COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 28.11.2024 N2 26330

OBILAS XAPAKTEPUCTHKA JI KAPCTBEAHOT O TPEITAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O ITPEITAPATA

Tuopwui, 25 Mr, TaGIETKH, TOKPHITHIE TUICHOYHON 000JI0UKOA.

2. KAYUECTBEHHbII M1 KOJTUYECTBEHHBIIA COCTAB

JelcTByroliee BENECTBO: THOPHUIA3UHA THIPOXIIOPUL.

Kaxnas TtabneTka, MOKpHITAs TIJICHOYHOM OOOJOYKOW, COAECPKUT 25 Mr THOpPUAA3HHA
TUAPOXJIOPHIA.

BcenomoratenbHble BelecTBa, HaJIMYKWE KOTOPBIX HAJ0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
Ipernapara: Jlak Ha OCHOBE KpPaCUTENsI COJIHEYHBIM 3aKaT JKENThbIH, JaK Ha OCHOBE KpacHUTENs
nyH1oBbid ([Tonco 4R) (cm. pazaen 4.4).

ITomubIi MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MIICHOYHOU 000TI0YKOM.
Kpyrnbie 1BOSKOBBINYKIIbIE TaAOJIETKH OT CBETJIO-PO30BOT0 O PO30OBOIO I[BETA C CEPOBATO-

KOPUYHCBATBIM OTTCHKOM. I[OHyCKaIOTCSI BKpaIlJICHUA 0oJice TEMHOTO OBETA.

4. KIMHUYECKHUE JJAHHBIE
4.1. IToka3aHus1 K IPUMEHECHHUIO

[Ipenapar Tuopui mokas3ad K IPUMEHEHHIO V B3POCIBIX B Bo3pacre oT 18 jer

e Illuzodppenus m npyrue ncuxo3bl (B KauyecTBE Ipernapara BTOPOM JIMHUU TEepanmuu y
NAlMEHTOB, KOTOPHIM IPOTHMBOINOKAa3aHbl Jpyrue IpemnapaTsl WJIM B  Clydae
HeA((EKTUBHOCTH JIPYTHX IPErapaToB).

e [Jlcuxornueckue  paccTpOMCTBA,  CONPOBOXKAAIOIIMECS  TUNEPAKTUBHOCTBIO U
BO30YKJIEHHEM; TsDKEJIble HApyILIeHUs TIIOBEICHUS, CBS3aHHBIE C arpecCHBHOCTHIO,
HECIIOCOOHOCThIO K JUIMTEJIbHOM  KOHIEHTpPAallMd  BHUMAaHMS, IICHXOMOTOPHOE
BO30Y KJ€HHE Pa3IMYHOTO reHe3a.

e HeBpo3bl, CONMPOBOXKAAIOIMINECS CTPAXOM, TPEBOTOM, MCHUXOMOTOPHBIM BO30YKICHHEM,
MICUXOAMOLIMOHAJIBHBIM HAIpPSKEHUEM, HapyLIeHUEM CHA, HaBSI3UMBBIMU COCTOSHUSIMHU,
JNENpPECCUBHBIMU  paccTpoicTBaMM;  AOCTUHEHTHBIM  CHHAPOM  (TOKCHKOMaHUS,
QIKOTOIIH3M).

[Ipenapat Tuopwuia mokazaH K IpUMEHEHHUIO YV ACTESH M IOAPOCTKOB B Bo3pacTe oT 4 10 18 et

e Hapymenue noBegeHus ¢ ICUXOMOTOPHOW aKTUBHOCTBIO.
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4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMeEHeRM st

PexxuM J103upoBaHus

Hluzogpenus u opyeue ncuxo3vl

B3pocnsie: Haunnarot nedenue ¢ 50 — 100 mr 3 pa3a B CyTKU C MOCTENEHHBIM MOBBIIIEHUEM J0
MakcumanbHOM 10361 800 mr/cyT. Ilocne moctmxeHus sddexra m03a MOKET ObITh CHUKEHA 0
noaaepkuBatomniei. O6mas cyrouynasi jgo3a konebnercs B npeaenax 200 — 800 mr/cyr B 2 — 4
npuema.

Hetsm nHaznauaor ¢ 0,5 MI/KI/CyTKM B HECKOJIbKO mnpuemoB. [Ipu HeoOXoaumocTu 103y
MOBBILIAIOT 10 MAKCUMAJIBHON CYTOYHOM J103BI - 3 MI/KI/CYTKH.

Ilcuxomuueckue paccmpoiicmea, conpogoxcoaowuecs 2UnepakmusHOCmblO U 8030YHcOeHUEM;
msdicenvle HAPYUWEHUs. NOBeOeHUsl, CBA3AHHble C A2PEeCCUBHOCMbIO, HECNOCOOHOCMbIO K
ONIUMeNbHOU KOHYEHMPAayuu 6HUMAHUS, NCUXOMOMOPHOE 8030)IHCOeHUe PA3IULHO20 2eHe3d.

B ambynamopuwix ycnosusx - 150 — 400 mr/cyt, B crauunonape - 250 — 800 mr/cyt. Jleuenue
OOBIYHO HAYMHAIOT C HMU3KUX 703, 25 — 75 Mr B CYTKH, IOCTENEHHO YBEJIMYMUBAs 1O
ONTUMAJIBHOM TEPANEBTHYECKOM JO3bl, KOTOpas JOCTUTAaeTcs B TE4YeHUEe 7 JIHEW,
aHTUNCUXOTHYeCKUl 3PdektT ormedaerca cnycts 10 — 14 nueit. Kypc nedenust cocrapinsier
HecKoubko Hezenb. [lonaepxuBatorias cyrounas go3a 75 — 200 Mr ogHOKpaTHO MEpe]] CHOM.

B eepuampuueckou npakmuxe

[Tpu nedeHnu Ml MOKUIIOTO BO3pacTa 0OBIYHO MPUMEHSIOT HU3KHUe 10361 30 — 100 Mr/cyT.

B neouampuuecxoii npakmuxe

VY nereil B Bo3pacte 4 — 7 1ner no 10 — 20 mr/cyT 2 — 3 pasa B aeHb, 8 — 14 sner nmo 20 — 30
MI/CYT, KpaTHOCTb Ipuema - 3 pa3a B cyTkH, 15 — 18 ner mo 30 — 50 mr B cyTku 3 pa3a B JA€Hb.
IIpouue noxazanus (He8po3vi, AOCMUHEHMHBLL CUHOPOM,)

[Tpu HEBpo3ax, ¢ TETKUMU KOTHUTUBHBIMHU M dMOIIMOHATBHBIMU HapyiieHusmMu - 30 — 75 mr B
cyTkH, npu HedddexTrBHOCTH M03y moBbImaT a0 50 — 200 mr B cytku. [Ipu HeBposax c
COMaTH4YeCKUM KoMIoHeHToM - 10 — 75 mr B cyTku. HauwmHArOT Je4eHHe ¢ HU3KHX JI03,
MOCTETIEHHO TOBBIIIAs UX JI0 ONTUMAJILHON TepareBTH4eckoil. [Ipn aOCTUHEHTHOM CHUHApPOME B
3aBUCHUMOCTH OT TsKecTH cocTosiHUS oT 10 — 75 mr/cytku 10 150 — 400 mr/cyTku.

Crooco0 rmpuMeHeHus

Jo3y u BpeMs mpuema mperapara ciaeAyeT MOA0MpaTh WHAWBUAYATbHO B 3aBUCHUMOCTH OT
3a00eBaHUs W TSDKECTH CHUMITOMaTuku. HauwHate JedeHHe pEKOMEHAyeTcs C 103,
HaxOJAIIMXCS HAa HWKHEH TpaHUlle yKa3aHHOrO JMara3oHa. 3aTeM B MPOLECCe JICUYECHUsS 103y
MOCTETIEHHO YBEIWYHMBAIOT 10 JOCTH)KCHUS MakcuManbHOW dhdexTuBHON m03b1. [lpu
JOCTHKEHUH MaKCHMaJbHOTO TepamneBTHUecKoro 3ddexrta A03y IMOCTENEHHO CHUXKAIOT M0

noiepKUBaroIIen 103b1. CyTOUHYIO 103y IeAT 0ObIYHO Ha 2 — 4 mpuema.
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IIOCTETICHHO, B TEUEHHE HECKOJIbKHX HE/eNb, MOCKOJIbKY BHE3alHas OTMEHA y MAalHueHTOB,
NOJYYaBIIMX Tpernapar [UIMTEIbHO WM B BBICOKMX [103aX, MOXET IMPHUBECTH B HEKOTOPBIX
Cllydasix K TaKMM SIBIICHHSM KaK TOIIHOTA, PBOTA, TPEMOp, TOJIOBOKPYKEHHE, OECIIOKOWCTBO,
BO30yKIleHHE, OCCCOHHMIIA, NPUXOISIINE JUCKUHE3UU. OTH SBJICHUS MOTYT CO3/1aBaTh
OmMO0YHOE BIEYATICHHE BO3HUKHOBEHHS y MalMEHTa ACMPECCUBHOTO WM MCHUXOTUYECKOTO
COCTOSIHUSI.

4.3. [IpoTuBONOKA3aAHUS

['MnepyyBCTBUTENLHOCTh K THOPUIA3HHY U APYTHUM ITPOU3BOJIHBIM (heHOTHA3UHA.
AHaMHECTHUYECKHE CBEJICHUS O PEAKIUAX TOBBIIICHHON WHIWBUIYaTbHOW YyBCTBHTEIHHOCTH,
TaKUX  Kak  Tsokenmas  (OTOCEHCHMOWNM3anus  WIM  TIOBBIICHHAs  MHIUBHIyaJbHAas
YyBCTBUTEIBHOCTH K IPYTUM (PEHOTHAZHHAM.

OpnHOBpeMEHHBI MpUEM C JIEKapCTBEHHBIMU CpEICTBaMH, yrHeTarommmu uHTepBan QT,
BpOXKJIEHHOE yuinHeHne naTepsana QT.

ApuTMHH (B TOM YHUCIIE B aHAMHE3E).

OnHoBpeMeHHBIN MpHeM MHTHOUTOpPOB mWin cybOcTpatoB uzodepmenta CYP2D6, Bpoxnennas
HU3Kas akTUBHOCTH u3opepmenta CYP2D6.

bepeMeHHOCTB, TEPHO/I TPYTHOTO BCKAPMITHBAHHUS.

Hetckuii Bo3pact 110 4-X JieT.

4.4. OcoOble yKka3aHusl M MepbI NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

[Tpu ankxoronusme (IperpacronoKEeHHOCTh K TeNAaTOTOKCUYECKUM PEaKLUsiM), aTOJIOTHYECKUX
M3MEHEHHUSAX KpOBU (HaApylIEHHE KpPOBETBOPEHHS), pake MOJIOYHOH 3kee3bl (B pe3yJsibTaTe
UHIYIIMPOBAHHONW (DEHOTHA3MHOM CEKpelMH IPOJAKTHHA BO3PACTAIOT MOTEHLMANbHBIA PHCK
OpOorpeccupoBaHust OOJNE3HM M PE3UCTEHTHOCTh K JIEYEHHIO DSHJIOKPUHHBIMH U IIUTO
CTaTMYECKUMHU JIEKAPCTBEHHBIMU CPEICTBAMHU), 3aKPHITOYTOJIBHOM TIJIayKOMe, TUIEepILIa3uu
MpeJICTAaTeNIbHOM Keje3bl € KIMHUYECKUMU MPOSIBICHUSMH, MEUYEHOUYHOM W/WIM TOYEHHOM
HE/I0CTaTOYHOCTH, SI3BEHHON 0O0JIe3HH KeTyKa U 12-mepCcTHON KUIIKHU (B MEPUOA 000CTpEHUs),
3a00JI€BaHUAX,  CONPOBOXKIAIOIIMXCS ~ MOBBIIIEHHBIM  PUCKOM  TPOMOOIMOOJIHMYECKUX
oclokHeHu#, 6one3nu IlapkuHcoHa (ycuinBaroTcs dKCTpanupaMuanbie 3G (eKTs), STUIencumy,
MUKCEJIEME, XPOHHYECKHX 3a00JeBaHMSIX, COMPOBOXKIAIOIIUECS HapYyLIEHUEM JbIXaHUS
(ocobenHo y aereit), cunapome Peife (OBbIIeHNE pUCKa pa3BUTHUS T€IATOTOKCUYHOCTH Y AeTei
U TIO/POCTKOB), KaxeKCuu, pBoTe (IPOTHMBOPBOTHOE JieHCTBHE (EHOTHA3HHOB MOXKET
MacKHpOBaTh PBOTY, CBA3aHHYIO C MEPEJO3UPOBKON IPYIHMMHU JIEKAPCTBEHHBIMH CPEICTBAMU), Y

ManuCEHTOB IMOXXUJIOI'0 BO3pacTa.
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B nepuon neyenns He0OX0IMMO OCYIIECTBIIATH KOHTPOJIb MOP(HOIOTHIECKOTO COCTaBa KPOBH.
Tlayuenmui nodxxcunozo 6o3pacma ¢ oemenyueu

B panaoMH3upOBaHHBIX KIMHUYECKUX HUCCIEHOBAHUSAX 0 CPABHEHUIO HEKOTOPBIX aTUIMUYHBIX
HEHPOJIENTUKOB C Tulanebo, MPOBEACHHBIX Y MAllMEHTOB MOXKWJIOIO BO3pacTa C JIeMEHIueH,
Ha0JII0/1aJI0Ch TPOEKPATHOE YBEJIIMYEHHE PUCKA Pa3BUTHUS LEPeOPOBACKYISPHBIX OCIIOKHEHUM.
MexaHu3M yBEJTHUEHHs] pHUCKa pa3BUTHS LEPeOPOBACKYJSPHBIX OCIOXHEHHWH HE HW3BECTEH.
Henp3st MCKIIIOUUTH yBEJIMYEHUE 3TOrO pUCKA NPU IpPHUEME APYTMX HEUPOIENTUKOB WU IPU
IpUeMe HEWpOJIENTUKOB MalMEeHTAMH JAPYIMX T[pYNN, [O3TOMY THOPUIA3HH CIEIyeT ¢
OCTOPOYKHOCTBIO NMMPUMEHSATH NAllMEHTaM C (aKTOpaMy PUCKA PA3BUTHUSA MHCYIbTA. Y MAalUCHTOB
IOKWJIOIO  BO3pacra C  IICUXO03aMH, CBS3aHHBIMM C  JE€MEHLUHEHW, IIpU  JICYCHUU
AHTUIICUXOTHUYECKUMHU TpernapaTaMu HaO0/1aloch IMOBBIINIEHHE pHCKa cMmepTu. B mane6o-
KOHTPOJIMPYEMBIX MCCIEOBAHUIX OBbLIO MOKA3aHO, YTO OOJIBIIMHCTBO MAMEHTOB, MOTYYaBIINX
aTUNWYHBIC aHTUIICUXOTUYECKHE Tpenaparsl, umend B 1,6 — 1,7 pa3 Oonpmmii puck cMepTu,
YeM TalWeHTHl, [Moiy4yaBimue Iuianebo. B 1uane®o-KOHTpOIMpyeMOM — KIIMHUYECKOM
WCCJICIOBAHUM y TIOJYyYaBIIUX aKTUBHBIM mpenapar (HeHpOJeNTHK) MalMeHTOB MO0 OKOHYAHUU
10-HenenbHOrO Kypca Je4eHUs CMEepTHOCTh cocTtaBisuia 4,5% mnpotuB 2,6% Yy MalUeHTOB,
MOJIyYaBIIUX IJ1are00. XOTs MPUUYUHBI CMEPTH B KIIMHUYECKUX UCCIEIOBAHUSAX C aTUITMYHBIMU
AQHTUIICUXOTHUYECKUMHU TpernaparaMyd BapbUpPOBaIN, OOJNBIIMHCTBO MPUYMH CMEpTEH ObUIO WU
CepACYHO-COCYTUCTBIMH (HAaIpUMeEp, CepledHasl HEeJAOCTaTOYHOCTh, BHE3alHas CMEpPTh), MU
nH(pEKIMOHHBIMU (HampuMep, MHeBMOHUS ). HaGmronarenpHble UCCIeIOBaHUsI TOATBEPIUIN, YTO
MOJ00HO JICUCHUIO ATUMUYHBIMH AHTUIICUXOTUYECKUMH TIpernapaTraMu, JICUEHHWE TUITMYHBIMUA
HEHpOJNEeNTHKAMH TaK)KE€ MOXET YBEIWYMBaThb CMEPTHOCTb. CTeNeHb, B KOTOPOW YBEIMUYEHUE
CMEpPTHOCTH MOXeT OBbITh CBSI3aHO C INPHUEMOM AaHTUIICUXOTHYECKOro Ipernapara, a He ¢
HEKOTOPBIMU OCOOEHHOCTSIMM IMAI[EHTOB, HESICHA.

Yonunenue unmepsana QT

VY NoXuibIX MalMEeHTOB, IPUMEHSIOMMX (EHOTHA3HHBI, B TOM YKCJe THOPUIA3UH, HAOII0Jan1uCh
U3MEHEHHUs TepMHuHaIbHOro oTpe3ka OKI, Bkmouatomme yanuHenue wuHTepBaiga (QT,
nenpeccuto U uHBepcuto 3yona T, mosiinenue U BonH. Ha cerogHsmHmii JeHb MOSBICHHE YTHX
W3MEHEHUH CBS3BIBAIOT C M3MEHEHUEM PEIOISPU3alNN, KOTOpas HE CBs3aHa C IOBPEXKICHUEM
MUOKapJa u siBisieTcss oOparumoil. Tem He MeHee, 3HaYMTeNbHOE YJ/UIMHEHHE uHTepBasna QT
MO>KET BBI3BIBATh JKEJIyOUYKOBbIE aPUTMUU, IPUBOIAIINE K BHE3AMHONU CMEPTH.

To30usaa ouckunesus
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pa3BUTHEM IO3AHEN JUCKUHE3UHU, CTENEHb BBIPAKEHHOCTH KOTOPOM Yy MAllMEHTOB 3HAYUTEIBHO
BapbHUpYET.

3noxauecmeennblil HelPOaeNMUYECKUL CUHOPOM

[Ipu npueme THOpPHIA3MHA, KaK M JPYTUX AHTUICHUXOTHYECKHUX IpEenapaToB ObLIN
3aperucTpUpOBaHbl Cly4dau pa3BUTUS 3JI0KAYECTBEHHOIO HEHWPOJENTHUECKOTO CHHJIPOMA,
KIIMHUYECKUMHU MPOSIBICHUSIMU KOTOPOTO, SIBJISIOTCS: TMIIEPIUPEKCHSI, MBIIIEYHAs] PUTHAHOCTD,
U3MEHEHHE B TICUXWYECKOM CTaTyce, BEreTaTUBHbIE HapylIeHUs (HEperyJspHBbIA IylbC U
apTepualibHOE JaBJICHUE, TaXUKapJusl, apUTMUs, MOTIUBOCTb, OJBIIIKA), HAPYIIEHUE CO3HAHUS
BIUIOTh O KOMBbI. IIpM BO3HHMKHOBEHUHU 3JI0KQUECTBEHHOIO HEMPOJIENTHYECKOIO CHUHApOMA
HEOOXOJUMO HEMEJIEHHO IMpEeKpaTuTh NpUEM THOpUAA3MHA U JAPYTUX [PEnaparos,
HEOOXOJIUMBIX JIi COMYTCTBYIOUICH Tepamuu, HA3HAYUTh CHUMIITOMATHYECKYIO TEparnuio |
MOHHUTOPHHT >XKM3HEHHO-BAXXHBIX (QyHKIMA. Eciu manueHT HyXHaeTcs B aHTHUICHXOTHYECKOM
JICYUEHUHU II0CJI€ TEPEHECEHHOI'0 3JI0KAYECTBEHHOI'O HEHPOJENTHUYECKOIO CHUHIpPOMA, CIIEAYET
TIIATEJIbHO OLIEHUTh BO3MOXHOCTH ITOBTOPHOM MEIMKAMEHTO3HOM Tepalluu THOPUIA3UHOM. 3a
TaKUMH MalueHTaMi He0OXO0IMMO YCTaHOBHUTH TIIATEIbHOE MEAUIIMHCKOE HAOIOICHUE.
Ilepenomvl, mpasmol

TuopuaasuH MOET BbI3bIBaTh COHJIMBOCTb, IOCTYPAJbHYIO THIOTEH3UI0, MOTOPHYIO U
CEHCOPHYIO HECTaOMIIBHOCTb, YTO MOXKET IPUBOJUTH K MAJCHUSIM, U, KaK CI€ACTBHE, IEpeIoMaM
U IPYTUM TPaBMaM.

Tayuenmsi ¢ snunencueti

BceneactBue cmocoOHOCTH THOpPHAA3HMHA CHUXKATh MOPOT CYJIOPOXKHOM aKTUBHOCTH, HpU
JICYUEHUHU TAlMEeHTOB C SIWJIENCUEN CleqyeT TIIATeIbHO HAOMI0JaTh 3a UX COCTOSHMEM H, IO
BO3MOXHOCTH, IPOBOJIUTH JIEKTpordHIIedatorpaduto.

Iayuenmsi ¢ 6onesnvio [lapkuncona

3a HMCKIIIOYEHHWEM OCOOBIX CiIy4yaeB, THOPHJIA3UH HE CleAyeT NPHUMEHSTh Y IMalUeHTOB C
6one3npto [lapkuHcoHa.

Benosnvle mpombosmbonuueckue 0CroHCHeHus

[Ipy mnpUMEHEHUM AHTUIICMXOTUYECKHX IMpernapaTroB HaOMIOAANMCh CIy4dal BEHO3HBIX
TPOMOO3IMOOINYECKIX OCJIO)KHEHUN, MHOT/IA - € JeTadbHbIM ucxojaoM. [loaTtomy THOpHIa3uH
ClIelyeT MPUMEHSATh C OCTOPOKHOCTHIO y MAIIMEHTOB ¢ (PaKTOpaMH pUCKa Pa3BUTHSI BEHO3HBIX
TPOMOOIMOOTNYECKUX OCIIOKHEHUH.

YVenematrowee oeticmsue na yeHmpanbHy0 HEPEHYIO CUCTNEMY

Kak u gpyrue ¢QeHoTnasuHbl, THOpUIA3WH CHOCOOEH YCWIMBATh YTrHETaollee IeiicTBHe

pa3IMYHBIX JENPEeCcCaHTOB (aJKOTojb, AHECTETHKH, OapOUTypaThl, HApKOTUKH, Jpyrue
5)
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HEPBHYIO CHCTEMYy. DBBbUI 3aperiucTpupoBaH CIy4dail OCTAaHOBKH JIBIXaHUS IPH COBMECTHOM
NpUMEeHEeHUU (PeHOTHA3MHA U OOJIBIION 10361 0apOUTYpPATOB.

Cunopom ommenvl

B cBsi3M ¢ BO3MOXHOCTBIO Pa3BUTHSI CHHIPOMA OTMEHBI MPH PE3KOM IMPEKPAIICHUU JICYCHUS
BBICOKMMH JI03aMU THOPHJIa3MHA, OTMEHY Mpernapara clielyeT IPOBOJAUThH MMOCTEIICHHO.
domocencuburuzayus

B cBs3um ¢ BO3MOXHOCTHIO pa3BUTHS (OTOCCHCHOMIIM3AIMM, NAIMEHTaM, MOJIYYaroIluM
THOPHJIa3WH, CIIEAyeT PEKOMCHIOBaTh W30erath NpeObIBaHHUS TIOJ TPSIMBIMH COJHEYHBIMU
JTydamu.

Omanoncodeporcawjue seujecmea

B niepuon jiedeHrst THOPUIA3MHOM 3alpeIiacTcs IPUEeM 3TaHOJICOCPIKAIIMX BEIIECTB.

BcnomorarensHbIe BENIECTBA

Jlax na ocrnose kpacumens CoNHeUHbIl 3aKAM HCeNMmblll

B cocraB mpenapata BXOIWT JJaK Ha OCHOBE KPAcCUTENs COJHEYHBIM 3aKaT JKEIThIA, KOTOPBIA
MOJKET BbI3BaTh aJUIEPTUUECKUE PEaKIIH.

Jlak na ocnose kpacumens nynyosuiii (Ilonco 4R)

B cocraB npenapaTta BXxoauT j1ak Ha ocHoBe kpacuTens nyHUoBbld (ITonco 4R), koTopblil MoxkeT
BbI3BaTh AJJIEPTUUYECKHE PEaAKLIUU.

4.5. B3ammopeiicTBMe ¢ JPYIrHMH JIEKAPCTBEHHBbIMHM IpenapartaMM W [Jpyrue BHbI
B3aMMO/EHCTBUA

Memabonuszm, onocpedyemsiii  uzopepmenmom CYP2D6: Tuopmmazua MeTabOIM3UpyeTcs
uzopepmerntom CYP2D6, xpome Toro, cam SsBISIETCS MHTHOUTOPOM 3TOro u3zodepmeHta. B
CBSI3M C OSTHM IIpenaparbl, MHTUOMPYIOUIME MAaHHBIA W30(epMeHT (Hampumep, LUMETHIUH,
(1yoKCeTHH, NapOKCETHH, MOKJIO0EMHU/T), MOTYT YCHIIMBATh U yIUIMHATH 3()(PeKThl THOpHIa3HHA.
Tpuyuxnuueckue  anmuoenpeccanmol:  OAHOBPEMEHHOE NPUMEHEHHE  TPULHUKINYECKUX
AQHTHJICTIPECCAHTOB M TMPOM3BOAHBIX (EHOTHA3UHA MOXKET MPUBOJUTH K MOBBIIICHUIO
KOHIIEHTPALMH B TUIa3Me THX JIEKAPCTBEHHBIX CPEJCTB U/UIIM MPOU3BOJHOTO (PeHOTHA3UHA, YTO
MOJKET IIPUBECTU K BOSHUKHOBEHUIO aPUTMHM.

IIpomusocyodopooicnvie cpeocmea: TUOPUIA3HUH, KaK U Apyrue (eHOTHA3UHBI, MOXKET CHUXXATh
MOpOT CYJOpPOKHOM TroTOBHOCTU. IIpu OJHOBPEMEHHOM TPUMEHEHHH C THOPHJIA3MHOM
BO3MOYKHO TOBBIIIIEHUE UM CHI)KEHHE KOHIIEHTPAIMH B CHIBOPOTKE (PEHUTOMHA, B CBSI3U C UYeM
MOXET MOTpeboBaTbcs KOPPEKIUs ero 103bl. [IpM COBMECTHOM NPHUMEHEHUH THOPUAA3MHA U

KapbamaszenuHa KOHLIEHTPALUU dTHX IPENapaToB B CBIBOPOTKE HE U3MEHSIOTCS.
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MeTaboIM3Ma COBMECTHOE MPUMEHEHHE JaHHBIX CPEJCTB C THOPHIA3MHOM MOKET HMPUBECTH K
NOBBIIICHUIO KOHIEHTpPAMKH B IJIa3Me KaXJAO0TO W3 IMpPernaparoB, 4YTO, BEPOSTHO, MOXKET
MPUBECTU K BBIPAKEHHOMY CHUKEHHIO apTepUAIbHOTO JIABJICHHS, HAPYIIEHUSM pUTMa cepaua
WK T0OOYHBIM 3P PeKTaM CO CTOPOHBI LIEHTPAIILHON HEPBHOI CHUCTEMBI.

Henpsamvle anmuxoazynanmel: COBMECTHOE INPHUMEHEHHE C THOPHIA3UHOM MOXET BBI3BATh
YCUJICHHE TUIONPOTPOMOMHEMHYECKOTO JICHCTBHsI, YTO CBS3aHO, IJIABHBIM 00pa3oMm, C
KOHKYPEHTHBIM B3aWMOJICHCTBHEM Ha ypoBHE M3odepMeHToB nutoxpoma P450. B atom ciyuae
HEOOXOIUM TIIATENIbHBII KOHTPOJIb KOHIIEHTPAIMK IPOTPOMOUHA B IJIa3Me.

Cpeocmesa ¢ yenemarowum 6030elcmeuem HaA YeHmpaibHylo HEpeHYlo cucmemy. THOPUAA3ZUH
MOXET yCHIUBaTh S((EKThl aIKOTOJIsl M JPYyTUX CPeACTB, OOJaNaAIOMIMX YTHETAOIUM
BO3/ICIICTBMEM Ha IICHTPAJIbHYIO HEPBHYI) CHUCTEMY, OCH30[Ma3eMUHOB, HAPKOTHUYECKUX
aHAJIBIeTUKOB, 0apOUTYpaTOB, AaHTUACTIPECCAHTOB U CPEJCTB AJISl HApKO3a.

Hueubumopor monoamunorkcuoasvt (MAQO): OMHOBpEMEHHOE TTPUMEHEHHE HHTHOUTOpoB MAO 1
THOPHIa3WHA MOXET YIUTMHATh M YCHIIMBATh CEJaTHBHOE M M-XOJUHOOJIOKHPYIOIIEe JACHCTBHUE
Ka)KIO0r0 U3 MPEnapaToB.

Ilpenapamul 1umus: BO3MOXHO BO3HMKHOBEHHME TSKEIBIX HEHPOTOKCHYECKUX OCIOKHEHUH,
AKCTPANMPAMHUIHBIX HAPYIIEHUH U COMHAMOYJIM3Ma Y TallMEHTOB, MMOJyYaBIINX OJHOBPEMEHHO
npernapar JUTHS 1 IPOU3BOJHOE PEHOTHA3HHA, BKITFOUAsi THOPUIA3HH.

Cpeocmea ¢ m-xonuHoONIOKUpYIOWUM Oelicmeuem. TIPU OJHOBPEMEHHOM IPHUMEHEHHH C
THOPUJA3UHOM BO3MOXKHO YCHUJIEHHE M-XOJUHOOIOKUPYIOMUX PPEKTOB M-XOTUHOOIOKATOPOB
(aTpOonMMHOMOOOHBIX ~ CPEJCTB), AHTUTHCTAMHUHHBIX  TPENaparoB H  TPHUIMKIHYECKUX
AHTHJICTIPECCAHTOB, BIUIOTH JIO TAKUX MPOSBICHUNA KaK «aTPOIMHOBBIN TICHX03», BBIPAKCHHBIN
3arop, napajuTHUecKas KUIIeuHas HeMPOXOAUMOCTb, THUIIEPIHUPEKCHS C BOBMOKHBIM TETIOBBIM
yaapoM. B aTux cimyuasx mokazaHo TIIATeNbHOE HAONIOJCHUE 33 MAlMEHTOM U KOPPEKIHs 103
IpernapaTosB.

IIpomueonapkunconuueckue cpedcmeda: TPUA OJHOBPEMEHHOM TPUMEHEHWH THOpPHIa3WHA H
JI€BOZOMBI BO3MOXHO ocinabnenue 3(h(HeKToB Kaka0ro U3 npemnaparos.

Cocyoocyacusarowue cpedcmea: Onarogapsi CBOUM (-aJIpeHOOJIOKHUPYIOLUIMM CBOMCTBaM,
THOPUAA3UH MOXET OCHabJATh TPEecCOpPHBI A(DPEKT COCYyAOCYKUBAIOIMUX  CPEICTB
(anmHEedpuHa, TonaMuHa, ddeapuHa, peHmmndpuna).

Xunuoun: mipu OJHOBPEMEHHOM NMPUMEHEHUW XWHUAWNHA U THOPHUIA3MHA BO3MOXKHO yCHIICHUE
YTHETAIOIIETO BO3ACHCTBUS XUHUANHA HA MHOKAP/I.

Aumuapummuueckue cpedcmea/yonunenue unmepsania QT: yuauTbiBasl, 4TO (PEHOTHA3UHBI, B TOM

Yyclie TUOPUIA3UH, MOTYT BbI3bIBaTh Takue uaMeHeHus ODKI' kak ynnuHenue mntepBasia QT,
7
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001aJar0IMHI aHAJIOTHYHLIM CBOHCTBOM.

Tuazuousie ouypemuxu: OJHOBPEMEHHOE MPUMEHEHUE THOPUAA3UHA M THA3UIHOTO JUYpPETHUKA
MOXXET TPHUBECTH K BBIPAXCHHOM apTEepHATIbHOM TUIMOTEH3MH. KpoMe Toro, BbI3BaHHAas
JUYPETUKOM THIOKAIMEMHS MOXKET YCHJIMBATh KapAUOTOKCHYeCKHe A((EKTh THOpHIA3HHA.
Tunoanuxemuueckue cpedcmea: TAOPUAA3UH BIUSET HA YIIIEBOJHBII OOMEH, B CBSI3H C YEM IIPH
€ro NMPUMEHCHHH MOXET HapyIIaThCs TOJEPAHTHOCThH MAaIllMEHTa K TIIFOKO3e, JOCTUTHYTas Ha
(doHe JIeUeHUSs TUTTOTJIMKEMHUYECKUMHU CPEICTBAMU.

Anmayuonvie u npomusoouapetinvie cpeocmaea MOTYT YMEHbIIIATh BCAChIBAHUE U3 JKEITYI0YHO-
KHIIIEYHOTO TPAKTa THOPUIA3UHA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

bepeMeHHOCTH

[TpumeHeHue npenapara BO3MOXHO TOJBKO B TOM CIIydae, €Clid OKHiaeMasi 1mojb3a Ui MaTepu
MPEBBIIACT TOTEHIIUANBHBIA PHUCK JUIS TUTOAA. AJNIEKBAaTHBIE W XOPOIIO KOHTPOJIHPYEMBIE
UCCIIeIOBaHMs 0€30MaCHOCTH IPUMEHEHUS TIperapara mpu 0EpeMEHHOCTH HE TTPOBOIMIIUCE.
JlakTauus

[Ipy HeoOXOAMMOCTH Ha3HAuUEHHUs IpermapaTa B MNEPUOJ JAKTAallMU TPYIHOE BCKapMIUBaHUE
CJeIyeT IPEKPaTUTh.

DdepTUabHOCTD

Het naHHBIX.

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEIACTBAMH H pPadoTaTh €
MeXaHUu3MaMHu

B nepuon nedenus cienyer BO3AEpKUBATHCS OT MOTEHIMAIBHO OMACHBIX BUAOB AESTEIBbHOCTH,
TpeOYIOLIMX NOBHIIIEHHOTO BHUMAHUS M OBICTPBIX ICUXOMOTOPHBIX PEaKIHii.

4.8. HexxesnaTesibHbIEC peaKIUU

[To6ounbie > dexThl THOpUIA3WHA, KaK M MPOYNX (HEHOTHA3HMHOB, 3aBUCAT OT JO3bI M, KaK
IpaBUJIo, OOYCIIOBJIEHBI BbIpaXKEHHBIMHU (papmakonoruueckumu 3ddextamu npemnapara. [Ipu
IIPUMEHEHNUN IIpernapaTa B PEKOMEHJOBAHHOM HHTEpBAJE 03 HEXKEIaTeJbHbIE SBICHUS B
OOJBIIMHCTBE CIy4yaeB €1a00 BBIPaXKEHBI M HOCAT MPEXOAsIuil xapakrep. Tsokenble sBICHUS
OTMEYAIOTCS IIPU UCIIOJIb30BaHUU BBICOKHX /103 THOPUA3UHA.

HexxenaTtenbHble sIBIEHUS CTPYIIUPOBAaHbI B COOTBETCTBMM C Kiaccu(UKalMed OpraHoB
MedDRA, B mpenenax KakIOH TIpYMIbl MEPEYUCICHBI B MOPSAKE YMEHBIIECHHS 3HAYUMOCTH.
YacToTa BO3HMKHOBEHUS HEXKEJIATebHBIX PEaKUil OLlEHUBAETCS CIEAYIOLUIMM 00pa3oM: OYECHb

gacto (>1/10), gacto (>1/100, Ho <1/10), Hewacto (>1/1000, o <1/100), peaxo (>1/10000, HO
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OIICHUTh HEBO3MOXKHO).

Hapywenusa co cmopouvl Kkposu u Jaum@pamuyeckou cucmemsl. PEAKO - JEHKOIEHUs,
arpaHyJIOLMTO3, TPOMOOLMTOIICHUS; OUEHb PEJIKO - AaHEMHUS, JIEHKOLIUTO3.

OHOOKpuUHHblE HApYyWleHus: YacTo - MpU JUIMTEIbHOM IpUEME - TUIEPIPOIAKTUHEMMUS,
rajlakTopesi; He4acTo - aMEHOpesl, HapyLIEHUs] MEHCTPYaJIbHOTO LIMKJIA, U3MEHEHHUE MACChI TEa,
HapylLIeHHE J3pEKUUU M DISIKYJIALUU; PEAKO - IpHanu3M, THIEPTEPMHUs; OYEHb PEAKO -
Harpy0aHue MOJIOYHBIX )KeJe3, TMHEKOMAcTus, nepudepruueckue OTeKH.

Hapywenus memabonuzma u numanus. He4acTo - IOTEPs allleTUTa.

Hapywenus co cmopoHbl HEpeHOU cucmembl: 4YacTO - CEIaTUBHOE [JCHCTBUE, COHJIMBOCT;
TOJIOBOKPY)KEHHE; HEYaCTO - HapymICHHE CO3HaHUS, ICHXOMOTOPHOE BO30YXKIEHHE,
raJUTIOLIMHAIMY, MOBBIIIEHHAs pa3ApaKUTEIBHOCTh, TOJIOBHAas OO0Nb; pEeIKo - CyIOpory,
9KCTpallUPaMUIHbIE CHUMIITOMBI (TPEMOp, MBbIIIEYHAs PUTHIHOCTb, AKATU3US, JUCKUHE3MS,
JVICTOHHMSI), TIO3HSSI TUCKUHE3Us; OYCHb PENKO - JIENpeccHs, OECCOHHMUIIA, 3JI0KAYEeCTBEHHBIN
HEHUPOJICITUYECKHUI CUHIPOM.

Hapywenus co cmoponvl op2ana 3penus: 4acTo - HEYETKOCTb 3pEHUs, Iape3 aKKOMOJALNH.
Hapywenus co cmoponsl cepoya: 4acTo - OpTOCTaTUYeCKas TUIIOTEH3Us; HEYacTO - U3MEHEHUS
OKT (ymnuaenue uaTepBana QT), Taxukapaus; peaKo - apUTMHH; OY€Hb PEIKO - TpereTaHue-
MepIIaHHE KeNTyT0YKOB, BHE3aITHAsI CMEPTh.

Hapywenus co cmopoHul cocy0o8.: peiko - 0JIeAHOCTb.

Hapywenus co cmopoHvl ObixamenbHOU CUCmeMbl, OpeaHO8 2PYOHOU KIEeMKU U CPeOOCMEeHUsL:
4acTo - 3aJI0)KEHHOCTb HOCA; PEIKO - YTHETEHHE JIbIXaHUSI.

Kenyoouno-kuweunvle napyuienus: 4acTo - CyXoCTb BO PTy; HEYaCTO - TOIIHOTA, PBOTA, AUAPEs,
3a1o0p; peaKo - OTeK B 00JaCTH OKOJIOYIITHOM JKeJe3bl; O4eHb PEJKO - MapaIuTHUECKask KUIIeUHast
HENPOXOJUMOCTb.

Hapywenus co cmopoHbl neuenu u Jcendesbleo0Auux nymeti. He4acTo - OTKIIOHEHUSI OT HOPMBbI
AKTUBHOCTH NEYEHOYHBIX ()EPMEHTOB; PEIKO - TeMaTHUT.

Hapywenus co cmoponbl K0d4cu 1 NOOKOJHCHbIX MKAHel: PEIKO - IePMaTUT, KOXKHAs ChIIb (B T.4.
ajiepruyeckasi), KpamnuBHHUIA, TOBBIIIEHHAs ()OTOUYBCTBUTEIBHOCTb, AHTMOHEBPOTHYECKUI
OTeK.

Hapywenusi co cmopoHbl nouek u MOUYeblGOOAWUX Mnymeli. HEeYacTo - 3aJepKKa WU
HeZlepKaHUE MOYH.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxxHo coob1mate 0 mogo3peBaeMbIX HeKeIaTeNbHbIX PeaklUIX MOCJIe PerucTpaluu rnpenapara

C ILCJIbIO obecreueHus HCIIPEPLIBHOI'O MOHUTOPHUHIA COOTHOIICHUA «IIO0Jb3a — PHCK»

9
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JIEKapCTBEHHOTrO Tpenapara. MeIuIMHCKUM P GoTHHKAM PekbMAVETGE LO0BIEIE O TbEEX

MOJI0O3PEBACMBIX HEKENIATEIbHBIX PEAKIHIX JICKAPCTBEHHOTO IMpernapara depe3 HaMOHAIbHBIE
CUCTEMBI COOOINEHUS O HEXKEIATeNbHBIX PEAKIUsIX TOCYAapCTB — UICHOB EBpasmiickoro
SKOHOMHYECKOT'O CO03a!

Poccuiickasa ®@eoepayus

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBaanazop)

Anpec: 109012, r. MockBa, CnaBsHCKas TUIOIIA b, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHON ceTH «VIHTepHET» !

https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CumMnromsl

Co CcTOpOHBI CEpECYHO-COCYAUCTON CUCTEMBI: apUTMUHU, CHUKEHUE apTEpUAIbHOIO JIaBJICHUS,
mok, m3menenne Ha OKI, ymmnenme unaTepBana QT m PR, cmeunduueckne wnsmeneHus
cermenta ST u 3ybua T, Opagukapaus, CHUHycOBasi CTEHOKap/Aus, aTPUOBEHTPHUKYJSpHas
O50Kaza, >KeIyJ0UYKoBas TaxukapAus, GUOPHMIUIALMS JKeTyA0UKOB, KelyI0UKOoBas TaXUKapIus
TUIIA «IIUPYIT», yTHETEHHE (PYHKIIMA MUOKap/a.

Co CTOpOHBI HEpBHOH CHCTEMBI: CEIAaTUBHOE JAEWCTBHE, HapylIEeHHE CO3HAHUS, CYJOpOrw,
HKCTpanMpaMHIHbIe CUMIITOMBI, QKUTAIHs, TUIIOTEPMHUS, TUneprepmus, apeduaexcus, koma. Co
CTOPOHBI BETETaTUBHOW HEPBHOM CHUCTEMBI - MUJApPUA3, MHO3, CYXOCTb KOXXH M CIM3UCTON
MOJIOCTH PTa, 3aJI0’KEHHOCTh HOCA, 33JIep’KKa MOUU, HEUETKOCTh 3PEHHUS.

Co CTOpOHBI JIbIXaTEeIbHON CUCTEMBI - YTHETEHHUE JIbIXaHUSs, alIHOD, OTEK JIETKUX.

Co CTOpPOHBI IUILEBAPUTEIBHON CUCTEMBI -  CHM)KEHME  MOTOPHMKH,  3alop,  KUIIEYHas
HENPOXOJUMOCTb.

Co cTOpOHBI MOYEBBIJEIUTEIBHON CUCTEMBI - OJIUTYPUS, YPEMHUSL.

TOKCMYHOCTh HAYMHAET MPOSIBIATHCA MIPH KOHIIEHTPAIMK THOpUIa3rHa B Tu1azme Oosiee 10 Mr/im,
npu KoHueHTparusax 20 — 80 Mr/i HacTymaeT cMepThb.

Jleuenue

ObecnieuynTh MPOXOAUMOCTH JIbIXaTENbHBIX IyTEeH, HANaIUTh AaJE€KBaTHYIO OKCUTCHALUIO, U
JETOYHYI0  BeHTWIIIMIO. Haware  qiuTenbHBIE ~ MOHHUTOPUHT  CEPAEYHO-COCYIUCTOU
nestenbHOocTH (OKIY). Jleuenue 3akimoyaeTcs B KOPPEKLMH DIIEKTPOJUTHBIX HApYyLIEHUM U
KHCIOTHO-OCHOBHOTO  0ajlaHca, BBEJIEHMM  JIMJOKaWHa  (peKOMeHIyeTcss  coOiroiaTh
OCTOpPOKHOCTh BCJICICTBUE TIOBBIIICHHOIO PpHUCKAa BO3HHMKHOBEHMs CyJI0por), (EeHUTOMHA,

M30MPOTEPEHOIIA, BIUIOTh A0 YCTAHOBKHM MCKYCCTBEHHBIX BOJAUTENEH pUTMa U JeUOPUIUISLINM.
10
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NpUMEHEHHS JU30NHMpaMKIa, MpoKanHamMuaa, Xxunuanna. Koppeknust cHikeHHoro A/l MoxkeT
notpedoBaTh BBEACHUS MH(Y3MOHHBIX PACTBOPOB M Ba3zompeccopoB. [Ipw yCTOHYMBO HHU3KOM
AJl mokazano BBemeHue (QpeHWwPpUHA, HOpINMUHGPUHA, MeTapaMmuHoJa.  AJjbpa-
aIPEHOOJIOKMPYIOIIee CBOMCTBO ()eHOTHA3UHA HE TIO3BOJISIET MPUMEHSTh HECEIIEKTUBHBIC allb(da-
u OeTa-aApeHOMUMETUKH (3MUHEPPUH, TOTIAMUH) - PUCK MAPOKCU3MAaIbHOM Ba30AMIATALINH.
Jns ynanenus HeabcopOMpPOBaHHOM J03bI IpenapaTa peKOMEHyeTCsl Ha3HAYeHUE BBICOKUX /103
AKTUBUPOBAHHOTO YIJIsl, MHAYKIHUS PBOTHI MEHEE MPEANOUTHUTEIbHA BBUIY PHCKA JUCTOHUU U
NOTEHIMAJIBPHON achupalii  PBOTHBIX Macc. OcTpble AKCTpanvpaMHIHBIE pPaCCTPOHCTBA
KyNHUPYIOTCs AU()EHTHIPaMIHOM HITH TPUTEKCH(EHHTUIOM.

[Ipu cynoporax crnenyer usz0eraTb NpUMEHEHHs OapOUTYypaToB, IOCKOJIBKY OHH MOTYT
YCHJIMBATh YTHETCHUE JIBIXaHHSI, BRI3BAHHOE (DEHOTHA3WHOBBIM IPOU3BOIHBIM.

3a cyeT BBICOKOTO O0bEMa paclpeieNieHuss U CHIBHOTO CBSI3bIBAHUS C O€JIKaMu ILIa3Mbl,
dopcupoBaHHBIE AMYpeE3, TeMonepdysus, reMoanann3, n3Menenue pH mMoun, ckopee Bcero, He

BJIMAIOT HAa BBIBCACHUC IIPOU3BOJHBIX (beHOTI/IaSI/IHa N3 OpraHu3ma.

5. PAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. ®apmakoaMHaAMHYeCKHE CBOMCTBA

dapmakoTepaneBTHYecKass ~ rpymma:  [ICHXONeNTHKH;  aHTUIICUXOTHYECKHE  CPEJCTBA;
MUTIEPUTUHOBBIE TIPOU3BOAHBIE (PEHOTHA3HHA.

Kox ATX: NO5C02

Tuopuaa3suH OTHOCHTCS K TPYIIE MHUICPUIMHOBBIX MPOU3BOJIHBIX (DEHOTHA3WHA, OKa3bIBACT
BIUSHUE Ha ICHTPAIBHYI0O W  TepuepudecKyr0 HepBHyr cucrtemy. (OkasbiBaeT
AHTUIICUXOTHYECKOE,  TPAHKBHIM3HPYIOIIEe,  aHTHACIPECCMBHOE,  MPOTUBO3YAHOE U
MPOTUBOPBOTHOE JIeHCTBUE. MeXaHU3M aHTUIICUXOTHYECKOTO NEHCTBUS 00yCIOBIeH OI0Kaa0i
MOCTCHHANITHYCCKUX JO(PAMHHOBBIX PEIENTOPOB B ME30JUMOMYECKHX CTPYKTYypax TOJIOBHOTO
Mo3ra. lleHTpasbHOE TPOTUBOPBOTHOE JEHCTBHE OOYCIIOBIEHO YTHETEHHEM WM OJIoKaaon
nodamuHOBEIX D2 - perentopoB B XeMOPEIENTOPHON TPUTEPHOM 30HE CTBOJIA TOJIOBHOTO MO3Ta,
a nepudepudeckoe O0KaION OMYKIAOMIETO HEPBA B KEIYAOYHO-KHIIEYHOM TpakTe. Takxke
o0yamaeT yMEpeHHBIM aib(}a-aapeHOOTOKUPYIOMIMM U M-XOTHHOOJOKUPYIOIINM JEHCTBUEM.
brnokaga Hi-THCTaMHUHOBBIX W M-XOJHHOPEIECNITOPOB HaWOOJee BBIpaXEHA CPEIH BCEX
HEHpoNenTuKoB. B Mamnbix 103ax OKa3bIBa€T aHKCHOIMTUYECKOE JEHCTBUE, CHIIKAET UyBCTBO
HANPSDKEHHOCTH M TPEBOTH, B 00JIee BBHICOKHX J103aX MPOSBISET aHTUIICUXOTHYECKOE JIEHCTBUE.

VYBenuuuBaeT BblAedeHHe runodusoMm mpojaktuHa. [IpemapaT 10303aBUCMMO  YIJIMHSET

11
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ApPUTMHUSM, BKITIOUYAsi TOTUMOP(PHYIO KETYT0YKOBYIO TAXUKAPIUIO THITA «ITHPYITY.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AGcopbuus

AOcopOuust - BBICOKasl, BpeMs JOCTHKEHUSI MaKCHUMallbHOM KoHIeHTpanuu (Cmax) B miazme
KpoBU - 1 — 4 yaca nocne npuema BHYTPb.

Pacnopenenenne

Oxkoio 90% mpenapaTa cBs3bIBaeTCs ¢ OEIKaMHU IJI1a3MBl.

buotp aHC(bODMaI_[I/IH

Merabonu3upyercss B TEYeHH C OOpa3oBaHUEM aKTHBHBIX META0ONIHMTOB (ME30pPHAAa3UH U
cynbhopua3uH).

DJIMMUHALNS

[Mepron nonyssiBeneHus (T12) - 6 — 40 u. Me3opuaasus - GpapMakoJIOTHUECKH 00Jiee aKTHBEH,
YeM MCXOJ/HOE BEIIECTBO, UMEET OONBINNI TIEPHOJ TIOTYBBIBEICHIS, MCHBIIIE CBS3aH C OeIKaMHu,
CBOOOHAST KOHIICHTPAIUS BHINIC, YeM y THOPHIA3WHA. DKCKpEIUs B HCM3MCHCHHOM BHJIC U B

BUJIE MeTa0OoIUTOB - moukamu (35%), ¢ xemnubio. BeiaenseTcs ¢ rpyAHBIM MOJIOKOM.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BCIOMOraTe/ibHbIX BelIECTB
Kanbuus rugpodocoart;

Kpaxwmau;

IMosunon K-30;

Marnus creapar;

Tanbk;

[TneHouyHas 000I0YKa

TRC o6omouka-A (rumpomernio3a, TajdbK, MUTMEHTHas CMeCh-A (TalabK, THTaHa JAHOKCHI,
Makporoa-6000), KpeMHUS THOKCU]T KOJUTOUTHBIH );

Jlak Ha OCHOBE KpacuTesl COJTHEUHBIN 3aKaT KENThIH;

Jlak Ha oCHOBE KpacuTesl UHAUTOKAPMUHA;

Jlak Ha ocHoBe kpacutens nyHoBbIN (IToHCcO 4R).

6.2. HecoBMeCTUMOCTH
He npumennmo.
6.3. Cpok rogHocTH (CPOK XpaHeHUs )

3 rona.
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6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHU

XpaHuTb Ipu TEMIiepaType He Bblie 25 °C B OpUrHHaIbHON YIIaKOBKE.

6.5. XapakTep u coep:KaHHue NePBUYHOI YITAKOBKH

10 Tabnmerox B Omucrep u3 [IBX muienku u amomuaueBor (osibru. 3, 6 uam 10 6aucTepoB ¢
MHCTPYKLHEH N0 MPUMEHEHHUIO B KAPTOHHYIO MAUKYy.

Obpa3zen He ms nponaxu: 10 Tabnerok B 6nuctep u3 [IBX minenku u anmomMuaueBo (onbsru. 1
OnucTep ¢ MHCTPYKIKEH 110 MPUMEHEHHUIO B KAPTOHHYIO MAYKY.

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH TPH YHUYTOKEHHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WJIH OTX0A0B, TMOJYYEeHHBbIX TOcjde MpPUMEHEeHUs:
JIEKApCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINUH C MIPenapaTomM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Nunus

Toppent @apmacsrotukaic Jlta.

Toppeut Xayc, Opd Ampam Poya, Axmemadban 380 009 / Torrent House, Off. Ashram Road,
Ahmedabad 380 009

7.1. IlpeacraBure/ib AepKaTesss perUHCTPAlMOHHOIO YA0CTOBEPECHUS

[Iperen3un norpedUTENEeH HAIPABIATE 110 aIPECY:

Poccuiickas ®enepanus

IIpencrasurensctBo Toppent @apmacsrotukaic JIta.
r. Mockga, 117418, yn. HoBouepemymkuHckas, 1. 61
Ten: (495) 258 59 90, daxkc: (495) 258 59 89

e-mail: torrent@torrentpharma.ru

8. HOMEP PETUCTPAIHMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOMN PEITHCTPAIIUU (ITOATBEPXKXJIEHUSA PEI'MCTPALIUU,
HNEPEPEI'UCTPALINN)

Jlata nmepBoii peructpanuu:

10. TATA IEPECMOTPA TEKCTA

13
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OO0mmast XxapakTepHuCTHKa JEKapCTBEHHOTO Mpenapara THOpHI JOCTyNHA Ha WH(OPMAIMOHHOM

noptane EBpazniickoro 3KOHOMHYECKOTO CO103a B MH()OPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«Hurepuer» http://eec.eaeunion.org.
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