EXTRA STRENGTH HEADACHE RELIEF- extra strength headache relief tablet, coated
Healthlife of USA

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.

Extra Strength Headache Relief
Drug Facts

Purpose

Painreliever, Painreliever aid

Active Ingredient (in each caplet)
Acetaminophen 250mg

Aspirin 250mg

Caffeine 65mg

Uses

Temporarily relieves minor aches and pains due to:
headache

acold

arthritis

muscular aches

sinusitis

toothache

premenstrual and menstrual cramps

Warnings

[Reye's syndrome: [[Children and teenagers who have or are recovering from chicken pox or flu-like
symptoms should not use this product. When using this product, if changes in behaviour with nausea and
vomiting occur, consult a doctor because these symptoms could be an early sign of Reye's syndrome, a
rare but serious illness.

UAllergy alert: IAspirin may cause a severe allergic reaction, which may include:
® hives

shock

facial swelling

asthma (wheezing)

[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 maximum daily amount

e with other drugs containing acetaminophen

e 3 or more alcoholic drinks every day while using this product

[Stomach bleeding warning: [This product contains an NSAID, which may cause severe stomach
bleeding. The chance is higher if you:



are age 60 or older

have had stomach ulcers or bleeding problems

take a blood thinning (anticoagulant) or steroid drug

take other drugs containing prescription or nonprescription NSAIDs [aspirin, ibuprofen, naproxen,
or others]

have 3 or more alcoholic drinks every day while using this product

e take more or for a longer time than directed

ICaffeine warning: IThe recommended dose of this product contains about as much caffeine as a cup
of coffee. Limit the use of caffeine-containing medications, food, or beverages while taking this
product because too much caffeine may cause nervousness, irritability, sleeplessness, and,
occasionally, rapid heartbeat.

Do notuse
¢ if you ever had an allergic reaction to acetaminophen, aspirin, or any other painreliever/ fever
reducer
e with any other drug containing acetaminophen (prescription or nonprescription). If you are not sure
wheather a drug contains acetaminophen, ask a doctor or pharmacist.

Ask a doctor before use if

you have liver disease

stomach bleeding warning applies to you

you have a history of stomach problems, such as heartburn

you have high blood pressure, heart disease, liver cirrhosis or kidney disease
you have asthma

you are taking a diuretic

Ask a doctor or pharmacist before use if you are
e taking a prescription drug for diabetes, gout, or arthritis
e taking any other drug or are under a doctor's care for any serious condition

Stop use and ask a doctor if
® you experience any of the following signs of stomach bleeding
feel faint
have bloody or black stools
vomit blood
have stomach pain that does not get better
anallergic reaction occurs. Seek medical help right away.
any new Symptoms appear
ringing in the ears or loss of hearing occurs
pain gets worse or lasts for more than 10 days
fever gets worse or lasts for more than 3 days
painful area is red or swollen

If pregnant or breast-feeding,

ask a health professional before use. It is especially important not to use aspirin during the last 3 months
of pregnancy unless definitely directed to do so by a doctor because it may cause problems in the
unborn child or complications during delivery.



Keep out of reach of children.

In case of overdose, get medical help or contact a Poison Control Center (1-800-222-1222) 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 use more than directed

Drink a full glass of water with each dose
Adults and children 12 years and over
Take 2 tablets every 6 hours

Do not take more than 8 tablets in 24 hours
Children under 12 years: ask a doctor

Other Information
e Store at 25°C (77°F) excursions permitted between 15-30°C (59-86°F)

e [TAMPER EVIDENT: DO NOT USE IF IMPRINTED SAFETY SEAL UNDER CAP IS
BROKEN OR MISSING

Inactive ingredients

e Cornstarch
Crospovidone
Hypromellose
Microcrystalline cellulose
Povidone

Propylene glycol
Sodium Lauryl sulfate
Sodium starch glycolate
Stearic acid

Titanium dioxide

Questions or comments?

Call toll free 1-844-832-1138 Monday through Friday 9AM- 5PM EST or www.healthlifeofusa.com

Extra Strength Headache Relief
Acetaminophen 250mg / Pain Reliever
Aspirin 250mg (Nsaid) / Pain Reliever
Caffeine 65mg / Pain Reliever Aid

24 Caplets

Compare to Excedrin® Extra Strength active ingredients

Distributed by:

Healthlife of USA LLC
Rahway

NJ 07065
www.healthlifeofusa.com



el e -

7 ‘_ V34V 3344 e g __/ \ ,__ ___ __

\ ONILY0D _ o0 ' ‘ _ __ /

: d=sswan e v | || A

ﬁ : | -
5_ | ,._ | | _ ;
‘ __ ___ \ | | ;
‘ u._.:_n:w__ﬁ..__hﬂ.ﬂﬂ.u._z_za_n ‘ e '

“s5aU|| SMOUES ING 1L € ‘SIS 5 aday Jo ubls fjiz SN0y g Aiana 12| 2 v M

'SWOI0NE UIEWIOLS Jo LI0LsIy € ney nod
U2 80 P03 SWONLAS 8551 GSMEaaq J0j00p  Ysuoa

sant pue SIEA g1 LaIpps pue synpe N, 0} seqdce Bupsem Buipssys YoEwos B

AS0[ L9ER LI 112N J0 SSEPD [IN) € HUpD

o
[
=
D s
Jpanpoid m_r%o_u__h_qm_ﬂc_“«_ur_‘.m.ﬂ.ﬂ,_._nﬁ.n R M m m Pajaaup uey, siou asn jou op I i ool ;g. L% MR 0P ® Y
— swoydusfs syEng) 10 xod Ueye Wwol) Buusanal aE BB o suonaaiig {040 107300 E HSE | suizjuoa fup e
10 aney oy siadeusa) pue uippy) awaspuls sakey m c (i1} s BalpM 1S 10U Qe nak ) n_._umo.n._n_._ 10 uopduasasd)
hhs-__.:ﬁg e ~ 'O W *sLunifiLfs 10 SUbjs Sug 20U 10U 0p 10K | Uana Uz a2 BupE0a Brap sayio e yum
L D a ﬂ 0} S [Jaih SE SYNPE 10§ R0 S| UoqualE e . LRUdu ey
SR [Esua h E~c oy ewe W51 (222 4-geg-008=1) JEWa] Jonuog e e oy 20 0 S5 o0
] CARETETET Y TR (=] m [= Losigd € yeuod J0 dipy [eaipaw 1ab ‘esojuaa0 jo ases U] “Jeaqyesy pidel fEUoisezo0 ‘pUe ‘ssaussapdags
sagae Jqnasniy I squuLe I oo e auoepes = c % =0 “UBIRNYA J0 yaeas jo jno daay ! ‘SSEUSTIOAGY BSITED AR BUIELIED YD
01 4N SUfed PUE SaYZ2 20U SENSIJRI Aesocius) I — c o *aanifen Bulinp suapesLes 10 pliya wagun sy 00} esneEsed janpazd sy Bupie) apum sabieianag 1o ‘spoa)
sasn (o)) q <= S0 81D 3 BSTEDOC 000 4 5 OF 0} poaup 'SLONERIPBLS BUILIZIUDE-4UIBED 0 651 8, ] U500
c £ o =] fpauyap ssequn Aaveufiaid jo suow ¢ 1se) J0 N2 e 52 BUIEED YN SE JNOTE SUI
UE [EMOIZISUOL, QO O £ E uwidse a5 o jou juepodi Ageoadss s SIU} J0 950D papLaLLosal ay) <6
ple Janzgs i 29 sulage et o) 0 Tevorssajoad sy € vse *Buipaarisea 10 EE% ___ LRI Ve Bl JaBUD| € 10j 10 G0 ae) I
JBABJR g == L(QIVSN} B 52 uidsy IQIU £ 3 USOMS 10 [ 51 ERIE JUIEd I SAED § UEL 210U 10y Jonpoid sup
Janafas ued fw pge m o~ Q 0 Gusn gy fep AEna SHULID HOLOIE GI0W 10 ¢ aney I
_«wﬂnb—mu ﬂuwﬂ EQ o e o] c .nmu ied I S11200 Bunesy j0 $50] 10 S128 g )
= - = Jeadde swoyduits mau fue g feme ‘Usnouden ‘usasdng) ‘upidse] sqpysh Lo
asodind Juaipaifiuy anijay .-VM ﬁ w. m I ﬂmE o .m_._n_gun_ LooEs u"pﬂu Em 50 unpduasaid Bueio sinip oo svermm | Ly _
sjoeq4 6niqg (1T} H < <O (penunuod) sjoeq Brug (penunuod) spoeq4 6nug

Drug Facts (continued)

Questions or commenis?
Calltoll free 1-844-832-1138

Manday thraugh Friday $AM —5PM EST or
wwwheakhlifeofusacom

RETAIN CARTON FOR
COMPLETE DRUG FACTS

COATING
FREE AREA

1This product is not manufactured
or distributed by Novartis

Consumer Health, Inc., owner of
the registered trademark

Excedrin® Extra Strength
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EXTRA STRENGTH HEADACHE RELIEF

extra strength headache relief tablet, coated

Product Information

69517-105

NDC

Item Code (Source)

HUMAN OTC DRUG

Product Type

ORAL

tration

inis

Route of Adm




Active Ingredient/Active Moiety

Ingredient Name Basis of Strength  Strength
ACETAMINOPHEN (UNIL: 36209ITL9D) (ACETAMINOPHEN - UNIL:36209ITL9 D) ACETAMINOPHEN 250 mg
ASPIRIN (UNII: RI6CO5Y76E) (ASPIRIN - UNILR16 CO5Y76E) ASPIRIN 250 mg
CAFFEINE (UNII: 3G6 A5W338E) (CAFFEINE - UNI:3G6 A5SW338E) CAFFEINE 65
Inactive Ingredients
Ingredient Name Strength

CROSPO VIDONE (UNII: 2S7830E56 1)

HYPROMELLOSES (UNII: 3NXW29V3WO)

MICRO CRYSTALLINE CELLULO SE (UNIl: OP1R32D6 1U)

PO VIDONE (UNI: FZ989 GH94E)

PROPYLENE GLYCOL (UNIL: 6DC9Q167V3)

SODIUM LAURYL SULFATE (UNI: 368GB5141J)

SODIUM STARCHGLYCOLATE TYPE A CORN (UNIL: AG9B65PV6B)
STEARIC ACID (UNIL: 4ELV7Z65AP)

TITANIUM DIO XIDE (UNII: 15FIX9 V2JP)

Product Characteristics

Color white Score no score

Shape capsule Size 18 mm

Flavor Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:69517-105-24 1in 1 CARTON 05/31/2017

1 24 in 1 BOTTLE; Type 0: Not a Combination Product

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC monograph not final part343 05/31/2017

Labeler - Healthlife of USA (079656178)

Establishment
Name Address ID/FEI Business Operations
Healthlife of USA 079656178 repack(69517-105)
Establishment
Name Address ID/FEI Business Operations

Elysium Pharmaceuticals limited 915664486 manufacture(69517-105) , pack(69517-105)



Revised: 6/2017 Healthlife of USA
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