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1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'   %&'()�*+,+#-.(�� /�012345+�6)7���0 (pancreatic enzyme) /&�0  
  cystic fibrosis , chronic pancreatitis , pancreatectomy , total gastrectomy  
 1.2  ���������	
���*'��!	��' �   
  1.2.1  B(-��7$'#C6)#C+DE+F)G FH� pancreatic enzyme I(H� pancreatin (2JK /BL0D�#0MD3"�  lipase ,  
   amylase , protease) 
  1.2.2  "0+$F#+3N( "� C+ 5-�E+I0$%0�+(5)$I+N6��-F()O  
 1.3  ���������	
���*'��#""�-��   /BL0 minimicrosphere &0P$ enteric coated 7((5R%0NFB2S� %&' 
  ()7B(-T+0 
2.  ��#�##.�-������("      
 2.1  C+7((5R%0,+&0-BU$D0PT 
 2.2  V�+�70,+&0-7((5R6'� (-7R &HK�D+3)GT+ C+ , "0+$F#+3N(  , #)0M�P6 , #)0I3$�+CR ,  
        /�"TWKM�P6 , /�"T-/7WC06E+()7C+ 1#'�C�+ &)$/50 
 2.3  N77�+(7((5RN�-"0+$7((5R 5-�E+I0$%0�+(5)$I+N6��-F()O  
 2.4  IW7I��6'� 3WF#+33)K0F N"X N(  Y'+3W5E+0#03+��#�+ 1 IW7I�� 5-6'� /BL0&0P$N�-"0+$/$WC#�)0 
        /#'0/Z*TWK13�/6X3IW7I�� 
3.  �+"�/��'0"&�'1     
 3.1  C+TWK/D0�6'� 3WI�)�[+01$'()7�+("JO0T-/7WC06E+()7C+/.HK�5E+I0�+C%0B(-/TZ1TC "� �(-T(#  
        D+\+(]DR" C�/#'0�(]W/BL0C+TWKM�P66+3/,D)&6E+()7 TWK�(-T(# D+\+(]DR"()7(�  
 3.2  6'� 3WI0) DH�()7(� 3+6([+0�+(M�P66+3I�)�/�]^4 N�-#P\W�+(M�P6TWK$W (GMP) 
  3.2.1  �(]WM�P6%0B(-/TZ1TC a(  +0MS'M�P6 6'� 3WI0) DH�()7(�  GMP "� �(-T(# D+\+(]DR" 
            %0I3#$C+TWK/D0�"+C 
  3.2.2  �(]WC+0E+/"'+5+�6�+ B(-/TZ 6'� 3WI0) DH�()7(�  GMP "� a(  +0MS'M�P6 5+�B(-/TZMS'M�P6 
  3.2.3  �(]W0E+C+5+�6�+ B(-/TZN�'#N7� 7((5R%0B(-/TZ1TC 6'� 3WI0) DH�()7(�  GMP  
            %0"'� 3.2.1 N�- 3.2.2 
 3.3  3WI0) DH�()7(� �+(6(#5#P/F(+-I4"� a(  +0MS'M�P6 (Certificate of Analysis ) 6( �)7C+TWK0E+3+ 
  B(-��7�+(.P5+(]+ N�-/I(H�TWK0E+D� /3HK�1$'()7�+(D)K 2HO� 
 3.4  6'� 3WI0) DH�()7(� �+(6(#5#P/F(+-I4 N�-%7ND$ NI�� M�P6"� D+(/F3WTWK/BL06)#C+DE+F)G 
  "� 7(P*)TMS'M�P6C+ N�-7(P*)TMS'M�P6#)6YR$P7 

 /3.5  C+TWK/D0�... 
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 3.5  C+TWK/D0� 6'� /BL0C+TWK7(P*)T/BL0MS'M�P6I(H�MS'NT05E+I0�+Ca$C6(  
 3.6  "� 6)#�C�+ TWK0E+3+B(-��7�+(.P5+(]+5-6'� /6X3,+&0-TWK7((5R 
 3.7  �+CR"� C+%0#)0D� 3�7"�  6'� 13�0'�C�#�+TWK�E+I0$1#'%0�+(5)$I+N6��-F()O  I+�13�1$'�E+I0$ 
  �+CR"� C+1#' 5-6'� /BL0C+TWKM�P63+N�'#13�/�P0 1 Bc %0#)0D� "�  
 3.8  MS'"+C6'� ()7MP$&�7N��/B�WKC0C+%0�(]WTWK%��'I3$�+CR %I'/BL0C+TWK3W�+CR�+(%&' +0C+#"JO0/.HK� 
  M�B(-aC&04"� MS'Be#C 
4.  ) 3���#4#).
"�     6(#5D�76+3FR]�)�*]-/V.+- N�-M�#P/F(+-I4C+%0"'� 3.3 , 3.4 
  

 ����##���#4#).
"����������	
��� 
�.
�� �. �"! ��. 

  (� &HK�)  ..�.[P6P,S3P  /�HO��E+0#C  M�.�#�..7./B(-\+0�((3�+( 
                              ( [P6P,S3P  /�HO��E+0#C ) 

        (� &HK�)  ..�..PDRT\Pf  7R6( +3$W    M�.�T...7./�((3�+( 
                         ( .PDRT\Pf  7R6( +3$W ) 

 (� &HK�)  ..�.IGP  DR,)TT+  /6X37RG/�WC(6P    B(-5E+ .7. &�#C(+&�+( (..((.6/ 
                 ( DR,)TT+  /6X37RG/�WC(6P )           �((3�+((�#35+�I0�#C%&' 
                                                                     3 \.F.2550     

         

 

 
 

FR]�)�*]-/V.+-V7)70WO�0R3)6P%I'%&' 
6+3�0R3)6P 5�..7.T'+CI0) DH� �#�..7. 
TWK �I 0446.13/973 �  4 \.F.50 


