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BCS Solubility

Level 2

Dissolution

performance changes
permitted
J J
Similar but not rapid dissolution Similarly rapid dissolution Very rapid dissolution
[

Direct Level 1 Level 2
proportionality changes changes
required permitted permitted
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[ —: Z&J0 BCS VA E ~ BRI B ~ R R RS 1
WAL S % AR B & B el BT AR

Function of exceipt Maximum allowable difference in excipient
content compared to reference strength (%w/w)
Level 1 Level 2

Diluent/Filler 5.0 10.0
Disintegrant
Starch 3.0 6.0

Other 1.0 2.0

Binder 0.5 1.0
Lubricant

Stearate salts 0.25 0.50

Others 1.0 2.0
Glidant (Fluidizing agent)

Talc 1.0 2.0

Other 0.10 0.20
Total absolute value 5.0 10.0
of excipient change
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(1) bk

= - TAERBISEHE

— ESZEEEMF

IRy EEREHS

Nov. 2019 Concept Paper Outline endorsement

Feb. 2020 Informal Working Group endorsement

July 2020 Concept Paper endorsement, Business Plan endorsement
July 2020 Expert Working Group (EWG) establishment

July 2020 MI3A initiation

Nov. 2022 MI3B initiation
Dec. 2022 Step 1 on MI3A draft guideline

Dec. 2022 Step 2a/b on MI3A draft guideline

Dec. 2022 Public consultation started on MI3A draft guideline
May 2023 Public consultation ended on MI3A draft guideline

= REREZESHEARE]

B2 HESH

Face to face Meeting to address comments received on

Nov. 2023 draft MI3A to support finalising MI3A and work on M13B
towards Step 1
Step 3 sign-off on MI3A
June 2024 o
Step 1 on MI3B draft guideline
Step 4 adoption of the final guideline of MI3A
Jul. 2024 . .
Step 2a/b on MI3B draft guideline

Initiate work for the third guideline in the series with

Iul. 2024 M13C
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Nilufer
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Imran
John
Russell

Susana

Kazuki
Tsuyoshi
Kazuhisa
Sora
Toru
Hiroyuki
Wenzhi
Nagesh
Filippos
Arno
Shiang-1ng

Luther

Last Name

Fernandes
Paixao
Welink
Haertter
Flanagan
Cordaro
Zhang
Tampal
Raines
Lodhi
Gordon
Rackley
Almeida

Matsui
Kobayashi
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