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1.  ���������	
��� 

 1.1  ���������	
���*'��#*%+!�'  &'()*�+,-).�)/01�2)34&4%1(567"89:5;0<)/=>,?0@!4$�/%1(',AB1"!,A3 
  ?2@:!<C!"�*4�)/01�B/-2�$�/�)/01�B*45�*"5*� )D;EF"<C!"�*4�,)G,0D7H,;7409 
 1.2  ���������	
���*'��!	��' �  
  1.2.1  <)/�!K0(DAH*DA,B>,.*6 .@! alendronate sodium $�/ colecalciferol (vitamin D3) 
  1.2.2  G4,0.D,;$)"G!"A,  =/�>,540&4�,)=*05,$H �/.)*R"  
 1.3  ���������	
���*'��#""�-��   ?<S4A,?;T0&'()*K<)/8,4B*<0,5U�/ 1 .)*R" 
2.  ��#�##.�-������("      
 2.1  A,K))=3&4V,'4/<W0B478 
 2.2  X�,�K4V,'4/K))=3H(!")/K3 '@:!B,;*68,"A, , G4,0.D,;$)" , D*4%�7H , D*45;0!,A3 ,  
        ?�G89:%�7H , ?�G8/?K9A4H>,)*KA, YD(!A ,"'*0?=4 
 2.3  $KK�,)K))=3$�/G4,0K))=3 =/�>,540&4�,)=*05,$H �/.)*R" 
 2.4  59K5 !H(!";9.D,;;*:4."$GT"$)" E(,;9=>,4D4;,��D , 1 59K5 ! =/H(!"?<S4'470$�/G4,0?09AD�*4 
        ?D(4?Z+89:Y; ?HT;59K5 ! 
3.  �+"�/��'0"&�'1     
 3.1  A,89:?B4!H(!";95�*�[,4Y0()*K�,)GFR48/?K9A4H>,)*KA,?2@:!=>,54 ,A&4<)/?8ZY8A G!"�)/8)D" 
        B,\,)]B3G A�?D(4�)]9?<S4A,89:%�7HH,;?VB*'H>,)*K 89:�)/8)D"B,\,)]B3G)*K)!" 
 3.2  H(!";954*"B@!)*K)!";,H)[,4�,)%�7HH,;5�*�?�]^U $�/D7\9�,)%�7H89:09 (GMP) 
  3.2.1  �)]9%�7H&4<)/?8ZY8A -)"",4%1(%�7H H(!";954*"B@!)*K)!" GMP G!"�)/8)D"B,\,)]B3G 
            &45;D0A,89:?B4!G,A 
  3.2.2  �)]9A,4>,?G(,=,�H ,"<)/?8Z H(!";954*"B@!)*K)!" GMP G!"-)"",4%1(%�7H =,�<)/?8Z%1(%�7H 
  3.2.3  �)]94>,A,=,�H ,"<)/?8Z$�(D$K "K))=3&4<)/?8ZY8A H(!";954*"B@!)*K)!" GMP  
            &4G(! 3.2.1 $�/ 3.2.2 
 3.3  ;954*"B@!)*K)!"�,)H)D=D7?.),/5UG!"-)"",4%1(%�7H (Certificate of Analysis ) H)"�*KA,89:4>,;, 
  <)/�!K�,)27=,)], $�//5)@!89:4>,B "?;@:!Y0()*K�,)B*:"c@R! 
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 3.4  H(!";954*"B@!)*K)!"�,)H)D=D7?.),/5U $�/&K$B0"$5� "%�7HG!"B,)?.;989:?<S4H*DA,B>,.*6 
  G!"K)7+*8%1(%�7HA, $�/K)7+*8%1(%�7HD*HE307K 
 3.5  A,89:?B4! H(!"?<S4A,89:K)7+*8?<S4%1(%�7H5)@!%1($84=>,54 ,A-0AH)" 
 3.6  G!"H*D!A ,"89:4>,;,<)/�!K�,)27=,)],=/H(!"?HT;V,'4/89:K))=3 
 3.7  !,A3G!"A,&4D*4B ";!KG!" H(!"Y; 4(!A�D ,89:�>,540YD(&4�,)=*05,$H �/.)*R" 5,�Y; Y0(�>,540 
  !,A3G!"A,YD( =/H(!"?<S4A,89:%�7H;,$�(DY; ?�74 1 <e &4D*4B "G!" 
 3.8  %1(G,AH(!")*K%70'!K$��?<�9:A4A,&4�)]989:&��(5;0!,A3 &5(?<S4A,89:;9!,A3�,)&'(",4A,DGFR4?2@:! 
  %�<)/-A'4UG!"%1(<fDA 
4.  ) 3���#4#).
"�     H)D=B!KH,;.3]�*�+]/?X2,/ $�/%�D7?.),/5UA,&4G(! 3.3 , 3.4 
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                 (�"'@:!)  2.!.[7H7V1;7  ?!@R!!>,4DA  %!.�D�.2K./<)/\,4�));�,) 
                                 ( [7H7V1;7  ?!@R!!>,4DA ) 

   (�"'@:!)  2.!.27B38\7g  K3H)",; %!.�82.2K./�));�,) 
                           ( 27B38\7g  K3H)",;09 ) 

   (�"'@:!)  2.!.567" B3V*88,  ?HT;K36?�9A)H7   <)/=>, 2K. ' DA),'�,) )2.)).6 / 
        ( B3V*88,  ?HT;K36?�9A)H7 )  �));�,)) D;=,�54 DA&'( 
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