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BAUSCH + LOMB

Komnanus Bausch + Lomb paspa6arsisaer

1 OCYLLECTBNSET NPOAAXY MOJIHOFO cNeKTpa
060pynoBaHUS U PACXOAHBIX MATEPUANOB.
LLInpokuit onbiT 8 0610CTH OPTANBMONOTMM W NPUMEHSIEMBIE
MHHOBAUWMOHHbIE pelleHns AenaioT NnpoayKuuio
komnanum Bausch + Lomb mupoebim cranpaprom
B leYeHUU rnasHbix GonesHen.

pPoccua

g 5NVKHUA
K

AOPUKA

Komnanus Bausch+Lomb npouseogur ece
Heobxoaumoe ans pabotsl opransmoxupypra:

* Untpaokynaphsie nunssl (MOJ)

* Buckosnactuku

* VIHCTpyMeHTsl

* O60OpPYROBAHME M PACXOLHbE MATEPHANI
¢ [lpyrne odransmonormyeckue yeTpoicTaa

+ BAUSCH+LOMB @

KATAPAKTA



INCISE

MOHOBNOYHAA TMOPODUITbHAL
AKPUTTOBAA MO B
14 MNKPOMHBA3MBHOW XPYPTIAN

KatanoxHsii Homep: MJ 14Txxxx

MATEPUATT

YcoBepLueHCTBOBAHHLIN OKPUIIOBbIM MATEPHA
Conepxatue sogsl 22%

3awmra or ynstpaduoneta

Vnaeke pedpakumm: 1.47

AN3ANH

MorodokansHas 6esabeppauyorHas achepudeckas onvka

Bonee octpbiit 3agHui 6apbepHsii kpait 360° (paguyc < 5 mkH)
AHrynsiums: aHrynsums rantvky ot 3° go 10° 8 3asBneHHOM AManasoHe
OMTUYECKOM CUbI

[IM3aiH ranTuku ¢ YeThPExToueUHOM drKcaumen

OpHeHTaUMOHHbIE METKM, MOMOTAIOLLME OMPEAENUTE NEPEAHIOI0 CTOPOHY:

[nametp ontviku [ 6,0 mm ons +20.0 [
Obumit pmametp [ 11,0 mm: ot 0.0 1 no +30.0 [,
IMOMTPUMHOCTb

O710.0/ a0 +10.0 [ c warom 1.0 [

P CL0 e i O1+10.0 [ o +30.0 [ c warom 0.5 [

MHXEKTOP
Viscoject BIO (Buckoaxext) BIO 1.5 LP604361C (10 8 ynakoeke)

PekomerposaHHbit pasmep paspesa: 1.4 mm «WAT» (yepes porosiuHbiit
TyHHENbHbIM paspes) unu 1,8 mm «in the bagy (8 kancynsryio cymky)

Viscoject BIO (Buckogxekt) BIO 1.8 LP604350C (10 s ynakoske)
PexomeHposarHbin pasmep paspesa: 1,8 mm «WAT»

(yepes porosuyHbi paspes) _

KOHCTAHTbI*

VimmepcronHoe A-Kowncrarta SRK/T: 118.9
A-cKaHMpoBaHUME ACD: 5.51
nnn MOJT Macrep Xupypruieckuit pakrtop: 1.75

ANTAGHALAOHHOE A-Koncranra: 118.7
“ ACD: 5.37

TP Xupyprideckuit paktop: 1.62

INCISE - IHCAI3

* MNpuBopsTcs NPUBNM3NTENDbHBIE 3HAYEHUS KOHCTAHT
(ucrounmk: ULIB Optimized IOL Constant,
http:// ocusoft.de/ulib/c1)

PekomeHpyeTcs, 4To6bI KAXABIN XMPYPF NPOBOAUN

co6cTBEHHDIE N3MEPEHNS.
Mocnepuee o6Hoenenue: Asrycr 2016.




INCISE

MHTPAOKYIAPHAR JTMH3A

Menbuwe 3Haunt bonbuie

Menee nHBasMBHAsS xMpypriveckas npoueaypa,
6ornee BbICTPOE BOCCTAHOBNEHUE 3PEHMS

INCISE co4etaeT BbICOKOKAHECTBEHHYIO OMTVKY M HOBBIN METOL,
umnnanTaumm <in the bag» (8 kancynshyio cymky) npu paspese 1,8 mm mnm
Textonoruio «wound assisted» npy paspese 1,4 mm (yepes porosudHbii
TYHHENbHbIA PA3pes), YTO NO3BONAET C NErKOCTbIO UCMOL30BATH
MUkpopaspessl anuHo o 2,0 mm no TexHonorm MICS:

v Paspaborana g uenax murmmuaaumn M3K (MomyTHervre 3aareit
Kancynsl Xpycranvika): Hoesilt, Gonee octpsiit 360° 6apbepHbilt kpar
(paanyc < 5 mkm).

v OnmmansHas cTabunbHOCTb 1 GNeCTALAs LEHTPALMS B KAMNCYTbHOM
Mmeluke 61aroaaps XecTkom 4-ToueyHON GUKCaLMM ranTuku.

v YcoBepLIEHCTBOBOHHAS AcdepryecKkas ONTUKA, PA3paboTaHHas ans
YAYULIEHMS OCTPOTH 3PEHNS.

v YeTbpEXTOUEUHbIM AN3AMH FANTUKK AN MUHMMM3ALMK SddEKTa
NoCNeonepaLnMoOHHOrO COKPALLEHMS KANCYSIbHOrO MELLKA.

v KoHtponupyemoe pasgopadnBaHme no3sonser To4HO
ﬂO3MLLMOHMpOBOTb J'IVIHBy B KOHCyﬂbHOM Melike 1 \/,ELOJ'\MTb BMCKO3M1ACTHK.

Hosas MOJT INCISE

SIMKM Bonee octpuit 360°
6apbepHbIf kpai

ans npogunaktmkm M3K

Mpenoctaeneto Mpod. [. Cnanto,
Benvko6putanms

MICS (Micro Incision Cataract Surgery) — Mykpoursaamsras Xupypris
KatapakTs, BbinonHsiemas yepes paspes meree 2 mm

1. Buayanusauus v ouerka pesynsratos ucnonssosaks MIOJ 1.4, Bonshuua St Thomas' Hospital Anish Dhital,
David Spalton, Jimmy Boyce. 2010 .
Jlunas nirpaokynsprbie INCISE (Mkcaits) mykpourxekunortsie, achepuieckime,

apmkyn MI14 (MIx 14) PY N2 P3H 2016,/3584 ot 22.07.2019

+ BAUSCH+LOMB @

KATAPAKTA



o

AKREOS MICS

MOHOBNOYHAA TMOPODUITbHAL
AKPUTTOBAA MO
9 MINKPOPA3PE3OB

Katanoxhsiit Homep: MIGOPXxxx

MATEPUATT
MapodunbHbIn akpun
Conepxatue sogsl 26%
3awmra or ynstpaduoneta
Vaeke pedpakumm: 1.46

AN3AMH

MorodokansHas 6e3abeppauorHas onTvka

3aaHuii 6apeephsii kpait 360°

Anrynsups rantuku 10°

Moto6nouras MOJ1 ¢ yetbipextoyeyHor dukcaumei

OpHEHTAUMOHHbIE METKM, NTOMOTIOLLME OMPENENUTL NEPEAHIOI CTOPOHY:

6,2mMmor 0.0 ao+1501
6,0mmor+15.5 1 po +22.0 ]
5,6 m ot +22.5 [1 po +30.0 [1

11,0mmor 0.0 I o +150 [
10,7 mm ot +15.5 [1 po +22.0 []

[uametp ontuku

Obwwit auametp

10,5 mm ot +22.5 1 po +30.0 []
JONONTPUMHOCTb

O710.0[ a0 +10.0 [ c warom 1.0 1
Or00020+3000 | 5 11001 0 +30.0 1 c warom 0.5 11
MHXEKTOP

Viscoject BIO 1.8 LP604350C (10 8 ynakoske) _

PexomenposarHbin pasmep paspesa: 1,8 mm «WAT»

KOHCTAHTbI*

Y A-KoHctanta SRK/T: 119.1
MMepCHOHHOE ACD: 5.67
A{Kﬁlgﬁo&gwe Xupypruveckuit paktop: 1.90
am acrep KowctanTa Haigis: a: 1.49 / a: 0.40 / ax: 0.10

ANTAGHALAOHHOE A-KowcranTa: 118.4

N u ACD: 5.20
crarmposarine Xupypruveckuit paktop: 1.45

MICS (Micro Incision Cataract Surgery) — Mukpoursasnsras Xupypris

Katapakrsi, BeinonHsiemas Yepes paspes meHee 2 Mm

AKREOS MICS - AKPEOC MMKC

* MNpuBopsTcs NPUBNM3NTENDbHBIE 3HAYEHUS KOHCTAHT
(ucrounmk: ULIB Optimized IOL Constant,
http:// ocusoft.de/ulib/c1)

PekomeHpyeTcs, 4To6bI KAXABIN XMPYPF NPOBOAUN

co6cTBEHHDIE N3MEPEHNS.
Mocnepuee o6Hoenenue: Asrycr 2016.




AKREOS MICS

MHTPAOKYIAPHAR JIMH3A

1,8 mm MICS - 310 peanbHocTb

KOHCTPYKTMBHBIM 3N1€MEHT ANs YCNeLwWwHOM
xupypruv no texrHonorun MICS

[ng 1,8 mm MICS Heobxoammsl UHble maTepumarsi.

v JlnHza Akreos MICS cosgara 13 akpunogoro marepuana, ssasiowerocs
paspaboTkol komnaruu Bausch + Lomb.

v ﬂl/IH3Cl Nerko CknageiBaeTcsd ang MMnaaHtTauum 4epes paspes
anvHolt 1,8 mm.

CTO6MﬂbHOCTb B TPEX NNOCKOCTAX.

v WhrosauyonHas dopma Akreos MICS 6bina paspaboraka ans
CTABMNBHOCTY 1 ONTUMMA3ALIN NOCNEONEPALMOHHOTO NOBEAEHMS IUH3bI
B KANCYSbHOM MELLKE, O TAKXE 151 NOMOLLEHMS HAMPSXEHUMA B TDEX
MNOCKOCTSX.

KauecTso 3peHus.

v Acdepuyeckas besabeppaunontas nnHaa Akreos.

v YeTbpEXTOUEUHbIM AN3ANH FANTYKM Ans MUHUMIA3ALMKM SddekTa
MOCNEONEPALMOHHOTO COKPALLEHMS KAMCYIbHOTO MELKA.

YeuneHHsie MexaHuyeckme 60pbepb\.

Henpepbiaras Yron 360°x 90°  Yeunenas rantuka,
300K OBEPXHOCTs  CO3AAET BKIIOHQS CBI3KY
ANS HENPEPBIBHOTO ONTUMANbHBI TANTUKQ-ONTHKG,
KOHTGKTA € 6apsep 11 KOHTPOMPYEMOe
KONCYSIbHBIM MEWKOM 1A KNIETOK AOBEHMe B Kancyne

/

Megnumrckoe uzpenve. Jun3bl MHTPAOKYNSPHbe acdepuyeckue
¢ yny4werkoi ontukoi Akreos Advanced Optics Aspheric Lens,
Akreos AO Micro Incision Lens

PY N2 dC3 2007 /01000 or 08.02.2019

+ BAUSCH+LoMBp @

KATAPAKTA




AKREOS ADAPT AO

MOHOBNOYHAA TMOPODUITbHAL

‘ AKPUINTOBAS NON
& Karanoxhbin Homep: ADAPTAOPX XXX

MATEPUATT
MapodunbHbIn akpun
Conepxatue sogsl 26%
3awmra or ynstpaduoneta
Vaeke pedpakumm: 1.46

AN3ANH

MorodokansHas 6esabeppauyorHas achepudeckas onvka
KeaapartHbii sagHmi kpai 360°

Moto6nouras MOJ1 ¢ yeTsipextoueyHom dukcaumei:

6,0 mm ot +15.5 [1 po +22.0
6,2mmor 0.0 a0 +150

11,0 Mm ot 0.0 1 po +15.0 [1

10,7 mm ot +15.5 [1 po +22.0 []

[uametp ontuku

Obwwpit auametp

10,5 mm ot +22.5 1 po +30.0 []
OMONTPUMHOCTD

O710.0/ a0 +10.0 [ c warom 1.0 [
O100 a0 #3008 | 5,470,010 +30.0 1 ¢ warom 0.5 11
MHXEKTOP

Viscoject BIO 1.8 LP604350C (10 8 ynakoske)

PexomeHposarHbin pasmep paspesa: 1,8 mm «WAT» I

Viscoject 2.2 LP604340 (10 8 ynakoeke)
PekomeHnoBaHHbIN pasmep paspesa: 2,2 mm «WAT»

KOHCTAHTbI*

mmencronHoe A-Konctanta SRK/T: 118.5
P ACD: 5.26

A—jkﬂrgﬁo&gwe Xupypruseckuit daktop: 1.51
M acrep Kowcranra Haigis: ac: -0.83 / a:: 0.305 / a2 O
A A-Koncranra: 118.0

NNAHAWOHHOE ACD: 4.96

NSO Xupypruyeckuin pakrop: 1.22

ADAPT - ALATIT

* MNpuBopsTcs NPUBNM3NTENDbHBIE 3HAYEHUS KOHCTAHT
(ucrounmk: ULIB Optimized IOL Constant,
http:// ocusoft.de/ulib/c1)

PekomeHpyeTcs, 4To6bI KAXABIN XMPYPF NPOBOAUN

co6cTBEHHDIE N3MEPEHNS.
Mocnepuee o6Hoenenue: Asrycr 2016.




AKREOS ADAPT AO

MHTPAOKYNIAPHAR JIMH3A

3peHMe, KOTOpO€ BALW NAUMEHT OLEHUT
No AOCTOMNHCTBY

v Acdepuueckas 6e3a6eppaUMoHHas ONTUKA A1 yNy4LEHMs
KaYecTBa U30OPAXEHUS, MYOUHb NOMS 3DEHMS 1 NEPEHOCHMOCTH
CMELLEHS IH3b.

v MOJT AKREOS ADAPT AO cosnara ans obecneuyenms
MPOrHO3MPYEMbIX, BOCTPOU3BOAVMEIX PEDPAKLMOHHbIX PE3yNsTaTOB

Y BCEX NALMEHTOB C KATAPAKTOM.

v 3apHuit 6apeepHbin ksagpatHsii kpan 360° ans gocTuxeHms
onTMmansHo sddekTraHocT npodunaktukm MM3K.

v YeTbipextoueuHas dukcaums ans 4OCTUKEHMS
CTABUNBHOCTM U LIEHTPALWAN.

3apHuit 6apbepHbii kpait 360°

KeanparHsin kpai

Megnumrckoe uzpenve. Jun3bl MHTPAOKYRSPHbe acdepuyeckue
¢ ynydwetkol ontukoi Akreos Advanced Optics Aspheric Lens, Akreos AO
Micro Incision Lens PY Ne ©C3 2007 /01000 or 08.02.2019

+ BAUSCH+LOMB <@>

KATAPAKTA



Va enVista
M Y MOHOBNOuHAL IMAPO®OBHAS °
AKPMJTOBAY MOJ
o

Kartanoxwsiit Homep: MX60Pxxxx

MATEPUATT

MapodobHbI akpun 6e3 MmucTeHuHra
Conepxanue sogs 4%

3awmra or ynsTpaduoneta

Vuaekc pedpakumm: 1.54

AN3AMH

MonodokansHas GezabeppaumoHHas achepryeckas onTvKa
lantka Cryneruaro-csopuatas, C-06pa3Has ¢ OTBEPCTUSIMIA
KeappartHbirt sagHmi kpai 360°

[nametp ontyiku 6,0 mm
Obwwit auametp 12,5 mm
ONONTPUMHOCTb

O10.0/ go +10.0 [ c warom 1.0 [
Or00[0p0+340[0 | Or+10.0 1 go +30.0 1 c warom 0.5 [
Ot1+30.0 [ po +34.0 [ c warom 1.0 [

MHXEKTOP e
Muoropasossitt ukxektop BLIS-R1

¢ ogHopasosbim kapTpumkem BLIS-XO or 0.0 [1 o +34.0 [1
(10 & ynakoeke) u BLIS-X1 ot +10.0 [1 ao +34.0 [1 (10 & ynakoske)
PekomeHposaHHbIN pasmep paspesa: 2,2 mm «VWAT»

KOHCTAHTbI™*

U A-Konctanta SRK/T: 119.1
MMEPCHOHHOE ACD: 5.61

xakﬁgﬁo&mﬁe Xupypriueckuit dakop: 1.85
acrep Kowcranta Haigis: ao: 1.46 / a:: 0.40 / a2 0.10

ARAAGHALOHHOE A-Koncranta: 118.7
N ACD: 5.37

R peReiiE Xupyprudeckuin dpaktop: 1.62

ENVISTA - SHBUCTA

* MpuBoasTcs NPMBNN3UTENbHBIE 3HAUEHNS KOHCTAHT
(ucrounmk: ULIB Optimized IOL Constant,
http:// ocusoft.de/ulib/c1)

PekomeHpyeTcs, 4To6bI KAXABIN XMPYPF NPOBOAUN

€OBCTBEHHBIE N3MEPEHMS.
Mocnepnee o6Hoenenue: Aerycr 2016.




§, enVista

MHTPAOKYIIAPHAS JIMH3A

[mucTtennHr cywecteyet. Ho He ¢ nuH3om enVista

Kayvecteo 3peHus

v’ Mpernapatvposata (0.9% pactsop Hatpus xnopuaal)
Anst obecnedeHRIBImAMALIHOTO BIArOCOAEPXAHMS, YTO MO3BONSET
NPeaoTBPATUTS GOPMUPOBAHIEHLCTEHMHTT.

v Hu eanHOro BLISBAEHHOO Cily4as NOSBAEHVS TMCTEHUHIC B XOLE
2-1eTHEro NPOCMEKTUBHOTO MCCNEnoBaHMs. " -

v BonbLuGs YCTONYMBOCT ONTUYECKOM MOBEPXHOCTIAIH3LI K MOSIBIEHMIO
LOPANUH M MOBPEXAEHHHA.®

Paspaborana ans MmuHmmuaaumu M3K
v/ CTyneH4aTo-CBOAYATHIN AM3AMH FANTUKM.

v Keagpathbii kpar 360°.#

|_|pOCTOTO UCMONb3OBAHUA

v [Mpoctas v HagexHas MMMNAHTALUMS Yepes pa3pes AMMHON 2,2 MM.

v KoHTponupyemoe passopaumBaHme NiH3bl B KANCYbHOM MELLKe
0becneymBaET XOPOLLYIO LEHTPALMIO U COCOBCTBYET NOMHOMY
YAQNEHMIO BUCKO3NACTHKA.

CospgaHa ans muammmaaumm MNM3K

1. Mkcrpykus no npumerierio MIOJ enista

etz MR, Werner L, Schwahn-Bending S, Batle JF. [lpocnexvsHoe knuHiieckoe nccnenosarive ¢ tensio
OLEHKY MUCTEHVHIG NPX MCNONB3OBAHMM HOBOT MaPOdOBHOV akpynosoi MOJ1. Pabora npeacrasnera
HQ CHMNO3MyME 1 KOHTPECCE AMEPUKAHCKOTO COOBIIECTBA M0 PEdPAKUMOHHOM XMPYPHAY 1 EHEHHIO
xarapaxrs (ASCSR), 3-8 anpens 2009 r. Can-Dpatiumcko, Kanubophus:

Mentak K., Martin P, Elachahab A, Goldberg EP. Mcenenosarus ruapodobHbix akpunossix MOJT

€ NPMMEHEHMEM METOAOM HOHOWHAGHTMPOBAHMS C LEMbIO OLEHKY MEXAHWUECKMX CBOMCTS NOBEPXHOCTH
nasl. PaBota npeacasnena Ha XXV Kerirpecce Esponerickoro coobuiectsa o pepakuoRHoi xupyprim
1 neveruio katopakTs 8 1 — 12 certabpsa 2007 r, Crokronsm, LLlsewys

Nishi O, Nishi K, Osakabe Y. CpasHitensHoe 1ccrenosarie snvsHis ansaiino u marepuona
MHTPOOKYNAPHLIX fIMH3 HO NPOGUAGKTIKY NOMYTHEHMS 30AHEN Kancynsl xpycTanuka masa. ] Cataract Refract
Surgery 2004, 30 (10) 2170 2176.

N

w

~

Menuuprckoe usnenve. JTnHas uHTpaokynsprsie enVista.
PY N2®C3 2012/12616 ot 30 nions 2012 rona

+ BAUSCH+LOMB @

KATAPAKTA




Y\  enVista TORIC

MOHOBJTOYHAR TMOPODOBHAA
AKPMIIOBAA TOPUHECKASA MOJT ®
o

Kartanoxhsiit Homep: MX60TPxxxx

MATEPUAT

MapodobHbI akpun 6e3 MmucTeHuHra
Conepxanue sogs 4%

3awmra or ynsTpaduoneta
Pedpakumonrbiit uxgekc: 1.54

AN3AMH

MonodokansHas GezabeppaumoHHas achepryeckas onTvKa
lantka Crynenuaro-csopuaras; C-06pa3Has ¢ OTBEPCTUSIMI
KeappartHbirt sagHmi kpai 360°

[nametp ontyiku 6,0 mm

Obwwit auametp 12,5 mm

O16.0 1 no +30.0 [ ¢ worom 0.5 1
Cuna unnungpa - nosepxHocts MOS: +1.25 11 /
- +2.00 1 /+2.75 +3.50 +4.25
ONONTPUMHOCTb +5_Qoﬁ?+5,75ﬂﬁ/ e i
O160080+300 | Cuna UMNMHAPA - NOBEPXHOCTb POrOBMLbI:
+090[0/+1400 /+1.930/+2450/
+298 [0 /+3.50 [ /+4.03 [

WMHXEKTOP a=cs S

Mtoropaszoseit nixektop BLIS-R1

c oprHopasosbim kapTpumkem BLIS-XO or 0.0 1 po +34.0 [

(10 & ynakoeke) u BLIS-X1 ot +10.0 [ ao +34.0 [1 (10 & ynakoske)
PekomeHnoBaHHLIN pasmep paspeaa: 2.2 mm «WAT»

(4epes poroBuyHbIN TyHHENbHLIN Pa3pes)

KOHCTAHTbI*

U A-Konctanta SRK/T: 119.1
MMEpCHOHHOE ACD: 5.6]

A-ckaHvpoBaHme

@ or Xupypriieckuit paktop: 1.85

Kowcranta Haigis: ao: 1.46 / a:: 0.40 / a2 0.10
ARHAGHALOHHOE A-Koncranta: 118.7
Y ACD: 5.37

RS ARG Xupypruueckuin dpaktop: 1.62

ENVISTA TORIC - SHBUCTA TOPUK

* MpuBoasTcs NPMBNN3UTENbHBIE 3HAUEHNS KOHCTAHT
(ucrounmk: ULIB Optimized IOL Constant,
http:// ocusoft.de/ulib/c1)

PekomeHpyeTcs, 4To6bI KAXABIN XMPYPF NPOBOAUN

€OBCTBEHHBIE N3MEPEHMS.
Mocnepnee o6Hoenenue: Aerycr 2016.




enVista TORIC

MOHOBTOHYHAA TMOPOPOBHAS
AKPTTOBAA TOPMHECKAA MOJT

MNpeBocxoaHas POTALMOHHAS CTABUIBHOCTb'
Mpeackasyems koppekums Acturmatama’

v [uppopobHas akpunoBamidOJ1, 6e3 spdekTa mucteruHra

v WpeansHas komb1HaLMs CTABUIBAIO dyHKLMOHUPOBAHMS
11 NPOTHO3MPYEMOTO Pe3ysTaTa

v besabeppaunortas achepuueckas MOJ

v DeHecTpUPOBAHHAs CTYNEHYATO-CBOAYATAR FAMTUKA C KOHTOKTHbIM
yrom 56° paspaboTaHa Ans AOCTUXEHMS MAKCUMABHOV
CTABMABHOCTH W UEHTPALMM B KANCYNbHOM MELWKe?

v’ Keagpathbit 3agHuit kpar 360°, paspaboTaHHbii
ans muHummnaamn MN3K

v/ OTnonmMpoBaHHas, MaaKas ONTUYECKAs NOBEPXHOCTL

DeHecTpUpoBAHHAR CTyNEHYATO-
CBOAYATAS FANTUKA C KOHTOKTHbIM
yrom 56° paspabotaHa ans
HOCTVXEHWS CTABUMLHOM drKcaLmy
B KQNCYNbHOM MeLKe

Y Q1% naumeHTor Habnioganacs
potauus < 5° ot ans onepaumm
, Bo 6 mecsues'.
56 A6conioTHas cpeaHsis potaups 3°
yepes b mecaues'.
Cpeatias neuertpauys 0,28 mm.'

PacyeT uMAMHAPMYECKOTO KOMMOHEHTA Ha caliTe
hitps:/ /envista.toriccalculator.com

1. Packer M and al. Safely and effeciiveness of a glistening-free single-piece hydrophobic acrylic inraocular lens
[enVista). Clinical Ophthalmology 2013;7:1905-1912 [BesonacHocrs 1 sbdextuaHocTs GesrmcTenmHrozsx
MOHOBAOHBX TMEPOGOBHSX OKPHTIOBSIX HHTPAOKYNAPHbX NH3 (enVistal]

Nishi O, Nishi K, Osakabe Y. Effect of intraocular lenses on preventing posterior capsule opacification:

design versus material. J Cataract Refract Surg. 2004;30(10):2170-2176 [Brusne nHtpaokynspHbix muH3 ans
NPOGUNAKTIKM NOMYTHEHNA 3GAHEN KANCymbl XPYCTANMKA: CPABHEHME [M30IHA 1 maTepuanal

N

Meauunnckoe nspenve. JIH3a MHTPCOKYNSIPHAS N5 30AHEN Kameps: ma3a ncesaodakiunas enVista® foric
(s1Bucta Topuk) moaens MX6OT.
PY N2 P3H 2016,/4694 ot 07 Censibps 2016 ropa.

+ BAUSCH+LOMB @

KATAPAKTA



Buckoanacrtuku AuncnepcHo/KoreaneHbie

AMVISC PLUS

WAJTYPOHAT HATPS — ~
INCTEPCMBHO /KOTE3NBHbIN
BMCKOSJTACTMK

Karanoxwei Homep: 6008TL

Copepxut 1.6% ruanypoHat HaTpus B GU3MONOTMHECKOM PACTBOPE

MOJEKYJIIPHAS MACCA

Ot 1 po 2.9 munnmona danstoH

BA3KOCTb MNMPU 25°C

55,700 + 8,200 mMs (npu 1.0 c-1)
Ocmonsiprocts 340 mMOcm

pH: 6.8 n 76

XPAHEHME
Or2°Cpo8°C

COIEPXMMOE U KAHIOSIA

0.8 mn — nocraensetcs B 5 M WNpULAx
c karionen 27G

AMVISC PLUS - AMBUCK TIJIIOC

BAUSCH+LOMB +



Buckoanacrtuku AucnepcHo/ KoresusHbie

—
Bausc_h slomb

Amvisc Plys

6% Sodhum yohuonate

AMVISC PLUS
BUCKOIJTACTMK

Amvisc Plus — paspaboTaHHbiit Ha MOnEKynSpHOM ypOBHE
BMCKODNACTUK C YHUBEPCANbHBIMM KOT€@3UBHBIMKU CBOMCTBAMM,
KOTOPbI 06ECNEYUBAET LIIUTENbHYIO CTABUILHOCTL KAMEPbI IA3a
1-3PPEKTUBHOE YAAIEHUE MO OKOHYAHWM NMPOLEAYPbI.

YH1BEPCAbHBIE KOTE3WBHBIE CBOMETBA BMCKO3NACTMKA NO3BONAIOT

BAM AENATb BCE, YTO Bbl NOXENAETE, MPUIAPOBEAEHVM NPOLEaY P, He
CMONb3YA NPU STOM BTOPOi BUckoanacTuk. Amyisc Plus — suckosnacTik
C YHUBEPCANbHBIMA KOT€3UBHBIMI CBOMCTBAMM, MAEGTEHO MOAXOANT AN
KaXXOOro wara onepauuu, skmodas npoueayps MICS.

KAMCYJTOPEKCHC
TMAPOOMNCCEKLINA
SKCTPAKLNA XPYCTATTMKA

v Dakosmynbeudrkaus
v/ DKCTpakancynspHas SKCTPAKLs!

MMITAHTALNA MO
JIETKOE YOAJNEHME

dddexTusHoe OAnurensHoe

YAepXuBaHue
Kamepbl

yAaneHue

KOre3nBHbIA AucnepcHbin

Kore3usx
AVCNEepPCHbIi

Menuuurckoe uanenve. Buckonportektop Amvisc, Amvisc Plus
C YCTPOVCTBOM A3 BBEMEHHS
PY Ne ©C3 2007 /00147 ot 21 centsbps 2011 roaa

+ BAUSCH+LOMB @

KATAPAKTA



Buckoanacruku AuncnepcHbie

Fiadiatant
OcuCoat OcuCoat

TAOPOKCUMPOMMITMETANUEIUTIONO3A
IOMCTEPCHbBIM BUCKOSJTACTUK L

KaranoxHsie Homepa: CC100SL

1 mn OcuCoat copepxut 2% rMapoKCUMNPONUAMETUILENTIONO3bI
(TTIML) & c6anarcrposaHHom bur3sMonoryeckom pacteope

MOJEKYNAPHAS MACCA
> 80,000 [danstoH

BA3KOCTb NMPU 25°C

4000 + 1500 mMa (npu 0.0 c-1)
Ocmonsiprocts 285 + 32 MOcm
pH: 72 £0.

XPAHEHME
Or2°C o 25°C

COIEPXMMOE U KAHIOSIA
2 mn - CC100SL 25G

BAUSCH+LOMB @ +

KATAPAKTA



Buckoanacruku AuncnepcHbie

— |
Bauschalomb

OcuCoat.

T by

OcuCoat
BMCKOIJTACTK

OcuCoat — cTepunbHbIi, U3OTOHUYECKUH, HE COBEPXKALLMMA
NPOTEMHBI, AUCNEPCHBIA BUCKOINACTAYHBIN PACTBOP ANS MPUMEHEHMS
8 0pTANLMONOTMM.

QcuCoal MOAXOmMTAA. XMPYPTUHECKMX ONEPaLMi Ha NepefHem oTpeake
masa. OcuCoat Ha OCHOBE MABPOKCHNPOMMIMETUNLENTIONO3bI, UMEIOLLMI
HU3KYIO MOTIEKYMISPHYIO MACCY, ABASETEA3ALMILAIOLLEN TKaHWU CyOCTaHUMEN
C NPEBOCXOAHOM TEKYHECTBIO. DBICTPO YAANSETCs 13 NepeHer Kamepsl
Ma3a 1 oCTaeTcs NPO3PAYHbIM HO NPOTAXEHUN BCel onepauum.

MMMONAHTALMA MON

BbICTPO U JIETKO YOAJSETCA

AnurenbHoe
YAEepXuBaHue
Kamepbl

d¢dekTuBHoe
yaanexme

AMVISC PLUS

AMVISC OcuCoat

KoresueHo-
AWCNEepCHbIA

Menuuitickoe uagenme. Buckonpotektop <OKYKOAT» (OCUCOAT)
B KOMMNEKTE C YCTPOWCTBOM ANS BBEASHNS,
PY N2 ®C3 2011 /09915 or 25 anpens 2017

+ BAUSCH+LOMB @
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Axceccyapsbl gns

MppUraumMmu-acnupaummn

Pykosarku ZeroPhaco

BMMOHyOﬂbeIe N KOAKCHMAJIbHbIE

PYKOSTKM ANS MpPUraLMmn-acnmpaLmm

Zero Phaco

Mopxopat pns paspesos 1,8 u 2,2 mm. MNossonatot yaanuts

bPArMeHTbI XPyCTANMKA Nocine NpoBeaeH s GeMTOCEKYHAHOM

dakopparmerTaumm 6e3 npumererms ynetpassyka. [oaxoaut

Ans KATAapakT Ao 2 cTeneHu NNOTHOCTY.

SUP 01

Hns acnupaumm
GPATMEHTUPOBAHHOTO
XpyCcTanuka npw
npoBefeHum
bemTocekyHaHOM
XMPYPIUM KATAPAKTI

SUP 06

[ng acnupaumm
PArMEHTUPOBAHHOTO
XPYCTQnMKa npu
nposeaeHnn
bemTocekyHaHOM
XMPYPrvn KATAPAKThI

SUP 05
21G (0,8 mm)

BumanyansHas
ACTIMPALMOHHAS
PYKOSITKQ, OTKPbITHIA
NopT AN aCIMPaLmm
PA3MArYEHHOTO
XPyCTanMka npw
nposeaeHmH
bemTocekyHaHOM
XMPYPIUM KATAPAKTI

S~

OTKPHITHI ACIMPALMOHHBI NOPT CO CPE3OM
30 rpagycos

PekomeHgosaH ans paspesos 1,8 mm.

Crepunbho, 12 wr. Bikopobke :

OTKPBITHIN ACIMPALMOHHBIF NOPT CO CPE3OM
30 rpaaycos

PekomenpoBaH ans paspesos 2,2 mm.

CrepunbHo, 12 wr. B kopobke :

30° KOHMYECKMIT HOKOHEYHMK.

[Ins MCNOAB3OBAHMS C MPPUTALMOHHOM

pykositkoii 21 G 85878S / 85787ST

CrepunbHo, 12 wr. 8 kopobke

i ——

ZEROPHACO - 3EPO ®AKO

Hakoreunnku ans ZeroPhaco 1,8; 2,2; 2,4mm (12 wr. B kopobke) MepuumHckoe usnenve

Cucrema odransmonoruseckas mukpoxupypriseckas Crennapuc/ Crennapuc NC

(Stellaris/Stellaris PC) PY N2 P3H 2017 /6430 ot 09.08.2018

BAUSCH+LOMB @ +

KATAPAKTA



Axceccyapsbl gns
uppuraumMm-acnupaumm KoakcuanbsHblie pykostku

KoakcranbHble pyKosTki
L7151 UPPUrALMM-ACIMPALIMM
C CUIMKOHOBBIM HOKOHEYHMKOM.

CHNMKOHOBBI HOKOHEYHMK OBNeryaeT yaaneH1e KopTUKAsbHbIX
Macc, NONMPOBKY 3aAHEN Kancynbl U manunynsumm MOJ

B KANCY/bHOM MeLLKe. [Tonynpo3payHbiit CUIMKOHOBbINA
HOKOHEYHMK 0BECneyYnBaeT OTAUYHYIO BU3YQNU3ALMIO.

85915S
KoakeuanbHeii
HOKOHEYHMK ans ACNMPAUMOHHBIA HAKOHEUHWK nog yrmom 45°

MppUraumm-acnmpaLmmn
MICS CapsuleGuard | Pexomennyetca ans paspesos meree 2,0 mm

12 wr/kop
QU p— —d

85914S
KoakcnansHbii npsmoi
HOKOHEUHMK A1t [psmasrpabodas yacTs
MPPUraLMW-aCIMPaLmMm
MICS CapsuleGuard PekomeHayetes ansmpaspesos meree 2,0 mm.
12 wr/xop

85913S
KoakcuansHsir
M3OTHYTHIN HOKOHEYHUK | M3orHyTas paboyas yacTs, Npsmoii

ANS UPPUTaLMKN- QCMMPALMOHHBIA HOKOHEUHMK
acrupaumn MICS
CapsuleGuard Pekomenpyetcs ans paspesos 2,2-2,8 mm
12 wt/kop
859125
KoakevanbHbin npsmor
HOKOHEUHUK s [Mpsimas pabodyas YacTs
MPPUraLMW-aCIMPaLmMm
CapsuleGuard PekomeHpyetcs ans paspesos 2,2-2,8 mm
12 wt/kop
—
859105
KoakcuanbHsir
HOKOHEYHWK Ans ACNMPAUMOHHbI HOKOHEYHK NOg, yrnom 45°
MPPUraLMW-aCIMPaLmm
CapsuleGuard PekomeHpyetcs ans paspesos 2,2-2,8 mm

12 wr/kop
-— d

Hakoreunnku ans ZeroPhaco 1,8; 2,2; 2,4mm (12 wr. B kopobke) MepuumHckoe usnenve
Cucrema odransmonoruseckas mukpoxupypriseckas Crennapuc/ Crennapuc NC

(Stellaris/Stellaris PC) PY N2 P3H 2017 /6430 ot 09.08.2018

+ BAUSCH+LOMB @
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Akceccyapbl Ans uppurauum - acnupaummn

KoakcuanbHble pyKosTku
A1 MPPUraLMKM-aCIMPALMH
C CUAMKOHOBBIM HOKOHEYHMKOM.

BoamoxHocTb YMEHbLNTb PUCK PA3PbIBA 3agHen Kancynbl

o 25% Bcex cnyyaes paspbiea 30aHeN KANCYbl POUCXOAUT
NPy NPOBEAEHNUN MPPUTALMU-ACTIMPALMM

CpagHutensHoe nccnegosatue nposeaeHHoe Maubon & Ursell
(Bennkobputanus, Maubon LG, Ursell PG. Exp Rev Ophth. 2018)
NoKa3ano, YTO MCMONb3OBAHWE KOOKCUASbHBIX UPPUIALMOHHO-
acnupauponHbix pykostok CapsuleGuard uckniouaet paspebiebi
3apHeit kancynsl Ha atane M/A, B To Bpems kak Mcnonb3osax1e
PYKOSITOK € METQIIMHECKMM HOKOHEYHIMKOM Bbi3bIBAET NOBPEXAEHNE
3apHeit kancynsl 8 12% cnyvaes

CKaHWpYIoLLas 31EKTPOHHAS MUKPOCKOMMS MOKA3bIBAET,

4TO MOBEPXHOCTb ACMUPALMOHHOTO OTBEPCTHS Y PYKOATOK

C METANNUYECKMM HOKOHEYHUKOM MMEET LePLIaBYIO NOBEPXHOCTS,
y CapsuleGuard nosepxrocts 6onee rapkas. Takum obpazom,
NPy 30XBATE 3QAHEN KANCYbl MEHbLIE BEPOSTHOCTb €€ Pa3pbBa
c pykostkamu CapsuleGuard.

100 pm

WU306paxeHs nony4eHs METOROM CKAHUPYIOLIEV SMEKTPOHHOM MUPOCKOMMAM

Al MHoropasossii meTanuseckisi HakoHeHK. B) OaHopa3ossisi METanMYeckuii HOKOHEYHHK.
C) CrmmkoHOBEIl HAKOHEYHIK MPPHFGLMOHHO-ACTMpPaLIOHHON pykosTku Capsule Guard.
Uaobpaxenus npenoctasnersl Konmrom Yariaom.

— N

WUppuraumorto-acnupaumontas pykostka Capsule Guard
MOXET BbiTb 3PGHEKTUBHO MCMIONLIOBAHA NS YAANEHMS
KOPTHKQIbHBIX ¢I4I'IGM€HTOB npu nNposeaeHnn NonmpoBKn
30HEN KANCYbl C MUHMMOSTbHBIM PMCKOM PA3PLIBA.
Uzobpaxerne npegoctasneHo 3akom Kown.

BAUSCH+LOMB @ +

KATAPAKTA




Axceccyapsbl gns
uppuraumMm-acnupaumm BumaHyanbHble pyKosSTKY

PykosiTkn ans nppuraumm-acnmpaumm
OMMAHYanbHbIE

85780S

21 GA Acnmpaupontast | MsornyTtas pabouas yacts
PykosTKa TekcTypUPOBAHHBIN HOKOHEUHMK
YHUBEPCANbHAS

0,3 MM aCIMpaUMOHHBI NopT

12 wr/kop Brewnuit anametp 0,8 mm (21 GA).

85787S

21 GA vppurauyonHas | V3orHyTas paboyas 4acT, Mamkmin HaKOHE HK

pyKoSTKQ [lBa naTepanbHbiX MPPUrALMOHHbIX OTBEPCTHS,

YHMBEPCATbHAS! amametpom O,6mm

12 wr/kop Brewnuit anametp 0,8 mm (21 GA).
\ | b

85787 ST

21 GA nppurauvonHas | VsorHytas pabouyas 4acTs, mMankui HaKOHEYHMK

PyKOSTKA ANs CUCTEMbI | []ga naTePabHbIX MPPUTALMOHHBIX OTBEPCTHS,
Crennapuc 12 wr/kop mameTpom 0,6mm

Brewnuit auametp 0,8 mm (21 GA).
KowHextop nyep ans crcrems Crennapuc

N ————

Hakoreuruk anst vppuraumm u/wnm acnupauum 12 wr. 8 kopobke Meauuprckoe napenve
Cucrema odransmonoruseckas mukpoxupypriseckas Crennapuc/ Crennapuc NC

(Stellaris/Stellaris PC) PY N2 P3H 2017 /6430 ot 09.08.2018

+ BAUSCH+LOMB @
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Axceccyapsbl gns
MppUrauMmu-acnupauum KAHIOJIN

Kantonm

ED7131 PetpobynbbapHas urma 23G

* Tun umel ATkMHcoHa

e 23G

e O6wwas gnuHHa umel 6e3 agantepa 32mMm

R = |

ED7101 MepenxekamepHas karions 20G 8 mm

* 20G

* 8mm nsornyTas

* O6was anvHHa umsl 6e3 agantepa 25mm

ED7103 lNepenHekamepHas kaHona 25G 8 mm
* 25G
* 8mm M3orHyTas
o O6was anvHHa nmbl 6e3 agantepa 22mm

ED7155 KaHtons ans ruapoanccekumm 25G
* Kanions anst ruapoamccekumm 25G
* 30rHyTas C YNAOLLEHHBIM HOKOHEYHUKOM
® /MM M3OTHYTAS 4OCTb AN BBEAEHMS

B KQNCYMbHbIA MELOK
O6was anuHHa umsl 6e3 agantepa 21 mm

D e .

Karions suckosnactiunas. Kanions anst ruapoamccexumn 10 wr s kapobke
Mepmunrickoe nzgenve Cuctema odransmonorndeckas mukpoxupyprieckas Crennapuc/

Crennapuc MNC (Stellaris/Stellaris PC) PY N2 P3H 2017 /6430 or 09.08.2018

BAUSCH+LOMB @ +

KATAPAKTA



Odranbmonornueckue

HOXXM HOXXWU-KEPATOMbI

HOXWMN-KEPATOMBI

B
|
R e ——— i
g
LP7594 Hox-kepatom 1,3 mm Q: ]1/2 r:’r’:
LP7527 Hox-kepatom 2,75 mm ’éf 5/75 mm
o mm.

HOX-PACCJTAMBATEJS1b

A=20mm,

LP7510 Hox-paccnavearens gepxHsia satouka ' 40 mm

HOX-KEPATOM

) ———
N \ : A%@

LP7548ADB  Hox-kepatom A=272mm,
ABYXCTOPOHHSIS 3ATO4KA 2,2 MM B=2,3mm.

LP7549ADB  Hox-kepatom A=24mm,
ABYXCTOPOHHSS 3aTO4KA 2,4 MM B=25mm

LP7551A Hox-kepatom 2,65 mm A=265mm,
BEPXHAA 30TOHKA B=3,7 mm.

Hoxu Laser Edge 6 wr. 8 kopobke Meauuptickoe nsgenve Crictema odransmonorieckas
mukpoxupyprudeckas Crennapuc,/ Crennapuc MNC (Stellaris/ Stellaris PC)
PY N2 P3H 2017 /6430 or 09.08.2018

+ BAUSCH+LOMB @
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Odranbmonornueckue
HOXXM HOXXWU-KEPATOMbI

TPANEUMEBMIOHBIE HOXM

A=20mm,
LP7601 Tpaneuvesuanbii Hox 2,0-2, 2mm B=2,2mm,
E=2,29 mm.
A=128mm,
LP7603 Tpaneuvesmnanbii Hox 1,8-2,0mm B=2,2mm,
E=20mm.

HOX 014 NMAPALIEHTE3A 1 CKJTEPOTOMKM

| e e

LP7520 Hox MVR 20G A=12mm.

HOXW OJ19 MAPALIEHTE3A

| e — A]J=_=.=(:;

LP7593 Hox ang napauentesa 0,8mm A=0,8 mm.

LP7592 Hox gnst napauentesa 1,1 mm A=11mm.

Hoxu Laser Edge 6 wr. 8 kopobke Meauuptickoe nsgenve Crictema odransmonorieckas
mukpoxupyprudeckas Crennapuc,/ Crennapuc MNC (Stellaris/ Stellaris PC)
PY N2 P3H 2017 /6430 or 09.08.2018

BAUSCH+LOMB @ +

KATAPAKTA



OOO «BAJTEAHT»:
Poccus, 115162, Mocksa,
yn. WaGonoeka, a. 31, ctp. 5.

Ten./dake: +7 495 510 2879,
www.valeant.com.ru

www.bausch.com
www.bausch.ry RUS-SRG-IOL-IOL-07-2019-1806

MHbopmaums npeaHasHAYeHa ANs MeAULMHCKMX paboTHUKOB

+ BAUSCH+LOMB @
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B A U s c H ll L o M B 1400 North Goodman Street

Rochester, NY 14609
585.338.6000
www.bausch.com

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

Legal Manufacturer Bausch & Lomb, Incorporated
1400 N. Goodman St.
Rochester, NY 14609 USA

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

Notified Body TUV Rheinland
LGA Products GmbH
Tillystrape 2
90431 Niirnberg
Notified Body Number: 0197

EC Certificate Number EC Cert: HD 60146676 0001

Product (s) Independent Viewing Chamber or
Independent Corneal Viewing Chamber

Product Code(s) See Attached Table on Page 2
GMDN Code 45358
Classification lla, Rule 2 according to Directive 93/42/EEC Annex IX

We hereby declare the conformity of the above mentioned products with the European Medical
Device Directive 93/42/EEC as amended by 2007/47/EC Annex |l, Section 3. Above product(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: _,/Wa/ci' '/! f’blf Date: |3 _Octobes 050

Name/Title/Position: ~ Marci Halevi, Director, Regulatory Affairs

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

DoC for Product Name: IVC Revision: K Page 1 of 2



BAUSCH+LOMB

EC DECLARATION OF CONFORMITY

1400 North Goodman Street
Rochester, NY 14609
585.338.6000
www.bausch.com

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

Legal
Manufacturer

Bausch & Lomb, Incorporated
1400 N. Goodman St.
Rochester, NY 14609 USA

Product (s)

Independent Viewing Chamber or
Independent Corneal Viewing Chamber

Item Number Product Name
(SKU)
IVC-12 Independent Corneal Viewing Chamber

DoC for Product Name: IVC

Revision: K

Page 2 of 2



CONTROLLED DOCUMENT Status:Approved

Approved Date: 24/Mar/2020

Business Stream Products
Certification Department

TUV Rheinland LGA Products GmbH - 90431 Noimberg

Mr. Timo Jackle

Bausch + Lomb, Incorporated
1400 North Goodman St.
ROCHESTER NY 14609
USA

Application for : QMS

Certificate No. : 8X 60145205 Sheet 0001
Device : Only for QM-System audit
Test requirement : EN ISO 13485:2016

Dear Mr. Jackle,

A

Enclosed please find the new certificate No. SX 60145205 0001 replacing

the previous certificate.

With effective date of the new certificate, the previous certificate
{number see new certificate) becomes invalid.

Kind regards

Certification body

Bl Budes

Balazs Bozsik

Test sample: no, documentation available

® Uy, TUEV and TUVY are registered trademarks. Utiisation and application requires prior approval,

14,10

610 &

TUVRheinland®
LGAIN

Precisely Right.

Contact

Tel. +49 911 655-5225
Mail service@de.fuv.com

Date March 17, 2020

TUV Rheintand
LGA Preducts GmbH

Tillystrafie 2
90431 Numberg

Tel. +49 911 655-5225
Fax +49 911 655-5226
Mail service@de.tuv.com

Web www.tuv.com/safety

Board of Management

Dipl.-ing.
Jorg Mahler, Spokesman

Dipl.-Kfm.
Dr. Jérg Schigsser

Chairman of the
Supervisory Board

Dipl.-ing.
Ralf Scheller

Nuremberg HRB 26013
VAT No.: DE 811835480

Viewed/Printed(EST): 13 October 2020 4:3:10 PM  ** GDMS-D2 Copy-Use per procedure**

FAC-000210073

Rev 2



CONTROLLED DOCUMENT Status: Approved j Approved Date: 24/War/2020

i ®
TUVRheinland

Certificate

_ The Certification Body of
| TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Bausch + Lomb, Incorporated
1400 North Goodman St.
Rochestﬁrs I‘XY 14609

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

{see attachment for scope 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: 2020-03-17
Certificate Registration No.; SX 60145205 0001
An audit was performed. Report No.: 31892411 010
This Certificate is valid until: 2022-03-06

Certification Body

RUAKLS

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-03-17

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com htip:/fwww.tuv.com/safety

VisWedIPTinted(EST) 13 OCiobar 20 20 473 {0 PN~ *~GDNIS-D2 Copy-Use per procedure™ ~ FAC-000210073 ___ RevZ2



Status:Approved Approved Date: 24/Mar/2020

CONTROLLED DOCUMENT

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

(( DAKKS

Deutsche

Akkreditierungssteile
'g D-2M-14168-01-02

Date: 2020-03-17

i O
TUVRheinland

TUV Rheinland Doc. 1/5, Rev. 1
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

SX 60145205 0001
31892411 010

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

USA

Design and Development, Manufacture, Service and
Distribution of Manual Surgical Instruments for Opthamology,
Otolaryngology and Plastic- and Reconstructive procedures,
Ophthalmic Surgical Equipment, Procedure Packs for use with
Opthalmic Surgical Equipment during Cataract and
Vitreoretinal procedures, Intraocular Lenses and Insertion
Devices, Viscoelastics, Retinal Tamponades, and Contact
Lenses

Certification Body

Balazs Bozsik

ViBWedIPrinted(EST) 13 O CtOBar 2020 45510 P> @DMS-D2 Copy-Use per procedure™ FAC-000210073 | Rev 2




CONTROLLED DOCUMENT ) Status:Approved Approved Date: 24/Mar/2020

" ®
TUVRheinland

TUV Rheinland SRty B0
5 LGA Products GmbH
E TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: SX 60145205 0001

| Report No.: 31892411 010

Organization: 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

Scope: Design and Development, Manufacture, Service and
Distribution of Manual Surgical Instruments for
Ophthalmology, Otolaryngology and Plastic- and
Reconstructive procedure, Ophthalmic Surgical Equipment,
Procedure Packs for use with Ophthalmic Surgical Eguipment
during Cataract and Vitreoretinal procedures

Certification Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14168-01-02

Date: 2020-03-17

VAEWEdIPTINtedIEST)Y 13°0ttoner 20204345 PH~*~@PNS-D2 Copy-Use per procedure** FAC-000210073 Rev 2



CONTROLLED DOCUMENT e Status:Approved Approved Date: 24/Mar/2020

o ®
TUVRheinland

TUV Rheinland Doc. 3/5, Rev. 1
LGA Products GmbH
| Tillystrale 2, 90431 Niinberg

Attachment to
Certificate
Registration No.: SX 60145205 0001
Report No.: 31892411 010
Organization: Bausch + Lomb, Incorporated
1400 North Goodman St.
Rochester NY 14609
USA
) Scope: Sites Included:
| Bausch & Lomb Incorporated
| 499 Sovereign Court
| Manchester, Missouri 63011, USA
Scope: Design and Development, Manufacture, and Distribution
of Manual Surgical Instruments for Ophthalmology,
Otolaryngology and Plastic- and Reconstructive procedures
Certification Body
{( DAKKS
. Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-03-17

Balazs Bozsik
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Status:Approved

Approved Date: 24/Mar/2020

CONTROLLED DOCUMENT

Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope:

(( DAKKS

Deutsche

Akkreditierungsstelle
D-ZM-14168-01-02

Date: 2020-03-17

TUV Rheinland

LGA Products GmbH

P ®
TUVRheinland

Doc. 4/5, Rev. 1

TillystraBe 2, 90431 Niirnberg

SX 60145205 0001
31892411 010

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

USA

Sites Included:

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

Scope: Design, Development and Manufacture of Intraocular
Lenses, Insertion Devices, and Contact Lenses

Bausch & Lomb Incorporated
50 Technology Drive
Irvine, CA 92618, USA

Scope: Design and Development of Intraocular Lenses,
Insertion Devices, and Viscoelastics

Certification Body

Balazs Bozsik

VAR EdIPTIntEd(EST) 13 O CtoBer 202047516 PRI~ GDMS-D2 Copy-Use per procedure™ ~ FAC-000210073 Rev 2




CONTROLLED DOCUMENT

Status:Approved Approved Date: 24IMar/2020

Attachment to
Certificate
Registration No.:
. Report No..

Organization:

Scope:

(( DAKKS

Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-03-17

TUV Rheinland Bog. it
LGA Products GmbH
Tillystrafe 2, 90431 Niirnberg

SX 60145205 0001
31892411 010

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

USA

Sites Included:

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

% ®
TUVRheinland

Rev. 1

Scope: Activities associated with the Storage, Distribution
Incoming inspection of Manual Surgical Instruments for
Ophthalmic, Ophthalmic Surgical Equipment, Procedure Packs

for use with Ophthalmic Surgical Equipment during
and Vitreoretinal Procedures, Intraocular Lenses,

Cataract

Viscoelastics, Retinal Tamponades, and Contact lenses

Certification Body

FlvRnheintand ,
m——————"

bi

Balazs Bozsik

Viewed/Printed(EST): 13 October 20204:3:10 PM ~*GDMS-D2 Copy-Use per procedure** FAC-000210073

Rev 2




o ®
TUVRheinland

'EC Certificate
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60146676 0001

Report No.: 31892411 015

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)

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex Il, 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 11,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

Effective Date: 2020-10-19

Date: 2020-10-02
Balazs Bozsik

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020h 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior app



TUV Rheinland
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60146676 0001

Report No.: 31892411 015

Manufacturer: Bausch + Lomb, Incorporated

1400 North Goodman St.
Rochester NY 14609

USA

Additional sites included:
Bausch + Lomb, Incorporated
1501 Graves Mill Road
Lynchburg, VA 24502 USA

Bausch + Lomb, Incorporated

3365 Tree Court Industrial Blvd.

St. Louils,; MO 63122 USA

Bausch + Lomb, Incorporated
499 Sovereign Court
Manchester, MO 63011 USA

Bausch + Lomb, Incorporated

50 Technology Drive
Trvine, CA 92618 USA

Date: 2020-10-02

i ®
TUVRheinland

Doc /5 ‘Rew.:0

10/020 h 04.08 ®
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& ®
TUVRheinland

TUV Rheinland IE s R

LGA Products GmbH
TillystraBe 2, 90431 Nurnberg

Attachment to

Certificate

Registration No.: HD 60146676 0001

Report No.: 31892411 015

Manufacturer: Bausch + Lomb, Incorporated

1400 North Goodman St.
Rochester NY 14609
USA

Additional sites included:

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

Date: 2020-10-02

TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior a




TUV Rheinland e

LGA Products GmbH
Tillystrale 2, 90431 Nurnberg

Attachment to

Certificate

Registration No.: HD 60146676 0001

Report No.: 31892411 015

Manufacturer: Bausch + Lomb, Incorporated

1400 North Goodman St.
Rochester NY 14609

USA

Products included:

- Viscoelastics, HPMC (Hydroxypropylmethylcellulose)
- Viscoelastics, bacteria fermented
- IOL, Anterior Chamber PMMA Lenses

- IOL, Posterior Chamber

- IOL, Posterior Chamber
Softport and Softflex,

- IOL, Posterior Chamber

- IOL, Posterior Chamber
Arcrylic

- Silicone 0il

PMMA Lenses

Lenses, Foldable,

and Hydropholic Arylic
Lenses, Foldable, envVista
Lenses, Foldable, Hydrophobic

- 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

Date: 2020-10-02

\.GAP,,,%
% Notified Body

3/5,

L ®
TUVRheinland

Revi: 0

alazs Bozsik

10/020 h 0408 @




Date: 2020-10-02

TUV Rheinland

LGA Products GmbH
TillystraBBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60146676 0001

Report No.: 31892411 015

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 components
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 Solution
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/

Ophthalmic Microsurgical Handpieces, for Stellaris PC
Non-sterile Cannula

Degc.

4/5,

= ®
TUVRheinland

Rev. 0

0/020h 0408 ®

TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval




TUV Rheinland e

LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60146676 0001

Report No.: 31892411 015

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 IOLs
- Non-active Ophthalmologic Product

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

Lens Insertion Device, cartridge with reusable handpiece

- Non-active Ophthalmologic Product,

- Non-active Ophthalmologic Product, Phaco Needle

- Active Ophthalmic Device, Irregation/Aspiration handpiece
- Active Ophthalmic Device, Bipolar Forceps

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

Date: 2020-10-02

5/5,

G ®
TUVRheinland

Rev. 0

10/020 h 0408 ®
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