ALLERGY RELIEF- fexofenadine hcl tablet
P and L Development of New York Corporation

DRUG FACTS

Active ingredient (in each tablet)
Fexofenadine HCI 180 mg

Purpose

Antihistamine

Uses

temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
® runny nose
¢ itchy, watery eyes
® sneezing
e itching of the nose or throat

Warnings

Do notuse

if you have ever had an allergic reaction to this product or any of its ingredients.

Ask a doctor before use if you have
kidney disease. Your doctor should determine if you need a different dose.
When using this product
® do not take more than directed
¢ do not take at the same time as aluminum or magnesium antacids
¢ do not take with fruit juices (see Directions)
Stop use and ask a doctor if

an allergic reactionto 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

adults and children 12 years of take one 180 mg tablet with water once a day; do not take more than
age and over 1 tablet in 24 hours

children under 12 years of age do not use



adults 65 years of age and older  ask a doctor
consumers with kidney disease ask a doctor

Other information
e store at 20°-25°C (68°-77°F)
e protect from excessive moisture

Inactive ingredients

colloidal silicon dioxide, croscarmellose sodium, hypromellose, iron oxide red, iron oxide yellow,
lactose monohydrate, magnesium stearate, microcrystalline cellulose, polyethylene glycol, povidone k-
30, talc, titanium dioxide.

Questions or comments?
call toll free 1-877-753-3935 Monday- Friday 9AM- 5PM EST

Package/Label Principal Dis play Panel

TCompare to the active ingredient in Allegra® Allergy 24 hour
ORIGINAL PRESCRIPTION STRENGTH

NON-DROWSY

ALLERGY RELIEF

Fexofenadine HCI 180 mg

Antihistamine

ALLERGY

Indoor and outdoor Allergies

24 Hour Relief of:
® sneezing
® runny nose
¢ itchy, watery eyes
e itchy nose or throat

TThis product is not manufactured or distributed by Chattem Inc., distributor of Allegra® Allergy 24
hour
KEEP OUTER CARTON FOR COMPLETE WARNINGS AND PRODUCT INFORMATION.

DO NOT USE IF CARTON IS OPEN OR IF INDIVIDUAL BLISTER UNIT IS TORN OR
OPEN.

Dis tributed by: PL Developments
200 hicks street

westbury NY 11590

PRODUCT OF INDIA

Product Label



— . e

153 WdS-WvE Aepid-AEpuo SE6E-ESL-LL8-L 334 |10 1170 / SJUSLULIOD JO SUGHSany —

APINOIA WRILEY ‘9(E) DE-Y auoppwu mﬂt\ﬁ SR AL od "3s0|n)ja0 annewﬂncu:ul.u AR 1ea)s Wsaubew apEipALou oW 350j08)
“olja BRIXD UOJI 'pal BDIXD L0 '850(|8LL0JdAL “LWNIpOS 850||8LLLUIBISDI "BpIX0IP LOdI|IS [BpIic|i0d SJUalpalBul anljagu]
_

AInySI0L BrSS3« Lnlg a0 M (4,74 01 89) D52 01 02 1B 001 W UOJRLULIOJNT 130

0RO B §SE BSBASID AZUPIY JIM SIOWNSU0I

JOFI0p B YSE Jap0 pue gbie jo sieak g spnpe

BsM Jou 0p a0E |0 SUEak 2| JapUn UBIpHILD

SINOY 7 U1 J2(08 | W2y 0L 3.y joU o
‘KE[ B BOUD JaIBM \JJIM 18)08) B 0g) Buo mye) Jano pue abe jo siead 2| UgIp YD PUE S)Npe

Suojjaalg

L]
I
L]
|
L]
|
L]
!
!
!
|
A Bl 121037 (0O LOSI0J B PEW6I 10 d2y [E01paw 120 '350pIak0 J0 258D L) "WeJPIIYD Jo ydeal jo jno deay | ¢
'asn aunjan (euoissapoid ufeoy B yse 'Buipes)-jseasy 1o jueufosd j) l
|

|

|

|

|

|

|

|

‘R 116U i@y [e9pall %385 'SIN300 [NPoId )] o) uoisea: 31562 UE Ji 10j30p € YSE pue asn doig

(5UDJ381|(] 95S) Saa)n N UM 3¥E] 10U Op |

SPEREJE Wi 10 WILINE SB Bl BUIES BU) 1 BXE) JOU 0P M PRjsaup uey) alow aye) jou op M jonpoad siy) Bujsn usym
"BS0P WAIBIP B P83U NOA || BUILIEED PINDUS JOJO0P EN0), “BSEaSIP ABUD[Y aAeY noA || 85N aJ0jaq J0jI0p B Sy

“sjuaipalbul g3 jo Aue Jo jonpaid iU) 0) LoNdeal JIGIE)E LE DBy ke GAEL Nof || @30 jau og

shujuiey

TR 10 350U Ay] Jo Bujya)) m fiuzaaus m

A AU W esou Auun m

“s3|Duai[e A0ey|dsal jaddn JaL0 Jo Jars) KBy 0] anp SWOMILAS 253y) SaAall3) fjUeiodws) SaSf)

HSINYVA ON
YMNI ON
HSINYVA ON
MNI ON

T e e T T,
asoding {J-'WE.I yoea "I} uajpailiuy aaay
sjae4 bnig

[

Allergy Relief
5 TABLETS
180 mg each |
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ALLERGY RELIEF



fexofenadine hcl tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

FEXO FENADINE HYDRO CHLORIDE (UNII: 2S068B75ZU) (FEXOFENADINE -
UNILE658 2LOH6 V)

Inactive Ingredients

Ingredient Name
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
CROSCARMELLOSE SODIUM (UNIL: M28 OL1HH48)
HYPROMELLO SES (UNI: 3NXW29 V3WO)
FERRIC O XIDE RED (UNIL: 1KO9F3G675)
FERRIC O XIDE YELLOW (UNIE: EX438 02MRT)
LACTOSE MONOHYDRATE (UNI: EWQ57Q8I5X)
MAGNESIUM STEARATE (UNII: 70097M6130)
CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
POLYETHYLENE GLYCOLS (UNI: 3WJQOSDWI1A)
PO VIDONE K30 (UNIE: U725QWY32X)
TALC (UNIE: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)

Product Characteristics
Color WHITE (light peach) Score
Shape CAPSULE Size

NDC:59726-189 (NDC:55648-987)

Basis of Strength Strength

FEXOFENADINE
HYDROCHLORIDE

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:59726-189-05 1in 1 CARTON
1 5in 1 BLISTER PACK

Marketing Information
Marketing Category Application Number or Monograph Citation
ANDA ANDAO079112

Marketing Start Date
03/28/2013

180 mg

Strength

no score
17mm

w987

Marketing End Date

Marketing End Date
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