ACETAMINOPHEN EXTRA STRENGTH- acetaminophen tablet
Better Living Brands LLC

Drug Facts

Active ingredient (in each gelcap)

Acetaminophen USP 500 mg

Purpose

Pain reliever/fever reducer

Uses

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

muscular aches

backache

minor pain of arthritis

the common cold

toothache
e premenstrual and menstrual cramps

e temporarily reduces fever

Warnings

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:
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.



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

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

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 e take 2 gelcaps every 6 hours while
symptoms last
e do not take more than 6 gelcaps in 24
hours, unless directed by a doctor
e do not use for more than 10 days unless
directed by a doctor

children under 12 years ask a doctor

Other information
e store between 20° to 25°C (68° to 77°F). Avoid high humidity



e do not use if carton is open. Do not use if printed foil seal under cap is
torn or missing

Inactive ingredients

ammonium hydroxide, black iron oxide, colloidal silicon dioxide, FD&C blue #1, FD&C red
#3, FD&C red #40, gelatin, hydroxypropyl cellulose, magnesium stearate, polyethylene
glycol, pregelatinized starch (maize), propylene glycol, shellac glaze, sodium starch
glycolate, talc and titanium dioxide.

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

DISTRIBUTED BY:

BETTER LIVING BRANDS LLC
P.0.BOX 99, PLEASANTON,
CA 94566-0009
+1-888-723-3929

Made in India
Code: TS/DRUGS/16/2014

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL 500 mg (100 Gelcaps Container
Label)

NDC 21130-155-21
Signature

Care @

Quality Guaranteed

FOR ADULTS

EXTRA STRENGTH
Acetaminophen

Gelcaps 500 mg

Pain reliever, Fever reducer
Rapid Release Gels

100 GELCAPS
500 mg each



-

36289

RD 23116

L]
P10Z91/SNH0/L 3P0 ¢ i
EIpu U apey | .
BEBE EELT-) 4
. BO00-9%EFG Y3 o
NOLY S/ 31d 66 XOAT'd »
711 SNYHE SNIA L6
T
T gv.2eyld  S625-W1

B0 14 8010 D90 'APROIP UOINS [EPIONI0T ‘BIND LI B BPXIP AL LN IUOLI e

Jnooo fewuabawep sBa) aRses usydouwepae sueiuco janpod si) :Bujwes e

a5
NI JGNBYIBN[AL B =+ o 1o oy dOULIERRDY
asoding (dexad yaea uy) juapa v anpay

ZI-12-558-1 B0 ZSjuaan0d Jo Swjsang

AP LNMUEY] PUE 8“8 00 46 IS Wijpes

‘el aejjays ‘(oo auayidoud {aeu ) yues paugepbad ‘padd susigatod
‘BpeeaE wneaubew woppa idodEoiply ugepl ‘DR @ os0d ef pal

sjualpa fu) anpey|

“Bujssju 10 uioj sy dea sapun [eas |joj pajupd )y asn jou op m

Aypauiny LI ploay *(d, L2 0,80) 0,82 01,02 Usanjaq e @

uojjewao)u) Jayin

10j30p B YSe 1SIEAK 7 JpUn URIFYS 10 20p e K] peloel pssAun STEp O Uey)
B0 10 88100 Op W 10J20p B AQ [EIZEIP SSHUN ‘SIN0Y g U1 Steajafig uey) aiou
ayejouop W Ee|swWodwis spuyw Snoy g Aesasdeph Zeye] m ann pue sieat
21 UaIpya pue 5P (Bujwes 8sojuako s) fajoal|p uey) 80w g jou op W
;uofEag

‘soyd s 1o subis Aue

anjpoeu ay o Aue 10 uaydouiuepae o) aibe) e B ok )y ®

B S “UBLCOUNLEYAIE SUNEJUY GrUp € JEj1M RN J0u AIE I
0 uonduasaid) uaydou ey e Buueuog Brup 18yi0 A gs = asn jou og
e By djay (e pew yees pue s dgs ‘SInooo nomeal s eyl
USEI W SRISNG W GUIUEppa)uYs m Epn o)
feLr SLU0JdUIAG “SU0 I8 LS 8 AnES BSnEd Sew uaydouneRaE pae Ay
“Janpadd
siif) Bugsn Aiym fep Alana syup A oo eaIow 10 ¢ m uayd o jwgece Bujue o
sBp ayo g m sinoy 7l vsydouweae o B oon'y vey) slow W ajepnod )

shimwey
ana) sonpal Auelcdws W
LRI BN 0 A pUE ISUALEI W BUIRJo0) B[00 UOWLIOD &4} m
SIUYYE 1o Uied J0UK) W BUIRYIRG W SALIR JENISNL W BLIEpEL W
) anp sued pue say Je Jounw sasaa uelodwy w

sjaeq Gnig

NDC 21130-155-21

NIHJONINY 130¥ NINN LNOD SINIDIOIN HIHIO HLIM 3SN 10N 00
OINISSIN HO NHOL &1 YD H3ONN T3S 710 03LNIH4 41380 LON OO
*buisn asopaq worjewsopum janposd || peay :ueyoduy

100 GELCAPS
500 mg each
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FOR ADULTS

PACKAGE LABEL-PRINCIPAL DISPLAY PANEL 500 mg (100 Gelcaps Container

Carton)
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Quality Guaranteed

FOR ADULTS

EXTRA STRENGTH

Acetaminophen Gelcaps 500 mg
Pain reliever, Fever reducer

Rapid Release Gels

Actual size

100 GELCAPS
500 mg each
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Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:21130-155

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

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

Inactive Ingredients

Basis of Strength Strength

36209ITL9D)

ACETAMINOPHEN

500 mg




Ingredient Name
AMMONIA (UNII: 5138Q19F1X)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
GELATIN, UNSPECIFIED (UNIl: 2G86QN327L)
HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60OH)
MAGNESIUM STEARATE (UNII: 70097M6I30)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3\}QOSDWLA)
STARCH, CORN (UNII: 08232NY3S))
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
SHELLAC (UNIl: 46N107B710)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNII: 5856)3G2A2)
TALC (UNII: 7SEV7J4R1U)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color red (and Blue with Grey Band) Score
Shape CAPSULE Size
Flavor Imprint Code
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 [DC:21130-055 4 i 1 carTON 07/14/2023
1 100 in 1 BOTTLE; Type 0: Not a Combination
Product
2 NDC:21130-155- 225 in 1 BOTTLE; Type 0: Not a Combination 07/14/2023
35 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start
Category Citation Date
OTC Monograph Drug MO013 07/14/2023

Labeler - Better Living Brands LLC (009137209)
Registrant - aurohealth LLC (078728447)

Establishment

Strength

no score
19mm
)il

Marketing End
Date

Marketing End
Date

Name Address ID/FEI Business Operations



APL HEALTHCARE LIMITED 650844777 analysis(21130-155) , manufacture(21130-155)

Revised: 12/2023 Better Living Brands LLC
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