ACETAMINOPHEN- acetaminophen tablet
Akron Pharma Inc.

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.

Acetaminophen 325 mg Tablets
Regular Strength

Active ingredient (in each tablet)

Acetaminophen 325 mg

Purpose

Pain Reliever/Fever Reducer

Uses

To reduce fever and for the temporary relief of minor aches and pains due to:
*headache

emuscular aches

*backache

eminor pain of arthritis

*the common cold

etoothache

epremenstrual and menstrual cramps.

*Temporarily reduces fever.

Warnings
Liver warning:

This product contains acetaminophen. Severe liver damage may occur if
adult takes more than 4,000 mg of acetaminophen in 24 hours

child takes more than 5 doses in 24 hours

taken with other drugs containing acetaminophen

adult has 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 Dblisters
e 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 non-prescription). If
you are not sure whether a drug contains acetaminophen, ask a doctor or
pharmacist.

= if the user has ever had an allergic reaction to this product or any of its ingredients.

Ask a doctor before use if the user has
¢ has liver disease
e is a child with pain of arthritis

Ask a doctor or pharmacist before use if your child is taking the blood thinning
drug warfarin

Stop use and ask a doctor if:

pain gets worse or lasts more than 10 days (for adults) or 5 days (for children)
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:

Taking more than the recommended dose (overdose) may cause liver damage. 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)

take 2 tablets every 4 to 6 hours while symptoms last
adults & children do not take more than 10 tablets in 24 hours
12 years and over e do not use for more than 10 days unless directed by a doctor

take 1 tablet every 4 to 6 hours while symptoms last
e do not take more than 5 tablets in 24 hours

children 6-11 years :
e do not use for more than 5 days unless directed by a doctor



child under 6 years ask a doctor

Other information
e store at temperature 15° to 30°C (59° to 86°F)

Inactive Ingredients:

colloidal silicon dioxide, microcrystalline cellulose, polacrilin potassium, propylparaben,
povidone, stearic acid.

Questions or Comments?
Call toll-free 1-877-225-6999

Manufactured for
Akron Pharma, Inc.,

373 RT US46 W Building E,
Suite 117, Fairfeld, NJ - 07004
Mfg. Lic. No: TN/DRUGS/558/1997

* This product is not manufactured or distributed by Johnson and Johnson, consumer
inc., distributor of regular Tylenol Tablets.

325mg - Unit Dose



LBH: 73x60x111mm

It

s13|qeL 00T
JaaNnpay Janad [ Jansljay uled
Bw gzg uaydouwelaoy
S1376YL HLONFHLS HYIND3IY

uaydouiwelaay

as0Q Hun
elleld llf:‘;‘)l)lﬂ

1-#108-66€1L DON

NDC 71398-8014-1

Akr<n Pharma

Unit Dose

Acetaminophen

Acetaminophen 325 mg

Unit Dose REGULAR STRENGTH TABLETS

Drug Facls

Active ingrediont (i cach lable) Purgose
g eyt

Usas Tarporariy reduces fsver and ralives minor aches and paine dus bo:
whetache mmuscular aches W backztle mminor pain of artits
woommon cold wiotieche @ premensinuzl and mensirual crmps

Warnings

Liver warning: Tis prouct contzns zcetarminnphen. The masimum daiy
dose of s product s 10 b ) mgjin 24 howrs fr aduts or 5 bl
{1625 ) in 24 hours for children Severe et damage may oceur fm aiull
ks more thzn £,000 my of acetaminophen 1 24 hours m child fakes more
than §doses in 24 hours. which s he maximum daly amountm taken with
other w skl s 3 o more akahule diinks

REGULAR STRENGTH
TABLETS

Acetaminophen 325 mg

Pain Reliever / Fever Reducer

100 Tablets

*Compare to the active Ingredien in Regular Strength Tylenal* Tablels

guery ey vihilz using his product
Allergy alerk: cetarminaphan may cause seven: skin reeclions. Symploms
iniay il m skin egening m Listers w rash Il a skin reaction ogeurs,
s use and seek medical help right away.

ilh any Ger drug containing acetzminaphen {prescriplion or

I youre nolsure wheller & drug cartsins acetamingplen,
a5k 2 dactor or pharmarist. w if ou ar algic 10 acetaminoghen or any of
te inctive ngueints n s product

sk a doclor before use if you have m liver disease

X5k a docior or phammacist before use if you are taking thy Hood finming
drug warlerin

Stop use and ask a dochor f W pain gels worse or lasts more than 10 days
in aculls W pain gels worse or lasts more Uian § days in children under
12 years m fper 06ts wiorse or lasts more than 3 62y5 @ new Sympoms
occur m redness of swelling is present.

Thess could be signs of 2 sedous condition.

If peagnan or breasl-tpeding, ask 2 heah professiona belore Use
Keeq out of reach of chiliren.

Overdose warning: In case of vercase, et medical help or contat &
Poison Gontrol Genter right away.(1-800-222-1222) Quick medical attention

signs or sympls
This unil Dose package is nol child resistant and is intended for

i crcal for s as well a5 Foe chidren even fyou oo not iaice any

insttutional uss only.

READ AND KEEP CARTON FOR WARNINGS AND INFORMATION

NDC 71399-8014-1

Rk Pharma

Unit Dose

Acetaminophen

REGULAR STRENGTH TABLETS

Acetaminophen 325 mg
Pain Reliever / Fever Reducer

100 Tablets

Acetaminophen 325 mg

Unit Dose REGULAR STRENGTH TABLETS

Drug Facls (Continued)

Direetions wdo not taks mare than direcled (see averdose waming]

adulls & children o ke 2 tabkets every 410 6 hours while

12 years and ouer | symproms last

o et take mare than 10 tablets in 24 haurs

do net use for mere than 10 days unkss
o6 by 2 doior

i
chldren Byears | m fakc: T tabEF pvery 410 6 hours whie
tounder 12 years  [symplorns s

o ot take more thn SaHef in 24 haus
w oo ot use for mire han 5 days unless
dirgctsd by dotor

child under € years |zsk a doctor

Other informalion stere 3t lemperaure 15° W0 30°C (597 {0 36°F)

Inactive ingredienfs ollpical silicon disside. microcrystalling ceflulose,
pokaeriin potassium, progyt paraben. povicong, steant acic

(Questions or commenls? Call Ioll-free 1-877-225-6999

‘Tamper Evident: Do not use if sealed bifsler units are broken or damaged.
*This product is not manulactured o distibuled by Mchedl Consumer
Healthcars, distibular of Regular Strength Tylenol” Tablets

N
3 80141118
Manufactured for: Lat -
Akron Pharma, Inc.
Exp:

Fairield, W) 0700
W akronpharma.com
HH‘J]SJ'ZZ

325 mg -100 Tablets




- o
= £ (]
i ] A £ E
@ 3 @ s 5 =
Rkrcln Pharma NDC 71398-8024-1 g = =8 4w . g E a3
22 E= #H E i E E = o= gs¢
S o EZ B8 = = E = = ES5E
& = =3 - = s = B S = — = Se
FE T=Ess E E g S = BL B uogszg
= Fg2= @ = .82 = B =5 E-zff
REGULAR STRENGTH £ £Ecg 4 E| =3: . 5237 =it
= 2255 £ E| £g= - 2 = SS9t
n < @ s E - = =] = =5 = o 2 = G e ELoTE
= = = EE2%S c = IEES =5 e o B Sk 25Tl
& = EBEE = = 255 = = & =0 .=%52§§
: S aR S ES @ = ==y = B = S =354
: e 2853 =-S5 = E o e = ETE
SEgS EEFm: S 2§ 20 = ‘& =aS
S LE o SsEmB 5 EZ R a E s =
2528 g Egel EZmi| EBx= S = EE
SEE5EE =238 Eeg EEC & = ESB
= S8 E8E S w T 23 2 & = = & © s = B Es
5 2EEES Ecszy SEs £=g = 2 S = =S
s SmmmE EEQE2 FS & Ezzgle 2: 2 5%
TABLETS S| 7778 | 3:53 f=g| gEEE|E ,|zf|2 § &S
g E g 5287 Esc| seswilz £|82|5 E 22
= Z 2-2n == ecRs|lg El(S=lg =w ES
ASPIRIN FREE g = ==2 E€Rg EEw® Szgf|s E|ES|E E 2w
PAIN RELIEVER / FEVER REDUCER =2 E 2= - SEBEEL =zEZ| 8 B|ESE|E £ S8 &
zm Q)= £ SE8 EEZESES8gs% sEZEE|lg . |22 282 3 2z &
S| 22222 m=-3es5EF:z| TZSEZ|S22E[(85)5 E e 2 2 2
DOHOTUSEWITH | - . L SESEg® EmEZpmE £E5C| 5 & sElE =52 g =
omeameoicnes | “Compare 1o the active Ingredient w |22 2222z |uwE-g3=Eus (eSS |82 25|82 ¢ 23T 3 £ &
CONTAIING in Regular Strength Tylenol* Tablets ols 2| 2225z |2s:E2ET=E8 885|282 |8=z|e 88 =
AGETAMINDPHEN S|E e[|y """ |ELE2525E5|EeESE| = =Z|ls B 3 PEEL HERE
SIS z|8= z |SEZs5cESs=|e:Ex2|8 55|z S £8 FOR MORE
100 TABLETS | Q< 2|Ss m |25 E oEz=e=lol EEEl = ==l &8F8&8 FDI!&JT%
: iz
HEEREE s SEIR|ZEET 2E S|FREE| 9
clE|E8[F|E g iz|8|2zc2g3 3|22
= a =1 = & @ =
HEEEIME 8 N EE R R B
=|51: 2= b g2|S|z558 2% B|=228
SHESHE x| 2E(|2zsSc <3|zl
SEEELE 3| ES(=|2=E2E8EcS|::2:55]a
Sls|ZE(Efl 8] EFE|zEss3e3|328B|H
32|z E(S[zl=nnn|lcnum|B|zEE282a|S3T |~
S5|2F|z|5lze5g[ssz2|s[2222 582288
i d 2 =
SHEEIE R EFES LS s g=god | 13-
B = SEE :srﬁu“"Ei::magg”‘%gz =h
ales Elz7| 288] 2zZ|s|2sEE2 s 22|82 m]S
gl3 4|2 S3:| ga3d|zlezees 23|22 5
22 = Sa = slsfsecezoC|=.z8 |l
=l == =L s8e2(8|535=22 = - |22 =
= = 3|5 SRS 22g|lalEeEssag|35E2
£ = =] S = ZZl=l28E JES g
ZIB =2 2 T & =sF<|FIEEZoE =% S8
FlE2=|5 55| =5=|8|23 88 R
2lEE |2 Bua| ExBlE|Pa=*Z S 37 Har
|2 &= aEz| 22212 Ee2Z8E| =353
25|24 | #=2| 28z2|3| 22287 5| #4¢8
o =R i 2 R SEEUGTE e] Fity=l
slE5|8 s55| sZ2Z2(8 =g 3 CEE
mle S| =2 S =S5|g w s 3 - B &
em|3 2|2 =@ Sm=|=2 e & ]
o R el ZEF|B S=SF 2 &, £ 2l o3
Bl |2 = £ 5 Zze|= 2 mE & =] ElE] &
w| o T 55 223 =S sl = = e =
BlEE|2 g°8| =s53|3 R s =
S 875| Z5z|8 Bl =k = =
e = = g B8 2 23 @ ER- &
O x|z = @ = =|5 Sma ® = 2L =
g = = =| & &|a e M @ o Z
= ] = B = == o= e oo =
! I s 22 =
R
Ak CJ Ph Drug Facts Drug Facts (continued) =
r & n arma NDC 71399-8024-2 Active ingredient (in each tablet) Purpose | | Stop use and ask a doctor if m pain gets worse or lasts more than ‘é £
i 325 mg Pain reliever/ Fever reducer | | 10 days (for adults) or 5 days (for children) m fever gets worse or lasts more F— 033 2
Uses than 3 days m new symptoms occur m redness or swelling is present. (=5 §§;T_:§
N . These could be signs of a serious condition. =3 gu.%E
REGULAR STRENGTH mtemporarily relieves minor aches and pains due to: - o= £ k;n.g‘
m headache m muscular aches If pregnant or breast-feeding, ask a health professional before use. ; » gE3E
% sac
m backache mminor pain of arthritis Keep out of reach of children. ‘-= 3 g'n_:ﬁ 3
L mihe common cold u toothache Overdose warning: Taking more than the recommended dose (overdase) == £38%3
o~ L P“?'"E”Sl'“a' and menstrual cramps may cause liver damage. In case of overdose, get medical help or contact a
mtemporarily reduces fever 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
g lf{armngs_ o e Severe or symptoms.
I iver warning: This product contains acetaminophen. Severe liver damage T = =
N may occurif m adutakes more han 4,000 mg o zcctaminophen in 24 hours | | DAFEC1HONS mdo nat take more than tirected (see overdose warning)
—— O mehild takes more than 5 doses in 24 hours mtaken with other drugs containing | | adults & children | mtake 2 tablets every 4 to 6 hours while symptams last
o0 acetaminophen madult has 3 or more alcoholic drinks every day while using this | § 12 years and over | mdo not take more than 10 tablets in 24 hours
o product mdo not use for mare than 10 days unless directed by
— Allergy alert: Acetaminophen may cause severe skin reactions. Symptoms _ adoctor E
— ) may include: mskin reddening mblisters mrash children 6-11 years| mtake 1 tablet every 4 10 6 hours while symptoms last g
— ASPIRIN FREE Ifa skin reaction occurs, stop use and seek medical help right away, 'gﬂ "Ut‘ﬂkevmwe ‘“335‘23;9‘5‘" 2|4 "Ds_'s et
N mdo not use for more than lays unless directed by
PAIN RELIEVER/FEVER REDUCER Do not use adoctor
m with any other drug containing acetaminophen (prescription or child under 6 years | ask a doctor
nonprescription). If you are not sure whether a drug contains acetaminophen, Diher information store al temperature 15° 1o 30°C (59° to 86°F,
DO NOT USE WITH . R ) ask a doctor or pharmacist. m if the user has ever had an allergic reaction to this — = 2 { )
OTHER MEDICINES Compare to the active Ingredient product or any of its ingredients. IIIIJL'f{VE ingredients C‘ollmdbal smcondmuxwda.mwruc'rjyml\me cellulose,
s <l polacrilin potassium, propyl paraben, povidone, stearic acid.
LONTAIRIG in Regular Strength Tylenol” Tablets | | askadoctor before use f the user Juoshions or e p———
ACETAMINOPHEN m has liver disease m s a child with pain of arthritis
Mig Lic . No: TN/DRUGS/ 558/1997 - e .
Ask a doctor or pharmacist before use if the user is — - — « O o
taking the blood thinning drug wiarfarin Do not use if imprinted safety seal under cap is broken or missing e w =
" " e . a o
*This product is not manufactured or distributed by McNeil £
Child-Resistant Packagi g ® < 5 ;
\ 1000 TABLETS ) IEesEE Fackaamy Consumer Healthcare, distributor of Tylenol * Regular Strength g g‘ u%
\. o/

acetaminophen tablet

ACETAMINOPHEN




Product Information

Product Type

Route of Administration

HUMAN OTC DRUG
ORAL

Active Ingredient/Active Moiety

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

Ingredient Name

Inactive Ingredients

Ingredient Name

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLACRILIN POTASSIUM (UNII: 0BZ5A00FQU)
PROPYLPARABEN (UNII: Z8IX2SC10H)

POVIDONE (UNIl: FZ989GH94E)

STEARIC ACID (UNII: 4ELV7Z65AP)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:71399-

1 8014-1

white
ROUND

Score
Size
Imprint Code

Package Description

100 in 1 PACKAGE

1in 1 POUCH; Type 0: Not a Combination
Product

Marketing Information

Marketing Category

OTC MONOGRAPH NOT

FINAL

Citation

part343

ACETAMINOPHEN

acetaminophen tablet

Product Information

Application Number or Monograph

Item Code (Source)

NDC:71399-8014

Basis of Strength Strength

ACETAMINOPHEN

Marketing Start

Date

01/15/2021

Marketing Start

Date

01/15/2021

325 mg

Strength

2 pieces
10mm
AP325

Marketing End
Date

Marketing End
Date



Product Type HUMAN OTC DRUG Item Code (Source) NDC:71399-8024
Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
ACETAMINOPHEN (UNII: 36209ITL9D) (ACETAMINOPHEN - UNII:36209ITL9D) ACETAMINOPHEN 325 mg
Inactive Ingredients
Ingredient Name Strength

SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
MICROCRYSTALLINE CELLULOSE (UNIl: OP1R32D61U)
POLACRILIN POTASSIUM (UNIl: 0BZ5A00FQU)
PROPYLPARABEN (UNII: Z8IX2SC10H)

POVIDONE (UNIl: FZ989GH94E)

STEARIC ACID (UNII: 4ELV7Z65AP)

Product Characteristics

Color white Score 2 pieces
Shape ROUND Size 10mm
Flavor Imprint Code AP325
Contains
Packaging
# [Item Code Package Description Marketing Start Marketing End
Date Date
NDC:71399- 100 in 1 BOTTLE; Type 0: Not a Combination
1 8024-1 Product VM
NDC:71399- 1000 in 1 BOTTLE; Type 0: Not a Combination
2 8024-2 Product 01/15/2021

Marketing Information

Application Number or Monograph Marketing Start Marketing End

Marketing Category Citation Date Date

OTC MONOGRAPH NOT

FINAL part343 01/15/2021

Labeler - Akron Pharma Inc. (067878881)
Registrant - Akron Pharma Inc. (067878881)

Revised: 2/2023 Akron Pharma Inc.
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