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MATERIAL

Glistening-Free Hydrophobic Acrylic %]
4 % water content

UV-blocker

D Refractive index: 1.54

DESIGN
One-Piece, Aberration-Free Aspheric Optic
Step-vaulted haptics; Modified C-loop haptics'

E 360° posterior square edge @

B Fenestrated haptics
Optic diameter: 6.0 mm

Overall diam

DIOPTERR @
@ ncrements
W Cylinder powers-IOL plane/#25D/+200D7 .

Cylinder powers-corneal plane: +090 D / +140D /
INJECTOR

+193D/+245D/+298D/+350D/+403D
Reusable BLIS-R S —m—

with single-use cartridge BLIS-XO from 0.0 D to +34.0 D (10/box)
and BLIS-X1from +10.0 D to +34.0 D (10/box)

Recommended incision size: 2.2 mm WAT

INJI0O (10/box) — =

Recommended incision size: 2.2 mm WAT

CONSTANTS*
A Constant SRK/T: 1191
Immersion A-scan | ACD: 5.61
and |OL Master Surgeon Factor: 146
Haigis Constant: a: 1923/ a;: 04/ a,: 01

Applanation A Constant: 118.7
AS ACD:5.37
ocan Surgeon Factor: 1.62

* Constants are estimates only.

It is recommended that each surgeon
develops his / her own values. E

Latest update: July 2015




Toric HypbrorHoOBIC

—— 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
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enVista
Hidrofobinis akrilinis intraokulinis leSiukas
torinis

MINKSTAS HIDROFOBINIS AKRILINIS UZPAKALINES KAMEROS INTRAOKULINIS LESIUKAS,
ABSORBUOJANTIS UV SPINDULIUS

PRIETAISO APRASYMAS

enVista™ intraokulinis leSiukas (IOL) — tai vienos dalies uzpakalinés kameros
intraokulinis lesiukas, absorbuojantis UV spindulius. Jis sukurtas pakeisti nattraliam
suaugusiyjy lesiukui, pasalintam dél kataraktos.

enVista IOL optika yra asferiné — jis pagamintas taip, kad neturéty sferinés aberacijos.
Klinikinés studijos, kurios vertinty asferinio pavirsiaus jtaka sferinéms aberacijoms,
regos astrumui ar kontrasto jautrumui, su Envista Toric IOL nebuvo atliktos
ENVISTA™ TORIC MODELIO MX60T FIZINES SAVYBES

Lesiuko ir Hidrofobinis akrilas — hidroksietilo metakrilato (HEMA)-

haptinés dalies polietilenglikolio fenilo eterio akrilato (poli(EG)PEA)-stireno

medZiaga kopolimeras, kryZzmai sujungtas su etilenglikolio
dimetakrilatu

Medziagos Refrakcijos indeksas: 1,54 esant 35 °C, specifinis svoris:

savybés 1,19 g/ml

Optikos tipas Asferinis / nuo +6,0 iki +30,0 D kas 0,5 dioptrijos (SE — sferinis

ekvivalentas)
1,25; 2,00; 2,75; 3,50; 4,25; 5,00 ir 5,75 dioptrijos (cyl)

I0L cilindro galia

ISmatavimai Korpuso skersmuo — 6,0 mm, bendras skersmuo — 12,5 mm,
haptinis kampas =0 ° R
Ultravioletiniai spinduliai: +2Q0 dioptr
laiduma 365 nanometry spinduliams. 11
Zr. 1 pav.: X — bangos ilgis (nm), Y — laidumas (%); ¢ia
lyginamas enVista Toric MX60T leSiuko ir 53 mety Zmogaus
lesiuko laidumo kreivés.

A: +20 dioptrijy enVista MX60 lesiukas, B: 53 mety Zmogaus
lesiukas.

PASTABA. IOL medZiagos laidumas Sviesai gali Siek tiek skirtis
priklausomai nuo matavimo metodo.

Literatdira. 53 mety Zmogaus leSiuko duomeny 3altinis —
Boettner F.A., Weller J.R. , Transmission of the Ocular
Media“, Investigative Ophthalmology, 1:1776-783, 1962

Spektrinis uri 10 %

laidumas

INDIKACIJA

Pirminé implantacija suaugusiyjy regéjimui koreguoti, kai yra afakija ir yra
astigmatizmas, pasalinus kataraktos pazeista lesiuka. Sis leSiukas yra skirtas jdéti j
kapsulés maiselj.

ISPEJIMAI

Gydytojas, svarstydamas lesiuko implantavimo klausima, turi jvertinti galimos rizikos ir
naudos santykj, jeigu yra bent viena is Siy aplinkybiy:

1. Kartojasi sunkus priekinio arba uZpakalinio segmento uzdegimas arba
uveitas.

2. Intraokulinis lesiukas gali apsunkinti uZpakalinio segmento ligy stebéjima,
diagnostika ar gydyma.

3. Kataraktos 3alinimo operacijos problemos, dél kuriy gali padidéti
komplikacijy rizika, pvz., ilgalaikis kraujavimas, reikSmingas rainelés
pazeidimas, nekontroliuojamas teigiamas spaudimas arba reikSmingas
stiklakdnio prolapsas ar iskritimas.

4.  Ankstesnés traumos arba sutrikusio vystymosi paZeista akis, jei néra

galimybés tinkamai jtvirtinti IOL.

Aplinkybés, galin¢ios nulemti endotelio pazeidima implantacijos metu.
Jtariama mikroby infekcija.

Intraokulinis leSiukas netinka vaikams iki 2 mety.

Nei uZpakaliné kapsulé, nei zonulés néra pakankamai sveiki lesiukui jtvirtinti.
Envista Toric pasisukimas nuo planuotos asies gali pabloginti astigmatizmo
korekcijg. Nukrypimas daugiau kaip 30% gali papidinti pooperacinj cilindra.
Jei butina, lesio padéties korekcija turi bati atlikta pries fibrozuojant kapsulei
ir enkapsuliacija.

ATSARGUMO PRIEMONES

1. Neméginkite pakartotinai sterilizuoti leSiuko, nes tai gali nulemti nepageidaujamg

(Salutinj) poveikj.

2. Nenaudokite produkto, kurio sterilumas arba kokybé gali bati pablogéje dél
pazeistos pakuotés arba esant nesandarumo pozymiy (pvz., sumazéjes laikymui
skirto druskos tirpalo kiekis, yra druskos kristaly).

L LN

3. Nedékite intraokulinio leSiuko j jokj kita tirpalg ir neplaukite jo jokiu kitu tirpalu, o
tik steriliu subalansuotu druskos tirpalu arba steriliu fiziologiniu druskos tirpalu.

4. Nelaikykite lediuko auk$tesnéje kaip 43 °C temperatiroje. NEUZSALDYKITE.
Intraokulinio lesiuko negalima apdoroti autoklavu.

5. Lesiuko negalima naudoti pakartotinai. Jis skirtas nuolatinei implantacijai. ISimto
lesiuko sterilumo ir tinkamos funkcijos uztikrinti negalima.

6. enVista Toric IOL saugumas ir veiksmingumas nejrodyti tam tikromis akiy ligomis
sergantiems pacientams bei esant operaciniy komplikacijy (Zr. Zemiau). Jei yra
viena ar kelios i$ iy problemuy, chirurgas turi kruopsciai jvertinti paciento bikle
prie$ operacijg ir priimti kvalifikuota klinikinj sprendima dél naudos ir rizikos
santykio. Vertinant leSiuko implantacijos tokiems pacientams galimybe, reikia
iSnagrinéti kitus afakijos korekcijos metodus, o tikslingumas implantuoti lesiukg
svarstytinas tik manant, jog pastarieji tinkamai nepatenkins paciento poreikiy.

Iki operacijos
. Tinklainés ligos ar polinkis joms, buvusi tinklainés atSoka arba esamas

polinkis jai, proliferaciné diabetiné retinopatija, kai implantuotas leSiukas
gali apsunkinti tolesnj gydyma.

. Ambliopija.

. Kliniskai reikSminga (pvz., Fuchs) ragenos distrofija.

. Raudonuké, jgimta, trauminé arba komplikuota katarakta.

. Labai siaura priekiné kamera (ne dél pabrinkusios kataraktos).

. Dél neaiskios priezasties besikartojantis priekinio ar uzpakalinio segmento
uzdegimas arba bet kuri liga, pasireiskianti akies uzdegimu (pvz., iritas arba
uveitas).

. Aniridija.

. Rainelés neovaskuliarizacija.

. Glaukoma (nekontroliuojama arba kontroliuojama vaistais).

. Mikroftalmija arba makroftalmija.

. Regos nervo atrofija.

. Ankstesné ragenos transplantacija.

. Esamos ligos, galincios sumazinti implanto stabiluma.

Operacijos metu
. VyzdZiui iSplésti butinos mechaninés ar chirurginés manipuliacijos.

. Reiksmingo stiklakanio kiekio netekimas.

. ReikSmingas kraujavimas j priekine kamera.

. Nekontroliuojamas teigiamas akispudis.

. Komplikacijos, galin¢ios maZinti IOL stabiluma.

7. Jeigu iki operacijos yra tam tikry sutrikimy (pvz., ragenos endotelio liga,
nenormali ragena, geltonosios démés degeneracija, ragenos degeneracija,
glaukoma, Iétiné vaisty sukelta miozé), gali bati nepasiektas toks regos astrumas
kaip jy nesant. Tokiais atvejais gydytojas turi jvertinti leSiuko implantacijos nauda.

8. 0L implantacijai reikia gery chirurgo jgdZiy. PrieS implantuodamas vidinj akies
lesiuka, chirurgas turi stebéti daugelj implantacijy ir (arba) joms asistuoti bei
sékmingai baigti viena ar daugiau vidinio akies lesiuko implantacijos kursy.

9. Si chirurginé procediira, kaip ir visos kitos, kelia tam tikra rizikg. Galimos
kataraktos ar implanto operacijos komplikacijos yra ragenos endotelio
pazeidimas, infekcija (endoftalmitas), ragenos atSoka, vitritas, geltonosios démés
cistoidiné edema, ragenos edema, vyzdzio blokada, ciklitiné membrana, rainelés
prolapsas, hipopionas, laikina ar nuolatiné glaukoma, kitos operacijos poreikis ir
kt. Galimos antrinés operacijos yra lesiuko repozicija, leSiuko keitimas, stiklakinio
aspiracija ar iridektomija dél vyzdZio blokados, Zaizdos nesandarumo korekcija,
tinklainés atSokos korekcija ir kt.

10. Batina kruops¢iai pasalinti visg viskoelasting medzZiagg nuo priekinio ir uZpakalinio
leSiuko pavirSiaus tam, kad sumaZzinti enVista Toric rotacijos ir nukrypimo nuo
reikiamos padéties galimybe.

VEIKIMO BUDAS

enVista Toric IOL yra skirtas sulankstyti ir jdéti j uzpakaline akies kamerg pasalinus

kataraktos paZeista lediuka. Sie IOL turi abipusiai i$gaubtg asferine torine optika su

cilindro asies Zyme, Zymincia ploksciajj meridian, kuri turi bati sutapdinta su staciuoju
ragenos meridian, tam, kad koreguoti astigmatizma. ASies Zymenys yra ant uzpakalinio
enVista Toric leSio pavirsiaus, Zymintys ploksciajj IOL meridiang.

LESIUKO STIPRUMO APSKAICIAVIMAS

Rekomenduojama A konstanta, nurodyta ant leSiuko dézutés, yra skirta naudoti su

asinio ilgio matavimais optinés biometrinés badu. Jei asinis ilgis matuojamas kitu badu

(pvz., aplanacijos A skanavimo), tai dazniausiai reikia kitokios lesiuko konstantos.

Nurodytg skaiciy reikia laikyti tik rekomendacija, pagrjsta su IOL Master gauty klinikiniy

duomeny vertinimu.

Reikiamg implantuojamo lesiuko stipruma gydytojas turi apskaiciuoti pries operacija.
LeSiuko stiprumo apskai¢iavimo metodai nurodyti Siuose Saltiniuose:
. Hoffer KJ. The Hoffer Q formula: a comparison of theoretic and regression
formulas. Journal of Cataract and Refractive Surgery, Vol. 19, pp. 700-712,
1993; ERRATA, Vol. 20, pp. 677, 1994.



. Holladay JT, Musgrove KH, Prager TC, Lewis JW, Chandler TY, Ruiz RS. A

Bausch + Lomb reaguoti j nepageidaujamy reakcijy pranesimus ir (arba) galincias kelti

three-part system for refining intraocular lens power calculations. Journal of  pavojy regéjimui komplikacijas. Be to, pakuotéje pateikiama implanto identifikavimo

Cataract and Refractive Surgery, Vol. 14, pp. 14-24, 1988.
. Norrby NES. Unfortunate Discrepancies, Letter to the Editor and Reply by

kortelé, kurig batina atiduoti pacientui.
PREKIY GRAZINIMO TVARKA

Holladay JT. Journal of Cataract and Refractive Surgery, Vol. 24, pp. 433-434, GraZinant leSiuka, bitina nurodyti graZinamos prekés registracijos numerj, kurj suteikia

1998.
. Olsen T, Olesen H, Thim K, and Corydon L. Prediction of pseudophakic

Bausch + Lomb klienty servisas. Norédami gauti graZzinamos prekeés registracijos numerj
ir suZinoti iSsamig graZinimo tvarkga, skambinkite 1-800-338-2020.

anterior chamber depth with the newer I0L calculation formulas. Journal of ~ GARANTUA

Cataract and Refractive Surgery, Vol. 18, pp. 280-285, 1992.

. Retzlaff JA, Sanders DR, Kraff MC. Development of the SRK/T intraocular
lens implant power calculation formula. Journal of Cataract and Refractive
Surgery, Vol. 16, pp. 333-340, 1990; ERRATA, Vol. 16, pp. 528, 1990.

. Haigis W: The Haigis Formula. In: Intraocular lens power calculations. H.
John Shammas (eds), Slack Incorporated, Thorofare, NJ, USA, pp. 39-57,
2004.

NAUDOJIMO NURODYMAI

1. Pries implantuodami, patikrinkite leSiuko pakuote (tipa, stipruma, konfigiracijos

tinkamuma).

2. Sterilioje aplinkoje atpléskite maiselj ir iSimkite buteliuka.

3. Nuimkite buteliuko dangtelj.
Znyplémis lygiu pavirsiumi iSimkite le$iuka i buteliuko $velniai paéme u7 jo
haptinés dalies.

5. Nuplaukite lesiuka steriliu subalansuotu druskos tirpalu arba steriliu fiziologiniu
druskos tirpalu.

6.  Atidziai apzidrékite, ar néra prie lesiuko prilipusiy daleliy bei kitokiy jo optiniy
pavirsiy defekty.

7. Kol pasirengsite implantacijai, leSiuka galima panardinti j sterily subalansuota
druskos tirpala.

8. ]dedant le§j, jo déjimo sistema reikia lubrikuoti viskoelastine medZiaga (Amvisc,
Amvisc Plus arba OcuCoat).

9.  Bausch + Lomb rekomenduoja naudoti Bausch + Lomb patvirtintg jdéjimo
sistema.

10. Galimos jvairios chirurginés procedros, todél gydytojas turi pasirinkti tinkamg
konkrec¢iam pacientui. Prie$ operacijg chirurgas turi patikrinti, ar turi visus jai
batinus instrumentus.

KLINIKINIY TYRIMY APZVALGA

Atlikti enVista vienos dalies 0L (MX60 modelio) ir pradinio xact X-60 trijy daliy IOL (X-60
modelio) klinikiniai tyrimai. Jy duomenys pagrjstai uztikrina, kad MX60 modelio IOL yra

saugus ir veiksmingas regéjimui koreguoti, kai yra afakija pasalinus katarakta.

enVista MX60 klinikinio tyrimo metu visi j saugumo analize jtraukti tiriamieji buvo
vertinami dél IOL blizgesio Form 3 ir Form 4 vizity metu. Blizgesys tirtas
retroliuminacijos bdu plysine lempa naudojant protokolo numatytg fotografine
vertinimo skale. Ja sudaré (sunkumo tvarka) ,néra“, ,0 laipsnis (pédsakai)“, 1,2, 3 ir 4
laipsniai. Sio klinikinio tyrimo metu né vienam tiriamajam né vieno vizito metu jokio

laipsnio blizgesio neuzfiksuota. 113 akiy buvo tirtas rotacinis stabilumas tarp Il Formos

(30-40 dieny post-op) ir IV Formos (120-180 dieny post-op). 100% akiy rotacija buvo
mazesné ar lygi 5 laipsniams, ir tai yra geresnis rezultatas nei Amerikos Nacionalinio
Standarty Instituto standartas 90% atvejy su mazesniu ar lygiu 5 laipsniy pasisukimu,
nustaatytu per dvi vienas paskui kitg sekancias apZitras, kurias skiria maziausiai 3
meénesiai.

PAKUOTE

Kiekvienas lgsiukas supakuotas j atskirg sterily buteliuka su 0,9 % druskos tirpalu

Bausch & Lomb Incorporated garantuoja, kad pateiktas vidinis akies leSiukas, vertinant
sudedamasias medZiagas, atitinka visy galiojanciy teisés akty reikalavimus ir galiojancia
publikuoty gamintojo specifikacijy versija, neturi medziagy ir gamybos defekty.

BAUSCH & LOMB INCORPORATED NEATSAKO UZ JOKIAS KITAS GARANTIJAS, ISREIKSTAS
AR NUSTATYTAS TEISES AKTY ARBA KITAIP, ]SKAITANT, BET NEAPSIRIBOJANT BET KOKIA
GARANTIJA, PARDAVIMO KOKYBES REIKALAVIMAIS AR TINKAMUMU KONKRECIAM
TIKSLUI. BAUSCH & LOMB INCORPORATED NEATSAKO UZ JOKIUS ATSITIKTINIUS,
KILUSIUS KAIP PASEKME, NETIESIOGINIUS AR DEMONSTRACINIUS PAZEIDIMUS,
TIESIOGIAI AR NETIESIOGIAI SUSIJUSIUS SU SI0 PRODUKTO PIRKIMU AR NAUDOJIMU,
NET JEIGU BAUSCH & LOMB INCORPORATED BUVO INFORMUQOTA APIE TOKIO
PRARADIMO, PAZEIDIMO AR NUOSTOLIY GALIMYBE.

SIMBOLIAI ZENKLINIME

Simbolis Reiksme
RC UZpakaliné kamera
w Ultravioletiniai spinduliai
i} Dioptrijos
@ Zaliojo tasko programos narys
Simbolis ReikSmeé
@ Korpuso (optinis) skersmuo
B
B Bendras skersmuo (ilgis)
T
SN Serijos numeris
Pastaba: JAV federaliné teisé nustato, kad Sis
RA ONLY prietaisas parduodamas tik gydytojo arba jam iSrasius

Bausch & Lomb Incorporated
Ruchester, MY 14609 USh

Bausch & Lomb Incorporated
EC 106 London Road, Kingsten-upon-Thames, KT2 6T, UK

Gamybos vieta: Bausch & Lomb Incorporated, 21 Park Place Blvd. North Clearwater,
FL 33759 JAV

JAV patentai: 6281319 ir 6635731. ® ir TM yra Bausch & Lomb Incorporated arba jos
dukteriniy jmoniy prekés Zenklai.

Visos kitos markeés ar produkty pavadinimai yra jy turétojy prekés Zenklai. © Bausch &
Lomb Incorporated
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nuplésiamame maiselyje. Jj galima atplésti tik steriliomis salygomis. Kartu pateikiama |£| " f’:,,mﬁ‘

paciento kortelé ir lipdukai leSiuko atsekamumui uztikrinti. Pakuoté sterilizuota gama {

spinduliais. @ i

TINKAMUMO LAIKAS Vo )

Sterilumas garantuojamas, jeigu maiSelis nepaZeistas ir neatpléstas. Ant leSiuko : f

pakuotés nurodytas tinkamumo laikas yra uztikrinto sterilumo terminas. Jam pasibaigus, ® i = p

leSiuko implantuoti negalima. » g I =B

PRANESIMAS APIE NEPAGEIDAUJAMUS REISKINIUS sl —
Apie nepageidaujamus reiskinius ir (ar) potencialiai regéjimui pavojingas komplikacijas, B = ” * ;ﬂ ”

galimai susijusius (susijusias) su lesiuku, kuriy pobadis, stiprumas arba laipsnis yra

netikétas, reikia per 5 dienas pranesti Bausch + Lomb. Visy chirurgy prasome pateikti Sig
informacijg, kad bity galima dokumentuoti potencialy ilgalaikj implantuoty vidiniy akies

leSiuky poveikj. Gydytojai raginami pranesti apie tokius reiskinius — tai padés

identifikuoti naujai paaiskéjusias ar kitas galimas problemas, susijusias su vidiniais akies

lesiukais. Jos gali bati susijusios su tam tikra lesiuky serija arba rodyti ilgalaikj Siy leSiuky

ar apskritai I0L poveikj. Norédami pranesti apie problema, skambinkite Bausch + Lomb
1-800-338-2020.
PACIENTY REGISTRACIJOS INSTRUKCIJA IR PRANESIMAS APIE |REGISTRAVIMA

Implantavus enVista I0OL, kiekvieng pacienta batina jregistruoti Bausch + Lomb registre,

t.y. uzpildyti leSiuko pakuotéje pateikiama implanto registracijos kortele ir nusiysti ja
pastu Bausch + Lomb. Pacienty registracija yra bltina priemoné, kuri sudaro sglygas
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CALCULATION OF LENS POWER

The recommended A-constant listed on the lens carton is |n(ended for use with axial length measurements obtained by optical

blomelry Us { mher n Applana\lonA s(an) will nurmal\y mqulreadrfferenl
. This number is a guideline only and is based L Master.
‘The physici i lanted. Lens power i hod:

the power of the lens:
described in the following references:
Hoffer K J. The Hoffer Q formula: a comparison of theoretic and regression formulas, Journal of Cataract and Refractive
SurgeryVol. 19, pp. 700-712, 1993; ERRATA, Vol. 20, pp. 677, 1994.
Holladay JT, Musgrove KH, Prager TC, Lewis JW, Chandler TY, Ruiz RS. A three-part system for refining intraocular lens power

INTRAOCULAR LENS
DEVICE DESCRIPTION

Hydrophobic Toric Acrylic Intraocular Lens »~ calculations. Journal o Cataract and Refractive Surgery, Vol. 14, pp. 17-24, 1988,
- Norrby NES. Unfortunate Discrepancies, Letter to the Editor and Reply by Holladay JT. Journal of Cataract and Refractive
[] Surgery, Vol. 24, pp. 433-434,1998.
t o r I C o OlsenT, Olesen H, Thim K, and Corydon L. Preiction of pseudophakic anterior chamber depth with the newer 0L
— Journal of Cataract and Refractive Surgery, Vol. 18, pp. 280-285, 1992.
vi Retzlaff JA, Sanders DR, Kraff MC. Development of the SRK/T intraocular lens implant power calculation formula. Journal of
~ —— Cataractand Refractive Surgery, Vol. 16, pp. 333-340, 1990; ERRATA, Vol. 16, pp. 528, 1990.
1 Haigis W: The Haigis Formula. In: Intraocular lens power calculations. H. John Shammas (eds), Slack Incorporated,
o Thorofare, NJ, USA, pp. 39-57, 2004.
DIRECTIONS FOR USE
n 1. Priortoimplanti thel type,power, and
2 the peel pouch and jial in a steril
3. Remuveihelldfromthevla\
4. thapalrnfsmumhfm(eps, he lens from the vial by gently grasping the lens hapti
5. Rm th balanced salt solution or sterile normal saline.
6. i i b hed toit, and examine the | cal surfaces for
otherdefeﬂs
7. Thelens may i alt ready fori
8. Amvisc, Amvisc Plus, or OcuCoat viscoelastic should be used for \ubn(anon of the delivery system when inserting the lens.
9. Bausch+Lomb ing a Bausch + Lomb d ystem.
7 10. There ar procedures that can be util ‘, andth hould select a procedure that is appropriate for
y 4 the patient. rify that i i ilable prior to surgery.
— OVERVIEWOF(LINI(MSTUDIES
ted on the iece [0L (model MX60) and the parent xact X-60 three-| plece IOl
/ (model X-60). The results of dlinical i i the Model MX60 I0L is safe
/ for the visual correction of aphakia following Cataract extraction.
For the enVista MX60 dlinical study, all sub}ectsm y i 10L glistenir ruvm}and
I Form 4visits. 0L ination slit | lizing a
Y pvowded inthe protocol. The grading scale consls(ed of (in order of severity), “none, grade 0 ((vacei, gradeW 2,3,0r4"No
I fany grade any subject at any visit in the dinical Also, etween Form
I 3(30t0 60 days post-op) and Form 4 (120 to 180 days post-op) was evaluated on 113 eyes. 100% percent of eyes reported a
rotation of < to 5°, which exceeds the American National Standards Institute (ANSI) standard of 90 percent of subjects with <
I - A 5°ofrotation at 2 consecutive visit atleast 3 ‘months apart.
HOW SUPPLIED
l - B The lensis indivi packaged ina terile vial (containing a 0.9% saline solunen) within a peel pouch, and should only be
I opened under sterile conditions. A patient card and self- thelens. The
ilized by gamma irradiation.
300 400 500 &0 700 800 00 1000 100 EXPIRATION DATE
X i hisd d or opened. The expiration date on the lens package is the sterility
date. This lens should not be implanted after the indicated sterl piration date.
ADVERSE EVENT REPORTING
FOLDABLE HYDROPHOBICTORICACRYLIC UV ABSORBING POSTERIOR CHAMBER Adverse events potentially sight may be regarded

were not
h&Lomb

previously expected in nature, severity or degree of incid in five (5) d: B:
Thisir i all surgeons in order to document potential long-term effects of

The enVista™ Toric intraocular lens (10L)is a single-piece ultra-\ chamber intraocular
replace the natural crystalline lens in adult patients in whom the (atavactous Iens has been removed

The enVista Toric IOL has an aspheric optic and is designed to be fre ies have not been
conducted with the enVista Toric I0L to assess the effect of the aspheric surface on sphenta\ abevrallon visual acuity, or
contrast sensitivity.

PHYSICAL CHARACTERISTICS OF ENVISTA™ TORIC MODEL MX60T

intraocular

Physicians toreport th der to aid in identifying emerging or potential problems with intraocular
lenses. These problems may be related to a specific lot of lenses or may be indicative of long-term effects associated with these
lenses or with I0Ls in general. If you wish to report a problem, please call Bausch + Lomb at 1-800-338-2020.

PATIENT REGISTRATION INSTRUCTIONS AND REPORTING REGISTRATION

Each patient wh n en\lma 10L must be regi vith Bausch + Lomb at the time of lens implantation. Registration

Hydrophobic acrylic MA

acrylate (poly(EG)PEA)-styrene copolymer, crosslinked with ethylene glycol dlmethacvzlale
Material Characteristics | Index Of Refraction: 1.54 @ 35°C; Specfic Gravity: 119 g/ml

Lens/ Haptic Material

OpticType/Powers | Aspheric/+6.0to +30.0 Diopters in 0.5 Diopter increments (SE — Spherical Equivalent)

10L Cylinder Powers [ 1.25,2.00, 2.75, 3.50,4.25, 5.00, and 5.75 Diopters (CYL)

Dimensions Body Diameter: 6.0 mm ; Overall Diameter: 12.5 mm ; Haptic Angle: 0°

Ultraviolet: 10% transmittance at 363 nanometers for +20.0 diopter 0L
See figure 1 with chart's X value =Wavelength (nm) and Y value = % Transmittance;
chart compares the transmittance curve of an enVista Toric MX60T Lens to a 53 Year Old
Human Lens.
0 Diopter enVlsta Toric MX60T Lens and B = 53 Year Old Human Lens
NOTE: Light an I0L material may vary slightly the
method of measurement.
Reference: 53 year old human lens data from Boettner, E.A. and Welter, J. R.,“Transmission

ofthe Ocular Media,"Investigative Ophthalmology, 1:776-783, 1962

Spectral

INDICATIONS
Indicated for primary implantation for the visual correction of aphakia and pre-existing comeal astigmatism in adult patients in
whom the cataractous lens has been removed. The lens is intended for placement in the capsular bag.

WARNINGS
Physicans consi

any of the i igh the ot I risk/benefit
ratio:

. Recurrent severe anterior or posterior segment inflammation or uveitis.

Reg\slratmn Card thatis enclosed in the lens package and mailing it to Bausch

-+ Lomb. Patient land will assist +Lombin respondmg to adverse reaction reports and/or
potentially sig| Animplanti rd s supplied in thy d must be given
tothe patient.

RETURNED GOODS POLICY

Alllenses being returned must by by d good: issued by Bausch +Lomb Customer
Service. Call 1-800-338-2020 for return authorization and full policy information.

WARRANTY

Bausch & Lomb i rlens, hen deli e d, will conform to all applicable laws and the

manufac version of the published
free from defects in material and workmanship.
BAUSCH & LOMB INCORPORATED DISCLAIMS ALL OTHER! , EXPRESS, IMPLIED OR BY OPERATION OF LAW,
INCLUDING, BUT NOT LIMITEDTO, ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.
BAUSCH & LOMB INCORPORATED SHALL NOT BE LIABLE FOR ANY INCIDENTAL, CONSEQUENTIAL, INDIRECT OR EXEMPLARY
DAMAGES OF ANY KIND, DIRECTLY OR INDIRECTLY ARISING FROM THE PURCHASE OR USE OF THIS PRODUCT EVEN IF BAUSCH &
LOMB INCORPORATED HAD BEEN ADVISED OF THE POSSIBILITY OF SUCH LOSS, DAMAGE OR EXPENSE.

SYMBOLS USED ON LABELING

lens in all material respects and will be

Symbol | Description Symbol | Description
PC Posterior Chamber 0, Body Diameter (Optic Diameter)
w Ultraviolet 0 Overall Diameter (Overall Length)
D Diopter Serial Number
Caution: Federal (US) law restricts this device to
@ Member Green Dot Scheme sale by or on the order of a physician

Bausch &Lomb Incorporated
Rochester, NY 14609 USA

2. Patients in whom the intraocular lens may affect the ability to observe, diagnose, onveat pos(enorsegmem diseases.

3. Surgical difficulties at the time of cataract extraction, which might increase th ial for ions (e.g., persistent
bleeding, significant iri Nammn p , orsignificant vi prolapse orloss).
Adistorted pr defectin which i of the 0L is not possible.
G would resultin damag jum duringi

Suspected microbial infection.
Children under the age of 2 years are not suitable candidates for intraocular lenses.
Patients in whom neither the posterior capsule nor zonules are intact enough to provide support.

© 0N e

Bausch & Lamb In(orpma(ed
EC| REP ston-upon-Thames, KT2 6TN, UK

Site: Bausch & L 21 Park Place Blvd. North, Clearwater, FL 33759 USA
U.S. Patents: 6281319 and 6635731. °/™ are f Bausch &L its affiliates.

Allother Lomb

their respective owners. © Bausch
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Rotation of enVista Toric away from the intended axis can reduce their astigmatic correction. Misali greater
than 30° may increase postoperative refractive cylinder. If necessary, lens positioning should occur prior to capsule
fibrosis and lens encapsulation.

PRECAUTIONS

Do not attempt to resterilize the lens as this can produce undesirable SIdE effects.

Donot use f pvodnct sterility orquahty is thought b I jing or signs of leakage (such
asthe o fsalt

Donot soak or rinse th Iens wnh any solution other than solution or
Do not store the lens at a temperature greater than 43°C (110 °F). DO NOT FREEZE. Do not autodlave the intraocular lens.

W

5. Donot lens. Itis intended for permanenti Ifexplanted, sterility and proper function cannot be
assured.
6. Thesafemyande(‘(ectlvenessoftlmenVlstaTon(IOLha\/enmL iated in pati ith preexisti I
). areful preop I d sound ji
shouldbeusedbythesun;eon decide the by i lens in a patient with one or more of
p
ofaphaklc(unemonandwnmzu i i if the needs of
the patient.
Before Surgery
+ Retinal conditions or pred inal conditi to, retinal detachment or

pm\lferalwe diabetic relmapalhy, in which future treatment may be: mmpromlsed by |mp|anlmg this lens.

« Amblyopia

« (linically severe comeal dystrophy (e.g., Fuchs’)

« Rubella, congenital, traumatic or complicated cataracts

« Extremely shallow anterior chamber, not due to swollen cataract

« Recurrent anterior or posterior segment ion of unknown etiology, or any disease producing an inflammatory
reaction in the eye (.g. ritis or uveitis).

« Aniridia

« Iris neovascularization

+ Glaucoma (uncontrolled or controlled with medication)

« Microphthalmos or macrophthalmos

« Opticnerve atrophy

« Previous comeal transplant
Pro-existi ol

. gatively impact stability of the implant.
During Surgery
« Mechanical or surgical manipulation required to enlarge the pupil
« Vitreous loss (significant)
« Anterior chamber bleeding (significant)
Uncantml\ahle positive intraocular pressure

[¢ ions in which the 0L stability
7. Panems with | endothelial dis br | macular ion, retinal
degenera\mn glaucoma, and chronic dmg mmsls mey not a(hleve the vlsnal a(ulty of| patlents without such problems. The
determine hen
8. Ahigh Ievelm forintraocular ion. The hould have observed assisted
in {

attempting to implant intraocular lenses.

As with any surgical procedure, there s risk involved. Potential complications accompanying cataract or |mplam

surgery may include, but are not limited to the following: thelial damage, infection

retinal detachment, vitritis, cystoid macular edema, corneal edema, pupillary block, cyclitic membrane, iris prolapse,

hypopyon, transient or persistent glaucoma, and secondary surgical intervention. Secondary surgical interventions

include, but are not limited to: lens repositioning, lens replacement, vitreous aspiration or iridectomy for pupillary

block, wound leak repair, and retinal detachment repair.

0. Care should be taken to remove all vls(ue\as\lt from the anterior and poxienur surfa(ex of the lens, to minimize the
possibility of lens rotation causing of enVista Toric from thy

MODE OF ACTION

enVista Toric I0Ls are intended to be folded and placed inthe posterior chamber of the eye after the cataractous (vystalllne lens

has been removed. These I0Ls toric optics with cylinder axi the flat meridian, which

should be aligned with the postoperative steep comeal meridian to correct the astigmatism. The axis marks (lines) are on the

posterior surface of the enVista Toric lens, denoting the flat meridian of the I0L optic.

o

C€ o197



