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 ����	��
�� !���"�# 6505-XX-247-2129  
 $%�!
�� !���"�#   Human Recombinant Erythropoietin Alpha Injection                                     
  �&'(�&�� vial/prefilled syringe 
 
1.  ���������	
���  

 1.1  ���������	
���*&��"*$+ �&   '()*+,-./.01234567.87.,9.:46;6<.8= 
 1.2  ���������	
���*&�� 	��&��   
  1.2.1  ?*1,@AB)0C6+0C.9D.E+F EG@ human recombinant erythropoietin alpha HIJHD.'4)A*59;HK5L?*.M7.,  
   human serum albumin 
  1.2.2  NO.BE0.PQ*8Q31*R?QAAN@8C. 71,D.4OB'O,.*7+B4.Q6<31E*+S8 
 1.3  ���������	
���*&��"!!�-��   :?TOC.?*.M7.,:(GS@ '()UIB:N).'6)V504O+8 
2.  ��"�"".�-������'!      
 2.1  C.A**7;'O/.(O1?WB9O5H 
 2.2  U3.,AO/.(O1A**7;6)@8*1A; (GJ@9.P+FH.8C. , NO.BE0.PQ*8 , 0+OV356 , 0+O4PB@.C; ,  
        :3NHIJV356 , :3NH1:AICO6D.*+AC. Y0)@C<.8(+B:7O 
 2.3  QAA,.*A**7;Q31NO.BA**7; 71,D.4OB'O,.*7+B4.Q6<31E*+S8 
 2.4  4IA4<@6)@8PIE0.PP+JOE8QN[8Q*8 \).PI7D.O0OP.,,0<. 1 4IA4<@ 716)@8:?TO(O5BQ31NO.B:BIC0,+O 
        :0)O:M-HIJYP<:6[P4IA4<@ 
3.  �+!�/��&0!%�&     
 3.1  C.HIJ:9O@6)@8PI43+,].OYB)*+A,.*N^SOH1:AICO6D.*+AC.:_GJ@7D.4O<.C'O?*1:HMYHC N@8,*1H*08 
        9.K.*`9;N C,:0)O,*`I:?TOC.HIJV3566.P:/9+(6D.*+A HIJ,*1H*089.K.*`9;N*+A*@8 
 3.2  6)@8PI4O+89G@*+A*@8P.6*].O,.*V3566.P43+,:,`ab Q3105KI,.*V356HIJBI (GMP) 
  3.2.1  ,*`IV356'O?*1:HMYHC 2*88.OVR)V356 6)@8PI4O+89G@*+A*@8 GMP N@8,*1H*089.K.*`9;N 
            'O4P0BC.HIJ:9O@N.C 
  3.2.2  ,*`IC.OD.:N).7.,6<.8?*1:HM 6)@8PI4O+89G@*+A*@8 GMP N@82*88.OVR)V356 7.,?*1:HMVR)V356 
  3.2.3  ,*`IOD.C.7.,6<.8?*1:HMQ3)0QA<8A**7;'O?*1:HMYHC 6)@8PI4O+89G@*+A*@8 GMP  
            'ON)@ 3.2.1 Q31 3.2.2 
 3.3  PI4O+89G@*+A*@8,.*6*0705:E*.14bN@82*88.OVR)V356 (Certificate of Analysis ) 6*8,+AC.HIJOD.P. 
  ?*1,@A,.*_57.*`. Q31/4*G@HIJOD.9<8:PGJ@YB)*+A,.*9+J8iGS@ 
 3.4  6)@8PI4O+89G@*+A*@8,.*6*0705:E*.14b Q31'AQ9B8Q43<8V356N@89.*:EPIHIJ:?TO6+0C.9D.E+F 
  N@8A*5-+HVR)V356C. Q31A*5-+HVR)V3560+6\;B5A 

 
/3.5  C.HIJ:9O@... 
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 3.5  C.HIJ:9O@ 6)@8:?TOC.HIJA*5-+H:?TOVR)V3564*G@VR)QHO7D.4O<.C2BC6*8 
 3.6  N@86+0@C<.8HIJOD.P.?*1,@A,.*_57.*`.716)@8:6[P/.(O1HIJA**7; 
 3.7  @.C;N@8C.'O0+O9<8P@AN@8 6)@8YP<O)@C,0<.HIJ,D.4OBY0)'O,.*7+B4.Q6<31E*+S8 4.,YP<YB),D.4OB 
  @.C;N@8C.Y0) 716)@8:?TOC.HIJV356P.Q3)0YP<:,5O 1 ?j 'O0+O9<8N@8 
 3.8  VR)N.C6)@8*+AV5B(@AQ3,:?3IJCOC.'O,*`IHIJ',3)4PB@.C; '4):?TOC.HIJPI@.C;,.*'()8.OC.0N^SO:_GJ@ 
  V3?*12C(ObN@8VR)?l0C 
4.  (�2���"3"(.
!�     6*079@A6.PE;`3+,-`1:U_.1 Q31V305:E*.14bC.'ON)@ 3.3 , 3.4 
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 (38(GJ@)  _.@.?*198Eb  3)@PH@8  V@.,0,._A./?*1K.O,**P,.*  

           ( ?*198Eb  3)@PH@8 ) 

 (38(GJ@)  _.@.?*I(.  @O+O61  V@.,H_._A./,**P,.* 
                    ( ?*I(.  @O+O61 )          

 (38(GJ@)  _.@.4F58 9;/+HH.  :6[PA;F:,IC*65  ?*17D. _A./,**P,.**<0P7.,4O<0C'() 
      ( 9;/+HH.  :6[PA;F:,IC*65 )                     
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E;`3+,-`1:U_.1UA+AOIS@O;P+65'4)'() 
6.P@O;P+65 7,._A.H).C4O+89G@ ,0,._A. 
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