ARTHRITIS PAIN RELIEVER- acetaminophen tablet, film coated, extended
release
The Kroger Company

Arthritis Pain Relief
Drug Facts

Active ingredient (in each caplet)
Acetaminophen USP, 650 mg

Purpose

Pain reliever/fever reducer

Uses
* temporarily relieves minor aches and pains due to:

minor pain of arthritis

muscular aches

backache

premenstrual and menstrual cramps
the common cold

headache

toothache

* temporarily reduces fever

Warnings

Liver warning

This product contains acetaminophen. Severe liver damage may occur if you take

* more than 6 caplets in 24 hours, which is the maximum daily amount
* with other drugs containing acetaminophen
* 3 or more alcoholic drinks every day while using this product

Allergy alert
acetaminophen may cause severe skin reactions. Symptoms may include:
* skin reddening

e Dlisters
* rash



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

Do not use

» 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 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

e 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
» take 2 caplets every 8 hours with water

* swallow whole; do not crush, chew, split or
dissolve

* do not take more than 6 caplets in 24 hours

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

under 18
years of age * aska doctor

Other information



* storeat20-25° C (68 - 77° F). Avoid excessive heat 40° C (104° F).

* 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

crospovidone, hypromellose, magnesium stearate, microcrystalline cellulose, povidone,
pregelatinized starch, propylene glycol, sodium lauryl sulfate, stearic acid, titanium
dioxide

Questions?

1-800-632-6900

CONTAINS NO ASPIRIN

DIST. BY THE KROGER CO. CINCINNATI, OHIO 45202

PRINCIPAL DISPLAY PANEL - 100 Caplet Bottle Carton

COMPARE TO the active ingredient of
TYLENOL® ARTHRITIS PAIN *See side panel
NDC 30142-970-01

USE ONLY AS DIRECTED
Krogerg

Arthritis Pain
Acetaminophen
Extended-Release
Tablets USP, 650 mg

Pain Reliever/Fever Reducer
For the Temporary Relief of Minor Arthritis Pain

OUR PHARMACIST RECOMMENDED

actual

size

100 CAPLETS**
**capsule-shaped tablets

DO NOT USE WITH OTHER MEDICINES
CONTAINING ACETAMINOPHEN



ACETAMINOPHEN

DO NOT USE WITH OTHER
MEDICINES CONTAINING

Pa

itis
Tablets USP, 650 mg
Pain Reliever/Fever Reducer

For the Temporary Relief

e
- ; rary R
100 CAPLETS“ of Minar Arthritis Pain

Acetaminophen
Extended-Release

Arthr

Ask a loﬂu?!__ﬂ_.ﬁ!:-n! before use if you are
taking the blood thinning drug warlarin
‘Stop use and ask a doctor if

worse o lasts mare han 10 days v
worse or basts more than 3 days

'CONTAINS NO ASPIRIN

DIST, BY THE KROGER CO. CINCINNATI, OHIO 45202
FOR MORE PRODUCT INFORMATION, SCAN UPC

USING YOUR KROGER APP OR CALL 800-632-6900 0421

Ho

I(;}Jgr

3 - [ : | e —— ——— i
ww ) n_hvm 92 % m 88 Daﬁ_ Facis _ Drug Facts (continued) H
x = . .
: L N 2|85| | |Active ingredient Purpose | | | ot & sveling s rosent i
-3 8 g ilzs & A (in each caplet) Pain refiever/ | | || Those could be signs of a serious condtion. i
2 i << ] W .m == Acetaminophen USPE, 850 M0 eoom.—m fever raducer _ _uh_ui-i or ng, asK & [ o i
= T - e use.
SF g2 2|52 Uses ] ) + | Keep out of reach of children. :
2|20 2 |=£ m temporarily relleves minor aches and pains dus to: I" | Overdose warning: In case of overdose, get medical | !
o g WN a WN W minor of arthritis | help o¢ contact & Paison Control Centar right sway 1
oF ot 3 mm m museudar aches | (+800-222-1222), Quick mecical attenton s eribeal for |
— wm Wm o pre al and menstrual cramps “ M.“__.—M mmmﬂw__mm__u__h_”_n_._n_a:n..d:___tﬂ.n_nzﬂzqwnm "
= M the comman cold el
= M headache ! irecti i
8 2 5 ﬂ;ﬂ%_ma:asaﬁowgﬂ | m..uo hot {5k more than direcied (sse overdose waml !
N W vake 2 caplets every 8 hours with water | |
Warnings i m swallow whole; do not crush, chew, i
Liver warning: This produsct contains acstaminophan, ¢ split or dissobve ; -
= = Sevire Iver damage may secur i you take I I/t nol takaimar fn S eplelz in I
|~ B W mare than & caplets in 24 hours, which is the maximum | Inc_..n_u_ca for han 10 1
2 £ 3 £ didky amourt : Isas decti by agan_&« i
g 5 g & W with gither drugs containing acstaminoghen i uniess by a dostor i
53 g e u k] H 9 o ] ] u.@mﬁa%&s.&o&qﬂ;;c%u:» _ __.-mnﬂ,me.m_“__nu»_-ua.,nn.n..“,_oﬂ i
£ £ Y g p
m N “ -, lrn- “ W. “ ol m .}_F-E!yxﬂ._;gz:i"nﬂﬂaﬂm%ag’ m 1 .
= = = I - er information I
Ll S o= 2 [ 8z kKl G [ o= @ B 8 3 N it R Y | | storeat 20-257C 68 77 F). Avid axossivo heat | |
mu.w 3 = 00 3 w o rm e — = w 3 Wn 11 & 2idn Faaction aocurs, 3iop use and sesk madicel i L Bﬁc:mvs:m_uo-g::::&n;aniiasuma i
e O o 2 & TR < = OO0 Q2 @ = ko right away i | m TAMPER EVIDENT: DO NOT USE IF IMPRINTED |
cE o < =3 WF ac£o9o =3 | B = | |L_SEALKS BROKEN OR MISSING FROM BOTTLE, | |
Zn o [y El © Q. [ & (prescription or nanprescripson). If you are not sure | {Inactive ingredienis ]
Cw [+ s B N o s whether & drug ecitains acstarminoghen, ask a doclor | | £rospovidons, ypromelose, magnesium stearate, i
oE n = LW o= E - 1D [ of pharrracist, \ | miercerystaline colluboss, povidone, pregelatinized 4
Y= -m O == = M m -m O - = = W if you are allergic to acetaminophen or any of the | starch, propylene glyeol, sodium Jauryl sultate, siearc |
£z - m @ m N = E - m 1} w g inative ingredients in this produet, : acid, titanium dioxide |
ok - T8 g2 =3 L= = -] 32 Ask a doolor before use I you have [iver dissase. ! FOUestions? 18006326300 !
w e o o co 55 EP L= cCo S$s _ !
28 = o3 £, K + ° T =% _ i
a= - T = P ' i
=0 O %o S £ B Q g & | |
B = = O 5% ! i
9= Ladil 85 BE LIupE 85 | i

/‘i
|
|

.amimnia___.:nos._zm.ia..g.i&
IMPORTANT INFORMATION. -E!ﬁra_ﬂaiul

Our Brands. Our Guarantee,  SUTsWick, Kl 08933 Johrian
Lave It or Your Money Back. u%in%. .thmﬁ
‘www.kroger.com o s produes,

&

o "51260"01286"" 0 | seeve
Bateh Mo, Expiration Dane:

N ish Area

NDC:30142-970

Item Code (Source)

extended release
HUMAN OTC DRUG

ORAL

ARTHRITIS PAIN RELIEVER
acetaminophen tablet, film coated,
Product Information
Route of Administration

Product Type




Active Ingredient/Active Moiety
Ingredient Name

Basis of Strength Strength

ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg

Inactive Ingredients

Ingredient Name
CROSPOVIDONE (UNII: 257830E561)
HYPROMELLOSE, UNSPECIFIED (UNII: 3NXW29V3WO)
MAGNESIUM STEARATE (UNIl: 70097M6130)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
SODIUM LAURYL SULFATE (UNIl: 368GB5141))
STEARIC ACID (UNII: 4ELV7Z 65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
STARCH, CORN (UNII: 08232NY3S))
PROPYLENE GLYCOL (UNII: 6DC9Q167V3)
POVIDONE, UNSPECIFIED (UNIl: FZ989GH94E)

Product Characteristics

Color white Score

Shape OVAL Size

Flavor Imprint Code
Contains

Packaging

# Item Code Package Description

1 NDC:30142-970- 1 in 1 CARTON

01

100 in 1 BOTTLE; Type 0: Not a Combination
Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDA076200

Labeler - the kroger Company (006999528)

Establishment

Name Address ID/FEI
Ohm Laboratories Inc. 184769029

Strength

no score
19mm
corll6

Marketing Start Marketing End
Date Date

02/19/2021

Marketing Start Marketing End
Date Date
02/19/2021

Business Operations
MANUFACTURE(30142-970)
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