ACETAMINOPHEN - acetaminophen tablet
Velocity Pharma

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 Extra Strength 500 mg

Active Ingredient
(in each tablet)
Acetaminophen 500mg

Purpose

painreliever/fever reducer

Uses
e temporarily reduces fever

Warnings

Liver Warning: This product contains acetaminophen. Severe liver damage may occur if you take
®= more than 4000 mg of acetaminophen in 24 hours
s with other drugs containing acetaminophen
® 3 or more alcoholic drinks everyday while using this product

do notuse
e with any other drug containing acetaminophen (prescription or not prescription). If you are not sure
whether a drug contains acetaminophen, ask a doctor or pharmacist.
¢ If you have ever had an allergic reaction to acetaminophen or any of the inactive ingredients in this
product.

ask a doctor before use if you have liver disease
ask your 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
e fever gets worse or lasts more than 3 days
e redness or swelling is present
® new symptoms appear
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 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).

Adults and children 12 years and over:

take 2 caplets every 6 hours while symptoms last.

do not take more than 6 caplets of this product in 24 hours, unless directed by a doctor
do not take for more than 10 days unless directed by a doctor

children under 12 years:

® Askadoctor

Other Information
e Store ata controlled temperature between 62° and 77 °F)

Inactive Ingredients

P.G Starch, P.V.P.K.30, sodium metabisulfite, colloidal silicon dioxide, Hypromellose-15,
Microcrystalline Cellulose, Croscarmellose Sodium, Stearic Acid, Sodium Starch Glycolate,
Hypromellose-6, Polyethylene Glycol, Titanium Dioxide.

Questions or Comments
Questions? 1-855-314-1850

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL
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EXTRA STRENGTH
reliever

Acetaminophen
= Easy to swallow

* Faver reducer

* Pain

COMPARE TO v woseoen o

A0 P Py Usaaga SRy
PO ¥ I A0S SUORBLLIGILY SN0

058 1-FLE-G58- | LSUOfIsang

Supcjduiks o sulies Aue ad0u Jo0 0P Nod
I LR LRUDHRED 0 S8 [ SE SYREE 1) R
&) LDUAYE [Expal ¥ng (222 1-222-008-1)

o Laydounuesoe Buseuos stinp U ym @
SN0y fZ

U1 UL ae )0 G (00" UBE S =

s ol )1 naod Sew

alleusn jam) asanas snoy 2 u (Bw poo'e)

spaae) o “sdeael “sades @ s jnpasd s

10 B0 AiED LnLuDEaL By usydoupLEjEoe

100 caplets
100 caplets

EXTRA STRENGTH TYLENDL®*

EXTRA STRENGTH TYLENDL®*
COMPARE T 2c7'VE #eGAEMENT OF

AN D0 JRUET) LT S0 B FIEIU0D S0
SUERIOD [NE0a] Sl ElmuRm 5340 szwuisﬂﬁﬁﬁzmﬁ 15 “afiewep
shujuIe Jngy e e (0B S5O0 POPUALLILIGIS)
N00 B ey . o) ) o Buee | [BURLIEM SROREIA]
zafie jo sseak | Japun uaippE)

USRI JO IRl 0 gno dagy

P00 E A DORED

S5aqun SAED ()| UBY} BRI S0 SYE] bOu O =
A0pap & A papann ssajun

*SAN0L ¥ U SaKIED 9 URLY RIOL GYE] WU OO =
158 swojduds

Py SN0y 9 e SojdeD Z B e

LEAND PR SIEAK 7| UAIPIRD pUE SNy

{HupLEM 050pI3AD 93%)

‘35N A0S [EUniEES)nad
sy & s Bugpaaj-jsean 50 jueubad
BP0 SN0UES B j0 Sulls a0 pieoo ey

asad 1 Buyams w0 sSaups »

HE SIS M =
SARD £ LEy) 20w S15E] 10 a6a0w 5180 Jasa) w

pajdadp UEY] 210w e} jou og i J0j20p B N5 pue asn do)g

et Lt “upsepsem Bup Sunsup) poosq syl Bupyey ase

“SPRR() AN A noA Jj Ben su0joq jsioeseyd 10 J0JS0p B XSy

USR] ‘G- SSOfPUIAY 'SEN PN BB

"SR YD WINPOS N SRS WNpoS
FSORRULREIS0L) DI SURRISAD0N

G L-BSIYMAKINIAL GROC0N]) UOORIS TR0
“AUINRGEAIN WNPOS 0 W d ' d UIRES ' d

spuaipaiuy aagoeu)

Janjj aney mak ) @50 ai0Jaq Joja0p B 45y
Tonpaid S o Syuapastion sapoeu sy

§0 fue 30 usgdounelace of aire ase nod g =
"SR )0 J0R0D B YSE ' 00mURRne

Acetaminophen 500 mg
Acetaminophen 500 mg

= PTOTETIT TOURE SUELGI Drup B Jayjauys aans jou

osoding  (yojdea yoea uj)
puagpasliuy aajay

sjaed g

aae ol ) eodursauduo X0 popdursd
usydounweade Supreuod Brup o Ae L =
SNEN JoU B

(panumued) spoed Gnig

Acetaminophen

+ Pain Reliever

Acetaminophen

EXTRA STRENGTH
* Pain Reliever

* Fever reducer

« Easy to swallow
EXTRA STRENGTH

* Fever reducer

¢ Easy to swallow
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acetaminophen tablet

NDC:76168-010 -12 100 COUNT

| ACETAMINOPHEN




Product Information

Product Type HUMAN OTC DRUG Item Code (Source)

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name
ACETAMINO PHEN (UNIL 362091TL9 D) (ACETAMINOPHEN - UNIE:362091TL9 D)

Inactive Ingredients

Ingredient Name
STARCH, CORN (UNI: 08232NY3SJ)
POVIDONE K30 (UNI: U725QWY32X)
SODIUM METABISULFITE (UNI: 4VONSFNS3C)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
HYPROMELLOSE 2910 (15 MPA.S) (UNIE: 36 SEW2JZ0 W)
CELLULOSE, MICRO CRYSTALLINE (UNI: OP1R32D6 1U)
CROSCARMELLOSE SODIUM (UNI: M28 OL1HH48)
STEARIC ACID (UNIL: 4ELV7Z65AP)
SODIUM STARCH GLYCOLATE TYPE A POTATO (UNIE: 5856J3G2A2)
HYPROMELLOSE 2910 (6 MPA.S) (UNI: 0 WZ8 WG20P6)
POLYETHYLENE GLYCOL 1000 (UNI: U076Q6Q621)
TITANIUM DIO XIDE (UNIL: 15FIX9 V2JP)

Product Characteristics

Color WHITE Score

Shape CAPSULE Size

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date

1 NDC:76168-010-12 100 in 1 BOTTLE
1 1in 1 CARTON

Marketing Information

Marketing Category Application Number or Monograph Citation
OTC monograph not final part343

Labeler - velocity Pharma (962198409)

NDC:76168-010

Basis of Strength  Strength

ACETAMINOPHEN 500 mg
Strength
no score
18 mm
BH
Marketing End Date

Marketing Start Date Marketing End Date
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