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1. !�� �!"��!�� ����$%&��!!"�" #$�#�$�&� 

�0@48�%�, 50 <3, B01;5B:8 :8H5G=>@0AB2>@8<O5, ?>:@OBO5 ?;5=>G=>9 >1>;>G:>9. 
�0@48�%�, 100 <3, B01;5B:8 :8H5G=>@0AB2>@8<O5, ?>:@OBO5 ?;5=>G=>9 >1>;>G:>9. 
 

2. ��+�%&��!!/� � �"��+�%&��!!/� %"%&�� 

�59AB2CRI55 25I5AB2>: 0F5B8;A0;8F8;>20S :8A;>B0. 
�0@48�%�, 50 <3, B01;5B:8 :8H5G=>@0AB2>@8<O5, ?>:@OBO5 ?;5=>G=>9 >1>;>G:>9 
�0640S B01;5B:0 A>45@68B 50 <3 0F5B8;A0;8F8;>2>9 :8A;>BO. 
�A?><>30B5;P=O5 25I5AB20, =0;8G85 :>B>@OE =04> CG8BO20BP 2 A>AB025 ;5:0@AB25==>3> 
?@5?0@0B0: ;0:B>70 (A<. @0745; 4.3, 4.4.). 

�0@48�%�, 100 <3, B01;5B:8 :8H5G=>@0AB2>@8<O5, ?>:@OBO5 ?;5=>G=>9 >1>;>G:>9 
�0640S B01;5B:0 A>45@68B 100 <3 0F5B8;A0;8F8;>2>9 :8A;>BO. 
�A?><>30B5;P=O5 25I5AB20, =0;8G85 :>B>@OE =04> CG8BO20BP 2 A>AB025 ;5:0@AB25==>3> 
?@5?0@0B0: ;0:B>70 (A<. @0745; 4.3, 4.4.). 
 

#>;=O9 ?5@5G5=P 2A?><>30B5;P=OE 25I5AB2 ?@82545= 2 @0745;5 6.1.  
 

3. ����$%&��!!�/ ("$ � 

�0@48�%�, 50 <3, B01;5B:8 :8H5G=>@0AB2>@8<O5, ?>:@OBO5 ?;5=>G=>9 >1>;>G:>9 
&01;5B:8 :@C3;O5 42>S:>2O?C:;O5, ?>:@OBO5 ?;5=>G=>9 >1>;>G:>9 15;>3> 8;8 ?>GB8 15-
;>3> F25B0. �>?CA:05BAS ;53:0S H5@>E>20B>ABP 8 A;01O9 E0@0:B5@=O9 70?0E. 
�0@48�%�, 100 <3, B01;5B:8 :8H5G=>@0AB2>@8<O5, ?>:@OBO5 ?;5=>G=>9 >1>;>G:>9 
&01;5B:8 :@C3;O5 42>S:>2O?C:;O5, ?>:@OBO5 ?;5=>G=>9 >1>;>G:>9 15;>3> 8;8 ?>GB8 15-
;>3> F25B0. �>?CA:05BAS ;53:0S H5@>E>20B>ABP 8 A;01O9 E0@0:B5@=O9 70?0E. 
 

4. ���!�+�%��� ��!!/� 

4.1. #>:070=8O : ?@8<5=5=8N 

#@5?0@0B �0@48�%� ?>:070= : ?@8<5=5=8R C 27@>A;OE 2 2>7@0AB5 18 ;5B 8 AB0@H5. 
 !5AB018;P=0S AB5=>:0@48S 8 AB018;P=0S AB5=>:0@48S. 
 #@>D8;0:B8:0 ?>2B>@=>3> 8=D0@:B0 <8>:0@40. 
 #@>D8;0:B8:0 ?>2B>@=>9 B@0=78B>@=>9 8H5<8G5A:>9 0B0:8 (&��) 8 ?>2B>@=>3> 8H5-
<8G5A:>3> 8=AC;PB0 C ?0F85=B>2, @0=55 ?5@5=5AH8E =0@CH5=85 <>73>2>3> :@>2>>1@0I5-
=8S. 

 #@>D8;0:B8:0 B@><1>B8G5A:8E >A;>6=5=89 ?>A;5 >?5@0F89 8 8=20782=OE 2<5H0-
B5;PAB2 =0 A>AC40E (B0:8E, :0: 0>@B>:>@>=0@=>5 HC=B8@>20=85, Q=40@B5@Q:B><8S A>==OE 
0@B5@89, 0@B5@8>25=>7=>5 HC=B8@>20=85, 0=38>?;0AB8:0 8 AB5=B8@>20=85 :>@>=0@=OE 
0@B5@89, 0=38>?;0AB8:0 A>==OE 0@B5@89). 
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�DBH<?4>F<>4 CB6FBDAB7B <AH4D>F4 @<B>4D84, EF45<?PA4O EF9AB>4D8<O  
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100–300 <3/ACB:8.  
�9EF45<?PA4O EF9AB>4D8<O (CD< CB8B;D9A<< A4 D4;6<F<9 BEFDB7B <AH4D>F4 @<B>4D84) 
!0G0;P=0S 4>70 200–300 <3 (B01;5B:8 =5>1E>48<> @07;><0BP, 87<5;PG8BP 8;8 @076520BP 4;S 
1>;55 1OAB@>3> 2A0AO20=8S) 4>;6=0 1OBP ?@8=SB0 ?0F85=B>< :0: <>6=> A:>@55 ?>A;5 B>3>, 
:0: 2>7=8:;> ?>4>7@5=85 =0 @0728B85 >AB@>3> 8=D0@:B0 <8>:0@40. � ?>A;54CRI85 30 ACB>: 
?>A;5 @0728B8S 8=D0@:B0 <8>:0@40 4>;6=0 ?>445@6820BPAS 4>70 200‒300 <3/ACB:8. +5@57 
30 ACB>: A;54C5B =07=0G8BP A>>B25BAB2CRICR B5@0?8R 4;S ?@>D8;0:B8:8 ?>2B>@=>3> 8=-
D0@:B0 <8>:0@40.  
�DBH<?4>F<>4 CB6FBDAB= FD4A;<FBDAB= <L9@<K9E>B= 4F4>< (ТИА) < CB6FBDAB7B <L9@<-
K9E>B7B <AEG?PF4 G C4J<9AFB6, D4A99 C9D9A9EL<I A4DGL9A<9 @B;7B6B7B >DB6BB5D4M9A<O  
100‒300 <3/ACB:8. 
�DBH<?4>F<>4 FDB@5BF<K9E><I BE?B:A9A<= CBE?9 BC9D4J<= < <A64;<6AOI 6@9L4F9?PEF6 
A4 EBEG84I  
100‒300 <3/ACB:8.  
Д9=EF6<O CD< CDBCGE>9 CD<9@4 B8AB= <?< A9E>B?P><I 8B; ?9>4DEF69AAB7B CD9C4D4F4  
� A;CG05 ?@>?CA:0 4>7O 55 A;54C5B ?@8=SBP A@07C ?>A;5 B>3>, :0: ?0F85=B 2A?><=8B >1 QB><. 
�> 871560=85 C42>5=8S 4>7O ?0F85=BC =5 A;54C5B ?@8=8<0BP ?@>?CI5==CR 4>7C ?@5?0@0B0, 
5A;8 ?@81;8605BAS 2@5<S ?@85<O A;54CRI59 4>7O.  
�EB59AABEF< 89=EF6<O ?9>4DEF69AAB7B CD9C4D4F4 CD< C9D6B@ CD<9@9 < CD< 97B BF@9A9 

"A>15==>AB59 459AB28S ?@5?0@0B0 ?@8 ?5@2>< ?@85<5 8 53> >B<5=5 =5 =01;R40;>AP. Д?<-
F9?PABEFP CD<@9A9A<O  

#@5?0@0B �0@48�%� ?@54=07=0G5= 4;S 4;8B5;P=>3> ?@8<5=5=8S. �;8B5;P=>ABP B5@0?88 
>?@545;S5BAS 2@0G><. 
"A>1O5 3@C??O ?0F85=B>2 
�4J<9AFO E A4DGL9A<9@ HGA>J<< C9K9A<  
#@5?0@0B �0@48�%� ?@>B82>?>:070= C ?0F85=B>2 A BS65;O< =0@CH5=85< DC=:F88 ?5G5=8. 
%;54C5B A >AB>@>6=>ABPR ?@8<5=SBP ?@5?0@0B �0@48�%� C ?0F85=B>2 A =0@CH5=85< DC=:-
F88 ?5G5=8.  
�4J<9AFO E A4DGL9A<9@ HGA>J<< CBK9>  
#@5?0@0B �0@48�%� ?@>B82>?>:070= C ?0F85=B>2 A BS65;O< =0@CH5=85< DC=:F88 ?>G5:. 
%;54C5B A >AB>@>6=>ABPR ?@8<5=SBP ?@5?0@0B �0@48�%� C ?0F85=B>2 A =0@CH5=85< DC=:-
F88 ?>G5:, ?>A:>;P:C 0F5B8;A0;8F8;>20S :8A;>B0 <>65B ?>2OH0BP @8A: @0728B8S ?>G5G=>9 
=54>AB0B>G=>AB8 8 >AB@>9 ?>G5G=>9 =54>AB0B>G=>AB8 (A<. @0745; 4.4.). 
�5B8 

�57>?0A=>ABP 8 QDD5:B82=>ABP ?@8<5=5=8S ?@5?0@0B0 �0@48�%� C 45B59 8 ?>4@>AB:>2 
<;04H5 18 ;5B =5 CAB0=>2;5=0. �0==O5 >BACBAB2CRB.  
%?>A>1 ?@8<5=5=8S 
�;S ?@85<0 2=CB@P.  
&01;5B:8 ?@5?0@0B0 �0@48�%� 65;0B5;P=> ?@8=8<0BP :0: <8=8<C< 70 30 <8=CB 4> 54O, 
70?820S 1>;PH8< :>;8G5AB2>< 2>4O. &01;5B:8 =5 A;54C5B @07;0<O20BP, 87<5;PG0BP 8;8 @07-
652O20BP, 4;S >15A?5G5=8S 2OA2>1>645=8S 459AB2CRI53> 25I5AB20 2 I5;>G=>9 A@545 425-
=04F0B8?5@AB=>9 :8H:8. &01;5B:8 ?@5?0@0B0 �0@48�%� ?@8=8<0RBAS 1 @07 2 ACB:8. 
4.3. #@>B82>?>:070=8O 
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 �8?5@GC2AB28B5;P=>ABP : 0F5B8;A0;8F8;>2>9 :8A;>B5, 4@C38< A0;8F8;0B0< 8;8 : ;R-
1><C 87 2A?><>30B5;P=OE 25I5AB2, ?5@5G8A;5==OE 2 @0745;5 6.1. 

 �@>=E80;P=0S 0AB<0, 8=4CF8@>20==0S ?@85<>< A0;8F8;0B>2 8 4@C38E =5AB5@>84=OE 
?@>B82>2>A?0;8B5;P=OE ?@5?0@0B>2 (!#�#) 2 0=0<=575; A>G5B0=85 1@>=E80;P=>9 
0AB<O, @5F84828@CRI53> ?>;8?>70 =>A0 8 >:>;>=>A>2OE ?07CE 8 =5?5@5=>A8<>AB8 0F5-
B8;A0;8F8;>2>9 :8A;>BO. 

 Э@>782=>-S725==O5 ?>@065=8S 65;C4>G=>-:8H5G=>3> B@0:B0 (2 AB0488 >1>AB@5=8S). 
 �5;C4>G=>-:8H5G=>5 :@>2>B5G5=85. 
 �5<>@@038G5A:89 480B57. 
 %>G5B0==>5 ?@8<5=5=85 A <5B>B@5:A0B>< 2 4>75 15 <3 2 =545;R 8 1>;55 (A<. @0745; 4.5.). 
 �5@5<5==>ABP (I 8 III B@8<5AB@) 8 ?5@8>4 3@C4=>3> 2A:0@<;820=8S (A<. @0745; 4.6.). 
 �5BA:89 8 ?>4@>AB:>2O9 2>7@0AB 4> 18 ;5B (2284C >BACBAB28S 40==OE ?> QDD5:B82=>AB8 
8 157>?0A=>AB8); 

 &S65;>5 =0@CH5=85 DC=:F88 ?>G5:. 
 &S65;>5 =0@CH5=85 DC=:F88 ?5G5=8. 
 )@>=8G5A:0S A5@45G=0S =54>AB0B>G=>ABP III‒IV DC=:F8>=0;P=>3> :;0AA0 ?> :;0AA8D8-
:0F88 NYHA. 

 !5?5@5=>A8<>ABP ;0:B>7O, 45D8F8B ;0:B07O 8;8 3;R:>7>-30;0:B>7=0S <0;P01A>@1F8S. 
 

4.4. "A>1O5 C:070=8O 8 <5@O ?@54>AB>@>6=>AB8 ?@8 ?@8<5=5=88 

% >AB>@>6=>ABPR 

#@5?0@0B �0@48�%� A;54C5B ?@8<5=SBP A >AB>@>6=>ABPR ?@8 A;54CRI8E A>AB>S=8SE: 
 �8?5@GC2AB28B5;P=>ABP : 0=0;P35B8:0<, ?@>B82>2>A?0;8B5;P=O< ?@5?0@0B0<, ?@>B82>-
@52<0B8G5A:8< ?@5?0@0B0<, 0 B0:65 0;;5@38G5A:85 @50:F88 =0 4@C385 25I5AB20. 

 % <5B0<87>;>< 8 4@C38<8 !#�# (2 B>< G8A;5 81C?@>D5=><, =0?@>:A5=><).  >3CB 
>A;01;SBP 8=3818@CRI55 459AB285 0F5B8;A0;8F8;>2>9 :8A;>BO =0 03@530F8R B@><1>-
F8B>2. #0F85=BO, ?@8=8<0RI85 0F5B8;A0;8F8;>2CR :8A;>BC, 8 ?;0=8@CRI85 ?@85< 
<5B0<87>;0 8;8 4@C38E !#�#, 4>;6=O >1AC48BP QB> A ;5G0I8< 2@0G>< (A<. @0745; 4.5.). 

 #@8 1@>=E80;P=>9 0AB<5, A5==>9 ;8E>@04:5, ?>;8?>75 =>A0, E@>=8G5A:8E 701>;520=8SE 
4OE0B5;P=>9 A8AB5<O, 0 B0:65 0;;5@38G5A:8E @50:F8SE =0 4@C385 25I5AB20 (=0?@8<5@, 
:>6=O5 @50:F88, 7C4, :@0?82=8F0). �F5B8;A0;8F8;>20S :8A;>B0 <>65B ?@>2>F8@>20BP 
1@>=E>A?07<, 0 B0:65 2O7O20BP ?@8ABC?O 1@>=E80;P=>9 0AB<O 8;8 4@C385 @50:F88 ?>-
2OH5==>9 GC2AB28B5;P=>AB8. 

 /725==O5 ?>@065=8S 65;C4>G=>-:8H5G=>3> B@0:B0 2 0=0<=575, 2 B>< G8A;5 E@>=8G5A:85 
8 @5F84828@CRI85 ?>@065=8S 65;C4>G=>-:8H5G=>3> B@0:B0 8;8 65;C4>G=>-:8H5G=O5 
:@>2>B5G5=8S 2 0=0<=575. 

 #@8 =0@CH5=88 DC=:F88 ?5G5=8. 
 #@8 =0@CH5=88 DC=:F88 ?>G5: 8;8 ?@8 =0@CH5=8SE :@>2>>1@0I5=8S 2A;54AB285 ?>@0-
65=8S ?>G5G=OE 0@B5@89, 70AB>9=>9 A5@45G=>9 =54>AB0B>G=>AB8, 38?>2>;5<88, >1H8@-
=>3> E8@C@38G5A:>3> 2<5H0B5;PAB20, A5?A8A0, A;CG052 <0AA82=>3> :@>2>B5G5=8S, ?>-
A:>;P:C 0F5B8;A0;8F8;>20S :8A;>B0 <>65B ?>2OH0BP @8A: @0728B8S >AB@>9 ?>G5G=>9 
=54>AB0B>G=>AB8 8 =0@CH5=8S DC=:F88 ?>G5:. 
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 #@8 ?@54?>;0305<>< E8@C@38G5A:>< 2<5H0B5;PAB25 (2:;RG0S =57=0G8B5;P=O5, =0?@8-
<5@, C40;5=85 7C10). �=3818@CRI55 459AB285 0F5B8;A0;8F8;>2>9 :8A;>BO =0 03@530-
F8R B@><1>F8B>2 A>E@0=S5BAS 2 B5G5=85 =5A:>;P:8E 4=59 ?>A;5 ?@85<0, 2 A2S78 A G5< 
2>7<>6=> ?>2OH5=85 @8A:0 :@>2>B5G5=89 2 E>45 >?5@0B82=>3> 2<5H0B5;PAB20 8;8 2 
?>A;5>?5@0F8>==>< ?5@8>45. 

 #@8 BS65;OE D>@<0E 45D8F8B0 3;R:>7>-6-D>AD0B-45384@>35=07O 0F5B8;A0;8F8;>20S 
:8A;>B0 <>65B 2O7O20BP 35<>;87 8 35<>;8B8G5A:CR 0=5<8R. (0:B>@0<8, :>B>@O5 <>3CB 
?>2OH0BP @8A: @0728B8S 35<>;870, S2;SRBAS ;8E>@04:0, >AB@O5 8=D5:F88 8 2OA>:85 
4>7O ?@5?0@0B0. 

 #@8 ?>403@5, 38?5@C@8:5<88. �F5B8;A0;8F8;>20S :8A;>B0 2 =87:8E 4>70E A=8605B Q:A-
:@5F8R <>G52>9 :8A;>BO, GB> <>65B ?@82>48BP : ?@8ABC?0< ?>403@O C ?0F85=B>2, 
A:;>==OE : QB><C 701>;520=8R. 

 �> II B@8<5AB@5 15@5<5==>AB8. 
 #@8 A>G5B0==>< ?@8<5=5=88 A> A;54CRI8<8 ;5:0@AB25==O<8 ?@5?0@0B0<8 (A<. @0745; 

5.4.): 

 A <5B>B@5:A0B>< 2 4>75 <5=55 15 <3 2 =545;R; 
 A 0=B8:>03C;S=B=O<8, B@><1>;8B8G5A:8<8 8;8 4@C38<8 0=B803@530=B=O<8 ?@5?0-
@0B0<8; 

 A 483>:A8=><; 
 A 38?>3;8:5<8G5A:8<8 ?@5?0@0B0<8 4;S ?@85<0 2=CB@P (?@>872>4=O5 AC;PD>=8;<>-
G528=O) 8 8=AC;8=><; 

 A 20;P?@>52>9 :8A;>B>9; 
 A QB0=>;>< (0;:>3>;P=O5 =0?8B:8, 2 G0AB=>AB8); 
 A A5;5:B82=O<8 8=3818B>@0<8 >1@0B=>3> 70E20B0 A5@>B>=8=0. 

�A?><>30B5;P=O5 25I5AB20 
#@5?0@0B �0@48�%� A>45@68B ;0:B>7C. #0F85=B0< A @54:> 2AB@5G0RI59AS =0A;54AB25==>9 
=5?5@5=>A8<>ABPR 30;0:B>7O, 45D8F8B>< ;0:B07O ;>?0@59 8;8 3;R:>7>-30;0:B>7=>9 
<0;P01A>@1F859, =5 A;54C5B ?@8=8<0BP 40==O9 ;5:0@AB25==O9 ?@5?0@0B. 
�5B8 

#@5?0@0BO, A>45@60I85 0F5B8;A0;8F8;>2CR :8A;>BC, =5 4>;6=O ?@8<5=SBPAS C 45B59 8 
?>4@>AB:>2 4;S ;5G5=8S 28@CA=OE 8=D5:F89 A ;8E>@04:>9 8;8 157 =55 157 :>=AC;PB0F88 A 
2@0G><. #@8 >?@545;5==OE 28@CA=OE 701>;520=8SE, 2 G0AB=>AB8 3@8??5 �, 3@8??5 � 8 25B-
@S=>9 >A?5 ACI5AB2C5B @8A: @0728B8S A8=4@><0 $5S – >G5=P @54:>3>, => >?0A=>3> 4;S 687=8 
701>;520=8S, B@51CRI53> =5<54;5==>3> <548F8=A:>3> 2<5H0B5;PAB20. $8A: <>65B ?>2O-
H0BPAS, 5A;8 0F5B8;A0;8F8;>20S :8A;>B0 ?@8<5=S5BAS 2 :0G5AB25 A>?CBAB2CRI59 B5@0?88, 
>4=0:>, ?@8G8==>-A;54AB25==0S A2S7P =5 1O;0 ?>4B25@645=0. !5C:@>B8<0S @2>B0 ?@8 C:0-
70==OE 701>;520=8SE <>65B 1OBP A8<?B><>< A8=4@><0 $5S. 
4.5. �708<>459AB285 A 4@C38<8 ;5:0@AB25==O<8 ?@5?0@0B0<8 8 4@C385 284O 2708<>-
459AB28O 
�8AB6D9@9AAO= CD<9@ EB E?98GNM<@< ?9>4DEF69AAO@< CD9C4D4F4@< CDBF<6BCB>4;4A: 
  5B>B@5:A0B 2 4>75 15 <3 2 =545;R 8 1>;55: ?>2OH5=85 35<0B>;>38G5A:>9 B>:A8G=>AB8 

<5B>B@5:A0B0 70 AG5B A=865=8S ?>G5G=>3> :;8@5=A0 <5B>B@5:A0B0 2A;54AB285 459AB28S 
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?@>B82>2>A?0;8B5;P=OE ?@5?0@0B>2 2 >1I5< 8 :>=:C@5=B=>3> 2OB5A=5=8S A0;8F8;0-
B0<8 53> 87 A2S78 A 15;:0<8 ?;07<O 2 G0AB=>AB8 (A<. @0745; 4.3.). 

В >B@5<A4J<< E A<:9C9D9K<E?9AAO@< ?9>4DEF69AAO@< CD9C4D4F4@< E?98G9F CD<A<@4FP E 
BEFBDB:ABEFPN: 
  5B>B@5:A0B 2 4>75 <5=55 15 <3 2 =545;R: ?>2OH5=85 35<0B>;>38G5A:>9 B>:A8G=>AB8 

<5B>B@5:A0B0 70 AG5B A=865=8S ?>G5G=>3> :;8@5=A0 <5B>B@5:A0B0 2A;54AB285 459AB28S 
?@>B82>2>A?0;8B5;P=OE ?@5?0@0B>2 2 >1I5< 8 :>=:C@5=B=>3> 2OB5A=5=8S A0;8F8;0-
B0<8 53> 87 A2S78 A 15;:0<8 ?;07<O, 2 G0AB=>AB8. 

  5B0<87>; 8;8 !#�#: ?@8 >4=>2@5<5==>< (2 B5G5=85 >4=>3> 4=S) ?@8<5=5=88 A <5B0-
<87>;>< 8;8 !#�# (2 B>< G8A;5 81C?@>D5=>< 8 =0?@>:A5=><) >B<5G05BAS 0=B03>=87< 
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=O5 A8AB5<O A>>1I5=8S > =565;0B5;P=OE @50:F8SE 3>AC40@AB2 – G;5=>2 �2@0789A:>3> Q:>-
=><8G5A:>3> A>R70.  
 BEE<=E>4O Ф989D4J<O 

(545@0;P=0S A;C610 ?> =047>@C 2 AD5@5 74@02>>E@0=5=8S ($>A74@02=047>@) 
�4@5A: 109012, 3.  >A:20, %;02S=A:0S ?;>I04P, 4. 4, AB@>5=85 1  
&5;5D>=: +7 (800) 550-99-03 

Э;5:B@>==0S ?>GB0: pharm@roszdravnadzor.gov.ru   

%09B 2 8=D>@<0F8>==>-B5;5:><<C=8:0F8>==>9 A5B8 «�=B5@=5B»: 
https://www.roszdravnadzor.gov.ru  

 

4.9. #5@54>78@>2:0 
%0;8F8;0B=0S 8=B>:A8:0F8S (@0728205BAS ?@8 ?@85<5 0F5B8;A0;8F8;>2>9 :8A;>BO 2 4>75 
1>;55 100 <3/:3/ACB:8 =0 ?@>BS65=88 1>;55 G5< 2 ACB>:) <>65B S28BPAS @57C;PB0B>< 4;8-
B5;P=>3> C?>B@51;5=8S B>:A8G5A:8E 4>7 ?@5?0@0B0 2 @0<:0E =5?@028;P=>3> B5@0?52B8G5-
A:>3> ?@8<5=5=8S ?@5?0@0B0 (E@>=8G5A:0S 8=B>:A8:0F8S) 8;8 >4=>:@0B=>3> A;CG09=>3> 
8;8 =0<5@5==>3> ?@85<0 B>:A8G5A:>9 4>7O ?@5?0@0B0 27@>A;O< 8;8 @515=:>< (>AB@0S 8=-
B>:A8:0F8S). 
#5@54>78@>2:0 >A>15==> >?0A=0 C ?0F85=B>2 ?>68;>3> 2>7@0AB0. 
%8<?B><O 

mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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%8<?B><O E@>=8G5A:>9 8=B>:A8:0F88 ?@>872>4=O<8 A0;8F8;>2>9 :8A;>BO =5A?5F8-
D8G=O 8 G0AB> 4803=>AB8@CRBAS A B@C4><. �=B>:A8:0F8S ;53:>9 AB5?5=8 BS65AB8 >1OG=> 
@0728205BAS B>;P:> ?>A;5 =5>4=>:@0B=>3> 8A?>;P7>20=8S 1>;PH8E 4>7 ?@5?0@0B0 8 ?@>S2-
;S5BAS 3>;>2>:@C65=85<, 25@B83>, HC<>< 2 CH0E, 3;CE>B>9, ?>2OH5==O< ?>B>>B45;5=85<, 
B>H=>B>9 8 @2>B>9, 3>;>2=>9 1>;PR 8 A?CB0==>ABPR A>7=0=8S. ':070==0S A8<?B><0B8:0 
8AG5705B ?>A;5 C<5=PH5=8S 4>7O ?@5?0@0B0. ,C< 2 CH0E <>65B ?>S2;SBPAS ?@8 :>=F5=B@0-
F88 0F5B8;A0;8F8;>2>9 :8A;>BO 2 ?;07<5 :@>28 >B 150 4> 300 <:3/<;. �>;55 BS65;O5 A8<?-
B><O ?@>S2;SRBAS ?@8 :>=F5=B@0F88 0F5B8;A0;8F8;>2>9 :8A;>BO 2 ?;07<5 :@>28 2OH5 300 
<:3/<;. 
"A=>2=O< ?@>S2;5=85< >AB@>9 8=B>:A8:0F88 S2;S5BAS BS65;>5 =0@CH5=85 :8A;>B=>->A-
=>2=>3> A>AB>S=8S, ?@>S2;5=8S :>B>@>3> <>3CB 20@P8@>20BP 2 7028A8<>AB8 >B 2>7@0AB0 ?0-
F85=B0 8 AB5?5=8 BS65AB8 8=B>:A8:0F88. ' 45B59 =081>;55 B8?8G=O< S2;S5BAS @0728B85 
<5B01>;8G5A:>3> 0F84>70. #>A:>;P:C A:>@>ABP 2A0AO20=8S 0F5B8;A0;8F8;>2>9 :8A;>BO <>-
65B A=860BPAS 87-70 70<54;5==>3> >?>@>6=5=8S 65;C4:0, >1@07>20=8S :>=:@5<5=B>2 8;8 
?@85<0 ?@5?0@0B>2, CAB>9G82OE : 459AB28R 65;C4>G=>3> A>:0, =5;P7S AC48BP > BS65AB8 8=-
B>:A8:0F88 B>;P:> ?> 87<5=5=8R :>=F5=B@0F88 A0;8F8;0B>2 2 ?;07<5 :@>28. 
�5G5=85 
�5G5=85 8=B>:A8:0F88 ?@>2>48BAS 2 A>>B25BAB288 A ?@8=SBO<8 AB0=40@B0<8 8 7028A8B >B 
AB5?5=8 BS65AB8 8=B>:A8:0F88 8 :;8=8G5A:>9 :0@B8=O 8 4>;6=> 1OBP =0?@02;5=> 3;02=O< 
>1@07>< =0 CA:>@5=85 2O2545=8S ?@5?0@0B0 8 2>AAB0=>2;5=85 2>4=>-Q;5:B@>;8B=>3> 10-
;0=A0 8 :8A;>B=>->A=>2=>3> A>AB>S=8S. 
!865 ?@54AB02;5=O A8<?B><O 8 ;01>@0B>@=O5 40==O5 2 A;CG05 >B@02;5=8S A0;8F8;0B0<8 
8 <5@O B5@0?52B8G5A:>9 ?><>I8. 

%8<?B><O ?5@54>78@>2:8 
�01>@0B>@=O5 8 8=AB@C-
<5=B0;P=O5 40==O5 

 5@O B5@0?52B8G5-
A:>9 ?><>щ8 

�F ?97>B= 8B ED98A9= EF9C9A< 
FO:9EF< 

 �5;C4>G=O9 ;0206, 
<=>3>:@0B=O9 ?@85< 0:-
B828@>20==>3> C3;S, 
D>@A8@>20==O9 I5;>G-
=>9 48C@57 

&0E8?=>Q, 38?5@25=B8;SF8S, @5-
A?8@0B>@=O9 0;:0;>7 

�;:0;5<8S, 0;:0;C@8S  �>AAB0=>2;5=85 2>4=>-
Q;5:B@>;8B=>3> 10;0=A0 
8 :8A;>B=>->A=>2=>3> 
A>AB>S=8S. 

#@>DC7=>5 ?>B>>B45;5=85   

&>H=>B0, @2>B0   

�F ED98A9= 8B FO:9?B= EF9C9A<  �5;C4>G=O9 ;0206, 
<=>3>:@0B=O9 ?@85< 0:-
B828@>20==>3> C3;S, 
D>@A8@>20==O9 I5;>G-
=>9 48C@57; 2 BS65;OE 
A;CG0SE 35<>480;87. 
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$5A?8@0B>@=O9 0;:0;>7 A :><-
?5=A0B>@=O< <5B01>;8G5A:8< 
0F84>7>< 

�F845<8S, 0F84C@8S  �>AAB0=>2;5=85 2>4=>-
Q;5:B@>;8B=>3> 10;0=A0 
8 :8A;>B=>->A=>2=>3> 
A>AB>S=8S. 

�8?5@?8@5:A8S (:@09=5 2OA>:0S 
B5<?5@0BC@0 B5;0) 
 

 �>AAB0=>2;5=85 2>4=>-
Q;5:B@>;8B=>3> 10;0=A0 
8 :8A;>B=>->A=>2=>3> 
A>AB>S=8S. 

!0@CH5=8S 4OE0=8S: >B 38?5@-
25=B8;SF88, =5:0@48>35==>3> 
>B5:0 ;53:8E 4> C3=5B5=8S 4OE0-
=8S, 0AD8:A88 

  

!0@CH5=8S A> AB>@>=O A5@45G=>-
A>AC48AB>9 A8AB5<O: >B =0@CH5-
=8S @8B<0 A5@4F0, 0@B5@80;P=>9 
38?>B5=788 4> C3=5B5=8S A5@45G-
=>9 45SB5;P=>AB8 

�7<5=5=85 0@B5@80;P=>3> 
402;5=8S, Э�� 

 

!0@CH5=8S 2>4=>-Q;5:B@>;8B-
=>3> 10;0=A0: 45384@0B0F8S, 
=0@CH5=85 DC=:F88 ?>G5: >B 
>;83C@88 2?;>BP 4> @0728B8S ?>-
G5G=>9 =54>AB0B>G=>AB8 

�8?>:0;85<8S, 38?5@-
=0B@85<8S, 38?>=0B@85-
<8S, =0@CH5=85 DC=:F88 
?>G5: 

�>AAB0=>2;5=85 2>4=>-
Q;5:B@>;8B=>3> 10;0=A0 
8 :8A;>B=>->A=>2=>3> 
A>AB>S=8S 

!0@CH5=85 <5B01>;87<0 3;R-
:>7O, :5B>7 

�8?5@3;8:5<8S, 38?>3;8-
:5<8S (>A>15==> C 45B59), 
:5B>0F84>7 

 

,C< 2 CH0E, 3;CE>B0   

�5;C4>G=>-:8H5G=O5 :@>2>B5-
G5=8S 

  

�5<0B>;>38G5A:85 =0@CH5=8S: >B 
8=3818@>20=8S 03@530F88 B@><-
18B>2 4> :>03C;>?0B88 

'4;8=5=85 ?@>B@><18=>-
2>3> 2@5<5=8, 38?>?@>-
B@><18=5<8S 

 

!52@>;>38G5A:85 =0@CH5=8S: 
B>:A8G5A:0S Q=F5D0;>?0B8S 8 
C3=5B5=85 DC=:F88 *!% A ?@>S2-
;5=8S<8 >B A>=;82>AB8, A?CB0=-
=>AB8 A>7=0=8S 4> :><O 8 AC4>-
@>3)  

  

 

5. (�$ ��"�"��+�%��� %�"�%&�� 

5.1. (0@<0:>48=0<8G5A:85 A2>9AB20 
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(0@<0:>B5@0?52B8G5A:0S 3@C??0: 0=B8B@><1>B8G5A:85 A@54AB20; 0=B803@530=BO, :@><5 35-
?0@8=0. 
�>4 AT) �01�%06. 
 5E0=87< 459AB28S 8 D0@<0:>48=0<8G5A:85 QDD5:BO 

� >A=>25 <5E0=87<0 0=B803@530=B=>3> 459AB28S 0F5B8;A0;8F8;>2>9 :8A;>BO ;568B =5>1-
@0B8<>5 8=3818@>20=85 F8:;>>:A835=07O (*"�-1), 2 @57C;PB0B5 G53> 1;>:8@C5BAS A8=B57 
B@><1>:A0=0 �2 8 ?>402;S5BAS 03@530F8S B@><1>F8B>2. �=B803@530=B=O9 QDD5:B =081>;55 
2O@065= 2 B@><1>F8B0E, B0: :0: >=8 =5 A?>A>1=O ?>2B>@=> A8=B578@>20BP F8:;>>:A835=07C. 
%G8B05BAS, GB> 0F5B8;A0;8F8;>20S :8A;>B0 8<55B 8 4@C385 <5E0=87<O ?>402;5=8S 03@530-
F88 B@><1>F8B>2, GB> @0AH8@S5B >1;0ABP 55 ?@8<5=5=8S ?@8 @07;8G=OE A>AC48ABOE 701>-
;520=8SE. 
�F5B8;A0;8F8;>20S :8A;>B0 >:07O205B B0:65 ?@>B82>2>A?0;8B5;P=>5, 0=0;P3578@CRI55 8 
60@>?>=860RI55 459AB285. 
 

5.2. (0@<0:>:8=5B8G5A:85 A2>9AB20 
�1A>@1F8S 
#>A;5 ?@85<0 2=CB@P 0F5B8;A0;8F8;>20S :8A;>B0 1OAB@> 8 ?>;=>ABPR 2A0AO205BAS 87 65-
;C4>G=>-:8H5G=>3> B@0:B0 (��&). �> 2@5<S 8 ?>A;5 2A0AO20=8S 0F5B8;A0;8F8;>20S :8A-
;>B0 ?@52@0I05BAS 2 3;02=O9 <5B01>;8B – A0;8F8;>2CR :8A;>BC. �A;54AB285 B>3>, GB> B01-
;5B:8 ?>:@OBO :8A;>B>CAB>9G82>9 >1>;>G:>9, 0F5B8;A0;8F8;>20S :8A;>B0 2OA2>1>640-
5BAS =5 2 65;C4:5, 0 2 I5;>G=>9 A@545 425=04F0B8?5@AB=>9 :8H:8.  0:A8<0;P=0S :>=F5=-
B@0F8S 0F5B8;A0;8F8;>2>9 :8A;>BO 2 ?;07<5 :@>28 (Cmax) 4>AB8305BAS ?@81;878B5;P=> G5-
@57 2‒7 G0A>2 ?>A;5 ?@85<0 B01;5B>:, B0:8< >1@07><, 01A>@1F8S 0F5B8;A0;8F8;>2>9 :8A-
;>BO 2 D>@<5 B01;5B>:, ?>:@OBOE :8H5G=>@0AB2>@8<>9 >1>;>G:>9, 70<54;5=0 ?> A@02=5-
=8R A >1OG=O<8 B01;5B:0<8 (157 :8H5G=>@0AB2>@8<>9 >1>;>G:8). 
#@8 >4=>2@5<5==>< ?@85<5 A ?8I59 >B<5G05BAS 70<54;5=85 2A0AO20=8S 0F5B8;A0;8F8;>-
2>9 :8A;>BO 157 2;8S=8S =0 AB5?5=P 2A0AO20=8S. �>;55 =87:0S A:>@>ABP 01A>@1F88 B01;5B>: 
0F5B8;A0;8F8;>2>9 :8A;>BO, ?>:@OBOE :8H5G=>@0AB2>@8<>9 >1>;>G:>9, =5 2;8S5B =0 Q:A-
?>78F8R 0F5B8;A0;8F8;>2>9 :8A;>BO 2 ?;07<5 :@>28 8 55 A?>A>1=>ABP 8=3818@>20BP 03@5-
30F8R B@><1>F8B>2 ?@8 4;8B5;P=>9 B5@0?88 =87:8<8 4>70<8 ?@5?0@0B0. &5< =5 <5=55, 
GB>1O >15A?5G8BP <0:A8<0;P=CR CAB>9G82>ABP B01;5B>: ?@5?0@0B0 �0@48�%� 2 65;C4:5, 
@5:><5=4C5BAS ?@8=8<0BP ?@5?0@0B 70 30 <8=CB 4> ?@85<0 ?8I8, 70?820S 1>;PH8< :>;8G5-
AB2>< 684:>AB8 (A<. @0745; 4.2.). 
$0A?@545;5=85 
�F5B8;A0;8F8;>20S :8A;>B0 8 A0;8F8;>20S :8A;>B0 2 7=0G8B5;P=>9 AB5?5=8 A2S7O20RBAS A 
15;:0<8 ?;07<O :@>28 8 1OAB@> @0A?@545;SRBAS 2 >@30=87<5. %0;8F8;>20S :8A;>B0 ?@>=8-
:05B G5@57 ?;0F5=BC 8 2O45;S5BAS A 3@C4=O< <>;>:>< (A<. @0745; 4.6.). 
�8>B@0=AD>@<0F8S 
"A=>2=O< <5B01>;8B>< 0F5B8;A0;8F8;>2>9 :8A;>BO S2;S5BAS A0;8F8;>20S :8A;>B0.  5B0-
1>;87< A0;8F8;>2>9 :8A;>BO >ACI5AB2;S5BAS 2 ?5G5=8 A >1@07>20=85< A0;8F8@C;>2>9 :8A-
;>BO, D5=>;P=>3> 3;R:C@>=840 A0;8F8;>2>9 :8A;>BO, A0;8F8;3;R:C@>=840 8 35=B8AC@>-
2>9 :8A;>BO. 
Э;8<8=0F8S 
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�O2545=85 A0;8F8;>2>9 :8A;>BO S2;S5BAS 4>7>7028A8<O<, ?>A:>;P:C 55 <5B01>;87< >3@0-
=8G5= 2>7<>6=>ABS<8 D5@<5=B0B82=>9 A8AB5<O. #5@8>4 ?>;C2O2545=8S A>AB02;S5B >B 2‒3 
G0A>2 ?@8 ?@8<5=5=88 0F5B8;A0;8F8;>2>9 :8A;>BO 2 =87:8E 4>70E 8 4> 15 G0A>2 ?@8 ?@8-
<5=5=88 ?@5?0@0B0 2 2OA>:8E 4>70E. %0;8F8;>20S :8A;>B0 8 55 <5B01>;8BO 2O2>4SBAS 3;02-
=O< >1@07>< ?>G:0<8. %>3;0A=> D0@<0:>:8=5B8G5A:8< 40==O<, >BACBAB2CRB :;8=8G5A:8 
7=0G8<O5 >B:;>=5=8S =0 :@82>9 :>=F5=B@0F8S-4>70 ?@8 ?@85<5 0F5B8;A0;8F8;>2>9 :8A-
;>BO 2 4>75 >B 100 <3 4> 500 <3. 
 

6. (�$ �*��&�+�%��� %�"�%&�� 

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

/4@> B01;5B:8 
�@0E<0; :C:C@C7=O9 ?@565;0B8=878@>20==O9 

�0:B>7O <>=>384@0B 
#>284>= �-90 

%B50@8=>20S :8A;>B0 
*5;;R;>70 <8:@>:@8AB0;;8G5A:0S 
�7>;8@CRI0S >1>;>G:0  
"?04@09 ?@>7@0G=O9, 2 B>< G8A;5:  
�8?@><5;;>70 (384@>:A8?@>?8;<5B8;F5;;R;>70 
 0:@>3>; (?>;8QB8;5=3;8:>;P)  
�8H5G=>@0AB2>@8<0S >1>;>G:0 
�:@8;-�7 15;O9, 2 B>< G8A;5:  
�@5<=8S 48>:A84 :>;;>84=O9  
 5B0:@8;>2>9 :8A;>BO 8 QB8;0:@8;0B0 A>?>;8<5@ (1:1) 

!0B@8S 384@>:0@1>=0B  
!0B@8S ;0C@8;AC;PD0B  
&0;P:  
&8B0=0 48>:A84  
&@8QB8;F8B@0B  
 

6.2. !5A>2<5AB8<>ABP 
!5 ?@8<5=8<>. 
 

6.3. %@>: 3>4=>AB8 (A@>: E@0=5=8O) 
2 3>40. 
 

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

)@0=8B5 ?@8 B5<?5@0BC@5 =5 2OH5 25 °% 2> 2B>@8G=>9 C?0:>2:5 (?0G:5 :0@B>==>9). 
 

6.5. )0@0:B5@ 8 A>45@60=85 ?5@28G=>9 C?0:>2:8  
#> 10 8;8 30 B01;5B>: 2 :>=BC@=CR SG59:>2CR C?0:>2:C 87 ?;5=:8 ?>;828=8;E;>@84=>9 
8;8 ?;5=:8 #�)/#��) 8 D>;P38 0;R<8=852>9 ?5G0B=>9 ;0:8@>20==>9. 
#> 30 8;8 60 B01;5B>: 2 10=:C ?>;8<5@=CR 4;S ;5:0@AB25==OE A@54AB2 87 ?>;8QB8;5=0 8;8 
?>;8QB8;5=B5@5DB0;0B0 A :@OH:>9 87 ?>;8QB8;5=0 8;8 ?>;8?@>?8;5=0.  
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#> 1, 2, 3 :>=BC@=OE SG59:>2OE C?0:>2:8 ?> 10 8;8 30 B01;5B>: 8;8 ?> 1 10=:5 ?>;8<5@=>9 
4;S ;5:0@AB25==OE A@54AB2 2<5AB5 A 8=AB@C:F859 ?> ?@8<5=5=8R ?><5I0RB 2 ?0G:C 87 :0@-
B>=0. 
 

6.6. "A>1O5 <5@O ?@54>AB>@>6=>AB8 ?@8 C=8GB>65=88 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>1O5 B@51>20=8S >BACBAB2CRB. 
 

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

$>AA89A:0S (545@0F8S 
��" «�0=>=D0@<0 ?@>40:H=» 
141100,  >A:>2A:0S >1;., 3.>. -ё;:>2>, 3. -ё;:>2>, C;. �0@5G=0S, 4. 105 
&5;.: +7 (495) 797-99-54  

Э;5:B@>==0S ?>GB0: safety@canonpharma.ru  
 

7.1. #@54AB028B5;P 45@60B5;O @538AB@0F8>==>3> C4>AB>25@5=8O  
#@5B5=788 ?>B@518B5;59 =0?@02;SBP ?> 04@5AC: 
$>AA89A:0S (545@0F8S 
��" «�0=>=D0@<0 ?@>40:H=» 
141100,  >A:>2A:0S >1;., 3.>. -ё;:>2>, 3. -ё;:>2>, C;. �0@5G=0S, 4. 105 
&5;.: +7 (495) 797-99-54 

+7 (800) 700-59-99 (15A?;0B=0S 3>@SG0S ;8=8S 24 G0A0) 
Э;5:B@>==0S ?>GB0: safety@canonpharma.ru  

 

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

 

9. ��&� #�$��+!"� $���%&$�*�� (#"�&��$���!�/ $���%&$�*��, #�-
$�$���%&$�*��) 
�0B0 ?5@2>9 @538AB@0F88: 
 

10. ��&� #�$�% "&$� &��%&� 

 

"1I0S E0@0:B5@8AB8:0 ;5:0@AB25==>3> ?@5?0@0B0 �0@48�%� 4>ABC?=0 =0 8=D>@<0F8>==>< 
?>@B0;5 �2@0789A:>3> Q:>=><8G5A:>3> A>R70 2 8=D>@<0F8>==>-:><<C=8:0F8>==>9 A5B8 
«�=B5@=5B» https://eec.eaeunion.org/. 

 

mailto:safety@canonpharma.ru

