MHUHHUCTEPCTBO MUHHUCTEPCTBO ;
IMPOMBIIIJIEHHOCTH U TOPT'OBJIN 3IPABOOXPAHEHUSI
POCCUMCKON ®EJEPAIINA POCCUNCKOMU ®EJEPAIINA
(MuunpomTtopr Pocemm) , tMmmyapas Poccun)

WMETEDCTRY RCTHHY ROCCHACKOR BERTPAREN
IAPETEEEH POBAND

1/ M/ém 20185, | Perarpanmanimi M 5 0698 e I91 1 115y

O BHeceHHH H3MCHEHHil B MepeueHb GHomHmIeHed 1y pa3padoTku
CXO0KHX N0 papMaKOTEepaNeBTHIECKOMY AeHCTBHIO H yIy1IeHHbIX AHAT0TOB
MHHOBAIHOHHBIX JEKAPCTBEHHBIX NPENapaToB, YTBePKACHHbIH MPHKA30M
MHuHHCTEPCTBAa NPOMBINLIEHHOCTH H TOPrOBJIH Poccuiickoit @enepanuu
n MunHCTepcTBa 3ApaBooxpaHennus Poccuiickoii denepauun ot 19 mas 2016 r.
Ne 1605/308u «O6 yTBepaeHHH nepedns GuoMHUILeHeH 115t pa3paboTKH CXOXKHX
o apMaKoTepaneBTHYECKOMY JeHCTBHIO H yJIy4IIeHHBIX aHAJIOr0B
HHHOBAIHOHHBLIX JIEKAPCTBEHHbLIX NpenapaToB»

VTBepIMTh IpUIaraeMble H3MEHEHNS, KOTOPEIE BHOCATCS B IICPEICHD OuomMHIIeHEN
Wi pa3paboTKH CXOXKHX [0 (apMaKOTepaneBTHYECKOMY IEUCTBUIO U YIy4IIEHHBIX
AHANOFOB MHHOBAITHOHHBIX JIEKAPCTBEHHBIX IPENapaToB, YTBEPXKICHHBIH IIPHKa30M
MuHHCTEPCTBA  IPOMBINIJIEHHOCTA M TOProBIH Poccuiickoii ~ ®@enepanun  H
MuHACTEpCTBA  3ApaBOOXpaHeHHs: Poccuiickol ®epmepanan o 19 mas 2016 T
Ne 1605/3088 «O6 YTBepXOEHHH INepedHs OvOMMINCHEH I pa3paboTKh CXOXKHUX
o (apMaKOTEpaNeBTHYECKOMY [EHCTBHIO M YIyYIUICHHBIX aHANOrOB HWHHOBaIIMOHHBIX
JIeKapCTBEHHBIX IperapaTos» (3aperncTpUpOBaH MHUHHCTEPCTBOM IOCTHIMH Poccuiickoit

®enepanun 08 mons 2016 r., pETUCTPallMOHHbIH HOMEP 42464).
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H3meHeHHs, KOTOPLIE BHOCSATCS B NIepeveHb GuoMumeneii a1 pa3paboTkn
CXO0KMX 110 hapMaKoTepaneBTHYECKOMY ACACTBHIO H YJIy4lIEHHbIX AHAJIOTOB
HHHOBAIHOHHBIX JIEKAPCTBEHHLIX [1PENapaToB, YTBEP:KACHHbIH PHKA30M
MuHucTepeTBa NPOMBINIIEHHOCTH B TOprosJn Poccuiickoii ®enepanun
1 MuHucTepeTBa 3apaBooxpanenns Poccniickoii ®enepanun ot 19 mas 2016 r.
Ne 1605/308u «O6 yTBeprkaennn nepednsi GuoMumeneli NJs pa3paGoTKH CXOMKHX
no papmakoTepaneBTHYECKOMY JefiCTBHIO H YJIy4lNIEHHbIX AHAJIOTOB
HHHOBAIHOHHBIX JIEKAPCTBEHHBIX NPENapaToB»

1. I'pady «Ho3omorus (3abonesanue) (1o MKB-lO)l» IyHKTa 12 DOomOJHUTH
cnoBamu «G35 PaccestHHBIN CKIIepo3
MOS5 Cepono3uTUBHBII peBMaTOUIHBIN apTPHUT».
2. Hononnuts myHKkTamu 97 — 118 crepyroiuero comepkanms:

«

R52.0 Octpas 60115

R52.1 IlocTosiHHas HeKymupytowascs 60Jb
R52.2 lpyras moctosinHast 6016

R52.9 Bonb HeyTOUHEHHAs

97 | M10-, I€NIbTA-, Kamla-
OIMOUHBIE PEICTITOPI

F32.8 lpyrue nenpeccuBHBIE STA30.1bI
F41 Jlpyrue TpeBoXHbIE pacCTPOHCTBA
F41.2 CMemanHOe TpeBOXHOE U JAENPECCUBHOE

98 | ampeHepruueckue penenTopsl

paccTponCTBO

F41 [Ipyrue TpeBOXXHBIE paccTpoiicTBa
F41.2 CmemanHoe TpeBOXHOE U JETIPECCUBHOE
paccTpoOMCTBO

F32.8 Jlpyrue nenpeccuBHBIE TTHU30bI
F42.8 lpyrue o6cecCHBHO-KOMITYJILCHBHBIE
paccTpoiicTBa

H81 Hapymenus BecTUOYIApHOHA GyHKITUN
120 Crenoxapnus (rpynHas xxaba)

120.0 HectabunpHas cTeHOKapaus

T75.3 YxaunBaHue npy IBUKEHUU

R51 I'omoBHas 60716

99 | SHT),, cepoTOHMHOBEIE
peLenTopsI

100 | oxoH4YaHUS TYBCTBUTEIBHBIX
BOJIOKOH V, VII map uepenHbIx
HEPBOB




101

dochoamacrepasa

G44.1 Cocyaucras ronoBHas 601k, He
KIacCHPHIUpOBaHHas B APYTHX pyOpHuKax

K25 SI3Ba xemynka

K26 SI3Ba nBeHaIIaTUIIEPCTHON KHMIIKH
K29.9 I'actpomyoeHUT HEyTOUHEHHBIH
K31.3 ITunopocnasM, He KIacCHPHAIMPOBAHHBIA
B ApYyrux pyopuKax

K58.9 CunapoM pa3npaxeHHOI'0 KUIIETHIKA
6e3 nuapeu

K81 Xoneuuctur

K91.5 TTocTXONEMUCTIKTOMUYECKHH CHHAPOM
N23 ITovyeuHas KOIMKA HEYTOYHEHHAS

N94.6 JIlucmeHopest HEyTOYHEHHast

020.0 Yrpoxarommuii abopt

060 IIpexneBpeMEHHBIE POABI

062.4 I'unepToHUYECKHE,
HEKOOPAWHUPOBAHHBIE

¥ 3aTAHYBIIUECSA COKpAIllCHUS MAaTKH

R10.4 Jlpyrue u HeyTOYHESHHBIE 6014 B
obmacTy XXUBOTA

R19.8 Jlpyrue yTo4HEHHBIE CHMIITOMBI 1
IpH3HAKH, OTHOCSIIHMECS K CHCTEME
TIUIIEBAPEHUS U

K OpIOITHOH MOJIOCTH

R30.1 Tene3aMbl MOYEBOTO ITy3bIPS

102

D;-10odaMIHOBEIE PELIENTOPEI

K21.0 I"'actposszodareabHbli pedIIroke ¢
930(aruToM

K25 sI3Ba xemynka

K26 SI3Ba 1BeHaANATUNEPCTHON KMIIKU
K31.3 IMunopocnasm, He KiaccuGUIMpPOBAHHBIH
B IpyTruXx pyOpHKax

K56 IMapanuTudecKuii HiIeyc U
HEMPOXOAUMOCTD KAIIIEYHHKA 03 TPBIKH
R06.6 MxoTta

R11 TomHoTa 1 pBOTa

R14 MeTreopu3M U POACTBEHHEIE COCTOSHHS

103

B-kxJeTo4HBIH penenTop,
BO3JIEMCTBHE HA KOTOPBIH
NPUBOIUT K BEIpabOTKE

| A80 OcTpslil TOITUOMHUETUT

A80.0 OcTprrit mapalATHIECKUH ITOTHOMHUEIIAT,
aCCOLUMPOBAHHBIN C BAKIIMHOA




3

AHTHTEJ K BUPYCY
HOJIAOMHUETTUTA

A80.1 OcTpblit mapamTUTHYECKHH TOTHOMHUENNT,
BEI3BAHHBIH JUKAM 3aBE3CHHBIM BUPYCOM
A80.2 OcTpblii mapaTUTHYECKUH MOJTMOMHUEINHNT,
BBI3BaHHBIN JUKAM MPUPOTHBIM BUPYCOM
A80.3 OcTpblii mapaTUTUYECKUA TOTHOMHUETHAT
Jpyroi 1 HeyTOYHEHHBIH

A80.4 Ocrpblii HemapanUTHIECCKHA
MIOJTUOMUETIUT

A80.9 OcTpElit MOJMOMHAENUT HEYTOYHEHHBIN

104 | B-xneTo4HbI# peenTop, A84 Knemesoit BupyCHBIi SHIeQanuT
BO3/IeiicTBHE Ha KOTOPBIX A84.1 LlenTpanbHOEBpONIEHCKIH KIIeLEBOH
IIPUBOIMT K BEIpabOTKE SHIEePATUT
AHTHTEN K BUPYCY KJIELIEBOTO
sHIledanuTa

105 | B-kiieTOYHBIN peNEenTop, A95 Xenras nuxopanaka
BO3JIEMCTBHE HA KOTOPHIH A95.0 JlecHas xenras TMXopaaKa
IIPHBOJHT K BEIpabOTKE A95.1 T'opoackas xenras TAXopaaKa
aHTHUTEN K BUPYCY XKEJITOH A95.9 Xenras muxopanka HeyTOYHEHHAs
JTUXOpaaKa

106 | B-xieTo4yHsli pelenrtop, A82 bemenctBo
BO3JieiCTBHE Ha KOTOPBIH A82.0 JlecHoe GemeHCcTBO
NPUBOJIMT K BEIpabOTKe A82.1 T'opoackoe GEIIEHCTBO
aHTUTEI K BHpyCy OeimercTBa | A82.9 beleHCTBO HEYyTOYHEHHOS

107 | B-KJeTO4HEIN PELENTOop, A98.5 I'eMopparu4eckast TMX0OpagKa ¢
BO3JeliCTBHE Ha KOTOPBIH IOYEYHBIM CHHIPOMOM
IPUBOJIMT K BEIPAOOTKe
AQHTHUTEN K BUPYCY
reMopparudecKon JTHXOPaaKy C
ITOYEeYHBIM CHHIPOMOM

108 OOparHas TpaHCKpHIITa3a B18.0 Xponuyeckuit BUPyCHBIH renarut B ¢
BUpyca renarura B JieNbTa-areHTOM

B18.1 Xporuueckuii BUpycHbIif renatut B 6e3
JelbTa-areHra
109 Cdunrosus-1-bocdaTHsie G35 PaccesHHBIH CKIEpO3

PEUECITOPEI

K50 Bonesns Kpona [pernonapHbIi SHTEPUT)
K51 SI3BeHHbI! KOJIUT

140 Ilcopuas
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110

OHKOTeHHBIH OEITKOBBIN
KOMILIEKC - pe3yibTaT
tpancinokauu SSX-SS18 u
SYT - SSX1, SYT — SSX2

C49 3nokauecTBEHHOE HOBOOOpa3oOBaHKe
APYTHX THUTIOB COCAMHHUTEIBHON U MATKHX
TKaHEH

111

Merunrpancdepasa EZH2

C00-C97 3nokauecTBeHHEIE HOBOOOPA30BaHHS

112

sGC-pacTBOpUMBIH
I'yaHWIATIUKIa3HBIH
CTUMYJIATOP

127 Ipyrue (popMbI JIETOYHO-CEpASIHON
HEeI0CTaTOYHOCTH

128 JIpyrue 601€3HH JIETOYHBIX COCY/IOB
150 CepneuHas HEIOCTATOYHOCTD

113

TPK-penentop, BCe IOITHIIEI

C00-C75 3nokadecTBEeHHbIE HOBOOOPA30BaHHS
yTOYHEHHBIX JOKaIH3aLUii, KOTOpBIC
0603HaYEHBI KaK EpBUYHEIE HIIA
IPEANOJIOKHUTEIHHO IEPBHYHbIE, KPOME
HOBOOOpa3oBaHuii MM(OHITHON, KPOBETBOPHOH
¥ POJICTBEHHBIX UM TKaHEH

114

PHK-nonumepasa
KOpPOHaBHPYCOB

A98.4 BoiesHs, BEI3BaHHAs BUpycoM Dbona
B 34.2 KoponaBupycHas HHPEKIHs
HEYTOYHEHHOM JTOKaIHA3aluu

U04 Tspxenslii OCTPEIH pecIMpaTOpHBIH
CHHAPOM, ATHITHYHAA THEBMOHHUSA

U06 BonesHb, BEI3BaHHAs BUPYCOM 3HKa

115

HHIOJIAaMHH- 2.3- TUOKCHUTEeHa3a
(UO1 mm IDOT)

C18 31oKadecTBEHHOE HOBOOOPA3OBaHUe
000109HON KHIIKH

C19 3noxadecTBEHHOEe HOBOOOPa3oBaHue
PEKTOCUTMOHHOTO COEIUHEHUS

C20 310KauecTBEHHOE HOBOOOPA30BaHHE
IPAMOH KMIIIKH

C34 3j0KauecTBEHHOE HOBOOOPa3oOBaHHe
OpOHXOB H JIETKOTO

C43 — C44 MenanoMa u JpyTHe
3J10Ka4eCTBEHHEIE HOBOOOPa30BaHHUA KOXH
C64 —C68 3nokauecTBeHHOE HOBOOOpa3oBaHHE
MOYEBBIX IyTeH

C56 310KauecTBEHHOE HOBOOOPa30BaHHE
SAUYHUKA

116

Bcl-2 (6e3 marubupopanus Bel-
xL u Bcl-w)

C81-C96 3noxadecTBEHHBIE HOBOOOpa30BaHUS
;aMGOUIHOM, KPOBETBOPHON U POICTBEHHBIX
UM TKaHeHd

C91 Jumdoitaapiii neiikos[mamdonerkos]
C92 MueonIHBbIH Neiiko3 [MuenoneiKkos]
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117 NS3/4A 6enok (mpoTeasa) B18.2 Xponuueckuii BupycHblii rematut C
supyca remaruta C u NSSA
6enok Bupyca renaruta C

118 NS5B Genok Bupyca renatata | B18.2 Xponudeckuii BupycHblii rematut C
C u NS5A Genok BUpyca
renatuta C




