ACETAMINOPHEN- acetaminophen tablet
WALGREEN CO.

Rapid Release Gelcaps

EXTRA STRENGTH

Acetaminophen Gelcaps USP, 500 mg
Pain reliever; Fever reducer

Aspirin free

Active ingredient (in each Gelcap)

Acetaminophen, USP 500 mg

Purpose

Pain reliever/fever reducer

Uses

W temporarily relieves minor aches and pains due to:
Bl headache

B muscular aches

W backache

B minor pain of arthritis

W toothache

B he common cold

B premenstrual and menstrual cramps

W temporarily reduces fever

Liver warning:

This product contains acetaminophen. Severe liver damage may occur if you take:
B more than 4,000 mg of acetaminophen in 24 hours

B with other drugs containing acetaminophen

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

Allergy alert

acetaminophen may cause severe skin reactions. Symptoms may include:
H skin reddening
M blisters

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

Do not use



W with any other drug containing acetaminophen (prescription or nonprescription). If
you are not sure

whether a drug contains acetaminophen, ask a doctor or pharmacist

W if you have ever had an allergic reaction to this product or any of its ingredients

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

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

W 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 the reach of children.

In case of accidental overdose, get medical help or contact a Poison Control Center (1-
800-222-1222) right away. Prompt medical attention is critical for adults as well as for
children even if you do not notice any signs or symptoms.

Overdose warning

In case of accidental overdose, get medical help or contact a Poison Control Centerright
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

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

adults and children 12 years and over

W take 2 gelcaps every 6 hours while symptoms last

B do not take more than 6 gelcaps in 24 hours, unless directed by a doctor
B do not take more than 10 days unless directed by a doctor

children under 12 years
B ask a doctor



Other information
W store at 20°-25°C (68°-77°F). See USP Controlled Room Temperature

W avoid high humidity
Bl see end panel for lot number and expiration date

Inactive Ingredients

ammonium hydroxide, black iron oxide, colloidal silicon dioxide, croscarmellose sodium,
D&C red #33, FD&C blue #1, FD&C red #40, FD&C yellow #6, gelatin, hydroxypropyl
cellulose, hydroxypropyl methyl cellulose, hypromellose, iron oxide red, isopropy!
alcohol, n-butyl alcohol, polyethylene glycol, povidone, pregelatinized starch, propylene
glycol, shellac glaze, stearic acid, titanium dioxide, yellow iron Oxide.

Questions or comments ?
call 1-877-770-3183 Mon-Fri 8:00 AM EST to 5:00 PM PST.

PDP



..._nn.|||.|uln||.|uI|||.|.|I|||.|nI|||.|nI||.J."J m \n...

EELEL L o : | |¥een oot o eeach ai chiden,
o £
SEFELplLALL vianInl " “ Dverdess warning: | cese of everdese, get medcal hefs ar contact a
__——— -____ e : 1 | Patson Cantal Certer igit v (12002212221 (ke medicel
STALHVETIYS NOILIVISLLYE RO0T 1 | §ammrrien ie ikl ier acults as well ¢ for children sves i pou o nat
LEA-LASSLA EREBEY FELL 51008 0 ‘miakiaza0 o6 0w 00T “ “ nalice A digd oF ayTpana,
"0 HEFHI TR AR O LMTARLS 10 : | | Directions
o B
s TS A N PR oA oo Wl e L] | 1 | | oot takie e than dirscted fuee everdess warnirg)
e SR | | aduls e W take 2 gelleags ewery E hours while symploms fasi 1
R 0D B0 0K FURL DN PURID Fataig 2 PRIUALHN BRIt ng, “ n(l!u.hu u “h..._..qiin.-__ ﬂ!n.‘ni: 74 hours, unless 1
i a 1
I LT Tt “ ol I cics ol em e o Lhan 100 ke wrles divected by o !
"Lt Tt 16 B 8 G iy | 1 | e
T bt 2 s i ! | chilerm urdar | M sk a dochar
nen sEmduis s | 1 1§ 1E yeann
BATp | UD) oL 5150| 20 axia nel vy Il " "
B ] ) as6 £ 0 aciam 038 ued i | | Other information "
] JEIEE NI U Sin deig 1 | iere o B0°-25°0 (B°-TT P See USP Conrolled Boan Termpecalere i

g bup
SUpuLLg peogy o) Boy) 40 BEA ) SN ISR LPTRULTYH 18 SSaP E Y8

SRR BN GNTY NOK ) SN AIBaY MT)30P § Y8y

1anpa - ]
- mak red 840). FOGC yellow 96, gelai e, rptrooyproged cellulsse, rpdrmayprosd
- i Sy us.l!!su!uiupnluﬂu..ﬂﬂ retd e, hweraln s el o el
g i 1§ N e A oo o et sl than i, ot et i e b s
gy B A P AT PUR R B SN0 LB IR LS R ) “ “ Queslions or commenis?
EEE SHISH W Buuaspa uss I 1| el 1=ETT TP IR0 o A0 A E5T im0 P PET
Eggiiu’uilgﬂaﬂii“’

sanpasd B Busn sguw dEp L RhE kvl o 2§ I

L e e B e sBup e W il

FINEY T 1 USRS AT ERE 0 B (00 Sy e

STEEL POX | N33 AmE
!i!iglgiais

R LR T I e T ]
0 6 T S0 UL S A ndi i SOE

B R L 06 ) e

E
|
* Inside (adhesive side)

IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII

e £
&
> =
D&
—_— =
V=
(» 4=

[=
=
=1
&
g
——
=
=
o
(="
=
=

:




Pah1
Fehevar

IR 500 mg
PAIN RELIEVER [ FEVER REDUCER

R
AN LA AL P L IR
EIIT 1] SAAT P e I LT I i

Mlh‘_n—.-m--h-_hb
v senan

menn

o

]
e T e T
Wyl o e

Reliever

EN %2, 500 mg
PAIN RELIEVER | FEVER REDUCER

[Exivm Shremgih

]
>
K
49
o
E
4]
:{ B

%
g

g
:
: ]
-
=
B
L]

€D




|
- l
= &)

n +EIVTDEOTM | ! e e
I

i 3 I " Drug Facts (confinued) ;
= T ! | Directions I
TELHVENTIS RS LI S] |
.u ﬂ:ﬁfhﬁﬂ ,m._.% I “ I e ook aes o Than divecled (e swerdnee waming) “
1 I sl o | M ek every 6 o whlle cmpions st
7__ : — __ ____—_ e e e e e § _ | cthenz | Moot e o o Spkass 2 by b dmibysi |
I i Sl | NN A W B |
1ZL0-LBL0MM PEEZEY WAL e i ame : I o "
Y 30 TV D SN PSR AR, | _ | e L
BLOPE b e oo “ i
0 0 ) S 0 T A BSE J ) ERLTT | I information
A ) AR Y D RS 0 e 0 a0 5 e of e gsapn] | 11 e 2075 BT L S USP Gl Room Temperaluse
TP U g2 0 ) I mone humiy “

230 e L ) e “hupea e jo el |y | -ﬁﬁiwi.._nlﬁ_tﬂ.i

T _ Iﬁi
sy enpans ) ERpae 0 syt vl f

1
fack irun coic, collieal e e, croscamueloss soden D6Cred !

SiEp S LY fou SRR Dmav mal mey IR () e LU R0 o 520 LR “ _—H_thdmﬂhltpah}ﬁ.lgiﬁlii |
_ mrtyl el yprrvelse o cesde o, ipropal okl rebutekord plathelin

Jmoeg oyee e o g |

g Euing ponyy o Fupyey e ool orm surye JSEeL LU 19 X000 B I I
s s avey mak || §50 i) MR kY “

|

|

E

i ol | pdoshio o _.ﬂ.in_aaa:n# funmaien ma.sit_ii; Jueg
e taf iy [ pes [ i L R0 wI e LR |
vl weppl e usl
Bpnpy) e s unis TSN Vg s e oy savdoamect e dbely
i 94 3 g e o S P i
saplourace Bupune stndp a0 Gl _
S0 2 Wit 1 B 0y e AU _
S0 . P A ol L 3 NI R BRI | 9] S 1 X
shuey |
PR "

SLEE ERENLI PO ERRE I MR

PSS B 5 A UL G TR L O R
2 0 B P S UL TR AT

Inside (adhesive side)

mw b
P
| o

[ line.




Z0ST0OOD000L
A90%000000D0E

FETETTEYY
uied

e 7 g o i
prkai Ml e
dradedin s ke

i o P T

200000005067
TOO00000E502

AT A7 | FNATTE

b2t i NIHADNIMY L0V
192119}y uied

® i

AEMRIN PSR

[RSTREELTED Y MALGREEN €O,
200 WILMIGT REL, DEERSIELD, JL 0015
100% SATHEACTION CURRARTELD

Wgreera oan
G Walgresn o, SAEHINOM

Lls 2 L

COATIREG:
FREE AREA

L e T it oadirn

ey bovt s e o F i

W= Ban 40 mg o criamrophen in 9 bean
T Tl g T

I o wary nfeitale: ik aary drrwstle Lang B

[ ]
Mgy T L0 e g R ] R
e, Syt oy in e

Wi oy Mibay Wk

I e s i, b st o s el ol




op e mciwk 1 decicr 17
mp-—lhnmhn-
[l I T
In-u'—'lowru
N
Tt el 0 il o M1 AT IR
w O
EEUTT
B p et o b okl .
-.--'1}._'"“ i
1«:’“1 et O I::l
- Lo menl pIRE ik L
iy 0wl 0 A ] e R
Y W T

{BAMEI W
HiM LI

Lol k]
!%.

R

Reliever

ACETANMOPHEN, ISP SO0 M
PAMRELIEYER f FEVERREDINER

Extrm Sirength

oA by fon
l"in-ll? - S I -7 P e U Cesimiel

ma
L ey T —

arm- i o
B b
i

ik o e o e s b .

i

TOOC00021588




COATING
FREE AREA

LOS20000000L

Drug Fack jorfinued]
[t Ermtad by b ke
i’ ke |2 pert h-lm

by infarmation
I vl o - 25 - L S P Dol
i el bl .'m'ngmn

S4VI1IA
TYE 13 OfvH

5] Ll ey
P el ittt i

o wi il il o doslar I [l by i
T oy B 10 s M v e momt o iy
i s -yl ok gt sl e
Tolig i ]

Thett ceubd b 1t b i conalion.
Bt of Wearelbding, o s bed rodeniznd

TONTE BN | TTTE Y
e s 60 G ONNYLDY

19A31)3Y uied

W tempernrhy il o ot il - e
[ [ | [=H
W it W riowr jan o vl
Wbide W s sl

Ay . Wrererirad od mervirnl o

Targ 1ot o ey i

(vt wanskg: b s o s, ol et O COTmantE] Ramng:

Il o st "ot i oo gt sy aah i

-0 T, Dol e ol b sl i &Mﬂhll:::?‘ﬁ“

o Pt £ D00 o i sy

W witiiher i ciriaring wetaniater

I e ot s ey il g

[

gy et & A ) AU WY
unlerybersims =y ok

Wi wierury Milliey W

ot vl e, iy it il gl g e
Pl

£al

el i vl o o hiiens vt ot i i
L] o iy,

ey s 17 | M 3 gl vy o e
e

ITEMW S4B3TE WHO03a3 07221

IR

700000002501

COATING
FREE ARER

ACETAMINOPHEN

acetaminophen tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:0363-9798

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 500 mg
Inactive Ingredients
Ingredient Name Strength

HYDROXYPROPYL CELLULOSE, UNSPECIFIED (UNIl: 9XZ8H6N60OH)
FERROSOFERRIC OXIDE (UNIl: XMOM87F357)

FD&C RED NO. 40 (UNIl: WZB9127X0A)

FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)



GELATIN (UNIl: 2G86QN327L)

HYDROXYMETHYL CELLULOSE (UNII: 273FM27VK1)
SHELLAC (UNII: 46N107B710)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

FERRIC OXIDE YELLOW (UNII: EX43802MRT)

FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)

D&C RED NO. 33 (UNIl: 9DBAOSBBOL)

HYPROMELLOSE 2208 (100 MPA.S) (UNIl: BLQE5P712K)
FERRIC OXIDE RED (UNII: 1KO9F3G675)

BUTYL ALCOHOL (UNII: 8PJ61P6TS3)

PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
AMMONIA (UNII: 5138Q19F1X)

POVIDONE (UNIl: FZ989GH94E)

STARCH, CORN (UNIIl: 08232NY3S))

STEARIC ACID (UNII: 4ELV7Z65AP)

CROSCARMELLOSE SODIUM (UNIIl: M28OL1HH48)
ISOPROPYL ALCOHOL (UNIl: ND2M416302)

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)

Product Characteristics

gray (Encapsulated with red opaque and blue gray opaque hard

Color  Sojatin shells) Score
Shape OVAL Size
Imprint
Flavor anpri
Contains
Packaging
# Item Code Package Description Marketing Start
Date
1 NDC:0363-9798- 24 in 1 BOTTLE; Type 0: Not a Combination 09/24/2021
24 Product
2 NDC:0363-9798- 50 in 1 BOTTLE; Type 0: Not a Combination 09/24/2021
05 Product
3 NDC:0363-9798- 150 in 1 BOTTLE; Type 0: Not a Combination 09/24/2022
15 Product
4 NDC:0363-9798- 225 in 1 BOTTLE; Type 0: Not a Combination 07/01/2022
21 Product
5 NDC:0363-9798- 375 in 1 BOTTLE; Type 0: Not a Combination 06/25/2022
37 Product
6 NDC:0363-9798- 100 in 1 BOTTLE; Type 0: Not a Combination 09/24/2021

10

Product

Marketing Information

Marketing
Category

Application Number or Monograph

Citation

OTC Monograph Drug MO013

Marketing Start

Date
09/24/2021

score with uneven
pieces

19mm

Gl

Marketing End
Date

Marketing End
Date
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