FEXOFENADINE HCL AND PSEUDOEPHEDRINE HCI- fexofenadine hcl and
pseudoephedrine hci tablet, extended release
Dr. Reddy's Laboratories Limited

Fexofenadine HC1 60 mg and Pseudoephedrine HCI 120 mg ER Tablets USP

Active ingredient(s)
Fexofenadine HCI USP, 60 mg
Pseudoephedrine HC1 USP,120 mg

Purpose
Antihistamine

Nasal decongestant

Use(s)

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

sneezing

itchy, watery eyes

itching of the nose or throat

temporarily relives nasal congestion due tothe common cold, hay fever or other upper respiratory
allergies

reduces swelling of nasal passages

temporarily relieves sinus congestion and pressure

e temporarily restores freer breathing through the nose

Warnings

Do notuse
e if you have ever had an allergic reaction to this product or any of its ingredients
e if you are now taking a prescription monoamine oxidase inhibitor (MAOI) (certain drugs for
depression, psychiatric, or emotional conditions, or Parkinson’s disease), or for 2 weeks after
stopping the MAOI drug. If you do not know if your prescription drug contains an MAOI, ask a
doctor or pharmacist before taking this product.
¢ if you have difficulty swallowing

Ask a doctor before use if you have

heart disease

thyroid disease

glaucoma

high blood pressure

diabetes

trouble urinating due to an enlarged prostate gland

kidney disease. Your doctor should determine if you need a different dose.

When using this product
e 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)

¢ the tablet coating may be seenin the stool (this is normal). Continue to takeas directed (see
Directions).

Stop use and ask doctor if
e anallergic reaction to this product occurs. Seek medical help right away.
e symptoms do not improve within 7 days or are accompanied by a fever
® you get nervous, dizzy, or sleepless

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 do not divide, crush, chew or dissolve the tablet; swallow tablet whole

adults and children 12 years [take 1 tablet with a glass of water every 12 hours on an empty stomach; do
of age and over not take more than 2 tablets in 24 hours

children under 12 years of |do not use

age

adults 65 years of age and |ask a doctor

older

consumers with kidney ask a doctor

disease

Other information
e safety sealed: do not use if cartonis opened or if individual blister units are torn or opened
e this product meets the requirements of USP dissolution test 3.

Storage
® store between 20° to 25°C (68° to 77°F)

Inactive ingredients

cornstarch, croscarmellose sodium, colloidal silicon dioxide, ferric oxide, hypromellose, kollidon
SR, magnesium stearate, mannitol, powder cellulose and triethyl citrate.

Questions or comments?

call 1-888-375-3784

Manufactured by:

Dr. Reddy’s Laboratories Limited
Bachupally - 500 090 INDIA

Principal Dis play Panel



Blister carton 10's (2x5 unit-dose)

A0 mImE e
"HHOL HON3J0 51 LMD HALS118
TYNAWIANI 1 350 10K 00 " HOLIALOHL
HNOAHO4 03T¥3S LINM HILSTIA 19N QIAIDHI LH 3143 34l

WIIHI 60 005 - Al1ednyaes
PEIWYT SAoEIRET S AppaY K

U0 EW O U]

WEdoduy

SWEU0I Y UOIED @] 68y "8sne 0 eq

i es e suo I p

Blg peaH (INVLHOJM

FaLE-SIEEBE-L I|D) & SRS ILALIGD JO SLCY 150

“AHEIR | | DIB BENIED Bowd

“|ofILU B 4B )5 L) 8 Ee Y SOPINY BsolEwadky BD1
0B PRI U3||E BPI0J/D ‘WA P0EA D] LR BAD YA EE Wm
s U apaby &g oel

(paunuog ) spoe B

B 15 UCIn|cE Spd EZI;I.I'I: :ﬂlfﬂﬁgﬂ’ﬂ HEW SPaUpnpod Su) |

125 C)07 UEMP] 5015 =
(B0 10 U0) B8 S

B0 ENEWIDUL 140 DABID 5 UJED) 50U ap DEe e f5es W

Lo B QjLY IS0

o TIewsous) sy jooisau U ua s sadew Bupeos BRE| Y
EUI H 23 1S200] Jrul L S 100 of

00 EE 1N 5306 8L 10 WU 22 G| B GU) . AYE) jou op
PEJ AN LELR EUOIL Y E JO0U O]

pnpoxi g G snouaym
" BB EERL N0 (1B UALEE R ANAE 100, S eEp A0y m

LRI DR EE
D ENE

[ Bl A Sansin
JEQODUEADE [0 BB Cf EINE

B0 jouap

oliE |0 s@f £1 BpUn LB EIR

EIN0Y 7F U1 S)EEE 2

UEY| HOW S{E}|0UOp P ECE

fod B wE o unoy 2| AR
BIEM § EEDE Y BJIE] L8

10 BIEWDIENE ] BEL U0

BAD puEs & o
LEA 7| USEP|Ip pUES)
IPIONBUTIENITRPIMEI0UDD m

pumGayepold mEigLEe ue cqanp Gun ey naignog m
SEROEpM B3I pooyI u Gy W

BLDne|i M EE D Pl A M asE O eE) M
BB N0 K| B3N BI0LE Q0300 B Y3y

SUORIH

MW UL I 6LBD |00UID U0 H0d B EU010 dpY
B2 160 3 S00BAD 03 T3 U T LB U2 0 YAl 0 mod ey
*EENIE0B0 B sRnd Uy ey b up aey-s eaag o weubaidy
sEiees oAZp o phing =
JEERIT
[B|LE0LIXE BEK SRD 2 U ymenndL o0 0p Juoiu g m
iEwe 1L
0P U R WY 65 TINDI 100 5|y oy unpee JGHEE -
HI0J0p EXSE PUE A d@s
"B A0 @3] I E (e 0] snujuog

Cupolene Sunawp ey nck) m
Janp0 X
5 Bupe) 80)eq Jspeuueyd 100 pop easrgmgq UERSU[ELDD
fnip vopdiyEed ino kg Moy puconod g o
Euyddo BYE 56 2 010 'BSB HDAL0 SN B 10 SU0jpu0 Y
JBUCHOW B0 20 BIuad ‘woEa cp 1o0s B uiepad oy
1CHI0]U) 3 =] %0 AU WeaLIL baRd) 0 5 e bul e moueE k) m
S)B| P 05| )0
AE 10 parpcd 3100 U D ®I ) B HE UE DRLIEE a-.ﬂeg_ln]c-[-";_ll u

DIWH &g

3500 By ubno L Buiyea K130 S e &)l Bicdwe) W

AN e UNEECU0I3NUIS S80S Sl Biodw e m

sa®smd ey o Bujamssan) m
sabisedioped2) Bddn B0 BABKEY THOD

(penuijuod) spoe4 brug

UOE JLE m
ar [ -cx R-TIRRTITR T ]
BEpdmen Sy m GuEaes m asoufuun m
sHbHeSIGRd2)18ddn

B 010 BAB) ABY 048 NpEL0] ALKSES WSEEI | uen ;J%n-

(pauuod) spoe4 brug

MNON-DROWSY
Original Prescription Strength

NDC 55111-447-35

Fexofenadine HCI 60 mg and
Pseudoephedrine HCI 120 mg
Extended-Release Tablets USP

Allergy & Congestion

Fexofenadine HCI 60 my/antihistamine

Fsendoephedrine HCI 120 mo/masal decongestant

Indoor and Outdoor Allergies
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10 Tablets

12 Hour
Relief of:

B MNasal Congestion

B Sinus Congestion
& Pressure

B Runny Nose

B Sneezing

W lichy, Watery Eyes

B lichy Nose or Throat
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FEXOFENADINE HCL AND PSEUDOEPHEDRINE HCI

fexofenadine hcl and pseudoephedrine hci tablet, extended release

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG

ORAL

Item Code (Source)

NDC:55111-447




Active Ingredient/Active Moiety

Ingredient Name

FEXOFENADINE HYDRO CHLORIDE (UNIL: 2S068B75ZU) (FEXOFENADINE -
UNIEE658 2LOH6 V)

- UNIL:7CUC9DDI9F)

Inactive Ingredients

Ingredient Name
MANNITOL (UNIE: 30 WL53L36A)
PO WDERED CELLULOSE (UNIE: SMD1X3X09M)
STARCH, CORN (UNI: 08232NY3SJ)
CROSCARMELLOSE SODIUM (UNI:: M28 OL1HH48)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
FERRIC O XIDE RED (UNIL: 1KO9F3G675)
MAGNESIUM STEARATE (UNIL: 7009 7M6130)
HYPROMELLO SES (UNIE: 3NXW29 V3WO)
TRIETHYL CITRATE (UNIL: 8296 QXD6 UM)

Product Characteristics

Color WHITE (o ff white to pale yellow one layer and light red to red other layer)
Shape ROUND

Flavor

Contains

Packaging

Basis of Strength Strength

FEXOFENADINE
HYDROCHLORIDE

PSEUDO EPHEDRINE HYDRO CHLORIDE (UNII: 6 V9V2RYJ8N) (PSEUDOEPHEDRINE PSEUDOEPHEDRINE
HYDROCHLORIDE

60 mg

120 mg

Strength

Score no score
Size 7mm

Imprint Code R;195

Item Code Package Description Marketing Start Date Marketing End Date

NDC:55111-447-35 2 in 1 CARTON 11/18/2014

NDC:55111-447-07 5 in 1 BLISTER PACK; Type 0: Nota Combination Product

NDC:55111-447-07 5 in 1 BLISTER PACK; Type 0: Nota Combination Product

#
1
1
2 NDC:55111-447-14 4 in 1 CARTON 11/18/2014
2
3 NDC:55111-447-31 6 in 1 CARTON 11/18/2014
3

NDC:55111-447-07 5 in 1 BLISTER PACK; Type 0: Not a Combination Product

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date

ANDA ANDAO076667 11/18/2014

Labeler - Dr. Reddy's Laboratories Limited (650562841)

Revised: 10/2015

Dr. Reddy's Laboratories Limited
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