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- Relief of the signs and symptoms of rheumatic diseases including osteoarthritis ankylosing
spondylitis of rheumatoid arthritis both in the treatment of acute flares and in the long-term
management of the disease.

- Juvenile Rheumatoid Arthritis.

- Periarticular and musculoskeletal disorders

- Relief of pain in bursitis tendinitis synovitis tenosynovitis and lumbago.

- Relief of pain, swelling, tenderness and fever in acute gouty Arthritis.

- Relief of symptoms of primary dysmenorrhea.

921911 1139190 NOYINA L1998 P1I¥A NIND DY HMNNNN NN NININA 19TV 198D PHYNY ¥ININD 191892
SNV Y191 NADINDY (NDITY 11IYY DNNNA) 1998 1Wova

:(PINN LOPYVI Y11 MITNI DITNI MIIDN MADIN) 4aYa BIPIYN BINITYN BNV 19NYY V19993

NDYIY )I¥a 0097y

4.6 Fertility, pregnancy and lactation

Pregnancy

[...]

Inhibition of prostaglandin synthesis may adversely affect the pregnancy and/or the
embryo/foetal development. Data from epidemiological studies suggest an increased risk of
miscarriage and of cardiac malformation and gastroschisis after use of a prostaglandin
synthesis inhibitor in early pregnancy. The absolute risk for cardiovascular malformation was
increased from less than 1%, up to approximately 1.5 %. The risk is believed to increase with
dose and duration of therapy. In animals, administration of a prostaglandin synthesis inhibitor
has been shown to result in increased pre- and post-implantation loss and embryo-foetal
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lethality. In addition, increased incidences of various malformations, including
cardiovascular, have been reported in animals given a prostaglandin synthesis inhibitor
during the organogenetic period.

[...]
In addition, there have been reports of ductus arteriosus constriction following treatment in
the second trimester, most of which resolved after treatment cessation. Therefore, during the
first and second trimester of pregnancy, naproxen should not be given unless clearly
necessary. If naproxen is used by a woman attempting to conceive, or during the first and
second trimester of pregnancy, the dose should be kept as low and duration of treatment as
short as possible.
Antenatal monitoring for oligohydramnios and ductus arteriosus constriction should be
considered after exposure to naproxen for several days from gestational week 20 onward.
Consider ultrasound monitoring of amniotic fluid if naproxen treatment extends beyond 5
days. Naproxen should be discontinued if oligohydramnios or ductus arteriosus constriction
are found.
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