ALCAFTADINE - alcaftadine solution/ drops
Gland Pharma Limited

Alcaftadine Ophthalmic Solution 0.25%

Active ingredient

Alcaftadine 0.25%

Purpose

Antihistamine

Use

temporarily relieves itchy eyes due to pollen, ragweed, grass, animal hair and dander

Warnings

For external use only

Do not use

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

When using this product

H do not touch tip of container to any surface to avoid contamination
B remove contact lenses before use

W wait at least 10 minutes before reinserting contact lenses after use
W do not wear a contact lens if your eye is red

Stop use and ask a doctor if

you experience any of the following:
M eye pain
B changes in vision



M increased redness of the eye
W 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
e adults and children 2 years of age and older:
e put 1l drop in the affected eye(s) once daily
e if using other ophthalmic products while using this product, wait at least 5 minutes
between each product
e replace cap after each use
e children under 2 years of age: consult a doctor

Other information
e only for use in the eye
e store at 15° to 25°C (59° to 77°F)

Inactive ingredients

benzalkonium chloride 0.005%, edetate disodium, monobasic sodium phosphate,
sodium chloride, sodium hydroxide and/or hydrochloric acid, water for injection

Questions or comments?
866-770-7144
(Monday - Friday 9:00 AM to 6:00 PM EST)

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL
Container Label - 0.25% (3 mL)

NDC-68083-649-01
Alcaftadine

Ophthalmic Solution
0.25%

Antihistamine Eye Drops
0.10 fl 0z (3 mL) Sterile
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Container Carton - 0.25% (3 mlL)

ORIGINAL PRESCRIPTION STRENGTH
NDC-68083-649-01 3 mL
Alcaftadine

Ophthalmic Solution

0.25%

Antihistamine Eye Drops

ONCE DAILY RELIEF

Eye Allergy Itch Relief

Works in Minutes

Relief from Allergens:

* Pet Dander « Pollen

» Grass * Ragweed

40 DAY SUPPLY
Sterile 0.10floz (3 mL)
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Container Carton - 0.25% (3 mL) - Twin Pack

ORIGINAL PRESCRIPTION STRENGTH

TWIN PACK
NDC-68083-649-02
Alcaftadine

3 mL
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Antihistamine Eye Drops
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Ophthalmic Solution
0.25%

Antihistamine Eye Drops
ONCE DAILY RELIEF

Eye Allergy Itch Relief

Works in Minutes

Relief from Allergens:

* Pet Dander ¢ Pollen

* Grass * Ragweed

80 DAY SUPPLY

Sterile Two 3 mL bottles (0.10 fl oz each)

e s —

sdoig af3 aunwesyyuy

g areraeseann | | \l
'_____________‘;'ﬂ ——————— B ; —
DRIGINAL | 1 NDrug Facts | | Preg Facts [continued)
| PRESCRIPTION STRENGTH winy ' s s | Dt mgretias
PACK | ¥
| | | Alzafading (L% e ... ATHUESATIE ;;E:’;";E“C;‘t;‘;gi\
NDC-68083-649-02 amL 1 Rz | | ocim g, sos cikre,
m " SO0 hydrmEos an s
| | E; :;'rj ! rHe'.ez Y S0 OV P AR, S | rydeochlne ackd, wair for Injsction
| I' | Wamings esiiong or comments?
: L Immﬁlumum | 9‘;&6 s
Duldu_n‘v | {Monday - Fridey 300 AM 10600
| | saif3on changes color or becomes cloudy PMEST)
m are sensiv foan ngrecher nfhis product
I 1| = e ot s e itz |
e - 1 | [ When using this produet 2. ¥
Antihistamine Eye Drops | | -oon:tl'?):rl']:?‘n‘pwnmrljmrs_mzIJamchnu"l'm' || Magseurdb
= FAMOVE CoNtaCt anses baloss use |
= walt 31 leaet 10 minutas. before reinsarting contact lensas aftar use GLAND PHARMA LIMITED
ONCE DAILY RELIEF d E.EHP'E g = o not wsar & coniact ks your ays |s rad DR Pally, Dendigel Post
g | ﬂ:'-:f:"':'}‘.‘ || | 5inpese aad asi 3 focior  you experenc: any of M2 RIDMNG. | Hydarahad-500 i
Eye Allergy ltch Relief I o g I T AR
| || )= inceiean redress of me ey
Enﬂ WOPSANE oF ‘Q'ﬂl Mk than 72 hours | .
- | [FOR ABES 2 I IEHNI.IIII-‘EH of ehiiie, fswalkowsdl, et macical Relp o | ———
= | AMD OLDER | [l coniact a Poison Control Cemiar right awsy. 1
I
| Carton Contains Two | ' W Directions I ——
3mL Batlles alulll l|l Mlum Marsnfaqeald ol ——————
| | 24 eyals) ce iy ————&
| FILL LNE | ~=r| ﬂn‘tl‘lrﬂ"l products whils Using this | —
i ; :l'cﬂ.ltm[llm’.ﬁ L betwaan each peoduet [ ®
" 31 BaCh LER
sy || | lbeauner? e ofsge et oo | —
I
80 DAY SUPPLY | 1| Jother information || —
i | I |
Sterile  Two 3 mL bottles (0.10 fl oz each), |

ALCAFTADINE

alcaftadine solution/ drops

Product Information
Product Type HUMAN OTC DRUG

Item Code (Source)

NDC:68083-649




Route of Administration OPHTHALMIC

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
ALCAFTADINE (UNIl: 7Z8094ECSX) (ALCAFTADINE - UNII:7Z8094ECSX) ALCAFTADINE 2.5mg in1mL

Inactive Ingredients
Ingredient Name Strength
BENZALKONIUM CHLORIDE (UNII: F5SUM2KM3W7)
EDETATE DISODIUM (UNII: 7FLD91C86K)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM PHOSPHATE, MONOBASIC (UNII: 3980JIH2SW)
SODIUM CHLORIDE (UNII: 451W471Q8X)
SODIUM HYDROXIDE (UNIl: 55X04QC32l)
WATER (UNIl: 059QFOKOOR)

Packaging
Item S Marketing Marketing

# Code PREEEE e Start Date End Date

NDC:68083- . .
1 649-01 1in 1 CARTON 03/01/2024
1 3 mLin 1 BOTTLE; Type 9: Other Type of Part 3 Combination

Product (e.g., Drug/Device/Biological Product)

NDC:68083- , .
2 649.02 2 in 1 CARTON 03/01/2024
2 3 mLin 1 BOTTLE; Type 9: Other Type of Part 3 Combination

Product (e.g., Drug/Device/Biological Product)

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA209706 03/01/2024

Labeler - Gland Pharma Limited (918601238)

Establishment

Name Address ID/FEI Business Operations
GLAND PHARMA 918601238 ANALYSIS (68083-649) , LABEL(68083-649) , MANUFACTURE(68083-649) ,
LIMITED PACK(68083-649)

Revised: 3/2024 Gland Pharma Limited
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