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| Trade Name: Panadol Advance alldsl J gaily
# Dosage Form: Film Coated Tablets dhkia el )
Active Ingredient(s) | Paracetamol 500 mg

& Strength(s):
- hysical White to off white film coated capsule shaped tablet circled P embossed on one side, breakline

Characters: on the other.

Shelf Life: 2 years.
Storage Conditions: | Store at temperature not exceeding 30°C, in a dry place.

Approved Pack: Carton box containing 2 (Opaque white PVC / Al) blisters, each of 12 film coated tablets with
insert leaflet. .
Price: 10.75 L.E/ pack of 24 tablets. | Ve Ve o gl AR Grpmag Laad o Cilgria B yde Lib

H«ﬁo of Enaﬁa. Under License Type of Marketing:

wo _u:.n:o: No.: unaqe\no_m m Invalidation Date: 24/05/2021 Stability Committee Date: 03/05/2016

i License Holder : GlaxoSmithKline Consumer Healthcare (Ireland) E::Sn. 12 Riverwalk, citywest Business Q&%ﬁ
Dublin 24

¥ Mianufacturer: Alexandria Company for Pharmaceutical & Chemical Industries

j | Storage Site: Alexandria Company for Pharmaceutical & Chemical Industries

i Manufacturer of Active
il Raw Material:

Uniformity of dosage unit for scored tablets #1,2) g &l (15) 4331501 Cagayiy 408 11 0 gh11 iyl oo AManll L9535 3959 429 ¥) Yo g1 8Y1 o3y ¥ .\w c.... i
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" Panadol Advance 500 mg Film Coated Tablets

ion:
llm Coated Tablet Contams. _

Core-:-' ol
"Active ingredients: o
Paracetamol. =~ . .~ |[500 mg - Ph. Eur 8"
Inactive ingredients: : |
Pregelatinised Starch ' 75.00mg - . Ph. Eur 8" |
. |Calcium Carbonate ™ -~ = 66.00mg - | Ph.Eur 87 ° | i
P}'.,: Alginic acid - o iy 15.00mg ~ | Ph. Eur 8" "6
“ " - [Crospovidone - |590mg Ph. Eur 8"
Povidone (K-25) . - .. =~ [250mg - |.Ph. Eur 8"
Magnesium Stearate .. . [080mg - | Ph. Eur 8"
Colloidal anhydrous silica 040mg -~ |Ph. Eur 8"
| Nipasept Sodium* ' 1.35mg .~ . | Ph.Eur 8"
‘Purified Water ' - 6.67Tmg . - - Ph. Eur 8"
Film Coat : : . S|
Opadry. whlte (ys-1 -7003)** ' 2.02mg ' | In-house Specifications -
‘Carnauba wax =T 0.067mg | Ph.Eur 8" |
Purified water * B qs r Ph. Eur 8"
,Total Welght - 675.707mg - '

_ *N ipasept Sodium conslsting of Sodium melhyl parahydro.qybenzoate (E21 9) Ph. Eur, Sodlum ethyl
':1} " parahydroxybenzoate(E215) Ph. Eur and Sodium propyl parahydroxybenzoate(E217) Ph. Eur.
( ) - **Opadry white (YS-1-7003) containing Titanium Dioxide (E171), HPMC 2910/Hypromellose 3cP,
’ HPMC 2910/Hypromellose 6¢P, Macrogol and Polysorbate 80.
I-Residual water in granulation at time of compression.
2-Removed during processing; does not appear in final product.

Manufactured by
“Alexandria Co. For Pharmaceuticals & Chemical Industries Under
License of Glaxosmithkline Consumer Healthcare (Ireland) Limited.

Dr. Noha El Sayed %‘% e o DT VIOhamed Mansour
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JUALITATIVE AND QUANTITATIVE COMPOSITION:

Each film coated tablet contains:

Active Ingredient:

Paracetamol 500 mg

Inactive Ingredients:

Pregelatinised Starch, Calcium Carbonate, Alginic acid, Crospovidone, Povidone, Magnesium
Stearate ,Colloidal anhydrous silica ,Nipasept Sodium* & Purified water.

Film coating: Opadry white**, Carnauba wax & Purified water.

* Nipasept Sodium consists of Sodium methyl parahydroxybenzoate, Sodium ethyl
parahydroxybenzoate & Sodium propyl parahydroxybenzoate.

** Opadry white consists of Hypromellose, Titanium dioxide, Macrogol and Polysorbate 80

PHARMACEUTICAL FORM:
F ilm-coated tablet.

CLINICAL PARTICULARS:
a. Therapeutic Indicationsg

Panadol Advance is a mild analgesic and antipyretic. The tablets are recommended for use in the
short-term management of headaches, musculoskeletal disorders, menstrual pains, toothache and
for symptoms of common colds and flu. Panadol Advance may also be used in the symptomatxc
relief of mild to moderate pain associated with osteoarthritis, as dlagnosed by a doctor

b. Posology and method of administration:

Panadol Advance is for oral administration.

Adults (including the elderly)

2 tablets repeated if necessary 3-4 times a day to a maximum of 8 tablets in any 24 hour period.

Children 6-12 years:

% -1 tablet repeated if necessary 3-4 times a day to a maximum. of 4 tablets in any 24 hour period.
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_iets are not suitable for children under 6 years of age.
atd not be repeated more frequently than every 4 hours and not more than 4 doses

«en in any 24 hours period.

_«um duration of continued use without medical advice: 3 days.

¢. Contraindications:

Hypersensitivity to paracetarnol or any of the other constituents.
Use in children under 6 years of age.

d. Special warnings and precautions for use:

|
Caution is advised in the administration of paracetamol to patients with moderate or severe renal ;
or severe hepatic impairment. The hazard of overdose is greater in those with moderate and severe
liver disease.
Do not exceed the stated dose.

4"'

Patients should be advised not to take other paracetamol-contaming products concurrently.

If symptoms persist, consult your doctor. Prolonged use except under medlcal supemslon may be *
harmful. T B Y

Th1s product should only be used when clearly necessary.

\,

Contams parahydroxybenzoates which may cause allergic reactlons (possxbly delayed)

'uv_' ', ‘

), _
ke, Interaction with other medicinal products and other forms of interaction:

The speed of absorption of paracetamol may be increased by metoclopramide or domperidone and
absorption reduced by cholestyramine. The anticoagulant effect of warfarin and other coumarins
may be enhanced by prolonged regular daily use of paracetamol with increased risk of bleeding;
occasional doses have no significant effect. ;
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actation:

S epidemiological evidence of the safety of paracetamol in human pregnancy. Paracetamol
e mild analgesic of choice during pregnancy. However as with all drugs, caution should be
exercised in its use during the first trimester.

Lactation

Paracetamol is excreted in breast milk. However the level of paracetamol present is not considered
to be harmful.

g. Effects on ability to drive and use machines:
No significant effect.

h. 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), common (> 1/100, <1/10), uncommon
(= 1/1,000, <1/100), rare (> 1/10,000, <1/1000), very rare (<1/10,000), not known (cannot be -

estimated from available data).

Adverse event frequencies have been estimated from spontaneous reports received through post

marketing data.
® Body System | Undesirable Effect | Frequency
), Paracetamol
Blood and lymphatic system Thrombocytopaenia Very rare
disorders
Immune System disorders Anaphylaxis _ Very rare
.//‘ s P
/'/! _!{ E
Cutaneous hypersensitivity */’;{' v e doron
reactions, including skin rashes, " ,\\j“.',.\;';\‘;\‘ mf“;‘; Arecars
. ; - ' At
angioedema and Stevens Johnson o PHARVRTT oty
syndrome W ) /
Respiratory, thoracic and Bronchospasm in patients sensitive | Very rare
mediastinal disorders to aspirin and other NSAIDs
Hepatobiliary disorders Hepatic dysfianction Very rare
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erdose may cause liver failure. Some patients may be at increased risk of liver
. paracetamol toxicity. Risk Factors include:

Alent
on long term treatment with carbamazepine, phenobarbitone, phenytoin, primidone,

.fampicin, St John's Wort or other drugs that induce liver enzymes.

Or
b, Regularly consumes ethanol in excess of recommended amounts.

Or
¢, Is likely to be glutathione deplete e.g. eating disorders, cystic fibrosis, HIV infection, starvation,

cachexia.
Symptoms

(? Symptoms of paracetamol overdosage in the first 24 hours are pallor, nausea, vomiting, anorexia
and abdominal pain.
Liver damage may become apparent 12 to 48 hours after ingestion. Abnormalities of glucose
metabolism and metabolic acidosis may occur.

In severe poisoning, hepatic failure may progress to encephalopathy, haemorrhage,
hypoglycaemia,cerebral oedema, and death. Acute renal failure with acute tubular necrosis,
strongly suggested by loin pain, haematuria and proteinuria, may develop even in the absence of
severe liver damage. Cardiac arrhythmias and pancreatitis have been reported.

Management N

i )
Immediate treatment is essential in the management qf_ ‘paracetamol overdose. Despite a lack of
significant early symptoms, patients should be referred to hospital urgently for immediate medical

attention. Symptoms may be limited to nausea or vommng and may not reflect verity of
% ) overdose or the risk of organ damage. Management should be in accordance with 'blxshed
PEVE t 1
treatment guidelines. ALEXANDRIA GO ¥

b O 1 TiCALS ‘355

Treatment with activated charcoal should be considered if the overdose has been taken withirt ™

1 hour. Plasma paracetamol concentration should be measured at 4 hours or later after ingestion
(earlier concentrations are unreliable). i

Treatment with N-acetylcysteme may be used up to 24 hours after ingestion of paracetamol,
however, the maximum protective effect is obtained up to 8 hours post-ingestion. The
effectiveness of the antidote declines sharply after this time. If required the patient should be given
intravenous N-acetylcysteine, in line with the established dosage schedule.

If vomiting is not a problem, oral methionine may be a suitable alternative for remote areas,
outside hospital.

Management of patients who present w1th serious hepatic dysfunction beyond 24h from ingestion
should be discussed with the National Poisons Information Service or a liver unit. :
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«CAL PROPERTIES

<codynamic properties
_aacotherapeutic group: Anilides

,At’éx"a;;etamol has analgesic and antipyretic actions

b) Pharmacokinetic properties

Paracetamol is rapidly and almost completely absorbed from the gastro-intestinal tract.

“? Human pharmacokinetic data demonstrate that early absorption of paracetamol (fraction of dose
over the first 60 minutes) is 32% greater from Panadol Advance compared to standard

paracetamol tablet .

Human pharmacokinetic data demonstrate that maximum plasma concentration of paracetamol is
reached at least 25% faster for Panadol Advance compared to standard paracetamol tablets in

fasted and fed states .

Total extent of absorption of paracetamol from Panadol Advance is equivalent to that from
standard paracetamol tablets.

BT

Human scintigraphy data demonstrate that Panadol Advatwé/g'enerally start to disintegrate by 5
minutes post dose. Human pharmaconkinetic data demoﬂstrate that paracetamol can generally be

P

detected in plasma by 10 minutes. [

! -
Concentration in plasma reaches a peak in 30 - 60 minutes. Plasma protem binding is variable.
”’) Plasma half-life is 1- 4 hours. Maximum plasma concentration of paracétamol is reached faster for

Panadol Advance compared to standard paracetamol tablet in fasted and fed states
Paracetarnol is relatively uniformly distributed throughout most body fluids.

Excretion is almost exclusively renal, in the form of conjugated metabolites.
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ACEUTICAL PARTICULARS

_ielf Life

2 years.

b- Special precautions for storage

Store at temperature not exceeding 30 °C,in dry place

(‘) c- Natui{e' and contents of container
% ;

A carton box contains two strips (opaque white PVC/ aluminium blisters), each strip contains 12

tablets + inner pamphlet.
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