
 ���������	
��� 
�.
�� �. ��� 386/50(��.) 

 ����	� 
!�"#���$�% 6505-XX-247-2162  
 &'�#
!�"#���$�%   Hydroxychloroquine Sulfate Tablet 
 �()*�(�� � !" 
 
1.  ���������	
���  

 1.1  ���������	
���,(��$,&-"�(   #$%&'()*+,%-./01%22'(�34&, *520"6789:&;�237282< 
 1.2  ���������	
���,(��"	��(!�   
  1.2.1  -&9(24"%/05'/0*3>*;'? ;@2 hydroxychloroquine sulfate 
  1.2.2  1B*";/* 7&C12C0* D9(>*EB"#B(*&D'"E*75F89;&'GC 
 1.3  ���������	
���,(��$##�/��   �-HB0*� !"#$%&'4-&9I*B 
2.  ��$�$$0�/������)#      
 2.1  0*4&&DJ#BK*$B9-L"3BMI 
 2.2  N8*(4BK*$B94&&DJ5%2C&94J $@O23* '?I*C0* , 1B*";/* 7&C , /'B+8M5 , /'BE "2*0J ,  
        �81I<O+8M5 , �81I9�4<0B5>*&'40* Q/%20F*C$'"�DB 
 2.3  744(*&4&&DJ7891B*"4&&DJ D9(>*EB"#B(*&D'"E*75F89;&'GC 
 2.4  E<4EF25%2C <;/*  'OB;C71!C7&C S%* <D>*B/B *((/F* 1 E<4EF2 D95%2C�-HB$BM"7891B*"�"<0/('B 
        �/%B�T)I<OQ F�5! E<4EF2 
3.   -#�1��(2#'�(3     
 3.1  0*I<O�3B25%2C <E8'(U*BQ"%&'4(*&1VGBI9�4<0B5>*&'40*�W@O2D>*EBF*0#B-&9�ITQI0 12C(&9I&/C 
        3*X*&Y3J1 0(�/%B(&Y<�-HB0*I<O+8M55* �K3'$5>*&'4 I<O(&9I&/C3*X*&Y3J1&'4&2C 
 3.2  5%2C <EB'C3@2&'4&2C *5&U*B(*&+8M55* E8'(�(YZ6 789/MX<(*&+8M5I<O"< (GMP) 
  3.2.1  (&Y<+8M5#B-&9�ITQI0 :&CC*B+,%+8M5 5%2C <EB'C3@2&'4&2C GMP 12C(&9I&/C3*X*&Y3J1 
            #BE /"0*I<O�3B21*0 
  3.2.2  (&Y<0*B>*�1%*D*(5F*C-&9�IT 5%2C <EB'C3@2&'4&2C GMP 12C:&CC*B+,%+8M5 D*(-&9�IT+,%+8M5 
  3.2.3  (&Y<B>*0*D*(5F*C-&9�IT78%/74FC4&&DJ#B-&9�ITQI0 5%2C <EB'C3@2&'4&2C GMP  
            #B1%2 3.2.1 789 3.2.2 
 3.3   <EB'C3@2&'4&2C(*&5&/D/M�;&*9E612C:&CC*B+,%+8M5 (Certificate of Analysis ) 5&C('40*I<OB>* * 
  -&9(24(*&WMD*&Y* 789/E&@2I<OB>*3FC� @O2Q"%&'4(*&3'OCc@G2 
 3.4  5%2C <EB'C3@2&'4&2C(*&5&/D/M�;&*9E6 789#473"C7E8FC+8M512C3*&�; <I<O�-HB5'/0*3>*;'? 
  12C4&M)'I+,%+8M50* 7894&M)'I+,%+8M5/'5SJ"M4 
 3.5  0*I<O�3B2 5%2C�-HB0*I<O4&M)'I�-HB+,%+8M5E&@2+,%7IBD>*EBF*0:"05&C 

 /3.6  12C5'/20F*Cd 
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 3.6  12C5'/20F*CI<OB>* *-&9(24(*&WMD*&Y*D95%2C�5! K*$B9I<O4&&DJ 
 3.7  2*0J12C0*#B/'B3FC 2412C 5%2CQ FB%20(/F*I<O(>*EB"Q/%#B(*&D'"E*75F89;&'GC E*(Q FQ"%(>*EB" 
  2*0J12C0*Q/% D95%2C�-HB0*I<O+8M5 *78%/Q F�(MB 1 -f #B/'B3FC12C 
 3.8  +,%1*05%2C&'4+M"$2478(�-8<O0B0*#B(&Y<I<O#(8%E "2*0J #E%�-HB0*I<O <2*0J(*&#$%C*B0*/1VGB�W@O2 
  +8-&9:0$B612C+,%-./0 
4.  *!5���$6$*0
#�     5&/D3245* ;JY8'()Y9�NW*9 789+8/M�;&*9E60*#B1%2 3.3 , 3.4 
  

 ����$$���$6$*0
#����������	
��� 
�.
�� �.  #" ��. 

 (8C$@O2)  W.2.-&93C;6  8%2 I2C  +2.(/(.W4./-&9X*B(&& (*&  
           ( -&93C;6  8%2 I2C ) 

 (8C$@O2)  W.2.-&<$*  2B'B59  +2.(IW.W4./(&& (*& 
                ( -&<$*  2B'B59 )          

 (8C$@O2)  W.2.E?MC 3JK'II*  �5! 4J?�(<0&5M -&9D>* W4. $F/0&*$(*& &W.&&.6/ 
               ( 3JK'II*  �5! 4J?�(<0&5M )      (&& (*&&F/ D*(EBF/0#$% 

31 3.;.2550 
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