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(6) Pregnancy: Pregnancy Category C:

Aminosalicylic acid has been reported to produce occipital malformations
in rats when given at doses within the human dose range. Although there
probably is a dose response, the frequency of abnormalities was
comparable to controls at the highest level tested (two times the human
dosage).

When administered to rabbits at 5 mg/kg, throughout all three trimesters,
no teratologic or embryocidal effects were seen. Literature reports on
aminosalicylic acid in pregnant women always report coadministration of
other medications. Because there are no adequate and well controlled
studies of aminosalicylic acid in humans, PASER granules should be given
to a pregnant woman only if clearly needed.

(8) Nursing mothers :

After administration of a different preparation of aminosalicylic acid to one
patient, the maximum concentration in the milk was 1 z#g/mL at 3 hours
with a half-life of 2.5 hours; the maximum maternal plasma concentration
was 70 pg/mL at two hours.

WM BLE S (SPC) *2 | 4. CLINICAL PARTICULARS

4.6 Fertility, pregnancy and lactation

Pregnancy

There are no or limited amount of data from the use of para—aminosalicylic
acid in pregnant women. Studies in animals have shown some reproductive
toxicity (see section 5.3).

GRANUPAS is not recommended during pregnancy and in women of
childbearing potential not using contraception.

Literature reports on para— aminosalicylic acid in pregnant women always
report co—administration of other medicinal products. As there are no
adequate and well controlled studies of para— aminosalicylic acid in
humans, para—aminosalicylic acid should be given to a pregnant woman
only if clearly needed.

Breast—-feeding

Para—aminosalicylic acid is excreted in human milk. There is insufficient
information on the effects of para—aminosalicylic acid in newborns/infants.
GRANUPAS should not be used during breast—feeding.

Fertility

There is no evidence available on the effect of para—aminosalicylic acid on
fertility.

* 1 : PASER- aminos alicylic acid granule, delayed release (Jacobus Pharmaceutical Company, Inc.) .
2010 4~ 6 HkET. 202311 A7 7 & X
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%2 : GRANUPAS 4 g gastro-—resistant granules (Eurocept International BV), 2014 4= 7 A i&zT .,
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AT M EOER VNEEA~DRE ] OEITRE S TR,
KEIORA SCE KON EZE (SPC) OFEHITLLTFDO LB TH D,

Al FERINAY (k)
KE OUAS SCEH FREII TR
WM BLELESE (SPC) *2 | 4.2 Posology and method of administration
Posology
Paediatric population

The optimal dose regimen in children is uncertain. Limited
pharmacokinetic data suggest no substantial difference between adults
and children.

For infants, children and adolescents the dosage will be adapted to the
patient's weight at 150 mg/kg per day, divided in two intakes. A dosing
spoon is provided to measure small doses below 4 g for young children.
The safety and efficacy of para—aminosalicylic acid in neonates have not
been established. No data are available.

%1 : PASER- aminos alicylic acid granule, delayed release (Jacobus Pharmaceutical Company, Inc.) .
2010 4% 6 HGET, 20234 11 HT7 7 & A

* 2 : GRANUPAS 4 g gastro-resistant granules (Eurocept International BV), 2014 4F 7 A a7,
202311 A7 7 A
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