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1.  ���������	
���  

 1.1  ���������	
���)&��")$* �&   ��� !"#$%&'()*+"!,"$ (-.�/0*1!21'3456�� !7"$ (&8"9:$2 ��:, 6;  
  <!1�= 
 1.2  ���������	
���)&�� 	��&��   
  1.2.1  ( '"*7��12;!12$/?$@!A @B* everolimus 
  1.2.2  C,$�@1$�% +C*+2$ ='"?$<,��,"$ =!�<$%;:&'@ !D+ 
 1.3  ���������	
���)&��"!!�,��   �(E,2$������� !7( '3$, 
2.  ��"�""-�,������'!      
 2.1  2$7  =F�,G$�,'(H�/,.3 
 2.2  I&$"7,G$�,'7  =F;�*+ '7F �B5*/$�!A3$+2$ , C,$�@1$�% + , 1!,K&.; , 1!,<��*$2F ,  
        �&C345K&.; , �&C3'�742,;?$ !72$ 61�*2:$+�!��=, 
 2.3  %77"$ 7  =F%&'C,$�7  =F ='"?$<,��,"$ =!�<$%;:&'@ !D+ 
 2.4  <47<:*;�*+�4@1$��!5,@+%C�+% + 9�$�4=?$,1,�$""1:$ 1 <47<:* =';�*+�(E,�,.�%&'C,$���421"!, 
        �1�,�M#3456�:�;��<47<:* 
3.  �*!�.��&/!%�&0     
 3.1  2$345�/,*;�*+�4<&!"N$,6�� !7"$ COD,3'�742,;?$ !72$�PB5*=?$<,:$2�,( '�3M632 C*+" '3 1+ 
        /$0$ Q/FC 2"�1�," Q4�(E,2$345K&.;;$��G/!�;?$ !7 345" '3 1+/$0$ Q/FC !7 *+ 
 3.2  ;�*+�4<,!+/B* !7 *+�$; N$,"$ K&.;;$�<&!"�"QRS %&'1.04"$ K&.;345�4 (GMP) 
  3.2.1  " Q4K&.;�,( '�3M632 Y ++$,K8�K&.; ;�*+�4<,!+/B* !7 *+ GMP C*+" '3 1+/$0$ Q/FC 
            �,<�1�2$345�/,*C$2 
  3.2.2  " Q42$,?$�C�$=$";:$+( '�3M ;�*+�4<,!+/B* !7 *+ GMP C*+Y ++$,K8�K&.; =$"( '�3MK8�K&.; 
  3.2.3  " Q4,?$2$=$";:$+( '�3M%&�1%7:+7  =F�,( '�3M632 ;�*+�4<,!+/B* !7 *+ GMP  
            �,C�* 3.2.1 %&' 3.2.2 
 3.3  �4<,!+/B* !7 *+"$ ; 1=1.�@ $'<SC*+Y ++$,K8�K&.; (Certificate of Analysis ) ; +"!72$345,?$�$ 
  ( '"*7"$ P.=$ Q$ %&'/< B*345,?$/:+��B5*6�� !7"$ /!5+aBD* 
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 3.4  ;�*+�4<,!+/B* !7 *+"$ ; 1=1.�@ $'<S %&'�7%/�+%<&:+K&.;C*+/$ �@�4345�(E,;!12$/?$@!A 
  C*+7 .#!3K8�K&.;2$ %&'7 .#!3K8�K&.;1!;9F�.7 
 3.5  2$345�/,* ;�*+�(E,2$3457 .#!3�(E,K8�K&.;< B*K8�%3,=?$<,:$2Y�2; + 
 3.6  C*+;!1*2:$+345,?$�$( '"*7"$ P.=$ Q$=';�*+�;��G$�,'3457  =F 
 3.7  *$2FC*+2$�,1!,/:+�*7C*+ ;�*+6�:,�*2"1:$345"?$<,�61��,"$ =!�<$%;:&'@ !D+ <$"6�:6��"?$<,� 
  *$2FC*+2$61� =';�*+�(E,2$345K&.;�$%&�16�:�"., 1 (b �,1!,/:+C*+ 
 3.8  K8�C$2;�*+ !7K.��*7%&"�(&452,2$�," Q4345�"&�<��*$2F �<��(E,2$345�4*$2F"$ ���+$,2$1COD,�PB5* 
  K&( 'Y2�,SC*+K8�(d12 
4.  (�2���"3"(-
!�     ; 1=/*7;$�@FQ&!"#Q'�IP$' %&'K&1.�@ $'<S2$�,C�* 3.3 , 3.4 
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��� 
�.
�� �. �!  ��. 

  (&+�B5*)  P.*.N.;.G8�.  �*BD**?$,12  K*."1".P7./( '0$,"  �"$  
                                ( N.;.G8�.  �*BD**?$,12 ) 

      (&+�B5*)  P.*.P./F30.e  7F; +$��4    K*."3P.P7./"  �"$  
                            ( P./F30.e  7F; +$��4 ) 

    (&+�B5*)  P.*.<A.+ /FG!33$  �;��7FA�"42 ;.    ( '=?$ P7. �:12 $�"$   P.  .6/ 
                          ( /FG!33$  �;��7FA�"42 ;. )           "  �"$  :1�=$"<,:12��� 

6 P.2.2550 
         

@FQ&!"#Q'�IP$'I7!7,4D*,F�!;.�<���� 
;$�*,F�!;. =".P7.3�$2<,!+/B* "1".P7. 
345 "< 0446.13/888 &+ 12 P.2.50 


