










































































































New Labelling





Previous labelling





8.1 Pregnancy (including Labour and delivery):





Pregnancy exposure registry


Risk summary


Clinical considerations, i.e. disease-associated risk, dosage adjustments, maternal, foetal and neonatal adverse reactions, and labour or delivery)


Data (human and animal)





Section 8.1: Pregnancy





Section 8.2: Labour and delivery





8.2 Lactation (including Nursing Mothers)





Risk summary


Clinical considerations


Data





Section 8.3: Nursing mother








8.3 Females and males of reproductive potential





Pregnancy testing


Contraception


Infertility





New labelling








