TOPCARE 8 HR ARTHRITIS PAIN RELIEF- acetaminophen tablet, film coated,
extended release
Topco Associates LLC

Topco Associates LLC. 8 HR Arthritis Pain Relief Drug Facts

Active ingredient (in each caplet)

Acetaminophen 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
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:

» skin reddening
» Dblisters
* 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
* ask adoctor

Other information

« store at 20-25°C (68-77°F)
 do not use if printed foil under cap is broken or missing



* meets the requirements of USP Dissolution Test 2

Inactive ingredients

carnauba wax, colloidal silicon dioxide, croscarmellose sodium, hypromellose,
magnesium stearate, maltodextrin, microcrystalline cellulose, polyethylene glycol,
polysorbate 80, povidone, pregelatinized starch, stearic acid, titanium dioxide

Questions or comments?
1-888-423-0139

Principal Display Panel

TopCareg health

COMPARE TO TYLENOL® 8HR ARTHRITIS PAIN ACTIVE INGREDIENT
8 HR Arthritis Pain Relief

ACETAMINOPHEN EXTENDED RELEASE TABLETS, 650 mg
PAIN RELIEVER ¢ FEVER REDUCER

8 HOUR

For the Temporary Relief of Minor Arthritis Pain

actual size

24 CAPLETSt - 650 mg EACH

tCAPSULE-SHAPED TABLETS



( \ I§ ( )
[=}—4.] f
. = _M
6 10-E2r888 1 SUAULLIOD JO SUOT]S?) < Sy Sece : wEE :
¢l sanp fire 3350 30U 0P NOA J USA3 UAIP|IYY 104 SE [3MSE SYIpR < (IO IpaLL Y388 PUB S %a.ﬁﬁ%ﬁ%ﬂﬂ mm 2 -m 8
appiolp iy 'prae ajeals o s paziuipeiafiad 1o} [eaiyI2 81 UDRUBY aIpaW YOG (2221 -222-008- 1) : USIm SESQE BULEppal LS R EEE — @
‘auopinod g apeqaosfjod Yook b ausyfiypafjod ‘asop) i fewe b Jequery januoy uosiod e pRUCOIO “apnu fowsun n__._.% 800708 O = e o
aul esh pouvIw ULpXepa) W “ajeeds wnisauliew djay [earpaui j26' ssopuano jo ss e ) GumLem asopiang Upjs aienas asne) fiew _._m__._n_c:_Emﬁq 18 _,.mu-q M < w
‘a5 jau0:d i) 'WnIpos 850 | ULISON ‘PO U0 "URIPYI Jo yaeal joyno daay ' ' yonpoid z m R =
[piofoa ‘vem eqnewed sjupaibiy angaely : - ‘a8 Nﬁn sj3 Buisn gjpn fiep Aisna syuup ayotooje siow jo ¢ W m n nmu
RIS yjse Buipaa)- ojuey ) =
21581 UOSS] g5 0 SIBUAITDE & SBeUm i e e ST o Baph Eﬁ%ﬂmﬁﬁ%ﬁ : g s K s M
Buissiu "oy puoo snotes e jo sufils aq pinoo asay | . - : m a el = =]
10 uao1q:s1 ded Japun 1oy payuisd j1 asn Jou opm Jussaid s Buigiams Jo ssap e m U EILPR I Sy LSBT § UL BRI o =
: > e i e} nofi j na2o few abeump Jan) alanag p = s =
oL 80102 02201 LONELLLIOJ L SRl " o0 swodufs e m ugydouneiade sueco yonposd sty Sunwsem sany = . g
- Bp £ UBL) 801U 5]52] 10 BSIoM )66 Jona) W sbunuey v = 8 =
A et o sfiep o} uey) 80w s)5e) 10 ss10m S)e6 ured m - i . = Q g
e E“._Hm“t: 81 sopn J110p0p R yse pue asn dojg sanay sacrpay fyeaodue m f 2a - nu..m. wi
LTy N Do LoWwwoo 4 m i (=1}
sfep (o ey alow Jojasn Jou op ueyse Gnp Byt pooig ey ' &E%W_ﬂﬂ_g “._nw_mas._m._._w_m " 0 - M e o £
sInoy pzul Guryeraie nof 1 asn au0jaq JsioeuLeyd 10 10300 @ YsY aoeyEg B [§ C h = = m. b =
m__.m_n_mum_.aﬁm._aEm.w_m:a_._a_uI 95EASI JaN| anEy itgﬁxﬁu:nq S0 Jensn | m m Ew® %
anpssIp 10 1|ds ‘mayn S0 Ured JoUL W et Ee g .
S 0L Op 'B0yM MOJRMS I tonpaid sty ut suaipaibu) anpoeu) 0 enp sured pue sayoe Jouw sanaya) Aueiodus) | ™ e S L .
e YU a4} Jo fue o uaydounueeoe oy aifiia e are nof j m s98)) A = =T m
sinou g fana siajde g ey m synpe ISR eyl 10 L =z = £ HT)
(Buuem 10}00p © s “uatdouiw ejoe suiepueo Bnip eJsgaym Jonpal Janaanaial ureg - Bul pgauaydouueizay R == _.0_. < m
! : =
4SOPO0 205) PaJORIIP W) 210U 22} J0U O ansgjou nen nofkj) Emﬁ_ﬁma_masa E_a,_:ge& (13ydeayopa ) = M o
suonaalg UatdouUIE}R0R DlILEI) Dup Joijo AUB YA asodmy Juapabur angay XL =2 ot
o] 25N Jou 0 L L - = I
(panunuos) spoeq binig (panupwoa)sjoey g sjoeq finig 00== o~
29-55¢-0089E DAN
T . 1 ﬁ
8
g |
& & m=
CERE g5 &
T3 M == B _om
a8 m 253 =L
28 gtz @ CEFLE
o (& @ 3 F : P
SRR EY PE3ES
£g (2| W83 FiETR
HEIRYE BRCE
et al 2 8o 8 2 2 =
i €8 Sa
Es 3 2 W m
28 |2 § ©
F* |m 3
| ;

HUMAN OTC DRUG Item Code (Source) NDC:36800-455

Product Information

Product Type

TOPCARE 8 HR ARTHRITIS PAIN RELIEF

acetaminophen tablet, film coated, extended release




Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 650 mg

Inactive Ingredients

Ingredient Name Strength
CARNAUBA WAX (UNIl: R12CBMOEIZ)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
CROSCARMELLOSE SODIUM (UNIl: M28OL1HH48)
HYPROMELLOSE, UNSPECIFIED (UNIl: 3NXW29V3WO)
MAGNESIUM STEARATE (UNIl: 70097M6130)
MALTODEXTRIN (UNII: 7CVR7L4A2D)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNIl: 3WQOSDW1A)
POLYSORBATE 80 (UNIl: 60ZP39ZG8H)
POVIDONE, UNSPECIFIED (UNII: FZ989GH94E)
STEARIC ACID (UNII: 4ELV7Z65AP)
TITANIUM DIOXIDE (UNII: 15FIX9V2JP)

Product Characteristics

Color WHITE Score no score
Shape OVAL Size 19mm
Flavor Imprint Code L544
Contains
Packaging
# Item Code Package Description fiarketingistant MarketlngiEnd
Date Date
1 9'8DC3680°'455' 1in 1 CARTON 07/10/2018
1 100 in 1 BOTTLE; Type 0: Not a Combination
Product
2 25036800‘455‘ 1in 1 CARTON 07/10/2018
2 24 in 1 BOTTLE; Type 0: Not a Combination
Product
3 ’;“IDC:368°°'455‘ 1in 1 CARTON 07/10/2018
3 50 in 1 BOTTLE; Type 0: Not a Combination
Product
4 ';'9DC:3680°'455‘ 1in 1 CARTON 10/16/2019
a 400 in 1 BOTTLE; Type 0: Not a Combination

Product



Marketing Information

Marketing Application Number or Monograph
Category Citation

ANDA ANDAOQO75077

Labeler - Topco Associates LLC (006935977)

Revised: 4/2022

Marketing Start
Date

07/10/2018

Marketing End
Date

Topco Associates LLC
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