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

�<?847?<CF<A �4ABA, 50 @7, F45?9F>< 

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

�9=EF6GRM99 69M9EF6B: 6<?847?<CF<A. 

�4:84S F45?9F>4 EB89D:<F 50 @7 6<?847?<CF<A4. 

�B?AO= C9D9K9AP 6ECB@B74F9?PAOI 69M9EF6 CD<6989A 6 D4;89?9 6.1. 

3. ����$%&��!!�/ ("$ � 

"45?9F><. 

"45?9F>< >DG7?O9 C?BE>BJ<?<A8D<K9E><9 E H4E>B=, 59?B7B <?< CBKF< 59?B7B J69F4. 

4. ���!�+�%��� ��!!/� 

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

�9>4DEF69AAO= CD9C4D4F �<?847?<CF<A �4ABA CB>4;4A > CD<@9A9A<R CD< E4I4DAB@ 

8<459F9 2 F<C4 G 6;DBE?OI C4J<9AFB6 (6 EBK9F4A<< E 8<9FBF9D4C<9= < H<;<K9E><@< 

GCD4:A9A<S@<): 

• 6 >4K9EF69 @BABF9D4C<< 6 E?GK49 A9QHH9>F<6ABEF< 8<9FBF9D4C<< < H<;<K9E><I 

GCD4:A9A<= G C4J<9AFB6 E A4?<K<9@ CDBF<6BCB>4;4A<= > CD<@9A9A<R/ 

A9C9D9ABE<@BEF< @9FHBD@<A4 <?< 6 E?GK49 A9QHH9>F<6ABEF< @9FHBD@<A4; 

• 6 >B@5<A4J<< E @9FHBD@<AB@ 6 >4K9EF69 A4K4?PAB= @98<>4@9AFB;AB= F9D4C<< CD< 

A98BEF4FBKAB= QHH9>F<6ABEF< 8<9FBF9D4C<< < H<;<K9E><I GCD4:A9A<=; 

• 6 EBEF469 86GI>B@CBA9AFAB= >B@5<A<DB64AAB= F9D4C<<: E @9FHBD@<AB@ <?< 

F<4;B?<8<A8<BAB@, <?< E <AEG?<AB@ 6 E?GK49 A9QHH9>F<6ABEF< 8<9FBF9D4C<<, 

H<;<K9E><I GCD4:A9A<= < @BABF9D4C<< QF<@< CD9C4D4F4@<; 

• 6 EBEF469 86GI>B@CBA9AFAB= >B@5<A<DB64AAB= F9D4C<< E CDB<;6B8AO@< 

EG?PHBA<?@BK96<AO G C4J<9AFB6 E A98BEF4FBKAO@ >BAFDB?9@ 7?<>9@<< A4 HBA9 

@4>E<@4?PAB C9D9ABE<@B= 8B;O CDB<;6B8AB7B EG?PHBA<?@BK96<AO <?< CD< A4?<K<< 

CDBF<6BCB>4;4A<= > CD<@9A9A<R/ A9C9D9ABE<@BEF< @9FHBD@<A4; 

• 6 EBEF469 FDB=AB= >B@5<A<DB64AAB= F9D4C<<: 6 >B@5<A4J<< E CDB<;6B8AO@< 

EG?PHBA<?@BK96<AO < @9FHBD@<AB@, G C4J<9AFB6, D4A99 CB?GK46L<I F9D4C<R 

CDB<;6B8AO@< EG?PHBA<?@BK96<AO < @9FHBD@<AB@ A4 HBA9 8<9FBF9D4C<< < H<;<K9E><I 

GCD4:A9A<=, < A9 8BEF<7L<I 489>64FAB7B >BAFDB?S 7?<>9@<<; 

• 6 EBEF469 FDB=AB= >B@5<A<DB64AAB= F9D4C<<: 6 >B@5<A4J<< E <AEG?<AB@ < 
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@9FHBD@<AB@, G C4J<9AFB6, D4A99 CB?GK46L<I <AEG?<A 6 EF45<?PAB= 8B;9 < @9FHBD@<A 

A4 HBA9 8<9FBF9D4C<< < H<;<K9E><I GCD4:A9A<=, < A9 8BEF<7L<I 489>64FAB7B >BAFDB?S 

7?<>9@<<. 

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

 9:<@ 8B;<DB64A<S 

�B;G CD9C4D4F4 �<?847?<CF<A �4ABA E?98G9F CB85<D4FP <A8<6<8G4?PAB 6 ;46<E<@BEF< BF 

QHH9>F<6ABEF< < C9D9ABE<@BEF<. 

 9>B@9A8G9@4S 8B;4 CD9C4D4F4 �<?847?<CF<A �4ABA 50 @7 1 <?< 2 D4;4 6 89AP. 

�4>E<@4?PA4S EGFBKA4S 8B;4 CD9C4D4F4 EBEF46?S9F 100 @7. 

 9>B@9A8G9@4S 8B;4 CD9C4D4F4 6 @BABF9D4C<< <?< 6 EBEF469 >B@5<A<DB64AAB= F9D4C<< E 

@9FHBD@<AB@, F<4;B?<8<A8<BAB@ <?< <AEG?<AB@ (6 >B@5<A4J<< E @9FHBD@<AB@ <?< 59; 

@9FHBD@<A4), EBEF46?S9F 50 @7 <?< 100 @7 6 EGF><. 

 9>B@9A8G9@4S 8B;4 CD9C4D4F4 �<?847?<CF<A �4ABA 6 EBEF469 86B=AB= >B@5<A<DB64AAB= 

F9D4C<< E CD9C4D4F4@< EG?PHBA<?@BK96<AO EBEF46?S9F 50 @7 1 D4; 6 EGF>< GFDB@. � QFB= 

CBCG?SJ<< C4J<9AFB6 QHH9>F<6ABEFP CD9C4D4F4 �<?847?<CF<A �4ABA 6 8B;9 100 @7 6 EGF>< 

5O?4 EIB8AB= E F4>B6B= 6 8B;9 50 @7 6 EGF><. 

 9>B@9A8B64AA4S 8B;4 CD9C4D4F4 �<?847?<CF<A �4ABA 6 EBEF469 FDB=AB= >B@5<A<DB64AAB= 

F9D4C<< (6<?847?<CF<A + CDB<;6B8AO9 EG?PHBA<?@BK96<AO + @9FHBD@<A) EBEF46?S9F 

100 @7 6 EGF><. 

�E?< J9?< 7?<>9@<K9E>B7B >BAFDB?S A9 8BEF<7AGFO A4 HBA9 CD<@9A9A<S @4>E<@4?PAB= 

EGFBKAB= 8B;O 100 @7, E?98G9F D4EE@BFD9FP 6B;@B:ABEFP 8B546?9A<S > F9D4C<< CD9C4D4FB@ 

�<?847?<CF<A �4ABA 8DG7<I 7<CB7?<>9@<K9E><I CD9C4D4FB6, F4><I, >4> @9FHBD@<A, 

CDB<;6B8AO9 EG?PHBA<?@BK96<AO, F<4;B?<8<A8<BAO <?< <AEG?<A. 

�EB5O9 7DGCCO C4J<9AFB6 

�4J<9AFO E A4DGL9A<9@ HGA>J<< CBK9>  

# C4J<9AFB6 E A4DGL9A<9@ HGA>J<< CBK9> ?97>B= EF9C9A< (E>BDBEFP >?G5BK>B6B= 

H<?PFD4J<< (!�$) ≥60 @?/@<A/1,73 @2) < ED98A9= EF9C9A< E !�$ 50–60 @?/@<A/1,73 @2 A9 

FD95G9FES >BDD9>J<< D9:<@4 8B;<DB64A<S CD9C4D4F4. # C4J<9AFB6 E A4DGL9A<9@ HGA>J<< 

CBK9> ED98A9= EF9C9A< E !�$ 30–50 @?/@<A/1,73 @2 < FS:9?B= EF9C9A< (!�$ 

<30 @?/@<A/1,73 @2), 6>?RK4S F9D@<A4?PAGR EF48<R IDBA<K9E>B= 5B?9;A< CBK9> (%��) G 

C4J<9AFB6, A4IB8SM<IES A4 79@B8<4?<;9 <?< CDBIB8SM<I CDBJ98GDG 79@B8<4?<;4, 

CD9C4D4F E?98G9F CD<@9ASFP 6 8B;9 50 @7 1 D4; 6 EGF><. 
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�4J<9AFO CB:<?B7B 6B;D4EF4 

# C4J<9AFB6 CB:<?B7B 6B;D4EF4 A9 FD95G9FES >BDD9>J<< D9:<@4 8B;<DB64A<S CD9C4D4F4 

�<?847?<CF<A �4ABA. 

�9F< 

�D<@9A9A<9 CD9C4D4F4 CDBF<6BCB>4;4AB G 89F9=. 

!CBEB5 CD<@9A9A<S 

�B;G 50 @7/EGF E?98G9F CD<A<@4FP 1 D4; 6 89AP GFDB@, 8B;G 100 @7/EGF E?98G9F 89?<FP A4 

2 CD<9@4 – CB 50 @7 GFDB@ < 69K9DB@. � E?GK49 CDBCGE>4 CD<9@4 CD9C4D4F4 E?98G9F CD<ASFP 

CDBCGM9AAGR 8B;G >4> @B:AB E>BD99. �D< QFB@ E?98G9F <;5974FP CD<ASF<S G86B9AAB= 8B;O 

6 B8<A 89AP. 

�D9C4D4F �<?847?<CF<A �4ABA CD<A<@4RF 6AGFDP A9;46<E<@B BF CD<9@4 C<M<. 

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

• �<C9DKG6EF6<F9?PABEFP > 89=EF6GRM9@G 69M9EF6G <?< > ?R5B@G <; 6ECB@B74F9?PAOI 

69M9EF6, C9D9K<E?9AAO@ 6 CB8D4;89?9 6.1.  

• !4I4DAO= 8<459F 1 F<C4.  

• �EFDO= <?< IDBA<K9E><= @9F45B?<K9E><= 4J<8B; (6>?RK4S 8<459F<K9E><= >9FB4J<8B; 6 

EBK9F4A<< E >B@B= <?< 59; F4>B6B=). �<459F<K9E><= >9FB4J<8B; 8B?:9A 

>BDD9>F<DB64FPES <AEG?<ABF9D4C<9=. �4>F4F4J<8B; (6 FB@ K<E?9 < 6 4A4@A9;9).  

• �4DGL9A<S HGA>J<< C9K9A<, 6>?RK4S C4J<9AFB6 E CB6OL9AAB= 4>F<6ABEFPR 

«C9K9ABKAOI» H9D@9AFB6 (4?4A<A4@<ABFD4AEH9D4;O (��") <?< 

4EC4DF4F4@<ABFD4AEH9D4;O (�!") 6 3 < 5B?99 D4; 6OL9 69DIA9= 7D4A<JO ABD@O, 

(3×���).  

• %DBA<K9E>4S E9D89KA4S A98BEF4FBKABEFP (%!�) IV HGA>J<BA4?PAB7B >?4EE4 ($�) CB 

HGA>J<BA4?PAB= >?4EE<H<>4J<< �PR �BD>E>B= >4D8<B?B7<K9E>B= 4EEBJ<4J<< (NYHA) 

(66<8G BFEGFEF6<S 84AAOI >?<A<K9E><I <EE?98B64A<= B CD<@9A9A<< 6<?847?<CF<A4 G 

QFB= 7DGCCO C4J<9AFB6). 

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

�EB5O9 G>4;4A<S 

� 8B>?<A<K9E><I <EE?98B64A<SI CD< CD<@9A9A<< 6 8B;4I, 6 200 D4; CD96OL4RM<I 

D9>B@9A8G9@O9 8?S K9?B69>4, CD9C4D4F A9 6O;O64? A4DGL9A<= H9DF<?PABEF<. 

�D< A9B5IB8<@BEF< <AEG?<ABF9D4C<< 6<?847?<CF<A CD<@9ASRF FB?P>B 6 >B@5<A4J<< E 

<AEG?<AB@. �D9C4D4F CDBF<6BCB>4;4A G C4J<9AFB6 E E4I4DAO@ 8<459FB@ 1 F<C4 <?< 8?S 

?9K9A<S 8<459F<K9E>B7B >9FB4J<8B;4. 
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!9D89KA4S A98BEF4FBKABEFP 

�BE>B?P>G 84AAO9 B CD<@9A9A<< 6<?847?<CF<A4 G C4J<9AFB6 E %!� III $� CB 

>?4EE<H<>4J<< NYHA B7D4A<K9AO < A9 CB;6B?SRF E89?4FP B>BAK4F9?PAO= 6O6B8, 

D9>B@9A8G9FES E BEFBDB:ABEFPR CD<@9ASFP 6<?847?<CF<A G C4J<9AFB6 84AAB= >4F97BD<<. 

�9 D9>B@9A8G9FES CD<@9A9A<9 6<?847?<CF<A4 G C4J<9AFB6 E %!� IV $� CB >?4EE<H<>4J<< 

NYHA, 66<8G BFEGFEF6<S 84AAOI >?<A<K9E><I <EE?98B64A<= B CD<@9A9A<< 6<?847?<CF<A4 

G C4J<9AFB6 QFB= 7DGCCO. 

�4DGL9A<9 HGA>J<< CBK9> 

�BE>B?P>G BCOF CD<@9A9A<S 6<?847?<CF<A4 G C4J<9AFB6 E F9D@<A4?PAB= EF48<9= %��, 

A4IB8SM<IES A4 79@B8<4?<;9 <?< CDBIB8SM<I CDBJ98GDG 79@B8<4?<;4, B7D4A<K9A, 

CD9C4D4F D9>B@9A8G9FES CD<@9ASFP E BEFBDB:ABEFPR G 84AAB= >4F97BD<< C4J<9AFB6. 

�4DGL9A<S HGA>J<< C9K9A< 

�BE>B?P>G 6 D98><I E?GK4SI CD< CD<@9A9A<< 6<?847?<CF<A4 BF@9K4?BEP CB6OL9A<9 

4>F<6ABEF< 4@<ABFD4AEH9D4; (>4> CD46<?B, 59; >?<A<K9E><I CDBS6?9A<=), C9D98 

CD<@9A9A<9@ 6<?847?<CF<A4, 4 F4>:9 < D97G?SDAB 6 IB89 C9D6B7B 7B84 CD<@9A9A<S 

CD9C4D4F4 (1 D4; 6 3 @9ESJ4), D9>B@9A8G9FES BCD989?SFP 5<BI<@<K9E><9 CB>4;4F9?< 

HGA>J<< C9K9A<. �D< 6OS6?9A<< CB6OL9A<S 4>F<6ABEF< 4@<ABFD4AEH9D4; E?98G9F 

CDB69EF< CB6FBDAB9 <EE?98B64A<9 E J9?PR CB8F69D:89A<S D9;G?PF4F4, 4 ;4F9@ D97G?SDAB 

CDB6B8<FP BCD989?9A<9 5<BI<@<K9E><I CB>4;4F9?9= HGA>J<< C9K9A< 8B <I ABD@4?<;4J<<. 

�E?< CD96OL9A<9 4>F<6ABEF< �!" <?< ��" 6 3 <?< 5B?99 D4; 6OL9 ��� CB8F69D:89AB 

CB6FBDAO@ <EE?98B64A<9@, CD9C4D4F D9>B@9A8G9FES BF@9A<FP. 

�D< D4;6<F<< :9?FGI< <?< 8DG7<I CD<;A4>B6 A4DGL9A<S HGA>J<< C9K9A< A4 HBA9 

CD<@9A9A<S 6<?847?<CF<A4 F9D4C<R CD9C4D4FB@ E?98G9F A9@98?9AAB CD9>D4F<FP. �BE?9 

ABD@4?<;4J<< CB>4;4F9?9= HGA>J<< C9K9A< ?9K9A<9 CD9C4D4FB@ 6B;B5AB6?SFP A9?P;S. 

�<CB7?<>9@<S 

�;69EFAB, KFB CD9C4D4FO EG?PHBA<?@BK96<AO @B7GF CDB6BJ<DB64FP D4;6<F<9 

7<CB7?<>9@<<. !GM9EF6G9F D<E> D4;6<F<S 7<CB7?<>9@<< CD< B8AB6D9@9AAB@ CD<@9A9A<< 

6<?847?<CF<A4 E CD9C4D4F4@< EG?PHBA<?@BK96<AO. �D< A9B5IB8<@BEF< E?98G9F 

D4EE@BFD9FP 6B;@B:ABEFP EA<:9A<S 8B;O CD9C4D4FB6 EG?PHBA<?@BK96<AO E J9?PR 

@<A<@<;<DB64FP D<E> D4;6<F<S 7<CB7?<>9@<<. 

�EFDO= C4A>D94F<F 

�D<@9A9A<9 6<?847?<CF<A E6S;4AB E D<E>B@ D4;6<F<S BEFDB7B C4A>D94F<F4. !?98G9F 

CDB<AHBD@<DB64FP C4J<9AF4 B E<@CFB@4I, I4D4>F9DAOI 8?S BEFDB7B C4A>D94F<F4. �D< 

CB8B;D9A<< A4 BEFDO= C4A>D94F<F CD9C4D4F E?98G9F BF@9A<FP. �9 E?98G9F 6B;B5AB6?SFP 

F9D4C<R, 9E?< BEFDO= C4A>D94F<F 5O? CB8F69D:89A. # C4J<9AFB6 E BEFDO@ C4A>D94F<FB@ 6 
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4A4@A9;9 CD<@9ASFP 6<?847?<CF<A E?98G9F E BEFBDB:ABEFPR. 

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

2708<>459AB28O 

�<?847?<CF<A B5?4849F A<;><@ CBF9AJ<4?B@ ?9>4DEF69AAB7B 6;4<@B89=EF6<S. 

�BE>B?P>G 6<?847?<CF<A A9 S6?S9FES EG5EFD4FB@ H9D@9AFB6 J<FBIDB@4  450 (CYP), 4 

F4>:9 A9 <A7<5<DG9F < A9 <A8GJ<DG9F QF< H9D@9AFO, 6;4<@B89=EF6<9 6<?847?<CF<A4 E 

?9>4DEF69AAO@< CD9C4D4F4@<, >BFBDO9 S6?SRFES EG5EFD4F4@<, <A7<5<FBD4@< <?< 

<A8G>FBD4@<  450 (CYP), @4?B69DBSFAB. �D< B8AB6D9@9AAB@ CD<@9A9A<< 6<?847?<CF<A 

F4>:9 A9 6?<S9F A4 E>BDBEFP @9F45B?<;@4 CD9C4D4FB6, S6?SRM<IES EG5EFD4F4@< H9D@9AFB6: 

CYP1A2, CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 < CYP3A4/5. 

�?<A<K9E>< ;A4K<@B7B 6;4<@B89=EF6<S 6<?847?<CF<A4 E CD9C4D4F4@<, A4<5B?99 K4EFB 

<ECB?P;G9@O@< CD< ?9K9A<< !�2 F<C4 (7?<59A>?4@<8B@, C<B7?<F4;BAB@, @9FHBD@<AB@) 

<?< B5?484RM<@< G;><@ F9D4C96F<K9E><@ 8<4C4;BAB@ (4@?B8<C<AB@, 8<7B>E<AB@, 

D4@<CD<?B@, E<@64EF4F<AB@, 64?E4DF4AB@, 64DH4D<AB@) A9 GEF4AB6?9AB. 

"<4;<8O, 7?R>B>BDF<>BEF9DB<8O, CD9C4D4FO 7BD@BAB6 M<FB6<8AB= :9?9;O, 

E<@C4FB@<@9F<>< @B7GF EA<:4FP 7<CB7?<>9@<K9E>B9 89=EF6<9 6<?847?<CF<A4, >4> < 

8DG7<I C9DBD4?PAOI CDBF<6B8<459F<K9E><I CD9C4D4FB6. 

Ч4EFBF4 D4;6<F<S 4A7<BA96DBF<K9E>B7B BF9>4 5O?4 6OL9 CD< B8AB6D9@9AAB@ CD<@9A9A<< 

6<?847?<CF<A4 E <A7<5<FBD4@< 4A7<BF9A;<ACD96D4M4RM97B H9D@9AF4 (��$), CD< QFB@ 

5O?4 EIB8AB= E F4>B6B= 6 >BAFDB?PAB= 7DGCC9. � 5B?PL<AEF69 E?GK496 4A7<BA96DBF<K9E><= 

BF9> 5O? ED98A9= EF9C9A< FS:9EF< < D4;D9L4?ES E4@BEFBSF9?PAB 6 IB89 CDB8B?:9A<S 

F9D4C<< 6<?847?<CF<AB@. 

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

�9D9@9AABEFP 

�BEF4FBKAOI 84AAOI CB CD<@9A9A<R 6<?847?<CF<A4 G 59D9@9AAOI A9F, 6 E6S;< E K9@ 

CD9C4D4F CDBF<6BCB>4;4A 6B 6D9@S 59D9@9AABEF<. � 8B>?<A<K9E><I <EE?98B64A<SI 5O?4 

6OS6?9A4 D9CDB8G>F<6A4S FB>E<KABEFP CD< CD<@9A9A<< 6 6OEB><I 8B;4I, CBF9AJ<4?PAO= 

D<E> 8?S K9?B69>4 A9<;69EF9A. 

�4>F4J<S 

�<?847?<CF<A CDBF<6BCB>4;4A 6 C9D<B8 7DG8AB7B 6E>4D@?<64A<S, CBE>B?P>G A9<;69EFAB, 

CDBA<>49F ?< 6<?847?<CF<A 6 7DG8AB9 @B?B>B G K9?B69>4. 
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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 

<5E0=87<0<8 

�EE?98B64A<S 6?<SA<S 6<?847?<CF<A4 A4 ECBEB5ABEFP GCD46?SFP FD4AECBDFAO@< 

ED98EF64@< <?< D45BF4FP E @9I4A<;@4@< A9 CDB6B8<?<EP. �D< D4;6<F<< 7B?B6B>DG:9A<S A4 

HBA9 CD<@9A9A<S CD9C4D4F4 C4J<9AF4@ A9 E?98G9F GCD46?SFP FD4AECBDFAO@< ED98EF64@< 

<?< D45BF4FP E @9I4A<;@4@<. 

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

 9;R@9 CDBH<?S 59;BC4EABEF< 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 @BABF9D4C<< <?< 6 >B@5<A4J<< E 8DG7<@< CD9C4D4F4@< 

5B?PL<AEF6B A9:9?4F9?PAOI D94>J<= 5O?< E?45B 6OD4:9AO, <@9?< 6D9@9AAO= I4D4>F9D < 

A9 FD95B64?< BF@9AO F9D4C<<. �BDD9?SJ<< @9:8G K4EFBFB= A9:9?4F9?PAOI D94>J<= (� ) < 

6B;D4EFB@, CB?B@, QFA<K9E>B= CD<A48?9:ABEFPR, CDB8B?:<F9?PABEFPR CD<@9A9A<S <?< 

D9:<@B@ 8B;<DB64A<S A9 6OS6?9AB. 

Ч4EFBF4 D4;6<F<S 4A7<BA96DBF<K9E>B7B BF9>4 A4 HBA9 F9D4C<< 6<?847?<CF<AB@ EBEF46?S?4 

≥1/10000, <1/1000 (7D484J<S «D98>B») 5O?4 EIB8AB= E F4>B6B= 6 >BAFDB?PAB= 7DGCC9. 

�4<5B?99 K4EFB E?GK4< 4A7<BA96DBF<K9E>B7B BF9>4 BF@9K4?<EP CD< CD<@9A9A<< CD9C4D4F4 

6 >B@5<A4J<< E <A7<5<FBD4@< 4A7<BF9A;<ACD96D4M4RM97B H9D@9AF4 (��$). � 

5B?PL<AEF69 E?GK496 4A7<BA96DBF<K9E><= BF9> 5O? ED98A9= EF9C9A< FS:9EF< < D4;D9L4?ES 

E4@BEFBSF9?PAB 6 IB89 CDB8B?:9A<S F9D4C<< 6<?847?<CF<AB@. 

�4 HBA9 F9D4C<< 6<?847?<CF<AB@ D98>B BF@9K4?<EP A4DGL9A<S HGA>J<< C9K9A< (6>?RK4S 

79C4F<F) 59EE<@CFB@AB7B F9K9A<S. � 5B?PL<AEF69 E?GK496 84AAO9 A4DGL9A<S < BF>?BA9A<S 

CB>4;4F9?9= HGA>J<< C9K9A< BF ABD@O D4;D9L<?<EP E4@BEFBSF9?PAB 59; BE?B:A9A<= CBE?9 

CD9>D4M9A<S F9D4C<< CD9C4D4FB@. �D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 50 @7 1 <?< 2 D4;4 

6 EGF>< K4EFBF4 G69?<K9A<S 4>F<6ABEF< «C9K9ABKAOI» H9D@9AFB6 (��" <?< �!" ≥3×���) 

EBEF46?S?4 0,2 % <?< 0,3 % EBBF69FEF69AAB (CB ED46A9A<R E 0,2 % 6 >BAFDB?PAB= 7DGCC9). 

#69?<K9A<9 4>F<6ABEF< «C9K9ABKAOI» H9D@9AFB6 6 5B?PL<AEF69 E?GK496 5O?B 

59EE<@CFB@AO@, A9 CDB7D9EE<DB64?B < A9 EBCDB6B:84?BEP IB?9EF4;B@ <?< :9?FGIB=. 

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

�  E7DGCC<DB64AO 6 EBBF69FEF6<< E >?4EE<H<>4J<9= BD74AB6 < E<EF9@ BD74AB6 MedDRA. � 

CD989?4I >4:8B= 7DGCCO BD74AB6 < E<EF9@ BD74AB6 �  C9D9K<E?9AO 6 CBDS8>9 G@9APL9A<S 

K4EFBFO 6EFD9K49@BEF<. � CD989?4I >4:8B= 7DGCCO K4EFBFO 6EFD9K49@BEF< �  G>4;4AO 6 

CBDS8>9 G@9APL9A<S FS:9EF<. 
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�?S BJ9A>< K4EFBFO 6EFD9K49@BEF< A9:9?4F9?PAOI D94>J<= <ECB?P;B64?<EP E?98GRM<9 

>D<F9D<<: BK9AP K4EFB (≥1/10), K4EFB (≥1/100, <1/10), A9K4EFB (≥1/1000, <1/100), D98>B 

(≥1/10000, <1/1000), BK9AP D98>B (<1/10 000), K4EFBF4 A9<;69EFA4 (CBE>B?P>G EBB5M9A<S 

CB?GK9AO 6 8B5DB6B?PAB@ CBDS8>9 BF CBCG?SJ<< A9BCD989?9AAB7B D4;@9D4, 8BEFB69DAB 

BCD989?<FP K4EFBFG D4;6<F<S 84AAOI �  A9 CD98EF46?S9FES 6B;@B:AO@, 6 E6S;< E K9@ BA< 

>?4EE<H<J<DB64AO >4> K4EFBF4 A9<;69EFA4).  

�D< CD<@9A9A<< 6<?847?<CF<A4 6 @BABF9D4C<<  

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 100 @7 6 EGF>< K4EFBF4 BF@9AO F9D4C<< 6 E6S;< E 

D4;6<F<9@ A9:9?4F9?PAOI D94>J<= (0,3 %) 5O?4 A9 6OL9 F4>B6B= 6 7DGCC9 C?4J95B (0,6 %) 

<?< CD9C4D4F4 ED46A9A<S (0,5 %). 

�4 HBA9 @BABF9D4C<< 6<?847?<CF<AB@ 6 8B;9 100 @7 6 EGF>< K4EFBF4 D4;6<F<S 

7<CB7?<>9@<< 59; G69?<K9A<S EF9C9A< FS:9EF< EBEFBSA<S EBEF46?S?4 0,4 %, KFB 

EBCBEF46<@B E CD9C4D4FB@ ED46A9A<S < C?4J95B (0,2 %). 

�4EE4 F9?4 A9 <;@9AS?4EP CB ED46A9A<R E <EIB8AB= 6 >?<A<K9E><I <EE?98B64A<SI, >B784 

6<?847?<CF<A 100 @7 6 EGF>< CD<@9AS?< 6 >4K9EF69 @BABF9D4C<< (-0,3 >7 < -1,3 >7 6 7DGCC4I 

6<?847?<CF<A < C?4J95B EBBF69FEF69AAB). 

ИAH9>J<< < <A64;<< 

�K9AP D98>B: <AH9>J<< 69DIA<I 8OI4F9?PAOI CGF9=, A4;BH4D<A7<F; 

�4DGL9A<я @9F45B?<;@4 < C<F4A<я 

�9K4EFB: 7<CB7?<>9@<S; 

�4DGL9A<я EB EFBDBAO A9D6AB= E<EF9@O 

Ч4EFB: 7B?B6B>DG:9A<9; 

�9K4EFB: 7B?B6A4S 5B?P; 

Ж9?G8BKAB-><L9KAO9 A4DGL9A<я 

�9K4EFB: ;4CBD; 

�4DGL9A<я EB EFBDBAO EBEG8B6 

�9K4EFB: C9D<H9D<K9E><9 BF9><; 

�4DGL9A<я EB EFBDBAO @OL9KAB=, E>9?9FAB= < EB98<A<F9?PAB= F>4A< 

�9K4EFB: 4DFD4?7<S. 

�B?7BEDBKAO9 >?<A<K9E><9 <EE?98B64A<S CDB8B?:<F9?PABEFPR 8B 2 ?9F A9 6OS6<?< >4><I-

?<5B 8BCB?A<F9?PAOI BF>?BA9A<= CDBH<?S 59;BC4EABEF< <?< A9CD986<89AAOI D<E>B6 CD< 

CD<@9A9A<< 6<?847?<CF<A4 6 @BABF9D4C<<. 
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�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 100 @7 6 EGF>< 6 >B@5<A4J<< E @9FHBD@<AB@ 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 100 @7/EGF 6 >B@5<A4J<< E @9FHBD@<AB@ <?< 

C?4J95B 6 EBK9F4A<< E @9FHBD@<AB@ E?GK496 BF@9AO F9D4C<< 6 E6S;< E D4;6<F<9@ 

A9:9?4F9?PAOI D94>J<= A9 BF@9K4?BEP. 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 100 @7 6 EGF>< 6 >B@5<A4J<< E @9FHBD@<AB@ 

7<CB7?<>9@<S BF@9K4?4EP 6 1 % E?GK496 (6 7DGCC9 C?4J95B + @9FHBD@<A – A9K4EFB (0,4 %)). 

� 7DGCC9 CD<@9A9A<S 6<?847?<CF<A4 A9 A45?R84?BEP D4;6<F<S 7<CB7?<>9@<< FS:9?B= 

EF9C9A<. 

�4EE4 F9?4 A9 <;@9AS?4EP CB ED46A9A<R E <EIB8AB= 6 >?<A<K9E><I <EE?98B64A<SI CD< 

CD<@9A9A<< >B@5<A4J<< 6<?847?<CF<A4 100 @7 6 EGF>< < @9FHBD@<A4 (+0,2 >7 < -1,0 >7 6 

7DGCC4I 6<?847?<CF<A < C?4J95B EBBF69FEF69AAB). 

�4DGL9A<я @9F45B?<;@4 < C<F4A<я 

Ч4EFB: 7<CB7?<>9@<S; 

�4DGL9A<я EB EFBDBAO A9D6AB= E<EF9@O 

Ч4EFB: FD9@BD, 7B?B6A4S 5B?P, 7B?B6B>DG:9A<9; 

�9K4EFB: CB6OL9AA4S GFB@?S9@BEFP; 

Ж9?G8BKAB-><L9KAO9 A4DGL9A<я 

Ч4EFB: FBLABF4. 

�B?7BEDBKAO9 >?<A<K9E><9 <EE?98B64A<S CDB8B?:<F9?PABEFPR 8B 2 ?9F A9 6OS6<?< >4><I-

?<5B 8BCB?A<F9?PAOI BF>?BA9A<= CDBH<?S 59;BC4EABEF< <?< A9CD986<89AAOI D<E>B6 CD< 

CD<@9A9A<< 6<?847?<CF<A4 6 >B@5<A4J<< E @9FHBD@<AB@. 

�;GK9A<9 CD<@9A9A<S >B@5<A4J<< 6<?847?<CF<A4 < @9FHBD@<A4 6 >4K9EF69 EF4DFB6B= 

F9D4C<< CD< E4I4DAB@ 8<459F9 2 F<C4 A9 6OS6<?B BF>?BA9A<= CDBH<?S 59;BC4EABEF< <?< 

A9CD986<89AAOI D<E>B6. 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 50 @7/EGF 6 >B@5<A4J<< E CDB<;6B8AO@< 

EG?PHBA<?@BK96<AO 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 50 @7/EGF 6 >B@5<A4J<< E 7?<@9C<D<8B@ K4EFBF4 

BF@9AO F9D4C<< 6 E6S;< E D4;6<F<9@ A9:9?4F9?PAOI D94>J<= EBEF46?S?4 0,6 % (CB 

ED46A9A<R E 0 % 6 7DGCC9 7?<@9C<D<8 + C?4J95B). 

Ч4EFBF4 D4;6<F<S 7<CB7?<>9@<< G C4J<9AFB6, CB?GK46L<I 6<?847?<CF<A4 6 8B;9 50 @7/EGF 

6@9EF9 E 7?<@9C<D<8B@, EBEF46<?4 1,2 % (CB ED46A9A<R E 0,6 % 6 7DGCC9 C?4J95B + 

7?<@9C<D<8). � 7DGCC9 CD<@9A9A<S 6<?847?<CF<A4 A9 A45?R84?BEP D4;6<F<S 7<CB7?<>9@<< 

FS:9?B= EF9C9A<. 
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�4EE4 F9?4 A9 <;@9AS?4EP CB ED46A9A<R E <EIB8AB= 6 >?<A<K9E><I <EE?98B64A<SI, >B784 

6<?847?<CF<A 6 8B;9 50 @7 B8<A D4; 6 EGF>< 8B546?S?< > 7?<@9C<D<8G (-0,1 >7 < -0,4 >7 6 

7DGCC4I 6<?847?<CF<A4 < C?4J95B EBBF69FEF69AAB). 

ИAH9>J<< < <A64;<< 

�K9AP D98>B: A4;BH4D<A7<F; 

�4DGL9A<я @9F45B?<;@4 < C<F4A<я 

Ч4EFB: 7<CB7?<>9@<S; 

Ж9?G8BKAB-><L9KAO9 A4DGL9A<я 

�9K4EFB: ;4CBD; 

�4DGL9A<я EB EFBDBAO A9D6AB= E<EF9@O 

Ч4EFB: FD9@BD, 7B?B6A4S 5B?P, 7B?B6B>DG:9A<9, 4EF9A<S. 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 100 @7 6 EGF>< 6 >B@5<A4J<< E F<4;B?<8<A8<BAB@ 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 100 @7/EGF + F<4;B?<8<A8<BA < C?4J95B + 

F<4;B?<8<A8<BA E?GK496 BF@9AO F9D4C<< 6 E6S;< E D4;6<F<9@ A9:9?4F9?PAOI D94>J<= A9 

BF@9K4?BEP. 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 100 @7 6 EGF>< + C<B7?<F4;BA BF@9K4?BEP D4;6<F<9 

7<CB7?<>9@<< 6 0,6 % E?GK496, 4 G C4J<9AFB6, CB?GK46L<I C?4J95B + C<B7?<F4;BA, – 6 1,9 % 

E?GK496. � 7DGCC9 CD<@9A9A<S 6<?847?<CF<A4 A9 A45?R84?BEP D4;6<F<S 7<CB7?<>9@<< 

FS:9?B= EF9C9A<. 

� <EE?98B64A<< CD<@9A9A<S 6<?847?<CF<A4 6 >4K9EF69 8BCB?A<F9?PAB= F9D4C<< > 

C<B7?<F4;BAG 45EB?RFAB9 G69?<K9A<9 @4EEO F9?4 6 7DGCC9 C?4J95B < 6<?847?<CF<A 100 @7 

6 EGF>< EBEF46<?B 1,4 < 2,7 >7 EBBF69FEF69AAB. 

�D< 8B546?9A<< 6<?847?<CF<A4 6 8B;9 100 @7 6 EGF>< > C<B7?<F4;BAG 6 8B;9 45 @7/EGF 

K4EFBF4 D4;6<F<S C9D<H9D<K9E><I BF9>B6 EBEF46?S?4 7 % (CB ED46A9A<R E 2,5 % A4 HBA9 

@BABF9D4C<< C<B7?<F4;BAB@). 

�4DGL9A<я EB EFBDBAO EBEG8B6 

Ч4EFB: C9D<H9D<K9E><9 BF9><; 

�4DGL9A<я @9F45B?<;@4 < C<F4A<я 

Ч4EFB: G69?<K9A<9 @4EEO F9?4; 

�9K4EFB: 7<CB7?<>9@<S; 

�4DGL9A<я EB EFBDBAO A9D6AB= E<EF9@O 

�9K4EFB: 7B?B6A4S 5B?P, 4EF9A<S. 
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�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 50 @7 2 D4;4 6 EGF>< 6 >B@5<A4J<< E <AEG?<AB@ 

(E @9FHBD@<AB@ <?< 59; A97B) 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 >B@5<A4J<< E <AEG?<AB@ (6 >B@5<A4J<< E @9FHBD@<AB@ 

<?< 59; @9FHBD@<A4) K4EFBF4 BF@9AO F9D4C<< 6E?98EF6<9 D4;6<F<S �  5O?4 D46A4 0,3 %, 6 

7DGCC9 F9D4C<< 6<?847?<CF<AB@, 6 7DGCC9 C?4J95B E?GK496 BF@9AO F9D4C<< A9 5O?B. 

�D< CD<@9A9A<< CD9C4D4F4 6 >B@5<A4J<< E <AEG?<AB@ (6 >B@5<A4J<< E @9FHBD@<AB@ <?< 

59; @9FHBD@<A4) A9 BF@9K4?BEP G69?<K9A<S D<E>4 D4;6<F<S 7<CB7?<>9@<< CB ED46A9A<R E 

>B@5<A4J<9= C?4J95B + <AEG?<A (14 % 6 7DGCC9 6<?847?<CF<A4 < 16,4 % 6 7DGCC9 C?4J95B). 

# 2 C4J<9AFB6 6 7DGCC9 6<?847?<CF<A4 < G 6 C4J<9AFB6 6 7DGCC9 C?4J95B D4;6<?4EP 

7<CB7?<>9@<S FS:9?B= EF9C9A<. 

�4 @B@9AF ;469DL9A<S <EE?98B64A<S 6<?847?<CF<A A9 B>4;O64? 6?<SA<S A4 ED98ARR @4EEG 

F9?4 (@4EE4 F9?4 G69?<K<?4EP A4 +0,6 >7 CB ED46A9A<R E <EIB8AB= 6 7DGCC9 6<?847?<CF<A4, 

4 6 7DGCC9 C?4J95B BEF4?4EP A9<;@9AAB=). 

�4DGL9A<я EB EFBDBAO A9D6AB= E<EF9@O 

Ч4EFB: 7B?B6A4S 5B?P, B;AB5; 

Ж9?G8BKAB-><L9KAO9 A4DGL9A<я 

Ч4EFB: FBLABF4, 74EFDBQ;BH4794?PAO= D9H?R>E; 

�9K4EFB: 8<4D9S, @9F9BD<;@; 

�4DGL9A<я @9F45B?<;@4 < C<F4A<я 

Ч4EFB: 7<CB7?<>9@<S. 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 50 @7 864 D4;4 6 89AP 6 >B@5<A4J<< E CD9C4D4F4@< 

EG?PHBA<?@BK96<AO < @9FHBD@<AB@ 

!?GK496 BF@9AO CD9C4D4F4, E6S;4AAOI E �  6 7DGCC9 >B@5<A<DB64AAB= F9D4C<< 

6<?847?<CF<AB@, @9FHBD@<AB@ < 7?<@9C<D<8B@, BF@9K9AB A9 5O?B. � 7DGCC9 

>B@5<A<DB64AAB= F9D4C<< C?4J95B, @9FHBD@<AB@ < 7?<@9C<D<8B@ K4EFBF4 BF@9AO 

CD9C4D4F4, E6S;4AAB= E � , EBEF46<?4 0,6 %. 

�<CB7?<>9@<S BF@9K4?4EP K4EFB 6 B59<I 7DGCC4I (5,1 % 6 7DGCC9 >B@5<A<DB64AAB= F9D4C<< 

6<?847?<CF<AB@, @9FHBD@<AB@ < 7?<@9C<D<8B@ < 1,9 % 6 7DGCC9 >B@5<A<DB64AAB= 

F9D4C<< C?4J95B, @9FHBD@<AB@ < 7?<@9C<D<8B@). � 7DGCC9 6<?847?<CF<A4 BF@9K9A B8<A 

QC<;B8 7<CB7?<>9@<< FS:9?B= EF9C9A<. 

�4 @B@9AF ;469DL9A<S <EE?98B64A<S ;A4K<@B7B 6?<SA<S A4 @4EEG F9?4 6OS6?9AB A9 5O?B 

(+0,6 >7 6 7DGCC9 6<?847?<CF<A4 < -0,1 >7 6 7DGCC9 C?4J95B). 

�4DGL9A<я @9F45B?<;@4 < C<F4A<я 

Ч4EFB: 7<CB7?<>9@<S; 
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�4DGL9A<я EB EFBDBAO A9D6AB= E<EF9@O 

Ч4EFB: 7B?B6B>DG:9A<9, FD9@BD; 

�4DGL9A<я EB EFBDBAO >B:< < CB8>B:AOI F>4A9= 

Ч4EFB: 7<C9D7<8DB;; 

�5M<9 A4DGL9A<я < D94>J<< 6 @9EF9 66989A<я 

Ч4EFB: 4EF9A<S. 

�BEFD97<EFD4J<BAAO9 <EE?98B64A<S 

�B 6D9@S CDB6989A<S CBEFD97<EFD4J<BAAOI <EE?98B64A<= 5O?< 6OS6?9AO E?98GRM<9 �  

(CBE>B?P>G EBB5M9A<S CB?GK9AO 6 8B5DB6B?PAB@ CBDS8>9 BF CBCG?SJ<< A9BCD989?9AAB7B 

D4;@9D4, 8BEFB69DAB BCD989?<FP K4EFBFG D4;6<F<S 84AAOI �  A9 CD98EF46?S9FES 

6B;@B:AO@, 6 E6S;< E K9@ BA< >?4EE<H<J<DB64AO >4> «K4EFBF4 A9<;69EFA4»). 

Ж9?G8BKAB-><L9KAO9 A4DGL9A<я: K4EFBF4 A9<;69EFA4 – C4A>D94F<F. 

�4DGL9A<я EB EFBDBAO C9K9A< < :9?K96O6B8яM<I CGF9=: K4EFBF4 A9<;69EFA4 – 79C4F<F 

(D4;D9L<6L<=ES E4@BEFBSF9?PAB CBE?9 BF@9AO ?9>4DEF69AAB7B CD9C4D4F4), CB6OL9A<9 

4>F<6ABEF< «C9K9ABKAOI» H9D@9AFB6 (D4;D9L<6L99ES E4@BEFBSF9?PAB CBE?9 BF@9AO 

?9>4DEF69AAB7B CD9C4D4F4), IB?9J<EF<F. 

�4DGL9A<я EB EFBDBAO @OL9KAB=, E>9?9FAB= < EB98<A<F9?PAB= F>4A<: K4EFBF4 A9<;69EFA4 

– @<4?7<S. 

�4DGL9A<я EB EFBDBAO >B:< < CB8>B:AOI F>4A9=: K4EFBF4 A9<;69EFA4 – >D4C<6A<J4, 

Q>EHB?<4F<6AB9 < 5G??9;AB9 CBD4:9A<S >B:<, 6>?RK4S 5G??9;AO= C9@H<7B<8, >B:AO= 

64E>G?<F. 

!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, EFD. 1.  

"9?9HBA: + 7 (800) 550-99-03. 

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



12 

!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 

!<@CFB@O  

�<?847?<CF<A IBDBLB C9D9ABE<FES CD< CD<@9A9A<< 6 8B;9 8B 200 @7/EGF. 

�D< CD<@9A9A<< CD9C4D4F4 6 8B;9 400 @7/EGF @B:9F A45?R84FPES 5B?P 6 @OLJ4I, D98>B - 

?97><9 < FD4A;<FBDAO9 C4D9EF9;<<, ?<IBD48>4, BF9>< < FD4A;<FBDAB9 CB6OL9A<9 

4>F<6ABEF< ?<C4;O (6OL9 ��� 6 2 D4;4). �D< G69?<K9A<< 8B;O 6<?847?<CF<A4 8B 600 @7/EGF 

6B;@B:AB D4;6<F<9 BF9>B6 >BA9KABEF9=, EBCDB6B:84RM<IES C4D9EF9;<S@< < CB6OL9A<9@ 

4>F<6ABEF< >D94F<AHBEHB><A4;O, C-D94>F<6AB7B 59?>4 < @<B7?B5<A4, 4>F<6ABEF< �!". �E9 

E<@CFB@O C9D98B;<DB6>< < <;@9A9A<S ?45BD4FBDAOI CB>4;4F9?9= B5D4F<@O CBE?9 

CD9>D4M9A<S CD<@9A9A<S CD9C4D4F4.  

�9K9A<9  

�O6989A<9 CD9C4D4F4 <; BD74A<;@4 E CB@BMPR 8<4?<;4 @4?B69DBSFAB. �8A4>B BEAB6AB= 

7<8DB?<;AO= @9F45B?<F 6<?847?<CF<A4 (LAY151) @B:9F 5OFP G84?9A <; BD74A<;@4 CGF9@ 

79@B8<4?<;4. 

5. (�$ ��"�"��+�%��� %�"�%&�� 

5.1. (0@<0:>48=0<8G5A:85 A2>9AB20 
$4D@4>BF9D4C96F<K9E>4S 7DGCC4: ED98EF64 8?S ?9K9A<S E4I4DAB7B 8<459F4; 

7<CB7?<>9@<K9E><9 ED98EF64, >DB@9 <AEG?<AB6; <A7<5<FBDO 8<C9CF<8<?C9CF<84;O-4 

(���-4). 

�B8 �"%: �10��02 

�9I4A<;@ 89=EF6<S  

�<?847?<CF<A, CD98EF46<F9?P >?4EE4 EF<@G?SFBDB6 BEFDB6>B6B7B 4CC4D4F4 CB8:9?G8BKAB= 

:9?9;O, S6?S9FES @BMAO@ < E9?9>F<6AO@ <A7<5<FBDB@ 8<C9CF<8<?C9CF<84;O-4 (���-4), 

G?GKL4RM<@ 7?<>9@<K9E><= >BAFDB?P. �A7<5<DB64A<9 6<?847?<CF<AB@ ���-4 CD<6B8<F 

> G69?<K9A<R 54;4?PAB7B < CBEFCD4A8<4?PAB7B QA8B79AAB7B GDB6AS <A>D9F<AB6OI 

7BD@BAB6 ���-1 (7?R>47BABCB8B5AO= C9CF<8 1) < ��� (7?R>B;B;46<E<@O= 

<AEG?<ABFDBCAO= CB?<C9CF<8). 

$4D@4>B8<A4@<K9E><9 QHH9>FO 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 50–100 @7 6 EGF>< G C4J<9AFB6 E E4I4DAO@ 8<459FB@ 

2 F<C4 (!� 2 F<C4) BF@9K49FES G?GKL9A<9 HGA>J<< β->?9FB> CB8:9?G8BKAB= :9?9;O. 
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!F9C9AP G?GKL9A<S HGA>J<< β->?9FB> ;46<E<F BF EF9C9A< <I <EIB8AB7B CB6D9:89A<S; F4> 

G ?<J 59; !� 2 F<C4 (E ABD@4?PAB= >BAJ9AFD4J<9= 7?R>B;O 6 C?4;@9 >DB6<) 6<?847?<CF<A 

A9 EF<@G?<DG9F E9>D9J<R <AEG?<A4 < A9 EA<:49F >BAJ9AFD4J<R 7?R>B;O. 

�B6OL4S >BAJ9AFD4J<R QA8B79AAB7B ���-1, 6<?847?<CF<A G69?<K<649F KG6EF6<F9?PABEFP 

α->?9FB> > 7?R>B;9, KFB CD<6B8<F > G?GKL9A<R 7?R>B;B;46<E<@B= D97G?SJ<< E9>D9J<< 

7?R>47BA4. !A<:9A<9 CB6OL9AAB= >BAJ9AFD4J<< 7?R>47BA4 6B 6D9@S 98O, 6 E6BR BK9D98P, 

6O;O649F G@9APL9A<9 <AEG?<ABD9;<EF9AFABEF<. 

#69?<K9A<9 EBBFABL9A<S <AEG?<A/7?R>47BA A4 HBA9 7<C9D7?<>9@<<, B5GE?B6?9AAB9 

CB6OL9A<9@ >BAJ9AFD4J<< ���-1 < ���, 6O;O649F G@9APL9A<9 CDB8G>J<< 7?R>B;O 

C9K9APR >4> 6B 6D9@S, F4> < CBE?9 CD<9@4 C<M<, KFB CD<6B8<F > EA<:9A<R >BAJ9AFD4J<< 

7?R>B;O 6 C?4;@9 >DB6<. 

�DB@9 FB7B, A4 HBA9 CD<@9A9A<S 6<?847?<CF<A4 BF@9K49FES EA<:9A<9 >BAJ9AFD4J<< 

?<C<8B6 6 C?4;@9 >DB6< CBE?9 CD<9@4 C<M<, B8A4>B QFBF QHH9>F A9 E6S;4A E 97B 

89=EF6<9@ A4 ���-1 <?< ��� < G?GKL9A<9@ HGA>J<< BEFDB6>B6OI >?9FB> 

CB8:9?G8BKAB= :9?9;O. 

�;69EFAB, KFB CB6OL9A<9 >BAJ9AFD4J<< ���-1 @B:9F CD<6B8<FP > ;4@98?9A<R 

BCBDB:A9A<S :9?G8>4, B8A4>B A4 HBA9 CD<@9A9A<S 6<?847?<CF<A4 CB8B5AB7B QHH9>F4 

A9 A45?R849FES. 

�D< CD<@9A9A<< 6<?847?<CF<A4 G 5795 C4J<9AFB6 E !� 2 F<C4 6 F9K9A<9 52 A989?P 6 

@BABF9D4C<< <?< 6 >B@5<A4J<< E @9FHBD@<AB@, CDB<;6B8AO@< EG?PHBA<?@BK96<AO, 

F<4;B?<8<A8<BAB@, <?< <AEG?<AB@ BF@9K4?BEP 8BEFB69DAB9 8?<F9?PAB9 EA<:9A<9 

>BAJ9AFD4J<< 7?<><DB64AAB7B 79@B7?B5<A4 (HbA1c) < 7?R>B;O >DB6< A4FBM4>. 

�D< CD<@9A9A<< >B@5<A4J<< 6<?847?<CF<A4 < @9FHBD@<A4 6 >4K9EF69 A4K4?PAB= 

F9D4C<< G C4J<9AFB6 E !� 2 F<C4 6 F9K9A<9 24 A989?P BF@9K4?BEP 8B;B;46<E<@B9 

EA<:9A<9 >BAJ9AFD4J<< HbA1c 6 ED46A9A<< E @BABF9D4C<9= 84AAO@< CD9C4D4F4@<. 

!?GK4< D4;6<F<S 7<CB7?<>9@<< 5O?< @<A<@4?PAO 6 B59<I 7DGCC4I F9D4C<<. 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 50 @7 1 D4; 6 EGF>< 6 F9K9A<9 6 @9ESJ96 G 

C4J<9AFB6 E !� 2 F<C4 E A4DGL9A<9@ HGA>J<< CBK9> ED98A9= (E>BDBEFP >?G5BK>B6B= 

H<?PFD4J<< (!�$) ≥30, <50 @?/@<A/1,73 @2) <?< FS:9?B= (!�$ <30 @?/@<A/1,73 @2) 

EF9C9A< BF@9K4?BEP >?<A<K9E>< ;A4K<@B9 EA<:9A<9 >BAJ9AFD4J<< HbA1c CB 

ED46A9A<R E C?4J95B. 

�D< CD<@9A9A<< 6<?847?<CF<A4 6 8B;9 50 @7 2 D4;4 6 EGF>< 6 >B@5<A4J<< E/59; 

@9FHBD@<A4 < <AEG?<AB@ (ED98ASS 8B;4 41 ��/EGF) 5O?B CDB89@BAEFD<DB64AB 
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EA<:9A<9 CB>4;4F9?S HbA1c A4 0,77 % BF <EIB8AB7B ED98A97B ;A4K9A<S 8,8 % EB 

EF4F<EF<K9E>< 8BEFB69DAB= D4;A<J9= E C?4J95B 0,72 %. Ч4EFBF4 7<CB7?<>9@<< 6 7DGCC9 

6<?847?<CF<A4 ED46A<@4 E F4>B6B= 6 7DGCC9 C?4J95B. �D< CD<@9A9A<< 6<?847?<CF<A4 6 

8B;9 50 @7 2 D4;4 6 EGF>< 6 >B@5<A4J<< E @9FHBD@<AB@ (≥1500 @7/EGF) < 7?<@9C<D<8B@ 

(≥4 @7/EGF) 5O?B CB>4;4AB EF4F<EF<K9E>< ;A4K<@B9 EA<:9A<9 GDB6AS HbA1c A4 0,76 % 

BF <EIB8AB7B ED98A97B ;A4K9A<S 8,8 %. 

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

�5EBD5J<S  

�D< CD<9@9 6AGFDP A4FBM4> 6<?847?<CF<A 5OEFDB 6E4EO649FES, 4 97B @4>E<@4?PA4S 

>BAJ9AFD4J<S 6 C?4;@9 >DB6< (!max) 8BEF<749FES K9D9; 1,75 K4E4 CBE?9 CD<9@4. �D< 

B8AB6D9@9AAB@ CD<9@9 E C<M9= E>BDBEFP 45EBD5J<< 6<?847?<CF<A4 EA<:49FES 

A9;A4K<F9?PAB: BF@9K49FES G@9APL9A<9 !max A4 19 % < G69?<K9A<9 6D9@9A< 99 8BEF<:9A<S 

8B 2,5 K4EB6. �8A4>B CD<9@ C<M< A9 B>4;O649F 6?<SA<S A4 EF9C9AP 45EBD5J<< < C?BM48P 

CB8 >D<6B= «>BAJ9AFD4J<S-6D9@S» (AUC). 

�<?847?<CF<A 5OEFDB 6E4EO649FES, 4 97B 45EB?RFA4S 5<B8BEFGCABEFP CBE?9 CD<9@4 6AGFDP 

EBEF46?S9F 85%. !max < AUC 6 F9D4C96F<K9E>B@ 8<4C4;BA9 8B; G69?<K<64RFES CD<@9DAB 

CDBCBDJ<BA4?PAB 8B;9. 

 4ECD989?9A<9  

!F9C9AP E6S;O64A<S 6<?847?<CF<A4 E 59?>4@< C?4;@O >DB6< A<;>4S (9,3 %). �<?847?<CF<A 

D4ECD989?S9FES D46AB@9DAB @9:8G C?4;@B= >DB6< < QD<FDBJ<F4@<.  4ECD989?9A<9 

6<?847?<CF<A4 CDB<EIB8<F, CD98CB?B:<F9?PAB, Q>EFD464E>G?SDAB, B5N9@ D4ECD989?9A<S 6 

D46AB69EAB@ EBEFBSA<< CBE?9 6AGFD<69AAB7B 66989A<S (Vss) EBEF46?S9F 71 ?. 

�<BFD4AEHBD@4J<S 

�EAB6AO@ CGF9@ 6O6989A<S 6<?847?<CF<A4 S6?S9FES 5<BFD4AEHBD@4J<S. � BD74A<;@9 

K9?B69>4 69 % 8B;O CD9C4D4F4 CB869D749FES 5<BFD4AEHBD@4J<<. �EAB6AB= @9F45B?<F –

LAY151 (57 % 8B;O) H4D@4>B?B7<K9E>< A94>F<69A < S6?S9FES CDB8G>FB@ 7<8DB?<;4 J<4AB-

>B@CBA9AF4. �>B?B 4 % 8B;O CD9C4D4F4 CB869D74RFES 4@<8AB@G 7<8DB?<;G. 

� 8B>?<A<K9E><I <EE?98B64A<SI BF@9K49FES CB?B:<F9?PAB9 6?<SA<9 ���-4 A4 7<8DB?<; 

6<?847?<CF<A4. �<?847?<CF<A @9F45B?<;<DG9FES 59; GK4EF<S <;BH9D@9AFB6 J<FBIDB@4 

P450. �<?847?<CF<A A9 S6?S9FES EG5EFD4FB@ <;BH9D@9AFB6 P450 (CYP), A9 <A7<5<DG9F < A9 

<A8GJ<DG9F <;BH9D@9AFO J<FBIDB@4 P450. 
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Э?<@<A4J<S 

�BE?9 CD<9@4 CD9C4D4F4 6AGFDP B>B?B 85 % 8B;O 6O6B8<FES CBK>4@< < 15 % – K9D9; 

><L9KA<>. �BK9KA4S Q>E>D9J<S A9<;@9A9AAB7B 6<?847?<CF<A4 EBEF46?S9F 23 %. �D< 

6AGFD<69AAB@ 66989A<< ED98A<= C9D<B8 CB?G6O6989A<S 8BEF<749F 2 K4EB6, B5M<= 

C?4;@9AAO= >?<D9AE < CBK9KAO= >?<D9AE 6<?847?<CF<A4 EBEF46?SRF 41 ?/K < 13 ?/K 

EBBF69FEF69AAB. �9D<B8 CB?G6O6989A<S ("½) CBE?9 CD<9@4 6AGFDP EBEF46?S9F B>B?B 

3 K4EB6, A9;46<E<@B BF 8B;O. 

Ф4D@4>B>иAеFи>4 6 BEB5ых E?Gч4ях 

�4J<9AFO CB:<?B7B 6B;D4EF4 (65 ?9F < EF4DL9) 

# ;8BDB6OI CB:<?OI ?R89= (≥70 ?9F) B5M99 6B;89=EF6<9 6<?847?<CF<A4 (100 @7 B8<A D4; 

6 EGF><) G69?<K<64?BEP A4 32 %, CD< QFB@ C<>B64S >BAJ9AFD4J<S 6 C?4;@9 >DB6< 

G69?<K<64?4EP A4 18 % CB ED46A9A<R E @B?B8O@< ;8BDB6O@< ?R8P@< (18-40 ?9F). "9@ A9 

@9A99 QF< <;@9A9A<S A9 EK<F4RFES >?<A<K9E>< ;A4K<@O@<. �A7<5<DB64A<9 ���-4 

6<?847?<CF<AB@ A9 ;46<E<F BF 6B;D4EF4 C4J<9AF4 6 CD989?4I <EE?98B64AAOI 6B;D4EFAOI 

7DGCC. 

�9K9ABKA4я A98BEF4FBKABEFP 

# C4J<9AFB6 E A4DGL9A<9@ HGA>J<< C9K9A< ?97>B= < ED98A9= EF9C9A9= FS:9EF< (6–9 54??B6 

CB L>4?9 Ч4=?8-�PR) CBE?9 B8AB>D4FAB7B CD<@9A9A<S CD9C4D4F4 BF@9K49FES EA<:9A<9 

5<B8BEFGCABEF< 6<?847?<CF<A4 A4 20 % < 8 % EBBF69FEF69AAB. # C4J<9AFB6 E A4DGL9A<9@ 

HGA>J<< C9K9A< FS:9?B= EF9C9A< (10–12 54??B6 CB L>4?9 Ч4=?8-�PR) 5<B8BEFGCABEFP 

6<?847?<CF<A4 CB6OL49FES A4 22 %. #69?<K9A<9 <?< G@9APL9A<9 @4>E<@4?PAB= 

5<B8BEFGCABEF< 6<?847?<CF<A4, A9 CD96OL4RM99 30 %, A9 S6?S9FES >?<A<K9E>< ;A4K<@O@. 

�BDD9?SJ<< @9:8G EF9C9APR FS:9EF< A4DGL9A<= HGA>J<< C9K9A< < 5<B8BEFGCABEFPR 

CD9C4D4F4 A9 6OS6?9AB. 

�BK9KA4я A98BEF4FBKABEFP 

# C4J<9AFB6 E A4DGL9A<9@ HGA>J<< CBK9> ?97>B=, ED98A9= <?< FS:9?B= EF9C9A< AUC 

6<?847?<CF<A4 G69?<K<64?4EP CB ED46A9A<R EB ;8BDB6O@< 8B5DB6B?PJ4@< 6 1,4, 1,7 < 2 D4;4 

EBBF69FEF69AAB. AUC @9F45B?<F4 LAY151 G69?<K<64?4EP 6 1,6, 3,2, < 7,3 D4;4, 4 @9F45B?<F4 

BQS867 – 6 1,4, 2,7, < 7,3 D4;4 G C4J<9AFB6 E A4DGL9A<9@ HGA>J<< CBK9> ?97>B=, ED98A9= < 

FS:9?B= EF9C9A9= EBBF69FEF69AAB. �7D4A<K9AAO9 84AAO9 G C4J<9AFB6 E F9D@<A4?PAB= 

EF48<9= IDBA<K9E>B= 5B?9;A< CBK9> G>4;O64RF A4 FB, KFB CB>4;4F9?< 84AAB= 7DGCCO EIB:< 

E F4>B6O@< G C4J<9AFB6 E A4DGL9A<9@ HGA>J<< CBK9> FS:9?B= EF9C9A<. �BAJ9AFD4J<S 
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@9F45B?<F4 LAY151 G C4J<9AFB6 E F9D@<A4?PAB= EF48<9= %�� G69?<K<64?4EP 6 2–3 D4;4 CB 

ED46A9A<R E >BAJ9AFD4J<9= G C4J<9AFB6 E A4DGL9A<9@ HGA>J<< CBK9> FS:9?B= EF9C9A<. 

�D< CD<@9A9A<< CD9C4D4F4 G C4J<9AFB6 E A4DGL9A<9@ HGA>J<< CBK9> @B:9F CBFD95B64FPES 

>BDD9>J<S 8B;O. 

�O6989A<9 6<?847?<CF<A4 CD< 79@B8<4?<;9 B7D4A<K9AB (K9D9; 4 K4E4 CBE?9 B8AB>D4FAB7B 

CD<9@4 EBEF46?S9F 3 % CD< 8?<F9?PABEF< CDBJ98GDO 5B?99 3–4 K4EB6). 

�9F< 

$4D@4>B><A9F<K9E><9 BEB59AABEF< 6<?847?<CF<A4 G 89F9= < CB8DBEF>B6 @?48L9 18 ?9F A9 

GEF4AB6?9AO. 

6. (�$ �*��&�+�%��� %�"�%&�� 

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

>4D5B>E<@9F<?>D4I@4? A4FD<S; 

@47A<S EF94D4F; 

@4AA<FB?; 

J9??R?B;4 @<>DB>D<EF4??<K9E>4S (F<C 102). 

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 °C. 

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

�B 7 <?< 14 F45?9FB> 6 >BAFGDAGR SK9=>B6GR GC4>B6>G <; C?9A>< ��%/�%"$Э 

(CB?<6<A<?I?BD<8/CB?<I?BDFD<HFBDQF<?9A) <?< C?9A>< ��%/�Э/���% 

(CB?<6<A<?I?BD<8/CB?<QF<?9A/CB?<6<A<?<89AI?BD<8), <?< HB?P7< 4?R@<A<96B= :9EF>B= 

@AB7BE?B=AB= ���/HB?P74/��% (BD<9AF<DB64AAO= CB?<4@<8/HB?P74/CB?<6<A<?I?BD<8) < 

HB?P7< 4?R@<A<96B= C9K4FAB= ?4><DB64AAB=. 

�B 56 <?< 112 F45?9FB> 6 54A>G CB?<@9DAGR 8?S ?9>4DEF69AAOI ED98EF6 <; CB?<QF<?9A4 

A<;>B7B 846?9A<S <?< CB?<QF<?9AF9D9HF4?4F4. �DOL>4 <; CB?<QF<?9A4 6OEB>B7B 846?9A<S, 

CB?<QF<?9A4 (25 % �Э�� + 75 % �Э��) <?< CB?<CDBC<?9A4. 

�B 2, 4, 8 >BAFGDAOI SK9=>B6OI GC4>B6B> CB 7 <?< 14 F45?9FB>, <?< CB 1 54A>9 CB?<@9DAB= 
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8?S ?9>4DEF69AAOI ED98EF6 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 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>< 

�EB5O9 FD95B64A<S BFEGFEF6GRF. 

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. 

Э?9>FDBAA4S CBKF4: 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 ?<A<S 24 K4E4) 

Э?9>FDBAA4S CBKF4: safety@canonpharma.ru 

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

 

9. ��&� #�$��+!"� $���%&$�*�� (#"�&��$���!�/ $���%&$�*��, 
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