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5 mL Carton Label, 0.5%
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10 mL Carton Label, 0.5%
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This product is manufactured L
sterile and should be dispensed in
the original unopened bottle.
Patients should be instructed on
the precautions to avoid
contamination.

Each mL Contains:

5 mg timolol equivalent to 5.12
mg timolol hemihydrate. Inactive
ingredients: monosodium and
disodium phosphate dihydrate (to
adjust pH level) and water for
injection, benzalkonium chloride
0.01% added as preservative.

Manufactured by:

Santen Oy

P.0. Box 33

FIN-33721 Tampere, Finland
$anten

Marketed by:
VISTAKON® Pharmaceuticals, LLC
Jacksonville, PL 32256 USA

R

| 01-525-69989 |

S

NDC 68669-525-10

BETIMOL’
(TIMOLOL OPHTHALMIC
SOLUTION) 0.59% s

Timolol equivalent (timolol
hemihydrate 5.12 mg/ml)

Rx Only

10mL

(VISTAKON)

PHARMACEUTICALS, LLC

3220857/3

FOR TOPICAL APPLICATION IN
THE EYE

Usual Adult Dose: 1 drop in
the eye once or twice daily. See
accompanying prescribing
information.

Protect from light.
Store between 15-30°C
(59-86°F).

Do not freeze.
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15 mL Carton Label, 0.5%
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This product is manufactured ﬂ NDC 68669-525-15 FOR TOPICAL APPLICATION IN
sterile and should be dispensed in THE EYE
tb:_original unopened bottle. s @ Usual Adult Dose: 1 drop |
Patients should be instructed on ————— U::Eﬂ u:oe omt:vl‘c Jgﬁ;n&c
the precautions to avoid o) EE— o EF WS Day.
contamination. ‘é’ ——————— (HM 0[0]. OP H THA[_M, ( ?rf:;':lgzm"g prescribing
r——— i E
ok i i | — SOLUTION) 0.5% .
; . [4,] — = =] Protect from |!§'|’lt.
5 mg timolol cqyrvaltnt to 5.1? ‘r\g e — . ) Store between 15-30°C
mgr:';':ﬂ "r;’;';‘mﬁnl’a’:;m . Timalol equivalent (timolol (59-86°F).
3 - — o -
disodium phosphate dihydrate (to ————— hemihydrate 5.12 mg/ i) Dkt
adjust pH level) and water for o_—_
injection, benzalkonium chloride Rx Oﬂly
0.01% added as preservative, L
15mL
Manufactured by:
Santen Oy
P.0. Box 33
FIN-33721 Tampere, Finland
Santen” N
Markcl:d.hy: lS IAKON
VISTAKON® Pharmaceuticals, LLC
Jacksonville, PL 32256 USA PHARMACEUTICALS, LLC
L
32206593 U




This label may not be the latest approved by FDA.
For current labeling information, please visit https://www.fda.gov/drugsatfda

NDA 20-439/S-011
Page 10

5 mL Container Label, 0.25%

Rx Only
FOR TOPICAL APPLICATION
IN THE EYE

Usual Adult Dose: 1 drop in

the eye once or twice daily.

See accompanying prescribing
information.

Store between 15-30°C (59-86°F).
Do not freeze.

3220646/3

NDC 68669-522-05

BEnimOL’

(TIMOLOL OPHTHALMIC
SOLUTION) 0.25%

Timolol equivalent (timolol
hemihydrate 256 mg/ml) 5 mL

(VISTAKON)

Each mL Contains: 2.5 mq timolol
equivalent to 2.56 mg timolol
hemihydrate. Inactive ingredients:
monosodium and disodium
phosphate dihydrate (to adjust pH
Ievelrand water for injection,
benzalkonium chloride 0.01% added
as preservative. Protect from Jight.
Manufactured by: Santen’
Santen Oy

P.0. Box 33, FIN-33721 Tampere,
Finland .
Marketed by: VISTAKON

Pharmaceuticals, LLC g
Jacksonville, FL 32256 USA
10 mL Container Label, 0.25%
Each mL Contains: 2.5 mg
Rx Only NDC 68669-522-10 timolol equivalent to 2.56 mg
FOR TOPICAL APPLICATION timolol hemihydrate. Inactive
Il'I‘ mlIEAE:EIt Boses it E T'M L ingredients: monosodium and
suai Adurt Dose: 1 drop in the disodium phosphate dihydrate
= Eye.once or_twn:c dal.lz.- See (T M 0[0[ OP H THALM l C (to adjust pH level) and water
= dccompanying prescribing for injection, benzalkonium
§ information. SO[UH ON) 0.25% chlurijde 0.01% added as
S Store between 15-30°C (59-86°F). Timolol equivalent (timolol eeevative: Protect fiom Rekit
& Do not freeze. e pMzmufactured by: snng
10 mL Santen Oy
P.0. Box 33, FIN-33721
. Tampere, Finland
( V[S [AKON ) Marketed by: VISTAKON®
Pharmaceuticals, LLC § E

Jacksonville, FL 32256 USA
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15 mL Container Label, 0.25%

Rx Only
FOR TOPICAL APPLICATION
IN THE EYE

Usual Adult Dose: 1 drop in the
eye once or twice daily. See
accompanying prescribing
information.

32206503

Do not freeze.

NDC 68669-522-15

or
(TIMOLOL OPHTHALMIC

BETIM
SOLUTION) 0.25%

Each mL Contains: 2.5 mg
timolol equivalent to 2.56 mg
timolol hemihydrate. Inactive
ingredients: monosodium and
disodium phosphate dihydrate
(to adjust pH level) and water
for injection, benzalkonium

Store between 15-30°C (59-86°F).

Timolol equivalent (timolol
hemihydrate 2.56 mg/mL)

15mL

chloride 0.01% added as
preservative. Protect from Ilght.
Manufactured by: $anten”
Santen Qy

P.0. Box 33, FIN-33721

(VISTAKON)

Tampere, Finland
Marketed by: VISTAKON®

Pharmaceuticals, LLC k=] g
Jacksonvill, FL 32256 USA
2.5 mL Container Label, 0.5%
- T
Rx Only NDC 68669-525-99 Each mL Contains: 5 mg timolol
FOR TOPICAL APPLICATION equivalent to 5.12 mg timolol
IN THE EYE BE"MOL hemihydrate. Inactive ingredients:
Usual Adult Dose: 1 drop in monosodium and disodium
. theeye once or twice dail. (TIMOLOL OPHTHALMIC [ ﬁﬂl’f?ﬁﬁ.ﬂ}? i
g Sefe SESIm— prestibing SOLUH ON) 05% benzalkonium chloride 0. 01%; added
& Information. : ’ Timolol equivalent (timolol as preservative. Protect from Jight.
= Store between 15-30°C (59-86°F). hemihydrate 5.12mg/m) 2.5 mL Manufactured by: $anten
Do not freeze. Physician Sample. Santen Oy
Not for Sale. P.0. Box 33, FIN-33721 Tampere,
- Finland i
(VISTAKON")  Marketed by: VisTaKoN L
Pharmaceuticals, LLC 5 5

Jacksonville, FL 32256 USA
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5 mL Container Label, 0.5%

i
Rx Only NDC 68669-525-05 Each mL Contains: 5 mg timolol
FOR TOPICAL APPLICATION @ cquivalent to 512 mg timolol
IN THE EYE B 6 hemihydrate. Inactive ingredients:
Usual Adult Dose: 1 drop in E"M L monosodium and disodium
., theeyeonce or twice daily. (TIMOLOL OPHTHALMIC mﬁr:zt;:;?zd;zte. (to ‘;fjj”St pH
o . i r for injection,
% Scff accompanying prescribing SO[U” ON) 05% benzalkonium chloride 0.01% added
S ISr;ooan;Jaettl\z:.en PN R as preservative. Protect from Jight.
- ' hemihydrate 5.12 mg/ml) 5 mL ?a:'t'::agt"red by: $anten’
P.0. Box 33, FIN-33721 Tampere,
Finland g
(VISTAKON)  Marketed by: VisTaKon o
Pharmaceuticals, LLC 52
Jacksonville, FL 32256 USA =

10 mL Container Label, 0.5%

Rx Only
FOR TOPICAL APPLICATION
IN THE EYE

Usual Adult Dose: 1 drop in the
eye once or twice daily. See

= accompanying prescribing

Lo information.

= Store between 15-30°C (59-86°F).
P Do not freeze.

NDC 68669-525-10

BETIMOL
(TMOLOL OPHTHALMIC
SOLUTION) 0.5%

Timolol equivalent (timolol
hemihydrate 5.12 mg/ml)

10mL

(VISTAKON)

Each mL Contains: 5 mg
timolol equivalent to 5.12 mg
timolol hemihydrate. Inactive
ingredients: monosodium and
disodium phosphate dihydrate
(to adjust pH level) and water
for injection, benzalkonium
chloride 0.01% added as
preservative. Protect from Ilght
Manufactured by: $anten’
Santen Oy

P.0. Box 33, FIN-33721
Tampere, Finland

Marketed by: VISTAKON®
Pharmaceuticals, LLC
Jacksonville, FL 32256 USA

Lot:
Exp:
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15 mL Container Label, 0.5%

Rx Only
FOR TOPICAL APPLICATION
IN THE EYE

Usual Adult Dose: 1 drop in the
eye once or twice daily. See
accompanying prescribing
information.

3220658/3

Do not freeze.

Store between 15-30°C (59-86°F).

NDC 68669-525-15

BETIMOL’
(TIMOLOL OPHTHALMIC
SOLUTION) 05%

Timolol equivalent (timolol
hemihydrate 5.12 mg/ml)

15mL

(VISTAKON)

Each mL Contains: 5 mg
timolol equivalent to 5.12 mg
timolol hemihydrate. Inactive
ingredients: monosodium and
disodium phosphate dihydrate
(to adjust pH level) and water
for injection, benzalkonium
chloride 0.01% added as

preservative. Protect from ]lght.

Manufactured by: $anten”
Santen Qy

P.0. Box 33, FIN-33721
Tampere, Finland
Marketed by: VISTAKON®
Pharmaceuticals, LLC
Jacksonville, FL 32256 USA

Lot:
Exp:






