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ÂÃ !25mg�25%/
ÄÅÆÇÈ�RSDÉ 2.0%
!df¤Ê¼�½¾23:¶·Ê�

200mgËÌ¤Í%Î�70%ËÌCÏÐ/
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Setting Dissolution Specifications

Robert C.Wojcik , Dissolution Technologies, AUGUST 1997

Parametric approach

skxQ !"#$ %5
x
k

s

: mean release
: factor
: standard deviation of

the released valuesNonparametric approach
Order the unit results from smallest to highest and select 
the mth smallest value(    ) for one sided distribution-free tolerance limits.

mxQ #$ %5
mx

Examination of Selection of Immediate Release 
Dissolution Acceptance Criter ia

Jeffrey D.Hofer, Vivian A. Gray , Dissolution Technologies, 
February 2003



!"#$

�Ã4F7Ô·:�q�

���` à´67:Ê=Ñ ©¡��ÃC¢¡¶·©ðYµà´©ðY�

���h à´67:Ê�µZº�£¤�0&:&¼¤¥4¦JªðY�

���§ à´�Ê_h�¨��µ©ª©Z«b¬�¨��:=­2ðY�

0.0

0 .2

0 .4

0 .6

0 .8

1 .0

70 80 90 100

Pr
ob

ab
ili

ty
 o

f a
cc

ep
ta

nc
e

Lot mean (%)

1st

2nd

3rd

2nd

3rd Q=85%
SD=5%



!"#$

USP,EP4«�7QÃ4567ûü

USP<1092>The Dissolution Procedure:Development and Validation
Acceptance criteria
®¯õQÃÊ75%~80% 80%ËÌÊrs4Ê¶·©ðY�

EP Dissolution test for solid dosage forms
Guidance on Dissolution testing
Dissolution Specification for Oral Dosage Forms
Conventional-release dosage forms
!"#$%&'(75%)*&+
,-./012(45345"75%4678%&+
9:;<=>?@@&12"A
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t�µ4bcTC¶BU·

�:û[Cþ�67:Ê·¸C¹¡ J ?

Stage Sample size mean individual acceptance rejection
S1 6(6) Q Q-15 0 2
S2 6(12) Q Q-15 1 2

Q-25 0 1

Limits Number for
Criteria for the dissolution tests
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USP<1092>The Dissolution Procedure:
Development and Validation

(1)Medium, (2)Apparatus/agitation rate, (3)Study design, 
(4)Assay, (5)Acceptance criteria

Medium mo�ÀÁÊÄÂz2FbÅ�¹�ÆÞ¤ÊðY�

ÄÇAê:·àÊ�<¤%¹�jk
ÈInz1 !SDS,ÉjÊ6ËlZ�ÌÍ��

�Îj68Ï�6ÐÑo/
ÒÓ ÔL�WLºjk

/2)Apparatus/agitation rate
Sinkers momlCþ�67µH4Ê���W:94ÕÖð

ûü2�<�
×�b:moml:ßà4Ê�Ø���bR:ûü�
Ïlml&¤ÊflÙÚoilC@û�
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=Ä©ªº:¤�$¥:23�:Õ�4Þª&ZÊ�
àá�23�Câã:ª*4ë�©��â�23�C

Ë�ä64�Ø67ßà4Ê�Ï�mjoål4F7��Ê�
20e25Ü4«�7��:^1%:æ¾�4ç£7ª*�
Ãè20e25Ü4«�7Õ�µéñµêð6,µ2¤H7

¦§ëì:The  volume specified refers to measurements made
between 20íand 25í.
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2007.7.16 Apparatus 2 4«�7ò�óô2ÑD¸¹ª�

37 - 70% (2006.7.24) 30 -57%

USP Forum,33(3),574-579(2007) 
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FDA Guidance for Industry
The Use of Mechanical Apparatus  1 and 2

(Draft Guidance)      2007.10
1978c 50mg(OPQRSTU/Upjohnd?

300mg(eafb$U/Hoffman LaRoched?
gahPijiUVklUSPmnopqr"

1979c CDER(stouvw/DPA? xQby/z{2?|
@W}~V��(��=p�*l�����(10mg(
OPQRSTU���"
CDER(DPA��20c��wga�PijiUVkl��"

1997c OPQRSTU(��~��O�
1999c USP��DPA�wgahPijiUV�������

�ai_TQ ¡d¢(10mg(OPQRSTU£¤¥¦"
§k¨U©�ª«r|¬@A%�­®���
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FDA Guidance for Industry
The Use of Mechanical Apparatus  1 and2
(Draft Guidance)      2007.10
Ç�ac 6!"4r�
�mg4Z:$¹ f76:b:Ì2cm:ch4
7�Bîdefl6C¶h�$¹ÿ1.0mmËK

�f76:gh� ���¤¦A
k8ï6���!0.5�ËK/

�Ë�ä6:äoïjoø�ghz
�f76:S¸ 25mm ̂ 2mm
�pi>� ^2%Ë�

USPHP Toolkit Dissolution Procedure
,Mechanical Calibration and Performance Verification Test
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kl0.1%ËK�¹ËÌÊ

mÂ4³·67�nµ67�

d© ¯°±%© ²= ³X ´µ¶ ·� @AB

¸¹~jSibU50mg º»¼½¾$¿À¼»ÁÂ@³ 0.3% 900 50 45 75
¸¹~jSibU100mg º»¼½¾$¿À¼»ÁÂ@³ 0.3% 900 50 60 70
R�PTÃÄTU5mg ÅÆ¼Ç½ÈÉÊÀ80Â@³ 0.06% 900 100 45 70
R�PTÃÄTU10mg ÅÆ¼Ç½ÈÉÊÀ80Â@³ 0.15% 900 100 45 70
Ëh��TU ÅÆ¼Ç½ÈÉÊÀ80Â@³ 3% 900 75 60 70
P`bÄTU ÅÆ¼Ç½ÈÉÊÀ80ÌÍ$@³ 0.005% 500 100 30 70
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NaCl Conc.(M)

cm
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SDS

Polysorbate80:
   {{     0.0013%(Water)
{{{{0.00082%(0.1NHCl)

SDSµÉjÊ6ËlZ80:
oÈÑä6È�
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!pq¿�rsR01!vw1�c¾1/�t1/

EP   : Dissolution test for transdermal patches
USP: Drug release (EP:Disintegration of suppositories.)

�uv�23W!c¾1/
JIS Z 0237 uv¨l��mlZ23RW:wl6ï��gh

�~V`(èé�/
�xØ123W (I¥¦§ Step4)

(%|y¨�23�y¨�}rz�~V`ð%/
EP   : Preparations for Inhalation
USP: Aerosols, Nasal Sprays, Metered-Dose

Inhalators, and Dry Powder Inhalators

R29:0"56ST
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USP: Drug release Monographs:  Nicotin �Clonidine
!Estradiol Ê"¶·/

Nicotin Transdermal System
Drug Release Test  1 Apparatus 7 (Reciprocating Holder)
Drug Release Test  2 Apparatus 6 (Cylinder)
Drug Release Test  3 Apparatus 5 (Watch glass)
Drug Release Test  4 Apparatus 5 (Convex Screen)
Drug Release Test  5 Apparatus 6 (Cylinder)
#$=>(#a������<&+�!0��#a�

0~24 => Amount dissolved(%)

Clonidine Transdermal System
Drug Release Apparatus 7 (Reciprocating Holder)

0~168=> Release rate(Îg/h/cm2)
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�¶T©ªz{�×WÊ�EP:Extarction
cellW�FDA:SUPAC-SS4��¸¹ZY7
��ä6Wµ©ª67��C~ìª�
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EP:Disintegration of suppositories
USP4Ê£�23W"çü

ïßW
AB23gh!Pharma test ̂ /
4�l�6lW t1�Ðï��ÏoZ
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(T.Sato, et.al.,
Japanese Journal of Applied Physics, 44(11), 8168-8173(2005))
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USP <729> Globle Size Distribution in Lipid Injectable Emulsions

¬E­®¯°� ­��±²å1 :~`

Method 1 ³�¸W
Gõ³�¸�­õ³�¸

500nmËK

Method 2 ³´µ¿Ê³�¸W4F7=~V�:�·

!ÿòmÎoZ.~�Ç;�·�/
~Vrÿ¶XC�·67SPOSW
Single Particle Optical Sensing (·r~V³ôö¸W/

5Îmìí(îï0.05%ìð


