LORATADINE- loratadine capsule, liquid filled
CVS HEALTH CORP

686T CVS 69842 686 Loratadine Softgels 10 mg

DRUG FACTS

Active Ingredient (in each capsule)
Loratadine 10 mg

Purpose

Antihistamine

Uses

temporarily relieves these symptoms due to hay fever or other upper respiratory
allergies:

® runny nose

e jtchy, watery eyes

e sneezing

e jtching of the nose or throat

Warnings

Do not use If you have ever had an allergic reaction to this product or any of its
ingredients.

Ask a doctor before use if you have liver or kidney disease. Your doctor should
determine if you need a different dose.

When using this product do not take more than directed. Taking more than directed
may cause drowsiness.

Stop use and ask a doctor if an allergic reaction to this product occurs, Seek
medical help right away.

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of overdose, get medical help or contact a
Poison Control Center right away.

Directions

e adults and children 6 years and over: 1 capsule daily; not more than 1 capsule in
24 hours

e children under 6 years of age: ask a doctor

e consumers with liver or kidney disease: ask a doctor

Other information

* store between 20-25°C (68-77°F)
 protect from freezing

Inactive Ingredients FD&C blue # 1, gelatin, mono and diglyceride of caprylic/capric



acid, pharmaceutical ink, polysorbate 80, povidone, purified water, sorbitol sorbitan

solution
Questions or comments?

call 1-877-290-4008
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“*Liquid-Filled Capsules Actual Size See Drug Facts Panel

Distributed by: CVS Pharmacy, Inc, tThis product is not manufactured or distributed by
One CVS Drive, Woensocket, RI 02885 MSD Consumer Care, Inc., owner of the registered
£ 2021 CVS/pharmacy trademark Claritin® or Catalent Pharma Solutions. Inc.,

CvS.com® 1-800-SHOP CVS owner of the registered tracemark Liqui-Gels®.
Made in India
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Loratadine Softgels

Loratadine 10 mg/Antihistamine

Relief of:

* Sneezing

* Runny n

« Itchy, watery eyes
« Itchy throat or nose
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SAFETY SEALED! DO NOT USE IF THE INDIVIDUAL
BLISTER UNIT MPRINTED WITH “LORATADINE
LIGUID FILLED CAPSULES” IS OPEN OR TORN

LORATADINE




loratadine capsule, liquid filled

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:69842-686

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
LORATADINE (UNII: 7AJ03BO7QN) (LORATADINE - UNII:7AJ03BO7QN) LORATADINE 10 mg

Inactive Ingredients

Ingredient Name Strength
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
GELATIN (UNIl: 2G86QN327L)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POVIDONE (UNII: FZ989GH94E)
WATER (UNIl: 059QFOKOOR)
SORBITOL (UNII: 506T60A25R)
CAPRYLIC/CAPRIC MONO/DIGLYCERIDES (UNII: U72Q218C85)

Product Characteristics

Color blue Score no score
Shape OVAL Size 3mm
Flavor Imprint Code 21
Contains
Packaging
# Item Code Package Description sl Sl Marketing End
Date Date
NDC:69842- .
1 686.07 1in 1 CARTON 01/31/2017
1 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:69842- .
2 68630 3in 1 CARTON 01/31/2017
2 10 in 1 BLISTER PACK; Type 0: Not a Combination
Product
NDC:69842- .
3 686-60 6 in 1 CARTON 01/31/2017
3 10 in 1 BLISTER PACK; Type 0: Not a Combination

Product

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End



Category Citation Date Date

ANDA ANDA206214 01/31/2017

Labeler - cvs HEALTH CORP (062312574)

Registrant - TIME cApP LABORATORIES, INC (037052099)

Establishment

Name Address ID/FEI Business Operations

MARKSANS PHARMA LIMITED 925822975 manufacture(69842-686)

Revised: 11/2022 CVS HEALTH CORP
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