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@e4epalrnar cnyx<6a no HaA3opy B cSepe
rrc froJrHeH ufl rocy AapcrBeHHofi QyHrqzr4 rro MoHr4ropr4Hry
npenaparoB, HaxoAtIIIVxcs, B o6patueHnu Ha reppnTopr4r.r Poccnficrofi @egepaquu,
coo6u{aer cneAyroqee.

Poc:4panHaA3op AoBoAr4r AO CBeAeHHT C[eqH€rJrr{cToB 3ApaBOOXpaHeHr4r rrHcbMo
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KnaquA (MHH: KlapurpoMrIIIHH), ra6nerKr4, rroxpbrrbre o6oro.{xoil 500 Mr.
f-rpol43BoAcrBa (366oTI C.n.A.>, Vlratun (perncrpaqr{oHHoe yAocroBepeHrae JIC-
000679 or 24.05.20 l0)

flpnnoxeHr4e: Ha 26 ns 1 exs.

Bpuo pyKoBoAr4rent M.A. Mypaurxo

K.B. foperoe
t-199).578-02-73

Cy6rexru o6pauleuur
neKapcTBeHHhrx cpeAcTB

3ApaBOOXpaHeHr4r B paMKax
6esouacHocrr,r neKapcrBeHHbrx



OOO <366on Ile6oparopus>

Poccuicxan Oe4epaqun 12517,1,
r. Mocraa, flenunrpagcroe
uiocce 16, crpoeHu€ 1

Susxec qerrp <Merpononucr

Ten.:
(DaKc:

+7 (49s) 258 42 80
+7 (495) 258 42 81

CneqxalncraM 3ApaBooxpaneH[r

!ara: 27 ceurnfips,2013 r.

Re: llrpreHeHnfl rrH0oPuauun no de3onacnocrrr npenapara KraquAo (KnapnrpoMulrrH),
Ta6JrerKrr florcpbrrbre nfleHoquoft odolo.rxofi 500 nrr.

Vraxaemue c[eq[anrrcrbr 3ApaBooxpaneuus!

KoMnanus ooo (366orr Jle6oparopln) cBaAereJrbcrByer BaM cBoe florrreHr.re n HHpopMr.rpyero HoBbD( AaHrrbD( ro 6esonacHocr[ nperapara Klaqn.U@ (K.napurpounqnu), ra6leirn
[oKpbITbIe rureHorlHofi o6onoqxofi 250 rtar, npol{3BoAcrsa 366orr C.p.JI., VIrwrt"Ha ocgoBaHr{r{
r'rgueneurnft' yTBepXAeHHbD( MI'IHI{cTepcTBoM 3ApaBooxpaneHl,It Poccprficxofi $elepaquu(penenue o BHeceHI'IE llsMeuenllfi B Aoxyr!{enr6r, coAepxarquecr B per}rcrpaquoHHoM Aocbe Ha
3aperprcrpr{ponannrrfi nperapar AJUI MeAr.rqr.rHcKoro npr{MeHeHr.rs Ns20_3_4Z37gZlUNU3M-y
or 02.07.2013).

l4g",e",'"us 3arparl{Balor cneAyfou}Ie p*AeJrhr r.rHcrpyKrlr.ru ,,o [p'MerreH'ro Jre*apcrBeH'oro
npenapara Na MeAITIII{HcKoro npI'IMeHeH}rs (nonue AaHHbIe BbrleneHrr nonyilcup1but,
,g/p c u s H bnt up uQ mo,u):

TEKCT I{3MEHEHI{II
@apuarcoloruqecKue cnofi crna
@apnraroguHaMuKr
Knapurpouuqun rtBnr'erct flonycl{Hrerr{rrecK}rM anrpr6uoruxov rpy[nhr MaKpoJrr,rAoB HoKashlBaer aurn6arrepna.JlbHoe 4eficrrue, nsaunaoAeficrByr c 50S pn6ocoua.nruofi
cy5regunuqeft z noAaBnf,rl cLIHTe3 6erxa 6arrepuft, qyscmsumerbilbrx K HeJuy.
Klapurpouuquu npoAeMoHcrpl{poBrrJr BbrcoKyro aKTHBHOCTb in vitro B orHomeHr.r}r KaKcraH,qaprHbx na6oparopHhx IurtlMMon 6axrepuit, max u eotdenennbrx y 1ontnux e xoderutuau"ecxoil npaKmuKu. Mununalrbubrc nodautnrct4ue KoH4eumpa4uu MIfK)KnapumpoJ|ru4uHa dnn fionuauucmca eozfiydumanefi.weutrue, ,reJn MIIK ?pumpomuquHa scpednen na odno log2 pascedenue. oxagoitor^ fuaxmepuqudnoe deficmeue s omHoureHauHelicobacter pylori, danuan oKmunuocmb ,arapumpoMu4uua Burae npu nefimpwtcnou pH,.teil npu KUCJ|OJIL

Kpone mo?o' danaue in vitro u in vivo yxatbrnaKrm Ha mo, qmo KxapumpoJnuquy defrcmeyem
HA KnUHU.tecKu 3HAVUJWUe eudat nuxoflaxmepufi.
@apuarcox[HernKa
In vivo
llccfleAosaHnr in vivo na xuBor'brx rro*a3aJrrr, rrro KnapnrpoM'urr' rrpucyrcrByer BoBcex rKaHflx' 3a ncKJrlorreHneM qeHTpa;rrnofi Hepnnoft a"ater"r, 

" *o"qattpaqflflx, BHecKoJrbKo pa3 npeBblmaurlnx rJIa3MeHHbre. Har.r6o.nee BbrcoKrre KoHrIeHTpaqErr (n 10-20pa3 B6r'oe nr'ra3MeH'brx) o6napyxrrBaJrucb B 
''eqe''n 

n JrerKHX.c^'' l4'oH-KnapI'ITpoMI'IqI'IHa He yBer[rl]IBaJracb npo[opquoH.rrbHo Ao3e KJrapurpoMr{rl'Hq BMO 8PCJilN KAK IICPI{OA IOJTYBbIBCACHI{' KAK KJIAPI{TPOMI,IqI{HA, TAK I,I ErO TUAPOKCLINNPOBAHHOTOuera60lura uJeter mendeu4Uto K yEAnuqeHUrO C noBhrrueH'eM AO3'I.Taxan nenunefinan eapnaxoxuHemuna KJrapr{TpoMr{uuna 6 coqemaHuu c Weur,rrreHr,reMo6pasonaHur 14-rzlporccHJII'IpoBaHHbD( H N-aeuern-rr'poBaHHhx rpoAy*roB rp' BbrcoKr.rx

--l Abbott
U A Promise for Life



dozupoexax yKa3blBaer Ha HeJIHHefinrfr ueta6omrgu KJrapr{TpoMr.rqr{Ha, xoropsui craHoBr{Tcs6olee BbrpaKeHHhrM npu BbrcoKax dozupoexax
Iroqxruvu BbIBo.{I{Tcs oKoJIo 37,9 yo IIocJre nepopurbnozo npueJva KrapumpogupuHa e dose250 ur u 46 o/o nocJl€ npueMa Knapumpowu4u*a e dose 1200 nar; *r.u""*oM B6rBoAr,rrc,
oKoJro 40,2 yo u 29,1 7o coornercTBeHHo.
Ifaquenmot

OOO <366orr Jls6oparopts>

Poccuricxan Oe4epaqr,rn 12517 1,
r. Mocrsa, JleHuHrpaAcroe
uJocce 16, crpoexne 1

Suoxec qexrp <Merpononlrc>

fforcaranxfl K nprlMeneHrlro
rrnQex4uonHo-cocnoJrumarbuile safuoneeanun, sbrzeannbre
Kn ap ump oJw u 4aty JJt u Kp o ope aH usrrtutr u :

K'apurpou*\n*.' l4-oH-rraera6olur fiorcmpo npoHuKarom B TKaHr r.r xr{AKocrr{ opraH'3Ma.rrnenmcn oepaHuqeHHbrc danuue naqueHmo,, ceudementcmsyrculue o moJ|r, rrro
I(oHIIeHTpaqIdt KJIaparpoMI{III{Ha B qepe6pocnr*ranrsoft xn.ryocrr{ npfi HepoprurbHoM 11pgeMeHqilaqumattna (t'e' ToJIbKo l'2Yo cwnopororlHoro ypoBHr B crrurrnoMosrosofi )Kr.r46ocrr.r npu
::*3:]1 lry_rT""Mocrr{ 

reMaro-3Hrresaruvecxoro 6apsep a). Kon4enmpapun B rr(iuurx

Ten.: +7 (49S) 2Sg 42 80
oaKc: +7 (4g5lZSA42g'l

qyscmsumarbilbrfitu K

ucenydouxoeort

oobrgHo B HecKoJIbKO pt|:t Blrrrre, rIeM B ChrBopoTKe KpoBIr.

odryaxo, nocne Koppen4uu c yqemow noqe.rnoao Knupelca ,(peamaHuHa, He 6two omnurrurtc o6eur zpynnax

o un0elal[r{ Hr{xHrD( AbD(areJrbHsx nyrefi (rarre rax 6porxnt, nHervorurr);o unSerqnu BepxHHx .FD<are.rrbHbur nyrefi a JroP-opeanoe (rarr.re KaK $apnurur,cruycnr);
o nHQexqul{ KoxI{ I{ MJIrK[rx rraHeft (raxne rcar QonarnKyJrr,IT, socnureHue noyxoucnofi,anemqamKu, pouca);
o duccetvuiluponaHHile unu roKurugoeaunbre uuxo6axrep[aJrbHhre nuQexqun,Bh*BaHrrbre Mycobacterium avium u Mycobacterium intrace llulare;o roKaJII{3oBaHHbIe un$erquu, BbI3BaHHBIe Mycobacterium chelonae, Mycobacterium

fortuitum a Mycobacterium kaw asii;o npoQulaKTI{Ka pacupocrpaHeur{r nH$erqun, o6ycroueu'oft KoMnjre*coMMycobacterium avium (MAc), Bl,Ig-unQuqlrpoBaHHbrM 6onruru c coAepxa'HeM:rurra0oquron CD4 (T-xernepnrx nuusoquror) ne 6onee 100; il;i 
-

' ?paduKa4un H'pylori u cnuxeHl{e qacrorhr peur{Ar{BoB r3Bhr ABe'ar{rlarr{nepcrHofiKHIUK}I;

flporunonoKa3aunf,
o floBr-rrneHHiul qyBcrBl{TenbHocrb K Ko*no,e,mu, npenapama urpyrr{M MaKpoJrH.qaM.o oAnospeuennrrfi [pI{eM KJIapI{TpoMr{rIr{Ha c aJrKanouduvu 

"noprrror, Hanpuilep,3proraM[H' ArrnrAposprorilMr.r' (Crrr. pa3Aer <Bsar,rMoAeficrnpre c rpyrnuuneKapcrBerruhrMrr cpe4crnarrau >).
o oduoepenennurt npaait Knapumpo*tuuuHa c ,uudasonan oJn dtn nepoputb*ozonpune*e*ufl (cn pasdu <Bsounodefrcmaue c dpyztuttu ,TeKopctn*€H^brrr,cpedcmeanut).
o lra4uenmu c HaruqueJ|t I a,arryrHese ydnunenan u,mepoana er,apumJuuu uttu crcenydovxoeofr maxuxapduu muna (nupy?m)r.t lra*uenmil c zunoxo.nuenuefi (pucxydnu^e,un unm$eana er),o lra4uenmu c mntce'toil neqeaovaofi nedocmamoqHocmb,r,

page 2 f?:,.ffi



OOO <366orr fl eOoparopno>

Poccuicraa OeAepaq],|n 12517 1,
r. Mocraa, Jlexraxrpagcxoe
uJocce 16, crpoeHne 1

Ersxec qexrp <Merpononncr

Ten.: +7 (495) 25S 42 80
Oa(c: +7 (495) 25S 42 81

rra4ueamt' c xonecmamuqecKofi Jrcenmyxofi/zenamumoJil I aHarrueve, pa3su6wnxcn
npu npuile,e,uu rqapumpo,tuqu^a (cu. pa3da, <oco6ue yxata,unD).
femu do 12 nem (eQQexmus*ocmb u flesonacuocmb He ycmdHoane^br),

C ocropoxHocrbro
o rloqeqaaa nedocmamoq*ocmt cpednert u mncenofi cmenenuo rreqeaoqnat nedocmam.orrHocmo cpeduefi u mnercanoil cmenenuc Muacmeaun gravis (eozuoarcno ycrureuue cunnmonoe).o odnoepanteauurt npuail l(rapumpoJ|ru4una c fueazoduosenuHalrn, maKuu, KaK:utnpaSoJtuJl, mpuosonaJv' mudazonan dnn enympuneHnozo npuneHeHun (cm, pazden

< B s a wjt o d e fic me ue c dpy z tutt u n e Kap c me e H H bu, u cp e d c me ut ut).o odnocpenennufi npuav c npenapamoJnn, Komopbre memofuonuzupyrumcn Cyp3A:xapfiunazenua, 4uJrocmason, quvnocnopun, dusinupantud, anxaniudtr cnopbtHbu,ilemwrnpedilu3onon, oJuenposon' Henputrbre aumuKoaqlnnumot (nanput ep, capeapun),xanuduil, puQafymun, cundenaQufl, mar<ponu)ayc u eunfunacmun (crw Bzau*todeficm,uec dpyewta neKapcmeeHHbut u cpidcmeavufi.
o odnoepantennufr npuav c npenapamoilu, undy4upynulurru usoeepmeam cypjA4:puQannu4an, Qeaumoun, xap6utta3enul, fuenoioapoLman, rcepofuirt'ipooctpnenenntrfr

(ctvt- pazdan <Bsawjtodeficmeue c dpyztuttu neKapcmse,Hbutru cpedcmcuttu>).t odnoepantennotfi npueil c flnoxamopaJrtu Kanb$uesbtx KAHA.J^,, K,mopuenema6onusupyrcmcn utoQepmenmon CYP3A4 (nanpumep, eepanorttan, ut,todunuH,du,nmuasant).
o rraqueamot c utueilu"ecxoil fuonesntn cepd&a (nEC), mmceaofr cepdeunofiaedocmamoqfuocmbn, zunoJnozn\efuUefi, cupaacinnofr fipaduxapduefi 1rrrr, 50 yd/uun),a moK,tce na4ueilmil, odnocpetweuHo npuuuilant4ue anmuapumntuuecKue npenapambtIA Htacca (xuuudun, opo*ori*rud) u lir nnacca (d'oqpemunud, anuodapon, comatton).o EepanteaHocmu

Irpuuenerue npn 6epenreHHocrrr H B neprroA rpyrnoro BcKapMJr[rBaHnq
Eesouac'ocrb I'Ic[oJIb3oBaHus KJlapnrpoMu]\n*a Bo BpeMJr 6epeueHuo cr. a na'Ta\ua HeycmonosneH&
flpurtleuenue trp]r 6epeueHHo cra (ocofuenno c I mpuJwecmpe,) no:uoxHo ronbKo B crrfraeorcyrcrBl{t anbrepHarrlnHofi repauvlr4, a [oreHrII,IaJIbHas nor'ga ;tnt Marepu upeBr,rrae'florerrq]raJunrni plncK AJtff [no.rla.
K:rapurpoullqllH BbIBOAI'IrC' BMeCTe C rpyrHuu MoJroKoM. rlpu neotxodtutocmu npaeila snep uod ilaKmoquu' zpydnoe ocKapMnusauue aeo,xoduno npeKpamumb.

odnoepenenuo c noqeqaort nedocmamoqHocmbor.
o odnoepeneanotfi npueil KnapumpowuuuHa c uneudumopailu fMf-KoA-pe1yxmaztt(cmamuaanu), Komopble 6 3\aqumeatnofi cmeneHu nemafuonucupyK)mcn

usobeptnenmon CYP3A4 (noeacmamuH, ctansacmamaa1 e csflju c nosbruteHue.D,
pucKa Jt'uonamuu, sKnnqan pafldotuuonuz (c"+t pailen <Bsawjrodeficmeue c dpyeunu
neKap c m 6 e Hwbtrr u cp e d cmeun u>).

c odnoepetwennufi npueil Knapumpowu4uHa c KoJLyuquHoJ|r y navueHmoe cHopyweHuort Qynxquert neqeuu raut noqeK

Page 3 Fl Abbort
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Cnoco6 nprlMeHeHnfl rr Ao3br
odorunfln pexoueadosau\an don rcnapumpowuquua y $poahu u demcfi cmaptae 12 nem -250 ur2 pasa B AeHb.

OOO <366orr Jls6oparopr,ra>

Poccr,rricxan Oe4epaqrn 12517 1,
r. Mocrea, fl exraxrpa4cxoe
urocce 16, crpoenne 1

Eusxec qeHTp (MerpononrcD

O6rrqHas npoAonxr{TeJrbnocrE reqeHn, cocraBn er om S ro
Ifcxnnvenue cocmacnflrom ,HeflonbHu.tHan nHeSJnoHun
neqevun om 6 do 14 dnefi.

Ten.: +7 (495) 2SS 42 80
oa(c: +7 (495) 2S8 42 Bl

l4 aHefi.
u cuHycum, Komopbte mpefynm

depmamum

rorcuqecrrnfi
cucmenaort

fiostt dnn ne\eaua muxoflaxmepuarbubtx uuQex4afr, Kporae myfueptEneta:
flpn nruro6aroeplrrurbHrx r.ttrQenlun(. peKoJtrendooonaioro *opumpoiluquua 500 nar 2 para
e deao.
Jleqesue ducceuuaupoeo*Hbrx MAC nnQexquft y fiaqr{eHroB co cIIH.{ cneAyer rpoAonxar'Ao rex troP' IIoKa &Meercs KJII'IHI'IqecKilI H l,tllxpo6uonoruqecxzur etfiQexmueoor*i.
K-rrapurpouuqnn cJre,ryer Ha3Haqarb n rorra6r.luaquu c Apyrnran agTr{Mr{Kpo6urnru
trpenaparaMu, aNmuswbtJtru I omHotaeHuu daaaux eofiylumenefi. lturenbHocrb Jresegr{.f,dpyzttx nemyfieprEnesHbtx MuKoflaxnrepuatbHbrx unQex4uilycraHaBnr.rBaer Bpaq.
finn npoQwraKmuKu uuSerc4uil, Bd3saHHdx MAC:
PexoueugyeMar Ao3a KJrapr,rrpoMw\n*aAJrr B3pocirrx - 500 ur 2 pasa c dent.
finn epaduKaquu H. pylori.
Kou6uuuponaHHoe reueHue mpewn npenapamall,ru :
KnapnrpouHIII{H' no 500 ur 2 paza" Aen", s roM6uuarlra c oMerrprBoJroM, no 20 .uz 2 paza edena n aMoKcurlr.urnr{HoM, uo 1000 ur 2 pazaB AeHb, B reqe'n,e 7-10 anefi.If aqueumw c nouequoil uedocmamovHocmbto
Eolrurna c KJlnpeHcoM-Kpearl{nl{Ira (KK) MeHee 30 un/uun Ha3Hatraror [oJroBnuy o6rrq'ofi
AO3br KJraplrrpoMr,rqr{Ha (e dannou atyqae ucnon8yemcn dosa 250 nz).

ffo6oquoe Aeficrnne
ronccuQuKaqun no6oqnilx peax4ufi no qacmome passumufl (xonuuecmeosapezucmpuposaHwblx cnyvaee/xonuqe-cmco na4ueHmoc): oueit qacmo pJ/10), uacmo(>J/100' <I/10), Hevacmo eJ/1000, <1/100), Heusnecmuo (nodounue oee*mbt us onumanocmJvapKemufuzosoeo npuneHeilun; qacmoma He itoilcem 6otmt i4i^roo Ha ocHo4eu*reror4uxct dannux).
AturcDeuqecxue Deaxuuu
Vacmo: cbrnb.

!::::::.t,, ^!.!o!^axmoudnat 
peax4un,, eunepqy*cmcumarbuocmb,

oyJur B H br u-, 3! O, Kpanr.rBHr4 U a, M ar(yno_ n a nynn H an c u n aJ .
Heuseecmuo: airaQmaxrutrecKaf; peaKrlr{r, cr.rH,qpoM cruneuca-{xo'co'4
9rrH.qepMaJrrnrrfi HeKpoJrH3, nerapcmseHHL,n cunb c \x3UHOQUnuert u
c u.MnmoMam uxofi (D RES S-c undpou).

Vacmo : ronoBuurf, 6onr, 6eccoxnraua:
Heqacmo: nomepn coSfuaHunt, ducxu\ezuat, roJloBoKpyxeHr{e, conJrucocmb, mpeJwop,6ecuorofi c rBo, n o I bt r.te H H an e o z 6y d wvt o 

" 
mb3, Kp ut<3.' 

- - - - --r

f:::::::^1:.i^,,::oo::Y^^..:"y:li:::1T paccrponcrna, crvraHHocrb co3naHr{,r,v vvrrr4azu,

f::,0,::"YT?.":::^-d-::!::"", Ae3oplre'rarr'rr, rarrrroqr{Haq'r.r, HapyrreHr{,r *ros'.qeHnfi
( ( KorrrMapuble > cHoBI{ genux), n ap e c me g un, lu aH un
Q-o cmooonot xotcaux noxpocoe
Vacmo : uume Hc unHoe nomoomdenen ue.

Page 4 Fl Abbotr
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OOO <366orr fl e6oparopuar

Poccr,rricxan Oegepaqr,rn 12517 1,
r. Moct(Ba, Jlexrrrpagcxoe
r.uocce 16, crpoextae'l
Eu3xec qenrp <Merponontcr

T€n.: +7 (495) 259 42 80
oaxc: +7 (49512584281

He us e e c muo : aKH e, nyp nyp a III e me rtn a-f e a oxa, e eilopp oz u rL

He useecmno: noqeqHar Helocmamounocmt, HHTepcrarl[rrJrbHhrfi HeOpHT.
Co cmononnt odnreuo Rortto?>]ta tt ntt'nu,,a
He rtac mo : aHop e Kc un, yryd ue H ue an n e muma.
He us e e c mno : rafior il:aKeMr{f; .

Heqacmo: fitbtute.tHbrrt cnazn3, xocmno-nouaeqHan cKoSAHHOCmbr, tnuaJpttfl2., ^v w t r.n v_rfl o. ru c.f ,t Urt C KU 6 U n H A C mb, JV UUI? Ufl_.

1::::r:::: pafldomuonus2', ,tuonamufl, ycuneuue craitnmoilos Muacmeuuu gravis.

vac mo : Anapea, pBorq d,uc ne nc ua ;oruuot4 6om n o6racu xrlBora.

!:::y::,.-r*:!::!^, -_':::!o'toQazeutonan geQnrcxcnan 6onezni, zacmpum,, , zacmpum,npoKmar.zunt, 
"io**^, rrroccrr, ttd;;;;;;;^o'nlTLrop, cyxocrb Bo pry, ompbtx,cKa,

Memeopusrrr, xoJ'ecma|l, refiarilT,B roM qHcre xoJlecraruqecxuft E renaroqeJurro jx;it;i;.-'-'*'
Heuseecmao: ocmpotfi naHKpearnT, r{3MeHenr{e rlBera r3hrKa u ry6on, leqe'oqHa.s
HeAOCTaTOrtrt ocT.b, ilc en myxL

Heqacmo: , Hoco eoe Kpos omeqeu ue2, mpo,,v6 ocJrrfuon u, nezoq no rt ap mep uurCo cmooonot oozauoe qyecme
Vacmo : duczeczun, r.r3Bpanlenue BKyca.
Hertacmo: eepmuzo, HapyrueHr{e cnyx4 3BoH B ymax.
Heuteecmno" rJryxor4 aze$un (nomepn srglcosblx ottqy4enufi), nopoc.Dtun, a^ocJt un.Co

Heqacmo: ocma&osKa Cepd4al, rrtep?alenbHan apumilunl, ygluneHne r.rHTepBiura QT Ha3neKTpol(apA'orpaMMe, ? Kcmp o c trc moJr wt, mp e n e ma H ue np e d c ep d u fi.
rreuteecm*o: \<e'ry$oq*oB:rf, Trxr.r*ap/Iur, B ToM rrr{cJre rr{na crr{py3TD.
; fafiopamopuote noxazaman u
Vacmo: omtnouenue I ne.teuo.raoil npo6e.
Heqacmo: [oBbImeHI{e KoHlleHTpaqulrKpearr{Hr4lat, noobuueuue KoHqelmpaquu Jvotteeuaur,usJneHewue omilotae&un antfyuun - aofiynunl, .neftroneHmt, neilmpio,i'ii, ,*uoo[i*i,r"porr'r6oqureMr4a3, nocbrtue\ae KoHqeumpaquu 6 Kposu: aJtaHuuat uHompapceepasw (AJIT),acnapmamQrnuilomponcQepant (ACr), earwvazrrymqrrurmpoHcQepant'rrrrirl,-;r';;;;
Qoc Qamazu (II{ Q)4, naxntamdez udp oeenaz ot Alff .
Heuseecm^o: ozpavynoqumos' rpou6oqnrofle'Hr, ysenu.teHue s1oqeHun meucdynapodaozoHopJuu'usosaHfuozo omHoure&un (MHo), ydnuneaue npompomduuonozo 1peJrreHu,usrrte H eH ue qs ema Jlr o rt u, n o 6 ht taefl ue Ko il 4e H mp a 4 u u 6 tut upy oi n a i Kp o s tLOdtaue oaccmooilcmea
Oqeao qacmo: Qnefium I Jrrecme uutexunul.
vacmo: 60nt e 

'uecme uHbeKqUaIr 60cnorteuue I Mecme uatexpuur.

f:;ffi:;1ffi*o"*o' 
zunepm"ptwun3, o"^"ri, io^ e zpydnofi K,remKeo, otnod,

, xaududol, zacmpos,mepamt, smopu.tHbte uneex4uu (e mom qucne

H e us e e c mn o : n ce c d o*t en6p an o t nu il Kon um, p o )rc a, ? p u mp asJa a.

Heraacmo: ueJuron
eazuaanonue)3.
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ff a4ueamu c nodasneHHbult Lurn4yHumemoM
Y naqueamos co crllllou n APYruuu I{MMyHoAeOr{qr.rraMu, roJrrrarcqr{x KnapnrpoMr,rqr.rH B6olee BbIcoKI{x Ao3ax B reqenlle ArI'ITenbHoro BpeMeH n Arrs reqeuns Mr{Ko6aKTepgnnbHbx
rHOeKIIufi, qacro rpyAHo orJII'ItII'ITb HexeJlareJlrHue aQ$eKTbr npelapara or cr.rMnroMoB BI4q-HHoeKrIr.M yrnu conymcmryrot4e?o 3a6oreBaHr.rr.
Han6onee qacrblMl{ HexenareJIbHbIMI{ flBre'vsM'ry [aqr{e'ToB, rIpI{HI{MaBr[[x cyroqHyro Ao3yKJIapI{TpoMHIIIlHa' paBHyIo 1000 ur, 6r;tstu; ToIrIHora, pBora, u3Bparqenr.re BKyca, 6oJrb Bo6lacrr xI'IBora' Anape ', cbmbr ilemeoprcM, roJIoBHtuI 6ol,l, lanop, HapyrrleHr,Ie cJryxa,noBbrrtregr{e KoHrIeHTpaquH ACT u AJIT B KpoBH. Tarxe orMeqaJrr{cb cJryrrafi HexeJrareJrbHbrxssreHflfi c nusxofi qacrorofi Bo3HI{KHoBeHLII, TaKLre KaK odtttuxar 6ecconHuqa u cyxocrb Bopry.
* B nexomopb'x coo6t4eaunx o pafudouuonu3e NrapumpoJttu4a, npuHr,|tanc.fl coofirecm,o cdpyzuttu neKapcm^eH^bu,t cpedcmeontu, c npueJnoil Komopbtx, KoK tt36ecm,o, c,flso,o
| 2::y.:.: -!.: ! 

d :\u "" w a (c m a m un u, Q u 6 p ambt, Kot x u 4 uH un u uut o ny p u n on).Loool4eHun o dannou no6oqnou DeaK4unx 6ouu nonyqeHbt morbKo npu npuJyeHeHuu
fp: : :::.:,:. ! :n !ot, n uo Q un us am irn o p o, o 

^o 
6n e H un p a c m6 op a dm u n eyt u fi.Looot4eHun o oaHHbIx noaoqnilx DeaKqunx 6omu nonyqeHw morbKo npu npunteHeHuunpenapama lon4ud@, mafunemxu oloroorrpoealuo?o deficmeut, noKpbrmbre ruteuortnofio6onoqxort.

3 Coo6t4enun o dannotx nodoqnbrx peaKpunx 6wtu nonyrtenb, moJb1o npu nprut eHeguunpenapama lhru4udo, nopouoK dnn ipuzomosneHufl cycneHsau dna npuurta sHympb.a coo6t4enun o dann*x no6o"noo pro*rqut* 6tuu nonyveHbt moJtbKo npu nprutte*eHuunp e napama l(no4ud@, mo6ne mxu ro*g or*or" nneaorrao fr ofuonort xo fr-

ffepeAoruponra
Cuammonot" npLIeM 6onrnofi Ao3br KnapnTpoMr{qr,rHa MoJtcem ebBgamb c'MnroMhrsapyneuufi co croponhr xeJryAormo-Kr{ruesHoro rpaKTa.
Jreueuue: npfi nepeAo3l.poBl(e cneAyer yftanurbnea6cop6aponannrrfi [penapar rc xeJryAotrHo-Kr{uerrHoro TpaICa n nposecmu cI'IM[ToMarHqecKyro Teparu{ro. feuoA'aln 3 urlepl{ToHeanrnrrfi !".uftr3 He oKa:}hlBalor cylqecrBeHHoro Bnwtlns. Ha KoHqerrmpa,uroKJrapr{TpoMr{rl[Ha B chrBopoTKe, rrTo xapaKTepHo n AIr'- .4pyrux npenapaToB rpynnhrMaKponH,{oB.

BsanlroAeficrBue c Apyrn*ru JreKapcrBennbrMrr npenaparaMrr

I{ uz anp ud, n untoz ud, m"p qrniiffi 
"^er}r 

ni o,
llpu COBMCCTHOM [pr,reMe

;;,ii#;Mn*;,"a no""*.""iff nllf lelrTnqrt trtt u a a n n ) uvDDlrLlgttll.yl

;":filflHtr ":::::::.:l:y.:=*p_o:1, :o_ 
Moxer rpr.rBecrr.r K yBer*reHr{ro r.rHrepBaaa er.r.rrvyDar4 v r

h;ff:*::t 
t:oot:::::.-iL::Y_11' BKrIoqa' x(envAotrKoByro raxr{Kap.{urc, Qndpnnnxquro

ffi::ffi:::*,.o1,_,,,TenyAotlKoBylo 
raxl{Kap.q}rro rr.rna (rrupyerD (ct,r. pa3ren< flporunonorasanzx >).

Anxanoudtt cnopbtHbu
IrocmnapxemuHeoeue uccryedoeanun noKa3uearom, gro np,n coBMecrHoM rrpr,rMeHe'r,ruKnapI'ITpoMl'IIIUHa c 3proraMI'IHOM I'IJIH Ar{rr.rApogproraMr{HoM BO3MOXHrT cneAyroqge aQQerrr'

KnaplrTpoMr{qr.rHa

Page 6

= 
Abborr

LJ n Fromrse ror Lrte



OOO <366on fle6oparopus>

Poccnficxan Oe4epaqun 125171,
r. Mocxaa, flexnxrpa4cxoe
uocce 16, crpoeHxe 1

6[sxec qenrp <Merpononnc>

Ten.: +7(495)2584280
oaKc: +7 (495)258 42 8'l

cBt3aIIHbIe c ocTpbIM oTpaBJIeHI{eM upenapaTaMl{ fpynnbl sproTaMLIHoB: cocyAHcTbrfi cna3M,
HttreMLLs KoHerlHocrefi v ApyrI,Ix rKaHefi, BKJIroqur rleHTpilJrbHyro HepBrryro ctrcreMy.
OdnoepeneHuoe npurteweHue Knapumpowuuuua u &nKunoudos cnopbtHbu
np a mue o n o Kut aH o (cu. p as d en " If p o m ue o n o Ke3 aH un " ).
B n un n ue lov z ux n e xaD c me e u a otx nD e n aD qmo e n a Kn aD umD oJlt u t4 un
Ifpenapomu, .roJrtun4uecn uHdyKmopotnu CYP3A (nanpumep, pufuailnuquH, Qequmou1,
Kapfiunasenuw, Qeno6ap6uma4 3sepo6ort npodbtpneneHubrfr), fitozym uHdyrlupoqamb
Memadonustn KnapumpoJauquHa. 7mo rtroltcem npusecmu K cyflmepanesmuqecKort
KoH4e&mpa\uu wrapumpoJwutlufua, qmo npucodum K cnulrceHuro eeo efrQexmucHocmrL
Kpome mozo' Heoflxolurao Hafln,odamb 3fl KoH4eHmpa4aert CYP3A-undyxmopa 6 nJrutrrre
Rpocu, Komopbtrt Moilcem nosbtcumbc.n usaa uruzuduposaHus CYP3A Knapumporltu4utroJtr.
IIpu coorrecmHorw npwweHeHuu pufuafymuna u KnapumpowuquHa uadnndanoct
no$brrueHue nnasJwenuofr KonqeHmpaquu puQafymuna u cwtotce&ue cueopomovuort
Ko H 4e H mp a q uu Kn ap ump oJrr u q u H a c n o e u ta e H HbLilt p ucKoJa p ag s u mun y s e umil
Cnedynque npenopamu odnadapm doxasaryHbrJrr wtu npednonozaeJvbrJrt onuflHueJu Ha
KOH4eHmpAqUp Kn0pwmpoiluqufua I nnt7ile Kposu; s cny,tae ux cosJnecmilozo npuJrteHeHun
c KnapumpoJjtutlufuoJrt t|roilcem nompedoeambcn KoppeKqun dos ufla nepexod Ha
&n b mep H am u I H o e n e.te H ue.
7$ae uperc, Hesupanan, pufua*tnuqun, puQa6ymun u pueanenmaa
Cutonue undyxmopu cucmefitbt qumoxpoJna P450, maKue xax eQacupe*s, Heeupanu1,
puQuvnuqun, puQadymun u puQanenmun fitozym ycKop.nmb memaftonuau
KnapumpoJwu4uila u' maKuJjr o6pason, noHlrtcamb KoH4eHmpaqau, KnapumpoMuquHa s
nJta3Jne u ocnaflnnmt mepanenmurtecxurt eQQexm, u anecme c meg no1buaamb
Kov4eHmpaquro |4-OH-wapumpouu4uua - .wema6onuma, maKJtce nsrnKrt4e?ocn
muxpoduonozu.tecKu aKmueHbIJtL lfocxonotE muxpofluonozuvecKan uKmyogocmb
KnapumpoJtruqufua u L4-OH-xnapumpomuquwa omJtuqaemcn I omflotaeHuu posnuqHbrx
darcnepurt, mepanesmuqecxufr ofiQexm iloJrcem cnuztcambcn npu cosJnecmHon
np uJueuewuu Kilap umpon u 4uHo u undyxmopo e fi epueumoe.
9mpaeupun
Kon4enmpa4ua r<flapumpoMuquua cuuilcaemcn npu ucnorbsoeauutt smpa1upuHa, Ho
noebltuaemcn KovqeHmpa4un aKmus$ozo nemadonuma l4-OH-xnapumpoJttutluHtl
rrocxonucy l4'oH-xnapumpoJttutlut o1nadaem utnxofi aKmucHocmbn no om^oraeHuto K
unQex4unu Mycobacteriam avium complex (MAC), rtoilcem Jneunmbcn o6qoa aKmusHocmb
8 omfloruefluu ltx eozfydumanert, notmouy dM neqenun MAC cnedyem paccJvampu,amb
QnbmepHamasHoe neqeHae.
@nyxoaann
Coemecmnotrt npuetw Qnyxonazona c doze 200 mz eucedaecno u KnapumpoJauquHo c dose 500
nz dea pasa s dena y 2I zdopoeozo dofipoeonbqa npusan K ysenuveHuto cpednezo 3HaqeHun
MuHran&nbnofr paenoeecaort KoH4enmpaquu KrapumpoJtruquna (c.;) u AUC na 33 % u
18 % coomsemcmceHuo. IIpu zmou corJwecmubtfi npuan 3naqununb1o He snug Hacpednnn pas\osecHyn Ko$qeqmpaqu0, aKmanHozo nemanonuma I4_oH_
KflapumpoJuuquHtL Roppexqun dozu nzapampowuquHa e cnyqae conymcmsynr4ezo npueMa
Qnyxonazona ne mpefyemcn.
If epop ant n ue z unoznuKeJv uq e cKtre cp edcme a/uucyn uH
Irpa cocmecmHo.ttt npu,teHeHuu ,arupumpoMaquHa u nepoputbHbtx zunoaruKerruqecKux
cpedcma u,/unu u*qlnu*a MoJrcem nadnndambca sbrpaJtceuflan zunoanuKeMun, Ha fione
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odnoepetveanozo npue"Ma KnapumportuquHa u Henomopbrx npenapamos, cHuacarct4ux
Kotqeilmpaqulo ?Jtru)Kosbt' maKux KaK Hamearuwud, nuozJruma3oH, pen(nnuHad u
pocuznumasoH, Jnoxtcem ulremb Mecmo uHzuauposaHue Qepnenma CYP3A
,<Jr0pumponu4uHoJtt, psyrbmamoJn qezo MoJtcem cmamb zunoZnuKeMut. PeKqMeHdyemcn
mt4amenb$brrt KoHmponb KoH qeHmpa4uu erpKosbL
I e rtc mo ue Kn aD u mD ortt u 14 ua a a a dDv e ue n e xoD c m e e n n orc nD e n ao amot
A amuap umtw u.te c Ku e np e n ap amu (x u H ud uH u d w o n up utt ud)
Bosuoilcno BosHuKHoceHue JrcanydoqKosort moxunapduu muna (nupysm, npu conJwecmgoM
npwvteileHuu Knapumpo'uuquwa u xuvuduwa uJru dutonupuvtudu IIpu odnoepeueanon
npueJve KnapumpoiluUuHa c ?mrUltu npenapamaJvu cnedyem peeyntpHo npoeodumt
Koilmponb ?neKmpoKapduozpantuot Ha npedJnem lnaruqeuufl uumepsara QT, a maKilce
cn e dy e m Ko Hmp on up o I amb c br I o p o mo.tH bt e Ro H 4e H mp a 4u u ? mux np e n ap amo s.
B s a utuod e itc mc ua, o Syutoeneunue C YP3A
Cocnecmaufr npueJu ,qapumpor|taquHa, xomopurt, KaK u3necmuo, uuzu1upyem
usoQepmeum CYP3A, u npenapamoq nepou.tHo Memaflonuzupynr4rrxct CYP3A, uiwem
acco4uupo6ambcn c csaruvtHbt t nocbuaeHuew ux Kovqenmpaqurt, qmo Moilcem ycwrumb
unu npodnumb KaK mepanecmuqecKue, maK u nofloqHbre oQQexmu. IhrupampomuquH
cnedyem c ocmopoltcHocmbn npuJjtewflmb na4ueHmart, nonyqarot4rrfir npenapambr,
naunt4uecn cydcmpomo*tu rcoQepuenma CYP3A, ocoflenuo earu smu npenapamil wverum
yzxurt mepanesmuvecxurt duanason (nanpumep, xapflntnasenun), u/unu uHmeHcucHo
nema6onuzupyemcn ?mu.il Qepmenmon- B cnyuae neotmdu*tocmu donscaa npoeodumrcn
KoppeKqun dozu npenapama, npuHlawaertozo sJwecme c KJrapumporvutluHolr. Taxxrce, no
ao3JnoilcHocmu' donucea npocodumrcn JnoflumopuHz cbtsopomoqHux Kouqe1mpa4urt
np e nap amo 6, n ep I utt n o n e mo 6 on rc upy n 14 uxct C yp 3 A.
Taxuce x CYP3A azoHucmurt omuoctmcn cnedynt4ue npenapamil, npomuoonoKa3ayHue K
cosMecmiloJtry npuMeHeHurc c Klr0pwmpoMu4uHofit' acreMr.r3oJr, ur.r3anpr4A, [rrMo3LrA,
repQenagHn, noBacrarl'IH, cl{MB€tcrarr4H u anxottoultt cnopbrHbu (c"tt pazdut
<<ffpomueonoKa3anunrr. K npenapomoJn, s3auJvodeficmeynt4wv nodofuaun o1pazoi qepes
dpyzue uzoQepuenmb, I punKax cucmeJubt ur.rroxpoMa p450, omHocflmcn- eenumiun,
meoQumuH u sunbnpoeean Kacnom&
Ifnzu6umopor fMf-KoA-pedyxmatu (cmamunu)
CosuecmHilfi npueil ,awpumpoiluquua c nooacmamuuoJn wru cuJweacmamuuoJw
npomusonoKa3at (ctw. pasdea <Ilpomueonoxasauun>) s c8n3u c merr, qmo dannue
cmamuHb, 8 3Haqumetonofi cmenefuu memaflonusupyrcmcn usoQepmenmom Cyp3A4, u
cocJwecmwoe npu*teHewue c Knapumporrtu4uHoJn nocbtutaem ux cbtsopomo.,Hbre
Kov4eilmpa4uu, qmo npu&odum K nogbruteuuru pucKa pa3sumun iluonamuu, 1Knnqafl
pa6douuonus- Cooduqanoct o cnlqanx pa6domuonwa y naqueHmoa, npu1raraasraux
Knapumpouutlut coorrecmHo c danuotuu npenapama.ML B cry.rae ueoftxodttnocmu
npuileHeWan Knapumporttuquwa, cnedyem npeKpamumb npueJu rosacmsmuua uru
ctuJtsacmamuHa Ha gpe*tn mepanuu
Knapampomu4un cnedyem nptaneHnmb c ocmopoxtcHocmbro npu xou1unupocaanofr
mepanuu co cmamuHanu B cnyqae neodxodturtocmu coc.DtecmHozo npuetwo, pexomeudyemcn
npuHwwamb Hauwetbuy0 dosy cmamuH& Heodxoduno npuJvennmb cmamuHbt,
Huas ucnt4ue om nema60nuz.ua CYP3A (nanp unep, Qnyeacmamun).
Henpnuwe a HmuKoazynn Hmbt
Irpu coeuecmHo* npuerve eapQapuna u ,arapumpo*uryu^a eo3'ltoJrcHo Kposomeqe^ue,
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supailceHHoe ysa,wreHue MHO u npompoJt4flunoeozo sperreHrl B cnyuae cogJuecmHoeo
npuJveHewun c sap,Q,apuHoJw ultu dpyzumu Henpntvtbunu oHmuKoozynnum(uuu neofixoduno
KoHmponupoeamb MHO u npomporv1uuoeoe spenn.
Otvenpann
rorupumpomuquH (no 500 ue xaucdue I uacoe) ucctedoeancs y zdopoeux 63pocJrbtx
dodpoeonuqec s xon6una4uu c orrenparolrorrr (no 40 uz eucedneino). ilpu ,o"rlrr-ron
npwWeHeHUU lanpumpoMu4uHt U oJfienpBona pas$oeecHbre ruA3lueHubre KoHqenmp14uu
oJ|tenpasoJta 6mnu y^eruqeHb, (c^oo A(JC6-2a, u Trrz ysanuqunucb Ha 30 %, gg %, i si ncoomsemcmeenno). Cpednee znaveuue pH xanydxa I meqeHue 24 ,tacoe cocmosuJto Sr2 npunpueMe orttenpaSona a omdenufuocmu u 5r7 npu npueJve orvenputona co1Jvecm1o cKnapumpoJt U4uHOrlt.
CwdenaQun, madanaew u capdenaeun
Raucdofi u3 smux uueu6umopoc QocQodu?cmepasu memafuonutupyemcn, no xpafinefi uepe,
"acmuqHo 

c yqacmuert CYP3A. B mo Jtce cpernt CYP3A Jnoutcem uoeu1upouo^ou inpucymcmouu KnapumpoMu4uH& Coeuecmnoe npuneueHue RnapumpoJwupu1a ccufienaQutom, madattabwtom wtu eapdeuaQutou Juoilcem npusecmu K ysaru.te,u',
unzufiupynt4ezo cotdertcmeun na Qoc.Qodwcrnepa3y. Irpu npunri"rou ?mux npenapamos
coeJvecmHo c KnapampoJlru4u$oW cnedyem poccJltompemb sogrvottcHocmb yMeHilueaua dosot
c wienaQ wra, madanae uta u eapdenae utu
Tonmepodun
Irepeuvnotfi memaflonusJ|t monmepoluna ocyt4ecmnuemcn qepq 2D6 woeopmyqumoxpo*'a P450 (CYP2D6). Odnaxo I qacmu nonyrnquu, nuuennofi Cyp2D6,ilema6onusrtt npoucxodum 

"ep* CYPLA. B emoil zpynne Hacere1un nodacneaue cyp3Anpueodum K silavumeJtono 6onee sucoKltrt KoH4eHmpa4unJn moamepodu1a I ctrcopomxe. Bnonyflnwuu c Hu3K'au yposfueJn memafionusrjta qepes CYP2D6 ,roJrcem nomp"1ocambgfl
cHlrttceHue dostt monmepoduaa I npucymcmnuu uueudumopoe Cyp3A, ma,ux KaK,<JrapumpoJltuquH.
E e ns o d ua, e n uH br (u a np unep, &n np a3 onorr, *t u d az on un, mp uas on an)rrpu coeuecmfuoJll npuileHeHuu uudasonoJua u ,<napumpowuquua e eopue ma1nemox(500 mz dea paza c dena), omile"utocb ysanuqeHue AUC mudasonoJua: e 2r7 pa3a noanegHympuseHaozo ecedenun nudagonaila u e 7 pae noarc nepopalrbHozo npuavu Heo6xodttnouzaezamo cos'cecmHolo nepopaJrbuozo npuerta uudasonoJva u KJrapumporruquHa. Ecnu&JUeCme c KnapumpoJnu4uHoil npuveLnemcn sHympuseHnan Qopma nudasonutta, azedltemmuamenbwo KoHmponuposamb cocmoflHue na4ueHma dnn eocrtoucnort Koppe1quu dostt.Taxue ,ce ,tepil npedocmoponc^ocmu cnedyem npurae,tm ; ; ;;;; i)liroou*rorHerv,Komopb'e uemafionwupy0mcn CYP3A, cKnorque mpuasontur u urnpa3oJtturl InnfiensoduasenuHos' oueedenue Komopbtx He 3acucum om typs,.q lmerwatenan, Humpa3enalv,nopasenam)' rnutoeeponmHo KnuHuqec4lt 3Haqlawoe esauwodeficmeue c Krapumpoguqu1oJn.rrpu cosJvecmHoru ucnorbsoeaHuu Krapumporttuqu,a u mpuutonoila cosrtro)rc,oeosdeficmeue Ha qeHmpanbHyro HepsHyK, cucmeJny (qHC), ,oipu.ip-"coturu6ocmb ucnymailHocmb co3HaHun' B cha3u c gmtavtt o cnyvae coor4ecmuozo npwileHeHun,pexomeudyemcn cnedumb 30 cnwnmoMaJJ,u Hapyrueuun IJHC.

Konxu4uu
3apezucmpuposaHb, nocmtilapnemuHzooile coo6t4enun o cny.ranx ompaeneHun KoJtxu4uHognpu ezo odnoepeue*Ho,t npua\te c KJrapumpoMu\uHoJn, qot4e y noilcaJrbrx nauueHmoo.
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Poccuicran OeAepaqrc 125171,
r. Mocxsa, flenunrpagcroe
uocce 16, crDoeHxe 'l

Blraxec qexrp <Metpononuc>

+7 (495) 258 42 80
+7 (495) 258 4281

Ifexomoporc u:t onucawHbtx cnyqaer npoucxoduJru c naqueflmoJvrrr, cmpadanulrrrtu
no.tequort HedocmamoqHocmbtu. Kax coo6t4urocb, Her<omopbte anyvau SaKavvusoJrucb
nemanbHblht ucxodoJtr. Y na4ueumos c Hopfit&nbHofi Qynx4ueil nortex u neqeHu Heoftxodtawo
cHr0rcamb doty xottxuqufua npu odnoepemen$oJn npuJne\e&uu c KnapumpoMuquHow.
OdnocpeueuHoe npurveteHue Knapumpoilu4uua u KoJrxuqaua npomusonoKa3ago
naquewmaJn c HapyweuHort Qynxquefr neqevu uJttt noqeK (c*t. paslen
" flp o mu e o n o xan an un " ).
Iuzoxcun
Irpednonazaemcn, qmo duzoxcun nnrnemcn cyflcmpamom fuu Psp, Ilzeecmno, qmo
Knapumpo.DrutluH unzufiupyem PSp. IIpu cosmecmHoM npueme KnapumpoJuuquHa u
duzoxcuna unzudupoeaaue Pglt ,arupampomu4uHoJn ,\turcem npusecmu K ycuJre1ug)
deficmsuro duzoxcunu CosluecrHrrfl npuena Ar.roKcr{Ha r{ KJrapuTpoMr.rqr{Ha raKxe Moxer
rrprlBecrn K noBbrrtreHlllo cblBoporoqHofi KoHIIeHTpaqu[,q]rroKc]rua. V uexomopbtx na4ue$mos
omJ|tequrucb KnutuqecKue curtnmrrJvtb, ompasrewun duzoxcuHou, nKnruqan nomeHuuoJtbHo
flemorbilile apumJ|ruu {Ipu coBMecruoM flpueMe KnaprarpoMr.rql,rua r{ Ar.rroKcr{Ha cneAyer
TrqaTeJrbHo KoHTpompoBaTb KoHrleHTpaqlrro Ar{roKcrrHa B cbrBopoTKe.
3udocydun
Ifocxonorcy KlrapumpoJtru4uH snunem Ha scacbrsanue zudoeyduHa npu nepoputbuoM npueJwe,
esauuodertcmeun JvoJrcHo I sflaqumuunort cmeneHu uzflelrcamo, npuuuJilan
,arapumpoJtru4uH u zudocydttt c uqmepsanow e 4 vaca lloAo6soro ssanMoAeficrBr{r He
sa6rnoAanu y BKr{-nnQnq[poBaHI{hD( 4ereft, npr.rHr{MaBmr{x Aercr(yrc cycfleg3r{ro
KJIaplrpoMI{III{Ha c 3I{AoByAr{HoM HJrH AHAe3oKcr{uHo3HHoM. IlocxonutE KnapumpoJrtu4uH
.uoilcem npennmcmso8amb $cacbtnailurc zudoeyduna npu ux odnoepeweHnotfl npuerte
BHympb y $poafttx naquertmoa, nodofinoe csauJnodertcmeue epnd nu sosJttn cHo npu
uc noilb3o 8 aH u u Knap umpoM u4u&a svy mp us eHHo.
Qenumoun u sutbnpoeeafl Rucfloma
Ilnepmcn launue o ecau.frtodertcmeunx uuzuflumopoc CYP3A (emnuaa Krapumpornuqun) c
nPenopamaJjrt, Komopbte He uemafionusupynmcn c noJwot4bn CYP3A (Qenumougortt u
&arbnpoe$ofi xuanomofl. fnn danaau npenapamoq npu coertrecmHog npruneHeHuu c
Htap ump oJn u4uHoJn, pexome adye mcn onpedeneH ue ux cbrs opomo v,ubtx KoH qeHmp a4 art, max
KaK uuercmcn coo6t4eaun o6 ux noeutaeHutl
,Uevnann aene u noe cs a ruwode frcme ue nexaD cmc
Amannaeup
Rnapumpotstu4ut u dmasanasup tsnnamcn KilK cyficmpamoruu, maK u uuzu1umopuvtu
CYP3A. Cyt4ecmeyem ceudementcmno deynanpaeneHuozo esaunodeficmsun 

-?mux

npenapamoe. Co*vecmHoe npujteHeuue ,orapampoMurluHo (500 nz dca paza c denl u
ama3aHasupa (400 nz olun pas e dena) iloilcem npunecmu x deyxpamnimy yturuveHuK)
aosdertcmeun KlrapumpoJnuquHa u yweubrileHup eosdertcmeun l4-Ofi-ruapumpoMuryu1a Ha
70 %' c ynenuveHuern AaC amaiaHaoapa Ha 28 %. Enazoiapn uupoKolrty
mepanesmuqecKoJuy duanawuy KnapumpoJttu4uua yJueHbweuue ezo dostt y na4ue1mos c
HopJtAoJtbilofr noqeqfuofr Qynx4uefi ne mpefyemcn. V na4uenmos c yMepennofr noqeqnofr
nedocmamoqHocmbro (raupenc Rpeamuuuua 30-60 wt/mun) doia 

-Knapumpornuquga

donucna 6umo yrvenbuewa na 50 %. Y naquenmoe c Knapeucow Kpeamu1uHa ilteHee
30 rut/.uun doty xnapumporjtutluua cnedyem cHusumb Ha 75 %, urrinury" dnn smozo
co o msemc msy P Wrc neKap c ms efunyn Q opny Knap ump oM uquua. IOmp ump onuUuy s d oz ax,
npesbrraaror4ltx 1000 mz 6 cymKu, Henbsn npuwevnmb coswecmHo c uuzu1amoputtu

Ten.:
Oaxc:
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Ten.: +7 (495) 2Og 42 B0
oa(c: +7 (495) 2S8 42 S1

npomeut.
Eno xamopu Kut b 4ue I brx KaH tJro I
Irpu odnospe,te*Hortt npune*eHuu MapumporrruquHa u funoxamopos Kutbquesbtx KaHanos,Komopwe 'uemafionugupyemc.r woQepueamon CYP3A4 

-(nanpumep, 
sepaneJrrtut,

annodunuH, dtutmuazen), azedyem cofinrcdamb ocmopoltcuocmb, nocaonbr(y cyt4ecmsyempucK EosHuKHoSeHun apmepuattaort zunometsulL llnaswennue Kon4egmpaquu
IqapumpoJnuWuHo' maK:ttce KoK Il flnoxamopoe KaJtb4uesbtx RaHaros, rrtozym nocbrruambcnnpu odnoepemenaon npuneuenurl Apmepuwtaaan zunomensun, fipadaapumnun uroKmoaqudos eosrroJrcnb, npa odnocpeueuHort npueJne ,<rapumpoJrruquHa u 1epanaJaruro.
Umpaxonazon
Ihnpumpotuuqut u umpaKohason nsnnnmcn cyfucmpamautu u unzufiumoputtu cyp3A, vmoonpedennem deynanpaeneufloe esatanodeficmsae iptnopomoe. ktapuiporurqu* ,tolrcemnoSucumb KOH4eHmpaquH, umpoKoutr3ona I wrut te, s mo speJan KAK UmpaKOHA3On MOilCemno8ilcumb w'aaweHtyn KoHqeilmpo4uto KnapumpoJtru4uuL. IrA4UeAmOe, odaoepunenuo
npuHutaaw4ux umpaKoHa3oJt u Knapumpolnu4u&, cnedyem mr4ameJrbHo odcnedieamb HaHaJIu"ue cun"nmor|'os yctaneuun ua ycenuqeuun dnumenoaocmu QapmaKonozuqecKux
e Q Q e xmoe ?mux npe nap amos.
Caxeunacup
Ihupumpouullut u caKeuHasup nsJrnnmcn cyfucmpamuttu u unzuftumopaflru cyp3A, vmoonpedennem deynanpaaneHvoe esattJvodeficmiot oi"nopamoo. odnoepavenHoe npu|reHeHue
Knapumporrtu4ufua (500 ne dea paza e dena) u canounaeupa (e MnzKrLx Jrcanamut oebrxKancynax' 1200 'uz mpu pa3a c denl y 12 fiopoeux do6poiori4r, sbtsbr1orro ysaruqe^ueAac u c^o' caK6uHA6UpA na 177 % u 187 o/o-coomcemcmsenno s cpasueuuu c npueJrrorwcaK,uHas*p, e omdanoflocmrl 3naqenun AUC u c^* *opr^po*u4u*A 60munpufinwumenb$o Ha 40 % sblute' qeJv npu J|touomepanuu Krapumpo.Mupu*ortr. Irpuco&"ecmHoJn npuJrteHeHuu ?mux deyx npenapamoe I meqeuue ozpanuqeugoeo 1perae1u Idozax/cocmoeax' yKasauHbtx sbrute, KoppeK4un dostt He mpefiyemcn. petynomamtt
uc cned o e aa un neKap c m8 euHbtx ez ounode rtcmc u fr c ucnonbs o saH uerv caK6 uHas upa s MnzKux)'ceramaHosblx Rancynax Mozym He coomnemcmsosamb zQQexmuw, nafunndaeJ|rbw npunpuJileweHuu caKsuHosupo e meepdctx Jrcenamuuosbtx Kancynax. pezynamaiat
uccnedocaH un nenapcmoe,Hblx $auilodeficme ufi np u JnoHomepan uu caKs u,o6 upoJ|, rtro?ymHe coomsemcmsosamb zeeexmattt, aaLnrcdaenutn npu meponuucoKsuHagupottt/pumonasupoM- Irpu npuene caKsanaeupa courvecmHo c pumoHasupoJtr
cn e dy e m y.t u mb, I Amb no me H 4 UAJ\ b H o e ar un H u e p umo H a s up a H o Kfl ap ump oM u r|uH.

Oco6rre yKa3aHnf,

fnumantnoril npueu aumuhuomuKor ,rtoltcem npueodumo x ohpasoeaHug) xonoaufi cygeJ'uqeHHbtrtt Konuqecmsow Heqy^cmsumenbubrx flaxmepufr u zpu6ic. IIpu cynepuaeex4uuneofixod uno Hasuaqumb coomsemcmsyorwto mepan un.Ifpu npu*teHeHun rurapumporuuquua cooftqatticb o cny.ranx ne.teHo.rHofr duceynKpuu(noeutueuue KoH4eHmpa4uu neqeHoqHbrx fieprueamoa a Kpoou, ?enamoqauanznpnotfr tt/unuxonecmomuvecxufi zenamum c rrcenmyxofi unu 6et). Iieveno""* d;;;A;o.qttfl rvrozrcem6umo matcenofi, no o^uqno nsnnemcn o,pamutvofr- rlrvercmct *fiou nerreaot uoilnedocmamoqHocmu c nemuhH,tu ucxodoJ|lr'zra,flbtm odpason c6n3a1Hble c Huturtue*tcepbBHblx conymcmsyrct4ux zaaoneeaaufr u,/uttu odnoepetwenHbrn nptulreneHuey dpyeuxneKapcmseHHhlx cpedcmc. IIpa noncneHuu npus^aKoS u i,*nmouoo ?enamuma, maKux KaK
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OaKc: +7 (495) 258 42 81

aHopekcunt ilceilmyxa, nomeJrlHe$ue Jfio.ttr, 3!d, fionnHe$Hocmb Jrcueoma npu naJrbnaquu,
H e o 6xo d wtto H eile dne HHo np e r(p am umb me p a n un Kn ap ump oM u4uwotn
IIpu neveuuu npaKmuqecKu eceJvu aHmuflaKmepuaJrb*br*ru cpedcmsaJnu, I mort qucne
Kn ap ump oM uquHort, o n uc a H il ary 4 a u n c e s 0 olrett 6p aao z u o z o Kon u ma, mn uc e c mb Ko mop o z o
ruoltcem &apbuposambct om nezKort do yzpoctcarot4ert )rcuiHtl AnmunaxmepuutbHwe
npenapamb, .uozym usrretumb HopJaanbHyo Mur<poonopy KttureqHuKa, qmo iloilcem
npusecmu R pocmy C. dfficile. Ilceedometuflpaaotnufi Konum, sbaeaHHbtfi Clostridium
dfficile, HeoflxoduJrto nodolpesamb y scex naqueumoq ucnbtmbrnant4ux nonsneflue duapeu
nocfle npuJueweHun aHmu6aKmepuoJrbubrx cpedcms, Ilocne npoeedenun ,<ypca
aHmufuomuKomepanuu neoflxodu.uo mt4amahHoe nedu4uncxoe uafntodenue Ja
naqueflmofu. Onucucanuca cnyqau po3sumun nceedomeuhpaaoznozo Konuma cnycmn
2 necn4a noane npuana oHmufluomuKos.
I0rupumponuqurt cnedyem c ocmoporrc*ocmbn npwveunmb y naqueumor c utuenuvecxort
fionesnoro cepdqa (nEq, mnlrcaroil cepdeq*ort HedocmamoqHocmbrc, zunoJwazuuetnuert,
supaJtcefuHofi hpaduxapdueil (uenee 50 yd/nun), a maKzrce npu oduoepeneqHorn
npuileileHuu c ailmuapumJnuqecKuJnu npenapamoJnu IA xnacca (xuaudun, npoKauuarrud) u
III Kracca (doQemutul, atnuodapon, comuton). IIpu danuux cocmonHunx u npu
odaoepenenHoJ)t npuewe npenapama c smuJJr npenapamoJrtu cnedyem pezyJtspuo npoeodumu
KOHmpOnb eneKmpoKapduozpuvltu na npedmem ysenuqeHun uHmepeua QT.
Bouttottcuo pa3sumue nepeKpecuofr petucmeamflocmu K KrrapumpoJuuquny u dpyztt*t
aumunuomKail zpynnu Manponudoe, a maKJrce nuHKorrrurlu$y u rutunduvu4u$y.
V"umucan pacmyulyn pnucmeumuocma Streptococcus pneumoniae K MaKponuduw, eaucuo
npoeodumb mecmuponaHue qyscmsamenbHocmu npu HasHaqeHuu KnapumpoJau4uHa
na4ueHmail c onedononuqnort nneetuonuert. IIpu zocnumatonoil nHeBJItoHytl
KnapumpoMutluv anedyem npurteHnmb
onmu6uomuK0*trL

e xonfluHaquu c coomoemcmryroulurru

IlnQex4uu KoJtcn u flr"nzKux mxauert nezxort u cpednefi cmeneHu nnilcecmu qar4e 6cezo
6bB6a$il Staphylococcus aureus u Streptococcus pyogenes. IIpu zmom o6a eofiydumeJrn
,uozym 6otmt ycmofiuucw K :vat<ponudutt. Iloomotuy na)rcHo npoeodumc mecm Ha
vyscmcumeilbHocmb. MatEonudu ,lwoJtcHo npurreunmb npu unQex4unx, sb3oa11btx
Corynebacterium minutksimum (epumpazma), safloneeaaurx acne vulgaris u pouca, a maK
ilce c mex cumyaqunx, xozda HeJrbsn npuilennmb neHu4uJutuH.
B cnyqae nonsneHun ocmpblx peax4ufi zunepqyscmeumerbHocmtt, maKux KaK
anaQunawnuuecKafl peaKqufl, cundpou Cmuceaca-fluconcona, moxcuqecxufi
enudep,uatttnufr HeKpoJrltz, neKapcmneuHan cbtnb c eozunoQwtueil u cucmenaofi
ctannmoMamuxofi (DRESS-cundpota), nypnypa lllerutefina-feuoxa, ueotxodtt*to cpo3y rrce
npe Kp amumb np ueJu Knap ampoM u4uila u H aqamb coom6 emcm|y nulyp mep an uro.
V na4ueumoq, npuHutttant4ux tarcpumpoMuryuH, coo6t4atoco o6 ycyeyfuninuu cuJunmowoI
Maacmetuu gravis
B cJlfrae coBMecrHoro npItMeHeHH.s c nap(papr{HoM urryt ApyrrrMn He[prMbrMH
aHTI'IKoaryJUIIlrrlMI'I neo6xoguuo KoHTpoJIHpoBarb MHO E nporpoM6uHosoe BpeMr (cM. psAen
< B s a uJrro d e fi c me ue c d py z tuv u n e Kap c m6 e HH btJu u cp e d c m e ut u >).

Bnnsnue Ha cnoco6Hocrb yrlpaBJrflTb rpaucrroprubrM[ cpeAcrBaMn rr 3agflTrrs Apyr[Mrr
IIOTeHUI{aJ'IbHO OnaCHbIMII BHAAMII A€flT€JIbIIOCTITT rpe6yrOqUnrn nOnsrmeHnOfi
rtoHrleHTp aqrrH B HrrM aH.*rfl, rr 6rrcrporrr nc uxoMoropHbrx p e a rqnfi
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,{annue omHocumarbno enunHun Knapampoua4uaa Ha cnocodHocmb K ynpaarcHuw)
anmoJjrofrunav u JnexavutJnuvu omcymcmsynm. Cnedyem npuvtailamb so suuilawue
nomeHquurbHyw, sosMoJtcwocmb zonoeoKpyilceflun, gepmuzo, cnymaHHocmu coSilawun u
desopueumaquu, Komopile Mo?ym sfiHunHymb npu npueMe danaoeo npenapamo. Cnedyem
codnodamb ocmopoJrcuocmb npu ynpa*neHuu mpaHcnopmwhutru cpedcmsowu u 3aHnmunx
dpyzttuu nomevquanbHo onacwbtturu sudoJuu denmenbflocmu, mpefyrcuuJ|ru nosbuaetHort
KO H 4e H mp fl 4 U U SH turrqH Un U 6UCmp OmU n C UXOJV OmOp H brr p e AKqU rt.

B cnyrae Bo3Hr{KHoBeHLrt BorrpocoB, Kacalorqnxcff TeMbI AaHHoro n}rcbMa wwt npr,rMeueul{t
flpeflapara Knaqta.qo (KnapurpoMr{u{H), a raK xe coo6qeHns o HexeJrareJrbubD( rBJleHr{-f,x,

Bbrf,BJreHHhD( y raqr{eHToB, roJD raBrrux flpeflapar Kraqulo (IGrapurpouuqnH), npocuu Bac
HanpaBnrrb r{x B KoMnaHuro OOO <366orr Jls6oparopu3D ro cneAyroqeMy aApecy:

l25l7l, r.MocKB4 JleuuurpalcKoe uocce l6a, crpoenue l,
Bnguec qenTp <MerponorHc>
TeneQon: +7 4952584280
@axc: +7 495 258 42 8l
Email : abbott-russia@abbott. com

,{onorHure.rrno, xeo6xoAnMo HanpaBlmr coo6uleuuc o no6oqHrx Aeficrs[sx, B ToM qr,rcJre no6o.{Hrx
geftcrnu.mq He yKa3aHHbx B [HcrpyKql,ux no npIrMeHeHHIo neKapcrBeHHbrx npenaparoB, o cepbe3HbD(
HexenaTeJrsHLlx peaKql{tx, npHBeArxrD( K cMepTu, BporqeHHbIM aHoMtur}lflM wtn nopoKaM pa3BHTr.Lf,

ln6o npegcraBJltlotqn co6ofi yrpo3y xH3HH, rpe6yrounx rocnnraJru3a:ql,z.rlanr npuneguefi r crofixofi
yrpare rpyAocnoco6Hocru n (uu) HHBanr{AHocrH; o HenpeABr.rAeHHbrx HexeJrareJrbHbD( peaKrrurx, B

ToM qHcJIe cBs3aHHbIx c npHMeHeHHeM neKapcrBeHHoro [penapara B coorBercrBHu c HHcrpyxunefi no
npnueHeHur6, cylrlHocrb H TDKecrb Koropbrx He coorBercrBoBaJru uHQopuaquu o neKapcrBeHHoM
npenapare, cogepxar\eftct B HHcrpyKultn no ero npHMeHeHHro; o6 oco6enHocrflx n:auuo4eficruur
neKapcrBeHHblx npenaparoB c ApyrHMH neKapcrBeHHbrMn rrpenaparaMr.r, Koropbre 6ruu BHrBneHbr npn
npoBeAeHHH KJllrHuqecKux HccJIeAoBaHuit u npuueHeHHH neKapcrBeHHbD( npenaparor r @egepanbnyro
cnyxby no HaA3opy n cQepe 3ApaBooxpaHeHrs ro a.qpecy:

109074, r. Mocrcea, CrassHcrar nnorq4Ab 4, crpoenue 1,

TereQor/OaKc: +7 499 578 0I3l
Email : pharm@roszdravnadzor.ru

C ynaxenueu,
A-rexcefi Psxnr
MeHegxep no Saprraarona,Bopy
Perynaropubrfi orAer, OOO "366orr Jla6oparopur"
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OaKc: +7 (495) 258 42 81

CneqnarucraM 3ApaBooxpanenflfl

!ara: 27 cenrnfipn 2013 r.

Re: IIsDreHeHnfl HnQopMarrrr ro 6caonacHocrrr npenaprra K.naqnAo (KrapnrpoMrqrH),
Ta6nerK[ nonpbrrbre flrenoqnofi o6oro.rxofi 250 nrr.

VsaxaeDrure cneqrlaJrncrbr 3ApaBooxpauenufl !

Kouuannr OOO (3660rr Jls6oparopn3)) cBr{,qererrrcrByET BaM cBoe [oqrenue r{ r,rn0opMr{pyer
o HoBbrx AturHbD( ro 6egouaurocru rperapara K.uaqu.q@ (KnapnrpoMr.rqrur), raOleirn
floKpbrrLle u.uenornroft o6oloqxoft 250 ur, [por.I3BoAcrna 366orr C.p.JI., I4ru:rlrsua ocrroBagr{r{
uguenenuft, yrBepxAeHHbD( Mlrnr{crepcrBoM 3ApilBooxpiureHr.rr Poccuficxoft Qegepaqnu
(perueuue o BHeceHI{u ns}teHeHuft B Ao(WeHTbr, coAepxarq[ect B perrrcrpaqr{oHrloM rocbe Ha
3aperl{crpl{ponauuufi rpenapar Art MeAr.rqHHcKoro npr{MerreHr{r N\20-3-423793MI[W3M-y
or 02.07.2013\.

Z:guenenus 3arpiil'I{B:llor cJleAyloque pa3AenBr rrHcrpyxrlur{ rro [puMeHeHHIo neKapcrBegrropo
flpenapara Nu MeAHUI4HcKoro [pIrMeHeHHt (uonrte AaHHhre BhrIeJreHbI nonyilcup1brJrt
,g)p c u s H brJn wp uQmom):

TEKCT II3MEHEHI,III
OapnrarcolornqecKrre cnofi crna
Oapuaxo.qrruaMnKa
K.napnrporr,ruqun tBrtercs noJryclluTerr.rqecKr.rM alrru6uomxou rpynnbr MaKponr{AoB H
oKiBblBaer anrn6axrepl{aJlbHoe .4eftcrnue, ssauldoAeficrByr c 50S pn6ocoua-nrHofi
cyfteaunuqefi n [oAaBJrrff cHHTe3 6erra 6axrepufi, qyecmsumerbHbtx K HeJny.
Knapurpouuqnn npoAeMoHcrpI,IpoBaJI BbrcoKyro aKTr{BHocrb in vitro B orHortreHr{u KaK
craHAaprHbD( na6oparopubD( IIrraMMon 6axreprfr, maK u eudanennbrx y flontnta e xode
rutunuqecxofi npaKmuKu. Munuuanbfubte nodaannnt4ae Ko&qeflmpa4uu (Mnn
Knapumpofitu4uHa dm fionuuuncmsa eozfydumetert meuotue, qeJv MIIK ?pumpoJtruquqa I
cpednetv na odno log2 paseedeHue. Oxasileaem flaxmepu4udnoe dertcm"it 

" omHotueHuu
Helicobacter pylori, dannan aKmue*ocmb KnapumpoJnu4uuo cbrtae npu nefimputtuom pH,
qeJU npV KucnOJlI
Kpone mozo, dannue in vitro u in vivo yxatbrcarom Ha mor qmo wtapumpoJtrurlut deilcmeyem
HA KnUHU.teCKu 3HAqUJwUe eUilCt ilUK^nuKmepufr.
@apuarcorcrrHerrrrca
In vivo
lfcclerosaHns in vivo na ,KrrBornbrx rroKa3aJrrr, trro Krap[TlroMrrrlnu npr{cyrcrByer Bo
Bcex rKaHfx' 3a HclcnrcqeHneM lleHTpa;rruoft uepnnoft crrcreMbr, B rconqegTptrlfisx, B
HecKoJrbKo pa3 npeBblltrarcrql|x nJra3MeHHble. Hau6o.nee BrrcoKrre KonqerrTpaqnu (n 10-20
PA3 BbIItrE NJIA3MCIIHbIX) O6HAPYXIIBAJITCb B NEIICHN il JIETKHX.
C.*14'OH-KJIap[TpoM]IIII{Ha He yBenrquBur.Jracb flponopu[oHaJrb]ro Ao3e KnapurpoMr.rulrHa, B
mo 8peJun KaK nepl{oA IIOnyBbIBeAeHI{f, KaK KJrapr{TpoMlrrII{Ha, TaK I{ ero rr,rApoKcr{m{poBaHHofo
uera6olr,lra wven menden4ap KysenuveHuu, c noBbrrueHueM no3bl.
Taxan uetuuefiuaa QapnoxoxuHemuKa KJrap[TpoMr.rqlrna I coqemaHuu c we1brrregraeM
o6pasonaHue l4-rIaAporcnnplpoBauubx H N-Aeverm[poBaHHhx [poAyKToB rrpr.r BbrcoKprx

as*:PJ*
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dosupoexax yKa3brBaer Ha HeJrlrnefiHbfr Mera6oJrr.I3M KnapI{TpoMHrII{Ha, Korophlfi cranoBr{Tct
6o.nee BbrpoKeHHhrM rrpr{ BLrcoKux d ot up o e xax-
rroqxotvu BbrBoAr{Tcff oKoJro 37,9 yo nocJre nepopanbHo?o npueJua KnaPumpoJ}ruquila c dose
250 ur il 46 oA rocJre npneMa KnapumpoJuuquHa s due 1200 ur; KnuIeqHrKoM BbrBoAr{Tct

oKoJIo 40,2 yo u 29,1 o/o coorsercTBeHHo.

ffa4ueamu
Klapurpouuqr{H r{ 14-OH-rraera6orur flucmpo npoHuKaront B TKarru n xr{AKocrr{ opraH[3Ma.
Irtvenmcn o?pailuqeHHbrc dannue naqueHmoS, ccudemenacmSynr4ue o moM, qro
KOHrIeHTparIilS KrapUTpOMlrrIrrHa B rlepe6pocnr{HaJrbHofi )KHAKocTr{ IIpH [epopzrJrbHoM npr{eMe
,tesqaqumanb$a (r.e. ro.urxo l-zvo cbrBoporoqHoro ypoBns B crrr{HHoMo3foBofi xr{AKocrr{ IIpE
HopManbHofi nponnqaeMocrr{ reMaro-3Hrlerfaruuecxoro 6apbepa). Kon4enmpaqun B TKaH-rx

o6uqno B H€cKoJrbKo pa3 Bbune, geM B chrBoporKe KpoBI{.

If auueumw nocrcwtozo eospacma
Odaaxo, nocfle KoppeKquu c yqemout no.teqHozo KnupeHca ,<peamuHuwa, He 6tuo omnurturt
e o6eux zpynnax-
floxarauns K npnMenenruo
IfnQex4uouHo-eocnalrumc,nbHile safioneeaaun, sbnoauflbte qyscmnumenbubtJvtu K
,<nap umpoJuu4uily Jtr uKpo opzail usJjt trJ|tu:

. r.rHOeKrIHu HlIxHrD(.FmarerLHrx uyrefi (raxue xar 6ponxrr, nHeBMoHHr);
o ns0eruIun BepxHI{x AbD€TeJrbHrnc uyrefi u JloP+pzanoc (rar,ne KaK (papulrrnr,

cnnycur);
. ITHOeKTILILI Ko)ru I{ MffrKI{x rranefi (raxue rar (porurNKyJrr{T, cocnurcHue nodxoxcnort

KnemqamKa, pouca'\;
o duccemuvuposaHHue unu noKurusooaHHbrc uuxo6arrepr{rlJrErrbre nu$exqr.ru,

BbBBaHHhre My co bacterium avium u Myco bacterium intrace llulare ;
. JIoKiIJIIl3oBrlHHbIe uu$exqnu, BhBBaHHLIe Mycobacterium chelonae, Mycobacterium

fortuilum n Mycobacterium kansasii;
. npo0unaKTuKa pacnpocrpaHeHltt nnQexquu, o6ycloueuuofi KoMnJreKcoM

Mycobacterium avium (MAC), BlI9-uH$nqrpoBaHHbrM 6olrnrna c coAepxzrur{eM
nurvr1[ouuros CD4 (T-xelnepnsx nuusouHror) ne 6olee 100 s I N{r{3.

. spaduxa4un H.pylori u cnuxeHue qacrorbl peqr{AnBoB fl3Bhr ABeHar{rlarunepcrnofi
KI{IUKI{;

. oAoHTorerruLrennSeruun.

[pornnonoKa3aHufl
o fIosHuIeHHuu rryBcrBl{TeJlbHocrb K KoJvnoHe4moJv npenapama r{ Apyrr{M MaKpoJruAaM.
o OAnonpeueusrui [pueM KJIapHTpoMr{ur.rHa c oJrKanoudanu cnopbtvbu, Hanpu}tep,

3proraMllH, Arlrl{rpogprorilMl{H (ct"r. pa3.rleJr <Bgarauo.ueftcrsue c Apyruun
neKapcrBeHHbrMu cpeAcrnauu >).

o Odnoepantennotfr npuav KnapumpoJttuquua c nudasonortoJa fuu nepopanbHozo
nptuvefueuun (cn pailu <BsauJvoilefrcmeue c dpyeunu neKapcmseg1btJjtu
cpedcmeanu>).

o lfaqueambt c HafluqueM 6 auaw*ese ydnuaenun uumepeana QT, tcutydouxoeofi
apumJ|tuu atu ucenydoqxoeort maxuxapduu muna (napygmrr.

. IfaqueHmb, c zunoxanuenueil (pucxydnuHeryun unmepeana eT).. IfaUuenmat c mntrcenofi nertenovnofi nedocmamoqvocmbn,
Page2
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odnoepeueuHo c no.teqHort HedocmamoqHocmbro.
o OdnoepeMeHuurt npueJn KnapumpoMuqu*a c uHzuflumopaMu fMf-KoA-pedyxmasu

(cmamunuvu), Komopbre 6 sHaqumarbHofr cmeneHu uemafionusupyromcn

usofuepJneumow CYP3A4 (noeacmamun, crailoacmamuw), s csnsu c nosbtuteHueJu

pucKa Muonamuu, sKrrurrtan pafldoilaonw (cJrL pasden <Bzaunodeilcmsue c dpy?tutru

neKap cmseH$blJ|tu cpe dc ms aJv u D).

o OdnoepeJilewwbrrt npuan Knapumpomuquna c KoJtxuquHoJn y naquewmos c
HapyuehHoil Qynxqueil neqeHu wlu noqeK

o lfaqueumb, c xonecmamuqecKoil Jtcanmyxofi/zenamumow I avatrHese' po3Suglauxcn

npu npuileueHuu KnapumpoJ|ru4uqa (cn. pazdut <Oco6ue yxasailunrr).

o fiemu do 12 nem (eQQexmusHocmb u flesonacuocmb He ycma6oareHbr}

C ocropoxHocrblo
. no.tequafl HedocmamoqHocmb cPedHeil u mnilcarofi cmenenu
. neqevortt os Hedocmamoquocmb cpeduefi u mn)rcenofr cmenenu
o MuacmeHun gravis (eoznotcno ycwrcHue ctaunmortoc).
c Odnoepetneunuil npueJw Knapumpowuquna c dewoduu3enuwautu, maKuMu KaK:

aJtnpa3onaJw, mpuosonoJv, Iruda3onwt dnn stympuseHfuozo npurreHe$ufl (ctw pailen
<Bsarailode ilcmeue c dpyeuJ|ru neKapcn seqHbtJJtu cpedcmsaJvur,).

o OdnoepeJueggbrfi npueJa c npenapamaJuu, Komopile nemaflontnupynmcn CYP3A:

xap1uwazenua, qunocmuton, quunocnopuH, dusonupanud, onKurcudu cnopbrwbu,

,vimumpedatuonou, oMenpo3on, HenpflJltbrc aHmuKoozynnnmbt (nanpwnep, sap$aPuH),

xuHtrduH, puQaiymua, ctutdeuafiwt, matEonuMyc u eundnacmun (cttt Bsauuodertcmaue

c dpyewvu neKapcmsewHbutru cpedcmeuvu>).
o Odnoepe.meunotfi npuav c npenapamarvrr, undy4upyrot4uJtu usoQepmenm CYP3A4:

puQuvnuqun, Qeuumoun, xapflutasenuH, fienoflapfiumon, rcepofloil npodupnenennufi
(u* p az t ea < B z a uno d e rtcme ue c d py e tulrt u ne Kap c ms e H H blJit tr cp e I cme an un ).

o OdnoepeJneHubrrt npueJjt c dnoxamopoJ|ru KaJrb4uesbu KailoJrost Komopbre

mema1onutupynmcn wofuepJnewmoil CYP3A4 (nanpunep, sepano*tut, atanodunufl,

dunmuasem).
. IlaUuenmu c uraeMurtecxort flonesuoo cepd4a (UEC), mnucanofi cepdeunofi

nedocmamoqHocmbn, zunowazuue,Mueiq sbtpu,rceuaoil flpaduxapduefr (menee 50 ydhnun)'

a maKilce naqueHmil, odnoepeueHHo npuHunarot4ue awmuapumJuuvecKue npenapambt

IA xnacca (xuuudua, npoKauHuttud) u III xnacca (doQemu,nud, uttuodapoa, comuton).

o EepeneHHocmb.

Ifpn*reneHlle rprl 6epeueunocTH It B IIepIroA rpyAHoro BcKapM,'I[BaHnfl

EegonacnocrL r.rc[oJlb3oBaHu.f, KJrap[TpoMLIuLIHa Bo BpeMJI 6epeuenuoc^tr4 14 ilaKTar\Lrfi He

ycmaHosneHL
flpruenenfie rrpu 6epeueunocru (ocofieHvo I I mpunecmpe,) nosuoxHo roJIbKo B cJrfrae

orcyrcrBr{r {rnbrepHarr,rauofi reparrnla, a noreHlluanbHzlf, [oJlb3a N8 MarepI.I trpeBblluaer

rroreHrluaJrrnrd pHcK AJII flnoAa.

K;rapurporrar{rlr4rr BbrBo wrrcfl BMecre c rpy.qHhrM MoJIoKoM. IIpu neodxodttnocmu npue'ua 6

n ep uo d n aKmaqu u, zpy du o e s c Kapnn u s an ue n e o 6xo d wn o np e Kp am umb.

Page 3 =l Abbott
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Cuoco6 rpHMenenrlfl H Ao3bl
Bepocrrna u deman cmapue 12 nem- no I maflnemKe (250 ur) 2 paza s deub.
O6rmras npoAonxr{TeJrrHocrb JreqeHu.rr cocraBJrrer om 5 Io 14 anefi.
Ifcrutnqenue cocmaannm sHe6onbauttvafl nHe*nlroHut u cutycum, Komopue mpefytom
neqeHun om 6 do 14 dneit

,{ oz tt dnn n e rt e u un fit uKo 6 aKmep uutb Hbrx uH Q e K q u rt, Kp oJn e my 6 e p tEn ew :
flpu rur,rro6aKrepr{zlJlbHbD( r.rHQeKrlvn(. peKofiteHdosaHa doza rutapumportuquHd 500 ur 2 paza
a dena.
Jleqenne daccetttuuupooaHHbtx MAC uuOerqrfi y uallreHron co CIIZ,{ cneAyer npoAoJrxarb
AO TeX flOp, rroKa r{MeeTCr KJrr{HrItIeCKat H Ulrrpo6uonoFfiqecKils oQbexmueHocmb.
K.napurpovuqr{H cneAyer Ha3naqarb s roM6LIHaIIEu c ApyrHMr{ auTr{Mr.r(po6nruu
flpenaparaMv, aKmusfubtJ]tu I om0otaeHuu da$Hbtx qnfydumenert. lttutensHocrb rerreHut
dpyzux HemyfieprynnwbtxruuKo6axntepaattbHblx uw$ew4ufr ycraHaBJrlrBner Bpaq.

,\w npoQwtaKmuKu uufuerc4uit, Bu36aH*btx MAC:
PerouenAyeMaff Ao3a KJraprrrpoMr{quHa AJII B3pocnbD( - 500 ur 2 pasa e dent.
ffpu odoumozeHHbv unQerc4uax Ao3a KrrapuTpoMnqrrua cocrasr.Eer 250 ur (1 madnemxa) 2
pasas denu s reqeHl{e 5 asefi.
,Qnn opaduKaquu H. pylori.
Kou6uuupoB aHHo e retteHue mpeut npenapamaJuu :
Klapurpouuql{H, rro 500 ur 2 pa:a B,[eHb, B KoM6I{HaIIrut c oMerIptBoJIoM, no 20 mz 2 paw e

dena naMoKclrrII{JIJTI{HoM, uo 1000 Mr 2 pa3a B Aelrb, B TeqeH}re 7-10 ,{trefi.
Ifa4uenmu c noqeqnofi nedocmamoquocmbwt
Bolurrnn c KJrrlpeHcoM Kpearlrnr.rHa Menee 30 rr,rnlrr,rrn HirHarliuor rlonoBrlHy o6rr.il{ofi Ao3bI

KJrapr{TpoMHrI}rHa r.e. 250 ur (I madnemxa) I pas c dent rIJI}r, rpu 6olee rDI(eJIbD(

unsexuun<, ro 1 maflnemxe (250 ur) 2 pan o deua.

flobo.rxoe ,ueficrnue
IhruccuQaKaqun noflortuux peax4urt no qacmome possumun (xonuvecmeo

iapezucmpuponauHbtx cnyvaee/xonuqecmso naqueumoe): oqewb qacmo eJ/10), qacmo

PJ/100, <I/10), Heqacmo PJ/1000, <1/100), HeusoecmHo (nofiovnorc z$fiexmb, u3 onuma
nocmJnapKemuHzoso?o npuileuewut; qacmoma He MoJtcem 6uma o4eveHa Ha ocHoae

urtent4nxcn dannou).
Anneozuqecxue peaxuuu
Vacmo: cbrnb.
Hertacmo: , anaQuttaxmoudnan peax4unl, zunepqyscmsumenbHocmb, depmamum
6ynneznatrt', 3!d, KpaIrIrBHHu a, rrar<yno-nanynnruan cbrnb".

Heugcecmno: auaQunarruqecKzrr peaKrrr,rr, cr{HApoM CtuseHca-AxoHcoHa, roxct{.recKrtft
3nr{AepManrnrrft HeKpoJrH3, neKapcmeeHHan cbtnb c zozunoQutueil u cucmetunofi
c ravnmorjtamuxo rt (D RES S-c undpom).
Co cmoDonot ne0euofi cucmenu
Vacmo: roJroBHalr 6onr, 6ecconuuqa;
Heqacmo: nomept coSHaHun', ducxune3ual, ronoBoKpyxen[e, conJrltnocmb, mpe]ilop,
6ecuorofi c rBo, n o I b trrre HH an e oz 6y d tt*to cmb3, t<p uf .
Heugeecmuo: cyAoporr{, ncrxor}rqecKr.re paccrpoftcrn4 cnyraHrlocrb co3Hanr.rt,

AenepcoHafit43at\us., denpeccue, Ae3oplreHTaqur, rarIJIroqI,IHaIIutr, Hapylxenus cnos[Aeufifi
( <xounrr apnbre > cHoBn.ueuar), n ap e c mu un, J|4aH uA.
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Co cmoDoutt xotruux noxDoeoe

ilacmo : uHme H c a8 Ho e nomoomd eneu ue.

If e us e e c mH o : aKfl e, nyp nyp a III e rurc itu a' f e u oxa, z aw opp az u L

He USeeCmnO : nOqerrHon Hedocmamy"Hocmbr tlHTepCTI{Uu:lJIbHbIfi He(bpHT'

Co cmoDoaot ofimeaa seulecmc u numanun

Ifertacmo : auopeKc un' yxylraet ue annemum&

H e tn e e c mno.' rnfl orJII'IKeMI{fl .

C o cmooouu onoDuo4e uzameatnozo annanama

Her,ACmO: JttbruteqHbtfi CnAUn', KOCmnO'MbtUle"HAn CKOSAHHOCm;I, MuuJllltfl2'

H e tn ce c mno : p a 6 d om uon uS2', il yo namun, y c tarc H ue c uilnmoq o S il uacme au u g r av is'

Co cmononat n utueeaD umenanoil c ucmettu
qac^o: Lnapes,puor4 O-*"nencufl)ToltrHora' 6om s o6lacrn xuBora'

He,ncmo: ,ropl)fi: ;;;;;"lrrofu*r*rn* qeQanxcnan 6o'ilesua2, zacmpum'

npoKmanzunr, cio*arr{T, rJTOCCUT, eZdymue )tcu^oma" 3anop, cyxocrb "" ry:_::!:;JtcKa,
Jvremeopuytt, xoJrecmagl , fe[aTI{T, B ToM qI,IcIe xo1ecTaTl'Iqecrrafi E renaToIIeJIJIroJItpIIbIII '

HeUSeeCmUO: O1mpblil [aIIKpeaTI{T' I{3MeIIeHLIe IIBeTa S3HKa u 3y6OB' [eqeHormat

He,uocTaTOqHOCTL, JtC enmyxn
,tagavr.v* e-v'.''"v- ,

, Hoconoe lq,oSomeqetutr ntpo.frrfiosu6onu'fl re?oqwou apmepuu '

Co cmoDonu oDzanoc 
"vscmc

Vacmo : duczeeutn' [BBpaIrIeHne BKyca'

Heqacmo: sepmuzor lrapytueuue cryx4 3BoH B ymax'

Heuseecmno.. rJryxoTA, AZer3Un (nomepn 1tEcosblx only4enufi)t napocJvun, a$ocMun'

Vacmo : easodtnamal'Pt' .

Hertacmo: o"^ooor* cepd4at, MepqamenbHan apum*lun|, ylg]InueHlle LIHTepBaJIa QT na

snercpoKapAuorpaMMe, sKcmpacucmoJrtt *', mpenemaHue npedcepduil.

Heuscecmno.. xeJryAotrKoBrrfl raxl{KapAllfl, B TOM qucJle T}I[a (nupygT)'

Jf a6 oD amooaorc n oxas amen u

Vacmo: omKnoHeHae I neqeHoqnort npo6e'

Heqacmo:roB'rmeHr{e Ko'rlerrrp** ;;;*il{Hal, nosbtuaeHue KoHTeHmpaTuu Moqe,u^brl '
ugileHeHUe OmH,taeHun atu6ynUn - z.nO6ynur', Iefironeu us, neilmpone\w" ' 

lotunoQunUnl '
;;;;;;; """";,--"otbraeHue 

Ko,+eHmpaquu s ,<poeu: ura*u*artunompancbepasu (AJrr),

acnapmamuMuHompancfrepastr (ACT), zartJttoznymaJtrunmpancQepu'bt [fTn)1, t4enouaoir

Qoc tpamosu (II!<D)a, naxrnamdezudpozenasor (JI,4D"

Heuseecmn|: azpafiynn4umos, tpo"ooq"tonellldst ysutuqeHue s\aqe\un Mettcdy$apodnozo

Hoprtruttr3osanflo?o omHoureHufl (MHO), ydnunenue npompo*tfiuHoaozo spetveHu'

u3JVeHeHUe 4Sema Morut, nosbuaehue KoHqeHmpa4uu 6unupy6una e Kposu

Odruue paccmooficmea

Oqeno.tacmo: Qnefium I -uecme utbeKquu-'

Vacmo: 6onu e *"r^"-u-riiiii"t, oocnureHue o rrecme untex4uu'.

He,racmo: ,roo*oino/,- ;;;";^,rp*i, ocmeHun' 6ont s zpydnofi orem*e4, osuod,

ymoJunflauocm{.
IIH 6e xu uonuue u n ap{s umap u ue s a6one 6 a4 un

Heqacmo: Uaunnum', xaududozr rorffi,pumt, amoputtHbte unQex4uu (o mou qucne

Pag6 5 =l Abbom
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sazuHoJtbHbte)3.

H e uz e e c mH o : n c e 6 d oJtra w6p aHBHbr il Kon um, p o nc a, eP ump a3Jrto.

ff a4ueumtt c nodasJleHHbtM ttM,tvtyHumemoM

Y naqueumoo co CIILIlorra r{ ApyruMrr r.rMMyHoAe0uql{rtlMlt, noJrfrarcqux KJIapIdrpoMI{quIr B

6olee BbrcoKr{x Ao3rN B TeqeHI{e ArI,ITeJIbHoro BpeMeHu NIS. JIetIeHI{t MLIKo6aKTepI{aJIbHhx

uH$eruNfi, qacro rpyaso orJrr{trnrb HexenareJlbHble gO$eKTbI npenapara or cHMnroMoB BI4rI-

r4HoeKIIIu wrr conymcmsyro t4ezo 3a6oneBaH[t.

Hau6olee qacrbrMrr HexenarenbublMu sBreHLUrMI,I y [aIII{eHToB, [pI{HI{MaBIuux cyroqnylo Ao3y

KJrapurpoM;gl]lM:flae pa3Hyro 1000 r'rr, 6run: ToltrHora, pBor4 I{3BparrIeHLIe nxyca, 6onr B

o6nacru xuBora, gtllrapefl, chrrlb, ,MemeopnSJ|1, roJIoBHuIt 6olr, 3ztrlop, Hapy[IeHI{e crl1D(4

noBhrrtreHlre KourleHTpaluan ACT u AJIT B KpoBlr. Tarxe orMeqzulilcb cJryrlan HexeJIareJIbHbD(

snregufi c HIr3Kof qacrorofi Bo3HlIKHoBeHLIt, TaKI{e KaK odbtulKat 6ecconnuqa u cyxocrb Bo

pry.
* B nexomopbrx coo6uqenunx o pa6domuonu3e KnapumpomuquH npuHtt rancn cosJilecmflo c

dpyztuttu neKapcmneHubuilu cpeilcmsaJnu, c npuailoJtl Komopblx' KaK u3&ecmHo, csnSaHo

parcumue p afldorn uonwa (cmamuubr, 0 ufip ambr, KoJrxuqurr uJt u atno nypunon).
I Coo1qeaun o dannbrx nofloqubu peaKqunx 6tuu nonyqeHbt monbKo npu npurteHeiluu

npenapama lftllr4ud@, nuoQunrcam dnfl npuzomoaneuun pacmeopa dn"n unQyzufi.
2 Coo6qenun o dannbrx nofloqubrx peaKUuflx 6unu nonyqevil monbKo npu nPuMeHeHuu

npenapama l(na4ud@, maLnemKu npoJro*zupoeaHuozo deilcmeun, notEumbte nneaoqnofr

o6onoqxofi.
3 Coo6t4enun o dannilx nofloqnbrx peaKqunx 6tuu nony.tewb, morbKo npu npraueHeHuu

npenapama lft:'6,tqud@, noponroK dnn npuzomoare*un cycne*3uu dtn npuutta sHympb.
a Coo6t4enun o daunotx nofloqnbrx peaKqunx 6mnu nony.teHil monbKo npu nptuuefiewuu

npenapama lft1'4,qud@, mafinemKu nor<pbtmbre nnenoquofi oflonortxort.

Ilepe4ourponra
Cuunmonw.. [p]reM 6olrrnofi Ao3hI KJIaprrrpoMLnIr{Ha rvoltcem sbBcamb cI'IM[ToMhI

napyurenufi co croponbr )KetryAoquo-Kl{Iuequoro rpaICTa.

Jleqeuue: npn nepeAo3r{poBKe cJre4yer yAtutrtrb Hea6cop6fipoBaHHbfr rpenapar I'I3 xeJryAotlHo-

Kr{rtreqHoro rparcra il nposecmu cI{M[ToMaTrqecKyIo repanurc. feuoAuanrc H

fleplrToHeaJrrnrui Wrurtr3 He oKa3brB:uor cylqecrBeHHoro BlrwtH.krs' Ha Kow4eHmpaquro

KJrapr{TpoMI{u}IHa B CbIBOpOTKe, qTO XapilcepHo u NIfl' ApyrHx flpenapaToB fpylnhl
MaKponHAoB.

BranuolefrcrB[e c ApyrrrMlr neKapcrBelrHbtMn npenlparaMrl

flpu COBMECTHOM npr{eMe KJrapHTpoMI{IIuHa c

rllr3a[pnuov'lnuuosudouhepSenpunoulacme]wutono*, coo6ualocb o uoBhIIrIeHI{rr

KoHqeHTpaqwr4 noc1edilrx B nJra3Me KpoBH, trTo MoxeT rIpLIBecTI.I K yBer[rIeHI'IIo aHTepBa-rra QT
H nosBJrenr,rrcr cepAequbrx ap[ITMrfi, nr.ruo.lu xeJlyAouKoByto rElxI{KapAI{ro, Qu6pnnnaquro
xeJryAorrKoB r.r xeJryAorrKoByro raxlrKapAl,Irc Tfirra (Illrpy3TD (cM. pa3Aen

< lI poruno no ras anur >).

Anxutoudu cnopblHbu

Ten.:
Oaxc:

Itwanpud, nwvotud, mepQenaduv u acmeilu3on
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IlocmuapKemuHz\ebre ucarclo\auufl noK\3bt^anm, qTo npn CoBMeCTIIOM np[IMeHeHI'IU

KJrapr{TpoMr{qr{Ha c 3proTnMr{HOM nJIU AIIrlIApospFoTutMI{HOM BO3MOXH'I CneAyuq}re es$exrrr',

cBr3aHgbre c ocTpbrM oTpaBJIeHI.IeM flpenapaTaMl{ rpyuflbl 3proTzlMI'IHOB: COCyAIICT6Ifi CIIa3M'

urrreMr.rr KogerrgocTefi vt Apyrllx rKaHefi, BKlIIoqat qeHTpaJIbHyIo HepBHyn cHcreMy'

odnoepuaeIiloe npture\eHue KnapumpoMu\uHL U u'KoJtouilos cnopbtubu

n p o m u s o n o Kut aH o (c-* p az d ea " Irp omue o n o Kas aH un " )'
inunn ue drvz ux nexanc mseu,tqx noenaoamoe na Knao u'ru omuuun

Ifpenapamu, "er"@ 
urdy*^o@Se (nanpu'vep, pu6uflnuquv' 6eHumouH'

'ffiii*rnur, 
eenodap6uma,n, ieepo1oil npodupnaneHqufr), tjrozym undytlupoeamt

Jjtemaoonutil *opr^pinu4uHa. ?mo Lrox'cetn npusecmu R cy1mepanesmu"ecxort

KoHqelmpapuu KnapumpowutluHa' 0mo npusodum K cHUilCeHuK' e^o ofiQexmueHocmtL

Kpome mozo, neo6ioowto Hfl1nrodamb 3a Ko^qe1mpaquert cYP3A-undyxmopa s n,utrne

,rpoou, Komopbril Morrcem noobtcumbcn u3'sa unzuflupoeavun CYP3A Knapumporv'uquHoM'

IIpucoavec,nuoJ||nptu|eHefluupuQafiymu|o.uKnapumpoJ||u4uHaaadntodanoct
nocbrureHue ruasrreH^ort KoHqeum;oiru puQa6ymuna u cHuxtceHue cueopomovnort

Koil$eHmpaquuKl.apumpot||u4uHacnoSb'|aeHHbw|puc,{oJt|pu'sumunyeeumll
Cnedynt4u, nprnipoiot o6nadanm doK(BaHHbIrvt utu npednonazaetvbt* s,un,ue* Ha

Kourerlmpauu0rKilapumpoJnuryuHaSru'alMe'<poeu;scny"aeuxco&J"ecmHozonpu"eHeHufl
cKnapumpoJnu|luuoJt'Jwol,Ye,nnompefuosambcnKoppeKuundoctu'unepexodHa
&nbmepil AmuSH O e neq e H Ue'

9 Q ae up e w' H e I up an uH, p u0 utrn utlua' p uQ a6y mun u p uQ aneam un

Cunonate undywnoptt cucmeJtilbt ,au;o*io*a P450, maKue KaK ?6asupeH3' HeoupanuH'

puQannutlun, pi6o6y^uo : putpanenmun Mozym ycKoptmb nema6onuzttt

KnapumpoJnur4rni ,, ^o*^ 
o6paso*t, noHultcarnb KoH^eHmpaqu'o KnapumpoJrru4u*a I

nJurweuocJ|afuJambmepaneilmuqecxuillQfuercn,uEwecmccmeJvnogulaa,nb
KoHqeHmpaqu,(, 14-oft.xnapumpo,|uquua _ Jvema^onuma' maKx'ce nN|flK,l4ezoc'

rtur<pofuuonozu.tecou AKmusHbtJtL llocxonuE twu'lE^fiUunozwecKan aKmusHocmb

KnapumpoJrr4uoi---u l4-oH'ruapumpoJnu4u^a omfltr"aemcn I om^oureHuu pozl'uq*btx

fuaxmepuil, mepanesn'uqecKufi 'qq'*^ 
Jn?t'cem cHu:"cambcn npu co&'l'ecmHoM

npwIeHeHUU r(napumpoJ]ru4uHL U UHdyKmopoe Qepnenmoe'

9mpaeuPun
Kon4enmpa4un tqapumpoJ||uquua c.Hu:ncaemcf npu ucnonb3osavuu lmpasupufla, Ho

nosbuaaemcn KnH$eHmpa$un aKmuEHOZO memanonuma 144H-XnApUmpoJ"u4UHA'

Ilocxonurg \l-O+-xnapumpoilUuun ofinadaem ntuxoit aKmus$ocmb'o no omHotaeHu'o K

unQexpunt Mycobactirium avium complex (MAC), trroJtcem rneLnmbcfl o6uan aKmusilocmb

8 OmHotaeuuu trx oot6ydumeneil, noemouy dnn neqeuu MAC uedyem paccJnampusamb

urbmepfuamu&Hoe neqe"ue'

-;!#;f::rrt 
npuen enyxonasoaa e roce 200 tuz etcedueeno u KnapumpontuquHa e dose 500

ilz dsa pa:ta s Leno y 21 zdopoeozo dohpoconatla npusa' K y^enuqe'tun cpednezo 3fuaqeHut

ruuHntilonbnoil paenosecilort KoH$eumpaquu Knapumpohru4uuA (c^il u AUC na 33 % u

18 % coomSemcmseuH\, IIpu emou coetnecmnufi npueJil sHLqwmanb$o He snunJ' HA

cpeDunrc pasHocec^yo, Klil$elmparyun o*-ienoro mema^onuma 14'OH-

Knap umporr rrlu*i Kop:pexaun d ozu xnap ump ornu*uHa s cnyqae c o ny mcmeynulezo np uerua

Qnyxonasona ne mPefYemcn'

n rp op anunile zunour ttKeM uqecKue cped c meu/uwcyn uH

Page 7 =l Abbott
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ffpu coe*tecmuoM npuueueHuu KilapumpoJtruquva u nepopanbwbtx zanoalume6uqecKtlr

cfedcme u/uttu uHcyruHa Moxrcem na1nrodambcfl ,btpailceHHan zunouruKe*u* Ha Qone

od4otpt ruHozo npueJna KnapumpoJjruqurua u HeKomopb'Jc npenapamos, cHuilcant4ux

KuH(eHmpaqup znnfto3bt, maxux KflK Humeurunlld' nuo?numa3oH, penmnuilud u

pocu\numusoH, rvoircem u*temb ,tecmo uuzunuposa\ue Qepmenma CYP3A

,<napumpoJvu4uuottl, pesynbmamoil qezo I)1O)tCem cmamb ?unouruKawu1 PexoneHdyemcn

mr4amurb$btfr Kovmponb KoflqeHmpa4uu auoKo3bt'

A niuap unnuue cxue ipenapambt (xunud un u d rcon up anud)

Bosrroilcno 
^osquK4osegue 

Jrcarydo,rKosort moxuKapduu muna (nupyemD npu cosMecmnoM

npuueileHau KnapumpowuUuHL U XUHUilUHa uJru dwonupwttudu IIpu od$ospeile&HoJn

npue.ile KnapumpoJnuUu\a c smuJjtu npenapamuru cnedye,n pezyJtflpHo nposodumb

K1gmponb ?neKmpoKapduozputt*tu Ha npedgem ysaruqenun uumepsaJ'a QT' a maK:"ce

caedyem Koumponuposamb cb,sopomo-trHb'e KoHqeHmpa4uu gmux npenapamos'

BsauModertcme un, ofycnoaneuHue CYP3A

Coemecrnnttil npueil Knapumpowu4uHfl, Komopbrfir, KaK usnecmHo' uwzufiaplem

usoeepJile1m CY|3A, u npenapamoc, nepsu'tgo Mema6onwupylo'4uxcn CYP3A' fi'o'cem

accoqaupooambcn c osauJuublil no\bnaeHuant ux KoLqe$mpaquil, qmo *ro)tcem ycunumb

,aru npodnutnb KaK mcpanecmuqecKuq maK u noflo.tuue tQQexmu- Knapumpo*taqut

cnedyem c ocmopoxrcuocmbro npurreqnmb naque"moJ|', nonyqa'owttJrr npenapambt'

ne.nnoquecn cyfucmpamoltu t$ofuepweqma CYP3A' OCOfleHflO ecnu ?mU npen0pamu uJvtenm

y?Kufr mepanesmiqecxuil duanatott (nanpumep, xap6wnatenufl), tt/wtu uHme*cus'ro

Jrremafuonusupyemcn emtu. Qepwenmo*t B cnyvae Heotxodnrvocmu donscna nposoilumbcn

KnppeKIun do:,,,t npenapama' npu\unaeJnozo LJnecme c KnapumpoJ'rut1u'toilL TA',Q',Ce' nO

so3Jnorrc1ocmu, donctcen nposodumbct JrtouumopuH? cbrsopomoqHbtx Kov4eHmpaqufi

npenapamos, nepsrr"Ho Jnemanonusupyw4trxtcn cYP 3A'

io*i, x CYP3A (uoHucmanr om*ocnmcn cnedyrot4ue npenapamil, npomusonoKasaHHbte K

cosJfiecm\Ottry npuJve*eHun c Kilapumpoljturlu*OJv.' acr€M'r3oJl, Ur',r3arrpr{A' r*rMo3LrA'

TepOeHaAr,tH, JIoBacTaTHII, cIlMBacTaflIII u anKoJ'oudu cnopb'Hbu (cn' pasden

<<IlpomueonoKttaflunrr). K npenapamlrJu, $atailodeilcmeynt4un nolohHbua o6pozou qepes

dpyzue ugouepileumb, 8 pu}|Kllx cucmeilb, III{ToxpoMa P450, omHoc.nmc' Qenumoun,

meohuJuruH u sutbnpoesLt Kuanomo' 
,

Llnziftumopot fMf'KoA-pelyKma3b' (cmamuHbt)

coenecmaufr npueJv KnapumpoJauquHa c nonacmamu$Ohr uJ'U cuMsacmamuHoJw

npomueonoKo3aH (cn pazden'<Ilpomueono'$3aqunD) I csnsu c meJn' wmo dannue

cmamuHb, I sHaqumenbHort cmeneHu Jjtemafuonwupynmcn utofiepJne\moJv GYP3A4' u

couilecm\oe npuweHeuue c KnapumpoJtlu4uHoJjl noSb'uraem ux cblsopomo"Hb'e

Koil4eilmparyuu, .tmo npusodum K nosbtureHun pucKt po3sumufl M%Onamuu, s&nn"an

po,iionuirts. 
'Coo6r4urocb o aryqanx paqdonuonusa y naqueflmos' npuHuilasraux

KnapumpoJnu4uH cosJ|recmuo c danutu,tu npenapamaJwtl B anyvae ueodxodtu'tocmu

nprufieHeHun Kilapumpowuuuua' arcdye'n npeKpamumb npueJn nogacmamuHa la'u

cLMSACmamuHa Ha speJnn mepanutl

Rtrupumpontu4un aredyem npuileunmb c ocmopotc\ocmbrc npu KoMfUHUpOSAflHOil

mepanuu co cmamuila*trl B aryqae neo6xodtuttocmu cosJhecmHozo npuewa' pexonendyemcn

npuilurtamb HaaJ^eflbuyn dozy -cmamuHL 
Heodxoduuo npuMeHnmb cmamuHbt'

Hs ae ucnt4ue om nemafuin rcma CYP3 A (nanp unep, Qnyeac mamun)'
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H enpnn ot e aH m uKo azYnnumbt

Irpu coemecmvow npueile nap$apuHa u wrapumpoMuqufuA SOWU1CHO KpOgOmeqeHUe,

sbrp(uceHuoe ysenu;euue MHO u npompoJtrfluuosozo speJuet'L B cnyuae co&Mecmgoeo

npuileHelun c napfuapuuoJu unu dpyzuwu Henpnntbunu aHmuKoazyJlnnmqilu Heoflxodtutto

KOHmpon upo 6 amb MHO u npomp oJrr6 uno e oe 6peJ?tn'

Ouenpazon
Ihtapumponu4un (no 500 nZ KDncdbre I uacoe) uccnedosurcfl y sdoposbtx $poanux

dofupoeonoqes s KoM6uHA4uu c orilenpasonoru (no 40 rnz errcedfuenHo). Irpu cocnecm$or,t

npurveHeHuu KnapumporluquHa u oJnenpBona posHosecHb'e ru03JhteHvble KoilqeHmpaquu

o)r"rp*ora 6unu yienuvenu (Cnoo AiICuu, u Tn ysenuqurrucb Ha 30 %, 89 %' u 34 %

coomsemcm,enHO:Cpednee i1a.teHue pH JrcenydKa 6 meqeHue 24 qacos cocmaBtuto 5r2 npu

npuafie oMenpa3ona s omdurb\ocmu u 5r7 npu npueJfie oMenpBona COSJneCmHO C

KnapumpoMu4uHOJ|r-
C urdenaQun, madutafuwt u eapdenaQwt

Katrcdttil u3 omux unri1u*opoe QocQoduscmepo7bt Mema6onusupyemcn' no xpafraefr nepe,

.tacmuttlo c yqacmueJv CVpSn. B mo ),ce speJun CYP3A MoJtcem uazudupoeambcn a

npuqlmcmsuu KnapumpotJruUuuo. Coewecmaoe nptuileHeHue KnapumponuquHa c

crnienaeuJrory, mabanaQutou unu eapdenapurcm *toucem npusecmu K yeenuue*uto

uHzufiupypt4ezo sgdertcmsufl na QocQoduecmcpa3y' IIpu npuueHeHuu ?mux npenapamos

cO&MeCmHO c KnapumpoJtlgqgHoJn anedyem paccilompemb sqsJ|r1ttancmb yJueHbrueHun dOzot

c ufldenafuuna, madanaQurc u sapdewa$uJ'a'

Tonmepodutt
ffepeuunttfr JltemafuonurJjt monmepoduaa ocyt4ecmauemcf 4ep8 2D6 utoQopmy

4umoxponra P4Si (CYP2D6). Oinaxo I qacmu nonynnquu' nuwe*Hort CYP2D6'

ntema6onuytt npoucxodum .tepes :YP3A. B gmofi ?pynne Ha1Aneflun nodaarcHue cYP3A

npus4\um K 3Ha.tumeJtb1o 6onee sbtcogrtJtl KoHqegmpaqunJfi monmepoduHa I cbtsopomKe' B

nonyJaquu c H,rtKwjt yposHeJn Jvemafionusuta qep$ CYP2D6 ttroJtcem nompefiosambca

cilulrceHue dostt monmepoduna s npucymcmsuu uazu6umopoe CYP3A' maKux KaK

Knapumporiluwuw.
Eefisod uo3enuflbt (nanpunep, utnpasona*t, ttudasono't' mpua3onaJ")

IIpu cocuecmHoJtl npuileHeHuu nudasonuwa u KnapumpoJtruquHa e Qopme mafinemox

(500 uz dea paza e dent), omileqaJrocb ysenuqeuue AUC Jnuda3onujta: e 2'7 pa3g nogne

sHympuseHHozo ssedeHun rvudasonaJna u-s 7 pay nocle nepopgnbHo?o npueJu& Heoflxoduno

usfuezamu cosJaecm1ozo nepopalbHoe7 npueJna Mudo3onalva u KnapumpoJtru4uHy Ecnu

sJvtecme c KnapumpoJJtuquHottr npuJveHnemca suympuseHHafl Qopna *tudasona*'a' cnedyem

mt4amntbilo KoHmpunuposumb Cocmonuue naquenmL dnn eOtUoJ'cHOfr KoppeKquu dostt'

Taxue Jrce Mepb, npedocmopoJrcuocmu cnedyem npuMeLnmt u x dpyztut 6ensodtta3enuHuJn'

Komopbre nema1inwupyi*r" CYP3A, sKn,tqan mpuutonuil u u'lnposona*r finn

1eHsoduasenufloE, sbrsedeHue ,Omopbtx He sasucum om CYP3A (menarcna*t' Humpil3enujr'

nop B en A-M), Jw Ln O S ep On mH O Kn uH uqe c KU 3H A" wno e ffi A'UjtO d e rtC mg Ue C Knap Ump oM uquHOM'

ni" cosJnecm1oJjr ucnonbsocaHutr KilapumpoJnuquHa u mpuasonat4a 
'o3ltroJtcHo

s&defrcmsue Ha ,leHmpurbHyro HepeHyn cucmerty (IIHC), HanpuMep colutuaocmb u

cnytnaHu\Cmb cogHauufl. B cbfl3L C SmuJrr' s Cnyv^e co&JnecmHoao nptuueweHufl'

pixonendyemcn cnedumb 3a clannmoJwoJnu Hapywe*w IIHC'

B z autnod e ilc me ue c dpv z ttnu noen ao amuvu

Konxu4uu

I
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SapezUcmpuposauu nocmntupKemuflzosbte coo6t4euun o anyqanx ompagnenut KoJNuUuHoil

nf,u ezo idno"prnrnHoJu npueJvte c KnapumpoJwutlunoJtrt 4at4e y notrunbg naquegmos'

Hexomoporc u3 onucailHbtr aryqaes npoucxodunu c naqueHmoJvttt, cmpadant4uvru

norreqnifr Hedocmamo.tgocmbgr. Kax coo6t4oJtocb, HeKomopbte cnyqau 3aKawvusutucb

nemaJrbnbwt ucxodoJll V na4uenmos c Hopfi'aJrbgotr QyHKUueil noqeK a neqegu Heofixodutro

cHuilcamb dozy xottxuquHa npu odHospaileHHoil npt&eHewuu c KnapumpoJnu4uHoJu"

odnoepe*teuuoe npufueHeuue KnapumpoMuqh$A U KOJ',XU4UHA npomugonoKutaHo

na,ue,moil c 'napytuennoil $ynxfuef neqegu wr'r noqeK (c'ttt' p^dar

" fI p o muc o n oKo3 aH un " ).
,\uzoxcun
Ilpednonazaemcn'.'moduzoxcuttnsnflemcncy^cmpamofi'dlnPglt.Ilzeecmuo,qmo
,ilapumpowutluT uu2u6upyem Pgqt. IIpu cosilecmHonr npueMe Knapumportruquwa u

dni*ciro unzu1upocanie Pgp KnapumpoMu4ufloln rfioJtcem npusecmu K ycwre,u*)

deilcmeuto Ouzoxcina. Cosl,reciHufi npnerrl AlrroKcl{Ha }I KJIapI{TpoMLrqI'IHa raKxe Moxer

[pr{BecTI{ K fioBbl1gegulo cblBopoToqlofi KOHIIeIITpaq[I{ AuToKCIIllclA' 
y HeKOmOpblX nAqUeHmoS

omJvet oJtucb KnuHurtecgue curtnmoJilbt ompaaneuun duzoxcunotut &KnKtrton nomeHqu&nbHo

remubHue apumJiluu flpn coBMecTHOM [plreMe KJIapIITpOMI',IqUHa I{ AI{rOKCIIHa CneAyeT

TrrIareJIbHO KOHTpoJII{pOBarb KOHqeHTpaq[Io AI{roKcI4Ha B CbIBOporKe'

3udoeYilun
IlocxoaorE KnupumpoJrruryun snunem Ha sCACbrsAHtre sudoEydufua npu nepopanbiloM npueMe'

$arartodefrcmuua JiloJIcHo I SHOuUmenbHOil cmeneu'lt u36extcamb' npuwtuttan

KnapumpoJrru$uH u sudosydu.'_ C UumepilutoJu s 4 vaca' fTo\o6noro B3aI{MOAefiCTBI'Is He

Ha6JrroAru* y BH9-uu$nq[poBaIIIILD( AeTeft, npIIHIIMaBmI{x AeTcKyrc cyc[eH3'Io

KJraplrTpoMlrur{Ha c 3r.1,[oByA]rHOM [tJIIl MAe3OKCI{I{HO3}IHOM' IIOCXOnttE KnapumpoJ}ruwuw

,toilcem npennmcmyosamb scacilsafluro 3udosyduHa npu trx odHospeJneHgoJn npueile

sHympb y $poanbE na?ueHmos, nodohaoe esawvodefrcmsue cpnd nu so3JiloJtcHo npu

ucnonbso I aHUU rfiap umpoMuwuu A Swymp useHHO'

Qenumoua u subnPoesafl Kaaroma

rlmenmcn daunorei esawtoleilcmewx u*zu1umopoa CYP3A (cxnovan Knapumpor|ruquH) c

npenapamolut, Komopbre He Jwemaftonusupynmct c noJilot4b'o CYP3A (QenumouHoltr u

surbnpoesoil xucaoiofi), trnt dannux npenapamos' npu cocJuecm*oljr npunaeHe,uu c

Wtap umpoJrt aqaHoJn, peKoile Hdyemct onp ei*t* ut ux cbtsopomoqubtx KoH4eHmp a4ufr' maK

KAK Wqercmcn coo6t4e$ufl 06 ux nosbtuteHutl

AmazanaeuP
Ihrcpumpomu$UH U AfuA3AHASUp naunmcn KaK cyncmpamaJnu' maK u uHzUdUmOpAilU

Cyp3A. Cyt4ecmeyem ceudimantcmco deynanpaaneH*oeo $aunodeilcmoun emux

npenapamos.Cos,|ecmHoenp|&|eHeHueKnapumpo,'aquua(500nzdeapazaedenu)u-o:iii"ot"pa 
(400 nz odun paz e denu) Mnrcem npusecmu K dsyKpamwoJay yga'uqeHuw)

s$deilcmsun KnapumpoJnuUu\a u ywe\brueHuKt smdeitcmsus l4'OH-xnapumpoJtruquHa na

70 %, c y6enutt"iu* AaC amasaHasupa Ho 2S %. Enazodapn 
'aupoKoJtry

mepaneemuqecKotrry duanasony KnapumpoJwuuuqa ywefubrue\ue ezo dottt y na\uewmos c

HoprvuatbHofr norteinofi Qynxrqueil ne mpe6yemc!. V^na4uenmos c y^epennoil nove"nofr

nedocmamoqHocmbro (rurupenc KpeflmuuuHa 30-60 wdnun) dosa KnapumpoMuquHa

donucua 6umu yJjteHbuteHi na 50 %. V naquenmos c KnupeqcoJn KpeamugaHa MeHee

30 wt/ntun dosy xnapumporvta4uaa cnelyem cHwumb Ha 75 %, ucnonsyt dnn smozo
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coomcemcm7yoryro fleKapcmneHvyo Qopny Kilapumportrutluuu l0rcpumpo*tuqut s dotax,

npeobuaaroqux 1000 nz I clmKu, HeJrbia npuMeHnmb cooJfiecmHo c uHzufumopanu

npomea3.
Eno xamop bt Kutb 4 ue I brx xawano I
Irpu odnospeJveH\ot npuJveHeHuu KnapumpoMuquHt U 

_6_nOKAmOpOS 
KArbrlUesbIX KAHOJTOS,

rcimopue Memafuonwupyemcn rcofuepJueumoru CYP3A4 (uanpunep, sepana1ruJt,

aJ|rJrodunuq, dwtmua3eu), cnedyem codnrodamb ocmopottcHocmb, nocKonb'g) cy'4ecm$yem

pucK eo3HuKgoseHufl apmepuanbHoil zunomeH3utl lfnasneuuorc KotqeHmpaquu

KnapumpoJttutluua, mnK:nce KaK u flnoXAmopOe Kunbquesblx KaHanOs' Juoqlm noob"aambcf

npi odnoepeuegqoJtr npuJweueuuu Apmepuanuna"n zunometsufl, dpaduapumJwun u

naKmoaqudot eosrtto}rcnb, npu odHospeJneH&oM npueJne KnapumpoMuwuwa u gepanailuJttL

Hmpaxonawn
Iowpumpomuqun u umpaKoHe3on narnnmct cyflcmpamoJuu u unzudumopaJvu CYP3A"tmo

onp;darnem deynanpaare1noe $atlJaodeircmsue npenapamos' KnapumpornuquH Moilcem

nonbtcumb KoHqeumparyuu, umpanoHa3onL I nJIAsJWe, s mo speMfl KAK UmpaKoHuton Moilcem

noobrcumb nnasweHHyo, RoHtleHmpaqun Kilapumpoilu4uH& Ilaqueamos, odHospeJneHgo

npunlgtanulux umpaKoHuson u KnapumpoJt u4uH' cnedyem m'4amah6o oflcnedoeamb Ha

HUrUqUe cuJWnmoJilOS yluneuun wtt yselu',eHun dnumenogOcmu QapJnaKoJrozuqegKux

e Q Q etcmo e ? m ux nP e n aP amo 8.

CaxcuuacuP
Knapumpomu4uH u caKsuqasup nawrcmcn cyflcmpamarttu u uHzufiumopo'ru CYP3A' qmo

onp;deJlnem dsyuanpaaneuuoe $aufitodeilcmeue npenapamog OdnoepanegHoe npluileHeHue

KnapumpoMu*u^a TSOO ,, dea pan e deno) u caKsu*asupa (s ilnzKux Jret'amufloebtx

*oi"ynit, 1200 nz mpu para e dent) y 12 zdoposbtx do6posonb4es sbt3uou,o y^enwuHue

AUC tr C^o* caKsuuasupa Ha 177 % U 187 94 coomeemcmseH$O S cpilg$eHuu C npueJnoJv

caKsu,asupa e omdintuocmu. 3aaqenrn AUC u C^* KnapumporwuquHa 6otnu

npufunusumarbHo Ha 40 % 6bture, qeJn npu vrouomepanuu KnapumpoJ'ru4uwoJw' IIpu

coogecmHoJw npuileueguu ?mux dcyX npenApamqs I mevenqe OzpAHu"eHHOzO speJfieHg I
docax/cocmasax, lK&3aflHbtx nbrrue, RoppeKqun dostt He mpefyemcn. Petynamamu

ucared o s aH an neKap c ms eHubrx $ arawo d eilcms ufi c ucnonw osaHueJw caKsuHas up a I MnzKtIx

zrcenamuHosbtx Kancyntx Jtrozym He coomsemcmsooamb zQQexman, uafntodaeJubgt npu

npuileHeHuu caKsu1asupa S msepdbtg ,rceflamuHuebtx Kancynox PezynumamCt

iccnedo ea,un neKapcmaeHflbtx s3 auJnodeilcmsuil np u firogomep anuu caKs uHa,up oJu Mo,lm

He coomsemcmnosamb eQQexmatn, H^finndaeJauil npu mepanuu

caKsuuasupottt/pumonahupow. Irpu npueswe caKsuHasupa cosJuecmHo c pumoHasuportr

crcdy em yq umbtsamb no mewquoJtbuoe snuntue p umoHas up o Ha Knap ump oJ|r utlug'

Oco6ue yKa3antrs

fnumeninufi npuen anmufuuomuKoe Mottcem npuEodumb K ofipazoeanuro xononufr c

yilatuqeHHbtJil Konu\ecmsoJtr HeqyncmsumenbHbtx 
^axmepuil 

u 2pu6o6. IIpu cynepuH$eKquu

H eo 6xo d wn o H og H aq umb c o o mo emcmsy K, W Io me p an un'
IIpu npuneHeilurr KnapumpoJwuquua coo6t4onocb o cnyqanx neqeHo'tHort ducQynxquu

(no euwen ue KoHrleHmpaquu n eqe Hoq,Hbl0c Qepmenmos I Kpos u' zenamo qalnnnnpnbtfr tt/utt u

xonecmamuqecKurt zenamum c Jrcarmyxoil uttu 6es), IleueHortHafl ducQynx4ue Moltcem

6umt mnilcenoil, no o6ttrtuo tsnnemcn ofipamwaoit- Ilnenmcn clyqau neqenoquort

HedoemamovHocmu c remaJrb*br*t ucxodoM' ZnasHbwl o6pa3oW chn3hHHbrc C HAnUqueJil
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cepbesnbtx conymcmsyrcr4ux 3aflonesauurt u/anu odaospeJvteuubrJn npurreueHueu dpyzttx

neKapcmseHHbrx cpedcms. Ifpu noncneHuu nputHaKos u ctuwnmomoo ?enamuma' maKux KaK

AHOpeKcun, Jrcatmyxa, nomewHewue nto.tlt, zyd, 6onelueHfuOcmb JrcuSoma nPu noJtbna4uut

n e odxod lt ro H eiledneHwo npe Kp amumb mep an uro Knap umpoJnuquwoJll

Ifpu neueHuu npar(muqecKu eceMu aumudanmepuunbwblJvru cpedcmsaJ|ttt, 6 moJn 
"uane

KnapumpoJuuquHoJy, onucaHbt ary,tflu ncesdofiter,t6panotuozo Konuma' mfl)tcecmb Komopozo

Mot cem sapbuposambct om nezKort do yzpottcanr4ert JtcusHtl Aumudaxmepuanbubrc

npenapamu Jnozym ulJveuumb HoprnuftHyt0 JnuKpofunopy KutaeqiluKa, qmo firoilcem

npusecmu K pocmy C. dfficile. Ilceedoneudpanoznurt Kolrum' sbtssaHHurt Cbstridium

iyJirnt, HeoftxodttJvo nodospesamb y ecex naquewrnoo, ucnbrmbrcarot4tu nonsnevue daapeu

nocne npurtegequn aumuflaKmepuurbHbtx cpedcms. Ifocne nposedewun lEpca

a1mu1uomuKomepanuu Heotxodujto mt4amenbvoe MeduquwcKoe uadnndenue 30

na4ueHmoJll Onucueonuca cnyqau pa3sumun ncesdomeJjtfipanoznozo Konuma cnycmn

2 necn4a noare npueMa awmuduomunos.
Ihnpumpouu4uH Arcdyem c ocmopoJrc\O'mbrL npuJueLtmb y naqueHmos c utaeJnuqecKofr

1onesnon cepdqa (UEC), mflrrceroil cepdeqHort HedocmamoqHocmbro, zunoJjtozHueJwuefr'

supuycegHort fipaluxapduefi (tuenee 50 yd/nun), a marorce npu odvospeileHHoJa

npuileHenuu c agmrrapumJnuqecKuJttu npenapamLJvu U ,(Iacca (xuaudun, npoKauHmltud) u

tlt KJtacca (loQemwtud, aJvuodapo+, comanon). IIpu danaux cocmonvunx u npu

odnospeJilegHoJfi npueJwe npenapama c smlan npenapamarrru cnedyem pe?ynepwo npoeodumt

Ko1mponb sneKmpoKapduozputttttu Ha npedrvem yqaruqeHun uqmepeua QT.

Bosltotcno pil3sumue nepeKpecHoil petucmeHmuocmu K KnapurnpoMu4uty u dpyztttv

anmuftuomKun zpynnbt JnaKponudoc, a maKJtce JlunKoJnuquny u rutundAnu4uty'

Vqurnilean pacrnyu4lro pmucmeumuocmo Streptococctn pneumoniae ,< Mar(ponuda*t, sattc$o

nposodumb mecmuposa$ue rryscmsumenb$ocmu npu HurHaqewuu Knapumpoiluqufla

na4aegmurr c sHeflonbuuquort nueetnonueil. IIpu zocnumubuoil nHesJwoilutt

KnapumpottuquH cnedyem npranewnmb s Ko*t6uuaquu c coomsemcmsyCIulturu

aumubuomuKafillL
Hneexquu Ko)tcu u fitnzKux mKaueil nezxort u cpedneit cmeneHu mnltcecmu qat4e sce?o

"ori"on 
t Staphylococcus aureus u Streptococcus pyogenes. npu smow o6a eofiydumenfl

Moqlm 6atm,a ycmoilvueu K Jwar<ponudaJlL llotmomy nailcuo npoeoduma mecm Ha

qyscmsumerbgocmb. Maxponudw JttoJrcuo npuweunmb npu unQex4uax" sbaroaflHbtx

torynebacterium minutissimum (?pumpasma), safloneeanuax acne vulgaris u poxca, a maK

Jrce 8 mex cumya4unx, xozda Henb3fl npuileHnmb neHuqlauu'L
B aryqae nonsneHun ocmpb& peaKquil ?unep.tyscmsumenbHocmu, maKtE KaK

auaeunaxmwtecnafl peaKqun, cuudpotu Cmueeaca-fiuconcona, moxcuqecxufr

enudepnanunurt HeKponus, nenapcmoeHflat cbrnb c ?osuvoQuuert u cucmeJuHort

cuwnmoilamur<ort (DRESS-cundpom), nypnypa lllerurcfina-fenoxa, ueoflxoduao cpo3y xrce

np eKpamumb np ua n Knap umpoJtt uquHa u H aqamb c oom6 emcmsyrowto mepan un.

i no4uen^o1, npuHt&raw4ux KnapumpoJttuqu*, coo6t4anoct o6 ycyeydnewuu cuMnmotros

JvuacmeHuu gravis.
B cnfrae coBMecrrroro npl,tMeHeuus c nap$apnnorrl ITJII{ ApyrI{MI{ Henpf,MbrMl{

aHTnKoaryJrffHTaMlr neo6xoAlll,ro KoHTpoJII{poBarb MHO H lrporpoM6unosoe BpeMfl (cu. pasaen

< B s a uil o d e rtcme ue c dw z tult u ne Kap cmg eHHbtrr u cp e d c m8 oJtt b, ).

BJrnqHlre Ha cfloco6Hocrb ynpaBJrflTb rpaHcrloprublMlt cpeAcrBaM[ tl 3aHcrHq ApyrnMII
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noTeHu[aJrbHo onacHbrMrr BTTAaMII AeflTeJlbHocT[rr Tpe6ynqnMn noBblltreHHofi

KOHrI€HTpaqnn BHuMaHus u 6srcrporbl ncHxoMoTopHbrx peaKllllfi

,[annue omuocumabno arunHufl KlrapumpuwuquHa Ha cnocod*ocmb K ynpasneHu'O

aemoJjto^urcln u JnexaHuutruilu omcymcmsyrom. Cnedyem npununamb so swunawue

nomen?ualbtyo, sosJltoJtcHocmb eonosoKpyilce&un' 6epmuzo, cnymawwocmu coSHAHUn U

\enpueumaquu, Komopbre JnozJlm sosHuKgymb npu npuane daunozo npenapam& Cnelyem

COfunndamb ocmoporrcHocmb npu ynpasneHuu mp1wcnopmvbutru cpedcmsqJJtu u saHflmunx

dpyztuttU nomegryuutbuo on1c1bt;1tu SudgJtlu denmenb1ocmu, mpefynl4uJnu nosilIaeggort

KOH 4eHmp aquu sH ujraHufl u 
^ucmpomat 

nc uxoilomop HbIx peaK4uil

B cnyrae Bo3HI{KrIOBeHr{t BOIIpOCOB, KaCaIOIquxcs TeMbI AaHHOro nl{cbMa I'Inu [pI{MeHeIIqg

nper;para Klaqsl@ (KnapurpoMr{rl}ru), a raK xe coo6qenl{s o HexeJlareJrbHLtx sBreHu'n('

BbrrBJreHHbDr y naqr{enToB, rrofiyqaBrrrnx npenapat Knaqs4o (ICnapnrpouu[I{H), 11pocl{M Bac

HarpaBnsrb r{x B KoMnaHHIo OOO <366orr Jls6oparopl{3D ro cJIeAyuIIeMy aApecy:

l25l7l,r.MocKB4 JleHr'rnrpalcroe mocce 16a, crpoeHue 1,

Eugnec ueHrP (MerPorronuc)

TeneQoH: +7 495 258 4280
Oaxc: +7 495 258 42 8l
Email : abbott-russia@abbott.com

,{OnolnnrelbH6, Heo6xoAHMO HanpaBmrr cOo6qeHuc o no6OqHHx AeftCrsHtx' B ToM qI{cJIe no6oqnsx

q,efiCrnneX, He yKdlaHHbIX B HHCTpyKIII{flX IIO npHMeHeHHIO JIeKapcTBeHHbIx npenapaToB' O cepb$Hbx

Her(eJraTeJIbHbIX peaKIII,IfX, npLIBeAIIITX K CMepTlI' Bpox'{eHHbIM aHoMaJIHtM I',r]Iil nopoKaM pa3BHTHt

lu6o npegcraBnrrourffi co6of yrpo3y )Kn3HH, rpe6yrourrx rocrrnraJlu3arlnv wftr npnne4uefi x crofixoft

yrpare rpyAocnoco6uocrH H (ruru) unnalr,rAHocrll; o HenpeABHAeHHbD( HexeJIareJIbHbIx peaKl-u{tx' B

TOM qHcJre cBr3aHHbrX C npHMeHeHI{eM JIeKapcTBeHHOIO npenapaTa B cooTBeTcTBHH C UHorpyruIuefi no

npr{MeHeHuro, cyulHocrb H TDKecrb Koropblx He coorBercrBoBanu unQopuaqun o neKapcrBeHHoM

npenapare, coAepxaqeftg;, "s nHcrpyxqr{H no ero npI,IMeHeHHIo; o6 oco6emtocrtx g3al{MoAeficrsut

neKapCTBeHHbx npenapaToB C Apyn{MIr JIeKapCTBeHHbIMH trpenapaTuuv, KoTOpbIe 6HIu sstcslteHbl npu

rrpoBeAeHnlr KrrrdHuqecKr{x HccneAoBaHufi u npuueHeH}tu JIeKapcrBeHHbIx npenaparoB B @e4epalrnyo

c.rryx6y no HaA3opy n cQepe 3ApaBooxpaHeHllt no aApecy:

109074,r. MocKBa Crassncxar IIJIoITIaAF 4, crpoenue l,
Tere$ou/Oarc: *7 499 578 0l 3l
Email : pharm@roszdravnadzor.ru

C yraxenueu,
Arercefi Psxuu
Menegxep no abaPMaKoHaA3oPY

Perynxropnrrfi or4en, OOO' 366orr Jle6opatopn3rf

Ten.: +7 (495) 258 42 80
OaKc: +7 (495) 258 42 81
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