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Onuc
flposopuft sia 6es6apBuoro lro csirro-xosroro Kollbopy po3rtraH'

Cx.ilag .

1 un npenapaty ir,ricrutr aiibqy peqoBplHy:

naapouitaury Illarpar - 10 rti'

,{onorraiNlri pevonuuu: cynrso6yrzlonrafi e(!ip 6era-qIrKJIoAeKcI,IrpIrHy narpiera cinr, 6eusunosufi

CIII'IpT, JII'IMOHHa KI4CJIoTa, HaTplIO TUpOKCLIA, BOAa BI{COKO OqEIIIeHa'

@apuarco.nori'rni sracr[Bocri
ATC vet ntacufrixaqifiruurt xod: QA04 llporu6nrosorui ra nporldHy.uorni gaco6ra. QA04AD90

Maponiraur.
Mapouiranr e ceJreKTr{BHr{M anraronicroM pellerlTopa nefipoxiHiny 1 (I'tKr), sKrfi lie luJlsxoM

inri6lnanu.r se'x3ynauutr peqoBunu P (P-uefiponeurn4y ciueficrna taxiriniuin y I{HC). Peuonuna P y

3HarrHrx KoHrleHTparlisx N.{icrurbcfl. y flApax, rqo cKJlaAarorn 6lronotnuft qenrp, i nnaxaetbc.,I KrrogoB[M

nefipoue4iaroporvr, rrxuil 6epe y,.racm n arri 6ffonauns.-Inri6)to.rll sn'x3ynannx cy6ctanqii P y qeurpi

6nronallux, uapouiraur e eser<runnr{M nporr.r HepBoBI4x i ryuopanruux (ueurpzlJlbHrlx i nepu(lepnunux)

ItpIatIlIH 6monalru.s. :, :

E(perursHicrr uapouiraHiy, ,r,o nefirpanisye liro saco6in, sr<i suu[narorb Ha qenrpanrui ra
uepu(fepuyui qenrpn 6morauHr; rrpoAeMoHcrpyBanll eKcrlepllMenmnrni AocuiAxeunfl Ha co6axax npu

3acrocyBaHni anorvrop(fiuy, qucnjrarnuy i cupony iuexaryaluraxorax rIpI{ 3acrocynauHi KoI{JIa3LIHy.

.{o cxna4y flperapary nxogilu cynr(fo6yruuonraft e$ip 6era-IIHKJIoAeKcIrrpLIHy, axufi sn'xsyerbc.f, 3

oxonoAxenlrM uaponiranroM. Ilper narpinanni rpe[apary rlacrunicm e$ipy zn'tzynaruct 3

uaponiraHroM ilrBIrAKo 3HHKae.

flpra o4nopa3oBoMy ni4mxipuoMy BBeAeHni co6axau I ur rrlapouirallry na 1 xr uacr rina fioro
Ma1crrMaJrbHa KoHrleHrpaqix (C,ruJ y una:ui rcponi c.,Irae 92 urlrv^r' qepe3 0,75 ro4unn uicrs BBeAeHH;I

(T**). Ilepio4 naninnr.Ine4enux (t172) crauoBl'Irb 8,84 roAuupr'

flpn o4HopiroBoMy nuyrpiunroBeuHoMy nneAensi co6ararra 1 Iur uapouitanry na 1 xr ltacra rila
fioro uoqarKoBa KoHuenrpaqia,n nJta3Mi xponi 4opinuroe 363 :arlv.tt, o6'errl posno4iny n pinuonaNHoMy

craui (Vss) - 9,3 tlrc, a czcteuuufi x.uipenc - 1,5 n/rodrr. Ilepio4 naninuuseAenux (1172) nicns

nuyrpiururoBeHHoro BBeAeHHfl craHoBI'ITb npu6nraeno 5,8 roAuu.

TepauenruuHufi pinenr uaporiTauTy n nrasN{i xponi co6ax Aocf,raerbcs rrepe3 1 roAuuy uicns

3acrocyBaHns. BioAocrynuicrs niclx ui4uxipnoro BBeAeHns co6axaN{ craHoBLITb 90,70 . Maponitaur

.{eMoHcrpye dnifiuy xinerury npu ni4rrxipnorray sne.{eHHi n .uiauasosi ,qog nia 0,5 lo 2 wr sa 1 rr nracra

rila. ' ',, 
.

flicns nigruripuoro ene,qeH'ns 1 lar uaponiranry Ha 1 rr uacu ri.na oAun puts Ha 4o6y co6aran

rporsroM 5 4i6 narcorrrreuH-rr cranonurr 146%. Mapouitant uiAAaemcs N{eta6orisuy uu:roxpouonl P450

(CYP) y ueuiHqi. CYP2D15 i CYP3A12 iaeurz$inosaHi .sx co6a.ri iso(popnu, qo 6epyrr yrlacrb y

6iorpancr[opNrallii uaponiranry n neuiuui.
Hlrpronufi xnipeuc e ApyropflAHr.rM rrrJr.,rxoM erirrainaqii. Menrue lYo r;r,elLeuoi niAruripHo Ao3I{

Br.rrBJrflerbcs n ceqi y nurnx4i lraponiraury a6o ftoro ouroBHoro rr,rera6olity. 3n'x:ynauu.f, s 6inxaN{r

rrJril3Mr.r y co6aK craHoBHTb nonal,99Yo.
(Dapuaroriuetr.rHrfi npo$ilr naapouiranry rrpr oAHopa:loBouy uigruripuorr,ry sseAenui KoraM B

aosi 1 Mr Ha 1 xr uacu rina xapaxrepr{3yerbc.rr MaKcr.IMiIJIbHoro KoHllenrpaqiero (C.*) y nna-rrrai rcponi

6rulsgo 165 ur/rr.lu B cepeAHboMy qepe3 19 xnunun niclx BBeAeHH, (T.J. flepio4 naninnranegeunx (t172)

craHoBr{Tb 16,8 roAuura. flicrs oAHopa3oBoro nuyrpillrHboBeHHoro BBeAeHH.r n Aosi 1 lrr ua I xr uacu

rira no.rarxoBa KoHrleutpaqir rraaponiraHTy y rlJla3lri Aopinuroe 1040 nr/un, o6'eu posuo4iny n
pinuonaNHouy craHi (Vss) - 2,3 ilxr, a cr.rcrelrsuft xnipeuc - 0,51 n/roA/rr. Ilepiog naninnunegeuux

(ht) uicls nuyrpiurunoBeHHoro BBoAeHH, craHoBI,ITb upI,I6rutsuo 4,9 ToAI,IHLI. (Dapnaaxoxineruxa

uapouiraury B opraHigN{i Koris Mae nixonuft nunras: rripenc y Korrensr nulalwir, nix y AopocJlux roris.
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Konqeutpaqix IⅥiaponlTaHTy B r<poni xoris Aocf,rae repaneBTl{rrnoro pirru uepe3 1 ro4uuy

nicls BBeAeHH.rI.

Bio4ocryuuicrr uapouirauly nicnn ni4rur<ipnoro BBeAeHHfl KoraM crauoBlrrb 9l,3Yo. Maponi'ranr

AeMoHcrpye niuifiny rinerury upu ui4nutipnorr.ry nneAenui y Ao3ax 0,25-3 Mr Ha 1 xr uacu rila.
niclrs ui4rur<ipuoro BBe.ueHHs 1 ur uaponiranry Ha I rr rrlacu tila o.qun pa3 Ha 4o6y uporxrou

5 4i6 uocnins nar<ouurreuH, crarroBr.rrb 250%. Mapouimnr niAAaerrcs uera6olisuy uutoxpouour P450

(CYP) y ueuinqi. @epuenru CYP1A ra CYP3A 6ynu i4eutz(fir<onaui sx rors'{i i:o(fopr'au, xri 6epytl

fracrb y 6iorpauc$oprraaqii uaporriraury n neuinqi.- 
[icns ,ia-uiproro BBe.(eIrrJ, n rrosi 1 ur ua I xr uacra rina uapouiranr Bl,I.flBrserbcs e ceqi a6o

$exzurirx y nesuineuoMy Burrs4i.,10,4o/o Ao3I{ BHf,BJIflJIoc, n ce'Ii ra 9,3o/o - 
y $eranixx. 3r'rsyBaHHf,

naponiraury: 6inxarrtu nJIa3MH xponi y xotin craHoBlrrb 99,10 .

3acrocynauHr
Jlirynanur ra upo$inarrnia co6ax i xoris upu 6ruonori ft nyaoti pi:noro reHe3y.

florynauun
Co6axu:
- sixoNd 2-4 ;y1icsUi- 0,1,.1rn na 1 r<r uacn rila (rUo er<ninaneHTuo I ntr uaponiraHry qntpary na 1

Kr Macr4 rira), nigruripno, oAlrH pa3 Ha Ao6y, Kypc - ao 5 ai6;
- nirou 4 Micsqi fi crapule - 0,1 MJr Ha I xr uacu rina (ruo exsisaneHtuo 1 ur ruapouitanry

rlr,rrpary ua 1 xr uacu rina), nuyrpirunboBeHHo rlporrroM l-2 xsurrutr a6o ui.ururipuo, ogun pa3 Ha Ao6Y,

.ftr sano6iranns 6nronanns uicr.f, 3acrocyBaHu{ eMeroreH}r}Ix a6o xiuiotepa[eBTl'IqHux saco6is

co6aranr sixoN,r 4 uicsqi fi crapure BBoAsrb 0,1 ur nperapary na 1 rr ry,acu rijru nnyrpirunroBeHHo

[por{roM l-2 x13uilu1 a6o uiAurr<ipHo :a 45-60 xnnman Ao BI,IKopplcraHH, raco6y, ulo BI'IKJIHKae 6nronory.

Korz:
- niron 4 uicsui fi ctaprue' 0,1 MJr Ha 1 xr uacu dna (uo exeinaneHtro 1 ur uaponiraury

rlr.rrpary ua 1 rr uacr,r rina) BHyrpirrrHboBeHHo rlporf,roM l-2xswruLt a6o niAurxipuo, o4un pa:! Ha Ao6Y,

Kypc-ao5ai6.
flepe4 3acrocyBaHurM rrperapary criA scraHoBlarlr nprrql,IHy 6mosoru ra HyAorIr. flxtqo, ne

3Baxaroqu ua nilcynanHx, 6llonora ue upunuH.f,erbcfl, neo6xiAso rrpoBecrll rIoBTopHy oqiuxy B]I[aAKy.

IIporunorca3aHHs
He sacrocoByBarpr rnapzuau is ni4sr.rqeHoro tlyrJll{nicto Ao cKnaAoBI{x flpenapary, si 3HI'IxeHoro

Macorc tira, nucnaxeHllM, xBopIrM Ta [poAyKTIrBHI4M TBapI{HaM.

3acrepexenna
[Io6iqna dia
flpu sacrocynanui B peKoMeH.{oBaHrrx Ao3ax no6i.{HHx.f,BLIIq, ,K npaBI,IJIo, He crlocrepiraemcx.

Ilpr.r niamxipnouy neeAeHHi Moxe Br,rHIrKHyrI{ 6inr y rraicqi iu'exqii. Boua MI,IHae nporsroM rilsrox
*rrrrr. 3pi4rca Moxyrb Br{Hr.rKarrr peaxqii ana(pilaxtuqHoro urny (anepri'ruufi ua6pxx, KponuB'flHKa,

epr{TeMa, KoJrarrc, 3aArrrrrxa, 6li;1icm cJrr.r3oBlIx o6ononox). Anepri'rHi pear<qii, 3aznuuait', npoxo.4f,Tb

rrporflroM 48 rolun uicns rprrrruHeHH{ 3acrocyBaHHf, rperapa'ty ra siAnosiAHoro liryraun-a'
Ocodnuei sscmepeilceH Hfl n pu o uxopucmaruni
Eesuequicg uapouiraHTy He 4ocni4Nynutacfl na co6arax nixorrl Ao 8 :uaNuin ra xorax eixola ao 16

gxnin, a raKox na sariru[x ra na(Tyroqprx co6axax i xiurrax. 3acrocynau flperrapar raK[M TBapuHaM

MoxHa Jrrrrue niA sausAoM BereprrHapHoro nixapx ta uicns oqinxu cuinsiAHot[eHHfl Kopl'Icrr/pusnx 4lr
s4opon'x rBapHHI{.

Mapouiranr uera6olisyerr,cx s neqiuqi, rouy ftoro cui4 o6epexHo 3acrocoByBarl{ rnaplluau is ii
3axBoproBaHH.rrMpr. flil .rac rpr{Banoro nirynanux ueo6xi.quo perenbHo KoHTponroBarn $yuxqiro neqinr<pI

Ta .f, KoMora rrrBr.rAllre Bnsr,ttlrvr 6y,ur-xri uo6iqHi e$errz.
Ilpeuapat cni4 o6epexHo 3acrocoByBarr.r rBapr{HaM, xxi crpaN4arorb cepqeB}IMll3axBoproBaHHtMI'I

a6o rr,raroTb Ao }rrIx cxunrnicG, ocrilsxu uaponirauT Mae cuopi,qlleuicG AO ca'raK-iounux xaHanis.

3 ueroro 3Hr.rxeHHfl qacroru [osBr.r 6omonux peaxqift niA .rac nigruripuoro BBe.[eHHs' saci6 6axauo

Ilo[epe.(Hbo oxonoAI,ITIr. :

flpenapar cni.U Br{Kopr,rcroByBarr,r [apanenbHo 3 rIpoBeAeHH.,IM lHIIrI4x BereplrHapHl{x ra

Aououixnux saxo4in - KoHTponr 4ierz, gauiura tepauix pi4uuoro, ycyBaHH, ocHoBHlIx [pErIrIH

6ffoeorta. 2
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tl 5, 0 t, i;li3
Buxopucmaruffi nid qac cozimHocmi, naxmatqii
BesfleqHicrr uaponiraHTy He Aoc.ni.qxynuracb ua sarirHux ra naKTyloq[x co6arax ra lciurax.

3acroconynary rrpelapar rRapllHana uig .rac narirHocri, laxraqii uoNua JII,Ilre niA narnsAord

BereprrHapHoro lixaps ra nicn, orliHxu cuisni.{HorreHHfl (opl{crr/pu:tlx Anfl 3AopoB'x tnaprnu.
Bsaerwodia s iHruuwu sacodarwu ma inwi $optvtu oruenodit
Ilpeuapar ue cliA 3acrocoByBaru oAHorracHo 3 anraroHicrauu Ca-ranalin, ocxilbKl{ Mapofii:ranr

rr.rae cnopi.4Henicrs .uo Ca-iouHux x ana,ri s.

Maponiranr cr.r.rrbHo 3n't3yerrcq s 6irKaN,rLI uIa3MIr lcponi i lroxe KoHKypyBarI{ 3 isruuuu

lirapcrxuuv saco6aMl 3 Br4coxrrM cryneHeM 3n'rsynauus 6irxis (uecrepoi4Hi nporusananrni npelaparlr
(H[BII), cep{eni, nporrrcyAorrtrri ra Berepr.rHapui npeuaparu Ans xopexqii none.qinrra).

Ilepedotyoanua
Orpiu r1rMqacoBLtx peaxqifi y uicqi nigruxipnoro BBeAeHH.f,, Maponiranr 4o6pe nepeHocl4Tbcf,

co6araun ra MonoAlrMr.r KoraMu, IKHM rqoAH.a BBoAI,Inu Ao 5 ur na 1 rr uacu rila (y 5 pasin 6inrrue

peKoMeHAonauoi ,{osu) rporrroNr 15 ai6 nocuim (y 3 parn AoBIIre pexoMeHAoBaHoro xypcy). IIpo
nepe,{o3yBaHut y Aopocmax rorin lIaHI4x HeMae.

C n e 4iano rui z ac mep e uce n n n
BnyrpirunroBeHHe BBeAeHHs rrperapary sAifiurrcsatl{ oAHopa3oBo, IIpu UboMy He 3MunyBaru froro

s iu IxLIN,{I.I gaco6aNau.

II{o6 sano6irru 6lronaHHro, ,Ke BaKJrr{Karorb inuri nixynalrni 3aco6r.r, rpenapar cniA eeoAuru

6innur niN sa I ro4rany repeA ix :acrocyBaHHsM. Ocxilrxu, rpunalicrr eQertunuoi aii upenapary

craHoBrrrb npu6lusuo 24 ro1urtu. r:o fioro MoxHa BBoALITLI ua ni.r, a, HarIpI4KJIaA, npauqi 3acrocyBaru

xiuiorepaueeu{.{Huft saci6.
Cneqianorui s acmep etcenua dnn o 6 cnyzo eynqozo nepco Hony

Ilepconal, rxaft npaqloe 3 rrpe[aparoM, noBI4HeH AorpLIMyBarLIcs ocHoBHI{x [paBL{JI llneHl{ Ta

6esuexu, rr<i upnfiuxri uplE po6o'ri 3 BerepI{HapHI4MIa npenaparaMl4.

3a nunaAroBoro rrorparnrur{q rrpenapary Ha urxipy, crusoni o6olonrpl a6o e oqi ix ueo6xiAno

rrpoMrrrr{ BeJII{KoIo rilrxicuo rpo'rounoi BoAIr.

@opua BIrrIycKy
@rarouu si cxra no 10:ra 20 ul.
36epirauun
Cy<e renue, HeAocrylHe Ans Lirefi, uicqe 3a reMreparypl'I ni4 5 rc 25 "C.
Tepnriu rplrAarHoci -2 poKI{.

Tepuin npr.rAarHocri nicns repIuoro ni4xpurra (nia6opy) - 28 p;i6 3a yMoBrr crepl{nbHoro nig6opy

ra s6epirauus fioro B repMerllqno :arpIlrifi rapi 3a reMneparypu eil2,uo 8 oC.

,{.nn racrocyB aHHfl y Berep llnapuifi rueAuquni !
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