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Plaguenil Film Coated Tablets
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Hydroxychloroquine sulfate 200mg

DYINAD DINNN
Plaguenil is indicated for the suppresive treatment and treatment of acute attacks of malaria
due to Plasmodium vivax, p. malaria. p. ovale and susceptible strains of p. falciparum.
It is also indicated for the treatment of discoid and systemic lupus erythomatosus and
rehumatoid arthritis.
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4.6 FERTILITY, PREGNANCY AND LACTATION

Effects on fertility

There are no animal data on hydroxychloroquine action on fertility.

Only limited reproductive toxicity data are availableAnrimal-studies-showed-an-tmpairment-of
male-fertility for hydroxychloroguine, therefore chloroquine_data are considered due to the

similarity of structure and pharmacological properties between the 2 products.

A study in male rats showed a decrease in testosterone levels, weight of testes, epididymis,
seminal vesicles and prostate after 30 days of oral treatment with chloroguine at 5 mg/day. In
another rat study with chloroquine the male fertility rate was decreased after 14 days of
intraperitoneal treatment at 10 mag/kg/day.

—a-parent-drug{see-Section-5-3)- There are no data in humans.

In animal studies on chloroquine, embryo-fetal developmental toxicity was shown at very
high, supratherapeutic doses (ranging from 250 to 1500 mqg/kg bodyweight).

5.3 PRECLINICAL SAFETY DATA

Genotoxicity
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Based on the standard genotoxicity studies conducted, hydroxychloroquine is not considered
to present a genotoxic risk to humans.
Hydroxychloroguine is not mutagenic in the bacterial reverse mutation (Ames) test.

It showed no clastogenicity or aneugenicity in the in vivo micronucleus test in rats following
oral administration. Hydroxychloroguine was weakly positive in human lymphocyte
micronucleus assay in vitro in the absence of metabolic activation but was negative in the
presence of metabolic activation.
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