ACETAMINOPHEN EXTENDED-RELEASE- acetaminophen tablet
Magno-Humphries, Inc.

Acetaminophen Extended-Release Tablets

Drug Facts

Active ingredient (in each caplet)

Acetaminophen 650 mg

Purpose

Pain reliever/fever reducer

Uses

temporarily relieves minor aches and pains due to:
minor pain of arthritis

muscular aches

backache

premenstrual and menstrual cramps

the common cold

headache

toothache

temporarily reduces fever

Warnings

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

e more than 6 caplets in 24 hours, which is the maximum daily amount

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:

e skin reddening

e Dlisters

e rash If a skin reaction occurs, stop use and seek medical help right away.

Do not use

e with any other drugs 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

* 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 (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

e take 2 caplets every 8 hours with water

e swallow whole; do not crush, chew, split or dissolve
adults e do not take more than 6 caplets in 24 hours

[ J

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

under 18 years of
age

ask a doctor

Other information
e store between 209 to 252C (682 to 772 F)

Inactive ingredients

hydroxyethyl cellulose, hypromellose, magnesium stearate, microcrystalline cellulose,
polyethylene glycol, povidone, pregelatinized starch, sodium starch glycolate, stearic
acid.

Questions?
call toll-free 1-800-935-6737



Package Labeling

\

- 10-002-59ELD SNOILO3HIO HO4 1334

sfep 0 | Uey} alow sisey Jo asiom sjab ured w

J1 J0J00p e ¥se pue asn dojg

upepem Bnup Bujuuiyy pooig sy Bupie

2.1 noA 1 asn aiojaq Jsioeuueyd Jo 10J20p B Sy

9SE8SIP JeN| BABY NOA JI asn a10jay 10100p B ¥SY

19npoud syl ul swapalbul

annoeul sy} o Aue Jo uaydoulelae o) 2ifie|je e noA ) m
1sioeLueyd 10 Jojaop B yse ‘uaydouiwelaoe

sueuoa Brup e 1ayiaym ains jou aie nof j (uondiiasaiduou 1o
uonduosaid) uaydouiwejase bujuieiuod sbnip Jayjo Aue ywim =
asn Jou 0g

“Aeme by

djay |eaipaw ¥aas pue asn dojs ‘sINJ00 LUOROBAI LS B
skl = sig1s)jq = Bujuappal upjs = apnjoul Aew swojdwAs
“SU0IIBAI UMYS 8lonas asnea few uaydouiuejaoe Laje ABia)y
19npoud siul Buisn ajym Aep fusns

SHULIP 2)j0y0aje alow Jo £ = uaydoujwelade Buupeiuoa sbnip
IBUH0 LAIM m JUNOWR AJIBP LUNWIXBLU U] SI YIYM ‘sInoy 2

uj s18|ded g wey) alow = g¥e} nok 41 nooo Aew afewrep Jaa||
a1anag "uaydouLelaoe sureiuos Janpoad siy] Buuiem saar

shiuney

Jana) saonpal Ajlelodws) m
8UJBLI00} m SUIBPESY W Pj0I UOLULLCD BU) m
sduel [engsuall pue [engsuawaid =

8UIEYIE] W SAUJE JBNISNLU m SHULLE Jo ued Joupy =
:018Np suled pue $aLJe. JoulW sanaljal fijeindwsa)

sasf
139NPaJ JaAa)/JaAB|[R UfBg B pg9 usydoujweaay
asoding (181dea yaea uy) waipalbiuy anjay

sjoed finig |

(39¥NYQ HO INISSIIN SI d¥D HIANN T3S O3LNIYd 41 350 LON 00

in Tylenol® Arthritis Pain*

Compare to the active ingredient
of Minor Arthritis Pain

200 CAPLETS - 650 mg each

NDC 54257-573-03

Pain Reliever/Fever Reducer
For the Temporary Relief
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Acetaminophen
Extended-release Tablets
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Drug Facts (continued)

Stop use and ask a doctor if, cont.

w fever gets worse or lasts more than 3 days
m 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 (1-800-222-1222) right away. Quick medical
attention is critical for adults aswell 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 m take 2 caplets every 8 hours with water
m swallow whole; do not crush, chew, split
or dissolve
m do not take more than € caplets in
24 hours
m do not use for more than 10 days
unless directed by a doctor

under 18 m ask a doctor

years of age

Other information

w store between 20-25°C (68-77°F)

Inactive ingredients
hydroxyethyl cellulose, hypromellose, magnesium stearate,

microcrystalline cellulose, polyethylene glycol, povidone,
pregelatinized starch, sodium starch glycolate, stearic acid.

Questions? cal toll-free 1-800-935-6737

*This product is not manufactured or distributed by the owner of the
registered trademark Tyle nol® Arthritis Pain.

Distributed by:
Magno-Humphries Labs
Tigard, OR 97223 LL.S.A.

Visit our website:
www.magno-humphries.com

ACETAMINOPHEN EXTENDED-RELEASE

acetaminophen tablet

Product Information

Item Code (Source) NDC:54257-573

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)

650 mg

Inactive Ingredients

Strength

t Name

ien

Ingred

HYDROXYETHYL CELLULOSE, UNSPECIFIED (UNIl: T4V6TWG28D)

HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)



MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POVIDONE (UNIl: FZ989GH94E)

STEARIC ACID (UNII: 4ELV7Z65AP)

Product Characteristics

Color white (Off-white) Score no score
Shape CAPSULE Size 20mm
Flavor Imprint Code G650
Contains
Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
1 NDC:54257-573- 200 in 1 BOTTLE; Type 0: Not a Combination 01/24/2020 01/29/2020
02 Product
2 NDC:54257-573- 200 in 1 BOTTLE; Type 0: Not a Combination 01/24/2020
03 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
ANDA ANDA211544 01/24/2020

Labeler - mMagno-Humphries, Inc. (063251433)

Revised: 10/2021 Magno-Humphries, Inc.
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