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 caplet)
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
caplets (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 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

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



_ud

S W m £ )
ol 2 X 1
’ E'E— E )
22 52
= = _D
=0 EBEE 50
45 ExkEE 2
00 > 5 gl‘?
00 Bacieip= 24 ErS
g o o
o = O ; 3S
= qe ™ S
I Lo
3 l:ngg 5 = o gg_.,
2 e S gse|5™
= o 3 ggE%
3 = se%|=
$ o

Drug Facts

Active ingredient (in each caplet) Purpose
Acetaminophen 500 mg ........... Pain religver/Fever reducer

Uses

m temporarily relieves minor aches and pains due to:
m headache W muscular aches
W backache ® minor pain of arthritis
mthe commoncold  mtoothache
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 caplets

{3,000 mg) in 24 hours. Severe liver damage may occur if

you take

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

' m with other drugs containing acetaminophen

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

Drug Facls continued on back of label

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

* Advance Pharmaceutical, Inc. s nol affiliated with the owner
of the trademiark Extra Strength Tylenol®,

Manufactured by Advance Pharmaceutical Inc.
Holtsville, NY 11742
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Drug Facls (cnmmued}

Do not use

m with any other drug containing acetaminophen
{prescription or nonprescription). If you are not sure
wheumaw acetaminophen, ask a
doctor or

mif 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 doclor if

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 swalling is present

These could be signs of a serious condition.

If pregnant or breast-leeding, ask a health professional

betore use.

Keep out of reach of children.

Overdose wamning: 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. (1-800-222-1222). Quick medical

attention is critical for adults as well as for children

gven if you do not notice any signs or symptoms.

Directions  w do not lake more than directed

(see overdose warning)

adults & children 12 years and over:

m take 2 caplets every & hours while 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 mdays unless directed by
a doctor

children under 12 years:  m ask a doclor

Other information
m store at 15°10 30°G(59° 1o 86°F)

2 ingre yp , polyethylene
glyoal pul:mnyripyn‘nrﬁduna plapaalat:m:eﬂ corn starch,
starch glycolate, stearic acid, titanium dioxide

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

ve Ingredient hnﬂﬂpﬁaﬂ

Acstaminopen 500 mg f e st s s cnes PR PREETF R FRRIUCH
Uses
W iemponarily reliswes mangr aches and pans due 10

m headache mmuscular aches  mbackache  WmssOF pan OF anhiis

o the common cold W loothachs B prémenstrual and messtrual Crames
W iempodanly reducas faver
Warni

Liwer waming: This product containg acstaminophen, The maximum daily dosa of this product i §
caplets 3,000 my) in 34 hoors, Severe lver damage may oocer if you take

mnare than 4 000 meg of scetaminophen in 24 hours @ with othar drugs containing acetaminophen
3 or mors sleoholic drinks every day whils using this preduct

Do mol use i wilth any ofher drug containing acetamintphan [prescription o nonpresonpton).

I you are nol sure whathar 2 drug contasars acetaminaphen, ask 2 doclor or pharmatist

Wi you are allargic o acetaminophien o amy of e iactivé ingregients in this product

Ask 3 docios before w32 il you hawe lnver diseass

Ask 3 doctos or pharmacist belore use H you are taking the blood Minning drug wartana

| | Siop uzé and agk a docies o
W pain gets worss of [asts mom than 10 days e lever pats worse or lasts morn than J days
W W SYMpAOTES HocLr W radingss o weling is prasent

Thess pould be 5igns of & sengus condetion.
| | I pregaant or breast-hesding, 25k 3 haalh professional hetons e,
Keep out of reach ol children.
Overdose waming: Taking mare than the recommendsd doss [overdosa) may causa fver damage. In
cas of owerdiose, gat medical halp or contact 2 Posson Control Center right sway. Ouick medical
atigngion is critical for adells &3 well as for chilldren even il you 90 nol ROtice dny Signs o SYmploms.

Directions wdo net take more than directed [see overdase waming)

adults & children 12 years and over;  m take 2 caplets every € hours while symgitoms Last
0 nof ket Moy thae & caplety i 24 hours, unkess derectad by 3 doctor

30 ot take for more than 10 doys wadess directed by 2 doctor

children snder 12 years:  Wask 2 docioe

Dther information wsiom 21 15° to 3075 (35" o B6°F)
| Thits i 2 bulic package. Dispérdgs confents with a child-resistant closure in 2 Tight. light-resstant
container 35 defired in the USP.

Inactive ingredients hypiomesose. polyethygbens ghvcol, pobpvinyipymolicons. prepelatinized
corn stanch, sdium stanch glycolate, stAanc acid, Raniem Gomde

Ouestions or commenis? call 631-381-4600 8 50 am - 830 pm ET Monday - Friday

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

| [ TWis PACKAGE FOR HOUSEHOLDS WITHOUT YOUNG CAILOREN |

*Advance Pharmaceutical, Inc. is not affilkzted with the owner of the
irademark Extra Strength Tylenok®.

Lot ho.:
Exp. Date:

| m}

177141014 100 Honsville, Nv 11742
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NDC:17714-014-01 -100 COUNT

I...I"I"I'lﬂ_/'



NDC:17714-014-10 - 1000 COUNT

APAP

acetaminophen tablet

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:17714-014

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
ACETAMINO PHEN (UNII: 362091ITL9D) (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 OVAL Size 17mm

Flavor Imprint Code AP;014

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:17714-014-01 100 in 1 BOTTLE; Type 0: Nota Combination Product 01/14/1990
2 NDC:17714-014-10 1000 in 1 BOTTLE; Type 0: Nota Combination Product  01/14/1990

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part343 01/14/1990

Labeler - Advance Pharmaceutical Inc. (078301063)
Registrant - Advance Pharmaceutical Inc. (078301063)

Establishment



Name Address ID/FEI Business Operations
Advance Pharmaceutical Inc. 078301063 manufacture(17714-014)

Revised: 12/2017 Advance Pharmaceutical Inc.
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