ATTACHMENT 1

L- Item Code : 204140 - 11

PM Code . Ins.P BLT

B I S L AN® TAB LET Measurement(mm) + 2mm : 260(L) x 110(W)

Cursor (Attachment 1) : R 048 - 050 mm

. Cursor (Attachment 2) : B018-022 mm
Ingredient(s):
Each tablet contains: Colour of Artwork :

Bromhexing HCI .....o.oiiiiiieie e e 8mg Source of Artwork “MAC3/CC

Pharmacodynamics:

Bromhexine HCI has a secreto-motor action without other side effects.
Furthermore, it has a mucolytic action without the risk of poisoning. It is superior
to its parent alkaloids, vasicine and vasicinone, which possess bronchial
constriction and dilatation effects.

Pharmacokinetics: [
a) The increased bronchial fluid secretion caused by Bromhexine HCI is not
inhibited by atropine. There is neither stimulation of vagus nerve nor are there
tolerance or accumulation ever found.
Bislan® Tablet's action sets in about twenty minutes after administration,
reaching peak in 6~8 hours, hence it has the advantages of quickness in
action and length of duration.
c) Bromhexine HCI is well absorbed from the gastrointestinal tract. Its peak

plasma concentration occurs after 1 hour of administration. Most of the dose

is excreted in the urine. Ambroxol is a metabolite of bromhexine.
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Indication(s):
A mucolytic agent used in the treatment of respiratory disorders associated with
viscid or excessive mucus.

Dosage and Administration:

Adults : 1 tablet, three times daily.

Children :5 - 10 years of age, 1/2 tablet, four times daily.
Under 5 years of age, 1/2 tablet, twice daily.

To be used as directed by a physician.

Route of administration:
Oral administration

Contraindication(s):
Contraindicated in patients known to have hypersensitivity to this product.

Precaution(s) / Warning(s):

Bromhexine HCI should be given cautiously to patients with gastric ulceration since
mucolytics may disrupt the gastric mucosal barrier.

Very rare cases of chronically associated severe skin impairments such as L
Stevens Johnson Syndrome, Toxic Epidermal Necrolysis (TEN), Erythema 260mm (£2mm)
Multiforme (EM) and Acute Generalized Exanthematous Pustulosis (AGEP) have
been reported. In most cases, these could be explained by the severity of the
underlying disease or concomitant administration of another drug. In the early
stages of such severe skin reactions, initially only nonspecific flu-like symptoms
appear, e.g. fever, arthralgia, runny nose, cough, and sore throat. If skin or mucous
membrane damage occurs, seek medical advice immediately and discontinue
treatment as a precaution.

Side Effect(s) / Adverse Reaction(s):

Gastrointestinal :Nausea, anorexia, abdominal discomfort
and abdominal pain may occur.

CNS :Bromhexine may occasionally cause
headache.

Dermatological :Uncomfortable or allergic reactions (skin

rash, pruritus, etc.), should these occur,
discontinue use of this product.

Immune System Disorders :Frequency not known. Anaphylactic
reactions including anaphylactic shock.

Skin and Subcutaneous Skin Disorders : Frequency not known. Severe skin
reactions (including Stevens Johnson
syndrome, Toxic epidermal necrolysis
(TEN), Erythema Multiforme (EM) and
Acute  Generalized  Exanthematous
Pustulosis (AGEP).

Symptoms and Treatment for Overdosage, and Antidote(s):
There is no specific antidote for its overdose. Management of the patient consists
of symptomatic and supportive therapy.

Storage Condition(s):
Keep in a tight container. Store at temperature below 30°C. Protect from light and
moisture.

Shelf-Life:
3 years from the date of manufacture.

Product Description and Packing(s):

A white color tablet, one side impressed with a cross mark throughout the surface.
Plastic bottle of 1000’s and 1500’s (for export only).

Blister packing of 10’s x 10 and 10’s x 100.
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ATTACHMENT 2

I_.- Item Code 204140 - 11
PM Code . Ins.P BLT
Measurement(mm) + 2mm : 260(L) x 110(W)
® Cursor (Attachment 1) : R 048 - 050 mm
B IS L AN TABLET Cursor (Attachment2) ~ : B 018 - 022 mm
Colour of Artwork :
Bahan Aktif: Source of Artwork :MAC3/CC
Setiap tablet mengandungi:
BromheXing HCI ...o..viiiiiiie e 8mg
Indikasi:
Sebagai agen mukolitik untuk merawat keadaan berkaitan dengan mukus yang
berlebihan dan pekat.
Dos:
Dewasa : 1 tablet, 3 kali sehari.
Kanak-kanak : 5-10 tahun, 1/2 tablet, 4 kali sehari.
Bawah 5 tahun, 1/2 tablet, 2 kali sehari.
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® Manufacturer and Product Registration Holder:
‘ Y.S.P. INDUSTRIES (M) SDN. BHD. (199001001034)
Lot 3, 5,7, 12 & 14, Jalan P/7, Section 13,
Kawasan Perindustrian Bandar Baru Bangi,
43000 Kajang, Selangor, Malaysia.
Y- s- P- Ordering Line: 1 800 88 3027
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