IBUPROFEN- ibuprofen tablet
Contract Pharmacal Corp.

3852, 3846, 3909

Important: Read all product information before using.
DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP IS BROKEN OR MISSING.

Drug Facts

ACTIVE INGREDIENT (in each tablet)
Ibuprofen USP, 200 mg (NSAID)*

*nonsteroidal anti-inflammatory drug

PURPOSE

Painreliever/fever reducer

USES

Temporarily relieves minor aches and pains due to:
headache

muscular ache

minor pain of arthritis

toothache

backache

the common cold

menstrual cramps

temporarily reduces fever

WARNINGS

Allergy alert: Ibuprofen may cause a severe allergic reaction, especially in people allergic to aspirin.
Symptoms may include:

hives

facial swelling

asthma (wheezing)

shock

skin reddening

rash

blisters

If an allergic reaction occurs, stop use and seek medical help right away.

Stomach bleeding warning: This product contains an NSAID, which may cause severe stomach
bleeding. The chance is higher if you:
e are age 60 or older
have had stomach ulcers or bleeding problems
take a blood thinning (anticoagulant) or steroid drug
take other drugs containing prescription or non-prescription NSAIDs (aspirin, ibuprofen, naproxen,



or others)
e have 3 or more alcoholic drinks every day while using this product
e take more or for longer time than directed

Heart attack and stroke warning: NSAIDs, except aspirin, increases the risk of heart attack, heart
failure, and stroke. These can be fatal. The risk is higher if you use more than directed or for longer
than directed.

DO NOT USE
e if you have ever had an allergic reaction to ibuprofen or any other painreliever/fever reducer
e right before or after heart surgery

ASK DOCTOR before use if

you have problems or serious side effects from taking painrelievers or fever reducers

the stomach bleeding warning applies to you

you have a history of stomach problems such as heartburn

you have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma, or had a stroke
you are taking a diuretic

ASK A DOCTOR OR PHARMACIST before use if you are
e taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit of aspirin
¢ under a doctor’s care for any serious condition
¢ taking any other drug

WHEN USING this product
e take with food or milk if stomach upset occurs

STOP USE and ask a doctor if
¢ you experience and of the following signs of stomach bleeding:
e feel faint
e vomit blood
¢ have bloody or black stools
¢ have stomach pain that does not get better
® You have symptoms of heart problems or stroke:
chest pain
trouble breathing
weakness in one part or side of body
slurred speech
leg swelling

pain gets worse or lasts more than 10 days

fever gets worse or lasts more than 3 days
redness or swelling is present in the painful area
any new symptoms appear

If PREGNANT OR BREAST FEEDING

ask a health professional before use. It is especially important not to use ibuprofen during the last 3
months of pregnancy unless definitely directed to do so by a doctor because it may cause problems in



the unborn child or complications during delivery.

KEEP OUT OF REACH OF CHILDREN
In case of overdose, get medical help or contact a Poison Control Center (1-800-222-1222) right away.

DIRECTIONS
e do not take more than directed
e the smallest effective dose should be used

Adults and children 12 years of age and over:

m Take 1 tablet every 4 to 6 hours while symptoms persist ® If pain or fever does notrespond to 1
tablet, 2 tablets may be used ®m Do not exceed 6 tablets in 24 hours, unless directed by a doctor

Children under 12 years of age: m Ask a doctor

Other information
e store between20° to 25°C (68°to 77°F)
e avoid excessive heat above 40°C (104°F)

INACTIVE INGREDIENTS

(White) Carnauba Wax, Croscarmellose Sodium, Hypromellose, Microcrystalline Cellulose,
Polyethylene Glycol, Polysorbate 80, Povidone, Pregelatinized Starch, Silicon Dioxide, Sodium Starch
Glycolate, Stearic Acid, and Titanium Dioxide.

(Orange) Croscarmellose Sodium, FD&C Yellow #6 Lake, Microcrystalline Cellulose, Polyethylene
Glycol, Povidone, Pregelatinized Starch, Silicon Dioxide, Sodium Starch Glycolate, Stearic Acid, Talc
and Titanium Dioxide.

(Brown) Croscarmellose Sodium, Hydroxypropylcellulose, Hypromellose, Microcrystalline
Cellulose, Polyethylene Glycol, Povidone, Pregelatinized Starch, Red Iron Oxide, Silicon Dioxide,
Sodium Starch Glycolate, Stearic Acid, and Titanium Dioxide.

QUESTIONS or COMMENTS?
Call 1-800-231-4670: weekdays 9:00 AM to 5:00 PM EST

**This product is not manufactured or distributed by McNeil, owner of the registered trademark
Motrin® IB

Manufactured by:

Contract Pharmacal Corp.
135 Adams Avenue
Hauppauge, NY 11788 USA

WWW.Cpc.com
XXXXX-10-18
Barcode

Peel here for more information



PACKAGE LABEL.PRINCIPAL DISPLAY PANEL

See New Warnings
CONTRACT PHARMACAL CORP NDC 10267-3909-2

**Compares to the active ingredient in Motrin ®IB

GLUTEN FREE
Ibuprofen Tablets, USP 200 mg

Pain Reliever/Fever Reducer
(NSAID)

250 Coated Tablets
DYE-FREE

NOT ACTUAL SIZE
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See New Warnings

CONTRACT PHARMACAL CORP NDC 10267-3846-2
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Important: Read all productInformationbefore using
DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP |5 BROKEN OR MISSING

Drug Facis

Active ingredient (in each tablet)
[buprofen USP 200 mg (MSAIDY ..o
*nonsteroidal anti-inflammatory drug

Puipose
Pain reliever/fever reducer

Uses Temporarily relieves minor aches and pains due to * headache
* muscular aches « minar pain of arthritis * toothache & backache * the
common cold + menstrual cramps

+ temporarily reduces fever

Warmings

Allergy alert: |buprofen may cause a severe allergic reaction, especially
in people allergic 1o aspirin. Symptoms may include: + hives « facial
swelling » asthma (wheezing) * shock ¢ skin reddening * rash
+ blisters

If an allergic reaction oceurs, stop use and seek medical help right away.

Stomach bleeding warning: This product containg an NSAID, which may
cause severe stomach bleeding, The chance is higher if you, « are age 60
ar older + have had stomach ulcers or blesding problems + take a blood
thinning (anticoagulant) or steroid drug + take other drugs containing
prescription or non-prescription NSADs (aspirin, ibuprofen, naproxen, or
others) ® have 3 or more alcoholic drinks every day while using this
product + fake more or for a longer time than directed

Heart attack and stroke warning: NS&Ds, except aspirin, increases the
risk of heart attack, heart failure, and stroke. These can be fatal. The risk
is higher if you use more than directed or for longer than directed

Do not use +ifyou have ever had an allergic reaction to ibuprofen or any
other pain relisver/tever raducer + right before or after heart surgery P

*Thiz product is not manufactured or distributed by McNeil, owner of the
registered trademark Motrin®IB

JOO0-10-18
Manufactured by:
@ Contract Pharmacal Corp.
135 Adams Avenue

Hauppauge, NY 11788 USA

www.cpc.com
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**Compares to the active ingredient in Motrin ®IB

GLUTEN FREE

Ibuprofen Tablets, USP 200 mg

Pain Reliever/Fever Reducer

(NSAID)

Drug Facts (continued)

Ask a doctor hefore use if « you have problems or serious side
effects from taking pain relievers or fever reducers + the stomach
bleeding warning applies to you « you have a history of stomach
problems, such as heartbum + you have high blood pressure, heart
disease, liver cirrhosis, kidney disease, asthma, or had a stroke
+you are taking a diuretic

Ask a doctor or pharmacist hefore use if you are * taking
aspirin for heart attack or stroke, because ibuprofen may decrease
this benefit of aspirin * under a doctor's care for any serious
condition + taking any ofher drug

When using this produet + take with food or milk if stomach
upset oceurs

Stop use and ask a doctor if + you experience ary of the
following signs of stomach bleeding: * feel faint + vomit blood
+ have bloody or black stools + have stomach pain that does not
get better

+You have symptoms of heart problems or stroke

+ chest pain + trouble breathing + weakness in one part or side of
body + slurred speech « leg swelling

* pain gets worse of [asts more than 10 days » fever gets worse or
lasts more than 3 days » redness or swelling is present in the
painful area * any new symptoms appear

It pregnant or breast-feeding, ask a health professional before
use. Itis especially important not to use ibuprofen during the last 3
months of pregnancy unless definitely directed fo do so by a doctor
because it may cause problems in the unborn child or
complications during delivery. Keep out of reach of children. In
case of overdose, get medical help or contact a Poison Control
Center (1-800-222-1222) right away.

Directlions + do not take more than direcled « the
smallest effective dose should be used

Adults and children 12 years of age and over:

+ Take 1 tablet every 4 to 6 hours while symptoms persist

+ |f pain or fever does not respond to 1 tablet, 2 tablets may be used
+ Do not excesd 6 tablets in 24 hours, unless directed by a doctor
Children under 12 years of age: Ask a doctor

Other infermation « siors between 207 0 25CHF 077 T
* avoid excessive heat above 40°C (104°F)

Inactive ingredients Camauba Wax, Croscarmellose
Sodium, Hyprom ellose, Microcrystalline Cellulose, Polyethylens
Glycol, Polysorbate B0, Povidone, Pregelatinized Starch, Silicon
Dioxide, Sodium Starch Glycolate, Stearic Acid and Titanium Dicxide

Questions ar Commenls?
Call 1-800-231-4670 weaakdays 900AM 1o 5:00PM EST




250 Coated Tablets

NOT ACTUAL SIZE

0.3”
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Important: Read all productinformation before using
DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP |S BROKEN OR MISSING

Drug Facts (continued)

Ask a doctor before use if * you have problems or serious side
effscts from taking pain relievers or fever reducers » ihe stomach
blesding warning applies to wou * you have a history of stomach
prablems, such as heartburn « you have high blood pressure, heart
disease, liver cirrhosie, kidney disease, asthma, or had a stroke
+ you are taking a diuretic

Ask a doctor or pharmacist before use if you are ¢ faking
aspirin for heart attack or stroke, because ibuprafen may decrease
this benefit of aspirin + under a doclor's care for any serious
condition « taking any other drug

When using this product * take with food or milk if stomach
Upset oceurs

Drug Facts

Active ingredient (in cach tablel) Purpose
Ibuproten USP, 200 mg (NSAIDY ... Pain reliever/fever reducer
*nonsteroidal anti-inflammatory drug

Uses Temporarily relieves minor aches and pains due to: * headache
+ muscular aches + minor pain of arthritis + toothache « backache + the
common cold * menstrual cramps

+ temporarily reduces fever

Stop use and ask a doctor if + you experience any of the
following signs of stomach bleeding: * feel faint » womit blood
* have hloody or black stools + have stomach pain that does not
et hetter

* fou have symptoms of heart problems or stroke

+ chest pain ¢ frouble breathing » weakness in one part or side of
body  slurred speech * lag swelling

+ pain gets worse or lasts more than 10 days » fever gels worse or
lasts more than 3 days + redness or swelling is present in the
painful area « any new symplom s appsar

Warnings

Allergy alert: |buprofen may causs a severs allergic reaction, especially
in people allergic to aspirn. Symptoms may include: e hives * facial
swelling ¢ asthma (wheezing) * shock + skin reddening ¢ rash
+ hlisters

If anallergic reaction occurs, stop use and seek medical help right away.
Stomach bleeding warning: This product contains an NSAID, which may
cause sewers stomach bleeding. The chance is higher if you: » are age 60
or older » have had stomach ulcers or bleading problems * take a blood
thinning (anticoagulant) or stercid drug + take other drugs containing
preseription or non-prescription NSAIDs (aspirin, ibuprofen, naproxen, o
others) + have 3 or more alcoholic drinks every day while using this
product « take more or for a longer ime than directed

Heart attack and stroke warning: N34/Ds, except aspirin, increases the
risk of heart attack, heart failure, and stroke. These can be fatal. The risk
is higher it you use more than directed or for longer than directad

Do not use +if you have ever had an allergic reaction to ibuprofen or any
other pain reliever/fever reducer « right before or after heart surgery

If pregnant or breasi-feeding, ask a health professional before
use It is especially important not to use ibuprofen during the last 3
months of pregnancy unless dsfinitely dirscted o do so by a doctor
because it may cause problems in the unborn child or
complicafions during delivery Keep out of reach of children. In
case of overdose, get medical help or contact a Poison Contral
Center (1-B00-222-1222) right away.

Directions + do not take more than directed + the
smallest effective dose should be used

Adults and children 12 years of age and over:

* Take 1 tablet svery 4 {0 6 hours whils symptoms persist

* |fpain or fever does not respond to 1 tablet, 2 tablets may be used
* Donotexceed 6 tabletsin 24 hours, urless drected by a doctor
Children under 12 years of age: Ask a doctor

Other infarmation « stors between 2010 25C (58 o 77 'F)
» avoid excessive heaf above 40°C (104°F)

**This product is not manufactured or distributed by McMeil, owner of the

reqgistersd trademark Motrin®IB
Manufactured by:
Contract Pharmacal Corp.
135 Adams Avenue

X000-10-18
Hauppauge, NY 11788 USA

3 l]|l||2||6l?| 3 WWW.CpC.com

84627 2

PEEL HERE FOR
MORE INFORMATION

See New Warnings

CONTRACT PHARMACAL CORP NDC 10267-3852-2

**Compares to the active ingredient in Motrin ®IB

GLUTEN FREE

Ibuprofen Tablets, USP 200 mg

Pain Reliever/Fever Reducer

(NSAID)

Inactive ingradients Croscarmeliose Sodium, FDAC Yellow
#6 Lake Microcrysialline Cellulose, Polysthylene Glycal, Povidons,
Pregelatinized Starch, Silicon Dioxide, Sodium Starch Glycolate,
Stearic Acid, Talc and Titanium Dioxide

Questions or Comments?
Call 1-800-231-4670; weekdays 9:004M to 5:00PM EST




250 Coated T ablets

NOT ACTUAL SIZE
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Important: Read all productinformationbefore using
DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP IS BROKEN OR MISSING

Drug Facis

Active ingredient (o each tablef)
Ibuprofen USE 200 mg (NSAIDY*
*nonsteroidal anti-inflammatory drug

Pumpose
Pain relieverfever reducer

Uses Temporarily relieves minor aches and pains due 1o + headache
* muscular aches + minor pain of arthritis + toothache ¢ backache * the
common cold « menstrual cramps

« temporarily reduces fever

Wamings

Allergy alert: |buprofen may cause a severe allergic reaction, especially
in people allergic to aspirin. Symptoms may include: ¢ hives ¢ facial
swelling + asthma (wheszing) *+ shock +  skin reddening * rash
+ blisters

If an allergic reaction oceurs, stop use and seek medical help right away.
Stomach hleeding warning: This product containg an NSAID, which may
cause severe stomach bleeding. The chance is higher if you: + are age 60
or older ¢ have had stomach ulcsrs or bleading problems # take a blood
thinning (anficoagulant) or steroid drug + fake other drugs containing
prescription or non-prescription NSAIDs (aspirin, ibuprofen, naproken, o
others) * hawe 3 or more alcoholic drinks ewery day while using this
product + take more or for a longer time than directed

Heart attack and stroke warning: NS2Ds, except aspirin, increases the
risk of heart attack, heart failure, and stroke These can be fatal The risk
i3 higher if you use more than directed or for longer than directed

Do not use + ifyou have ever had an allergic reaction to ibuprofen or any
other pain reliever/faver raducer * right before or after heart surgery

**This product is not manufactured or distributed by MeNsil, owner of the

registerad trademark Motrin@®{B
J0000(-10
Manufactured by:
@ Contract Pharmacal Corp.
135 Adams Avenue
Hauppauge, NY 11783 USA

3 °10267"38522 Www.cpe.com

PEEL HERE FOR
MORE INFORMATION

1.8

Drug Facts (continued)

sk a doctor before use if * you have problems or serious side
effects from taking pain relisvers ar fever reducers # the stomach
blesding warning applies to you * you have a history of stomach
problems, such as heartburn # you have high blood pressure, heart
dizease, liver cirrhosis, kidney disease, asthma, or had a siroke
+ you are taking a diuretic

Ask a doctor or pharmacist before use if you are » taking
aspirin for heart attack or stroke, because ibuprofen may decrease
this benefit of aspirin » under a doclor's care for any serious
condition « taking any other drug

When using this produet + take with food or milk if stomach
Upset oceurs

Stop use and ask a doetor if + you experience any of the
following signs of stomach bleeding: ¢ feel faint + womit blood
* have bloody or black stools * have stomach pain that doss not
get better

* You have symptoms of heart problems or stroke

* chest pain * trouble breathing + weakness in one part or side of
body » slurred speach * leg swelling

* pain gefsworse or lasts more than 10 days # fever gets worse or
lasts more than 3 days ¢ redness or swelling is present in the
painful area ¢ any new symploms appear

If pregnant or breasi-feading, ask a health professional before
Use. Itis especially important not to use ibuprofen during the last 3
months of pregnancy unless definitely directed to do so by a doctor
because it may cause problems in the unborn child or
complications duning delivery. Keep out of reach of children. In
case of overdose, get medical help or contact a Poison Control
Center [1-800-222-1222) right away.

Directions « do not take more than directed « the
smallest effective dose should be used

Adults and children 12 years of age and over:

+ Take 1 tablet every 4 10 & hours while symptoms persist

+ |fpain or fever does not respond o 1 tablet, 2 tablets may be used
+ Donot excead & tablets in 24 hours, unless directed by a doctor
Children under 12 years of age: Ask a doctor

Other information » store between 20° 10 25°C (68" 1077 'F)
* avoid excessive heat above 40°C (104°F)

Inactive inyredients Croscarmelloss Sodium,
Hydroxypropyleellulose, Hypromellose, Microcrystaline Cellulose,
Polyethylene Glycol, Povidone, Pregelatinized Starch, Red Iron Oxide,
Silicon Dioxide, Sodium Starch Glycolate, Stearic Azid and Titanium
Dicxide

Questions or Comments?
Call 1-800-231-4670: weekdays 9:00AM 1o 5:00PM EST

IBUPROFEN
ibuprofen tablet

Product Information

Product Type

Route of Administration

HUMAN OTC DRUG

ORAL

Active Ingredient/Active Moiety

Item Code (Source)

NDC:10267-3852




Ingredient Name Basis of Strength Strength

IBUPROFEN (UNII: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM) IBUPROFEN

Inactive Ingredients
Ingredient Name
CROSCARMELLOSE SODIUM (UNIE: M28 OL1HH48)
STARCH, CORN (UNIL: 08232NY3SJ)
CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
STEARIC ACID (UNIL: 4ELV7Z65AP)
SODIUM STARCH GLYCOLATE TYPE A CORN (UNI: AG9B65PV6B)
PO VIDONE K30 (UNIE: U725QWY32X)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
FERRIC O XIDE RED (UNI: 1KO9F3G675)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
HYDRO XYPROPYL CELLULO SE, UNSPECIFIED (UNII: 9 XZ8 H6 N6 OH)
HYPROMELLO SES (UNI: 3NXW29 V3WO)

Product Characteristics

Color brown Score

Shape ROUND (convex) Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:10267-3852-2 250 in 1 BOTTLE; Type 0: Not a Combination Product  01/15/20 14

Marketing Information

Marketing Category  Application Number or Monograph Citation = Marketing Start Date
ANDA ANDAO071265 01/15/2014

IBUPROFEN
ibuprofen tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

200 mg

Strength

no score
6mm

C1

Marketing End Date

Marketing End Date

NDC:10267-3846

Ingredient Name Basis of Strength Strength



IBUPRO FEN (UNII: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM) IBUPROFEN 200 mg

Inactive Ingredients
Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNII: M28 OL 1HH48)
STARCH, CORN (UNIL: 08232NY3SJ)
CELLULOSE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
STEARIC ACID (UNIL: 4ELV7Z65AP)
SODIUM STARCH GLYCOLATE TYPE A CORN (UNII: AG9B65PV6B)
POVIDONE K30 (UNIL: U725QWY32X)
SILICON DIOXIDE (UNII: ETJ7Z6 XBU4)
POLYVINYL ALCOHOL (UNIL: 532B59J990)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
TALC (UNIl: 7SEV7J4R1U)
TITANIUM DIO XIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color orange Score no score

Shape ROUND (convex) Size 6mm

Flavor Imprint Code C1

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:10267-3846-2 250 in 1 BOTTLE; Type 0: Not a Combination Product  01/15/2014

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
ANDA ANDAO071265 01/15/2014

IBUPROFEN
ibuprofen tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:10267-3909

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength



IBUPROFEN (UNI: WK2XYI10 QM) (IBUPROFEN - UNIEWK2XYI10 QM) IBUPROFEN 200 mg

Inactive Ingredients

Ingredient Name Strength
CROSCARMELLOSE SODIUM (UNIE: M28 OL1HH48)
STARCH, CORN (UNI: 08232NY3SJ)
CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
STEARIC ACID (UNIL: 4ELV7Z65AP)
SODIUM STARCH GLYCOLATE TYPE A CORN (UNI: AG9B65PV6B)
PO VIDONE K30 (UNIE: U725QWY32X)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)
HYDRO XYPROPYL CELLULO SE, UNSPECIFIED (UNII: 9 XZ8 H6 N6 OH)
POLYETHYLENE GLYCOL 400 (UNI: B697894SGQ)
POLYSORBATE 80 (UNI: 60ZP39ZG8H)
CARNAUBA WAX (UNIL: R1I2CBMOEIZ)

Product Characteristics

Color white Score no score

Shape ROUND (convex) Size 6mm

Flavor Imprint Code C1

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:10267-3909-2 250 in 1 BOTTLE; Type 0: Not a Combination Product  01/15/2014

Marketing Information

Marketing Category  Application Number or Monograph Citation =~ Marketing Start Date Marketing End Date
ANDA ANDA071265 01/15/2014

Labeler - contract Pharmacal Corp. (057795122)

Registrant - Contract Pharmacal Corp. (057795122)

Establishment
Name Address ID/FEI Business Operations
Contract Pharmacal Corp. 057795122 pack(10267-3852, 10267-3846, 10267-3909)
Establishment
Name Address ID/FEI Business Operations

Contract Pharmacal Corp. 968334974 manufacture(10267-3852, 10267-3846, 10267-3909)



Contract Pharmacal Corp. 968335112 manufacture(10267-3852, 10267-3846, 10267-3909)

Revised: 11/2018 Contract Pharmacal Corp.
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