O91RY NXIA[F7

06/2025

YORVIPATH
OUOX9'a"I!

PTH (1-34) ( AS PALOPEGTERIPARATIDE ) 0.3 MG/ML :n'7'y® n1ann
SOLUTION FOR INJECTION :jam naix

,N/TA21 N/npN ,n/kON
[17V0 .|IT2W 1'WONN 7w XON7 [17vn [1DTY 2V v TIn% nwpan n"yva 1996 (7x1w') D1oixa nian
J20X7 17w 'y 170 K7 .08/2024 yakna pTIy

(7Y 'wONY Aanivan atman
Yorvipath is a parathyroid hormone (PTH) replacement therapy indicated for the treatment
of adults with chronic hypoparathyroidism.
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5.3 Preclinical safety data
(...)
In animal reproduction studies, administration of palopegteriparatide to pregnant rats and rabbits during
the period of organogenesis resulted in no evidence of embryo-lethality, foetotoxicity or
dysmorphogenesis up to and including the highest doses tested (8- and 7-fold, respectively, the MRHD,
based on exposure to released PTH by AUC). Exaggerated PTH pharmacological effects were observed
at the highest doses tested in the pregnant rats and rabbits (increased serum calcium levels, decreased
body weight, decreased food consumption and/or clinical signs). The exposures at the no observed
adverse effect level (NOAEL) for maternal toxicity were 2- and 3- fold the MRHD, based on exposure to
released PTH by AUC in pregnant rats and rabbits, respectively. A-pre—and-pestnatal-developmental

Palopegteriparatide did not adversely affect pre- and post-natal development in offspring from
pregnant and lactating rats up to and including the highest dose tested (4-fold the MRHD, based
on exposure to released PTH by Cmax).
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