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Cwtad:
dinva peuoruHa : pplnpon;
1 ra6rerra uicrr.Irr puny3ony 50 ur;
donouictcui peuoeuuu: xanrqiro ri4po(foc(far, rleJrrono3a rnrixpoxpuc:rariqHa, rpervruiro Aioxcul
xoroiAuufi 6 essoAHr.rfi , narpiro KpocKapMeJlo3a, MarHiro cteapa:r;
uinxosa o6olonra: ri4porcnnpouiruerurrleJrroJro3a, JraKTo3I{ uonori,qpar, THTaHy AioxcnA (E 171),

MaKpofoJI, TpHaIIeTHH.

Jlirapcrxa Qopnra. Ta6rerru, nrputi flrinxosorc o6onoHxoro.
Ocuoeui Qisurco-xiui,aui enacmueocmi: ra6rerxu rpyrnoi Soprrau 3 ABooryrnolo IloBepxHero, rxpuri
o6orouxoro, 6iroro a6o 6inoro 3 KpeMyBarIaur siAriHroM Konbopy.

@apuaxo'reparreBTHrrIra
Koa ATX N07X X02.

rpyra. 3aco6u, rr1o Airorr Ha HepBoBy cucreMy. Purryson

@ apm axono zirtH i en acmue o cmi.
(Dapuarcoduuauixa.

Purysol noxiAue 6eHsoriasony, rporBilse pi:no6iunufi BnJII,IB Ha NrexaHist\a rlytauarHoi
nefiporpancuicii. Punysor B[Jrr.rBae Ha rrpoqec]r nepnonoi nepegaui B crpyrTypax roJloBHoro uorxy, rxi
KoHrpoJrlolorr pyxoai Ta qyrflr.rBi Syuxuii oprauisuy. MexaHisr,a ftoro aii Ao Iciur-tg He 3'scosauzfi.
Ilpunycxaerucr, uo plrny3on 6noxye rpoqec nuninrueuuq rryrauaria. fryranar (ocuonuufi
nefiporpaucuirep npouecin a6yAxeHnx rleHrpirnrHoi nepnonoi cucrevru) nigirpae neBHy ponb y saru6eri
xliuaH. Axurnaqiq cr,ruTe3y rnyraMary Mae [aroreHerkrrrHe 3HaqeHH.,I npu Hefipo4ereueparllBHl{x
3ixBoproBaHHrx Mo3Ky, ro6ro rnyraMar qr,rHurb [orrKoAxyBanbHy airo Ha uefipoull i uoNe
ouocepeAKoByBarrr saru6elr xriruu npu norrrKoAxeHHf,x pisuoi eriororii. Axrasalris uyrauaruoi
uepegaui nplr3BoAl,rrb Ao nocna6renus c[oHTa]ruoi norcorrrouii, a :rraenureHH, ulyraMarHux nurusis
rlocHJrrce Moropr.rKy.

3acrocynanH, pr.rny3ony crpr.rfle MoxJrr.rBocri cauocrifino uepecyBaracfl,, axruni:ye uoropui $ynnqii,
nigcynae repviu Heo6xiAnocri nponegeHHr rpaxeoronaii, ruryruoi eeHrlarquii JIereHr, y nauieHrin s

6i.muvr arr,riorpo Q iuHIiIM cKnepo3cl,{.
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@apuarcorciuemuxa.
Panyson IIIBHAKo BcMoKTyerbc, B rrrnyHKoBo-KnrrrKoBoMy rpaxri. MarcuuarbHa KoHueHrpauin e ur€L3rn{i

xponi Aocrraerbc, rrepe3 60-90 XBHJTHH nicrs npufiorray. Bcuoxryeanicrr pprnysony craHoBlrrb 90 yo,

a6conrorna 6io4ocrynnicm - 60 %.
PiseHr ra cryniur a6cop6qii 3Hrrxyrorbcs ricrrs npufiouy npeflapary pa3oM s ikero, ulo l.ricrurb Benr.rxy

xinmicrr xupy.
Punyson poenogirrerbcs B ycix rxauuuax oprauisrray. flpoHuxae rpisr reMaroeHrle$anivHnfi 6ap'ep ra y
rpyAHe MoJroKo. B xponi 97 % puny3ony sn'xsyerucx s 6inxaMr.r nJrEr3Mr{, roJroBnrrM quHoM 3

anr6yruiuauu ra rirouporeinarrau.
Mera6origM pr.rJry3ony s.qifiu*oerbc.f, y neuinqi B .[Ba erarru: rigpot<cunroBaurlf, Ilr{ToxpoMortr P450 g

noAzrJrbrxorc rmoryponisarlierc.
Ilepioa HanisnuseAeHH.f, craHosurn 9-1 5 roAr{H.

Erurgrro 90ohputtysoJry Br{BoAr.rlbcr 3 cerrero (60% 3 Hr{x-yBr,rrn-rlqi ruroryponigie), 10 Yo-s KaJroM.

K.niui.rui xaparcrepncrrrrcn.
Ifoxazannn.
,{nx no4oBxeHHr )Kvrffs a6o ni4crpotreuu.fl qacy [poBeAeHH, ruexaniqnoi nenrprnsqii nauienraM 3

6orosrM auiorpoQiunuM cKJrepo:oira (EAC).

IIpomunoxataflHn.
. Ili,qnuqeHa tryrnr.rBicrr 4o pr{ny3ony ra Ao iHrunx KoMrIoHeHTin upeuapary;
. neqiuxoBa HeAocrarnicrr a6o nepewrueHHrr y 3 pazu nepxnroi ueNi Hopurl aKTI,IBHocri ue.Iinxonux
rpaHcauiuas.

Bsaeuodin s iHruaJwu nixapcoxutvtu sacodaJwu ma inrui eudu etaeJwodifi.
Knini.rHnx AocriANenb rrra oqiuru s:aeN{oAii pr{Jry3ony s iHruuN{I,I dxapcrxzuu gaco6arrau He

npoBoAr.rnu.

,{ocni,qxeu:as, in vitro iz 3acrocyBaHnrrr.r lrirpocola ne.riuKr{ nroAr.IHI{ BKa3ylorb Ha re, rqo ocHoBHI{M

i:oeu:uuou, sa4ixuuu y noqarKoBoMy oKt4cJrroBulrrbHoMy Naera6onisil,Ii pr.rrrysony, e CYP1,A.2.

Iuri6iropu CYPlA2 (uanpuuag, xoSeiu, gurro$euar,4ia:euarnr, niqeproriu, rnouiupauiH, irrainpauin,

$nyeoxcauiu, (fenaqerun, reoQiriu, anrirpunrruiu i xinoronu) nor:euqifiso gAarui cnonimuroearu
enirraiuaqiro puJry3oJry i, raxuu rrr{HoM, rrocrrJr}oBaru fioro eQer<ru ra s6irsmparu pIiI3I4K pl{ny3on-
acoqiftosauux no6iqnrax peaxqifi .

Inlyxtopu CYPIA2 (naupuxnag, qrrapKoBvrit gurvr, cneqeHa na nyrirni ixa, pr(pauniqrnu, oueupa:on)
Moxyrb [purrrBrrArrryBaru fioro enirr.linaqiro ra [pH3BoAHTLI Io 3HLIx(eHH.s fioro e(percrusHocri.

O co 6n ue o cmi s acmo cyt aHHfl.
K-rini.rHi Aocai.(NeuHlr rroKa3aJru, rrlo pr.rny3on noAoBxye xlrru uarlieurau g BAC (nus. posgir
<OapuaxoAuHalrixu). Tpunanicrb xr.rrr.rr 6yra na:uaveHa.(Jls uaqienrin, xxi 6ynu xHBI{MI{, ,KIZM He

npoBoAr.rnlr inry6arlirc 3 Meroro N.rexani.rHoi nesuu-sqii, a rarox rpaxeorouiro.
Heuae uisxux Aoxa:ie roro, u1o pprny3on qr.rHrrrb repaleBTlrtuuir eQexr Ha MoropHy $ynxqilo, Syuxqirc
JrereHb, ua r[acquxynxqii, u'x3ony cuny i uoropHi cr{MrrroMr.r. Punysor He rroKa3aB e$exrueuocri npu
3acrocyBaHui ua uisnix crarisx BAC.
Besnery ra eSexrunnicu puny3ony Aocnilxysaru rimxra y naqieHris g EAC. Torray rpe[apar ue crig
3acrocoByBaru uaqieurilM 3 6yAr-rxoro iuuroro (fopvroro 3axBoproBaHb MoropHux uefipouia.
flopvrueHuq dyHxuii neqiHra.
Puny:or cri4 rpusnaqatu s o6epexuicrro naqieHraM 3 ropyrreHHarta Qyurcqii neqiuxra n anaunegi a6o

naqienran 3 He3HaqHr.rM niAsr.rueHHrM pinuie rpaucarraiuaa cHpoBarKH xponi (AJIT, ACT y 3 pazu BHITIe

nepxnroi uexi nopuu) ra pinHin 6iripy6iny ra/a6o raMMarrrlorauirrpaucQepasn GfT).
flo.rarrose riAszrqeHH, xirsxox noxasHrzxis Synxrlii ue.riHxr.r (oco6runo 6inipy6iuy) uonauuo
BaKrroqaTu 3acTocyBaHH.u puny3ony.
t{epe: pr.r3LrK po3BurKy rerrarr.rry Ao floqarKy ra BlpoAonx lixynaHHfl, puny3onoM criA nagHa.raru pinHi
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TpaHcaMiHa3 cllpoBarKu KpoBi, BxJrloqaroqu AJIT. Pinenr AJIT cnia Bu3Harrarr.r ulorraicnqq BnpoAoBx(
repllrux 3 rraicsuis rixynanHr, rco>rsi 3 rtaicqqi BnpoAoBx perurr{ nepmoro poxy ra uepio4uuuo uaAari.
Piaui AIIT criA qacriure Bl,r3Haqarrz y uaqienrin, y rxrax po3BaBaemcq uiAsuqenur pinun AJIT.
Puryson cnia siaN,riHHTH, crrrlo pineur AJIT spocrae y 5 pa:in nopiBH.f,Ho 3 BepxHboro Mexerc HopMr{.
Heuae gocnily 3MeHrrreHH, Ao3r.r a6o nonropuoi cnpo6u npr,r3HaqeHH, flpenapary naqiesrau, y ,Krix
AJIT nepeBurrlyBaB y 5 pa:in BepxHlo Mexy HopMr.r. flonropHe rpr.r3HatreHHs npenapary uaqieuraM y
rar<ift curyauii He Moxe 6yru perorvreH,(oBaHo.

Hefirponeuiq.
Cnia [onepeAHrr4 narlienris rrpo neo6xiAuicru ueraftuo uoni4ourxru nixapr npo 6y.ur-xre
3axBoproBaHH.,r, rrlo cyflpoBoAxyerbc, raprqKoro. HassHicru raptrlKr.r so6on'xsye nixapr seraftuo
.{ocliAuru KaprHHy xponi is sugHaqeHH.f,M xinrrocri refiroquris ra niAl*{iHkrrrt putry3ol y pa:i BI4qBreHHs

Hefirponenii.
InrepsruuiamHe :axsoplosauHq rereHr.
Br.rnaAr<ra iurepcrraqiirJrbHoro 3axBoproBaHrur JrereHb 6ytm sapeecrponaui y naqieHrin, rxi orpLIMyBarIu

pr{Jry3on, Aesxi s Hr.rx MaJrr.r rsNxr.rfi uepe6ir. -f,rrqo po3Br,rBilrorbcs rari pecuiparopsi cuunrouu, xx cyxufi
KarrreJrr ra/a6o Ar.rcrHoe, cri4 nponecrr.r peHTrenorori.rue AocriAxeuux opranin rpyAHoi xrirxu.
Y pasi Bnf,BJreHH, o3HaK, rqo Moxyrb BKiryBarr.r ua inrepcrr.rqiamue 3axBoproBaHHf, JIereHb (uanpurrag,

ABocropoHui auQy:ni garenauenHs B rererux), sacrocyBaHHs pr{ny3oJry cniA serafrHo rpurl{Httru. Y
6irlrruocri siAoNar.rx sunaAxie cr.rMrrroMu 3Hr.rKaJrr{ nicr.s rrpurruHeHHrr upluionay pl4npony ra
clIMIIToMarHtrHoro lixynauux.
flaqieuru s nopyureHHqN,I OyHxqii Hlapox.

Aocni.qxesr ie sacrocyBaHHrM 6araroparoBr.rx Ao3 pr4Jry3oJry y uaqienrin uiei xareropii He [poBoAHnI].

.IlouoMixui peqoSHHI].

Ilarlienrarra 3 nopyrrrenHrMu TonepaHTHocri Ao nyrneno4in, TaKHMI{ sK Bpo.uxeHa raJlaxToseuir, cHHApoM

ilrroKo3o-ralaxrognoi nra-rra6cop6qii, JraKTa3Ha ue.qocraruicrr, He pexoMeHAyerbc, 3acrocyBaHHf,

lpelapary qepe3 nuic:r y uninxonifi o6ononqi ra6rerxu JraKTo3II.

3acmocyoaHHn y nepiod aazimuocmi a6o zodyeouun zpyddru.
3acrocynanrur nperapary y nepio4 sarirnocri a6o ro4ynann,lpy.qAro rporlaroKiBaHe.

3dqmuicmu 6nilu6amu Ho utsudrcicmu pearcqii npu rcepyeauui armompaHcnopmoil a6o iuu,tutru

uexantisuauu.
XoAnax AocdArxesb Bnnr.rBy pr.rny3ony ua sAaruicrb KepyBarr.r rpaHc[oprHI,IMI,I saco6alr4lr a6o isruunau

naexaniguauu He npoBoAr.rn[, are naqieHris cniA [onepeAr.rrrr npo uoNrunicrb BilHLIKHeHHtr

3anaMoporreunq a6o BTpary cniAouocti y nepiog rixynaum, ToMy He cni,u xepysarpl asrorpaucnoproN,{
a6o inlurr!4ra MexanigNrarutr ui.4 qac JlixvsaHuq upenaparoNl.

Cnocid 3acmocyrawwfl ma dotu.
Jlirynauux npr,BHatrae rilnxu rir<ap, sxufi Mae ,qocnil nixynanHx 3zxBoploBarlb MoropHLIx uefipouin.
PexoueuAosaHa.qo6oea Ao3a Ans Aopocmrx a6o uauienrin nitnroro nixy crauonurr 100 rrlr (50 Mr rlepe3

roxni 12 roguu). Bia g6iruurenn.s Ao6oBrx Ao3 nisroro icrotnoro s6imueuu, TepaneBTlzr{Horo e$exry
ouirynarucq He Moxe. Tpuna-rricrb Kypcy rirynannx BI,I3Haqae nixap.
Ifaqieumu s nopyweHuau Qyurc4il uuporc: Eopuson He peKoMeHAyerbcf, ,qnq 3acrocyBaHH.,I naqieurau :
lopyrtreHHrM Synxuii Hr4poK, ocxirsxpr e uifi xareropii naqieHrin AocriAxens s 6araropasoeuu
npufiouou Ao3 pr.{ny3ony He npoBoAprirr4 (gr,rn. posair <Oco6.imnocri aacrocynaunr>).
Ilaqieumu nimruuozo eixy: z orJrf,Ay ua $aprrraroKiueruqHi Aasi, cneqiamurax peKoMeHAaqifi nloAo

3acrocyBaHHs uperapary uifi xareropii naqienrie HeIuIae.

Ifoqieumu s nopyueHunu Qyuxtqit neuiurcu: Eopuaor nporr4roKa3ayuir tpu ue.{iHrosifi negocraruocri
a6o nepenraqeHHi y 3 put4 nepxuroi ueNi uopun pinnx ueqiuxonux rpaucauinas (alrs. po:4ir
<flpo:runoxa:auru>). llpeuapar cnil npr43Harraru r o6epeNHicto uaqiesrau is 3axBoploBaHHrMI4

neqinxz (.uun. por4in <Oco6ranocri 3acrocyBaHnx> i poaair <@apuaroxiueruxu).
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Heuae cneqiamnux pexouen4aqifi uloAo Ao3yBaHHf, phJry3ony nilfl uaqieu'rin pisuoi pacoeoi
npuHaturcHocmi.

Iimu.
Eesnexy ta eSerrunnicm 3acrocyBanlrr plrJry3ony Airsrra He Br.IBrI€urH, ToMy rrpenapar He cni4
3acrocoByB aru y ue4iarpuunifi npaxrr.rqi.

IIepedotyoaHHn.
Cuunmouu: y nooAnHoKr.rx Br4naAKax [epeAo3yBaHH, cnocrepira;lucr Henpoloriuui
Cr,IMIITOMH, rOCTpa rOKCr.rqHa enqe+a-uonaria si crynopoM, KoMaTo3HraM craHoM,

i ncrxiqui
A TAKO)K

MerreMorJro6inerrais.
Jlixyeauun: Cuequ$i.*roro auTr{Aory HeMae. y BrrnaAxy nepeAo3yBaHH, peKoMeHAyerbcs

cuM[ToMarr,rqHa ra ui4rpuruyroua repanix.

Ilodivni peax4it
Hafi.racriue cnocrepirurucs rari no6i.nri peaxuii sx acreHiq, HyAora ra siAxareuH.s siA HopMI{

noxasHr.rxin (f ynrqionanrnrx npo6 ue.riHIC{.

IIo6i.rHi peaxqii, iu0opuaqi, flpo xri uane4eHa Hr.rxqe, rnacu0ixosaHi sa opraHaM]r i cucrel\aal\au ta
r{acroro}o ix nunr.rxneHrrr: Ayxe qacro (> l0 %); qacro (> 1 % ra < 10 o/o); teuacro (> 0,1 o/o m < 1 Yo);

piaro (> 0,01 Yo ra < 0,1 Yo); Ayxe pi.qxo (< 0,01 %), s nenigoMoro qacrorolo (He uoxua BH3HaqLIrI,I Ha

ocnosi HaTIBHLIX 4anux).
Rpoe ma niuSamuqHo cucmetva: Heatacro - aueuis; s uesiAoMoro tracrororo - T.slKKa nefrtponeui-a.
Iuyuna cucmeMo: Herracro ana([inarcroi4ui pearqii, peaxqii alraQiraxcii, y roMy .Iucri
aurionenpor[qHufi ua6pxr.
Hepeoea cucmeMa: tracro - roJroBHlrfi 6im, 3anaMopoqeHHr, nepiopanrua [apecresir, coulunictr,
Beprr,Iro.
Cepqeeo-cyduuua cucmema: rracro - raxixapAix; ueuacro - uilnurqenHr aprepiaJlbHoro rl4cKy.

fluxanuua cucmehta: Heqacro - snr,rxeHHlr rereneeoi Qynxqii, iurepcruqiarssi 3axBopIoBaHH, JIereHb,

BKJrroqaroqu rinepceucranasui nnenuoniru.
Tpaaua cucmeMa: Ayxe qacro - HyAora; qacro - 4iapea, a6.qouiua;rruufi 6irs, 6ruooaHux; Her{acro -
naHxpearuru. MoNnuna aHopexcix.
fenamo6iniapua cucmewa: Ayxe qacro - niAnnqenru pinua ueqiHxosux Seprraeurin, y r.u. AIIT, s

cuponarqi rcponi zaznu,tait y ueprui 3 rraicsrti rixynanHx pr.rny3onoM; ni.qnzrueHHfl III{X noragu}rris
sa3srtqafi 6ylo ir,u.rHyrrl]rM. Ue ui.qnfirqeHH.fl Moxe acoqironarvcfl. 3 xoBTflHI{IIero. flpu 6esnepepnuouy
3acrocyBaHni npenapary BrpoAoBx 2-6 vricsuin pinenr AJIT rr,roxe rocryrroBo 3ur43lITkrcfl, lo pinua,
Hfixrroro s 2 pazu nepxnroi rraexi uoprr,m; s HeniAoMoro qacrororo - rerlarnT.
Y nauieHris, rxi 6patru fracrb y xniuiuuux AocriAxeHu.f,x pr.rny3ory, i y.rIKHx pinHi AJIT repeBl{ruyBanl{
6ilrure uiN y 5 pa:in BepxHro Mexy HopMr.r,lixynaunx 6yno nprnr{HeHe. Ili pinui y 6imruocri aunaAxis
BnpoAoBx 2-4 vricsuin [oBepranr4cq Ao 3HarreHb, rqo 6ynu MeHme uiN y 2 pazu Huxr{uMI,I nepxuroi ueNi
HOpMH.

,{aui gocniANeuns pllJry3orly cniA.ratr rpo re, Iqo B oci6 uosroloiAnoi pacra icHye 6inrurr.rfi pH3I{K

nopyrxeHHx Syuxqii ne.riuKu - aHopMaJruri uora:nurra neqinrosrx recris y 3,2 % (19415995) nallieHrin
nouroroiAHoi pacu ra y 1,8 % (10015641) narlieHrin enpoueoi4noi pacn.
IIIrcipa ma nidwxipua rutimxosuHo: 3 neniAouoto qacrorolo - Br.rc[n.
3azanaui nopyweHHfl.' Ayxe qacro - acreuix; tracro - 6inr pisuoi norarigauii; noei.qoNaJlrnoc.s npo
Br.rnaAKr.r po3Br4TKy prari4Hocri Nr'sgis.

Tepuin npudamnocmi. 3 poxlr.
He sacrocoByBarrl nicns saxiH.reHnx repuiny npuAarHocri, nxasanoro Ha ynaronqi.
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Vuonu r6epiraHun.
B opnriuamHifi ynar<onqi npu reMneparypi He nzrqe 25 "C.
36epiraru y HerocryrHoMy lrq Airefi r'aicui.

Yuarconxa.
IIo 10 ra6rerox y 6nicrepi, uo 6 6ricrepin y naqqi.

Kareropir ni4nycxy. 3a peuenron.

Bupo6uur.
lly6riuue axqiouepue roBapr{crBo <Hayrono-nupo6nnurafi rIeHTp <Bopuarincrxufi
S aprraaqenrlr.rur.rfi 3aBoA)).

Micqe:naxoAxeHHfl nrapo6uurca ra fioro aApeca Micuq rpoBaAxennn ginrurocri.
Yrpaina, 03134, u. Kuin, nyr. Mapy, 17.
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