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)/ M/ém 2018 1. peracepainonini v B 0690 Ne 997 | 1154

O BHeceHHH H3MeHEHMil B epeueHb GuoMHIIeHel  Iist pa3paGoTKH
CXOXKHX N0 papMaKoTepaNeBTHIECKOMY AeHCTBHIO H yIy4HICHHBIX aHAJI0T0B
MHHOBAIMOHHBIX JIeKaPCTBEHHBIX PENapaToB, yTBePK/AeHHbIH NPHKAa30M
MHHHCTEPCTBa NPOMBIIILJIEHHOCTH H TOProBJIH Poccuiickoii ®enepannu
n MuHnucTepcTBa 31paBooxpaHenus Poccuiickoii @enepaunu ox 19 man 2016 r.
Ne 1605/3081 «O6 yrBepiaeHuH nepednsi GuomMuene 1is pa3paboTKH CXO0XKHX
o apMaKoTepaneBTHIECKOMY /IeHCTBHIO H yJIydIIEHHBIX AHAJI0I0B
HHHOBaIHOHHBIX JIEKAPCTBEHHBIX NIpenapaToB»

Y TBepAMTh IIpHIAracMble H3MEHEHHS, KOTOPEIE BHOCATCS B IICPEHCHD OroMHIIECHEN
s pa3paboTKH CXOXHX IO (apMaKoTepaneBTHISCKOMY JEHCTBHIO M YIy4IIEHHBIX
AHAOFOB WMHHOBAIMOHHBIX JIEKAPCTBEHHBIX MPENapaToB, YTBEP)KACHHBIA IPHKasOM
MuHHECTEPCTBA  NPOMBINIJIEHHOCTH H  TOPrOBIH Poccuiickoit  Penmepanud U
MuHACTEpCTBA  3ApaBoOXpaHeHHuss PoccuicKor @enepanin ot 19 Mmas 2016 T.
Ne 1605/308H «OO6 YTBEpXKAEHHH INepedHs OUOMHINCHEH Ui paspaboTKu CXOXKHUX
0 (apMaKoTepaIeBTHIECKOMY ACHCTBUIO ¥ YyJIYHIICHHBIX AHAJIOTOB HMHHOBA[MOHHBIX
JIeKapCTBEHHBIX IperapaTos» (3aperncTpupoBaH MUHHCTEPCTBOM IOCTHIIMH Poccuiickoit

®enepanun 08 mronsa 2016 ., perucTpalMOHHEIA HOMEP 42464).

/AEHHOCTH W TOPTOBJIH MEHHICTp 3IPaBOOXPaHEHHUS
Poccuiickoii @enepanuu

JI.B. ManTypoB B.U. Cksopuosa




VTBEP)IEHBI

npukasoM Munnpomtopra Poccuw,
Munzapasa Poccun

oty ég{[l, 2018 1. Ne 391 | 175

H3meHeHHs1, KOTOPbIe BHOCSTCS B IepeveHs GMOMHINeHel 115 pa3paboTku
CXO0XKHX 0 (papMaKoTepaneBTHYECKOMY JeHCTBHIO M YJIy4HICHHBIX AHAJIOIOB
HHHOBAIHOHHBIX JIEKAPCTBEHHBIX NPENapaToB, YTBEPKIEHHbI MPUKA30M
MunncTepeTBa NpoMbIIIIeHHOCTH B TOproin Poccniickoii Mexepannu
1 MuHucTepeTBa 31paBooxpanenns Pocceniickoii ®enepanuu ot 19 mas 2016 r.
Ne 1605/3081 «O06 yTBepkaeHHH nepeuns GHOMHIMIEHEH 15 pa3paGoTKH CX0XKHX
no ¢papmakoTepaneBTHUYECKOMY A€ICTBHIO H yJIy4llleHHbIX AHAJIOTOB
HHHOBANIHOHHBLIX JIEKAPCTBEHHBIX NPeNapaToB»

1. I'papy «Hosonorus (3abonepanue) (mo MKB-10)'» myrxrta 12 10mOIHATH
cnoBaMu «G35 PaccesHHBIH CKIIEpo3
MO05 Cepono3uTHBHBIH peBMaTOMIHBINA apTPHUT».
2. Hononuute myHkTamu 97 — 118 cremyromero conepxaHus:

«

R52.0 Octpas 601n

R52.1 IocrosiHHas HeKymupyowascs 60Jb
R52.2 [lpyras nocrosinaast 60115

R52.9 bons HeyTouHeHHas

F32.8 [lpyrue JienpecCUBHEBIE SMTU300bI

F41 JIpyrue TpeBOXXHbIE pacCTpOHCTBA

F41.2 CmemanHoe TpeBOXKHOE U JIETPECCUBHOE
pacCTPOUCTBO

F41 lpyrue TpeBo>KHbBIE pacCTpONUCTBa

F41.2 CmemanHOe TPEeBOXXHOE U JETPECCUBHOE

97 | MrI0-, menbTa-, Kanma-
OIHUOUIHBIE PELIENITOPEI

98 | agpeHepruyecKkue perenTopsl

99 | SHT,, cepoTOHHHOBEIE

peuenTopel
PacCcTPOUCTBO

F32.8 [lpyrue nenpeccCuBHBIE 3TU304bI
F42.8 Jlpyrue o6ceccHBHO-KOMITYJILCUBHBIE
paccTpoicTaa

H81 Hapymenus BecTHOYIApHONH QYHKIIHH
120 Crenoxapaus (rpyaHas xxaba)

120.0 HectaGunpHast cTeHOKapAUA

T75.3 YkaunBaHve npu JBHKEHUU

R51 I'onmoBHas 6011b

100 | okoHYaHHA TyBCTBUTEIBHBIX
BoJIOKOH V, VII nap uepennbIx
HEPBOB




101

dochoamacTepasa

G44.1 Cocyaucras rojioBHas 60ib, He
Knaccu(HIMPOBaHHAS B APYTHX PyOpHKax

K25 S3Ba xeinyaka

K26 SI3Ba nBeHALATUIIEPCTHON KHUIIKH
K29.9 I'actponyoieHUT HEYyTOYHEHHBIH
K31.3 INMunopocnasm, He KJIacCHPUIMPOBAHHbIH
B IpYTHX pyOpHKax

K58.9 Cunnpom pa3apak€HHOr0 KUIIETHUKA
0e3 nuapen

K81 Xonenuctut

K91.5 ITocTX0IeNUCTIKTOMAYECKHH CHHAPOM
N23 INoyeuyHas KOJIMKA HEYTOYHECHHAA

N94.6 JlucMeHOpes: HEyTOYHEHHAs

020.0 Yrpoxarouruii abopt

060 IpexaeBpeMEeHHBIE PO

062.4 ' nepTOHUYECKHE,
HEKOOPAWHUPOBAaHHBIC

¥ 3aTSHYBIIHECS COKPALEHHUSI MATKH

R10.4 JIpyrue u HeyTOYHEHHbIE 601U B
00J1aCTH JXABOTA

R19.8 Jlpyrue yro4HeHHBIE CHMIITOMBI 1
IpU3HAKH, OTHOCAIIUECS K CUCTEME
IUIIeBapeHus 1

K OpIOIIHOH IOJIOCTH

R30.1 Tene3sMbl MOYEBOTO ITy3bIPA

102

D;-10ohaMUHOBBIE PELIENTOPEI

K21.0 I'actpoa3odareanbHbiit peIIroke ¢
330darutToM

K25 sI3Ba xemynka

K26 SI3Ba qBeHAIUATANIEPCTHON KHIITKH
K31.3 ITnnopocnasmM, He KIaccHGUIMpPOBaHHBIN
B IpyTuX pyOpHKax

K56 IMapanuTrdecKuii Hieyc u
HEMPOXOAUMOCTb KHIIIEYHHKA O3 TPBIKH
R06.6 HUxoTta

R11 TomHoTa 1 pBOTA

R14 MeTteopusM U pOACTBEHHBIE COCTOSHHUS

103

B-KkJieTouHBIH penentop,
BO3JIEHCTBHE Ha KOTOPBIA
IPUBOIKT K BEIpaboOTKe

.| A80 OcTpblil NONMOMHENUT

A80.0 Octpsiif HapaMUuTAYECKHUA TIOTHOMHUEIIAT,
acCOLMUPOBAHHBIN C BAKIIMHOM
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AHTHUTEN K BUPYCY
IIOJTAOMUENTATA

A80.1 Octprlif napaTUTHYECKHH IOJTHOMHUEIIUT,
BEI3BaHHBIM THKUM 3aBE€3€HHBIM BUPYCOM
A80.2 OcTpslii MapaTUTUYECKHH [TOJIHOMHETIHT,
BBI3BAHHEIN JUKHM NPHAPOIHBIM BUPYCOM
A80.3 OcTpsliif napaliTHYECKUA TOJTHOMUEITIUT
Jpyro# 1 HeyTOYHECHHEIH

A80.4 Ocrtphlii HeapaTUTHYECKUH
TIOJTMOMHUETTUT

A80.9 OcTpblii MOJMOMHAETUT HEYTOYHEHHBIH

104 | B-xneTO4HBINA peLenTop, A84 KnemeBoii BUpYCHEIH SHIIehATHT
BO3JIEiiCTBHE Ha KOTOPBIH A84.1 IlenTpansHOEBpONeHCKIi KIEIeBo
IIPHBOIHT K BEIpabOTKE sHIedamuT
aHTHTE] K BUPYCY KJIELIEBOT0
sHIedanuTa

105 | B-xneTo4Hbli penenTop, A95 Xenras nuxopazaka
BO3JIciiCTBYE HA KOTOPHIH A95.0 Jlecnas xenTas TMXOpaaKa
IPHBOIHT K BEIpaboOTKe A95.1 TIN'opoxckas xenras Tuxopaaka
aHTUTE] K BUPYCY XKENTOH A95.9 XKenras muxopanka HEyTOTHCHHAs
JIMXOPaJKA

106 | B-kneTouHsli penenTop, AS82 beleHcTBO
BO3eMCTBHAE HA KOTOPEIA A82.0 JlecHO€E H€1eHCTBO
IPUBOIHUT K BEIpabOTKe A82.1 I'opoackoe GeEeHCTBO
aHTUTEN K BUpYCy OemenctBa | A82.9 beieHCTBO HEYTOIHEHHOS

107 | B-KJIeTOYHBIHA pELENTOD, A98.5 I'eMopparuieckas IMXOpanKa C
BO3JEUCTBUE Ha KOTOPBIM IMOYEYHBIM CHHIPOMOM
IPABOIMT K BEIPAOOTKE
AHTHUTEJ K BUPYCY
reMOpparudecKoi TMXopaaKu C
MTOYE€YHBIM CHHAPOMOM

108 OGpaTHas TpaHCKpHUIITa3a B18.0 XpoHuyeckuii BUPYCHBI# renartut B ¢
BUpyca renarura B JeNIbTa-areHTOM

B18.1 Xporudeckuil BAPYCHBIH renatut B 6e3
JeNbTa-areHTa
109 Cunrosun-1-pocoarHeie G35 PaccessHHBIH CKJIEPO3

peuenTopbl

K50 Bonesns Kpona [pernonapHbiit SHTEPHUT]
K51 SI3BeHHBIN KOJHT
LA40 Ilcopnas
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110

OHKOreHHBIH OeTKOBBIN
KOMILIEKC - pe3yJIbTaT
tpancnokanuu SSX-SS18 u
SYT - SSX1, SYT — SSX2

C49 3n0kauecTBEHHOE HOBOOOpa30BaHHE
APYTHX TUIIOB COSNUHUTENBHON U MATKUX
TKaHeH

111

Merunrpancoepaza EZH2

C00-C97 3oxadecTBEHHBIE HOBOOOPA30BaHUS

112

sGC-pacTBOpHMBIi
I'yaHWIaTIUKIA3HBIA
CTUMYIIATOP

127 Ilpyrue GOpMBI JIero4HO-CEpASTHOH
HEIOCTAaTOYHOCTH

128 [Ipyrue 60yie3HH JIETOYHBIX COCY/I0B
150 Cepnequnas HEAOCTATOIHOCTD

113

TPK-penentop, BCE MOATHIIBI

C00-C75 3nokadecTBEHHbIC HOBOOOPa30BaHHUS
yTOYHEHHBIX JIOKAIH3aL1#i, KOTOPBIC
0603Ha4YEHBI KaK IEpBHYHEIC HIIH
IPENOIOKATENBHO IEPBUIHbIE, KPOME
HOBOOGpa3oBaHuil TUM(OHTHON, KPOBETBOPHOM
¥ POICTBEHHBIX MM TKaHEH

114

PHK-nonmMepasa
KOPOHaBHUPYCOB

A98.4 BonesHs, BEI3BaHHAst BUpycoM D6oa
B 34.2 KoponaBupycHas HHGEKIHs
HCYTOYHEHHOM JTOKaIn3aluu

U04 Tspxenslii OCTPBIN peCIIAPaTOPHBIH
CHHPOM, ATHIIMYHASA THEBMOHUS

U06 BoJie3Hb, BEI3BaHHASA BEPYCOM 3HKa

115

HHIOJaMHH- 2.3- TUOKCHT€Ha3a
(U101 wmm IDO1)

C18 3110KauecTBEHHOE HOBOOOpa3oBaHKe
000109HOM KUIIIKH

C19 3nokauecTBEHHOE HOBOOOpa3OBaHKe
PEKTOCHI'MOUIHOTO COSTHHEHUS

C20 3n0KauecTBEHHOE HOBOOOPa30BaHHUe
IPAMOM KUIITKH

C34 350KkauecTBEHHOE HOBOOOpa3oBaHUe
OpPOHXOB H JIETKOTO

C43 — C44 MenanoMa u Ipyrue
3JI0Ka4eCTBEHHbIE HOBOOOPa30BaHHU KOXH
C64 —C68 3noKkauecTBEHHOE HOBOOOPa30BaHHUe
MOYEBBIX ITyTEH

C56 3n0KaueCTBEHHOE HOBOOOpa30BaHHUE
AAYHUKA

116

Bcl-2 (6e3 nuarubuposanus Bcl-
xL u Bcl-w)

C81-C96 3noxadecTBeHHbIE HOBOOOpa30BaHUS
M(OUIHOM, KPOBETBOPHOM 1 POJICTBEHHBIX
UM TKaHEH

C91 Jlumboiinasiit nefiko3[mumdoneiikos]
C92 MuenouaHbii neiiko3 [Muenoneiixos]
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117

NS3/4A Genok (npoTeasa)
supyca renatuta C u NSSA
6enok Bupyca remaruta C

B18.2 Xpouuueckuii BupycHblit rematut C

118

NS5B Genok BUpyca renarara
C u NS5A 6Genok Bupyca
renatuta C

B18.2 Xponudeckuii BupycHslii rematut C

»,




