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OOO <366on Jle6oparopns>

Poccrficxas Oegepaqnn 125171,
r. Mocxea, Ilexnxrpa4croe
ujocce 16, srpoeHlr€ 1

Engrec qenrp <MerponoflltcD

+7 (495) 258 42 80
+7 (495) 258 42 81

CneqnamrcTaM 3ApaBooxpaneHrrfl

!ara: 01 anrycra 2013 r.

Re: llrpreHeHarr tlH$opMrrlnu no 6esouacnocru flpenapara KnaqtrAo (trCrap[TpoMurluH),
nopomoK AJrt npnroroBJren[fl cycuerrtrlr AJrfl rrpneMa Brryrpb 125 rrr/5 rwl.

Ynaxaeurre cneq[an[crbr 3ApaBooxpaHeH[fl !

KoMnanus OOO <966orr Jls6oparopl{3) cBr.rAerenbcrByer BaM cBoe roqresue r nH$opMrrpyer
o HoBbD( AaIrHbD( rro 6e3onacEocTrr npenapara KnaqlrA* (Knapurpouuqun), nopo*o*-i-
npprroroBreuns cycneH3lrn AJrr upr{eMa BH}rrpE 125 ur/5 MJr, [pou3BoAcrBa 366om C.p.JI.,
l4tutus Ha ocHoBaHHu r.lsraeHeHufi, yrBepxAeuuhrx Mr.rnr4crepcrBoM 3ApaBooxpaHeHLIJr
Poccuficrofi QegepaqrEu (peurentre o BHecenulr n3MeHeurrfi B AoKyMeHTLr, co.[epxaqsecr B
perurcrpaqnouHoM Aocbe Ha 3apemcrpr{poBuurnufi npenapar AJrfl MeAr{qr,rHcKoro rtpl,rMeuegr4.,I
Ns20 -3 -4237 89 MW3M or 24.05.20 I 3).

['Ig]reHeHu.s 3arparurBaror cJleAyloq[e panAeJlbr l{Hcrpyrqru no npr.rMeHeHgro JreKapcrBegHoro
upeflapara Ms MeA]rqnllcKoro upfiMeHeHl.rf, (uoorre AaHHbre BhIAeJreHbr nonyilcupnhrJ]t
,gtpcusHbua upuQmom):

TEKCT LI3MEHEId.ILtrI

(Dapuarolornsecrue csoft crsa
tDapmaxogurraMflKa
MununattbHbrc nodaennrct4ue Kou4eumpauuu (Mnry KnapumpoJnuqaua dnn 1oncuuHcmaa
eotfydamettefi menurae, qew MIIR epumparwuquHa e cpednetu na odao log2 panedeHua
Oxasueaem flaxmepuqudaoe dertcmeuc I omHoruenuu Helicobacler pylori; daunan
aKmusfuocmb KnapampoJjruquna ebuae npu nefimpoJrbnoJjt pH, vut npu Kuarctq Kpome
mozo' danaue in vitro u in vivo yKasbrcarom fla mo, qmo KnapumpoJttuqun dertcmeyem ua
Kn un uqecnu 3 Ha.t uJvtue e udot m uxo6 arcnep urt.
Eema-naxmaljrutbt He aruercm rta aqmunrtocmb NtapumpoJvuuuulL
Eonuauncmeo lama*rJvoo cmafiunot<oKKoo, pnucmeumubtx K MemuquJlnugy u
o r<c a 4ruu uHy, o 6aad orc m y cmo ilu uc ocmb p u K Kilap umpoJw u q uHy.
Helicobacter nvlori
Vyecmeumenbflocmb H. pylori K KnapumpoJ]tutluuy txtyttanacb Ha u3oJutmox H. pylori"
eotdenennolx om 104 naquenmoe, do flattalro mepanau npenapamotw V 4 na4uenmoe 6otau
eudeneuu pegucmeHmfuue K Knapumpowu4uvy ,umaJrtJnu H. pylori, y 2-x - rumoJnJwbt c
y'uepenuofr pesucmeHmldocmbKt, y ocmalrbnux g8 nd4ueHmoe u3onnmu H. pylori 6runu
qy6cmg umenbHbt K t<Jropumportuquvy.

(Dapuaxorcrlneruna
Maxcunananoa Ko&4eHmpaqun (Cr**), nnot4adt nod xpucofi (Kon4eumpaqan-speJnnn
(AUC) w nepuod nonyeueedenun (Ty2) ruaprnporrar.rqr{Ha rrpr rpueMe .qercxofi .yrnersru
(nocle eg5r) cocraBJItJIu 0,95 rr,rxr/run,6,5 rrarcr.'rlun u 3,7 uacoa coorBercrBegHo, a np1a npgeMe
ra6nerru 250 rrar (naroruax) - 1,1 uxr/ur, 6,3 naxr..r/u nu 3,3 qaca coorBercrBeHgo.

Ten.:
@aKc:
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cocmaonf,nu om 2 mz/nn do 3 ndrut
Ilepuol nonyeueedewun KlrapumpoJnuuuwa
250 ne xaercdue 12 qacoc, no eozpacma,n do
qaco8.

rlorcasanrlfl K nplrMeneHnrc
Hnfrexquorruo-eocnalturneilbrrbrc zofioneeawiln,

Ten,: +7 (495) 258 42 80
oarc: +7 (495) 258 42 81

cocmaonm 34 
"aca 

npu npuerue ma6nemox

5-7 ,tacoe nocJre npualra 500 tttz xauclue 72

SWSAHHble .ry$cm8umenbHblJtlu R

OOO <966orr fl s6opatopt'ts>

PoccnficraR OeAepaqun 12517 1'
r. Mocxea, JlexulrpaAcxoe
urocce 16, crpoeHue 1

Eugxec qexrP <MerPononrcD

flpu upneMe cyc[eH3]r[r KJraprT poMtIIIfiHa B AO3e 250 rrlr Kax.uble 12 sacos y B3pOCnbD(

paBHoBecHbIe KoHIIeHTpa[uu B {poBn AocT[ra[Ecb K IIpI{eMy llr:rcft-{o3bl' IIpt eToM

,rup*.tpu, Qaprraaxorurrerlrxr{ 6ruru cneAyroquMl{: Cn,.x 1,98 rr'rrr/rvrn, AUC 11,5 uKr'u/ul,

6peMn doCmaucenun rwaKeurrantnort KonUeflmpaquu (T'**) 2$ uaca u Trn 3,2 T aca NIe'

KJrapnTpoM t1gy11arc cooTBeTcTBeHHO 0,67, 5,33, 2,9 a 4,9 ans I 4-OH-KJIapnTpOMEIplHa.

y gaoptnrx ruoaefi chrBopororrHbre KorilIeHTpan{n AocrrrraJla MaKculvryrla B reqeHue 2 qacos

nocrre npreMa Buyrpb *oiorryo* IIpu npuane npenapa,na e Qopme maflnemox e dose 250 me

xaucdarc 12 qacoo nuKoebrc pasnoeecHile Ko64el,mpaquu KnapqmpoJ,tutlug'a I cueopomKe

,qrosu docmuzanucb 6 me;euae 2-3 dnefi u CocmaalflJru npuflnwumenb&o I tuxZ/*ur'

Coomeemctnsynr4ue nuKosbte Konryeumpar4uu d1n dostt 500 mz xasclwe 12 qacos

tamP ampoJtl uqutty Jlr ur<po op ?an uunoil u :
. un$erquu Hr{xrrgx AbDGTeJrbHbD( rlyrcft (mrne rax 6poHxI{T, [HeBMonux);

. un0erqr,rn Bepxgr{x AbD€Tenburm nyreft (rarue Karc 0apugrnr, cunycur);

. 
""o"*qur.r 

Koxr4 r,r MrrKr{x rxanefi (mxue rar ([onnrryrmr, socnane$ue nodxoucnofr

KnemqamKz, poxa);
. Ar.rcceMl{Hr4poBaggbre r,rJrr{ JIoKtlJIII3oBaHHble Uuro6arcrep[aJrbHLle arrtfelalru, BbBBarrHbre

My cobact erium avium n Mycobactetium intracellulare;
. JroKaJrlr3oBar{Hhre uHOeraIHu, BEBBaHHbTe Mycobacterium chelonae, Mycobacteriumfortuitutn

w My c o b a c t e rium kans asii;
. ocmpbtfr cpednurt omum-

llpoturouoKaBarttrfl
o Oguonpeueugrfr [pr{eM KJrapurpoMHIIrrHa c anKlnoulanu cnopbtHbu, Hanptuilep'

gproraMr.rg, Al{rgApogprorryrrn (cr*,r. pasgen <BgauuoAeficrsxe c ApyrnMI{ neKapcrBeHHbIMI{

cpeAcrBaMlr)).
o Odnoepetaenuotil npueJn KnapumpoJt uquHa c uudasonuwoJa futn nepopanbflo?o

opu*in"ru" 1cn. paiOat <Bsau*todertcmoae c dpyzu*tu neKapcmsewHbtJttu cpedcmeanut).

o lfauuenmot c Hturuquav I aHaJjtuese ydnunenua uqmepsura QT, ttcutyilovt<ooort

apumJtt uu tutu ucenydo,txoeo fi maxuxapduu muna Knupy?mrr.

. nauuenmb, c zunoKoJrue*ruefi (pucxydnanenun uwmpesaJta QT).
o Odnoepeueuaurt npueJrt Knapumporruquna c unzuflumopanu fMf-KoA-pedyrcnant

(cmamunanu), Komopue 6 snaqumcJroaoil cmeneHa nemafiontnuWomcn
rcoQepmenmon CYP3A{ (noeacmamuH, ctr*,sacmumua), 6 csnsu c nosbnaeflueJn pucKa

Jnuonamuu, oKnwrqan pafldotnuonat (a* pazilen <Bsawjtoileficmeae c dpyzuna

J.enflpcmse HHbuvtu cpedcmean a>>).

o Odnoepeneunufr npue*t KnapampoJnu4uwa c KoJmurluqoJtt y naquetmos c Hapyuennofi

Qynxquefi nolteK u neqewu
c lla4ueambt c xanecmflmuqecxofi ,rcarmyxoil/eenamumoil I auaJilHeset putsuswuxcfl npu

np urveHeAuu Knup umpoJ|ru4u&a (cn p az dea < oc o6orc yxawnunn),
Page 2
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OOO <366orr fl e6oparopr,ra>

Pocculicxas OeAepaquR 12517 1,
r. Mocrea, Ilexnlrpa4cxoe
r.uocce 16, crpoeHt,|e 1

Engxec qexrp <MerpononncD

Ten.: +7(495)2584280
Oaxc'. +7 (495) 258 42 8i

o lfepuod zpydnoeo scKaprilnusauun
o lfa4aeamu c epotrcdeHuoil HenepeHocuntocmbrc Qpyrcnozct, HedocmarnoqHocmbg,

caxapfl3bt-woJtlonbmasil, cufuApoJttoJ|t znronozo-zturqwmog*ofr rJ&nbaflcopfl4uu

C ocropoxnocrbro
. noqeqHan Hedocmamoqnocmb cpeduert u mflatcenofi cmeneuu
o lreqenoqwon Hedocmomt qwocmb cpedHeil u mn:ncenofi cmenenu
o Muacmeaua gravis (eoantotrcno ycufleuue cumnmonoe).
o odnoePantennotrt npueJa KnapumpoJltuquHa c fletnoduaeenuuoJt u, maKuJrtu KaK:

annpq:ton(ut' mpua3ona*l, nuda3onana dnn nflympuseunozo npuJrrerreuun (ott, pasdat
< Bn u.,vode rtcmc ue c dpyztttttu neKapcmneuilbtJttu cptelcmsaJflurr.-

o Odnoepemeunufi npuau c npenapamonnu, Komopbre ilemaftonusupyromcn Cyp3A:
xapfiamazenun, 4unocmuton, quKnocnopu*, duzinuputtud, anxaiiudu cnopbt1bs,
Memunnpedausonon, oJilenpqton, HenpflJnbte utmuKoazynnHmot (nanpunep, eaptpapunl,
xunudan, puQafymun, curdenaQw\ morfporrranyc u eunfunacmun (ctn" nsiurnodi,rtcmnue
c dpyzunu neKapcmsewnuwu cpedcmearvu>).

o Odnoepeneuaufi npuaw c npenapamoJru4 undy4upyroultana usoQepnenm CypJA4:
pufiamnu4un, Qeaumoun, xapdatwo:tenun, Qenofuapafuumat, rcepodirt'npodupneneuauil
(cn, pailen <Btaunodertcmeue c dpyzunu neKapcmeeununu cpedcmeanu>).c odnoapeneaaotrt npueJjt c finoxamopanu Kutbuuesbrx KaHalros, Komopbrc
uemafionusapymmcn uzofiepmeamom CYP3A4 (nanpuuep, eepanoilw4 uy4oluiun,
dutmuazwa).

o ffaquenmot c ulueMuqecxofi flonesnoro cepdqa (nfiq, mnucanort cepdeuaofi
a e d o c mamo qfuo cmb Kr, ? u noM oz H rrau ue rt, s brp uilce H H o rt 6p ad uxap d ue il (ne n e e S 0 y d/m un),
a maK,rce naquerrmbr, odaoepetweauo npuHrrJttarot4ue aumuapuwnuqecKue npenapambr
IA rcnacca (xuuudun, npoKauuoJnud) u III rstacca (doQemutai, unuodapon, comaton).o EepeueuHocmb,

o Caxapnufi duafiem (npenapam codepercum cnvapory).

frpzueHenre npn depenrennocrrr n B rreprroA rpyArroro BcKapMJrrrBaHHc
Eegonacsocrb [pnMeHerIE KJIap]ITpoMHrI]rHa Bo BpeMr 6eperr,r-enHo crvr 14 B flep]roA rpyAHoro
BCKapMff{B AHHE. H e y c ma H oan e H &
flpnueHealre KJIapnrpoMI'IqrHa npn 6epervreuuocrlr (ocofuenno e I mpuvecmpe) Bo3MoxHo
ToJIbKo B cnfrae orcyrcrBl{fl aulbrepHarr[Bnofi repannvt, a rlorenllr{aJrbu€u noJrb3a Mfl Marepu
npeBhrrrraer floreHrlr{aJrrgufi prcr( AJr.r [noAa.
Klapurpor'rugEl{ BT-rRornrcs. c rpyAHbM MonoKoM. IIpu neofuxodwwocmu npueila e nepuod
noKma4 u u, zpydno e 6c KapilJ, usan ue neotxod wno nperfpamumb,

Cnoco6 rrprrMeHenufl rr Ao3br
foronyro cycrleH3l{}o MoxHo xpaHI{Tb B TeqeHHe 14 cyror upu KoMHarHofi reuue parype (omI5 "C do 30 "C). flepe4 KaxAErM rpr{eMoM cycnen3}rro cne,rryer xopomo ss6onrarb.

o6rrqHas .IIJII{TeJIbHocrb iIerIeHI{ s - s-ta ltten B 3aBacuMocrr{ or nos6ygnrere u rfiKecrilcocTorHHS.
B ra6nuqe npl{BeAenhr peKoMeHAaIII-IH rro Ao3r{poBaHuro y,qerefi c yqemaJa Juaccbt meno
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OOO a966on fl a6oparopuar

Poccticran OeAepaqffi 125171,
r. Mocraa, Ilexrnrpagcxoe
uJocc€ 16, crpoeHlre 1

Eugxec qexrp <Merponon[c]

Ten.:
OaKc:

+7 (495) 258 4280
+7 (495) 258 42 81

Macca reJla'r. Kr Pasoeqn dosa npu npuarte 2 paza I deub, J.tJt
(7.5 n*e 2 oasa e deno)

8-1 I 2,5
t2-r9 5
20-29 7,5
3040 10

* Y ,qerefi c Maccofi Tena < 8 rr 4osy uo.q6uparor rro Macce (upurrlepuo
7,5 ur/tcr 2 pasa B Aesb)

.Iloga npu unrco6arrepnaarrrr, E undercuu.o<
V aereft c AI{cceMnH}rpoBturHbIMH HJIr{ JroKaJrbHbrMa uuro6axrepfiarrbubrMlr nnserqarrr,ru
(M. avium, M. intracellulare, M. chelonae, M. fortuitum, M. kansasii) peKoMeHAyeMaJr
cymoqHan Ao3a KJrapnrpoMr{qlrna cocrnBJr.f,er 7,5-15 ur/rr 2 paza BAeHb.
Jfeqenue ruapumporuuquvoJn anedyen npodonucama do m& nop, noKa coxponnerncn
Knunu.tecKufi eQQexn lhnpumpouuqut cJredyem Httfioqamo e xotnfiauaqua c dpyaumu
a&rnuilut(pofiuot*ttt npenapamoJ)ru, aKtnuhHbmu I omHotaenuu lanaotx sotfiydilmeJreil.
B ta6auue npuBeAenbr peKoMeHAar\En tro Ao3r{poBanltro y Aereft c *tuxoflaxmepuoJtbHbrJ}tu

c MAOCbI TCJIA'

Macca rera*, Kl Pasooos Ao3a npr npr{eMe 2 pasaB AeHb, MJr

7.5 *rrlrr 2 oan cdeno 15 rrrr/xr 2 oaca cdeno
8-1 l
l2-r9
20-29
30-40

2,5 5
5 10

7.5 15
IO 20r Y Aerefi c uaccoft rena ( 8 xr .qogy" nog6uparor rro Macce (7,5-15 ur/xr 2

pa3a B 4eur)
,Ilosa,um 6omHnp( c Hqp]{megr,reN,r 6yg$ura4 uoqer
Y aereff c Krrr.lpeHcoM KpeaTr{Hr,rHa MeHee 30 rr,rnlrr,rnlr Ao3y KjrapHTpoMr,rqnHa cneAyeT cuu3HTb
BABoe (uanpnuep, 125 Mr B Aer{6 r.rJrr,t uo l25ur 2 paza B Aerr6 npn 6olee rrxeJrbu(
us$erqurx). B rarux cJrfratlx K)pe reqeur.r. fie Aonxex rrpeBbrrrrars 14 4ueft, xomn oduqua1
dnumetanocmb neqeHua cocmauuem 5-10 dnefi.

lfo6oqnoe aeficrnue
I&uccuQuKo4un nofiortnolx peax4ufi no vacmome possumun (xonuuecmeo
sapezucmpapo&oHilbX cnyvaee/xonwecmno na4uenmoe): oqeHb .tacmo PJ/10), qacmo
PJ/100, <1/10)' Heqocmo eJ/1000, <I/100), Heutnecmuo (noflovnote oQQexmb, w onbtma
nocmilapKemurtzooozo npuweHeHun; qacmomfl fle rtolrcem 6umt o4eaerra Ho ocuooe
uJrt e ro t4 uxcn d an natx).
funenewtecxue oeaxuuu
Vacmo: cwnb.
Heqacmo:-, anabwtaxmoudaan peaxquat, ?unepvyncmsumenbuocmb, depuamum
oyJun H bta', 3!o, KpanlrBHHII A, Jrtarglno-nanynn H an c btnb".
Heusaecmao: anaSunarrnsecKattr peaKrllrr, cHHApoM Crureuca-.{xoHcona, rorcnqecrufi
3[I{AepMaJIrgrr[ HeKpoJIrI3, neKapcmneHuan cbtnb c eotuloQunuert u cucme*tnoil
c un nmorttam uxo rt (D RE S S < undp on).

Page 4
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OOO a966orrr Jls6oparopus>

Poccnncran Oegepaqnn 12517 1,
r. Mocraa, Ilexnarpa4cxoe
urocce 16, crpoeHr€ 1

Eugnec qexrp <MerpononucD

Ten.:
<Daxc:

+7 (495) 258 42 80
+7 (495) 258 42 81

Co cmooonot aen i 
- - nfi .cucme.mct

Vacmo: roJroBu,u 60lr, 6eccouruula;
rleqacmo: nomepn coSHanuflr, ducxuaerual, ronoBoKpyxe'He, corut4Socmb, mpeJ|rop,
6ecnoxoft c rBo, no I bt nre HH an a oz 6y d uno c tnbs r rp uri.
rreuseecmao: cyAoporfi, ficuxorr,Iqecru{e paccrpoficrBa, crryrauHocrb co3gaH}rr,
AetrepcoHanvt3arrns' denpeccun' ,IIe3opI{eHTaIIut, raJurloqr{Hall[H, Hapyueglrr cHosr.rAegrfi
(<<rcorurr,rapnbre)) cHoBr.r4eHux), napecmesun, Mauan

Vacmo: uumenc usrtoe nomoomdenenue.
He us eecmao : aKne, nypnypa IIf e rute rtna-fenoxa, zeJnoppt z u rL

le 
uze ecmno : noqeq*an nedociitnoinocmb, r4'repcr'rlnarr'brfi ne$pu.r.

Heqacmo: auopenc ua, yryduenue annemumu
He w c e c ma o : z un o an uKefit un.

Heqac mo : JabtrueqH btil c na:tu3, xocmno-*tutueuuon c KoeaHnolmbr, il uanz ufl2., ,rverr.4qftoruGn41.4 a;nlrvurrrrucn b , Jauanzun .

I:::t":":: yafldottuonu?',*, Muonomun, ycuneHue ctornmalt os rrruocmeuuu gravis.

vacmo: /o,rapes., pBora, ducnencttn6tinm4 6oirr e o6racr[ xaBora.

f::ffi*'*:!:K: --::y":::!:::::y -f"!"n*",i 6onesaa2, zacmpum,no t cucmpum,npoKmuaun2, croMarnr' rJroccr4r, noii"i iiti^"{-lo"op, qlxocmb 60 pmy, ompuilcKa,rvemeopunt, xonecmar4rreflarr.rr, 
" 

to" qucre xoJrecrarl{qecruft E renarorlennrorrpnufia.rreweecmao: ocmpufi na'Kpearlrr, H3MeHeHHe IIBera r3BrKa n sy6on, fieqe'oqHa,
HeAocraroqHoQTb, ilC en myxo.

Heqacmo: , Hocoeoe tposomeqeH ud, mpom6oo*t6on un nezorrnort apmep u ur
C-q cmoponil oozauoo qvecrue
Vacmo : daczeas un, r.BBpar{eur.re Bxyca.
Heqacmo: cepmuzo, Hapyluerl{e cJryxa,3BoH B ylrla>(.

7::::"::a; ffryxora' aeeelun (nomepn nr(ycosbrx or4y4enail), nopocrurrn, a1ocnrns.

Heqacmo: ocmafuosKL Cepd4at, Jhepqa\enb\an apurn*tuer, ypnuueHr.re HHTepB:ura QT Ha?JIeIcpoKapAI'IorpaMMe' ?Kcmpac ucrnonun', mpenemaHue npedcepd ufi.
Heuscecm*o: xe'ry\oqKoB.rs raxr{KapAl{t, B ToM qacJre rula (firr{py'TD.
Ag6 o D a*"p 

" 
r, 

" " " 
Kal 

"mu 
u

Vacmo: omuroueuue 6 neqeHoqnofi npo6e.
He"acmo: noBbuueHHe KoHqeHTptt"t *p"ur"HI'IHat, nonbttaeuue KonqeHmpalluu Juoveeunbtl,u3iler8Hue omilotaeHun antfiyvun - awfiynunl, refiKonenun, aefimpon""iorr' irrr""{fi*i,rporrl6oqureMl'If,3, noeb,tueHue Konqelr4paquu s ,gosu ananuuaMuuompakceepasot (AJrr),acnapmomurruflomlaHcQepazo-t (ACT), euuilaznymutunmpancQepo:rbtTrrrnf , i;r;;';;QocQamasu (II{A)0, naxmamdezudpiienazu (JIIija -
Heuteecmno: azpa^ynoqumos' mpoufuo4umone,un, yseJtu.rcHue gHaqeHu'meacdynapodaoeo Hoprltutu?onarrno?o omfloraeHun (MHq: yaoirio*-npompon,u^osoeo
spe.uenu' uil|reHeHue 4semfl Jvo,tu, nosbrraeHue Ko\4eHmpaqua 6wtupy6una s Kpoeh
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sqzunurbhbte)3.

Vacmo: 6onu e uecme urrbeKquutr socnuteHue 6 Jwecmc unbeKquul.
Heqacmo: neaoJ|lozafluel, eunepmepJnuas, acmeuun, 6ont I epydnort KnemKel, Brrod,
ymoilnneJnocmbl.

He use'ecmno : ncesdoJltantbpauozttbrrt xonum, po)rca, ?pumpurrt &
ff aqueamu c nodaeneH Hbt lw uMMyHumemoJvl
Y na4ueamoe co CIII,IAorrr r{ ApynaM[ [rMMygoAeSuqnmrrua, noJr)^rruoqr{x KJrapurpoMurlr{rr B
6olee BhIcoKIlx ,Ilo3ax B Teqexlle ArfiTeJrlnoro BpeMelra M5 retrenurr nanro6arrip]raJrbglD(
EHQeKqufi, qacro rPY4ro orJrullrrrb HexeJrareJrbnbile e$Oercrrr rpe[apara or cnMrrroMoB BI4rI-
ns$exqnr r4nu conymcmsyrot4ezo ga6orresaxus.
Har6onee qacrbrMfi HexeJIareJIbHf,IMIr snilenllr&,ffi y naqlerlToB, rrpl{Hr{MaBruux cyrorrgyro Ao3y
KJIapI{TpoMaqr{Ha paBHyIo l000rur, 6ruru: Torrmora, pBor4 u:rspat4euue 6rglca,6oar s
o6nacrn xl{Borq duapen, cbrnb' Memeopuut$ zonooHafl 6ont, ,ioop, HapyrrreHr{e cJryx4
loBhIIrIeHr{e r(oHrlegTpaurlu ACT il AJIT B KpoBr{. Taxarce omnteq&nucb cnyqou
neilceramenbHbW aenenufr c nugxofi vacmomort so?HuKnooeuufl, maKue xax odott4xa,
6ecconaa4a u cyxocmb co pmy.
y na4uewmos c nodaanenaouv ,aililynumentoJj, npoeodunu oqenrE nafuopamopawx
noKuramenert, auantaupyn nx 3HaqLITeJIbHbIe oTKnoIIeHIIt OT IIopMaTIIBHgo, sHa""""fi (pesroe
noBhrrueHr{e Hrn cHuxenue). Ha ocnoBarr}tu .qilrHoro Kpr.rrep}il Jr 2-3 % na4uiomo",
noffyrlaBEux KJrapI{TpoMI{IIug I dose 1000 nz euceduecao, 6rlno 3apen{crpgpoBaHo
3HalII{TeJIbHoe roBhlruen}Ie KoHrleuTpaerr{ ACT u AJIT B KpoBr{, a raKxe cHfixe'rre q[cna
nefixoqumoe n rporvr6oquroa. y neflonotuozo npo4euma na4ueHmo6 maKtce 6omo
3 Ap e2 UC mp up o8 a Ho n o gbt rue H u e Ko H 4eHmp a 4u u o c momo.tH ozo a3 o ma Jno.te I u H bL* B nexomopotx coo6t4euu"nx o pafldonuonuge KnapumpoJtJuqut npuHrururcn coanecmno c
dpyeutuu neKapcmaertnblJlJu cpedcmeatwu, e npueJnow Komopbtx, KaK u37ecmflo, csnsaHo
qBs um ue p aadotn uon uza (cmamano\ Q u6pambr, KoJtxu rluH un u aJlnonyp unon),
'Coo6t4enun o dannotx nofloqnotx peaKquflx 6ouu nony.reuu 60 6pewn KnuluqecKnx
ucutedoeanurt, a rnaKilce nocmJvap&emu&losozo nptuteHeHun npenapama Kna4ud@,

4uoQuttutam drn npazomoefleHun pocmnopa dnn uneyzart.
'coo6t4enuf, o ilauuotx nofioqnou pesKquflx 6omu nonyqeHu co speJvn tstuHwecgnx
ucanedocavurt, a maKJrce nocmJaap&emu&zosozo npuJneHeuan npenapama lorcqud@,
madnemxu npono Hzapooaq nozo deficme ua noKpbtmbte nne noquofi ofuonouxo il.
" Coo6t4enan o daauux nofloqnux peaKqunt 6tutu nony.reub, so speJnfl Knuuuqecoux
ucanedoeanafi, a maKlrce nocmJnapKemunzonozo npurteneuun npenfipafna ttt iu;6,
noporaow dnn npuzomoareuun cycnet:tua dnn npuena suyrypb.

Loool4eHun o oanuux no6o'raux peonrluflx 6oma nonyqeHb, so speiln Knuqu"ecKux
ucutedocanurt, o maKltce nocmJwapKemuHzonozo npuile*eHun npenapama IOr;;;;t,
madnemxu noKpwmbte odonortxo rt.

Ifepetosllponrca
cutvnmontu: npueru flonauort dont ruuputrypoJuuquHa Jvottcem ebBbrsamb cnJunmoJ|rb,napyuenufi co cmopoHb, ucenydovno-Kuraeq*oeo mpaKma. y odnoeo nar4ueuma c
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flunonnpnouil paccmportcmuoJj, e aHuwHBe nocne npuana I z wtapumpomuquuo onucarru
usrteHeHun ncuxuqecKozo cocmonHus, napqnoudaflbiloe nosedewue, zunoKanueJuun u
zUnOKCeMUn.

Jfe.teaue: npn nepeAo3lrpoBKe cJreAyer yliurr{tb Hea6cop6upoBauubtrl rlpenapaT lr3 xeryAotlgo-
Kl{ltregHoro rptu(ra v [poBo,U{Tb cr{M[ToMaTI{qecKyIo repatrIilo. feuo,4nanu3 u

fleprrroHeaJrbuhrfi Afiarus He oK&]ErBaeT cyr[ecrBeulroro Brlrsult.a Ha Kouqelrrpallfiro

KJrapr{TpoMrrqr{Ha B cbrBopoTKe, lrro xaparcTepHo r4 Nts. Apyrux flpenapaToB rpyflrlbl
MarcpoJIHAoB.

BsaulroAeft crBrle c ApyrrrMlr JreKapcrBenEbrMtr npeuaparaMtr
HcuoJrtron4nne , c{teryloulrx, npeFflparpn poB'Mecrno c, 4[ap4Tpo['ruuuFol'r

TepQeu aduu u acrnefrtuzon
flpnconruecTHoMflpfieMeBo3MoxHoIIoBHIrreHI4eKoIIIIeHTpa[[I{TepseHaAuHa/aaTeMH3oJIaB
KpoBr.r, Bo3HrrKrroBerrue cepAerrltbD( apuTlvl*lil, xelyAoqKoBofi Taxl{Kap.ug}r, i[u6purrxqura

xeJryAortKoB, )r(eJryAor{KoBofi TalfiKapArrfi Tzrna (rrilpyerl> ]t yBerI,IqeHI'Ig aHTepBala QT (cttl.

pa3.qeJr <flpotuaouoKffi annt D).

Bn +auue dny-a:w nexgocrnseauilx noena0a!,noe,ng r{upa,moouuuun
nrynpanbi,-iaapnaitecn uHdyKmoPuaa CYP3A (nanpuuep, pu$oilnuqun, QeHumoun'
KapfunasenuH, Qenofiapflumatt, ssepofloil npodupneJrer,Hbtfi), Jaozym uwdyrluposamb

Jnema1onutJtt KnapumpoJltu4uua- 9mo ,to)rcern npusecmu K cyfimepaneemuqecxoil

KouqeHmpoqua KnapumpoJwtt4uHa, .tmo npusodum x uruilceHu0, ezo ?$$eKmusilocmtl

Kpone mozo, Heofxodrano Hatnrolamb sa KoHqeumpa4uert CYP3A'undyxmopa 6 nnosJne

xpoeu, Komopbrrt Jnolrcem nosbrcumbcn utia uuzuduposanua CYP3A Knapumpouurluuoil.

IIpu cocrtecrnHoJn nltruweneuuu pufrafiymuna u KnapumpoJwutluHo nafinpdanoct

nosbrureHue ruasJvreHHort KoilqeHmpaquu paQafiymuna u cuultceuue cbtnopomoqwoit

RoHqebmpa4uu tqapumpoJnuquna c nogbrlaewflbt ilt p ucKoJJt pa:,gumun yseum&

Cnedynque npenapomu ofnadarom doKutawflunt unu npednonozaeJwilnt arunHueM fla

KOH4eHmpA4Urc 
'&A?Um7ONU4AHA 

6 WtUtMe r!po6u; s anyqae ux coewecmno?o nputteileHun

c KnapumpoJtturyunoil Morrcem nornpeflosambcfl KoppeK4un dos uJru nepexod Ho

aJr b mep H amu 8H o e n e qe H ue,
9 Q a o up ew, H e s up an un, p uQann u4uH, p uQ a6ym un u p uO ane H murr

Cwrcnore undytottopbt cucmcilru qumoxpona P450, maKue xax eQacupeHs' Hesupanuil'
puQannu4un, pufiatymun u pufuanewmun rnoqlm ycnopflmb memafionuz*t

KnapumpoJt u4uua u, maNuJjr odpazotv, nonrancamb Kowqenmpaqun ,aapumpoJtruwuwa I
nnflsile u oanafnnmb meponesmuqecnufi oQQexm, u sJvecme c men nooblutamb

KoHqeHmpaquwt l4-Ofi-xnapumpoJtru4uHa - nemafionuma, maK:Hce naunulezocn
tvurEoduonoeu.tecKu aKmuswbuu. IfocxonwE muxpofiuonozu.tecKan arcmusHocmb

KnapumpoMuquua u |4-OH-rcttapumpoJtru4ufla omJtu.taemcn I omHoutevuu pasnuuwbtx

fiaxmepurt, mepanesmurtecxuil eQQexm ,totnem cHu:ncambcn npu cosilecmnoJw
np wneHeH uu Knap umpoM u quwd u undyxmopoe Qeptwenmoe.
9mpaoupun
Kon4enmpa4ua Knapumporruquna cnurrcaemcn npu ucnoilbsosawuu empasupuwa, Ho

no9buaaemcn Ron4eumpaqun aKmugHo?o ,uemnfionama l4-OH-wapumpoilu4uHa.
IfocxonwE l4-OH-xnapumporltut4ut odnadaem HwrKort anmuoltocmbn no omHotaeHuru, K

unQexquntn Mycohactefium avium complex (MAC), rjtostcem rnewnmbcn o6r4oe ar<muowocmb
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s omHotaeHuu ItJc smfiydumeJrert, nosmoJwy dnn ne.teaufl MAC cnedyem paccrtampucamb
En b mepil 0maS rto e Jreve H ue.
<Dnyxouawn
Coeuecmnurt npuau Qnyrconawna s dffie 200ne errceduesHo u Knapumpomu4uua a dose 500
nz doa puta s deno y 21 tdopoaozo dodpoeonoqo npucen K yeanu.tevuu, cpedve?o suaqe+un
rwaHuJrrurb&ofr pasfuosecfuort KoHqeHmpaqau Rnapumpontuqufua (C^il u AUC na 33 % u
18 % coomsemcmeenuo, IIpu emon coaaecmndrt npuert Jnaqumenbao He onutJt Ha
cpelHron pasuoeecHyn Konqenmpaqaro aKmaeuozo memafionuma I4-OH-
Knapumporttuquqo. Koppex4un dozw mapumporltu4u&a s cJtyqoe conymcmgyrot4ezo npueila
Qnyxonawnq He mpedye mcn.
II epopananbrc aunoanuKeJnuqecKue cpedcmsa,/utrqlnut
Ifpu coe*tecmnoJn npuJveweHuu KnapumpoJnuquua u nepopalrbubtx ?uno?nuKewu.tecKax
cpedcms u/unu uncynuHa Moilcern aafinrudambcf, sbrpauceHwan ?unouruKe*tan- Ha Qone
odtrospeJaeunozo npuana KnapumpwtuquHa u Henomopbtx npenapamos, cwailcaroulttx
KoHqenmpaquw, aarcrKoSbt, n aKux KaK HumeanuHud, nuoznumoso&, penaznunud u
pocuznumosott, Jrtorrcem wvernb Mecmo urJzuduposa&ue Qepnenma CYP3A
RnapumpoJnutlurtom, pesynbmamollJ qe?o Jiloilcem cmamb zunoanuKerrun. PeKoJjtewdyemct
mtqamenbuw rt xoamponb KoHqewmpaquu arnrnosbL
n e fic me ue KnaD amDunuuuwa Ha dDvzue neKaDcmeenfl ue npenaDamb,
Aamuapumtau.tecKue npenapamu (xunudun u lusonupoJttud)
Boz*toucao sosuuKHocenue ilceflydoqxoeort macuxapduu muna Knupyem> npu co*Jaecrn ral|r
npuueuanuu KnapurnpoJjtuquaa u xunudurra uflu dusonapanudu IIpu odrrospemeuHoJ|r

npuane KnapwryrortJuquwa c smuntu npenapamailu utedyem pezynnpHo nposolumb
Koumpanb sneKmpoKapduozputtttb, Ha npeduem yseruveHufl uumepoura QT, a maKilce
caedyem Kowmponupoeamb cbrsopomoqwbte Kon4ewmpaquu gmux npenapamos.
B w wtode rtcme ua, odyarcene nnue C YP3A
Coetnecmnotfr npueJu KnapumpoJtluquHa, xomopufi, KuK useecmflo, uazudupyem
uzoQepnenm CYP3A, u npenopamoe, nepauqHo ilremsfionusupyrcUuxcn CYP3A, J|rorrcem

accoquupogambcn c sgauilHblrtt nosbturewuew wc Kowqerlmpaqurt, .tmo Norrcem ycuJrumb
wtu npodnumb KaK mcpanesmuqecKue, maK u nofiortnorc eQQexmou Knapumponuqun
cnedyem c ocmopowHocmbro npuwewnnb na4uewmart, nony.tarcr4nJn npenapamu,
neJr,snr4aecn cydcmpama*tu uzoQep.uewma CYP3A, ocodeano ecnu emu npenapambt uuenm
ysxufi mepaneomuqecxufi duanatoa (nanpwnep, xapfiuwazenua), u/tutu uHmencusHo
memadonasupyemcn ?munt Qepmenmou. B anyvae Heofixolrauocmu donucaa npocodumtce
Koppexqun lozu npenapamfl, npuHlat aervozo cmecme c ,arapumpoJ|tuuaHom. Taxtrce, no
sosJttoJtcHocmu, donarcen npoeolumtcn JnowumopuHz cbreopomoqHux xon4enmph4ufi
npenapamos, nepa uwao .memafionwupyruaryt&cn CYPJA,
Tot<-tre x CYP1A ozowucmoJ], omnocflmcr cnedynque npenapqmbr, npomuoonoKa3anubte K
cOet,teCmHOMy npUJVeHeHuo c KnOpampOJnUqUHoM: acTeMI{3oJI, qLBaIIpI{A, nIltMO3I{A,

rcpQeu44un, JroBacrarr.rH, cr,rMBacrarnH u anxanoudc, cnopbtubu (cn. pasden
<ffpomaeonoKasawan>} K npenapamaJv, ezautvodeilcmeym4un nododawu ofipasom qepeg

dpyzue uzoQepuenmil I partKax cucmeMb, qumt xpoJaa P450, omHocnmcn Qenumouu,
meoQututuH u cuhnpoesan KnaromlL
IInz u6 umopar fMf-KoA-pedyxmatar (cmamunor)
Coanecmnuil npuefit KnapumpoJwuquna c nosacmamuaoJw anu cuJrtndcmamurtoJn
npomusonoK rat (crn. pazde,n <ffpomueonoxasanua>) a caflgu c meilr, ttmo danaorc
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cmamunb, s ?flaqumutbrtort cmenewu Jnemufionwupytomcn usofuepJvenmort CYP3A4, u
cosilecmnoe npuJneuewue e Kn0pumpoJjruqurroJV nosbruraem ux cbrsopomo.t$bte
Kortqeilmpaquu, qmo npuaodum ,( noebru4efuuto pucKo pagsumut Muonamuu, fiw0rqan
pafidortuonus. Coo6t4anoo o cJrJqaax paddoirruonusa y naqueHmoo, npuutr*rasunx
KnapumpoJtruquH cosJvtecmilo c dannowtu npenapamaJau B cnyvae Heoflxodutrocmu
npuJueHetun KnapumpoMu4una, arcilyem nperqramumb npuew roeacmamuilfl unu
craitSacmt muHa fla SpeJnn mepanuL
I{napumpouuqut uedyem npruteHnmb c ocmopo?tcnocmuo npu KoJit6uuuposuuuoil
mepanuu co cmamuiloJrtu B cnyqae Heofixodurtoqmu cooJwecmrrozo npuerra, peKoJileulyemcn
npuiltu&mb Halrrlefubrayw, dozy cmomuuo. Heo6Xoluno npu|tenflmb cmttmufubt,
H$as ucnr4ue otn Memaaonu?rila CYP3A (aanp unep, Qnycacmamun).
Henpntuorc aHmuKo ozynfl H mbt
flpu coemecmnoln npuerne eapQapuna u ruwpumpoJttu4uHa oosJnoncwo t<ItoaomeqeHue,
sbrpailceHnoe ysenu.teLae MHO u npompoJt fiuuosoeo spertenh B cayuae cocMecmHozo
npuileveuun c sapfuapultoJtr tutu dpltztttuu HenpnJjrbuwa afumuKotrzJlJtf,Hmalnu aeoflxodttno
Khfumpqltuposamb MHO u npompoJ)tflunoeoe gpemn.

Omenpazon
Knapumponuqut (no 500 ue xaucdorc I vacoe) uccnedoeottcr y sdopoeux $poabrx
doflpoeontqes s Komdanaquu c oJ]tenpasonoJn (no 40 uz escedneeuo). IIpu coalnecmuoltt
npuJuefuenuu Knapumportuqufua u oJnenpa.sona pogHosecHbte nno3raefurtbre Kow4e&rnpaquu
oJwenpasona 6bna ysenuqe$bt (C^oo AUCra, u Tn ysenuqurucb Ha 30 %, 89 %, u 34 %
coomsemcmseilflo). Cpednee sHaqewue pH ilcarydRa o meqefuue 24 qacoe cocmaeuno 5r2 npu
npaeile oJuenputona s omdeJrbflocmu u 5r7 npu npueJrte onaenpurona coaJrrecmwo c
KnapumpoJlrurluHorL
C wfiena$ rar, madorra$un u eapdenaQwt
Ka.scdurt ut ?mux urueudumopoe QocQoduecmeputu ilemodonucupyemcn, no xpartnertnepe,
qacmuqHo c y.tacmueilt CYP7A. B mo Jrce epe.Dtn CYPSA ljrolrcem uneudupooambcn I
npaqtmcmsuu KnaPumpoJau4un& coetwecmnoe npufleHeHue KnapumpoJau4uno c
cunleuaQuto*q madanafrunoM anu eapdeaaQwtoJtr itrolrcem npusecmu K yaauvevurc
unzufupytor4ezo aozdeficmoua na QocQoduecmepaty. IIpu npuweHeHuu ?mux npenapamos
coartecmwo c KnapumpoJtruquwort ctedyem poccnaompemb oosJuolrcruocmb yJaeHbureHun dozot
c wfienaQuna, madana$ma u eapdeaa$ unu
Tonmepodun
rrepouvnufi nemafionusm monmepoduaa ocyt4ecmar"remct qep6 2D6 rcoQopny
qumoxporila P450 (CYP2D6). Odnaxo I qacmu nonynnquu, nuuteuuofr CYP2D6,
memafionusn npoucxodum qepa CYP3A. B emort zpynne Hocenewun nodaenenae CYP3A
npueodum k SHaqumentuo 6onee ebrcoKrrJrr KoHqeHmpaqunil monmcpoduua s cueopomxe. B
nonynnquu c Hu:tKuJa yposfuerv nemafionusma qepec CYP2D6 Moilcem nompeflocamaca
cwuJrcewue dostt monmepoduaa I npucymcmsuu uuzudumopoe CYP3A, maKux KaK
KnapumpoJnuuutu
Bensod uwenu*b, (aanp unep, urnputonarq mudasonoJjt, mpuasonon)
Apu coenecmHoJtr npuwe*euuu iludasonarta u KnapuntpoJtluquua e Qoptne moflnemox
(500 uz dea paw e deno), omwe.tanocb ynenu.tenue A(lC nudosonutta: e 2r7 pasa noare
sHympusefuHozo esedenun mudasonaua u c 7 paz nocne nepopanbuo?o npue.ilt* Heotxodtutto
usdezamu cosmecmHozo nepoponbuozo npuewa mudazonana u KnapumpoJnuquHa. Ecttu
sJnecme c Knapumponu4uHoJa npuJneflnemcfl snympunewwan Qopua mudasonanta, cnedyem
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mt4amuftHo KoHmponuposamb cocmonflue naqueilma dnn soantoTrcfuofi xoppex4uu dsbl
Taxue t ce Jnepu npeilocmoponcuocmu arclyem npuneHf,rnb u K dpyztuu deacodua3enuuaJjr,
Kqmopbte Jnema6onutupynmcn CnP3A, sKnKrran mpuo3onun u oJ.npasona.Dl ,{nn
deazoduazenuuoo, susedewue Romopbtx He sasucum om CYPSA (metuosenatv' HumposenuJjt,

nopmenaJ|t), Monoeepo.nmuo Knuuuqecr(u ?Haquvtoe esauJ)todeficmoue c KnapumpoJttuqunorl
IIpu cosilecmHoJw ucnonbsoeauuu Knapumpoiluquua u mpuutonoJjro soanolrcHo

1osAeilcmsae Ha 4eumpurbvyK, HepsHyto cucmcJr,y (IIHC), Hanpuvtep corurtaoocmb u
cnymoHuocmb coSnaHua. B consu c smuur, I cJryqae co&twecmnozo npuilewewan,
peKoMeudyerncn cnedumb 3a curanmorroJilu Hapywewun IIHC,
Bsquraodertcme ue c lnvzul!.! noqr?gnamnrwu
Konxuquu
3 apez ucmp upoehau n ocmilapKe muru?o 6ue coo6t4ew un o cJtyqanx o mpaarcH un KoJrxurluHolw

npu eeo odnoepetwennoJil npuerte c KnapumpoJwuquHoJlJ, qat4e y noilcuJtux naWueHmos.

Hetcomoporc ut onucailHbrx cJtyqaer npoacxodwru c naquewmarttt, cmpadant4urru
noqewnil He\ocmamaqwocmbrcr. Kax coofitqoJrocb, HeKomopble cflyvoa 3oKflHqusanucb

nemurbrrbtJlt ucxodou. V naqaenmos c nopJriurbwofr Qyrrnquert noqeK u nelteHu ueodxoduma

cHrailcqmb dory xottxutlufla npu odnoepavenwort npuJnewewuu c runpumpoJ|tutlufloJll

,(uzoxcun
Ilpednonazaemcn, .tmo duzoxcuu nurnetncn cy6cmpamom dna Pgp. Iftoecmno' qmo

Knapumpolru4utt unzudupyem PSp. IIpu coertecmmoln npuerre Kflapumporlruquila u

duzoxcuaa uneu^uposaLue Pp KnapampuvuquHoJrr .frtolrcern npusecrnu K ycwrcHuw,

deficmoun duzoxcuua- cosr\,{ecrH6rfi nplreM AI4roKcI{Ha I{ xnapuTpoMl{qffIa TaKXe MoxeT

lprrBecrlr K noBbrrrreH[Io cbrBoporo.rgoft KoHrlelrrpauul{ .4{roKclrua. y HeKomopbtx naquenmoc

omJweqorucb KnuHu'tecKue cuunmoJ|rbt otnpdeneaafl duzoxcunon, sKnroqaa nomeHquurbHo

nemurbHhre apumJvuu llpu coBMecruoM rrpfieMe KIIapI.frpoMr{II[Ha Lr AuroKcI'IHa cJleAyer

TrqaTeJr6Ho KOHTpOm{poBaTb KoHqeHTpaqruo AI{roKCI{Ha B CbIBOpOTKe.

t;::::":; 
Knapumponrugun ,nunem Ha .ctrcbr'anue sudoeyduna npu nepopurbHoM npuerre'

esauJuodertcmaufl JwottcHo I sua.tutnanonofi cmeneuu tnfietrcamo' npuwunilafl

Knapumporau4uH u sadoeyduH c uHmepnutoJrr e 4 ,taca. floAo6Horo egauNaoAeficrBllt He

sa6rnoAalu y BI4r{-r,rnQurIHpoBaHHbD( ,qer€fi, [pI{HHMaBIIrnx AercKyro cycnen3rlo

KJrapI{TpoMr{rI}rHa c 3r{AoByA}rHoM nJIu ,{fiAesoKcsulrosltnoM. IlocrconotE Knapumpoinutlut

Jltorrceftt npennmcmnonamb Bcacunawun zudoeydana npu ux odnoepeneaaon npueile
snympb y Bpoarbrx naquewmon, nodofinoe osaurtodeftcmeue epnd nu nosJtroJtcwo npu

ucnor8o&afu uu Knap umpoM u4uila swymp useilHo.
@enumoua u Banbnpoeoan KucJroma
Hnenmcn dannue o ezaunodertcmeunx uazu6wnopoe CYP3A (eruuotan KnapumpoMa4un) c

npenapamon tr, Komopue ne memaflonwupypmcfl c noJilol4bn CYP3A (QeaumounoJn u

qutbnpoesort Kacnomofr). ,Qu danaux npenapflmos, npu cooJvtecmwoJw npwveweHuu c

KnapumpoJ|ruqunoJjt, pexomendyemcn onpeduteuue ux cileopomoqnbrx Konqenmpaqufi, max
KaK tuweromcn coodt4enua o6 ux noebtraeHurL

,llcv uqnpasneryuo e esa uvtgde rtcn?e ue nexaoqr.nc
Amazanaeup
Knapunponuqurt a ama3auasup nauromcn xax cyflcmpamorttu, maK u uruufiumopotwu
CYP3A. Cyr4ecmeyem ceudemenocmeo drynanpacneHHo?o esaurnodeficrnaun zmux
npenapamoe. Coawecmuoe nptane*eHue KnapumpoJvruquwa (500 nz dea pata e deno) u
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amasaflaeupa (100 nz odufl pas I deno) rwoncern npusectnu x deyt<pamnofiry ysenwewuw)

spdertcmsun KnapumpoJwuquua u yrvewbtueuun sosdeficmeu,n l4-OH-rcttapumpolrruquHa Ha

70 %, c yseraqequeil AAC amasaflasupa Ha 28 %, Enazodapn ,aupoKortly

mepaneomuqecKoJay daananny ,<t apumporttu4uqa yJweqbtaeHue ezo dottt y naquegrnos c

nipmanwofi no,leinoft frynx4uefr ne mpe6yemcn, V-naquenmoo c yr,tepeHHofi no"eqaofi

HeOocmatnoquocmbg, (rutupenc llpearnuHuna 30-60 wr/mun) dota Knapumpornuqurua

donscna 6otma yJweHbtaeHa ,ta 50 9/o. V na4ueamos c KnupeilcoJjt ,qreamuwuHa Jneltee

30 uty'uun loty xnapumpfu.frtutlurta cnedyem C0tlrumb Ha 75 %, ucnoJ'b7yr dna gmozo

coomcemcmoyrcuylro neKapctnseflHyro fuopJny Knapampqrauquva' KnapumpotauquH e dnax'

npe^uwarcu;ux \OOO *, " 
qlmKu, Hatbsn nplure*.nmh cooJnecm*o c uazu6umopanu

npomeas.
Hmpaxonazon
Ihtapumpo*tutlun u umpouoHutol flauKrmcn CyficmpamoJna u u"?u6umoparuu CYP3A"tmo

onp;leJnem deynanpaeneunoe ssalunodeilcrnoue npenapqmos. Ihnpumpouuqu" rtro?'cem

nonilcumb KoHryeHmpaquro umpaKoHtmona I nJturfire' s mo apeJnfr K/,K UmpaKofitton Motcem

nosgcumb wrurweunyro Knflqenmpa4urt KnapumpuJnuqufue lfa4ueumas, Odilospeilteilno

npu1rrilaptqux umpaKonason u Kilalrqnporrutltt4' Uedyem mtqamabno ofl4nedoeflmb Ha

HOJ1U1U7 ctuwnn ogoe ycuJreHufl uJru yeenuqeqry dntunentnocr,ttt Qapnaxono?uttecKtgc

e Q Qexmoe ?mux nPen aPamos-

Catcounaeup
Ihnpumpouutlur u cansuuasup nannomcn cyfucmPamaltu u unzuflumopuwu CYP3A' qmo

onp;deJuem deynanpAene*Hoe $au^odeitctno ue npenapomos' OdHospave,Hoe np WeHeI{ ue

KnapumpoJtruuuna TSOO *, lea paw e dent) u caKouHasupa (s JnneKux J'ca'an'u'toobtx

*oiryri., 1200 ne mpu pna e dena) y 12 1lopocbw dohpoeonaues sbrsbteano yca'uqewue

A(JC il C^* "a*aori"uia 
na 177 % u 187 %o coom^emcm^e*Ho 6 cpas*e,uu c npue*orrt

caK,ut asupa e omdettflocmu Snaqeuan AUC u C^ot KnapumpoljruquHa 6amu

npufunrcumeJrbuo Ha 40 % sbtute, usM npa Jnnuomepanuu KnapumpoJnuquHoJtL IIpu

cosrvecmnow npuJfieuenqu ?rnut deyX npenqpumos I mevewue ozpaHA"eHHOzo Sput'ewu 6

losax/cocmayox, ygasa,flbtx obrrue, ioppex4n" dosot He mpedyemcn' Petynomamu

uccnedoaaaun ne4apcmseuubtx $auJnooertcmeuil c ucnonbcoeaHuerl aaKSUHASUpA I MflzKllx

trcanamuyo1by Kancynax ,rozym He coomcemcmsosama eQQexmun, aafinndaenwW npu

npuileHeuuu caKsunaoupa 6 msepdbtx ttceflamu'roobtx Rancynflx' Petyntmamot

ucarcdosauun ne4apcmeeHnbrx esauwodertcrnhurt npu t)tonomepanuu caKguwaguporr 'MQzym

He cootn1erncm1oq1mb eQQermut, Hafinrodaeilbujt npg mepangu

car$uHasupom/pumonasupnJtr. IIpu npueile caKsumasupa cosilecmno c pumonaSupoJrl

credyem y.tumwqamb nomegquaJrbHoe utqnHue p umoHasupa na KnapumpoJwutlu'L

Oco6ue yKa3aHHc

,[numeninnrt npueJJt aHmufiuomuKos ttroucem npueodUmo x o6pazo6auux' xonoauil c

ysanu.tengbutt KonaqecmsoJy Heuyscmoumenbubx flaxmepurt u zpu6oe. IIpu cynepufuQeKquu

neoflxod ttuo Ha:tuavumb coomoemcmsy nwo mepanun'
IIpu npu*tegeHua KnalrumpoMuquHa coo6u4urocb o cJryqq.nJc neqe&oqnort ducQynx4ua

(noeuwenue KogqeHmpaquu ne.teHottHux Qepnenmos s rtposu, eenam{rqauuowpHbrrt u/unu

xoflecmamuqecxufi eenamum c ,rcarmyxort unu 6et). IleuenoqHafl dacQynxqun MOtCem.

6atma mnxrcenoil, HO o6tt tUo nartemcn ofupAmWofi. Euenmcn atyqau neqefuo'rfuOir

nedocmamoqHocmu c nemoJrbHbuw trcNodota, anaenblJir ofipBoJtl coflsanHue c Hutu"ue"
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cepbs^btx conymcmsy'il4ux 3a6one8aflufr tt/tutu odH^elreJfie,t*btJil npwne*eHueM dpyaur

ne*apcmoeHHbrx cped;me. IIpu noflclenuu nputHa^os ta ctt tnmoJ,Ios 
^enamtlma' 

maKux KaK

aHopeKcun, tceilrnyxa, nomeilJgeqge "ottt4 
1yd, flonqfieq6ocmb J'cugomf, npu nu'bna4uu'

nei6xoduno HeriledJten^o npeKltamumb mepanuro KnapumpoJJt uquoJn'

Irpu neuenuu npaKmwrecKu scwu an nuflaKmepuaJtbnblJttu cpedcmeEfitu' I moln 
"ucfle

KJ,apumpoJ}.u4uuoJtonucu\b|c/ry.'aunceelo,,e.N6panozuoeoKonuma,m.n'/,cecmbRomopozo
ntortcem sapbuposambcn om neeKofi do yzpo*arot4eft ilcu:t"u AnmufiarcnepuaJ'bwwe

npenapwnbt Juoqm u3Jileuilmb HopJilallb$yto ltturgoonopy KutaertfuuK0' qnto tjro"ce'n

npusecmu * po"iy C. a*it". Ilieetonin,panotnotfi Ko,tntt, abtssa*Hbtfi Clostridium

diflicile, Heofutoltt*ro nodgpesamb y scex naryueHmos' ucnumb'aaqulux nossneuue duapeu

noarc npuJveileflun aumufuaKmepuuftnbtx cPedcms' Iroane nposedenun tEpca

aImufiuomuKornepanuu He^fuxoduiuo mulamaftHoe Medu4uncKoe "a6n'odenue 
30

nagaenmoJg. OnaCUeanUCO atyqyy pgs1rymun n1egdqJteJwflpaaOlnozo Kofluma cnycmn

2 necn4a nocne npueJwa awmafiuomuKos'

Knapumpouuqutr cnedyem c ocmopotc\ocmb0t np'aneLfl'nb y naquenmos c u'aeriluqecKou

1onesuuo cepdqa (IIEC), rrr'nt certoi iepdevnofi- uedocmamQ,Hocm,o' zunoruozHuajtuefr'

sbrpu,ce,Hofi 1pabuxapduefi (nenee 
'50 

yd/,nun),_ a mg4ttce npu odnogpeileHHo"

npraile*enuu c arrmuapurrrJnuqecKr*i-oprnapomanti'IA ruwcca (xunuduu' npoKau*alnud) u

ilI Knacca (doQem-unud, uttuodapoi, cimuon). IIpu danao* cocmon*uflx u npu

odHospurenHoJn npueJne npenapomt c gmuJv npenapamoilu arcdye,n pezywpuo nposodumb

KoHmponb enexmf,orcapduozpan*tbt Ha npedJuem yeaurtegun unmcp^afla QT'

Bosttlocrcno pa:tsumue nepetqre1^ofr psuc"EHmttocmU K KnapumpoJtra4uty u dpyztun

a,rnu1uom*ai,, zpy;;u matcponudoe, a maKilCe nu,Ko*u^u*y tl Knurrda.Mutlu,y.

vrrumorcon pacmywn psucmeumflocmb streptococcus pneumoniae KJVAIqtOnudwn' eawno

nponodlmb mecmuposaHue tlyscmsumeflb"octnu npu HA3HaqeHUu KflApumpoJnuwuHa

na4ue,matr c ine1onbHuq*ofr n,esJnoHaeil' IIpu zocnumuftHoil nHeoJwoHuu

KnapumpoJrruuun cJredyem npunebnmb I KOJA6UHA4UU C C0omsemcmsyot4tanu

aHmu6uomuKnJWlL
IlnQexquu Ko)rcu U MnzKUX mt<a\ert neeKort u cpedfuefr cmene$u mn"cecmu 4au1e &cezo

cus4agbt Staphylococcus aureus u Sttepococc"s pyogenes' IIpu emom o6a eozfydumeltfr

ilozym dumo ycmofrvueu K JnaKpo;udal, Iloemouy qu"c^o nposodumb tnecm Ha

.tyscms0mahflocrnb. Mat<ponudOt Jlhot C,tO npLileHnmb npu uHQeKUunXt ebBsailHbtx

corynebacterium minutissimum (epumpatma), zanoneea&unx acne vulgatis u pouca' a maK

ilce g ,nex cumyaqunx' xozda Henbst npu'MeHnmb neHullulnu"'

B anyuae noflsneuun ocmpwx peuKqhil ZbnepvyscmsamenbHocmu' mnKDC KAK

a1a|UnaKmatrccKan peaaq6, iunlpom Ciueenca-flctcoucofla' 'rtoKcu"ecKurt
?nudepgantnufi Hegponr$, neKapcmsegnan cilnb c ?osagoQwueit u cucmeJuHgfr

ctunnmorwamuxort (Dit4SS+undpon), nypnypa Mewrertna-fenoxa' Heo6xodttrvo cpasy we

npeKpamumb npueJit Knapumpowu4UHL U HAqAmb coomsemc'nsynu1yrc mepanu'o'

v na4aeumo6, npugtaltapt4trx KnapumpoJJruqutr, coo6t4anocb 06 ycyqflneguu cruun'nogog

Jfluacmeuuu gravis .

B cJryrrae coBMecTgofo npI4MeHeHIIt c Bap$apl'tHoM vr1r6 ApyrIlMlI HenptMb114g

iurTr4Koaryr.sHTaM[ Heo6xoAFMO KOHTpOJIIIpOBaTb MHO E IIpOTpOM6[HOBOe BpeM',I (Ctrl' paraen

<Bsauilodeficmeue c dwztu|tu neKapcmseufubtJttu cpedcmso.hrun).

IIpu nasnatteuuu npenapamil naryueumuir c coxapubtJn luaflemotn neodxodtuno yqumbtsamb'

qmo npenopsm l6oqub', noporaog dnn npuzomosJ,eguA qlcneg:tua ilw npuena sHympb
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125 mz/S *ut, codepilcurn coxapny (e l tu.n cycnevsuu codepucamcn 0,055 XE tutu 0'55 e

caxapotbt).

B.ilnsHne Ha cnoco6Hocrb ynpaBxflTb rpaHcrropTnblMrr cpeAcTBaMr| H 3aHf,Trlfl ApyrllMn
noreHqnanbHo oflacrrblMtr BrrAaMu AeflTeJrbHocTrrr Tpe6yrcqllME noDblmeEHofi

KoHqenrpaIIIrE BrIuMaHng n 6ucrporrr llcnloMoTopEbrr pcaKqnfi

,qannorc omHocumenbHo anuflflun KnflpumpoJwutlung Ho cnocofiHocmb K ynpaoJreilu0

aemomoflutetw a nexanu:u]toJnu omLymcmsynm. Cnedyem npunuJnomb so awurraflue

notneq4ugJtbtyro eosrrtoxtc$ocmb zonosor<pyrrceilufl, 6epmu2o' cnymawnocmu co3fiavun u

dezopuenmaquu, Romopwe Jvotym oosnuKuymb npu npuewe danaozo npenapamu Cnedyem

coflnrcdamb ocmoporrcuocmb nlra ynpaateHua mpaHcnopmnbuttu cpedcmaqilu u saLnmunx

dpyettuu nomenquoJrbHo onacHbunu suduvu denmetonocrnu, mpefiyrcryuJrtu noobturewwoil

Kogqenmpaquu eqtlrrraqun u flucmpornbl ncltxtoJ|romopgbtx peax4uil.

B cayrae Bo3lrr{KrloBeHnfl BorrpocoB, Kacalorwtxct TeMbr AaHHoro nucbMa ltnu IIpuMeHeHut

[pe[apara KnaUsgo (KnapurpoMr{Ilr{H), a rar( xe coo6qeqlrfl o HexerareJrbHbD( tBJIerrEJrx,

BburBJreHHbf,x y rraqrteHToB, noJqFraBrrMx npbnapat KfraUuA@ (KmprrrpoMHrllrH), upoclrM Bac

HarrpaBJrrrb lrx B KoMnaHI{Io OOO <966orr Jle6oparopr,t3> tro cJIeAyIoqeMy a,Apecy:

125171, r.Mocrna, JlenanrpalcKoe rtrocce l6a" crpoeHne I,
Engnec ueHTp <<Metponoluc>>
Tene{ou: +7 4952584280
@arc: +7 495 258 42 8l
Email : abbott-rus si q@qbbott. pom

,{ononnurelrno, neo6xoAuMo HanpaBJUIrr coo6qerulr o no6oqnux 4eficrnurx, B ToM ql{cre no6oqHrnt

Aefigtsr.{rx, He yKa3aHHhrx B nHcTpyKr.Irurx no npHMeHeHHIo JreKapcTBeHHbIx npenapaToB, o cepbe3Hblx

HEXCEIATENbHbIX PEAKIIHJDq NPHBEAIIII{X K CMEPTH, BPOXAEHHbIM AHOMAJIU'M NIil4 NOPOKAM PA3BHTHf,

nu6o npe4craBnrrcul[x co6ofi yFpo3y )r(!r3Hu, tpe6yrorulx roclrurtulu3u\ilH Hnv npuregrueft r crofirofi
yrpare rpyAocroco6uosru n (unu) HHBturr{AHocrI{; o HenpeABHAeHHbD( HexerarerrtHbrx peaKrllt{x, B

ToM qncJre cBr3anHbrx I npHMeHeHueM JreKapcrBenHoro [penapara B coorBercrBur c l,IHcrpyKquefi no

npHMeHeHuro, cyrllHocTb u TDI(ecrb KoTophlx He cooTBercTBoBaJIH I,lHoopMauI{H o neKapcrBeHHoM

rpenapare, coAepxarqefics n r{HcrpyKrlr.rlr no ero rrpHMeHeHHIo; o6 oco6eHHocrtx BsanluoAeficrsut
JreKapcrBeHHbrx flpenaparoB c ApyrHMH neKapcrB€HnbrMu flpenaparaMu, KOTopbIe 6rtru srnBneHbl rrptr

npoBe.qeHnu Knl,lHnrrecKro( lrccreAoBaHuit n npnueHeHult JIeKapcrBeHHbIx npenaparoB B Oe4epanrnyro
cryx6y no HaA3opy n cQepe 3ApaBooxpaflenltr no aApecy:

109074, r. Mocrna" CraasHcrac nnolrl4Ab 4, crpoenue 1,

TeneQou/Oanc; +7 499 578 01 3l
Email : pharr.n@roszdravnadzor. ru

C ynaxeuueu,
Anexcefi Psxun
Menegxep no $aprrraxorraA3opy
Perynrropurrfi orAen, OOO "366o'rr Jle6oparopur"
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