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 �!"���#�$      Human Tetanus Immunoglobulin Injection                                        
  �'()�'�� ampoule , vial , syringe 
 
1.  ���������	
��� 

 1.1  ���������	
���*'��#*%+!�'  !"#$%&'()*(+,-./0"12&3+/456)(!*78#$9:64;<=;>:+=0?;<6'-@&(+,-./0"12& 
  A,>"*./*;2 
 1.2  ���������	
���*'��!	��' �  
  1.2.1  $,5(&3/#:6-):6+?D+>)E >1& human tetanus immunoglobulin 
  1.2.2  G*+/>:+=H,'G&'6+  I5(D+J*/!*(+,I)/J+H-@K5>,)2'  
 1.3  ���������	
���*'��#""�-��  0$L*6+M;/$,+NI+(0"12& !"#M;/0G#+(K#+=J,1&0G#+!-#7.:J*)' 
2.  ��#�##.�-������("      
 2.1  6+3,,IO!*P+"*5$Q/?*.4 
 2.2  MK+(3*P+"*53,,IO-#&',53O "1<&?+=)E4+'6+ , G*+/>:+=H,' , :)*7K.- , :)*J=/&+6O ,  
        0KG4;<7K.- , 0KG4503;6*-D+,)36+ R:#&6@+'")/0I* 
 2.3  H33(+,3,,IOHK5G*+/3,,IO I5(D+J*/!*(+,I)/J+H-@K5>,)2' 
 2.4  J;3J@&-#&'=;>:+==)<*>'HGS'H,' T#+=;ID+*:*=+((:@+ 1 J;3J@& I5-#&'0$L*"*./HK5G*+/0/;6:()* 
        0:#*0NU4;<R=@0-S=J;3J@& 
3.  �+"�/��'0"&�'     
 3.1  6+4;<0?*&-#&'=;JK)(V+*R/#,)3(+,GW2*4503;6*-D+,)36+0X1<&ID+J*@+6!*$,504NR46 G&'(,54,:' 
        ?+Y+,Z?OG 6(0:#*(,Z;0$L*6+4;<7K.--+=0P?)"-D+,)3 4;<(,54,:'?+Y+,Z?OG,)3,&' 
 3.2  -#&'=;J*)'?1&,)3,&'=+-,V+*(+,7K.--+=JK)(0(Z[\ HK5:.Y;(+,7K.-4;</; (GMP) 
  3.2.1  (,Z;7K.-!*$,504NR46 A,''+*78#7K.- -#&'=;J*)'?1&,)3,&' GMP G&'(,54,:'?+Y+,Z?OG 
            !*J=:/6+4;<0?*&G+6 
  3.2.2  (,Z;6+*D+0G#+I+(-@+'$,504N -#&'=;J*)'?1&,)3,&' GMP G&'A,''+*78#7K.- I+($,504N78#7K.- 
  3.2.3  (,Z;*D+6+I+(-@+'$,504NHK#:H3@'3,,IO!*$,504NR46 -#&'=;J*)'?1&,)3,&' GMP  
            !*G#& 3.2.1 HK5 3.2.2 
 3.3  =;J*)'?1&,)3,&'(+,-,:I:.0>,+5J\G&'A,''+*78#7K.- (Certificate of Analysis ) -,'()36+4;<*D+=+ 
  $,5(&3(+,X.I+,Z+ HK5/J,1&4;<*D+?@'0=1<&R/#,)3(+,?)<'f12& 
                                                                                                                                                

   /3.4  -#&'=;...... 
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 3.4  -#&'=;J*)'?1&,)3,&'(+,-,:I:.0>,+5J\ HK5!3H?/'HJK@'7K.-G&'?+,0>=;4;<0$L*-):6+?D+>)E 
  G&'3,.U)478#7K.-6+ HK53,.U)478#7K.-:)-TO/.3 
 3.5  6+4;<0?*& -#&'0$L*6+4;<3,.U)40$L*78#7K.-J,1&78#H4*ID+J*@+6A/6-,' 
 3.6  G&'-):&6@+'4;<*D+=+$,5(&3(+,X.I+,Z+I5-#&'0-S=P+"*54;<3,,IO 
 3.7  &+6OG&'6+!*:)*?@'=&3G&' -#&'R=@*#&6(:@+4;<(D+J*/R:#!*(+,I)/J+H-@K5>,)2' J+(R=@R/#(D+J*/ 
  &+6OG&'6+R:# I5-#&'0$L*6+4;<7K.-=+HK#:R=@0(.* 1 $g !*:)*?@'G&' 
 3.8  78#G+6-#&',)37./"&3HK(0$K;<6*6+!*(,Z;4;<!(K#J=/&+6O !J#0$L*6+4;<=;&+6O(+,!"#'+*6+:GW2*0X1<& 
  7K$,5A6"*\G&'78#$9:6 
4.  ) 2���#3#).
"�     -,:I?&3-+=>OZK)(UZ50MX+5 HK57K:.0>,+5J\6+!*G#& 3.3 , 3.4 
 

����##���#3#).
"����������	
��� 
�.
�� �.�"! ��. 

                  (K'"1<&)  X.&.V.-.P8=.  0&12&&D+*:6  7&.(:(.X3./$,5Y+*(,,=(+, 
                                         ( V.-.P8=.  0&12&&D+*:6 ) 

    (K'"1<&)  X.&.X.?O4Y.i  3O-,'+=/;  7&.(4X.X3./(,,=(+, 
                                    ( X.?O4Y.i  3O-,'+=/; ) 
                   (K'"1<&)  X.&.JE.' ?OP)44+  0-S=3OE0(;6,-.   $,5ID+ X3. "@:6,+"(+, ,X.,,.6 / 
                 ( ?OP)44+  0-S=3OE0(;6,-. )      (,,=(+,,@:=I+(J*@:6!"#     
    

18 =..6.2551 
                    
 

      

>OZK)(UZ50MX+5M3)3*;2&*O=)-.!J#!"# 
-+=&*O=)-. I(.X3.4#+6J*)'?1& (:(.X3. 
4;< (J 0446.13/473 K' 20 =..6.51 


