SANBEACETIN®600

Acetylcysteine
Effervescent Tablet

COMPOSITION
Each effervescent tablet contains:
Acetylcysteine .. ..o 600 mg

PRODUCT DESCRIPTION

SANBEACETIN® 600 (Acetylcysteine Effervescent
Tablet) is a round flat tablet, the colour is white with
yellow spot and has orange odour. After dissolved in
200 mL, the solution is rather turbid, colourless and has
orange odour with sweet-sour taste.

PHARMACODYNAMICS

Acetylcysteine has strong fluidification activity to mucus
secretion and mucopurulent by depolimerization of
mucoprotein acid complex and nucleic acid were as
act as viscosity agent from mucoid component, sputum
purulenta and others secretions, it acts as anti flogistic
and increase mucose regeneration speed.

PHARMACOKINETICS

Absorption

Bioavailability

Absorbed following oral administration, with peak
plasma concentration achieved within 1 -2 hours.
Absorbed from the pulmonary ephitelium.

Distribution

Extent: Crosses the placenta following oral or IV
administration.

Plasma protein binding: 50 - 83%.

Metabolism
Deacetylated in the liver to cysteine.

Elimination
Elimination route: Principally (70%) nonrenal.
Hallf - life: 6.25 hours after oral administration.

INDICATIONS

SANBEACETIN® 600 (Acetylcysteine Effervescent
Tablet) is indicated in the treatment of respiratory
affections characterized by thick and viscous hyper-
secretions:

« acute bronchitis

« chronic bronchitis and its exacerbations

« pulmonary emphysema

« mucoviscidosis

« bronchieactasis.

RECOMMENDED DOSAGE

Adults:

1 effervescent fablet of SANBEACETIN® 600 c day
(preferably in the evening).

DIRECTIONS FOR USE
Dissolve 1 effervescent tablet into a glass of water (+
200 mL).

CONTRA-INDICATIONS
Patients with hypersensitivity fo Acetylcysteine.
Confraindicated in children below two (2) years of age.

WARNING AND PRECAUTIONS

Patient with gastric, should be administered after food.
Several animal and human researches showed no
teratogenic and dangerous adverse effect fo pregnant
and nursing patient, however administer only at several
condition needs and always controlled by physician.

INTERACTIONS WITH OTHER MEDICAMENTS
No cases of drug-drug interaction are descripted in
literature for Acetylcysteine by oral use.

PREGNANCY AND LACTATION

Pregnancy: Category B

Lactation: Not known whether acetylcysteine is
distributed into milk; caution advised.

ADVERSE REACTIONS

Hypersensitivity reactions have been reported in
patients receiving Acetylcysteine, including broncho-
spasm, angiodema, rashes and pruritus. Other adverse
effects reported with Acetylcysteine include nausea
and vomiting, fever, syncope, sweating, arthalgia,
blurred vision, disturbances or liver function.

Immune System Disorders:

Anaphylactic/anaphylactoid reaction

Skin and Subcutaneous Tissue Disorders:

Severe cutaneous adverse reactions (SCAR) e.g. ery-
thema multiforme, Stevens-Johnson syndrom (SJS) and
toxic epidermal necrolysis (TEN). In most of these cases
reported at least one other drug was administered at
the same time, which may have possibly anhanced the
described mucocutaneous effects.

OVERDOSE AND TREATMENT

In the cases of accidental or non-accidental overdose,
it may cause irritation, pyrosis, stomachache, nausea,
vomiting and diarrhea. There are no serious side effects
or toxic symptoms reported, even in patients treated
with very high doses of acetylcysteine.

However, it is advisable fo consult the physician in any
case of overdoses.

DOSAGE FORM AND PACKAGING AVAILABLE

TABLET in form of EFFERVESCENT TABLET
Box of 1 tube @ 10 effervescent tablets.

STORAGE
Keep in a tightly closed container at tfemperature below
30°Cin adry place.
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