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Stevens-Joehnson-syndrome-has Special Warnings
been reported-in-patients and Precautions for
receiving topical ophthalmic Use
Caution should be taken when ofloxacin-however-a-causal

using fluoroguinolones, including Sgtggﬁ-galgi Ras-Rotbeen

OFLOX, in patients with known

risk factors for prolongation of the | Neenates—with—ophthalmia
QT interval such as, for example: neonatorum-—should—receive

; Congenital long QT appropriate—treatment—for
syndrome their  condition,  eg.

- Concomitant use of drugs
that are known to prolong the QT

interval (e.g. Class IA and 11 anti- caused—Dby Chiamydia

arrhythmics, tricyclic
antidepressants, macrolides, gonorrhoeae:
antipsychotics)

- Uncorrected electrolyte
imbalance (e.g. hypokalaemia,
hypomagnesaemia)

- Cardiac disease (e.g. heart
failure, myocardial infarction,
bradycardia)

Elderly patients and women may be
more sensitive to QTc-prolonging
medications. Therefore, caution
should be taken when using
fluoroquinolones, including
OFLOX, in these populations.

(see section 4.2 elderly, section 4.5,
section 4.8, section 4.9)

Sun or UV-exposition should be
avoided during use of ofloxacin due
to the potential for photosensitivity.

OFLOX, like other Interaction with
fluoroquinolones, should be used other medicinal
with caution in patients receiving products and other

drugs known to prolong the QT forms of interactions
interval (e.g. Class 1A and Il anti-

arrhythmics, tricyclic
antidepressants, macrolides,
antipsychotics) (see section 4.4)

Immune System Disorders: Undesirable Effects
Not known:




Hypersensitivity reaction including
signs or symptoms of Eye allergy
(such as Eye pruritus and Eyelid
pruritus) and Anaphylactic
reactions (such as angioedema,
dyspnea, anaphylactic shock,
oropharyngeal swelling, facial
oedema and tongue swollen)

Eye Disorders: Eye Disorders:
Not known: Not known:  Eyelid-cedema,
Periorbital oedema (including EyelEyelidspruritus;

eyelid oedema)

Cardiac disorders:

Not known: ventricular
arrhythmia and torsades de pointes
(reported

predominantly in patients with risk
factors for QT prolongation), ECG
QT prolonged (see section 4.4 and

4.9)
Skin and Subcutaneous Tissue Skin and Subcutaneous Tissue
Disorders: Disorders:
Not known: Not known:
Stevens-Johnson syndrome Reriorbital-oedema
Toxic epidermal necrolysis General-Disorders-and
Facial cedema
In the event of an overdose, Overdose

symptomatic treatment should be
implemented. ECG monitoring
should be undertaken, because of
the possibility of QT interval
prolongation.

NN YR DY MYPIANH MINNNN MIIDN Y NOYH 2781
DIPX92 DMIPY NXIYOMNND 1IN P9 10D ¥ NNV YN (119¥3) 10D MINND ITHA DPNY DMPY
OOPLN

.30.3.2017 ...729802 590P9N INIT2 Y2




2982 Poya (MNXV ¥PNR ) NIIND Y HYNHN
(05.2013 Y2 1Ww0)

29.3.2017 ant)
OFLOX _117-23-27973-00 _ ©YW91 9901) 591N 1WIN OV

Allergan Israel Ltd. ©iw»9n bya ovw

7253 MIINNN VYD TYPN Y DNV

MYPIIINH M9MNNN

V1N LOPY N LOPY Poya P9

.0"M1ANNAI DT N9INNA WNNWNY 'R VINIWN 29Y
NN

MIN1N MINN

730 DX IX ;)7 W' DX X917 190 0717912 719'0N 1197 | DX X977 190 0pI79IXA 719'0N 197 YINIYT MIMN

N9Y9Na
n 7110 m 7110 2N DR IR Y7 W

QW 7Y NOWN 1192121 IN DAD FULBX e 19110 IND® 7 W' DR e
NI'YA IN DNNX DNIFNINM NIYI9N IX D'097'9K e 'Wn 7w nown
.0axya

JDI'DAINTdA N e

.MINN NIYA'Nn e

219'0 072NN 0791017 YMIN 11'R Yan NIYTYA vin'y
N7 ,Van NIYTYA Wnnwn? ' DX X, 0" D717
.NoNNN 7w 0'annnn 77n v awn yn' 9'voa

D'7'>NN D'INK DA'WON DY NNIMN Y DY InnT
.I'XOpI79IX

ymn 1" .wnw 1IN NIYINN DX 12N 7' 01791R
YIN'Un 17NN Unwy IX V'Y wnw JIR? N9'wnn
.op1791x2

a2 niya
DX ,NT 210N N9NN2 WIN'YA NINT V1717 7Y
QT nunn Dy NT70W IX I'NNDWN NNIVO'N 17 W' -
NI7'voN NX DYNN ,A"PRA NRIIN) RN
(2%n 79 n'mwnin
2101 NN TNI'MA) DTA D'N7A [IT'R 10IN )7 W' -
(0T Drrman IX PIYUR Y
('nmMp'T2a’ X7) TIKN 'OR 27 A¥ Y7 W -
(@7 nproo 'X) WIN 277 W -
(270 " DoVIR) 27 9pnn Y Anvotn Y7 W -
NINNKX NI9INN 701 IR ,N/W'WUP N/NN I ,NY'R DX -
"v) 2"pPN2 0'2'PN 'M72 011'Y7 NN
.(Mnnx nivsINN n7'01 7 qvoa

NN NI9NN ,MINNKY7 NNP7 DX IX ,NPI7 NNXK DX 122 MANH
N9117 2 7V 190 ,NAITN 'D0INI DWIN X77 NISNN 7710 HPMAIN
.NPN7 Ix

NIX NNYY NI7I'Y NINNX NIDINN 7010 NNX DX ,TNI'N]
TNIYION TN NXIAP? NID'YA NISNN 7w 270 2xp
STARYDITT P TAUUZATA L TMIR ,0NAIT?) Q¥

[IRD'T *Tan L, (T'7'0IK ,T7'09IT 717010 ,JNRTIMK




]'\D"VJn) NiN'IoN NI'7RANPM-'0IX NISINN ,D"77'¥"0

JIN'lon NI'VI>'09-'VIXR NIDNN (D' T72NEAN NXIAPY?

:NNmMN XN Nysin

NAANY7 NNIYED YD 'R NIysIn )7 1N ox

oy 12T TN oR179IX2 WNNWAY? 7090 ,N1A'IX
0'A¥In N'A17X NN 7¢ D1'MoNAl 0D'IN'ON - N9
N

NIA7X Niaan
D'2ININ )INN N2WN7 NINYI XY7) AYIT X7 NINDY
(o'amtn
(quova IN/I ['va T2 ni2Y) 'wa niraR nlan ¢
IX T2,NNM9 :7710) Nfan7R 2py i 7w N e
(nT9M0
D''N NIDON NMINN NMIXNS N'AN7XK NN *
NIN'S12 NXVANAN (N'VF77'97IX NAIAN)
IND DNITXA V'9IN7 NYWYN NIY7 NNNn
,9122 D'INX DK IX D'NOWN ,019N
DINA7 N717VN NN IR [IY70,090 7w NIN'o
,0191¥9X7 DNA7 N712'W Nn'wan DT Nn'on?
NN NIE7 IR DR vwRh vt et
N1mon) o'*n 207 NN A NN W NNT ¢
nIpya (1797 MITOX 711 ,]1021'3-012'V0
NIX2 N7'NN2 NY'DINN ,071791IK] WIN'WN
,0'7Y DN IX NNVN "MT 0'MTATR D'NND
72NN 9120 2792 ,NI'NISYY DY DAY DN

NINAN ‘N7 NIY9IN ¢ MIvnana 2y oa yim
AT NDWN IX 2NN N'YYI 'AW'7) NI NYSIN DX
NN 2'RY [AY"YD 'NI17 NIYSINA NIN1AY DX A0

.Nj7N"% IX X917 190 ,An'w1a

TNX DTR TV 7¥X Y'OIn? NI'NYY) NINDY 'NI7 NIYDIN
((0'wix 10 yInn

I'varnae
|'va NN X7 nwInn ¢

D'2IN1N NN N2Wn7 NN K7) aYIT X7 NINDY
(D't

'V 7V NIy'ownn 'Ri? NIYsIn
N'XI2 NIYION

nunmT

ngT

nIMmnTR

XY NIYIN

['Va 1T Qi 7w nwan

['Va nIN'o

(qvoyn 7w niN'o1 7713) 'y 21120 NIN'M
|'Va 2Nd

PRI Y

433

BUIYIFHARR

T

PR RHAIN-RRRR

(P77 NN N2MY IN YIXPY) war

270 7V nIy'swnn '\ NIySIn

J'PN 'M7a N a7 avp e

,0"'N NI220N NN'TO 'M72 27 NIN'wo ©

NN, Rm QT ninn' Xx) 2%0 axpa oy e
(27 7¢ n'wnin ni7'von nx owNN 2"pRa

'V v NIy'swnn X7 NIysin
N"NXI2 NIYI9N

nymT

ngT

nIMmmTN

XY NIvn

['V2 1T 91 7w nwan

['V2 NIN'9)

191AN 72V NIY'DYNN 'RI7 NIYDIN

nIINNo
WK AND
NYINN 10IN
n7'na
EVTEELTVE YL VRE Y
BLISY RIAIDY

$INND MYOIN




NN YPA DY MYPAND MINNN MIIDN 1AY ,)Io¥N 278N

DIPYHA DMPY KDY OMNK 191N P 1I0Y ¥ NNV YA (119Y2) MO MIBNN ITH2 DPNY DOV
OOPOLN

.30.3.2017 ...7°9RN2 "N INITA HaD




