Tylenol® Extra Strength

lEJuS[Ph white caplet of Tylenol® Extra Strength contains 500 milligrams poracetamol

Composition:

Active Ingredients: P | USP jinoph

Excipients: Cellulose, com starch, h I stearate, polyethylene glycol,
sodium storch glycolote

Indications:

Temporary relief of mild to moderate aches and pains such as:

 Headache ® Muscular aches ® Backache ® Minor pain of arthiitis

 Mild to moderate aches and pains due to the common cold ® Toothache
© Migraine ® Pre-menstrual unt? menstrual ciamps

Fever reduction: Fever, fever due fo cold and flu, fever due to immunizafion.

Adult use only (12 years and older):
Toke 1 uirler every 4-6 hours. If fever or pain doesn’t respond fo 1 caplef, fake 2 caplefs ot
the next dose.
Itis hazardous to exceed 8 caplets (4gms) per day unless advised by the doctor.
Contraindications:
Hypersensitivity fo paracetamol or fo any of the formulation excipients.
Speci Il’.l?s Precautions for Use:

Do not exceed recommended dose.
Do not use if allergic to paracefamol.
* Do not use with any other products containing paracefomol.
© Keep out of the reach of children.
« If pain or fever persists o gefs worse, or if new symptoms occur, a doctor should be
consulfed. These could be signs of a serious condifion.
© sk o doctor before using Tylenol Extra Strength :
If you are using any other medications, pregnant or breost feedin% develop allergic
reactions, have chronic alcoholism, have o serious liver or kidney disease.
© Use in Renal disease:
Welkcontrolled, prospective data indicate that poracetomol can be used in pafients with
moderate-fo-severe renal failure, with no i ¥ to also suggests
that paracetamol can be used in patients with chronic renal diseases without dosage
adjustments.
© Use in Hepatic disease:
Paracetamol can be used in patients with fiver diseases. Prospective dinical safety studies
in adults with liver diseases have demonstrated that mulfiple therapeufic doses
paracetamol over several days are well tolerated.
There was no increase in liver function tests including alanine fransominase (ALT)
ot izt o (), b pro bbb g Y
hepotitis and no hepaticrelated clinicol adverse events.
A matched control metabolism study of paracetamol in patients with f flul

155649

Maternal ingestion of paracetamol in recommended analgesic doses does not risk
fo the mm?gm pgm(etmnl is ;xaeted in brenﬂmm mfo fo
1.85% of the ingested maternal dose).
Effects on the Ability to Drive or the Use of Machines:
Paracefamol af recommended doses has nof been d d to have significant effects
lon the ability to drive o the use of machines.
| il Effects:
|Post-Marketing Dato
‘m ;inn;? I;;ﬂi?ligﬁed ldewwﬁed during post-marketing experience with therapeutic doses of
Immune System Disorders
\Very rare (<1,/10,000, including isolated reports): Anaphylactic reaction, Hypersensitivity
Skin and Subcutaneous Tissve Disorders |
Very rare (<1,/10,000, including isolated reports): Urficaria, Pruritic rash, rash
Overdo“s; $
Paracetamol in mossive cause hepatic foxicity i patients. Therefore
prompt attention i crif wr:n%ﬂmmemupmz*nsgsnusynum
In odults and adolescents (>12 ¥w5 of age), hepatic mxidﬁ(mmuy ocaur following
%esmn of greater than 7.5 to 10 grams over o period of 8 hours o less. Fataliies are
infrequent (less thon 3;15% of untreated cases) and have rarely been reported with
I es o n-15 grams.
Early symptoms following o pofentially hepatofoxic overdose may include; o, ,
VOnKIG, oD, Dok gt el oo o b oo e

ty may not be apparent unfil 48 fo 72 hours postngestion. Inmi’xlsqﬂadnlumrs,

ndividual pr on unknown amount of poracefomol ingested or with o
questionable or unrelioble history about the fime of ingestion, should have a plasma
paracetomol level drown and be treated with acetylcysteine.
The following additional procedures are recommended:
tly inifiote gostric decontomination of the stomach. A pla acetomol oss

m t"/e"11J|bt‘:xinegdfl uI; early os (;})Tslgil!])le,"hm no sooner than ?Ous[:m;g following ingggﬁm

ing more than 1 ded dose (o0 liver domage. I

T e Mt e sl cnzs e dajoe. o
dﬂnﬂtnmemwmmmm.
In N !

¢ jone known.
Storage: Store befween 15-30°C
Packages: Tylenol® Exira Strength 24 Caplets
Tylenol® Extra Strength 50 Caplets
Tylenol® Exira Strength 100 Caplets
Shelf Life :

Tyleno® it Shength must o b used afe he dote marked ‘BXP* on the pock.
Unless i M,mmmmmwmm
info your sink, foilet or storm drain.

Manuf

cirthosis secondary to hepatitis C and,/or alcohol abuse demonstrated hat the
bionunsfnrmuﬁor:y of purup((gtnu?nol by {disensed liver is not different than that of o
healthy liver, just slower.
© Use with Alcohol:
Chronic heavy alcohol abusers may be ot increased risk of iver toxicity from excessive
paracetamol use. Doctors should olert their pafients, including those who regularly
consume large amounts of alcohol not fo exceed recommemd dose of paracetamol.
In'«mmmmuhmndmmrmd
Interaction:

Use with warfarin like compounds:

For most patients occasional use of paracetamol generally has litfle or no effect on the INR
in patients on chronic warfarin therapy; however, there has been controversy ’ﬁgurdmg the
possibilty of paracetamol potentiating the anficongulant effects of warfarin andother
coumarin derivatives.

In general, for patients on chronic warforin therapy, it is important fo monitor prothrombin
ﬁm%l (g) or IN?lﬂgosely whenever other medimtgom are in?ﬁmed, discontinued or foken
regularly.

Pre: and Lactation:

Pregnant or hreusrfeetﬁnF women should ask o health care professional before use. There
are no odequate and well controlled studies in pregnant or breast-feeding women.

McNeil Consumer Healthcare, a division of Johnson & Johnson Inc.

Woodlown Road West, Guelph, Ontario, Canada NTK 1A5
ing Authorization Holder in Canada:
Consumer Healtheare, a division of Johnson & Johmson Inc.

88 McNabb, Markham, Ontario, Canada L3R 512
Date of Revision of the Text: July 2011.

THIS IS A MEDICAMENT
© Medicament s a product which affects your health, and its consumption contrary fo
instructions is dangerous for you.
© Follow strictly the doctors” prescripfion, the method of use and the instructions of the
pharmadist who sold the medicine.
The doctor and pharmacist are experts in medicines, their benefits and risks.
Do not by yourself interrupt the period of freatment prescribed for you.
Do not repeat the same prescription without consulting your doctor.
Counci of Arab Health Ministers
Union of Arab Pharmacists
KEEP ALL MEDICAMENT OUT OF REACH OF CHILDREN
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