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«HoBapTUC» HaUUMHaeT KIIMHUUYECKOe UccrnegoBaHue
acdPeKTUBHOCTHU NpenapaTta PYKCONUTUHUO Yy NaLMEeHTOB
c TAxenou ¢popmoun COVID-19

anp 03, 2020

o Komnanusa o6bABWNa 0 niaHax rno 3amycky HOBOIO KITMHWUYECKOrO UCCIe0BaHusa s OLEeHKU UCMONb30BaHuA
npenapara pyKConuTUHUO y NaLMEHTOB C KOPOHaBUpPYcHOM HeKUKnein COVID-19, conpoBoxaatoLeinca
LIMTOKMHOBBIM LUTOPMOM.

o LIMTOKMHOBbLIM LUTOPM — 3TO Upe3MepHaa peakuua UMMYHHOW CUCTEMEI B TAXXENON POpMe, KOTopasa MOXET BO3HUKHYTb
B pesynbTaTe KOPOHABUPYCHOM UHDEKLMUM U CTaTb AOMOMHUTENbHLIM (GaKTOPOM Pa3BUTUA AbiXaTeSbHOM
HeZOoCTaTO4YHOCTH y naumeHTos ¢ COVID-191-3

o JIOKITMHUYECKME M NpeaABapUTESbHbBIE KITMHUYECKME AaHHbIE CBMAETENBLCTBYHOT O TOM, YTO NPUEM
NPOTMBOOMYXONEBOro npenapata PyKCONMMTUHUO MOXET YMEHbLLUWTL YACIIO NALMEHTOB, HY)XXAAIOLLMXCH B UHTEHCUBHOM
Tepanuu u UCKYCCTBEHHOW BEHTUALMM NETKUX.

e «HoBapTuc» 3anyckaeT nporpaMmMy OperMcTalMoHHOro NpUMeHeHUa npenapara And nevexnua nauyveHtos ¢ COVID-
19 1 obecneunt HecrnepeborHyO NOCTaBKY PyKCONUTUHMOA MO 0A0BPEHHBIM B HACTOALLEE BPEMA NOKa3aHUAM.

Basenb, 3 anpens, 2020 roga— KomnaHua «HoBaptuc» 06bABMIA 0 NNaHax HayaTb KIMHWYecKue uccnegosanus ||

¢ asbl B COTpyAHUYECTBE C PpapmMaLeBTMUECKON koprnopaunen Incyte, KOTopble MOMOryT OLUEHUTb 3D PEKTUBHOCTb
npenapara pyKCoNMTUHUG Ana Tepanvu Takon TAXenon GopMbl Upe3MepPHON peakL M UMMYHHOM CUCTEMBI, KaK
LUMTOKMHOBBIN WTopM. [Ina nauneHToB ¢ COVID-19 3T0 cOCTOAHME MOXET NPUBECTM K ONACHBLIM A1 XM3HU OCIIOXHEHUAM
AblxaTenbHoM cuctembl1-3.

Komnanua «HoBapTuc» npuHANa peLleHne paccMoTPeTb AENCTBUE PYKCONUTUHWOA B HOBOM ANf NpenapaTa nokasaHuu,
OCHOBbIBAACh Ha AOKITUHUYECKUX U NpeABapUTeNbHbIX KITMHUYECKUX AaHHbIX, a Takke Ha NOATBEPKAEHHbBIX CBEAEHUAX O
6e30mnacHoCT! U 3P PEKTUBHOCTHM Npenapara npu 0CTPoW peakuuu «TpaHCnnaHTaT NpoTUB X03AnHa» U
MUernonponugepaTMBHbIX HOBOOBPa3oBaHKAX y nauueHTa. MccnenoBaHue No3BONMMUT OLEHWUTb 3P PEKTUBHOCTb
pyKconuTUHWOA B coueTaHuu co ctaHaapToM Tepanuu (CT) No cpaBHEHUIO C NPUMEHEHWEM Tornbko CT y nauneHToB ¢
TAXenou nHeemoHnen COVID-19, Bbi3aBaHHON 3apaxeHnem kopoHasupycom SARS-CoV-2.

«KomMnaHua npeanpuHUMaeT psa Mep AN Toro, 4Tobbl yAOBNETBOPUTL NOTPEBHOCTU MUPOBOrO COOBLLECTBA,
BO3HWKatoLLMe B cBA3K ¢ naHaemueint COVID-19. B ToM uncne Mbl NPOBOAMM OLEHKY Hallero nopTdens npenapartos, YToObl
MOHATb, MOXHO /M UCMONb30BaTb Kakue-Mbo CyLLecTBYHOLLME METOAbI Tepanuu «HoBapTUC» MO MHbIM NOKa3aHUAM, KpoMe
y)xxe 0A06peHHbIX, — cooblmn hkoH Llai (John Tsai), pykoBoanTtenb otaena rnodanbHelx paspaboToK NeKkapcTBEHHbIX
cpeacTs U rrnodanbHbii MeAULMHCKWI AMPEKTOP KOMMaHuK «HoBapTuc». — To, UTo [DKakasu (PYKCONUMTUMHUO) NOTEeHLUabHO
MoXeT cnocobcTeBoBaTb 6osiee BbICTPOMY Bbi3A0POBNEHHMI0 nayneHToB ¢ COVID-19, cHUXeHUto HeobXoaAUMMOCTH B
MHTEHCWBHOW Tepanuu 1 UCKYCCTBEHHOW BEHTUNALMM JIEMKMUX, COBEPLUEHHO TOYHO 3acCiyXuBaeT AasibHENLLIEro 3yyeHus.
Ceiuac Mbl cTapaemcs Kak MOXHO BbICTpee 3aBepLUMTh pa3paboTky nnaHa KIMHUYECKOro UCCefoBaHueA, BKIOUYUTL B HETO
nauueHTOoB, a Takke 3anycTuTb npouecc obecneyeHns AoCTyna K Tepanvu And naynMeHToB, KOTOpble HE MOTYT y4acTBOBaTh
B UCCNeaoBaHUK».

YuutbiBana BbICTPOE pacnpocTpaHeHue naHaemMun, KoMnaHua «HoeapTuc» Takke paspabaTtbiBaeT MeXayHapoaHyo
nporpamMmMy AopPerncTpaLnoHHOro NpUMMEHeHUs npenapara And nayuMeHToB, KOTOpPbIe He MOryT y4acTBoBaTb B rnodanbHOM
uccrneaosaHuu. Mporpavma Byaet AeMCTBOBaTL B COOTBETCTBUM C MECTHLIM 3aKOHOAATENbCTBOM CTPAH-Y4YaCTHUKOB.
Kpome Toro, KomnaHus npeanpuHUMaeT Bce HeoOXoAnMbIE Laru ¢ Lenbto yA0BNeTBOPEHUA OXXMAAEeMOoro yBennyeHna
cnpoca Ha npenapar PyKConMTUHKUO AnA neyexus nauueHtToB ¢ COVID-19 npu nonHom obecneyeHnu JaHHbIM
NeKapcTBEHHbIM CpeAcTBOM 60SbHbIX, MPUHUMAIOLLMX NpenapaT Nno y)xe 0400peHHbIM NOoKa3aHWAM.

O npenapaTte pyKCONUTUHHUO

PyKkconuTuHMG ABnaeTcA nepopasnbHbIM MHIMOUTOPOM TVIpO3]VI_}-|§(VIHa3 JAK1 1 JAK2. MpenapaT ofobpeH EBponeiickoii



KOMMCCHEN ANA NeYeHna B3POCTbIX NALMEHTOB C UCTUHHON nonmunTemunen (UM), pesucTeHTHbIX K TMAPOKCMMOYEBUHE UMK B
Cryyae ee HenepeHOCUMMOCTH, a TaKke Anf fieyeHns 00yCcnoBneHHon 3aboneBaHeM CreHOMeranimm UM CUMNTOMOB Y
B3POC/IbIX MALMEHTOB C NepPBUYHBIM MHUEN0odHUBpo3oM (MD, Takke M3BECTHLIM KaK XPOHMUYECKUA nanonatudeckuin Md), Md
rnocrne UCTUHHOW MONULMUTEMUM UIM 3CCEHLManbHOM TpombounTemumn. Jnsa neuennsa MO pykconutninb onobpeH B 101
CTpaHe, a And NeYyeHns UCTUHHOW nonuuuTemun — B Gornee Yem 75 cTpaHax, Britouas Poccuio. KOHKpeTHbIe NoKasaHus K
Ha3HAYeHUIO Npenaparta PYKCONMUTUHUO B pasHbIX CTpaHax MOryT OTNinYaTthcsA. B perynaTopHble opraHbl No BCeMy MUPY
NPOAOMKAOT NoZaBaTbCA HOBbIE 3aABku No M u UI1.

PexomeHaoBaHHaA HauanbHaa fo3a npenapata pykconuTuHuo npu UM coctasnaeT 10 Mr Ana nepopanbHOro npvema 2
pasa B cyTku. PexomeHaoBaHHaA HauanbHaa [o3a pyKconuTuHub npu M coctasnaeT 15 Mr nepopansHo 2 pasa B CyTKU Y
nayMeHToB ¢ ypoBHeM TpoMbouuTtoB 100-200x109/n , a npu ypoBHe TpomboumnToB > 200 x 109/n — 20 Mr 2 pasa B CYTKM.
JonyckaeTca TMTpaumMs 03 ¢ yueToM pakTopoB 6€30MacHOCTU M 3 PEKTUBHOCTU. 1A pekoMeHAauui 0 HauanbHoW f03e
npv M® 1 UM y nayneHToB ¢ ypoBHEM TpoMbBouuToB B AnanasoHe 50 -100x109/n BecbMma orpaHuyYeHHbIH 06beM
nHpopmaumn. MakcumaneHaa pekoMeHAoBaHHaA HavanbHana Ao3a y 3TUX NalMeHToB cocTasnaeT 5 Mr 2 pasa B CyTKu. [pu
BEJeHWUM AaHHbIX NaLUEHTOB K TUTpaLuu creayeT NOAXOAUTb C OCTOPOXKHOCTHIO.4

IhxakaBn® — 3aperncTpmMpoBaHHbIM TOBAPHbIN 3HaK KoMnaHun «HosapTuc Al» 3a npeaenavv CLUA. xakadn® —
3aperMcTpupoBaHHbI TOBapHbIM 3Hak «MHcanT KopnopenwH» B CLUA.

BaxHas uHdpopmauua o 6esonacHoOCTH npenapara pyKCONUTUHUG nNpyu neueHnn muenocpubposa (M®P) U UCTUHHOM
nonuuutemuu (UM)

PYyKCONMUTUHMO MOXET BbI3BaTb CEPbe3HbIE MOOOUYHbIE 3P PEKTHI, BKIHOUYAA CHUXEHUE KOTMUECTBA KITETOK KPOBU U pasBuTHe
UHEKUMIA. PekoMeHA0BaH KOHTPOMb 0BLLEro KMMHUYECKOro aHanuaa KpoBu. MNpu nto6oM HapyLLUEHUU GYHKLUK NEYEHU USTU
TAXENOM HapyLLeHMU OYHKLKUK NOYEK, a Takke B Crlyyae pasBuTUA reMaToNorMyecknx HexenaTerbHbIX peakunii, Takux Kak
TPOMOOLMTONEHNA, aHEMUA U HEUTPOMNEHUSA, MOXET NOTPEBOBATLCA CHWXEHWE A03bl UM NPUOCTAHOBKA Tepanuu. Kpome
TOr0, PEKOMEHAYETCA CHWXaTb 03y NPU COBMECTHOM NPUMEHEHWM NpenapaTa PyKCONMTUHUO C MOLLHBIMU MHTMOUTOpPaMU
CYP3A4 unu ¢pnykoHasosnom. MprMeHATb pyKCONUTUHUO BO BpeMst BEpeMEHHOCTH HE PEKOMEHAYETCH, U BO BpeEMS
Tepanuu npenapaTom XeHLuHam crieayet usberatb 6epeMEHHOCTH, a TaKKe KOPMIIEHUA rpyabto. OnucaHsl crnyyau
nporpeccupytoLLein MynbTudokansHon nekoaHuedanonatum (MMJ1). Bpayam cneayeTt ¢ HACTOPOXEHHOCTLIO MOAXOANTb K
BbIAABIEHUIO HEMPOMNCUXMATPUUECKON CUMNTOMATHKK, NnossonatoLlen sanofos3pute MNMMJ1. Y naymeHToB ¢ XpPOHUYECKUMM
MHOEKUMAMM, Bbl3biBAEMBIMU BUPYCOM renatuTa B, onucaHbl criyyau noBbllLEeHWA BUPYCOMOMMUYECKOW Harpysku (TUTPOB
JHK k Bupycy renatuta B). JleueHne 1 MOHUTOPUHI NALUEHTOB C XPOHUYECKUM BUPYCHBLIM renatuTtoM B AokHbI
OCYLLECTBNATLCHA B COOTBETCTBUMU C KITMHUYECKUMM PYKOBOACTBaMMU. Y NaLMeHTOB, NOMyYaBLUUX PYKCONMTUHMO, onucaHsbl
cryyav passuTua HemenaHoMHoro paka koxu (HMPK). PekomeHaoBaH nepuoanyecknii OCMOTP KOXHbIX MOKpoBOB. OueHb
4yacTo BCTpevaroLneca HexxenatenbHble ABneHnA npu MO (>10%) BKIOYAOT MHDEKL UK MOYEBBIX MyTEW, aHEMMIO,
TPOMOOLMTONEHWIO, HEWTPONEHUIO, TUMEPXONECTEPUHEMMIO, FONOBOKPYXEHHUE, FONOBHYHO 60/b, NOBLILLEHWE YPOBHSA
anaHMHaMuMHoTpaHcdepasbl M acnaptaTaMMHoTpaHchepasbl, NOAKOXHbLIE KPOBOMOATEKHU U yBENMUEHWEe Macchl Tena. Yacto
BCTpeuvaroLneca HexenaTtenbHble asneHna npu Mo (1-10%) BknroyaroT onoAackIBaoLLUiA NuLLan 1 MetTeopuam. Heyacto
BCTpeyvaroLmecs HexxenatenbHble AsneHvs npu M® Brtovatot Ty6epkynes. OYeHb YacTo BCTpeyaroLuecs
HexenatesbHble ABneHua npu UMM (> 10%) BKNOYAT aHEMUIO, TPOMOOLIMTONEHUIO, TMNEPX0SIECTEPUHEMMUIO,
rMNepTPUrIMLEPUAEMUIO, FTOSIOBOKPYXEHUE, NOBLILLEHWE YPOBHA anaHuHaMuHoTpaHchepass! v
acnaptatamMuHoTpaHcdepasbl. HacTto BeTpeyatowmeca HexenartenbHble asnenua npu MMM (1-10%) BrnrovaroT nHOEKL MK
MOUYEBbIX MyTEMN, ONOACHIBAIOLLMKA NULLAKN, YBENUMYEHUE MACChI TeNa, 3anop U rmnepTeH3uIo.

[MONHOCTBIO MHCTPYKLMA MO NPUMEHEHMIO Npenapara pasMeLleHa Ha canTe hitps:/www.novartis.com/ru-ru.

O «HoBapTuc»

«HoBapTuc» paboTtaeT, nepeocmbiCriMBan NOAXOA K MeAWLMHE pasu yiydlleHnsa KauecTsa U NPOAOSIKUTENBHOCTH KU3HH
noaen. AsnAAck BeayLlen MexayHapoaHOW dpapmaLeBTUYECKON KOMMaHWeNn, Mbl NPUMEHAEM HOBEMNLLME HayYHble
AOCTUXEHUA U LMPPOBbLIE TEXHOOMMU NPYU CO3AaHUM MHHOBALMOHHBIX MPenapaToB AnA PeLleHna camblX OCTPbIX MEAMKO-
coumnanbHbix Npobrem. «HoBapTUC» Ha NPOTAXEHUM MHOTUX NIET BXOAWUT B BEPXHWE CTPOUYKU MEXAYHAPOAHBIX PENTUHIOB
KOMMaHWI1, MHBECTUPYIOLLMX B UCCeaoBaHUA W paspaboTku. Halum npenapatsl nony4aroT cebille 750 MUNIMOHOB YeroBek
Mo BCeMy MMPY, U Mbl MOCTOAHHO paboTaem HaZ NOMCKOM MHHOBALMOHHLIX PELLUEHUI ANA yBENMMYeHnsa A0CTyna nayMeHToB
K HeobxoauMoi Tepanuu. B komnaHusax rpynnel «HoBapTuc» padoTatot nopsaaka 105 000 coTpyAHWUKOB, NpeACTaBnALLMX
140 HauuoHanbHocTe. Y3HaTtb noapobHee o «<HosapTuc» MRR@Io Ha caiTe https:/www.novartis.com. Mudopmauma o
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rpynne komnaHun «HosapTtuc» B Poccum agoctynHa Ha cawnte hitps://www.novartis.com/ru-ru.
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