
Msrncrcpcrro 31peloorpaEcrf, r
Poccxicnoi OcAcpeqar

OEAEPAJIbHAf, C.ITY]I(EA NO HAJI3OPY
B COEPE 3APABOOXPAHEHTIfl

(PoC3APABHAASOP)

Onsnrcxa.s nlr. 4, sII,, l, Moclca, 109074

Tercooa; (495) 698 45 3t; 698 15 74

// /./ ,l()// M 0ft1. /glj /././

Ha Ns

O nogrx nagnrx no 6e3onacHocrg
reKapcrBeHHoro IIpenapaTa

r acurua

ilu{u!{lxuuulil

Cy6lerru o6paureHr4t
neKapcTBeHHbrx cpeAcTB

(De4epamnax crryx6a no Hag3opy B c$epe 3ApaBooxpaHeHl,It B paMKax

ucrroJrHeHr.rr rocyAapcTBeHHofi oyHKrlr.{u no MoHr,rropuHry 6e3orlacHocTLI JIeKapcrBeHHbIx

npenaparoB, HaxoArrquxcr B o6paueHr,rr4 Ha Teppr4Topul4 PoccfificKofi Oe.{epallufi,

.4OBOAI4T AO CBeAeHr.rr Cy66eKTOB O6paUlenUX JIeKapCTBeHHbIx CpeAcrB nI'IcbMo ooo
<Horaprnc (Daprraa> o HoBLIx AaHHbIx no 6e3o[acHocrl{ neKapcrBeHHoro nperrapara

TacrarHa.

flouroxesue: Ha3 r. B I 3K3.

Bpr,ro pyroeo Avrerr. M.A.Mypauxo

K.B. Foperoe
(499) s78-02-73



tlr NOVARTTS

HoBaprxc Oaprracb|ortxa,|c
KopnopeiuH (Novartis
Phermaceuticals Corporation)
One Health Plaza
BocroqHHi faHosep, Hbn-,qxepcu
07936-1080

Cne quaz ucmo,u zdpaaooxpanenun

I dexa6pn 2014 e,

rrnQopma4uonnoe nucbJtto uneopna4uu o petynomamax doxnunuqecxozo 26-uedentuozo

ucanedoeanut Ka+qepozenHocmu nunomunufla y mpancze*Hbtx Jrrbtrue iL

Ynaxaeuue cneutraJtrcrbr n cr[epe r4paaooxpaueHHs,

Kou-nasus ooo <Honaprr.tc oaprraa> B6rp0(aeT BaM cBoe norITeHHe u coo6ulaer, sro 14
non6pr 2014 r. KoMnaHnr Honaprnc (Novartis) Bbrnycrura vnegoulexne uccneaoBarenr, B
KOTOPOM NPCAOCTABNEHA KJII'HHqECKA'I OIIEHKA HAPflAY C NPOMC'(YTOqHbIMI,I PC3YIbTATAMH
aoKJII'IHr'rqecKoro 26-ge.u,erssoro nccJleaoBaHHfl no X3yqeHHIO KaHrreporeHHocru H
TOKCr'rKoKnHeruKH npH nepopzrnbHoM BBeaeHHu AMNI07 qepe3 xenyAoqHsrfi sorg y 001l7g-T
(reuu:nrorHux) uuurefi rasH2 (Hccne4oranue ]$-lz70l42), npoaeqer"oe Roman et al.
flpegnapure.nrusre p$yJlbrar'r r'croJtor'qecKoto uccJreaoBaHHt cB'AererLcrByror o
KaHIreporeHHoM o$Serre, roropufi AMNl07 oKarErBaer Ha Koxy rr.rururefi (nrocroxreroqHufi
pax n 4o6poxavecrBeHHat nnocKoK:reroqHat nanr{JInoMa).

KoMnaHfir Hosapruc rauQopnrlrpyer perylrropuurfi opraH 3ApaBooxpaHeHur, qro no
pe3ynLTaraM npoBeAeHHof KoMnaHUefi oqenru o6qero qucna ctryqaeB 3noKalrecrBeHHbrx
noeoo6pasonaHnfi Koxl.r, corracHo 6a3e 4aHnsrx no 6sonacHocrlr KoMnaHHH Hoeaprnc
ARGUS, u o6rqenpuurrofi npaxrure axrHsrrocrefi no rfapuaxoHa4sopy, AocryrrHbrx Ha
cero4ururnnfi AeHb, orcyrcrBylor AocroBepHble AoKanareJr6crBa noreHrluarbHot-o pr4cKa
pa3BHTAt BToporo 3roKaqecrBeHHofo uoaoo6pa:onaHnu ulr 3roKaqecrBeHHoro
uonoo6pa:onauut KoxH, cBq3aHHoro c npuMeHeHneM nulorugn6a y naqrieHToB. KounaHns
Hoaapruc cq'Taer, qro coorHoureHne oxu4aeuofi noJrb3rr K Bo3MoxHoMy pl.tcKy npenapara
I acHrHa- ocTaeTct Heu3MeHHbtM.

Eegonacgocrs narrr4eHTa rrMeer nepBocreneHHoe 3HaqeHr,re anr KoMnaHr,r!r Honaptrc, no3ToMy
Mhl npoaoJrxuu uur[oprr.rr,rponarb pefyJrrropHbre opraHH 3apaBooxpaHeHr4s o nro60fi
4a.nruefirnefi nHy'rpexxefi orIeHKe u npeAocraBrqrb Bcro 3HaefiMyrc AoKyMeHTaqHro no Mepe oe
nocTynJIeHUt.



Baoqxar nnQopnraqnr r pe3rcMe peynbraroB [ccneAoaalrrg

B pavxax AoKn[HnqecKoro aHaJrrca npoQnnr 6e3onacHocrn HHnor]rHU6a B coorBercrB]r4 c
pyKoBoAcrBoM Mexgyuapo4r.roft rourfepeHqnn IIo rapMoHH3aquu (ICH) rrccJreAoBaHr{e
KaHlleporeHHocrlr y usrurefi (l,lccrre4oeauae Ne 1270142) 6Hro Haqaro n ceHrr6pe 2013 r.
nocre 2-reruero nccneAoBaHrr KaHueporeHHocrri, no pe3ynl,TaraM Koroporo s 201I r.
BbrtBJIeHo orcyrcrBr,re oHKoreHHoro noreHr{ :rna HunorHHn6a y Kpbrc (I4ccne4ooauue
Ne 0670450). Hccregonauue Np 1270142 npeacraBnfler co6oi 26-HeAenbHoe lrccreaoBaHr{e
xaHlleporeHHocrt-t r{ ToKCHKoKHHeTUKH npH npr,tMeHeHr.l{ AMNl07 y rpancrenusrx }ruurefi
rasH2.

HurorxHx6 npr.rMeHrJrc.n e 4orax 0, 30, 100 r,r-nr,r 300 rrlr/rr/cyrm. 4 xor6pe 2014 r. surereHo
KaHqeporeHHoe gosAeficrgur unlornun6a Ha Koxy rrlr,rurefi npu npoBeAeHHH oueHKH
npeABaprrrerrHbrx pe3yn6TaroB rr.tcronorHqecKoro uccJreAoBaHng. fllocxorurerovnufi par y
oAHofi MLIIIH n go6porauecreeHHat n;rocKoKlreroqHar nannr:roMa xoxu y l0 ras 50 rt{rnuefi
(nxlrcvenn xuBorHbre o6onx noloa) 6suu ssrsalexhr npn npr.rMeHeHr.rll npenapara B Ao3e
300 ur/xr/cyrru (npnuepHo g 30-40 pat 6olsrue cyroqHoro paBHoBecHoro cocrorHHfl y
qenoBeKa, ocuoBaHHoro ua AUC). Taxxe cleqyer orMerr4Tb, vro Ha6rrc4a.nacb yMepeHHar nnu
BsrpaxeHHar 3nuaepManbHar rnnepnna3Hfl xoxu/no4roxuoro cnor Ancr:lJtbuofi qacu xgocta
oaHoro H3 caMrIoB r.r oaHofi H3 caMox, Koropbre noryqaru 4ory 100 ur/rn/cyrxn, rlro npuMepHo
e l0-20 pa: npeBbtrxaer cyroqHoe paBHoBecHoro cocrorHHe y rreroBeKa.

He sussreHo MyrareHHocrr.t, KJracroreHHocrr,t HnH aHeyreHHocru y uuloruun6a Hu B oAHoM H3

uccle4ouannfi, Bbr[oJlHeHnbrx in vitro unu in vivo. flpe.qutecraynulne HccJleAoBaHur
TOKCIqHOCTH y rrlnUtefi (npogolxnrelruocrtro BnJroTb Ao l3 neAenr), y Kpbrc
(npoAonxnTenbHocrbb Bnrorh 4o 26 xe4enr), y co6aK (npo4onxurelruocrrrc gnloru Ao 4
uegeru) u y f,BaHcKHx varcax (npo4onxureJrbHocrblo BnJrorb Ao 39 HeAelr) ne
npoAeMoHcrpupoBalJtr{ HHKaKnx rncronoruqecKltx trgueuenuft Kox}r. Cle4oearelsHo,
Bo3HlrKHoBeHne nrocKoKreroqHbtx onyxolefi, Ha6rrcAagueecs y nonyqaBUJrrx npenapar
urtruefi o6onx nofloB. cqnTaercr Hosofi HexerarerbHofi noreHunalJrr,Ho ceDue:Hofi n
HenpeABHAeHHofi saxoAxofi .

3Ha.reHue a.[q nauneHToa, nonyqarcrqux reqenHe rrpenaparom Tacnrna@
Ha ocHosaHr,ru aocrynHbrx B Hacrotrlee BpeMr AaHHr,rx, nonyqeHHblx y qenoBeKa, npuqnHHo-
cJreAcrBeHHar cBr3b MexAy npuMeHeHueM xnnoruHu6a H Bo3HtlKHoBeHueM BTopofo
nepBHr{Horo 3JroKaqecrBeHHoro uoeoo6pasosaxnr (axlrcuar pa3nuqHhte $opuu para roxn) ue

6rtra yctauonreHa. Passr.rrue nanntoMsl yKa3aHo B HHcrpyKrrnn no MeaHqr.rHcKoMy

npnMeHeHt[o JleKapcrBeHHoro npenapara TacnrHa@ B KaqecrBe HexerarerbHoro sBreHHr co
cropoHLr Kor(H g noaKoxnsrx rraueft, oAnaro roqHui e'rnonornqecrhfi MexaHH3M pa3BHTHt

AaHHOTO HexeraTeJrbHoro tBIeHtlfl HeH3BecTeH.

B gaxrrcqeHr.re cneAyer orMerlrrb, vro Hoeapruc crturaer, qro coorHoureHxe nols:a/pucr y
npenapara Tacurga@ ocraercr Her,r3MeHHbrM. Mouuropuur pa3BHTHr BTopbrx [epBr4qHLrx

3floxaqecrBeHHbrx Honoo6pasouauui, aurcvar 3noKaqecrBeHHlre HoBoo6pa3oBaHl.tr KoxH,

6yAer npo4o;txeH. B 4auHsrfi MoMeHr Her Heo6xoplnaocru B ocyqecrBneHHu xaxnx-ru6o

AonoflHHTeJILHbrx Mep no Mr4HHMn3arInu pncKa B xoAe npoAonxarcqt cr uccreAoBaHHI
npenapara Tacnrua@.



.{eficrnur, rtpeanprrHuMaeMbre Ha ocuoBaHllll pe3ynbrrra aoKJInHuqecxoro ltccJreroBaHHg

B.ro apeur, KorAa npoAoJrxaercr 4alruefiuar oqenKa, npeAnpr.tHr.rMarorc, cneAyrcuHg
,[eftcrBxr.

r flo6a.nsuoe yBeAoMneHne r4ccneAoBarenefi o npeABapltrenbHoM AoKruHuqecKoM
Bslf,BreHHH paKa nJtl4 nanuJrJroMbr Koxn 6brJro HanpaBneHo 14 uor6pr 2014 r. scev
BpaqaM' yqacrByrculHM Bo Bcex KJII{HHqecKHx HccJleaoBaHutx c nDHMeHeHxeM
ttnlo'rrnr.t6a.

o f.no6a,rrsoe yBeaoMneH'e o6 srofi naxo4xe nnaH'pyercr K ornpaBKe B perynrroprble
opraHrr 3ApaBooxpaHeuur Bcex crpaH, rAe 3aperucrpnpoBaH npenapar Tacurua., e
cooTBeTcTBr,tlt c MecTHhrMtt HopMaTlBHbrM n aKraMH.

r [oxyveu'ru, orHocrrrlHecr K npenapary Tacursa@. BKJIroqa, Epouropy uccreaoBaren,
no npenapary Tacurua', I4xcrpyxunt no MeaHrInHcKoMy npHMeHeHHro, roAoBEre
orqerbr u r.n., 6yayr o6nosreHst B coorBercrBHr-r c HoBbrM pe3yrsTaroM
4ox.nnnuvecroi oqeHKu 6egonacuocrr.r nocJre mro, Katt 6yaer B6lnyureH
oKoH.laren6H6tfi or.rer o6 uccreAoBaHHH KaHl-leporeHHocru y MbrIrreE.
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