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NAJOCOLD®

Scored F.C.Tablet

Acetaminophen, Diphenhydramine HCI,
Phenylephrine HCI

Each scored F.C. tablet of Najocold ® contains:
Acetaminophen 500 mg, Diphenhydramine HCI 25 mg and
Phenylephrine HCI 5 mg.

CATEGORY

Analgesic, Antihistamine and Decongestant.

MECHANISM OF ACTION

Acetaminophen: Although not fully elucidated, the analgesic effects
are believed to be due to activation of descending serotonergic inhibitory
pathways in the CNS. Interactions with other nociceptive systems may
be involved as well. Antipyresis is produced from inhibition of the
hypothalamic heat-regulating center.

Diphenhydramine: An H1-receptor antagonist.
Phenylephrine: Causes vasoconstriction of the arterioles of the
nasal mucosa.

INDICATIONS

Flu/cold symptoms: Temporary relief of flu and common cold
symptoms including sinus/nasal congestion, headache, sneezing,
runny nose, itchy/watery eyes, sore throat, fever, cough, itchy nose or
throat, and minor aches and pains.

PRECAUTIONS TO CONSIDER

Concerns related to adverse effects:

+ CNS depression: May cause CNS depression, which may impair
physical or mental abilities; patients must be cautioned about performing
tasks that require mental alertness (eg, operating machinery, driving).

« Hepatotoxicity: Acetaminophen has been associated with acute
liver failure, at times resulting in liver transplant and death. Hepatotoxicity
is usually associated with excessive acetaminophen intake and often
involves >1 product that contains acetaminophen. Do not exeed the
maximum recommended daily dose (>4 g daily in adults). In addition,
long-term daily dosing may also result in liver damage in some patients.

r { Hypersensitivity and
anaphylactic reactions have been reported; discontinue immediately
if symptoms of allergic or hypersensitivity reactions occur.

« Skin reactions: Rarely, acetaminophen may cause serious and
potentially fatal skin reactions such as acute generalized
exanthematous pustulosis, Stevens-Johnson syndrome, and toxic
epidermal necrolysis. Discontinue treatment if severe skin reactions
develop.

Disease-related concerns:

- Ethanol use: Use with caution in patients with alcoholic liver
disease; consuming 23 alcoholic drinks/day may increase the risk
of liver damage. Avoid ethanol or limit to<3 drinks/day.

+ Hepatic impairment: Use caution in patients with hepatic
impairment; acetaminophen may cause severe hepatic toxicity with
acute overdose.

Special populations:

« Pediatric: Use with caution in children; may cause excitability. Do
not exceed pediatric dosing recommendations. If no
recommendations exist on OTC labeling for patient's age, the product
should not be administered without the guidance of a physician.

« Geriatric: Avoid use.

« Pregnancy: Use only if clearly needed and under medical
supervision.

« Breastfeeding: Use only under medical supervision

Other warnings/precautions:

« Dosage limit: Limit acetaminophen dose to <4 g/day (adults) or
<2.6 g/day (children <12 years of age).

+ Self-medication (OTC use): When used for self-medication,
patients should contact health care provider if they have liver disease,
hypertension, thyroid disease, diabetes mellitus, glaucoma,
cardiovascular disease, breathing problems (eg, emphysema,
chronic bronchitis), persistent or chronic cough (associated with
smoking, asthma, chronic bronchitis, or emphysema), productive
cough (eg, copious amounts of phlegm), trouble urinating due to
an enlarged prostate, and/or currently taking a blood thinner,
sedatives, or tranquilizers. Discontinue use and notify health care
provider if pain, nasal congestion, or cough worsens or lasts >7
days in adults (or >5 days in children); fever worsens or lasts >3
days; sore throat is severe, persists, lasts >2 days, or is accompanied
by fever, headache, rash, nausea, or vomiting; if any new symptoms

or nervousness, dizziness, or sleeplessness occur; if redness or
swelling is present; or if cough returns or occurs with fever, rash,
or persistent headache.

INTERACTIONS

Drug

« Alcohol and other CNS depressants: Increased risk of
sedation and CNS depression (due to diphenhydramine).

* MAO i s, tricyclic i and other
sympathomimetics: Increased risk of hypertension and
tachycardia (due to phenylephrine).

« Hepatotoxic drugs and chronic alcohol use: Increased risk
of liver toxicity (due to acetaminophen).

« Anticholinergic agents: Additive anticholinergic effects such
as dry mouth, constipation, and urinary retention.

* Warfarin and other vitamin K antagonists: Prolonged or
high-dose acetaminophen may enhance anticoagulant effects.
CONTRAINDICATIONS

When used for self-medication, do not use if allergic to
acetaminophen; concurrently with other products containing
acetaminophen or diphenhydramine (including topical);
concurrently with or within 14 days of monoamine oxidase inhibitor
therapy; to sedate a child; or in children <12 years of age.
SIDE EFFECTS

Those indicating need for medical attention

« Signs of an allergic reaction, like rash; hives; itching; red, swollen,
blistered, or peeling skin with or without fever; wheezing; tightness
in the chest or throat; trouble breathing, swallowing, or talking;
unusual hoarseness; or swelling of the mouth, face, lips, tongue,
or throat.

« Signs of liver problems like dark urine, tiredness, decreased
appetite, upset stomach or stomach pain, light-colored stools,
throwing up, or yellow skin or eyes.

+ Not able to pass urine or change in how much urine is passed.
« A severe skin reaction (Stevens-Johnson syndrome/toxic
epidermal necrolysis) may happen. It can cause severe health
problems that may not go away, and sometimes death. Get
medical help right away if you have signs like red, swollen,
blistered, or peeling skin (with or without fever); red or irritated
eyes; or sores in your mouth, throat, nose, or eyes.

Those indicating need for medical attention only

if they continue or are bothersome

« Feeling dizzy or sleepy.

« Feeling nervous and excitable.

« Trouble sleeping.

DOSAGE AND DIRECTION

Adults and children 12 years of age and older:
1 to 2 tablets every 4 to 6 hours.

Maximum daily dose: 8 tablets.

STORAGE

Store below 30°C. Protect from light and moisture.
PACKAGING

Each package consists of 3 blisters, with each blister containing
10 film-coated, scored NajoCold © tablets.
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