NON-ASPIRIN - acetaminophen tablet
Etex Pharm Co., Ltd

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts

Active Ingredients (in each tablet)

Acetaminophen 500mg

Purpose
Pain Reliever/fever reducer

Warnings

Liver Warning:

this product contains acetaminophen. Severe liver damage may occur if you take
e more than 8 tablets in 24 hours, which is the maxium daily amount
e with other drugs containing acetaminophen
e 3 or more alcoholic drinks every day while using this product

Do notuse
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
® new symptoms occur
redness or swelling is present

[
e pain gets worse or lasts for more than 10 days
e fever gets worse or lasts for more than 3 days

These could be sign of a serious condition

If pregnant or breast-feeding

ask a health professional before use.

Keep out of reach of children.



Enter section text here

Overdose warning:

Taking more than the recommended dose(overdose) may cause liver damage. Incase of overdose, get
medical help or contact a Poison Control Center right away. 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)

e take 2 tablets every 4 to 6 hours as needed

adults and
children 12 years ¢ do not take more than 8 tablets in 24 hours
and over ¢ do notuse for more than 10 days unless directed by a doctor

childrenunder 12 do not use this adult Extra Strength product in children under 6 years of age; this will
years provide more than the recommended dose (overdose) and may cause liver damage

Other Information
¢ do notuse if imprinted safety seal under cap is broken or missing.

e store between 20-25°C (68-77°F)
¢ see end panel for lot number and expiration date

Inactive Ingredients

benzalkonium chloride, boric acid, edetate disodium, purified water, sodium borate, and sodium
chloride

non-aspirin 50 tablet



Active ingredient{in each tablet) Pui NDC No. 43459-0152-6 Overdose warning: Taking more than the recommended
i 500mg. Pain reli

o id™ dose (overdose) may
imos = y cause liver damage, In case of
il Pure-Aid s eid S K S o\ rdose, get medical help o contact a Poison Control

trength Tylenol®

Uses temporarily relieves minor aches and pains due to:

Center right away. Quick medical attention i critical
u headache mmuscular aches ® backache m rthrts mthe common 2 as wal

for adults as well as for children even if you o not

cold mtoothache m menstrual cramps m temporarily reduces fever notice any signs or symptoms. o
/arnings Liver warning: This product contains acetaminophen. . Directions = do not take more than directed(see overdose
A il Non-Aspirin o) i sndcharn 2 yoasant o Wike 1
i i w3or lcoholic drinks every — — more than 8 tablets in 24 hours m do not use for more i}
day while using this product o ) than 10 days unless directed by a doctor Children under !
Do not use = with any other drug containing acetaminophen 12years wdo notus i st Extr Strength poduct n o
{prescrp onprescripion.1fyou are notsur era chdren under 2 year of ag; i wil rovids mre thanthe 71
irug contains acetaminophen, ask a doctor or pharmacist P recommended dose (overdose) and may cause liver damage "
iaifyou ar allrgi o acetaminophen o any ofthe nactve Acetaminaphen EXTIRA STRENGTH Other informtion = o ot e i sfetyseal 5
c o i : 3 under cap is broken or missing. m store between 20- )
Asica doctor before use i you have iver disease Aska doctoror - YT W NVET Tl (10 (11T QR (66-77°F ) m so and panal for ot numbor and oxpiration dato
re taking the blood thinning drug warfarin s j a &
gtnp ‘W0 and ask a toudor I ® now Symptoms 0CCUr B roness. Inactive miﬂ!dlﬂllbnexmn, Pregelatinized starch, Lauryl
or sweling is present m pain gets worse or lasts for more than TABLETS Sodlum Sulghats, Hydroxyurapy] Cellulaas Dry starch
10 days = fever gets worse or lasts for more than 3 days 500mg each stiutorof
These could be signs of a serious condition. I pregnant or Tablets Exclusively distributed by:
breast-feeding, ask a health professional before use. < READ THE LABEL » KABEWAY Koy oduct . Campon,CAS0220
lado in Korea

Keep out of reach of children.

o5l e © e e cw
oo wao3fle SE=§ - 2|z «2F
Sz8fls = SnSE 5 | 8|8 =g
23S 3 EB3SE = | 8|2E| 2E=
=3 8 5288 SE |8|=5| E52.
SCEfl conc STEsES 225 |5S|'aC 2S5
[4)] Lcsflq22 SshzER =85 |&|88| 888
> szl 2SE 220582 |g8tEcy|=|e>| ZE2E

— = 15 HEE 5
o = SeST8E |528s£32| 2|83 2883
o 550 28tESE | 225558\ 8|85| 8252
£8E5s| G35EEe |E555E2|2|52| £faé
w g oS endscl |SCossZ| BlBE|B58E
H B SN Ec TS E 58568 |=|SE|lcmas9
w 2SS | EsvEEs |28288<|E(8E|E" 85
s Eflz"=58 S5e28e |SEBSl: 8/ES|855s%

o 2 E 22 S52-ct| 555|838
) e B R R E
cll =8<EB SESZTSS 2858 S| 800 25
-y = 8 28 2 =283|E885 @ =5 (2 @
a S B e R R T
Sl R PGS eI b h e
N Sl ERCSEl Pcs2E5, | s0co22 | E|82(sESES
S S SesllSx34822| 88852 g82=sEa23
—— SgEfeS. .S58 SEoE2EE|5E5ESS| 8= 82o28
SoSlgER8ESso3E52 855528 | (=8| 2852
(=) Ssil8ssceStasso8| 282885 |5|5e|g2dss
IS |SSwnn |S8Exnng 88282 21853 EEE

A *Compare to the active ingredient
Pure-A, d of Extra Strength Tylenol®

Non-Aspirin

acetaminsatan EXTRA STRENGTH

5 TABLETS Pain Reliever / Fever Reducer m@

500mg each

o — NDC No. 43459-0162-6 -
Pure-Aid @ *Compare to the active ingredient Pure-Aid
of Extra Strength Tylenol®

Non-Aspirin P 3"' ”ﬂ’iﬂ’
EXTRA strenetn

*This product is not manufactured or distributed
by McNeil Consumer & Specialty Pharmaceuticals,

. Contains EXTBA distributor of Tylenol® Extra Strength.
Acetaminophen STRENGTH HAREWAY  Exclusivly distibuted by:

reway Product Inc

5 TABLETS Pain Reliever / Fever ReducerT I” Eﬁﬁgtﬁ‘"kgﬁgom
[ablets

500mg each
NDC No. 43459-0152-6

= e
.| » =5 = 3
5o B (3= 2 |Bas - g
o 2c =3 -3 = =
£ |.5%% S |55 £ |esEs JEE E)se
g [28%t £5125 = |8558a)88 =) S8
i =] Lo = e
S E85: c£|85 s5|8588E)=E g S=
(=) o . @ o
|8 SZED £EISE S8|IgEsSf gl it
= ® ®C @ @ = @O | ol = 5
Bls =|8E83 22|zf 2Cls58asf3s555) =g
2|2 5 =5 EHEERENEREEE BRI B
S|E B|ERgE EQ|ZEEEZ|CE3S=S2Exa3 55
S|8 2| 2883 28|2c85% scglssSEfSS
S8 . E|£5832 £E|8s£28|E 22l8acEl 2a
E|2s5(8S58 EEEEE TN I A B
Slags| 558 FEERREEPEHE Y aE R
ol gg|22=2£(252 ElS55
w825 E£E5S EEIPERE NN RN B
- ¥ s = - D@ @ by b
S|t28| 5582 PRt ] ] S
R|ES5|SEES o |wESaS|85FeGIS5250 88
S5 =L £ =2 =5
LlE5s(g8g s S [Bces |= e FER
(553|258 8 [5858 |8 szeefs=8
S|e8g(E58s S (2528 |z SEsg) 8ez
5258|2855 s |5=3T |2 53 g2
Q|=52'8238 |ENE |6 SEesl|EE3 e

Uses

temporarily relieves minor aches and pains due to:
¢ headache
e muscular aches



backache

arthritis

the common cold
toothache

menstrual cramps
temporarily reduces fever

NON-ASPIRIN

acetaminophen tablet

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

Item Code (Source) NDC:43459-0153

Basis of Strength Strength

Acetaminophen (UNIL: 36209ITL9 D) (Acetaminophen - UNI:362091ITL9 D) Acetaminophen 500 mg
Product Characteristics

Color white Score no score

Shape ROUND Size 13mm

Flavor Imprint Code A500

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43459-0153-6 1in 1BOX

1 50 in 1 BOTTLE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date

OTC monograph not final part343

NON-ASPIRIN

acetaminophen tablet

Product Information
Product Type HUMAN OTC DRUG

Route of Administration ORAL

08/01/2010

Item Code (Source) NDC:43459-0152



Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
Acetaminophen (UNIL: 36209ITL9D) (Acetaminophen - UNIL362091TLI9 D) Acetaminophen 500 mg
Product Characteristics
Color white Score no score
Shape CAPSULE Size 17mm
Flavor Imprint Code A500
Contains
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:43459-0152-6 1in 1BOX
1 40 in 1 BOTTLE

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part343 07/15/2010

Labeler - Etex Pharm Co., Ltd (631034449)

Registrant - Etex Pharm Co., Ltd (631034449)

Establishment
Name Address ID/FEI Business Operations
Etex Pharm Co., Ltd 631034449 manufacture

Revised: 6/2010 Etex Pharm Co., Ltd
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