O BHeCeHuu U3MeHeHUMn B nepeyeHb buomuieHen pns
pa3paboTkmu cxoXxXux no papMmakoTepaneBTU4ECKOMY AeNCTBUIO U
yJlyYylleHHbIX aHAaJIOrOB UHHOBALMOHHbIX JIEKAPCTBEHHbIX
npenapaToB, YTBepP>XAEeHHbIA NPUKa3oM MUHUCTepCTBa
NPOMBILLJIEHHOCTU U TOproeaun Poccunckon depepauum...

Mpuka3 MUHMCTePCTBa MPOMbILLIEHHOCTW 1 Toproean Poccuickon ®epepaumm - Ne 991/115H - o1 22.03.2018 -
[encteyeT 6€3 n3MeHeHuin

MUHWCTEPCTBO MPOMBbILLIEHHOCTW 1 TOPF OB/
POCCUNCKOWN ®ELEPALIAN

MWHWCTEPCTBO 3[IPABOOXPAHEHWS POCCUNCKOW ®ELEPALAN
MPUKA3
MOCKBA

22 mapTa 2018 r. Ne 991/115H

O BHECEHUUN N3MEHEHUI B NepeyeHb bromulleHen ans pa3paboTku
CXOXUX N0 hapMakoTepaneBTUYeCKOMY AEACTBUIO U YAYYLLEHHbIX
QHaJIoroB MHHOBALMOHHbIX JIeKapCTBEHHbIX NPenapaTos,
YyTBEPXAEHHbI MPMKa3oM MUHUCTEPCTBA NPOMbILLIIEHHOCTY 1
Toproean Poccninckon ®egepaunm n MUHUCTEPCTBA
3[paBooxpaHeHns Poccunckon ®egepauum ot 19 masa 2016 .

Ne 1605/308H "O6 yTBEpPXAEHUM NEpeYHs buomuleHen 4ns
pa3paboTKy CX0XUX Mo hapMakoTepaneBTUYECKOMY OENCTBUIO U
YAyYLeHHbIX aHaJIoro0B NHHOBALIMOHHbIX JIEKAPCTBEHHbIX
npenapaTtos"

3aperncTpupoaH MuHiocTom Poccnm 10 anpensa 2018 r.
PernctpauunoHHbin Ne 50696

YTBEepAnTb Npuiaraemblie N3MEHEeHNs, KOTOpble BHOCATCS B MepeyeHb
BromuweHen Ang pa3paboTKy CXOXMX MO hapMakoTepaneBTUYeCKoMy
LENCTBUIO 1 YAYYLIEHHbIX aHAIOrOB MHHOBALIMOHHbIX JIEKaPCTBEHHbIX
npenapaTos, YTBEP)XAEHHbIN NPUKa3oM MUHUCTEPCTBA NPOMBILLIEHHOCTY U
Toprosau Poccuinckon ®epepaLimm n MMHUCTEPCTBA 34paBOOXPaHEHNS
Poccuinckon ®epepaumm ot 19 maa 2016 r. Ne 1605/308H "06 yTBEpPXACHUN
nepeyHs bromueHen ona pa3paboTky CX0XMX No hapMakoTepaneBTUYeCKOMY
LENCTBUIO 1 YAYYLIEHHbIX aHAJIOrOB MHHOBALIMOHHbIX JIEKaPCTBEHHbIX
npenapaToB" (3aperncTpuposaH MMHUCTEPCTBOM OCTULINN POCCUINCKON
®epepaumm 08 nioHa 2016 r., perncTpaLmMoHHbIN HoMep 42464).

MWHUCTP NPOMbILLIAEHHOCTU 1 TOProBaK
Poccunckon ®epepaunn [.B.MaHTypoB

MWHUCTP 34pPaBOOXPaHEHUS
Poccuinckon ®epepaunn B./.CkBopLoBa

YTBEP>XEHbI
npuka3om MuHnpomTopra Poccuu,
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MwuH3gpaBa Poccun
oT 22 mapTa 2018 r. Ne 991/115H

I3MeHeHUs, KOTOpblE BHOCATCS B MepeyeHb bromMniieHen ans
pa3paboTKy CXOXKMX MO (hapMakoTepaneBTUYeCKOMY AENCTBUIO U
YNYYLWEHHbIX aHaI0roB MHHOBALIMOHHBIX JIeKapPCTBEHHbIX
npenapaToB, YTBEP)KAEHHbIN NprMKa3oM MUHUCTepCTBa
NPOMBILLNEHHOCTY 1 TOproeau Poccuinckon depepalmm u
MuHmncTepcTBa 34paBooxpaHeHuns Poccuinckon ®egepaumm ot

19 maa 2016 r. Ne 1605/308H "O6 yTBEp>XAEHMMN NEpeYHS
brommnLleHen ans pa3paboTKn CXOXKKX MO
thapMakoTepaneBTUYECKOMY AENCTBUIO U YyYLUEHHbIX aHan0ros
WHHOBALIMOHHbLIX JIeKapCTBEHHbIX npenapaTos”

1. F'pady "Ho3zonorus (3aboneeaHune) (no MKB-10)-1" nyHkTa 12
AONONHWUTL cnoBaMu "G35 PaccesiHHbIN CKepo3

MO05 Cepono3nTMBHbLIA PEBMAaTOUAHbIA apTPUT".

2. [ononHUTb NyHKTamMu 97 - 118 cnefyrowlero cogepxaHus:

|- | |
| 97 |mio-, penbTa-, |[R52.0 OcTpas 60b |

| [kanna-onvongHele peuenTtopsl [R52.1 MocTosaHHaa Hekynupytowasncs 60b |
| | |R52.2 Opyras nocTtosHHas 60nb |

| | |R52.9 Bonb HeyTO4YHEHHas |

|- | |

| 98 |anpeHeprunyeckue peuenTopsbl [F32.8 Opyrue nenpeccuBHbIe 3NKU304bl |
| | [FA1 Opyrue TpeBOXKHble pacCcTpoNCTBa |

| | [F41.2 CMelwaHHOEe TPEBOXHOE 1 LenpecCUBHOE |

| | [paccTponcTso |

|- | |

| 99 |5HT cepoToHUHOBLIE |F41 [ipyrue TPeBOXHbIE PacCTPONCTBA |

| | 2¢ |[F41.2 CMelwaHHOe TPeBOXKHOE 1 AeNpeccMBHOE |

| [peuenTopsl |paccTPONCTBO |

| | [F32.8 Opyrue oenpeccmBHbIe 3nnU304bl |

| | [F42.8 Opyrve 06CeccMBHO-KOMMYIbCUBHBIE |

| | [paccTponcTsa |

|- | |

|100 |okoH4YaHMA YyBCTBMTEbHbLIX |H81 HapylweHus BecTubynsapHOn yHKLMK |
| [BonokoH V, VIl nap [1I20 CteHokapaus (rpyaHas xaba) |

| |[4epenHbix HepBoB |120.0 HecTabunbHasa cTeHoKapauns |

| | [T75.3 YkauymBaHue npu OBUXEHWN |

| | |R51 FonoBHas 6oneb |

|- | |

[101 |chocthopmacTepasa |G44.1 CocyamcTas rosoBHas 60b, He |

| | [knaccugmumpoBaHHas B Apyrux pybpukax |

| | |[K25 f13Ba xenynka |

| | |K26 f13Ba ABeHaALATUNEPCTHOWN KULLKY |

| | |[K29.9 F'acTpoAyoneHUT HEYTOYHEHHbIN |

| | |[K31.3 Munopocna3Mm, He KNnacCMULMPOBaHHbLIN |
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|| |B Apyrux pybpukax |

| | [K58.9 CuHApOM pa3gparkeHHOro KuweyHrka 6es|

|| [nnapen |

| | [K81 XoneuncTut |

| | [K91.5 MoCTX0NELMCTIKTOMNYECKNIA CUHAPOM |

| | IN23 NMoyeyHasn KosiMka HeYTOYHEHHaS |

| | IN94.6 OucmeHopes HeYTOYHEHHAA |

| | |020.0 Yrpoxatowumin abopT |

| | |O60 MpexaeBpeMeHHbIe POAbI |

| | |062.4 TnepToHUYeCKMe, HEKOOPAUHNPOBAHHbIE|

| | v 3aTaHyBLUMECS COKPALLEHNSA MaTKK |

| | |R10.4 Opyrue n HeyTOo4YHEeHHbIe 601 B |

| | |obnacTu xmBoTa |

| | |R19.8 Lpyrne yTO4HEHHbIE CUMMTOMbI U |

| | [npu3Hakuy, oTHoCALWMECS K cucteme |

| | [MnwieBapeHus n K GpIoLWHOM NONOCTH |

| | |R30.1 TeHe3Mbl MOYEBOI0 My3bIpS |

|- | |

|102 |D -pohamumHoBble peuenTopsl |[K21.0 MacTpoa3odareanbHbii pedhioKc C |
| | 2 |330charuTom |

| | |K25 A3Ba xenyaka |

| | |K26 f13Ba ABeHaALA@TUNEPCTHOWN KULLKY |

| | [K31.3 Munopocnasm, He KNacCUULNPOBaHHLIN |

| | |8 Apyrux pybpukax |

| | [K56 MapannTuyecknin nneyc n HeNnpoXoanMoCTb|

| | [KnweyHnka 6e3 rpbixu |

| | |RO6.6 NkoTa |

| | IR11 TowHoTa v pBOTA |

| | |R14 MeTeopun3M 1 pOACTBEHHbIE COCTOAHNUS |

|- | |

|103 |B-kneTou4HbIn peuenTop, |A80 OCTpbIN NOANOMUENUT |

| |Bo3pencTsme Ha KoTopbln |A80.0 OCTpbIN NapannuTUYEeCKMn NOANOMUENIT, |
| [nprBOAUT K BbIpaboTKe [aCcCOLUNPOBAHHBIA C BAKLMHOW |

| [aHTUTEN K BUpycy |A80.1 OCTpbIN NapasuTUYECKUA NOANOMUENIT, |
| [nonmommnenmnTa |BbI3BaHHbLIN AUKUM 3aBE3EHHbBIM BUPYCOM |

| | |A80.2 OcCTpbit MapanuTUYeCcKnii NOANOMUENUT, |

| | |BbI3BAHHBIN AMKMM NPUPOLHbLIM BUPYCOM |

| | |A80.3 OCTpbin NapanMTUYeCKnii NOANOMUENNT |

| | |Bpyron n HeyTOYHEHHbIN |

| | |JA80.4 OcCTpbIi HEMAPaNUTUYECKNIA NOANOMUENUT|

| | |A80.9 OCTpbiIlt MOSIMOMUENUT HEYTOYHEHHbBIN |

|- | |

|104 |B-kneTo4HbIN peuenTop, |A84 Knelyesol BUPYCHbIN HUE(hanunT |
| |Bo3pencTBume Ha KoTopbl |A84.1 LleHTpasbHOEBPONEenCKniA KneLeson |
| [npuBoAUT K BbipaboTKe |3HULEDANNT |

| [aHTUTEN K BUpYCYy Knewesoro| |

| |]aHUEManuTa | |
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|105 |B-kneTo4HbIN peuenTop, [A95 XKenTas nnxopagka |

| |Bo3pencTBme Ha KoTopbin |A95.0 JlecHas xxenTas AMxopagka |

| InpuBoauT K BbipaboTke |A95.1 MopoacKas xenTas Anxopanka |

| [aHTUTEN K BUpYCYy XenTon |A95.9 XenTas nuxopanka HeyTOYHEHHas |
| [nmxopagnku | |

|--=] | |

|106 |B-kneTo4HbIN peuenTop, |A82 belueHCTBO |

| [Bo3pencTBme Ha KoTopbin |A82.0 JlecHoe BelleHCTBO |

| [npnBoAUT K BoipaboTke |A82.1 Mopoackoe belweHCTBoO |

| [aHTUTEN K BUpycy belweHcTBalA82.9 belleHCTBO HEYTOYHEHHOE |
[--=] | |

|107 |B-kneTou4HbIn peuenTop, |A98.5 FemMopparnyeckas nmxopaaka c |
| [BO3pencTBMeE Ha KOTOPbLIN |NOYeYHbIM CUHAPOMOM |

| [npuBoAUT K BbipaboTke | |

| [aHTUTEN K BUpYCY | |

| [remopparunyeckon nnxopanku | |

| |c noYeYHbIM CUHAPOMOM | |

|--=] | |

|108 |O6paTHasa TpaHckpunTasa |[B18.0 XpoHUYeCKUin BUPYCHbIA renaTuT B ¢ |
| [Bupyca renaTuTa B |genbTa-areHToM |

| | |B18.1 XpoHWNYeCKNiA BUPYCHbIN renaTuT B 6e3 |

| | |zenbTa-areHTa |

[--=] | |

[109 |ChmHrosmH-1-pochaTHble |G35 PaccessHHbIN CKIepos |

| [peuenTopsl |[K50 Bone3Hb KpoHa [pervioHapHbin 3HTepuT] |

| | [K51 S13BEHHBIN KOUT |

| | |L40 Mcopwas3s |

[--=] | |

|110 |OHKoreHHbIn 6enkoBbIf |[C49 3n0kavyecTBeHHOE HOBOOBpa3oBaHue |
| [komMnnekc - pesynbTaT |APYrux TUMOB COEAUHUTENBHON N MATKKX |

| [TpaHcnokauum SSX-SS18 n |TkaHen |

| SYT - SSX1, SYT - SSX2 | |

|- | |

|111 [MeTunTpaHchepasa EZH2 |CO0 - C97 3nokavyecTBEeHHbIE HOBOOBpPa3oBaHMA|
|- | |

[112 |sGC-pacTBOpUMbIV [127 Opyrue popMbl 1ero4yHo-CepaeyHon |

| [r'yaHunaTuMKnasHbl [He[oCTaTOYHOCTY |

| |[cTumynaTop |128 Opyrue 601e3HM NeroyHbIX COCyaoB |

| | |150 CepaeyHas HefoCTaTOYHOCTD |

|- | |

|113 |TPK-peuenTop, Bce noaTunbl |COO0 - C75 3nokavecTBeHHbIe HOBOOHOPa3oBaHMS|
| | [yTOYHEHHbBIX NOKanM3auun, KoTopsble |

| | |[obo3Ha4eHbl Kak NepBUYHbLIE UAN |

| | [NpeanonoXXnTensHoO NepBuYHble, KPOME |

| | [HoBOOGpPa30BaHUA NTMMGONLHON, KPOBETBOPHOW |

| | [n poACTBEHHBIX UM TKaHem |

|114 |PHK-nonmmepa3sa |A98.4 bonesHb, Bbi3BaHHas BUpYycom 360na |

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru

CTtp.4m35



| |[kopoHaBuMpycoB |B34.2 KopoHaBunpycHas HMeKLUNs |
| | [HeyTOYHEHHOW NoKanu3aunu |

| | [UO4 Tsxkenblin OCTPbIN pecnupaToOpHbIA CUHAPOM, |

| | [ATMNMYHaa NnHeBMOHMS |

| | [UO6 BonesHb, BbI3BaHHasA BUPYCOM 3KKa |

|- | |
|115 |[mHponamuu- 2.3- |C18 3n10kavyecTBeHHOE HOBOOOpa3oBaHue |
| |[anokcureHasa (MOO1 nan |06of04HON KULLKMK |

| IDO1) |C19 3nokavecTBeHHOE HOBOOBpPa3oBaHue |

| | [peKTOCUIrMOMAHOIO COeAMHEHNS |

| | |[C20 3nokavecTBEHHOE HOBOOOPa30oBaHuMe |

| | [npamoin Knwku |

| | |C34 3noka4ecTBeHHOE HOBOOBpa3oBaHMe |

| | |6BpoHXx0B 1 nerkoro |

| | |C43 - C44 MenaHoMa v apyrue |

| | |3noKayecTBEHHbIE HOBOOOPA30BaHUS KOXM |

| | |C64 - C68 3nokayvecTBeHHOe HOBOOBpa3oBaHue)|

| | [ImoyeBbIX nyTen |

| | |IC56 3nokavecTBeHHOE HOBOOOpPa3oBaHuUe |

| | [anyHmKa |

|116 |Bc1-2 (6e3 nHrubuposaHus |C81 - C96 3nokavecTBeHHbIe HOBOOOPa3oBaHMS|

| [Bcl-xL n Bcl-w) |[numconaHon, KPOBETBOPHOM N POLCTBEHHbLIX M|

| | |[TkaHen |

| | |C91 InmdporaHbIA nerko3s[nmmponeinkos] |

| | |C92 MunenonaHbI nenko3 [Mmenonenkos] |

|- | |

[117 |NS3/4A 6enok (npoTeasa) |B18.2 XpoHuyeckuin BUpycHbin renatuT C |
| |supyca renaTtuta C n NS5A | |

| |6enok Bupyca renatmnta C | |

|- | |

|118 [NS5B 6enok Bupyca renatnta|B18.2 XpoHn4ecKkuin BUpyCHbIA renatuTt C |
| |C n NS5A 6enok Bupyca | |

| [renatuta C | |
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