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Pentasa slow release granules 1g
Pentasa slow release granules 2g_

Pentasa slow release granules 4g

Each sachet of Pentasa slow release granules 1g contains
Mesalazine 1lg

Each sachet of Pentasa slow release granules 2g contains
Mesalazine 2g

Each sachet of Pentasa slow release granules 4g contains

Mesalazine 4g

Mild to moderate ulcerative colitis or crohn’s disease
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The drug is not recommended for use in patients with impaired renal 4.4 Special
funct!on and in patients_with haemorrhagic diathesis. Th_e _renal warnings and
functl_on shoul_d be m(_)n_lt_ored regularly (e.g. serum creatinine), _ precautions for
especially during the initial phase of treatment. Urinary status (dip Use
sticks) should be determined prior to and during treatment at the
discretion of the treating physician. Mesalazine induced
nephrotoxicity should be suspected in patients developing renal
dysfunction during treatment. The concurrent use of other known
nephrotoxic agents, such as NSAIDs and azathioprine, may increase
of the risk of renal reactions.

Caution is recommended in patients with active peptic ulcer.

Pregnancy: Mesalazine is known to cross the placental 4.6 Fertility,
barrier, and its concentration in umbilical cord plasma is pregnancy and
lower than the concentration in maternal plasma. The lactation
metabolite acetyl-mesalazine is found in the same
concentration in umbilical cord and maternal plasma. .
Animal studies on oral mesalazine do not indicate direct or
indirect harmful effects with respect to pregnancy,
embryonic/foetal development, parturition or postnatal
development. There are no adequate data on the use of
PENTASA in pregnant women. Limited published human
data on mesalazine show no increase in the overall rate of
congenital malformations. Some data show an increased rate
of preterm birth, stillbirth and low birth weight; however,
these adverse pregnancy outcomes are also associated with
active inflammatory bowel disease.

Gastrointestinal disorders. 4.8 Undesirable
Common: >1/100 to < 1/10: Diarrhea, abdominal pain, nausea, effects
vomiting, flatulence

Skin and subcutaneous tissue disorders

Rare >1/10,000 to <1/1,000: Photosensitivity**

Very rare <1/10,000: Alopecia (Reversible)

Quincke's oedema, dermatitis allergic, Erythema multiforme Stevens
Johnson Syndrome (SJS)
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(**) Photosensitivity: More severe reactions are reported in patients
with pre-existing skin conditions such as atopic dermatitis and atopic

eczema.
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