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I4HCTPyKTI
no MeAHUHHCKOMy I|pnMeHeHr.rro JreKapcrBer{floFo cpeAc'rBa

Toproroe H a3BaH rre rpesapara: TAMCOJIo lfennSOl)
Mexgyn apo.qH oe HerarenToBanHoe HasBaHile (MHH) :

Tan,tcyno:uu (Tamsulosin)
@opua BLrflyena: Kancyabr c nrogn{HuupoBaHnbtM srtceodoNgenneM

Cocrae
O;1na rancyr a c M oIH t$I4 uHpoBaHHLlM B6lcBo6ox.qen He M coAep)I{Hr :

fleilcmtynu4ee eewecmso.' raMcyno3r4Ha n4ApoxJIopl,IA - 0,4 ur.
B c n on o zxn efi rtr nI e B e w e c n?G a.'

C e d epctcutto e xan c)tnv :
Kaflrqns creapar, Tpr4grnJrarlerar, Talrbr(! 30% Aucnepcr4Jr ueraxpnloeofi KI4cJIoTEI

corroJruMep srar(purara l: I (nrurrouar; nonncopbar 80, HarpI,IR naypraircyntrp , qe[JI]oJIo3a

M r.rKp oKp HcTarfl u r{ecKafl .

oSqoyrstlarpynu;
)Keresa oxct4A xdrrurfi (E172), xere3a oKcHA uEpHrrfi (E172), xere3a oKckIA xpacnufi (8172),

rnraHa,quoKcHA (E I 7 1), xeJIarHH.

Onucasue
O6onoqxa Kancyn: pa3Mep Jllb 2; rptmeqKa: craHAapruofo KopI,IqHeBoro qBera, Henpo3paqHafi

C01 5 (rcoa: 08.01 5), r(opnyc: Herpo3paqHuft rcopuuueBo-xerlroro qBera C006 (ron: 35,006).

(DapmaxorepaneBTr{rtecrarr rpyflna: Cpe4crea Int JreqeHut go6poxauecreeunofi

npmepnna3Hr4 npeAcrarenrttofi )Kerle3u. Asrarosncrtt alrQra-agpeHopeqenropoB.

Koa ATX: G04CA02

@apruanol orurlecKue cnoft crna
@apnaxodtmaAtLtKs
Mexanuav neficrans

-of

,v,il'//
Taucynosnu .flBJTIercfl ceJIer(THBH6trvf KoHKypeHTHbIM rHru6aropot"t fiocrcvHanrl,IqecKnX

alsc[al-aApeHopeuenropoB, npenapar o6raAaer cpoAcrBoM rc anrftalA N anri[alD no4ranaru,

cBg36IBaHHe raMcyno3nHa c orHMr4 pe llenropaMu paccna6nrer rnaAKHe MbIIxubI

npeAcrareJlsuo fi Ner es 6I It Moat ett cnyc KaTerlbuoro KaH EUI a.

tD apx arco duH av.u\ e e Kue e fr Q ercntur

Taucynosun noBbnxaer Mal(cni\{aJrbHy}o cKopocrb noroKa MoqH. Ocra6rr.q BblptDKeHHocrb

o6crpyxunu nyreM cHHlr(EHHfl ToHyca rlaAnofi MycKynarypbl npeAcrarensHoit )KeJI*bl H

MOqeHCnycKaTeJIhHoro KaHaJla, TaMCyno3I,{H yl\,IeHbulaeT (cl,IMnTOMbl OnOpO)KHeIInt)),

Kporr,re roro, npenapaT yMeHbr.ilaeT BbtpaxEHHocrb (cnlvrnroMoB Han0JIHeHH.fl)), B pagBfiTnvl

Koropbrx BaxHyro ponb Hfpaer uecta6ultnocrb MoqeBoFo nysblpf,.

Flppr .ronrocpovuorl repanHH TaMcyJro3rlHoM Aocruraerct cra6ulrnoe WeHbuIeHHe
BbrpaxeHHocrH cr4MnroMoB HanoirHeHufl H onopo)I(Heuug. Tarcuu oOpaeotu, nPH JIeqeHI{H

[penaparoM Mo]r(Ho orcpoqHTb Heo6xoArarvrocrr npoBeAeHltt onepaql{I4 ulrvr

np oqeAyp br KaTeTepu3a qH pi M oqe Bo Fo n)36rp.s.

Ansrlal -aApeuoonorcaropu Moryr cHlt3r4rb aprspHarbHoe AaBJIeHI4e> yMeHburafl

ueputpepuvecrcoe cocy.qncroe corTpon{BJreHl4e . Bo BpeM{ [poBeAeHl4fl KnuHtlrlecKax

HccJreAoBaHnfi raucylwHHa 3HaqrdMoro cHIaX(eHH{ aprepHarbHoro.4aBJIeHI{JI He oTMeqaJIoc6.

caedonauttn npui,teHettuu l, deme'il u nodpoctttxoa do I8 rcm
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3QQenrueHoc'rb raNtcyno3lrta H3yt1g1,u B xoAe lBoiiHolo c.r-refloro, ptttt.{oiltu3l4poBaHuoro.

n,raqe6o-xol{l-poJu4pl/eMoro HccreroBaHI.It tro n0/16opy llo3bt y Aereft t{ troApoc'fl(oB c

neilporenrroir gncr|lyrrrrlnc'il ivrorreBoro ny3bll)r (n= I6l). /lereFt B Bo3pacre or AByx Ao

ruec'fFrai{uar}.1 ne'r c,'rv.rit[ilrsr" r o6pa:ov pa3.4eJHr'll,i ]ra Lterblpe rpyntrLl: IarlneH'thl nepnoil
rpynnbr ro,'rvqzrit].r TalrcyJro3l,rH u r.r,T3Kr.rx Ao?,ax (0,001-0.002 vr/nr). naur.teHrbt BTopol"t rpyilrJLt

- B cpelnilx,4o3ax (0.0f12-0.004 ur/nrJ. [aulreHrbr rpellefi fpynIbl - B Bblcoru4x,lo:ax (0,004-

0,008 nlr/xr), a nauueHThl qe'rBeproli rpynnsr noryqailr{ nlaue6o. llepail.ttto[l t<oueqHofr

to.lxoiir ouetllc.r :$rlierrrtnnoc'rn 6stlo lro.[14qe c'lgo naul,leflrol], y Koroptx AocrqrHyro
yN{e}rrjrxeHHe AeTpy3opHofo,qaBreur'rr B roqr(e yreqr(n (lITy) lo < 40 ciil H:O IIo AaHHLIfvt IBy,\
tr3nrepeHrifi, BblnDlueHHbtx B olluFr i,r r01' xe IeHr,. !{ono:tun'rer6H6le Kpt4Teptztt oIIeFIKH

:$Qer<runnoc'r'r,r BKjTK)Llarr,r r43MeHeHlrfl (lar<rnrecnoro 3r{aqe IInfi ATy ti npouer(rHoe

r{3rvreHe}tr.te /leTpy3opr{,rf0 AaBneFrLlfl B TorrNe yTeqKL.r; )/ivleuhueFlHe BbIpaxeHHocl-l'l u)lv
orcyfcrBtre nporpeccr.rpoBanl,lr rn4pouedrpo:a/rrr;qpoyper€pa: H3tveH€HHe o6r,evir MoIlH.

norlrqgl-11.1a6 trpH Karerepl,l3aupl!11 a ratot{e r{oJt}{rtecrBo oryqzreB HeAep)KaHtttl tltollt ua $oue
KarerepH3aUur.r (no /lHeBFtr.rKy rarerepH3aur,ul). CrarncrutlecKlix pa::rl.lutlli tve)KAy Ka)l(Ao!-l tl3

fpyiln'raNrcyil03t4Ha u nltaqe6o tto rtel]B]4ttHbtNr ]4

FIa ecex ypoBnrx l{o3r4poBaHI,rI ::ant'tctrHlocttt :tll

rI) 0 p,t t t t x tl t i t t H a nl't t K u
Bcacu6tztntc
Tarrr cy.rr o:l.lu Bc ac bt Bae'fctt B 1-ol{tio ii rtr u xe, 6uo

O4uonpellenustli npuetut c nttulet'.i crrll;ltaer 6uogocrynHoc'l'b raMcyJIo3I{Ha.

O6ecleqrilu troc'forHctao yc.nosr.tit tscacbftsaHl4n rperrapara j\,toltiHo: peKoi\.leHAoBaB nauHeHTy

npr,rlr14MaT'b raN{cyJ'l03t4H rtocJle o/llloro H Toro xe nl)t4t{rta nHlrlH,

OaplraurlruH€l'Hqecl(I.ie frDrra3al'eltLi raN4cy:r03r..l{a }tNtctor lNrteilnuttli xapal(Tep.

lloc;re oAHor(part-roro rtpneua "raMcyjt03ilua Hal"otllal( nl,tKoBafl rlra3i\'lcHHatl KoHUellrpalllltl

TaN,rc,\,Jlo3r{ila jloc't 14r'ae rcs rrprl6Ir43HTeJrbllo qepe3 6 qacoB. ll:rr Aocr'nx<enltR cra6t'insnofi

KoHUelrrpaUl.l.i npenapitra (panrrouecr-rofo cocrorr-ri.rr) rpre6yercr npH6ill'l3l{Telsno 5 Aner't

MFrofoKparHoro npn€lra npcilapara. npr.t 3ToM (1n,., y natluetjroB rtpndnl43lrrerlbHo Hii 2/3 nuture,

rrer\{ Aocrr4r'aerur npr{ o/lHoriparnoivr l;rrl€ne npeilapara. F{ecvorpr llzl ro, qro sTa

3aKoHoiltepnocrt: ol\,leLreHa y no)r{H;rstx iltoi(eti, o)I(}iAaercfl, vro npuEll ilpettapara I\'loJIo,4l,IMI'i

JIrOAbr\{14 6ygeT conpoBo}I(Aa]'bcn cxo.ql.lbli\lH !t3LIei{eHI'{si\,lI'I.

/lll nla:ver.rr.rOi.i riorrUeltTpa(Ht4 rrperrapara nocre oAlroKpaTFlofo H MHofoKparnoro nplteruta

XApal(Tel)Hht llTrll)Lt)l(ellFl ble ['It'tJl]{BtUt)'enbHble i)43-rlHrlHfl'

P a c n p e d e l e tr t e t.t c G tli bI G il tt u e c S e r x cr.t t tL t't-'t Q.s.n ttt ti lt o Slt

B clpranr:ir,re \eIoBeKa Tflil'lcyiro3i,rH npn6,rH:lireJII'Flo Ha 997o ces:stnaeTct c be,rrcaun Ina3N{bl,

O6r,cv pas n pereit el'I t4tr rt pe n apara HsrBe.jl r'1 lt (o rco,r o 0. 2 I lttr).

il,Ient tr6otttts.tr

Taivrcyilo:r.rr.r HNrcct' ulr:lnni't ',:(r$ex'r nepBofo npoxoxiAeHLIll. vera6onHsl{pyercl MeAJIeHHo.

Eo,rlural rlacrb'fa.l,rsyito:lltHa ilLrncyrcl'Byer B IlJla3ivle B Bliile HeI'I3NleHeHHofo aKTIIBHofo

Be[lec'f Ba. l"l pen apar it,r e-rafrol u: tapyerct B nerl efl Ll,

B 14cc.rtelloeautl.{rx ija K})t,tcax rftMC'.)1Jto314H Bbr3brBaJt Ht{llyKuH}o tlLepiveuroe neqeHl{.

llo,qaHrrr,rv liccrejloBaHnir e yclolr,rlx in \tIlro. ra;!tcy-ir0314H Mera6o.q]tgltpyercrl llpt'{ yLIacruH

CYP344 u C-'YP2.D6 Li, E ropa:]uo trlenlrueli creneHr,r. l{ll)/rHX n:o(leplteHtoB cl4creil'lbl

ur.1-oxlloi\,ra l-'450. 11pr.r unrr,16l,tpositrtttl,t r.r304)epN,{errloll CYP344 r'r CYP2D6 Moll(er

rreBbruri'r'bcrt KorrLlegrpallLlt rar.icylto3r.rIJa f!rilpoxnopHAa B cbIBopoTKe KpoBl'I (cv. pa:4elrt

<<Mepr,r llpe^qocrofioxHocTr.{)) 14 (B3al"ti\rojleircrstre c .Ilpyft4NrtI nel(apcrgeHHblMH cpe.qc'tsal\'tI{))).

FIt,t oEllH l.r: iutera6ortr,troB r.re oCrlaAaer aKTr.rBl-rocrbto. npeBblulamuefi aliTllBI{oc'rb caMofo

Aeiictny11lx1e r"o Be I ut crBtl t I pe llapLr'ra.
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Bueedcuue
Tarucy,rosuu H efc, vela6o.,rnrrr npefiMytrlecrBenHo Bbl.[eJrflrorcr c Mouofi, npla 3ToM Aont
Fleli3 NIGH e HHo ro n pe I apaTa cocTaBJltleT o KOIO 9%;0.

Brtno ycrauoBret-lo, rrro rroclre o.{HoKparuoro npu0ua raMcy.r'Io3tl}ta tiocJle npueua IIUUL{ H

nocre Aocn4?r(eHlrr ycroialunoro (panHooecHoro) cocrolH14rr BpeMfl nonyBbIBeAeFII4t Irpenapara
cocraB;rfler npn6ru:ll"relruo I 0 u l3 qacoB, coorBercrBeFrlro.

IIoKa:aHHrr K rrpr'IMeHeHllro
JIeqeHne AH31,pHqecxlrx paccrpofrc'rB npu AodpoKallecrseHHofi funepnna3nH npeAcrarellnotl
rrerre3br (Afnxt).

fIpornaonoKa3flH l.ttl

fHnep.lyss',Bl,r'feirbHocrr K JIefrc'reyloiueMy BeuIecrBy,
aHruoHeBporurlecKofo ordra, BJIr,r tt rarconry-lu6o
neperl14cr'leHHbrx B pa3AeJre <cocras)).
OprocraruuecKat rnnoreH3Hl B aHaMHE3e,

TqxeraR ne.teHoqHarr HeaocraroqHocrb.

BK.nroqaff pa3BHTHe JIeKapCTBeHHOIO

143 BCNOMO|AT9JIbHbIX BENIECTB,

cTeneHr.r rt)Kecrr4 K0ppeKqnu Aosbl He

Ilpr-rnleueuue trpu 6eperueHuocru lI B repHoA rpyAlroro BcxapM.rII{BaHlIR
Taucylo:l.rn He Ha3HaqarcT x(eHuIHHaM.

B xo,qe KpaTKocpor{Hbrx 14 AoJrrocpoqHbrx KJrHHaqecKl{x HccreAoeaHrlfi coo6r:Ialocr o

HapyueHHtx 3qKylflIrt4u npn npueMe 'rat\,rcyno3t4Ha. Kpoue roro, B nepnoA

nocrperucrpauuoFlHoro npr{MeHeHr,rn sa$nxcupoBaHbl eJryr12,o perporpaAHoff :rxtr'lrqfiv vrlrn

oTcyt'cTBHlr 3 gKyr-l t uH l.l .

Cnocod nplrMeflet:lrl It Ao:bt
Itancylul .&nfi flpl{eMa BH}/rpb.

Kancyny TJroraror ueJr14Koi\4, 3anHtsafl sojlot:r, Jjerreq pa3)I(eBhrBaTb lInH pa3lraMhlBars Kallcyny'

TaK KaK 3r'o MLrx(er noBJIttf,TL Ha cKopocrb ebtcso6oxAel{I4fl ilpeflapara.

Pencuiv Ao3L{poBaFI tlt :

Ogua naucyla B cyrl(I{, noctre 3aBTpaKa I4JIII nepBoro npnelta nl4ula.

ffentu tt nodpoctnxtt do lB nent

flpuneneuue npefiapara e lansoil eospacrrofr Kareropul4 He o6ocnonaso'

Eesonacuocrr, r,r :(r$exrltBr-locrb npr,rNreHeHHq raMsyflo3aHa y Aerefi il ilonpocrKon Ao l8let se

YCTAI-IOBJICHA.

I,luercLquecrr AaHHbre o npHverieH14fi npenapara
pa3Aene <rDap u aroAl4Haivt HKa>>.

y Aerefr H floApocrl(oB npeAcraBJleHbl B

flar1ueumut c HapyarcHueLtt (hyLltlluu noveK

Kopperqura Io3Er He rpe6Yercl.
/,7 24/7

Il a4 tt e u m ut c tt o p)/ aLe M t e."-r clty t't x L1 t r t t n e q e il u

flpra uapyrueunrx rlyHxquH neqeHH rerxotYt n cpe4Hefi

rpeGyercn (cu, raNNe pa3AeJI dlpo'ruuonoxa:aHnr>).

IIo 6o.rno e,qe ir crsll e

lp)'nnttpoeo'!nat
e u+]qailrEt

9ac'ro

(or > I /l 00 rto
<1/t0)

He.taclo

(or>li 1 000 ao
<lil00)

Peaxo

Or l/l 0 000 .qo

<l/t000)

Ouexs pe,utro

(<l/t0 000)

Llaemoma

ileu36ecmHo
(ueaosuottctto
vctlwHa67ln1b
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t'|0

turcrclquNcn
danuuiv)

HapyureHnn co

cTopoHbI

ucpouofr
ct{cTcMl'l

I'orrouoxpyxe
Hne (l,i%) folosrar 6orl Cuurorte

Hapyruelltln co
cTopoHbl

op|-:rHfl 3peHIrtl

Heqerxocls
3peHln*,

HapylxeHl.rt
3EeHUq*

Hapyureunl co
cTOpOHbl

c€paua

Ouyutenue
ceprue6rteu r"r.n

Flapyruetllln co

cTOpoHbl
cocy[uc'rofi
cncTeMbt

OplocT arn.lecraR
rH noTeH3l.lt

flapyurcnun co

cTopor{bl
gblxareilbHol-l

clICTeMha!

opraHoB
rpyAHoti
KJteTtiH ll
cpeEocTeHIlfl

Pr'rHur

Hocoeste
t(poBoTerIeHIIt

'{'ot
or.p6/i

HnpyurettttR co

rTop0r{LI
,Ke$yAotrHo-
KHuIeqH0ro
TpaKTa

3aroptr, .uHapeq!

TOI-IJHOrA. pEQTA

Clxocro no

pry*

HapyrueHttn co

cTopottbl l(o?t(H

H noJllcor(Hoil
EJICTTIfl'I'KII

Cutnu, rccrxnutft

3yA, KllanHBHl4qa

AHrHoHcBporl4Ll

ecrntl or€x

Cuugpot"t

Crlteesca-
.I{xoncoua

MHoro$oprrln
ar :pflreurax

3rcdronnarua
ustft

.EepElarur*

Hapyureurra co

c1-0pollbr
pcnpoAyltTl{BIl
ofi ctrctciuut u

t\roJlor{ Hol"l

ilreJIe3Ll

I{apyureuun
3flKyr1f LII{H

Ilpuanuarrt

PerporpaAilar
S.SKyrtI]rir,
orcyTcrBue
3tKynf,uu14

O6urtre
paccrpoilcrBn
u riflpylxeHl{ll
B I\IECTC

BBeAel{lltl

AereHng

*Cfly.16", o KoropbIX cooOuIaJIocb B nocrperHcTpalrnoHHoM flepHoAe

r{To 6suo orNte qeHo B nocl!{apr{err4HfoBbrx Ha6tr}oAeHntlx (c*r ' TaKXe pa3Aen <Mepsl

ilpeAocropoNtHocru>).
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Onatm no c tiryte ??tt tn p ot lt,tol t t'toJo I1JtLt.r4 e u e tt tn npe ilop(ttll u

il o ur ra irro Il t)nl e flepe rt !lcr e Ll I lbtx I'tLt)tteitars--itb t-rblx rt Bne I.t t4 ii. n p n I o crpe rEcrpaul4o flttoill

illltrr\,feHeFrr,tH"l'aivrcyJl()314rta 3ad)nNCI.rpoBaHbl c.'1e!!rcu{Hu peaKUplkl: MepUaHtle npeAceplf,I4l-4,

apt.tTl\,tr4r, Tax1.il(ap,,{}tr{ r..i ollbtujKa. f[ocr<o;rrx1,3TH cJl)'qall Ofr]4citlll]l B clloHTaHHbIX cOObllleHHgX.

rrocr)TtHBrllrrx 143 pa3rHrlr-lbrx c]'pall. Lra0roTy raKHX llriP n ilpHrluIlHO.:CnF,ttg.!891, I'O.c-Bfl3b C

rr p 14 ei\l o ru ra jvr cy"il o3ll ll a ro LII.IO )tcra ll o B I4TL l.le Bo3ill o)liFl o.

fiepeAo:nponxa
(llLttntno't,tt t^

{(' #+'.{)& //"

ly' /16." /7
allTepHitJlrrFroro AaBJTeHltq. Il0A0SFlurri 34)(l]eKT Htlojrrolla,lH lllltl llepeI03LIl)oBI(e pa3JIt'ltlHOR

cTeneHll tL{}l(ecl'H.

Maxcl.r1rarrstralr ito3a-raN{c}/.it03}Ir-ra rIrAIroxJIoLrttrf,a, ilpHHtltat I]!r[l HeiIpeAFIa]\lepennoui

repeAo3hpoBKe. coc'raBl,r-na l2 vrr. ilpn grol\'r y nauLrelira pa3Bnnacb Bbipa)IienHat foiloBHarl

6ol r. ue nor';re6onanuJatt rocltltf il;l r{3aul'tt4.

.Ie,tet tue:
f]pr.r oc'ppofi ap'tep!tanbHot',i rr,rnoreH314l,l oJreilye'r o6ecfte.tut't) ttoAAcpx(Ky t[ynrturla cepAerlHo-

coc1,21r.rc'Tt'tri ctlcre .lu161, fleper:o;t ftaqnertra B roptr3oH-t'ai]bHoe noflo]t(eHt{e MoiI(eT' BoccrarloBI4TI)

HollManbljoe ap'fepLtilrrbt{oe llaBrer.rHe H qac'fol'y cepAellllblx cottpauenufi. flptl
He34)q)et(THBt{ocrrl i-l'tlx Mepot-tptIrT'HIi Bo314oxIto rtpoBeAeHHe Mep. HanpaBfleri}lhlx IIa

yBerfrqeHrje o6T,eMa ItrptcyJrr,rpyroueii r(poB14. a ral{ir(e BBsAeHne Ba3onpeceopoB. Heo6xoAHM]'l

oqeHl(a dlynxurim florrcri B i]nFril\il.{r(e r.r ilpoBeAeHl,te lonllep)l(HaalouleE 'repalrH?L

B cst:jr c 'teM, qre ritMc)rJto3r'rn aKrl.tBr.ro cBx3rrrBaercfl c 6e:rxamr.t. TeMoALIaJII'I3, Beposrl'lo.

ueetfrpexluren. L{e:recoo6palno npoBeAeHLte N-reponpt4l'fHil. Hanpae.nel.IHl'lx Ha yl'leIIbueHI'le

a6cop6urin nLterrapara r,r-: iliK'1", B qac'nlocr-H, LrHr,rut4aurl pBo't-61.,{ll ,lelenat orpaBJIel'lt'l}i

6olurur.tiulr Ao3aivt14 ilpeilapa't'a qe,:recoo6pasHo npoBeAeFIHe ttpoi\4blBaHl,{tl x(eryAKa, npnEivl

aKTLtBI,lpoBat{Hot-r) yr.ntr I,tiru.r oci\lo'f 14rlelrrx c.ta6rt'rerbHbtx, TaKLIX KaK Itarp}lfl cyJl64ier.

B:auprollcr:rc'lBtIe c JIplrHiltIt Jlel{apcrueHIIt>Ii\'tIl cpeAcrBaivll'l

tr4cc,'rcilctnanHq lto e3alrNlcuericrBr4to c IpyrLINil4 Jrel(allcrBellllbli\'{}4 rlpenapaTal\'fl{ I]poBoAanllcb

l'Oil brio y B3pocil blx,

I-lc 6rr:rcl or'\4eL{eHo HeSirarolp14g"T'l-tbrx JteKapcrReHItbtx B3apt\{o;leI14crB}rli np14 Ha3l{aqeHuu

1-6tvrC1"1q.131i'.ta o,4iloBperveHIto e aTL'iloJIOJlOl\'1, ?Hailatlplc,roilt u,nlt retltl]Hi-ltlI'.ttloM'

O,4uoBlteueHrrutti npneir,l lrpsnailaTir c (uN,reTHJlttHoi\{ tIptIBoAl,lT Ii rIoBI'lu]qHHIo KollrlellTpalll't]l

TaprcyJlo3ll{a B rTra3Nle KpoBn. a npucl,t c (lypocexlnlout K cHH;NeHH}o nJIa3MeHHoft

KoltrleHTpauprtr l]peilapaTa. o.qllal{o nl]14 3T'oM uoFlueFtTpauHll ocTAIOTCtI li ilpe.qenax AOnycTllN{Ofo

ypoBfrr. Taxulr o6pa:oiU. KDppeKUi,lt{ Ao3bl B raKHX cJlyqarX rie rpe6yercn.

B yclOeUlx itt t;ilr.ct lt4A3e||aivl, IIpOnpAHoJlOn, Tpt{XnopN,leTlla3tlA, xJ]OpMtlAl,lHOH, aivlt'l'rpLll-lTl'llll'l}'1.

At.txlorlteHax. t.rur6eur:rai\,tt{,{. c11[rBac'rarHrr lt napt[tapl,tlt He BrTI.llK)T I-Ia ypoBel'{L ceo6otrHol:l

tfparrlr,ru,raMc)'Jro3r.jt-ta n tj.ila3Nle til)oBH LtenoBc:rca.'l.airtcy;t03t'ttl. B cBorc oqBpeAb, He BJll'lger'lla

cno6oilsyrn fipaxunn .qHa3er-raNlai. npoilpaHoi]OiIa. TplixJtopi\,teTl,la3HIa 14 x-tIopi\,laAI'IHoHa,

O11tsaxo 4r,rr,rorltenax n eapt[apurr tvrol']T noBbrulaTb cKollocrb BblBefl'e[{l4t 'fa]\'lcyJlo3t'IHa.

llpu o4uonpeMeHHoNl rrpr.t\4eHefn4t,i TaN,lcyJro3r..rHa ru1poxnopilr,a c clIJIbHhlM!I HHrH6llropaN{}1

nsodteptrreurn CYP344 N4o)KeT IIoBbtnia'rbctt l(oHUe tlTllitql,lfl raMcyJlo3LIHa rHAlloXJtopl'lAa B nra3Me

I(pOB H ,

llpu o!l1orJpeuenHo\4 npt,r;\terrcrrr'r H Tar4cy.it03t4Ha c Kerol(oHa3oilo;\'t (cu'rrrnuI uurn6nrop

u:o(repiyeHla C}P3A4) rrotialal'cJtl ,{tJC lr C,,,,,* raivcv,'jtc)3t'Illil Bo:lpac'raJlH B 2,8 pa:a H 2.2 pa:a'

cooTBeTc'f Beli l{o,

Pet<orretrgl,erclr H':6e|arb coul\4ecrHot-o rpi.rj\leHcFlLit ratvto)/JI03l'lHa rili{poxtoP}{Aa I{ ctljrbHbix

r,rnpr6nrgp.,u rrscrrpeplleula CYP3A4 1, nauneH-t'rlB c saMegrleHl-ll,li\l ltlera6o.r"Il'I3tvlolu cy6c'fparoB

CYP2D6. -l-ailrc,v.iro:rrrra rHl1poxnOpilil c ocTopOlKHOc'l-f:lo Hlr3tlRLIaloT coBi\'16cTHo c cHrTbtTbt;\1!l
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n:o(repvettra UYP3A4.

yivrepeuHhliviH (rranpliivlep. lpnrpcl*ruqvtzn) Hurn6uropaivtl

flp g o4t t ospctll e t t t-t ol\,1 Ll a3l larl el l il l,l r0Mcy,1 63 p;1 a c llapoKcert4 l'lo Nl

noKa3areirlt (-',r,a* I,l ALJC 'ranrcyJlo3HHa BO3pACr|UII4 s 1.3 Ia l'6

AaHHOe )/Be;1141{e I'IHe ll[]ll:JI'latjo KJll'{Hl4qeclii{ He3l-TaqHNlbltul.

(cr.ur L,Hst i4 u n rut6nrop CYTzD6)
pa3a Oo0TBeTCTBeHHO. OnHaKO

O4noupeir,renFioe Ha3rrarteHt4e Allyfr{x aHTarortlcToB ul-allpeHopeueilTol]oB lvloTl{eT' npl'lBecrH K

cHHnleHHIO apTep14aJIbl.{o f o AaBIeFII'ltl.

N[eput u peJIoc'l o poiti tl ocl'll
KaK u ilpH ilpHe]\{e lpyrHx 0rb(llrl-alp€Ho6.q0r(a'fopoB, lpllelt raN{cyJlo3l{lla y ol.AenbHbrx JIHI{

l\to,;1e'r coilpQBo)tiJlaTbcfl cr-lt4)1(el{t4ei\4 ap'fepllaJlbHoro AaBneHl4rl i{, B penK4,\ cilyqarlx' pa3BI4TI{eM

KOJIIIaICA, rt1.0 Bbr3BaHO KpZrl-KOBpei\4eHHbl\'t cHHll(eHl'leN4 apTeptlaJIbHof0 AaBileEl"ul. flpu

no.ffBJle HHr,t lepBbrx lpH3llaKoB oprocr?irliuecKoit I-Hlto'relt3HI'l (rcl.lororppl(stll"ls1 o6uar

ctra6ocTt) peKoiueHlyoTcrr cecTb r,r:rn trepeli'fu B fopH3orn'arbHoe IlCliloll(eHHe. noKa H€ tlcl[e3Hy't

3Tl4 cl'lNlnTOlilt,l.

Ao HaqaJa .rlerleHLrl 'trti\4cyit0314t-loM fizluueln' AoJI)t(eH 6rtrg o6cleiloBaH AJI5I HerulroqeH[ltl

cocTonLI14i,i. K01-Opbte i\,1o1)/T BbT3btBa'Ib L:l,tMIlToi\,lbl, 14i\{,rTI,tpylou}te cHN'lrlTol\'lIrI fHflePIllla3}II'l

npeAC'ftl'l'e.il b tl O l,l il(t=' I C:l tJl,

f{o uavrura.reqeHI4fl. a T'Ari),Ke pctynflpr]O BO Bpeivfil'rellall}Ikl lllleliapaTorll. [loKa3AFIO flpoBejleltHL'

na.l1,[(eBofo peu'feulb]"loro o6creAogaHBtr, al'arol(e onlle4eJlel'llle ypoBHt llllocT'arcneqHQHqecKofo

aH'r'Hfetja (IlcA) no ueo6xo4rt i\{ocrH.

I Illu rteuenlll't natlt4eu'roB c 'lrtx6,'Iolj noqeqnoi:I LleAocraroqllocrl'Fo (rcrHpetlc KpearI4HHI{a MeHge

l0 r,lrrluuH) ueo6xolHtilo coorrcAaTb oc'fopoxHocTb, T.t{, llpt{l\'leHerille npenapa'fa y 3ToE llpylTllbl

ftauHe FrfoB rle l43yalaiocb.

v orgenrur,tx natlHE-Fl-toB. iloJlyrr[iBtur.rx Tat4cyllo3r{u Ao onepaul{}] l,lJlll I'la MoMeHT oIIepaTI'1BI'IOIO

Bi\leua'Iejtbg'rga rto nOR0/1y l(tl1'tlpaK'rl)l t'lilH rJ]ayKoMl,l, OTI\'1e'^lailctt cHHApOM l'tHTpaO[epaUnO]lHOft

lrec1"a614.1bl.roc.1,r pal)/)r(Horr o6o.ltoqr(il n'ra3a (utttgpov y3Koro 3parlKa (IFIS))' IFIS ivtoxer

11pt4Bect-L] ri ltollbntretruT{ rlflc'lo-frrt },ntrpa- [4 noc.tTeoilr:palrnorlHblx ociro]KHeFIHil co cropoHbl

Opfarla 3pelll{t{.

I]orr,V'rentt oTi{e;lbltblc /lallrlblc o 6-laronputlTHoi\'l lcpQerre npeAtsapuTenbrlo14 orMel'lbl

TaivtcyJto3l.trJa 3a l-2 He.qei'lll ;1o npoBeAeHHf onepaUqt'i no nono.qy KarapaKTbl l4JlH rJlayKoillbl'

oArIaKo lloKa3aTerr,c.fB fiojto)ril4Te.[b]rofo BJlr.rfltll.tt oTh,lel.Ibl flpeflapara B 3TI4x cn]-qaflx noKa He

I]olyqg110. KpOlre ro[o, y HeKOTOpbIX nallHoHTOB (FIS paseHearct' 'la)ltr3 ecJl]1 TaNlCyn03Hl-l

OT;\teHrTJl.t pilJbttJe. Llei\t iA l-2 lte^ellt 116 Onepaqqtl nO nOBOIy KaTapaKTbl.

flepel nitrlHt.rpye14blM o1leparr.rtst-Tbtr\{ .rreqe}lneNl Karar}aKrbl vltpl fflayl(ol{bl repall}tto

TaN,tc)/1o3l.1roj\t l{arg.l.Iarb ge cneAyel. Otfrraltirlo.tloru ti oQra"ls'ltoxt'lpyprl4 iloJrr(llbl BtltcHqrh y

nALlHer-tTOB, tiOTOpbtM nIaHt4pye-rct XtlpVprI'lqecKOe Ieqe III'le KaTal)Alfibl l'lJ-lU rJIa)'KONlbl' He

npHltr,tNjator. JTl.t ot-tH Ll lte ltphll14Marr,r r'll olu4 pailee l'aMcyJt0314H. AJltl 1'oro, qro6bt ilp14llsirl:

aIIeriBeTr-tbte Mepbt ts npe!.Onet)ilU14OHHOii 1CJIT6TORI(e flarll4eHTa H E0 Bl-]eMfl onepaTI4BHOro

BI\,1CtUA'ICJI bCTBA,

perolren.qveTCfl t435era'r'rr corJMec'IFrofo llpl.ri\4cHel{}la Taj\lcyjlo3l{Ha TLIApOXJIOpH.IIA U CI4JIbHbIX

IrHl.l,t6t{1.0|]c)ts tcjoq)epi$errr-a CYP344 ). nauueHroB c 3aNJeIJl9LIHI'IM MeTa6ojil,il]i\.toM c'vocTparoB

CYP2D6,

Taucy,ri::ttua rHAPoxlIoPl4il c

KeTOlioHa30,'l) lt yltepeHnltit't tl

(ciu. paeite; t <BsaH iv oileiic"rBt't e

O gT'OD tl)liHO CTIrI{ Ha3l'tAtl alol' C0 B N4 eC'l'HO c cllJlbllbll"ll,t (llanpt$tcp.

n ia:loclepiveHra CYP344(uarp nu ep, 3pllrlloMllunll) I'IFII Ho

4))).

7 /6ry
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BJuflHue Ha cnoco6lrocTb ri ynpaBJreHHro rpaHctroprnbrMu cpeAcTBaMH u Ha pa6ory c

MCXAHN3MAMH:

I,lccregoeaHHfl BrnrHH.rr Ha crroco6Hocrb K ynpagneHHIo rpaHcnoprHbrM14 cpeAcrBaMl4 In

Mexaur43Mar\,{H He npoBoAHJIHcb. O4Harco fiar{Her]Tbr AolxHhr npogBnrrb ocropoxuocrb B cBt3I{ c

BO3MoI(HOCTbn pa3BHTr4fl roJloBOKpyXel{Hfl .

VnaKoeKa
l0 xancyr e 6rucrepe H3 nBX/nB -BrrroMfiHneBofi $onrru,
Olnn uru rpn 6rncrepa B KaproHr{ofi.xopo6re c r4HcrpyKqqefi no npHnreHeHnb,

Yclrosns xpaHetul
Xpanarr rprl reMneparype He ernue 30 oC, e ophruualsnoft ynaKoBre ,IIJrfl 3autnrbl

eos.ileftcrgHs cBera.
Xpanuru B HeAoc'ryrrHoM.{nr Aerefi uecre.

Cpon roAHoctll
3 roAa.

He npurrrennTb Tlocjle ucTeqeHH,I cpoKa roAHocTH, yKa3aHHoro Ha yuaKoBKe.

Ycflonnfl ornycxa
flo peqenry,

HHSoprrraur.rfl o npoIr3BoAIrreJIe
leAeoH Pm<rep PytutrHur A,O.. Tt'tpry Mypeu, Pyurtuux, grr
OAO <feaeon Puxrep>>, ByAaneur, Benrpnn

Komnannfl, npeAcranJrltoulafl truTepecbt npon3BoAureJIs H 34fl BureJIfl :

OAO <feaeon PHxrep>
I 103 Ey4aneurr, yJI. ,{drrlp€n, I 9-21 , Benrpu

Tenec! oH ro pru eft nr4tr4t7 (rnouox Gecnnarnnft ) : 7- 800- 5 5 5 -007 7 7

SnerrponH stft agpec: drugsafety@g-richter.r

56t74A
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