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

�?<J<A �4ABA, 1000 @7, F45?9F>< ;4M9KAO9. 

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

�9=EF6GRM99 69M9EF6B: 7?<J<A.  

�?<J<A �4ABA, 1000 @7, F45?9F>< ;4M9KAO9 
�4:84S F45?9F>4 EB89D:<F 1000 @7 7?<J<A4. 
�ECB@B74F9?PAO9 69M9EF64, A4?<K<9 >BFBDOI A48B GK<FO64FP 6 EBEF469 ?9>4DEF69AAB7B 
CD9C4D4F4: 4EC4DF4@, EBD5<FB? (E@. D4;89? 4.4.).  
#B?AO= C9D9K9AP 6ECB@B74F9?PAOI 69M9EF6 CD<6989A 6 D4;89?9 6.1. 

3. ����$%&��!!�/ ("$ � 

&45?9F>< ;4M9KAO9. 
&45?9F>< >DG7?O9 86BS>B6OCG>?O9 E >D9EFBB5D4;AB= D<E>B=, 59?B7B <?< CBKF< 59?B7B J69F4. 
�BCGE>49FES A9;A4K<F9?PA4S @D4@BDABEFP. 
&45?9F>G @B:AB D4;89?<FP A4 D46AO9 8B;O. 

4. ���!�+�%��� ��!!/� 

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

#D9C4D4F �?<J<A �4ABA CB>4;4A > CD<@9A9A<R G 6;DBE?OI 6 6B;D4EF9 BF 18 ?9F CD< 

<L9@<K9E>B@ <AEG?PF9 (6 EBEF469 >B@C?9>EAB= F9D4C<<). 

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

$9:<@ 8B;<DB64A<S 
#D< <L9@<K9E>B@ <AEG?PF9: 6 F9K9A<< C9D6OI 3–6 K BF D4;6<F<S A4;A4K4RF B8AB>D4FAB 
1000 @7 (1 F45?9F>4) FD4AE5G>4?PAB, 84?99 6 F9K9A<9 1–5 EGFB> CB ¼ F45?9F>< 4 D4;4 6 89AP, 
;4F9@ 6 F9K9A<9 CBE?98GRM<I 30 EGFB> CB ¼ F45?9F>9 3 D4;4 6 EGF><. 
 4>E<@4?PA4S EGFBKA4S 8B;4 EBEF46?S9F 1000 @7. 
�9F< 

#D9C4D4F �?<J<A �4ABA CDBF<6BCB>4;4A > CD<@9A9A<R G 89F9= 6 6B;D4EF9 8B 18 ?9F. 
�9;BC4EABEFP < QHH9>F<6ABEFP A9 GEF4AB6?9AO. �4AAO9 BFEGFEF6GRF. 
%CBEB5 CD<@9A9A<S 
#D<@9AS9FES FD4AE5G>4?PAB. 
&45?9F>G @B:AB D4;89?<FP A4 D46AO9 8B;O. 
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4.3. #@>B82>?>:070=8O 
 �<C9DKG6EF6<F9?PABEFP > 7?<J<AG </<?< ?R5B@G <; 6ECB@B74F9?PAOI 69M9EF6, 
C9D9K<E?9AAOI 6 D4;89?9 6.1.; 

 !9C9D9ABE<@BEFP HDG>FB;O < E<A8DB@ A4DGL9A<S 6E4EO64A<S <?< A98BEF4FBKABEF< 
E4I4D4;O/<;B@4?PF4;O 

 �9@BDD47<K9E><= <AEG?PF; 
 �9D9@9AABEFP; 
 #9D<B8 7DG8AB7B 6E>4D@?<64A<S; 
 �9FE><= 6B;D4EF 8B 18 ?9F. 

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

% BEFBDB:ABEFPR 

#D<@9ASFP E BEFBDB:ABEFPR CD< 4DF9D<4?PAB= 7<CBF9A;<<. 
' C4J<9AFB6 EB E>?BAABEFPR > 4DF9D<4?PAB= 7<CBF9A;<< CD9C4D4F CD<@9AS9FES 6 @9APL<I 
8B;4I < CB8 >BAFDB?9@ 4DF9D<4?PAB7B 846?9A<S, CD< 97B EA<:9A<< A<:9 CD<6OKAB7B GDB6AS 
CD<9@ CD9>D4M49FES.  
�ECB@B74F9?PAO9 69M9EF64 
ПD5C4D4F Г?<ц<A К4ABA EB45D6<F 4EC4DF4@ 

�4AAO= ?9>4DEF69AAO= CD9C4D4F EB89D:<F 1,6 @7 4EC4DF4@4 6 >4:8B= F45?9F>9 ;4M9KAB=, 
1000 @7. 
�EC4DF4@ S6?S9FES <EFBKA<>B@ H9A<?4?4A<A4. "A @B:9F 5OFP 6D989A, 9E?< G �4E 
H9A<?>9FBAGD<S ((�') – D98>B9 79A9F<K9E>B9 A4DGL9A<9, CD< >BFBDB@ A4>4C?<649FES 
H9A<?4?4A<A <;-;4 A9ECBEB5ABEF< BD74A<;@4 CD46<?PAB 6O6B8<FP 97B. 
ПD5C4D4F Г?<ц<A К4ABA EB45D6<F EBD5<FB? 

�4AAO= ?9>4DEF69AAO= CD9C4D4F EB89D:<F 39 @7 EBD5<FB?4 6 >4:8B= F45?9F>9 ;4M9KAB=, 
1000 @7. %BD5<FB? S6?S9FES <EFBKA<>B@ HDG>FB;O. �E?< ?9K4M<= 6D4K EBB5M<?, KFB G �4E 
A9C9D9ABE<@BEFP A9>BFBDOI E4I4DB6, CD9:89 K9@ �O A4KA9F9 CD<@9ASFP 84AAO= 
?9>4DEF69AAO= CD9C4D4F, CBEB69FG=F9EP E ?9K4M<@ 6D4KB@. 

4.5. �708<>459AB285 A 4@C38<8 ;5:0@AB25==O<8 ?@5?0@0B0<8 8 4@C385 284O 
2708<>459AB28O 

�?<J<A BE?45?S9F 6OD4:9AABEFP A9:9?4F9?PAOI D94>J<= 4AF<CE<IBF<K9E><I ?9>4DEF69AAOI 
ED98EF6 (A9=DB?9CF<>B6), 4A>E<B?<F<>B6, 4AF<89CD9EE4AFB6, EABF6BDAOI < 
CDBF<6BEG8BDB:AOI ?9>4DEF69AAOI ED98EF6. 

4.6. (5@B8;P=>ABP, 15@5<5==>ABP 8 ;0:B0F8O 

�9D9@9AABEFP  
#D9C4D4F CDBF<6BCB>4;4A > CD<@9A9A<R 6B 6D9@S 59D9@9AABEF< 6 E6S;< E BFEGFEF6<9@ 
8BEF4FBKAB7B >B?<K9EF64 84AAOI B 59;BC4EABEF< CD<@9A9A<S CD9C4D4F4 6 C9D<B8 
59D9@9AABEF<.  

�4>F4J<S  

#D9C4D4F CDBF<6BCB>4;4A 6 C9D<B8 7DG8AB7B 6E>4D@?<64A<S, 6 E6S;< E BFEGFEF6<9@ 
8BEF4FBKAB7B >B?<K9EF64 84AAOI B 59;BC4EABEF< CD<@9A9A<S CD9C4D4F4 6 C9D<B8 7DG8AB7B 
6E>4D@?<64A<S.  
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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 

#D< CD<9@9 CD9C4D4F4 E?98G9F EB5?R84FP BEFBDB:ABEFP CD< GCD46?9A<< FD4AECBDFAO@< 
ED98EF64@< < ;4ASF<< 8DG7<@< CBF9AJ<4?PAB BC4EAO@< 6<84@< 89SF9?PABEF<, FD95GRM<@< 
CB6OL9AAB= >BAJ9AFD4J<< 6A<@4A<S < 5OEFDBFO CE<IB@BFBDAOI D94>J<=. 

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

$9;R@9 A9:9?4F9?PAOI D94>J<= 

Ч4EFBF4 6B;A<>AB69A<S A9:9?4F9?PAOI D94>J<= CD<6989A4 6 6<89 E?98GRM9= 7D484J<<: BK9AP 
K4EFB (≥1/10), K4EFB (≥1/100, AB <1/10), A9K4EFB (≥1/1000, AB <1/100), D98>B (≥1/10000, AB 
<1/1000), BK9AP D98>B (<1/10000), K4EFBF4 A9<;69EFA4 (A4 BEAB64A<< <@9RM<IES 84AAOI 
BJ9A<FP K4EFBFG A96B;@B:AB). 
Н4DGш5A<я EB EFBDBAы <@@GAAB= E<EF5@ы 
Ч4EFBF4 A9<;69EFA4: 4??9D7<K9E><9 D94>J<<. 
Н4DGш5A<я EB EFBDBAы A5D6AB= E<EF5@ы 
Ч4EFBF4 A9<;69EFA4: EBA?<6BEFP. 
%BB5M9A<9 B CB8B;D9649@OI A9:9?4F9?PAOI D94>J<SI 
�4:AB EBB5M4FP B CB8B;D9649@OI A9:9?4F9?PAOI D94>J<SI CBE?9 D97<EFD4J<< 
?9>4DEF69AAB7B CD9C4D4F4 E J9?PR B59EC9K9A<S A9CD9DO6AB7B @BA<FBD<A74 EBBFABL9A<S 
«CB?P;4 – D<E>» ?9>4DEF69AAB7B CD9C4D4F4.  98<J<AE><@ D45BFA<>4@ D9>B@9A8G9FES 
EBB5M4FP B ?R5OI CB8B;D9649@OI A9:9?4F9?PAOI D94>J<SI ?9>4DEF69AAB7B CD9C4D4F4 K9D9; 
A4J<BA4?PAO9 E<EF9@O EBB5M9A<S B A9:9?4F9?PAOI D94>J<SI 7BEG84DEF6 – K?9AB6 
�6D4;<=E>B7B Q>BAB@<K9E>B7B EBR;4.  
$BEE<=E>4S (989D4J<S 
(989D4?PA4S E?G:54 CB A48;BDG 6 EH9D9 ;8D46BBID4A9A<S ($BE;8D46A48;BD) 
�8D9E: 109012, 7.  BE>64, %?46SAE>4S C?BM48P, 8. 4, EFDB9A<9 1  
&9?9HBA: +7 (800) 550-99-03 

Э?9>FDBAA4S CBKF4: pharm@roszdravnadzor.gov.ru   

%4=F 6 <AHBD@4J<BAAB-F9?9>B@@GA<>4J<BAAB= E9F< «�AF9DA9F»: 
https://www.roszdravnadzor.gov.ru  

4.9. #5@54>78@>2:0 

%?GK4< C9D98B;<DB6>< A9 BC<E4AO. 

5. (�$ ��"�"��+�%��� %�"�%&�� 

5.1. (0@<0:>48=0<8G5A:85 A2>9AB20 

(4D@4>BF9D4C96F<K9E>4S 7DGCC4: 8DG7<9 ED98EF64 8?S ?9K9A<S ;45B?964A<= A9D6AB= E<EF9@O. 
�B8 AT): N07)) 

 9I4A<;@ 89=EF6<S 
�4@9A<@4S 4@<AB><E?BF4, J9AFD4?PAO= A9=DB@98<4FBD FBD@B;AB7B F<C4 89=EF6<S. '?GKL49F 
@9F45B?<K9E><9 CDBJ9EEO 6 F>4ASI @B;74. "5?4849F 4AF<B>E<84AFAO@ 89=EF6<9@; D97G?<DG9F 
89SF9?PABEFP 7?GF4@4FAOI (NMDA) D9J9CFBDB6, ;4 EK9F K97B G@9APL49F CE<IBQ@BJ<BA4?PAB9 
A4CDS:9A<9, 47D9EE<6ABEFP < >BAH?<>FABEFP; G?GKL49F EBJ<4?PAGR 484CF4J<R < A4EFDB9A<9; 
B5?97K49F ;4EOC4A<9 < ABD@4?<;G9F EBA; CB6OL49F G@EF69AAGR D45BFBECBEB5ABEFP; 

mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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G@9APL49F 6OD4:9AABEFP 6979F4F<6AB-EBEG8<EFOI A4DGL9A<= (6 F.K. < 6 >?<@4>F9D<K9E>B@ 
C9D<B89) < B5M9@B;7B6OI D4EEFDB=EF6 CD< <L9@<K9E>B@ <AEG?PF9 < K9D9CAB-@B;7B6B= 
FD46@9. %A<:49F FB>E<K9E>B9 89=EF6<9 QF4AB?4 A4 J9AFD4?PAGR A9D6AGR E<EF9@G. �?<J<A 
B>4;O649F F4>:9 4AF<89CD9EE<6AB9 < E984F<6AB9 89=EF6<9, B5?4849F �� �-9D7<K9E><@, 
4?PH41-48D9AB5?B><DGRM<@ < 4AF<FB>E<K9E><@ 89=EF6<9@. 

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

$4ECD989?9A<9 
�97>B CDBA<>49F 6 5B?PL<AEF6B 5<B?B7<K9E><I :<8>BEF9= < F>4A9= BD74A<;@4, 6 FB@ K<E?9 6 
7B?B6AB= @B;7, A9 >G@G?<DG9F. 
�<BFD4AEHBD@4J<S 
�OEFDB D4;DGL49FES 6 C9K9A< 7?<J<AB>E<84;B= 8B 6B8O < G7?9><E?B7B 74;4. 

6. (�$ �*��&�+�%��� %�"�%&�� 

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

�EC4DF4@;  
�BCB6<8BA; 
�DBE>4D@9??B;4 A4FD<S;  
 47A<S EF94D4F;  
%BD5<FB?. 

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

!9 CD<@9A<@B. 

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

2 7B84. 

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

)D4A<FP CD< F9@C9D4FGD9 A9 6OL9 25 °% 6B 6FBD<KAB= GC4>B6>9 (C4K>9 >4DFBAAB=). 

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

#B 5 <?< 10 F45?9FB> 6 >BAFGDAGR SK9=>B6GR GC4>B6>G <; C?9A>< CB?<6<A<?I?BD<8AB= < 
HB?P7< 4?R@<A<96B= C9K4FAB= ?4><DB64AAB=. 
#B 1, 2, 4 >BAFGDAOI SK9=>B6OI GC4>B6>< CB 5 F45?9FB> <?< CB 1, 2 >BAFGDAOI SK9=>B6OI 
GC4>B6>< CB 10 F45?9FB> 6@9EF9 E <AEFDG>J<9= CB CD<@9A9A<R CB@9M4RF 6 C4K>G <; >4DFBA4. 

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>< 

"EB5O9 FD95B64A<S BFEGFEF6GRF.  
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7. ��$��&��0 $���%&$�*�"!!"�" '�"%&"��$�!�/ 

$BEE<=E>4S (989D4J<S 
��" «�4ABAH4D@4 CDB84>LA» 
141100,  BE>B6E>4S B5?., 7.B. Щё?>B6B, 7. Щё?>B6B, G?. �4D9KA4S, 8. 105 
&9?.: +7 (495) 797-99-54  

�8D9E Q?9>FDBAAB= CBKFO: safety@canonpharma.ru   

7.1. #@54AB028B5;P 45@60B5;O @538AB@0F8>==>3> C4>AB>25@5=8O  

#D9F9A;<< CBFD95<F9?9= A4CD46?SFP CB 48D9EG: 
$BEE<=E>4S (989D4J<S 
��" «�4ABAH4D@4 CDB84>LA» 
141100,  BE>B6E>4S B5?., 7.B. Щё?>B6B, 7. Щё?>B6B, G?. �4D9KA4S, 8. 105 
&9?.: +7 (495) 797-99-54 

+7 (800) 700-59-99 (59EC?4FA4S 7BDSK4S ?<A<S 24 K4E4) 
�8D9E Q?9>FDBAAB= CBKFO: safety@canonpharma.ru  

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

 

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

�9>4DEF69AAO= CD9C4D4F BFABE<FES > >4F97BD<< BFCGE>4 CB D9J9CFG. 
 

"5M4S I4D4>F9D<EF<>4 ?9>4DEF69AAB7B CD9C4D4F4 �?<J<A �4ABA 8BEFGCA4 6 98<AB@ D99EFD9 
;4D97<EFD<DB64AAOI ?9>4DEF69AAOI ED98EF6 �6D4;<=E>B7B Q>BAB@<K9E>B7B EBR;4 < A4 
BH<J<4?PAB@ E4=F9 GCB?AB@BK9AAB7B BD74A4 (Q>EC9DFAB= BD74A<;4J<<) 
https://eec.eaeunion.org/. 

mailto:safety@canonpharma.ru

