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 %&�"
 �!"���#�$   Human Anti-D Immunoglobulin 
 �'()�'�� pre-filled syringe 
 
1.  ���������	
���  

 1.1  ���������	
���*'��#*%+!�'    !"#$%&'()'*+,+"*&-./012"/'()34% %*+56%!78 )9:0&3(;&1++-5 <=>17%? 
  <*+'<=>/=9/.467@%?%*+56%!8A'  
 1.2  ���������	
���*'��!	��' �   
  1.2.1  #+D'%8?"AE3(AE*,F*1(: 1@% human anti-D immunoglobulin 
  1.2.2  H)*?1A*/I+&H%&3(AE*JD'F*9)? )'*+J(?9*I347D1+(;& 
 1.3  ���������	
���*'��#""�.��   6#K));F*E*#+*LJ*'6!@;%8++J2 )'+D8%'M=?E*N+"%/M=?6H"*'7"*/ 
2.  ��#�##/�.������("      
 2.1  E*8++J2 )-*!)D#O?,)0< 
 2.2  M7*'8)-*!)D8++J23"%&+D82 !@>%,*/(:<*&E* , H)*?1A*/I+& , A()Q703 , A()9/?%*E2 ,  
        67H<=>Q703 , 67H<D68=E)3F*+(8E* RA"%E4*&!(?6J) 
 2.3  I88'*+8++J2I7DH)*?8++J2 JD'F*9)? )'*+J(?9*I347D1+(;& 
 2.4  9=894%3"%&/=1A*//(>)1&IHT&I+& U"*/=JF*)A)/*''A4* 1 9=894% JD3"%&6#K)!)0?I7DH)*?6?=EA'() 
        6A")6LV<=>R/463T/9=894% 
3.  �+"�0��'1"&�'2     
 3.1  E*<=>6,)%3"%&/=97('W*)R?"+(8'*+HX;)<D68=E)3F*+(8E*6N@>%JF*9)4*E )#+D6<LR<E H%&'+D<+A& 
        ,*Y*+Z,2H E'6A")'+Z=6#K)E*<=>Q7033*/6-,(!3F*+(8 <=>'+D<+A&,*Y*+Z,2H+(8+%& 
 3.2  3"%&/=9)(&,@%+(8+%&/*3+W*)'*+Q7033*/97('6'Z[5 I7DA0Y='*+Q703<=>?= (GMP) 
  3.2.1  '+Z=Q703 )#+D6<LR<E a+&&*)Q."Q703 3"%&/=9)(&,@%+(8+%& GMP H%&'+D<+A&,*Y*+Z,2H 
             )9/A?E*<=>6,)%H*E 
  3.2.2  '+Z=E*)F*6H"*J*'34*&#+D6<L 3"%&/=9)(&,@%+(8+%& GMP H%&a+&&*)Q."Q703 J*'#+D6<LQ."Q703 
  3.2.3  '+Z=)F*E*J*'34*&#+D6<LI7"AI84&8++J2 )#+D6<LR<E 3"%&/=9)(&,@%+(8+%& GMP  
             )H"% 3.2.1 I7D 3.2.2 
 3.3  /=9)(&,@%+(8+%&'*+3+AJA061+*D95H%&a+&&*)Q."Q703 (Certificate of Analysis ) 3+&'(8E*<=>)F*/* 
  #+D'%8'*+N0J*+Z* I7D/9+@%<=>)F*,4&6/@>%R?"+(8'*+,(>&e@;% 
 3.4  3"%&/=9)(&,@%+(8+%&'*+3+AJA061+*D95 I7D 8I,?&I974&Q703H%&,*+61/=<=>6#K)3(AE*,F*1(: 
  H%&8+0V(<Q."Q703E* I7D8+0V(<Q."Q703A(3U2?08 

 
 /3.5  E*<=>6,)%... 
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 3.5  E*<=>6,)% 3"%&6#K)E*<=>8+0V(<6#K)Q."Q7039+@%Q."I<)JF*9)4*Ea?E3+& 
 3.6  H%&3(A%E4*&<=>)F*/*#+D'%8'*+N0J*+Z*JD3"%&63T/-*!)D<=>8++J2 
 3.7  %*E2H%&E* )A(),4&/%8H%& 3"%&R/4)"%E'A4*<=>'F*9)?RA" )'*+J(?9*I347D1+(;& 9*'R/4R?"'F*9)? 
  %*E2H%&E*RA" JD3"%&6#K)E*<=>Q703/*I7"AR/46'0) 1 #f  )A(),4&H%& 
 3.8  Q."H*E3"%&+(8Q0?!%8I7'6#7=>E)E* )'+Z=<=> '7"9/?%*E2  9"6#K)E*<=>/=%*E2'*+ !"&*)E*AHX;)6N@>% 
  Q7#+DaE!)5H%&Q."#hAE 
4.  ) 3���#4#)/
"�     3+AJ,%83*/12Z7('VZD6MN*D I7DQ7A061+*D95E* )H"% 3.3 , 3.4 
  

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

  (7&!@>%)  N.%.W030-./0  6%@;%%F*)AE  Q%.'A'.N8./#+DY*)'++/'*+ 
                                ( W030-./0  6%@;%%F*)AE ) 

      (7&!@>%)  N.%.N0,2<Y0i  823+&*/?=    Q%.'<N.N8./'++/'*+ 
                            ( N0,2<Y0i  823+&*/?= ) 

    (7&!@>%)  N.%.9:0& ,2-(<<*  63T/82:6'=E+30    #+DJF* N8. !4AE+*!'*+ +N.++.6/ 
                          ( ,2-(<<*  63T/82:6'=E+30 )           '++/'*++4A/J*'9)4AE !" 

6 N.E.2550 
         

 

 
 

 

             
         

 

 
 

12Z7('VZD6MN*DM8(8)=;%)2/(30 9" !" 
3*/%)2/(30 J'.N8.<"*E9)(&,@% 'A'.N8. 
<=> '9 0446.13/888 7& 12 N.E.50 


