COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 13.03.2024 N= 4829

OBIIAS XAPAKTEPUCTHKA JEKAPCTBERHOT O TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

AMUTPUNTHIINH, 25 MT, Ta0JICTKH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JlelicTBytol1€€ BENIECTBO: aMUTPUITUIINH.

Kaxnas TabneTka cOAEpKUT aMUTPUNTWIMHA TUAPOXJIOPUA, OKBUBAJEHTHBIA 25 Mr
AMUTPUTITAIINHA.

BcmomorarenbHbIe BelIecTBa, HATMYHE KOTOPHIX HA/IO YYUTHIBATH B COCTABE JIEKAPCTBCHHOTO
npernapara: JaKTo3bl MOHOTHAPAT (caxap MOJOYHBIH) (cM. pasaen 4.4).

ITomubIi MEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPHUBCIACH B Pa3aciIic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku.

Kpyrible mockonnmHapryeckre TabiaeTku 0eoro nim 6esoro ¢ KeITOBaTHIM OTTEHKOM IIBETA,

¢ GacKoil u PUCKOM, TOITyCKACTCS HATMYHNE BKPAIJICHUH CBETIIO-XKEJITOTO IIBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO
[TpenmapaT AMUTPUNITUIINH MTOKa3aH K IPUMEHEHHIO Y B3POCIIBIX 10 MOKA3aHMSIM:

L4 9H,Z[OFCHHHC ACTIPECCHUHN U APYIrUc NACIIPECCUBHBIC paCCTPOﬁCTBa.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 103upoBanus

Bspocnvie

Jo3a omnpenensieTcss BpauoM WHAMBUIYAJIBHO AJI1 KaXXJIOTO MAlMEHTa, U €€ CIEAYeT CTPOro
MPUACPIKUBATHCS.

HauanpHas cyTouHas 103a mpu pueMe BHYTPb cocTaBisieT 25-50 Mr, pa3feneHHas Ha 2 mpueMa
B TE€YCHHE JTHSA, JTMOO B BUJE OJHOKPATHOTO MpHUeMa 3a 2 Jaca J0 CHa. 3aTeM J03y MOCTEIEHHO
yBeNMMUYuBalOT Ha 25-50 Mr [0 TOJNydYeHHUs IKeIaeMoro aHTHAETpecCUBHOrO dddexTa.
OnTtumanbHas cyToyHas TepareBThyeckas no3a cocrapisieT 150-200 mr (MakcuManbHasl 4acTh
JI03bI TIPUHUMAETCS Ha HOYh). [IpW TSDKENBIX JENpeccusx, Pe3UCTEHTHBIX K Tepamuu, 03y
yBenuuuBaoT 10 300 Mr B ycCJIOBHAX CTalMoHapa (MakcuMaibHas J03a A aMOyJIaTOpHBIX
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nanueHTos - 150 mr/cyr).

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

[Tocne moy4eHust CTOWKOTO aHTUIENPEeCcCUBHOTO A dekTa uepe3 2-4 Hepenu 035l TOCTEIEHHO
U MEIUJICHHO CHWXaloT. B cilyyae mNosiBJIEHUS MPU3HAKOB JEMPECCHUU MPH CHUKEHUU 103
HE0OXOMMO BEPHYTHCS K MIPEXXHEH f03e. Ecnu cocTossHMe manuenTa He yJIydIiaeTcs B TCUeHUe
3-4 Henenp NeYeHUs, TO JadbHEHIIas Tepanus HerelecooOpasHa.

JIIIUTENbHOCTD TEPAIIUUA

AHTHUCTIPECCUBHOE  JIeHCTBME OOBIYHO TposiBIsieTcs depe3 2-4 Hemenu. JledyeHwue
AQHTHUJICTIPECCAHTAMH SIBJISICTCSI CUMIITOMATUYECKUM M JIOJDKHO OBITh JIOCTATOYHO JUIUTEIHHBIM.
CpenHsisi MPOAOIDKUTEILHOCTh TEPAlMM OOBIYHO COCTaBISIET 6 MecsAleB W 0ojiee C IEIbI0
MIPEIYTPEKACHUS PEIHINBA.

IIpekpaiiieHrue Tepanuu

[Ipn npekpaieHuu Tepanuu OTMEHY Mpenapara peKOMEHAYETCS IPOBOJUTH IOCTENEHHO B
TEYCHHE HECKOJIbKHX HENeNb BO M30€KaHUE pPa3BUTHUS CHHAPOMA «OTMEHbI». CHMIITOMBI
CHHJIPOMAa «OTMEHBI»: TOJIOBHAs 00JIb, TOIIHOTA, PBOTA, IUApEs, HEIOMOTAHKE, HAPYIIICHUE CHA,
HEOOBIUYHBIC CHOBHJICHUS, &)KUTAIIHS, IBUTATSIILHOE OCCIIOKONCTRO, pa3IpaKUTEIHLHOCTD U 00IIIee
IJIOX0€ CAMOYYBCTBHE. DTH CUMITOMBI HE SIBJIAIOTCS IPU3HAKAMU 3aBUCUMOCTH OT IIpenapara.
Ecnu Bl 3a0bU1M IPUHSTH CBOIO €XKEIHEBHYIO 103y, PEKOMEHAYeTCsl MOA0XKAATh 0 BpEMEHHU
CJIEYIOIETO MpUeMa MO PACTIMCAHUIO U TPUHATH OJTHOKPATHYIO J03Y.

I1oBTOpPHBII KYPC TEPAIIUUA

HpI/I HAa3HAYCHUU IIOBTOPHOI'0 KypcCa JICYCHUA aMUTPUINITHIMHOM IAIIUCHTY H606XO,Z[I/IMO
IMMPOBECTU NOIIOJHUTCIIBHOC 061_1_[66 KIMHHUYCCKOC 06CJ'I€I[OB3HI/IC.

Oco0ble TPVIIILI TAIMEHTOB

Tayuenmul nosxcunoeo sospacma (cmapuwe 65 nem)

[Toxxunsie moau Oosiee UyBCTBUTENBHBI K M-XOJMHOOJIOKUPYIOIIUM HEKenaTeIbHbIM 3 deKTam
AMUTPUIITHINHA. Y TAIIMEHTOB MOXUJIOTO BO3pacTa peKOMEeHayeMas HadallbHas 1032 25 MI/CyT
3a 2 yaca nepea cHOM. JlanbHeiilee MoBBIIEHUE O3B CIEAYET MPOBOAUThH MOCTETICHHO Yepe3
JeHb, Jocturas mnpu HeoOxoaumoctu 1036l 75-100 wmr/cyr. Heobxomammo mpoBeneHHE
JOTIOTHUTETIFHOTO O0CIIeIOBaHMsI Tiepe]] Ha3HaYeHHeM TMOBTOPHOTO Kypca jeueHus. CyTouHbIe
10361 Beilie 100 Mr ciieryeT Uemoab30BaTh C OCTOPOKHOCTHIO.

Ilayuenmul ¢ napywenuem ynKyuu novex

[Tpu HapymmeHn GYHKIIUA TOYEK KOPPEKIIHSI T03bI HE TpeOyeTcs.

Tayuenmoi ¢ Hapywenuem hyHKyuu nevyenu

Y manueHToB ¢ NEYeHOYHOH HEAOCTATOYHOCTHIO /10332 AMUTPHUIITUIINHA JOKHA OBITh YMEHBIIICHA.
[Tpu HapymeHUH QYHKIIMH ITEYCHHU U 3aMEIJICHIH MeTa00IM3Ma Iperapar cieayeT MPUMEHSITh C

OCTOPOKHOCTBIO. B 3aBucumocTu ot KOHIOCHTPAIMKW aMHUTPUIITUIIMHA B IJIa3ME€ KPOBH BO3MOKHA
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KOPPEKIIUS 03bI.

CTHu
[TpumeneHnue npenapata AMUTPUNTHIMH y A€TEH IPOTUBONIOKA3aHO (CM. paznen 4.3).

Croco0 rmpuMeHeHus

Haznaugarot BHYTPb BO BpEMS WU IIOCJIC €1bl, HC Pa3>XCBbIBA.

4.3. IIpoTuBONOKA3AHUS

® TUIEPYYBCTBUTEIHHOCTh K aMUTPUNITUINHY W/WIIH K TIOOOMY U3 BCLIOMOTaTEIbHBIX BEILIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1;

e OJHOBPEMEHHOE MPUMEHEHHE ¢ MHrHOMuTOpaMu MoHoamMuHOKcHIa3bl (MAQO) u B Teyenue 2
HeZelb MOCIe UX OTMEHBI,

e uH(papkr Muokapaa (OCTpblii UM BOCCTAHOBHUTENbHBIA  MEPHUOABI),  HAPYUICHHS
aTPUOBEHTPUKYIISIPHON U BHYTPUKEITYI0YKOBOW MPOBOIUMOCTH (OJI0KAbI TFO00M CTENeHN),
apUTMUU, CepliedHasi HEIOCTATOYHOCTh, OpaguKapaAns, BPOXKICHHBIN CHHIPOM YAJIUHEHHOTO
QT, a Taxke OJHOBPEMEHHOE NMPUMEHEHHE C Ipenaparamu, MPUBOIAIIMMU K YIJIUHEHHUIO
unrtepsana QT;

®  OCTpBIN JEIUPHUIL;

® MAPATUTUYECKUM UIIEYC, KUIIICUHAS] HETIPOXOIUMOCTh;

® MIOPOCTEHO3;

e OCTpasi AIKOTOJIbHAs MHTOKCUKAIHUS;

e ocTpasi HWHTOKCHUKAlUs CHOTBOPHBIMH, aHAJIbIE3UPYIOIIMMH M  TICUXOAKTUBHBIMHU
JIEKApCTBEHHBIMH CPEICTBAMU;

® 3aKpBITOYTrOJIbHAS IJIAyKOMa;

® TUIEepIUIa3us NPEACTATENbHOM KeIEe3bl C 3aJEPKKON MOUH;

® TUNOKAINEMHS;

® JIETCKUH M NOJPOCTKOBBII Bo3pacT 110 18 ner;

e OEpEeMEHHOCTb;

® [IEPHUOJ I'PYIHOIO BCKapMIIMBAHUS.

4.4. Oco0ble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NMPHU NPUMEHEeHHUH

C 0CTOPO’KHOCTBLIO

[Ipy CynOpOKHBIX PAacCTPOMCTBAX, XPOHUYECKOM aJKOTOJIU3ME, OJHOBPEMEHHOM IIpPHEME C
AQHTUIICUXOTHUYECKUMHU U CHOTBOPHBIMH CPECTBaMH, 3a00JI€BaHUIX KPOBU, OpOHXHUATILHON acTMeE,

YIrHETCHUHU KOCTHOMO3I'OBOI'O KPOBCTBOPCHUA, UIIEMHYECKON 00JIe3HU cepala, TaxukKapauu,
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apTepUaIbHONM THUMNEPTCH3UHU, THNEPp(PYHKITUU mmomﬂﬂf&ﬁ:l@gﬁfﬂgljﬂlﬁ{%T:'1@(;1':'0 JHoi

(YHKLIUU KEIyTOYHO-KUIIEYHOTO TpakTa (PUCK BOSHUKHOBEHHS MApaIUTUYECKON KUIIEYHOMH
HEMPOXOJUMOCTH), THIEPIUIa3UU TPEJCTATEIIbHONW JKeNe3bl, HApyHICHUSX MOYEHCITYCKaHUS,
TUIIOTOHUM MOYEBOTO IMYy3bIps, HAPYIICHUAX (PYHKIUU MEUEHU, HAPYHICHUSIX (YHKIHMHU MOYEK,
mu30QpeHun (XOTS MpU €ero mpuemMe OOBIYHO HE MPOUCXOIUT OOOCTpEHHs MNPOAYKTUBHOMN
CUMITOMATUKH), MapaHOUIHOW CHMIITOMATHKE, OWIOISIpHOM ad()EKTHBHOM pacCTpOiCTBE
(mocnme BBIXOJA W3 JEMPECCUBHOM (ha3bl), y JHI], NPEAPACIONOKEHHBIX K IOBBIIICHUIO
BHYTPUIJIA3HOT'O JIaBJICHUS, INIOCKOM MepeiHel KaMepe IJ1a3a U OCTPOM yIyie KaMepsbl ria3a (mpu
Y3KOM yrje HepeaHeil KaMmepbl), y JHI[ C AMWIENCHel B aHaMHe3e, B MOXHJIOM BO3pacTe,
OJTHOBPEMEHHOM IIpUEME C CEJIIEKTUBHBIMH HMHIHOMTOpaMH OOpaTHOTrO 3axBaTa CEPOTOHHHA
(CUO3C) u ceneKTUBHBIMH MHTHOMTOpaMU OOpaTHOTO 3axXxBaTa CEPOTOHHMHA U HOPAApEHAINHA
(CUO3CH).

Oco0ble yKkazaHus

[lepen HagamoMm JiedeHUS HEOOXOTUM KOHTPOJIb apTEPHUATBHOTO JaBlieHUs (y MAaIlMEHTOB C
MOHKEHHBIM WJIM JIAOWJIBHBIM apTEePHATBHBIM JaBICHHEM OHO MOXKET CHIDKAThCS CIle B
OoJIbIIIeH CTENEHN).

Heo6xommMmMa 0CTOPOKHOCTh MPH PE3KOM MEPEX0/IE B BEPTHKAIBLHOE MTOJIOKEHUE U3 TIOJI0KECHUS
«IeXKA» WA «CHIISD».

Jlenpeccust COMPOBOKIAETCS MOBHIIICHHBIM PUCKOM CYHITHIATBHBIX MBICIICH, CAMOTIOBPEXK ICHU I
U cyunuaa (CyMIMIANbHBIX COOBITUI). DTOT PUCK COXPAHSAETCS A0 3HAYUTEIBHOTO YITYYIIECHUS
coctosiHUs. Tak Kak yiaydlIeHHe MOXKET He HACTYMUTh B TEUEHHE MEPBHIX HECKOJIbKUX HEIeh
JICYCHUST WJIA JOJbINE, MAlMeHTHI JOJDKHBI HAXOIUTHCS IO/ TIIATEIHHBIM HAOIIOACHHEM 10
TIOSIBJICHHS TAKOTO YIIYUIICHUS. B KITHHIYECKOH MPaKTUKE MIMPOKO PACIPOCTPAHEHO YBEITUICHUE
pHCKa CYUIIUa Ha PAHHUX CTAJIUSAX BBI3JIOPOBICHHUS.

[Tpoune ncuxuaTpuyeCcKrue COCTOSHUS, MO TIOBOAY KOTOPBIX Ha3HAYAETCS] aMUTPUTITHIINH, TAKKe
MOTYT COIPOBOX/IATHCS IOBBIIICHHBIM PHUCKOM CYHMIMAAIBHBIX coObITH. Kpome TOrO, 3TH
COCTOSTHUSI MOTYT COIYTCTBOBATH OOJIBIIIOMY JCTPECCUBHOMY pacCTpoicTBy. [losTomMy mpu
JICYEHUU TMAlMEHTOB C APYTUMU MICUXUATPUUECKIUMH COCTOSIHUSMH JOJKHBI COOMIOAATHCS TE JKe
Mepbl TPEJOCTOPOKHOCTH, YTO M TPU JICUCHUU NAIMEHTOB C OOJBIIMM JIEPECCUBHBIM
paccTporCTBOM.

M3BecTHO, YTO MANMEHTHI CO CBSA3aHHBIMH C CYHIIUJOM COOBITUSIMH B aHaMHE3e¢ WIA B
3HAUUTENBHON CTETEeHH MPOSBISIONINE CYWUIIUJAIBHOE MBIIUICHUE, Tepe]] HadaaoM JIeueHUs
UMEIOT OONBIIMIA PUCK CYHIMAAIBHBIX MBICTICH WJIM CYHIHAAIbHBIX TOCTYINKOB W JOJKHBI
THIATEIGHO HAOMIOJAThCs BO Bpems JiedeHHs. Mera-aHamu3 IUIane00-KOHTPOIUPYEMBIX

HCIIBITAaHHI AHTUACTIPECCAHTOB C YYaCTHEM B3pPOCJbLIX IMAIIMEHTOB C TMCUXHUATPUUYCCKUMU
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HAIMEHTOB MOJIOXKeE 25 JIEeT, HOTYJaroIuX aHTUACTIPECCAHTHI, IO CPAaBHEHHUIO C TPYIIIOH 1anedo.
TmatenpHOe HAOMIOJCHUE 33 MAUMEHTaMH, OCOOEHHO HMEIOIIMMHU BBICOKUH PHCK, JOJKHO
COIIPOBOKATh JIEKAPCTBEHHYIO TE€PANHI0 0COOEHHO Ha paHHUX €€ CTaJusAX U MOocie U3MEHEHUN
no3bl. Heobxonumo npenynpennTh NAlMEHTOB (M JIMI, OCYIIECTBISIIOIIMX YXOJ 32 HUMH) O
HEOOXOJMMOCTH OTCIICKUBATh JII000€ KIMHUYECKOE YXYALICHWE COCTOSHUS, CYMLIUIAIbHOE
NOBEJICHUE WM CYHIMJAIbHBIE MBICIH, HEOOBIYHbIE M3MEHEHHS MOBEICHHS, U HEMEIJICHHO
oOpamiarbcs 3a KOHCYJIbTallMed K Bpady MPH MOSBICHUU TAKUX CUMITOMOB.

Heo6xonumo cobmatoAaTte OCTOPOKHOCTh IPU HNPUMEHEHUM AaMUTPUNTHIMHA Y NalUEHTOB,
MOJTYYaIOIIUX HHIHOUTOPHI Wil HHAYKTOPHI n3odepmenta CYP3A4 cucremsr nutoxpoma P450.
AMUTPUNTUIMH HE CleAyeT Ha3zHadyaTh JETAM U IOAPOCTKaM B Bo3pacTe A0 18 ner usz-3a
HEIOCTaTOYHOCTH  JaHHBIX 00 3(QQPEKTUBHOCTM M  0€30MaCHOCTU  TPHULMKINYECKUX
antunenpeccantoB (TLIA) y 9Toit rpymIibl MalKEHTOB.

[IpuMeHeHre aMUTPUNTWIMHA Y [AlMEHTOB BCEX BO3PACTHBIX TIPYIIl CBSI3aHO C PUCKOM
BO3HHKHOBEHUS TOOOYHBIX 3(PPEKTOB CO CTOPOHBI CEPACUHO-COCYIUCTON CUCTEMBI.

[lepen HavaaoM JiedeHHS AMHUTPUNTUIMHOM MALUMEHTY HEOOXOAMMO IPOBECTH KOPPEKLHUIO
TUITOKATHEMUH.

B nmnepuon seyeHuss B OTHENBHBIX CIIy4asX MOMKET pa3BUBATbCS arpaHyjloOLUTO3 WIH
THITOKAJIMEMUSI, B CBSI3U C ATUM PEKOMEH/IYETCsl KOHTPOIb IepuepruIecKoil KpOoBU, 0COOEHHO MpH
HOBBIILIEHUH TEMIIEpaTyphl Tella, Pa3BUTHM T'PUMIONOJOOHBIX CUMITOMOB M TOH3WJUINTA; MpPU
JUINTENIbHOW Tepanuu - KOHTPOJb (DYHKIMH CepAeYHO-COCYTUCTOM CHUCTEMbI W IEYeHH. Y
MOKUJIBIX MAIlMEHTOB U MAllMeHTOB C 3a00JIEBaHUSIMU CEPJICYHO-COCYAUCTON CUCTEMBI CIIETYET
KOHTPOJIMPOBATh 4acTOTy  CEpAEYHBIX COKpAIEHUH, apTepHabHOE JaBJICHHE,
snekrpokapauorpammy (OKI'). Ha DKI' BO3MOXHO MOSIBICHUE KIMHUYECKH HE3HAYUMBIX
u3MeHeHuH (criaxusanue 3yona T, nenpeccus cermenta ST, pacumpenue komiuiekca QRS).

Bo Bpemsi mocTperucTpaiiuoHHOro HaOJMIOJEHMs OBLIM 3aperuCTPUPOBAHBI CAy4yau YAJIUHEHUS
untepBana QT u aputmun. Crnemyer coON0OAaTh OCTOPOXKHOCTH Y TAIMEHTOB C BHIPAKEHHOU
Opaaukapanel, HEKOMIIEHCUPOBAaHHOM Cep/IeYHOM HEJIOCTaTOYHOCTBIO, a TaKKe y MallMEHTOB,
INPUHUMAIOIINX APYTUE JIEKApCTBEHHBIE CPEACTBA, KOTOPHIE MOTYT yBenuuuTh mHTepBan QT.
ONEeKTPOJIUTHbIE HapylleHUs (TUIOKATUEMUs, TUIMEpPKAIUEeMHUs, THIOMarHueMHus), SIBISIOTCS
COCTOSTHUSIMHU, KOTOPbI€ MOT'YT IIOBBICUTh PUCK Pa3BUTHS apPUTMHUU.

ITpy npuMEHEHMH BBICOKMX 1103 BO3MOXKHO Pa3BUTHE HApPYLIEHUN pUTMa CepAla U TAKEIOTrOo
CHIDKEHHS apTepHalibHOTO JaBJIeHUs. Y TMallMeHTOB, CTPAJAloIuX 3a00J€BaHUAMU Cep/la, ITH
SBJIEHUSI MOTYT BO3HUKHYTh MPU Ha3HAaYEHUH OOBIYHOM J03bI.

HpI/I Pa3BUTHU MAaHHAKAJIbHOI'O COCTOAHUSA aMUTPUIITUIINH JOJIKCH OBLITH OTMEHEH.
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y HalMeHToB ¢ aenpeccueit, momydarommx TLA. Takum 06pa3om, MarueHThl C yCTaHOBJICHHBIM
JTUATHO30M caxapHoro auabera wiM ¢akTopaMu pHUCKAa pa3BUTUs caxapHOro auabera,
IPUHUMAIOIME AMUTPUITHINH, JOJDKHBI IPOXOIAUTH COOTBETCTBYIOLIEE OOCII€OBAaHHE C
OIPECICHUEM COLCPKAHUS TIIIOKO3bI B KPOBH.

VY nanueHToB ¢ caxapHbIM IUa0ETOM JIeUYCHHE aMUTPUITHIMHOM MOXET W3MEHSTh JCHCTBHE
MHCYJIMHA ¥ KOHIIEHTPALUIO TJIFOKO3bI B KPOBHU, IOITOMY MOXKET MOTPEOOBATHCS KOPPEKTUPOBKA
J103bl MHCYJIMHA W/WJIH TIEPOPAJIbHBIX TUIIOIIMKEMUYECKUX MIPENapaTosB.

[IpumeHeHHe  aHECTETMKOB  BO  BpeMs  Kypca  JIEUEHUS  TPU/TETPALUKIMYECKHUMHU
AQHTUJICTIPECCAHTAMU MOXKET YBEJIIMYUTb PUCK BO3HUKHOBEHMSI APUTMHM M  CHUKEHUS
apTepuajbHOTO AaBiieHus. CieayeT Mo BO3MOXXHOCTH IPEKPaTUTh INPUEM aMUTPUINITUIMHA 32
HECKOJIBKO JHEH 10 XUPYprHuecKoro BMelaTesbcTBa. B ciyyae HE00X0AMMOCTH HEOTIIOKHOTO
XUPYPrUYECKOr0 BMELIATEIbCTBA AHECTE3UOJIOr JIOJDKEH OBITh MPEAYNPEeXICH O JIEYEHUU
ITALMEHTA [IPEnapaToM.

B nepuon neuenus cneayeT UCKIIOUYUTD YIIOTPEOIEHUE aaKOTOJIs.

[Tocne IMTENBHOTO MPUMEHEHUS PE3KOE IPEKPALLEHUE TEPAIINN Y HEKOTOPBIX MMALUEHTOB MOXKET
IPUBECTH K BO3HMKHOBEHMIO CHHIpOMa «OTMEHbI». UToOBI M30€XaTh €ro BO3HUKHOBEHMS,
PEKOMEHAYETCs MIOCTENEHHAsl OTMEHA aMUTPUNTUIIMHA B TEUEHUE HECKOIBKUX HEJEINb.

JleueHne aMHMTPUNTWIMHOM B IOXXWUJIOM BO3pacTe AOHKHO MPOXOAMTH MOJ TIIATEIbHBIM
KOHTPOJIEM, C IPUMEHEHHEM MUHUMAJIBHBIX 03 IIPENapara 1 MOCTEIECHHBIM UX IOBBIIICHUEM, BO
n30exaHue pa3BUTHS JETUPUO3HBIX PACCTPOICTB, THITIOMAHUU U APYTUX OCIOKHEHUH.

VY nanueHToB, NPUMEHSIOUINX KOHTAKTHBIE JINH3bI, CHUKEHHE 00pa30BaHus Clie3bl U HAKOIUIEHHE
CJIIM3UCTOIO CEKpEeTa, BCIEACTBHE M-XOIMHOONOKUpYtowero aeiicteust TLA, MoxeT nmpuBecTu K
HNOBPEXJICHUIO  SOMUTEIMS  POroBUllbl.  BcenenctBue — aHTHXOMMHepruyeckoro  s¢ddekra
AMUTPUIITUIMHA BO3MOXKEH ITPUCTYI MOBBIIIEHNS BHYTPUIJIA3HOTO JABJICHHUS.

CyXxoCTh CIM3UCTON 000JI0YKHU MOJOCTH PTa MOXKET IPUBECTU K BOSHUKHOBEHUIO U3MEHEHUH Ha
€€ MOBEPXHOCTH, BOCHAIIUTEIbHBIM PEaKLIMsM, OIIYIICHUIO AOKEHUS U Kapuecy. Pekomenayercs
PETYJIIPHOE MOCEIEHNE CTOMATOJIOTA.

IIpu npumenenun TIIA B coyeTaHuHM C JAPYITMMH CEPOTOHMHEPIMYECKMMH IIpenaparamMu
BO3MO)XHO BO3HUKHOBEHHE CEPOTOHMHOBOIO CHHJpOMa. BbI3piBaeMblii M30BITKOM CEpPOTOHHMHA
CUHAPOM MOXET NMPUBECTH K JIETaJbHOMY MCXOIY U BKJIIOYAET B ce0sl CIEAYyIONNe CUMITOMBI:
HEPBHO-MBIIIIEYHOE BO30YyXJeHHe (MOJAepruBaHUE MBIIIL, THneppedIiekcus, MHOKIOHYC,
PHUTHIHOCTD), BET€TaTUBHBIC U3MEHEHUS (TUIIEPTEPMUS, TAXUKAP/IHsl, U3BMEHEHNE apTepHaIbHOTO
JTaBJICHUS], TOBBILLIEHHOE MTOTOOT/IEJICHHE, TUIIEPEMUS KOKHBIX IOKPOBOB, PACIIUPEHHBIE 3PAYKH,

nuapesi), U3MEHEHHUs IMCUXUYECKOro COCTOSIHMS (0ecrnokoicTBO, BO30YXKIEHHE, CIIyTaHHOCTh
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
2024 N= 48235

ot 13.03.2

(NOCNEOOBATENEHOCTE 0001)

CO3HaHMUsI, KOMA).

Bcnencreue npuemMa aMUTPUNITUIIMHA BO3MOYKHO Pa3BUTHE arpaHyJIOLUTO3A.

AMUTPUNTHINH JOJDKEH HCIIOJIB30BaThcs C  0OCO00M OCTOPOKHOCTBIO Yy TAIMEHTOB C
CyZIOPOKHBIMHU PACCTPONCTBAMHM U SIUJICIICUEN B aHAMHE3€, IIOCKOJIBKY AMUTPUIITUIINH CHUYXKAET
MOPOT CYIOPOKHONW FOTOBHOCTH, YTO MOXKET NMPUBECTH K CHIKEHHUIO 3(()EKTUBHOCTH JICUCHUS
MPOTUBOIMUIICTITUYECKUMH TIpernaparaMu. JTa TpyIa MalueHTOB MMEET MOBBIIICHHBIN PHUCK
Pa3BUTHUS CYJOPOKHBIX MPHUMAIKOB HA ()OHE TPUMCHEHUS aMUTPHUIITUIINHA.
ONUAEeMHOJOTUYECKUE HCCIIEI0BAHMS, BKJIIOYAIOIIME MAallMEHTOB B Bo3pacre crapue 50 mer,
MPOAEMOHCTPUPOBAJIHU MOBBIIICHHBIN PUCK Pa3BUTHS MEpeIOMOB y Jull, npuauMaronmx C1MO3C
u THA. Mexanusm, NpUBOASIINKI K TOBBIILIEHUIO PUCKA TIEPETOMOB, HEU3BECTEH.

Onucan cioyyail JeTaJbHOM apuUTMUHU, BO3HMKIIMKM depe3 56 4acoB mocie IMEpeao3upOBKU
aMUTPUIITUINHA.

BcnomorarenbsHbIe BEIECTBA

[Ipenmapar AMUTPUOTHIMH COJEPXKUT JakTro3y. IlamueHTam ¢ peako BcTpedaromencs
HACJIECTBEHHOH HENEPEeHOCUMOCTBIO I'aJaKTO3bl, JEPUIUTOM JIAKTa3bl JIONApEeH WM TIF0K030-

raJlakTO3HOM MalibabcopOuuen He cleAyeT MPUHUMATh 3TOT Mpenapar.

4.5. B3aumojeiicTBue ¢ JAPYrHMH JIEKAPDCTBEHHBIMHM NpenaparamMu M JApyrue BH/bI
B3auMOAeliCTBUA

dapMakoJUHAMHYECKOE B3aUMOJICHCTBHUE

CoBMecTHOE MPUMEHEHHE ¢ CepOTOHUHEPIUYECKUMHU JEHCTBYIOIMMH BEIIECTBAMU (TAKUMH Kak
CUO3C u CUO3CH, unrubutopst MAO, ipenapathl JUTHUsI, TPUTITAHBI, TPAMaJI0J, JIUHE30JIH/I,
L-tpuntodan, mnpemapaTsl 3BepoOOs MPOIBIPSABICHHOIO) MOXET BbI3bIBaTh PpPa3BUTHE
CEpPOTOHHHOBOT'O CHHIPOMA.

HNuaruduropet MAO

OnHOBpeMEeHHBIN MPUEM aMUTPUNITUIINHA U UHTHOUTOPOB MA O MOXKET BbI3BaTh CEPOTOHUHOBBIN
CUHAPOM (BO3MOKHBI @)KMUTallUsl, CIIyTAHHOCTh CO3HAHUS, TPEMOP, MHUOKIOHYC, THIIEPTEPMHUS).
AMUTpUNTUIMH MOXET ObITh Ha3HaueH depe3 14 nHel mocie NpekpaleHus JeYeHUs
HeoOpaTuMbIMM MHTHOUTOpaMu MAO M Kak MUHUMYM uepe3 |1 JeHb mocie MpeKpalieHus
Tepanuu o6patuMbiM HHrH6uTOopoM MAO THna A - Moknobemunom. Marubutopst MAO moryt
OBITh Ha3HAYEHHI uepe3 14 nHel mocie OKOHYaHUs TpUeMa aMUTPUIITHIINHA.

CHO3C

Heo6xoaumo co0iroaTh OCTOPOKHOCTh HPU COBMECTHOM MPUMEHEHMHM aMHUTPHUIITHIIMHA C
CUO3C (dmyokceTuH, hmyBokcaMuH). Ux 0THOBpeMEHHOE Ha3HAYCHHUE TPUBOINT K MOBBITIICHUIO

KOHICHTPAIMK aMUTPUITHIIMHA B IIa3ME KPOBHU BCJICACTBUC I/IHFI/I6I/IpOBaHH$I I/ISO(l)epMeHTa
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 13.03.2024 N= 4323

CYP2D6, yuactByromero B metabomusme TLIA. Hauﬂggliij%g}gﬁﬁ%%k%' Elé;g'a '1/110,

JOJIKHBI HaXOJUTHCA TOA CTPOTHUM Ha6JHOI[eHI/IeM Bpada H3-3a PUCKA Pa3BUTHA TOKCHUYCCKUX
peaKuui.

AHTHUXOJIMHEPTrHYSCKHE TIPEeHapaThl

ITockonbky TIIA, B TOM 4Yuciae AaMUTPUNTWIMH, MOTYT  YCWUJIMBaThb  JCHCTBHE
AHTUXOJMHEPTUYCCKUX MTPENapaToB Ha OpraHbl 3pEHUS, IICHTPpaIbHYI0 HepBHYIO cuctemy (ITHC),
KHUIIIEYHUK H MOYEBOH My3bIPh, CIEAYET U30eraTh NX OJJHOBPEMEHHOTO MPUMEHEHHUS.

[Ipu npueme TLIA B coueTaHuu ¢ aHTUXOJIMHEPTUUECKUMHU TTpErapaTaMy Ui HEUPOJIENTUKAMH,
0COOEHHO B KapKYIO IIOT0/1y, BO3MOXHO Pa3BUTUE TUTIEPEKCHH.

CUMOAaTOMAMETHKHA

AMUTPUNITHINH MOXKET YCWIMBATh JICWCTBHE aJ[peHANIMHA, HOpaJpeHannHa, 3denpuHa,
u30MnpeHannHa, QeHwdpuHa U (QEHWINPONaHOIaMUHA Ha CEepJEYHO-COCYAUCTYIO CHUCTEMY.
Bcenencreue 31010 HE CTOUT NPUMEHSTH AHECTETHUKH, IPOTUBOOTEUYHBIE CPEICTBA U JIPyTHUe
MIpernaparkl, COAECPKAIINE 3TH BEIIECTBA, OJITHOBPEMEHHO C aMUTPUIITUIIMNHOM.

HDCHaDaTBI, CHIMKAIOMUE CUMIIATUYCCKYIO AKTHUBHOCTD

AMUTPUNTUIINH MOKET CHUKATh TUIIOTEH3UBHBIN 3 (DEeKT ryaHeTuiuHa, OeTaHUANHA, PE3EPIHHA,
KIIOHUJIMHA U MeTuionsl. [Ipu onHoBpemenHoMm mpueme TL[A HeoOX0oIuMO CKOPPEKTHPOBAThH
TUTIOTEH3UBHYIO TEPAIUIO.

[Ipenapartsl, yraerarome [IHC

[Ipy onHOBpEeMEHHOM HpUMEHEHHH ¢ OyiokaropamMu Hi-TUCTaMHUHOBBIX  pELENITOPOB,
KJIOHUJAMHOM, aJIKOToJIeM M OapOuTypaTaMy BO3MOXKHO YCHIJIEHHE YTHETAIOIEro JeWCTBUS Ha
[THC. AMUTpUNITUIIMH MOXKET YCUIUBATh 3QGEKThl U Apyrux npenaparos, yraeraromux [[HC.

[Ipenaparsl, viumasgomme uarepsai QT

OnHOBpeMEHHBI MpUEM aMUTPUNTHIMHA M NpenaparoB, YAIUHSOMUX uHTepBan QT:
AQHTMApUTMUKOB (XMHUJAMH), AHTUTMCTAMHHHBIX IIpernapaTtoB (acTeMu3on M TepheHaauH),
HEKOTOPBIX HEHPOJIENTUKOB (0COOEHHO MUMO3Ua U CEPTUHJIONA), IU3aNpUaa, raiodanTpruHa u
COTaJoJja - MOBBILIIAET PUCK PA3BUTHUS KEITyJOUKOBON apUTMUHU.

HDOTI/IBOFDI/I6KOBHG npenaparbl

[IpoTuBOrpuOKOBBIE Tpemaparhl, Takhe Kak (QIykoHa30l W TepOMHA(pUH, TMOBBIIIAIOT
koHieHTpanuio TI[A B KpoBH H, COOTBETCTBEHHO, MX TOKCHUYHOCTH. BO3MOXHBI 0OMOpOKU U
pa3BUTHE MAPOKCU3MOB KEITYJ0UYKOBOM Taxukapauu (torsade de pointes).

BaD6I/ITVDaTBI 1 MHAYKTOPBI MUKPOCOMAJIBHBIX d)CDMCHTOB OCYCHU

BapOutypatel M Jpyrue HMHAYKTOPHI MHKPOCOMAIBHBIX (DEPMEHTOB I€YEHHU, HAIpHUMED,
pudamMnuH 1 kapb6amazenuH MoryT ycuiauTh meTtabonusm TLA, u B pe3yiabTaTe MOHU3UTH

koHieHtpanuo TIIA B rurazme u yMeHbIIUTH X d3)(PEKTUBHOCT.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 13.03.2024 N= 4323

[umeTnarH 1 MeTUIDESHUAAT, a TAaK)Ke 0J0KaTAPHI «Mefzﬁlé;{ﬁb-ll%ﬁﬁ‘u%&kbiggﬁ&fbg 001 )

[Ipy OJHOBPEMEHHOM TNPUMEHEHUH C LHMMETHIMHOM, MeTHI(EHUJaTOM H OJI0KaTopaMu
«MEJJICHHBIX» KaJbLIMEBbIX KAaHAJIOB BO3MOXKHO 3aMeJIeHHE MeTaboynM3Ma aMUTPUITHINHA,
HOBBIIIEHUE €r0 KOHLIEHTPAIMU B IUIa3Me KPOBU U Pa3BUTHE TOKCHYECKUX () (PEKTOB.

HeiliponenTuku

[Ipy CcOBMECTHOM Ha3HAY€HUHM C HEUPOJENTHUKAMHU CcleAyeT YyuuTbiBaTh, 4yTo TLA 1u
HEHPONENTUKH B3aUMHO WHTUOMPYIOT METaOONM3M JAPYr Apyra, CHHXas MOPOr CYIOPOXKHOM
TOTOBHOCTH.

ITpu coBMECTHOM IPUMEHEHNH MOXKET TPeOOBATHCS KOPPEKLMS A03bI ATUX Ipenapatos. Cruenyer
nu30eratb  OJIHOBPEMEHHOI'O IPUMEHEHUS aMUTPUIITUIMHA, CHOTBOPHBIX CpPEACTB U
HEHPONENTUKOB (IPONEPHI0JI1a) U3-3a YCUIICHUS CeIaTUBHOTO 3 deKTa.

HenpsiMble aHTMKOAryJISIHThI

IIppy OZHOBPEMEHHOM IPUMEHEHHHM aAMUTPUNTWIMHA W  HEOPAMBIX aHTUKOAryJIsSHTOB
(MIpOU3BOAHBIX KyMapuHa WIM MHAAIUOHA) BO3MOXHO IIOBBIIIEHUE AHTUKOArYISIHTHOM
AKTUBHOCTH IOCIIEAHUX.

I TIOKOKOPTUKOCTEPOUIHBIC CPEICTBA

AMI/ITpI/IHTI/IJ'II/IH MOKET YCUJIMBATDH ACIIPECCUIO, BBI3BAHHYIO I'NTFHOKOKOPTHUKOCTCPOUIaMHU.

IIpoTHBOCYIOPOKHEIC CPEJICTBA

[Ipy cOBMECTHOM NPUMEHEHUHU C IPOTHUBOCYAOPOXKHBIMU CpPEACTBAMHM BO3MOXKHO YCHJIEHUE
yrueratouniero aeiicteus Ha I[HC, cHmwkeHue mnopora CyIOpOoXKHOH TOTOBHOCTH (Tipu
UCIIOJIb30BaHUU B BBICOKUX J103aX) U CHMXKEHHE 3(PPEKTUBHOCTU MOCIETHUX.

AHTHUTHPEOUIIHBIE CPEACTBA

W3-3a pucka pa3BUTuUs apUTMUA HEO0OXOIUMO cOOJII0JIaTh OCOOYI0 OCTOPOKHOCTH IPHU
Ha3HAUYEHUM AaMUTPUINTHIMHA TAalHMeHTaM C TUNepQYHKIUEH [UTOBUIAHON JKene3bl WiIn
nalyveHTaM, NoJy4arolM aHTUTUPEOUIHbIE MTPETapaThl.

O}IHOBpCMGHHBIfI MNpUEM aMUTPUIITUIIMHA U CPCACTB IAJId JICUCHUSA TUPCOTOKCHKO3a IMOBLIIACT
PUCK pa3BHUTHS arpaHyJIOIUTO3A.

XOJ'II/IHO6J'IOK8.TODLI, d)eHOTI/Ia3I/IHLI )51 6CH3OI[I/Ia3eHI/IHBI

[Tpu coBMeCTHOM MPUMEHEHUH C XOJIMHOOIOKaTopaMu, (PeHOTHa3MHAMH M O€H30ua3enuHaMu
BO3MOYKHO B3aHMMHOE YCHJICHHE CETaTHBHOTO U IICHTPAIBHOTO XOJIHHOOJIOKUPYIONIETro 3P PeKToB
U pHCKa BO3HUKHOBEHHS OJIHJICHTHYCCKUX TPHUITATKOB (CHIDKEHHE TIopora CyJIOpPOKHOM
TOTOBHOCTH).

IIepopanbHble KOHTPAICIITHUBEI

OcTporeHcojepxKaliye MepopajbHble MPOTHBO3aYaTOYHBIE JIEKAPCTBEHHBIE CpEICTBA U

OCTPOTCHBEI MOT'YT IIOBBIIIATH 6I/IO)IOCTy1'IHOCTI) AMUTPUIITUIINHA. JIJ'ISI BOCCTaHOBJICHHUA
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 13.03.2024 N= 4323

3 PEKTUBHOCTH WM CHIDKCHHSI aKTUBHOCTH MOPKET 6LH’L%(56%TNI§M&'C}IH% %’o@'ﬂf‘mﬂ

ACTPOreHa, MM aMUTpUnTHiInHa. OIHAKO, MOXKET MOTPeOOBAaTHCSI U OTMEHA Ipernapara.

Hur I/I6I/ITODLI AlCTAIbACTUAACTUAPOTICHA3bI

CoBMecTHOE TMpUMEHEHUE c TucyiabhupaMmomMm u JIPYTUMHU MHTUOUTOpaMU
aleTabCTUACTUAPOTCHA3bl MOXKET YBEJIIUYUTH PUCK PA3BUTHS MCUXOTUUYECKHX COCTOSIHUM U
CIYTAaHHOCTU CO3HAHMSI.

denutouH

TLA MOryT MOBBIIIATH CHIBOPOTOYHYIO KOHIEHTpaluioo (EHUTOMHA U, COOTBETCTBEHHO,
MOBBIIATh PHUCK BO3HUKHOBEHHS €ro TOKcHYeckux 3¢ dekToB (arakcus, rumneppediaexcus,
HUCTarM, TPEMop).

3Bep0o0oi TPOALIPIABICHHBII

OpnHOBpeMEHHOE NPHUMEHEHHE aMHUTPUNTHIMHA U IpernapaTroB, COAEpXKalIUX 3BepoOoi
IPOJBIPSBICHHBIM, MOKET NMPUBECTU K YCUJICHUIO META00IM3Ma aMUTPUNTHIMHA U CHUDKEHUIO
MaKCHMaJIbHOW CHIBOPOTOYHOM KOHLEHTpAaluu aMUTpuntuinHa Ha 20 %, BcieacTBUE UHIYKIUU
ero merabonm3ma n3odepmentom CYP3 A4 neuenn. TeopeTrnuecky BO3MOXKHO MOBBIIICHUE PUCKA
BO3HUKHOBEHUS CEPOTOHHHOBOI'O CUHIPOMA.

Jlutuit

[Ipy opHOBpEeMEHHOM IpUMEHEHHMU mpenapaToB JUTHS U TLIA MOXET NOBBIATHCA PHUCK
BO3HMKHOBEHMS IICUXOTHYECKHX CHUMIITOMOB M TOKCHYECKHX OCI0KHEHUI CO CTOPOHEL HHC Jaxe
Ha (oHE TepaneBTUYECKUX KOHIEHTpauuid JUTHUS B IU1a3Me KpoBH. OmnMcaHbl cilydau
BO3HUKHOBEHUS MaHUHM, MHOKJIOHYca, TPEMOpPa, TOHMKO-KJIOHHYECKHUX CYJOpOr, PacCTpOMCTB
namMsTHU, CIIyTAaHHOCTH CO3HAHUS, AC30PraHU3alu MBIIIJICHHA, FaHHIOHHHaHHﬁ, CCPOTOHHUHOBOT'O
CHHJIpOMa ¥ 3JI0Ka4eCTBEHHOTO HEHPOJIENTHYECKOTO CHHPOMA, HAUWHABIIAXCSI 9e€pe3 HECKOIBKO
JTHeH mociie Havyajga KOMOMHUPOBAHHOM Tepanuu, B OOJBIIMHCTBE ClIyyaeB TpeOoBajgach OTMEHA
tepanun  aub6o TILIA, nubo mpemapaTtoB JUTHS. [Toxxuiible ManMEHTHl  OCOOEHHO

npeapacIioIOKCHbl K BOBHUKHOBCHHIO TaKUX peaKHI/II\/'I.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JAKTALUS

bepeMeHHOCTD

[TpumeHenne npenapaTa Bo BpeMsi 0epeMEeHHOCTH He peKoMeHyeTcs. Bo BpeMst 6epeMeHHOCTH
AMUTPUNITAIMH CJIEAyeT TPUMEHSTh, TOJBKO €CIH TMpearojaraeMas I0JIb3a Uil MaTepu
NpPEBbIIACT MOTEHIUANBHBIA pUCK Ui TuioAa. Ilpumenenue Bbicokux 103 TLIA B mepBom u
TPETheM TPUMECTpEe OEPEMEHHOCTH MOXKET HETaTUBHO CKa3aThCs HA MCUXO0(U3NIECKOM Pa3BUTHH
HOBOPOXKJICHHOTO, BKJIOYasi U3MEHEHHE MTOBE/ICHHSI 1 HEBPOJIOTUICCKUX (DYHKITHIA.

HpI/I Ha3SHA4YCHUU aAMHUTPHUIITUIIMHA 6epeMeHHBIM KCHIIMHAaM, Y HOBOPOXICHHBIX OTMCYAINCH
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 13.03.2024 N= 4829
COHJIMBOCTb, AKUTALMS U yTHETEHUE JBIXaHUS,|a IpH ﬂﬂ%ﬂ&%'&ﬁ%kﬂiﬂhg GM'éTb'ddnHT
AMUTPUNTHIMHA) - 3aJepXKKa MOYd. B ciydae mNprMEHEHUS aMUTPUNTWIMHA BO BpEMs

6epemennoctyu, ocobenno B Il TpumecTtpe, HEOOXOUMO MPENYNPENUTh MAUEHTKY O BHICOKOM
pHCKE HEraTUBHOI'O BO3/AEHCTBHSI Ha IO,

Jlakranus

[IpumeHeHHEe aMUTPUNTUIMHA B IMEPUOJA TPYAHOIO BCKapMJIMBAaHUS HE PEKOMEHIYeTcs,
IIOCKOJIbKY JICHCTBYIOIIEE BELIECTBO IPOHUKAET B TPYJHOE MOJOKO. YCTAaHOBJIEHO, 4YTO
OTHOILIEHHE KOHLIEHTPALMi aMUTPUIITUIIMHA «TPYJHOE MOJIOKO/TIJIa3Ma KpoBu» cocrtasiseT 0,4-
1,5. V peOenka, HaxoJsIlerocss Ha TIPYAHOM BCKapMJIMBaHMM MaTepblO, IPUHUMAOIIEH
AMHUTPHUITWINH, MOTYT BOZHUKATh HEXellaTeJIbHbIC PEaKIiK, OMCaHHbIe B pa3zaeie 4.8.

[Tpu HEe0OXOIMMOCTH TIpHEMa TperapaTa cIeayeT BO3ACPKATHCS OT KOPMIICHHSI TPYABIO.

4.7. BiusiHde Ha CMOCOOHOCTH YNPABJSATH TPAHCIOPTHBLIMHM CpeICTBAaMU M padoTaTth ¢
MeXaHu3MaMu

Bo Bpems mpuema aMUTpUNTHIIMHA 3alpelIaeTcsi BOXKICHUE TPAHCIOPTHBIX CPEJICTB, a TakKe
00CIyKMBaHUE MEXaHHW3MOB U BBHIMOJHEHHE JIPYTHMX BHJIOB padOT, TPEOYIOIIUX MOBBIIICHHON

KOHICHTpAalluXl BHUMAHM, 6BICTpOTLI IICUXOMOTOPHBIX peaKHI/Iﬁ U TOYHBIX HBH)KCHHﬁ.

4.8. Hexkes1aTeibHbIE peaKIUH

Pe3roMe HekenaTenbHBIX PeaKIUN

YactoTa BO3HUKHOBEHHS TOOOYHBIX dJ(PQEKTOB Ompenensiyiack B COOTBETCTBHH  C
kinaccudukanueir Becemupnoit Opranuzanuu 31paBooxpaHeHus: oueHs yacmo (> 1/10); vacmo
(> 1/100 mo < 1/10); neuacmo (> 1/1000 no < 1/100); peoko (> 1/10000 o < 1/1000); ouens peoxo
(< 1/10000); uacmoma neussecmna (He MOXKET OBITH OI[CHEHA HA OCHOBE UMEIOIINXCS JTaHHBIX ).
Hapywenus co cmopoHbl Kposu u iumpamuieckoii cucmemvl

Heuacmo: yrHeTeHHE KOCTHOMO3TOBOTO KpPOBETBOPEHHS, AarpaHyJIONWTO3, JICHKOIEHUS,
TPOMOOLIMTONIEHU S, S03UHOPHIIHS.

Hapywenus co cmopoHbl uMMYHHOU CUCmembl

Peoxo: aHTHOHEBPOTUYECKUI OTEK, OTEK JIUIA U TY0.

DHOOKpUHHbBLE HAPYUWEHUSL

Peoxo: THIIO- WITH THITEPTITMKEMUSL.

Hapywenusa memabonuzma u numanus

Yacmo: aHopekcus;

Heuacmo. yBenu4eHne Macchl Tela MPH JUTHTETFHOM TPUMEHEHHH;

Peoxo: camxeHne Macchl Tena, HapyIllleHHue TOJIEPaHTHOCTHU K IIIIOKO3€;
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 13.03.2024 N= 4323

Yacmoma neusgecmua,; TATICPKATACMUSI. (NOCNEOCBATENEHOCTE 0001)

Icuxuueckue napyuenus

QOuenb uacmo: CHOYTAaHHOCTh CO3HAHUS (CIIYTAaHHOCTh CO3HAHUS Y TMOXWJIBIX IallMEHTOB
XapakTepusyercss  OECrOKOWCTBOM, HapylIeHHEM CHa, 3aTpyJHEHUEM  3allOMHHAHUA,
MICUXOMOTOPHBIM BO30YXI€HUEM, OECIIOPI0UHOCTHIO MBICIIEH, OpeIoM), 1e30pHUEeHTALINS;
Yacmo: TpeBora, BO30YXKJIEHHE, pPa3IpakUTEIBHOCTh, TCUXO03, TAJUTIOIMHAIINY, HapYyIICHUE
KOHIIEHTpAllMi BHUMAHUS;

Heyacmo: KOTHUTUBHBIE HapyLIECHUs, MAaHUAKAIbHBIM CHHAPOM, TMIIOMaHUs, MaHHs, TPEBOra,
OeccoHHUIIa, HOYHBIE KOLIIMaphI;

Peoxo: arpeccuBHOCTD, AenupwHii (y B3pOCIbIX ), TaJUTFOIIMHANNHY (Y TTAIIUSHTOB ¢ mm30(peHucii);
Ouyenwv pedxo: CyuIUIaIbHbIC MBICIH, CYUITUAATEHOE TIOBECHHE.

Hapywenus co cmoponwvl Hepenoti cucmembi

Ouenv yacmo. cenaTUBHOE JeUCTBUE (BAJIOCTh, CKIIOHHOCTH KO CHY), TPEMOD, TOJIOBOKPYKEHHE,
roJIoBHas 00JIb;

Yacmo: cHWXEHUE KOHLEHTpAllMM BHUMAHHS, HApPYIICHHE BKYyCa, CJIa00CTh, COHJIMBOCTb,
OeccoHHUIIA, MAPECTe3UH, aTaKCHsl, aKaTU3Ws, MApKUHCOHU3M, nepudepuyueckas HEBpOMaTHS;
Heyacmo: sxkcTpanupaMuHbie HapyIeHUs (MO3AHS TUCKUHE3Ms, CMa3aHHAs Peyb, TOBBIIIICHHE
CyJIOPOKHOM TOTOBHOCTH, CYJIOPOTH).

Hapywenus co cmoponwl opeana 3penus

OuyeHnb yacmo: CHWKEHHE OCTPOTHI 3PEHHUs, HapyIICHHs] aKKOMOJaluu (B IMpoliecce JCYCHUS
MOTYT MOTPeOOBATHCS OUKH /ISl YTCHUS );

Yacmo: muapuas;

Heuacmo: noBbllIeHHE BHYTPUTIIA3HOTO JIABJICHHS;

Peoxo: motepsi cmocoOOHOCTH K aKKOMOJIAIIUH, YCYTYOJIeHHE Y3KOYTOJIbHOM I1ayKOMBI.
Hapywenus co cmoponwl opeana ciyxa u nabupunma

Ouenv wacmo: NIyM B ylIax.

Hapywenus co cmoponvl cepoya

OueHb wacmo: apUTMHUS, YKCTPACUCTOIINSA, OLYIIIEHUE CepAIleOneHu s, TAXUKaPAUS;

Heuacmo: cepaedHas HEIOCTaTOYHOCTH (YXYIIIEHHE HMEIOIIErocs HapylmieHus (QyHKIUU
cepaia), Hecnenupuyeckne n3meHeHus: Ha DKI' y manueHToB, He CTpaJaronux 3a00JIeBaHUSIMU
cepaua;

Ouyenv pedko. GUOPHILIALIMS TIpeacepaAnid, UOPHIISAIUS KETyI0YKOB, aCUCTONUs, UH(APKT
MHUOKap/a.

Hapywenus co cmoponwl cocyoos

Ouenv yacmo: OpPTOCTAaTUYUCCKAS TUIIOTCH3USA,
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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Heuacmo: noBbIIeHNE apTEPUATHFHOTO TaBJICHHSI. (MOCNEAOBATENEHOCTE 0001)

Kenyoouno-kuuieunvie HapyuleHus

Yacmo: cyXOCTh CIU3UCTOW OOOJIOYKH TOJOCTH PTa, OMIYIICHHE NTUCKOM(OpPTa B IMHUTACTPUH,
racTpajrusi, 3armop, TOIIHOTA, W3KOra, CTOMATHT, NOTEMHEHHUE S3bIKA, YBEIMYCHHE CIIFOHHBIX
Kenes;

Heyacmo: nuapesi, pBoTa, OTEK SI3bIKA;

Peoxo: mapanutideckasi KUIIeYHas! HETIPOXOJUMOCTb.

Hapywenus co cmoponul neuenu u sicenueol800sauux nymeti

Heuacmo: xonmecrtaTnyeckas KenTyxa, HapylieHne (yHKIIMY IeUYeHU, TeraTHT.

Hapywenus co cmopoHbvl Kodcu 1 NOOKONHCHBIX MKAHeEU

Ouenb yacmo. TMOBBIIICHHOE IOTOOT/ICICHUE;

Heyacmo: cbimb, 3y, KOKHbIE BACKYJIUTHI, KPAIMBHUIIA;

Peoko: hoToceHcnOUmM3anus, aronenus.

Hapywenus co cmoponsl nouex u mouegbl800awux nymeiti

Yacmo. 3aiepkka MOYH, 3aJIepKKa Hadaia MOYCHCITYCKaHUS, TOJUIAKHYPHS,

Peoxo: rmoxo3ypusi.

Hapywenus co cmopoHvl penpodyKkmueHotl cucmembl U MOJIOYHBIX Jcelle3

Ouenwv wacmo: ocnablieHUE WM YBEITUICHHUE TTOJIOBOTO BIICYCHHUS,

Yacmo. y My 4HH - UMIIOTEHITUS, HAPYIICHUE dPEKIUH;

Peoko: y MyX4uH - 3aiepKKa ISKYISALNUN, THHEKOMACTHUS; Y JKCHIIUH - TaJakTopes, 3aJep:KKa
oprasma, moTeps CrocOOHOCTH K JOCTUKEHHIO Opra3ma.

Obwue Hapywenus u peakyuu  mecme 68e0eHUs.

Ouenb uacmo: yTOMIIIEMOCTD;

Peoxo: runepnupexcusi.

CHHIIpOM «OTMEHBI»: MOCJE ATUTENBHOTO MPUMEHEHHSI TIPU PE3KOM MPEKPAIICHUH TIPUeMa MOTYT
BO3HUKATh TaKHe HEXKeJaTelbHbIC pPEakIMH, KaK TOIIHOTA, PBOTA, IUapes, TOJIOBHAs OOk,
HEJIOMOTaHue, OeCCOHHUIIA, HEOOBIYHBIE  CHOBHUJECHHUS, HEOOBIYHOE  BO30YXKJEHHE,
pa3apaXUTENbHOCTh, IMOCIE JUIMTENBHOTO MPUMEHEHHS TpU TIOCTENEeHHOW OTMEHe -
pa3apaXUTENbHOCTh, HAPYIIEHUS CHA, HEOObIUHbIE CHOBHUJEHUS. OTH CHUMIITOMBI HE
CBUJCTECILCTBYIOT O pa3BUTUM TPHBBIKAHHWS K TIpermapary. Peako OTAeNnbHBIC —Ciydan
MaHUAKaJIbHOTO COCTOSTHUS WJTM TUTTOMAHWH BO3HUKAJU B TeUCHHE 2-7 JTHEH TOCTIe MPEKpaIleHus
anuTenbHoro acueHus TLHA.

CooOmaioch 0 pa3BUTUM CYMIMJATBHBIX MBICICH WM TIOBEIEHUS B XOJE JICUCHUS

AMUTPUIITUIINHOM HUJIN MOCJIC €0 OTMCHBIL.
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ot 13.03.2024 N= 4323

(NOCNEQCBATENEHOCTE 0001)

Jlabopamopnvie u uHcmpymeHmanvHvle OAHHbIE

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

Ouenwv wacmo: n3menenue Ha DKI': ynnmunenue uarepBana QT, pacmmpenue kommiekca QRS;
Heuacmo: n3meHeHHe cekperuu auTumypeTuueckoro ropmona (AJIN);

Peoko: OTKIOHEHHE OT HOPMBI TMEUEHOYHBIX MPOO, MOBBIIICHHNE AKTUBHOCTH ILEIOYHOU
docdaraspl, TpaHCAMHHA3.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUsAX IOCIIe PETUCTPalluu
JIEKapCTBEHHOTO Tpernapara ¢ 1eIbl0 00eCIIeUeHH] HEPEPHIBHOTO MOHHUTOPUHTA COOTHOIIICHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOTO mpemnapara. MeauIMHCKHUM pPaOOTHUKAM pPEKOMEHIYETCs
Co00IIaTh O JIFOOBIX TMOI03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JEKApPCTBEHHOTO Ipernapara
Yyepe3 HallMOHABHBIC CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEAKIIMSIX TOCYIapCTB — YJICHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas ®@enepanus

®denepanbHas cayx0a Mo Haa30py B cdepe 3apaBoOOXpaHEHUs

Anpec: 109012, r. Mocksa, CriaBsiHCKasl III0OIIaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekrpoHHas modra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(MOpPMAIIMOHHO-TEJICKOMMYHUKAIMOHHOM ceT «MHTepHEeT:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

Crienuuaeckoro aHTHI0TA T KYTUPOBAHUS CUMITOMOB ocTporo otpasieHus TLA HeT.
Peakmuy Ha Iepe103UPOBKY Y Pa3HBIX MAIMEHTOB CYIIIECTBEHHO PA3IMYarOTCsI.

VY B3pocabIX manueHToB npuem 6onee 500 MT BBI3BIBAET YMEPEHHO BBIPAKEHHYIO WIIH TSKEIYIO
uHTOKCcHKaruio. llepenosupoBka amutpuntuinHoMm (Oomee 1000 Mr) MoOXKeT NPUBECTH K
netanbHOMY ucxony. meetcst coobmienune o ¢haraapHON apuUTMHH, BOSHUKIIEH yepe3 56 1acoB
MocJie TIePEA03UPOBKH aMUTPUIITHIIMHA.

CuMOTOMBI

CHUMINITOMBI MOTYT Pa3BUBATHCS MEIJICHHO M HE3aMETHO, WJIM K€ PE3KO M BHe3amHo. B TeueHue
MIEPBBIX YACOB HAOFOAACTCS COHJIMBOCTD HITH BO30YKICHUE, KUTAIUS U TAJUTIOIIMHAIIHH.
Aumuxonunepeuveckue CUMNMOMbL: MUJIPHA3, TAXUKAPIUS, 3aJIEPIKKA MOYH, CYXOCTh CITM3HCTHIX
000J104€K, 3aMeIJICHHEe MOTOPUKHU KHUIIIEUHUKA, CYJOPOTH, MOBBIIIEHUE TEMIIEPaTypPbl, OIBIIIKA,
IU3apTpus, CyJOPOKHbIE MPUTAJKH, PUTHIHOCTD MBIIII, pBOTa, BHe3amHoe yraereHue [IHC.
YrHeTeHHe CO3HaHHWS BIUIOTH JIO KOMBI PA3JIMYHOM CTENEHH TSOKECTH: COHJIMBOCTb,

AC30pUCHTAlUsA, CIYTAHHOCTH CO3HaHHWA, CTYIOp, KOMa, IICHUXOMOTOPHOC B036}’)KJICHI/IC,
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Cumnmomsl  cO  CMOPOHBL  CEPOEUHO-COCYOUCMOL  CUCeMbl: APUTMUU  (GKEITyI0YKOBast
TaXWUApUTMUs, HAPYIICHUS CepAeuyHOro putMma mo Tumy torsade de pointes, GuOpmmsus
xenynoukoB). Ha OKI' xapakrtepHo ymanmunenne mHTepBania PR, pacmupenune komriekca QRS,
ymuaenne uHTepBana QT, ymiomenue wim wHBepcus 3yoma T, nenpeccust cermenta ST u
OJlokajja  BHYTPHUCEpPACUHOM  IMPOBOJUMOCTH  DPA3IMYHOM  CTENEHH, KOTOpas  MOKET
IporpeccupoBaTh BIUIOTH JI0 OCTaHOBKHM cepaua. Pacmmpenune komruiekca QRS  oObraHO
KOPPEIHUPYET C TSHKECThIO TOKCHYECKUX 3((HEKTOB BCIIEICTBUE OCTPOU MEPEI03UPOBKH.
Cepaeunast HEIOCTaTOYHOCTh, CHUYKEHUE apTEPUaIbHOTO JaBICHUSI, KApAUOT€HHBIH IIOK.
MetabonaruecKkuii anua03, TUMOKATUEMHS U TUTIOHATPUEMHSL.

[Tocne mpoOyxaeHrsI BHOBb BO3MOXKHA CITyTaHHOCTH CO3HaHUS, BO30YX/IEHUE, TaJUTIOLIMHALIIH,
aTaKCusl.

Jleuenue

[TpexpaieHue Tepanui aMUTPUITHINHOM.

['ocnuTanu3auus (B OT/€NEHUE HHTEHCUBHOW Tepanuu). JleyeHrne HOCUT CUMIITOMAaTUYECKUN U
HOJ/IEP>KUBAIOLINH XapakTep. 30HAUPOBAaHUE U IPOMBIBAHUE KEIYIKa, TaXKe €CII [ocie IprueMa
mpernapata BHYTPb MPOLUIO  JUIMTENIbHOE BpeMsi, C I[peIBAPUTEIbHBIM Ha3HAUYE€HHUEM
aKTUBUPOBAHHOIO yris. B ciydae TsSkKenoil MHTOKCHKAMM HEOOXOJUMO BBOJUTH 1-3 Mmr
¢u3ocTurmMrHa BHyTpUBEHHO. [10CKOIBKY (pr30CTHrMIHA canUIMIaT OBICTPO META0OTH3UPYETCS,
€ro HeoOXOJAMMO BBOJUTH IOBTOPHO, HECKOJIBKO pa3, B Ciydae BO3HUKHOBEHHUS JII0OOTO
YIPOXKAIOLIETO KU3HU OCJIOKHEHHUS (apuTMHs, CYAOpOru, riiyOokas Kowma). TmiarenbHoe
HaOJII0/IeHuE, JaKe €CIIH CIIydail KaxeTcs He ocliokHeHHbIM. Halmroienre 3a ypoBHEM CO3HaHUS,
MyJIbCOM, apTepUaIbHBIM JJABJICHUEM U IbIXaHHEM. YacThlii KOHTPOJIIb AIEKTPOIIUTOB B CHIBOPOTKE
KPOBHU M Ta30B KpoBU. KOHTPOJb MPOXOAMMOCTH JbIXaTEIbHBIX MyTeH HpU HEOOXOAMMOCTHU
JIOJDKEH OCYIIECTBIISATHCS C NPUMEHEHHEM HHTyOammu. Jlis mpeoTBpalleHHs BO3MOXKHOU
OCTaHOBKM JIbIXaHUS PEKOMEHIYETCsS HCII0JIb30BaTh alnapar HCKYCCTBEHHOM BEHTUJISILUU
nerkux. [locrossHubI DK -MOHUTOPUHT U KOHTPOJIb (PYHKIIUU cepAla B TeueHue 3-5 nueid. [lpu
pacmmpennu uHTepBanoB QRS, cepreyHOl HENOCTATOYHOCTH M KEIYJOYKOBBIX HapyLICHUN
pUTMa MOJOXKHUTEIBHOTO 3 dexkTa MOKHO NOOUThCs npu caure PH B mienouHyro cTopoHy (3a
cYeT BBeJCHHsS OMKapOoHaTa WM yMEPEHHOW TMIIEPBEHTHJIALMK) U MyTeM ObICTpoi MHOY3UH
THIIEPTOHHYECKOTO pacTBopa xjopuaa Harpust (100-200 mmons Na*). Bo3MOXKHO NpHMEHEHHE
COOTBETCTBYIOIIUX aHTHAPUTMHUKOB, HAIIPUMED, JINJOKaNHA IIPU KEITYA0YKOBBIX apUTMHUSIX B 103€
50-100 mr B/B (1-1,5 Mr/kr), 3aTem 1-3 MIr/MHH METOJIOM BHYTPHUBEHHON UH(Y3UH.
AMUTPUNTUIINH HE BHIBOJUTCS C IIOMOIIIBIO T€MOINAIN3a.

[Tpu HE0OXOMUMOCTH TTPOBOUTCS KapIUOBEPCHS, TPUOPUITIAIIH.
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[{upKyaaTOPHYIO HEAOCTATOYHOCTh KOPPEKTUPYIOT C HOI(/BII;_I[:I;}J %%%1&555%[%7&1)3'0’1%1) OB,

a B TSDKETIBIX CITy4asiX MPOBOAAT HH(Y3HIO 100yTaMuHa (BHavYase - 2-3 MKI/KI/MUH C AaJbHEHIITHM
MOBBIIIEHUEM JI03bI B 3aBUCHUMOCTH OT 3¢¢ekra). Bo3OyxaeHne u cyrnoporu MOryT OBITh

KYIIUPOBaHbI JUa3€IIaMOM.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA
®dapmakoTepaneBTUUYeCKas TpyIna: ICUXOAHAICNTUKU; AHTHUJICTIPECCAHThl, HECEICKTUBHbBIC
MHTUOUTOPHI 00PATHOTO 3aXBaTa MOHOAMHUHOB.

Kon ATX: NO6AAOQ9

MexaHu3M ASHCTBHUS U d)aDMaKOHI/IHaMI/I‘leCKI/IC B(bd)eKTLI

Amvutpuntunud - THA wu3 rpynnbsl HeM30MpaTeNnbHbBIX UHTMOMTOPOB HEHPOHAIBHOIO 3axBaTa
MOHOAMHUHOB.

MexaHu3M aHTUAEIPECCUBHOTO ACHCTBUSA CBSA3aH C YBEIMUYEHHEM KOHLIEHTPAlMU HOpaApeHaInHa
B cuHancax u/munu ceporonuHa B I[HC. Haxomnenue 3TuX HeHpoOMeAHAaTOPOB MPOUCXOIUT B
pe3yabpTaTe MHTrHOMPOBAaHUS OOPATHOTO MX 3aXBaTa MEMOpaHAMH PECUHANTHYECKUX HEHPOHOB.
[Tpu IMTENHLHOM NPUMEHEHUU AMUTPUNTUIMH CHUXAET (PYHKIMOHAJIbHYIO aKTHUBHOCTh OeTa-
aJpEHEPruYecKuX U  CEPOTOHMHOBBIX  PELENTOPOB TOJOBHOIO  MO3ra, HOPMAaJIU3YyeT
aJpCHEPrUYEeCKYI0 U CEPOTOHMHEPrHYECKYIO Iepeaady, BOCCTaHABIMBAET PABHOBECHUE STUX
CHUCTEM, HapyUIEHHOE TMpU JEHPECCUBHBIX COCTOSIHUAX. llpu TpeBOXHO-AENMPECCUBHBIX
COCTOSTHUSIX YMEHBIIAeT TPEBOTY, aXHUTALMIO U JeNpeccuBHble nposiBieHus. He mHrubupyer
dbepment MAO. AHTUIETPECCUBHOE IEMCTBUE Pa3BUBACTCS B TEUCHHE 2-3 HE/IEIb MOCie Havasaa
IIPUMEHEHHS.

AMUTPUNTUINH 00J1a/1a€T CUIBHBIM NMEepU(PEPUUIECKUM U LIEHTPAIbHBIM aHTUXOJIMHEPTHUECKUM
neiicTBueM, OOYCIIOBJIEHHBIM BBICOKMM CPOJCTBOM K M-XOJMHOpELENTOpaM; CHIIbHBIM
CelaTUBHBIM 3((PEKTOM, CBSI3aHHBIM CO CPOJICTBOM K Hi-ructaMHMHOBBIM perientopam, U ajibda-
a/IpeHOOJIOKUPYIOLIUM JIeHiCTBHEM.

AMUTpUNTUIMH 00JIafaeT CBOMCTBAaMU AHTHMAPUTMUYECKOIO JIEKApCTBEHHOTO CpeACTBa
noarpynnsl la, monoOHO XWHUIAMHY B TEpPANEBTUYECKUX [03aX 3aMEUISET KeNyI04YKOBYIO
MIPOBOAMMOCTH (IIPH MEPEIO3UPOBKE MOKET BbI3BATh TSKEIYIO BHYTPUKEITYT0UKOBYIO OJIOKATY).
5.2. apmakoknHeTHYECKHE CBOHCTBA

Abcopbrus

[Tocne mpuema BHYTpb AMUTPUOTHIIMH OBICTPO M TOJHOCTHIO BCACBIBAETCS U3 >KEITYAOYHO-

KUIIEYHOTO TpaKTa.
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Pacnopenenenue

KoHneHTpanus aMUTPpUNTIIIMHA B IU1a3Me KPOBH Y pPa3HBIX TNAIMEHTOB CYIIECTBEHHO
paznudaercs. bBuogocTynmHoCTh aMuTpunTIIIMHA cocTaBisieT 30-60 %, ero akTHBHOTO MEeTa0OIUTa
HOpTpUNTWINHA - 46-70 %. AMUTPUNITUIINH B 3HAUUTEIbHOU cTeneHu (Ha 95 %) cBs3biBaeTcs C
OeikaMu TUIa3Mbl KpOBHU. MakcuMmaibHas KoHIEHTpamus B 1mia3Me KpoBH (Cmax) -
0,04-0,16 mxr/ma. Bpemsi poctmwkeHus MakcuMalibHOW KOHIEHTpauuu (Tcmax) mocie mpuema
BHYTpPb - 4-8 4acoB, a paBHOBECHAsi KOHIICHTPAIMs HACTYIAET MPUMEPHO Yepe3 HEeNeNto Mmocie
Havyayla JedeHus. OObeMm pacnpeneneHuss paBeH npumepHo 5-10 n/kr. DddexkruBHBIC
TEparneBTUYECKUE KOHLEHTPAlMU B KPOBH s amMuTpuntuwiuHa - 50-250 wmr/mn, ans
HopTpuntuinaa - 50-150 mr/mi. 1 aMuTpunTUiINH, ¥ HOPTPUTITHIMH IPOHUKAIOT Yepe3 IIAICHTY
Y BBIBOJISITCS C TPYAHBIM MOJIOKOM.

BI/IOTDaHCd)ODMaHI/IH

AMUTPUNTUINH METa0ONM3UPYeTCs B TMEYEHM U B 3HAYUTENbHOU crerneHu (okoio 50 %)
[OJIBEpraeTcss MeTadoJu3My IpU TMEPBUYHOM IPOXOXKJIEHUU depe3 mneudeHb. [lpu sTOM
aMUTPUNTWINH ToaBepraercss N-geMeTmimpoBaHuio nutoxpomoMm P450 ¢ oOpazoBanmem
AKTUBHOTO MeTabonuta - HOPTPUNTWIMHA. VM aMUTPUNTWIMH, W HOPTPUNTWIMH TakKke
MOJBEPraloTcsi B Ne4YeHH ruApokcuianpoBaHuio. N-okcu- wu  10-ruapoxcumeTaboNUT
aMUTpUNTWINHA U 10-TUAPOKCUHOPTPUNITWIMH TOXE aKTUBHBL. M amMuTpunTwivH, u
HOPTPUIITUINH KOHBIOTUPYIOTCA C TIIOKYPOHOBOM KHCJIOTOM, M 3TU KOHBIOTaThl HEAKTHUBHBI.
OcHoOBHBIM (haKTOPOM, OIPEIEISIFOIINM [TOUYEYHBINH KIUPEHC, U, COOTBETCTBEHHO, KOHIICHTPAIUIO
B IUIa3M€ KpOBH, SBISETCS CKOPOCTb THAPOKCUIMPOBAHMA. Y HEOONbLIOW A0nM Jrojei
Ha0JII0/1aeTCsl TEHETUYECKH O0YCIIOBICHHOE 3aMEIJIEHHOE THIPOKCUIIMPOBaHUE. Y MalUeHTOB C
HapylleHHneM (PYHKUIMH MeYeHW BpeMsl MOJIYBBIBEACHHS] aMUTPUNTHIIMHA U HOPTPUNTUIMHA B
I1a3M€e KPOBH YBEJINYEHO.

DJIMMUHALNS

[Tepuon momyBeiBenenus (Ti2) w3 mnasmbl KpoBU 9-46 wbacoB [ aMUTPUNTHIMHA U
18-95 wacoB st HOPTPUNTHINHA. BRIBOIWUTCS aMUTPUNTHINH MPEUMYIIECTBEHHO TOYKAMH U
yepe3 KUIIEYHHK B BuAe MeTaOonuToB. Tombko HeOonblIas YacTb MNPHHATOM J103BI
AMUTPUIITUIMHA BBIBOJUTCS Yepe3 MOYKM B HEM3MEHHOM BHJE. Y NAIMEHTOB C HapyLICHUEM
GbyHKIMI MoYeK BbIBeleHHE METa00INTOB aMUTPUTITHIIMHA U HOPTPUIITUIIMHA 3aMEJIJIEHHO, XOTS
MeTaboNIM3M Kak TakoBOM He u3MeHsercs. M3-3a cBsi3u ¢ OenkaMu KpOBU aMUTPUIITHIMH HE

YAATACTCA U3 TUIa3MbI KPOBU IIYTEM JIUAJIM3a.

Crpanwnma 17 u3 20



Oco0nie T'pYHOIIbI TAaMEHTOB

Habﬂ/leHn’lbl NOJ2HCUNI020 803pacma

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 13.03.2024 N= 4323

(NOCNEQCBATENEHOCTE 0001)

Y NOXUIIBIX MauCHTOB OTMCYACTCA YBCIIMUCHUC Tipu YMCHBIICHUC KIIMPCHCA aMUTPUIITHIIMHA

BCJICACTBHUEC CHUKCHHUA CKOPOCTHU MeTaboau3Ma.

Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu

Hapymenus GyHKIMM Ie4eHH MOTYT MPUBOAMTH K 3aMEJJICHHI0 MeTaboIM3Ma aMUTPUIITHIINHA U

IOBBINICHUIO €I'0 INJIa3MCHHBIX KOHLIeHTpaI_[I/If/'I.

Tayuenmoi ¢ HapyweHuem QyHKyuy novex

[Toyeunas HEAOCTAaTOYHOCTh HE BJIMACT HAa KWHECTUKY IIpCIiapara.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. Ilepeuenb BcIOMoOraTe/ibHbIX BelIECTB

JlakTO3BI MOHOTHIPAT (CaXap MOJIOYHBII)

Lemromno3a MUKPOKpUCTAILITNYECKast
Kpaxmain KyKkypy3HbIil

[ToBumon-K25

Marnus creapar

6.2. HecoBmMecTHMOCTDH

He npumennmo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

XpaHUTh B 3aIUIIEHHOM OT CBETa MECTE MpHU TeMIiepaType He Boite 25 °C.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKHU

B cay4yae mpou3BOACTBA IIpenapara Ha npounsBoacteennon miomniaake OO0 «O3ony, Poccust:

I[To 10, 20, 30, 40, 50 TabmeTok B KOHTYPHYI SYEHKOBYIO YMAaKOBKY W3 IUICHKH

MOJIMBUHUJIXJIOPUAHON U (POIBIY aTIOMUHUEBON N€YAaTHOM JTaKUPOBAHHOM.

ITo 10, 20, 30, 40, 50, 60, 70, 80, 90 wiu 100 TabnaeTox B GaHKHU U3 OJMITUIIEHTEpedTaNaTa IS

JICKAPCTBCHHBIX CPCACTB WJIN IMOJIUIPONHUIICHOBBIC IS JICKAPCTBECHHBIX CPEACTB, YKYIIOPCHHBIC

KpbIIKaAMH M3 TMIOJIM3THUJICHA BBICOKOI'O HOAaBJICHUA C KOHTPOJICM IICPBOI0 BCKPLITUA HIIN

KpBIIKAMH  ITOJUITPOIMUICHOBBIMU C CUCTEMOH CHaXaTb-IIOBCPHYTH» WM KpPBIIKAMU U3

MOJIMOTHJICHA HU3KOI'O JAaBJICHUSA C KOHTPOJIEM IIEPBOI'0 BCKPBITHUAA.

Opnny Ganky umm 1, 2, 3, 4, 5, 6, 7, 8, 9 unu 10 KOHTYpHBIX STUEHKOBBIX YIMAKOBOK BMECTE C

I/IHCprKI_[I/Ieﬁ no MECAUIIMHCKOMY IMMPUMCHCHUTIO (J'II/ICTOK-BKJ'Ia,I[BIIJ_I) MNOMCIIIA0OT B KAPTOHHYIO
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YHaKOBKY (TauKy). (MOCNEOCBATENEHOCTE 0001)

B cayuae mpowmsBojcTBa mpemapara Ha mpom3BoacTBeHHOM Imromagke OO0 «Oszon dapmy,

Poccus:

ITo 10, 20, 30, 40, 50 TabmeTok B KOHTYPHYIO SUYCHKOBYIO YIIAKOBKY W3 IUICHKH
MOJIMBUHUJIXJIOPUTHOM M (POJIBIY ATFOMUHHUEBOM MTEYaTHOM JIAKMPOBAHHOM.
1,2,3,4,5,6,7,8 9 win 10 KOHTYpPHBIX SYEUKOBBIX YIIAKOBOK BMECTE C MHCTPYKIHUEH IO
MEIUIIMHCKOMY TPUMEHEHUIO (JTMCTOK-BKIIAJIBIII) TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (ITAUKY).
6.6. OcoOble Mepbl NPEeIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJIYYeHHBbIX IIOcjle NPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUIMYJIALIUHU ¢ PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S
Poccusa
000 «O308»

445351, Camapckas 00:., r. XKurynesck, yi. [lecounas, a. 11.

7.1. IlpencraBuTtenb AepaaTessi pericCTPALMOHHOIO YA0CTOBEPEHHU

IIpereH3uu HOTDC6I/ITCJ'IGI‘;I HarpaBJIATh IO aAPECy.

B cnyyae npouzsoocmea npenapama na npoussoocmeennoti niowaoke OO0 «O30m»
Poccns

000 «O308»

445351, Camapckas 0611., r.0. Kurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

B cnyuae npouzeoocmea npenapama na npouzsoocmeennoti niowjaoke OO0 «Ozon Papmy
Poccus

000 «O30H Dapm»

445043, Camapckas 007., r.0. Tonbstth, Tep. O93 IIIIT, maructpans 3-1, 34. 11, ctp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru
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COOTBETCTBYET SKCNEPTHOMY OTHETY
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8. HOMEP PETUCTPAIIMOHHOI'O Y IOCTOBEPEHIs =MV T5 0007)

9. JATA TIEPBUYHOW PETMCTPALIMM (MMOATBEPKIEHUS
PETACTPAIIAU, TEPEPETVCTPALIAN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOmast  XapakTepuCTUKa JIEKApCTBEHHOTO Tpenapata AMUTPUNTWIMH  JOCTYIHa Ha
MHPOPMALIMOHHOM TIOpTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALHMOHHO-

KOMMYHUKaIMOHHOM cetn «uTepuer» http://eec.eaeunion.org/.

Crpanwnma 20 u3 20



