PREMIER VALUE ARTHRITIS PAIN RELIEVER- acetaminophen tablet, extended release
Premier Value

Drug Facts

ACTIVE INGREDIENT (IN EACH GELTAB)
Acetaminophen USP, 650 mg

PURPOSE

Painreliever/fever reducer

USES
® temporarily relieves minor aches and pains due to:
® muscular aches
backache
headache
toothache
the common cold
minor pain of arthritis
premenstrual and menstrual cramps

® temporarily reduces fever

WARNINGS

Liver warning: This product contains acetaminophen. Severe liver damage may occur if you take
®= more than 6 geltabs in 24 hours, which is the maximum daily amount
s with other drugs containing acetaminophen
s 3 or more alcoholic drinks every day while using this product

Do notuse
s 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 have difficulty swallowing large tablets or capsules. People over 65 may have difficulty
swallowing these tablets.
® 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
® npew symptoms occur

s redness or swelling is present



® the tablet got stuck in your throat
These could be signs of a serious condition.

If pregnant or breas t-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 evenif you
do not notice any signs or symptoms.

DIRECTIONS
= do not take more than directed (see overdose warning)

» take 2 geltabs every 8 hours. Swallow only one geltab at a time.
= take a sip of water before swallowing each geltab and wash each
geltab down with water (up to a full 8 oz. glass).

» swallow whole - do not crush, chew, split or dissolve

» do not take more than 6 geltabs in 24 hours

» do not use for more than 10 days unless directed by a doctor

under 18 years of age = aska doctor

adults

OTHER INFORMATION
® store at 20 - 25° C (68 - 77° F). Avoid high humidity.
® see end panel for batch number and expiration date
= TAMPER EVIDENT:DO NOT USE IF IMPRINTED SEAL IS BROKEN OR MISSING
FROM BOTTLE.

INACTIVE INGREDIENTS

Croscarmellose sodium, gelatin, glycerin, hypromellose, iron oxide black, iron oxide yellow,
magnesium stearate, microcrystalline cellulose, polyethylene glycol, povidone, pregelatinized starch,
propylene glycol, sodium lauryl sulfate, starch, titanium dioxide

QUESTIONS?
Call 1-800-406-7984

PRINCIPAL DISPLAY PANEL
Premier Value®

NDC 68016-340-08

Use only as directed.

See New Warnings Information
EASY TO OPEN BOTTLE
Lasts up to 8 hours

Arthritis Pain Relief



Acetaminophen Extended-Release Tablets, USP 650 mg

Pain Reliever/Fever Reducer

For the Temporary Relief of Minor Arthritis Pain

THIS PACKAGE FOR HOUSEHOLDS WITHOUT YOUNG CHILDREN

DO NOT USE WITH OTHER MEDICINES CONTAINING ACETAMINOPHEN
80 GELTABS 650 mg EACH

(*Gelatin-Coated T ablets)

COMPARE TO THE ACTIVE INGREDIENT OF TYLENOL®ARTHRITIS PAINT
DISTRIBUTED BY CHAIN DRUG CONSORTIUM

5095711/0512
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Acetaminophen

Minor Arthritis Pain
(*Gelatin-Coated Tablets)

80 s ssomiac

Extended-Release Tablets, USP 650 mg
Pain Reliever/Fever Reducer
¥ For the Temporary Relief of

LEFEE T4 ‘NOLVYH Y208 ‘101 3LNS
aA18 NOLVH YOO8 MN L0EE .-

WNILHOSNOD DNHA NIYHD

Aga3LngidLsia

olLso

“Auredwo?) [ousiAL 8Y1 SI z|ousiAL yIeLwspel) pals)siBal

B} O JBUMD BU | "0U| ‘BJEOLNEOH JBWNSUOD IONIW
g painquisip o paINIdE|NUBL 10U S jonpoid sty y

310108 WOH ONISSIIN HO NIX0HE S1 VIS
O3LNIHdWI 1 3SN LON 00 -LN3TINT HIdWVL

‘uojew.oju Juepodw) sueuod y ;

*uopea ay) daay

VB6L-90¥-008-1 1152 § SUO/SAn{

BPIXOID WNILEY] 'UAIRIS ‘BIRYNS
JAune| whipos 09416 suajAdold ‘yaiels pazuiejabaid

(*Gelatin-Coated Tablets)

i

5095711

4 I0JO0PEYSE W
1njaop
& £g pajaiip ssajun sfep gL
UE) BJ0LW J0) 857 12U 0P W
sinoy pg uj sqeyab g

obie o sieak g| Japun

10U 0P - B|OUM ME|[EMS

‘(sself

°Z0 g ||} & 0} dn) J@em

UM UMOD G0 YIBa ySeM

pue qeyfeb yaes Bumg|ems

210Ja0 Jalem |0 dis B axey m
‘awn

18 qeyj86 auo Ajuo mojjemg

“sanoy g fiana sqeyjeb g axer w synpe
(Bujwiem asopiane aas)

[F8}3a11p UBY) 3J0W 3XE} jou Op W

suopaaig

“swojdwAs 1o sufiis Aue
010U 10U 0P NOA | UBAS UBIP|IYO 10} SE [|BM SE SYNpE

|B31pawy 196 'S0PIBA JO B5ED U] :BUjUIEm 9SORIARD
“UBJp|IYa |0 yaees |0 jno deay

"85 a104aq

[euoissajosd yyeay e yse *ujpaaj-Iseaiq Jo jueubiaid j|

(=)
w ‘auopiand ‘1026 suafyiedjod ‘asoy 00,91
[72] Iy ‘jeseals wiisaubew A PIXO U0J 'HOB|G 3PIXO LI “UDJIPUO? SNO1IAS & J0 SUBIS aq pnoa asauL
wg m ] ‘950]jaW01dAY ‘Up3dK]6 ‘ujje(ab ‘WN|pos SS0[|aWLIEISOID 1BCIYL IN0A U s 100 1ajge) su) m
CosS= m sjuaipasbiu) anijaeu] Juesaid | Buyiams Jo S59UPeI
“ == m w 1n220 swojdwAs mau
o ﬁ = m ﬂ a)ep UDNEI|dx@ PUE Jaquinu yajeq Joj jeued pua sas m sfep g UBLY aJ0W SISE| JO asiom s1ab Jana)
=== <o AUpILInY YOIy PIOAY (4 o2 £ - 89) 0 162 - 07 18 21005 m shep 0 Uey) a1 )se| Jo as10m s1a0 ujed m
« m o w 0 uojjewojui 13yj0 1| 10j30p € yse pue ssn dojg
T - (panunuo) syaey bnig (panuyuoo) spae4 Gnig
B2 | & .
[reg
glll40986ll02884!1l7
Batch No. Expiration Date:
,/ \ _ }1£G605

PREMIER VALUE ARTHRITIS PAIN RELIEVER

acetaminophen tablet, extended release

Product Information

NDC:68016-340

Item Code (Source)

HUMAN OTC DRUG LABEL

Product Type




Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ACETAMINO PHEN (ACETAMINOPHEN)

Inactive Ingredients
Ingredient Name

CROSCARMELLOSE SODIUM

GELATIN

GLYCERIN

HYPROMELLOSES

FERRO SOFERRIC O XIDE

FERRIC O XIDE YELLOW

MAGNESIUM STEARATE

CELLULOSE, MICRO CRYSTALLINE

POLYETHYLENE GLYCOLS

PO VIDONE

STARCH, PREGELATINIZED CORN

PROPYLENE GLYCOL

STARCH, CORN

SODIUM LAURYL SULFATE

TITANIUM DIO XIDE

Product Characteristics

Color white (White to Yellow)

Shape ROUND

Flavor

Contains

Packaging

# Item Code Package Description
1 NDC:68016-340-08 80 in 1 BOTTLE

2 NDC:68016-340-40 40 in 1 BOTTLE

Marketing Information

DEA Schedule

Basis of Strength Strength
ACETAMINOPHEN 650 mg
Strength
Score no score
Size 13mm
Imprint Code 350
Marketing Start Date Marketing End Date

Marketing Category Application Number or Monograph Citation Marketing Start Date

ANDA ANDAO078569

Labeler - premier Value (101668460)

12/21/2012

Marketing End Date



Ohm Laboratories Limited 184769029 manufacture(68016-340)

Revised: 7/2012 Premier Value
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