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Usefulness of SUPAC-SS in Dealing with Postapproval Changes to
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ABSTRACT - The objective of this study was to explore the principles of SUPAC-SS and its regulatory application in han-
dling postapproval changes to nonsterile semisolid dosage forms. The types of postapproval changes that SUPAC-SS
described were modifications in formulation (components and composition), batch size, manufacturing equipment & pro-
cess, and the site of manufacturing. SUPAC-SS defined the levels of postapproval changes and what chemistry, man-
ufacturing, and control tests should be conducted for each change level. The guidance also specified several occasions the
manufacturers should perform in vitro release test (Franz cell diffusion test) and/or in vivo bioequivalence test. Finally,
SUPAC-SS classified appropriate filing forms to be used in supporting postapproval changes. It was crystal clear that
SUPAC-SS helped maintain the safety and quality of approved semisolid dosage forms when they were subject to certain
postapproval changes. The availability of SUPAC-SS made contributions to reducing regulatory burdens of the industry, as
well as expediting the postapproval process of regulatory agencies. This study also shed light on the background of relevant
pharmaceutical sciences that the SUPAC-SS guidance adopted. Finally, the KFDA and the industry were strongly urged to
implant a similar guidance in handling postapproval changes to semisolid dosage forms available in the Korean marketplace.

Key words — SUPAC-SS, Semisolid dosage forms, Postapproval changes, Product sameness
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Figure 1-A vertical side view of a standard Franz cell equipped with
a cell stirrer and heater/recirculator (courtesy of PermeGear, Inc., Be-
thlehem, PA, USA).
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Table I-Test Documentation Required for Changes in Components and Composition

HAPE A3 AN g AE AR AERE
~ 2R A ARl AR AR A - 57PN A AR EE B FAMC W — AR IM P REEAN G
— &7} A EAI E4 H7H) HPEL] 5%7F  AE AZAIRAEA ANE TF=REAR)
A 87 7Fs — QAN 3 AL el e AR E
1 - 04131} A7 w7 dofA| 9] $2 5%  RAAAE At
o3|
— 4% 95% 1*&4 e ﬂ%ﬂ 23A 3
Tl Ee A7 FHL B 57
B:]?:l
~ AES A BAE A7 k] 5% - F7RIE A BAIS e 32 A W~ CBES AIE YA 015844
Z10% ©| oPﬂ | 84 7Hs AE AFAE AT A | AAE TSt EEAH)
- o] FA7IAES WA x| T 10% - HAARE o] Bk E H|FH /1 EA ~ @LH 7RSI
5 o)} ~ ARG 8 ujF o) ek Y Vit AR EE)
- A 1A 2o FFER] G F3A 9 AAANE A3 2 A 5] A4k uF ol of
TFY HA 3 A7\ RECHYAAN Y A
- REA Y 55 R — A Q) Al
- deAe] 79 o )% WA
- A7) A, AFH AARE A 28 -7 A A EE T FEM) B - PASAIE I 1PN E
A5E9) ‘?.551’4%%30%1% 739 AE AZA G ARE TP BEHH)
- A A kB A Y W3 — WA o] vk | vl 3 7] S - AR VXN 7| REEHAE
- AED AEE 8 ARA go| EA AAEF
O AGEE A F AL HE g
02 19 S 7RI 2 A
3 £ 3 A4 uR ol st A7 BEAR A

@ Ak
~ AE D BAH YA A2} ol EAI
7] Sk A5 3TN ALg 3o Vi
F M AN G ZH9 AL 34
A5 A8 ate] 27| RENY YA Y A
~ AL 82 A G ARY)
- AR EEAAY A

Table II-Test Documentation Required for Changes in Components and Composition (Preservatives)

WAz urAl St WA Aba} AN AR AR AEAE
- 71 87HE BEA ] 10 %018 A RS - S7MIA A RAR E FAFAMANE - ARIA
i A8 AEARIHA
~ 71 9 WA R BEA A B BEA)
E}APAE
- 71871 BEA PR 10 %2AN 20 - F7MIY A A B e FAFANN T - CBES AE
5 % o) 8719 A5 AE xﬂﬂwa A
— 7P A AR el NG BEA
EG A PR

- 7) 37K BEA ) 20 % ZAA Y- - H7RIA A BAREE FAFANAN T - PAS AFFACHRAY YA
- AR HEAS A B e R AN ABANEAEA B AAE TWe REAN)
A= WAz 2 - 7P ) BAR RN AR REA - AR (7 BEIFAA
B A AE d 23 23
- A2 BEA S 3 AN AR 81 -‘Mﬂé
- MEE BEAL 3711 A BAR e
3 B2 AN BAE A @S 7S}
2] == AL EHERE A2 AL AR
— Az Afro) W 1%
- AN A S o= AN 3
N FE 7RSI Ao} 3
HHE AR Bted HAIRE 7 HEDH
EER

A
X

l

o o
R

J. Kor. Pharm. Sci., Vol. 35, No. 3(2005)



HbE AAe) AEEsF 3 WA tlEsE SUPAC-SS 217

Table III-Test Documentation Required for Changes in Manufacturing Equipment
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