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6) https://www.ema.europa.eu/en/documents/scientific-guideline/draft-guideline-

good-pharmacovigilance-practices-product-population-specific-considerations-

1i_en.pdf

7) https://www.ema.europa.eu/en/documents/regulatory-procedural-

guideline/guideline-exposure-medicinal-products-during-pregnancy-need-post-

authorisation-data en.pdf
8) https://www.mhlw.go.jp/web/t doc?datald=81aa6623&dataType=0&pageNo=1
9) httpst//www.pmda.go.jp/files/000156940.pdf
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