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procedures

3.2.5.4.3 | m3.2.s.4.3 validation of m3.2.5.4.3 & 47> /2 FErc
analytical procedures

3.2.5.4.4 | m3.2.5.4.4 batch analyses m3.2.5.4.4 3-=x & 45

3.25.45 | m3.2.s.4.5 justification of | m3.2.5.45 R &L 2
specification i Iy

3.25.5 m3.2.s.5 reference m3.2.5.5 HREE 5 4
standards or materials L

3.2.5.6 m3.2.5.6 container closure | M3.2.5.6 7 |5 kst
system

3.2.5.7 m3.2.s.7 stability m3.2.8.7 % T+

3.2.5.7.1 | m3.2.s.7.1 stability m3.2.5.7.1 & TP FEE %

24




13 Description BN #ir
summary and conclusions | %

3.2.5.7.2 | m3.2.5.7.2 post-approval m3.2.8.7.2 #5818 % T
stability protocol and Wk R T 2 ORE
stability commitment

3.2.5.7.3 | m3.2.5.7.3 stability data m3.2.5.7.3 % #{¥dp

3.2.p m3.2.p drug product m3.2.p & %

3.2.p.1 m3.2.p.1 description and m3.2.p.1 % 5445k 2 e A
composition of the drug B
product

3.2.p.2 m3.2.p.2 pharmaceutical m3.2.p.2 % & B 3
development

3.2.p.2.1 | m3.2.p.2.1 components of | m3.2.p.2.1 % 5.fe > e A
the drug product i

3.2.p.2.2 | m3.2.p.2.2 drug product m3.2.p.2.2 % & A

3.2.p.2.3 | m3.2.p.2.3 manufacturing | m3.2.p.2.3 # A2 F A
process development

3.2.p.2.4 | m3.2.p.2.4 container m3.2.p.2.4 7 BiE ki A
closure system

3.2.p.2.5 | m3.2.p.2.5 microbiological | m3.2.p.2.5 ## + & HiE | A
attributes

3.2.p.2.6 | m3.2.p.2.6 compatibility m3.2.p.2.6 4p 7 1+ A

3.2.p.3 m3.2.p.3 manufacture m3.2.p.3 %3 A

3.2.p.3.1 | m3.2.p.3.1 manufacturer(s) | m3.2.p.3.1 % Fx A

3.2.p.3.2 | m3.2.p.3.2 batch formula m3.2.p.3.2 =t fiz > A

3.2.p.3.3 | m3.2.p.3.3 description of m3.2.p.3.3 QW42 @WAzE A
manufacturing process and | #1]2- %7 it
process controls

3.2.p.3.4 | m3.2.p.3.4 controls of m3.2.p.3.4 M4t 2 v A
critical steps and R
intermediates

3.2.p.3.5 | m3.2.p.3.5 process m3.2.p.3.5 @WAEFE»TZ [ | A
validation and/or Bl
evaluation

3.2.p4 m3.2.p.4 control of m3.2.p.4 BRA5E E 4] A
excipients

3.2.p.4.1 | m3.2.p.4.1 specifications m3.2.p.4.1 Rt A

3.2.p.4.2 | m3.2.p.4.2 analytical m3.2.p.4.2 &~ 47> * A
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