ref MX60TPxxxx

MATERIAL

Glistening-Free Hydrophobic Acrylic
4 % water content

UV-blocker

Refractive index: 1.54

DESIGN

One-Piece, Aberration-Free Aspheric Optic
Step-vaulted haptics; Modified C-loop haptics
360° posterior square edge

Fenestrated haptics

Optic diameter: 6.0 mm

Overall diameter: 12.5 mm

DIOPTER RANGE
Cylinder powers-IOL plane: +125D /+200D /
From+60D10+300D | +275D/+350D/+425D/+500D/+575D
in05 Dincrements Cylinder powers-corneal plane: +090 D / +140 D /
+193D/+245D/+298D/+350D/+403D

INJECTORS
Reusable BLIS-R1 S———

with single-use cartridge BLIS-X1from +10.0 D to +34.0 D (10/box)

Recommended incision size: 2.2 mm WAT

INJ100 (10/box)

Recommended incision size: 2.2 mm WAT F =

CONSTANTS*
A-Constant SRK/T: 1191
Immersion A-Scan | ACD: 5.61
and [OL Master Surgeon Factor: 1.85
Haigis Constant: a: 146 /a: 040/ a,: 010

A _ A-Constant: 118.7
pplanation ACD: 537
A-Scan Surgeon Factor: 1.62

* Constants are estimates only.

Itis recommended that each surgeon
develops their own values.

Latest update: June 2017




Toric HybrorHOBIC

- enVista® TORIC

INTRAOCULARLENS

Lock in superior rotational stability’
Unique haptics are designed to secure

a predictable astigmatism correction

v Gilistening-Free Hydrophobic Acrylic

v The ideal combination of stable performance and predictability

v Aberration-Free Aspheric

v Fenestrated, step-vaulted haptics with 56° Contact angle and
square posterior edge optic are designed to optimize 360°
Capsular contact?

v 360° posterior square edge with haptic-optic junction designed

to minimise PCO

v Polished for a smooth optic surface

Unique fenestrated, step-vaulted haptics with
56° contact angle are designed to maximise
stability

* 91% of patients had < 5° rotation from
day of surgery to 6 months'
56° + 3% absolute mean rotation at 6 months'

+ 0.28 mm mean decentration’

1. Packer M and al. Safety and effectiveness of a glistening-free single-piece hydrophobic acrylic intraocular lens
(enVista). Clinical Ophthalmology 2013;71905-1912
2. Nishi O, Nishi K, Osakabe Y. Effect of intraocular lenses on preventing posterior capsule opacification: design

versus material. ] Cataract Refract Surg. 2004;30(10):2170-2176

BAUSCH + LOMB




SOFPORT® AO :

3-PIECE ASPHERICIOL

SEMI-LOADED ‘
Ref LIGIAORxxxx

MATERIAL

Optic: Silicone

Haptics: PMMA

UV-blocker

Refractive index: 143

DESIGN

Monofocal Aberration-Free Aspheric Optic
C-modified haptics

5° angulation

360° posterior square edge

Optic diameter: 6.0 mm

Overall diameter: 13.0 mm

In the bag or ciliary sulcus

DIOPTER RANGE

00Dto+40Din10 D increments

Frogell +50 D to +30.0 D in 0.5 D increments
+31.0 D to +34.0 D in 1.0 D increments

INJECTOR |
Easy-Load (semi-loaded) EZ-24 (1/box) =
Recommended incision size: 2.4 mm in the bag

CONSTANTS*

A-Constant SRK/T: 118.7

Immersion A-Scan | ACD: 540

and IOL Master Surgeon Factor: 1.62

Haigis Constant: ;0057 /a; 0186/ a,: 0171

Aoplanati A-Constant: 118.0
e ACD: 500
ocan Surgeon Factor: 1.22

* Constants are estimates only.

It is recommended that each surgeon
develops their own values.

Latest update: June 2017




3-Piece

SEMI-LOADED SILICONE

MoNoFocAL

SOFPORT® AO

INTRAOCULARLENS

v Foldable 3-piece IOL
v Aberration-Free Aspheric Optic
v Moderate refractive index and curved anterior surface

v 360° posterior square edge and 5° angulation designed for

optimum PCO minimisation
v Predictable and stable refractive outcomes

v Semi-loaded injector to facilitate lens insertion:

easy to fold and controlled unfolding

Curved anterior 50
aspheric surface \ Angulation \

x Posterior

asphericsurface
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MoNoFoCAL

PMMAEZE-60 :

ONE PIECEPMMA
POSTERIOR CHAMBER IOL

Ref 8 Axxx

MATERIAL PMMA, UV-blocker, Refractive index: 149

DESIGN Monofocal optic, Spherical, C-modified, flexible haptics,
3° angulation, Optic diameter: 6.0 mm - Overall diameter: 12.75 mm

DIOPTER RANGE
From +10.0 D to +30.0 D in 0.5 D increments
CONSTANTS* A-Constant: 1181

ACD: 502

Applanation A-Scan
Surgeon Factor: 1.28

PMMA L122UV

ONE PIECEPMMA
ANTERIOR CHAMBER IOL

Ref 8Uxxx

MATERIAL PMMA, UV-blocker, Refractive index: 149

DESIGN Monofocal optic, Spherical, One piece |OL with four
point fixation, Flexible, S-modified haptics, 3.7° angulation
Optic diameter: 6.0 mm - Overall diameter: 13.75 mm

DIOPTER RANGE
From +5.0 D to +30.0 D in 0.5 D increments

CONSTANTS* A-Constant: 115.8

Applanation A-Scan ACD:3.68
Surgeon Factor: -0.02

* Constants are estimates only.
It is recommended that each surgeon

develops their own values.
Latest update: June 2017




MoNoFoCAL

PMMAEZE-60

INTRAOCULARLENS

Designed to be implanted in the posterior
chamber

v Foldable haptics to ease insertion

v PMMA haptics

PMMA L122UV

INTRAOCULARLENS

Designed to be implanted in the anterior
chamber

v 4-point fixation

v PMMA haptics

v White-to-white range 1.5 mm to 12.25 mm
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VISCOELASTIC

=  AMVISC® ®

SODIUMHYALURONATE -
COHESIVE VISCOELASTIC

Ref 59081L

Contains 1.2 % Sodium Hyaluronate in physiological saline solution.

MOLECULAR WEIGHT
1to 29 million Daltons

VISCOSITY AT 25°C

40,500 + 6,000 mPa.s (at 1.0 s7)
Osmolarity 320 mOsm
pH:6.8-76

STORAGE
Between 2°C and 8°C

CONTENT & CANNULA
0.8 ml
27G




VISCOELASTIC COHESIVE

AMVISC®

VISCOELASTIC

®

Amvisc® is a general purpose viscoelastic with

high viscosity that provides optimal chamber
maintenance. ldeal for the surgeon who
performs cataract surgery using the planned

extracap technique.
LENS REMOVAL
LENS IMPLANTATION

COMPLETE AND EFFICIENT REMOVAL

Lasting Chamber]
Retention

Amvisc® Plus

Amvisc® OcuCoat®

Cohesive-Dispersivel

Q BAUSCH + LOMB




VISCOELASTIC DisPersIVE / COHESIVE

AMVISC®PLUS ®

SODIUMHYALURONATE DISPERSIVE/ o
COHESIVE VISCOELASTIC

Ref 60081L

Contains 1.6 % Sodium Hyaluronate in physiological saline solution.

MOLECULAR WEIGHT
1to 29 million Daltons

VISCOSITY AT 25°C

55,700 £ 8,200 mPa.s (at 1.0 s™)
Osmolarity 340 mOsm
pH:6.8-76

STORAGE
Between 2°C and 8°C

CONTENT & CANNULA
0.8 ml
27G




VISCOELASTIC DisPersIVE / COHESIVE

AMVISC®PLUS

VISCOELASTIC

Amvisc® Plus is molecularly engineered with a
versatile range of cohesion that provides lasting
chamber retention plus efficient removal at the
end of the case.

Cohesive versatility allows you to do what you want to do
throughout the procedure, without the need for a second
viscoelastic. Amvisc® Plus is the versatile viscoelastic that is ideal
for every step of your surgery including MICS procedures.

CAPSULORHEXIS
HYDRODISSECTION
LENS EXTRACTION
LENS IMPLANTATION
EASY REMOVAL

Lasting Chamber
Retention

OcuCoat®

Cohesive-Dispersivel
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DISPERSIVE

OcuCoat®

[
HYDROXY-PROPYL- o
METHYLCELLULOSE
DISPERSIVE VISCOELASTIC

Ref CC050S / CC100SL / CC065S

1ml OcuCoat® contains 2% hydroxypropylmethylcellulose
(HPMC) in balanced physiological saline solution.

MOLECULAR WEIGHT
2 80,000 Daltons

VISCOSITY AT 25°C

4,000 1500 mPa.s (at 0.0 s7)
Osmolarity 285 £ 32 mOsm
pH: 72 +04

STORAGE
Between 2°C and 25°C

CONTENT& CANNULA

1mlfor CCO50S 25 G

2 mlfor CC100SL 285G
TG IrcCo65525S




VISCOELASTIC DISPERSIVE

— el
Bauschalomb

-

OcuCoat®

VISCOELASTIC

OcuCoat®is a sterile, isotonic, protein-free and
dispersive viscoadherent solution for ophthalmic
use.

OcuCoat®is ideal for high volume anterior segment

surgery. Formulated from low molecular weight 2 %
hydroxypropylmethylcellulose, OcuCoat®is a tissue protective

substance with high lubrication qualities throughout the procedure.

IOLIMPLANTATION

Lasting Chamber
Retention

Amvisc® Plus I

OcuCoat®

Cohesive-Dispersive

BAUSCH + LOMB
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¥
VISCOELASTIC
EYEFILL®S.C. ®
SODIUMHYALURONATE SUPREME o
COHESIVE VISCOELASTIC

Ref EYEFILL-SC
G

Contains 2 % Sodium Hyaluronate in physiological saline solution.

MOLECULAR WEIGHT
3.2 to 3.5 million Daltons

VISCOSITY AT 25°C
400,000 mPa.s (at O1s™)
Osmolarity 280-330 mOsmol/I
pH:6.8-76

STORAGE
Between 2°C and 25°C

CONTENT & CANNULA
09 mi
25G




VISCOELASTIC SupPReME COHESIVE

EYEFILL®S.C.

VISCOELASTIC

EYEFILL® SC.is a highly-viscous cohesive
viscoelastic indicated in case of flat anterior
chambers and iris prolapse

v Stabilizes and pressurizes the anterior chamber

v Creates a lot of space for convenient surgical intervention

v Good protection of intraocular tissues

v Very easy to remove

Q BAUSCH + LOMB
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VISCOELASTIC

__ EYEFILL®C. ®

e X SODIUMHYALURONATE
COHESIVE VISCOELASTIC

Ref EYEFILL-C
D

Contains 1.4 % Sodium Hyaluronate in physiological saline solution.

MOLECULAR WEIGHT
3.2 to 3.5 million Daltons

VISCOSITY AT 25°C

120,000 mPa.s (at O1s™)
Osmolarity 280-330 mOsmol/I
pH:6.8-76

STORAGE
Between 2°C and 8°C

CONTENT & CANNULA
10 ml
25G




VISCOELASTIC COHESIVE

EYEFILL®C.

VISCOELASTIC

EYEFILL® C.is a viscous cohesive viscoelastic
for standard cataract surgical procedure

v Constant stabilization of the anterior chamber and the capsular bag
v Securing of protection of the sensitive ophtalmic tissues
v Indicated in standard cataract surgery

v Easyto remove

BAUSCH + LOMB




VISCOELASTIC DisPersIVE / COHESIVE

— EYEFILL®DC. ®
e 25| SODIUMHYALURONATE o
P HYDROXY-PROPYL-
METHYLCELLULOSE DISPERSIVE
COHESIVE VISCOELASTIC

Ref EYEFILL-DC
G

Contains 1.37 % Sodium Hyaluronate and 0.57 %
hydroxypropylmethylcellulose (HPMC)in physiological saline
solution.

MOLECULAR WEIGHT
NaHA: 3.2 - 3.5 million Daltons
HPMC: 20,000 Daltons

VISCOSITY AT 25°C
100,000 mPa.s (at O1s™)
Osmolarity 270-390 mOsmol/I
pH:6.8-76

STORAGE
Between 2°C and 8°C

CONTENT & CANNULA
10 ml
25G




VISCOELASTIC DisPersIVE / COHESIVE

e — =

EYEFILL°DC.

VISCOELASTIC

EYEFILL -

G
EYEFILL® DC.: Dispersive Cohesive rheo-

reactive viscoelastic solution

v Maintains a constant deep anterior chamber

v Protects the corneal endothelium throughout the whole cataract

surgery

v Combines cohesiveness of Hyaluronic Acid with dispersive cell

protective properties of HPMC

v Suitable for micro-incision cataract surgery with good tissues

protection and good maintenance of the anterior chamber

v Indicated in standard cases when extra cell protection is required

BAUSCH + LOMB




VISCOELASTIC DisPersIVE / COHESIVE

EYEFILL®M.B. ®
SODIUMHYALURONATE DISPERSIVE .
COHESIVE VISCOELASTIC

Ref EYEFILL-MB

Contains 1.8 % Sodium Hyaluronate (MEGA |) +1.4 % Sodium

Hyaluronate (BIO Il) in physiological saline solution.

MOLECULAR WEIGHT
3.2 to 3.5 million Daltons

VISCOSITY AT 25°C

MEGA [:100,000 mPa.s (at O1s™)
BIO II: 80,000 mPa.s (at 01s™)
Osmolarity 280-330 mOsmol/I
pH:6.8-76

STORAGE
Between 2°C and 8°C

CONTENT & CANNULA
MEGA [: 0.55 ml

BIOII: 0.8 ml

25G




VISCOELASTIC DisPersIVE / COHESIVE

EYEFILL®M.B.

EYEFILL" p g,
VISCOELASTIC

ey

EYEFILL® M.B.: offers surgeons the choice
between 2 viscoelastic fluids of different
viscosities for all needs during cataract surgery

v Maintains constant stabilization of the anterior chamber and

capsular bag
v Assures notable protection of the sensitive corneal endothelium

v 2single-use glass syringes miscible and compatible : MEGA |
(1.8% biofermentative Hyaluronic Acid) and BIO Il (14%

biofermentative Hyaluronic Acid)

v Suitable for Mini and Micro-Incision surgery (2.2 mm or less)

BAUSCH + LOMB




VISCOELASTIC HiGH DISPERSIVE

EYEFILL®H.D. :

HYDROXY-PROPYL-
METHYLCELLULOSE HIGH DISPERSIVE
VISCOELASTIC

Ref EYEFILL-HD
G

Contains 2.0 % hydroxypropylmethylcellulose (HPMC)
in physiological saline solution.

MOLECULAR WEIGHT
86,000 Daltons

VISCOSITY AT 25°C

3,200 mPa.s (at 5 s™)
Osmolarity 265-300 mOsmol/I
pH:6.8-76

STORAGE
Between 2°C and 25°C

CONTENT & CANNULA
25ml
23G




VISCOELASTIC HiGH DISPERSIVE

EYEFILL®H.D.

EYEFIL' 1 0 VISCOELASTIC

EYEFILL® H.D.. High Dispersive, multifunctional

viscoelastic fluid

v Effective cell protection

v Prevents damage of the endothelial cells during surgery
v Useful adjuvant for funduscopy and gonioscopy

v Could be used as a coupling fluid for diagnostic and therapeutic

contact lenses

BAUSCH + LOMB




HicH CORNEA
VISCOELASTIC  Digpgrsive  PROTECTION

CORNEA °
#% FrOTECT .
o
HYDROXY-PROPYL-
METHYLCELLULOSE HIGH
C@RNEA DISPERSIVE VISCOELASTIC
DROTECT  Ref CORNEAPRO
HPMC 2%

- »
Contains 2 % hydroxypropylmethylcellulose (HPMC).
MOLECULAR WEIGHT
86,000 Daltons
STORAGE
Between 15°C to 25°C
CONTENT

Sterile 2 ml single-dose unit for single use (10/box)




HiGH CORNEA
VISCOELASTIC DispersivVE  PROTECTION

CORNEA
PROTECT®

CORNEA VISCOELASTIC
PROTECT

HPMC 2%

Cornea Protect® is a sustained corneal hydration
for professional use in ophthalmic surgery in
single-dose unit

Optimizes the process of opthalmic procedures

v Tdrop lasts for up to 20 min (the average duration of a cataract
procedure)

v Protects the cornea 10 times longer compared to Balanced Salt
Solution!

v Surgery without interruption, reduces the manipulations
performed by the OP assistant'

Enhanced view

v Fast optical clarity

v Magnifying effect and crystal clear sight onto the operating field
with up to 1/3 magnification

Less corneal damages after the surgery

v Reduction of post-op stipping, decreased risk of corneal lesions
compared to Balanced Salt Solution

v Increased breakup time after the surgery compared to Balanced
Salt Solution'

v Enhanced comfort for the patient during the surgery’
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1.Chen Y-A, Hirnschall N and Findl O. Comparison of corneal wetting properties of viscous eye lubricant and

balanced salt solution to maintain optical clarity during cataract surgery. Submitted to J Cataract Refract
Surg. In press.
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ACPi-1

PMMA CAPSULAR
TENSIONRING

Ref ACPi-11

MATERIAL
PMMA
Sterilization: ETO

DESIGN
One piece

Diameter: 11 mm

PRELOADED p@rh._

INDICATION

v Cataract surgeries of subluxated lenses
Zonular desinsertion

Zonular weakness

Risk of capsular retraction

High myopia

€ < < < <

Prevention of capsular bag shrinkage in patients with

congenital cataract




ACPi-11

CAPSULAR
TENSIONRING

O,

ACPi-11 ready-to-use PMMA capsular tension
ring in a preloaded single-use injector system

v Repositioning of loose or desinserted zonulas in order to thwart

the contraction strength of the capsular bag

v Maintains the posterior capsule taut and capsular folds can be

avoided

v Time-saving system

BAUSCH + LOMB
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See better. Live better.

®/TM are trademarks of Bausch & Lomb Incorporated or its affiliates.
All other brand/product names are trademarks of their respective owners.
© Bausch & Lomb Incorporated
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