APAP- acetaminophen tablet
Advance Pharmaceutical Inc.

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

ACETAMINOPHEN USP 500 mg

Active Ingredient
(in each tablet)
Acetaminophen 500 mg

Purpose

Pain Reliever / Fever Reducer

Uses

temporarily relieves minor aches and pains due to
e headache

muscular aches

backache

minor pain of arthritis

the common cold

toothache

premenstrual and menstrual cramps

temporarily reduces fever

Warnings

Liver warning: this product contains acetaminophen. The maximum daily dose of this product is 6
tablets (3,000 mg) in 24 hours. Severe liver damage may occur if you take

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

e with other drugs containing acetaminophen

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

do notuse
s with any other drug containing acetaminophen (prescription or non prescription). If you are not sure
whether a drug contains acetaminophen, ask a doctor or pharmacist.
s If you are allergic to acetaminophen or any of the inactive ingredients in this product

Ask a doctor before use if the 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
e fever gets worse or lasts more than 3 days
® redness or swelling is present

® new symptoms occur



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: Taking more than the recommended dose (overdose) may cause liver damage. In
case of overdose, get medical help or contact a Poison Control Center 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 over dose warning) adults & children 12 years and over :
take 2 tablets every 6 hours while symptoms last

do not take more than 6 tablets 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

store at 15-30 °C (59-86 °F)

For Bulk package: This is a bulk package, dispense contents with a child-resistant closure in a tight,
light resistant container as defined in the USP.

Inactive Ingredients

polyvinylpyrrolidone, pregelatinized corn starch, sodium starch glycolate, stearic acid

Questions or Comments
Call 631-981-4600 8.30 am- 4.30 pm ET, Monday-Friday

TAMPER EVIDENT: DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP IS
BROKEN OR MISSING

Manufactured by: Advance Pharmaceutical, Inc. Holtsville, NY 11742

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
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Drug Facts
Active ingredient (in each tablet) Furpose

Acetaminophen 500 mg ........... Pain reliever/Fever reducer

Uses
m temporarily relieves minor aches and pains due 10:
m headache B muscular aches
W backache W mingr pain of arthritis
m the common cold ~ m toothache
m premenstrual and menstrual cramps
m temporarily reduces fever

Warnings

Liver wamning: This product contains acetaminophen.
The maximum daily dose of this product is 6 tablets
(3.000 mg) in 24 hours. Severe liver damage may occur il
you taks

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

m with other drugs confaining acetaminophen

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

UNDER CAP IS BROKEN OR MISSING

Drug Facls continued on back of label

TAMPER EVIDENT: DO NOT USE IF IMPRINTED SAFETY SEAL

* Advance Pharmaceutical, Inc. is not affikated with the owner
of the trademark Extra Strength Tylenol®,

Manulactured by: Advance Pharmaceutical Inc.
Holtsville, NY 11742
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Drug Facts (continued)

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.

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

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

Stop use and ask a doctor il

W 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: Taking more than the recommended
dose (overdose) may cause liver damage. In case of

overdose, get medical help or contact a Poison Control
Center right away. Quick medical attention is critical for
adults as well as for children even if you do not notice
any signs or symptoms.

w do nof take mare than directed

adults & children 12 years and over:

m take 2 tablets every 6 hours while symptoms last

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

Idndf“mtumfmmmmaﬂ 10 days unless directed by
a r

children under 12 years:  mask a doctor

Other information
m store at 1570 30°C (59° to 86°F)

Inactive ingredients polyvinylpyrrolidone,
Wa::w corn starch, sodium starch glycolate,

Questions or comments? call 631-981-4600,
8:30 am - 4:30 pm ET, Monday - Friday
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Drug Facts

Active ingredient f.‘ﬂ Hﬂi

rpose
Acetaminophen 500 mg ... .. Fain reliever/Fever reducer

m tempararily relisves minor aches and pains dus 10
W muscidar aches
B minor pain of arthritis | tha comman celd

m premanstrual and menstrual cramps

Liwer warning: This product containg acetamanophen. The macmur dzily doss of this
product is B tatiets (3000 mg) n 24 hours. Severe liver damage may occur  you take
m more than 4,000 my of acetaminophen in 24 hours

mwith olher drugs contamnng acelarminophen

B3 or mora alcoholic drinks evary day while using this product

W with ary other drug containing acetaminophen |prescriphion of nonprescrpban)
I you are ot sure whether 2 drug contains scetaminophen, ask a doctaor or pharmacisL

B f you are allengic b0 acetaminaphen o 2y of Uk inactnes ingredeents in (RS product
Ask 3 doctor bielore wed i you have Inver oo

Ask 2 doctor of pharmacisd before se | you ane taking the blood thinning drug wartarin

W pain pets worse o4 lasts more than 10 days

Stop use and ask  doclos I
W fEveT (pets WOISE O Lasts more than 3 days
B new SYmMpPIDms oogur
Thesa could be signs of & sérious condilion

I pregaant or brezsi-lesding, ack a health pro‘essional belons use.

Keep ouf of reach of children,

Overdose warning: Taking mare than the recommanded doce [owendose) may causs liver
damags. |n cass of gveidose, get madscal helg or cortact a Poison Control Center right awary.
Ouwick medical attention i critical for adults &s weill as for children even if you do not notice amy

W radress of swelling is present

o do nol take more than directed (see overdose waming)

adubls & children 12 years and aver:
B do not take mone than G tablets in 24 hours, unbess direched by 2 docior
B do not take bor more than 10 days unless direcled by a doctar

children under 12 years:

Other informalion  wstore at 15° to 30°C (56° 10 86°F)
m This is 2 bulk paciage. DMspense cordents with a child-resistant chosums in a tight. light-raststant
container as defingd in the USP.

mfake 2 tablels every 6 hours while symotoms last

call 631-981-4600, 530 am - 4:30 pm ET, Monday - Friday

THIS PACKAGE FOR HOUSEHOLDS WITHOUT YOUNG CHILDREN

TAMPER EVIDENT: DO NOT USE IF IMPRINTED SAFETY SEAL
UNDER CAP IS BROKEN OR MISSING

*Advance Pharmaceutcal, Inc. is not affiliated with the cwner of the
___trademark Extra Strength Tylenol®,

Manulactured by:
Advance Pharmaceutical, Inc.
Holtsville, NY 11742




NDC:17714-013-01-100 COUNT
NDC:17714-013-10 - 1000 COUNT

APAP

acetaminophen tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:17714-013

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
ACETAMINOPHEN (UNII: 362091TL9D) (ACETAMINOPHEN - UNI:362091TL9 D) ACETAMINOPHEN 500 mg
Inactive Ingredients
Ingredient Name Strength

PO VIDONE (UNII: FZ989 GH94E)

STARCH, CORN (UNI: 08232NY3SJ)

SODIUM STARCHGLYCOLATE TYPE APOTATO (UNII: 5856J3G2A2)
STEARIC ACID (UNIL: 4ELV7Z65AP)

Product Characteristics

Color white Score no score

Shape ROUND Size 12mm

Flavor Imprint Code AP;013

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:17714-013-01 100 in 1 BOTTLE; Type 0: Not a Combination Product 02/05/1989
2 NDC:17714-013-10 1000 in 1 BOTTLE; Type 0: Not a Combination Product 02/05/1989

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part343 02/05/1989

Labeler - Advance Pharmaceutical Inc. (078301063)

Registrant - Advance Pharmaceutical Inc. (078301063)



Advance Pharmaceutical Inc. 078301063 manufacture(17714-013)

Revised: 12/2017 Advance Pharmaceutical Inc.
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