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CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.

DESCRIPTION
The AcrySof* IQ PanOptix* Presbyopia-Correcting intraocular lens (I0L) Model TFNTOO is an ultraviolet and blue light
filtering foldable multifocal IOL. The IOL is a single-piece design with a central optic and two open-loop haptics (Figure 1).
he optic consists of a proprietary high refractive index hydrophobic acrylic material with a biue light filtering chromophore
which filters light in a manner that approximates the human crystalline lens in the 400-475 nm blue light wavelength range
(Boettner and Wolter, 1962). The optic is biconvex and consists of a soft acrylic material capable of being folded prior to
insertion, allowing placement through an incision smaller than the optic diameter of the lens. The optic is 6.0mm in diameter
and the lens has an overall diameter of 13.0mm. It is available in a diopter range of 6.0 —30.0 D in 0.5 D increments and
31.0 D-34.0 D in 1.0 D increments. After surgical insertion into the eye, the lens gently unfolds to its intended shape. The
optic diffractive structure is in the central 4.5mm portion of the optic zone and divides the incoming light to create a
+2.17 D intermediate and a +3.25 D near add power. The anterior surface is designed with negative spherical aberration to
compensate for the positive spherical aberration of the cornea. The effects of this aspheric design feature have not been
clinically assessed. The physical properties of this lens are described in Table 1 and Figures 1, 2 and 3.

Table 1: Physical Characteristics of AcrySof* IQ PanOptix* Presbyopia-Correcting IOL Model TENT00

Physical Characteristic Description
Optic Type Single-piece I0L with diffractive aspheric optic
UV Cutoff at 10% T 401 nm for 21D
Index Of Refraction 155
+6.0 through +30.0 diopter in 0.5 diopter increments; +31.0 through +34.0
Optic Powers diopter in 1.0 diopter increments with a +2.17 diopter intermediate and a
+3.25 diopter near add power
Haptic Configuration STABLEFORCE* Modified-L Haptics
Lens Material Ultraviolet and blue light filtering Acrylate/Methacrylate Copolymer
Optic Diameter (mm) 6.0
Overall Length (mm) 13.0
Haptic Angle 0°

Figure 1
PHYSICAL CHARACTERISTICS
All dimensions in millimeters

MODEL TFNT00
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+ The cutoff wavelength and the spectral transmittance curves presented here represent the range of
transmittance values of IOLs made from acrylate/methacrylate copolymer with bonded UV-absorber and Alcon's
proprietary blue light filtering .

+ Measurements were by direct transmittance using AcrySof* IQ ReSTOR* I0L Model SN6AD1 full diopter range
with center thickness equivalent to the IOL Model TFNTOO full diopter range.

+ Human lens data are from Boettner and Wolter (1962)
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MODE OF ACTIO
The AcrySof* IQ PanOptix* Presbyopia-Correcting IOL Model TFNTOO is intended to be positioned in the lens capsule in
the posterior chamber of the eye, replacing the natural crystalline lens. This position allows the lens to function as a refractive
medium in the correction of aphakia. This IOL has a biconvex optic containing an aspheric design and a diffractive structure
on the anterior surface. The diffractive structure divides incoming light to provide a range of vision from distance to
intermediate to near. This I0L provides an option for clinicians to provide patients an intermediate add power of +2.17 D
and a near add power of +3.25D.

INDICATIONS

The AcrySof* IQ PanOptix* Presbyopia-Correcting intraocular lens is intended for primary implantation in the capsular bag
in the posterior chamber for the visual correction of aphakia secondary to removal of a cataractous lens or clear lens in adult
patients with and without presbyopia, who desire near, intermediate and distance vision with increased spectacle
independence.

IOL IMPLANTATION

During implantation of the AcrySof* IQ PanOptix* Presbyopia-Correcting IOL Model TFNT00, an Alcon qualified delivery
system and viscoelastic combination should be used. The use of an unqualified combination may cause damage to the lens
and potential complications during the implantation process. Alcon recommends using the qualified MONARCH* IOL
Delivery System or any other Alcon qualified combination. For Alcon qualified viscoelastics, handpieces and cartridges for
this lens, please contact your local Alcon representative.
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DEMESIO! Pagal JAV federalinius jstatymus Sis prietaisas gali biti parduodamas tik gydytojo arba jo paskyrimu.

LITHUANIAN

APRASYMAS

AcrySof* 1Q PanOptix* presbiopija koreguojantys TFNT00 modelio intraokuliniai lSiai (IOL) yra ultravioleting ir melyna
Sviesa filtruojantys sulankstomi multifokalinai IOL. IOL yra vienos dalies, su centrine optine da\lm\ ir dviem atviros kilpos
atraminiais elementais (1 paveikslas). Opting dalj sudaro didelio dekso ¢ akriling
medziaga su mélyn Sviesa filtruojaniu chromoforu, kuris viesa 400-475 nm melynos Suiosos bangos ilgio ribose filtruoja
mazdaug taip, kaip zmogaus leSiukas (Boettner and Wolter, 1962). Optiné dalis yra abipus iSgaubta i sudaryta i§ minkstos
akrilinés medz kuria galima i pries todé! galimas i per pjavj, mazesnj nei optinis
lgsio skersmuo. Optinés dalies skersmuo yra 6,0 mm, bendras lesio skersmuo yra 13,0 mm. IOL tiekiami 6,0-30,0 D
(didéjimas po 0,5 D) ir 31,0-34,0 D (didéjimas po 1,0 D). Po chirurginio implantavimo | akj leis Svelniai i3silanksto ir tampa
reikiamos formos. Optiné difrakcing struktiira yra centringje optinés zonos 4,5 mm dalyje ir issklaido jeinancia Sviesa, kad
baty +2,17 D tarpiné ir +3,25 D artimoji papildoma galia. Priekinis pavirSius yra su neigiama sferine aberacia, kad bity
kompensuota teigiama sferiné ragenos aberacija. Kiinikinis Sios asferinés struktaros poveikis nebuvo jvertintas. Fizikines
Sio lesio savybés aprasytos 1 lenteléje ir 1, 2 bei 3 paveiksluose.

1 lentelé. Fizikinés AcrySof* IQ PanOptix* presbiopija koreguojan&io TFNT00 modelio 0L savybés

Fizikinés charakteristikos Aprasymas
Optinis tipas Vienos dalies I0L su difrakcine asferine optine dalimi
UV filtravimas, kai yra 10 % T 401 nm 21D
Refrakcijos indeksas 155

Optiné galia

+6,0 iki +30,0 dioptrijy (didéjimas po 0,5 dioptrijos); +31,0 iki +34,0
dioptrijy (didéjimas po 1,0 dioptrija) su +2,17 dioptrijos tarpine ir +3,25
dioptrijos artimaja papildoma galia

Atraminiy elementy konfigaracija

STABLEFORCE* modifikuotas L atraminis elementas

Lesio medziaga

ir mélyna Sviesa fi

Optinis skersmuo (mm) 60
Bendras ilgis (mm) 13,0
Atraminio elemento kampas 0

Skatit anglu valoda 1 paveikslas
FIZIKINES SAVYBES
Visi iSmatavimai pateikiami milimetrais

ASPHERIC ANTERIOR DIFFRACTIVE SURFACE =

DIFRAKCINIS

Skaityti angly kalba 2 paveikslas
Spektrinio laidumo kreivés

TRANSMITTANCE (%) = LAIDUMAS (%)
WAVELENGTH (nm) = BANGOS ILGIS (nm)
0-34.0 Drange = 6,0 - 34,0 D ribos
4yr - 53 yr old range, crystalline lens = 4 mety-53 mety amziaus ribos, akies leSis

PASTABOS
Pateikiamos bangos ilgio ribos ir spektrinio laidumo kreivés atitinka 10L, pagaminto i§ akrilato/metakrilato
su uv gia dalimi ir Alcon meélyna $viesa filtruojangiu chromoforu,
ribas.

+ Laidumas buvo matuojamas tiesiogiai, naudojant AcrySof* IQ ReSTOR* SN6AD1 modelio visy dioptriy 10L,
centrinis storis buvo ekvivalentiskas visy dioptrijy TFNT00 modelio IOL.
+ Duomenys apie zmogaus leSiuka paimti i§ Boettner and Wolter (1962)
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Skaityti angly kalba 3 paveikslas
Teoriné procentiné Sviesos energijos dalis, kai bangos ilgis yra 550 nm

Relative Energy = Reliatyvi energija
Pupil Diameter, mm = Vyzdzio skersmuo, mm
ase Power = Baziné galia
Intermediate = Tarpiné
Near = Artima

VEIKIMO MECHANIZMAS

AcrySof* IQ PanOptix* presbiopia koreguojantis TFNTOO modelio IOL yra skirtas jstatyti j akies uzpakalinés kameros leSio
kapsule, pakeiciant nataraly akies lgSiuka. Toks statymas uztikrina, kad lesis funkcionuos kaip refrakciné terpé koreguojant
afakija. Sis I0L turi abipus igaubta dalj, kuri yra asferiné, be to, ant priekinio pavirsiaus yra difrakciné struktara. Difrakcing
struktara igsklaido | einania Sviesa, todel koreguojama rega nuo tolimo iki tarpinio ir artimo atstumo. Naudojant Siuos IOL,
gydytojas gali pacientui utikrinti tarpine pridétine galia +2,17 D ir artima pridéting galia +3,25 D.

KAIP TIEKIAMA

Sie uzpakalinés kameros intrackuliniai leSiai tiekiami sausi, supakuoti, galutinis sterilizavimas atliktas etileno oksidu.
Pakuote galima atidaryti tik aseptinémis salygomis (zr. skyriy NAUDOJIMO NURODYMAL).



