VALUMEDS EXTRA STRENGTH PAIN RELIEF- acetaminophen tablet
SPIRIT PHARMACEUTICALS LLC

VALUMEDS EXTRA STRENGTH PAIN RELIEF
Drug Facts

Active ingredient (in each caplet)

Acetaminophen 500 mg

Purpose

Pain reliever/fever reducer

Uses

temporarily relieves minor aches and pains due to:
the common cold

headache

backache

minor pain of arthritis

toothache

muscular aches

premenstrual and menstrual cramps

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

do not take more than directed (see overdose warning)

adults and children 12 years and over

e take 2 caplets every 6 hours while symptoms last

e do not take more than 6 caplets 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
e ask a doctor

Other information
e each caplet contains: magnesium 0.43 mg
e store between 20-25°C (68-77°F)

Inactive ingredients

Hypermellose, magnesium stearate, microcrystalline cellulose, polyethylene glycol,
polyvinylpyrrolidone, pregelatinized starch, stearic acid, talc, titanium dioxide

Questions or comments?



1-888-333-9792
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Acetaminophen 500 mg
Pain realiever/fever reducer

PAIN RELIEF

XA STiEeRCTH
PAIN RELIEF
S0 mg

Acetaminophen

'

e

Ferwar reciucar

f==u}
40 caplats

2 :
[TTFY ] Lol
| ] ||
DE0H QPR S i RO | RN S A
1L Mg AR (M iR 3 i B gD e
IRE} 1] BRAR i g
e Gy ) el
\\ A i  meyud w ;
P | g umis pRayE po e dn s O AR I b
01 R 2 ] e [ WEE GEEEE R e E i
[T SECAN Y BT o TR g
AECOTI O B | I | e | _..u.hilu_!.._lﬁi._.ﬂnﬂ..h“.: m. LL m.
ELL BTN How agom g dawa iy M ama I N = E m R0 B
E s 51 06 B ENEu SN S I minsig agi gen [4 _.m " 24 1AM Ferapropg
U NN | N PR )RR B pED) £ W O A ) 4 e (T gy L u._._.iiﬂ.-! b1
ARAIS e w A g e AP e St sk BIZ =5 T m
(LT THE AR T ] .!!m.._u_-n_-I. 100900 T T L L L t E -m.
\\\\ na!law!_.-_hw,_ |1 P i1 L | m
rr T L] E £ R ey (2 e g e
Wy n....l_.h-...h--u_uu!.__ D PR A L B N .m "R (R RN A
WRIAD ISV £ 0 BOF @0 8 8] “Enr-uuu_ﬁ.n_._..ﬁ thﬂ_“aﬂ m ) — j 1 pRInE e (re E pRpRd EY,
T L L] MO DAl .ﬂ A i
1305 SHE N R0 N DR AL RE g P M AT R A0 JO SRR AT
S o 9 | [enaaparussemns:
ECT Dt K P B [ R Y b +
an e B R | pmg o) B Aapey gma ) .m_n._ z | e SR O Rl Ny
A 1D | T D S 0 K0 Y = o e g
D Su 1| DL W10 D) 1§ gmdi e ssy ﬂ._._ X
-.........l-..___u_. A ] w. mw b
Ed o _ -
rrrrrrh...m LT 4T 360 4 RELLAY 3 70 Y TV m..u.._._ = ; !
TAMPE R EMDEN <D0 WY LB I SAPETY
EIAL LMIRY CAF |5 INTRE M OF W S MO
Em ._HI___
%]
e}
Q
w a _“_ _r._ 3 _m_ n_ H ._ EL L]
O
MV_. mx_u




Drug Facls (continved) | Drug Fagts | e oe s soconon s~~~
continue ™ )
hpfu and aska doctor if VA'-UME”‘

Active ingredient (in each caplef) Purpose
:F:,}:r%ﬁmg";r?;‘mmu&lmn?ﬁ 1 LT T e —— Pain reliever/fever reducer
el symptoms Lt Compare to the active ingredient Uses llcrnpumnb' relieves mlnurarhas and nnlrls doe fo;
mredness o swelling s present. These could be signs of a serious condiion. of Extra Strength Tylenol® caplets* 8 P Serien £ B headac sckache
1 pregnant or breast-leeding, ask 2 health professional befare use. | W manor pain of mnnlus limtham lrnuscula! atfhes
W premenstrual and menstneal cramps

Keep out ul ru:hdd\ih
Overdose

I case of overdose, get medical help or contact a Poison Conirol ] W temporarily reduces fever
Center rmmam (1-800-222-1222) Ouick medical attertion is critical for adults as EXTRASTRENGTH ! = L]

welas tar children even if you da nat notice ary signs o symptams, | Warni
1 LLiver waming: This product containg acetaminophen. Severe liver damage
ﬂfi'ﬂffnﬂlf m o nol fake more than direcied (see overdose waming) 1 may occur if you take

aduts and children | W take 2 caplets every B hours whilk symptoms last Wmore than & D00 mg of acetaminaphen in 24 hours
12 years and over l:_n mmg !ngru than & caplets in 24 hours, unless 1 :?ﬁm Mﬁ&ﬂ"ﬁﬂﬂmﬂﬂmﬁwmg

: & docor H i his product

o nat use for mare than 10 days unless directed by AcetammophEﬂ | Allergy alert: acetaminoghen may cause savere skin rezctions. Symptoms

2 doctar 500 v mayinclude: Mskin reddening  Mblisters  Mrash

children under 12 years | ask a doctor mg y If a skin reaction occurs, stop use and seek medical help right away.
. n Do net use —

Other information mstare between 20-25°C (58-17°F) wuith wlnmur ﬂrug containing acetaminaphen (preseiption or § %
fnaciive ingred noapreseription), |f you are nmsu'ewelneranmg contns
#ynmma magnil’ﬁrr'fsmme microcrystaliine calulose, palyethylene glycol, aceaminophen, 15k  dactar or pramacist
palin m‘"ﬁ"dmn b ned'shrw. sttaric aci, bl, Banium iide J g;nmealuwmmmmmm or any af the inactive ingredients in
Questions or comments? call 1-888-333-5732 i . sk a doctor befare use Il you have liver disease
— pain reliever/ sk a doclar or pharmacist before use 1T you are >
Distributed By: Spirit Pharmaceuticals, I.LC fever reducer taking the blood thinning drug warfarn

Ronkonkoma, NY 11779 ORIG 12/ This product is not manufacturedor distributed by Johason & Johnson

Corporation, owner of the registered trademark Tylenal®

Il | 421'

500 caplets Actat e

Madle in bnelia

VALUMEDS EXTRA STRENGTH PAIN RELIEF

acetaminophen tablet

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:68210-1300

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

HYPROMELLOSE 2208 (15000 MPA.S) (UNIl: Z78RG6M2N2)
MAGNESIUM STEARATE (UNII: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNII: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDWI1A)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)

STARCH, CORN (UNIIl: 08232NY3S))

STEARIC ACID (UNII: 4ELV7Z65AP)

TALC (UNIl: 7SEV7J4R1U)

TITANIUM DIOXIDE (UNII: 15FIX9V2)P)

Product Characteristics

Color white Score no score
Shape OVAL Size 18mm
Flavor Imprint Code S500




Contains

Packaging
# Item Code

NDC:68210-
1300-4

[

NDC:68210-
1300-1

NDC:68210-
1300-5

Package Description

Date
1in 1 CARTON 04/10/2018
40 in 1 BOTTLE; Type 0: Not a Combination
Product
1in 1 CARTON 03/12/2020
100 in 1 BOTTLE; Type 0: Not a Combination
Product
500 in 1 BOTTLE; Type 0: Not a Combination 12/10/2020
Product

Marketing Information

Marketing Start Marketing End

Date

Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
OTC Monograph Drug MO013 04/10/2018

Labeler - spiRIT PHARMACEUTICALS LLC (179621011)

Revised: 12/2023

SPIRIT PHARMACEUTICALS LLC



	VALUMEDS EXTRA STRENGTH PAIN RELIEF
	Active ingredient (in each caplet)
	Purpose
	Uses
	Liver Warning
	Do not use
	Stop use and ask a doctor if
	Overdose Warning
	Directions
	Other information
	Inactive ingredients
	Questions or comments?

