ACETAMINOPHEN- acetaminophen tablet
Major Pharmaceuticals

5427-Major

Drug Facts

Active Ingredient (in each tablet)
Acetaminophen 500 mg

Purpose

Pain reliever/ Fever reducer

Uses

Temporarily reduces fever and relieves minor aches and pains due to:
headache

muscular aches

backache

minor pain of arthritis

the common cold

toothache

premenstrual and menstrual cramps

Liver warning: This product contains acetaminophen. 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

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.

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 ]

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



e 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
e do not take more than directed (see overdose warning)

adults and 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 in a dry place at 15° - 30°C (59° - 86°F).

Povidone, pregelatinized starch, sodium starch glycolate, stearic acid

Questions or comments?
Call 1-800-231-4670

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

Distributed by:

MAJOR® PHARMACEUTICALS
Indianapolis, IN 46268

*This product is not manufactured or distributed by Kenvue Inc., owner of the
registered trademark Tylenol®.

MAJOR

THIS LARGE SIZE PACKAGE FOR DISPENSING PURPOSE ONLY
See New Warnings Information and Directions
Acetaminophen Extra Strength Tablets

Aspirin Free

Extra Strenght Pain reliever



Compare to active ingredient in Extra Strength Tylenol®* Tablets

1000 tablets
500mg each

A

080¢ 2, LPEZGY  £2B0eH oW £2600/ ON Bpio-ay
I 1 daafew amensn 29¢9% NI ‘sl _On_.mz.m__uc_

0 (002) 123 STYIILNITYWHYHA @HOMYIM

SSUaLLLL0D Jo sUosaND Ag paIngusiq

loue |

MIeWepe . paeisiBal sy jo Jeumo "ou| anauay Aq painguIsip o paunipenUELL Jou S| Jonpoad siy),

0/9%-1E2-008-1 1B jS}UBUILIO0D 10 SltoRSan

piok oUesls
‘alej0a AP yaIels Wwinpos ‘yoares paziugepiaid ‘auopisod .ﬂ:&tﬁmﬁ aAgoenf

(1,99 -~ .69) 2,08 — .G | 12 090Id AUp B U1 8101 L0 RULIONI] JOY)0

10}D0D e 3se :sJead z | Japun usJp(Iya

10J90p & AQ| PaIOAIID $38JUN SAEP 0| UeL. 10U 10} &E} 10U Op &

10J00D B AQ PeJoaIIp SSBIUN ‘SINOU 2 Ul SIAICE} 9 UBLL BIOWI 8} 10U op @ ]se|
SWOLAWAS B1IUM SIN0Y 9 A19A9 SI9IAE] 2 e} @ 4an0 pue sieah Z| Uadp(Iud pue sjnpe
(Bujuiem asopaano 88s) pajaalip UBL) siow 8)e} j0U O] © SUOLI3IT

‘suiopduiis

10 sufiis Aue 830U JOU OP NOA J| UBAB UBID|IUD 10} SE [[BALSE SHNPE 10} [BINLI S|
uoruayIe [e31pa L oI (g2 |-2ge-008-1) e uBLI 18juag j011U07 U0SIod B 1321109 10
dipy [eoipaw 185 ‘9s0pIoA0 Jo 8se) U] thuiuIEs asopJang "uaJplIya Jo yaeal jo jno dasy
‘8N aloLaq [euoissajoid Lijesy & yse ‘Auipas)-jsealq 40 Jueuhald §|

“UORIPUOS SNOLIBS © JO SUBIS 8¢ PINOD 8saY|

1uesaud s Buems

10 SSAUPAI @ 1290 SWOldWAS Mau @ SABD £ URLL 210U SISR| 10 9510M 5100 10A0) @

siep 0| UeY) alow sise| 1o asiom sjfi ured @ J| Jojaop e yse pue asn dojg

uptepres Gnip Buuuiu poojg au Gupje aJe nof j1 asn aiojaq is1sewdeyd Jo J0jaop & ysy
aSeasID J9AIl anRY NOA |1 35N AJ0jag JOJIOP B HSY

1anpoud si. ul spusipaifiul

QAIRUI AU JO Ale 10 uaydouiumeiade o] MfIaIR a1 nof 1 @ 1speuueyd 10 10190

©yse ‘usydouuesoe sup1ued Bip e 1awiaym ains1ou aie nof §f “(uonduasaiduou

10 uonduasaid) usydouurejage Guiurepuod Brup 18yo £ue ylsm @ asn jou og

“feae Wb dipy eoaipau ees pue sn dos ‘simoso uogoeal UMs e J|

ysel ® sigjsiiq @ Buiusppal upjs @

:apnjpul Aewl swojdwiAg "Suofeal UpS 816ass asned few usydoulurelady pae Abia|jy
1anpoid siup Guisn sy ABp Alsne SYULIP 31j04odJe eloll 10 ¢ @ usydouiumeleae Bulurejuod
SOIP 18U10 LM & SINoY 2 Ul usydoururejade Jo B o0’ UeUl aI0w @ axel noA
1110990 48w oz wep 1841 81848 “usydounueoe sureluog 1npoad syt Buiwesm Jear
sBumiey)

stuweld prIIsusW pue [enisuawaid & - sgIyLe Jo ued 10wl @
BUJBXIEC @ QUIELIOOL &  DJOD UOLIMIOD SU) @  SBLIE [ENISNIU ®  BUdEDESL ®
01 anp SURd PUB SaUD. JOUIU SaAIIR] PUE 19xd) S90NPal Alueiodwial Sasy)

Ja0npal 19Ap} feAsIfal Ued
asodmng

Bui gog uaydouweiaoy
(181qe] yoes up) Jusipaibul oag sy

sjoe4 bnig

=
ONISSIW HO NIHOHE SI d¥D HIANN T3S ALIAVS QILNIHdIAI 41380 LON 00 *LN30IAT HIdIWYL

Compare fo the active ingredient
in Extra Strength Tylenol ® Tablets*
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EXTRA STRENGTH
PAIN RELIEVER/
FEVER REDUCER

ASPIRIN FREE

ACETAMINOPHEN

acetaminophen tablet

Product Information

Item Code (Source) NDC:0904-6730

HUMAN OTC DRUG

Product Type

ORAL

ion

trati

inis

Route of Adm

Active Ingredient/Active Moiety

Basis of Strength Strength

ACETAMINOPHEN

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

500 mg

ients

Ingred

ive

Inact

Strength

Ingredient Name

CORN (UNII: 08232NY3S))

STARCH

STEARIC ACID (UNII: 4ELV7Z65AP)

POVIDONE K30 (UNIl: U725QWY32X)

SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIl: 5856)3G2A2)

Product Characteristics

2 pieces

Score

white

Color

12mm

54,27

Size

ROUND

Shape

Imprint Code

Flavor



Contains

Packaging
# Item Code
NDC:0904-

6730-60

NDC:0904-
6730-80

NDC:0904-
6730-59

NDC:0904-
6730-61

Package Description

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

1000 in 1 BOTTLE; Type 0: Not a Combination
Product

1in 1 CARTON

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

10 in 1 BOX, UNIT-DOSE

10 in 1 BLISTER PACK; Type 0: Not a Combination
Product

Marketing Information

Marketing
Category

Application Number or Monograph
Citation

OTC Monograph Drug MO013

Labeler - Major Pharmaceuticals (191427277)

Revised: 5/2024

Marketing Start
Date

09/12/2018
09/12/2018

09/12/2018

09/12/2018

Marketing Start
Date

09/12/2018

Marketing End
Date

Marketing End
Date
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