(b) (4)

(b) (4)

Ilwww.fda.gov/drugsatfda

This label may not be the latest approved by FDA.

T T T T 7N s /7
-
— 0 e e e s A ~ 'SPpUEIq 8I0}S 8INjOBJNUBW JOU OP @[OUBIAL JO SioYew ay) ® _—— — — — —— —— — - - — — — — — —
T g@@J ono._oCm_b.BB\s BJIS M JINno JISIA kwco_«ww:U 10 uonew.ojul siow ‘_ou_ch T P wEOﬁQE\Aw 10 w:m_w >Cm 90110U J0U 0P 30> u_J T ld J
. Dy
7 7 7 Ja1j1 4o sinoy g 0} dn apinoid o} 7 7 UA® UaIp|Iy0 10} SE [|oM SE S}npe 10} [ED1D SI UoNUS)e 7 7 OR Q0
%@@ pases|al awi si Jake| puooas ay) ajiym Jaijel duioid apiroid o} Apoinb [BOIPAW YOIND (2ZT1-TCT-008-1) Aeme by sea) 5 wﬂ89
7 sigiqe; padeys-ginsdes, 7 7 sanjossIp Jake| 1Sy 8y 1 ‘Jojdeo Jaker-iq pajusyed ‘anbjun e sesn © 7 [o1u0) cow_o&% 10BjU00 Jo djoy _MQ_BAE 100 mmwem;o 7 7 | HW_H S
AUCTON jooseou obewep Jonl| 9sned Aew (9SopIano) asop & S/
*%NQ\QNQ spojde) ases|ay papuslxg Uled SHUYMY @lousjAL sexew ey papuBWWIOda) 8y} UBY} eiow Bupie] Bujuiem asopianQ M...aam «
*ua4p|Iyo Jo yaea Jo 1no dasy ' o
7 7 7 (ysiueds) 9v18-99t-888-1 7 7 asn a10Jaq 7 7 1..,/W7 S
10 (ys1ibu3) §995-668-L78-1 I1E0 [euoissejoid yeay e yse ‘Buipaaj-isealq 1o yueubaid | ~ W g
7 7 7 £Sluawiwio? 1o suonsand 7 7 UoIIPUOD SNowas e Jo subis aq pinod asay | 7 7 ﬁ”’ W =
wasaid si Buljjems 1o ssaupal m Y S
7 7 7 unedel) apIXoIp Wwniuey) a1ej0oA|B yosels Wnipos yosels 7 7 1n200 swoldwAs mau m 7 7 ”
poziunejebaid asojn|jso paiepmod suopirod 8sojn|[ed shep ¢ uey) 810w 10} sise| J0 8sIom S}ob Jore)m .J./J
g S 10U O auleIsAioolW sjeses)s wnissubew esojjswoldAy sAep O uey} aiow 10} Sise| Jo 8siom s}ab ured m Y]
7 i~y : 7 7 850JN|[90 [AUIOAXOIPAY UOIBIS UI0O XEM BQNEUIED 7 7 J1 10300p e Yse pue asn doig 7 7 NS
Jayey Aresodwa/ 3y 104 NS AUk p :mw_tmwbmums m\_muom:\ M
4 1 9N uaydouiweleoe Bujurejuod jonpoid Jayio Aue yum m
1onpoud siys Ut sjusipaibul sAioeUl )
7 \m\\wsm%\m\m\\\m\\m\\m% \\\m\ ajep uoljelidxe pue Jequinu 10| 1o} [aued pus ses m ay} Jo Aue 10 uaydouiwe}eoe o} aibia|e a1e no Jim ﬂm
uayoiq sl asn jou oq
7 mw@m%\%\\m\% %&\s\\\\\\\m\&‘ 7 7 .@Ieas Ajajes,, yum pajuudwi [eas Jauul (104 7 7 5 X 3 7 7 S
sy 10 deJm )2au Jo pauado S| UOJIED J| 3SN jou Op B SDEUIED 19A]| 8SNBO ABUI USYAOUILBISIY S180Npal

Ulg] SILYLLY JOUIW O Joljoy Aleiodus 3y 10
Y By B

7 7 7 (4et01) Ds0 7 7 1aAd} 10 s1analjal ured Jayjo Jo uaydouiwe}ade aye} 7 7
180U BAISSOX8 PIOAY (do2£-89) D.GT-0T 12 BI0IS W pINoys noA Jayiaym J0joop InoA V_mm. Kep Aiana syuup
7 7 7 uoneuLIoul 18410 7 7 21|0Yoo[e 810W J0 ¢ BWNSU0D NOA § :Bujuiem joyod|y 7 7
: : sbuiuiep
abe jo
Jane} saonpai Ajuelodwey m
7 7 7 sieak g1 7 7 sdwe.o [enljsusw m 7 7
10j00p B YSe m Japun ayoexoEq -
yATd Joj00p € Aq pajoallp ssajun sayoe Jejnosnw m &
7 NWM§&~ . 7 7 skep 01 UeyY) 90w 0} 9SN JoU Op m 7 7 ayoeylo0} B 7 7 =3
7 EEZEQQ 7 7 ul sje|ded 9 uey) aiow mv_Mzﬂw_“_ ww L} 7 7 piod :owcshwwmmw&" 7 7 W w
G . SNJOSSIP 10 0} anp sured pue sayoe Joulw SaAa][e) zmwﬁ_%,mmu ] IM lm
7 L an oS MBUD SO JOU Op — 8|0YM MO|[eMS B 7 7 ’ ; ' i sas) 7 7 = m..
Jolem yim ]
sinoy g A1ans sjo|deo Z oxer m s)npe =

Jaonpal Janaylensljal uled  Bw 0g9 usydouiwesoy
7 (191deo yoes ui) 7 7

7 Crrm—=—

(Buiulem asopiano a9s)

For current labeling information, please visit https

(b) (4)

00000000

CTN Ty Arth Pain
February 9, 2009

Pl
For The Temporary Relief Of Minor Arthritis Pain

1500HAET5 630 my each

[oﬂfa/‘/q
Aetmi

7 pajoallp uey) alow Muw.ﬁ_muw m 7 7 asodind juaipaibul Aoy 7 i mvw W,m W_W
== R, sjoe4 brug CHE
|sl-Tll-o8s0sOoaN ] ““‘b‘ﬁ‘u‘m‘npr““““L o Al
T S e - — — — — —
| I o | |
| | s i S | XXXXXXX |
00000000 | ] o S
1| | A S : | y
[ARTRIANAL R | y
r S o o
' Ww m : g /
| o
/

ARTHRITIS
FOL

Ease-of-Use

Commendation
For Packaging

or call toll-free 1-877-TYLENOL (1-877-895-3665)

FORT WASHINGTON, PA 19034 USA © MCN-PPC
U.S. Patent Nos. 4,968,509 and 5,004,613
0

Distributed by: McNeil Consumer Healthcare
Visit us at www.tylenol.com

DIVISION OF MCNEIL-PPC, INC.

(b) (4




This label may not be the latest approved by FDA.

For current labeling information, please visit https://www.fda.gov/drugsatfda

(b) (4)

< ~Na_g - v 27 L -~ e .. """
Active ingredient (in each caplet| Purpose
\ Acetaminop%en 650 mg .............. Pairﬂeligver/fever rreeiucer ‘ I I I READ THE LABEL I I I '
Uses m temporarily relieves minor aches and pains due to:
m muscular aches m backache m headache
u toothache 1 the common cold
m menstrual cramps  ®minor pain of arthritis
m temporarily reduces fever
Warnings
Alcohol warning: If you consume 3 or more alcoholic drinks
every day, ask your doctor whether you should take
acetaminophen or other pain relievers or fever reducers.
Acetaminophen may cause liver damage.
=——— |Donot use
(W if you are allergic to acetaminophen or any of the inactive
=———| ingredients in this product
W with any other product containing acetaminophen
=——— [Stop use and ask a doctor if
\ m pain gets worse or lasts for more than 10 days

—~ 7,

NI

& Hour

Contains Fain Rellever / Fever Reducer

Acetamingolen Eitended felease Fai feliver
For Up to 8 Hour Relief of Minor Muscular Aches & Pain

m fever gets worse or lasts for more than 3 days

W new symptoms occur mredness 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: Taking more than the recommended
dose (overdose) may cause liver damage. 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
1 do not take more than directed (see overdose warning)
Adults and children 12 years and over:
m take 2 caplets every 8 hours with water
m swallow whole  do not crush, chew or dissolve
 do not take more than 6 caplets in 24 hours
m do not use for more than 10 days unless directed
by a doctor
Children under 12 years: m do not use
Other information
mstore at 20 25°C (68  77°F). Avoid excessive heat 40°C (104°F),
1 do not use if neck wrap or foil inner seal
imprinted with “Safety Seal®” is broken
Inactive ingredients com starch, D&C yellow #10
aluminum lake, FD&C red #40 aluminum lake, FD&C yellow
#6 aluminum lake, hydroxyethy! cellulose, magnesium stearate,
microcrystalline cellulose, polyethylene glycol, polyvinyl alcohol,
povidone, powdered cellulose, pregelatinized starch, sodium
starch glycolate, sucralose, talc, titanium dioxide
Questions or comments?
call 1-877-895-3665 (English) or 1-888-466-8746 (Spanish)
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reducer

Uses m temporarly relieves minor aches and pains due to:
mmuscular aches

mbackache  mheadache
mtoothache m the common cold
mmenstrual cramps  m minor pain of arthritis

m temporarily reduces fever

Warnings

Alcohol warning: If you consume 3 or more alcoholic drinks

every day, ask your doctor whether you should take

acetaminophen or other pain relievers or fever reducers.

Acetaminophen may cause liver damage.

Do not use

mif you are a lergic to acetaminophen or any of the inactive
ingredients in this product

mwith any other product containing acetaminophen

Stop use and ask a doctor if

Directions

by a doctor

Other information

& Hour

S Active ingredient (in each caplet]  Purpose b il DEADN TLE | ADET 118 R overdose, get medical help or contact a Poison Control
[\ hctive ingredient n eachcaplel)  Purpose” )] READ THE LABEL I orogiimedcilebs cotectaporn Cort
L attention is critical for adults as we | as for children even
if you do not notice any signs or symptoms.
‘ mdo not take more than directed (see overdose warning):
Adults and children 12 years and over:
mtake 2 caplets every 8 hours with water
mswa low whole - do not crush, chew or dissolve
m do not take more than 6 caplets in 24 hours
m do not use for more than 10 days unless directed

Children under 12 years: m do not use
s ore at 20-25°C (68 - 77°F). Avoid excessive heat 40°C (104°F)

mdo not use if neck wrap or foil inner seal
imprinted with “Safety Seal®” is broken
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mpain gets worse or lasts for more than 10 days
mfever gets worse or lasts for more than 3 days

mnew symptoms occur mredness or swelling is present
These could be signs of a serious condition.

Keep out of reach of children.
Overdose warning: Taking more than the recommended
dose (overdose) may cause liver damage. In case of

If pregnant or breast-feeding, ask a health professional before use.

Pain Rellever / Fever Redlicer

Acetamingphen Ertended Relase Fai Rellever
For Up to 8 Hour Rellef of Minor Muscular Aches & Pain

Inactive ingredients com starch, D&C yellow #10
aluminum lake, FD&C red #40 aluminum lake, FD&C ye low
#6 aluminum lake, hydroxyethyl cellulose, magnesium stearate,
microcrystaline cellulose, polyethylene glycol, polyvinyl alcohol,
povidone, powdered cellulose, pregelatinized starch, sodium
starch glycolate, sucralose, talc, titanium dioxide
Questions or comments?

call 1-877-895-3665 (English) or 1-888-466-8746 (Spanish)
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K Active ingredient (in each caplet) Purpose

Acetaminophen 650 mg.. Pain reliever/fever reducer

Uses
m temporarily relieves minor aches and pains due to:
m arthritis mthe common cold  mheadache
m toothache  m muscular aches m backache
W menstrual cramps
W temporarily reduces fever
Warnings
Alcohol warning: If you consume 3 or more alcoholic drinks
every day, ask your doctor whether you should take
acetaminophen or other pain relievers or fever reducers.
Acetaminophen may cause liver damage.
Do not use
m if you are allergic to acetaminophen or any of the inactive
ingredients in this product
m with any other product containing acetaminophen
Stop use and ask a doctor if
W pain gets worse or lasts for more than 10 days
m fever gets worse or lasts for more than 3 days
W 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: Taking more than the recommended dose
(overdose) may cause liver damage. 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

<«Qlll READ THE LABEL IlIIp

NDC 50580-112-15

(ontains
Avtmiter e et el v R
For The Temporary Relief Of Minor Artvitis ain

Caplets

*Capsule-Shaped Tablets
150 CAPLETS
650myg each

%

as well 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 or dissolve

m do not take more than 6 caplets in 24 hours

m do not use for more than 10 days unless directed by a doctor|
Under 18 years of age:

| ask a doctor

Other information

m store at 20 25°C (68 77°F). Avoid excessive heat
40°C (104°F).

m do not use if neck wrap or foil inner seal imprinted with
“Safety Seal®” is broken

Inactive ingredients

carnauba wax, corn starch, hydroxyethyl cellulose,
hypromellose, magnesium stearate, microcrystalline cellulose,
povidone, powdered cellulose, pregelatinized starch, sodium
starch glycolate, titanium dioxide, triacetin

Questlons or comments?
call 1 877 895 3665 (English) or

1 888 466 8746 (Spanish)

Distributed by: McNeil Consumer Healthcare
DIVISION OF MCNEIL-PPC, INC.

FORT WASHINGTON, PA 19034 USA

© MCN-PPC, INC. 2009 www.tylenol.com
U.S. Patent Nos. 4,968,509 and 5,004,613
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Acetaminophen 650 mg.................

Uses

m temporarily relieves minor aches and pains due to:
W arthritis mthe common cold  mheadache
m toothache W muscular aches m backache
® menstrual cramps

m temporarily reduces fever

Warnings

every day, ask your doctor whether you should take
acetaminophen or other pain relievers or fever reducers.
Acetaminophen may cause liver damage.

Do not use

ingredients in this product
m with any other product containing acetaminophen
Stop use and ask a doctor if
W pain gets worse or lasts for more than 10 days
m fever gets worse or lasts for more than 3 days
W 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.

(1-800-222-1222) Quick medical attention is critical for adults

Active ingredient (in each caplet) Purpose
Pain reliever/fever reducer

Overdose warning: Taking more than the recommended dose
(overdose) may cause liver damage. In case of overdose, get
\/medical help or contact a Poison Control Center right away.

NDC 50580-112-15

Alcohol warning: If you consume 3 or more alcoholic drinks

m if you are allergic to acetaminophen or any of the inactive

Contains

Avtmiptenbrnt el o el o fr
For The Temporary Relief Of Minor Arthritis Pain

Caplets

“Capsule-Shaped Tablets
150 CAPLETS
650mgeach

Il READ THE LABEL lIIp

as well 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 or dissolve
m do not take more than 6 caplets in 24 hours
m do not use for more than 10 days unless directed by a doctor|
Under 18 years of age:
| ask a doctor
Other information
m store at 20-25°C (68-77°F). Avoid excessive heat
40°C (104°F).
m do not use if neck wrap or foil inner seal imprinted with
“Safety Seal®” is broken
Inactive ingredients
carnauba wax, corn starch, hydroxyethyl cellulose,
hypromellose, magnesium stearate, microcrystalline cellulose, |
povidone, powdered cellulose, pregelatinized starch, sodium
starch glycolate, titanium dioxide, triacetin
Questions or comments?
call 1-877-895-3665 (English) or
1-888-466-8746 (Spanish)
Distributed by: McNeil Consumer Healthcare
DIVISION OF MCNEIL-PPC, INC.
FORT WASHINGTON, PA 19034 USA
© MCN-PPC, INC. 2009 www.tylenol.com
U.S. Patent Nos. 4,968,509 and 5,004,613
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