MHUHHCTEPCTBO 3/[PABOOXPAHEHHSI POCCUICKON OEAEPALIAN" |

HHCTPYKIUSA
10 MEJUIIMHCKOMY NPUMEHEHHUIO JIEKAPCTBEHHOTI'O IIPEITAPATA
JUKJIO®APM

PerucrpauHoHHbIH HOMEp:

Toprosoe HaumenoBanue: Jluknopapm

MesxayHapoaHoe HenaTeHToBanHoe HaumenoBanue (MHH): auKIodeHak
JlexapcrBenHasi popma: pacTBOP Ul BHY TPUMBILICYHOTO BBEICHHA.

Onucanue: Hpo3paqHaﬂ WJIK CJIerkKa omnajiecuupyromas >XHUAKOCTD, OecuBeTHass WJIM clierka
JKEJITOBATOIO LIBETA CO c1a0bIM XapaKTECPHBIM 3allaXOoM.

Cocras

B 1 mu coaepxkuTes:

JleiicTBytoLIEE BELIECTBO: AUKIO(EHAK HATpHs — 25 MT;

BCIIOMOTaTe/bHbIE BEIIECTBA: NponuieHr Ko — 400 mr; atanon 96% - 100 mr; OEH3WJIOBBIH
cnupt — 40 Mr; Hatpus AucyIbGUT — 3,2 Mr; HaTpUs TMAPOKCHA - Anis aoBeaenus pH 6,5 - 7,5;
BOJIA JUUIS HHBEKUMH — 10 1 ML

®apmakoTepaneBTHYECKasi TPYNNa: HECTEPOMIHBIA NPOTUBOBOCHAINTENIbHBIA Tpenapat
(HITBIT)
Kon ATX: MO1ABOS

dapmMaKo/IOrH4ecKHe CBOHCTBA

Dapmakoounamuxa

IMpenapar Jluknohapm COmepXKUT AMKIO(EHAK HATPHUs, BELIECTBO HECTEPOMIHOH CTPYKTYBHI,
OKa3bIBAIOIEE BBIPAKEHHOE TPOTUBOBOCHAIMTEILHOE, aHAJIBIETHYECKOE M JKapONOHHKAKOIIEe
neiictBre. OCHOBHBIM MEXAHM3MOM JEMCTBUS JUKJI0(EHaKa, yCTAHOBJIEHHBIM B HCCIIEIOBAHUSAX,
CYMTaeTCss TOPMOXKEHHe OMOCHHTe3a mpocTarianauHoB. [IpocTarnaHiMHbl MrpaioT BaXKHYIO
poJib B reHe3e BOcIasieHus, 00U ¥ JIMXOPaJIKH.

In vitro pukinodeHak HaTpusi B KOHLEHTPAUMAX, SKBUBAJICHTHBIX TEM, KOTOpbIE JOCTHIaKOTCA
Mpy NPUMEHEHHUH Y YeJIOBEKA, HE MO1aBIIsieT OMOCHHTE3 MPOTEONIMKAHOB XPALIEBOM TKAHH.

IIpu peBMaTHUeCKHX 3a00JeBaHUSX MPOTUBOBOCTAJIMTENBHOE W aHABIe3UpYIOLlee CBOHCTBA
npenapata 00ecnevyMBalOT KIMHUYECKMH 5ddexT, XapakTepu3yIOUMHCS 3HAYHUTEIbHBIM
YMEHBLIEHHEM BBIP@KEHHOCTH TAKMX MPOSBJIEHUH, Kak 00jb B MOKOE W TpH JIBHKECHHH,
YTpeHHSIs CKOBAaHHOCTh M TMPHITyXJIOCTh CYCTaBOB, a TaKXKe yiydlleHHeM (yHKUHOHATBHOTO
COCTOSIHMSI.

I[Ip¥ TOCTTPaBMaTHYECKMX M MOCIEONEPALHOHHBIX BOCHATUTE/BHBIX SBIEHUAX MKIO(EHAK
6BICTPO KYTNHUpYeT 60J1b (KaK B MOKOE, TAK M MPH JBHKEHHMH), YMEHBLIAET BOCIIATUTEIBHBIH OTEK
¥ OTEK MOCIe0NepaliMOHHON paHbl.



OTMeueH BHIp@KEHHBI aHanbrernueckuil sddext AnKIodeHaka Npu yMEpeHHOH W CHIIBHOM
60K HepeBMaTHUECKOro NporcxoxaeHus. O6eryenne 6on Hactynaer vyepes 15-30 MUHYT.
Kpowme toro, npenapat Jluknodapm obnerdaer npucTynsl MUTPEHH.

[Ipy npuMeHeHMM B KOMOMHALMM C OMHOMIAMH y MALMEHTOB C [0C/ICONEPALMOHHOM 6oubt0
JMKIO(EHaK J0CTOBEPHO CHIKAET MOTPEOHOCTD B OMMOM/HBIX aHA/IbI€THKAX.

DapmakoKunemuKka

Bceacwvisanue.

[Tocne BHyTpuMMbIIIEYHOTO (B/M) BBeAeHMs 75 Mr JuMKIO(eHaka ero BCachlBAHHE HAUMHAETCS
HeMe[IeHHO. MakcuMmanpHas KoHLeHTpauus B miasme KpoBU (Cmax), CpeaHee 3HaueHUE
KOTOPO#i COCTABAET OKOJIO 2,5 MKI/MII (8 MKMOJIB/IT), JOCTHraeTcs MPUMEPHO Yepes 20 MHHYT.
KO/IMuecTBO BCACHIBAIOIIETOCS JAEMCTBYIOLIEro BELIECTBA HAXOAMUTCA B JIMHEHHON 3aBUCHMMOCTH
OT BEJIMYMHBI 03Bl Mpenapara.

BennunHa TMUIOMAAM TMOA KpUBOH «KoHueHTpauusi-Bpems» (AUC) mocne B/M BBeICHHS
aukinodeHaka NpuUMepHO B 2 pa3a Goblue, YeM IMOC/E €ro MnepopajbHOro MM PeKTajbHOro
MPUMEHEHUs, MOCKOJIbKY B MOCJAEAHHMX CIy4asX OKOJO TOJIOBMHBI KOJIM4ECTBA AMKIO(eHaKa
MeTab0JIM3UPYETCs TIPU IIEPBOM MPOXOXKIEHUH» YEPE3 TMEUCHb.

I[Ipu nocneayromyx BBeAeHMSIX (apMaKOKMHETHYECKHE MMOKa3aTeqd He W3MeHstores. Ilpu
YCIIOBMM COOJIONEHHMSI PEKOMEHIYEMBIX HHTEPBalOB MEXIy BBEJCHUAMH [MKIODeHaKa
KYMYJISILIMA HE OTMEYAETCH.

Pacnpeodenenue.

Cesi3b ¢ GenKaMH CBHIBOPOTKM KpoBH - 99,7% npeumyiuectBeHHO ¢ ansOymunoM (99,4%).
Kaxymwuiics o6beM pacnipesenenns cocrapnser 0,12-0,17 n/kr.

JluknodeHak MPOHUKAeT B CHHOBHAIbHYIO XKHIKOCTh, IJI€ €r0 MaKCHMallbHas KOHIIEHTpaLHMA
nocTuraercs Ha 2-4 yaca rosje, 4eM B I1a3Me KpoBH. Kaxkyluuiics epyo rnoJryBbIBEACHUS U3
CHHOBMAJILHOM JKMIKOCTH cocTaBisieT 3-6 wvacoB. Yepes 2 uaca mocjie JOCTHXKCHHUS
MaKCHMaJbHOW KOHIIEHTPAlMK B IUIa3Me KPOBHM KOHLIEHTpalus AWKI0peHaKa B CHHOBHAIBHOM
JKUIKOCTH BBIIIE, YEM B IUIa3M€ KPOBH, M €€ 3HAueHHs OCTaloTcss Gojiee BHICOKMMH Ha
MPOTSHKEHUH TEPHO/Ia BpPEMEHH J10 12 4acos.

JIuknodenak 6611 0OHApYKeH B HU3KMX KOHLEHTpauusax (100 Hr/mi) B rpyAHOM MOJIOKE OJHOH
U3 KopMsLKMX Marepeid. [Ipeanonaraemoe KOJMYECTBO Mpernapara, Monaiaollero 4epes rpyaHoe
MOJIOKO B OpraHu3Mm peGerka skBuBaneHTHO 0,03 MI/Kr/cyTKH.

Memabonuzm.

Merabonusm  auMkiopeHaka  OCYLIECTBISETCS  YaCTHYHO  MyTeM  [IFOKYPOHMPOBaHHMA
HEU3MEHEHHOM  MOJIEKYJIB, HO  TMPEUMYILECTBEHHO  TOCPEACTBOM  OJHOKPATHOIO W
MHOTOKPAaTHOTO TMPOKCHJIMPOBAHHsS M METOKCHIMPOBAHHMSA, YTO MPUBOAMT K OOpa3soBaHMIO
HECKONBKUX (PeHONbHBIX MeTabonuToB (3’-rHApOKCH-, 4’-THAPOKCH-, 5’-rugpokcu-, 4°,5-
JUTHAPOKCH- W 3’-THIAPOKCH-4’-MeToKcHaMKIodeHaka), GONBIIMHCTBO ~ M3 KOTOpPBIX
MpeBpallaeTcss B TIIOKYPOHOBBIE KOHBIOTaThl. J[Ba (eHOJBHBIX MeTabo/IuTa OHONOrHYECKH
aKTHUBHBI, HO B 3HAUMTEJILHO MEHbLIEH CTENeHH, YeM JUKIO(peHaK.

Buigeoenue.

O6umii cUCTeMHBI TMUIa3MEHHBIH KJIMpeHc auKiIodeHaka cocraBiseT 263+56 Mi/MHH.
KoHeuHbIi MepHoj MojNyBblBeAeHUs coctapiser 1-2 uyaca. Ilepuon monyBbiBeAeHHs 4-X
MeTaboNMUTOB, BKIOYas JBa (apMaKOJIOrMYECKH AaKTHBHBIX, TaKKe HEMPOAO/DKUTENIEH U



cocrapiaser 1-3 uyaca. OmuH W3 MeTabOJMTOB, 3 -THAPOKCH-4’-METOKCHAMKIO(EHaK, MMeeT
Gosee JTUTENbHBINA NEPUO1 TOyBbIBEACHHUSI, OHAKO ITOT META00JIMT MOJHOCTBIO HEAKTHBEH.
Okono 60% 036l Tpenapara BBIBOAMTCS MOYKAMH B BHJAE [VIFOKYPOHOBBIX KOHBIOraTOB
HEHM3MEHEHHOrO JEHCTBYIOLIEr0 BEIIECTBA, a TAaKKe B BUJAE METabONMTOB, GOJBIUMHCTBO M3
KOTOpBIX TOXe MPEICTABISIOT cOOO0M TIIIOKYpPOHOBBIE KOHBIOTaThl. B HEM3MEHEHHOM BHIE
BeiBoauTCs MeHee 1 % aukiodenaka. OcTaBluascs 4acTh J03bl Npenapara BbIBOAUTCSA B BHJE
MeTab0JIUTOB C YKETYbIO.

KoHueHTpalms AMKIo(eHaka B Mia3Me KPOBH JIMHEHHO 3aBMCHT OT BEJIMYMHBI MPUMEHACMOH
JI03BI.

dapmakokuHemuka y 0cobblx 2pynn nayueHmos

BcacsiBanue, MeTabolM3M M BBIBEJECHWE MperapaTa He 3aBUCAT OT Bo3pacTta. Y JeTed
KOHLIEHTPAlMK JMKJIO(peHaka B Iia3Me KPOBH IMPH MpHeMe SKBUBAJICHTHBIX /103 INpernapara
(MI/KP Macchl Te/a) CXOAHbI C COOTBETCTBYIOLIMMH IOKa3aTelsMH y B3pocibiX. OfHaKo y
HEKOTOPBIX TMAlMEHTOB MOXWIOro BO3pacTa Mocjie |5-MHHYTHOH BHYTPHBEHHOM UHY3UH
OTMEUYEHO YBETMUEHHE KOHLIEHTpALWK JukiIodeHaka B mua3me KpoBu Ha 50% 10 CpaBHEHHIO ¢
TAaKOBBIM 1I0Ka3aTeJIeEM Y 370pOBBIX J0OPOBOIIBbIIEB 00JI€€ MOJIOIOrO BO3pacTa.

V nauMeHToB ¢ HapylueHueM (YHKLMH MOYeK NMpH COOJIONEHHH PEKOMEHIOBaHHOIO PeXHMa
J03MPOBAHKA KyMYJISILMH HEW3MEHEHHOTO JEHCTBYIONIErO BEIECTBA HE OTMEYaeTCs.

[lpu kiupeHce KpearWHHMHa MeHee 10 MI/MHMH pacyeTHblC PaBHOBECHBIC KOHLEHTPALWK
rMAPOKCHMETa0O0IUTOB  AnKJIodeHaka mnpuMepHo B 4 pasza Bble, YeM Yy 310POBBHIX
J06pPOBOJIBLEB, TIPU 3TOM METaOO0JUTBI BEIBOAATCH UCKITIOYMTENIBHO € XKENUBIO.

Y NauMeHTOB C XPOHMYECKMM TeNaTUTOM WM KOMIIEHCHPOBAHHBIM LIMPPO30M TEYCHH
nokasatend (HapMaKOKMHETMKH JAMKIO(EHaKa aHaJOTHYHBl TaKOBBIM Y TAlMEHTOB 0e3
3a00JI€BaHUM MEYEHH.

IMoka3zaHus K NpUMEHEHHI0

. BocnanurenpHple W JiereHepaTUBHbIE 3a00/1€BaHMs ONOPHO-ABUIaTe/IbHOIO annapara B
TOM  4YWCjIe:  PEBMAaTOMAHBIA  ApTPUT,  AHKWIIO3UPYIOLIMH  CHOHAMJIMT M JIpYrHe
CTIOH/IMJIOAPTPONATHH, OCTE0APTPO3, MIOAAIPHYECKUH apTPUT, OYpCHUT, TEHI0BATMHHUT, GO/IEBbIC
CHHJIPOMBI CO CTOPOHBI MO3BOHOYHHMKA (J1OMOAro, WIIKArKs, OCCANTHs, HEBPAJIrUs, MUAJITHs,
apTpairus, paauKyJmT).

. [ToyeuHas W xKe4Hask KOJUKH.

. [TocTTpaBMaTHYECKUI M MOCIEONEePALMOHHBIA 00/1€BOH CHHAPOM, COMPOBOXK/AAIOLIMHCS
BOCMAJIEHUEM.

. Tskenble MPUCTYTBI MUTPEHH.

IIpornBonokasanus

. OGocTpeHue sI3BEHHOM G0JIE3HH HKeTy/1Ka U IBEHaILATUIIEPCTHON KHIIKH, KPOBOTEYEHHS
M3 OpraHoB xkeyno4Ho-kumeyHoro Tpakta (KKT), nepdopaums opranos XKKT.

. [ToBbIlIEHHAs YYBCTBMTENBHOCTh K JUKJIO(EHaKy M JHOOBIM JPYyrdM KOMIIOHEHTaM
npemnapara (BKkitouas OucynbGuT Hatpus).

. [1I TpumecTp GepeMEHHOCTH.

. Kak u apyrue HIIBII, npenapat JluknodapM MpoOTHBONOKa3aH MAaLUMEHTaM C IOJIHLIM

WUJIU HEIOJIHBIM COYE€TAaHHUEM 6p0HXI/laJ'IBHOI71 aCTMBI, aHTHOHEBPOTHYECKOI0 OTEKa, KpaltMBHHUIIEI,
OCTpOro pUHUTA, PEUMANUBUPYIOLIETO [I0JIMII03a HOCa HJIHM OKOJIOHOCOBBIX TIIa3yX H



HEMEPeHOCHMOCTH  alETHICAJMLMIOBOH  KHMCJIOTHI  MIM  JpPYrMX — HECTEPOMAHBIX
TIPOTHBOBOCTIATMTE/BHBIX MPENapaToB (B TOM YHMCIIE B aHAMHE3e).

. Hapyienye (yHKUMM MedeHH TsDKeJNOH CTereHH, royedHas HepocraroyHocts (CKP
menee 15m/mMun/1,73m%), xponuueckas cepaeutas HegocraTouHocTs (11 -1V dyHKUmOHANBHBIA
kiacc no kinaccupukauuu NYHA).

. KiuHuyecky MOATBEP)KAEHHAs MlIeMHUYecKas 60Jie3Hb cepaua.

. 3aboneBanus neprudeprUIeCKUX apTepHii U COCY/I0B FOJIOBHOTO MO3ra.

. HekoHTponupyemas apTepualibHas TUIEPTeH3U.

. CoCTOSIHMS, COMPOBOXKAAIOIIMECS PUCKOM Pa3BUTHsI KPOBOTECUCHHH.

. [ToaTBepxkaeHHAs THIIEPKATHEMMS.

. AOpTOKOPOHApHOE LIYHTHPOBaHHe (TIEPHONEPALMOHHBIA MEPHOL).

. BocnanurenbHble 3a6oeBaHus KumeyHuka (Gonesns KpoHa, si3BeHHBIH KOJUT) B (ase
obocTpeHus.

. AXTHBHBIE 3a00/I€BaHUS TIEUYEHH.

. [Tepuoa rpyiHOr0 BCKapMIJIMBaHHSI.

[penapar J{ukiohapM, pacTBOp Ul BHYTPUMBILIEYHOrO BBECHHS, HE MOKA3aH K MPUMEHEHHUIO
y JieTeit ¥ mopocTKOB 10 18 ser.

C 0CTOpPOKHOCTBIO

Ipu npumenenuu  npenapara Juknodapm u apyrux HIIBIT Heobxommmo cobmoaTh
OCTOPO’KHOCTD M TLIATEbHO HabIoAaTh MalMEHTOB v CUMITOMaMH/TIPU3HAKaMH
yKa3plBalOWMMKH Ha mopaxenus/3ab6onesanus JKKT v ¢ aHaMHECTMYECKMMM JaHHBIMH,
MO3BOJISIOLIMMH 3aI0/I03PUTh SI3BEHHOE TMOPAXKEHHME KENyJIKa WM KULIEYHUKA, KPOBOTECUCHHE
um nepdopaumio; y naumentoB ¢ uHpekumerr Helicobacter pylori B aHamHese, sI3BEHHBIM
KonuToMm, GosesHbo KpoHa, ¢ HapyleHHeM (QyHKLMM NEYeHW B aHamMHe3e, W Y MalMEHTOB ¢
)anobamu, mnospossiommmu  3anoao3puth 3aboneBanus JKKT. Puck passutusi xkeimyn04HO-
KMIIIEYHOTO KpOBOTeYeHMs Bo3pacraeT npu ysenuuenuu no03el HIIBII wiu npu Hamuum
S3BEHHOTO aHaAMHE3a, 0COOEHHO KPOBOTEYEHHI M nepopaly A3Bbl U Y MOXKUJIBIX MaLMEHTOB.
[Tpuem HITBII, Britouas AMKIO(EHAK, MOXKET ObITh CBSI3aH C TMOBBILICHHBIM PUCKOM MPOTEYKH
aHACTOMO3a, PACIOJIOKEHHOrO B XKeyJOUHO-KMIIeYHOM TpakTe. [Ipi npuMeHeHHH npenapaTa
JluknodapM mocie ONepaTMBHOrO BMEINATENbCTBA HAa  KEIyJOYHO-KHUIICYHOM  TPaKTe
pEKOMEH/IyeTCsl TIIaTeIbHOE MEIMLIMHCKOE HA0IOIEHHE U OCTOPOXKHOCTb.

Creayer cobmoiaTh 0co0yK OCTOPOXKHOCTh MpH NpuUMeHeHMM mpenapata Jlukiopapm y
MalMEHTOB, MOJIyYaloMX [penaparsl, YBEJIMYMBAIOLUIME PUCK  IKEJTYJ0YHO-KHIIEYHBIX
KPOBOTEUEHMIi: CUCTEMHbIE TTFOKOKOPTHKOCTEPOH/IbI (B T.4. MPEIHU30JIOH), AHTUKOATy JISIHTHI (B
T.4. BaphapuH), aHTHarperaHthl (B T.4. KIOMMJIOrPE], ALETHICAIMUMIOBAs KHCIOTa) WIH
CeJleKTHBHBIE MHTMOMTOPHI 0OPATHOrO 3axBaTa CEpPOTOHHMHA (B T.4. LMTanonpam, ¢uyokceTuH,
MapoOKCETHH, CEPTPAIIHH).

OCTOpOXKHOCTh HEOOXO0IMMa TIPH TIPUMeHeHHH npenaparta Jlukiodapm y MauueHToB ¢ JEerKHMH
M YMEPEHHBIMH HapylleHWsMH (YHKIMM MEYeHH, a TakKe Y MAaUMeHTOB C MEYCHOYHOH
nopdupueii, Tak Kak rpenapar MOXeT MPOBOLMPOBATE NPUCTY b MOPHUPHH.

CreyeT ¢ OCTOPOXKHOCTBIO NMPUMEHSTH MpErnapar y NalMeHTOB ¢ OpOHXHAlbHOW acTMOM,
CE30HHBIM AJJIEPrMYECKUM PHHMTOM, OTEKOM CJIM3UCTOH 000JI0YKHM HOCOBOM TOJIOCTH (B TOM
Yhcie C HOCOBBIMM  MOJMIAMH), XPOHMYECKOH OOCTPYKTHBHOM OOJIE3HBIO  JIETKHX,



XPOHMYECKMMH WHQEKUMOHHBIM M 3a00J1€BaHUAMH  JIBIXaTe/IbHBIX  TyTeH (ocobeHHo
aCCOLMMPOBAHHBIX € AJIEPrHYECKMMU PHHUTOMOIOOHBIMU CUMIITOMAaMH).

Ocobast  OCTOPOXKHOCTH TpeOyeTcss TMpU JIEYEHWH MAaLMUEeHTOB C CEpAEYHO-COCYANUCTRIMH
3a00/IeBAHUAMH, HApyLWICHUIMH (YHKUMM TI0Y€K, BKJIIOYas XPOHMYECKYIO IMOYCHHYIO
HenoctatoyHocTh (CK® 15-60 mMn/Mun/ 1,73M%), aucnunuaeMuei/tunepIunuaeMiei, caxapHeIM
AMabeToM, TMIEPTOHNYECKON O0JIE3HBIO, MPH JICYEHHH KYPSILIMX MALWEHTOB WM MalKCHTOB,
3710y NOTPe6IAIOLIMX aTKOroJIeM, MPHU JIEYEHUH MOXKHUIIBIX MALKEHTOB, MOJTyYarOUMX 1My PETHKH
WJIM JIpyTHe NpenapaThl, BIUSIOMME Ha GYHKIMIO TOYEK, a TAKKe MAallMeHTOB CO 3HAUMTE/IbHBIM
yMeHblIeHHeM oObema UHMpKyiupytomed kpou (OLIK) Ar000M OSTHOJIOTUM, HAIPUMED, B
MEpPUO/BI 10 U MOCIIE MACCHBHBIX XMPYpPrUYeCKUX BMELIATE/ILCTB.

ClieflyeT ¢ OCTOPOKHOCTBIO MPUMEHSTH mpenapar JluknodapM y MauueHToB ¢ jAeexramu
cucteMbl remocrasa. Creayer cobmoJarh OCTOPOXKHOCTH MPH TPUMEHEHMH IIperapara
JInkaodapM y NalMEHTOB ¢ PUCKOM Pa3BHTHs CEPEUHO-COCYAMCTHIX TPOMOO30B.

CrefyeT cobMIOIaTh OCTOPOKHOCTH MpPH MPUMEHeHuH npenapara J{ukiohapm y MalMEHTOB
TMOXKHJIOT0  BO3pacTa. ITO 0COOCHHO aKTyallbHO y OC/IabJIEHHBIX WM UMEIOLIMX HU3KYIO Maccy
TeJia OXKHUIIBIX THoziei. Y NaluMeHTOB JaHHOM KaTeropuu peKOMEHYETCs MPUMEHSATD Mpernapar B
MUHHMMAaJIbHOM 3G GEKTUBHOM 103€.

Ocobyl0 OCTOPOKHOCTH ClIeAYeT COOMOAaTh MpPU BHYTPHMBILICYHOM BBEICHWM IMpernapata
JlukinodapM y MalMeHTOB ¢ GPOHXMANBbHON acTMOM M3-3a prcka obocTpeHus 3aboeBaHus, Tak
KaK GUCY/IbMUT HATPUs, COAEPXKALLMICS B Mpenapare, cnocoOeH BbI3BIBATE TKENbIC PeaKluH
TUIIEPYyBCTBUTEILHOCTH.

IIpumenenne npu GepeMEeHHOCTH H B MIEPHO/l TPYAHOr0 BCKAPMJIHBAHHSA

MMeeTcs HeIOCTATOYHO JaHHBIX O 6€30MacHOCTH TpUMEHeHUs JukiIodeHaka y OepeMeHHBIX
JKeHLIMH. JlaHHblE HEKOTOPBIX JMHAEMHOJOTHYECKUX HCCIICOBAHUA TOBOPAT O MOBBILIEHHOM
pHCKe BO3HMKHOBEHHs BBIKM/BILIA TOC]IE PUMEHEHH HHTMOMTOPOB CHHTE3a MPOCTarjaHIuHOB
(nanpumep, HITBIT) Ha paHHUX cpoKax GepeMEHHOCTH, OJJHAKO 00K 00beM JaHHBIX ABIACTCS
neybenutensubiM. [lpenapar Jukiaopapm cnexyer npumensts B I u I Tpumectpax
GepeMEHHOCTH TOJBKO B TeX ClyuyasX, Korja OXujaaemas IoJb3a JJid Marepu MpeBbilIacT
MOTeHLMANbHBIH puck s moaa. Juknodenak, kak u apyrue HIIBIT (uHruburopsl cunTesa
MpOCTAarlaHAMHOB), TPOTHBONOKA3aH B MociefHue 3 Mecsaua OepeMEeHHOCTH (BO3MOXHO
MOJIABJICHHE COKPATHTENLHOM CMOCOOHOCTH MaTKH, HapyleHue (QYHKUMH TMOYEK y Tioja ¢
MOC/EAYIOMMM  MaJoBOAHEM  (ONMIOTHAPOAMHHOH) W/MIIM  TIPEX/JEBPEMEHHOE  3aKpHITHE
apTepUabHOTO MPOTOKA y MII0/A).

Hecmotpst Ha To, uto aukiopeHak, kak u apyrue HIIBII, mpoHukaeT B rpyJHO€ MOJIOKO B
MajioM KOJIMYECTBE, MpernapaT He cJeAyeT NPUMEHATh B MEPUOJ MPYAHOr0 BCKApMIIMBAHHsA BO
u30exaHUe HEXeNaTeJbHOro BiIMsHMA Ha peOeHka. [Ipy HeoOXOAMMOCTH MPUMEHEHHS
npenapata y )KeHIIMHBI B 3TOT MEPHO/I IPY/IHOE BCKAPMIIMBAHHE MPEKPAILAIOT.

I[Tockonbky auknodenak, kak U apyrue HITBII, MoxeT oKa3plBaTh OTpHLATE/IEHOE ICHCTBHE HA
GepTHIIBHOCTD, KEHIMHAM, IIaHUPYIOLMM OEepeMEHHOCTh, HE PEKOMEHYEeTCs NPUMEHSATDH
npenapar.

[TanpeHTKaM, NPOXOAALIMM 00C/IeIOBaHHE U JISYEHHUE 110 M0BOAY OeCIIonus, npernapar cieayer
OTMEHHTb.

Cnocob npuMeHeHHs H 103bl



Jlo3a npenapara noa0MpaeTcss MHAMBUAYAJIbHO, TP 3TOM C LE/IbIO CHHXECHUA PUCKA pa3BUTHA
n060o4YHbIX 3PPEKTOB PEKOMEHAYETCS MPUMEHEHHE MHUHMMATIbHON d>(p(GEeKTHBHOW 03I, IO
BO3MOXKHOCTH, C MAaKCHMaJbHO KOPOTKHM TMEPHOJIOM JIEYEHHs, B COOTBETCTBHM C LEJbIO
JIeYEeHHsI U COCTOSIHUEM TalMEHTa.

[penapar [{ukiodapM B ammynax OCOOEHHO TMOAXOAMT Ul HAYaJbHOTO  JICUCHHUs
BOCIAJIUTENBHBIX M JETeHEPaTUBHBIX PEBMATHYECKUX 3a00/IeBaHMi, a Takke OO/ BCleACTBHE
BOCIAJIEHHs] HEPEBMAaTUYECKOTO MPOUCXOMKIACHHS.

Ipenapar JlukiohapM BBOAAT MyTeM riiyGOKOH HHBEKUMH B ArofuyHyto Meiiy. He cnenyer
NpUMEHATh MHBeKLUMHM npenapata Jlnkiaodapm Gonee 2 nmHedt noapsa. Ilpn HeoOXoammocTH
MPOJIOJKEHUs JieueHusl Jajiee MepexoisT Ha MepopalbHOe, JIWO0 PEeKTalbHOE MPUMEHEHHME
JauKIopeHaka.

[Ipu npoBefeHHH B/M MHBEKLMM /IS TOTO, YTOObI M30€kKaTh MOBPEXKICHHA HEPBA MIIM JPYTHX
TKaHeli B MecCTe MHBEKLUMH (YTO MOXKET MPHUBECTH K MBIIIEYHOH €1abocTH, mapesy WM
CHWKEHHIO YYBCTBUTEJIBHOCTH), PEKOMEH/YETCsl PUIAEPKUBATHCS CIICYIOLIMX TPaBHIL.
[penapar ciieJyeT BBOJUTb [TyGOKO B/M B BEPXHHMI HAPYKHBIH KBaJPaHT ArOAMYHO#M 061aCTH ¢
co0JIr0IeHUEM TPABUIT ACENTHKH.

Jlo3a 06BI4HO cocTapisieT 75 Mr (comepxkumoe | ammynel) 1 pa3 B CyTKH. B TspKenbIX ciydasx
(HampuMep, MPH KOJMKaX) B BU/IE MCKIIFOUEHHUs, MOTYT OBITh NPOBEEHB 2 MHBEKLMH 10 75 MT,
C TPOMEXYTKOM B HECKOJBKO YacoB (BTOPYK HMHBEKLHMIO CIIEZlyeT MPOBOAWTL B
KOHTpaJaTepaibHyIO SroJMIly). B KauecTBe albTepHATHBBI, OJHY MHBEKLMIO MpenapaTa B I€Hb
(75 Mr) MOXHO KOMOGMHMpOBAaTh C MpPHUEMOM AMKJIO(EeHAaKa APYruX JeKapcTBEHHBIX (GopM
(TabneTku, peKTajbHbIe CYIMO3UTOPHHM), TMPHU 3TOM CyMMapHas CyTOYHas [03a HE J0JDKHA
npesbiwath 150 mr.

[Ip¥ NPUCTYNaX MUIPEHH JeeHHe HAYMHAIOT KAK MOXKHO PaHbllle MOoc/ie Hayasa NPUCTyna ¢ B/M
BBeseHus npenapara Jlukiopapm B go3e 75 mr (1 ammyna). [Tpy HEOOXOAMMOCTH BO3MOXKHO
NpUMeHeHHe IUKIodeHaka B JPyruX JIEKapCTBEHHBIX (opmax, MpH 9TOM CyMMapHas CyTOYHas
J103a He JI0OJDKHA rpeBbimaTh 150 Mr B CyTKH.

PacTBop npenapata A0JbKeH ObITh MpPO3pauyHbIM MM cllerka onanecuupytomum. He crnenyer
MPUMEHSTH PaCTBOP € KPUCTAIIIMYECKUM WK IPYTHM OCaJIKOM.

AMmyny npenapara ClelyeT HCIOIb30BaTh TOJBKO OJMH pa3s. PacTBop cielyeT BBOAMTH
HEMEJIJIEHHO TOCJIe BCKPBITUS aMImyJibl. [locie 0JHOKpaTHOro NpUMEHEHHUs: HEUCI0JIb30BAHHBIE
ocTaTK¥ pactBopa Tpenapata JlukiodapMm MNOMIEKAT YTHIM3aUMM B COOTBETCTBHHM C
JIOKAJIbHBIMU TPEOOBaHUAMH.

He cneayer cMmewmmBath pacTBop mnpenapara Jlukiodapm, coiepxaliuiics B amiynax, ¢
pacTBOpaMH APYTHX JI€KapCTBEHHBIX CPECTB Ui HHBEKLUM.

Jemu u noopocmku 0o 18 nem

[Ipenapar J{uknodapm, pacTBOp Ul BHYTPMMBILIEYHOTO BBEACHHS, HE CIEAYET NPUMEHSATD Y
J€eTeil U MoAPOCTKOB Miaame 18 ner B CBA3M ¢ TPYAHOCTBIO JI03MPOBaHHA Ipenapata; MpH
HEOOXOMMMOCTH JIeYeHUs Y JaHHOM KaTeropuu MauueHToB mnpenapar JIMpkiodapm MOXHO
MPUMEHSTH B TaOJIETKAX WJIM CYIIO3UTOPHSIX.

IHoxcunvie nayuenmot (> 65 nem)

Koppekuun Ha4albHOM [03bl y MAllMEHTOB B Bo3pacTe 65 JeT W cTaplie, KaK IMpaBWIIo, HE
Tpebyerca. OaHako, MCXOAi M3 OOILIMX MENMUMHCKHMX COOOpakkeHHMH, criepyer colmoaark
OCTOPOXKHOCTB y 0CJIa0ICHHBIX MTOKUITBIX MALMEHTOB WIIK NALMEHTOB C HU3KO# Maccoi Tesa.



Iayuenmvl ¢ 3a6071€6AHUAMU ~ CEPOCUHO-COCYOUCMOU  CUCEMbL  UNU  BbICOKUM  PUCKOM
3a60/1e6aHULl CePOEYHO-COCYOUCMOU CUCMEMbL

Cnegyer ¢ 0cobOH OCTOPOXKHOCTBIO MPUMEHSATH MpErapaT y MalMeHTOB ¢ 3a00JeBaHUAMMU
CEp/IEYHO-COCYJUCTOM ~ CHCTEMBl ~ WM  BBICOKHM  DHCKOM  PasBHTHs 3aboseBaHUM
cepleyHo-cocyaucTol cuctembl. [Tpi HEOGXOAMMOCTH JTMTENbHOM Tepanuy (Gosee 4 HEJEelNb) y
TAKKMX TALMEHTOB CJIEAyeT MPUMEHSTE Ipenapar B CyTOYHOM 03¢, He npesbiatoieii 100 mr.
ITayuenmoi ¢ HapyuwieHUAMU GYHKYUU NOYEK

Her gaHHBIX O HEOOXOAMMOCTH KOPPEKLHMM I03bl NPHU NMPUMEHEHUH Mpernapara y MaldeHToB ¢
HApYLIEHUAMH (YHKUMH TOYeK B CBS3M C OTCYTCTBHEM MCCIIE[OBaHMH 0e30MacHOCTH
MpUMEHEHUs TNpenapara y MalMeHTOB aHHOW Kareropuu. Creayer cobiroaaTh 0CTOPOKHOCTh
Tpy NMPUMEHEHHUH TIpenapaTa y NalueHToB ¢ HapyeHHeM QYHKLHMH MOYeK.

[Ip¥MeHeHMe Tpenapata y MaUMEHTOB C moyedHoil HexpoctatouHocTo (CK®  menee
15mn/mMun/1,73M%  miomaaM — MOBEPXHOCTH — Tella)  MPOTHMBOMNOKAa3aHO  (CM.  paszen
«[TpoTrBOMOKa3aHUAY).

Ilayuenmoi ¢ HapywieHUAMU PYHKYUU neYeHu

Her gaHHBIX O HEOOXOAMMOCTH KOPPEKLMHU A03bl MPU NMPUMEHEHHUH Mpernapara y MalueHTOB ¢
HapylIeHUAMH (GYHKLMH TEYEHH JIETKOW M CPEeJIHEH CTeNEeHH TSKECTH B CBA3M € OTCYTCTBHEM
Mccel0BaHui 6e30MacHOCTH MPUMEHEHHS Mpenapara y JJaHHOM KaTeropuu rnaiuyueHToB.
[IpuMeHeHue npenapata y MALMEHTOB C HapylleHHEM (YHKUMH MEYCHH TSDKENOH CTErNeHH
MpOTHBOINOKa3aHo (cM. pasaen «[IpoTHBONoOKasaHUs).

ITo6o4uHoe AeiicTBHE

Huke mpuBeJeHbl HexXenaTeNbHble JiekapcTBeHHble peakiu (HJIP), koTopbie ObLIA BBISABICHBI
B XOJi¢ KIMHUYECKUX MCCIIEJOBAHMM, a TAKKe MPU MPUMEHEHHH AMKIO(eHaKa B KIMHUYECKOH
MPaKTHUKE.

Jlnst ouenkn gactothl HJIP MCrosib30BaHbl ClEAyIOLIMEe KPUTEPHH: «o4eHb HacTo» (= 1/10);
«yactoy (> 1/100, <1/10); «newacto» (> 1/1000, <1/100); «peako» (= 1/10000, <1/1000);
«oueHb peakoy» (<1/10000). HJIP crpynnupoBaibsl B COOTBETCTBUM € CMCTEMHO-OpraHHbIM
KJIacCcOM MEIMIMHCKOTrO CJ0Baps A HOPMATHBHO-NPaBoBOi JesrenbHocTh MedDRA, B
npeaenax kaimoro kiacca HJIP nepeunciens! B nopsjxke yOblBaHUs YaCTOThI BCTPEYAEMOCTH; B
npeaenax Kax/I0# rpymisl, BbAEICHHON no uactote BeTpedaemoctd, HJIP pacnpenenensl B
MOPSJIKE YMEHBLICHUS! MX BOXXHOCTH.

Hngpexyuonnvie u napasumaphvle 3a60n1e6anus: 04EHb PEIKO - MOCTMHBEKLMOHHBI adcuecc.
Hapywienuss co  CMopoHbl  Kpo6u U  JUM@PAMUYECKol  cucmempl. O4YEHb PEAKO  —
TPOMOGOLMTONEHHS], ~ JIEHKONEHHs, ~TEMOJIMTHYECKas ~ aHeMHMs,  arjlacTHYecKas — aHeMud,
arpaHyJIoLMTO3.

Hapywienust co  CMOPOHbL  UMMYHHOU — CUCMeMbl.  PEAKO -  TUINEPYyBCTBUTEIBHOCTD,
aHauiakTHUecKre/aHahUIaKTONIHBIE PEaKIMHU, BKIIOYas CHIKEHHE apTepHaIbHOTO 1aB/IeHUs
(A]1) ¥ 1OK; OY€Hb PE/IKO - AHTHOHEBPOTUYECKHUH OTEK (BKJIIOUAs OTEK JIUIQ).

Hapywenus  ncuxuku: OYeHb PEJKO - JE30pPUEHTalus, Aenpeccus, OECCOHHMIA, KOLIMAapHbIe
CHOBUJIEHHSI, Pa3IpaXUTEIbHOCTh, ICUXUYECKHE HapyICHHU.

Hapywienus co cmoponbl HepeHOTi CUCheMbl. YacTo - TOJIOBHast 001k, FOJIOBOKPYKEHHUE; PEIKO -
COHJIMBOCTB, OYEHb pPEAKO - HapylIEHMs UyBCTBUTEIbHOCTH, BKJIIOYass MapecTe3nH,
paccTpoCTBa MaMATH, TPEMOP, CYIOPOTH, OLLYLUCHHE TPEBOTH, OCTPBIE HAPYLICHHs MO3rOBOTO
KpOBOOOpaLIeHHs], aCENTHYECKUI MEHUHTHT.



Hapywenus co cmoponsi 0p2ana 3pexus. OYeHb PEJKO - HapyLIEHHs 3peHHs (3aTyMaHWBAHHE
3peHus), AUIUIONHKS.

Hapywenus co cmoponbl op2ana ciyxa u 1a0upuHmusle HApYUleHus.: 4acTo - BEPTUrO; O4CHb
PEeIKO - HapYyLIEHHUs CIIyXa, LIyM B yluax.

Hapywienusi co cmoponsl cepoya: HevacTo — WHGApKT MUOKap/a, cepieuHas HE0CTaTOYHOCTD,
omymenne cepauebuenns, Gomp B rpyau; uactota HeussectHa - Cunapom Koyhnnca
(annepruyeckuii OCTphIii KOPOHAPHBIH CUHIPOM).

Hapywienus co cmopoHbl cocy0o8: OueHb PEJIKO - MoBbieHre AJl, BaCKyJIuT.

Hapywienus co cmoponsi 0bixamelbHOll CUCHEMbL, 0P2AHO08 2PYOHOU KIEMKU U CPeOOCmeHUs!
pelKo - GpoHXHasbHas acTMa (BKJIKOYas OJIBILIKY); O4eHb PE/IKO - THEBMOHHT.

Hapywienusi co cmoponsl JcelyOOuHO-KUWEYHO20 MpaKma. 4acto - abomMuHalbHas 00k,
TOIIHOTA, pBOTA, AMApesi, JMCIENCHs, METEOPU3M, CHHXKCHHME alleTHTa; PEIKO - TacTpHT,
KEJTyI04HO-KHIIEYHOE KPOBOTEYEHHE, PBOTA KPOBBIO, MEJIEHA, INapest ¢ MPUMECHIO KPOBH, SI3BbI
JKeNyJKa M KMIIeYHuKa (C uiu Ge3 KpOBOTEUEHMs, CTEHO3a MM Nephopalyy, ¢ BO3MOKHEIM
pa3BUTHEM T[EPUTOHUTA); OYEHb PENKO - CTOMATHT, TIJIOCCHT, MOBPEKACHHUS MHUIICBOAA,
BO3HMKHOBEHHME JMaparMonofoOHbIX CTPUKTYp B KHIUECYHMKE, KOJMT (Hecreunpuyeckuit
reMOpparudeckuit KOJIUT, HIIEMHYECKHil KOJIUT, 000CTPEHHE SA3BEHHOrO KOJMTa MM GOJe3HH
Kpona), 3arop, naHKpeaTuT, IUCreB3Hsl.

Hapywenus co CMOpOHbI neyenu U iCeluesbl600AuyUX nymeu: 4acTo - TOBBILICHHE
aKTMBHOCTH aMMHOTpaHcepa3 B IJ1a3Me KpPOBH; PEIKO - TEMaTHT, JKeJITyXa, HapylCHHUS
GyHKUMKM TIeYeHH; OYeHb PEJKO - MOJIHHEHOCHBIM TrenaTUT, HEKpO3 MEYEHHM, NEYCHOYHas
HEZI0CTaTO4YHOCTb.

Hapywenus co cmopoHbl KOJMCU U NOOKOJCHbIX MKAHeU. 4YacTO - KOXKHas ChINb; PEIKO -
KpanuBHUILIA; OYeHb PEIKO - OyJUIe3HbIN A€PMATUT, SK3eMa, SpUTeEMa, MHOTOpOPMHAs SpUTEMA,
cungpom CtuseHca-J[koHcoHa, cuuapom Jlaiesna (TOKCHYECKUH 3MuAepMaibHbIA HEKpOIU3),
3kc(OTMATUBHBIN IE€PMATHT, 3y, aloNelus, peakuud (OTOYYBCTBUTEIBHOCTH, Myprypa,
nyprypa lllenneiina-I'enoxa.

Hapywienust co cmopoHbl noYeKk U MO4e6ble00suyux nymet. O4eHb PelKo - OCTPOE MOpaKeHHE
moyek (OcTpas ~ToyeyHas ~ HEJAOCTATOYHOCTB), TeMaTypHs, MNpOTeMHypus, TyOyuno-
MHTEPCTULIMAIBHBIA HepPUT, HeDPOTHIECKUH CHHIPOM, NAMUIUISPHBIA HEKPO3.

O6uwue paccmpoiicmea u HapyuileHusi 8 Mecme 66e0eHUA.; 4acto - 00Jib, yIUIIOTHEHHE B MecTe
MHBEKLIMH; PEIIKO - OTEKH, HEKPO3 B MECTE BBEICHHs Mpenapara.

Hapywenus co cmopombl cepoeyHo-cocyoucmou CucmemMbl

JlaHHBIE KIMHUYECKMX MCCIIEJOBAHMI YKa3bIBalOT Ha HEOOJIBLIOE yBEIMYEHHE PUCKA Pa3BUTHA
CEepICUHO-COCYIMCTBIX TPOMOOTHYECKUX OCIOKHEHHH (Hanpumep, HMH}apKTa MHOKapaa),
0COGEHHO MPH JTMTELHOM MPUMEHEHMH AMKIodeHaKa B BRICOKHMX /103aX (CyTouHas 103a Gornee
150 mr).

3pumenvHvle HapyueHus

3puTeNbHbIE PAcCTPOMCTBA, TAaKME KaK HapylIeHWe 3pEHMs, 3aTyMaHWBAaHWE 3PEHUS WU
JMIUIONKS, TO-BUAMMOMY, siBisiorcss  kiacc-3ddexramu HIIBII, u  obparumer  mocie
npeKpalieHns NpUMeHeH:s. BO3BMOXKHBIM MEXaHM3MOM Pa3BUTHs TAaKHX PacCTPOHCTB ABIAECTCS
MHrMOMpPOBaHKE CHHTE3a MPOCTATJIAHANHOB U JIPYTHUX COIMYTCTBYIOUMX BELIECTB, YTO W3MEHSET
PETYJIILMIO KPOBOTOKA B CETYATKE, KOTOPOE MPOSBISETCS MOTCHLMATbHBIMU 3PUTE/IbHBIMH
paccTpoiictBamu. [Ipu pa3BUTHH TaKUX CHMITOMOB Ha doHe Tepamuu AMKIODEHAKOM crieayeT



PAacCMOTPETh BO3MOXHOCTh O(DTAIBMONIOIHYECKOr0 O0C/IE/IOBAHUA /Ul MCKIIIOYEHHMS KaKHX-
au60 IpyrUX NPUYHH.

Ecnu niofbie U3 YKA3GHHbIX 6 UHCMPYKYuu NOGOYHBIX 3(exmos ycyeyOnsiomes, wi Bui
savemunu no6vie Opyzue noGouHble dhhekmopl, He YKA3AHHbIE 6 UHCMPYKYuu, coodujume 06
9MOM 8pavy.

IlepenosupoBka

Cumnmombl.; pBOTA, KeyJOUHO-KUIIEYHOE KPOBOTEYEHHE, JHapes, TOJIOBOKPYKEHHE, MIYyM B
yIax, Cy0pory. B ciyuae 3HauMTeIbHOrO OTpaBIICHHUs, BOSMOXKHO Pa3BUTHE 0CTpO# MoYeyHON
HEJO0CTATOYHOCTH U NMOPAXKEHUs NEUEHH.

Jlevenue: NoAAEPKUBAIOLIEE W CUMITTOMATHYECKOE JIEYEHHUE MOKA3aHO NPHU TAKUX OCJIOKHEHHUSX
Kak cHwkeHue AJl, moyeyHas HeJOCTATOYHOCTh, CYJAOPOrH, HapyLIEHUS CO CTOPOHBI XKT u
yrHeTeHue abixaHus. POopcHpOBaHHBIH AHype3, FTeMOANANIN3 UK remonepdy3us 1js BHIBEACHUA
HIIBII, B T.4. auknodenaka, u3 opranu3Ma Hed(pHEKTHBHBI, TaK KaK ACHCTBYIOIIME BELIECTBA
STHX MPENapaToB B 3HAYMTEIBHOM CTENEHH CBA3BIBAIOTCS C OeKaMH IUIa3MBl M MOJBEPraroTes
WUHTEHCUBHOMY MeTabo/Inu3My.

B3aumojeiicTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMH CPeICTBAMH

Boiasnennsie 63aumooeicmeun

Hnzubumopwr uzogpepmenma CYP2C9

Cnenyer co0moaaTh OCTOPOXKHOCTH TIPH  OJHOBPEMEHHOM IPUMEHEHHH avkiodeHaka u
uHru6uTopoB uzodepmenta CYP2CY (Takux Kak BOPUKOHA30]1) H3-33 BO3MOXKHOIO YBE/IMYCHHUs
KOHIIEHTPALMK JUKIO(pEHaKa B CBIBOPOTKE KPOBU U €r0 SKCIO3HLHH.

Jlumuii, oucoxcun

JIuknopeHak MOXKET MOBBILIATH COJAEPKAHME JIMTH M KOHLCHTPALMIO JMIOKCHHA B MiasMme
KpoBH. PekoMeH/IyeTcsi KOHTPOITb COIEP)KAHUSA JIMTHS U KOHLIGHTPALMHK JIMTOKCHHA B CHIBOPOTKE
KPOBH.

Jluypemuueckue u 2unomeH3ugHble Cpeocmea

[Ipy OJHOBPEMEHHOM MPUMEHEHWHM C JUYpPEeTUKaMH W THIIOTCH3WBHBIMM TperapaTaMi
(nanpumep,  Oera-agpeHOOJIOKaTOpaMM,  MHTMOMTOpaMHM  AHTMOTEH3WMHIIPEBPAIIAIOLIETrO
depmenta - AII®) aukiodeHaK MOXKET CHIKATh MX rUnoTeHsuBHoe aeiicTaue. Ilosromy y
MalMEHTOB, OCOBEHHO MOXMIIOrO BO3PACTa, MPU OJHOBPEMEHHOM TPUMEHEHHH IUKIOpeHaKa 1
JMYPETHKOB WJIM THIIOTEH3MBHBIX CPEICTB Clie[yeT PEry/ispHO u3Mepsth AJl, KOHTPOIMPOBATH
(yHKLMIO MTOYEK ¥ CTeNeHb ruapaTally (BCJICACTBHE MOBBILICHHUS PUCKa HE(POTOKCUYHOCTH).
Iuxnocnopur u makpoaumyc.

BrnusHue aumkinodeHaka Ha AKTHBHOCTb MPOCTAarfJaHJMHOB B TI0YKAaX MOXET YyCHJIMUBATh
He(POTOKCHYHOCTh LIMKJIOCTIOPMHA M TaKposiumyca. B CBfA3M C  BBIIECKAa3aHHBIM /1032
JuKodeHaka y MalMeHTOB, MoMyYaloLIMX LMKJIOCTIOPHH MM TAKPOJIMMYC, JOJDKHA OBITH HHXKE,
yeM y MalMeHTOB, He MOJTyYarolMX YKa3aHHbIE Mpernaparsl.

IIpenapamul, cnocobHbie 6b13b16aMb 2UNEPKATIUEMUIO.

OJHOBpEMEHHOE NpUMeHeHHe AMKIopeHaKa ¢  Kalui-cOeperalomMmMi Iy peTHKamH,
LIMK/IOCTIOPMHOM, TakpOJIMMyCOM M TPUMETONPUMOM MOXET TPHBECTH K  TIOBBILICHHIO
cojiepXKaHusl Kausi B MIa3Me KPOBH, (B Clly4ae TAKOro OJAHOBPEMEHHOrO NMPUMEHCHHUA JaHHBIN
1oKazaTelib ClIeyeT 4acTO KOHTPOJIMPOBATH).

Anmubaxmepuanvhvle cpeocmea — NPOU300Hb1e XUHONIOHA.



MMeroTcs OT/AE/bHBIE COOOIEHH O  Pa3sBUTUM  CyJOpOr Yy  TAUMEHTOB, MOJIy4YaBIIMX
0/IHOBPEMEHHO MPOU3BO/IHBIE XMHOJIOHA U IMKJIO(DEHAK.

IIpeononazaemoie 63aumooeicmeusn

HIIBII u 2110K0KopmuKocmepouodbst

O/IHOBpEMEHHOE CHCTEMHOE NpPHMEHEHHE IMKIO(eHaKa W APYrMX CHCTEMHBIX HIIBIT wnnm
[TIOKOKOPTHKOCTEPOM/IOB MOXET yBEJIM4MBATh YacTOTy BO3HMKHOBeHMst HSI (B wacTHOCTH, CO
croponbl XKKT).

AnmukoazynsiHmel u anmuazpezanmol

Heo6X0MMO ¢ OCTOPOKHOCTBIO MPUMEHSTH AMKIO(PEHAK OJHOBPEMEHHO C IpernapaTtamu 3THX
rpynn W3-3a pUCKa pa3BUTHA KpoBoTedeHMH. HecMoTps Ha TO, 4YTO B KIMHHUYECKHMX
MCCIEIOBAaHUAX He OBIJIO YCTAHOBJICHO BIIMSHUS AMKIO(EHaKa Ha JEHCTBHE aHTHKOAryJISIHTOB,
CYIIECTBYIOT OT/EJbHbIE COOOLIEHHs O TMOBBILIEHHM PUCKA KPOBOTEUCHWH Yy TMaUMEHTOB,
NMPUHAMABLIMX JaHHYIO0 KOMOMHALMIO nperniapaToB. Crie/lyeT TarebHO Hab/I0aTh MallMeHTOB,
M0JIyYarOLIMX OJJHOBPEMEHHOE JIEYEHHE JIaHHBIMH JIEKapCTBEHHBIMH NpenapaTamu.
Cenexmuenvie uH2ubUmMopsl 06pamHo20 3axeama cepoOmoHUHa

OZHOBpEMEHHOE TpUMEHEHHe AMKIO(eHaKa C CEJeKTHBHBIMM MHruOGMTOpamMu 06paTHOro
3aXBaTa CEPOTOHMHA MOBBIIIAET PUCK PA3BUTHS JKEITyI0UHO-KMILIEYHBIX KPOBOTECUCHHH.
T'unoznuxemuyeckue npenapamoi.

B KJIMHMYECKHUX MCCIIEJOBAHMAX YCTAHOBJICHO, YTO BO3MOXHO OJHOBPEMEHHOE MPHUMEHEHHUE
JuKodeHaka ¥ THIOTIMKEeMHYECKHX MpenapaToB, NMpH 5ToM 3(pGEKTHBHOCTE MOCIEIHUX He
m3MeHsieTcss. OJIHAKO M3BECTHBI OT/AEJIbHBIE COOOIIEHHMS O Pa3sBUTHM B TaKUX ClydasX Kak
FUTIOTTMKEMUH, TaK M TMIEPIIMKEMHH, YTO 00YCIIOBIMBANO HEOOXOAUMOCTE M3MEHEHHUs 103bl
FUTOTIMKEMHUYECKMX —MpenapatoB Ha (oHe TNpuMeHeHus aukiodeHaka. B cBsi3n ¢
BBIIIECKA3aHHBIM BO BPEMsI OJJHOBPEMEHHOTO MPUMEHEHHs AMKJIO(EeHaKa ¥ TMIIOTTMKEMUYECKUX
MpenapaTtoB PeKOMEH/YeTCsl IIPOBOAMTE KOHTPOJIb KOHLUEHTPALWHU ITIOKO3bI B KPOBH.

[TosyueHsl OT/e/bHbIE COOOIIEHUS O Pa3BUTHH META00INYECKOTO alu103a MPU OTHOBPEMEHHOM
NpUMeHeHUH AMKIopeHaka ¢ MeTGOpPMHHOM, B OCOOEHHOCTH Y NAalMEHTOB C HapyIIEHHEM
(GyHKUMH MOYEK.

Memompexcam

Cremyer cobmoaaTh OCTOPOXKHOCTD NIPH NPUMEHEHHH TMKI0deHaKa MeHee YeM 3a 24 yaca 110
WM 4yepe3 24 yaca noclie npueMa MeTOTPEKCaTa, Tak Kak B TaKUX CiIydasX MOXET MOBBILIATHCH
KOHIIEHTpAlIMs METOTPEKcaTa B KPOBH M YCHIIMBATLCS €10 TOKCHYECKOE eHCTBHE.

Denumoun

IIpu 0JHOBpPEMEHHOM MpUMEHEHHH (EHNTOMHA U JMKIO(eHaKa HeOOXOAUMO KOHTPOIMPOBATH
KOHLEHTpALMIO (EHHTOMHA B TUIa3ME€ KPOBM M3-3a BO3MOXKHOTO YCHJIEHHSI €r0 CHCTEMHOro
BO3JIEHCTBHA.

Hnoyxmopwr usogpepmenma CYP2C9

Crnemyer cobmoaaTh OCTOPOXKHOCTH MPU TNPUMEHEHHH JMKIOpeHaKa OJHOBPEMEHHO ¢
unaykTopamu uzopepmenta CYP2CY (takumu, Kak pu(amMmuumuH), TMOCKOIBKY 3TO MOXET
NMPUBECTH K 3HAYUTE]LHOMY YMEHBLICHHIO KOHUEHTPalMH AMKIO(peHaKka B IIa3Me KPOBH U
YMEHBIICHHIO €r0 SKCMO3ULIMH.

OcoOble yka3aHus
Iopadicenue dHceny004HO-KUUEYHO20 MPAKmMa
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[lpy npuMeHeHMH JAWKIOpEHAKAa OTMEYAJMCh TaKHe SBJICHUA KaK KpOBOTCYCHUsS WIH
usbs3BieHus/nepdopauuu XXKT, B psize cirydaeB co cMEpTENbHBIM HCXOO0M. [laHHBIC ABICHUA
MOTYT BO3HHKHYTb B JIF000€ BpeMsl IPH NPUMEHEHHUH MPENapaToB y NAlLKEHTOB ¢ HATHYHUEM HITH
OTCYTCTBMEM  MpEAIICCTBYIOIMX CHMITOMOB W  CEPbe3HBIMHM  KEIy10YHO-KHIICYHBIMH
3a60/IeBaHUSIMHA B aHaMHe3e MM 6e3 HUX. Y MOXWIBIX MalMeHTOB MOJAOOHBIE OCIOKHEHHUs
MOTYT MMETh Cepbe3Hble nocieacTBus. [Ipyu pasBUTHH y MAaLMEHTOB, MOJYYalOUMX Mpernapat
Juknodapm, kpoBoteueHnit unu n3waspienui JKKT npenapat cieayeT OTMEHHT.

Jnsa cHuxeHus pucka Tokcudeckoro aeiictus Ha JKKT nmauueHTaM ¢ sI3BEHHBIM MOPaXKEHHEM
XKKT, 0coOEHHO OCIOKHEHHBIM KPOBOTEYEHHEM WM Mepdopauuredl B aHamHese, a TaKkKe y
MOKHJIBIX MALMEHTOB Mpernapar clieAyeT PUMEHATh B MUHUMAJIbHOM 5 pekTuBHOM 103e.
[TaumeHTaM ¢ MOBBILIEHHBIM PUCKOM Pa3BUTHUS XKEJTYJA0YHO-KUIIEUHBIX OCIIOKHEHUH, a TaKKe
MalMeHTaM, MoJyYarolliM Teparnuio HU3KUMH [103aMH aLeTHJICATHLIMIOBOM KHCIIOTHI, CIEAYET
MPUHAMATh TACTPONPOTEKTOPbl (MHIHOMTOPHEI TPOTOHHOM TOMIIBI MM MH30MPOCTON) HIIM
JIpyTHe MeIMLIMHCKUE TIPENaparhl U CHIKEHHs PUCKa HexenatebHoro BosaercTsus Ha XKKT.
[Maumentam ¢ nopaxenueM JKKT B aHamHe3e, 0COGEHHO MOXHIBIM, HEOOXOAMMO COOOIIATH
Bpavy 000 Bcex abJJOMHHANILHBIX CUMIITOMAX.

Ilayuenmol ¢ GpOHXUANLHOU ACMMOT

O6ocTpenne  GponxuansHoi  actmbl  (HemepeHocumocTs  HIIBIT/GponxuansHas — acTMa,
nposouupyemas npuemom HIIBIT), otek KBHHKe M kpanvBHUMUA Hanbosee 4acTo OTMEHAIOTCA y
MalMeHTOB, C OpOHXHAJbHOM AacTMOMW, CE30HHBIM aJJIEPrHYeCKUM PHUHHMTOM, HOCOBBIMH
MOJWNAMM,  XPOHHUYECKOH  OOCTPYKTMBHOM  OOJIE3HBIO  JIETKUX  WJIH  XPOHHYECKMMH
UH(EKIMOHHBIMKM  3a00/IeBAHMAMH  JIbIXaTebHBIX TMMyTei  (0coGeHHO CBSI3aHHBIMH €
aJJIEPrUHYeCKUMH PUHUTOMOJOOHBIMU CUMIITOMAaMHM). ¥ JaHHOH IPyTIbl MALMEHTOB, a TaK XE Yy
MalMEHTOB C aJUIeprueil Ha Apyrue mpenaparsl (Chillb, 3y/l WM KPAalWBHULA) NPU MPUMEHEHHH
npenapara J{ukiodapm cieayer codnoaath 0co6yr 0CTOPOKHOCTD (FOTOBHOCTh K MPOBEICHHIO
peaHUMalMOHHBIX MEPOTIPUATHH).

Kooicnwvie peakyuu

Takue cepbe3Hble JEPMATOJOrMYECKUE PEAKUMM KaK SKC(OIMaTUBHBIA ASpPMATHT, CHHIAPOM
CrtuseHca-J/[DKOHCOHA, TOKCHYECKMH SMMAEPMasbHBIM HEKPOJM3, B HEKOTOPBHIX Cly4asX co
CMepTE/bHBIM HCXOJ0M, Ha (OHE NpPUMEHEHUs AMKIo(eHaka OTMEeYalnCh OHYEHb PEJIKO.
HauGosblure puck ¥ 4acToTa Pa3sBUTUA TAXKEIBIX AEPMATOJOMMYECKHX PeaKUWi OTMEYaIHCh B
nepBbIi MecsiLl nedeHus aukaodpeHakoM. [Ipu pa3sBUTHH y MAlMEHTOB, MOMYYarOUIMX Npenapar
JIuknodapM, NepBBIX MPU3HAKOB KOXKHOM CBINH, MOPAKEHHS CIM3MCTBIX 000JI0YEK MIIH APYTHX
CUMIITOMOB THIIEPYyBCTBUTE/ILHOCTH IpENapar CJIeAyeT OTMEHHUTD.

B peakux ciyyasx y NauMeHTOB, HE MMEIONIMX a/IEpruu Ha JMKIO(QEHaK, NpH NPUMEHEHNH
npenapara J{uk10opapm MOryT pa3BHBaThCs aHADUIAKTHYECKHE/aHAQMIAKTOUIHBIC PEaKLUH.
Bosodeticmeue na neyeHs

[TockoabKy B TepWoj MpuMeHeHus mpernapara Jlukiaodapm MOXET OTMe4aThCsl TOBBILICHHE
AKTUBHOCTH OJHOTO WM HECKOJIBKHX TMEYEHOYHbIX (PEpMEHTOB, NpH UIMTEIBHOW Tepanuu
MpenapaToM, B Ka4eCTBE Mepbl MPeJ0CTOPOIKHOCTH, NOKa3aH KOHTPOJIb QyHKuuK neveru. [Tpu
COXPAHEHHH M TIPOTPECCHPOBAHMH HApyLICHHH NEYeHOUHOH (YHKUMH MM BO3SHHKHOBEHHH
NPU3HAKOB 3a060/I€BaHUI MEYEHH, WM APYTHX CHMITOMOB (Ha MPUMEP, 503MHOMUINM, CBITH U
T.M.), TperapaT Heo6XoauMo OTMeHWTb. ClieyeT MMeTh B BMIY, YTO TenaTMT Ha (oHe
npuMeHeHus npenapata J{ukiodapM MoXKeT pa3BUBaThCs O€3 MPOAPOMAIbHBIX SBICHUM.
Bo3soeticmeue na nouku
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Ha ¢one tepanuu mpenapatoM JluknopapM peKoMEeHIyeTcs MPOBOAMTL KOHTPOJIB byHKUMH
[OYeK Y NaLMEHTOB ¢ TMIIEPTOHMYECKO# GONE3HBI0, HApY WIEHMAMH QYHKLMH CEP/ILA WITH MOYEK,
MOXKUJIBIX, MALMEHTOB, MOJYYalOUMX AUYPETHKH WM Jpyrve Mperaparsl, BJIHMAKOMIKE Ha
NoyeuHylo (YHKUMIO, a TaKke y MAUMEHTOB CO 3HAYMTETbHBIM yMEHbLICHHEM 0ObeMa
LMPKYJIMPYIOLIEH TIa3Mbl KPOBH JIFOGOM OTHOJIOTMH, HamnpuMep, B TMEPUOA /0 W mocle
MaCcCHBHBIX XMPYPrHUeCKHX BMelnaTe/bCTB. [lociie mpekpalieHus Tepaniu npenapatoM 00BIIHO
OTMeYaeTcsi HOpMaIM3aLKs oKaszareseif moyeyHon GyHKUMHU 10 MCXO/IHBIX 3HAYCHHH.
Bo3zoeiicmsue Ha cepOedyHo-cocyOucmyro Cucmemy

Tepanus HIIBII, B Tom unciie AUKI0hEHAKOM, B OCOOCHHOCTH, JUTUTENIbHAS TEpanus U Tepamnus
C WCIOJIB30BAHMEM BBICOKMX /103, MOXET ObITh acCOLMMPOBAaHA C HEOONBLIMM BO3pacTaHHEM
pHCKA Pa3BUTHS CEPbE3HBIX CEPAEUHO-COCYAMCTBIX TPOMOOTHYECKHX OCIOXKHEHHH (BKIHOUAs
HUH(pAapKT MHOKAp/a M MHCYJIBT).

V nauueHToB ¢ 3a00JIEBAHUAM M CEPAEYHO-COCYAUCTON CUCTEMBI M BBICOKUM PHCKOM Pa3BUTHS
3a60JIeBaHMil  CePACUHO-COCYIMCTON CHCTeMbl (HAampuMep, € apTepHalbHOW TMIEPTEH3UEH,
HIEpIMITHACMHEH, CaXapHBIM 1MabeToM, KypslliM) CliedyeT TIPUMEHATh Mpenapar ¢ 0coboi
OCTOPOXKHOCTBIO, B CaMOi HHM3KOW 5(deKTHBHONW /03¢ MNpM MHMHAMAIBHO BO3MOXHOM
JUIMTEJIBHOCTH JIeYEHHS!, TMOCKONBbKY PHMCK BO3HMKHOBEHHS TPOMOOTHYECKHMX OCJI0XKHEHHH
BO3PACTAET MPH yBEJIMYEHHH H03bI U MPOIOIDKUTENBLHOCTH JiedeHus. [Ipyu JnMTenbHOH Tepanvu
(6onee 4 Heaelb) CyTOYHas 103a AMKIO(EHaKa y TaKMX MALMEHTOB HE J0JDKHA npeBbiwats 100
mr. CreyeT MepHoJMYECKH MPOBOAMTb OLEHKY S((EeKTHBHOCTH JieYeHHs M MOTPEOHOCTH
MauMeHTa B CHUMITOMAaTHYECKOW Teparud, OCOOEHHO B TeX cCiy4asX, Korza ee
MPOIOJKMTENIBHOCT cocTaBiseT Gonee 4 Henesnb. [launenTa cielyeT NpOMHCTPYKTHPOBATH O
He3aMeUTMTEIbHOM OOpallleHWH 3a MEIMLMHCKON TOMOIIBIO TpPH  MOSBJIEHHH  TEPBBIX
CHMIITOMOB TPOMOOTHYECKMX HapylleHHi (Hanpumep, Oomd B TpyAM, 4YyBCTBA HEXBATKH
BO3/lyXa, C1a00CTH, HAPYLIECHUS PEYH).

Bo3zoeiicmeue na cucmemy Kpo8emeopeHus

INpenapar Iuk1ohapM MOKET BpeMEHHO MHrHOMPOBATh arperauyio TpomOouuToB. IloaTomy y
MALMEHTOB C HapyLIEHWAMM TeMOCTa3a HeoOXOAMMO MPOBOAMTH TIUATENBHBI KOHTPOJIb
COOTBETCTBYIOLIMX JTaOOPATOPHBIX MOKA3aTeJICH.

[Ipu auTesHOM NpUMeHeHNH npenapara Jlnkiogapm peKOMEHyeTCs MPOBOAMTH PEryispHbIe
KJIMHMYECKHE aHaJIu3bl NeprU(epruuecKoi KpoBH.

Mackuposarnue npusHaKos8 UHGHeKyUoHHO20 npoyecca

IpoTHBOBOCHANMTENBHOE JeiicTBUe npenapaTa JIMKIopapM MOXET 3aTpyaHATh AMarHOCTHKY
MH(EKLIMOHHBIX NPOLIECCOB.

Ipumenenue oonoepemenno ¢ opyeumu HIIBII

He cnenyer npumensiTe npenapaT J{Mkiopapm OJAHOBPEMEHHO € JpYrMMH HIIBII, Bkiroyas
cenexTHBHbIe HHrUOMTOPHI LIOI-2 M3-3a pYcKa yBETHUYEHUs HEXKeEATE bHbIX SBICHUH.

BausiHMe HA CHOCOGHOCTH YNPABJATH TPAHCIOPTHLIMH CPEICTBAMH H/HJIM PaboTaTth ¢
MeXaHH3MaMH

[laumueHTaMm, Y KOTOPBIX Ha (oHe mpuMeHeHus npenapata [(MkiopapM BO3HHKAIOT 3pUTENbHBIC
HApyIIEHUs, FOJOBOKPY)KEHHE, COHJMBOCTb, BEPTHIO MM JPYrH€ HApYLIEHHS CO CTOPOHBI
LEHTPaNbHOW HEPBHOM CHCTEMbl HE CIIEAYeT YMNpPaBisATh TPAHCMOPTHBIMM CPEACTBAMH H
paboTaTh ¢ MEXaHU3MaMH.
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®opma BbINyCKA

PacTBOp /15 BHYTPUMBILLEYHOTO BBEICHHS, 25MI/MJL.

[To 3 MII B aMITyJIbl BMECTMMOCTBIO 5 MJT GecLIBETHOTO HelTpaapHoro crekia I T mo 5 wim 10
ammys B Onucrepe; mo 1 Gauctepy BMeCTe ¢ MHCTPYKLMEH MO NMPUMEHEHHIO TMOMELIAOT B
KapTOHHYIO MayKy.

YcioBusi XxpaHeHust
B opuruHasibHO# ynakoske (amInyJisl B 6McTepe B mauke) npu Temnepatype He Bbiwe 25 °C.
XpaHUTh B HEOCTYITHOM /ISl JIeTeH MecTe.

Cpok roaHocTH
3 roga. He mpuMeHSATh MO UCTEUEHUH CPOKA I'OJJHOCTH.

YeaoBus oTnycka
OTIycKarT 10 peLenTy.

IIponsBoauTe/b:
BETITPOM Al
Pecny6nuka bonrapus, 2400 r. Pagomup, yn. Oten [Taucuit, Ne 26

Buagenen PerucTpauHoHHOI0 yA0CTOBEPEHHS:
JJAHCOH-bI'
PecnyGivka Bosrapus, 2400 r. Pagomup, yn. Oten [Taucuit, N 26

Opranu3auusi, IPHHHEMAKIOMAs IPETEH3HH OT NoTpeduTeIeii:

1. ITo BompocaM KauecTBa MpOLYKLHUH:

AO «IOMUHAHTA-CEPBUC», Poccust 142100, MockoBckas 0671acth, r. [Togonsek, yi.
Komcomonbckas, a. 1, ctp. 49, oM. 1, koM. 223,

ten.: +7 (495) 580 30 60, e-mail: sekretar@dn-serv.ru

2. OpraHu3anus oTBEeTCTBEHHas 3a papMaKoHan30p (/15 MPUEMA COOOLIEHUH/BONPOCOB OT
noTpeGuTe el 110 HeXeIaTebHbIM SBJICHHAM/OTCY TCTBHIO TEPANeBTHYECKOro AeHCTBHA, MO
MeMLMHCKOM MHPOPMALIMK U IPYTHUM BOTIPOCaM, CBA3aHHBIM ¢ 0OpallleH1eM npernapara Ha
PBIHKE):

AHO «HALIMOHAJIbHBIN HAVUHBIN LIEHTP ®APMAKOHAJI30PA», Poccus 127051,
r. Mocksa, Manas CyxapeBckas L., 1. 2., ¢Tp. 2,

ten.: 8 800 777 86 04

e-mail: info@drugsafety.ru

["'eHepaJibHBIM JUPEKTOP
AO «JIOMHUHAHTA-CEPB;

3

Babkos I1.A.
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