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"�Щ�/ )�$��&�$�%&��� ����$%&��!!"�" #$�#�$�&� 

 

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

 5<0=B8= �0=>=, 10 <3/<;, :0?;8 4;O ?@85<0 2=CB@L 

 

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

�59AB2CNI55 25I5AB2>: <5<0=B8=. 

�064K9 <; ?@5?0@0B0 A>45@68B 10 <3 <5<0=B8=0 (2 2845 384@>E;>@840). 

�A?><>30B5;L=K5 25I5AB20, =0;8G85 :>B>@KE =04> CG8BK20BL 2 A>AB025 ;5:0@AB25==>3> 

?@5?0@0B0: A>@18B>; (A<. @0745; 4.4). 

#>;=K9 ?5@5G5=L 2A?><>30B5;L=KE 25I5AB2 ?@82545= 2 @0745;5 6.1.  

 

3. ����$%&��!!�/ ("$ � 

�0?;8 4;O ?@85<0 2=CB@L.  

�5AF25B=K9, ?@>7@0G=K9 8;8 A;53:0 >?0;5AF8@CNI89 @0AB2>@. 

 

4. ���!�+�%��� ��!!/� 

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

#@5?0@0B  5<0=B8= �0=>= ?>:070= : ?@8<5=5=8N C 27@>A;KE 2 2>7@0AB5 >B 18 ;5B. 

 �5<5=F8O 0;LF359<5@>2A:>3> B8?0 C<5@5==>9 8 BO65;>9 AB5?5=8. 

4.2. $568< 4>78@>20=8O 8 A?>A>1 ?@8<5=5=8O 

$568< 4>78@>20=8O 

#@5?0@0B  5<0=B8= �0=>= =07=0G0NB ?> A;54CNI59 AE5<5: 

 ?5@20O =545;O (1–7 45=L): ACB>G=0O 4>70 – 5 <3 (10 :0?5;L); 

 2B>@0O =545;O (8–14 45=L): ACB>G=0O 4>70 – 10 <3 (20 :0?5;L); 

 B@5BLO =545;O (15–21 45=L): ACB>G=0O 4>70 – 15 <3 (30 :0?5;L);  

 =0G8=0O A G5B25@B>9 =545;8: ACB>G=0O 4>70 – 20 <3 (40 :0?5;L).  

 0:A8<0;L=0O ACB>G=0O 4>70 A>AB02;O5B 20 <3 2 ACB:8 (40 :0?5;L).  

$5:><5=4C5<0O ?>445@6820NI0O 4>70 – 20 <3 2 ACB:8 (40 :0?5;L).  

�;8B5;L=>ABL ;5G5=8O >?@545;O5BAO 2K@065==>ABLN >B25B0 ?0F85=B0 =0 B5@0?8N 8 

?5@5=>A8<>ABLN ?@5?0@0B0. 

�DBCGE> 8B;ы 

#@8 ?@>?CA:5 ?@85<0 >4=>9 4>7K =5>1E>48<> ?@8=OBL A;54CNICN 4>7C ?@5?0@0B0 2 

CAB0=>2;5==>5 2@5<O. !5 A;54C5B ?@8=8<0BL C42>5==CN 4>7C ?@5?0@0B0 ?>A;5 ?@>?CA:0 

?@85<0 >G5@54=>9 4>7K. 
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#@8 =5>4=>:@0B=>< ?@>?CA:5 ?@8ё<0 =5>1E>48<>9 4>7K ?@5?0@0B0 =5>1E>48<> >1@0B8BLAO 

: 2@0GC A F5;LN 045:20B=>9 :>@@5:F88 B5@0?88. 

"A>1K5 3@C??K ?0F85=B>2 

�аF<9AFы CB:<?B7B 6B;DаEFа 

' ?0F85=B>2 AB0@H5 65 ;5B :>@@5:F88 4>7K =5 B@51C5BAO.  

�аF<9AFы E AаDGH9A<9@ HGA>F<< CBG9> 

' ?0F85=B>2 A ;53:8< =0@CH5=85< DC=:F88 ?>G5: (:;8@5=A :@50B8=8=0 50–80 <;/<8=) 

87<5=5=85 4>7K =5 B@51C5BAO. �;O ?0F85=B>2 A C<5@5==>9 ?>G5G=>9 =54>AB0B>G=>ABLN 

(:;8@5=A :@50B8=8=0 30–49 <;/<8=) ACB>G=0O 4>70 A>AB02;O5B 10 <3 (20 :0?5;L). � 

40;L=59H5<, ?@8 E>@>H59 ?5@5=>A8<>AB8 ?@5?0@0B0 :0: <8=8<C< 2 B5G5=85 7 4=59 

;5G5=8O, 4>7C <>6=> C25;8G8BL 4> 20 <3 (40 :0?5;L) 2 ACB:8 ?> AB0=40@B=>9 AE5<5. �;O 

?0F85=B>2 A BO65;>9 ?>G5G=>9 =54>AB0B>G=>ABLN (:;8@5=A :@50B8=8=0 5–29 <;/<8=) 

ACB>G=0O 4>70 =5 4>;6=0 ?@52KH0BL 10 <3 (20 :0?5;L). 

�аF<9AFы E AаDGH9A<9@ HGA>F<< C9G9A< 

' ?0F85=B>2 A ;53:8< 8 C<5@5==K< =0@CH5=85< DC=:F88 ?5G5=8 (:;0AA � 8 � ?> H:0;5 

'09;4-#LN) :>@@5:F88 4>7K =5 B@51C5BAO. 

�5B8 

�57>?0A=>ABL 8 MDD5:B82=>ABL <5<0=B8=0 C 45B59 8 ?>4@>AB:>2 2 2>7@0AB5 4> 18 ;5B =0 

40==K9 <><5=B =5 CAB0=>2;5=K. �0==K5 >BACBAB2CNB. 

%?>A>1 ?@8<5=5=8O 

�=CB@L. 

#@5?0@0B A;54C5B ?@8=8<0BL >48= @07 2 45=L 2A5340 2 >4=> 8 B> 65 2@5<O, =57028A8<> >B 

?@85<0 ?8I8.  

4.3. #@>B82>?>:070=8O 

 �8?5@GC2AB28B5;L=>ABL : 459AB2CNI5<C 25I5AB2C 8;8 : ;N1><C 87 

2A?><>30B5;L=KE 25I5AB2, ?5@5G8A;5==KE 2 @0745;5 6.1. 

 #5G5=>G=0O =54>AB0B>G=>ABL (:;0AA % ?> :;0AA8D8:0F88 '09;4-#LN). 

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

% >AB>@>6=>ABLN 

 &8@5>B>:A8:>7. 

 Э?8;5?A8O (2 0=0<=575). 

 "4=>2@5<5==>5 ?@8<5=5=85 0=B03>=8AB>2 NMDA-@5F5?B>@>2 (0<0=B048=, :5B0<8=, 

45:AB@><5B>@D0=). 

 !0;8G85 D0:B>@>2, ?>2KH0NI8E @! <>G8 (@57:0O A<5=0 485BK, =0?@8<5@, ?5@5E>4 =0 

2535B0@80=AB2>, >18;L=K9 ?@85< I5;>G=KE 65;C4>G=KE 1CD5@>2). 
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 &O65;K5 8=D5:F88 <>G52K2>4OI8E ?CB59 (2K720==K5 Proteus bacteria). 

 �=D0@:B <8>:0@40 (2 0=0<=575). 

 %5@45G=0O =54>AB0B>G=>ABL III–IV DC=:F8>=0;L=K9 :;0AA (?> :;0AA8D8:0F88 NYHA). 

 !5:>=B@>;8@C5<0O 0@B5@80;L=0O 38?5@B5=78O. 

 #>G5G=0O =54>AB0B>G=>ABL. 

 #5G5=>G=0O =54>AB0B>G=>ABL (:;0AA � 8 � ?> :;0AA8D8:0F88 '09;4-#LN). 

 #@54@0A?>;>65==>ABLN : @0728B8N AC4>@>3. 

 #>G5G=K9 :0=0;LF52K9 0F84>7. 

"A>1K5 C:070=8O 

�>;L=K< ?>68;>3> 2>7@0AB0 ?@54?>GB8B5;L=> =07=0G0BL <5<0=B8= 2 2845 :0?5;L 4;O 

?@85<0 2=CB@L. 

�;O ?0F85=B>2 A =0@CH5=8O<8 DC=:F88 3;>B0=8O (48AD038O) <5<0=B8= =07=0G0NB 2 D>@<5 

:0?5;L 4;O ?@85<0 2=CB@L. 

$5:><5=4C5BAO ?@8<5=OBL A >AB>@>6=>ABLN C ?0F85=B>2 A M?8;5?A859, AC4>@>30<8 2 

0=0<=575 8;8 C ?0F85=B>2 A ?@54@0A?>;>65==>ABLN : M?8;5?A88.  

%;54C5B 871530BL >4=>2@5<5==>3> ?@8<5=5=8O <5<0=B8=0 8 0=B03>=8AB>2 NMDA-

@5F5?B>@>2, B0:8E :0: 0<0=B048=, :5B0<8= 8;8 45:AB@><5B>@D0=. ЭB8 A>548=5=8O 

2>7459AB2CNB =0 BC 65 A8AB5<C @5F5?B>@>2, GB> 8 <5<0=B8=, A;54>20B5;L=>, =565;0B5;L=K5 

@50:F88 (2 >A=>2=>< A2O70==K5 A F5=B@0;L=>9 =5@2=>9 A8AB5<>9) <>3CB 2>7=8:0BL G0I5 8 

1KBL 1>;55 2K@065==K<8.  

!0;8G85 C ?0F85=B0 D0:B>@>2, 2;8ONI8E =0 ?>2KH5=85 @! <>G8 (@57:85 87<5=5=8O 2 

?8B0=88, =0?@8<5@, ?5@5E>4 A @0F8>=0, 2:;NG0NI53> ?@>4C:BK 682>B=>3> 

?@>8AE>645=8O, : 2535B0@80=A:>9 485B5, 8;8 8=B5=A82=>5 ?>B@51;5=85 I5;>G=KE 

65;C4>G=KE 1CD5@>2), 0 B0:65 ?>G5G=K9 :0=0;LF52K9 0F84>7 8;8 BO65;K5 8=D5:F88 

<>G52K2>4OI8E ?CB59, 2K720==K5 Proteus bacteria, B@51CNB BI0B5;L=>3> =01;N45=8O 70 

A>AB>O=85< ?0F85=B0.  

�7 1>;LH8=AB20 :;8=8G5A:8E 8AA;54>20=89 ?0F85=BK A 8=D0@:B>< <8>:0@40 2 0=0<=575, 

45:><?5=A8@>20==>9 E@>=8G5A:>9 A5@45G=>9 =54>AB0B>G=>ABLN (III–IV DC=:F8>=0;L=K9 

:;0AA ?> :;0AA8D8:0F88 NYHA) 8;8 =5:>=B@>;8@C5<>9 0@B5@80;L=>9 38?5@B5=7859 1K;8 

8A:;NG5=K. #>MB><C 40==K5 > ?@8<5=5=88 <5<0=B8=0 C B0:8E ?0F85=B>2 >3@0=8G5=K, 

?@85< ?@5?0@0B0 4>;65= >ACI5AB2;OBLAO ?>4 BI0B5;L=K< =01;N45=85< 2@0G0. 

�A?><>30B5;L=K5 25I5AB20 

�0==K9 ?@5?0@0B A>45@68B 2 A2>5< A>AB025 A>@18B>;. #0F85=B0< A @54:> 2AB@5G0NI59AO 

=0A;54AB25==>9 =5?5@5=>A8<>ABLN D@C:B>7K =5 A;54C5B ?@8=8<0BL MB>B ?@5?0@0B. 
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4.5. �708<>459AB285 A 4@C38<8 ;5:0@AB25==O<8 ?@5?0@0B0<8 8 4@C385 284O 

2708<>459AB28O 
�52>4>?0, 03>=8ABK 4>D0<8=>2KE @5F5?B>@>2 8 <-E>;8=>1;>:8@CNI85 A@54AB20 

#@8 >4=>2@5<5==>< ?@8<5=5=88 A ?@5?0@0B0<8 ;52>4>?K, 03>=8AB0<8 4>D0<8=>2KE 

@5F5?B>@>2 8 <-E>;8=>1;>:0B>@0<8 459AB285 ?>A;54=8E <>65B CA8;820BLAO. 

�0@18BC@0BK 8 =59@>;5?B8:8 

#@8 >4=>2@5<5==>< ?@8<5=5=88 <5<0=B8=0 A 10@18BC@0B0<8, =59@>;5?B8:0<8 459AB285 

?>A;54=8E <>65B C<5=LH0BLAO.  

�0=B@>;5= 8 10:;>D5= 

#@8 A>2<5AB=>< ?@8<5=5=88 <>65B 87<5=8BL (CA8;8BL 8;8 C<5=LH8BL) 459AB285 

40=B@>;5=0 8;8 10:;>D5=0, ?>MB><C 4>7K ?@5?0@0B>2 A;54C5B ?>418@0BL 8=48284C0;L=>. 

�<0=B048=, :5B0<8=, D5=8B>8= 8 45:AB@><5B>@D0= 

%;54C5B 871530BL >4=>2@5<5==>3> =07=0G5=8O A 0<0=B048=><, :5B0<8=><, D5=8B>8=>< 8 

45:AB@><5B>@D0=>< 87-70 ?>2KH5=8O @8A:0 @0728B8O ?A8E>70. 

&8<5B848=, @0=8B848=, ?@>:08=0<84, E8=848=, E8=8= 8 =8:>B8= 

�>7<>6=> ?>2KH5=85 2 ?;07<5 :>=F5=B@0F88, F8<5B848=0, @0=8B848=0, ?@>:08=0<840, 

E8=848=0, E8=8=0 8 =8:>B8=0 ?@8 >4=>2@5<5==>< ?@85<5 A <5<0=B8=><.  

�84@>E;>@>B80784 

�>7<>6=> A=865=85 :>=F5=B@0F88 384@>E;>@>B807840 ?@8 >4=>2@5<5==>< ?@85<5 A 

<5<0=B8=><.  5<0=B8= <>65B C25;8G8BL M:A:@5F8N 384@>E;>@>B807840. 

!5?@O<K5 0=B8:0>3C;O=BK 

�>7<>6=> ?>2KH5=85 MHO (<564C=0@>4=>5 =>@<0;87>20==>5 >B=>H5=85) C ?0F85=B>2, 

?@8=8<0NI8E ?5@>@0;L=K5 0=B8:>03C;O=BK (20@D0@8=).  

�=B845?@5AA0=BK, A5;5:B82=K5 8=3818B>@K >1@0B=>3> 70E20B0 A5@>B>=8=0 8 8=3818B>@K 

<>=>0<8=>>:A8407K 

"4=>2@5<5==>5 ?@8<5=5=85 A 0=B845?@5AA0=B0<8, A5;5:B82=K<8 8=3818B>@0<8 >1@0B=>3> 

70E20B0 A5@>B>=8=0 8 8=3818B>@0<8 <>=>0<8=>>:A8407K B@51C5B BI0B5;L=>3> =01;N45=8O 

70 ?0F85=B0<8. 

�;815=:;0<84, <5BD>@<8=, 4>=5?578;, 30;0=B0<8= 

(0@<0:>:8=5B8G5A:>5 2708<>459AB285 <5<0=B8=0 A 3;815=:;0<84><, <5BD>@<8=><, 

4>=5?578;><, 30;0=B0<8=>< >BACBAB2C5B. 

� CA;>28OE in vitro <5<0=B8= =5 8=3818@C5B 87>D5@<5=BK CYP1A2, 2�6, 2%9, 2D6, 2�1, 3�, 

D;028=A>45@60ICN <>=>>:A8407C, M?>:A84384@>;07C 8;8 AC;LD0B8@>20=85. 
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4.6. (5@B8;P=>ABP, 15@5<5==>ABP 8 ;0:B0F8O 
�5@5<5==>ABL 

!5B 40==KE > ?@8<5=5=88 <5<0=B8=0 C 15@5<5==KE 65=I8=. �AA;54>20=8O, ?@>2545==K5 

=0 682>B=KE, C:07K20NB =0 2>7<>6=>ABL ?@5?0@0B0 2K7K20BL 7045@6:C 2=CB@8CB@>1=>3> 

@0728B8O ?@8 8A?>;L7>20=88 2 4>70E 0=0;>38G=KE B5@0?52B8G5A:8< C G5;>25:0.  

#@5?0@0B  5<0=B8= �0=>= ?@>B82>?>:070= C 15@5<5==KE 65=I8=. 

�0:B0F8O 

%2545=89 > 2K2545=88 <5<0=B8=0 A 3@C4=K< <>;>:>< =5B. "4=0:>, CG8BK20O 

;8?>D8;L=>ABL <5<0=B8=0, 2K45;5=85 2>7<>6=>.  

#@8 =5>1E>48<>AB8 ?@8ё<0 ?@5?0@0B0  5<0=B8= �0=>= 2 ?5@8>4 ;0:B0F88 3@C4=>5 

2A:0@<;820=85 A;54C5B ?@5:@0B8BL. 

(5@B8;L=>ABL 

�;8=8G5A:85 40==K5 > 2;8O=88 =0 D5@B8;L=>ABL >BACBAB2CNB. 

4.7. �;8O=85 =0 A?>A>1=>ABP C?@02;OBP B@0=A?>@B=O<8 A@54AB20<8 8 @01>B0BP A 
<5E0=87<0<8 

' ?0F85=B>2 A 1>;57=LN �;LF359<5@0 =0 AB0488 C<5@5==>9 8;8 BO65;>9 45<5=F88 >1KG=> 

=0@CH5=0 A?>A>1=>ABL : 2>645=8N 02B>B@0=A?>@B0 8 C?@02;5=8N A;>6=K<8 <5E0=87<0<8. 

�@><5 B>3>, <5<0=B8= <>65B 2K7K20BL 87<5=5=85 A:>@>AB8 @50:F88, ?>MB><C ?0F85=B0< 

=5>1E>48<> 2>745@6820BLAO >B C?@02;5=8O 02B>B@0=A?>@B>< 8;8 @01>BK A> A;>6=K<8 

<5E0=87<0<8. 

4.8. !565;0B5;P=O5 @50:F88 

&01;8G=>5 @57N<5 =565;0B5;L=KE @50:F89 

!565;0B5;L=K5 @50:F88 ?@54AB02;5=K 2 B01;8F5 =865 2 A>>B25BAB288 A ?>@065=85< 

>@30=>2 8 A8AB5< >@30=>2 2 ?>A;54>20B5;L=>AB8 <548F8=A:>3> A;>20@O 4;O =>@<0B82=>-

?@02>2>9 45OB5;L=>AB8 (MedDRA). '0AB>B0 2>7=8:=>25=8O @0A?@545;O;0AL 2 A>>B25BAB288 

A> A;54CNI8<8 :0B53>@8O<8: >G5=L G0AB> (≥1/10), G0AB> (≥1/100, => <1/10), =5G0AB> 

(≥1/1000, => <1/100), @54:> (≥1/10000, => <1/1000), >G5=L @54:> (<1/10000), G0AB>B0 

=58725AB=0 (=0 >A=>20=88 8<5NI8EAO 40==KE >F5=8BL =52>7<>6=>). 

�=D5:F88 8 8=20788 !5G0AB> �@81:>2K5 8=D5:F88 

!0@CH5=8O A> AB>@>=K 
8<<C==>9 A8AB5<K 

'0AB> #>2KH5==0O GC2AB28B5;L=>ABL : 
:><?>=5=B0< ?@5?0@0B0 

#A8E8G5A:85 =0@CH5=8O '0AB> 
!5G0AB> 
!5G0AB> 
'0AB>B0 =58725AB=0 

%>=;82>ABL  
%?CB0==>ABL A>7=0=8O 
�0;;NF8=0F881  

#A8E>B8G5A:85 @50:F88 

!0@CH5=8O A> AB>@>=K 
=5@2=>9 A8AB5<K 

'0AB> 
'0AB> 

�>;>2>:@C65=85 
!0@CH5=85 @02=>25A8O  
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!5G0AB> 
"G5=L @54:> 

!0@CH5=85 ?>E>4:8  
%C4>@>38 

!0@CH5=8O A> AB>@>=K 
A5@4F0 

!5G0AB> %5@45G=0O =54>AB0B>G=>ABL 

!0@CH5=85 A> AB>@>=K 
A>AC4>2 

'0AB> 
!5G0AB> 

#>2KH5=85 0@B5@80;L=>3> 402;5=8O 
�5=>7=K9 B@><1>7/B@><1>M<1>;8O 

!0@CH5=8O A> AB>@>=K 
4KE0B5;L=>9 A8AB5<K, 
>@30=>2 3@C4=>9 :;5B:8 8 
A@54>AB5=8O 

'0AB> "4KH:0 

�5;C4>G=>-:8H5G=K5 
=0@CH5=8O 

'0AB>  
!5G0AB> 
'0AB>B0 =58725AB=0 

�0?>@ 
&>H=>B0, @2>B0  
#0=:@50B8B 

!0@CH5=8O A> AB>@>=K 
?5G5=8 8 65;G52K2>4OI8E 
?CB59 

'0AB> 
 

'0AB>B0 =58725AB=0 

!0@CH5=85 DC=:F8>=0;L=KE ?@>1 
?5G5=8  
�5?0B8B 

"1I85 =0@CH5=8O 8 
@50:F88 2 <5AB5 22545=8O 

'0AB>  
!5G0AB> 

�>;>2=0O 1>;L  
'B><;O5<>ABL 

#@8<5G0=85. 1 – �0;;NF8=0F88 =01;N40;8AL, 3;02=K< >1@07><, C ?0F85=B>2 A 1>;57=LN 
�;LF359<5@0 =0 AB0488 BO65;>9 45<5=F88. 
 

"?8A0=85 >B45;L=KE =565;0B5;L=KE @50:F89 

�<5NBAO >B45;L=K5 A>>1I5=8O > 2>7=8:=>25=88 A;54CNI8E =565;0B5;L=KE @50:F89 ?@8 

?@8<5=5=88 ?@5?0@0B0 2 :;8=8G5A:>9 ?@0:B8:5 (40==K5, ?>;CG5==K5 ?>A;5 ?>O2;5=8O 

?@5?0@0B0 2 ?@>4065): 03@0=C;>F8B>7, ;59:>?5=8O (2:;NG0O =59B@>?5=8N), ?0=F8B>?5=8O, 

B@><1>F8B>?5=8O, B@><1>F8B>?5=8G5A:0O ?C@?C@0, 35?0B8B, >AB@0O ?>G5G=0O 

=54>AB0B>G=>ABL, A8=4@>< %B825=A0-�6>=A0. 

#@8 1>;57=8 �;LF359<5@0 C ?0F85=B>2 <>3CB 2>7=8:0BL 45?@5AA8O, AC8F840;L=K5 <KA;8 8 

?>?KB:8 AC8F840. 

%>>1I5=85 > ?>4>7@5205<KE =565;0B5;L=KE @50:F8OE 

�06=> A>>1I0BL > ?>4>7@5205<KE =565;0B5;L=KE @50:F8OE ?>A;5 @538AB@0F88 ?@5?0@0B0 A 

F5;LN >15A?5G5=8O =5?@5@K2=>3> <>=8B>@8=30 A>>B=>H5=8O «?>;L70 – @8A:» 

;5:0@AB25==>3> ?@5?0@0B0.  548F8=A:8< @01>B=8:0< @5:><5=4C5BAO A>>1I0BL > ;N1KE 

?>4>7@5205<KE =565;0B5;L=KE @50:F8OE ;5:0@AB25==>3> ?@5?0@0B0 G5@57 =0F8>=0;L=K5 

A8AB5<K A>>1I5=8O > =565;0B5;L=KE @50:F8OE 3>AC40@AB2 – G;5=>2 �2@0789A:>3> 

M:>=><8G5A:>3> A>N70. 

 BEE<=E>ая Ф989DаF<я 

(545@0;L=0O A;C610 ?> =047>@C 2 AD5@5 �4@02>>E@0=5=8O ($>A74@02=047>@) 

109012, 3.  >A:20, %;02O=A:0O ?;>I04L, 4. 4, AB@. 1 

&5;.: +7 (800) 550-99-03 
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�4@5A M;5:B@>==>9 ?>GBK: pharm@roszdravnadzor.gov.ru 

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

4.9. #5@54>78@>2:0 
%8<?B><K 

#@8 >B=>A8B5;L=> 1>;LH8E ?5@54>78@>2:0E (200 <3 >4=>:@0B=> 8 105 <3 2 ACB:8 2 B5G5=85 

3 4=59) >B<5G0;8AL A;54CNI85 A8<?B><K: CB><;O5<>ABL, A;01>ABL 8/8;8 480@5O 8;8 

A8<?B><K >BACBAB2>20;8. 

� A;CG0OE ?5@54>78@>2:8 2 4>75 140 <3 >4=>:@0B=> 8;8 2 A;CG05 ?@85<0 =58725AB=>9 4>7K 

C ?0F85=B>2 =01;N40;8AL =565;0B5;L=K5 @50:F88 A> AB>@>=K F5=B@0;L=>9 =5@2=>9 

A8AB5<K: A?CB0==>ABL A>7=0=8O, 38?5@A><=8O, A>=;82>ABL, 3>;>2>:@C65=85, 068B0F8O, 

03@5AA8O, 30;;NF8=0F88, =0@CH5=85 ?>E>4:8 8/8;8 A> AB>@>=K ?8I520@8B5;L=>9 A8AB5<K: 

@2>B0, 480@5O.  

� A0<>< BO65;>< A;CG05 ?5@54>78@>2:8 (2000 <3 <5<0=B8=0) ?0F85=B 2K68;, ?@8 MB>< 

=01;N40;8AL =565;0B5;L=K5 @50:F88 A> AB>@>=K =5@2=>9 A8AB5<K (:><0 2 B5G5=85 10 4=59, 

70B5< 48?;>?8O 8 068B0F8O). #0F85=B ?>;CG0; A8<?B><0B8G5A:>5 ;5G5=85 8 ?;07<0D5@57. 

#0F85=B 2K74>@>25; 157 ?>A;54CNI8E >A;>6=5=89. 

� 4@C3>< A;CG05 BO65;>9 ?5@54>78@>2:8 (400 <3) ?0F85=B B0: 65 2K68; 8 2K74>@>25;. 

"?8A0=K =565;0B5;L=K5 @50:F88 A> AB>@>=K F5=B@0;L=>9 =5@2=>9 A8AB5<K: 15A?>:>9AB2>, 

?A8E>7, 7@8B5;L=K5 30;;NF8=0F88, AC4>@>6=0O 3>B>2=>ABL, A>=;82>ABL, ABC?>@ 8 ?>B5@O 

A>7=0=8O. 

�5G5=85 

� A;CG05 ?5@54>78@>2:8 ?@>2>4OB A8<?B><0B8G5A:>5 ;5G5=85. %?5F8D8G5A:>3> 0=B84>B0 

=5B. %;54C5B 2>A?>;L7>20BLAO AB0=40@B=K<8 ;5G51=K<8 <5@>?@8OB8O<8 4;O 2K2545=8O 

0:B82=>3> 25I5AB20 87 65;C4:0, =0?@8<5@, ?@><K20=85 65;C4:0, ?@85< 0:B828@>20==>3> 

C3;O; ?>4:8A;5=85 <>G8, 2>7<>6=> ?@>2545=85 D>@A8@>20==>3> 48C@570. 

 

5. (�$ ��"�"��+�%��� %�"�%&�� 

5.1. (0@<0:>48=0<8G5A:85 A2>9AB20 
(0@<0:>B5@0?52B8G5A:0O 3@C??0: ?A8E>0=0;5?B8:8; A@54AB20 4;O ;5G5=8O 45<5=F88; 4@C385 

A@54AB20 4;O ;5G5=8O 45<5=F88. 

�>4 ATX: N06DX01 

(0@<0:>48=0<8G5A:85 MDD5:BK 

#@>872>4=>5 040<0=B0=0. /2;OOAL =5:>=:C@5=B=K< 0=B03>=8AB>< N-<5B8;-D-0A?0@B0B 

(NMDA)-@5F5?B>@>2, >:07K205B <>4C;8@CNI55 459AB285 =0 3;CB0<0B5@38G5A:CN A8AB5<C. 

$53C;8@C5B B@0=A?>@B 8>=>2, 1;>:8@C5B :0;LF852K5 :0=0;K, =>@<0;87C5B <5<1@0==K9 

mailto:pharm@roszdravnadzor.gov.ru
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?>B5=F80;, C;CGH05B ?@>F5AA ?5@540G8 =5@2=>3> 8<?C;LA0. ';CGH05B :>3=8B82=K5 

?@>F5AAK, ?>2KH05B ?>2A54=52=CN 0:B82=>ABL. 

5.2. (0@<0:>:8=5B8G5A:85 A2>9AB20 
�1A>@1F8O 

#@85< ?8I8 =5 2;8O5B =0 2A0AK20=85 <5<0=B8=0. #>A;5 ?@85<0 2=CB@L <5<0=B8= 1KAB@> 8 

?>;=>ABLN 2A0AK205BAO.  5<0=B8= >1;0405B 01A>;NB=>9 18>4>ABC?=>ABLN, @02=>9 

?@8<5@=> 100 %.  0:A8<0;L=0O :>=F5=B@0F8O 2 ?;07<5 :@>28 (%m0E) 4>AB8305BAO 2 B5G5=85 

(2–6) G0A>2. #@8 =>@<0;L=>9 DC=:F88 ?>G5: :C<C;OF88 <5<0=B8=0 =5 >B<5G5=>. 

$0A?@545;5=85 

%CB>G=0O 4>70 20 <3 A>7405B @02=>25A=CN :>=F5=B@0F8N <5<0=B8=0 2 ?;07<5 :@>28 2 

?@545;0E (70–150) =3/<; A 1>;LH8<8 8=48284C0;L=K<8 20@80F8O<8. #@8 =07=0G5=88 

ACB>G=>9 4>7K (5–30) <3 1K;> @0AAG8B0=> A>>B=>H5=85 A@54=59 :>=F5=B@0F88 2 

A?8==><>73>2>9 684:>AB8 : :>=F5=B@0F88 2 ?;07<5, @02=>5 0,52. "1J5< @0A?@545;5=8O 

@025= >:>;> 10 ;/:3. #@8<5@=> 45 % <5<0=B8=0 A2O7K205BAO A 15;:0<8 ?;07<K.  

�8>B@0=AD>@<0F8O 

� >@30=87<5 >:>;> 80 % F8@:C;8@CNI8E @>4AB25==KE <5<0=B8=C A>548=5=89 

?@8ACBAB2CNB 2 2845 @>4>=0G0;L=8:>2 :;0AA0. "A=>2=K5 <5B01>;8BK: N-3,5-

48<5B8;3;C40=B0=, 87><5@=0O A<5AL 4- 8 6-384@>:A8<5<0=B8=0 8 1-=8B@>7>-3,5-

48<5B8;040<0=B0=. !8 >48= 87 MB8E <5B01>;8B>2 =5 0:B825= 2 >B=>H5=88 NMDA-

@5F5?B>@>2. � CA;>28OE in vitro <5B01>;87<0, >ACI5AB2;O5<>3> 87>D5@<5=B0<8 F8B>E@><0 

$450, =5 2KO2;5=>.  

Э;8<8=0F8O 

� 8AA;54>20=88 ?@8 ?@85<5 2=CB@L <5G5=>3> 14%-<5<0=B8=0, 1>;55 84 % 4>7K 2K2>48;>AL 

2 B5G5=85 20 ACB>:, 1>;55 99 % 2K2>48;>AL ?>G:0<8.  5<0=B8= 2K2>48BAO 

<>=>M:A?>=5=F80;L=> A ?5@8>4>< ?>;C2K2545=8O (&½) 60–100 G0A>2.  5<0=B8= 2K2>48BAO 

A <>G>9, ?@8G5< (57–82) % 2K2>48BAO 2 =587<5==>< 2845. ' 74>@>2KE 4>1@>2>;LF52 A 

=>@<0;L=>9 DC=:F859 ?>G5: >1I89 :;8@5=A (Cl>1I) A>AB02;O5B 170 <;/<8=/1,73 <2, G0ABL 

:>B>@>3> >1CA;>2;5=0 :0=0;LF52>9 A5:@5F859. 

#>G5G=>5 2K2545=85 B0:65 2:;NG05B :0=0;LF52CN @501A>@1F8N, >?>A@54>20==CN, 2>7<>6=>, 

:0B8>==K<8 B@0=A?>@B=K<8 15;:0<8. %:>@>ABL ?>G5G=>3> :;8@5=A0 <5<0=B8=0 <>65B 

A=860BLAO ?@8 70I5;0G820=88 <>G8 (@! 7–9). �0I5;0G820=85 <>G8 <>65B 1KBL 2K720=> 

@57:8< 87<5=5=85< 485BK, =0?@8<5@, ?@8 ?5@5E>45 A ?@>4C:B>2 682>B=>3> ?@>8AE>645=8O =0 

2535B0@80=A:CN 485BC 8;8 87-70 G@57<5@=>3> ?@8<5=5=8O I5;>G=KE 65;C4>G=KE 1CD5@>2.  

�8=59=>ABL (=5;8=59=>ABL)  

� 480?07>=5 4>7 10–40 <3 C 74>@>2KE 4>1@>2>;LF52 2KO2;5=0 ;8=59=>ABL D0@<0:>:8=5B8:8. 
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(0@<0:>:8=5B8G5A:0O-D0@<0:>48=0<8G5A:0O 7028A8<>ABL 

#@8 ?@85<5 <5<0=B8=0 2 4>75 20 <3/ACB C@>25=L :>=F5=B@0F88 2 A?8==><>73>2>9 684:>AB8 

@02=0 7=0G5=8N ki (:>=AB0=B5 8=3818@>20=8O), :>B>@>5 2 ;>1=KE >B45;0E 3>;>2=>3> <>730 

A>AB02;O5B 0,5 <:<>;L/;. 

 

6. (�$ �*��&�+�%��� %�"�%&�� 

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

�0;8O A>@10B  

%>@18B>;  

�>40 >G8I5==0O   

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

6.3. %@>: 3>4=>AB8 

2 3>40. 

6.4. "A>1O5 C:070=8O ?> E@0=5=8N 

#@8 B5<?5@0BC@5 =5 2KH5 25 %. 

6.5. )0@0:B5@ 8 A>45@60=85 ?5@28G=>9 C?0:>2:8 

#> 50 <; 8;8 100 <; 2> D;0:>= B5<=>3> 8;8 :>@8G=52>3> AB5:;0, C:C?>@5==K9 ?@>1:>9-

:0?5;L=8F59 87 ?>;8MB8;5=0 =87:>3> 402;5=8O 8 =028=G8205<>9 :@KH:>9 87 

?>;8?@>?8;5=0 8;8 ?>;8MB8;5=0 2KA>:>3> 402;5=8O A :>=B@>;5< ?5@2>3> 2A:@KB8O. 

#> 1 D;0:>=C 2<5AB5 A ;8AB:><-2:;04KH5< 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>1K5 B@51>20=8O >BACBAB2CNB. 

 

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

$>AA89A:0O (545@0F8O 

��" «�0=>=D0@<0 ?@>40:H=» 

141100,  >A:>2A:0O >1;., 3. Щ5;:>2>, C;. �0@5G=0O, 4. 105 

&5;.: +7 (495) 797-99-54  

(0:A: +7 (495) 797-96-63 

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

 

 

mailto: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 A;54C5B =0?@02;OBL ?> 04@5AC: 

$>AA89A:0O (545@0F8O 

��" «�0=>=D0@<0 ?@>40:H=» 

141100,  >A:>2A:0O >1;., 3. Щ5;:>2>, C;. �0@5G=0O, 4. 105 

&5;.: +7 (495) 797-99-54 

(0:A: +7 (495) 797-96-63 

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

 

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

 

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

 

10. ��&� #�$�% "&$� &��%&� 

 

"1I0O E0@0:B5@8AB8:0 ;5:0@AB25==>3> ?@5?0@0B0  5<0=B8= �0=>= 4>ABC?=0 =0 

8=D>@<0F8>==>< ?>@B0;5 �2@0789A:>3> M:>=><8G5A:>3> A>N70 2 8=D>@<0F8>==>-

:><<C=8:0F8>==>9 A5B8 «�=B5@=5B» http://eec.eaeunion.org/ 

mailto:safety@canonpharma.ru

