EXTRA PAIN RELIEF- acetaminophen, aspirin and caffeine tablet, film coated
TIME CAP LABS

Acetaminophen 250 mg, Aspirin 250 mg (NSAID), and Caffeine 65 mg Tablets

DRUG FACTS

Active ingredient (in each caplet)
Acetaminophen 250 mg

Aspirin 250 mg (NSAID)*

Caffeine 65 mg

*nonsteroidal anti-inflammatory drug

Purpose
Pain reliever
Pain reliever aid

Uses
e temporarily relieves minor aches and pains due to:

headache

a cold

arthritis

muscular aches

toothache

premenstrual and menstrual cramps

Warnings

Reye’s syndrome: Children and teenagers who have or are recovering from chicken
pox or flu-like symptoms should not use this product. When using this product, if
changes in behavior with nausea and vomiting occur, consult a doctor because these
symptoms could be an early sign of Reye’s syndrome, a rare but serious illness.
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.

Allergy alert: Aspirin may cause a severe allergic reaction which may include:

* hives

» facial swelling

* asthma (wheezing)

* shock

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

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

» with other drugs containing acetaminophen

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

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 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

Caffeine warning: The recommended dose of this product contains about as much
caffeine as a cup of coffee. Limit the use of caffeine-containing medications, foods, or
beverages while taking this product because too much caffeine may cause
nervousness, irritability, sleeplessness, and, occasionally, rapid heartbeat.

Do not use

e if you have ever had an allergic reaction to acetaminophen, aspirin or any other pain
reliever/fever reducer

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.

Ask a doctor before use if

* you have liver disease

» 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, or kidney disease
* you are taking a diuretic

* you have asthma

Ask a doctor or pharmacist before use if you are taking
e a prescription drug for diabetes, gout, or arthritis
e any other drug or are under a doctor’s care for any serious condition

Stop use and ask a doctor if

* an allergic reaction occurs. Seek medical help right away.
* you experience any of the following signs of stomach bleeding:
o feel faint

o vomit blood

o have bloody or black stools

o have stomach pain that does not get better

* ringing in the ears or loss of hearing occurs

 painful area is red or swollen

* pain gets worse or lasts for more than 10 days

 fever gets worse or lasts for more than 3 days

* any new symptoms occur

These could be signs of a serious condition.

If pregnant or breast-feeding, ask a health professional before use. It is especially
important not to use aspirin 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 (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.

DIRECTIOINS

Directions

e do not use more than directed

e drink a full glass of water with each dose

e adults and children 12 years of age and over: take 2 caplets every 6 hours; not more
than 8 caplets in 24 hours

e children under 12 years: ask a doctor

OTHER INFORMATION

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

Inactive ingredients carnauba wax, colloidal silicon dioxide, hypromellose,
microcrystalline cellulose, mineral oil, povidone, pregelatinized starch, sodium starch
glycolate, stearic acid, titanium dioxide

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

PAIN RELIEVER
Acetaminophen 250 mg,
Aspirin 250 mg (NSAID),
Pain Reliever/Pain Reliever Aid

and Caffeine 65 mg




Drug Facts (continued)

cause severe stomach bleeding, The chance is higher if you

mare age 60 or older m have had stomach ulcers or bleeding problems
mtake a blood thinning (anticoagulant) or steroid drug

m 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
wtake more or for alonger time than directed

Caffeine warning: The recommended dose of this product containg
about as much caffeine as a cup of coffeg. Limit the use of
caffeine-containing medications, foods, or beverages while taking this
product because too much caffeing may cause nervousness, irritability,
sleeplessness, and, occasionally, rapid heartheat,

Do not use

wifyou have ever had an allergic reaction to acetaminophen, aspirin or
any other pain relieven/fever reducer

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

Ask a doctor before use if

myou have liver disease m stomach bleeding warning applies to you
myou have a history of stomach problems, such as heartburn

myou have high blood pressure, heart disease, liver cirrhosis, or kidney
disease  m youare taking a diuretic myou have asthma

Ask a doctor or pharmacist before use if you are

mtakinga prescription drug for diabetes, gout, or arthritis

wiaking any otherdrug, orare undera doctor's care for any serious
condition

Stopuse and ask a doctor if

manallergic reaction occurs. Seek medical help right away.

myou experience any of the following signs of stomach bleeding:

mfeel faint mvomit blood m have bloody or black stools

m have stomach pain that does not get better

mringing in the ears or loss of hearing occurs

mpainful area is red or swollen

mpain gets worse or lasts for more than 10 days

mfever gets worse o lasts for more than 3 days

Wany new symptoms occur

These could be signs of a serious condition

If pregnant or breast-feeding, ask a health professional before use. tis
especially important not to use aspirin at 20 weeks or later in pregnancy
unless definitely directed to doso by a doctor because it may cause
problems in the unborn child or complications during defivery.

Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Cortrol Center
(1-800-222-1222) right away. Quick medical attention is critical for adults
as weell as for children evenif you do not notice any signs o symptoms.

Directions  wdo not use more than directed

mdrink a full glass of water with each dose

wadults and children 12 years of age and over: take 2 caplets every 6
hours; not more than 8 caplets in 24 hours

mchilden under 12 vears: ask a doctor

Other information
msloreat 20°- 25°C (68°- 77°F); excursions permitted between 15°-30°C
(50°-86°F) m use by expiration date on package

Inactive ingredients camauba vax, colloidal silicon dioxide,
hypromellose, microcrystalline cellulose, mineral oil, povidone,
pregelatinized starch, sodium starch glycolate, stearic acid, itanium dioxide

Questions or comments? cal 1-477-290-4008

Adhesive Area

Baly WO ysiuiep

_ e
“_. 2048286 m & “
! GELLL AN
! ‘g[epDunLIR BIUBNY [BELDW /
; ) 'sqe] deg-aui
) i paImaBnuEpy

; YBURIG 211G gUIPS0IT Y RWaPEI) PaIBISiOal 3] |
EE.&EESEE?S_EBEE_EEH.E:ﬁECEEmEEEﬁ.

(|2ae) Japun panuiuod) spaed bnig

few gy qrysy ue suiepod yanpoad siy Bunwem Guipaa)g yewng
janpoud sy Buisn apum fep Aisna SULIP A|OYOE Bow JO £
uaydounueiaae Gupurepuod sbnip Jauo yum m

JUNOWE fjrep WALUIXEW B S| UM 'SIN0Y pZ Ul Sa|ded § Liey) aiol m
Y8 NOA J1 41200 few

afiewep Jan| asanas “uaydounu e surewod pnpaid siyp :Buien saan
woous m (Buizeaym) ewiypsem Buyjams [eoejm sanym

BN jour Rew yiym Lonaeal J16.13)[e 21anas 2 asned few unidsy paje Ay
“feme 6 djay (edpauu Yaas pueasn dojs ‘SIN200 UOKIBAI LS B J|

USeIm  SIBSIqm  Buisppal o m:appu

fiew swopdwiig -suogIeal s a/aas asned few uaydounueyzy :iale sy
'SSAUJl SNOLISS INQ BJB) & ‘BwoIpuls

5,afay Jo ubis fjes ue aq pnoa swodwAs ssay) sSneasg J0j20p B

}Nsu09 1290 Buniuion pue easnel ym JoimeLsq Ui sabueyd ji ‘nposd siy
Busn usuym ‘nposd s 850 10U pInoys swopdwAs ay-ny Jo xod uxg
woJ} Buusnnaes i 1o aney oum siabieuss) pue uaippy?) :ewospuks s, afay
stiuwem

SdwWeID [eIjsUBW pue ersuswald m

HICLHOCL M SAPEIBNISIW M SHULLE DPIEE SR M
0} anp sued pue say2e Joui Sanap) Aueiodual - S8

Brup Aoyewiweyui-fue pioJssuou,

PIE J3A18) Ui O G auiaye)
IanalR) g (.arysn) Gw pez uuidsy
Ianaljel e fw 5 usydounueledy
sasoding (18/dea yaea u; ) sjuaypaibiu; aajjsy

Sjae4 g

INISSIIN HO NINOHE ‘NHOL “1N9
S1310L108 JHL 40 HLNOW IHL HIAD IS 1104 QILNIHDINI
3HL 4119N00Yd SIHL 3SN LON 00 :LNIQIAT HIJWVL

ingredients in

Compare to the active
edrin® Extra Strength®

NDC 49483-370-20
Actual Size

-Shaped Tablets)

ETS™
ule

x
i
o —
WS
—0E
WsEs
¢iE
N.mw
- E o
S5
(=
QA2

| -
(45
(&}
=)
©
(5]
o
-
4
o @
E w
8 =
n_.ve
>
S 2
ﬁrnmﬂ
Cm
aml =
= ®©
S o

2
*Q
£
*

N
=
o
c
(<))
=
w
©
i
>
L

2002




Purpose
Pain reliever
Pain reliever
in rellever aid
*nonsteroidal anti-inflammatory drug
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Drug Facls (continued)

Stomach bleeding waming: This product contains an

NSAID, which may cause severe stomach bleeding.
The chance is higher if you:  mare age 60 or older

mhave had stomach ulcers or bleeding problems

m take a blood thinning (anticoagulant) or steroid drug

m take other drugs containing prescription or

Uses

‘wtemporarily relieves minor aches and pains due to:
wheadache  wacold warthritis w muscular aches
mioothache mpremenstrual and mensirual cramps

ISAIDs (aspirin, ibuprofen, naproxen,

or others)  mhave 3 or more alcoholic drinks every day
while using this product  m fake more or for a longer
time than directed

Caffeine warning: Tnerewmmendeddoseohhls

Warnings
Reye’s syndrome: Children and teenagers who have o
are recovering from chicken pox or flu-like symptoms
should not use this product, When using this product, i
changes in behavior with nausea and vomiting oceur,
consult a doctor because these symptoms could be an
early sign of Reye's syndrome, a rare but serious llness.
Allergy alert: Aspirin may cause a severe allergic
reaction, which may include: mhives mfacial
sweling mshock  masthma (wheezing)

Allergy alert:

product asacupol
coffee. Limitthe use oicaﬂemewcnnhmmg rn:dmahnns
foods, or beverages this product

much memema;muse nervousness, iritability,

and,

Donotuse  mwith any other drug containing
or

Ifyou
are not sure whether a drug contains acetaminophen,
ask a doctor or pharmacist.  m for more than 10 days
for pain unless directed by a docior  m for more than
3 days for fever unless directed by a doctor

reactions. Symplnmsmylnc\ma mskin reddening
whlisters mrash Ifaskin reaction occurs, stop use
and seek medical help right away.

Liver warning: This product contains acetaminophen.
Severelwerdamagemayoccunlyoutahe lrnorexhan

Ask a doctor before use if  m stomach bleeding
warning applies to you  myou have a history of
stomach problems, such as heartburn W you have
high blood pressure, heart disease, liver cirrhosis or
kidney disease  m you are taking a diuretic

8 caplets in 24 hours, which is the
amount  mwith other drugs containing acehmmophzn
3 or more alcoholic drinks every day while using this
product

>

Ask a doctor or pharmacist before use if you are
mtaking a prescription drug for diabetes, gout, or
arthritis  m taking any other drug or are under a
doctor's care for any serious condition
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Drug Facts (continued)

Stop using and ask a doctor if  m symptoms do
notimprove M new Symptoms occur M pain or
fever persists or gels worse  m you experience any of
the following signs of stomach bleeding: @ feel faint
@ have bloody or black stools @ vomit blood
@ have stomach pain that does not get better

inging in the ears or loss of hearing occurs, consulta
doctor before taking any more of this product.
If pregnant or breast- 9, ask a health professional
before use. It is especially important not to use aspirin
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 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 mdo not use more than directed

mdrink a full glass of water with each dose

‘madults and children 12 years and over: take 2 caplets
every 6 hours; not more than 8 caplets in 24 hours

mchildren under 12 years: ask a doctor

Other information  wstore at 25°C (77°F);
excursions permitted between 15°-30°C (59°-86°F)
muse by expiration date on package

Inactive ingredients camauba wax, colloidal silicon

dioxide, hypromellose, microcrystalline cellulose,

NDC 49483-370-42

Compare to the active ingredients
in Excedrin® Extra Strengtht

PAIN RELIEVER
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Extra Strength

Acetaminophen 250 mg, Aspirin 250 mg (NSAID)
CAPLETS

and Caffeine 65 mg
Pain Reliever / Pain Reliever Aid

Actual Size
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EXTRA PAIN RELIEF
acetaminophen, aspirin and caffeine tablet, film coated
Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:49483-370
Route of Administration ORAL
Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 250 mg
ASPIRIN (UNIl: RLBCO5Y76E) (ASPIRIN - UNII:R16CO5Y76E) ASPIRIN 250 mg
CAFFEINE (UNIl: 3G6A5W338E) (CAFFEINE - UNII:3G6A5W338E) CAFFEINE 65 mg
Inactive Ingredients
Ingredient Name Strength

STEARIC ACID (UNII: 4ELV7Z65AP)

CARNAUBA WAX (UNIl: R12CBMOEIZ)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

HYPROMELLOSES (UNIl: 3NXW29V3WO)

MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)

MINERAL OIL (UNII: T5L8T28FGP)

POVIDONE (UNIl: FZ989GH94E)

STARCH, CORN (UNIIl: 08232NY3S))

SODIUM STARCH GLYCOLATE TYPE A CORN (UNII: AG9B65PV6B)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics



Color white

Shape CAPSULE ((CAPSULE SHAPED TABLET))

Flavor

Contains

Packaging

# Item Code Package Description

1 NDC:49483- 100 in 1 BOTTLE, PLASTIC; Type 0: Not a
370-01 Combination Product

2 NDC:49483- 200 in 1 BOTTLE, PLASTIC; Type 0: Not a
370-20 Combination Product

3 NDC:49483- 20000 in 1 CARTON; Type 0: Not a Combination
370-00 Product
NDC:49483- .

4 370-42 1in 1 CARTON

4 24 in 1 BOTTLE; Type 0: Not a Combination Product

5 NDC:49483- 300 in 1 BOTTLE; Type 0: Not a Combination
370-31 Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

OTC Monograph Drug MO013

Labeler - 1IME cAP LABS (037052099)

Registrant - TiME cap 1ABS (037052099)

Establishment
Name Address ID/FEI
TIME CAP LABS 037052099

Revised: 3/2024

Score no score
Size 18mm
Imprint Code TCL370

Marketing Start Marketing End
Date Date

07/16/2021
11/01/2013
02/22/2016

07/16/2021

03/15/2024

Marketing Start Marketing End
Date Date

11/01/2013

Business Operations
manufacture(49483-370)

TIME CAP LABS
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