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3-:5B>0F8;-�>�-B8>;07K, :>B>@0O CA8;8205B >:8A;5=85 3;N:>7K. � 8H5<8G5A:8 
?>2@5645==>9 :;5B:5 M=5@38O, ?>;CG5==0O 2> 2@5<O >:8A;5=8O 3;N:>7K, B@51C5B <5=LH53> 
?>B@51;5=8O :8A;>@>40, G5< 2 ?@>F5AA5 β->:8A;5=8O. #>B5=F8@>20=85 >:8A;5=8O 3;N:>7K 
>?B8<878@C5B :;5B>G=K5 M=5@35B8G5A:85 ?@>F5AAK, B5< A0<K< ?>445@6820O =04;560I89 
M=5@35B8G5A:89 >1<5= ?@8 8H5<88. 
(0@<0:>48=0<8G5A:85 MDD5:BK  
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 ?>445@68205B M=5@35B8G5A:89 <5B01>;87< A5@4F0 8 =59@>A5=A>@=KE B:0=59 2> 2@5<O 
8H5<88; 
 C<5=LH05B 2K@065==>ABL 2=CB@8:;5B>G=>3> 0F84>70 8 87<5=5=89 B@0=A<5<1@0==>3> 
8>==>3> ?>B>:0, 2>7=8:0NI8E ?@8 8H5<88; 
 ?>=8605B C@>25=L <83@0F88 8 8=D8;LB@0F88 ?>;8=C:;50@=KE =59B@>D8;>2 2 
8H5<878@>20==KE 8 @5?5@DC78@>20==KE B:0=OE A5@4F0; 
 C<5=LH05B @07<5@ ?>2@5645=8O <8>:0@40; 
 =5 >:07K205B ?@O<>3> 2>7459AB28O =0 ?>:070B5;8 35<>48=0<8:8. 
' ?0F85=B>2 A> AB5=>:0@4859 B@8<5B07848=: 
 C25;8G8205B :>@>=0@=K9 @575@2, B5< A0<K< 70<54;OO =0ABC?;5=85 8H5<88, 2K720==>9 
D878G5A:>9 =03@C7:>9, =0G8=0O A 15-3> 4=O B5@0?88; 
 >3@0=8G8205B :>;510=8O 0@B5@80;L=>3> 402;5=8O, 2K720==K5 D878G5A:>9 =03@C7:>9, 157 
7=0G8B5;L=KE 87<5=5=89 G0AB>BK A5@45G=KE A>:@0I5=89; 
 7=0G8B5;L=> A=8605B G0AB>BC ?@8ABC?>2 AB5=>:0@488 8 ?>B@51=>ABL 2 ?@85<5 
=8B@>3;8F5@8=0 :>@>B:>3> 459AB28O;  
  C;CGH05B A>:@0B8B5;L=CN DC=:F8N ;52>3> 65;C4>G:0 C ?0F85=B>2 A 8H5<8G5A:>9 
48ADC=:F859. 
�;8=8G5A:0O MDD5:B82=>ABL 8 157>?0A=>ABL 
$57C;LB0BK ?@>2545==KE :;8=8G5A:8E 8AA;54>20=89 ?>4B25@48;8 MDD5:B82=>ABL 8 
157>?0A=>ABL ?@8<5=5=8O B@8<5B07848=0 C ?0F85=B>2 A> AB018;L=>9 AB5=>:0@4859 :0: 2 
<>=>B5@0?88, B0: 8 2 A>AB025 :><18=8@>20==>9 B5@0?88 ?@8 =54>AB0B>G=>< MDD5:B5 4@C38E 
0=B80=38=0;L=KE ?@5?0@0B>2. 
� 8AA;54>20=88 A CG0AB85< 426 ?0F85=B>2 A> AB018;L=>9 AB5=>:0@4859 (TRIMPOL-II) 

4>102;5=85 B@8<5B07848=0 (60 <3/ACB) : B5@0?88 <5B>?@>;>;>< 100 <3/ACB (50 <3 2 @070 2 
ACB:8) 2 B5G5=85 12 =545;L AB0B8AB8G5A:8 4>AB>25@=> C;CGH8;> @57C;LB0BK =03@C7>G=KE 
B5AB>2 8 :;8=8G5A:85 A8<?B><K ?> A@02=5=8N A ?;0F51>: >1ICN 4;8B5;L=>ABL =03@C7>G=KE 
B5AB>2, >1I55 2@5<O 2K?>;=5=8O =03@C7:8, 2@5<O 4> @0728B8O 45?@5AA88 A53<5=B0 ST =0 1 <<, 
2@5<O 4> @0728B8O ?@8ABC?0 AB5=>:0@488, :>;8G5AB2> ?@8ABC?>2 AB5=>:0@488 2 =545;N 8 
?>B@51;5=85 =8B@0B>2 :>@>B:>3> 459AB28O 2 =545;N, 157 35<>48=0<8G5A:8E 87<5=5=89. 
� 8AA;54>20=88 A CG0AB85< 223 ?0F85=B>2 A> AB018;L=>9 AB5=>:0@4859 (Sellier) 4>102;5=85 
B@8<5B07848=0 2 4>75 35 <3 (2 @070/ACB:8) : B5@0?88 0B5=>;>;>< 2 4>75 50 <3 (1 @07 2 ACB:8) 2 
B5G5=85 8 =545;L ?@82>48;> : C25;8G5=8N 2@5<5=8 4> @0728B8O 8H5<8G5A:>9 45?@5AA88 
A53<5=B0 ST =0 1 << ?@8 ?@>2545=88 =03@C7>G=KE B5AB>2 2 ?>43@C??5 ?0F85=B>2 ?> A@02=5=8N 
A ?;0F51>. %CI5AB25==0O @07=8F0 B0:65 1K;0 ?>:070=0 4;O 2@5<5=8 @0728B8O ?@8ABC?>2 
AB5=>:0@488. !5 2KO2;5=> 4>AB>25@=KE @07;8G89 <564C 3@C??0<8 4;O 4@C38E 2B>@8G=KE 
:>=5G=KE B>G5: (>1I0O 4;8B5;L=>ABL =03@C7>G=KE B5AB>2, >1I55 2@5<O =03@C7:8 8 
:;8=8G5A:85 :>=5G=K5 B>G:8). 
� 8AA;54>20=88 A CG0AB85< 1962 ?0F85=B>2 A> AB018;L=>9 AB5=>:0@4859 (Vasco) B@8<5B07848= 
(70 <3/ACB 8 140 <3/ACB) 2 A@02=5=88 A ?;0F51> 1K; 4>102;5= : B5@0?88 0B5=>;>;>< 50 <3/ACB. 
� >1I59 ?>?C;OF88, 2:;NG0O ?0F85=B>2 :0: 157 A8<?B><>2, B0: 8 A A8<?B><0<8 AB5=>:0@488, 
B@8<5B07848= =5 ?@>45<>=AB@8@>20; ?@58<CI5AB2 ?> M@3><5B@8G5A:8< 8 :;8=8G5A:8< 
:>=5G=K< B>G:0<. "4=0:> 2 @5B@>A?5:B82=>< 0=0;875 2 ?>43@C??5 ?0F85=B>2 A A8<?B><0<8 
AB5=>:0@488 B@8<5B07848= (140 <3) 7=0G8B5;L=> C;CGH8; >1I55 2@5<O =03@C7>G=>3> B5AB0 8 
2@5<O 4> @0728B8O ?@8ABC?0 AB5=>:0@488. 

5.2. (0@<0:>:8=5B8G5A:85 A2>9AB20 

�1A>@1F8O 
#>A;5 ?@85<0 2=CB@L B@8<5B07848= 1KAB@> 01A>@18@C5BAO 8 4>AB8305B <0:A8<0;L=>9 
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:>=F5=B@0F88 2 ?;07<5 :@>28 ?@81;878B5;L=> G5@57 5 G0A>2. 
%2KH5 24 G0A>2 :>=F5=B@0F8O 2 ?;07<5 :@>28 >AB05BAO =0 C@>2=5, ?@52KH0NI5< 75 % 

:>=F5=B@0F88, >?@545;O5<>9 G5@57 11 G0A>2. 
$02=>25A=>5 A>AB>O=85 4>AB8305BAO G5@57 60 G0A>2. #@85< ?8I8 =5 2;8O5B =0 18>4>ABC?=>ABL 
B@8<5B07848=0. 
$0A?@545;5=85 
"1J5< @0A?@545;5=8O A>AB02;O5B 4,8 ;/:3, GB> A2845B5;LAB2C5B > E>@>H5< @0A?@545;5=88 
B@8<5B07848=0 2 B:0=OE (AB5?5=L A2O7K20=8O A 15;:0<8 ?;07<K :@>28 4>AB0B>G=> =87:0O, 
>:>;> 16 % in vitro). 

Э;8<8=0F8O 
&@8<5B07848= 2K2>48BAO 2 >A=>2=>< ?>G:0<8, 3;02=K< >1@07><, 2 =587<5=5==>< 2845. 
#5@8>4 ?>;C2K2545=8O C <>;>4KE 74>@>2KE 4>1@>2>;LF52 >:>;> 7 G0A>2, C ?0F85=B>2 AB0@H5 
65 ;5B - >:>;> 12 G0A>2. 
#>G5G=K9 :;8@5=A B@8<5B07848=0 ?@O<> :>@@5;8@C5B A ��, ?5G5=>G=K9 :;8@5=A A=8605BAO A 
2>7@0AB>< ?0F85=B0. 
"A>1K5 3@C??K ?0F85=B>2  
П>G9G=аO =98>ABаB>G=>ABP 

Э:A?>78F8O B@8<5B07848=0 2 A@54=5< 1K;0 C25;8G5=0 2 1,7 @07 C ?0F85=B>2 A C<5@5==K< 
=0@CH5=85< DC=:F88 ?>G5: (�� 3060 <;/<8=), 8 2 A@54=5< 2 3,1 @070 - C ?0F85=B>2 A BO65;>9 
?>G5G=>9 =54>AB0B>G=>ABLN (�� =865 30 <;/<8=) ?> A@02=5=8N A> 74>@>2K<8 4>1@>2>;LF0<8 
A =>@<0;L=>9 DC=:F859 ?>G5:. 
!8:0:8E >A>15==>AB59 :0A0B5;L=> 157>?0A=>AB8 C MB>9 ?>?C;OF88 ?0F85=B>2 2 A@02=5=88 A 
>1I59 ?>?C;OF859 >1=0@C65=> =5 1K;>. 
�<Fа ?>:<?>7> 6>;@аABа 

%?5F80;L=>5 :;8=8G5A:>5 8AA;54>20=85, ?@>2545==>5 2 ?>?C;OF88 ?>68;KE ?0F85=B>2 A 
?@8<5=5=85< 4>7K B@8<5B07848=0 35 <3 ?> 2 B01;5B:8 2 ACB:8 (2 2 ?@85<0), ?>:070;> 
?>2KH5=85 C@>2=O ?@5?0@0B0 2 ?;07<5 ?> 40==K< ?>?C;OF8>==>3> D0@<0:>:8=5B8G5A:>3> 
0=0;870. 
' ?0F85=B>2 ?>68;>3> 2>7@0AB0 <>65B =01;N40BLAO ?>2KH5==0O M:A?>78F8O B@8<5B07848=0 
87-70 2>7@0AB=>3> A=865=8O DC=:F88 ?>G5:. %?5F80;L=>5 D0@<0:>:8=5B8G5A:>5 8AA;54>20=85 
A CG0AB85< ?>68;KE ?0F85=B>2 (7584 ;5B) 8;8 >G5=L ?>68;KE (> 85 ;5B) ?0F85=B>2, ?>:070;>, 
GB> C<5@5==>5 =0@CH5=85 DC=:F88 ?>G5: (�� 3060 <;/<8=) ?>2KH0;> M:A?>78F8N 
B@8<5B07848=0 2 1,0 8 1,3 @070, A>>B25BAB25==>, ?> A@02=5=8N A 1>;55 <>;>4K<8 ?0F85=B0<8 
(3065 ;5B) A C<5@5==K< =0@CH5=85< DC=:F88 ?>G5:. 

6. (�$ �*��&�+�%��� %�"�%&�� 

6.1. #5@5G5=P 2A?><>30B5;P=OE 25щ5AB2 

/4@> B01;5B:8 
�8?@><5;;>70 (�84@>:A8?@>?8;<5B8;F5;;N;>70)  
�@5<=8O 48>:A84 :>;;>84=K9  
 03=8O AB50@0B  
*5;;N;>70 <8:@>:@8AB0;;8G5A:0O (B8? 102)  
�>B>20O ?;5=>G=0O >1>;>G:0 ?@>7@0G=0O  
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�8?@><5;;>70 (�84@>:A8?@>?8;<5B8;F5;;N;>70) 
 0:@>3>;-4000 (#>;8MB8;5=3;8:>;L-4000)  

�>B>20O ?;5=>G=0O >1>;>G:0 @>7>20O  
 0:@>3>;-4000 (#>;8MB8;5=3;8:>;L-4000)  

#>;828=8;>2K9 A?8@B  
&0;L:  
&8B0=0 48>:A84 (�171) 
�@0A8B5;L A>;=5G=K9 70:0B 65;BK9 (�110) 
�@0A8B5;L ?C=F>2K9 [#>=A> 4R] (�124) 
�@0A8B5;L 8=483>:0@<8= (�134)  

6.2. !5A>2<5AB8<>ABP 

!5 ?@8<5=8<>. 

6.3. %@>: 3>4=>AB8 (A@>: E@0=5=8O) 

3 3>40. 

6.4. "A>1O5 <5@O ?@54>AB>@>6=>AB8 ?@8 E@0=5=88 

)@0=8BL ?@8 B5<?5@0BC@5 =5 2KH5 25 °%. 

6.5. )0@0:B5@ 8 A>45@60=85 C?0:>2:8  

#> 7, 10, 14 8;8 15 B01;5B>: 2 :>=BC@=CN OG59:>2CN C?0:>2:C 87 ?;5=:8 ?>;828=8;E;>@84=>9 
8 D>;L38 0;N<8=852>9 ?5G0B=>9 ;0:8@>20==>9. 
#> 30, 60 8;8 90 B01;5B>: 2 10=:C ?>;8<5@=CN 4;O ;5:0@AB25==KE A@54AB2 87 ?>;8MB8;5=0 
2KA>:>9 ?;>B=>AB8/?>;8MB8;5=0 =87:>3> 402;5=8O/ ?>;8MB8;5=B5@5DB0;0B0, A :@KH:>9 
=0BO38205<>9 8;8 =028=G8205<>9 87 ?>;8?@>?8;5=0/?>;8MB8;5=0 =87:>3> 402;5=8O. 
�>?CAB8<> 8A?>;L7>20=85 :@KH5:, >15A?5G820NI8E 70I8BC >B 45B59 8/8;8 :>=B@>;L ?5@2>3> 
2A:@KB8O. �>?CAB8<> 4;O :>=B@>;O ?5@2>3> 2A:@KB8O 8A?>;L7>20BL B5@<>CA04>G=CN ?;5=:C 
87 ?>;828=8;E;>@840. 
#> 2, 4 :>=BC@=KE OG59:>2KE C?0:>2:8 ?> 7 B01;5B>: 8;8 ?> 1, 3, 6 :>=BC@=KE OG59:>2KE 
C?0:>2>: ?> 10 B01;5B>:, 8;8 ?> 1, 2, 4 :>=BC@=KE OG59:>2KE C?0:>2:8 ?> 14 B01;5B>:, 8;8 ?> 
1, 2, 4 :>=BC@=KE OG59:>2KE C?0:>2:8 ?> 15 B01;5B>:, 8;8 ?> 1 10=:5 ?>;8<5@=>9 2<5AB5 A 
;8AB:><-2:;04KH5< ?><5I0NB 2 ?0G:C 87 :0@B>=0. 

6.6. "A>1O5 <5@O ?@54>AB>@>6=>AB8 ?@8 CB8;870F88 8A?>;P7>20==>3> ;5:0@AB25==>3> 
?@5?0@0B0 8;8 >BE>4>2, ?>;CG5==OE ?>A;5 ?@8<5=5=8O ;5:0@AB25==>3> ?@5?0@0B0, 8 
4@C385 <0=8?C;OF88 A ?@5?0@0B>< 

"A>1K5 B@51>20=8O >BACBAB2CNB. 

7. ��$��&��0 $���%&$�*�"!!"�" '�"%&"��$�!�/ 

$>AA89A:0O (545@0F8O 
��" «�0=>=D0@<0 ?@>40:H=» 
141100,  >A:>2A:0O >1;., 3.>. Щё;:>2>, 3. Щё;:>2>, C;. �0@5G=0O, 4. 105. 
&5;.: +7 (495) 797-99-54  

�4@5A M;5:B@>==>9 ?>GBK: safety@canonpharma.ru 
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7.1. #@54AB028B5;P 45@60B5;O @538AB@0F8>==>3> C4>AB>25@5=8O  

#@5B5=788 ?>B@518B5;59 =0?@02;OBL ?> 04@5AC: 
$>AA89A:0O (545@0F8O 
��" «�0=>=D0@<0 ?@>40:H=» 
141100,  >A:>2A:0O >1;., 3.>. Щё;:>2>, 3. Щё;:>2>, C;. �0@5G=0O, 4. 105. 
&5;.: +7 (495) 797-99-54 

+7 (800) 700-59-99 (15A?;0B=0O 3>@OG0O ;8=8O 24 G0A0) 
�4@5A M;5:B@>==>9 ?>GBK: safety@canonpharma.ru  

8. !" �$ $���%&$�*�"!!"�" '�"%&"��$�!�/ 

�#-№(004697)-($�-RU) 

9. ��&��"$�/ "&#'%�� ����$%&��!!"�" #$�#�$�&� 

�5:0@AB25==K9 ?@5?0@0B >B=>A8BAO : :0B53>@88 >B?CA:0 ?> @5F5?BC. 
"1I0O E0@0:B5@8AB8:0 ;5:0@AB25==>3> ?@5?0@0B0 �5?@5=>@< "� 4>ABC?=0 2 548=>< @55AB@5 
70@538AB@8@>20==KE ;5:0@AB25==KE A@54AB2 �2@0789A:>3> M:>=><8G5A:>3> A>N70 8 =0 
>D8F80;L=>< A09B5 C?>;=><>G5==>3> >@30=0 (M:A?5@B=>9 >@30=870F88) 
https://eec.eaeunion.org/. 

 


