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New stability study including sterilization validation only and re-revaluation of biological risk

assessment
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New stability study and re-Evaluation of biological risk assessment
e g (g IA J gl ¢ a5 9 cJaauadl) JUad) Aadlua Baa gl g (e ale BA Juawdl) Bale ) Cile) jal slgily callal) atka a3l
a9 ¢ cilaland! 43S yal) 311 E30) alig ¢Sy Al (S Gallal) yiny Jaaall Bale Y Al calal) ciludlaia plisin ads g aal) o2 ¢lgii)
Bale) cilyllaia JlaSin ale riay g cilall (g8 Bale) aly 9 Juanuadil) a gouy Jdeiti BAle) 9 AS &) (o adla pany il o ol culhal)
el

Lalle Baga clalgd o Alalal) Ataall g 8 ) ghesall Agdall cila Jhical) Junad il ) 2y adiil) Juls
EDREX:GL.CAMD.002 :2
J¥ a8

2021/09: 1) &
2021/09 : bl g



