ACETAMINOPHEN EXTRA STRENGTH- acetaminophen tablet, film coated
TIME CAP LABS INC

341R TCL 49483 341 Extra Strength Acetaminophen 500 mg

DRUG FACTS

Active ingredient (in each caplet)
Acetaminophen 500 mg

Purpose
Pain reliever/fever reducer

Uses

temporarily relieves minor aches and pains due to:
e the common cold

headache

backache

minor pain of arthritis

toothache

muscular aches

premenstrual and menstrual cramps

temporarily reduces fever

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

* more than 4,000 mg of acetaminophen in 24 hours

* with 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:

* skin reddening

* blisters

* 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 using 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 (1-800-222-1222) right away. 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 waning)
adults and children 12 years and over:

* take 2 caplets every 6 hours while symptoms last

» do not take more than 6 caplets in 24 hours, unless directed by a doctor
» do not take for more than 10 days unless directed by a doctor

children under 12 years: ask a doctor

OTHER INFORMATION

Other information

e SODIUM FREE

e store between 20-25°C (68-77°F) excursions permitted between 15-30°C (59-86°F)
e use by expiration date on package

Inactive ingredients hypromellose, mineral oil, povidone, pregelatinized starch,
sodium starch glycloate*, stearic acid, titanium dioxide
*may contain this ingredient

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



Drug Facts (continued)

m if you are allergic to acetaminophen or any of the inactive
ingredients in this product
Ask a doctor before use if you have |iver 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

W 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 adutts 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 warning

adults and children m take 2 caplets every 6 hours while

12 years and over symptoms last

m do not take more than 6 caplets in
24 hours, unless directed by a

doctor
m do not take for more than 10 days
unless directed by a doctor
children under 12 years | ask a doctor
Other information
mS0DIUM FREE

m store between 20-25°C (68-77°F) excursions permitted
between 15-30°C (59-86°F)
m use by expiration date on package

Inactive ingredients hypromelioss, mineral ol
povidone, pregelatinized starch, sodium starch glycolate®,
stearic acid, titanium dioxide

“may contain this ingredient

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

! ‘apeQ dx3 . ‘.._
i &0% .
: BaJY NWO YSIUIBA | oyl %7 !

0ZL7ENELY 67 W € €201 HI¥0

GELLL AN ‘alepBuwiey
anuany [BeYAN £

‘U ‘s deg-awik

] ﬁo‘_au&::asﬂ

“ol0UEAL YIBUANS BT Yewape) paiasifal ay) 10
© J8UMD ‘U0ISIAI] BIBIUYBAH JBLUNSUOY (18 “OU] JALINSUD) LOSUYDP
_ ' UOSUY o AQ PANQUISIP J0 PRINIIEINUEL J0U 5| 3aNpoid SIy ],

] (j2qey Japun panuiuod) spae4 Gnig 1

Jsiaeweyd 10 J0J20p B §se ‘usydouweaoe

Sue0a finip e Jayiaym auns jou aie nod y (uonduasaiducu
10 uonduosaid) uaydouiweyase Buuiewod Gip Jayio fue yum m
asn jou og
“femeyBu djay |aipa 4eas pue asn dojs 'SINJ00 UDLIRS. UIYS BY|
yseim siasigm Guusppaiuiys e apnjoul few swoydwis
"SUOIBE UIYS BUaA8s asned few uaydounweae s pape Afsa )y
yonpoud siyp Buisn apym fep fuana SYULIP 10Y0I(E 2I0W 10 £ m
uzy douwejzae Guuewod sinip Jeyo yim e
$IN0Y 7 u) uaydoupwesae jo Buw 00y Ue) aiow m
‘axeinoky) nado few abewep
13| 313n3G “Uayd oulwede SUIepud Janpoid sy L Buluem san
sbujurem

Jangy) saanpal Auelodwsa) m

sWesd Brisusw pue Eenjsuswad m

$81/9€ JEN 2SN M

ayoeyoo} m

SIYLE Jo Ujed Joujw m

ayIepREq m

ayoepesy m

P02 UOWWOY 3y} M
20} 8np sured pue say2e Joujw sanaja Auelodws) m
sas

JAINPAL JBNEJIBABI ) LB B oG uaydouweysay
asodind (131dea yaea uy) jusipaibiur anijoy
sjaeq Gnig

ONISSIN YO NIXOHE 'NHOL 'LNI $1311108 IHL 40 HLNOW JHL HIAD T¥3$
7104 GLNIEAWI 3HL I 1INO0 Y SIHL 35N 10N 00-1N30IA3 H3dWVL

I”—‘l

Adhesive Area

redient in
Tylenol®

TCompare to the

NDC 49483-341-20
trengtl

active in
Actual Size

1a s

2

aped Tablet)

-
<

Ime
Extra Strength

Pain Reliever
Acetaminophen 500 mg
Pain Reliever / Fever Reducer

r Adults

Ft




Drug Facts (continued)
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Ask a doctor hefore use if you have liver disease

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

Stop using 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

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

Directions

mdo not take more than directed (see overdose warning)

adults and children m take 2 caplets every 6 hours while

12 years and over symptoms last

m do not take more than 6 caplets in
24 hours, unless directed by a
doctor

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

children under 12 years | ask a doctor

Other information

m SODIUM FREE

m store between 20-25°C Em.wwuz excursions permitted
between 15™-30°C (59™-86°F)

m use by expiration date on package

Inactive ingredients nypromellose, mineral oil,
povidone, pregelatinized starch, sodium starch n_ﬁo_am
stearic acid, titanium dioxide
*may contain this ingredient

Questions or commenis? Call 1-877-290-4008
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If a skin reaction occurs, stop use and seek medical help right away.

Do not use

‘m the common cold
mtoothache m minor pain of arthritis ~ m muscular aches

m premenstrual and menstrual cramps

temporarily reduces fever

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
m for more than 10 days for pain unless directed by a doctor

m for more than 3 days for fever unless directed by a doctor

Ask a doctor before use if you have liver disease

m headache

mmore than 8 caplets in 24 hours, which is the maximum daily amount

mwith other drugs containing acetaminophen
Ask a doctor or pharmacist before use if you are taking the blood

m with any other drug containing acetaminophen (prescription or
thinning drug warfarin

Liver warning: This product contains acetaminophen. Severe liver

damage may occur if you take:
m 3 or more alcoholic drinks every day while using this product

m temporarily relieves minor aches and pains due to:
Allergy alert: Acetaminophen may cause severe skin reactions.

Acetaminophen 500mg. . ...............
Symptoms may include:

Active ingredient (in each caplet)
Uses

Drug Facts

Warnings
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Drug Facls (continued)

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 using and ask a doctor if
m symptoms do notimprove  m new symptoms occur
W pain or fever persists or gets worse
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If pregnant or breast-feeding, ask a health professional before
use.

Keep out of reach of children.

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

Directions  wdo not take more than directed

adults and children mfake 2 caplets (1,000 mg) every

12 years and over 6 hours while symptoms last

m do not take more than 6 caplets
(3,000 mg) in 24 hours, unless
directed by a doctor

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

children under 12 years | ask a doctor

Other information

m SODIUM FREE

mstore at 25°C (77°F) excursions permitted between 15™-30°C
(59™-86°F)

m use by expiration date on package
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Inactive ingredients hypromellose, mineral oil,
povidone, pregelatinized starch, sodium starch
glycolate*, stearic acid, titanium dioxide

*may contain this ingredient
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Questions or comments? call 1-877-290-4008
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ACETAMINOPHEN EXTRA STRENGTH

acetaminophen tablet, film coated

Product Information

Item Code (Source) NDC:49483-341

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

Route of Adm

Active Ingredient/Active Moiety

Basis of Strength Strength

ACETAMINOPHEN

Ingredient Name
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D)

500 mg

Inactive Ingredients

Strength

Ingredient Name



MINERAL OIL (UNII: T5L8T28FGP)

POVIDONE (UNIl: FZ989GH94E)

STARCH, CORN (UNIIl: 08232NY3S))

STEARIC ACID (UNII: 4ELV7Z65AP)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

SODIUM STARCH GLYCOLATE TYPE A CORN (UNII: AG9B65PV6B)
HYPROMELLOSES (UNIl: 3NXW29V3WO)

Product Characteristics

Color white Score no score
Shape OVAL ((caplet)) Size 17mm
Flavor Imprint Code TCL341
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
NDC:49483- 100 in 1 BOTTLE, PLASTIC; Type 0: Not a
1 341-01 Combination Product LALIATES
NDC:49483- 500 in 1 BOTTLE, PLASTIC; Type 0: Not a
2 341-50 Combination Product 05/20/2021
NDC:49483- 1000 in 1 BOTTLE; Type 0: Not a Combination
2 341-10 Product 01/20/2022
NDC:49483- 200 in 1 BOTTLE; Type 0: Not a Combination
4 34120 Product 10/25/2023

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO013

Labeler - TIME cAP LABS INC (037052099)

Registrant - TiME cap LABS INC (037052099)

Establishment
Name Address ID/FEI
TIME CAP LABS INC 037052099

Revised: 10/2023

Marketing Start Marketing End
Date Date

07/18/2011

Business Operations
manufacture(49483-341)

TIME CAP LABS INC
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