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[0 MEJUITMHCKOMY ITPUMEHEHHNIO JIEKAPCTBEHHOI'O ITIPEITAPATA
HeBuprmm®
PerucrpaimioHHbIil HOMep:
T oproeoe HanmeHoBanue: Hepupnua®
MexayHapoIHOe HelIaTeHTOBAHHOEe HAa3BaHHe JIKAPCTBEHHOT 0 IIpeliapaTa: HeBUpalluH
JlekapcTrBeHHas dopma: TabISTKH, TOKPHITHIS TUICHOUYHOH 060I0UKOM
Cocras

Cocrap Ha 1 TabneTKy:

JIeCTBVIOIEE BEIECTBO:

Hepupanun — 100 mr/ 200 mr

BcnoMoraTeibHbIE BEISCTBA!

Snpo: xomoruaoH — 9,1 mr/ 18,2 mr, kpocroBuaoH — 30,0 mr/ 60,0 Mr, KpeMHHUS JTHOKCH]I
KOJUTOWJTHBIHN (aspocui Mapka A-300) — 1,8 mr/ 3,6 mr, mMarausi cteapaT — 2,7 mr/ 5,4 wr,
1eJuTRoI03a MUKpokpuctauindeckas 101 — 101,8 mr/ 203,6 Mr, kapOOKCHMETHIIKpaxXMall HaTpUst
(HaTpust kpaxmaia TIukoisT) — 25,0 mr/ 50,0 mr, Hatpusa jdaypuicyibdar — 0,90 mr/ 1,80 wr,
npocois — 22,7 mr/ 45,4 wmr.

Oboaouka mieHouHast: 6,0 mr/ 12,0 mr.

(CocTaB 0OOJOUYKH: THAPOKCHIPOMHIMETHINSIUIION03a (TUIIpoMeviosa) — 3,6 mr/ 7,2 Mr
noaudTUIeHIIHKOIb 6000 (Makporon 6000) — 0,6 mr/ 1,2 mr, Tutana auokeu — 0,6 mr/ 1,2 mr,
TaipK — 0,6 M1/ 1,2 Mr, nponuieHrauKonb — 0,6 Mr/ 1,2 mr).

Omucanue

Jlnst mozupoBku 100 MT: KpyTJIbie TBOSKOBBIMYKIIbIC TaOJISTKH, MOKPHITHIE IICHOUYHOH 000JI0UKOM
OeJ1oro IeeTa.

Jns mosupoBku 200 MTr: KaIlCyJIOBH/IHBIC JIBOSIKOBBIMTYKJIbIC TaOJETKH, ¢ PUCKOH C OJHOM
CTOPOHBI, MOKPBITHIE IUICHOUHOU 000I0UKOU GeJIoro 1BETA.

Ha monepeunom paszpese syipo 6e0ro win OeJI0T0 ¢ KEITOBATHIM OTTEHKOM I[BETA.
dapMmakoTepaneBTUYeCKAsI T'PYNIAa: IPOTHBOBUPYCHBIE CPEICTBA CHUCTEMHOTO JICHCTBUS,
MPOTHBOBUPYCHBIE CpEACTBA MPAMOTO JICHCTBHUSA, HEHYKJICO3HJIHbIE HHTHOHUTOpPHI OOpaTHOM
TPAHCKPHUIITA3bI.

Kom ATX: JOSAGO1

dapmakooruiecKue cBoiicTBa

Dapmaxoounamuxa

[IpoTBOBUpPYCHBIN Tpemapar, HEKOHKYPSHTHBIM HEHYKJICO3HIHBIH WHTHOUTOp 0OpaTHOMU

tpanckpunTtaspl BUU-1. Coenunsisach ¢ oOpaTHOM TpaHCKpHUIITa30MH, OJ0KUpyeT akTuBHOCTH PHK-
1
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depmenTa. He monmapmsier oOpaTHyio Tpanckpunrtasy BUY-2 u uenmopeueckux anbda-, OeTa-,
ramMma- win Jensra-JIHK-momumepas. B xomOuHaiuu ¢ Jpyrumu antupeTpoBupycHbimu JIC
YMEHBIIIAST BUPYCHYIO HATPY3KY U YBeIUUYUBaeT KoinuectBo CD4+-kiietok. [Ipu MoHOoTepammu
OBICTPO M TPAKTUYECKU BCEIr/Ia Pa3BUBASTCS YCTOMUHMBOCTH BHUPYCOB. [71 Vitro oTMedaeTcs
[epeKpecTHasl PE3UCTCHTHOCTh C JIPYTUMH HEHYKJICO3UAHBIMU HHTHOMTOpaMU oOOpaTHOU
TPAHCKPHUIITA3bI.

D apmaxoxkunemuxka

Hepupanun xopomio (>90%) BcacbiBaeTCs OCIIe MpHeMa BHYTpb. AOCOMOTHAsE OUOJOCTYITHOCTh
TabJeTOK HEBUpANMHA TIOCIIe OHOKpAaTHOTO IpreMa B 1o3e S0 Mr coctasuiia 93 + 9% (cpeausisa
BesmunHa + SD). MakcumanbHasi KoHIeHTpamus (Cmax) HeBHpanMHAa B IUIA3Me IOCJIe
OJHOKpATHOTO MpHeMa npenapata B go3e 200 Mr gocturaiachk depes 4 gaca u cocrasuia 2+0,4
MKr/Mi (7,5 mxmous). [locne MHOTOKpaTHOTO MpHeMa mpemnapata B go3ax ot 200 mo 400 mr B
cyTKH Cax HEBUpAIIMHA YBEJIMYUBASTCS JIMHEHHO B 3aBUCUMOCTHU OT BEJIMUMHBI J03b1. bazaibHbIN
YpOBEHb KOHIIEHTPAIUH HEBUPAIMHA B TIEPHOJT YCTOHIUBOTO COCTOSIHUS (papMaKOKHHETHKH TIPH
npueme 400 mr B AeHb cocTaBiisil 4,5+1,9 Mxr/mit (17 £+ 7 MKMOJIB).

[IpueM numu, aHTAIUAOB WJIM TPeNapaToB, JEKapcTBeHHas (opMa KOTOPBIX COJICPIKUT
mesiouHoi Oydep (HanmpumMep, TUTaHO3KWHA), HAa BCAChIBaAHUE HEBUpAIIMHA HE BIIMSICT.

Hepupanun oO6najiaeT BHICOKOW JHUMOPMWILHOCTHIO M TPAKTHYSCKH HE HOHHU3UPYETCS TMpH
¢uznonornyeckoM 3HaueHuu pH. Hepupanun xopoiio mpoHUKaeT uepes IUIalleHTapHbIH Gapbep
U OTIpe/ieisieTcsl B IpyAHOM MoJioke. CBsi3pIBaHHe HeBHpanmuHa ¢ OeJIKaMH TUTa3Mbl COCTABIISICT
okoio 60%, ero KOHIEHTpaIus B IUIazMe BapbupyeT oT 1 go 10 mxr/mur. KonreHTpamus
HEBHpAIIMHA B CIIMHHOMO3TOBOM JKUJAKOCTH Y YeJIoBeKa cocTaBsieT 45% (+ 5%) oT KOHLIEHTpalluH
B IUIa3Me;, 3TO COOTHOIIEHHE MPUMEPHO COOTBETCTBYeT (PpakIlMM MperapaTa, He CBSI3AaHHOM ¢
OeJIKaMU TLTA3MBI.

HepupanuH HWHTEHCHBHO MeTaOOJNM3UpPYETCA € ydacTHeM nutoxpomMa P450 1o HeckonbKHUX
TUAPOKCUIIUPOBAHHBIX MeTaOOIUTOB. OKUCIUTEIHHBIN MeTabOoIU3M HEBUpAIHHA
OCYIIECTRIIIETCS, B OCHOBHOM, ¢ TMOMOIIbIO H3odepMeHTOR nutoxpoma P450 u3 mojicemeiicTpa
CYP3A, MOMONHHUTENLHYIO POJb MOTYT HIpaTh W Apyrue usodepmeHTsl. Ilo pesyiapTaTam
(bapMaKOKHHETHYECKOTO HCCIIEOBaHUS BBIBOAWIOCH HpuMepHo 91,4 £ 10,5% wmeueHHOH
W30TOIOM JI03bI Ipenapara, npeumymectBeHHo (81,3 + 11,1%) depe3 mouku W, B MEHbIIEH
crenenu (10,1 + 1,5%), uepes kumeunuk. bosee 80 % paqnoakTHBHOW METKH, OOHAPYKEHHOU B
MoYe, ObLIIO CBS3aHO ¢ KOHBIOTaTAMH THIPOKCHUIHPOBAHHBIX METAOOJIUTOR ¢ IIFOKYPOHH/IAMH.
Takum oOpazoM, OCHOBHOM NyTh OMoTpaHchoOpMallMM M BBIBSJACHUS HEBHpAINMHA Y UYEJIOBEKa

COCTOHT B MeTalOJIU3ME ¢ YUYaCTHECM LIHUTOXpOoMa P450, KOHBIOTallid ¢ TJIIOKYPOHHAAMHU H
2
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(<5%) paguoakTHBHOCTH B Moue (cooTBeTcTBOBaBmas <3% oT oOmiei /03bI) OblIa CBSI3aHA C
HEU3MEHEHHBIM COE/IUHEHHEM, TO €CTh, MOUYSYHAs] SKCKpelHsi UrpaeT HeOOJbIIyIO pojib B
BLIBE/ICHUU HEBUpAIIMHA.

[TokazaHo, YTO HEBHpANHMH SIBISCTCS HHIYKTOPOM (PepMEHTOB CHCTEMBI IUToXpoma P450 B
neyeHu. B pesyibTare ayTOMHAYKIMH MeTaGosiM3Ma CHHXKASTCA TEPMUHAIBHBIN IEPHOJ
nosryBbiBesieHuss (T1/2) HeBWpanuHa W3 IJIa3Mbl: MpUMepHO ¢ 45 "yacop (TIpH OJHOKPATHOM
npueme) 10 okoiio 25-30 yacos (IIpH MHOTOKPATHOM IIpueMe Ipenapara B gozax 200—-400 mr B
CYTKH).

Kmmpenc y sxenmun Ha 13,8% HuxKe, 4eM y My’KUHH.

Y B3pocibix B Bo3pacTe 19-68 5eT Wy pasNMUHBIX pac CYIIECTBEHHBIX pa3jIuudi B
(hapMaKOKHHETHUESCKHUX MTapaMeTpax He OTMEUASTCS.

Oco0ble rpynmbI NALEeHTOB

Hapyuienus gpynxynu novex

[IpopeeHo cpaBHeHHe TMoKaszaTeled (apMaKOKMHETHKH TIOCIe OJHOKPAaTHOTO TMpHeMa
HEBHUpAIlMHA Y MAIUEeHTOB ¢ Hebobmmol (50 < winpenc kpeaTuHuHa < 80 MII/MHH), yMEpEeHHOU
(30 < xnupenc kpeaTuHuHa < 50 MJI/MUH) WIHM 3HAYUTEJILHOM JUCHYHKIUU MOYCK (KIMPEHC
KkpeatuHuHAa < 30 MJI/MHH), OTMEUABIICHCS TpH 3a00JI€BaHUSIX MOUYCK WM TPH TSPMHHAIBHON
CTA/IUM TOYSYHON HEJOCTATOUHOCTH, TpeOyromeld MpoBeAcHUS JUaIN3a, U Y MAlUeHTOB C
HOpMATHHOU QYHKIHEH mouek (KupeHe kpeaTuHuHa > 80 Mi/MuH). [lodeunas HeTOCTATOYHOCTH
(HeGosnpInasi, yMepeHHasi WJIM 3HAUUTEJIbHAs) He TMPUBOJUIA K JOCTOBEPHBIM H3MEHEHHSIM
(apMakOKHHETUKH HeBUpanuHa. OJHAKO y TMAIMEHTOB ¢ TEePMHUHAIBHOW CTa/IUeH MOYESUHOU
HeJOCTATOYHOCTH, TpeOyIomed MpoBe/IeHUsl [HalM3a, B TEUSHHE IepHOoJa BO3CHCTBUS,
cocrapyisisiiero 1 Henenmto, orMevasocs yMeHbleHne AUC HeupanuHa Ha 43,5%. OrMmedanioch
TakKe  HAKOIUICHHWE  THIPOKCHWJIMPOBAHHBIX  MeTabOJNUTOB  HEBHpalMHA B IUJIa3Me.
BenomoraTtenbHasi Tepanusi HEBUPAIMHOM ¢ TMPUMEHEHHUEM IOCJE KaXJAOTO ceaHca JHaliuza
JOTIOJIHUTEIILHOH JT03bI, cocTaBisitome 200 Mr, Moryia Obl KOMIIEHCHUPOBAThH BIIUSIHUE JTHAJIM3A HA
KJmpeHc npenapata. C qpyroi cTOpOHBL, MAIUEHTHI, KIIUPEHC KPeaTHHUHA Y KOTOPBIX COCTABIISIET
> 20 mur/mMuH, He TpeOyIOT modopa 103 HeBHpaIluHa.

Hapywienue gynxyuu nouex

[IpopeeHo cpaBHeHHe TMoKaszaTeled (apMaKOKMHETHKH TOCHe OJHOKPAaTHOTO TMpHeMa
HEBHUpANMHA Y TAIUCHTOB ¢ MEUYCHOYHOM HEJOCTATOYHOCTHIO U Y IMAlIUeHTOB ¢ HOPMAJIbHOMU
dyHKITHCH TIeUeHH. Y MAIMESHTOB C JISTKON WM YMEPEHHOH HETOCTATOUHOCTHIO (DYHKITHH MeUSHU

He TpebyeTcsl HHANBHIYAILHOTO IoA00pa JO3bI MIpenapaTa.



COOTBETCTBYET 3K(

ot 20.12.

CMEPTHO [’,’1 ¥ OTUETY

|k.i.

AR5

L

= .
OmHako pe3yiabTaThl M3yUeHHUs (apMaKOKHHETHKH ':Ql?'éﬁ}{%%:—: %ﬁﬂﬁ&hﬁ‘ Ut Ty'Ivi:éiﬂléﬁhblM

BBIPQKEHHBIM ACLIUTOM YKa3bIBAIOT HAa BO3MOJKHOCThH aKKyMYJLIIIMM HEBHpAIlMHA B CHCTEMHOM
IUPKYJISIINAN Y TAIUSHTOB CO 3HAUYUTEIbHBIMU HAPYIIESHUAMHU (DYHKIIUHU TICUSHH.

Bepemennvie sicenuyunb

Y ¢TaHOBJIEHO, UTO HEBUPANIUH ObICTPO IPOHMKAST Yepe3 IUIalleHTapHbIH Gaphep. KoHLleHTpalu
HEBHpAallMHA B KPOBH IIyIIOYHOTO KaHATHKa IIOCJIe IIpHeMa MaTepsAMH JI03bl IIperapara,
cocrapisismedt 200 mr, mpesprmamu 100 HI/MJI, a COOTHONICHWE KOHIIGHTpAIMM B KpPOBHU
IIYIIOYHOT'O KaHATHKA U B KpoBU MaTepH cocTtaBmiio 0,84 + 0,19 (n = 36; nuanazon 0,37-1,22).
Mamepu, xopmawue epyovio

Heupanun BeigessieTcs ¢ rpyAHbIM MosiokoM. [locie onHokpaTHOTO IpUeMa BHYTPE IIpenapara
B n03¢ 200 Mr cpe/iHee COOTHOIICHUE KOHIICHTPAIUH B IPYJHOM MOJIOKE M B IUIazMe MaTepei
coctapiisuia 60,5% (25-122 %).

Iloxa3zaHua Kk MpUMeHeHHIO

Jleuenue BUU-1 undekuu B cocTaBe KOMOMHUPOBAHHON aHTUPETPOBUPYCHOM TEpaIHH.

Jlns npenynpeskaenus nepenaud BUU-1 ot maTepu Kk peGeHKY, V JKEHIHH, KOTOpPhIe He MOJTyYaloT
AHTUPETPOBUPYCHYIO TEPAIHIO B IEPUOJ] POJOB, HEBUPAIUH IIOKA3aH M MOXKET IIPUMEHATLCS Y
MaTepu B Ka4eCTBE MOHOTEpAIUH, B BHUJE OJHOKPATHOM J03bl, IPUHUMAECMON BHYTPb BO BpeMsl
POJIOB.

IIpoTuBoNOKAZaHMSA

. I'unepayBCTBUTEILHOCTh K HEBUPANIUHY WM K JIFOOOMY M3 BCIIOMOTaTeJIbHBIX BEIISCTB.

. HepupanuH He cieyeT IMOBTOPHO Ha3HA4aTh IIAllMEHTaM, Y KOTOPBIX paHee, B XOJe
Tepallii HEeBUPAIMHOM MOTpeOoBajach €ro OTMEHA BCJIC/CTBHE BBIPAKCHHOM CHINH, peakiui
TUIEPYYBCTBUTEIIBHOCTH WM Pa3BUTHS KJIMHUYECKH BBIPAKEHHOT'O TIelaTUTa, BBI3BAHHOTO
IIPUEMOM IIperapara.

. Tsoxenvie Hapymenus GyHkiuu nevenu (wiace C no kinaccupuxanuu Yama-I1vi0) umm
CIyYal WCXOJIHOTO VBEJIMYCHHUS AaKTHBHOCTH acmapraramuHoTpaHcdepassl (ACT) wmm
ananuHaMuHOTpaHchepasbl (AJIT), Gosiee ueM B 5 pa3 MpeBIMAIOMUX BEPXHIOIO IPAHUITY HOPMBbI
(mo tex nop, nmoka akTuBHOCTH ACT/AJIT He cHU3UTCA YCTOWUHBO JO YPOBHS MeHee 4eM B 5 pa3
IIPEBBINIAIOIIETO BEPXHIOIO IPAHHUITY HOPMBI).

o HeBupanuHn He ciielyeT IOBTOPHO Ha3Ha4YaTh MAIUEHTAM, Y KOTOPBIX paHee 0TMeYaIoch
nopbimeHne akTuBHOCTH ACT wmu AJIT 1o ypoBHsL, Gojiee 4eM B 5 pa3 MPEBBIMAOIIETO BEPXHIOIO
TPAHMIy HOPMBI, WJIM IIALIUEHTaM, Y KOTOPBIX IIOCJ€ IOBTOPHOTO IIPUMEHEHHSI HEBUpPAIIMHA
0TMeUaJI0Ch BO30OHOBICHHE HapyIICHUH (DYHKIIUU IICUSHH.

o Bo Bpemsi mpuema HeBHpallMHA HE JIOJDKHBI IIPUMEHSTHCS PAacTUTEJIbHBIE Ipernapartsl,

coJIepIKallie SKCTPaKT 3Bepobost MpoIbIpsABIeHHOTO (Hypericum perforatum), BClieACTBHE PUCKA
4
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. Hepupanun He peKOMEHJyeTCs TMPUMEHITh ¢ S(aBUpeH3OM, pHUDAMIHITTHOM,
KETOKOHA30JIOM, JSIaBUPAUHOM, STPABUPUHOM, PUIIIUBUPUHOM, SJIBUTETPABUPOM (COBMECTHO C
KOOHITHCTATOM), OOIETIPEBUPOM; a TaKIKe ¢ (hoCaMIIPESHABUPOM, CAKBUHABHPOM, aTa3aHABUPOM (B
ciyuae, KOoT/la OHU He IPUMEHSIIOTCS] COBMECTHO ¢ HU3KOM JI030U pUTOHABUPA).

. Jlerckuii BozpacT 10 16 sieT wium Bec MeHee 50 Kr, WM IUIOMA/(b IOBEPXHOCTH TeJIa MEHee
1,25 kBaJpaTHOTO MeTpa.

C oCcTOpPOKHOCTHIO

IleyeHOUHAsT HENOCTATOYHOCTH JISTKOM M CpedHeM CTeIeHM TspkecTH (kimacca A u B mo
kiaccuukanmu Yaina-11pt0). OnHOBpeMeHHass Tepamus ¢ TeJamnpeBUpoM, pHpaOyTHHOM,
BappapHUHOM, METAJOHOM, JIOMIMHABUPOM/PUTOHABHPOM, KJIAPUTPOMHIIMHOM, (DIYyKOHA3Z0JIOM,
HUTPAKOHA30JIOM, STUHUINCTPATUOIOM, HHIUHABUPOM.

IIpumeHeHIIe IPU GePEMEHHOCTH U B TIEPHO/ TPYAHOT0 BCKAPMIINBAHUSA

Y  KeHIIWH, [PUHUMAIOIIUX HEBHpANMH, He CJeJyeT IPHUMEHSITh IepopajibHble
[IPOTHBO3Aa4aTOYHBIE CPEJCTBA U JIpyTHe TOPMOHAJIbHBIE METO/bl B Ka4ecTBE €JIHUHCTBEHHOTO
METO/1a KOHTPAICII[UH, TaK KaK HEBUPAIIUH MOXKET CHUXKATh UX KOHIIGHTpaluio B 1azme. Ilo
STOM MpPUUHMHE PEKOMEH TyeTCsl IpUMeHeHHe OapbepHBIX METOOB KoHTpareniuu. Kpome Toro, B
ciydae IpUMEHEHUSI TOPMOHAJIBHOU Tepaluy B MOCTMEHOTIAY3aJIBHBINA TIEPHO/T BO BpeMsl JICUCHUS
HEBUPANMHOM HEOOXOAUM KOHTPOJIb TepaneBTHUECKOTO dddekTa TOpMOHAILHON Teparuiu.
VYeranopneHa OGe3omacHOCT, M A(p(EKTHUBHOCTh HEBUpPANMHA, HCHOIB3YEMOr0 B  IJIIX
npefoTBpanieHusa TpancmMuccun BUU-1 oT Matepu k peOeHKY, NMpU NMpUMEHEHUH J103b1 200 Mr
OJTHOKPATHO MaTephIO BO BpeMs POJIOB.

JlaHHbIe, MOMTyUYeHHbIE Y OepeMeHHBIX jkeHIUH Bo Bpemsi L, I1, III-ro TpumecTpoB (B COOTBETCTBUU
¢ manubiMu US Antiretroviral Pregnancy Registry), ykaspiBaloT Ha OTCYTCTBHE HapyIICHUH
PA3BUTHSA ILJI0/Ia WU TOKCHYHOCTH B OTHOIICHUH dMOPHOHA/TIITO/NA.

CrernuaibHbIX H XOpOIIo KOHTPOJHUPYEMBIX UCciiefoBaHui JeueHns1 y BUU-1- nHGUIIHPOBAHHBIX
OepeMeHHBIX )KSHIUH JI0 CUX TIOp HE MPOBOJUIIOCE.

Hepupanun MoKeH MPUMEHATHCS BO BpeMs OepeMEHHOCTH TOJIBKO B TeX CIydasx, Korja
BO3MOJKHAsI [10JIb3a IIPEBOCXOAUT NOTSHI[UAIBHBIN PUCK JJIS ILTIO/A.

I pumenenue npu bepemeHHoCmU

B uccneopaHusIX OKa3aHo, 4To Bo BpeMs poioB y BUU-1- uHGUIIMPOBAHHBIX JKEHITHH TIEPHO/T
MIOJTYBBIBE/ICHUsI HEBUpAIIMHA MOCJIe OJJHOKPATHOrO IpueMa BHYTpb B jo3ze 200 mr, ymHsIeTCs
(mo 60—70 yacoB), a KJIIMPEHC B 3HAUUTEIILHOM CTENICHU BapsupyeT (2,1 £+ 1,5 71/49) B 3aBHCHMOCTH
OT CTereHU (PU3HOTIOTUUSCKOTO CTpecca Bo BpeMsi poioB. Hepupanus ObICTpO MPOHUKALST uepes

HHaHeHTaprlﬁ 6apLep. KOHHBHTpaIII/ISI HEBHUpAaIIMHA B KPOBH IMYIIOYHOT'O KaHATHKA ITOCIIC IIpHEMa
5
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KOHIIGHTpALIUH B KPOBH IYIIOYHOTO KaHATUKA U B KPOBH MaTepu cocTasiisiio 0,84 + 0,19,
Ilepuoo epyonozo ecxapmanusanus

BUU-ununupoBanHble MaTepd HE JODKHBI KOPMHTH TPYIbI0 HOBOPOIKJICHHBIX JCTeH BO
n30eKaHWe pUCKa MocTHaTadbHOM mepegaud BUY. Hepupamwn cBoOOJgHO MPOHUKAST uepes
IUTAIICHTY YU OOHApYKHMBAETCS B TIPYJAHOM MOJIOKE, IOSTOMY JKSHIIMHBI, IPUHUMAIONIUE
HEBUPAIHH, JOJIKHBI IPEKPATUTh TPY/IHOS BCKApMIIUBAaHHUE.

DepmunvHocms

B uccnenopaHusix mo penpoayKTHBHOM TOKCHKOJIOTHHM Ha JKUBOTHBIX HAOIIONATIOCH CHUIKESHUE
(bepTUIILHOCTH Y KpBIC.

Crniocod npyMeHeHUs U 10351

BayTpb.

Hepupanun mo/oKeH Ha3zHauaTh Bpad, UMeronmui omeIT JedeHus: BUY undekiuu. Ilpemapar
JOJDKSH TPUHUMATHCA TOJIBKO B KOMOMHAIIMM He MeHee UeM ¢ JABYMS JOMOJHHUTETHHBIMA
AHTUPETPOBUPYCHBIMU MperapaTaMu.

TabneTku cienyeT NpUHUMATh ¢ BOJOM, He JIoMaTh M He pa3KeBbIBaTh. HeBUpamuH MOKHO
MPUHUMATh HE3aBUCHMO OT MpHUeMa UK.

CymmMmapHas cyToUHas J1o3a y J000ro MaiueHTa He JToJDKHa mpepbimarh 400 Mr.

Jeuenue BUY-ungpexyuu:

Bapocabie u et oT 16 J1eT ¢ Maccoit Testa 6ostee S0 Kr Wi ¢ Tutoma/ibio nopepxaocty tena ([T
10 2 opmyie MocTemtepa) Gonee 1,25 M2,

Pexomenyemas o3a HeBupanuHa coctaBisger 200 Mr B TeueHHe MNepBbIX 14 JHEH JeuyeHUs
(ImokazaHO, YTO MCIOJIB30BAHHUE TAaKOrO BBOJHOIO IIEPHOJA YMEHBINACT YacTOTY IOSIBJICHHS
CBITIH), ¢ TIOCTISTYIONIAM TIepeXo oM Ha mpueM Tabdietok 200 Mr JiBa pasa B leHb B KOMOHHAITUH
¢ He MEHee 4eM JIBYMsI JIOMIOJTHUTEIbHBIMA aHTUPETPOBUPYCHBIMHU IIpenapaTaMu.

IIponyck npuema npenapama

Ecaun manueHTt mpomycTui MpueM ouepeTHON JT03hI MpernapaTa, U ¢ MOMEHTa IPOITyCcKa MPOILIo
He Gosiee 8 4acoB, clieyeT MPUHATH MPOMYNICHHYO 03y Kak MOXKHO ckopee. Eciu ¢ MoMeHTa
IpOIycKa OuYepeHOW J03bl mIponuto Oosiee § YacoB, MAIUEHTY CIeAYyeT NPUHSITH TOJBKO
CIEQYIOMYIO /103y B 0oObIYHOE BpeMsi. Eciau B HTOM mepuoje pa3BUBAeTCs KOMKHASL ChINb, TO
cIeyeT HeMeUISHHO 0OpaTUTHLCS K Bpauy 3a KOHCYJIbTAIMeH U He MOBBIIIATH JI03Y.

Jletn 1o 16-1TH JieT ¢ Macco¥ Tesia MeHee 50 KI WIIH IUIOIMA b0 IOBEPXHOCTH Tejla MeHee 1,25 M2
(ITIIT mo dopmyne Moctesuiepa) peKOMEHAYETCs UCTIOIB30BATh CYCIIEH3HIO ISl IEPOPAJILHOTO

MIPpUMCHCHHUA.
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PocT—(cMm) X ™Macca Termd (xr)

Oopuyna Mosteller: IIITT (m?) = 3600
Obiyue pexomerdayuu:

ITanuentam, ¥ KOTOPEHX B TEYeHHE HadanbHOro 14-IHEEHOrO EBEOGHOTO MepHOZA IpHEMA
npenaparta B goze 200 Mr B geHr NoABWIACE KOXHAA CHIB, HE JOMKHH YEEIHYHEATE O3V
HEEHpallHHa 40 HCYE3HOBEHHA CHINK. [[oARNTEHHE CLHIIH IPH IPHEME HEEHpaNHHa BCerga Tpebyer
OPHCTATEHOrO HabIIOgeHHA.

Pexum poszupopanma c¢ npumeHeduem 200 mr npemapaTa OOMH pa: B JEHbE HE HOJNKEH
npogonxateca bomee 28 OHeH, ¥ 3TOMY MOMEHTY CHEOYET CBOEBpEMEHHO mofobpaTe
ANbTEPHATHEHYIO TEPAIMIO, B CEASH C PHCKOM PAasBHTHA YCTOMMHEOCTH Ha § OHe NpHMEHEHHA
HEZOCTATOY HEIX 03 [Ipelapara.

ITanueHTH, npepEaEl ve IPHEM IpeNapaTa Ha cp ok bonee 7 gHeH, JOMKHE HadHHATE TEPAIMIO
CHOBA C JEYXHEeHEeNb HOr 0 EBOAHOrO Nepuofa mo 200 Mr ofuH pas B e Hb.

Ilpedynpexcoenue nepedasu BHU-1 om smamepu pebeniy:

Hna npepgynpexaedus eepTUKanbHoH nepegayu uadexuuu BHU9-1 go epema pogos, bepemeHHasa
KEHI[MHA JONKHAa INONYYHTE OJHOKpaTHO ofHy Tabmetky 200 mr xax MoxHO bDHCTpee mocie
Hadala pojgoE.

Ocobp1e rpyImis! MalM e ToR

Hoxcunvie nayuexmv:

CrneynanbHEE HCCIESOBAHHA [PHMEHEHHA HEBHpaNMHa NalHeHTaMH cTapiie 65 JeT He
P OEBOHIHCE.

Hapyuuernuz @yrnxyun novex

ITaguentam ¢ HapyweHHeM QYHKLUHH Io4ek, TpebYIOL[ UM Ip oBefeHHA FeMOTHATHIA (KIHPEHC
KpeaTHHHHa < 20 Mn/MuH), peKoOMEHAYETCA OOoNONHUTENEHEHA npuem 200 mMr mpenapaTa mocie
Kaxgoil mpolegypil remMopguanu:za llaumeHTaM, KIHpEHC KpeaTHHHHAa ¥ KOTOpHX bomee
20 mn/MuH, He TpebyeTcA KOpPEeKLHH 032 HEEHPAIHHA.

Hapyuernus Qyrryin never

IlpumMeHeHHE HEEHMpanHHA NPOTHEONOKA3AHO NALHEHTaM C TAXENEHM HapyIueHHeM GyHKIHH
nedenu (xnacc C mo xnaccudpuxauuu Haing-IIrio). Y nauMeHTOE ¢ HapyLIeHHEM (VHKIHH
NeYeHH JNETKOH M cpefHedl cTemeHH TaxecTH (xnacc & u B mo xnmaccud mxanuu Yaitng-Ilewo)
KOPPEKLHH JO3k He TpebyeTcd, OfHaKo 3a TAKHMH NAUMEHTaMH HeobXOOHMO TI[ATENBHOE
HabIIO[e HHE B LENAX PErHCTPalHH HEXENAaTeNb HEX peaKIHi.

ITo6oyHoe geficTRHe
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BO BCEX KIIMHUUECKUX HCCIIEJOBAHUAX ObLIH ChIMb, AJIJICPTUUSCKHUE PEaKIUH, TeTIaTUT, H3MEHEHHE
(PYHKIIMOHAJILHBIX MTeYSHOYHBIX IIP00, TOMHOTA, pBOTA, JHapesi, 00Jb B )KMBOTE, YTOMILIEMOCTD,

JUXopajaka, roJIoBHast 00JIb ¥ MHAJITHS.

ITo AaHHBIM MOCTPETHUCTPAIMOHHOTO HAOIIO/ICHUSI HauboJiee Cephe3HbIMU HEKeIATeIbHBIMU
peakiusiMu ObUTH: cuHApoM CTuBeHCa-/[3KOHCOHA, TOKCHUYSCKUHN SIHIePMATIbHBIN HEKPOJIH3,
TSDKEJIBIN TeMaTHT/TICYSHOYHASI HeTOCTATOYHOCTD U JISKAPCTBEHHAS PEaKUs ¢ YO3HHOPUIHEH
U CUCTEMHBIMHM CUMIITOMAMH, XapaKTEPUYIOMUMHUCS ChITIBIO ¢ TAKUMH OOIUMH CUMIITOMAaMH,
KaK JUXOpajJKa, apTpajrusi, MUAITHUS U JIUM(aJCHONATHs, a TAKXKEe BOBJICUCHUES BHYTPSHHHUX
OpraHoB, a UMEHHO pa3BUTHE TeMaTHUTa, MAHKPEaTHTA, Y03UHODWINU, TPAHYJIOIUTONICHUH H
HapyIieHne QYHKIUN TOYeK.

ITeperie 18 Heleh Tepaluy SIBJSIFOTCS. KPUTHUSCKUMHU U TpeOYIOT TIATeIHHOTO HAOIIOCHUSL.

Hwuke nmpuBeeHa 4acTOTa PA3BUTHS TOOOYHBIX SIBJICHHUMH, CBSI3aHHBIX ¢ TIPHEMOM HEBHpPAIIMHA, B
COOTBETCTBHUH ¢ Kiaccudukanuei BO3: ouens vacro (>1/10), wacto (=1/100, Ho <1/10), HEUacTO
(=1/1 000, vOo <1/100), peaxo (=1/10 000, vo <1/1 000), ouens penko (<1/10 000), wactoTa
HEU3BECTHA (Ha OCHOBAHUH UMEIONIUXCS JIAHHBIX OTICHUTH HEBO3MOIKHO).

Hapyuienua co cmoporvl Kposi i AUMBAMUYECKOt CUCHIeMbL

H4acmo — IpaHyJIOLUTOIICHHU A,
Heuacmo — aHCMHUSL.

Hapvuienus co cmoponvl UMMYHHOU CUCHIEMbL:

4aCMO — TUIePUIyBCTBUTEIIBHOCTD (BKJIFOUAst aHA(DUIAKTHUSCKUE PEAKIMH, AHTHOHEBPOTHUESCKUHM
OTeK, KPallUBHHUITY ),

Hedacmo — aHapUIIAKTHUSCKAsT peaKITus,

PeoKo — 303MHOMWINS U CUCTEMHBIE TIPOSBIICHHUSL.

Hapyuienus co cmopotvl HepeHOU CUCIEMBL:

Yacmo — ToJIoBHas 00JIb.

Hapyuiernus co cmoporvl JCenyO0ouHO-KUMEUHO20 MPAaKma.

dacmo — TOIIHOTAa, pBOTa, 00JIb B JKHUBOTE, nUape:.

Hapyvuienus co cmoponl neueHy u afceﬂqeebzeoaﬂmux nymet.

yacmo — renaTuT (BKII0UYAs TSDKEIYIO YTPOKAIOIMY IO )KU3HHU TelaTOTOKCUIHOCTD) (1,9%);
He4acmo — KeNTyxa,
peoxo — pyIbMUHAHTHBIN TeNaTUT (BO3MOXKEH JICTATbHBIM UCXON).

Hapyuienus co cmoponvl KOXCU 1 HOOKONCHbIX MKAHEH.!

oueHb yacmo — cblb (12,5%);
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Heuacmo — cuapoM CtrupeHca-/[KOHCOHA, TOK: DHIIGCKH%I%:HZ[% H'}LI‘B[I;;I'JEE ']5 s 0N foKe R

seTtanbHbid ucxon) (0,2%), aHTHOHEBPOTHUECKUU OTEK, KPalluBHHUIIA.

Hapmenuﬂ CO CMOPOHLL CKENEMHO-MBILULEHHOU CUCTIEMDL U COCOUHUMENLHOTE MKAHU:

Heuacmo — apTPaIThsl, MHAIITHS;
peoxo —pabaomMuoins (Y MallUeHTOB, Y KOTOPHIX MPH MpHeMe HeBUpAINIHHA HAOIIOJAIUCh PeaKIUH
CO CTOPOHBI KOXKH U IICUCHH).

Obuue HapyueHus U peakxyuil 6 Mecme 66e0eHUs.:

dacmo — JJuxopaaka, yTOMIBIEMOCTD.

JlabopamopHvie u uHCMPYMEeHmMabHble OaHHbIE:

4acmo — NOBBINICHUE AKTUBHOCTH (PYHKIIMOHAIBLHBIX P00 MeyeHH (aJaHMHAMHHOTpaHC(pepassbl,
acrapTaTaMuHOTpaHcdepasbl, TpaHCAaMHHA3, TIaMMa-TJIyTaMHJITpaHc(pepaspl, IeUeHOUHBIX
(depMeHTOB; THIIepTpaHCAMUHA3ZEMUST);

Hedacmo — runodocdaTeMusi, IOBBIIICHHE apTePUATIBHOTO JaBJICHUS.

OnucaHyne OTeIbLHLIX HEKEJIaTSILHLIX PeaKITHH

I[To nmanHeIM KIUHHYecKoro wuccienoanusi 1100.1090, u3 kotoporo ObUIO MONYYEHO
OOJILIMUHCTBO HEKENATSIbHBIX peakiui (n=28), y NalUeHTOB, MOJYyJalonux Iianedo,
I'PaHYJIOLMTONIEHHUs] pazBuBajiachk dame (3,3%), 4yeM y DIaIMeHTOB, IOJIyYarolMX HEBUpPAIlUH
(2,5%).

AHapuIaKTHYIECKHE peaKIui HaOMIOJaINCh B MOCTPETHUCTPAIIMOHHOM IepHojAe, HO He ObLIH
3apUKCHPOBAHbI B PAHJIOMHU3UPOBAHHBIX KOHTPOJUPYEMBIX KIMHHUYSCKHX HCCICTOBAHUSIX.
YacTroTa MX pa3BUTHA ObUIa ompe/iefieHa CTATUCTHYSCKUM IMOJICYSTOM, Ha OCHOBAHHH OOIIETO
KOJIMYECTBA IMAlIMEHTOB, MPHUHSABLOIMX YYacTHe B PAaHJOMHUZHPOBAHHBIX KOHTPOJIMPYEMBIX
KJIMHUYSCKUX UCCIeTOBaHUIX (n=2718).

[ToBbimeHne apTePHAILHOTO JaBJICHUS U CHIDKEHHE YpoBHS (ocdopa B KpoBH HAOIIOAAIOCH BO
BpeMsl KIMHHYSCKHX HCCIICIOBAaHUN MpU COMYTCTBYIOMIEM MpUMEHEHUH TeHO(oBHpa WIH
SMTpPHULIUTAOHHA.

I oxazamenu memabonusma:

CooOmasioch © TOBBINICHUH Beca, YPOBHS JIMIKJAOB KPOBH U [JIIOKO3BI BO BpeMms
AHTUPETPOBUPYCHOM TepaIlUH.

B cnyuae mnpuMeHeHHUsI HEBUpalMHA B KOMOHWHAIIMM € JIDYTUMH aHTHPETPOBUPYCHBIMHU
mpemnapaTaMi Ccoo0MAaioch O Pa3BUTHH TAKUX HEXKEJIATENIbHBIX pEaKIui, KaKk MaHKpeaTwuT,
nepudepudeckas HeHpomaTHs U TPOMOOIUTONEHUA. DTH SIBJIGHHS YacTO AaCCOIMUPYIOTCS C
JPYTUMH aHTHPSTPOBUPYCHBIMHU TIpemaparamMu. WX BO3HHUKHOBEHHE MOXKHO OXHAATh IIpH
WCIIOJIb30BAHUH HEBHUpAIIMHA B KOMOMHAIIMM C JIPYTUMU TperapaTaMu; BEPOSITHOCTh CBA3U DTHUX

peaKuHﬁ C IIPUMCHCHUCM HCBHUpAIIHHA HCBCJIUKA.
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AHTHUPETPOBUPYCHOMN TepaITHHi MOTYT BO3SHHKHYTh BOCTIATUTEIIHHbBIC pEaKIUU HAa HE BHI3BIBAIOIIHE
CHMIITOMOB WJIH PE3UIyAIbHBIC YCIOBHO-TIATOTEHHBIE MUKPOOPTAHU3MBI. Takike coolmaioch o
Pa3BUTHH ayTOUMMYHHBIX 3a00JieBaHUH (Takue Kak Gose3Hb ['peiiBca), KOTOphbIe MOSBISUTACH Ha
(oHe UMMYHHOM peakTUBAIIUHU; OJHAKO, OITUCHIBAEMOE BpeMs JI0 UX Hauajla OUeHb BapHalbesIbHO,
U OTH SIBJISHUSI MOTYT MOSIBUTHCS Ue€pe3 MHOTO MECSAIEB MOCIIe Hauajla TeparuH.

Kooica u nooxosicHo-oicuposas kKiemuamxa:

HauGonee dacThIM KIMHUYSCKUM TPH3HAKOM TOKCHYHOCTH HEBHpAINHHA SIBJISICTCS ChIMb. ChIMb
OObIYHO ¢JTa00 WM  YMEPEHHO  BBIpAXKCHA, XapaKTePU3YEeTCsl  MaKyJIOMAIYJIe3HBIMU
SPUTEMATO3HBIMH DJISMEHTAMH, COMPOBOKIAIONIAMHCS HWIH HE COMPOBOKIAIONITUMHUCS 3YIOM,
JOKAIM3YeTCSl HA TYJIOBHINE, JUIe U KOHeUHOCTIX. Coolmaioch 00 aJUIepTHUSCKUX PeaKIHsIX
(BKJIrOUasi aHA(HIAKCHIO, AHTHOHEBPOTHUSCKUHM OTeK M KpamupHHIly). Cblllb BO3HHKAeT
W30JIMPOBAHHO WJIM B paMKaxX JICKapCTBEHHOW CHIMH € DO3UHOGWIMEH U CHCTEMHBIMH
MPOSIBJICHUSIMH, XapaKTepHU3YIOMEeHcss OOIMUMH CHMOTOMAMH (TaKUMH, KakK JIUXOpasKa,
apTpaIrdi, MHAITHH U JuMdaJeHOTaTHsI) U TpHU3HAKAMH TOpaKeHHs] BHYTPEHHHUX OpPTAaHOB
(TaKUMU, KaK TeIaTUT, 303UHODUINS, TPAHYJIOIUTONICHUS U JUCHYHKITUS TIOUYCK).

VY ManueHToB, MoJIyYalonuX HEBUPAITHH, MOTYT PA3BUTHCS TAKHE TSDKEJIbIC H )KU3HESYTPOIKAFOTIHE
peaknuu, kak cuHIpoM CTuBeHca-/[KOHCOHA M TOKCHUECKHH HSIHISPMAJILHBIM HEKPOJIU3.
Coobmaioch Takike M 0 CMepTeIbHBIX HcXoaxX cuHapoMa CTHuBeHca-/[JKOHCOHA, TOKCHUIECKOTO
SMUCPMATIPHOTO HEKpOJIM3a W JIGKAPCTBEHHOM CBHIMH C DO3HMHOQUIHEH W CHCTCMHBIMHU
OposiBJicHUMHA. HauOGonbmuii pHUCK pPA3BUTHS TSDKEJBIX  JSPMATOJIOTHUYSCKUX — peakiuid
CYIIECTBYET B MepBbIe 6 HeJedb Tepalud HEBHPANMHOM, HEKOTOphle M3 HHUX TpeOyroT
rocnuTamuzanui. Coobmanochk 00 0JHOM HAI[UEHTE, KOTOPOMY MOTPEOOBATIOCh XUPYPIHUSCKOe
BMeIIaTeIbCTRO.

Hapyuienus co cmopomst nedeHy i Jcendesvie 00 uux nymeii:

HauGonee 4YacThIMH HEKENATSIbHBIMH PEAKIUAMH ObUIH HApYIICHUS OHOXUMHYESCKHX
mokazarteseH GyHKITHH MIeUeHH, BKITIOYAst MOBBINICHUE KOHIISHTPAITHH AJIAHHHAMHHOTpaHc(epassl
(AJIT), acmaprarammaoTpancdepassl (ACT), ramma-riaytamunrpancdepassl (I'TT), obmero
OwmupyOuHa © 1menouHol d¢ocdartazel. Hambonee wuacTto BCTpedaaoch OeCCHMITOMHOS
nopbimeHne koHueHTpanuu [TT. Coobmanock 00 OTAENBHBIX CIyYasx Pa3BUTHS JKEIATYXH U
CAy4asix PpA3BUTHS TSDKEJIOW M JKHU3HEYTPOJKAIOMICH  TeMaTOTOKCHYHOCTH,  BKJIIOUAst
(YyILMHUHAHTHBIM TeMATUT € JIeTAJbHBIM HCXOAOM. Hawiydmum MpeIuKTOPOM TSDKEIBIX
OCJIO)KHEHHH CO CTOpPOHBI TICUCHH SBJISCTCS TIOBBINICHHE KOHICHTPAIUH OHOXMMHUYSCKUX

nokazareied (yHKuMM medeHH. PexomeHIyeTcs CTpOTMM KOHTpOJIb IMOKazaTeaed (yHKIUU
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HAIUSHTOR, 0COOCHHO B TeUSHHUE MEPRLIX 18 HeaeNb JeueHuUs.

IIpumenenue ¢ neouampuu:

JlanHple MO Ge30MACHOCTH HEBUpANMHA Y JAeTeH MOJYUYSHbI B KIMHHYSCKHUX HCCIICIOBAHUSX C
yaactueM 361 manuenTta, GOJBIIUHCTBO U3 KOTOPHIX MOJyYaJd HEBUpANHWH B KOMOWHAIUH C
3UIOBYIMHOM WJIH JIUJAHO3UHOM, WM € 3WJIOBYAMHOM U AujaHo3uHOM. HamGosee wacro
COOOIIABIIHECS] HeXKeJAaTeIbHbIC SIBJICHUS, CBS3aHHbIC C HEBHpPANUHOM, OBLIM CXOJHBI C
HEXKEJIATSIbHBIMU ~ SIBJICHUSIMH,  HAOIOJABIIMMHCS Y  B3pOCTBIX, 32  HCKIIOUCHHUEM
TPaHYJIOIMTONICHUH, KOTOpasl uYalle oTMeuantach y JeTed. B OTKpbITOM KIMHHYECKOM
uccyegopanuu (ACTG 180) wacTora pazBUTHS rpaHyJIOLUTONICHUH, OIICHEHHOM KaK CBsI3aHHAs C
UccIielyeMbIM TnpenapaTtomM, coctapmwia 13,5%. B gBoiiHoM ciienioM 11anebo-KOHTPOJIUPYEMOM
kinmHu4YeckoM uccsieiopaHuu ACTG 245 yacToTa pa3BUTHS IPaHyJIOIUTONICHUH cocTaBuia 1,6%.
Coobmanock 06 OT/ACIBHBIX CIydasix pa3BUuTHs cuHapoMa CTuBeHca-/[3KOHCOHA WIIM CHHJIpOMA,
MepexXoHOTO MeXay cuHapoMoM CTuBeHCa-/[PKOHCOHA U TOKCHYECKHUM SIHUASPMAJIbHBIM
HEKPOJU30M.

IlepexozupoBka

Crernuduueckoro aHTHIOTa TMPU TMEpeIO3UpOBKEe HepUpanuHoM HeT. Ilpu mepegosupoBke
HepupanmuaoM (mpueM oT 800 go 6000 Mr B AeHL B TeueHHe Jo 15 aHel) HaOmIOTATHUCH
CJIeYIOMINE CUMIITOMBI: OTEKH, Y3JIOBaTasl SpUTEMA, YTOMIIEMOCTb, JTUXOpPa/IKa, TOJIOBHAsI OOJIb,
OeCcCOHHUIA, TOMIHOTA, HHQUIBTPATHI B JISTKUX, CHIMlb, TOJOBOKPYKEHHE, PBOTA, MOBBINICHHE
AKTUBHOCTH «IIEUSHOYHBIX» TPAaHCAMUHA3 U CHH)KEHHUE MACChI Tela.

Jleuenue: oTMeHa Mpernapara.

BzaumoneiicTBre ¢ APYTUMHU JIeKaPCTBEHHBIMH CpeAcTBAMU

HepupanuH sipyisieTcss HHIYKTOpoM uzodepmeHTOB niuToxpoma P450 meuenu (CYP3A, CYP2B)u
MOXET TMPHUBOJUTH K CHIJKEHHIO KOHIGHTpAalMd B IUIa3Me JIPYTUX OJIHOBPEMEHHO
MPUMEHSIIOMMUXCS  JISKAPCTBEHHBIX TIPENapaToB, KOTOpPbIE HWHTECHCHUBHO MeTaOOIU3UPYIOTCA
uzopepmentamu CYP3 A u CYP2B. IlosTtomy, eciu y marueHTa, KOTOpoMy panee ObL mogo0paH
PeXKMM  JIOBMPOBAHHUSI KAaKOTO-TMOO Tpemapara, MeTaOOJU3BHUPYIOMErocss ¢  IMOMOMIBIO
mzopepmerta CYP3A wimm CYP2B, HaumHaeTcs JeUeHHE HEBHPAITHHOM, MOXKET BO3HHKHYTH
HeOoOX0IUMOCTh B KOPPEKITHH 03Bl ATOTO MpenapaTa. MakcuMaabHasi HHIYKIUS HaOII01aeTCs B
TeueHue 2—4 He/Aeb MOCIIe Havajla Teparuu.

IIpu ogHOBpeMeHHOM HAa3HAYCHUU ¢ HEBHPANMHOM KOHIICHTPALIMHM B IUIa3Me JIEKapCTBEHHBIX
MpenapaToB, KOTOpble METAOOMU3UPYIOTCS TakKe IMMOCpe/ICTBOM IuToXpoma P450, moryr

CHHKATBhCSI.
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Oydep, He BIUSIOT Ha a0COpOIHIO HEBUPAITHHA.

I[aHHI)Ie 0 B3aHMOZ[eﬁCTBHH OpeacTaBJICHbI B BHIC I'COMETPHUUCCKOIO CPEAHLCTO 3HAUCHUS C 90%

JOBEPUTEIIHLHBIM HHTEPBAJIOM, HE3aBUCHMO OT BPEMEHH MOJYUSHMS] STUX JaHHBIX. HO =
OTIPEACIISIIOCH, T = MOBBINICHHBIHN, | = CHUJKCHHBIH, <> = HET BO3/IEUCTBHUSL.
JlekapcTBeHHBIE cpeacTBa BzaumopgeiicTBuA Pexomenmaipiu o
Ha3HAYEHHIO

[IpoTtuBoUHGpEKITMOHHBIE

AHTHPETPOBUPYCHBIE MpEIapaThl

HHUOT (Hyxkieo3u1Hple aHAJIOTH HHTUOUTOPOB 0OpaTHOH TPAHCKPHUIITA3BI)

Juganosun 100-150 wmr 2 | Jduganosnsa AUC < 1,08 Hepupanun wu jaupaHo3wH

p/neHb (0,92-1,27) MOTYT  OBITH  Ha3HAYCHBI
Cmin JIUJTAHO3UHA HE | OJTHOBPEMEHHO Oes
onpeaeama (HO) KOPPEKIUHU JO3bI
Cmax qunaHosuHa < 0,98
(0,79-1,21)

OMTpHITUTAOUH OMTpUITUTAOUH He siisieTcsi | HeBupanua U sMTpULIUTAOUH
uuarudutopom gpepmerta CYP | MoryT  ObITH  Ha3HAUCHBI
450 y denopeka OJITHOBPEMEHHO Oen

KOPPEKIUHU JO3bI

AbakaBup AlGakaBup  He  yrHetaeT | Hesupanmun u  abakaBup
uzodopmsel iuroxpoma P450 B | MoryT  OBITH ~ Ha3HAUCHBI
MHUKpOCOMax MIeYSHHU | OJTHOBPEMEHHO Oes
YelioBeKa KOPPEKIIUU JO3bI

Jlamupyuu 150 Mr 2 p/nens | Usmenenuit Kaxymerocsa | Hepupanun ©u  JlaMUBYAUH
KJIUpEHCa u obbeMa | MOTYT  OBITH ~ Ha3HAYCHBI
pacupe/iesieHUusl JaMUBYAUHA | OJTHOBPEMEHHO 6e3
HE IIPOUCXOUT KOPPEKIUHU JO3bI

Crapyaun 30/40 mr 2 p/nenp | Craryaun AUC < 0,96 Hepupanun u  cTaByJUH
(0,89-1,03) MOTYT  OBITH  Ha3HAYCHBI
Cmin craByauna, HO OJTHOBPEMEHHO Oen
Cmax craByguna < 0,94 KOPPEKITUH JTO3bI
(0,86-1,03)
Hepupanun: B cpaBHEeHUHU C
PeTPOCTIEKTHBHLIMHU
JAHHBIMU KOHTPOJISI YPOBHSI
OCTAIOTCSI HEU3MEHHBIMH.

Tenodorup 300 mr | IIpu onHoBpeMeHHOM | Hepupanua u  TeHodoBUp

CIKEHEBHO Ha3HAUYCHUHM C HEBHUPAIIMHOM | MOTYT  OBITH  Ha3HAUCHBI
ypOBHH TeHOOBHUpA B IUIa3Me | OJTHOBPEMEHHO Oe3
OCTaIOTCA HEU3MEHHBIMH KOPPEKITUU JO3bI

3ugosyaun 100-200 wmr 3 | 3ugoByaun Hepupanun u  3u70BYIUH

p/AeHb AUC | 0,72 (0,60-0,96) MOTYT  OBITh ~ Ha3HAUCHBI

12
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Cmin 3unoByuna, HO' '™~

gﬁféﬁg&déﬁﬁ(‘; CTE 00025,

Cmax 3ugoByauna | 0,70
(0,49-1,04)

HeBupanun: 3uI0BYyJIMH He
OKasbIBaeT BJIHAHHA Ha €ro
(hapMaKOKUHETHKY

Koppekiuu o3bl. Ha done
MpueMa 3UJIOBYJMHA YaCTO
pa3BUBaeTCA

IPaHYJIOIUTONICHUS, TTO3TOMY
Yy TaKUX TAIUEHTOB CJEIyeT
MPOBOIUTH TIATSIILHBIH
KOHTPOJIb T€MaTOJIOTHYESCKHUX
nmokasareJiei.

HHUOT (HenykJieosuHbie aH

aJIOTH UHTHOUTOPOB OOpAaTHOM TPAaHCKPUIITA3HI)

Ddasupens 600 Mr | Ddasupens OnHoBpeMEeHHOES HazHAUCHUE
€JKEJHEBHO AUC | 0,72 (0,66-0,86) sdaBUpeH3a U HEBUpANIUHA He
Cmin »dasupenza | 0,68 | pekomeHayeTCS B CBS3U C
(0,65-0,81) YCUJICHUEM TOKCHYESCKUX
Cmax »sdasupenza | 0,88 | adpdekToB W  OTCyTCTBHEM
(0,77-1,01) yiaydmeHus: >QPeKTUBHOCTH
1o CpPaBHEHHUIO c
Ha3HAUYCHHUEM TOJILKO
HHUOT.
JlenmapupiuH Bzaumoeiicteue He | OqHOBpEeMEeHHOES Ha3HAUYESHUE
H3y4aJIOCh HepupanuHa u HHHUOT ne
PEKOMEH/TYeTCSI
OTpaBuUpHUH OHOBpEeMEHHBIHN npueM | OTHOBpeMEeHHOE Ha3HAUYCHHUE
S3TpaBUpUHA U HeBupanuHa | HepupanuHa u HHUOT wHe
MOJKET BBI3BATh | PEKOMEHYeTCs
3HAYUTE/IbHOS CHUXKCHHE B
Iia3zmMe KOHIICHTpaIuh
STpaBUpPUHA U TIOTEPIO €ro
TepamneBTHUeCKoro rpdekra.
Punnmeupun Bzaumonenicteue He | OqHOBpeMEeHHOE Ha3HAUYESHUE
H3Y4aIOCh HepupanuHa u HHUOT He
PEKOMEHTYeTCSI
UII (Uaruburopsl mpoTeas)
ATazaHaBUDP/PUTOHABUP ATazaHaBUP/pUTOHABHUD OpHOBpeMeHHOE HazHAUYCHHE
300/100 Mr e;keTHEBHO 300/100 wmr: aTa3aHaBUPA/pUTOHABHpA H
400/100 Mr e;xeTHEBHO ATazaHaBUP/PUTOHABUD HeBHUpanuHa HE
AUC | 0,58 (0,48-0,71) PEKOMEHTyeTCS

Cmin | 0,28 (0,20-0,40)
Cmax | 0,72 (0,60-0,86)
ATazaHaBHP/PUTOHABHUD
400/100 wmr:
ATazaHaBHP/pUTOHABHP
AUC | 0,81 (0,65-1,02)

Cmin | 0,41 (0,27-0,60)

13
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Cmax < 1,02k0.85- 130 ||

cpasuenuu ¢ 300/100 mr Ge3
HEBUpAIIUHA)

Hesupanun

AUC 1 1,25 (1,17-1,34)
Cmin 1 1,32 (1,22-1,43)
Cmax 1 1,17 (1,09-1,25)

JlapyHaBUp/pUTOHABUD JlapyHaBup JlapyHaBUp H  HEBHUpAIHH
400/100 mr 2 p/neHn AUC 1 1,24 (0,97-1,57) MOTYT  OBITh ~ Ha3HAUYCHBI
Cmin <1,02 (0,79-1,32) O/THOBPEMEHHO Oes
Cmax 1 1,40 (1,14-1,73) KOPPEKITUHU JO3bI
Hesupanun
AUC 1 1,27 (1,12-1,44)
Cmin 1 1,47 (1,20-1,82)
Cmax 1 1,18 (1,02-1,37)
{DocaMmpeHABHD AMIIpeHABUD OfHOBpEeMEHHOS Ha3HAUCHUE

1,400 mr 2 p/nens

AUC | 0,67 (0,55-0,80)
Cmin | 0,65 (0,49-0,85)
Cmax | 0,75 (0,63-0,89)
Hesupanun

AUC 1 1,29 (1,19- 1,40)
Cmin 1 1,34(1,21-1,49)
Cmax 1 1,25 (1,14-1,37)

¢docamnpeHarupa U
HEBHpAIHA HE
peKoMeHIyeTeHl, eclu

docamnpeHaBUp HA3HAYAETCS
0e3 puTOHaBHpa

docamnpeHaBUP/PUTOHABHD
700/100 mr 2 p/nenn

AwmripeHaBUp

AUC « 0,89 (0,77-1,03)
Cmin | 0,81 (0,69-0,96)
Cmax < 0,97 (0,85-1,10)
Hesupanun

AUC 1 1,14 (1,05-1,24)
Cmin 1 1,22 (1,10-1,35)
Cmax 1 1,13 (1,03-1,24)

{DocamnpeHaBUp/pUTOHABUD
%} HEBUpAIHH MOTYT
HA3HAYaThCsS.  OJJHOBPEMEHHO
0e3 KOpPEKIUHU J103bI

JlonuHaBUpP/pUTOHABUD
(KamcyJibl)
400/100 mr 2 p/aesn

Bapocarbie:

Jlonunasup

AUC | 0,73 (0,53-0,98)
Cmin | 0,54 (0,28-0,74)
Cmax | 0,81 (0,62-0,95)

IIpu O/THOBPEMEHHOM
Ha3HAYEeHUH C HEBUPAIIMHOM
PEKOMEHIYeTC sl

JIO3BI

VBEIIHICHHE

JIOTIMHABUPA/PUTOHABUpPA  JIO
533/133 wmr (4 xancysbl) Win
500/125 wmr (5 Tabnerok mo
100/25 mr kaxmas) q8a pasa B
IIpu
OJTHOBPEMEHHOM Ha3HAUECHUHU

ACHb BO BpEMA CIbl.

C JIOIIMHABHPOM KOPpPCKIUH

J0O3bI HEBHpAIllHHa HE

TpeOyeTcs.
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JlomuHABHD/PUTOHABHD
(pacTBOp I TEPOPATHHOTO
npueMa)

300/75 mr/m® 2 p/neHn

[TTOCTE

Jletu:

-Jﬂﬁﬁ';‘:‘. = Itrgﬂ:ﬁOIBB T ,II ) 55

Jlonuuasup

AUC | 0,78 (0,56-1,09)
Cmin | 0,45 (0,25-0,82)
Cmax | 0,86 (0,64-1,16)

MIPUMEHEHHUH C HEBHPAITHHOM
y JeTed ClielyeT peIluTh
BOTIPOC 00 YBEJHUYCHHH JIO3bI
JIOTIHHABHPA/PUTOHABUpPA  JIO
300/75 mr/m* Ba pasa B JieHb,

0COOEHHO cCJIn C€CTh
MoAO3PCHUA Ha CHHMKCHHUC
YYBCTBUTCIILHOCTH K

JIOIUHABUPY/PUTOHABUPY.

Putonasup 600 mr 2 p/neHb

Putonasup

AUC « 0,92 (0,79-1,07)
Cmin < 0,93 (0,76-1,14)
Cmax < 0,93 (0,78-1,07)
HeBupanun: ogHOBpeMeHHOE
Ha3HAaYeHHE PHUTOHABUpAa He

Be/IeT K KaKUM-JI00
KIIMHUYSCKU 3HAUYUMBIM
HU3MEHEHHUSIM ypOBHEH

HCBHpAIIMHA B IUIa3MC.

HepupaniuH u  puTOHaBHp
MOKHO HazHa4aTh
O/THOBPEMEHHO 6e3

KOPPCKIHUHU JO3bI

CaxBuHaBUP/PUTOHABUP

I/IMGI-OIIII/IeCﬂ OI'PaHHUYCHHLIC

JaHHBIC 0 NMPpUMCHCHHHU
MIATKHX I'SJICBBIX KallCyJa
CaKBHHAaBHpa, YCHJICHHBIX
PHTOHABHUPOM, HS

CBHACTCIIELCTBYET O KaKOM-
60 KIMHHYECKH 3HAYMMOM
B3aHUMOJICUCTBHHU
CaKBHHaBHpa, YCHJICHHOTO

PUTOHABHPOM, U HECBHUpAIIUHA

CakBUHABUpP/pUTOHABHP U
HEBUpAlUH  MOTYT  OBbITh
Ha3HA4YeHbl  O/HOBPEMEHHO

0e3 KOpPeKIUU J03bl

TunpanaBup/pUTOHABUD
500/200 mr 2 p/neHb

Huxaxnx CHEIHAJIbHBIX
HCCIIEJOBAaHUN

JIEKapCTBEHHOTO
B3aHMOJCHCTBHS HE
MPOBOUIIOCK.

OrpaHuuYeHHbIE JTaHHBIE,
MOy YeHHBIE B UCCJICIOBAHUH
dazer Ila vy
HHQHUITAPOBAHHBIX

IIOKa3aJIk

HAI[UECHTOB,
BUUY,
KJIMHUYECKH
20%

Cmin TUnpaHaBupa

HS

SHAYHUMOC CHHIKCHHUC

TunpanaBup u HEBUpANUH
MOTYT
OJTHOBPEMEHHO

KOPPEKIIUHU JT03bI

OLIThH Ha3Ha4YCHbI

Oen

HNHruburops! CaUsTHUS)/ IPOHUKHOBSHUS

DHPYBUPTH]

B cBmu ¢ 0coOEHHOCTIMH
myTel MeTabon3Ma HUKAKHX

OH)YBUPTH W HEBUpPAUH

MOTYyT OBLITH Ha3HA4YCHBI
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KJIMHAYECKHU 3HAMUMBIX ['OHOBpeMeRHO — | = T H4Ees
(hapMaKOKHHE THUSCKUX KOPPEKIUHU JO3bI
B3aUMOJIEUCTBHH MEXTY
SHPYBUPTHIOM u
HEBHUPAIMHOM HE OJKH/IASTCH.

Mapapupoxk 300 mr Mapasupox MapaBupok ¥  HEBHUpAIUH

SIKEHEBHO AUC < 1,01 (0,6-1,55) MOTYT  OBITh  Ha3HAYCHBI
Cmin, HO OJTHOBPEMEHHO Oen
Cmax < 1,54 (0,94-2,52) no | KOppeKIUU JO3bI
CpPaBHEHHUIO c paHee
WU3BECTHBIMHU JTAaHHBIMH
KOHTPOJISL.
KoHnenrpanuu HepupanuHa
HE U3MEpsUIUCh, HHUKAKOTO
BO3/ICUCTBHS HE OJKH/IASTCSL.

WHruburtopsl HHTETpasbl

DnBUTETpaBUpP/KOOUIIUCTAT Bzaumopeticteue He | OIHOBpEeMEHHOS Ha3HAUCHUE
H3YUYaIOCh. KoGummcrart, | HeBUpanuHa W KOMOWHAIUH
uHTHOUTOp mUTOXpoMa P450 | sneurerparupa "
3A, PBHIpaKEHHO YrHETaeT | KOOUIMCTATa HE
MeYeHOUHbIE (EepMEHTHI, a | peKOMEeHyeTcs
TaKXKe JpyTue IyTH
MeTabomm3ma. [losTomy mpu
OJTHOBPEMEHHOM Ha3HAUeHUH
BEPOSITHO WU3MEHEHUE
YPOBHEH B iazme
KOOHIIMCTAaTa U HEBUpAIHHA

Panrerpapup 400 mr 2 p/nens | Her JIOCTYIIHBIX | PanTerpaBup W HeBUpaIHH
KIMHUYeCKUX JIaHHBIX. B | MoryT  OBITH  Ha3HAUCHBI
CBS3M €  OCOOCHHOCTSIMH | OJTHOBPEMEHHO 6e3
myTeH MeTabonu3Ma | KOppPEeKIUH JT03bI
pajiTerpaBupa HUKAKHUX
B3aUMOJICUCTBUH HE
0)KH1aeTCs.

AHTUOHOTHUKH

Knapurpomurun 500 mr Knaputpomuiiuu Konrentpanuu

2 p/neHb AUC | 0,69 (0,62-0,76) KJIApUTPOMHUITUHA
Cmin | 0,44 (0,30-0,64) 3HAYUTEIHLHO CHHIKAJIUCH,
Cmax | 0,77 (0,69-0,86) KOHI[SHTpAIUH  MeTaboNuTa
Metabonut kiaputrpomuiiusa | 14-OH 3HAYUTEJIBHO
14-OH MOBBIINAJTUCH. ITockonbky
AUC 1 1,42 (1,16-1,73) JEHCTBHE aKTHBHOTO
Cmin < 0 (0,68-1,49) MeTaboIUuTa
Cmax 1 1,47 (1,21-1,80) KJIapUTPOMHUITHHA Ha
Hesupanun Mycobacterium avium-
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i A A

AUC 1 1.26 (MOCHE
Cmin 1 1,28 CHHJKEHO, 00Iasi akTHBHOCTH
Cmax 1 1,24 B OTHOIICHHH IIaTOTCHOB
ITo CpaBHEHHIO ¢ | MmoxkeT U3MeHsThCs. Crenyer
UMEIONTUMHUCS JTAHHBIMH | pACCMOTpPETh  MPUMCHEHHE
HUCTOPUYECKOTO KOHTPOJISL AIbTepHATUBHBIX
[pernapaToB,  TaKUX  Kak
A3UTPOMHITUH.
PexoMeHayeTcsT TPOBOJUTH
TIATEIHHBIN KOHTPOJIIb
W3MEHEeHHH CO  CTOpPOHBI
MICUSHH.
Pudabytun 150 win 300 mr | Pudabytun Hukaxkoro 3HAYHUMOTO
Exennerno AUC | 1,17 (0,98-1,40) BIIASIHUSA Ha
Cmin < 1,07 (0,84-1,37) (bapMaKOKHHETHUCSCKHE
Cmax 1 1,28 (1,09-1,51) napameTpbl pudabyTHHa W
MeTtaGomut 25-0- | HeBUpaIlUHA HE
nesareTiipudadbyTuH Habmofanoch. Pudalbytun u

AUC 1 1,24 (0,84-1,84)
Cmin 1 1,22 (0,86-1,74)
Cmax 1 1,29 (0,98-1,68)
Coo0maioch 0 KITHHHYSCKH
HE3HAYUMOM YBEJIHUCHHUH
KaKYIIErocs KIIUpeHca
HeBHupanuHa (Ha 9%) mo
CPAaBHEHUIO C H3BECTHBIMHU
paHee JaHHBIMU.

HEBUPAITHH MOTYT
HA3HAYATHCSI  OJTHOBPEMEHHO
6e3 KOpPEKITHH

OjpHako, B CBS3H ¢ BBICOKOH

JO3BI.

MEKHUH/IUBUTYAJIbHOU
BapuabeIbHOCTHIO, y
HEKOTOPBIX
MOKET

MAIlHEHTOB
HMEThH MECTO
NEUCTBUS

MOZKET

YCHIICHHE
pudadyTHHa,
NPUBECTH K

4TO

MIOBBIIIEHUIO
PHCKa pa3BUTHS TOKCUYESCKUX
s pekToB
[TosTomy

pudadyTuHa.

npu
OTHOBPEMEHHOM Ha3HAUCHUH
CIeyeT TP OSIBIISITH

OCTOPOKHOCTD.

Pudammunun 600 mMr
©JKEIHEBHO

Pudammunmn

AUC < 1,11 (0,96-1,28)
Cmin, HO

Cmax < 1,06 (0,91-1,22)
Hesupanun

AUC | 0,42

Cmin | 0,32

Cmax | 0,50 o cpaBHeHHIO ¢
U3BECTHBIMH paHee JTaHHBIMHU

KOHTPOJIA.

OHOBpEeMEHHOS HA3HAUSHUES
pudaMnuIHa U HEBUpaIMHA
Jlis
HalUeHTOB c
TyOepkynie3Hol uHpeKIHeH

HE PEKOMEHIYCTCA.
JICUCHUA

caeayeT
TIpUMEHEHUE

paccMoTpeTh
pudabyTuna
BMECTO pUpaMITHIIHHA.
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[IpoTHBOrpUOKOBBIE MIpenapaThl MOCEAUEATENBHOCTE U002]
Ouykonazon 200 mr QDIIyKOHA30J1 Puck ycwienuss JedcTBUA
€IKEHEBHO AUC < 0,94 (0,88-1,01) HEBHUpAIUHa. [TanreHTHI
Cmin < 0,93 (0,86-1,01) JODKHBI  HaXOOUTHCA  IION

Cmax < 0,92 (0,85-0,99)
Hepupanun: BozelicTeue:
1100% CPAaBHCHHUIO C
paHee U3BECTHHIMU JAHHBIMH,
KOTJa Ha3zHAyajcd TOJILKO

110

OJJHH HCBHUPAIIUH.

TINATCJIBHBIM Ha6J'IIO,Z[eHI/IeM.

Urpakonazon 200 mr
CIKETHEBHO

HUtpakonazon

AUC | 0,39

Cmin | 0,13

Cmax | 0,62

Hepupanun: cyimecTBeHHOTO
OTJIMUHUS MapamMeTpoB
(dhapMaKOKHHSTHKH
HeBUpANHHA He ObLIO.

IIpu O/THOBPEMEHHOM
Ha3HAYeHUH  DTUX  JIBYX
npenapaToB crienyer

paccMaTpuBaTh BO3MOXKHOCTH
YBCJIMUCHUA JO3bI
HTpaKOHa3oJIa.

Ketokonazoi 400 mr
IKETHEBHO

Ketokonazon

AUC | 0,28 (0,20-0,40)
Cmin, HO

Cmax | 0,56 (0,42-0,73)

Hepupanwun: YPOBHH B
IUIa3Me: 11,15-1,28 o
CPaBHEHHIO C H3BECTHBHIMH

paHeC JaHHBIMHA KOHTPOJIA

OI[HOBpeMeHHOQ Ha3HAUYCHHUC
KETOKOHA30JIa U HCBHpAaIlHHA
HC pCKOMCHYCTCs.

[IpoTuBOBUpPYCHBIE IIpeTapaThl

U JICUCHUA XPOHHUYCCKUX T'CIIATUTOB BucC

Anedorup

PesynbpTatel in Vitro
HCCIIeI0BAaHU I MoKa3ajIu
c1abbId AHTArOHHU3M

HEBHUpanuHa © ajedoBHUpa.
D10 He ObUIO MOATBEPKIACHO

KJIMHUYECKUMHU
HCCIIeTOBAHMSIMH, u
CHIKEHHSI  A(PEKTUBHOCTH
He oxkujaeTcs. Anedopup He
BJIMSIET Ha OOBIUHBIC
m3opopmer CYP, koTopble,

KaK H3BECTHO, YYacTBYIOT B
MeTaboIM3Me JIeKapCTBEHHBIX
CPelCTB
BBIBOJTUTCS TIOYKAMH.

YCJIOBCKA, u

Knuanuecku 3HAYUMOTO

JICKApCTBCHHOTO

AnedoBUp W HEBUpANUH
MOTYyT  OBITb ~ Ha3HAYCHBI
OJTHOBPEMEHHO 6e3

KOpPpPEKIHUHU JO3LI.
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B3aUMOICHCTBHA

il IU"HS‘ i

OOBATENBAOCTE 0002)

OKHAACTCA.

Bouenpesup

Bornenperup JaCTHYHO
MeTa0OTH3UPYSTCA

dbepmMeHTOM CYP3A4/S.
ONHOBpEMCHHOS HA3HAUCHHUES
C IpemapaTaMH, KOTOPBIC
AKTHBUPYIOT WM YTHETAIOT
nzoepMeHT CYP3A4/S,
MOJKET  YBEJIMUHMBATh

YMCHBIIATH BBaHMOHeﬁCTBHe.

HIn

OcTtaTo4HbIe KOHIICHTPAIUH B
Ijia3zmMe Gouenpesupa
CHWJKIUCh IIpH BBEJCHHUU
HHHUOT ¢

nyTeM MCTa60J'[I’13Ma, KakK ¥y

AHAJIOTUYHBIM
HeBupamnuHa. KinHUuecKkui
HUCXOJ
OCTaTOYHOM

TAKOTO  CHIJKEHHUS
KOHIICHTpAITUU
OollenipeBUpa HAMPSIMYIO He

HRYYAJICSL.

OfHOBpEeMEHHOS Ha3HAUCHHUE
OolenpeRrpa U HEBUpAIHWHA
HE PeKOMEH/TYEeTCSI.

DHTEKaBUpP

DHTEKaB up HC SABJIACTCS

cybeTparTom, HUHYKTOPOM
WU UHTUOUTOPOM
nuroxpoma P450. B cBs3u ¢
0COOEHHOCTSIMH nyTe
SHTEKaBUpA

KJIMHUYCCKHU

MeTaboIHM3Ma
HHKAKHX
3HAUYUMBIX B3aHMOJIeUCTBUH
HE OKHIACTCSL.

OHTeKaBUp M  HEBHUpPAIUH

MOTYT OLITH Ha3HA4YCHBbI
OJHOBPEMCHHO Oes

KOpPpPEKIHUH JO3bI.

HnTepdeponnt
(TIeruIMpOBaHHbIC
uHTepdepoHsl aTbda 2a u

HutepdepoHsl He OKa3pIBAIOT
HU3BECTHBIX 5 (PeKkToB  Ha
CYP3A4 nm 2B6. Hukakux

HnaTepdepoHsl U HEBHUpANUH
MOT'YT
OJTHOBPEMEHHO 6e3

OLIThH Ha3Ha4YCHBI

anbga 2b) KINHAYESCKH 3HAUYUMBIX | KOPPEKIIHH JTO3bL.
B3auMOJICHCTBHH HE
OKHACTCA.

PuGapupun PuGapupun He  yrHeraer | PuGaBupuH W  HeBUpaIMH
IIUTOXPOM P450. B | MoryT  OBITH  Ha3HAUYCHBI
WCCIIS/TOBAHUAX TOKCUYHOCTHU | OJTHOBPEMEHHO Oe3
pUOABHPHUH  HE  BBI3BIBAT | KOPPEKIIUH JO3BL.
HH]TYKIHIO MMeUYSCHOYHBIX
(dhepMeHTOB. Hukaxux
KINHAYECKH 3HAYHUMBIX
B3aUMOJICUCTBHH He
OKHJACTCA.

19




COOTBETCTBYET

ot 20.12.

Temanpepup

[TTOCTE

Tenanperup

FHpE -

-

M

C_‘.r.
oXt
=
%‘_'
=
=AE
o_ﬂ
2

METabOJIM3UPYETCS B TICUCHHU
dbepMeHTOM CYP3A u
spisieTcst  cyOctpatom  P-
[JIMKOTIpOTeHHa. B manHOM
MeTaboIH3ME MOTYT
y4acTBOBaTh H JIpyTHe
dbepMeHTBI. OTHOBPEMEHHOE
HazHauCHHE TeJalpeBupa U
JICKApCTBEHHBIX TIPETapaToB,
KOTOpbIS HHAYIHAPYIOT
CYP3A H/HIH P-
TJIMKOTIPOTSHH MOZKET
CHHJKATh KOHIICHTpAIlHH B
IIa3Me TeJaNpeBUpa.
HUCCIIeJOBAHUH
B3aHMOJCHCTBHA

Huxkakux

TeJallpeBUpa WU HEBUpAIUHA
HE TMPOBOAWIOCH, OJHAKO,
HCCIISTOBAHHS
p3aumoneucteust HHUOT ¢
AHAJIOTUYHBIM ~ HEBUpPAIIUHY
myTeM MeTaboIH3Ma
MOoKa3aJli CHUKEHHE YpPOBHA
000HUX TMpemnapaTos.

HasHAUYCHHUHU TCJIAIIpEBUpa H
HCBHpallhHa CICAyeT
MMpOsIBJIITE OCTOPOKHOCTL H
HUMCTH B BHAY BO3MOMKHOCTH
KOppCKIuHu JO3bI

TeJIaNpeBUpPA.

Tenbupynun

TenOupynun He  ABISICTCS
cybeTpaTom, HWHTYKTOPOM
WA HHTHOUTOPOM
nutoxpoma P450. B cBsizu ¢
0COOSHHOCTSIMU nmyTeH
MeTaboJiu3Ma  TEeJIOUBYIMHA
HHKAKHUX KINHAYECKH
3HAYHUMBIX B3aHMOJICHCTBHE

HES OJKHJACTCs.

TenOuByiuH # HEBUpANUH
MOTYT  OBITh  Ha3HAYCHBI
OJTHOBPEMEHHO 6e3
KOPPEKIIUHU JT03bI.

AHTanuael

[MumeTHaUH

HI/IMCTH}_'[I’IHI HHKaKOro

3HAYMMOrO  BJMSHHSI  Ha
mapaMeTphbl
dbapMaKOKHHE THKH
[UMETHIHHA He
HaOJII0/1AJIOCK.

Hesupanua Cmin 1 1,07

L[HMCTHZ[I’IH H HCBHpAIIHH
MOTYT OLIThH Ha3Ha4YCHBI
OJHOBPEMCHHO Oe3
KOppPEKIUHU JO3bI.

AHTHKO aryJoiHThL
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Bapdapun Bzaumonetictgue 'Mé};czn) ]
AHTUKOATYJISTHTOM MOHUTOPUHT YPOBHEH
BappapUHOM M HEBUPAIIMHOM | CBEPTHIBAEMOCTH.
SIBJISIETCST KOMILJICKCHBIM;, IIPH
STOM CYIECTBYET
BEpOSITHOCTh KaK
YBEJIMYCHUS, TAK U CHHOKCHHUSI
BPpEMEHH CBepTHIBAHUS IIPU
ux OJITHOBPEMEHHOM
MIPUMEHEHUH.
KoHTparnenTtuBHbIe cpe/icTBa
Heno JIMITA IIpu OJTHOBPEMEHHOM
MeJIPOKCHIIPOrecTepoHa AUC < Ha3HAYCHUW HEBUpAIIUH He
anerat (JIMIIA) Cmin < BJIUSIET Ha HOJIABJICHHUE
Cmax < OBYJIAIINH, BBI3BLIBAEMOS
Hesupanun JIMIIA. JIMIIA v HeBupanux
AUC 1 1,20 MOTYT  OBITh  Ha3HAYCHBI
Cmax 1 1,20 O/ITHOBPEMEHHO Oen
KOPPEKIUHU JO3BL.
OTHHUIBCTpaauoI (O09) 20 OpanbHble  TOpMOHAJILHBIE
0,035 Mr AUC | 0,80 (0,67-0,97) KOHTpAIENTUBBl HE JOJDKHBI
Cmin, HO HCIOJIL30BATHCS Kak
Cmax < 0,94 (0,79-1,12) eTUHCTBESHHBIHN METO/I
Hopatungpon (HIT) HOT KOHTpALSNIUA VO KSHIIUH,

1,0 Mr B cyTKH

AUC | 0,81 (0,70-0,93)
Cmin, HO
Cmax | 0,84 (0,73-0,97)

OPUHUMAIOIUX  HEBUPAIKH.
bezomacHocTh u
3 PEeKTUBHOCTD JOMYCTUMBIX

7103 TOPMOHAJIbHBIX
KOHTPAI[ENITUBOB  (OpaJIbHBIX
WK JIPYTHX dbopm
MIPUMEHESHUS), MIOMHUMO
JIMIIA, ycTaHOBIEeHBI He
ObLITH.
AHaNLTe THKH/OTIHOU/IBI
Metagon, wunHIuBHayalbHOE | MeTagoH [larueHThI, TNPUHHUMAIOIIHE
JTOBUPOBAHUE AUC | 0,40 (0,31-0,51) MeTaJIOH, IIepel] Tepalueu
Cmin, HO HEBUPAITUHOM JTOJIKHBI

Cmax | 0,58 (0,50-0,67)

HaxXoOUuThCA IMMOJ KOHTPOJIEM

JE1 BBIABJICHHUA CHHApPOMA
OTMCHBI, a JOo3a MCETaJOHa
JOJIKHa KOPPCKTUPOBATLCA

COOTBCTCTBYIOITUM 06p¢‘:130M.

HpenapaTLI PACTHUTCIIBHOI'O IIPOUCXOKIACHUA

3Bepoboit MpoaBIPABICHHBIH
(Hypericum perforatum)

IIpu OJTHOBPEMEHHOM
IIPUMEHEHUH PACTUTEILHOTO

Henbzs OJHOBPCMCHHO

HasHa4dYaTb PACTHTCIILHBIC
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 20.12. 2 N= 29269
npenapara 3BEPOGOst T TIpeTiapaThl- | 3BEpOGOs < u
HPOJIBIPSIBIICHHOTO HeupanuH. Eciom marnmeHTt
(Hypericum perforatum) | yxe MPUHAMAET 3TH
YPOBHH HEBHUpaIHHA B | IpemapaTtsl, cieayer

CBIBOPOTKE MOT'YT CHUIKATHCS. | IIPOBEPHUTDH KOHICHTpAalUuIO

HeBUpalHUHA H, eciu
BO3MOJKHO, YpOBEHB
BUPYCHOM  HAarpy3ku, o
MIPeKpaTUTh MpUMECHEHHE
[pernapaToB,  COJCSpIKAIIUX

HKCTPAKT TPaBhl 3BepoGOsL.
[Tocne UX OTMCHBI
KOHIICHTPAI[USl  HEBHpANuHA
MOJKeT HOBBIMATHCS. MoKeT
noTpeCOBaThCST  U3MCHEHHE
no3pl  HepupanuHa. [locie
HpeKpaIeHUs npueMa
OperapaToB,  COJCPIKAIIHX
HKCTPAKT TpPaBbl 3Bepobos,
HHAYITAPYIONTHAN s¢pdext
MOJXKET  COXPaHSThCSA B
TCUCHHWE, KaK MHHHMYM, 2

HEEJb.

Oco0ble ykazaHus

ITepBbie 18 Henmenb Tepalnuu HEBUPAIMHOM SIBJIIOTCS KPUTHUSCKUMH U TpeOYIOT TIIATEILHOTO
HaOJIIOZCHUS 3a NAIMeHTAMHU JUIsl BBIABJICHHSI BO3MOXKHBIX TSDKEJIBIX M YTPOXKAIONUX JKU3HHU
KOJKHBIX peaklUMi (BkJroudas cuHJpoM CTHBeHCa-J[XKOHCOHA M TOKCHYECKHH SIUACpMallbHbIN
HEKPOJIN3) U Cephe3HON MeUeHOTHOW/TIOUeYHON HeTocTaTouHOCTH. HanGonpmuil puck pa3BuTus
peaKLui CO CTOPOHBI ICUSHHU U KOJKU IPUXOAUTCS Ha IIEpBhIe 6 He/eb TepaIluu.

Takxke cnegyeTr MOMHUTDH, YTO HEBHPAIIMH He NIpeAoTBpamaeT nepegauyy BUU-1.

Knuauueckue 6HOXMMHUYESCKHE TeCThI, BKIIIOYAst PYHKITHOHAIbHBIS TIEUeHOYHbIE TPOOLI, CIIeyeT
IIPOBOJMTH /10 HayaJla TepAllMd HEBUPAIIMHOM H 4epe3 OIpe/eJIeHHbIEe IIPOMEKYTKH BPEMEHH BO
BpeMsI Tepalluy - KaK/Ible JBE HE/IC/IM B TCUSHHE MEPBBIX 2 MECSAICB TepalllH, Ha TPETUH MecsIl
TepaIlUy U 3aTeM peryipHo. KOHTpOJIb IeUeHOUHBIX P00l clieIyeT IPOBOIUTD, €CIIH Y MalUeHTa
HUMEIOTCS] CHMIITOMBI WJIM NIPU3HAKHU TeIIaTUTA W/ WM THIIePUYBCTBUTEILHOCTH.

Ecimu aktupHocth pepmentor ACT wmm AJIT Beimme Oosiee ueM B 2,5 pasa 1o CpaBHEHHIO C
BEepXHEU I'paHUIleH HOPMBI /10 Hadajla WK B MPOLECce JICUSHUS, MMOoKazaTeau (QyHKIUH MTeYSHH
JOJDKHBI KOHTPOJIUPOBATHCS Yallle BO BpeMsl peryJuIpHBIX obOcieopaHui. Heupanuu Henbss

Ha3HAYaTh MarnueHTaMm ¢ nopsimenueM akTuBHOCTH ACT wim AJIT B GoJsiee uem 5 pas oT BepxHeH
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TPaHUIBI HOPMBI 10 CTAOUITU3AITUH UCXO/THBIX aueHHiH @CTM'A?TTTEJ]%G' i’iﬂTM‘éﬁéé'ééM B

5 pa3 MpeRBIMAOIIETO BEPXHIOI TPAHUITY HOPMBI.

Jabonesanusa nedeHu:

Hepupanus He JOJDKEH MPUMEHSTHCS Y MAIHCHTOB ¢ TSOKEJIBIM HapyIieHHeM (QYHKIUH TIeUeHU
(xnmacc C o Yaina-11s10).

Bee marueHThI, a 0COOEHHO ¢ IMEUCHOUHOW HEJOCTATOUHOCTBIO JISTKOM M CcpeAHel cTeneHH
TSDKECTH JIOJDKHBI HAXOJHUTHCS O/ TIIATEIBHBIM KOHTPOJIEM JIUII CBOSBPEMEHHOTO BBISBIICHUS
TOKCHUYECKUX pEaKIui, T.K. PHUCK MOSIBJICHUS KAKUX-THOO peakiHii cO CTOPOHBI TCUCHHU
COXpaHsIeTCS] W IO TPOIISCTBHH TMEepBBIX 18 HeNelb Tepanuu, MOSTOMY MOHHUTOPHHT CIIeyeT
OPOJO/KATh C YAacThIMH HHTEepBaTaMH. [lalfdeHTHI ¢ XpOHHYSCKMM TematutoM B wmau C,
MOJIYYAlONHe KOMOWHHPOBAHHYIO AaHTHUPETPOBHPYCHYIO Tepaluio, HAXOIATCS B TPYIIe
MOBBINICHHOTO PUCKA TSDKENBIX U JKU3HEYTPOIKAIONIUX HEKENATeIbHBIX SIBJICHUH CO CTOPOHBI
renaroOWIMapHON cHUCTeMbl. B ciiydae OJHOBpEMEHHOTO TIPUMEHEHHUSI MPOTUBOBHUPYCHBIX
IpemnapaToR Ui JieUeHUsi BUpycHoro rematuta B unu C ciiegyeT pyKOBOJICTBOBATHCS
uHpopMaluel MHCTPYKIHUHA 1O NMPUMEHEHHIO STHX MpenapaToB. Y MAllMEHTOB ¢ HW3HAYAIBHO
UMEIONIUMCST HapyIieHHeM (YHKIHMU IeUYeHH, BKJIIOUYas aKTUBHYIO (OpMY XPOHHUYECKOTO
remaTuTa, OTMEYaeTCs  YBEJIMUSHHME  YacTOThl  HapymieHUH  (QYHKIUH T€YSHH TIpHU
KOMOMHHPOBAHHOW aHTUPETPOBUPYCHOM Tepanuu. TakuM marueHTaM HeoOXoquMo HalIIoeHHe
B COOTBETCTBHHM €O CTaHJapTHOM KJIMHHYeCKOW mpakTukod. HeobGxogumo paccMoTpeTh
BO3BMOXKHOCTh NMPHOCTAHOBJICHHUS WJIH MIPEKPANICHHS JICUCHHUS B ClIydae MPOSBICHUN YXyAIMICHUS
3a00JICBaAHUS MTEUYCHH Y TAKUX OOJIbHBIX.

IIpuHa/IeKHOCTD K JKEHCKOMY II0Jy W/HJIM IOBbIeHHe KojmuecTBa CD4 xietok (>250/mm° y

B3pOCIBIX SKeHIUH H 400/Mm>

Yy B3pOCJBIX MY’)KUYMH) B Hayajle Tepalud HEBUPAIIMHOM
ACCOIIMUPOBAHKI ¢ OoJiee BHICOKUM PUCKOM HEKeJIaTeNIbHBIX Peakiii cO CTOPOHBI MIEUSHH, SCITH
B iasMe manueHta ompenensiercss PHK BUY, T.e. xonnenTtpamms >50 Komuii/Ma B Havalie
TepaInuy HEBUPATTMHOM.

BeneictBre  BO3MOJKHOTO  Pa3sBUTHSL TSDKENBIX M KU3HEYTPOKAIONMUX TeNATOTOKCHUYSCKUX
peaKIui, Tepanulo HEBUPAIIMHOM HE CJIeJlyeT HaYMHATh Y B3POCIBIX JKEHIIUH ¢ KOJIMYECTBOM
CD4 kietok Gosee 250 B 1 MiT® HuTH B3pOCIIBIX MyKUHH ¢ KordecTBoM CD4 KiieTok Gostee 400 B
1 MM’, y kKoTophIxX B mazme ompeaensercss PHK BHU-1, ecm mosb3a He TPEBBIMAST PHUCK.
Paboomuonus: B peKuX CIIydasix y TMAIMEHTOB C PEaKIUSMH CO CTOPOHBI KOXH W TCUCHH,
CBSI3aHHBIMH C HCIIOJIB30BAHHEM HeBUpAIHHA, HaGIoaIcs pab o MHOIIH?3.

OcmeoHnexpos: coOOIAIIOCH O CITYUasiX OCTEOHEKPO3a, OCOOCHHO Y MAITUEHTOB ¢ YCTAHOBJICHHBIMHU

(daxTopamMu pucka, mporpeccupopanueM BHWY-uHpekimu WM JUIMTEIBHO IOJIYYaIOMIUX

KOMOMHHPOBAHHYIO aHTHPETPOBUPYCHYIO Tepalnio. YacTora pa3BUuTUH HensBecTHA. [larueHTam
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CIIeTyeT pEKOMEH/TOBATh OOPaTUTHCS 32 METUITHHCKOH Hbﬂgﬁﬂg%‘é}igﬁyﬁﬁﬁjﬂo‘gfoﬁ; %%onn

B CyCTaBax WIH 3aTPYAHSHUSIX TIPH JIBUKCHUM.
Peaxyuu co cmoponsr xoosicu: HEBUPANIUH JIOJDKEH OTMEHATHCS Y JIFOOOTO MallUeHTa B ClIydae
PA3BUTHS BHIPAXKSHHOH CHITTU WIIU CBHIIH, CONIPOBOKAABIICHCS OOMUMHU CUMIITOMAMHU (JIMXOPAJIKa,
oOpazoBaHue Ty3bIPeH, U3MEHEHHUS CIU3UCTOW OOOJOUKH TOJIOCTH PTa, KOHBIOHKTHBHUT, OTEK
nuna, 00U B CyCTaBax M MBIIIIAX, o0Iee HeJoMoranue), npu cuuapome CtupeHca-J[xxoHcona
WM TOKCHUYECKOM SIHACpMATHFHOM HeKpoJiuze. Hepupanus qo/bkeH ObITh OTMEHEH U HE JIOJIKEH
HA3HAYAThCSI BHOBH V JIFOOOTO MAaIlMeHTA B CIydyae Pa3BUTHS PEaKI[UU THICPUYBCTBUTEIHLHOCTH,
XapaKTEPU3YIONIUXCS CHITTbIO U OOIUMHU CUMIITOMAMHU TIOPAXKEHUSI BHYTPSHHUX OPTaHOB, TAKUMHU
KakK TeMaTUuT, Y03UHO(DUIIHSL, TPAHYJIOIUTONCHUS U HapylIeHHe (PYyHKIIUH TTOUCK, a TAKIKE B ClIydae
JIpYTUX U3MEHEHUH BHYTPEHHHUX OPTaHOB.

[TanreHTOB HEOOXO0TUMO HHPOPMHUPOBATH, YTO OCHOBHBIM MPOSIBJICHHEM TOKCHYHOCTH TIperapara
HEBHUPAIIUH SIBJISIETCS ChITlb. J[0JDKEH UCTIOIB30BAaTHCS BBOHBIM HAUYaJIbHBIHM MEPHUO/T JICUSHUS, TaK
KaK YCTAHOBJICHO, YTO HTO YMEHBIIACT YACTOTY ChIMMH. B GONBIIMHCTRE CIIyYaeR ChIMb, CBsI3aHHAS
¢ IPUEMOM IIperapaTa, BOSHUKAET B IIEPBbIC MIECTh HE/IEIb TePAIUH, IO3TOMY UMEHHO B TeUSHUE
ATOTO TMepuoda HeoOXOJMMO  TIIAaTeNIbHOS HaOMIOJACHHUE TMAIMEHTOB B OTHOIICHHUH
JIEPMATOJIOTHUSCKUX peakiui. llarueHTsl AOBKHBI ObITH MPOUH(POPMUPOBAHBI O TOM, UYTO B
CIydae pa3BHTHSI KaKOH-JTHOO CHIMH BO BpPeMsl HAYaJbHOTO BBOJHOTO TepHOAA JICUCHUS, JTO3Y
npemnaparta He CJIeIyeT MOBBIMIATh JI0 IBYX pa3 B ICHB JIO TeX MOP, MOKAa ChIIb He UCUe3HeT. Peixum
J03upoBaHus ¢ mpuMeHeHueM 200 Mr mpemapara OJIMH pa3 B JIeHb HE JIOJDKESH MPOIOJBKATHCS
OoJsiee 28 AHEH, K ATOMY MOMEHTY BpEeMEHH clieAyeT pazpaboTaTh JApyroi pexxum. B peakux
CIIy4asix y MAIlUeHTOB € PEaKI[UAMHU CO CTOPOHBI KOXKHU U MICUYSHH, CBA3AHHBIMHU ¢ UCIIOJIb30BAHUEM
HEBHUpaINHHa, HaOIroAaIcs pabIoMHOIIH3.

[TokazaHo, 9TO O/ITHOBpEMEHHOE NIPUMEHEHHE MpeTHU30JI0Ha (40 MI/JeHb, B TeUeHHE MepBhIX 14
JIHEW TpreMa HeBHpaluHa) He YMEHBIIAST YacTOTY BO3HUKHOBEHUS ChITH, a, HAIPOTHUB, MOJKET
YBEJIMYUBATh YaCTOTY JASPMATOJOTHUSCKUX PEaKIUi B TeUSHHUE TEPBhIX 6 Henenb Tepanuu. K
yuciay (PaKkTOpoB pPHUCKA pPA3BUTHSL CEPBHE3HBIX KOKHBIX pPEaKIMH OTHOCHUTHCS HapyIICHUE
pEeKOMEHJAIMM O IPUMEHEHUH TIpenapata B Jo3e 200 Mr B IcHb B T€UeHHE BBOJHOTO HAYAJILHOTO
nepuojia JeueHusl. PHCK pa3BUTHS 0oJiee CEphEe3HBIX MCXOJIOB JSPMATOJOTHUSCKHUX PEaKITUi
BO3pacTaeT B Cllydae TPOMEUICHHSI ¢ oOpaleHHeM 3a MEIUIMHCKOM KOHCYJIbTAllUeH Mociie
Hayajia CUMITOMOB. PHUCK pa3BUTHSL CBINIM Y JKCHIIMH BBINIE, YeM Yy MYXKYHMH, KaK B cCilydae
IIpUMEHEHHUsI HeBUpPAIIMHA, TAK U B CJIydae Tepalluy, He CoJiepiKalled HeBUpaIIHH.
I'panynoyumonenus: TallUSHTHI, TOMYYAIONIHE HEBUPANIMH B KOMOHWHAIIUH C 3HJIOBYIUHOM
0COOCHHO B TEJUATPHUH, MAIIMESHTHI, MOJIYJAIONIHe BHICOKHE JIO3bI 3MIOBYJAWHA W MAIIUSHTHI C

HU3KHM pe3epBOM KOCTHOTO M03ra, B yacTHOCTH, BUU-uH(uIiupoBaHHbIe, UMEIOT IOBBIIEHHBIH
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MOHHUTOPHHT II0Ka3aTeJIeH KPOBH.

Peaxyuu co cmoponui nevernu: HeoOX0AUMO MPOUH(POPMHUPOBATH NAIUEHTA O TOM, YTO PEaKI[UU
CO CTOpPOHBI TI€YEHM SIBJIIIOTCS OCHOBHBIM BHJOM TOKCHYHOCTH IIpeliapaTa HEBHpAIIUH.
ITarmenTaM, Y KOTOPBIX OTMEYAIOTCS IIPU3HAKH WIH CHMIITOMBI T€lIaTUTA, CJIeAyeT NPEKpPaTUTh
IIpUeM IIperapaTa U HeMeJICHHO OOpaTUThCS B MEUIMHCKOS YUpEeXKIeHHEe I 00cie/I0BaHus,
KOTOpOe JIOJDKHO BKJIIOYATh OLIGHKY MokaszaTened (yHKiuM nedeHu. lIpu wucmosb3opaHud
MHOTOKpATHBIX 103 TpelapaTa HEBHUpPANUH ¢ I[eJbI0 MOCTKOHTAKTHOM NpOQUIAKTHKH JIHIL,
KoTopple He Obum wuHHUIHpoBanbl BHY, coobmanock 0 TSDKEIBIX MPOSIBICHUAX
IeMaTOTOKCHYHOCTH, B T.4. O PpAa3BUTHUM IICUCHOUYHOM HEJOCTATOUHOCTH, TpeOylome
TpaHCIUIAHTAIMH TICUSHHU.

ITocTkoHTaKTHAS MIPOUIAKTHKA JIUI, KOTOphle He ObLIM MH(pHUuUUpoBaHsl BUY, He oTHOCHTES K
qHcy OJOOpeHHBIX MOKa3aHWM Uil NPUMEHEHMs IperapaTa M IOSTOMY KaTerOpHYeCKH He
PEKOMEHIYETCSL.

BbICOKMH pHUCK HE)KeNATeJIbHBIX PeaKkI[Ui CO CTOPOHBI MEYeHH BO BpeMs IPOBEJCHUS JIIOOOH
AHTUPETPOBUPYCHOM Tepanuu (B TOM YHUCIE W BO BpeMs TepallWy, BKIIOYAIONEH HEBHUPAIIUH)
OTMeYaeTCsl PU UCXOAHOM yBenueHUU akTuBHOCTH (pepMeHTOB ACT mmm AJIT Gonee uem B 2,5
pasa [0 CpaBHEHHUIO ¢ BepXHEeH rpaHulled HOpMBI, W/WIM [IpHU HaJTMuuu renatuta B wunu C.
Koumponv cocmoanusa neueru. 66CCAMITOMHOE MOBBIMIEHHES AKTUBHOCTH (DEPMEHTOB ISUSHHU U
ramma-riytammitpadcepasst (I'TT) ommcbiBaeTcss 4YacTo W He SBIsieTCSl 0e3yCIOBHBIM
IIPOTUBOIOKA3aHUEM UL IPUMEHEHUSI HeBUpAIIUHA.

PexomeHyeTCsl CTpOrMH KOHTPOJIb NOKa3aTesIed QYHKIMU IIeUeHH 4epe3 KOPOTKHUE MHTEPBAaJIbI
BPEMEHH, B 3aBUCHUMOCTH OT KJIMHUYECKOTO COCTOSHUS MAllUEHTOB, 0COOSHHO B TeUSHHE MEPBBIX
18 nmenmeny nevenus. Komuudeckudt M s1abopaTopHBIM KOHTPOJIb JOJDKEH IPOJOJDKATHCS Ha
IIPOTSKEHUH BCEro IIEPHO/A JISUeHUs. Bpauu U MarueHThI JOJDKHBI HACTOPOKEHHO OTHOCHTHCS K
TaKUM MPOAPOMAIBHBIM IIpU3HAKAM WM CHMIITOMAM TelaTHTa, KaK aHOPEKCHs, TOUIHOTA,
KeNTyXa, OmnupyOuHeMus1, oOecliBeUMBaHUe Kajla, TellaToMeraaus Wik O00JIe3HEHHOCTh IICUEHH.
[TareHTHI JOJDKHBI ObITH POUHGOPMHUPOBAHBI 0 HEOOXOAUMOCTH OOpAICHHS 32 METUITUHCKON
KOHCYJIbTAIIUEH B TAKHX CIIydasx.

B cnyugae mopwimenusi aktupHocTH (epmentor ACT wm AJIT Gonee wem B 2,5 pasa mo
CPaBHEHHIO C BEpXHEH TpaHMIIEH HOpPMBI JI0 Hadajla WM B IPOIECcce JICUeHUs, MOKa3aTesH
(YHKITHH [IeUeHH JTOJDKHBI KOHTPOJUPOBATHCS Yallle BO BpeMsl peTYJIIPHBIX 00CIe10BaHuH.
HeBupanuu He JODKEH HAa3HAUATHCS MAllUEHTaM, Y KOTOPBIX HMcxXoaHas akTuBHocTh ACT wim
AJIT Gonee ueM B 5 pa3 npephIIIACT BEPXHIOK TPAHUILY HOPMBI (IO TeX MOp, MTOKa OHA CTAaOMIBHO

HEe CHU3UTCS JI0 YPOBHS MEHee UeM B 5 pa3 MPeBBINIAIONIETO BEPXHIOIO TPAHUITY HOPMBI).
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BepXHeH TpaHHICH HOPMBI B X0/ JICUCHHS], HEBUPAIIMH JIOJDKEH ObITh HEMEJICHHO OTMEHEH.
Eciu aktusHocTh depmentoB ACT u AJIT BosppamaeTcsi K MCXOQHBIM 3HAUCHUSAM H, €CIU Y
MAlMeHTa He BO3HUKAIOT KaKHe-TUOO KIMHUYESCKHE TPHU3HAKU WJIM CUMIITOMBI TelaTUTa, WU
o0Iye CUMITOMBI WJIH JPYTHe SIBJICHHUS, YKa3bIBAIOI[HE HAa HapyMIeHUs] (PYHKIIUM BHYTPSHHUX
OpraHoB, NMpUMEHEHHE IpernapaTa HEBHUpPAIHUH MOXKET ObITh BO30OHOBIICHO (€C/IM CYIIECTBYET
KJIMHHYeCKasi HeoOXoquMocTh). Penmenue 06 3ToM JOIKHO IPUHAMATHLCS B KaXKIOM OTACITEHOM
cydae, HMCXOJs U3 KIWHWYECKOM HeoOxonumocTh. IloBTopHOe Ha3HaueHHe IMpemapara
HEBHUPAIHH JIOJBKHO OCYIIECTBIISITHCS B YCJIOBUSX TMOBBINICHHON KIMHUYECKOH M JabopaTopHOH
HACTOPOKEHHOCTH, B HauaJbHOU go3e 200 Mr/nenb (B TeueHue 14 JHel), ¢ MOCIHSAYIONUM &€
noBeImenuem 1o 400 mr/aens. Ecnu HapymeHus GyHKIUHT MEUSHU BO3OOHO BISIIOTCSI, HEBUPAIIUH
JOJIKEH ObITh OKOHYATEIHLHO OTMEHEH.

B ciydae pa3zBUTHS renaTuTa, COMPOBOXK/IAIOIMIETOCS TAKUMH KJIMHUYECKUMHU TPOSIBJICHUAMH, KaK
AHOPEKCHS, TOMIHOTA, PBOTA, JKEJIATYXa U U3MEHEHHUEM JIaGOpaTOPHBIX MoKazaTesel (YMepeHHbIe
WIN 3HAYUTEIbHbIE U3MCHEeHHS MoKa3aTesed GpyHKIHUM meueHH, Oe3 yueTa aKTHBHOCTH TaMMa-
riIyTaMuiITpancdepassl), HEBUPAIIUH JIOJIKEH OTMEHATHCS OKOHUYATe/IbHO. HeBupanuH He ToJKeH
Ha3HAYaThCsl MOBTOPHO TeM TMAIUEHTaM, Y KOTOPBIX MOTpeOOBaJlaCh €ro OTMEHA BCJIC/ICTBHE
Pa3BUTHUS KIIMHUYSCKH BBIPAXKCHHOTO T€MIaTUTA, BHI3BAHHOTO HEBUPAIIMHOM.

Bec u memabonuueckue napamempsi: Ha poHe IPOBOAUMON AHTUPESTPOBUPYCHOU TepAITHH MOKET
HaONIIO/IaThCS YBEJIMUCHUE MACChl Tejla U TMOBBIMICHHES KOHIIGHTPAIIMH TJIFOKO3BI U JIMIH/OB B
KpoBH. /[aHHBIC U3MEHEHHS YACTHYHO MOTYT OBITh CBSI3aHBI ¢ CaMHM 3a00JIeBaHHEM U 00pazoM
JKU3HU. B HEKOTOpBIX ciydasx JOKa3aHO BJIMSHHE IIPOBOJUMOMN TepalMd Ha IIOBBINICHHE
KOHI[CHTpALlUU JIMIHIOB, HO HET YOeJWUTEIbHBIX JAHHBIX, CBHU/STCJILCTBYIOMIMX O BIUSHUH
Tepalliy Ha YBEJIMUCHHE Macchl Tesla. MOHUTOPUHT KOHIIEHTPAIUHU TJIFOKO3bI U JIUIIH/IOB B KPOBH
CIenyeT TPOBOJAUTH, PYKOBOJACTBYSICH HHGPOpMAlMEH peKoMeHJaIuid mo JedeHutro BHUY-
uHpexuuu. Hapymenuss munugHoro oOMeHa HEOOXOJMMO KOPPEeKTHpPOBaTh B  Ciydae
KJIMHUYECKOU HEOOXOUMOCTH.

Cunopom eoccmanoénenus ummyHumema: y BUU-UHQUIUPOBAHHBIX HAIIUEHTOB € TSDKEIIBIM
UMMYHOJIePHUITUTOM Ha MOMEHT Ha3HAUeHUS KOMOMHUPOBAHHOW aHTUPETPOBUPYCHOU TepaluH
MOTYT BO3HHUKHYTh BOCHAJIUTEJIbHBIE PpEAKIMM Ha HE BBI3BIBAIOIME CHUMIITOMOB HJIH
pe3uIyaIbHble YCJIOBHO-IIATOTEHHBIE MHKPOOPTAHU3MBI, YTO MOMKET IPUBOJUTH, K PA3BUTHUIO
Cepbe3HBIX KIMHUUSCKHUX COCTOSIHUU WM YXY/IaTh CHMOTOMBI 3a0osiepanus.. OOBITHO TakKue
pPeaKIuu HaOJIOJATNCh B TEUCHUE TEPBHIX HECKOJNBKUX HESIh WM MECSIEB TOC/e Hadaja
KOMOWHHUPOBAHHON AHTUPETPOBUPYCHOM Tepamuu. TUINHYHBIMH TpUMEpaMH  SBISIIOTCS

MATOMCTAJIOBUPYCHBIC PETHUHHUTLI, TCHCPAJIU30BAHHBIC W/HIH JIOKAJIbHBIE MI’IKOGaKTepI/IaJ'ILHBIe
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CHMIITOMBI JIOJIXKHBI BBISIBJISITHCS, U IIPH HEOOXOUMOCTH JIOJDKHO OBITh HauaTo JieueHue. Takxe
c000MmajIoch 0 pa3BUTHH ayTOMMMYHHBIX 3a00JieBaHUM (TakuX Kak Oosie3Hb ['peiiBca), koTopbie
MOSIBJISUTHCH Ha (POHE MMMYHHOU peaKTUBAIMU: OJHAKO OMUCHIBASMOE BpeMs JIO UX HadaJla OUCHb
BapuabeIbHO U OTH SIBJICHUSI MOTYT MOSIBUTHCS Uepe3 MHOTO MECSAIeB MOCiIe Hauajla Tepaluy.
HeBupanun He peKOMEHIyeTCs NPUMEHATH ¢ d(aBUpeH30M, pUPAMIUIUHOM, KETOKOHA30JIOM,
JICTABUPIUHOM, STPABUPUHOM, PUIMUBUPHUHOM, SIBUTETPABHPOM (COBMECTHO ¢ KOOHIIMCTATOM),
OollenpeBUPOM, a Takxke ¢ (ocaMIpeHABUPOM, CAKBUHABHUPOM, aTa3aHaBUpPOM (B ClIydae, KoTaa
OHU HE TPUMCHSIIOTCS COBMECTHO C HM3KOM J1030M puToHaBupa). Hepwpamun He crlemyer
WCIIOJIb30BaTh B KAuecTBEe €JMHCTBEHHOTO IIpemaparta (MOHoTepamwusi) i Jeuenuss BUU-1
WHQEKIMA B CBSI3M C BO3MOXKHOCTBIO DPAa3BUTHUSI pe3UCTeHTHOCTH. CleayeT NOMHHTH, YTO
HEBHpAllMH He ImpepoTBpamaeT nepeaady BHY-1 3710poBbIM JrOAsIM uepe3 KpOBb U IpHU
HEe3aIHUIIEHHOM [TOJIOBOM KOHTAKTe.

Hugpopmayua 0 6cnoMozamenbHuIX 6€ULecmeax

IIpenmapar Hesupnun cogep:kut MeHee 1 Mmoo (23 Mr) Hatpus Ha 200 Mr, TO €CTh, IO CYTH He
COJICPIKUT HATPHSL.

BmisiHuie Ha cI10COOHOCTH YIIPABJIAITH TPAHCIIOPTHHIMH CPeICTBAMM U MeXaHU3MaMH
CrnenuanpHbIX UCCIICOBAHUM MO W3YUCHUIO BJIMAHUS Tpenapara Ha CHOCOOHOCTh YIPABILITH
ABTOMOOWJIEM U JBHXKYIIMMHCS MEXaHU3MaMU He HpPOBOJWIOCH. TeM He MeHee, NMpHU OICHKE
CIIOCOOHOCTH TAIllMeHTa YIPABJISATh ABTOMOOWIEM W JBIXKYINIUMHCS MEXaHU3MaMH ClieJyeT
IPUHUMATh BO BHUMAaHHE €ro oOIlee COCTOSHHUE, a TAKKe XapaKTep HeKeIaTelbHBIX peaKI[hi
HEBHpAIIHHA.

dopma BhITyCKaA

TabeTKH, MOKPHITHIC TUICHOYHOM 06010uKoM, Mo 100 mMr u 200 Mr.

Ilepeuunas ynaxoexa 1ekapcmeeHHozo npenapama

ITo 10 TabneTok B KOHTYPHYIO SUSHKOBYIO YIAKOBKY U3 IUICHKH TOJUBUHIIXJIOPUAHOH U GOSIbIU
AJIFOMUHHUECBOM [TEYATHOU JJAKUPOBAHHOM.

ITo 30, 60, 100 wm 500 TaGmerok (MUIs1 CTAlHOHAPOB) B OaHKY MOJHUMEPHYIO C KpBINIKOH
HATATHUBACMON ¢ KOHTpPOJIEM IEepBOro BCKphITHA. Ha GaHKM HaKJIeMBAIOT 3TUKSTKH U3 OyMaru
STUKETOYHOM WM NMUCYESH WM U3 MTOJIMMEPHBIX MaTepHAJIOB, CAMOKJISSIIHAECS.

Bmopuunan ynaxoexa nexapcmeentozo npenapama

ITo 3, 6 wm 10 KOHTYpPHBIX AYEHKOBBIX YIIAKOBOK BMECTE ¢ HMHCTPYKIHMEH II0 IIPUMEHEHUIO
MOMEMIAIOT B MAaUKy M3 KapTOHA JUIS MOTpeOUTEIbCKOM Taphl. 1[auku moMemaoT B TpYIIOBYIO

VIIAKOBKY.
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VIIAKOBKY.
Cpoxk rogHocT

4 roga. He npuMeHATh MO UCTEUYSHUHU CPOKA TOTHOCTH.

Y coBus XpaHeHUs

B zamummeHHoM OT CBETa MecTe IIpH TeMIiiepatype He Boimie 25 °C.

XPpaHUTh B HEJTOCTYITHOM JIJIS1 JIeTeH MecTe.

Y cioBus otnycka

OTIIyCKaroT 1O PELenTy.

IIpomzBomuTe H

AO «®apmacunTtes», Poccus

IOpuanueckuit aapec:

664007, UpkyTckas oo, T. UpkyTek, yi. KpacHorsapaeiickas, a. 23, oduc 3
AJlpec IPOU3BO/ICTBCHHOM TLTONA/IKH:

r. UpkyTtek, you. P. JIrokcemGypr, 1. 184

Ten.: +7 (3952) 55-03-55

Appec snekTpoHHOM mouThl: Info@pharmasyntez.com

OpraHusaius, NPUHUMAIOIIAS MPeTeH31H MoTpeouTeIei
AO «®apmacunTtes», Poccus

664040, r. UpkyTek, yiu. P. JlrokcemGypr, 1.184

Ten: 8-800-100-1550

AJpec snekTpoHHOM mouThl: infol@pharmasyntez.com

HunrepueTt-caiiT: www.pharmasyntez.com

Buue-nipe3uaeHt
10 pa3BUTHIO OU3HECA

AO «DapmMmacuHTE3» Massix H.1O.
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