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1.  ���������	
��� 

 1.1  ���������	
���*'��#*%+!�'  "�#$#%&'()*�+,-'./0-.$1234%56%'$7�78%39 '�81 :;:$&# <(=<0( 
  $(235%,08%72��8*3>#*3$,)*08%72�'6#1'()*� 
 1.2  ���������	
���*'��!	��' �  ?,=5*+�#.@72.@%6A%B2C B)* fibrin sealant (human) '?F1 lyophilized  
  human fibrinogen 1 L.�  <(= lyophilized human thrombin 1 L.� M,#*&�#.@72.>A%(=(%@'NM%='?F1 
     1OA%5(2P1 1 L.� <(=6%,(=(%@<B('QR@&B(*:,�S 1 L.� 
 1.3  ���������	
���*'��#""�-��  '?F1@%03<$#3?,%T4%5'�)O*7#*3(=(%@"172.>A%(=(%@58*1 4U306& 
  521V�@ connecting mixing system '?F1 colloid "�#V�@M8108%1 spray head (3+10-.$123 
2.  ��#�##.�-������("      
 2.1  @%+,,4�"1Z%�1=?[�61-> 
 2.2  N(%5+1Z%�1=+,,4�7#*3,=+� �)P*6%&2C>%3@% , L1%�B.%&<,3 , .210(-7 , .21$&�*%@� ,  
        '(L>RP0(-7 , '(L>='+R@17A%,2+@% :.#*@8%3�2�'41 
 2.3  <++5%,+,,4�<(=L1%�+,,4� 4=5A%$1�"15%,42�$%<78(=B,2O3 
 2.4  $R+$8*7#*3&RB.%&&2P1B3<L]3<,3 ^#%&R4A%1.1&%55.8% 1 $R+$8* 4=7#*3'?F1�1-�<(=L1%�'�R@.521 
        '.#1'T_>RP:&8'7]&$R+$8* 
3.  �+"�/��'0"&�'     
 3.1  @%>RP'61*7#*3&R$(25`%1:�#,2+5%,LUO1>='+R@17A%,2+@%'M)P*4A%$18%@"1?,='>T:>@ L*35,=>,.3 
        6%a%,/6�L @5'.#15,/R'?F1@%>RP0(-77%&'Z62�7A%,2+ >RP5,=>,.36%a%,/6�L,2+,*3 
 3.2  7#*3&R$1236)*,2+,*3&%7,`%15%,0(-77%&$(25'5/bS <(=.-aR5%,0(-7>RP�R (GMP) 
  3.2.1  5,/R0(-7"1?,='>T:>@ V,33%10f#0(-7 7#*3&R$1236)*,2+,*3 GMP L*35,=>,.36%a%,/6�L 
            "1$&.�@%>RP'61*L%@ 
  3.2.2  5,/R@%1A%'L#%4%578%3?,='>T 7#*3&R$1236)*,2+,*3 GMP L*3V,33%10f#0(-7 4%5?,='>T0f#0(-7 
  3.2.3  5,/R1A%@%4%578%3?,='>T<(#.<+83+,,4�"1?,='>T:>@ 7#*3&R$1236)*,2+,*3 GMP  
            "1L#* 3.2.1 <(= 3.2.2 
 3.3  &R$1236)*,2+,*35%,7,.4.-'B,%=$SL*3V,33%10f#0(-7 (Certificate of Analysis ) 7,352+@%>RP1A%&% 
  ?,=5*+5%,M-4%,/% <(=/$,)*>RP1A%683'&)P*:�#,2+5%,62P3Q)O* 

                                                                 /3.4  7#*3&R...... 
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 3.4  7#*3&R$1236)*,2+,*35%,7,.4.-'B,%=$S <(="+<6�3<$(830(-7L*36%,'B&R>RP'?F172.@%6A%B2C 
  L*3+,-_2>0f#0(-7@% <(=+,-_2>0f#0(-7.27^��-+ 
 3.5  @%>RP'61* 7#*3'?F1@%>RP+,-_2>'?F10f#0(-7$,)*0f#<>14A%$18%@V�@7,3 
 3.6  L*372.*@8%3>RP1A%&%?,=5*+5%,M-4%,/%4=7#*3'7]&Z%�1=>RP+,,4� 
 3.7  *%@�L*3@%"1.21683&*+L*3 7#*3:&81#*@5.8%>RP5A%$1�:.#"15%,42�$%<78(=B,2O3 $%5:&8:�#5A%$1� 
  *%@�L*3@%:.# 4=7#*3'?F1@%>RP0(-7&%<(#.:&8'5-1 1 ?i "1.21683L*3 
 3.8  0f#L%@7#*3,2+0-��*+<(5'?(RP@1@%"15,/R>RP"5(#$&�*%@� "$#'?F1@%>RP&R*%@�5%,"�#3%1@%.LUO1'M)P* 
  0(?,=V@�1SL*30f#?k.@ 
4.  ) 2���#3#).
"�     7,.46*+7%&B�/(25_/='NM%= <(=0(.-'B,%=$S@%"1L#* 3.3 , 3.4 
 

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

                  ((3�)P*)  M.*. -̀7-Zf&-  '*)O**A%1.@  0*.5.5.M+./?,=a%15,,&5%, 
                                         ( -̀7-Zf&-  '*)O**A%1.@ ) 

    ((3�)P*)  M.*.M-6�>a-l  +�7,3%&�R  0*.5>M.M+./5,,&5%, 
                                    ( M-6�>a-l  +�7,3%&�R ) 
                   ((3�)P*)  M.*.$C-3 6�Z2>>%  '7]&+�C'5R@,7-   ?,=4A% M+. �8.@,%�5%, ,M.,,.6 / 
                 ( 6�Z2>>%  '7]&+�C'5R@,7- )      5,,&5%,,8.&4%5$18.@"�#     
    

18 &-.@.2551 
                    
 

      
 
        

             
   

B�/(25_/='NM%=N+2+1RO*1�&27-"$#"�# 
7%&*1�&27- 45.M+.>#%@$1236)* 5.5.M+. 
>RP 5$ 0446.13/473 (3 20 &-.@.51 


