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Olopatadine Drug Facts Drug Facts (continued)
Hydrochloride Active ingredient Purpose more tan oce er cay
Ophthalmic Solution USP Olopatading (0.2%)....... Antihistaming « if using oher ophthelmic products whle using
(equivalent to olopatading hydrochloride 0.222%) this product, wait at least 5 minutes between
ONCE DAILY RELIEF Use temporaryrelieves tchy eyes due o pllen, ach poduct
. - « replace cap after each use

Eye Allergy Itch Relief ragweed, grass, animal hair and dander « childen under 2 years ofage:
Works in Minutes Warnings consuta doctor
TAMPER EVIDENT: For your protection, tis botte has For external use only Other information
aseal around the neck. Do not use ifseal is damaged Do not use

or missing at ime of purchase,

For Ages 2
and Older

« i solution changes color or becomes cloudy

« i you are senstive to any ingredient in this product

+ o treat contact ens related iitaion

When using this product

* o not touch tip of container to any surface to avoid
contaminafion

» remove contact lenses before use

* wait atleast 10 minutes before reinserting contact ensesf
afteruse

+ do not wear a contactfens ifyoureye s ed

Stop use and ask a doctor ifyou experience;

* ¢je pain

* chianges in vision

o only for use in the eye
* store between 2°-25°C (36°-77°F)

Inactive ingredients

benzalkonium chloride 0.01%, dibesic sodium

phosphate, edetate disodium, hydrochloric

acid/sodium hydroxide (acjust pH), povidone,
sodium chiorde and iater for njection

Questions?
Customer Care # 1-800-417-9175

+increased redness of te eye 700 6 9 49101
»itching worsens or [asts for more than 72 hours
Fill Line Keep outof each of children. " swallowed, get medicel Somerset Therapeuncs, e
30 DAY heI.p [ug c«fmactal’mson Control Center rght away. Somerset, NJ 08873
SUPPLY Directions Made in India
« adults and children 2 years of age and older: Code No.KRIDRUGS/KTK/28/289/97
ACTUAL SIZE * put 1 drop in the affected eyels) once daily,no~~ » 1201002
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DOES NOT PRINT

! Die Line

! No Varnish Area

Original Prescription
Strength

NDC 70069-491-01
Olopatadine
Hydrochloride
Ophthalmic Solution

1579 0.2% |

Antihistamine
ONCE DAILY RELIEF

Eye Allergy ltch Relief
Works in Minutes
ONCE Relief from Allergens:
DAILY

* Pet Dander ¢ Pollen
* Grass * Ragweed

RO
STERILE
2.5 mL (0.085 FL 02)

(9 Somerset

Therapeutics LLC

1068

SOMERSET THERAPEUTICS LIMITED ARTWORK APPROVAL FORM
Product OIopatgdine Hydrochloride Ophthalmic Solution, USP 0.2% Style: Reverse Tuck
2.5 mL in Mono Carton
Specification: |Board : Printed on ITC 320 GSM (+5%) using CFBB Colours: . P185C . P 2202 C
Aqueous Varnish : Siegwerk India (Code No. -11006385L and 11006386L) / ’
DIC India (Code No. - CG5276) (benzophenone free) . P300C . Black
Ink : Siegwerk India - NBCL Base Colour System series /
DIC India - GEOS G PROCESS SET series (benzophenone free) Dimension: 33 x 30 x 70mm (LxWxH)
No of Folds: Artwork Print
Item Code 1201092 Remarks (only for PIL) NA Scaled to NA
Prepared by Verified by Approved by Checked by Checked by Approved by
PDD FD Regulatory Affairs Packing QA QA

F-RAA-002-02




Labeling Format Information Table

Title
10 pt. Helvetica Neue LT Std 77 Bold Condensed Oblique,
left justified

Heading

left justified

Subheadings
6 pt. Helvetica Neue LT Std 77 Bold Condensed,
left justified

Bullets
6 pt. Helvetica Narrow

Body Text
6 pt. Helvetica Neue LT Std 57 Bold Condensed with
6 pts leading, left justified

Title for continue panel:
8 pt. Helvetica Neue LT Std 77 Bold Condensed Oblique

Drug Facts

Active ingredient  Purpose
Olopatadine (0.2%). Antihistamine
(equivalent to olopatading hydrchloride 0.222%)

Use temporariy relieves tchy eyes due o pollen,
ragwegd, grass, animal hair and dander ]

1 points barline

Warnings
For external use only

Do not use

« i solution changes color or becomes cloudy

« f you are sensitive to any ingredient in this product

» o treat contact lens related iritation

When using this product

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

» remove contact lenses before use

* wait at least 10 minutes before reinserting contact ensesy
afer use

* do not wear a contact lens if your eye is red

Stop use and ask a doctor ifyou experience;

*eye pain

* changes in vision

+ increased redness of the eye __
itching worsens or [asts for more than 72 hours !

Keep out of reach of children. f swallowed, gef medical
felp or contact  Poison Control Center right away.

........ 2 points barline

0.5 points hairline

Directions
« adults and children 2 years of age and older:
* put 1 drop in the affected eyels) once daily, no M

Graphics leading to next panel

Drug Facts (continued)

more than once per day

+if using other ophthalmic products while using
this product, wait ateast 5 minutes between
each product

« replace cap affer each use

+ children under 2 years of age:
consuit a doctor

Other information

« only for use in the eye

» store befween 2*-25°C (36°-77°F)

Inactive ingredients

benzalkonium chloride 0.01%, dibesic sodium

phosphate, edetate disodium, hydrochloric

acid/sodium hydroxide (acjust pH), povidone,

sodium chloride and water for injection

Questions?
Customer Care # 1-800-417-9175 - - - -4~

8 pt. Helvetica Neue LT Std 57 Condensed

6 pt. Helvetica Neue LT Std 57 Condensed




FONTS: Myriad Pro

italic; Hebvetica

roman, semibold
semibold italic, bold, black condensed, black
reman, condensed, bold

tondensed, bold condensed oblique

Fonts : Helvetica-Black, Helvetica-Narrow Bold,
Helvetica-Narrow Regular, Helvetica Neue LT Std
57 condensed, Helvetica Neue LT Std 77 Bold
condensed, Helvetica Bold Condensed Plain,
Helvetica Narrow, Helvetica Neue 95 Black

Drug Facts:
Headers:

Body text:

Drug Facts {continued):
Leading:

Bullets:

Title:
14 pt. Helvetica Bold
italic, left justified

Body text;
& pl. Helvetica Regular with
6.5 pts. leading, left justified

Subheadings:
6 pt. Helvetica Bold,
left justified

Bullet: 5 pt.
Solid square

Haadings:
& pi. Helvetica Bold
italic, left justified

Title for
continued panel:
8 pt. Helvetica Bold Italic

10pt Drug Facts : 10pts
8 pt Headers: 6 pts
6t Body text: 6 pts
- Drug Facts (continued): 8 pts
&pt )
7 ot Leading: 5pts
: F1 Bullets: 4pts
A
s Frames: 2pts
p Bars: 1pts
Ipt Ruler:

05pt

-Drug Facts

Active ingredient (in each tablet)
Chiophaniramineg malaate 2 mg . .

-

Purpose -
AnTIS A

Usas temporarily relioves these symploms due 1o hay fever or clher upper respiratory
Lallargias: MSneering W AnNy NOSA  Wilchy, watery eves  milchy throal i~

Warnings
Ask a doclor before use if you have
B glaucoma W a braathing problem such a8 omphySama or chegnic Dronchdis
B Troubla unnating due 1o an andarged prostata gland
FAsk o dooler or pharmacist before uge if you are taing tranguilizess or sedalives
Whan using this product
M you may gel drowsy M avoid alcohokc drinks
m gleohol, sadatives, and tranquitizess may increass drowsness
W be caratul wihen driving 8 molor vehicla or operaling machinesy
-l axciabaty may ocour, aspacially in children [
it pregnant or breast-teading, ask a health professional balosg use.
Koap out of reach of children. In case of overdose, get medical help or comact a Poison
Cominol Carer dght away
e ——————
Flirections
adults and childzen 12 years and owar

r

take 2 takdots avary 4 10 6 hours:
ot more than 12 lables i 24 hours
take 1 iablat avary 4 10 6 hours,

not mora than B lablats in 24 hours
ask a doctor

children § years 10 undaer 12 years

children wnder § years

- - = Right justified

- - - 2.5 point barline

- - = 2.5 point box barline

k= = 0.5 point hairline

L - - Table format for
3 or more dosages

- - Graphic leading to
next panel

=== 8 m. Helvetica Regular

FDrug Facls (continued)

Other information a sioe &t 20-25°C (68-77°F)  mprotect from excessive moisiura

re—— R —
Inactive Ingredients DAC yellow no. 10, lactsse, magnesaam staarata, microcrystaiing
cefulose, pregedalinized starch




