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PCAL INDUSTHIES

= 1

Summary of product characteristics

Name of the medical product
Panadol Cold & Flu Day Film Coated Tablets

Qualitative and quantitative composition

Each film coated tablet contains:

Active ingredients:

Paracetamol 500mg. Calteine 25 mg & Phenylephrine Hydrochloride 5 mg
[nactive ingredients:

Maize starch, Pregelatinised starch, Povidone, Potassium sorbate, Sodium Lauryl Sulfate.
Sunset yellow, Stearic acid. Talc and Microcrystalline cellulose.

Coat:

Hypromellose, Macrogol and Mastercote.

Pharmaceutical Form
IFilm coated tablets

Clinical Particulars

Therapeutic Indications

The product is recommended for the relief of the symptoms of nasal and sinus
congestion, colds and flus.

Posology and method of administration

Adults and Elderly

2 tablets up to 4 times a day. Do not take more than 8 tablets in a 24 hour period.
Not recommended for children

Contraindications

- Known hypersensitivity to paracetamol, phenylephrine. caffeine or any other
ingredients

- Use in children. :

- Hepatic or severe renal impairment, hypertension, hyperthy;(")ldlsm dlabeteﬁ}‘

disease. Patients taking tricyclic antidepressants or beta — biockmg drugs and those who
are taking or who have taken within the last two weeks monoamine oxidase inhibitors .

Jd heart

Special warnings and precautions for use e
- Do not use for children less than 12 years. \5 :
- Care is advised in the administration of Paracetamol o patlcms W 1[h severe fen
severe hepatic impairment. g S G 0 )
- Underlying liver disease increases the risk of paracetamol — Ielate"df’
hazard of overdose is greater in these with non — cirrhotic alcoholic liver disease.
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JUCAL INDUSTRIES

- Caution should be exercised by patients taking beta - adrenergic blocking agents.
-Do not exceed the stated dose.

- Patents should be advised not to take other paracetamol - containing products

concurrently.
-If' symptoms persist consult your doctor.
- Keep out of the reach and sight of children.

- Consult your doctor if you are taking warfarin or have been diagnosed with liver or
kidney disease.

‘& Interaction with other medicinal products and other forms of interaction
The speed of the absorption of paracetamol may be increased by metoclopramide and
domperidone and reduced by cholestyramine, however, these interactions are not
considered to be clinically significant in over-the-counter paracetamol - containing
products which are induced for short term usage.

Fhe anticoagulant effect of wartarin and other coumarins may be enhanced by prolonged
regular daily use of paracetamol with increased risk of bleeding; occasional doses have

no significant effect.

Monoamine oxidase inhibitors can exacerbate the systematic effects of phenylepherine.
Phenylepherine may interfere with the action of hypertensive agents.
Enzyme-inducing drugs may increase hepatic damage, as does excessive intake of

alcohol.

Pregnancy and lactation

Epidemiological studies in human pregnancy have shown no ill effects due to
paracetamol used in the recommended dosage, but patients should follow the advice of
their doctor regarding its use. Paracetamol is excreted in breast milk but not in a clinically
significant amount. Available published data on paracetamol do not contraindicate breast

B

»

feeding,

Phenyviephrine should not be used during pregnancy since it may cause foetal hypoxia at
high doses. There is no information on use in laclation,

Consequently the product should not be used durmg px egnanoy unle@s con51deled

essential by the physician.
Wkl
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Effects on ability to drive and use machines
None

lain Site (Factories): Gamila Bohreid Road - Awayed - Alexandria - Egypt

‘'el.z(00203) 3310224 - 3312226 Fax :(00203) 3302221 15O 9001 1S0 14001

i-mail :alexcopharma2006 @ yahoo.com Cert. # 3545 (\ Cert. # 3546 alexcopharma2006 @ yahoo.com 1 (g, iSI¥1 it

Jairo Branch :(00202) 23904858 - 23904761 1SO 13485 ASR OHSAS 18001 (oo Y Y)YPa £V Y4 EAOA: 3 alal £2
Cert. # 3954 Cert. # 3547




AL INDUSTRIES

A.l"-ﬁ-\s-“ ukLuA“’ u,a\u ﬂ-l )d-tS»A}“ AS )ﬂ.

e ®eT —d-l,d-&d‘“

9.au mhll as,ull o Saal

Undesirable effects

Events reported from extensive post —

marketing experience at therapeutic labeled dose

and considered attributable are tabulated below by system organ class and frequency.
Frequencies are defined as: very common (>1/10). Comm(m( 1/1 )() <1/10). uncommon
<1/10.000) including

71000 < 1/100). rare

rolited reports.

Paracetamol

L0.000. < 1/1000) and very rare

System Organ Class

Adverse Event

Irequency

7

Blood and lymphatic

Thrombocytopaenia

Very rare (<1/10,000)

|
J
.o ' system disorders
|
| S

|

o kin and subcutaneous - Hypersensitivity reactions Very rare (<1/10,000)
tissue disorders including skin rashes ‘
angioedema and Stevens
Johnson syndrome
- Anaphylaxis N B
Respiratory. thoracic and Aggravation of bronchospasm ' Very rare (<1/10.000)
| mediastinal disorders | reported in asthmatic patients |
1 ' known to be sensitive to aspirin |
[ and other non - steroidal anti - |
inflammat ory drugs I ]
Hepatobiliary disorders Liver Ll)b ‘unction L \u\ rare (iI/IO‘()OO) i
Phenylephrine
Clinical data are not available to be determine the frequency of undesirable experiences
with phenylephrine

J System Organ Class

Adverse Event

Frequency

| .
| Nervous system disorders

Unknown

1 ~Cardiac disorders

] Headache
| Tachycardia. Palpitations

Unknown

Vasculal disorders

Gasuomtestmdl disorders

| Changes in blood pressure

Un known

Nausea

|
|
|
|
|

Unknown

Overdose
Paracetamol

Immediate medical attention (in hospital -

ity possxblc) IS ICQUHLd in:the ev ent ()1foverd0>e

cven if there are no significant early symptoms There may be no car lv symptoms
following a life - threatening overdose . Ingesﬂon of more than 12 ¢ paracetamol

(24 standard JOO mg tablets) or more than 150 mg paracetamol per kg bodyweight

(9 g paracetamol in a 60 kg individual) whlchevel is the smaller can cause severe liver
damage .Liver damage (as demonstrated by a use m plasma txanscunmasc le vels) may be

.»“4

plL{
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apparent between 8 and 36 hours following overdose .
Biochemical evidence of maximal damage. However, may not be attained until
72-96 hours after ingestion of the overdose.

Intravenous N-acetylcysteine (NAC) is effective when initiated within 8 hours of the
overdose. Oral methionine is also effective provided that it is given within 10 to 12 hours
ol the overdose .Activated charcoal should be considered and the procedure can be
undertaken within 1 hour of the overdose there is little evidence that undertaking gastric
lavage will be of benefit to a patient in whom paracetamol is known to have been the only
substance ingested.

Symptoms of paracetamol overdose in the first 24 hours may induce pallor, nausea,
vomiting, anorexia and abdominal pain .Abnormalities of glucose metabolism and
metabolic acidosis may occur. In severe poisoning hepatic failure may progress to
encephalopathy coma and death. Liver damage results when excess quantities of a toxic
metabolite become irreversibly bound to liver tissue. Acute renal failure with acute

4 tubular necrosis may develop even in the absence of severe liver damage. Cardiac

j arrhythmias and pancreatitis have been reported.

|

| Phenylephrine
,; Overdose of phenylephrine may produce hypertension. However the amount required to
produce toxicity would be greater than that producing paracatamol toxicity.
Caffeine
Overdose of caffeine may produce nervousness, restlessness, insomnia, excitement
diuresis ,facial flushing, muscle twitching. GI disturbance, tachycardia or cardiac
| arrhythmia, "rambling" flow of thought and speech, psychomotor agitation-er periods of
mexhaustibility. Patients should receive general supportive caré (e. g hydratioxf’&qd
maintenance of vital signs). The administration of activated charcoal may be beneficial
when performed within one hour of the overdose, but can be considered for up to four
hours after the overdose .The CNS effects of overdose may be treated with intravenous
sedatives. b

),

Summary T
Treatment of overdose requires assessment of plasma paracetamol-levels
treatment, with signs and symptoms of caffeine toxicity being manidged-syri

or.antidote
stomatically.
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Pharmacological properties

Pharmacodynamic properties

Paracetamol is a well established analgesic and antipyretic. Its mechanism of action is
believed to include inhibition of prostaglandin synthesis, primarily within the nervous
system.

Phenylephrine hydrochloride is a sympathomimetic agent with mainly direct effects on
adrenergic receptors (predominantly alpha-adrenergic activity) producing nasal
decongestion.

Caffeine is the most active xanthine derivative in respect of stimulation of the central
nervous system, producing a condition of wakefulness and increased mental activity.

Pharmacokinetic properties

Paracetamol is metabolised by the hepatic microsomal enzymes. It is rapidly and
completely absorbed from the gastro- intestinal tract. Plasma concentration reaches a
peak in half to one hour, the plasma half — life is one to three hours and it is uniformly
distributed throughout the body

Phenylephrine hydrochloride is irregular absorbed from the gastro — intestinal tract.
Caffeine is readily absorbed from the gastro-intestinal tract.

Pharmaceutical particulars

Shelf Life

2 years

Special precautions for storage
Store at temperature not exceeding 30°C. in dry place

Nature and contents of container

Carton Box containing 2 (Al/ opaque white PVC) strips, each strip contains 12 film

coated tablets and an inner pamphlet

Manutactured by: Alexandria Co. For Pharmaceuticals and Chemical Industries
Under license of GlaxoSmithKiine Consumer Healthcare Lid. Treland
w‘_\“”‘_ PANADOL is trade mark of the GlaxoSmithKline group of companies
®
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