ACETAMINOPHEN EXTENDED-RELEASE TABLETS, 650 MG -
acetaminophen tablet, extended release
MARKSANS PHARMA LIMITED

Arthritis Pain Relief
Acetaminophen Extended-Release Tablets USP, 650 mg

Active ingredient (in each caplet)

Acetaminophen 650 mg

Purpose

Pain reliever/fever reducer

Uses

Acetaminophen Extended-Release Tablets USP, 650 mg - Arthritis Pain
e temporarily relieves minor aches and pains due to:

minor pain of arthritis

muscular aches

backache

premenstrual and menstrual cramps
the common cold

headache

toothache

e temporarily reduces fever.

Acetaminophen Extended-Release Tablets USP, 650 mg - Muscle Aches and
Pain
e temporarily relieves minor aches and pains due to:
e muscular aches
backache
minor pain of arthritis
toothache
premenstrual and menstrual cramps
headache
the common cold

e temporarily reduces fever

Warnings



Liver warning

This product contains acetaminophen. Severe liver damage may occur if you take
e more than 6 caplets in 24 hours, which is the maximum daily amount

e with other drugs containing acetaminophen

e 3 or more alcoholic drinks every day while using this product.

Allergy alert: acetaminophen may cause severe skin reactions. Symptoms may
include:

e skin reddening

e Dlisters

e rash

If a skin reaction occurs, stop use and seek medical help right away.

Do not use

e with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

e if you are allergic to acetaminophen or any of the inactive ingredients in this product.

Ask a doctor before use if you have

liver disease.

Ask a doctor or pharmacist before use if

you are taking the blood thinning drug warfarin.

Stop use and ask a doctor if

pain gets worse or lasts more than 10 days
fever gets worse or lasts more than 3 days
new symptoms occur

redness or swelling is present

These could be signs of a serious condition.

If pregnant or breast-feeding

ask a health professional before use.

Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or contact a Poison Control
Center right away. (1-800-222-1222). Quick medical attention is critical for adults as well
as for children even if you do not notice any signs or symptoms.



Directions

Do not take more than directed. See overdose warning

take 2 caplets every 8 hours with water

swallow whole; do not crush, chew, split, or dissolve
do not take more than 6 caplets in 24 hours

do not use for more than 10 days unless directed by
a doctor

adults and children 12 years and
over

ask a doctor.

children under 12 years

Other information

e store between 20-25°C (68-77°F)

e The FDA approved Dissolution methods differ from USP

e do not use if carton is opened. Do not use if foil inner seal is broken or
missing

Inactive ingredients

carnauba wax, hydroxyethyl cellulose, hypromellose, magnesium stearate,
microcrystalline cellulose, povidone, pregelatinized starch, sodium starch glycolate,
titanium dioxide, triacetin

Questions or comments ?
Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

PRINCIPAL DISPLAY PANEL

NDC 25000-071-02
Acetaminophen Extended-Release Tablets USP, 650 mg - Arthritis Pain
24 count carton label
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Uses

Ask a doctor or pharmacist before use if you are taking the
blood thinning drug warfarin.

Inactive ingredients camauba wax, hydroxyethyl cellulose,
magnesium stearate, microcrystalline cellulose,

Stop use and ask a doctor if

 pain gets worse or lasts more than 10 days
 fever gets worse or lasts more than 3 days
= New symptoms occur

 redness or swelling is present

These could be signs of a serious condition.

povidone, pregelatinized starch, sodium starch glycolate,
titanium dioxide, triacetin

Questions or comments?
Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

It pregnant or breast-feeding, ask a health professional
before use.

Keep out of reach of children.

Overdose warning: In case of overdose, get medical help o
contact a Poisan Control Center right away. (1-800-222-1222)
Quick medical attention is critical for adults as well as for
children even if you do not notice any signs or symptoms.

Directions
w do not take more than directed (see overdose warning)

= take 2 caplets every 8 hours with water

= swallow whole; do ot crush, chew, split o
dissolve

= do not take more than 6 caplets in 24 hours

= do not use for more than 10 days unless
directed by a doctor

Adults

Contains No Aspirin

+This product is not manufactured or distributed by McNeil
Consumer Healthcare, distributer of Tylenol® 8w Arthritis
Pain.

Extended-Release Tablets USP, 650 myg
Pain Reliever / Fever Reducer

+Compare to Tylenol® 8+ Arthritis Pain active ingredient

Arthritis Pain Relief

Acetaminophen

Manufactured for:

Time-Cap Labs, In¢.

7 Michael Avenue, Farmingdale,
NY 11735, USA

by:
Marksans Pharma Ltd.
Plot No. L-82, L-83,
Verna Indl. Estate,
Verna, Goa - 403722, India.

Mifg. Lic. No. : GO/DRUGS/515

Lasts up to 8 hours

For the temporary relief of minor arthritis pain
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w temporarily relieves minor aches and pains due fo:
= minor pain of arthritis
= muscular aches
w backache
w premenstrual and menstrual cramps
= the common cold
= headache
= toothache
 temporarily reduces fever

Warnings

Liver warning: This product contains acetaminophen. Severe

liver damage may occur if you take

m more than 6 caplets in 24 hours, which is the maximum
daily amount

w with other drugs containing acetaminophen

m 3 or more alcoholic drinks every day while using this
product.

Allergy alert: acetaminophen may cause severe skin reactions.

Symptoms may include:

w skinreddening  w blisiers  m rash

If a skin reaction occurs, stop use and seek medical help right

away.

NDC 25000-071-02
Acetaminophen Extended-Release Tablets USP, 650 mg- Arthritis Pain
24 count bottle label
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Acetaminophen Extended-Release Tablets USP, 650 mg- Arthritis Pain

100 count carton label
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IMPORTANT: READ ALL PRODUCT

INFORMATION BEFORE USE.
Activeingredient (in each caplef) Purpose
i mg.

Pain

reliever/fever reducer

Uses m temporarily relieves minor aches

and pains due to: m minor pain of arthritis
'

Lot
EXP:
R35/21

® muscular aches m backache
m premenstrual and menstrual
cramps m the common cold m
headache m toothache m
temporarily reduces fever
Warnings Liver warning: This
product contains acetaminophen.

'

Severe liver damage may occur if
you take m more than 6 capletsin
24 hours, which is the maximum
daily amount m with other drugs
containing acetaminophen m 3or
more alcoholic drinks every day
while using this product. Allergy

L]

alert: acetaminophen may cause
severe skin reactions. Symptoms
may include: m skin reddening
m blisters m rash. If a skin reaction
oceurs, stop use and seek medical
help right away. Do not use
mwith any other drug containing

]

acetaminophen (prescription or
nonprescription). If you are not
sure whether a drug contains
acetaminophen, ask a doctor or
pharmacist. m if you are allergic
to acetaminophen or any of the
inactive ingredients in this

0

product. Ask a doctor before use if
you have liver disease. Ask a
doctor o pharmacist before use if
you are taking the blood thinning
drug warfarin. Stop use and ask a
doctor if m pain gets worse or
lasts more than 10 days m fever

"

gets worse or lasts more than 3
days m new symptoms occur
m redness or swelling is present.
These could be signs of a serious
condition. If pregnant or breast-
feeding, ask a health professional
before use. Keep out of reach of

[

children. Overdose warning: In
case of overdose, get medical help
orcontact a Poison Control Center
right away. (1-800-222-1222)
Quick medical attention is critical
for adults as well as for children
even if you do not notice any signs

»

or symptoms. Directions m do
not take more than directed (see
overdose waming). Adults: m take
2 caplets every 8 hours with water
= swallow whole; do not crush,
chew, split or dissolve m do not
take more than 6 caplets in 24

L]

hours m do not use for more than
10 days unless directed by a doctor
Under 18 years of age: m ask a
doctor Other information
m store between 20-25°C (68-
77°F) mThe FDA approved
Dissolution methods differ from

2

USP = Do not use if foil inner
seal is broken or missing
Inactive ingredients camauba
wax, hydroxyethyl cellulose,
hypromellose, magnesium
stearate, microcrystalline
cellulose, povidone, pregelatinized

)

starch, sodium starch glycolate,
titanium dioxide, triacetin
Questions orcomments?
Callat 1-877-376-4271
Mon-Fri9.00am - 6.00pm EST

or distributed by McNeil Consumer
Healthcare, distributer of Tylenol®
8w Arthritis Pain.

Manufactured for: Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Contains No Aspirin

by: Marksans Pharma Ltd.
Plot No. L-82, L-83, Verna Indl. Estate,
Verna, Goa - 403722, India.

+This product is not manufactured s Mg, Lic, No. : GO/DRUGS/515
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Drug Facts (Cortinued)

Drug Facts (Continued)

Under 18 years | w ask a doctor
of age

= with any other drug containin
or nnnpmscnplinn?. Ifyou are not sure whether a drug
contains acetaminophen, ask a doctor o pharmacist.

Other information
w store between 20-25°C (68-77°F)

= if you are allergic to acetaminophen or any of the inactive = The FDA approved Dissolution methods differ from USP Active ingredient (in each caplet) Purpose
ingredients in this product. = do not use if carton is opened. Do not use if fol inner i 50 mg. Pain reducer
Ask a doctor before use if you have liver disease. seal is broken or missing
Uses

Ask a doctor or pharmacist before use if you are taking the
blood thinning drug warfarin.

Inactive ir

camauba wax, llulose,
magnesium stearate, microcrystalline cellulose,

Stap use and ask a doctor if

= pain gets worse or lasts more than 10 days
= fever gets worse or lasts more than 3 days
w new symptoms oceur

u redness or swalling is present

These could be signs of a serious condition.

povidane, pregelatinized starch, sodium starch glycolate,
titanium dioxide, triacetin

Questions or comments?
Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

If pregnant or breast-feeding, ask a health professional
before use.

Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or
contact a Poison Control Center right away. (1-800-222-1222)
Quick medical attention is critical for adults as well as for
children even if you do not notice any signs or symptoms.

Directions
= do not take more than directed (see overdose warning)

w take 2 caplets every 8 hours with water

w swallow whole; donot crush, chew, spit or

L o nottake more than 6 caplets in 24 hours

m do not use for more than 10 days unless
directed by a doctor

Contains No Aspi

+This product is not manufactured or distributed by McNil
Consumer Healthcare, distributer of Tylenol® 8r Arthritis
Pain.

NDC 25000-071-08

inop.
Pain Reliever / Fever Reducer

Arthritis Pain Relief

Acetam hen
Extended-Release Tablets USP, 650 mg

+Compare to Tylenol® 8+r Arthritis Pain active ingredient

Lasts up to 8 hours

Actual Size

For the temporary refief of minor arthritis pain

+Gapsule-Shaped Bi-Layer Tablets 1”0 Caplets*

IMPORTANT: READ ALL PRODUCT
INFORMATION BEFORE USE.
KEEP THE CARTON FOR COMPLETE INFORMATION

Drug Facts

w temporarily relieves minor aches and pains due to:
= minor pain of arthritis
m muscular aches
= backache
m premenstrual and menstrual cramps:
= the common cold
= headache
= toothache
w temporarily reduces fever

Warnings

Liver warning: This product contains acetaminophen. Severe

liver damage may oceur f you take

= more than 6 caplets in 24 hours, which is the maximum
daily amount

w with other drugs containing acetaminophen

w 3 or more alcoholic drinks every day while using this
product.

Allergy alert: acetaminophen may cause severe skin reactions.

Symptoms may include:

w skin reddening  w blisters  w rash

If a skin reaction occurs, stop use and seek medical help right

away,

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

by:

.
Marksans Pharma Ltd.
Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515

12/gey

NDC 25000-071-08
Acetaminophen Extended-Release Tablets USP, 650 mg- Arthritis Pain
100 count bottle label
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Arthritis Pain Relief

Acetaminophen
Extended-Release Tablets USP, 650 mg

Pain Reliever / Fever Reducer

Lasts up to 8 hours
For the temporary relief of minor arthritis pain

LOT
EXP:
R35/21

4@0 Marksans ‘ ||| m

wz

*Capsule-Shaped Bi-Layer Tablets 100 GHFIEB*
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IMPORTANT: READ ALL PRODUCT -
INFORMATION BEFORE USE. Drug Facts (Cortinued)

Dmg Facts = 3 or more alcoholic drinks every day while using this product
Allergy alert i may cause severe skin reactions.
Symptoms may include:
AHNEAMy redient (in each caplet) — Purpose w skin reddening  w blisters  m rash
650 mg. Pain reducer § |f 5 skin reaction occurs, stop use and seek medical help right away.
Uses S

w with any other drug containing acetaminophen (prescription or

temporarily relieves minor aches and pains due to:
= tamponrly ol - pelrs i nonprescription). If you are not sure whether a drug contains

= minor pain of arthritis

ask a doctor or
: {Eﬁ::’:; e m it you are allerpic to acetaminophen or any of the inactive ingredients
= premenstrual and menstrual cramps. in this product.
w the common cold "
u heatache Ask a doctor before use if you have liver disease.
= toothache Ask a doctor or pharmacist before use i you are taking the blood
w temporarily reduces fever thinning drug warfarin.
Warnings $top use and ask a doctor if
Liver warning: This product contains acetaminophen. Severe liver w pain gets worse or lasts more than 10 days
damage may occur if you take m fever gets worse or lasts more than 3 days
w more than 6 caplets in 24 hours, which is the maximum daily amount W new symptoms occur
= with other drugs containing acetaminophen w redness or swelling is present .
# | These could be signs of a serious condition. 1]

Drug Facts (Continued) Drug Facts (Continued)
It pregnant or breast-feeding, ask a health professional before use. Inactive i ienis camauba wax, cellulose,
Keep out of reach of children. hypromellose, magnesium stearate, microcrystalline cellulose, povidone,

Ovorikese warsiy: In caso of Overcose, gt medical help o confacta pregelatinized starch, sodium starch glycolate, titanium dioxide, triacetin

Poison Control Center right away. (1-800-222-1222)
Quick medical attention is critical for adults as well as for children even if
you do not notice any signs or symptoms.

Questions or commenis?
(Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

Directions Contains No Aspirin
= do nottake more than directed (see overdose waming) +This product is not manufactured or distributed by McNeil Consumer
= take 2 caplets every 8 hours with water Healthcare, distributer of Tylenol® 84 Arthritis Pain.
u swallow whole; do not crush, chew, split or
dissolve Manufactured for:
Adults w 0 not take more than 6 caplets in 24 hours | Time-Cap Labs, Inc.
w do not use for more than 10 days unless 7 Michael Avenue, Farmingdale, NY 11735, USA
directed by a doctor )
l.l'nﬂlrll years w aska docior Mairas Pha:;a ™
of age .
amn nformatio Plot No. L-82, L-83, Verna Ind|. Estate, Vema, Goa - 403722, India.
er information
w store between 20-25°C (68-77°F) Mig. Lic. No. : GO/DRUGS/515

= The FDA approved Dissolution methods differ from USP
= do natuse If carton is apened. Do not use if foil inner
seal is broken or missing »
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Acetaminophen Extended-Release Tablets USP, 650 mg- Arthritis Pain
225 count carton label
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Do not use
w with any ather drug ontaining

Under 18 years | = ask a doctor
of age

or nonprescription). If you are not sure whether a drug
contains acetaminophen, ask a doctor or pharmacist.

w if you are allergic to acetaminophen or any of the inactive
ingredients in this product.

Ask a doctor before use if you have liver disease.

Other information

= store between 20-25°C (68-77°F)

w The FDA approved Dissolution methods differ from USP

w do not use if carton is opened. Do not use if foil inner
seal is broken or missing

Ask a doctor or pharmacist before use if you are taking the
blood thinning drug warfarin.

I ive ii i carnauba

cellulose,

Slnp use and ask a doetor if

w pain gets worse or lasts more than 10 days
= fever gets worse or lasts more than 3 days
w new symptoms oceur

= redness or swelling is present

These could be signs of a serious condition.

povidone, pregelatinized starch, sodium starch glycolate,
titanium dioxide, triacetin

magnesium stearate, microcrystalline cellulose,

Questions or comments?
Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

If pregnant of breast-feeding, ask a health professional
before use.

Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or
contact a Poison Control Genter right away. (1-800-222-1222)
Quick medical attention is critical for adults s well as for
children even if you do not notice any signs or symptoms.

Directions
= do not take more than directed (see overdose warning)

' take 2 caplets every 8 hours with water

= swallow whole; do not crush, chew, split or
dissolve

w do not take more than 6 caplets in 24 hours

= do not use for more than 10 days unless
directed by a dostor

Adults

Contains No Aspirin

+This product is not manufactured o distributed by McNeil
Consurner Healthcare, distributer of Tylenol® 8rm Arthritis
Pain.

NDC 25000-071-10

Pain Reliever / Fever Reducer

Arthritis Pain Relief

Acetaminophen
Extended-Release Tablets USP, 650 mg

+Compare to Tylenol® 8k Arthritis Pain active ingredient

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA.

by:
Marksans Pharma Ltd.
Plot No. L-82, L-83,

Vema Indl. Estate,

Verna, Goa - 403722, India.

Mifg. Lic. No. : GO/DRUGS/515

Lasts up to 8 hours

Actual Size
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IMPORTANT: READ ALL PRODUCT
FORMATION BEFORE USE.

IN| SE.
KEEP THE CARTON FOR COMPLETE INFORMATION
Drug Facts

Purpose
reducer

Active ingredient (in each caplet)
i 650 mg. Pain

Ises
= temporarily relieves minor aches and pains due to:
= minor pain of arthritis
= muscular aches
= backache
= premenstrual and menstrual cramps
= the common cold
= headache
= toothache
= temporarily reduces fever

Warnings

Liver warning: This product contains acetaminophen. Severe

liver damage may ocour if you take

= more than 6 caplets in 24 hours, which is the maximum
daily amount

w with other drugs containing acetaminophen

w 3 or more alcoholic drinks every day while using this
product.

Allergy alert:acetaminophen may cause severe skin reactions.

Symptoms may include:

= skin reddening  w blisters  mw rash

If a skin reaction occurs, stop use and seek medical help right

away.

NDC 25000-071-10
Acetaminophen Extended-Release Tablets USP, 650 mg- Arthritis Pain
225 count bottle label
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[DO NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN |

+Compare to Tylenol® 8+ Arthritis Pain active ingredient

Arthritis Pain Relief

Acetaminophen

Extended-Release Tablets USP, 650 mg

Pain Reliever / Fever Reducer

Lasts up to 8 hours
For the temporary relief of minor arthritis pain

4

Marksans

*Capsule-Shaped Bi-Layer Tablets 22583]”85* #
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IMPORTAI EAD ALL PRODUCT
INFORMATION BEFORE USE.
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Drug Facts (Continued)

Drug Facls = 3 or more alcohalic drinks every day while using this product.
Allergy il may cause kin reactions.
ne i i in each Symptoms may include:
Activa ingradion! (in caplel) Purpase = skinreddening  w blisters  w rash
650 mg. Pain reducer N if5 skin reaction occurs, stop use and seek medical help right away.
Uses Do not use

w temporarily relleves minor aches and pains due to:
m minar pain of arthritis
w muscular aches
= backache
w premenstrual and manstrual cramps
w the common cold
= headache
= toothache
w temporarily reduces fever

w with any other drug containing acetaminophen (prescription o
nonprescription). If you are not sure whether a drug contains
ask a doctor or
w if you are allergic to acetaminophen or any of the inactive ingredients
in this product,

Ask a doctor before use if you have liver disease.

Ask a doctor or pharmacist before use if you are taking the blood
thinning drug warfarin.

Warnings

Liver warning: This product contains acetaminophen. Severe liver
damage may occur if you take

= more than 6 caplets in 24 hours, which is the maximum daily amount
= with other drugs containing acetaminophen

Stop use and ask a doctor if

= pain gets worse or lasts more than 10 days
m fever gets worse or lasts more than 3 days
= new symptoms occur

= redness or swelling is present

# | These could be signs of a serious condition. L]
Drug Facts (Continued) Drug Facts (Continued)
If pregnant or breast-feeding, ask a health professional before use. Inactive i cellulose,

Keep out of reach of children.

carnauba wax,
ium stearate, microcrystalline cellulose, povidone,

Overdose warning: In case of overdose, get medical help or contact a
Poison Contral Center right away. (1-800-222-1222)

Quick medical attention is critical for adults as well as for children even if
you do not notice any signs or symptoms.

pregelatinized starch, sodium starch glycolate, titanium dioxide, triacetin

Questions or comments?
Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

Directions
w do not take mare than directed (see overdose warning)

Contains No Aspirin

+This product is not manufactured or distributed by McNeil Consumer
Healthcare, distributer of Tylenol® 8= Arthritis Pain.

7 Michael Avenue, Farmingdale, NY 11735, USA

by:
Marksans Pharma Ltd.
Plot No. L-82, L-83, Verna Indl. Estate, Verna, Goa - 403722, India.

m take 2 caplets every 8 hours with water
w swallow whole; do not crush, chew, split or
dissalve Manufactured for:
Adubty w do not take more than 6 caplets in 24 hours | Time-Cap Labs, Inc.
w 0o not use for more than 10 days unless
directed by a doctor
Under 18 years m ask a doctor
of age
Other information

w store between 20-25°C (68-77°F)
= The FDA approved Dissolution methods differ fram USP
= do not use if carton is opened. Do not use if foil inner
seal is broken or missing »

S

Mig. Lic. No. : GO/DRUGS/515




NDC 25000-071-11
Acetaminophen Extended-Release Tablets USP, 650 mg- Arthritis Pain
290 count carton label
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Drug Facts (Continued Drug Facts (Continued; = * IMPORTANT: READ ALL PRODUCT
m fomve) st 5= ] INFORMATION BEFORE USE.
F— mi:; 18 years | m ask a doctor 5 o = KEEP THE CARTON FOR COMPLETE INFORMATION
w with any other drug containing ipti S ] &
or nonprescription). I you are not sure whether a drug Other information S > ] S Drug Facts
contains acetaminophen, ask a doctor or pharmacist. u stors betwoen 20-25°C (8-77°F) I s S
= if you are allergic to acetaminophen or any of the inactive = The FDA approved Dissolution methods differ from USP o (=) g" Active ingredient (in each caplet) Purpose
ingredients in this product. = do not use if carton is opened. Do not use iffoil inner =] % i 650 mg. Pain reli reducer
Ask a doctor before use if you have liver disease. seal is broken or missing e 2
Ask a doctor or pharmacist before use if you are taking the " | Uses
blood thinning d':.,g ‘warfain, Y L Inacti camauba wax, cellulose, = % L= = temporarily relieves minor aches and pains due to:
magnesium stearate, micracrystalline celluloss, £ £ 5 w minor pain o arhrtls
Stop use and ask a doctor if povidone, pregelatinized starch, sodium starch glycolate, 3 3 = muscular aches
' pain gets worse or lasts more than 10 days titanium dioxide, triacetin > 2 = w backache
w fever gets worse or lasts more than 3 days é _la g w premenstrual and menstrual cramps
m new symptoms occur Questions or comments? 2 = kS = = u the common cold
= redness or swelling is present Gall at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST 8 [T = o = headache
These could be signs of a serious condition. £ & ~ 5 =2 F w toothache
It pregnant or breast-feeding, ask a health professional Contains No Aspirin < I o a _E E E & feripasarly rediicos foiar
before use. +This product is not manufactured or distributed by MeNeil 2 Qs s "
Keep out of reach of children. Consumer Healthcare, distributer of Tylenol® 8sn Arthritis R Q = £ Warnings i
Overdose warning: In case of overdose, get medical help or Pain. oo .= = E E Liver warning: This product contains acetaminophen. Severe
contact a Paison Control Center right away. (1-800-222-1222) (Ll B e L 5 liver dammzqa ;“EY ‘ic‘“‘_’ "zﬂ take g
Quick medical attention is critical for adults as well as for s = E ~ & =2 = more than 6 caplets in 24 hours, which is the maximum
children even if you da not natice any signs or symptoms 5 £ < "a E = = daily amount
= 3 & = with other drugs containing acetaminophen
e » 3 S8 h
Directions 2 2 |2 <8 = 3 or more alcoholic rinks every day while using this
w do not take more than directed (see overdose wamning) o = E S 2 = E product.
a 1aKe 2 capiets overy 8 hours with water e Q .E = S& Allorgy alert:acetaminophen may cause severe skin reactions.
' swallow whole; o not crush, chew, split or 5 E < wm 2= Symptoms may include:
Adas o not ke more than 5 capes i 26 hurs < W s S eI g Db S
. i i
= do not use for more than 10 days unless Ia'v:asm reaction occurs, stop use and seek medical help right
directed by a doctor N : .
Manufactured for:
Time-Cap Labs, Inc.
7 Michael Avenue, Farmingdale,
NY 11735, USA
/ by:
Marksans Pharma Ltd.
Plot No. L-82, L-83,
Verna Indl, Estate,
Vema, Goa - 403722, India.
=
Mig. Lic. No. : GO/DRUGS/515 g

NDC 25000-071-11
Acetaminophen Extended-Release Tablets USP, 650 mg- Arthritis Pain
290 count bottle label
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| DO NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN |
NDC 25000-071-11

+Compare to Tylenol® 84r Arthritis Pain active ingredient

Arthritis Pain Relief

Acetaminophen
Extended-Release Tablets USP, 650 mg

Pain Reliever / Fever Reducer

Lasts up to 8 hours
For the temporary relief of minor arthritis pain

4@’ Marksans

*Capsule-Shaped Bi-Layer Tablets 29008#’8?3* T

IMPORTANT: READ ALL PRODUCT
INFORMATION BEFORE USE

LOT:
EXP:

P —
P
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Drug Facts (Continued)

w temporarily refieves minor aches and pains due to:
= minor pain of arthritis
= muscular aches
u backache
w premenstrual and menstrual cramps.
w the comman cold
w headache
m toothache
m temporarily reduces fever

Bmg Facls = 3 or more alcoholic drinks every day while using this product.
Mllergy alert i may cause severe skin reactions.
i i i in each Symptoms may include:
:‘ﬂm .mﬂMM! (m mm) Pain reli Furpose m skin reddening  m blisters  m rash
&50mg ain reliever/fever reducer ¢ 5 siin reaction occurs, stop use and seek medical help right away,
Uses Da not use

w with any other drug containing acetaminophen (prescription or
nonprescription). If you are not sure whether a drug contains
acetaminophen, ask a doctor or pharmacist.

wm if you are allergic to acetaminophen or any of the inactive ingredients
in this product.

Ask a doctor before use if you have liver disease.

Ask a doctor or pharmacist before use if you are taking the blood
thinning drug warfarin.

Warnings

Liver warning: This product contains acetaminaphen. Severe liver
damage may occur if you take

m more than 6 caplets in 24 hours, which is the maximum daily amount
m with other drugs containing acetaminophen N

Stop use and ask a doctor if

m pain gets worse or lasts mare than 10 days
= fever gets worse or lasts more than 3 days
w new symptoms occur

w redness or swelling is present

These could be signs of a serious condition. ]

Drug Facls (Continued)

Drug Facts (Continued)

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children.

Inactive ingredients carmauba wax, hydroxyethyl cellulose,
stearate, microcrystalline cellulose, povidone,

Overdose warning: In case of overdose, get medical help or contact a
Paison Control Center right away. (1-800-222-1222)

Quick medical attention is critical for adults as well as for children even if
you do not notice any signs or symptoms.

y
pregelatinized starch, sodium starch glycolate, titanium dioxide, triacetin

Questions or commenls?
Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

Directions
m do not take more than directed (see overdose warning)

Contains No Aspirin

+This product is not manufactured or distributed by McNeil Consumer
Healthcare, distributer of Tylenol® 8« Arthritis Pain.

7 Michael Avenue, Farmingdale, NY 11735, USA

u store between 20-25°C (68-77°F)
= The FDA approved Dissolution methods differ from USP
w do not use if carlon is opened. Do not use if foil inner
seal is broken or missing »

by:
Marksans Pharma Ltd.
Plot No. L-82, L-83, Verna Indl. Estate, Verna, Goa - 403722, India.

Mifg. Lic. No. : GO/DRUGS/515

w take 2 caplets every B hours with water
m swallow whole; do not crush, chew, split or
dissolve Manufactured for:
Adults w do not take more than 6 caplets in 24 hours Time-Cap Labs, Inc.
m do not use for more than 10 days unless
directed by a doctor
Under 18 years = ask a doctor
of age
Other information

NDC 25000-071-45

Acetaminophen Extended-Release Tablets USP, 650 mg- Arthritis Pain



400 count bottle label

~ [ DO NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN |
NDC 25000-071-45
Compare to Tylenol® 8« Arthritis Pain active ingredient

Arthritis Pain Relief

Acetaminophen
Extended-Release Tablets

USP, 650 mg

Pain Reliever / Fever Reducer

Lasts up to 8 hours
For the temporary relief of
minor arthritis pain

Actual Size

4@) Marksans

*Capsule-Shaped Bi-Layer Tablets Caplei‘S*

IMPORTANT : READ ALL PRODUCT INFORMATION BEFORE U

Drug Facts

Active ingredient (in each caplet)
i 650 mg. Pain reli

Purpose
reducer

Uses

m temporarily relieves minor aches and pains due to:
wminor pain of arthritis W muscular aches
mbackache  m premenstrual and menstrual cramps
mhe common cold  wheadache  m toothache

m temporarily reduces fever

Warnings

Liver warning: This product cantains acetaminaphen. Severe

liver damage may occur if you take

mmore than 6 caplets in 24 hours, which is the maximum
daily amount

wwith other drugs containing acetaminophen

3 or more alcoholic drinks every day while using this
product

Allergy alert: acetaminophen may cause Severe skin

reactions. Symptoms may include:

mskinreddening  mblisters  mrash

away.

Drug Facts (continued)

Drug Facts (continued)

whether a drug contains acetaminophen, ask a doctor or
pharmacist.

wif you are allergic to acetaminaphen or any of the inactive
ingredients in this product

or dissolve
mdo not take more than 6 caplets in 24 hours
mdo not use for more than 10 days unless
directed by a doctor

hsk a doctor before use if you have liver disease under 18 | mask a doctor
Aska doctor or pharmacist before use if you are taking the yearsof

blood thinning drug warfarin age

Stop use and ask a doctor if Other infarmation

W pain gets worse or lasts more than 10 days

m fever gets worse ar lasts more than 3 days

W new symptams occur

w redness or swelling is present

These could be signs of a serious condition.

If pregnant or breast-feeding, ask a health professional
before use.

Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222)
Quick medical attention s critical for adults as well as for
children even if you do not notice any signs or symptoms.

m store between 20-25°C (68-77°F)

m The FDA approved Dissolution methods differ from USP

w do not use if carton is opened. Do not use if foil inner
seal is broken or missing

Inactive ingredients camauba wax, hydroxyethyl
cellulose, hypromellose, magnesium stearate
microcrystalling cellulose, povidone, pregelatinized starch,
sodium starch glycolate, titanium dioxide, friacetin

Questions or comments?
Call 1-877-376-4271 Man-Fri 9.00am - .00pm EST

If a skin reaction occurs, stop use and seek medical help right

Do not use
wwith any other drug containing acetaminophen

(prescription or nonprescription). If youare notsure

Directions
Do not take more than directed. See overdose warning

adults | mtake 2 caplets every 8 hours with water
mswallow whole; do not crush, chew, split ..

Contains No Aspirin

1This product is not manufactured or distributed by Mclzil Consumer
Healthcare, distributer of Tyleno|® 8 Arthritis Pain.

Manufactured for: Time-Cap Labs, Inc.

T Michael Avenue, Farmingdale, NY 11735, USA

Manufactured by: Marksans Pharma Ltd.

Plot No. L-82, L-83, Verna Indl. Estate, Vema, Goa - 403722, India.

RO10E2 M. Lic No. - GOYDRUGS/515

Varnish Omit Area

NDC 25000-108-02

Acetaminophen Extended-Release Tablets USP, 650 mg - Muscle Aches and Pain

24 count carton label
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Drug Facts (Cortinued) Drug Facts (Continued) ] * IMPORTANT: READ ALL PRODUCT
_ - ﬁ INFORMATION BEFORE USE.
T Cg'yégpsmde' = do not use S 2 = KEEP THE CARTON FOR COMPLETE INFORMATION
w with any other dru init i pti ' = o
or nunpyresnnplmn% 1f you are not sure whether a drug Other information g 2 o Drug Facts
contains acetaminophen, ask a doctor or pharmacist. u store between 20-25° (68-77°F) ] = =
w if you are allergic to acetaminophen or any of the inactive = The FDA approved dissolution methods differ from USP (NJ N Active ingredient (in each caplet) Purpose
ingredients in this product. w do not use if carton is opened. Do not use if foil inner =] 650 mg Pain reli reducer
Ask a doctor before use if you have liver disease. seal is broken or missing 2
Ask a doctor or pharmacist before use if you are taking the o i I B = Uses
blood {hianing dfug s y 9 Inactive mgremms_ camauba wax, hydroxyethyl cellulose, 2 w temporarily relieves minor aches and pains due to:
stearate, microcrystalline cellulose, 8 m muscular aches
Stop use and ask a doctor if povidone, pregelatinized starch, sodium starch glycolate, g w backache
w pain gets worse or lasts more than 10 days titanium dioxide, triacetin = w minor pain of arthritis
 fever gets worse or lasts more than 3 days 2 2 w toothache
= New Symptoms occur Questions or comments? 2 = premenstrual and menstrual cramps
w redness or swelling is present Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST i w headache
These could be signs of a serious condition. ] m the common cold
If pregnant or breast-feeding, ask a health professional Containg No Aspirin ; u temporarily reduces fever

before use. "This product is not manufactured or distributed by Johnson %

Keep out of reach of children. & Johnson Consumer Inc., McNeil Consumer Healthcare Warnings

Overdose warning: In case of overdose, get medical help or division, owner of the registered trademark Tylenol® 8« Liver warning: This product contains acetaminophen. Severe
contact a Poison Control Center right away (1-800-222-1222). Muscle Aches & Pain liver damage may occur if you take

w more than 6 caplets in 24 hours, which is the maximum
daily amount

Quick medical attention is critical for adults as well as for
children even if you do not notice any signs or symptoms.

MUSCLE ACHES & PAIN

Acetaminophen
Extended-Release Tablets USP, 650 mg

Pain Reliever / Fever Reducer

Compare 1o the active ingredient in Tylenol® 8= Muscle Aches & Pain’

For Up to 8 Hours Relief of Minor Muscle Aches and Pain

%) = with other drugs containing acetaminophen
Directions E u 3 or more alcoholic drinks every day while using this
Do not take more than directed. See overdose warning F product.
adults and w take 2 caplets every 8 hours with water ",‘:‘ Allergy alert:acetaminophen may cause severe skin reactions
children w swallow whole; do not crush, chew, split, or _'_“3 Symptoms may include:
12 years dissolve = m skinreddening  m blisters w rash
and over w do not take more than 6 caplets in 24 hours It a skin reaction occurs, stop use and seek medical help right
= do not use for more than 10 days unless @ away.
directed by a doctor N 3 N

\ Manufactured for: /
\ Time-Cap Labs, Inc. /
\ 7 Michael Avenue, Farmingdale, f

N J o Y J

by:
Marksans Pharma Ltd.
Plot No. L-82, L-83,

Verna Indl. Estate,

Verna, Goa - 403722, India

£2/0108

Mifg. Lic. No. : GO/DRUGS/515

NDC 25000-108-02
Acetaminophen Extended-Release Tablets USP, 650 mg - Muscle Aches and Pain
24 count bottle label



NOGC 25000-108-02
(D0 NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN |

MUSCLE ACHES & PAIN
Acetaminophen

Extended-Release Tablets USP, 650 mg

Pain Reliever / Fever Reducer
Far Up to 8 Haurs Reliel of Minor Mescle Aches and Pain

= Capeule-S2aped Br-Layer Tablets

IMPORTANT: READ ALL PRODUCT

INFORMATION BEFORE USE.

Activeingredient (in each caplet) Purpose
Acetaminophen 650 mg.............cc....... Pain

reliever/fever reducer
Uses wm temporarily relieves minor
aches and pains due to:m muscular

RO10/23

LOT:
EXP :

24 CGaplets*

aches m backache ®m minor
pain of arthritis m toothache
m premenstrual and menstrual
cramps m headache m temporarily
reduces fever Warnings Liver
warning: This product contains

acetaminophen. Severe liver
[ ]

damage may occur if you take
m more than 6 caplets in 24
hours, which is the maximum daily
amount m with other drugs
containing acetaminophen m 3 or
more alcoholic drinks every day

while using this product. Allergy
]

alert: acetaminophen may cause
severe skin reactions. Symptoms
may include: = skin reddening
m Dlisters mrash. If a skin
reaction occurs, stop use and seek
medical help right away. Do not
use mwith any other drug

]

containing acetaminophen
(prescription or nonprescription).
If you are not sure whether a drug
contains acetaminophen, ask a
doctor or pharmacist. m ifyouare
allergic to acetaminophen or any of
the inactive ingredients in this

L]

product. Ask a doctor before use if
you have liver disease. Ask a
doctor or pharmacist before use if
you are taking the blood thinning
drug warfarin. Stop use and ask a
doctor if m pain gets worse or
lasts more than 10 days m fever

¥

gets worse or lasts more than 3
days m new symptoms occur
m redness or swelling is present.
These could be signs of a serious
condition. If pregnant or breast-
feeding, ask a health professional
before use. Keep out of reach of

]

children. Overdose warning: In
case of overdose, get medical help
or contact a Poison Control Center
right away (1-800-222-1222).
Quick medical attention is critical
for adults as well as for children

or symptoms. Directions m Do
not take more than directed. See
overdose warning. adults and
children 12 years and over m take

2 caplets every 8 hours with water
m cwallw whnle: dn nnt crich

take more than 6 caplets in 24
hours = do not use for more than
10 days unless directed by a doctor
children under 12 years m ask a

doctor Other information
m ctnra hatwesn 2N-2500 [RA-




even if you do not notice any signs
L]

- ARV LIRS T TR ISRy RARE D ERAL W ARy

chew, split, or dissolve m do not | 77°F)

- N s LETITIT]

m The FDA approved
]

i Rt N p.n.-r

dissolution methods differ from
USP = Do not use if foil inner
seal is broken or missing
Inactive ingredients carnauba
wax, hydroxyethyl cellulose,
hypromellose, magnesium

stearate, microcrystalline
¥

cellulose, povidone, pregelatinized
starch, sodium starch glycolate,
titanium dioxide, triacetin
Questions or commenis?
Callat1-877-376-4271
Mon-Fri9.00am - 6.00pm EST

Contains No Aspirin

Manufactured for:

Time-Cap Labs, Inc.

7 Michael Avenue, Farmingdale,
NY 11735, USA

Manufactured by:

Marksans Pharma Lid.

Flot No. L-82, L-83, Verna Indl. Estate,
Verna, Goa - 403722, India.

Mfg. Lic. No. : GO/DRUGS/515

NDC 25000-108-08
Acetaminophen Extended-Release Tablets USP, 650 mg - Muscle Aches and Pain
100 count carton label
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Drug Facts (Continued)

Drug Facts (Continued)

Do not use
w with any other drug containing

Children under | m do not use
12 years

or nonprescription). If you are not sure whether a drug
contains acetaminophen, ask a doctor or pharmacist.

m if you are allergic to acetaminophen or any of the inactive
ingredients in this product

Ask a doctor before use if you have liver disease.

Oiher information

w store between 20-25°C (88-77°F)

u The FDA approved dissolution methods differ from USP

m do not use if carton is opened. Do not use if foil inner
seal is broken or missing

Actual Size

IMPORTANT: READ ALL PRODUCT
INFORMATION BEFORE USE.
KEEP THE CARTON FOR COMPLETE INFORMATION

Drug Facts

NDC 25000-108-08

Active ingredient (in each caplet) Purpose
i 650 mg. Pain reli reducer

Ask a doctor or pharmacist before use if you are taking the
blood thinning drug warfarin

Inactive ingredients carnauba wax, hydroxyethyl cellulose,

Stop use and ask a doctor if

m pain gets worse or lasts more than 10 days
n fever gets worse or lasts more than 3 days
= New symptoms occur

m redness or swelling is present

These could be signs of a serious condition.

povidone, pregelatinized starch, sodium starch glycolate,
titanium dioxide, triacetin

stearate, microcrystalline cellulose,

Questions or comments?
Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

If pregnant or breast-feeding, ask a health professional
before use.

Keep out of reach of children.

(Overdose warning: In case of overdose, get medical help or
contact a Poison Control Center right away (1-800-222-1222).
Quick medical attention is critical for adults as well as for

Contains No Aspirin

'This product is not manufactured or distributed by Johnson
& Johnson Consumer Inc., McNeil Consumer Healthcare
division, owner of the registered trademark Tylenol” 8=
Muscle Aches & Pain
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Uses

m temporarily relieves minor aches and pains due to:
= muscular aches

= backache

m minor pain of arthritis

w toothache

w premenstrual and menstrual cramps

= headache

= the common cold

m temporarily reduces fever

Warnings

Liver warning: This product contains acetaminophen. Severe
liver damage may occur if you take

m more than 6 caplets in 24 hours, which is the maximum

children even if you do not notice any signs or symptems. daily amount

MUSCLE ACHES & PAIN

Acetaminophen
Extended-Release Tablets USP, 650 mg

Pain Reliever / Fever Reducer

Compare lo the active ingredient in Tylenol® 8+« Muscle Aches & Pain’

For Up to 8 Hours Relief of Minor Muscle Aches and Pain

] m with other drugs containing acetaminophen
Directions 5 m 3 or more alcoholic drinks every day while using this
Do not take more than directed. See overdose warning n product.
adults and w take 2 caplets every 8 hours with water o= Allergy alert:acetaminophen may cause severe skin reactions.
children = swallow whole; do not crush, chew, split, or :’; Symptoms may include:
12 years dissolve 2 w skin reddening  m blisters  mw rash
and over = do not take mare than 6 caplets in 24 hours If a skin reaction oceurs, stop use and seek medical help right
= do not use for more than 10 days unless awa
directed by a doctor . ¥

| Manufactured for; /
\ Time-Cap Labs, Inc. w
\ 7 Michael Avenue, Farmingdale, (
\ NY 11735, USA |

by:
Marksans Pharma Lid.
Plot No. L-82, L-83,
Verna Indl. Estate,
Verna, Goa - 403722, India.

£2/0108

Mfg. Lic. No. : GO/DRUGS/515

NDC 25000-108-08
Acetaminophen Extended-Release Tablets USP, 650 mg - Muscle Aches and Pain
100 count bottle label

NDC 25000-108-08
DO NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN

MUSCLE ACHES & PAIN



Acetaminophen

Extended-Release Tablets USP, 650 mg

Pain Reliever / Fever Reducer

For Up to 8 Hours Relief of Minor Muscle Aches and Pain

@ Marksans

*Capsule-Shaped Bi-Layer Tablets 100 Caplefs*

LOT ;
EXP

IMPORTANT: READ ALL PRODUCT
INFORMATION BEFORE USE.

Drug Facts (Continued)

Drug Facts
Active ingredient (in each caplet) Purpose
Acetaminophen 650 MQ......cooovemeciierinsinienans Pain reliever/fever reducer

= 3 or more alcoholic drinks every day while using this product.
Allergy alert: acetaminophen may cause severe skin reactions.
Symptoms may include:

m skin reddening  w blisters  m rash

If a skin reaction occurs, stop use and seek medical help right away.

Uses
m temporarily relieves minor aches and pains due to:
m muscular aches
m backache
= minor pain of arthritis
m toothache
m premenstrual and menstrual cramps
m headache
= the common cold
u temporarily reduces fever

Do not use

m with any other drug containing acetaminophen (prescription or
nonprescription). If you are not sure whether a drug contains
acetaminophen, ask a doctor or pharmacist.

w if you are allergic to acetaminophen or any of the inactive ingredients
in this product.

Ask a doctor before use if you have liver disease.

Ask a doctor or pharmacist before use if you are taking the blood
thinning drug warfarin.

Warnings

Liver warning: This product contains acetaminophen. Severe liver
damage may occur if you take

= more than 6 caplets in 24 hours, which is the maximum daily amount
= with other drugs containing acetaminophen ’

Stop use and ask a doctor if

m pain gets worse or lasts more than 10 days
= fever gets worse or lasts more than 3 days
= new symptoms occur

= redness or swelling is present

These could be signs of a serious condition. »

Drug Facts (Continued)

Drug Facts (Continued)

If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children.

Overdose warning: In case of overdose, get medical help or contact a
Poison Control Center right away (1-800-222-1222).

Quick medical attention is critical for adults as well as for children even if
you do not notice any signs or symptoms.

Inactive ingredients carnauba wax, hydroxyethyl cellulose,

hypromellose, magnesium stearate, microcrystalline cellulose, povidone,

pregelatinized starch, sodium starch glycolate, titanium dioxide, triacetin

Questions or comments?
Call at 1-877-376-4271 Mon-Fri 9.00am - 6.00pm EST

Directions
Do not take more than directed. See overdose warning

Contains No Aspirin
Manufactured for:




m store between 20-25°C (68-77°F)
m The FDA approved dissolution methods differ from USP
m do not use if carton is opened. Do not use if foil inner
seal is broken or missing »

adults and children m take 2 caplets every 8 hours with water Time-Cap Labs, Inc. )
12 years and over m swallow whole; do not crush, chew, split, or 7 Michael Avenue, Farmingdale, N 11735, USA
dissolve
w do not take more than 6 caplets in 24 hours Manufactured by:
= do not use for more than 10 days unless Marksans Pharma Ltd.
directed by a doctor Plot No. L-82, L-83, Verna Indl. Estate, Verna, Goa - 403722, India.
Children under m do not use f : - e0/ J
12 years Mfg. Lic. No. : GO/DRUGS/515
Other information

ACETAMINOPHEN EXTENDED-RELEASE TABLETS, 650 MG

acetaminophen tablet, extended release

Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety

NDC:25000-071

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg

Inactive Ingredients

Ingredient Name
STARCH, CORN (UNII: 08232NY3S))
POVIDONE K30 (UNIl: U725QWY32X)
MAGNESIUM STEARATE (UNII: 70097M6130)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3W0)
TRIACETIN (UNIl: XHX3C3X673)
CARNAUBA WAX (UNIl: RL2CBMOEIZ)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
SODIUM STARCH GLYCOLATE TYPE A (UNIl: HSAVOSQX4D)
HYDROXYETHYL CELLULOSE (140 MPA.S AT 5%) (UNIl: 8136Y38GY5)

Product Characteristics

Color WHITE (White to off white) Score
Shape CAPSULE Size
Flavor Imprint Code

Contains

Strength

no score
19mm
71




Packaging
Marketing Start Marketing End

# Item Code Package Description Date Date
1 (I;IZDC:25000-071- 1in 1 CARTON 09/02/2021
1 24 in 1 BOTTLE; Type 0: Not a Combination
Product
2 \DC123000:071 4 in 1 carTON 09/02/2021
2 100 in 1 BOTTLE; Type 0: Not a Combination
Product
3 )0C€:25000:071- 4 in 1 carTON 09/02/2021
3 225 in 1 BOTTLE; Type 0: Not a Combination
Product
g [1DC:23000-071- 4 in 1 carTON 09/02/2021
a 290 in 1 BOTTLE; Type 0: Not a Combination
Product
5 NDC:25000-071- 400 in 1 BOTTLE; Type 0: Not a Combination 09/07/2021
45 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA215486 09/02/2021

ACETAMINOPHEN EXTENDED-RELEASE TABLETS, 650 MG

acetaminophen tablet, extended release

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:25000-108

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg

Inactive Ingredients
Ingredient Name Strength
STARCH, CORN (UNII: 08232NY3S))
POVIDONE K30 (UNIl: U725QWY32X)
MAGNESIUM STEARATE (UNII: 70097M6130)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
TRIACETIN (UNII: XHX3C3X673)
CARNAUBA WAX (UNIl: RL2CBMOEIZ)



TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
SODIUM STARCH GLYCOLATE TYPE A (UNIl: HBAVOSQX4D)

HYDROXYETHYL CELLULOSE (140 MPA.S AT 5%) (UNII: 8136Y38GY5)

Product Characteristics

Color WHITE (white to off white)
Shape CAPSULE

Flavor

Contains

Packaging

# Item Code Package Description

NDC:25000-108-

1 02 1in 1 CARTON

1 24 in 1 BOTTLE; Type 0: Not a Combination
Product

2 NDC:25000-108- 1in 1 CARTON

08

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

Marketing Information

Application Number or Monograph
Citation

Marketing
Category

ANDA ANDA215486

Labeler - MARKSANS PHARMA LIMITED (925822975)

Establishment
Name Address ID/FEI
MARKSANS PHARMA LIMITED 925822975

Revised: 10/2023

Score
Size
Imprint Code

Marketing Start
Date

10/14/2022

10/14/2022

Marketing Start
Date

10/14/2022

no score
19mm
71

Marketing End
Date

Marketing End
Date

Business Operations

MANUFACTURE(25000-071, 25000-108)

MARKSANS PHARMA LIMITED
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