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1.14.1.1 Draft Carton and Container Labels

PROPOSED 5SML CARTON

BAUSCH 1 LOMB ....,,':S‘..‘;Ez‘.(':m., RSS  (01)00324208601051

NOTINTACT.

Alaway.

ketotifen fumarate
ophthalmic solution 0.035% Wi‘ﬂﬁ

ANTIHISTAMINE EYE DROPS NDC 24208.601.05

/ NDC24208.601-05 BAUSCHTLOMB

BAUSCH+LOMB “hildren's
“hildrens | Alaway.
Uses Inactive ingredients

‘ . I ketotifen fumarate
ophthalmic solution 0.035%
ANTIHISTAMINE EYE DROPS For the temporary relief of itchy eyes due to ragweed, benzalkonium chloride 0.01%,
® =

Drug Facts Drug Facts

—= - (continued)
Active ingredient Pumpose _
Ketotifen 0.025% Antih Other information
(equivalent to ketotifen fumarate 0.035%) Store at 4-25°C (38-77°F)

pollen, grass, animal hair and dander. glycerin, hydrochloric acid
EYE ITCH RELIEF

= and/or sodium hydroxide,
1 ; ! WORKS IN MINUTES! Warnings
For ext | use only

water for injection
Do not use

Questions or comments?
m if you are sensitive to any ingredient in this product " Toll Free Product Information
m if solution changes color or becomes cloudy « Call: 1-800-553-5340
= o treat contact lens related irritation S r———
When using this product aDiision ofValeart Phermaceuticals
m remove contact lenses before use North America LLC, Bridgewater, NJO8807
m wait at least 10 minutes before re-inserting contact ®/™Mere trademarksofBausch& Lomb
30 DAY lenses after use hoorporated critsafifates.

© Bausch& Lomb hncorporsted

EYE ' Tc" REL 'EF m do not touch tip of container to any surface to avoid

contamination Order No. AESOYV
1 WORKS IN MINUTES! SUPPLY m replace cap after each use
Stop use and ask a doctor if you experience any of the
following: -

* Original Prescription Strength : gg:n%aelg in vision

ketotifen fumarate ophthalmic solution 0.035%
ANTIHISTAMINE EYE DROPS .

*For children 3years and older m redness of the eyes 0
I

m itching that worsens or lasts for more than 72 hours —

Keep out of reach of children. If swallowed, get medical _3

help or contact a Poison Control Center right away. E"~

Fill Line Directions

Adults and children 3 years and older: put 1 drop in the N
affected eye(s) twice daily, every 8-12 hours, no more than ——
Actual Size twice per day. I

Children umfer 3 years of age: consult a doctor >

O {0 PR -
7 € STERILE 017 FLOZ(S‘TL)

3373002
AE60107
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PROPOSED SML LABEL
(Image scaled to 200%)

NDC2420840105 BAUSCH -+ LOMB Disviutedsy: "\

Keep cartonfo Bausch +Lomb, a Division —
eep F:: J of Valeant Pharmaceuticals

full DI'UQ_ ts North America LLC

miormaho? ® Bridgewater,NJ 08807

DO NOT USE ®/™ are trademarks

IF IMPRINTED ketotifen fumarate

NECKBAND  ophthalmic solution 0.035% of Bausch& Lomb

“PROTECTIVE  ANTIHISTAMINE EYE DROPS Incorporated orits affiates.
- SEAL” WITH ©Bausch & Lomb
s YELLOW wis ISEUENLEE HOURS; 'ncoreorated
NOTINTACT. [SESTIRAINTACT ) 3935701 AE60107 ——j

(01)00324208601051
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PROPOSED 10ML CARTON

907

RSS = (01)00324208601105

NOT USE IF

R

BAUSCH TLOMB  wiiviiows:s
NOTINTACT.

Alaway.

ketotifen fumarate
ophthalmic solution 0.035% |
ANTIHISTAMINE EYE DROPS |"ﬂ"mm

NDC24208-60110

60 DAY SUPPLY

BAUSCHILOMB
NDC 24208 4010

Drug Facts

BAUSCHI+LOMB Alaway® Active ingredient

ketotifen fumarate

Ketotifen 0.025%.......ccccceumiimniiniinniiiniinnnns
(equivalent to ketotifen fumarate 0.035%)

Pumpose
Antihistamine

Drug Facts
(continued)

Other information
Store at 4-25°C (39-77°F)

ophthalmic solution 0.035% Uses

Inactive ingredients

benzalkonium chioride 0.01%,
glycerin, hydrochloric acid
and/or sodium hydroxide,

1 ! 1| WORKS IN MINUTES!

| use only

ANTIHISTAMINE EYE DROPS For the temporary relief of itchy eyes due to ragweed,
pollen, grass, animal hair and dander.
= 'EYE ITCH RELIEF .
® ‘ Warnings
For

ketotifen fumarate ophthalmic solution 0.035%
ANTIHISTAMINE EYE DROPS

Do not use

When using this product
m remove contact lenses before use

m if you are sensitive to any ingredient in this product
m if solution changes color or becomes cloudy
m to treat contact lens related irritation

m wait at least 10 minutes before re-inserting contact

IN MINUTES!

following:

= eye pain

Huuns ; = changes in vision
Fill Line m redness of the eyes

60 DAY i;ansest;merhuze f container t rface t id
m do not touch tip of container to any surface to avo
Ludie EYE 'TCH RE’.'EF contan'llnatk)np g
1 ‘3 SUPPI-Y m replace cap after each use
Z

Stop use and ask a doctor if you experience any of the

m itching that worsens or lasts for more than 72 hours

¢ Original Prescription Strength

Keep out of reach of children. If swallowed, get medical
help or contact a Poison Control Center right away.

water for injection

Questions or comments?

"Toll Free Product Information
1 Call: 1-800-553-5340

Distrituted by: Bausch + Lo,

a Dividonad Valeant Pharmsceutizals

Noeth America LLC, Bridgawater,NJOBEOV
B/ ™Maretrademarksof Bausch & Lomb
Incorporated or ts affifctes.

D Bausch& Lomb Incorperated

Order No.AB&0109

* For ages 3 years and older Directions

Actual Size twice per day.
STERILE 0.34 FL OZ (10 mL)

Adults and children 3 years and older: put 1 drop in the
affected eye(s) twice daily, every 8-12 hours, no more than

Children under 3 years of age: consult a doctor >

31231
AB60109

206
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PROPOSED 10ML LABEL
(Image scaled to 200%)

Bausch & Lomb Incorporated

“PROTECTIVE I,

" oritsaffliates. ©Bausch&
3&&0%‘ H|s Eye ltch Relief HOURSH' | o1 ncorporated
LICEL) I A Sterile 0.34 FL OZ (10ml) 3935801 AB60109 =

\II

Tp]

o

NDC2420840H0 BAUSCH +LOMB Disrbutedby N\ =
Keer car;:on for BauschmDivisionof _—— o
full Drug Facts AI Valeant euticals O
information. away@ NorthAmericaLLC, (e0)
R:(I)h:dp%}'#rsé % ketotifen fumarate Bridgewater, N) 08807 8
ophthalmic solution 0.035% ®Y ™ are trademarks of <t

NECKBAND _ ANTIHISTAMINE EYE DROPS N
(@]

=4

S
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PROPOSED 1ML CARTON

BAUSCHI LOMB

Alaway.

ketotifen fumarate
ophthalmic solution 0.085% DONOTUSEIF
ANTIHISTAMINE EYE DROPS IMPRINTED
“PROTECTIVE SEAL'
WITH YELLOW
TINTAC’
NDC24208-60195 BAUSCH I LOMB

Drllg Facts Drug Facts (continued)
m do not touch tip of container to any surface

BAUSCH I LOMB _ 4 "
Active Purpose toavoid contamination

ingredient m replace cap after each use
awa Ketotifen Stop use and ask a doctor if you experience
® 0.025%....... Antihistamine any of the following:

Alaway.

ketotifen fumarate
ophthalmic solution 0.035%

ANTIHISTAMINE EYE DROPS
(equivalent to ketotifen | eye pain -
ketotifen fumarate ophthalmic solution 0.035% fumarate 0.035%) u changesin vision \ W

m redness of the eyes

m itching that worsens or lasts for more than wowRs
72 hours

Keep out of reach of children. If swallowed,

get medical help or contact a Poison Control

Center right away.

Wamings Directions

For external use only Adults and children 3 years and older: put
Donotuse 1 drop in the affected eye(s) twice daily, every
w if you are sensitive to 8-12 hours, no more than twice per day.

any ingredient in this Children under 3 years of age: consult
product adoctor

m if solution changes
color or becomes

* Original Prescription Strength cloudy

« For ages 3yaars and older B Inactive ingredients Dbty oo,
_—— benzalkonium chloride 0.01%, glycerin, ;‘Dﬁ;';ndv-klré Phamaceuticals
When using this product hydrochloric acid and/or sodium hydroxide, Bospormer N0BBC7
® remove contact lenses water for injection ‘
before use
m wait at least 10 minutes
before re-inserting
SAMPLE -NOT FOR SALE contact lenses after
STERILE 0.03 FL OZ (1mL) use

ANTIHISTAMINE EYE DROPS Uses

For the temporary relief of
itchy eyes due to ragweed,
pollen, grass, animal hair

and dander.

Other information
Store at 4-25°C (39-77°F)

B Maretrademarks ol Bausch® Lomb
hoorporateder tsaftiates.

Questions or comments? Bousch® Lomb hooeperied
(’ Toll Free Product Information
, Call: 1-800-553-5340

AB60197

I (e W

806
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PROPOSED 1ML LABEL
(Image scaled to 200%)

Keep cartonforfull NDC 2420860195 BAUSCH#LOMB  SAMPLE - NOT FOR SALE
DrugFactsinformation. 3935901 AB60197 Alawa UP TO 12HOURS EYE ITCH RELIEF
- y® DO NOT USE IF IMPRINTED

ketotifen fumarate NECKBAND “PROTECTIVE SEAL"
ophthalmic solution 0.035% - WITH YELLOW a IS NOT INTACT.
ANTIHISTAMINE EY DROPS Distributedby: Bausch +Lomb,a Division of

Eye Itch Relief ValeantPharmaceuticals North America LLC,
N 0 E ] MO YAL I Bridgewater,N) 08807
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PROPOSED 10ML TWIN PACK CARTON

1
T USE IF

BAUSCHTLOMB lm;%rrgguscan

Alaway.

WITH YELLOW W IS
NOT INTACL

ketotifen fumarate

ophthalmic solution 0.035% hH.‘lHﬂ

ANTIHISTAMINE EYE DROPS NDC24208.60190

For current labeling information, please visit https://www.fda.gov/drugsatfda

RSS =(01)00324208601907

TWIN PACK
BAUSCH¥+LOMB

Alaway.

ketotifen fumarate ophthalmic solution 0.035%
ANTIHISTAMINE EYE DROPS

\EYE ITCH RELIEF
'WORKS IN MINUTES! ~

¢ Original Prescription Strength
® For ages 3 years and older

2 X 10 mL BOTTLES
(STERILE 0.34FLOZ EACH)

BAUSCHTLOMB

Alaway.

ketotifen fumarate
ophthalmic solution 0.035%
ANTIHISTAMINE EYE DROPS

EYE ITCH RELIEF |

! WORKS IN MINUTE S!

BOTTLES

60 DAY
SUPPLY
EACH

Fill Line

Actual Size

1.14.1.1 Draft Carton and Container Labels

Drug Facts

Active ingredient Purpose
Ketotifen 0.025% Antihistamine
(equivalent to ketotifen fumarate 0.035%)

BAUSCHTLOMB

Uses
For the temporary relief of itchy eyes due to ragweed, pollen, grass, animal hair and dander.

Alaway.

ketotifen fumarate
ophthalmic solution 0.035%

Warnings
For external use only

Do not use

m if you are sensitive to any ingredient in this product
m if solution changes color or becomes cloudy

m_to treat contact lens related irritation

When using this product

= remove contact lenses before use

= wait at least 10 minutes before re-inserting contact lenses after use
m do not touch tip of container to any surface to avoid contamination
m replace cap after each use

Stop use and ask a doctor if you experience any of the following:
= eye pain

= changes in vision

m redness of the eyes

m itching that worsens or lasts for more than 72 hours

Keep out of reach of children. If swallowed, get medical help or contact a Poison Control Center right away.

ANTIHISTAMINE EYE DROPS

C EYE ITCH RELIEF
! 1 WORKS INMINUTES!
LS

Distributedby: Bausch + Lomb,
a Divisicn of Valeant Pharmaceuticals
North America LLC, Bridgewater, N 08807

®/mare trademarks od Bausch & Lomb.
Incorporated or its affilistes.

0 Bausch & Lomblncorporated
Order No. AB60190

Directions

Adults and children 3 years and older: put 1 drop in the affected eye(s) twice daily, every 8-12 hours, no
more than twice per day.

Children under 3 years of age: consult a doctor

Other information
Store at 4-25°C (39-77°F)

Inactive ingredients
benzalkonium chloride 0.01%, glycerin, hydrochloric ackd and/or sodium hydroxide, water for injection

Questions or comments?
" Toll Free Product Information
, Call: 1-800-553-5340

3372902
AB60190




1.14.1.1 Draft Carton and Container Labels

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

PROPOSED 10ML + 1ML CARTON

906
¥ { RSS (01)00324208601884
DO NOT USE IF
e
BAUSCH T LOMB  wmyiuowss
NOTINTACT.
Alaway.
ketotifen fumarate
ophthalmic solution 0.035% 1
ANTIHISTAMINE EYE DROPS ) Il
NDC24208.601-88

BONUS 1m.TRAVEL sizE Tiaidals

BAUSCH +LOMB ﬁ!mamway@

n e
ophthalmic solution 0.035%

ANTIHISTAMINE EYE DROPS

Alaway. =

ketotifen fumarate ophthalmic solution 0.035%
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ANTIHISTAMINE EYE DROPS
60 DAY
R . SUPPLY
UJ
c Fill Line
4
Original P ptio g
RILE0.34 FL OZ (10 Actual Size
003FLO

Drug Facts

Active ingredient Purpose
Ketotifen 0.025%........cccouemicnmicnniinniiieniianes (Antihistamine
(equivalent to ketotifen fumarate 0.035%)

Uses

For the temporary relief of itchy eyes due to ragweed,
pollen, grass, animal hair and dander.

Warnings
For ext | use only

Drug Facts
(continued)

Other information
Store at 4-25°C (39-77°F)

Inactive ingredients
benzalkonium chloride 0.01%,
glycerin, hydrochloric acid
and/or sodium hydroxide,
water for injection

Do not use

m if you are sensitive to any ingredient in this product
m if solution changes color or becomes cloudy

m_to treat contact lens related irritation

When using this product

m remove contact lenses before use

m wait at least 10 minutes before re-inserting contact
lenses after use

m do not touch tip of container to any surface to avoid
contamination

m replace cap after each use

Stop use and ask a doctor if you experience any of the
following:

m eye pain

m changes in vision

m redness of the eyes

m itching that worsens or lasts for more than 72 hours

Keep out of reach of children. If swallowed, get medical help
or contact a Poison Control Center right away.

Directions

Adults and children 3 years and older: put 1 drop in the
affected eye(s) twice daily, every 8-12 hours, no more than
twice per day.

Children under 3 years of age: consult a doctor >

oe

906

Questions or comments?
" Toll Free Product Information
\ Call: 1-800-553-5340
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PROPOSED 10ML + 1ML CARTON
(Allergy Aisle)

1451

[ |

IMPRI o) CKF
BAUSCHTLOMB  Wiiviiows's

AIaway® -

ketotifen fumarate
ophthalmic solution 0.035%
ANTIHISTAMINE EYE DROPS

NDC24208.90199

BONUS 1m.TRAVEL SIZE
BAUSCH+LOMB

Alaway.

ketotifen fumarate ophthalmic solution 0.035%
ANTIHISTAMINE EYE DROPS

RSS = (01)00324208901991

BAUSCH I LOMB

Alaway.

ketotifen fumarate
ophthalmic solution 0.035%
ANTIHISTAMINE EYE DROPS

Fill Line

Actual Size

Drug Facts

Active ingredient Purpose
Ketotifen 0.025%........cccuuuemmmcnmienniinniiieniianes (Antihistamine
(equivalent to ketotifen fumarate 0.035%)

Uses

For the temporary relief of itchy eyes due to ragweed,
pollen, grass, animal hair and dander.

Warnings

For ext | use only

Do not use

m if you are sensitive to any ingredient in this product

m if solution changes color or becomes cloudy

m _to treat contact lens related irritation

When using this product

m remove contact lenses before use

m wait at least 10 minutes before re-inserting contact
lenses after use

m do not touch tip of container to any surface to avoid
contamination

m replace cap after each use

Stop use and ask a doctor if you experience any of the

following:

m eye pain

m changes in vision

m redness of the eyes

m itching that worsens or lasts for more than 72 hours

Keep out of reach of children. If swallowed, get medical help

or contact a Poison Control Center right away.

Directions

Adults and children 3 years and older: put 1 drop in the
affected eye(s) twice daily, every 8-12 hours, no more than
twice per day.

Children under 3 years of age: consult a doctor >

oe

LSyl

Drug Facts
(continued)

Other information
Store at 4-25°C (39-77°F)

Inactive ingredients
benzalkonium chloride 0.01%,
glycerin, hydrochloric acid
and/or sodium hydroxide,
water for injection

Questions or comments?
" Toll Free Product Information
\ Call: 1-800-553-5340

Stock Only in the Allergy Aisle
0

328104
AB60188
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This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
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DANIEL BRUM
02/11/2015
Signed on behalf of Dr. Theresa Michele
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