FEXOFENADINE HCL- fexofenadine hcl tablet, film coated
ScieGen Pharmaceuticals, Inc.

HIVES
Active ingredient (in each film-coated tablet)

Fexofenadine HCI USP 60 mg
Fexofenadine HCI USP 180 mg

Purpose
Antihistamine
Uses

reduces hives and relieves itching due to hives (urticaria). This product will not prevent hives or an
allergic skinreaction from occurring.

Warnings

Severe Allergy Warning: Get emergency help immediately if you have hives along with any of the
following symptoms:
e trouble swallowing
dizziness or loss of consciousness
swelling of tongue
swelling in or around mouth
trouble speaking
drooling
wheezing or problems breathing

These symptoms may be signs of anaphylactic shock. This condition can be life threatening if not
treated by a health profession immediately. Symptoms of anaphylactic shock may occur when hives
first appear or up to a few hours later.

Not a Substitute for Epinephrine. If your doctor has prescribed an epinephrine injector for
"anaphylaxis" or severe allergy symptoms that could occur with your hives, never use this product as a
substitute for the epinephrine injector. If you have been prescribed an epinephrine injector, you should
carry it with you at all times.

Do notuse

to prevent hives from any known cause such as:
e foods
® insect stings
e medicines
e latex or rubber gloves
because this product will not stop hives from occurring. Avoiding the cause of your hives is the only

way to prevent them. Hives can sometimes be serious. If you do not know the cause of your hives, see
your doctor for a medical exam. Your doctor may be able to help you find a cause.

*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.
hives that are an unusual color, look bruised or blistered
* hives that do not itch

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

anallergic reaction to this product occurs. Seek medical help right away.
symptoms do not improve after 3 days of treatment
the hives have lasted more than 6 weeks

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 (for 60mg)

adults and children 12 years of age and overtake one 60mg tablet with water every 12 hours; do not take
more than 2 tablets 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

Directions (for 180mg)

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

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

store between 20° and 25°C (68° and 77°F)

protect from excessive moisture

each tablet contains: sodium 2.7mg(for 60 mg), sodium 8.2mg(for 180 mg)
this product meets the requirements of USP Dissolution Test 2

Tamper Evident: Do not use if imprinted inner safety seal is torn or missing

Inactive ingredients

anhydrous lactose, colloidal silicon dioxide, corn starch, croscarmellose sodium, lactose monohydrate,



pregelatinized starch(maize), stearic acid, opadry pink 03B84893 containing hypromellose,
polyethylene glycol, red iron oxide titanium dioxide and yellow iron oxide.

Questions or comments?
Call toll-free 1-855-724-3436
Manufactured by:

ScieGen Pharmaceuticals, Inc.
Hauppauge, NY 11788 USA

ALLERGY
Active ingredient (in each film-coated tablet)

Fexofenadine HCI USP 60 mg
Fexofenadine HCI USP 180 mg

Purpose

Antihistamine

Uses

temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
® runny nose
® sneezing
¢ itchy, watery eyes
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 (for 60mg)

adults and children 12 years of age and overtake one 60mg tablet with water every 12 hours; do not take
more than 2 tablets 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

Directions (for 180mg)

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

and over 1 tablet in 24 hours
children under 12 years of age do not use

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

Other information
e store between 20° and 25°C (68° and 77°F)
protect from excessive moisture
each tablet contains: sodium 2.7mg(for 60 mg), sodium 8.2mg(for 180 mg)
this product meets the requirements of USP Dissolution Test 2
Tamper Evident: Do not use if imprinted inner safety seal is torn or missing

Inactive ingredients

anhydrous lactose, colloidal silicon dioxide, corn starch, croscarmellose sodium, lactose monohydrate,
pregelatinized starch(maize), stearic acid, opadry pink 03B84893 containing hypromellose,
polyethylene glycol, red iron oxide titanium dioxide and yellow iron oxide.

Questions or comments?
Call toll-free 1-855-724-3436
Manufactured by:

ScieGen Pharmaceuticals, Inc.
Hauppauge, NY 11788 USA

Package/Label Principal Dis play Panel
Fexofenadine Hydrochloride Tablets USP 60mg



FRONT

/ NDC 50226-201-03
ORIGINAL PRESCRIPTION STRENGTH

NON-DROWSY

Fexofenadine Hydrochloride

Tablets, USP
60 mg/antihistamine

Hives
12 hour

Relief of
liching due fo Hives
30 Tahlets 60 mg each

UUses reduces hives and relieves itching due to hives (urticaria). This product will not

Drug Facls PEEL HERE}
Active ingredient {in each film-coated tablet) Purpose
Fexofenading:HCLUSEBUME. e Antihistamine

prevent hives or an allergic skin reaction from ocourring.

Wammgs Severe Allergy Warning: Get emergency help immediately if you
have hives along with any of the following symptoms: W trouble swallowing Mdizziness
or loss of consciousness M swelling of tongue Wswelling in or around mouth Mrouble
spaaking W drooling [l wheezing or problems breathing

These symptoms may be signs of anaphylactic shock. This condition can be life
threatening if not treated by a health professional immediately. Symptoms of
lanaphylactic shock may occur when hives first appear or up to a few hours later.

Not a Substitute for Epinephrine. If your doctor has prescribed an epinephring injestor for
“anaphylaxis’ or severe allergy syrmptorns that could oceur with your hives, never use tis product
as a substtute for the epinephrine injector. If you have been prescribed an epinephring injector, you

should carry it with you atall fimes.

Do not use Wto prevent hives from any known cause such as:

Woocs Winsect stings M medicines W latex or rubber gloves

because this product will not stop hives fromoccurring, Avaiding the cause of your hives is the
only way to prevent them. Hives can somefimes be serious. f you do not know the cause of your
hives, see your doctor for @ medical exam. Your doctor may be able to help you find a cause. p»

\ it
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50228'20103
Manufactured by:
ScieGen Pharmaceuticals, [nc,
Hauppauge, NY 11788 USA gy Wy
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| Drug Facts (continued)

| W17 you fave ever had an allergic reaction to this product or any of its ingredients

Ask a doctor before use if you have W Kid ney disease. Your doctor should determine if you need a different dose Whves that

are an unusual color, look bruised or blistered Jhives that do notiich

When using this product W do not take more than d
Mo not take with fruit juices (see Directions)

irected I do not take af the same time as allminum or magnesium antacids

Stop use and ask a doctor ifllan allergic reaction to this product occurs. Seek medical help right away Msymptoms do nat
limprove after 3 dave of treatrment M Ehe Dives Have 3sfed more 11306 week

Direcfions

I pregnant or breast-feeding, ask a health professional betore use. ] i
Keep out of reach of children. |n case of verdgse, get medical help or confact a Poison Gontial Cenler right away,

Wadults and children 12 years of age and over

take one 60 my tablet with water every 12 hours;
do not take more than 2 tablets in 24 hours

W children under 12 years of age

do not use

Temporary Glue

!adults 65 years of age and older

ask a docior

W consumers with kidney disease

ther infarmation W store between 20° and 25°C (68 and 77?F)ipr0tect from excessive moisture
each tablet contains: sodium 2.7 mg Ithis product méets the requiréments of USP Dissoluition Test 2
Tamper Eviden_t: Do not use it impfinted inner safety seal Is torn or missing.

ask a doctor

pregelatinized starch (maize), stearic acid, opadry
titanium digxide and vellow iron oxide.

Inactive ingredienis anhydrous lactose, colloidal silicon dioxide,corn starch, croscarmellose sodium, lactose monohydrate,

pink 05884893 containing hypromellose, polyethylene glycol, red iron oxide,

7 B g

/

Package/Label Principal Dis play Panel
Fexofenadine Hydrochloride Tablets USP 60mg

Permianent Glide



/ NDC 50228-201-04
ORIGINAL PRESCRIPTION STRENGTH
NON-DROWSY

Fexofenadine Hydrochloride

Tablets, USP
60 mg/antihistamine

Hives
12 hour

R I' ' t B children under 12 years of age do not use
elief 0 1B adults 65 years of age and older aska doctor
i i B consumers with kidney dissase 1_gskadoctor
“ch!ng due iu H!ves Other information B store between 20° and 25°C [66° and 77°F) B protect from excessive moisturs
B each tablet contains: sodium 2.7 mg B this product meets the requirements of USP Dissolution Test 2
1,000 Tahlets 60 mg each B Tamper Evident: Do not use if imprirted inner safety seal is torn or missing

\Drug Facts
iciive ingi ent (In ea m-coaie, G.f) Purpose

Fexofenadine HCI USP 60 mg... .. Antihistamine

TISES ratiucas hives and rollnwes m:mng dus to hivas [unlrana; This product will not pravent hives or an allelglc skIn rsaction from occuring.

Warmn'g'l Severa Allergy Warning Get emergenq help immediately if you have hives along with any of the following symptams:

orloss of ®swelling of tongue @ swelling in or around mouth B trouble speaking B drooling
lvrhm\nu or problems breathing. These symptoms may be signs of anaphylactic shock. This condition can be life threatening if not traated
bya shock may occur when hives first appear or up to a few hours later.

Nota eumrtm for Epinephrine. If your doctor has maecnnan an epinephring injector for "anaphylnis” or s2vere allergy symptome that could oceur with your hives,
never use this product as a substitute for the epinephiing injector. I you have been prescribed an epinephiing infector, you should cay it with you at all times.

Do net use Bio prevent hives from any known cause such as: @ foods B insect stings B medicines B ktex: or rubber gloves
becaure this product will not stap hives fram sccurring. Avoiding the cause of your hive is the only way to prevent them. Hives can sometimes be serious.
If you do not know the cause of your hives, see your doctor for a medical exam. Your dostor may be able to help you find a cause.

Ef you have ever had an allergic veaction to this preduct or any of its ingrediants

Ask a doctor before use If you have B Kdney disease. Your doctor should determine if you nead a different dose. Bhives that ara an unusual
color, ook bruised or bilstersd B hives that do not fch

‘When using this prohct Bdo not take more than di ake at the ] inum or magnesium i fake with frui juices {see Directions)
Stop use and ask a doctar 11 Wan allergic reaction t 1S product oocurs. Seek medical help right away. Wsympioms do notmprove aker 3 Gays of reaiment.

B the hives have lasted more than 6 weeks

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In cace of overdoss, get medical help or contacta Pokon Control Center right away.

[0S
18 adults and children 12 vears of age and over [ fake one B matabled with water every 12 hours; do not fake more than 2 tablets in 24 hours|

\ [Jsciecen

m anhydrous lactose, colloidal silicon dicxide corn starch, croscarmellose s odium,lactose monohydrate,
pregelatinized starch {maize), stearic acid, opadry pink 03884893 containing hyprnmel\nse polyethylene glycol, red iron oxide,
titanium dioxide and yellow iron oxide.

Questions or comments? call tol-free 1-855-724-3436
——e e

NO VARNISH

LOT:
EXP:

350228'20104
Manufactured by:

ScieGen Pharmaceuticals, Inc.
Hauppauge, NY 11788 USA

Rev: 07115 /

Package/Label Principal Dis play Panel
Fexofenadine Hydrochloride Tablets USP 180mg



FRONT

/ NOG 50228-202-03
ORIGINAL PRESCRIPTION STRENGTH
NON-DROWSY

Fexofenadine Hydrochloride

Tablets, USP
180 mg/antihistamine

Hives
24 hour

PEELHERE“

Drug Facts
Active ingredient (in each film-coated lablel} Purpose
Fexotenading HGl USPB0 Mk s Antihistamine

Uses reduces hives and relieves itching due to hives (urticaria). This produst will not

revent hives or an allergic skin reaction from occurring.

h?armngs Severe K( |ergy Warnlng: Get emergency help immediately if you
have hives along with any of the following symptoms: lirouble swallowing Wdizziness
or 10ss of consciousness W swelling of tongue M swelling in or around mouth M trouble
speaking Mdrooling Mwheezing or problems breathing
|These symptoms may be signs of anaphylactic shock. This condition can be life
threatening if not treated hy a health professional immediately. Symptoms of
anaphylactic shock may occur when hives first appear or up to a few hours later.

Not a Substitute for Epinephrine. If your doctor has prescribed an epinephrine injector for
“anaphylaxis’ or severe allergy symptoms that could oocur with your hives, never use this product

NO VARNISH

LOT:
EXP:

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

Ask a doctor before use if you have Wkidney disease Your doctor should determine it you need & different dose W e el
are an unusual color, look bruised or blistered [ hives that do nof itch

|l not take with fruit juices (see Directions)

When using this product [l do not take more than directed Ido not take at the same time as aluminum or magnesium antacids

Stop use and ask a doctor if Man allergic reaction to this product oceurs: Seek medical help right away Wsymptoms do not
the fves fave asted more than 6 weel:

If pregnant or breast-feeding, ask & health professional before use
Kean out of reach of children. In case of overdose, qet medical helo or confacta Poison Gontrol Cenfer fiohtaway,

H

Wadults and children 12 years of age and over

take one 180 mg tablet with water once a day;
do not take more than 1 tablet in 24 hours

Temporary Glue

W children under 12 years of age do not use
W adults 65 years of age and older ask a doctor
W consumers with kidney disease ask a doctor

Umer miarma?mnistore Detvieen 20° and 25°C (68° and TW protect from excessive moisture

/

gach tablet contains: sodium g 2 mg this product meels e requirements of USP Dissolution lest 2
Jamper Evident: Do not use f imprinted inner safety seal is torn or missing,

Inactive ingredienis anhydrous lactose, colloidal silicon dioxide,corn starch, eroscarmellose sodium, lactose monohydrate,
pregelatinized starch (maize), stearic acid, opadry pink 03B84893 containing hypromeliose, polyethylene glycol, red iron oxide,

Hitanium dioxide and vellow ron gxide,

Package/Label Principal Dis play Panel
Fexofenadine Hydrochloride Tablets USP 180mg

Relief of 23 2 substitute for the epinephrine injector. If you have been prescribed an epinephrine injector, you
; : should carry itwith you atall imes.
Ilchlng due to Hives Do not use Mito prevent hives from any known cause such as; 50228120203
W ioods Minsest stings Mmedicines B latex or rubber gloves -
30 Tablets 180 mg each because this product will not stop hives from oceurring. Avoiding the cause of your hives is the qumaﬁumd by- i
. only way to prevent them. Hives can sometimes be serious. Ifyou do notknow the cause of your ScieGen Pharmaceutlcals, Inc.

\ §ﬁ!§wﬁﬁ hives, see'your doctor for a medical exam. Your doctor may be able to help you find a cause. P> Hauppauge! NY 11783 USA  Rey 1044
¢~ [Drug Facls {continued)

Perianent Glite



/

NDC 50228-202-04

ORIGINAL PRESCRIPTION STRENGTH

NON-DROWSY

Fexofenadine Hydrochloride

Tablets, USP

180 mg/antihistamine

1,000 Tablets

Hives

24 hour
Relief of
Itching due to Hives

180 mg each

—
Drug Facts
iclive Ing. ent (in ea 'm-coa ﬂ) Pﬂ_rmsﬂ_

Fexofenadine HCI USP 180 mg

585 reduoes hives and rellves Itching dus to hives (urticaria). This product will not prevent hives or an allarglc skin reaction from occurming.

Do not use Bto prevent hives from any known causs such as: B foods Binsect stings B medicines Bllatex or rubber gloves
because this product wil not stop hives frem oocuriing. Aveiding the causs of your hives i the only way to prevent them, Hives can sometimes be serious.
0 do not know the cause of your hives, see Laur doctor for a medical exam. Your doctor may be able to help you find a causa.
BIf you have ever had an allergic reaction to this produst or any of its ingredients

Ask a doctor before use I you have Biddney dissase. Your doctor should determing IT you need a differant dosa, Bives that are an unusual
IXHOF Innk brulssd of biistsred B hives that do not ftch

ot take mora than dirccted B do rotfaks at the same i lurri nr munnsmm s.rm:dslﬂo nottake wrlhirmtjum st Directions)

1 s bhes b bt o tap e

i pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In cass of overdy medical help or contact a Poison Contral Center right

B adults and children 12 years of ane and over | take one 160 my fablet with water once a day; do not fake more than 1 fabletin 24 hours

B children under 12 years of age do not uss
B adults 65 years of age and older ask a doctor

.

Bscieen

B consumers with kidney disease ask g doctor

Other information8store between 20° and 25°C (68° and 77°F) B protect from expessive moisture
B each fablet contains: sodium 8.2 mg @this product meets the requirements of USP Dissolution Test 2
8 Tamper Evident: Do not use if imprinted inner safety s=al is torn or missing

Tnaciive [ngredients anhydrous lactose, colloidal silicon dicxide,com starch, sodium, lactose mi
pregelatinized starch (maize), stearic acid, opadry pink 03684893 containing hypromellose, pulyethylene glycol, red iron oxlda
titanium dicoide and yellow iron ox

Questions or comments? call toll-free 1-055-724-3!35
e R

arnings Severe Allergy Warning Get emergency help Ilmuliat«lyI Ifyuu have hives along with any of the following symptoms: NO VARNISH
B trouble swallowing @ dizziness or loss of lling in ar around mouth @ trouble speaking @ drooling
lwheeﬂlng ar problems braathing, These sym ptoms miay be signs danaprglan'dc shock This condition can be life threatening if not treated
by a health shock may eccur when hives first appear or up to a few hours later.
Mot a Substitute for Epinephrine. mmmdnmrrmpre:nrm an epinephning njsctor for “anaphykids” or severe allergy symptams that could oczur with your hives, [
never e this product a2 3 eubstitute for the epinephrine injector. If you have been prescrbsd an epinephring injectar, you should camy it with you o all times. 9 o

31502282

0204
Manufactured by:

ScieGen Pharmaceuticals, Inc.
Hauppauge, NY 11788 USA

R ums/

Package/Label Principal Dis play Panel
Fexofenadine Hydrochloride Tablets USP 60mg




FRONT

NDC 80228-201-01
ORIGINAL PRESCRIPTION STRENGTH
NON-DROWSY

(

Feoenaing Hynclore

Drug Facts
Active ingredient {in each film-coaled tablef)  Purpose
Fexofenading HCI USPG0 MY.....c.ccoccooiviimmmimmnnsinniiie. Antihistamine

Uses temporarily relieves these symptoms due to hay fever or other

PEEL HERE“

It pregnant or breast-feeding, ask a health professional before use.
Eep out of reach of children. In case of overdose, get medical help or contacta Poison Control Center right away

| Directions

B adults and children 12 years of age and over

take one 60 mg tablet with water every 12 hours;
do not take more than 2 tablets in 24 hours

Bchildren under 12 years of age do not use
Badults 65 years of age and older ask a doctor
Bconsumers with kidney disease aska doctor

Temporary Glue

Other informationBstore between 20° and 25°C (68° and 77°F) M protect from excessive moisture
W each tablet contains: sodium 2.7 mg W this product meets the requirements of USP Dissofufion Test 2
|l Tamper Evident: Do not use if imprinted inner safsty sealis forn or missing.

actose mono

Inactive inﬂredients anhydrous lactose, colloidal silicon dioxide,com starch, croscarmellose sodium,
ydrate, pregelatinized starch (maize), stearic acid, opadry pink 03884893 containing
hypromellose, polyathylene glycol, red iron oxide, titanium dioxide and yellow iron oxide.

Questions or comments? call toll-free 1-855-724-3436

-~

Package/Label Principal Dis play Panel
Fexofenadine Hydrochloride Tablets USP 60mg

Ta upper respiratory allergies: M runny nose M sneezing M itchy, watery ayes NO VARNISH
W itching of the nose or throat
Warnings Do not use if you have ever had an allergic reaction to this
Allergy product or any of its ingredients. s &
Indoor and Outdoor Allergies Ask a doctor hefore use if you have kidney disease. Your doctor should e
12 hour Relief of determine if you need a different dose.
 Sneezing = Runny Nose When using this productB do not take more than directed M do not take
 ltchy Watery Fves at the same time as aluminum or magnesium antacids Bdo not take with
e et s S fruit juices (see Diractions) 3750228720101
30 Tablets 60 g each Stop use and ask a doctor if an allergic reaction to this product oceurs. gﬁg&ﬁ%ﬂﬁ%g&umals .
\ [JscieGen Seek medical help right away. ™| Hauppauge, NV 11788 USE gy 12/14/
(" [Drug Fasts (continued)

Pemanent Glie




( NDC 50228-201-02
ORIGINAL PRESCRIPTION STRENGTH
NON-DROWSY

Fexofenadine Hydrochloride

Tablets, USP
60 mag/antihistamine

Allergy

Indoor and Outdoor Allergies

12 hour Relief of
= Sneezing = Runny Mose
u ltchy, Watery Eves = lichy Nose or Throat

1,000 Tablets 60 mg each

\ Bxioger

Diirg Facls
Active ingredient (in each film-coated tahfel) Purpose
Fexoisnadine HCI USP 60O mg. . . ... Anfihistamine

Uses temporarily relieves Mese symptams due to ay tever or ofher Upper raspiratory allargies
I runny nose M aneszing Witchy, watery eyesBItaiing o1 e nose or throar

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

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

When using this product W do not take more than directed B do nof take af the same time as aluminum
or magnesium antacics M do not take with fruit juices (see Directions)

ISInp use and ask a doelor if an allergic reaction o this product occurs. Seek medical help right away.
It pregaant or breast-feeding, ask 2 health professional before use

Keep out of reach of children_ |0 ase of overdose, get medical help or eortact 2 Poison Gortrol Genter right away.

Directions

Wadults and children 12 years of age and over take one B0 ma tablet with water euer% 12 hours,;
donot take morethan 2 tablets in 24 hours

Wchildren under 12 years of age donot use

Madults 85 years of age and older ask a doctor

Woonsumerswith kidney disease ask a doctor

Giher informalion® store between 20° and 25°C (63° and 77°F) M protect from excessive moisiure
W each tablef confains: sodium 2.7 mg Mthis product meets the requifemants of USP Dissoluiion Test 2
amper Evident: Do not Use itimprinted inner satety Seal s torh o missing

Tnaciive myreﬂmnls anfydrous lactose, colloidal silicon dioxide corn starch, croscarmellose sodium,
lactose morinhydrate, pragalatinized starch (ma\ze%‘ stearic acid, ODadry pink 03884863 containing
hyprom ellose, polyethylere alyeol, red irorn oxice, titanium dioxide andyellow iron oxite

Oueslions or somnments? call toll-1ree 1-855-724-3436
=

HO VARHISH

Lo

3'%50228"20102'
Ianufactured by

ScieGen Pharmaceuticals, Inc.
Hauppauge, NY 11768 USA

Rey 12/14)

Package/Label Principal Dis play Panel

Fexofenadine Hydrochloride Tablets USP 180mg



FRONT

[ KO 50228-202-01
ORIGINAL PRESCRIPTION STRENGTH
NON-DROWSY

Fexofenadine Hydrochloride

Tahlets, USP
180 mg/antihistamine

Allergy
Indoor and Outdoor Allergies

24 hour Relief of
= Sneezing = Runny Nose
= [tchy, Watery Eyes w [tchy Nose or Throat

Drug Facts

Active ingredient (in each film-coated fablet}  Purpose
Fexofenadine HCIUSP 180 m...........ocvocoicccvee .. AEINISTAMING

Uses temporarily relieves these symptoms due to hay fever or other
upper respiratory allergies: M runny nose Msneezing Mitchy, watery ayes
M itching 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 kidney disease. Your doctor should
determine if you need a different dose.

When using this product B do not take more than directed B do not take
at the same time as aluminum or magnesium antacids W do not take with
fruit juices (sea Directions)

PEEL HERA

NO VARNISH

=oA
8 o

3'%50228"20201

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of averdose, get medical help or contact a Poison Gontrol Genter right away)

| Directions

W adults and children 12 years of age and over| take one 180 mg tablet with water once a day;

do not take more than 1 tablet in 24 hours

B childran under 12 years of age

do not use

B adults 65 years of age and older

ask a doctor

B consumers with kidney disease

ask a doctor

Temporary Glue

Other informationM store hetween 20° and 25°C (68° and 77°F) W protect from excessive moisture
B each tablet contains: sodium 8.2 mg  Wthis product masts the requirements of USP Dissolution Test 2
| WTamper Evident: Do not use if imprinted inner safety seal is torn or missing.

lactose mono

Inactive inﬁredienls anhydrous lactase, colloidal silicon dioxide,com starch, croscarmellose sodium,
ydrate, pregelatinized starch (maize), stearic acid, opadry pink 03884893 confaining
hypromellose, polyethylene glycol, red iron oxide, titanium dioxide and yellow iron oxide.

/

Questigns or comments? call toll-free 1-855-724-3436

Package/Label Principal Dis play Panel
Fexofenadine Hydrochloride Tablets USP 180mg

30 Tablets - 180 mg each Stop use and ask a doctor if an allergic reaction to this product occurs. I%ﬂ;gg&c&uhr:r(imt;%:ema‘s lic.
\ [J3cieGen Seek medical help right away. | Hauopauge, WY 1788 5K er 1214
(" [Drg Facls [contnued)

Peniarient Glie



/ NDG 50228-202-02 Drug Facts

.

ORIGINAL PRESCRIPTION STRENGTH
NON-DROWSY

Fexofenading HCI USP 180 mg

Active ingredient (in each film-coated tablet)

Puwrpose
Antihistaming

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

Fexnfe “ad i "e Hvd ro chlo ride 18 runny nose B sneezing B itchy, watery eyes B iiching 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 kidney disease. Your doctor should determine if you need a different dose.

LT
ExP|

TabIEts! USP When using this product 8 do not take more than directed B do not take at the same time as aluminum
or magnesium antacids B do not take with fruit juices (see Directions)

pregnant or breasi-feeding, ask a health professional before use,

1 80 mgla“t“"staml ne Flnp use and ask a doctor It an allergic reaction to this product occurs. Seek medical help right away.
L

Keep ou of reach of ehildren. In casa of overdoss, get medical help or contacta Polson Control Genter right away.

A | | Ergv Directions

e B adults and children 12 years of age and over take one 180 g tablet with water once a day;
Indoor and Qutdoor A"ErgIBS do not take more than 1 tablet in 24 hours
1 B children under 12 years of age do not use
24 hul" HE"E' Df N B adults 65 years of age and older ask a doctor a 5U228 20202
. Sneezing L] Ruﬂny Nose B consumers with kidney disease ask a doctor -
_ L askadocior : Manufctred by
= |fchy, Watery Eyes = ltchy Nose or Throat ‘E‘;T’g{ng{ﬁ,”‘?’};égsﬁgjﬁnb%ﬁgﬁ EEE,gg?n%icgj‘"ggts?ﬂgqu’,e%g_;genﬁ‘l]g%’”ug’;ﬁf,igﬁ Moigiure SuieGen Pharmaceutcals, Inc.
amper Evident: Do not use if imprinted inner safety seal is tormn or missing.
1 ’000 Tablets 180 mg each Tm:emanhydrous I:ctose. colloidal silli'con dioxide,corn ﬁamﬁ, croscarmellose sodium, HEUDDHUQE‘ NY 11788 USA
lactose monohydrate, pregelatinized starch (maize), stearic acid, opadry pink 03884893 containing
DScIeGen hypromellose, polyethylene glycol, red iron oxide, titanium dioxide and yellow iron oxide. .
\ s Questions or commenis? call toll-free 1-855-724-3436 Rev Umy
FEXOFENADINE HCL
fexofenadine hcl tablet, film coated
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:50228-201
Route of Administration ORAL
Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
FEXOFENADINE HYDRO CHLORIDE (UNII: 2S068B75ZU) (FEXOFENADINE - FEXOFENADINE 60 m
UNIEE6582LOH6V) HYDROCHLORIDE g
Inactive Ingredients
Ingredient Name Strength
ANHYDROUS LACTOSE (UNIL: 3SY5LH9 PMK)
SILICON DIOXIDE (UNIL: ETJ7Z26 XBU4)
STARCH, CORN (UNIL: 08232NY3SJ)
CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
LACTOSE MONOHYDRATE (UNII: EWQ57Q8I15X)
STEARIC ACID (UNI: 4ELV7Z65AP)
HYPROMELLO SE, UNSPECIFIED (UNI: 3NXW29V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
FERRIC O XIDE RED (UNIL: 1KO9F3G675)
TITANIUM DIO XIDE (UNII: 15FIX9V2JP)
FERRIC OXIDE YELLOW (UNIL: EX438 02MRT)
Product Characteristics
Color PINK Score no score
Shape OVAL Size 12mm



Flavor Imprint Code

Contains

Packaging

# Item Code

1 NDC:50228-201-01
2 NDC:50228-201-02
3 NDC:50228-201-03
4 NDC:50228-201-04

Package Description
30 in 1 BOTTLE; Type 0: Nota Combination Product
1000 in 1 BOTTLE; Type 0: Nota Combination Product
30 in 1 BOTTLE; Type 0: Not a Combination Product
1000 in 1 BOTTLE; Type 0: Nota Combination Product

Marketing Information
Application Number or Monograph Citation
ANDA204507

Marketing Category
ANDA

FEXOFENADINE HCL
fexofenadine hcl tablet, film coated

Product Information

Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

FEXOFENADINE HYDRO CHLORIDE (UNII: 25068B75ZU) (FEXOFENADINE -
UNIEE6582LOH6V)

Inactive Ingredients
Ingredient Name
ANHYDROUS LACTOSE (UNIE: 3S YSLH9 PMK)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
STARCH, CORN (UNIL: 08232NY3SJ)
CROSCARMELLOSE SODIUM (UNIE: M28 OL1HH48)
LACTOSE MONOHYDRATE (UNI: EWQ57Q815X)
STEARIC ACID (UNIL: 4ELV7Z65AP)
HYPRO MELLO SE, UNSPECIFIED (UNI: 3NXW29 V3WO)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNI: 3WJQ0SDW1A)
FERRIC O XIDE RED (UNIL: 1K09F3G675)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
FERRIC O XIDE YELLOW (UNII: EX438 02MRT)

Product Characteristics

Item Code (Source)

S5G;201

Marketing Start Date Marketing End Date
12/26/2014
12/26/2014
12/26/2014
12/26/2014

Marketing Start Date
12/26/2014

Marketing End Date

NDC:50228-202

Basis of Strength Strength
FEXOFENADINE S
HYDROCHLORIDE 8

Strength



Color
Shape
Flavor

Contains

Packaging

# Item Code

1 NDC:50228-202-01
2 NDC:50228-202-02
3 NDC:50228-202-03
4 NDC:50228-202-04

PINK Score
CAPSULE Size
Imprint Code

Package Description
30 in 1 BOTTLE; Type 0: Nota Combination Product
1000 in 1 BOTTLE; Type 0: Nota Combination Product
30 in 1 BOTTLE; Type 0: Not a Combination Product
1000 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category

Application Number or Monograph Citation

no score
17mm

SG;202

Marketing Start Date Marketing End Date

12/26/2014
12/26/2014
12/26/2014
12/26/2014

Marketing Start Date Marketing End Date

ANDA ANDA204507 12/26/2014
Labeler - scieGen Pharmaceuticals, Inc. (079391286)
Registrant - ScieGen Pharmaceuticals, Inc. (079391286)
Establishment
Name Address ID/FEI Business Operations
oross1ass ANALYSISCOD 201 0220202 MANUEACTURE(CO220201 50228 200)

Revised: 1/2020

ScieGen Pharmaceuticals, Inc.
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