
 G6. . 

 

 

 

 

50

2 A

 

OC 50 (RSD)

OC

OC

( 2 B)

3 A

 

PAT

3 A

PAT

3 B

 

1)

Large-N

European Pharmacopoeia (EP) Alternate 22) 

EP Alternate 1

 

2

15.0

25.0

 

 ( ) 
 

( 15.0 ) ( 25.0 ) 

100 6.02  
100 150 3 0 
150 200 4 0 
200 300 6 1 
300 500 8 2 
500 1000 13 4 
1000 2000 25 8 
2000 5000 47 18 

5000 10000 112 47 
10000 217 94 

 outlier  
 Critical Acceptance Number 

1)

 

 � 26

2015.3. 

2) European Pharmacopoeia 7.7 (2012), 2.9.47. 

Demonstration of Uniformity of Dosage Units Using 
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1) ASTM E2503-13: 2013, Standard Practice for 

Qualification of Basket and Paddle Dissolution Apparatus. 

2) FDA Guidance for Industry The Use of Mechanical 

Calibration of Dissolution Apparatus 1 and 2 Current 

Good Manufacturing Practice (CGMP), U.S. Department 

of Health and Human Services Food and Drug 

Administration Center for Drug Evaluation and Research 

(CDER), January 2010. 
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