IBUPROFEN- ibuprofen capsules 200 mg capsule, liquid filled
TIME CAP LABORATORIES, INC.

610T Timely 49483-133 Ibuprofen Capsules 200 mg

DRUG FACTS

Active ingredient (in each capsule)
Solubilized Ibuprofen equal to

200 mg ibuprofen (NSAID)*

(present as the free acid and potassium salt)
* nonsteroidal anti-inflammatory drug

Purpose
Pain reliever/Fever reducer

Uses
e temporarily relieves minor aches and pains due to :

headache

toothache

backache

menstrual cramps

the common cold

muscular aches

minor pain of arthritis

e temporarily reduces fever

Warnings

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

e hives

e facial swelling

e 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

e take a blood thinning (anticoagulant) or steroid drug

e take other drugs containing prescription or nonprescription NSAIDs [aspirin,
ibuprofen, naproxen, or others]

have 3 or more alcoholic drinks every day while using this product

take more or for a longer time than directed



Heart attack and stroke warning: NSAIDs, except aspirin, increase 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 any other pain reliever/fever reducer
e right before or after heart surgery

Ask a doctor before use if

e stomach bleeding warning applies to you

e you have problems or serious side effects from taking pain relievers or fever
reducers

e you have a history of stomach problems, such as heartburn

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

e you are taking a diuretic

Ask a doctor or pharmacist before use if you are

e under a doctor's care for any serious condition

e taking aspirin for heart attack or stroke, because ibuprofen may decrease this benefit
of aspirin

e 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
e you experience any of the following signs of stomach bleeding:

feel faint

vomit blood

have bloody or black stools

have stomach pain that does not get better

e you have symptoms of heart problems or stroke:

chest pain

trouble breathing

weakness in one part or side of body

slurred speech

leg swelling

e pain gets worse or lasts more than 10 days

e fever gets worse or lasts more than 3 days

e 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 at 20 weeks or later in 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 right away (1-800-222-1222).
Directions

do not take more than directed

the smallest effective dose should be use

adults and children 12 years and over: take 1 capsule every 4 to 6 hours
while symptoms persist

e if pain or fever does not respond to 1 capsule, 2 capsules may be used

e do not exceed 6 capsules in 24 hours, unless directed by a doctor

children under 12 years: ask a doctor

OTHER INFORMATION

Other information

e each capsule contains: potassium 20 mg
¢ read all warnings and directions before use
e store at 20-25°C(68-77 °F)

e avoid excessive heat above 40°C(104 °F)

Inactive ingredients Ammonium hydroxide, FD&C green #3, gelatin, iron oxide black,
medium chain triglycerides, polyethylene glycol, propylene glycol, potassium hydroxide,
purified water, shellac, sorbitan monooleate, sorbitol sorbitan

Questions or comments? call 1-877-290-4008



Drug Faeis (continued)

Do not use mif you have ever had an allergic reaction to any
other pain reliever/fever reducer mright before or after heart
surgery

Ask a doctor before use if mstomach bleeding warning ap
to you myou have problems or serious side effects from taking
pain relievers or fever reducers myou have a history of stomach
problems, such as heartburn myou have high blood pressure,
heart disease, liver cirrhosis, kidney disease, asthma, or had a
stroke myou are taking a diuretic

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

When using this product m take with food or milk if stomach
upset oceurs

Stop use and ask a doctor if

myou experience any of the following signs of stomach bleeding:
o feel faint @ vomit blood e have bloody or black stools

@ have stomach pain that does not get better

myou have symptoms of heart problems or stroke:

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

m pain gets worse or lasts more than 10 days

m fever gets worse or lasts more than 3 days

mredness or swelling is present in the painful area

many new symptoms appear

If pregnant or breast-feeding, ask a health professional before
use. It is especially important not to use ibuprofen at 20 weeks or§
later in 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 Genter right away
(1-800-222-1222).

Directions wdo not take more than directed m the smallest
etfective dose should be used madults and children 12 years
and over: take 1 capsule every 4 to 6 hours while symptoms
persist mif pain or fever does not respond to 1 capsule, 2
capsules may be used m do not exceed 6 capsules in 24 hours,
unless directed by a doctor m children under 12 years: ask a
doctor

Other information m each capsule contains:

potassium 20 mg m read all warnings and directions before use
m store at 20-25°C (68-77°F) mavoid excessive heat above 40°C
(104°F)

Inactive ingredients ammonium hydroxide, FD&C green #3,
gelatin, iron oxide black, medium chain triglycerides,

_S_E_im:m glycol, potassium hydroxide, propylene @_ﬁo
purified water, shellac, sorbitan monooleate, sorhitol sorbitan

Questians or commenis? Call 1-877-290-4008
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Drug Facts (continued)

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

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

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

When using this product m take with food or milk If stomach
upset oceurs

Stop use and ask a doctor if myou experience any of the
following signs of stomach bleeding: @ feel faint @ vomit
blood @ have bloody or black stools @ have stomach pain that
does not get better m you have symptoms of heart problems or
stroke: @ chestpain e trouble breathing e weakness in one
part or side of body e slurred speech @ leg swelling m pain
gets worse or lasts more than 10 days m fever gets worse or
lasts more than 3 days m redness or swelling is present in the
painful area many new symptoms appear

If pregnant or breast-feeding, ask a health professional before
use. It is especially important not to use ibuprofen at 20 weeks
or later in pregnancy unless definitely directed to doso bya
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 Gontrol Center right away
(1-800-222-1222).
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Directions wmdo nottake more than directed m the smallest
effective dose should be used m adults and children 12 years
and over: take 1 capsule every 4 to 6 hours while symptoms
persist m if pain or fever does not respond to 1 capsule, 2
capsules may be used mdo not exceed 6 capsules in 24 hours,
unless directed by a doctor mchildren under 12 years: ask a
doctor

Other information w each capsule contain
potassium 20 mg m read all warnings and directions before use
m store af 20-25°C (68-77°F) W avoid excessive heat above
40°C (104°F)

Inactive ingredients ammonium hydroxide, FD&C green
no. 3, gelatin, iron oxide black, medium chain triglycerides,
polyethylene glycol, potassium hydroxide, propylene glycol,
purified water, shellac, sorbitan monooleate, sorbitol sorbitan

Questions? call 1-877-200-4008
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Drug Facts (continued)

any other pain reliever/fever reducer m right before
or after heart surgery

Ask a doctor before use if m stomach bleeding
warning applies to you myou have problems or
serious side effects from taking pain relievers or fever
reducers myou have a history of stomach problems,
such as heartburn myou have high hlood 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
m under a doctor's care for any serious condition
m taking aspirin for heart attack or stroke, because
ibuprofen may decrease this benefit of aspirin

m taking any other drug

When using this product m take with food or milk i
stomach upset occurs

Stop use and ask a doctor if myou experience

any of the following mﬁ_:m of stomach bleeding:

@ feel faint @ vomit blood @ have bloody or black
stools @ have stomach wm_s that does not get better
u you have symptoms of heart problems or stroke:

@ chest pain @ trouble breathing @ weakness in one
part or side of body @ slurred speech @ leg swelling
m pain gets worse or lasts more than 10 days mfever
gets worse or lasts more than 3 days mredness or
swelling is present in the painful area many new
symptoms appear

If pregnant or breast-feeding, ask a health
professional before use. Itis especially important not
to use ibuprofen at 20 weeks or later in 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 averdose, get medical help or
contact a Poison Gontrol Center right away
(1-800-222-1222).
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Directions mdo not take more tan directed

u the smallest effective dose should he used

W adults and children 12 years and over: take 1
capsule every 4 1o 6 hours while symptoms persist
mif pain or fever does not respond to 1 capstile, 2
nw___é_mm may be used m do not exceed 6 capsules
24 hours, unless directed by a doctor m children
under 12 years: ask a doctor

Other information w each capsule contains:
nammm_:s 20 mg mread all warnings and directions

efore use m store at 20-25°C M%ﬂﬁ m avoid
excessive heat above 40°C (104°F)

Inactive smaa.__maa ammonium hydroxide,
FD&C green #3, elatin, iron oxide U_M% medium
chain triglycerides, pol ﬁs«_ma.m_ﬁo__ potassium
hydroxide, _ua_u«_m_s glycol, _us_ ed water, shellac,
sorbitan monooleate, sorbitol sorbitan

Questions? call 1-877-290-4008
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aftack, heart failure, and stroke. These
‘can be fatal, The risk is higher if you use
‘more than directed or for longer than |
directed. ;
Af pregnant or breast-feeding, aska
‘health professional before use. Itis !
‘especially important not to use _
ibuprofen at 20 weeks or later in :
pregnancy unless definitely directed to
(o 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’
2 Poison Control Center right away |
(1-800-222-1222). _
Directions _
‘mdo not take more than directed m the,
smallest effective dose should be used:
madults and children 12 years and over:'
fake 1 capsule every 4 to 6 hours while
symptoms persist mif pain or fever
does not respond to 1 capsule, 2 _
capsules may be used m do not exceed
6 capsules in 24 hours, unless directed
by a doctor m children under 12 years; '
askadoctor _
Other information '
' each capsule contains: potassium 20
'mg M read all warnings and directions
Dbefore use mstore at 20-25°C '
(68-77°F) mavoid excessive heat above
40°C (104°F)

(Questions? call 1-877-290-4008
‘Distributed by:

Time-Cap Labs, Inc.

7 Michael Avenue Farmingdale,

NY 11735
6107 0622
Made in India
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SISHDIEOT P
FEAD D REEP CARTOM FOR CONPLETE

Artive ingredient Purpose
{in each capsule)

Solubilzd bupmfen eua tn Pain refiever
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Drug Facts (continued)

Heart attack and stroke warning: NSAIDs, except aspirin, increase
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 M if you have ever had an allergic reaction to any other
pain reliever/fever reducer m right before or after heart surgery

Ask a doctor before use if m stomach bleeding waming applies to
you M you have problems or serious side effects from taking pain
relievers or fever reducers M you have a history of stomach
problems, such as heartburn m you have high blood pressure,
heart disease, liver cirrhosis, kidney disease, asthma, or had a
stroke m you are taking a diuretic
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Ask a doctor or pharmacist before use if you are W under a
doctor’s care for any serious condition m taking aspirin for heart
attack or stroke, because ibuprofen may decrease this benefit of
aspirin m taking any other drug

When using this product
m take with food or milk if stomach upset occurs

Stop use and ask a doctor if m you experience any of the following
signs of stomach bleeding: @ feel faint @ vomit blood @ have
bloody or black stools @ have stomach pain that does not get
better m you have symptoms of heart problems or stroke: @ chest
pain @ trouble breathing @ weakness in one part or side of body
@ slurred speech @ leg swelling m pain gets worse or lasts more
than 10 days m fever gets worse or lasts more than 3 days

m redness or swelling is present in the painful area m any new
symptoms appear
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It pregnant or breast-feeding, ask a health professional before use.
Itis especially important not to use ibuprofen at 20 weeks or later
in 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 right away
(1-800-222-1222).
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Directions w do nottake more than directed m the smallest
effective dose should be used m adults and children 12 years and
over: take 1 capsule every 4 to 6 hours while symptoms persist

W if pain or fever does not respond to 1 capsule, 2 capsules may be
used m do not exceed 6 capsules in 24 hours, unless directed by a
doctor mchildren under 12 years: ask a doctor
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Other information m each capsule contains:

potassium 20 mg m read all warnings and directions before use
m store at 20-25°C (68-77°F) mavoid excessive heat above 40°C
(104'F)

Inactive Em_au__m:a ammonium hydroxide, FD&C green #3,
gelatin, iron oxide black, medium chain triglycerides, polyathylene
glycol, potassium hydroxide, propylene glycol, purified water,
shellac, sorbitan monooleate, sorbitol sorbitan

Questions or comments? call 1-877-200-4008
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ACTUAL SIZE

200 SOFTGELS**
(**LIQUID-FILLED CAPSULES)

Compare to the active ingredient
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Drug Facts (continued)

Ask a doctor before use if

w stomach bleeding warning applies to you

myou have problems or serious side effects from taking pain relievers or fever
reducers myou have a history of stomach problems, such as heartburn

myou have high blood pressure, heart disease, liver cirrhosis, kidney disease, asthma,
orhadastroke  myou are taking a diuretic

hsk a doctor or pharmacist before use if you are

wunder a doctor's care for any serious condition

wtaking aspirin for heart attack o stroke, because ibuprafen may decrease this
in  mtaking any other drug
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When using this product  mtake with food or milk if stomach upset occurs

Stop use and ask a doclor if

myou experience any of the following signs of stomach bleeding:
] in wvomit blood
whave bloody or black stools  m have stomach pain that does not get bette

myou have symptoms of heart problem or stroke: ~ m chest pain
mirouble breathing  mweakness in one part or side of body

red speech  mleg swelling

W pain gets worse or lasts more than 10 days

mfever gets worse or lasts more than 3 days

mredness or swelling is present in the painful area

Wany new symptoms appear

If pregnant or breast-feeding, ask a health professional before use. It is espec:
important not to use ibuprofen duri last 3 months of pregnancy unles
directed to do 5o by adoctor 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 right away.

Directions

m do not take more than directed

the smallest effective dose should be used

m adults and children 12 years and over: take 1 capsule every 4 to 6 hours while
symptoms persist
w it pain or fever does not respond to 1 capsule, 2 capsules may be used
wdo not exceed 6 capsules in 24 hours, unless directed by a doctor

' children under 12 years: ask a doctor

f1abing Lreay Jaye 10 a10j3q ybu m
130npal JaAaj/sanaja! ured sauyo fue o} uondeas 0Bia|je U pey JaA3 akey nof i m
950 Jou 0g
“pe1alip ey} 1abuo| Joj 10 Paloalp ey}
10w 8N N0k 1 3861y 51 YS1d 3L ‘[PJe) 8q UEI aSaU L ‘340JIS PUB ‘ain|[e) LIEAL ‘YOENE
VB3l Jo ¥su au} asealoul ‘uuidse jdaoxa ‘sqIvSN :Hujuiem ayosis pue yoeRe yeay
pajaal|p ey} awn Jabuoj  Jo} 1o alow aye}m
1onpaud siyy Buisn ajiym Aep Aiana SYULIP 21JOYOI(R BI0W IO £ aABY M

513430 J0 ‘uaxoideu ‘uajoidng|
‘uLidse] sq|ySN uonduosaiduou Jo u 581 Bujurejuod sBrup 1aujo axe) m
Bp piosa)s 10 (jueinGeoanue) Ouiuiyy poojq & 2xe; m
suwajqoud Buipas)q 4o SIa0|n YIeWOS pey arey M
10pj0 10 09 86 asem
<nof j1ayBiy $1 8aueyd au) “Buipaslq yIewols
213138 asned Aew YOIy ‘(1SN UB Sureuod janpoud siy) :Guiwem Buipaa|q yoewols
“Aeme 3yBu djay [eaipaw yaas pue asn dojs ‘sn2a0 uanaeal JBia|e ue §|
ooysm  (Buizaaym) ewyise m
Buifjams [etoe;m :a3pnjoul Aew swojdwiAg ‘uuidse o}
2|Bisa)[e o|doad ui Ajeidadsa ‘uoliaea) bIal[e asakas & 3sned Aew uajoudng) uale Ase|ly
shujuem

1A $300pal AURIodwe m
SIUYVE JO Ured JOULUM  SALR JENISNI M P09 LOWILLCD BU} M

SWe [PujSuaL M By0RYEq M aydeyjoo, m ayoepeay m
10} 9Np SUIE PU SBUOE 01 SBnaNa) Alue0dus) m
sasf)

Other information

m ¢ach capsule contains: potassium 20 mg

' read all warnings and directions before use

mstore at 20-25°C (68-77°F)  mavoid excessive heat above 40° C (104°F)

Inactive ingredients Ammonium hydroxide, FD&C green no.3, gelat
oxide black, medium chain cerides, polyethylene glycol, potassium hydroxide,
propylene glycol, purified water, shellac, sorbitan monooleate, sorbitol sorbitan
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Questions or comments? call1-877-290-4008
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NDC 49483-133-31
in Advil® Liqui-Gels®

Compare to the Active Ingredient
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PAIN RELIEVER / FEVER REDUCER (NSAID)
300 SOFTGELS**
(**LIQUID-FILLED-CAPSULES)

 VALUESIZE
|buprofen

IBUPROFEN CAPSULES, 200 mg /

IBUPROFEN

filled

ibuprofen capsules 200 mg capsule, liqu
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Strength

200 mg

Basis of Strength
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IBUPROFEN (UNIl: WK2XYI10QM) (IBUPROFEN - UNII:WK2XYI10QM)



Inactive Ingredients

Ingredient Name

WATER (UNIl: 059QFOKOO0R)

SHELLAC (UNII: 46N107B710)

FD&C GREEN NO. 3 (UNIl: 3P30ONR60O1S)

AMMONIA (UNII: 5138Q19F1X)

GELATIN (UNIl: 2G86QN327L)

FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
MEDIUM-CHAIN TRIGLYCERIDES (UNIIl: C9H2L21V7U)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
POTASSIUM HYDROXIDE (UNIl: WZH3C48MA4T)
SORBITAN MONOOLEATE (UNIl: 06XEA2VD56)
SORBITOL (UNIl: 506T60A25R)

Product Characteristics

Color

Shape

Flavor

Contains

Packaging

#

Item Code
NDC:49483-133-
31

NDC:49483-133-
23

NDC:49483-133-
80

NDC:49483-133-
12

NDC:49483-133-
20

NDC:49483-133-
37

Score
CAPSULE Size

green

Imprint Code

Package Description

300 in 1 BOTTLE; Type 0: Not a Combination
Product

1in 1 CARTON

20 in 1 BOTTLE; Type 0: Not a Combination
Product

80 in 1 BOTTLE; Type 0: Not a Combination
Product

120 in 1 BOTTLE; Type 0: Not a Combination
Product

200 in 1 BOTTLE; Type 0: Not a Combination
Product

160 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

ANDA

Application Number or Monograph

Citation
ANDA079205

Labeler - TIME CAP LABORATORIES, INC. (037052099)

Marketing Start

Date
07/27/2021

06/16/2022
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06/16/2022
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Registrant - TIME cAP LABORATORIES, INC. (037052099)

Establishment
Name Address ID/FEI Business Operations
MARKSANS PHARMA LIMITED 925822975 manufacture(49483-133)

Revised: 9/2023 TIME CAP LABORATORIES, INC.
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