D |29¥

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

7. by The Secretary of State of Maryland

8. No. 470949

9. Seal

10.  Signature

Secretary of State
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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/
pointed 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.

RSy .

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

LIC9 20160902
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CERTIFICATION

tgomery county:

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.
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Dinna Kencanasari

Notary public, State of Maryland
My Commission Expires May 30, 2022
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RELA

;H - LOM B 1400 North Goodman Street
i 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, Rochester, 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.
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(/ el Fhecerlern 2209
Isabelle B. Lefebvre, M§C.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 [ +h day of _J w&&ﬂml’)ﬂ s

2018, by [ sabelle B g £ b Vy¢é , proved to me on the basis of satisfactory

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

NN,

Signature of Notary Public

RITA E MOORE

My Commission Expires
September 19, 2019
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TUVRheinland

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 60133519 0001
An audit was performed. Report No.: 31892411 001

This Certificate is valid until: 2021-10-18
Certification Body
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Date 2018-11-09 -

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel +49 221 B0B-1371 Fax +49 221 806-3935 e-mail cert-validity@de. tuv com hitp iwww tuv com/safety
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TUVRheinland

¥ . Doc. 1/3, Rev. 0
TUV Rheinland . W o
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg
achment to
rtificate
gistration No.: SX 60133519 0001
sport No.: 31892411 001
Jrganization: Bausch + Lomb, Incorporated
1400 North Goodman St.
Rochester NY 14609
USA
Scope: Devices included:
- Manual Surgical Instruments for Ophthalmoclogy,
Otolaryngology and Plastic- and Reccnstructive procedures
- Ophthalmic Surgical Eguipment
- Procedure Packs for use with Ophthalmic Surgical
Equipment during Cataract and Vitreoretinal procedures
- Intraccular Lenses and Insertion Devices
- Viscoelastics and Retinal Tamponades
Certification Body |
|
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ichment to
tificate
gistration No.:
port No.:

Jrganization:

MHOIO epeeo a Wcma o

TUV Rheinland
LGA Products GmbH

TillystraBe 2, 90431 Niirnberg

S§X 60133519 0001
31892411 001

Bausch + Lomb, Incorporated
1400 North Goodman St.

DEE:;

Z ®
TUVRheinland

2/3, Rev. 0
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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 distribution of:

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

- Ophthalmic Surgical Equipment

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

Certification Body
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TUV Rheinland Doc. 3/3, Rev. 0
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

hment to
ificate
istration No.: SX 60133519 0001
port No.: 31892411 001

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

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: |
- Intraccular Lenses and Insertion Devices

Certification Body
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OD®UC 'OCYJAPCTBEHHOI'O CEKPETAPS IITATA

{ anOCTHJIb AeHCTBUTENEH TOMBKO MU HCTIONE30Banus 3a npenenamu Coenunennsix llratos AMepuky, ee
O-TEPPUTOPHATEHEIX EIHHHULL H TEPPUTOPHI. ANOCTHIIL HE YIOCTOBEPSCT COACPKAHHE JOKYMCHTA, B OTHOLIEHHH
KOTOPOTO OH BBLIAH.

AIIOCTHJIb
(Taarckas koHBeHUMs OT 5 okTa0ps 1961 rona)
pana: CoeJMHEHHEIC LlItaTel AMEpPHKH
acTosLMi MyGIMYHO-TTPAaBOBOH JOKYMEHT
joanucad bapbapoit X. MHKIKOH
NelicTBYIONIEH B KAYECTBE CEKPETaps OKPYKHOTO cy/ia OKpyra MoHTromepu
MMeeT NeYaTh/IITaMI OKPYKHOTO cyaa okpyra MoHTromepu
VIOCTOBEPEH
5. B Annamonuc, MapuneHp
6. 14 nexabps 2018 roaa
7. TocynapcTBeHHBIM ceKperapeM wrata Mapunenn

8. [Ileuats: [Tleuats Oduca ['ocynapcTBeHHOro cekperaps wrata MapuieHn

9. Ne 470949
10. ITognuck:
(TTonmucs)

[ocynapcTBeHHbI# cekpeTaph TaTa
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[IITaT Mapunena, okpyr MoHTrOMEpH
B oduce cexperaps OKpyKHOIo cyna okpyra MoHTromepu

SI, Bapbapa X. MUKIDKOH, CEKpeTapb OKPY)KHOro cyiaa oxpyra Moutromepw, Mbspunenn, cyna
MUCHMEHHOTO TMPOM3BOACTBA, HacToswuMm noxrsepxkaatro, uro JIMHA KEHKAHACAPH, ObL1a
JODKHBIM 06pasoM yIoJHOMOYeHa/Ha3HaYeHa M NPaBOMOYHA HCIOJHATE O0S3aHHOCTH HOTapHyca,
HayuHasg ¢ 27 anpens 2018 ropa.

B noareepikieHHEe 4Yero s TNOAMMcana JAHHBIH JOKYMEHT W
CKpemnuiia MeyaThio OKPYXKHOro cyaa okpyra MoHrromepu cero
aHs 14 nexabps 2018 roaa.

(TToanuce)

bapbapa X. Muknmxon

CexpeTapb OKpy»KHOTo cyjaa okpyra MoHTroMepu
[Teuats: OkpyxHo# ¢y okpyra MoHTromepu, MapuieH

3ABEPEHHE

Okpyr MonTromepu

H, Byjlﬂ I/ICGHO, HacCTOALLMM 3asBIAKD, YTO npnnaraemmﬁ JIOKYMEHT ABJIACTCA BEPHBIM, HACKOJIBKO MHE
H3BECTHO.

[MoANKCEH YIOMHOMOYEHHOTO Mua:  (TIOAMHKCE)
Bynu Uceno

[MOJIITMCAHO Y TOATBEPXIEHO [OJI TIPUCATOM B npucyTcTBMM HOTapHyca 33 M OT MMEHH
wrata Mapunenn 13 nexkabps 2018 roaa.

(TToamnucs)

Juna Kenkanacapu

Horapuyc wrara Mapunesn

Cpoxk aeiicTBus Moux nosHomouuii uerekaet 30 mas 2022 rona

ITeuaTts: Huna Kenkanacapu
Hotapuyc
Oxpyr MoHTromepu
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Bbayw & JlomO
Buoems nyuwie. 2Kumo nyuwe
1400 Hopr I'yaman Ctpur
Pouecrep, Heto-Mopk 14609
585.338.6000
www.bausch.com

3ABEPEHHME KOITMHU TOKYMEHTA

S, Wszabenn B. Jlederp, HacTOSIIMM MNOOTBEP)KAAI0 MOA MNPUCATOH (MNM  yIOCTOBEPSID), YTO
npuiaraemasi KOmusi cBHjeTenbcTBa o perucrpaunu SX 60133519 0001, Cucrema meHeIKMEHTa
KauecTBa, BHeApeHHas komnanuedl Bausch + Lomb Incorporated (Baym + Jlom6 Mukopnopekiten),
1400 Hopr TI'yaman Crpur, Pouecrep, Hero-Mopk 14609, CILIA, coorBercTByeT TpeGOBaHMIM
crangapra ISO 13485:2016, sBisiercs BepHOM, TOYHOH W TONHOH (oTOKONMEH [JOKYMEHTa,
XpaHsmerocs B aenax komnaHuu «Bausch + Lomb Incorporatedy», (baym + Jlom6 Mukopnopefiten),
1400 Hopr I'yaman Ctpur, Pouectep, Hoio-Hopk, CILA.

(Hoanuce) 7 nexabps 2018 roaa
Hzabenn b. Jledesp, MarucTp Hayk Jata

Buue-npezuneHt no Bonpocam
HOPMAaTHUBHO-TIPAaBOTO PEryJIUPOBAHUSA
baym + Jlom6 Mukopnopeiiten

Ultat Heto-IIxkepcu

Oxpyr FOHHOH

[loanycano M MOATBEPAAEHO MOA MPHCAroi (yA0CTOBepeHO) B MoeM npucyTcTBHH 7 nekabps 2018
rona Mzabenn b. Jlederp, moaTBepaMBIUE MHE Ha OCHOBAHMH COOTBETCTBYHOUIMX JAOKYMEHTOB,

YAOCTOBECPAOIINX THYHOCTD, YTO ABJACTCS JIULIOM, NpEeACTaBLIINUM MCPEa0 MHOLO.

(ITopmuce)
Ilonnuce HOoTapuyca

Mramn: Puta M. Myp [Meuats: Pura . Myp
Horapuyc — IlItar Heto-/Dxepcu Hortapuyc
Cpok meicTBHA MOUX MOJTHOMOYHHA HCTEKAET LIrat Heto-/Ixepcu
19 cenrsibps 2019 roga Cpok aeicTBUSA MOUX
NOJIHOMOYHMH HCTCKACT
19 centabpsa 2019 rona
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THO®Paiiunang
CEPTU®UKAT
Opran no cepruduxauun «THOD Paiirnang JITA Tpoxakte [M6X»
HACTOALLNM MOATBEPXKAAET, UTO KOMITAHHMSA
Bausch + Lomb, Incorporated
(bayw + Jlom6, MHKOpriopeiiTe )
1400 Hopr I'ygman Cr.
Poyecrep, Hero-Hopk 14609
CLIA

BHE/JIpUJIA U MPUMEHSET CUCTEMY MEHEIKMEHTA KauecTBa /IS U3AEHIA MEAULMHCKOrO HAa3HAYEHHUS s
cnenyrolei chepsl AeaTeNbHOCTH:

IpoekTrpoBanue, paspaboTka, MPOM3BOACTBO, MOHTaXK, OGCIYKMBAHHE U PACTIPOCTPAHEHHE H3ALIIHI
MEAMLIHHCKOTO Ha3HAYEeHHs
(CMOTPH NPHUIOKEHHE KacaTeJIbHO NPOAYKIIHH K AONOJTHHTE/IBHLIX TNMPOHU3BOACTBEHHBIX npe,unpmn"m?l)
B xoxe nposepkyu Gp1M NOJTYYeHB! A0KA3aTENLCTBA TOTO, YTO TpeGoBaHUs

ENISO 13485:2016

CO6IHOJL[E:H'OTCH. Cuctema MCHC/PKMCHTa Ka4eCTBa MMOABEPracTCA €KErogHbIM MPOBEPKaM.

Hara Bctynnenus B cuny: 09.11.2018
Peructpaunonneid Homep ceptudukara: SX 60133519 0001
Homep otuera o npoeeaeHun ayautopckoii nposepku: 31892411 001
Hanneiii cepruduxar geiicteurenex no 18.10.2021
Oprau no cepruduxanmn
(TToanuce)

Ponann I'pyGep

Ileuars: TIO® Paiinnann JITA Ipoxakre I'm6X. Opran no ceprHdHKaliu

DAKKS
HauuoHaneuelit HeMeLKHIH 0pran 1o akkpeaUTaLHn
D-ZM-14169-01-02

TIO® Paiinnann JICA Tponaxre 'm6X, Tummawrpacee 2, 90431 HiopuGepr
Ten. +49 221 806-1371, daxc: +49 221 806-3935, e-mail: cert-validity@de.tuv.com, http://www.tuv.com/safety

Jara: 09.11.2018
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[Ipunoxenue k cepTudukaty
PerucrpauuonHsiit Homep:

Homep otuera:

[Ipouzronutens:

Bup nesarensHOCTH:

THODPaitunany

HoxymeHnrt 1/3, nepecmotpeHo: 0

THO® Paitnnang

TIO® Paitunang JITA Tponakre I'm6X

Tunmuwrpacce 2, 90431 HiopuGepr

SX 60133519 0001

31892411 001

Bausch + Lomb, Incorporated
(bayu + JIom6, MuEKOpTIOpetiTen)
1400 Hopt I'yaman Cr.
Pouecrep, Heio-Hopxk 14609
ClIA

BrioyeHBl HHCTPYMEHTBI:

- PpYYHBIC XUPYPrH4eCKMe WHCTPYMEHTHI AJsi O(TalbMOJOrHH,
OTOJIAPHUHIOJIOTHH,  IUIACTHYECKOH- W BOCCTAHOBHTEJNILHOM

XUPYpPruu

- o(hTaNnbMOIOrHYECKHE XUPYPruuecKue HHCTPYMEHTEI
- HaOopsl ANl BBIMONHEHHs NPOUEAYPEl C HCIMONB30BaHHEM
0(TanEMONOTHYECKUX  XUPYPrHYECKMX  WHCTPYMEHTOB  IpH

KaTapakTe U BUTPEOPETHHAILHOH XUPYPru1
- MIHTPAOKY/IPHBIE THH3Bl U CUCTEMBI BBOZIA

- BUCKO3JIACTHKH H TaMIIOHaJa BHTpeaJTI)HOﬁ MOJIOCTH

Oprat no cepTudpuKaLnH
(ITonnuce)
Ponanpg I'pyGep

[Teuats: THO® Paiinnann JII'A Ipomakte ['MO6X. Oprau no ceprudukanmu

DAKkS

HauuonansHerif HeMelkuii opraH no aKKpeaHTaLHu

D-ZM-14169-01-02

Harta: 09.11.2018
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THO®Paiiunaung
TokymeHT 2/3, nepecmoTtpeHo: 0
THO® Paiinnann
TIO® Paitunang JII'A [pogaxre I'M6X
Tunmumrpacce 2, 90431 Hropubepr

[Npunoskenue K cepTHdUKATY

PerucTpalliOHHbIH HOMEp: SX 60133519 0001

Homep oTueTa: 31892411 001

[IpouzBonuTEND: Bausch + Lomb, Incorporated
(Bayu + Jlom6, MHkopropeiTes)
1400 Hopr I'yaman Cr.
Pouectep, Huto-Hopk 14609
CHIA

Buz 1edaTenbHOCTH: JlonoaHUTEBHOE NpeaTNpHATHE:

Bausch + Lomb, Incorporated

3365 Tpu Kopt Uupactpuan bisz.

Cr. Jlync, Muccypu 63122 CLLA, a Taroxe
499 Cosepeiin Kopt

Manuectep, Muccypu 63011 CILIA

JleaTenbHOCTD, CBA3aHHas ¢ pa3paboTKON M MPOEKTHPOBAHHUCM,
MPOM3BOACTBOM, MOHTAaXOM, o0cyKMBaHHEM H
pacnpocTpaHeHHEM:

- py4HbIe XHPYPrHYECKHE WHCTPYMEHTBI AJIs OCbTaIII:MOJIOI"HH
OTONAPUHIONOTHH,  TUIACTHYECKOH- M BOCCTAHOBHTENBHOH
XHUPYpPIrHH,

- 0()TaIEMONIOTHYECKHE XHPYPrUYECKHEe HHCTPYMEHTBI

- Habopbl /I BHIMOJHEHHs NpPOUEAYPEl C HCMONB30BAHUCM
o TAaNBEMOJIOTHYECKMX  XUPYPTHUYECKHX  MHCTPYMEHTOB  TIpH
KaTapakTe W BUTPEOPETHHAJILHOH XHPYPrHH

OpraH 1o cepTUHKaLUK
(TTopnuce)
Ponaup I'pybep

[Teuats: TIO® Paitnnann JICA INpogakre 'M6X. Opran no cepTUPHKALMH

DAkkS
HaupoHanbHblH HeMELKHI oprau 1o akKpeauTalyu
D-ZM-14169-01-02

Jara: 09.11.2018
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[Mpunoxenue Kk ceprudukaTy
PerucTpalioHHBIH HOMED:

Howmep oTtyera:

HpOI/ISBO,IIHTeJ]bZ

Bun nestensHOCTH:

THO®Paitnnang
Jloxymenr 3/3, nepecmoTtpeHo: 0

THO® Paiinnann

THO® Paitnnang JICA [Npogakte I'm6X
Tunnuwtpacce 2, 90431 Hiopubepr

SX 60133519 0001

31892411 001

Bausch + Lomb, Incorporated
(Bayur + Jlom6, Mukopniopeiiten)
1400 Hopt I'yaman Cr.
Pouectep, Heto-Mopk 14609
CIIA

HOI’IOJ’IHHTGJ’II:HOC NpEeaTnpUsITHE:

Bausch + Lomb, Incorporated
21 INapk Inoiic Basa. H.
Knupyorep, @nopuna 33759, CLLIA

JlesTebHOCTh, CBs3aHHAs ¢ pa3paboTKOH M MPOEKTHPOBAHHEM,
MPOM3BOJCTBOM:
- UHTPAOKYJISIPHBIE JIHH3BI U CHCTEMBI BBO/A

Oprat 1o cepTHHHUKaLUH
(IToanuce)
Ponana I'pybep

[Teuarts: TIO® Paiinnaua JICA Ipoaakre I'm6X. Opran no cepriuduKani

DAKkS

HanuoHaNEHEBIH HEeMELKHI OpraH 1o aKKpeaMTaLHK

D-ZM-14169-01-02

Hara: 09.11.2018
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['opon Muuck, Pecnybauka benapyce. UYerBéproe sHBapss OBE THICIYM
JeBSITHAAIATOT O roja.

SI, Kawmnckas Banentuna Lle3apeBHa, HoTapuyc MMHCKOro ropojackoro
HOTApUalbHOrO OKpyra (CBUAETENbCTBO Ha OCYIIECTBJIEHHE HOTApHAJIbHOH
aesrenbHoctr Ne 731, BeijaHHoe MuHucTepeTBOoM tocTULIMH PecriyGnuku benapych
28 mast 2014 r.), CBHAETENLCTBYIO [OMJIMHHOCTE NOAINKUCH H3BECTHOIO MHE
nepeoaurka Cexkaukod Kpuctunel CTaHHUCIABOBHBI.

-

3apeructpupoBaHo B peectpe 3a Ne 4-8.
BSBICKaHO HOoTapuajabpHOro Tapuda 17 pybnei 85 xoneex.
HOTapHyC

B nHacrosiem AOKYMCHTC HPOLIHUTO H _
CKPECIIJICHO IIeYaThbio Ha MATHAOAUATH JIMCTAax. \ X

Horapuyc
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