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Consideration of the Powder Property in the Development of
Oral Solid Dosage Forms
Xu Xiaohong', Li Fei!, Fu Meng', Yuan Lei?, Gong Qing'*

(1. Center for Drug Evaluation, NMPA, Beijing 100022; 2 School of Pharmaceutical

Engineering, Shenyang Pharmaceutical University, Shenyang 110016)
ABSTRACT: The characteristics of powders, especially their flowability, are of great

significance for the development and preparation of solid dosage forms. Gaining a comprehensive
understanding and mastery over the powder properties of materials can help solve problems such
as formulation screening, process improvement, quality control, and manufacture. This paper
analyzes common problems in the development of oral solid dosage forms in terms of powder
properties, taking into account the practical scenarios of review and evaluation, and proposes
control suggestions for powder property indicators in the development of oral solid dosage forms
from the perspective of review and evaluation to ensure product quality. The objective is to offer
provide some reference for the manufacture process research and registration application of oral
solid dosage forms.
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Tab.l1  Evaluation Indexes of Powder Flow Characteristics

BN RIEA (9) JE4E /% HR

e i 25~30 <10 1.00~1.11
it 31~35 11~15 1.12~1.18
L3938 36~40 16~20 1.19~1.25
g Af 41~45 21~25 1.26~1.34
= 46~55 26~31 1.35~1.45
EEE 56~65 32~37 1.46~1.59

W2 >66 >38 >1.60
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Tab.2  Evaluation of Powder Flow Characteristics by Shear Pool Method
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Tab.3  Relationship between the Quality Properties of Oral Solid Dosage and the Powder

Characteristics
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Tab.4  Effects of Production Processes on Products Quality

Aag | WANTZSH BN RYEE 1 BT | SRR

ORI RE. B, & B Rl OEFEEZ: KER
IRERL | B R H % KE. FE. FEE; ”%ﬂ RLEE A S AR
QR RBLE A B WEhtE. B, &

3




P
iy
=
fEm

KE. GRS
@ik FBhE.
R, BKE. N

BEPEREGE L BIY)T)
Pk TR 8]\ 2

E—TRFRIOER 2 HkL
B R ahtE. .

EIKE

yE VA VEL A g A 155 5 i
WIS | SR | OFH. WAk, B & | bR | DR D 8
AT GO | KB RLE KRR AR ) v A
i @A HED HIFI%.
I &
TR | S FE BRIRE | L DR MAMBRN, | oy | MR, G0
l i GESZRE . Btk “ BE L ORLEE 4 A2
e | RURE. BUR | | wn  peo NS}
%ﬁf“ Re. HERGRRE. RK | - IW%EQJ‘*%; PITRR | . BERE. ko
e s
B RN INARER
ﬁﬁfﬂ Wmaﬁéﬁﬂ”% ETRRBRANRIE | g | K9 R,
It MR Sk Stk f
R
TR N TR o
o | s, | O A e |\
RER | e, prsespgem | PESDIOWRBIE | BRE b e, &
}:E\ *lfgx *ifgﬁ'ﬁ\ iﬁﬁ ﬁu&“ffgﬂ'l\i%
B KA. dEhEs wis
S A "
B BUEA/ER | TR0y R i A
11>« FEAERE. B | PE. BRI R A %, G, AR
AL e mmiri o | . Agh. wiEtE w | O gigﬁﬁi%ﬁ
(REHBA B e ﬁﬁ%‘%
SR i

T SRR R ] 448 77 A 7 S R ok R SR R R T R, R AN R AR T
2, BilZ% ICH QIPBEAT M Pl, Zra 5 e RmRHPER . A/ TZM

HEL,

3.1.1

JFUREZY [

RIAR AR B B BT, P RE 2 2 RN MR L B L sl Ik - ICH Q6ANY
e T A0 SRR RLEE AR HE R SR SRR, X T AR, 22 B 24 AR X I




