PADCIII EC
LAFSDULLE D
-y & n = - W B EBE W




Contents

Preface........
Editors........

Chapter 1

Chapter 2

Chapter 3

Chapter 4

Chapter 5

Chapter 6

Chapter 7

Chapter 8

Chapter 9

Chapter 10

Chapter 11

LT T I

Advances in Capsule Formulation Development and Technology.........ccccccvveeeee.

Larry L. Augsburger and Stephen W. Hoag

An Introduction to Two-Piece Hard Capsules and Their Marketing Benefits ...........

Dennis Murachanian

}Iﬂ.rd Shc]] CaPEU]CS in Clil]ica-] Tria]ﬁ++i-|-+1||-+1i||-+11++1||-|-11||- AR EA BB FI R F IR F AR FER ARSI FR SRR R AR

Moji Christianah Adeveve and Amusa Adebaveo

Capsnle Bhe M A e e tiatiniis siantpssnar et shodhs Apnsaa s sas LidetaLs

Brian E. Jones, Fridrun Podczeck, and Paul Lukas

Non=Cl el aln - B s DR e O st earain rusa tursnntnses aaiommens s wanasssonlan ak tutns xeeha chane

Sven Stegemann

Hard Shell Capsule Filling Machines ... ..o miaieaniiasimss
Donald K. Lightfoot

Instrumented Automatic Capsule Filling Machines and Filling Machine

Larry L. Augsburger and Vikas Moolchandani

Dry-Fill Formulation and Filling Technology .......cccccccviviiiiinnineen.
Pavan Heda, Vikas Agarwal, and Shailesh K. Singh

A TE S e e T IO oo M o A et it S

Fridrun Podczeck

Modeling Powder Filling during Encapsulation ............cccccciiaiiiciiiismsimiiissssiinsssass

Ammar Khawam

Scale-Up and Transfer of Hard Shell Formulations across Machine Types ............

Larry L. Augsburger and Michael Levin

S b %
-u-xi
b

75

111

e J L2

2]

vii



viii

Chapter 12

Chapter 13

Chapter 14

Chapter 15

[ndex”,.....................-..-...-....-..-..-.....-..-....-.H-ii|.+i|.++||-+ll+l|ll BB NN AR AR RS R R A B E R E RS RS AR EN RN A SRR AR

Contents
Modified-Release Delivery Systems: Extended-Release Capsule Platform............. 317
Reza Fassihi
Analytical Testing and Evaluation of Capsules.........ccccoverveeereiereeceecicecncieninneins 343
Stuart L. Cantor and Asish K. Dutta
Rheological Aspects of Capsule Shell Excipients and the Manufacture
of Encapsulated Formulations............ccccccvenenene. =373

Lawrence H. Block

Quality-by-Design (QbD) for Capsule Formulation and Process Development:
Regulatory Science Relevance, Scientific Case Studies, and Future Challenges......

Huigquan Wu, Lin Xie, Stephen W. Hoag, Larry L. Augsburger.
and Mansoor Khan

"
=)
i



	b23022024-9_1
	b23022024-9_2
	b23022024-9_3

