AMAZON BASIC CARE ACETAMINOPHEN - acetaminophen tablet, extended
release
Amazon.com Services LLC

Drug Facts

Active ingredient (in each extended-release tablet)

Acetaminophen USP 650 mg

Purpose

Pain reliever/fever reducer

Uses

e temporarily relieves minor aches and pains due to:
e muscular aches

backache

minor pain of arthritis

toothache

premenstrual and menstrual cramps

headache
e the common cold

e temporarily reduces fever

Warnings

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

e more than 6 tablets 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 drug containing acetaminophen (prescription or nonprescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.



. 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 e take 2 tablets every 8 hours with water
over e swallow whole; do not crush, chew, split or
dissolve
e do not take more than 6 tablets in 24 hours
e do not use for more than 10 days unless
directed by a doctor.
children under 12 years e do not use

Other information

e store at 20° to 25°C (68° to 77°F). Avoid excessive heat 40°C (104°F).
e do not use if carton is opened or foil inner seal is broken

e Meets USP dissolution test 3

Inactive ingredients



colloidal silicon dioxide, hydroxyethyl cellulose, hypromellose, magnesium stearate,
microcrystalline cellulose, povidone, pregelatinized starch (maize), sodium starch
glycolate, titanium dioxide, triacetin

Questions or comments?
call 1-855-274-4122

DISTRIBUTED BY:

AMAZON.COM SERVICES LLC

410 TERRY AVENUE N., SEATTLE, WA 98109
©2024 AMAZON.COM, INC. OR ITS
AFFILIATES. ALL RIGHTS RESERVED.

Made in India

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 650 mg (24 Tablets Bottle)

amazon
basic+care

8 Hour NDC 72288-698-10
Pain Relief

1. push down
2. Turn cap

Acetaminophen
Extended-Release Tablets USP,
650 mg

Pain Reliever/Fever Reducer
For up to 8 Hours Relief of
Minor Muscle Aches and Pain

100 CAPLETS*
*CAPSULE-SHAPED TABLETS

DO NOT USE WITH OTHER MEDICINES
CONTAINING ACETAMINOPHEN
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NDC 72288-698-10

Extended-Release Tablets USP,
650 mg
Pain Reliever/Fever Reducer
DO NOT USE WITH OTHER MEDICINES
CONTAINING ACETAMINOPHEN

For up to 8 Hours Relief of
Minor Muscle Aches and Pain

Acetaminophen
100 CAPLETS*

*CAPSULE-SHAPED TABLETS

Pain Relief
1. push down
2. Turn cap

8 Hour

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL - 650 mg (24 Tablets Container

Carton)

amazon
basic+care

NDC 72288-698-10

8 Hour Muscle
Aches & Pain
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Extended-Release Tablets USP, 650 mg

Pain Reliever/Fever Reducer

Acetaminophen

For up to 8 Hours Relief of Minor Muscle Aches and Pain

100 CAPLETS*

*CAPSULE-SHAPED TABLETS



GLUE - NO COATING

"03AHISTY SIHOIH TV "'SALYIMHLY

SLIHO "ONI ‘WO'NOZVINY 202 ©

60186 VM ‘T1LIVIS “N INNIAV AdHI L 0Ly
2711 $30IAH3S WOO'NOZVIWY A8 a3,

®IpU} U1 BB

afoug] jo 1oy
uosLyjof pue Losuyor £g payng|

WW GZ X €9

(Bunuud Jo} 10U &yl paYIOP)

8UOZ PaYSILIBALN

“uonIpuoa snoues e Jo sublis aq pjnoa esey|

Juesaid sy Bupjjems Jo sseupal

1n2%0 swojdwAs mau w

sfiep g Uy} a10w sis ssiom sjab 1sna) W
sfep Q] uey) siow asiom sjab u|

11 10j30p € yse pue asn dojs

ULEpEN me_u Buruuiyy pooyg

TTIb-vL2-GS8-L 10 G Spua U0 Jo

ays Bupies a1e nok 1| asn alnjeq 10 10}20 B §SY

Upa2eL) ‘2pIXOIp
wniuey} ‘sye|oak|6 yoseis |o6aid
‘guopiaod ‘@
“asojjewoldAly ‘asojnjjeo Ayiakxolpdy ‘apixoip uodljis [epiof|oa
SJuB/paibu] BAIjaBl|

"aseasip 49| ARY NOK )1 8SN 810J80 J0J00P B HSY

“Jonpoad siy ul spusipa.ful

aAaeul ayy Jo AUe Jo uaydoulwelaoe o} [eaEnofy =
“JsioeuLeyd 10 40130p € sk ‘UaydouNLRIETE SUIBJUCD
Bn.p e Jaylaym 2ins jou ale nof J| *(uondussaiduou Jo

L I Brup Jsyio fue yim =

£ 158} UOWIN|OSSID S Siss)y =

U8Y0.q S| [B8S 18U [[0} J0 pauado S| UOpEd )| .n_m_-___ __J -
o0

0ol 328 BAISSRIXE PIOKY “(JoLL OF oBY) DG O} ol J2 BI0YS W

UoljeuLoy ialjp

sipafl 2|

esnjouop Japun uaipjiyo
“10jo0p © fig pejcanp

ssgun sAep (| UBY) B10W 0} 35N Jou Op W

SIN0Y 2 UIS|2|qE} § UBy) 10w aje}jou op =
8n|0ssIp

s “Maya YSnia Jou op B|OyM MO|[BMS Jeno pue sieaf g|

J87EM Ul SInoY g £13A8 SJ2|qe] Z 8Ye} ™ [ualpjiyd pue synpe

*(Bujuiem esopieno aes) pajoal|p Uey) elow aye}jou op ®
suopsailg

“swoldwis 10 subis Aue sonou jou
Op N0/ i Uaha UBIP|IYD 404§
[EapauI §aIn D
J9B00 Jo djay |
“UBJPIIYD |0 yoeal jo 1o dasy
"85 2lojeq [euoissajold Lyfeay e yse *fujpea)-1see Jo Jueubaid )|

(panunuoa) spae4 bnsg

asn jou 0q

“fene yBu djsy eaipew ypas pueasn dajs 'SIN300 UCRIBAI UIYS B )|
ysel ®  sigsyq @ Guueppal uys ®
zapnjoul Aew swojdfg
“SLOIPeS) LS S1aA9s ssnen Aew usydouwelaoe Jaje Abla iy
jonpoud siy Buisn apiym fep fiane squup Dljcycoje BloW IO § W
ualjdoujuieiaoe Guiuieinod sbnip Jayjo yuw u

unotie
Jjrep wnwixew sy} s GoIyM 'SIN0Y g Ul SPIQE § UBy) iow W
Em_jg%:_uﬁ few afewep
JaA] 21aAag "UBY doulwelaae SUIE0D 1NPoid 1y ] fujem J8AT]
shujuiem

Janey seanpal fueiodwe)
PI03 UOWWOD By} B aljoepeay w
sdwess [enususw pue [enisuswaid w yoey}00| W
SHULLE JO UlEd JOuW W BUJENIR W SBUIE JBNISNW W
‘0 2np sured pue sayoe Jouny saaljal fluesodws) =
sasf

Jganpal Janay
Henaija) uied

bw ps9 4sn usydouy W

(18jqe) aseajal-papuajxa yaea uf)
iua/paibu] anjjsy

asoding

sjae4 bmig

ic@care

bQS

8EL5-W1

are to

(o]}
Tylenol® 8HR
Caplets
actlve Ingredient**

Extended-Release Tablets USP, 650 mg

Pain Reliever/Fever Reducer

Acetaminophen

NDC 72288-698-10
3

Extended-Release Tablets USP.

Acetaminophen

Le9%s0ld

Pain Reliever/Fever Reducer

For up to 8 Hours Relief of Minor Muscle Aches and Pain

100 CAPLETS®

Contains No Aspirin

DO NOT USE WITH OTHER MEDICINES
CONTAINING ACETAMINOPHEN

*CAPSULE-SHAPED TABLETS

Compare to

basic@care
Tylenol® 8HR

Caplets
h active Ingredient**
Release Tablets USP, 650 mg
Reliever/Fever Reducer

For up to 8 Hours Relief of Minor Muscle Aches and Pain

100 CAPLETS*

inop

Acetam

Extended

in

Pa

actual size

*CAPSULE-SHAPED TABLETS

AMAZON BASIC CARE ACETAMINOPHEN

extended release

’

acetaminophen tablet

Product Information




Product Type HUMAN OTC DRUG Item Code (Source) NDC:72288-698

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg

Inactive Ingredients

Ingredient Name Strength
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
HYDROXYETHYL CELLULOSE (140 MPA.S AT 5%) (UNII: 8136Y38GY5)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNII: 70097M6I30)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
STARCH, CORN (UNII: 08232NY3S))
SODIUM STARCH GLYCOLATE TYPE B POTATO (UNIl: 27NA468985)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)
TRIACETIN (UNII: XHX3C3X673)

Product Characteristics

Color WHITE (White to Off-White) Score no score
Shape CAPSULE (Caplet) Size 19mm
Flavor Imprint Code ;06
Contains
Packaging
# Item Code Package Description Marketing Start Marketing End
Date Date
1 NNDC:72288:698- 4 i 1 carTON 05/15/2024
1 100 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph Marketing Start Marketing End

Category Citation Date Date
ANDA ANDA207229 05/15/2024

Labeler - Amazon.com Services LLC (128990418)

Registrant - aurohealth LLC (078728447)



Establishment

Name Address ID/FEI Business Operations
Aurobindo Pharma Limited 650381903  ANALYSIS(72288-698) , MANUFACTURE(72288-698)

Revised: 5/2024 Amazon.com Services LLC
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