COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 09.09.2024 N= 13023

(NOCNEOOBATENEHOCTE 0001)

HNHCTPYKIUA
NO MEAUIIUHCKOMY ITPUMEHEHUWIO JTEKAPCTBEHHOI'O ITPEITAPATA

Tponungoa®

PerucrpanvoHHbINi HOMeEP:
Toprosoe HanmeHosanue: TponuHzon®
MexayHapoaHOe HENATEeHTOBAHHOE WM I'PYNIIHPOBOYHOE HAUMEHOBAHME: TPOIIUCETPOH

JlekapcTBeHHas (popMa: pacTBOP Il BHYTPUBEHHOI'O BBEICHUS

CocraB

Cocras Ha 1 M pacTBOpa

eticmsyrowee gewjecmeso.

TponucerpoHa rUAPOXIOPUL B IEPECUETE HA TPOITUCETPOH 1,00 mr
Bcnomoeamenvhuvie sewgecmea:

Hatpus mutpat B mepecuere Ha 6€3BOJHOE BEIIECTBO 4,30 mr
JIMMOHHOM KHUCIIOTHI MOHOTHIPAT 2,25 mr
B IIEpeCUYeTe Ha TMMOHHYIO KUCIOTY O0€3BOHYIO

Bona g nabekiuii o 1,0 Mo

Onucanue

[Ipo3paunas GecuBeTHAs KUIKOCTb.

dapmakoTepaneBTHYecKasi TPyMNINa: MPOTUBOPBOTHHIE CPENICTBA; AHTATOHUCTHI CEPOTOHUHOBBIX

5-HTs-peuentopos

Kon ATX: A0O4AAO03
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dapmakoJIornyecKue cBoiicTea

Dapmakoounamuxa

TponuceTpoH — BBICOKOCENEKTUBHBIN KOHKYpEHTHBIM aHTaroHuct S5-HTsz-peunentopoB (monkiacc
PELEenTOPOB K CEPOTOHUHY), PACHOJIOKEHHBIX Ha nepudepnueckux Heliponax u B LIHC. Hexoropsie
XUMHUOTEPANCBTUYCCKHAE CPEICTBA MOTYT CIOCOOCTBOBAaTh BhIACNeHHIO cepoToHWHa (5-HT) wus
sHTEepOoXpoMapHUHOMIOAOOHBIX KIIETOK, PACIOIOKEHHBIX B CIM3UCTOH OOO0JIOUKE IKEITyJ0YHO-
kumeyHoro tpakta (JKKT), aro cmocoOcTByeT BO3HMKHOBEHHUIO PBOTHOTO pediekca W TOIIHOTHI.
TponuceTpoH CENeKTHUBHO OJIOKUpyeT BO30ykaeHue mnpecuHantudeckux S-HTs-penentopoB Ha
nepudepruyeckux HelpoHax, MPUHUMAIOIINX y4acTHE B BO3HHKHOBEHHHU 3TOT0 peduiekca, a TakkKe
MOXET OKAa3bIBaTh JOIMOJHUTENIbHOE MpsiMoe AercTBue Ha S-HT3-penentopsl, pacroioKeHHbIE B
HHC u omocpenyromume BIUsSHHE OMY>KAAIOLIET0 HEpBa Ha area postrema. llonaraioT, 4to 3TH
3 PEKTHI ABIAIOTCA OCHOBOM MEXaHM3Ma MIPOTUBOPBOTHOTO ACHCTBUS TPOITUCETPOHA.

JmuTenbHOCTh NEUCTBUSA TPOMUCETPOHA COCTaBISET 24 yaca, YTO MO3BOJSET TPUMEHSATh €r0 OJIUH
pa3 B AeHb. He BBI3BIBaET AKCTpanupaMUAHBIX paccTpoiicTB. Ilpu mpoBeneHnH MOBTOPHBIX KypCOB
3¢ (HEeKTUBHOCTH COXPAHSETCSI.

DapmakoKunemuxa

CBs3p ¢ OenkamMu MIa3Mbl  (MIPEUMYILIECTBEHHO C O-TJIMKOMpoTenHamu) coctasiser 70 %.
MeTtabonu3M TpPOMUCETPOHA OCYIIECTBISAETCS TJaBHBIM 00pa3oM B TIeueHH. MeTaboauTh
MAQJIOAKTUBHBI M TPAKTUYECKH HE YYaCTBYIOT B peanu3aluu (apMaKOJIOTHIECKOTO IEHCTBHUS
TponucerpoHa. CremeHp MeTa0oiaM3Ma BapbUpyeT B 3aBUCUMOCTH OT HWHIWBUIAYAIbHBIX
O0COOCHHOCTEH MaleHTa, B YacCTHOCTU C T€HETUYECKH JETEPMUHUPOBAHHBIM MOJIUMOP(HU3ZMOM
MeTabon3Ma CrapTeruHa/IeOpu30XuHa. Y JIMIl C BHICOKUM YPOBHEM MeTa0OJIM3Ma TPOMHUCETPOHA
NEepUOJl TIOJNYBBIBEACHUSI COCTABISIET OKOJO & 4YacoB; NpPU MEAJICHHOM MeTabolu3Me MepHoA
MOJIYBBIBEJICHUS YJUIMHSIETC M MoOXeT cocraBisate 3045 wacoB. Ilpemapar BweiBoauTCA
npeumyiiectBeHHO noukamu (70 % B Buae MeTab0IUTOB; OKOJIO 8 % B HEM3MEHEHHOM BHUJIE), Yepe3

KHUILIEYHHUK BBIBOAUTCS MpUMeEpHO 15 % mpenapara B Bue METa0OIUTOB.

Iloxka3zaHus K NIPUMEHEHHIO
— IlpemynpexxneHue W JIe4eHHE TOIIHOTHI M PBOTHL, BO3HUKAIOIUX IIPU IIPOBEICHUH
IIPOTUBOOITYXOJIEBOM XUMHOTEpAIUU

— Ilpenynpexaenue u geueHue NOCIEONepalMOHHON TOIHOTHI U PBOTHI
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IIporuBonokazanusi
— [IloBbllllIeHHasT YyBCTBUTEIBHOCTh K TPOMHCETPOHY, JApyruM aHTaronuctam S-HTs-
PEeLEenTOPOB UJIH K APYTUM KOMIIOHEHTaM Mpernapara
— bepemeHHOCTh (32 HCKIIIOUEHHEM XHMPYPrUYE€CKMX BMELIATENbCTB IPU  IPOBEACHUU
MEIUITMHCKOTO abopTa)
— Ilepuon rpyAHOro BCKapMIMBaHUs

— JleTckuii BO3pacT A0 2-X JIET

C 0CTOPOKHOCTHIO

[pemapar Tpomuumon® ciegyeT Ha3HAUaThb C OCTOPOKHOCTBIO B CIydasX OJHOBPEMEHHOTO
NPUMEHEHHST CPEICTB JUIi HapKo3a y TMAIMeHTOB C HAPYHNICHUSMHU CEPJACYHOTO0 pUTMA H
NPOBOJUMOCTH, a Takke Ha (OHE Tepalnuu aHTHAPUTMUYCCKHMHU IIpernaparamMud  wid  [3-
azpeHo6IoKaTopamMu (OIBIT OHOBPEMEHHOTO IPHMEHEHHUS JIEKAPCTBEHHOT0 npenapara Tpormunmon™

Y CPEJCTB JUUIsl HAPKO3a B TAKUX CIIydasX OrpaHUYEH); IPU apTepUaIbHON THIIEPTEH3UU.

I[IpumeHeHnne npu 6epeMEHHOCTH M B MIEPUO/I TPYAHOI0 BCKAPMJIUBAHUSA
[Ipumenenue npenapara Tponuumon® IPOTHUBONOKA3aHO NMPHM OEPEMEHHOCTH (32 MCKIIOYEHHEM
XHPYPIUYECKOTO BMEIIATEeNbCTBA MTPH MTPOBEACHUU MEIUIIMHCKOTO ab0pTa).

[pumenenue npenapata Tpomuuaon® HPOTUBONIOKA3aHO MPU IPYIHOM BCKAPMIIMBAHHM.

Cnoco0d npuMeHeHHs U 103bI

BHyTpuBeHHO KanensHO (B Te4eHue 15 MUHYT) WM MEAJIEHHO CTPYHHO (He MeHee | MUHYTHI).
IIpedynpeosicoenue u  JneyeHue MOWHOMbL U  PEOMbl,  GOZHUKAIOWUX NpU  NPOBEOeHUU
NpoOMUE0ONYX0Ne60U XUMUomepanuu

B nepBbIii AeHb Npenapar Ha3HA4YaeTCsl BHYTPUBEHHO 32 KOPOTKHUM IPOMEKYTOK BPEMEHH 10 Hadasa
IPOTHBOOITYXOJIEBOM TEpamuy B3pOCJIBIM B JI03¢ S Mr B CyTKH, jAersM B pgo3e 0,2 Mr/kr
(MakcuMasibHasi CyTOYHas J103a 5 Mr). B mocnenyromme 5 aHel 1 NpeaynpexIeHus] OTCPOYCHHOM
TOIIHOTBI M PBOTHI MpenapaT Tponuuaon® HazHa4YaeTcsi BHYTPh (CM. HHCTPYKIIMIO 1O TIPUMEHEHHIO
kancyn Tpormuamon®).

Ecti npu  TpUMEHEHHMM — JIGKAPCTBEHHOTO  Ipemaparta  Tpomuuaon® He — JOCTHraercs
YIOBJIETBOPUTEIHHOTO MPOTHUBOPBOTHOTO ACUCTBUS, C LIEIbIO JOCTHKEHUS KIMHHUECKOro 3¢ ¢dexra

MOXXHO JOIMOJHHUTEIBHO HAa3HAYUTh ACKCAMECTAa30H.
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IIpedynpesicoenue u nevenue nocieonepayuoHHOU MouHOMsl U p8ONbl

Bspocnsim npenapar Tponunaon® pekoMeHayeTcsi IPUMEHSTh BHYTPUBEHHO B J03€ 2 MI' HE3a10JIT0
710 HayaJjla HapKo3a.

Ilpasuna npucomosnenus pacmeopa Onsi UHQy3uil

Conepxkumoe ogHoTO (prtakona (5 Mr/5 M) B ciiydae BHyTpUBEHHON MH(Y3uu paz0aBisaoT B 100 mu
0,9 % pactBopa Hatpusa xjopuna wim 5 % pactBopa JIekcTposbl. [Ipu cTpyilHOM BBEeNEHHMH, IpPH

HE00X0IMMOCTH, coziepkumoe 1 ¢rakoHa MOXKHO pa30aBUTh B 15 M BBIIIEyKa3aHHBIX PACTBOPOB.

ITodouHOE nelcTBHE

[Ipu mpuMeHeHnu mpernapara B 03¢ 2 MI' HauboJiee 4acTo COOOIIAIOCh O PA3BUTHUHU TOJIOBHOM 00N,
B J103€ 5 MI' Takke HaOMIOJAIMCh 3aop M PeXe TOJIOBOKPYKEHHE, MOBBIMICHHAS yTOMIISIEMOCTD,
00J1b B XKHMBOTE, JHAPES.

Penxo npu npuMeHeHUHN TPONMHCETPOHA HAOIIOAANCH AJIEPTUUYECKHe Peakuu («IPUIUB» KPOBU K
KOXe JIMI[a, KpaMBHUIA, YYBCTBO TSDKECTH 3a TPYJIMHOM, O/bIIIKa, OpoHXOCHa3M), KpailHe peaKo —
KOJJIATIC, OOMOpOYHBIE COCTOSIHUS, OCTaHOBKAa cepana (IPUYUHHO-CIICICTBEHHAS CBSI3h C

IPUMEHEHUEM TPOIIUCETPOHA HE YCTAHOBIIEHA).

Ilepeno3upoBka

Cumnmompi: B CIIydasix TIOBTOPHOTO TIPUMEHEHHS JIeKapCTBEHHOTo npenapata Tporuugon® B 103ax,
SHAYUTCIIBHO MPCBLIMIAIOMIUX TCPANCBTUUYCCKHUEC, MOT'YT BO3HUKATL 3PUTCIIBHBIC TaJUIIOLIMHAIIUU, Y
MAIMEHTOB C apTEPHATIbHON TUIIEPTEH3UEeH MOXKET OBBICUTHCS apTEPUATILHOE JJaBJICHHUE.

Jleuenue: neuenune — cumnroMaTuueckoe. Crnenupudeckuii aHTUI0T K TPOIIUCETPOHY HE U3BECTEH.

B3anmoseiicTBHE ¢ APYrUMH J1€KAPCTBEHHBIMH CPeICTBAMH

OpHOBpeMEHHOE TIPUMEHEHHE JIeKapCTBEHHOro Tpenapara TponuHaon® ¢ (eHUTOMHOM, STaHOJIOM,
OGapOutyparamu, pudaMrmuIruHOM, (GEHUIOYTa30HOM, TPUIIUKIMUYECKUMHU AHTHJICTIPECCAHTAMU WIIH
JPYTUMHU TperapaTtaMy, HHIYUUPYIOUIMMHA MHUKpPOCOMalibHbIe (DEPMEHTHI MEYCHH, NPUBOIUT K
CHHIXCHUIO €0 KOHIICHTPAalllU B I1JIa3MC.

WMHruouTopsl MUKPOCOMAJIBHOTO OKHCICHHS MPH OJHOBPEMEHHOM HAa3HAYCHHWH C JICKAPCTBEHHBIM
npenaparoM Tponuu0a1® HE3HAYMTENLHO HOBBIMIAIOT EI0 KOHIEHTPALMIO B Ma3Me (KOPPEeKIMs 103

He TpeOyercs).
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Oco0ble ykazaHust

Y nun ¢ HM3KMM YpOBHEM MeTaboju3Ma crHapTenHa/IeOpu30XHHa TMepuoj  MOJIyBbIBEICHUS
TPOIKCETPOHA yAJIMHEH (B 4—5 pa3, M0 CPaBHEHUIO C JUIAMH C BBICOKHM YpPOBHEM MeTa0OJIM3Ma
cnaptenHa/neOpusoxuna). OnHaKo, NMPU TPOBEIEHUH O-THEBHBIX KypCOB JIEYCHMS IallUEHTOB,
OTHOCSIIIMXCS K KAaTEeropuu JHII C HHU3KUM YPOBHEM MeTaloyiu3Ma crhapTenHa/ae0pu30XuHa,
HEOOXOAMMOCTH B CHW)KCHUM OOBIYHOW CYTOYHOW JI03bI Tperapara, COCTABISAIONIEH 5 Mr, He
BO3HHKAET.

Y nanueHToB ¢ UPPO30M MEYCHH UM HAPYIICHUSIMHU QYHKIIUHU MTOYEK KOHIICHTPAIUH TPOIHCETPOHA
B IIJIJa3M€ MOTYT HOBBIIIATHCS, OAHAKO MPU MPUMEHEHUU TPOIHCETPOHA y TAKUX IMAllMEHTOB BBUJE
PEKOMEHIYEMBIX 6-THEBHBIX KypCOB B /103€ 5 MI/CyT, KOPPEKIMH PeXUMa JO3UPOBAHUS Ipernapara

He TpeOyercs.

Bunsinne Ha cIOCOOHOCTH YHPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MeXaHU3MaMU

HekoTtoprle mnoGouHBIE [AEWCTBUA TIperapara, TaKHE KaK TOJIOBOKPY)KEHHE U IOBBILIEHHAS
YTOMJISIEMOCTh, MOTYT OTpPHIIATEIHHO BIMITH Ha CIOCOOHOCTH YIIPABJICHUS AaBTOMOOWIIEM U
BBITIOJTHEHNSI TOTEHI[MAIIBHO  OMACHBIX BHUJIOB  JIESATEIBHOCTH, TPEOYIOMUX  TOBBIIICHHON

KOHIEHTPALlUU BHUMAHUS U ObICTPOTHI ICUXOMOTOPHBIX PEAKIIHA.

dopMa BbINTYCKA

PacTBOp 11t BHYyTpUBEHHOTO BBeieHUs 1 mr/mi (5 mr/5 mi).

[To 5 M Bo (yrakoHBI WHBEKIIMOHHBIE OECIBETHOIO HEUTPAIBLHOTO CTeKJa | THIpPOIUTHYECKOTO
KJlacca, TEPMETUYHO YKYNOpPEHHbIE MPOOKaMU PE3HMHOBBIMH, C OOKAaTKOM KoJMaukaMHu ajlloMoO-
MJIACTUKOBBIMU.

ITo 1 ¢pnakoHy BMECTE ¢ MHCTPYKIHEH MO MPUMEHEHHIO TIOMEIIAIOT B MTAYKY U3 KapTOHA.

ITo 50, 85, 100 ¢makoHOB C mpemapaToM ¢ PaBHBIM KOJWYECTBOM HWHCTPYKIIUH IO MPUMEHEHUIO

MOMEIIAIOT B KOPOOKY M3 KapToHA (ISl CTAI[MOHAPOB).

YciaoBus XxpaHeHUs
B 3amuiiieHHoM OT cBeTa MecTe mpu Temieparype ot 5 1o 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.
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Cpok rogHoctu
2 roxa.

He MNPUMCHATH IMOCJIC UCTCUCHUA CPOKA I'OJHOCTH.

YcaoBus oTnycka

OTmycKarT 1o perenTy.

ITpousBoauresb
000 «BEPOD®APM»

Adpec _npoussodcmea: Poccus, 601125, Bnamumupckas o06m., IleTymmHckuii paifoH, moC.

Bonsrunckuit, yi. 3aBojckas, Binagenue 120.

Ten./akc: (4922) 37-98-28.

Baanenen perucrpanmuoHHoOro ymocropepenusi/OpraHusanusi, NPUHUMAKIIAS TPeTEeH3UU
norpeoduTesei
000 «BEPOD®APM»

IOpuouueckuii _aopec:  Poccms, 601125, Bmagumupckas o006m., IlerymmHckuii — paifoH,

noc. Bonerunckuid, yi. 3aBojackas, BiaaeHue 120.

Aodpec npunamus npemenzuii: Poccus, 115088, r. Mocksa, 2-it FOxHonopToBSIii npoesn, 1. 18, c1p.

9, stax 2.
Ten: +7 (495) 797-57-37
dakc: +7 (495) 792-53-28

DnekTpoHHas nmouta: info@veropharm.ru

https://veropharm.ru
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