91025045-0522 IFU Delefilcon A UV HEVL IL.pdf Cycle: 16 Page 1

IMAN (UI¥ UANA NK THASIO VAND NIRATY T9I000 U0 TINYAD VAN DIWIUD PHE0TIRTE 2NN U1 wanend '
NPT NN K AR AR I 208 AMRIA DI DK KT R IT N U0 DI 000008 DY9I0ne 300
Sroion 537 I 0NN YN DUTE 310 IR NP I2WNa o0’ 1 WRnenY Unnemn 0an onTmn aeon
M [9IND N NIVAND 00RTNE 03 TENED AR’ I 0OTHn 00 Y TR0 RNNom T neal 2y nnolo fink
M0 MY oK 0D
TIATAAN TR AT & 030 e’y TS0 i v o oins ori (7 nean i e i evn
DN
'3 IR DTN TIPS 00 T MAN0 THEFTY N 1en'T 99i0m IR ovrun DINma VYpnn sy
1M THTIND VARA TIEITY Tk 100’ 000 NRY oaty 0U1Un DINND V0D G KN TIK 0T oYrsiunn 1o
_ONIFAI YANN NRGTY N PONYT 710 NN KA 0NN MY e
W'y Tis' Toion' Menn (IFTnT TR 191000 T Y N Y ume' T RIFNGIEN 00PY NPT AT aon .
ORI DINND VIYPAA WK T 90 Y9000 01 TN 000WY IN DIE0 0U9 00 Y9007 0UFI DINND YNEEn
IM2270% ¥aN NWTEA NO0'T RVAT WanK
AN ORI AL RLOOA PN IR (7 NTI T 0 93 0M000 DK priat e e
O VAN DR Oa T 0T TN 0EeTT 0naY S AT MnsT Qoo YR N ARIED 000 TIFK OX Wanent [ e
oA Y Wmn _nowa noMen @ pamnn eI ennwn’ A e oY Jonna KR NN 100910 NTON OX .
0N YT DT o
a0 NI 29707 091N AT DK Y3 0070 DINND VHTTN @5 TMNA001 0000 N e avoen pnh
1% DIIT? 2000 IR 2710 190 TN QIn TR AT TNNT DOUNT RN e 1on i T DTG (1N U1 TRy
NN NI9HY T WA HIYTY NPT 0asY
QMY TIPIEY TN TWAY 0Ra, 0 ranmmEn pen't m9 12T INMD TRK G8 DY VA0 DI 7T
AHANER DINTT 0N R AT IR (R TR m Y0) o9I00-RY DR 00 V303 82T an DT Wen '
oM pia '
o'nF TINRER e vy TR0 e nrEEe 1N pan RATY 900 9% 00U DINNG YIYP0 N OY ymaT e e
JTFA ATI01 00 SF0 A0 [0 THE TRN0a Wan THerTY Taonn v (onne o09oo-K7 oY ix) omb netwn
_Acanthamoeba 100 WR=TN 0PN DY TONE RFTT N7 72w Y0, 00 oy o0 Dk Sriant
T TR O DT NIOIN NIV UAR THWTY ROWR TRt von't ue
TR VAN NEFTYD ASYNAT e DRIT N IRDYTING VAN TTY RowT e’ e
e nenann s I NS W0 0VS 0N Y9000 0PEN DINNA VINTT EFN T 0T FI0m 1an NG 070006 0
00N T AT TN I TR0 TN 0K TINYDL T OUDn NUETY RN HANT 7O Va0 IRTY 2970 0
72 W QESIND VA0 NETY TP FITIT 60 LAnD T RoX30 197 U 79 Q1030 AN NWTY N0 DK TENT e
'V ANINT AOKND OFYDITK DTN
OFFUN DINMD UETH G 0 APNN FEENaT 20 0% 0700790 NN IN VAND NRAY U0 NN N0 R
2777 0NN 15T OCIEN DINN2 VISP N 0V YWPNnT @ N (AT 70 7emY 1ann IR DK 2900 000 ox
2 AN
N DK T DY DY DA INND DOTIFTIRT IX DPO00IE B0 DR DA 01207 WINRD DXL IAPaT e .
AAnD MY oY vana
JPM0N 9% [HENT WS DNNIN 9% NAnD TWTY TN 0007 e .
SEAY DMSEWA T M PERY IN RPN V30 DI TRN DN e e
DN TN NRT VA0N NIYTYI WaneaT 'R e
(nneys ANl REFYEOR DY) RN REan
[OHAN DPRONAI DNEONE NP N TRRD APNN2 RUAnAT NN R nIena’t ity 1an ey 0oonn
{7 12 e AINM) (W3 IR W aenn
NI MY Y0 T
U o
[T R TP E T
TUYAIT DU I CTIRAYINRY Y
AU TR AT
NI DIIER 230 AT 1K 03 IR
OUPUAN TN MIen
2N I TIN-'H
DMV AN N YT
AnE orann 8% DMt Yy A 0anonn nobena
WA DY 0K DMLY AN
ST VAN NPT TR R’ @ 9 0Ononin IN 0Onon TR 10im oK
DD 0900 WHN'Y AN ARSI N0 0]En TN w0 i inat e .
WINPT0 WA NEFTY 04307 #F THETIN 7PUA0 18 TINON-H 0N o
VAND NWNETY TN NEIAT e TN Wan TITRTY NOX3N INKNT DTN 70X I8 TN (1N 00 18 TIN0N-E 08 o
102 DT DU DN MEFRN AT TI et
TITANY OTERaY 0f0* AT 0aEn esint o' nmyEn T NETT e (I g DT IO 20, 0IReT 120 0NIN0 00
D F90%7 W IBNTI RN DETT AeRn T NNnon DS I3 R NINS NCUATD VAP QMR TN 0N ofnin
oo vunY 13
VN NITY NOONAT NSO Wi T Y N 00US AN K90 YInEn T 90 IRIN AT [N 0Y1Ea WO DM T 0 ON .
_OMYUN DINTQ VIXPOA ENT ST & JEm) @0 ON T3 V30 DY 00 in INUKna
AYNND VAN NPTV TY (TIDAT VA0 NKYY D000 NOEN Y e A qusut e (1irt Fosn) Iam vann Ty ox
0NN INTO VG0N WY NS &Y NOWMD A0 0N U3 iwsina uo’
T 0 1Y ATPINAT DN IO 3N U TN DT W00 NYTY OX .
1T 0" TUANTIND. NIRRT VNN TTY TNTRNT DYBYBYA TN -
1|V TY IR YARD TITY [0 Dann on .
_[IMATE I PR GUOUR I 0 UEVHD AR AN N TINER TR PR TI03 TN DY DA YW 0TV ABnT e
TUITINY AN X 010 IR DI 5D D0 NIPENA VAT NIZANA TN AEIRT &0 110 N3 DUOR SUY oN «
TUXTING Tk NI THOXT 2 TR I00 |90 TOMND oW W U NN DR O 'R NI9TL R DT e neTen
_OMIER DINTO VPN @0 20T REs ook e o w9 T afes on
‘o oren A
O MY T (1N 000'3 NI IIN (00 THOMAN 0T 0UEIN) KIDK 310 71 10 T0Ing Mgnd
1103 X R0 OTANA TA 0YIWA NIM GIOwT e e
TV 0 VI NeT 77 09T 1K DYIUN DINTD VRN WY TH RENNT Ao R Vann NieTY Ik enT e e
o'nn
00N OWIVK Y Nt
U3 TR (R DT RN TR W R ATIn v D i e
[0 P PEnn 0P N ABIFDD TWND 0Y R e e
qa.complaints@alcon.com Mo Wt
hitps:/fwww.alcon.com/contact-us Jnors K
TIFTE2 IO T NI R 03 0NN DR T NI we
NNt RIRA
SR WIDN TISIPN 03 oW TN @ NN W0 WY Y W im gnnen ¢ ol o nirvnna
WA MUY TR TN
00 MYT 0 N2ANA 209 (220 DT 0T TN SRS YINTT @0 0an I e 1 90 .
NN 297 NIITYA 10070 DK DK W e .
T 93 MY RO AN 9 @0 10030 NEOED DLTED InT e
0 T NI DTV DY TRINGL YIN 'S0 QNS DWTER Y030 TN KT w .
AMOI30 197 VAN NILTY NN FrIaT e .
TI'RY MY IN TINRD V30 DY 00T N e
a0 NRTY NOXAT NI
00 MY 0 NAAND 20 (205 DT 0T TN SO VI e 0an I e 1 90 .
Qe (TPUNTIND YIMND) AIRD TN 00RO T N T SN AR I8 VIYND AEE Y 00 neTe naat e e
.1 %3 INNNA QUELA NN TN 0MNNA 0'077 207 TN ANK
IR T MM U UBEN DK 0nT we
Y AEYNN NVON YA T THYIYKA TN V0 (MONEa) U0 7 DIver Wann Ty e nan’
AT SUBEA Nk TIPGEI IR o0 s ant w
AP0 BN K NN T AT e 0an’ we
Ty youm'y w
VAN RTY IO NI
0o KT DY AN 300 2317 IETO 0O Rk ot in e e
0'NYD 1901 KM PINED yn¥n'T w
Jun e phn FENn T N0 e 1Ann TTY NN PRnaT T V2NN NEpa wanen e oo et oan 1 m
U0 TIOET TN 012X | TIIN VAR Y TTIND 2 00NV DU A0 IYFTY K 10T we
12U NSO WANGNY 'R VS0 28 0T N0 OUD TUYIYMD NN 2207 @ 100 NWTYI TINKY DY ox
IR e 000 V30 TIFTY REEnT 00199 N 0OTR YD AN RIS DUYIEa Wnmend ' oy
GO
1an TieTYa e niean
0 WD TV AT U0 TR U0 RN FI9R0 N3 00 wIneh DeTeen (e A s Nemye-Tn T an Ty
TIWTY T 2000 TAN PINAYT &0 TNN G108 INRT Ao 279000 Wi 1oon' w19 neTeen ([ 0. T nee-Tn | Tne
1202’7 oreEem X Nivsn van
AV'DM oKX TUWYT AN WO MU W (M0ADY X PPN TR0 ATTY VA0 DT W0 RTY TNoN3 INEN nia e e
St awa

lvana Vagic - RS

LT PSR
TR TN KT YAN TR T A R TR NOET @ ITINYO0I 00 W DT en i on ar iy
72 Tl 0PN DINM VESETN WO TIPNON Tid e £ 790 TR 0ann Temea (00 ennseS 09N DInna VIspn e
TINA TR
(o) 2xma uar
TIND Y0 TS .

(A raT) imaoort ™1 o o' o

D7 X1 TR0 TEBE-TR T Y30 Ty

AWIND AR
2R Ma¥A qOIm e o0 Neoma e Yonn Yanmn A et 67%- o 33%-00 sy vann niwew min
FI9A00 NEA AnO e 5 v e (e’ a) YT NEEn TN Eing Bay I Yann N 0N qoin neing
IO DR A0 DVTRD D T AT 71N DINTO AN URE TR0 A0 IR 0O2Ien HIKA0Ima T onnoin
450-% vonna 380 paw nnoa 7 owea (HEVL) nnma avanax e 0t i 1 nawenn i omenen 070 et ang
i UVA=D niiga 10%-n runst wunim 315 7w tonon 280 sme UVB-n nioa 1%-n TIiNs on 772000 999kn . 0ni
nie 731 pnn 33% nmoin Wi TET LAnD T WD T M ninden nng %% wonm 380 1w womn 315
27T neartowa oy o 33% Yonn yann e e natn mn oo 450 Ty vonin 380 - inon e e an o
T G010 0T IIFHON VAN NIKTY N0TE o nown 90 Y o0 B0%-n e a'ronn YanTa aey nog 19 naowh om
VAR IRFTY I3 TR 7Y TWERD MR 10 VAN DY IBKDD 79900 b10na 17 [mon (A IFrs'T) annroos

OMI100 WX YOND
yana NIy nnon

1.42 YT YA OTpn
~oni T80 1w 380w niwa wemna 5% + 90% RIE 0]
~onin 420-1 mawn 80% 2 SIITHALA MM U TN TOawn

(onm 3157 280 2w nnoa wyymn aaen nns) UVB < 1.0% s nhaen
{onim 380-% 315 paw nuoa wann aawn nine) UVA < 10.0% s nhaen

200 AT N T

intrinsic Dk - ) 35°C-2 amma *pmn' nevin e o erne 140 :(Dk) pmin' nevn
{Coulometric methad
a0 nonna Yewn o 33% ‘o'n nman
B0% s NUWn 19 M om non
TIAAT VAN NIYTY Y 0N0R10
N0 YAN NI
n'n 14.5 RUTSRET
0.11 mm @ -3.00 D (varies with power) TI0N Y
RINNIY TEA0 ARIFY
n'n 8.6 SNOAOD DRIy .
Plano o

(0.25 e orruinma) -6.00 D 7w 025D 00 NN o
(0.50 w o'nurma) -8.00 D 1w -6.50 D

{025 Y i) +4.00 Dw +0.250 oI ninYy o

225D -1.75D -1.25D 0.75D ST nindy o

{10° w oawa) 180° 1w 10° M o
(a'won joix) niws
_ITIRAT W 1D R TS S0 Jima e [n N[00 iaagn e ninan A e nrnr-Tn nion 4an nTees
WA NN RNNSA
DWATWN DPI0Y WA DA TIRN-H 00N NN NIRnen A 91eT 0 1770 R0 RFE-Tn R Yan N
I RN WINE TIRD TN WHN'T NI YN DT
2120 DO KD e A0 NN OINND AR R0 D0 g
'y 9120 ANETIND ARD T 720 I DINND AR IR 70 0YIN WK DTOIND 0YRn e e niton vann Ny
T TN U AN TWTY A0 73 U0 T HE En T AR AP0 Ao 20O T 2D 181 NN Yeonn
2 99 1w s UVE nanpm 88%-1 UVA mangn 87% nooin | ('rean mea 710 ann i -3.00 D) n'n 0.09
4507 o 380 (2w nnoa (HEVL) anma franax 703 0k i e nomign i 33%-02 ninnen vann ey onogsoen
AN N2 W00 NEFTU 933 IR 0080 TN e Y insn 7me aeann wnim
Y120 MNETIK A1MP DADIoN |an Bpwn’ Ik N ement 90N (R ATa0 210K 217 NIEADION Yan NI SNaTH
SV NN TRNA UTHA NI DUIWN DK K70 [9IH0 NI0N IR [0 I0EN a0 170K 139 900 a1anY oement
T3 0120 ATUYIX A1IF DAADION [AN 'BPEMA IX DUSPWN UnhenY TUnat unnena
00712 Y900 Y NOOEN NS (TN} 07077 DD X070 AN TR 0 0700 0T AP NoRInn Teen awm
Van NI {0YOWA N9 NINN DETUD 001 GF0N) DU 00 (D000 10 SN N123) DYNO0 0NN (1D
TINAY ORN00 04 0NN 2701 K7 0K DET A0 TI0TK D D90 M RHon A0 770K MNE Nimoina
TITY .OMIW RIOAR THIASA 1N 00707 TIANSNAYT (/07 NK '0FT A9R0 MO 2177 TIROIND Y0 THETY Wine
TN AT 90D MI30 NEPIM0 AN SANIK 102 MO0 K TINI0AT YK I9I0 0NIinng oy A Fre' nen vna
W oy yumat v fon unt i 450-n oneE oot nran uxnn 33% e annent % nme non s naon
OPIWA DINN W
TWImA winen | RTemn onn
R DTSN VI B0 0RO DT ORI TR 0Y 00 DN e’ nemeen (niemio) A et nonn wann nwTe
OMIWA DINNI W
122 (nnwn nigw Y0 nie 24-n Tino) are-Tn e T wine neen (o) A e’ notn paien e
TR T N YBAT [T e oen'T I T IIrTen 2N Yana Ny

!hh‘l’! VAND NETY D107 '9%00 TUIN Bin'

17-May-2023, 1:22 pm

DR ENINE TR TR TIOETIET AYBI0NK e TOSIN (I

oWnnWN M 270N DXEE

A T DTN Ov nnn KT oeas IYe (o) A pEee' T nrar non an YN DWnnem TN neofmie

071 DN 1IN0 NTY NK 00% 0ENNYT N (QEnaroos Y Naom oF R0 @R R0 1R I0Een arsnone e

TifuEn N W' e o0n 0N W ) neat o Beee o0t moxsn’ N 193 N T Dk (30 otaon

ROID VINFN W T DNNXNL W0 NHGTY] 0Wnnem 0077 .07ann 07ann 793 771 MWD Wann Ry (o o

MR RIS DY TR 0Y1WA DN

o*a'ep nnnnt

VAP 1S3 NTIAOONT IR0 FRN PR TR T s I 0orea winse nemeen A e T nenr-Th ot pan nTy

NIV DINND WEER WK 0NN

09 TN MTAD (TFTE) NFSEAR AN TN NNOWT [N 32 0ropenY 'Y 0 TIFEN NN TR 00 (I 10 I

VIR TR 2 TIMITIA I TN Y0 0O nimnn YT

(o) nirnna

O QMHT W) TV2R0TIST DFENO0nN T s [N TN T3 VAo Tiee (A et annavoost ™1 o ot

D) rooeT 6.00 Ty e ANn200oK oV 0UPY NP0 XY NIETHE ITY Y2 N 0F 00N (R0

ST (WA DY 1900 Tiee 24-n0 NINS) DUS-TR 0T @I IIFTn T30 Yana Nk

{wnnwa’ ¥ niate) Ta1 nifEna

207910 11 D4R 1N WA MR MI0D WIn'e won'? o900 00Y0 0000 0 N30 N 0UTINCID 07DY00 VAN DT 109707 'R

07120 ¥ OUDUBEI 1K W2 1IN DT NETT At .

(niwm oee) PN Y RIWET ErT .

(MR e IS Rt PR e ook .

oI IHTEIER TSN N0 10 INMA OV I D30 I R2N0Y Aenonn e nsnm winw .

237N UMIBRYT I VAN NI TOM0 378 YI0aY DNER R At nn 1 e

OUPYA A IR DTN D010 OX .

JOMINK I 2R 0'2¥0 209 VSN0 0YIND DINDD VT WON OV YUOTnG wr

NRATR

L0 AT A IRTET V30 DY 19007 AT 1IN0 s UM [ 01 2NN Yan Ty e

O [T oratl RYana nmenn ety (0 R nEtT) enEa 0o Y0 s o0ee T .

IFTT? (1200 T N1 T 079 TA0 e G U0 THETY OF QXY 0TI OTENTT 000 TN A9TTA0 130 DIYTY nann e
12 yan NIKYE DWERWEL T3 TR

ANN TUTY TIN T RIS W00 DT N QYR 0V TR DY T 61 9 INN W3 RInR- e pna e
01U DINT WG WA TSN YEnat

NN TORI YT TG N 003D RN APast onal i pan N e onmin' van e nemEn na e
430 IIRGTY Yoo DOTIm MATN THETED (51 2R’ TRIND TR 93 0K 0RrLD DINNG MEFN e T Nnann

AIME NRSON NISFWA 133 AMAD 0K NI DEDI0N |40 'SRWN 9NN (IR A0 MUK A DIASION VN Ty .
NN UONEMN Y DK 0N UTHD DKL DYIUN TR 8T [DIND THOI0 [ I INKRA L0 97N I AT0 e
TTID ATAO FETIN IE DADI0N DYSTWAL wanwnh

TINAT nK

0Y1IUN DINNA VIXEAR G 0 TN NNFAT WanK

DG 7O N [N XA 0UPIN DINNI VEFA W 7Y 0N0E780 00 NINAN NINWNNN Y NILTY TN el e
TIO2 YABN TV 0 DI YD 00080 NI T S0 DY W T W0’ DU IS0 W00 Ty
SEBIND UMD IR [ D

TN A [ TR [ TRM WIM INT DO TIURT e IN2K ANMND IN00T RIY0W0D (1097 VANA NS N .
reion’ Yelonn vavat

P VAT TIRFTY W T TRI000 T 0UPED TR T RS 10T DWAnN DN [T 009 DINND WEpnn wr e e
[P0 WK Y0P APURI TN oUIna (D nwa

(mil Oz/mi x mm Hg) (nawfn®o) 1 x 10" jpmn® nevn e amne 1%

Page 1 of 7



91025045-0522 IFU Delefilcon A UV HEVL IL.pdf Cycle: 16 Page 2

Ivana Vagic - RS

Arnml anwa pitro

FOOTEn FINN NN IUEN AT TN OT0KT 10T 8 Ao NoY 10T @ 10030 ITR 10D NN VAND R Tk
IRI081 TS0 RIFNN AT ORNND TN 0% I SURD NBY 79N w0070 i e (reno'tie)

{poion T24) 13na nYon

oD onte ormn 0.3%-0 0w 0e0is 1o R0 DONN APINN 01T ABIOK 00N ITTIND ATNK V10 DT 7
QN TN KL PRI TR ER) NS DN P TeRe T 0netisipn 0aawnn

TN 190N (DN} TN ST ANENT NN09ETA AENLA I0IRN TO030 ANIFUR 0nIon 1030 nra
NAUSTIN YNNI TR0

AT TYEI NN 93 TUTNRD TN VAN Ty B0miTHa TGS D00 0093 NIFN NIRsIon Yann nwTy
T2 I 3 TITR van nieTy 90 T 0900 0enEa nirw (5 9 nivee) oot nira

NI IR IR oYY 0ol o

aTan ‘mo | g
TGN NRIFYD BC
Rl A
oy PWR
{wann meTe noEe) et (n]
ny
|'ne R
AMao-noN uv
A nao-noti UVA
B a'mao-moim UVE
TR 900 0K UV-Vis
("IN W) AR AR TEa RO N HEWVL
VI T v CYL AXIS
AT IO [P 0 0
ITIN R TR R @
Al T [LoT]
T Wi ¢
(T winre') NAIBN RN EXP
TN DIORR TN [l

UL PN

BIVHD T ATRY 0o

(PN NAYINA ARATA) ABWA I TN T 3 T

nvar

WIDWn NI Y

NS W0NAN NTIN OX LnNT N

e

WA JINN

DT M OIS VAN TIeTE e

M9 YD

O TVYSIYE THATE)

WA @ AT TR AT M0 00T INYeRn Dk Y (2500 Ten inn anam
LNAMAL X 0YYYN 0INND 100In Yign

nEa
n'ya nimava it

G201 - ‘niso

a"mn , TE134-2098 copo 'moi ous

ec Rep|

SORND TIN'R RfEAImM Nty
AT it Tawm

3 Tt

ZBT0 oTInN-01'0-0UD

anha

LOIIn Tl jRiaa

L0"ua e Ko ST et

amop 8 nown ‘i

1700-70-33-30 :psfro "oon

4350685 ‘D1 1900 M9 TIY AN THAIDN T RN

Cen

Alcon

DI0ASa NN
0"y e 2022 @

nniEn

Cutter GR, Chalmers RL, Roseman M. The Clinical Presentation, Prevalence, and Risk Faclors of Focal
Comeal Infiltrates in Soft Contact Lens Wearers .The CLAO Jounal. Jan 1996, 22 (1): 30-37.

2Schein OD, Glynn RJ, Paggio EC, Seddon JM, Kenyen KR _The Relative Risk of Ulcerative Keratitis
Amaong Users of Dally-Wear and Extended-Wear Soft Contact Lenses N Eng J Mad..773-83:(12)321 ;1989

17-May-2023, 1:22 pm Page 2 of 7



lvana Vagic - RS

91025045-0522 IFU Delefilcon A UV HEVL IL.pdf Cycle: 16 Page 3

INSTRUCTIONS FOR USE

THIS LEAFLET CONTAINS IMPORTANT PRODUCT USE AND SAFETY INFORMATION. PLEASE READ
CAREFULLY AND RETAIN FOR FUTURE REFERENCE. CONTACT LENSES SHOULD ALWAYS BE FITTED
BY AN EYE CARE PROFESSIONAL. IT IS ESSENTIAL THAT YOU FOLLOW YOUR EYE CARE
PROFESSIONAL'S DIRECTIONS AND ALL LABELING INSTRUCTIONS FOR PROPER USE OF YOUR
CONTACT LENSES.
PRODUCT IDENTIFICATION (Name)
» Toric Lenses
o DAILIES TOTAL1™ for Astigmatism (delefilcon A)
Water Gradient One-Day Soft Contact Lenses
PRODUCT DESCRIPTION
The lens material ks approximately 33% water and 67% delefilcon A, a silicone il | with added
phosphatidylcholine. The color additive copper phthalocyanine is added to the lens material to create a light blue-
green edge-to-edge color (handling tint) to make it easier to see when handling. Benzotriazole UV and UV-Vis
shsorbh monomers are used to block UV radiation and reduce transmittance of high energy visible Ilght (HEVL)
wavslsngms in the range from 380 nm to 450 nm. The transmiltance characteristics are less than 1% in the
range of 280 nm to 315 nm and less than 10% in the UVA range of 315 nm to 380 nm for the entire power range.
The thinnest lenses block 33% of radiation across lha bilue-light wavelength in the range from 380 nm to 450 nm.
The core lens material 33% water through a water gradient to a hydrogel surface layer that
exceeds B0% water. To aid the fitting process, DAILIES TOTAL1™ for Astigmatism {deloﬂlmn A) toric contact

lenses feature a scribe line on the front lens surface to enable of the lens ori

TECHNICAL PERFORMANCE CHARACTERISTICS

Lens Properties

Refractive Index (hydrated): 142

Light Transmittance: 0% + 5% for average over 380 to 780 nm

HEVL Transmittance: = BO%T at 420 nm

UV Transmittance: TUVE < 1.0 % (average percent lransmittance over 280 nm o 315 nm)
TUVA < 10.0 % (average percent transmittance over 315 nm to 380 nm)

Oxygen Permeability (Dk): 140 barrer units®, d at 35 *C (intrinsic Dk - Coul ic method)

Water Content: 33% by weight in normal saline

Surface Water Content: = B0%

Available Lens Parameters

Toric Lenses:

Chord Diameter: 14.5 mm

Center Thickness: 0.11 mm @ -3.00 D (varies with power)
Base Curves and Powers:

+ Base Curve: 8.6 mm

o Plano

o Minus Powers: <025 D to -6.00 D {0.25 D steps)
-6.50 D to -8.00 D (0.50 D steps)

o Plus Powers: +0.25 D to +4.00 D (0.25 D steps)

Cylinder Powers: -0.75D,-1.25D,-1.75D,-225D
o Axis: 10° to 180° (10° steps)
ACTIONS (Mode of Action)
When hydrated and placed on the comea, delefiicon A one-day soft contact lenses act as a refracting medium o
focus light rays on the retina.

Reduced dryness symploms:

Delefilcon A water gradient ona-day soft contact lenses provide nsduoad drynass symploms and longer
comfortable wearing time in contact lens wearers who rh related to dryness during
lens wear.

UV and UV-Vis fillering:

The lenses conlain a combination of UV and UV-Vis blocking monomers to help protect against ransmission of
harmful UV radiation to the cornea and into the eye. For example, a lens with 0.09 mm center thickness (-3.00 D,
thinnest projected parameter) blocks 97% of UVA radiation, and 99% of UVB radiation averaged across the
spectrum. The lenses reduce high energy visible light (HEVL) radiation reaching the back of the eye by about 33%
in the range from 380 nm to 450 nm. The radiation transmittance will be further reduced with increasing lens
thickness.

WARNING: UV ahsorbing contact Isnsss am NOT substitutes for protective UV absorbing eyewear, such
as UV absorbing or they do not completely cover the eye and surrounding
area. The patient should continue to use UV absorbing eyewear as directed.

NOTE: Long-lerm exposure to UV radiation is one of the risk factors lated with Expe Is based

on a number of factors such as dlith {altilude, hy, cloud cover) and personal factors

{extent and nature of ouldoor activities). UV-Blocking contact lenses help provide protection against harmnful UV

radiation. However, clinical studies have not been done to demonstrate that wearing UV-Blocking contact lenses

reduces the risk of developing cataracts or other eye disorders. High e visible light filtering provided by

delefilcon A soft contact lenses with light absorbing chromophaores is additive to the natural crystaliine lens. There

is no demonsirated clinical benefit 1o a 33% reduction in visible light at wavelengths below 450 nm. The eye care
fezsional should be ited for more

INTENDED PURPOSE | USE

Delefiicon A soft contact lenses (toric) are intended for on-eye use in persons with healthy eyes that need vision

correction as determined by an eye care professional.

Delefilcon A soft contact lenses (loric) are intended for single use, daily disposable wear {less than 24 hours while

awake) only. The lenses are not intended to be cleaned or disinfected and should be discarded after a single use.

Intended Use Specific to Lens Design (Model)

. WabsorhlngommﬂlarmssamNOT st for tive UV absorbi , such as UV absorbi
goggles or sungl they do not letely cover the eye and wmmdlng area. The patient should
conltinue to use UV absorbing eyewsar as directed.

PRECAUTIONS

Spsclal Precautions for the Eye Care Professional
When selecting an appropriate lens design and parameters, the eye care professional should consider all
characteristics of the lens that can affect lens performance and ocular health, including oxygen permeability,
ceniral and peripheral thickness and oplic zone diameter,

» Trial lenses for fitting and di L should be di
patient to patient.

» The ocular health of the patient and lens performance on the eye should be mmmlly avduamd on Initial
dispensing and monitored on an ongoing basks by the prescribing eye care

» Fluorescain, a yellow dye, should not be used while lho lensaes are on the patient’s eyes. The lenses absorb this
dye and become discolored.

=« Patients who wear contact lenses to cormect presbyoplia may not achleve the best corrected visual acuity for
either far or near vision. Vislon requirements vary with the individual and should be considersd when selecting
the most appropriate type of lens for each patient.

+ Diabetics may have reduced comeal sensitivity and thus are more prone to corneal injury and do not heal as
quickly or completely as non-diabetics.

after a single use and not be re-used from

= Visual ch or ch in lens tol may occur during or use of oral i Caution
patients accordingly.

» Eye care professionals should instruct the patient to remove the lenses immediately if the eye becomes red or
irritated.

» Before leaving the eye care professional’s office, patients should be able to promplly remove their lenses or
should have someone else available who can remove their lenses for them.

+ Routine eye examinations are necessary to help assure the continued health of the patient's eyes. Alcon
recommands thal patients see their eye care professional once each year, or more often, as recommended by the
aye care professional.

Lens Handling and Wearing P\ i

» Check eyes daily to ensure they look well, feel comfortable and your vision is clear.

» Do not use if blister pack is damaged or not sealed completely. This may result in product contamination which can
lead to a serious eye infaction.

» |fa blister foll pack is unintentionally opened before the lens is intended for use, the lens should be discarded.
Product contamination may result, which can lead to a serious eye infection.

» In the interest of maintaining the health and safety of your eyes, the lens wearing schedule should be determined
by an eye care professional.

» The lenses are not intended to be cleaned or disinfected and should be discarded after a single use. Reuse can
increase the risk of infection or fatigue-induced device failure.

» Do not share lenses with anyone as this may spread microorganisms which could result in serious eye health
problems.,

» Mever allow contact lenses lo come into contact with non-sterile liquids (including lap water and saliva) as
microbial contamination can occur, which may lead to permanent eye damage.

» Consult your eye care professional before wearing lenses during sporting activities including swimming and water
related activities. Exposure to water (or other non-sterile liquids) while wearing contact lenses in activities such as
swimming, water skiing, and hot lubs may increase the risk of ocular infection, including but not limited to
Acanthamoeba keratitis.

Remove and discard lenses when exposed to noxious or irritating vapor.
Discard a contact lens that has become dehydrated or damaged. Replace with a fresh new lens.
It ks recommended that contact lens wearers visit their eye care professional at least once per year, or as directed.
Infarm employer that you wear contact lenses, especially if job involves using eye protection equipment.
Keep a note of the correct lens power for each eye. Before lens insertion, check that the lens power on each foil
jpack is correct for that eye.
Do not change the lens type or withaut first Iting an eye care p
If lens wear is discontinued for a length of lime, consult your eye care professional before restarting wear.
Be careful while using soaps, lotions, creams, cosmetics or deodorants as they can cause irritation if they come
into contact with your lenses.
Insert lenses before applying make-up and remove them before taking make-up off.
» Always carry spare lenses with you or have back-up spectacles available.
Do not use lenses after the expiry date.
ADVERSE REACTIONS (Possible problems and what to do)
Problems may occur with contact lens wear and may first present as one or more of the following signs and
symploms:
Feeling of something in the eye (foreign body sensation)
Uncomfortable lens
Eye redness
Sensitivity to light (photophebia)
Burning, stinging, ilching or watering eyes
Reduced sharpness of vision
Rainbows or halos around lights
Increased eye secretions
Discomfaort ar pain
Severe or persistent dry
These symptoms, if ignored, may lead to more serious complications.
WHAT TO DO IF A PROBLEM OCCURS
If any of the above signs or symptoms occur, immediately remove the lens(es).
* Inspect the affected eye(s) in a mirror, looking for signs of iregularity.
o If the discomfort or problem stops, insert a fresh, new lens.
o If the discomfort or problem does not stop or if it returns after insertion of a new lens(es), remove the lens{es)
and immediately contact your aye care professional.
A gerious condition such as i comeal ulcer of iritis may be present. Thess conditions could
|'a|:.\|t.1|1|I and maylsad to permanent loss of vision. Less serlous lons such as ithelial staining

Lens Design (Model) Intended Use {On-eye)

Ivitls must be d and treated properly to avold complications.

» Occasional dryness may be relieved by blinking fully several times or by the use of contact lens rewetting drops that

Toric Optical jan of refracti ia (myepta and hyp ) with additional | &ndb
asligmalism. et
PATIENT TARGET GROUPS
The ded wearar for delefil Ama-daysoﬂomlaﬂ Ianssa (toric) includes those parsons with non-
diseased eyes who require vision for myopia and hyperopia, with additional

astigmatism), can be properly fitted with the device and are capable of understanding and following the wear, cara,
and safely instructions for use (or have a caregiver who can act on their behalf). The contact lenses are commonly
wormn by adults and teenagers. Children have worn contact lenses under the oversight of a qualified eye care
professional and with parental supervision.

CLINICAL BENEFITS

Delefiicon A one-day soft contact lenses provide on-eye optical correction for myopia, hyperopia and astigmatism,
as determined and fitted by an eye care professional.

Contact lenses with corrective power provide functional ad: over Jes by improving peripheral (side)
vishon and by minimizing image size differences that result when the lens powers between the eryesms not the same.
INDICATIONS (USES)

DAILIES TOTAL1™ for Astigmatism (delefilcon A) soft contact lenses are indicated for the optical correction of
refractive ametropia (myopia and hyperopia) in phakic or aphakic persons with non-diseased eyes with up to 6.00
diopters (D) of astigmatism.

The lenses are o be used for single use, daily disposable wear (less than 24 hours while awake) only.
CONTRAINDICATIONS (Reasons Not to Use)

Contact lenses should not be womn in conjunction with certain health or dliti Conditi
may prevent or interfere with safe contact lens wear include:

Allergy, inflammation, infection or irritation in or around the eye or eyelids

that

.
» Inadequate tear film (dry eya)

« Comaal h tacaln drachicad oormesl it

» Use of any medication that is indicated or interferes with contact lens wear, including eye medications
.

Any systemic disease which may be exacerbated by or interferes with contact lens wear
» If eyes bacome rudorlrﬂlalsd

Consult your eye cane professi ifically regarding these or other conditi

WARNINGS

»  Daily wear lenses are not indicated for ight wear. Delefilcon A lenses should not be worm while sleeping.
» Serious eye p . Including comeal ulcers {ul L} can develop rapidly and lead to loss of

vision.

» Conlact lens wear increases the risk of eye infections. Sleeping in lenses andfor smoking further increases the
risk of ulcerative keratitis for contact lens users.'?

» If a patient experiences eye discomfort, foreign body i ive tearing, vision or radness
of the eye, the patient should be instructed to immediately remove lenses and promptly contact an eye care
professional.

» Problems with contact lenses and lens care products could result in serious injury to the eye. It is essential to
foliow the eye care professional's directions and all labeling instructions for proper use of lenses and lens care
products.

*1 barrer unit: 1 x 107" (em¥sec) (ml Oz /ml x mm Hg)
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d for use with soft contact lenses. If dryness persists, consult your eye care professional.
« Ifa Iana slicks (slops moving), apply several drops of a conlact lens rewelling solution and wait until the lens begins
to move freely on the eye. If this problem persists, consull your eye care professional.
» If alens decenters on the eye, it may be possible to recenter it by:
» Closing your eyelids and gently massaging the lens into place, or
» Looking in the direction of the lens and blinking gently, or
= Genlly pushing the off-centered lens onto the cornea with light finger pressure on the edge of the upper or lower

eyealid.
» If a lens tears in your eye, remove the pleces carefully by pinching them as you would for normal lens removal. If the
lens pieces do not seem to remove easily, do not pinch the eye tissue. Rinse with sterile saline and try to remove
the lens pleces again. If this does not help, contact your eye care professional for assistance.

‘General Emergencies:

If chemicals of any kind (h e g it lab v chemicals, etc.) are splashed into the

ayes:

» Flush eyes immediately with saline solution or tap water.

» Remove and discard the lenses and immediately contact your eye care professional or visit a hospital emergency
room without delay.

SERIOUS INCIDENT REPORTING

Any serous incldent related to the use of this medical device should be reported to Alcon Laboratories, Inc.:

Caontact the local eountry office or your Alcon distributor

Email: ga.complaints@alcon.com

Website: hitps.www.alcon.comicontact-us

Serious incidents should also be d to the

DIRECTIONS FOR USE

Start each day with a fresh pair of lenses that are discarded at the end of every daily wearing period.

LBIS HANDLING INSTRUCTIONS

= Always wash and rinse your hands thoroughly and dry with a clean, lint-free towel before handling contact lenses.

Shake the blister pack gently prior to opening.

Remove the lens from the blister pack by carefully pouring it onto the palm of your hand.

Ensure the lens is right side out and that you have the correct lens for each eye.

Inspect the lenses prior to insertion.

Do not insert damaged or unclean lenses.

LENS INSERTION INSTRUCTIONS

‘Wash and rinse your hands thoroughly and dry with a clean, lint-free towel before handling contact lenses.

Place a lens on the tip of your clean and dry right or left index finger. Place the middle finger of the same hand

close to lower eyelashes and pull down the lower eyelid.

Use the fingers of the other hand 1o lift the upper eyelid.

Place the lens directly on the eye (comea) and gently roll finger away from the lens.

Loak down and slowly release the lower lid_

Loak straight ahead and slowly release the upper lid.

Blink gently.

LENS REMOVAL INSTRUCTIONS

» Wash and rinse your hands th

hority for medical devices of your State.

ghly, and dry with a clean, lint-free towel.
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Blink fully several times.
While looking up, use the tip of your finger to slide the lens down onto the white part of the eye.
Remaove the lens by pinching gently between the thumb and forefinger. Do not pinch the eye tissue.
If the lens is difficult to grasp, dry your fingers once more and try again. Do not use rewelling drops in this instance.
Never use tweezers, suclion cups, sharp objects or your fingemails to remove lenses from the lens container or
U Byes.

LENS CARE SOLUTIONS

Delefilcon A dally disposable contact lenses are not intended for use with a lens care system. The lenses are for
single use, daily disposable wear anly. They are not intended to be cleaned or disinfected and should be discarded
after a single use. Keep replacement lenses or back-up spectacles available at all imes.

lvana Vagic - RS

If you experience problems with lens removal (lens decentered or damaged), see WHAT TO DO IF A PROBLEM
OCCURS above.

DISPOSAL AND RECYCLING

Dispose of contact lenses and the blister pack lidding in the waste bin, not down the sink or tollet. The carton
packaging and the polypropylene (PP} plastic shell of the blister pack should be placed in the waste bin or recycled
according o local wasle management guidance.

CONTENTS OF CONTAINER (How Supplied)

Each lens is packaged in a foll-sealed plastic blister pack containing phosphate buffered saline solution with
approximately 0.3% of polymeric welting agents consisting of copolymers of polyamidoamine and poly|acrylamide-
aerylic acid), and is steam sterilized.

The package is marked with the base curve, diameter, dioptric power, cylinder power and axis (where applicable),
manufacturing lot number, date of manufacture, and expiration date. Lenses are supplied sterile in foll-sealed
blister packs. Finished lenses in individually sealed blister pack containers (strips of 5) are packed into cartons
containing up to 90 individually sealed contact lenses.

ABBREVIATIONS AND SYMBOLS THAT MAY BE USED ON LABELING

ABBREVIATION | SYMBOL DEFINITION
EC Base Curve
DA Diamater
PWR Powar
8] Diopter (lens power)
L Left
R Right
Uv Ultra-violet
UVA Ultra-violet A
UVE Ultra-violet B
UW-Vis Ultra-violet and Visible
HEVL High Energy Visible Light (blue light
CYL AXIS Cylinder power and axis
@ Packaging waste license sign
® Da not re-use
| Batch code
Use-by date

Expiration date (Use-by dale
Single sterile barrier system
Sterilized using steam
European conformity mark
Two letter code for the language (Example shown: English)
Caution

Consult instructions for use

Do not use if blister package is damaged

Manufacturer

Date of manufaciure

Do not dispose lenses in tollet or sink

Madical device

[we [ane| Authorized Representative in the European Community

@ Caution: Federal law {USA) restricts this device to sale by or on
the order of a licensed eye care professional.

e

Manufacturer:

Alcon Laboratories, Inc.

5201 South Freeway

Fort Worth, TX 76134-2089, USA

Authorized Representative in the European Union:
Alcon Laboratories Belgium

Lichterveld 3

2870 Puurs-Sint-Amands, Belgium

Impaorter and Registration Holder:
Lapidat Medical Impart and Marketing Lid.,
B Hashita St., Caesarea

Telephone number: 1700-70-33-30
Approved by the Ministry of Health, Medical Device Department. Registration No.: 4350685

C€=
Alcon

Date of Issue:

B 2022 Alcon Inc.

REFERENCES

! Cutter GR, Chalmers RL, Roseman M. The Clinical Presentation, Prevalence, and Risk Faclors of Focal Comeal

Infiltrates in Soft Contact Lens Wearers. The CLAO Jowmnal. Jan 1996, 22 (1): 30-37.

#Schein OD, Glynn RJ, Poggio EC, Seddon JM, Kenyon KR. The Relative Risk of Ulcerative Keratitis Among
Users of Dally-Wear and Extended-Wear Soft Contact Lenses. N Eng J Med. 1989, 321(12:773-83.
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