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 1.1  ��������	
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")$* 
& #$%&'()*�+,-.)/�0/)#)123'4"5/67.689": hypogonadism �+@�  
  testosterone deficiency state    
 1.2 ��������	
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              1.2.1  '+:C�D�%"5EF"59GH9IFJ I@� testosterone undecanoate  

1.2.2  !)9�I"9.0+K!�K59 L:CH9�)�#)C9+LF��90E3�:I+FMK  
 1.3  ��������	
��
	)&�
"!!�,�� &'()G9+�:�95#)+2')MH9.F)'+9NL9C&$@M� #$%O6�&!%9C�%9. 
2.  �
"�""-�,�	����'!      
 2.1  59D++LP#)89$):'Q�G)R/ 
 2.2  O�9CD)89$):D++LPE%�K+:DP $@7�G9.FJ/9K59 , !)9�I"9.0+K , "F)1�RE , "F)�.��95P ,  
        &�!/671�RE , &�!/:&D65)EH9+FD59 T"%�539K$F�&L) 
 2.3  0DDC9+D++LP0�:!)9�D++LP L:CH9�)�#)C9+LF��90E3�:I+FMK 
 2.4  �6D�3�E%�K.6I"9..F7)IK0!VK0+K W%9.6LH9)").9CC"39 1 �6D�3� L:E%�K&'()$)R�0�:!)9�&�65"CF) 
        &"%)&NX/67T.3&EV.�6D�3� 
3.  �*!�.
�&/!%�&0     
 3.1  59/67&G)�E%�K.6��FCY9)T�%+FDC9+!ZM)/:&D65)EH9+FD59&[@7�LH9�)395#)'+:&/NT/5 !�KC+:/+"K 
        G9\9+]GP! 5C&"%)C+]6&'()59/671�REE9.&8GF$EH9+FD /67C+:/+"KG9\9+]GP!+FD+�K 
 3.2  E%�K.6�)FKG@�+FD+�K.9E+Y9)C9+1�REE9.��FC&C]^, 0�:"R\6C9+1�RE/67�6 (GMP) 
  3.2.1  C+]61�RE#)'+:&/NT/5 -+KK9)12%1�RE E%�K.6�)FKG@�+FD+�K GMP !�KC+:/+"KG9\9+]GP! 
            #)�."�59/67&G)�!95 
  3.2.2  C+]659)H9&!%9L9CE39K'+:&/N E%�K.6�)FKG@�+FD+�K GMP !�K-+KK9)12%1�RE L9C'+:&/N12%1�RE 
  3.2.3  C+]6)H959L9CE39K'+:&/N0�%"0D3KD++LP#)'+:&/NT/5 E%�K.6�)FKG@�+FD+�K GMP  
            #)!%� 3.2.1 0�: 3.2.2 
 3.3  .6�)FKG@�+FD+�KC9+E+"L"R&I+9:�,!�K-+KK9)12%1�RE (Certificate of Analysis ) E+KCFD59/67)H9.9 
  '+:C�DC9+[RL9+]9 0�:/�+@�/67)H9G3K&.@7�T�%+FDC9+GF7Kf@M� 
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 3.4  E%�K.6�)FKG@�+FD+�KC9+E+"L"R&I+9:�, 0�:#D0G�K0��3K1�RE!�KG9+&I.6/67&'()EF"59GH9IFJ 
  !�KD+RXF/12%1�RE59 0�:D+RXF/12%1�RE"FEWP�RD 
 3.5  59/67&G)� E%�K&'()59/67D+RXF/&'()12%1�RE�+@�12%0/)LH9�)395-�5E+K 
 3.6  !�KEF"�539K/67)H9.9'+:C�DC9+[RL9+]9L:E%�K&EV.89$):/67D++LP 
 3.7  �95P!�K59#)"F)G3K.�D!�K E%�KT.3)%�5C"39/67CH9�)�T"%#)C9+LF��90E3�:I+FMK �9CT.3T�%CH9�)� 
  �95P!�K59T"% L:E%�K&'()59/671�RE.90�%"T.3&CR) 1 'g #)"F)G3K!�K 
 3.8  12%!95E%�K+FD1R�$�D0�C&'�675)59#)C+]6/67#C�%�.��95P #�%&'()59/67.6�95PC9+#$%K9)59"!ZM)&[@7� 
  1�'+:-5$),!�K12%'4"5 
4.  (�2��
"3"(-�!�     E+"LG�DE9.IP]�FCX]:&O[9: 0�:1�"R&I+9:�,59#)!%� 3.3 , 3.4 
 

��	�""��
"3"(-�!���������	
��
	 ��.�
� �.�!  ��. 

                (�K$@7�)  [.�.YRER82.R  &�@M��H9)"5  1�.C"C.[D./'+:\9)C++.C9+ 
                                   ( YRER82.R  &�@M��H9)"5 ) 

   (�K$@7�)  [.�.[RGP/\Ri  DPE+K9. 1�.C/[.[D./C++.C9+ 
                              ( [RGP/\Ri  DPE+K9.�6 ) 

          (�K$@7�)  [.�.�JRK GP8F//9  &EV.DPJ&C65+ER   )95/�9+'jRDFERC9+ '+:LH9 [D. $3"5+9$C9+  
         ( GP8F//9  &EV.DPJ&C65+ER )  +[.++.6 / C++.C9++3".L9C�)3"5#$% 
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IP]�FCX]:&O[9:ODFD)6M�)P.FER#�%#$% 
E9.�)P.FER LC.[D./%95�)FKG@� C"C.[D. 
/67 C� 0404.13/213 �K 24 .6.I.52 


