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PerncrpannoHHbIi HOMeEp:

e

Toprosoe HaumeHoBaHHe npenapara: [Ipexapn
Me:kayHapoOAHOE HeNAaTeHTOBAHHOE HAHMEeHOBaHHe: TPUMETa3H/IMH
JlexapcTBennasi ¢gopma: TabIeTKU IPOJIOHIMPOBAHHOIO AEHCTBHS, MOKPBITHIE

[UIEHOYHOM 000109KOM

CocraB

Kaskzas TabieTKa IpOJOHTMPOBAHHOTO AEHCTBHS, MOKPHITAs IIEHOYHOH 000510Y-
KOU COINEPIKHT:

deticmeyioujee 6eujecmeo — TPUMETA3NINHA JUTHIPOXIIOPHA 35 MT;
gcnomozamenvhvie geujecmsea — runpomeriosa 73,83 mr, runpomeniosa K 100
LVP 18 mr, nmakro3sl MoHoruapat 27,17 Mr, KpockapMmesuio3a HaTpHs 8,5 wmr,
TanbK 3 MI, MarHus creapart 2,5 MI, KpEMHHS JUOKCHU]L KOJUIOUIHBIN 2 MT;

cocmag obonouku — runpoMeriosa-15 teic. 4,31 wr, nojucopbar-80 0,04 wmr,
turana auokcun (E171) 1,8 mr, Tansk 1,8 Mr, kpacHTenb jKele3a OKCH KpaCHbIA
(E172) 0,17 mr, nporwieHrnukons 0,68 mr.

Onucanue

Kpyrible, JIBOSKOBBIMYK/Ible TaONeTKH, MOKPbITbIE ILICHOYHOU 000JI0YKOH,
CBETJI0-pO30BOro IBeTa. Bujy TabneTku Ha MONEPEUHOM paspese: obosouka —
CBETJIO-PO30BOro UBETA, sIAPO — OeJI0ro 1uBeTa.

dapmakoTepaneBTHYECKas rpynna

AHTHUTHIIOKCAHTHOE CPEICTBO.

Kox ATX: CO1EBIS5



dapmakoJIOrH4yecKue CBOMCTBA

DapmaKkoOuHamMuKa

TpuMeTasuIuH MPENOTBPAIIAET CHMXEHME BHYTPHKICTOYHOH KOHIEHTPALWH
aneHo3MHTpHochaTa MyTeM COXpaHEHHS SHEPreTHYECKOro MeTadoIu3Ma KIIeTOK
B COCTOSHMM THIIOKCHM. TakuM o6pa3om, mpernapar oO0ecrevyuBaeT HOPMalbHOE
(GYHKIIHOHUpPOBaHHE MeMOPAHHBIX HOHHBIX KaHAJIOB, TPAHCMEMOpPaHHbIH MepeHoc
MOHOB KaJIusl ¥ HATPUS U COXpaHEHME KJIETOYHOr0 TroMeocTasa.
HenocpeaCTBEHHO BIHsis HAa KapJMOMMOLMTBI ¥ HEWPOHBI TOJIOBHOIO MO3ra,
mperapaTr ONTHUMH3MpYeT KX MeTabonmsm u  dyHkuuio. LIMTONpOTEeKTOpHBIH
3¢ heKkT oOycNOoBIEeH MOBbIIIEHHEM SHEPreTHYecKoro IOTEeHIMala, aKTHBalueH
OKHCIUTENBHOrO  1eKapOOKCHIMPOBAHMS W  pallMOHATIM3alMeH noTpebaeHus
KHCIOpo/a (YCHIeHHe TJIMKOJIM3a 1 GJ10Ka/a OKHCIIEHHUS HKUPHBIX KACIIOT).
YMeHbIIaeT BHYTPUKIETOUHBIH alu03 ¥ MOBBIIIEHHOE cojiepikanue (ocdaros,
obycioBneHHoe uMiuemuedl  Muokapma M penepdysueil.  IIpemsTcTByet
TOBPEX/IAIOIIEMY JIEHCTBHUIO CBOOOIHBIX pPA/JHKANIOB, COXPAHSET ILEI0CTHOCTH
KJIETOYHBIX MEMOpaH, MpeIoTBpalaeT aKTUBALMIO HEUTPO(UIIOB B 30HE HIIEMUH,
YBEJIMYMBAET IMPOJOJDKHTENIFHOCTh JJIEKTPUYECKOro IOTEHIMAIa, YMEHbIIAeT
BBIXOZl KpeaTWH(M)OCHOKHMHA3bl U3 KIETOK W BBIPAXKEHHOCTh HIIEMHUYECKHAX
MOBPEXAECHUA MHOKapa.

TpuMeTasuIuH COKpallaeT 4YacTOTy NPHUCTYIOB CTEHOKApAWH, YMEHbIIAeT
MOTpeGHOCT, B TNpHEMe HUTPaToB, 4Yepe3 2 HeJeNd NpHeMa MOBBIIIACT
TOJNIEPAHTHOCTh K (GU3MYECKOH Harpyske, CHMXKAIOTCA pE3KHEe KoJIeOaHUs
aprepuaibHoro napienus (AJl).

DapMaKOKUHEMUKa

AbcopOuus

[Tocie mpuemMa BHYTpb TPUMETa3UIUH OBICTPO abcopOMpyeTcs B JKelyl04HO-KHU-
IIEYHOM TpPaKTe M JOCTHUraeT MaKCUMaJbHOM KOHLEHTPALUH B IJ1a3Me KPOBU IPH-
6nusuTensHo depe3 5 4. Cbime 24 4acoB KOHIEHTpallUs B IIa3ME€ KPOBH OCTa-

eTcsl Ha YPOBHE, MpeBbIaromeM 75 % KOHIEHTpaluH, onpejensemMoi yepes 11 4.



PaBHOBecHOe cocTosiHUE nocTuraercs 4epe3 60 4. OQHOBPEMEHHBIN MPUEM MHUILH
He BJIUSAET Ha OMOJOCTYITHOCTh TPUMETA3HU/IMHA.

Pacnpenesienue

O6beM pacrpesesieHusi cocTaBisieT 4,8 J/Kr, 4TO CBUIETENBCTBYET O XOPOIIEM
pacnpefiefleHM TPUMETasHAMHa B TKaHAX (CTeNeHb CBA3bIBAaHMS C OelkaMmu
IJ1a3Mbl KPOBHM JIOCTATOYHO HU3Kasi, 0Kono 16 % in vitro).

BriBenenue

TpuMeTa3uuH BBIBOAUTCS B OCHOBHOM MOYKaMHM, TJIaBHBIM 00pa3oM, B
HeW3MeHeHHOM Buje. IlepHOA MOMYBBIBEIEHMS Y MOJOJBIX 3J0POBBIX 100pO-
BOJIBLIEB OKOJIO 7 4, y MALIMEHTOB cTapiue 65 JieT - 0koj10 12 4. [TovyeyHsit KIUpeHe
TpUMeTa3suIMHa npsMo  Koppenupyer ¢  kiupencom kpearuHuHa  (KK),
NEYEeHOYHBIN KIIMPEHC CHI)KAETCs ¢ BO3PACTOM IallueHTa.

Oco0ble rpynnbl NalHEeHTOB

Hayuenmsl cmapuie 75 nem

V nauMeHToB crapiue 75 JeT MOXKeT HaOlro[arhCsi MOBBIIIEHHAs SKCIIO3MIMA
TpPUMeTa3uMHA B [UIa3Me KPOBU U3-3a BO3PACTHOTO CHIKEHUs (QYHKIMU MOYCK.
Hukakux ocoOeHHOCTEH KacaTeabHO 6€30MacHOCTH y MAI[MEHTOB cTapiie 75 JIeT B

CpaBHEHHUHU C OGHICFI HOHyHHHHeﬁ IMallTUEHTOB HC BBISABJICHO.

Hayuenmesl ¢ noueuHou HEOOCMAMOUYHOCHbIO

DKCIO3MLMsA TPUMETa3HIuHA B CpelHeM Oblia yBenuveHa B 2,4 pasa y MalueHToB
C MOYeYHOH HeJOCTaTOYHOCThIO yMepeHHo# crenenu Tskectd (KK 30-60
MJI/MHH), ¥ B CpeJJHEM B 4 pa3a — y ITal[MEHTOB C [0YEYHOW HEJI0CTATOYHOCTHIO
tsxenoi crenenu Tshxect (KK menee 30 Mii/MUH) 10 CpaBHEHHUIO CO 3[J0POBBIMU
J0OpOBOJIBLIAMH C HOpMaslbHOM hyHKIIHEH NOYeK.

Hukakux ocobeHHOCTel KacaTeabHO 0€30MacHOCTH Y 3TOM MOMYJISIHWU MAllUeHTOB
B CpaBHEHHH C O0ILeH oMy Isel NalMeHTOB He BBISIBICHO.

ITpumenenue y demeii u HOOPOCMKO8

dapMaKOKHHETHKA TPUMETAZU/IMHA Y JAeTeil M MOJAPOCTKOB B Bo3pacTe 10 18 met

HE U3y4allach.



IToka3aHusi K IPHMEHEHHIO

- Wmemudeckas 6one3db cepana: MpoQUIaKTHKAa MPUCTYNOB CTaOMIBHOM
cTeHOKapuH (B MOHOTEpAIMH MM B COCTaBe KOMOMHMPOBAHHOM Teparum);
IIporuBonoOKazaHus

[ToBbIIEHHAs YYBCTBHTEJBHOCTh K KAaKOMY-JIMOO KOMIIOHEHTY Ipernapara.
Tskenas moveyHass HeJOCTATOUHOCTh (KJIMpEHC KpeaTWHWHA MeHee 30 Mi/MUH),
HENEePeHOCHMOCTh  JIAKTO3bl,  A€UUMT  JAKTa3hl,  IJIFOKO30-TalaKTO3HAs
MasTbabcopO1ys, 6epeMEHHOCTD, IEPHO TPYJHOIO BCKapMIIMBaHHsl, BO3pacT /10 18
et (3G heKTUBHOCTD U 6e30TaCHOCTh HE YCTaHOBJIEHBI).

Bonesup IlapkuHCOHA, CHMIITOMBI — [AapKMHCOHH3Ma, TPEMOp, CHHIPOM
«OEeCTIOKOMHBIX» HOT U JAPYTHe, CBS3aHHbIe C HUMH JIBUraTeIbHbIC HAPYIICHNUS.

C ocmopoxycHocmblo: TIPUMEHEHHe Y TALMEHTOB C TSDKENOH Ie4eHOYHOH
HEJOCTATOYHOCTBIO  (KIMHUYECKHE  JaHHble  OrPaHMYEHBI),  MOYEYHOM
nenocratrounocty (KK Gosee 30 mi/mMuH.), B Bo3pacTe cTapiue 75 JieT.
Ilpumenenue npH GepeMEHHOCTH H B NIEPHO/ IPYAHOI0 BCKAPMJIMBAHHS
JlaHHBIE O IpHMMeHeHHH npernapata [Ipekap y 6epeMeHHbIX OTCYTCTBYIOT.
WccnenoBaHUsl Ha JKMBOTHBIX HE BBISBHIM HATM4Ue IPAMOM HIM HENPSAMOW
PenpoLyKTHBHOM TOKCHYHOCTH. MccienoBanus penpoayKTUBHON TOKCHYHOCTH He
[1OKa3aJIH BIMSHHUS TPUMETA3UIMHA Ha PEMPOAYKTUBHYIO QYHKIIHIO y KPIC 000€ero
nona. OHAKO, B CBA3M C OTCYTCTBMEM KIMHHYECKUX JAHHBIX O O€30MacHOCTH
NpUMEHEHHs TIpernapara Bo BpeMsl OepeMEHHOCTH, PUCK BO3HUKHOBEHMS IIOPOKOB
pasBUTUS IUIOJa He MOXeT OblTh HCKmoveH. IIpumeHeHue mnpenapaTta Mpu
OepeMeHHOCTH IPOTUBOIIOKA3aHO.

Hewn3sBecTHO, BBIIENSETCS M TPUMETA3HIHH WIA €ro MeTaboNUThl C TPyIHBIM
MOJIOKOM. PHCK 171 HOBOpOXJIeHHOro/pebeHKa He MOXeT ObITh HcKitoyeH. [lpu
HeoOXOIMMOCTH MpUMeHeHHs npernaparta Ilpexapa B mepuoj JakTauuu ciefayer
PELIUTH BOTIPOC O MPEKpaIleHH IPy/IHOT0 BCKapMIIMBaHUSL.

Cnoco0 npuMeHeHHs H 103bl

TabneTku creyeT MPUHAMATD LIEJIUKOM, He Pa3KeBbIBasl, 3alIMBasi BOJOM.

BHyTps, 10 1 Tabnerke 2 pa3a B CyTKH, yTPOM U BEYEPOM, BO BpPeMs €JIBL.
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[TpoAOKUTENTBHOCTD JIEUEHHUS ONPEIENSIETCS BPadOM.
MaxkcumanbHas CyTo4dHasi 103a cocrapisier 70 mr.

Ocooble 2pynnol nayueHmos

V MAalMeHTOB ¢ MOYeYHOH HEJ0CTaTOYHOCTHIO yMepeHHOH cTeneHu TsukecTH (KK
30-60 mMi/MHH) cyTo4Has jgo3a coctaBiserT 35 Mmr (1 Tabinerka) yrpoM BO BpeMs
3aBTpaKa.

V mnan@eHToB crapiine 75 JeT MOoXeT HaOmoJaThCs IMOBBIMIEHHAS 3KCIIO3MLUSA
TPUMETa3MIMHA B IUIa3Me KPOBH H3-33a BO3PACTHOTO CHIKEHMS (QYHKIMH IMOYEK
(cM. pazznen «DapMaKOKUHETHKAR).

VY manMeHTOB C yMepeHHOW cTeneHbto moveuHoit Hemocrarounoctd (KK 30-60
MJI/MHH) peKOMEH/IOBaHHasl CyTouYHas 103a coctaBiser 35 mr (1 Tabnetka) yrpom
Bo BpeMms 3aBTpaka. [logbop 03Bl y MalMEHTOB crapuie 75 JeT IOJDKeH
TIPOBOIUTHCS C OCTOPOXKHOCTHIO (CM. paszien «Ocobble yKazaHus» ).

IToGouHoe neHcTBHE

Yactota pas3BuTHs M000YHBIX JSP(EKTOB MpHBEeAeHAa B COOTBETCTBHM C
knaccudukanueii BceMupHOH oOpraHu3alMu 31paBOOXpaHEHMs: OYEHb YacTo
(>1/10); gacto (>1/100, 1<10); mewacto (>1/1000, <1/100); peaxo (>1/10000,
<1/1000); ouens peako (<1/10000), B TOM 4uCITe, OTJEIbHBIE COOOIIEHHS; YACTOTA
HeM3BecTHa (YacTOTa He MOXKeT ObITh NMOICINTaHA 110 JOCTYITHBIM JIaHHBIM).

Co cmoponbvl nuwesapumenbHOU CUCMeMmbl:

Yacro - 60J1b B )KUBOTE, IHApesl, AUCIIETICHS, TOIIIHOTA, PBOTA.

YacToTa HEeU3BECTHA: 3a1op.

Co cmopoHbl KPOBEHOCHOIL U TUMPAMULECKOU CUCMEMb]

UYacTOTa HEW3BECTHA: AarpaHyJIOLUTO3, TPOMOOLMTONEHHUs, TPOMOOUMTONECHH-
yeckas ImypIypa.

Co cmopoHblL neveHu U Hcenesvbl800AUUX nymel

YacTtoTa HEU3BECTHA: I'eNaTHT.

Co cmoponbl cepOeyHo-cocyOuUcmol CUCmempi:

Penko: olulyiieHue cepaueOUeHus, 3KCTPACHUCTOJNIUS, TaxWKap/aus, BbIPAXKEHHOE

cHwkenne AJl, oprocraTuyeckasi THIIOTEH3Us, KOTOpas MOXET COMPOBOXKIATHCS
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o0mIeil c1aboCThIO, FOJIOBOKPYKEHUEM WIIM TIOTEpel paBHOBECHS, OCOOEHHO MU
OJITHOBPEMEHHOM MPUMEHEHUH TMIIOTEeH3MBHBIX MPENapaToB, KIPUIUBBD KPOBH K
KOXe JIALA.

Co cmopombl YyeHmpanvbHol HepeHOU CUCEMbL

YacTo: roJIOBOKpYKEHHUE, rOJI0BHas OO0JIb.

YacToTa HEU3BECTHA: CUMIITOMBI TAPKMHCOHU3MA (TPEMOp, aKUHE3Hs, ITOBBIIICHUE
TOHyca), HEyCTOMYMBOCTh B 1Mo3e PombOepra M «IIaTKOCTh» NOXOJKH, CHHIPOM
«OEeCIOKOMHBIX HOT», NPyrHe CBS3aHHbIE C HUM JIBHraTelIbHbIE HapyLICHUS,
06BIYHO 0OpaTHMBIE TIOCIIE MPEKPAILEHHs TepaNuy; HapylIeHus cHa (OecCoHHHIA,
COHJIUBOCTB).

Co cmopoHbl KOHCHBIX NOKPOBOS U NOOKONHCHO-JICUPOBOU KIEMUAMKU!

YacTo: KOXKHas Chlllb, KOXKHBIN 3y I, KpallMBHUIIA.

YacToTa HEW3BECTHA: OCTPBIA TeHEepPaTM30BaHHBIN 3K3aHTEMATO3HBIA ITyCTyJe3,
aHIMOHEBPOTUYECKHit oTeK (oTek KBHHKE).

Ilpouue: 4acTo - aCTEHHUS.

Ilepeno3upoBka

ViMeeTcs TMIIb OrpaHUYeHHas HHPOPMAIUs O TepeI03upoBKe TpuMeTasuauHa. B
clIydae repeJo3UpOBKH ClIeayeT NPOBOAUTE CAMITOMATHYECKYIO TePaInuIo.
B3auMoaelicTBHe ¢ APYrHMH JeKapCTBeHHbIMH CpPeCTBAMH

JlekapcTBEHHOE B3aMMOJIEHCTBUE B HACTOSIIEE BPEMs HE OIMCAHO.

Oco0Oble ykazaHus

IIpexapa He TpeaHa3HAYeH IS Ky[THPOBAaHMS NPHUCTYIIOB CTEHOKApIUU U HE I0-
Ka3aH Ul Ha4albHOTO Kypca Tepaluy HeCTa0MIBHOM CTeHOKapIUU Wil HHpapKTa
MHOKap/ia Ha IOTOCTIMTAIBHOM 3Talle WK B IIepBbIe THU FOCIHTAIM3auH!

B ciy4yae pa3BUTHS MPUCTYIA CTEHOKAPAUH CleIyeT IepeCMOTPeTh U afanTHpo-
BaTh JleueHHe (JIEKApCTBEHHYIO TEPAIHIO WK IPOBEIEHUE MPOLEAYpPBl PEBACKYJIs-

pH3aIum).

IIpekap/ MOXeT BBI3bIBATh WM YXYy/ILIaTh CHMITOMBI TAPKUHCOHM3MA (TPEMOp,
aKWHEe3HIO, TIOBBIIIEHHE TOHYCa), O3TOMY ClIe[yeT IPOBOIUTH PEryJsSpHOE Hal-

JIFOACHHUE ITAllUCHTOB, 0CO0EHHO TOKHUIIOrO BO3pacTa. B coOMHUTENBHBIX clry4dasax
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NalMeHThl JO/DKHBI OBITh HAIpaBlIeHbl K HEBPOJIOrY JJIsi COOTBETCTBYIOILETO
o0cre10BaHusl.
[Ipy TOSIBJIEHMM [BUIATEIbHBIX HApylLIEHWH, TAKUX KaK CHMIITOMbI MapKHHCO-
HU3Ma, CUHJPOM «OeCTIOKOMHBIX» HOT, TPEMOp, HEYCTOHYMBOCTh B 103e Pombepra
U «IIaTKOCThY» MOXOIKH, [Ipekap/ cieayeT OKOHYATeIbHO OTMEHUTD.
Takue ciay4ad peIKd U CHMIITOMBI OOBIMHO IPOXOMAT IIOC/E NPEKpalICHHUs
Tepanuu: y OOJNBIIMHCTBA IAllMEHTOB - B TeYeHHe 4 MecsleB I0CIe OTMEHbI
npenapara. EciiM CHMITOMBI NapKHHCOHM3MA COXpaHsIOTCs Ooiee 4 MecsleB
110cjIe OTMEHBI ITpernapara, clieflyeT IPOKOHCYIbTUPOBATECS Y HEBPOJIOra.
MoryT oTMedYaTbCsi Clydau MaJeHHs, CBS3aHHBIE C HEYCTOWYUBOCTBIO B I103€
PoMmOepra M «IIaTKOCTBIO» TOXOJKH HJIM BBIP2XKEHHBIM CHUXXEHHEM apTepuu-
aJIbHOTO JIaBJIEHUsI, OCOOEHHO, y TMAalUeHTOB, OJHOBPEMEHHO MPUHUMAIOLIUX
THIIOTEH3MBHBIE TIpenapathl (cM. pasaen «[lobodnoe neicTBre»).
CremyeT ¢ OCTOPOXXKHOCTBIO IPUMEHSThH  IIALIMEHTaM, Y KOTOPBIX BO3MOXHO
[IOBBIIIEHHE €ro SKCIIO3ULUH B IIIa3Me KPOBH:
-TIPM yMEPEHHOW MOYeYHOM HEeIOCTaTOYHOCTH (CM. pasnensl «®Dapmako-
KHHETHKa», «Criocod MpUMEHEeHHUs U J03b1»).

- y manueHToB crapiie 75 set (cM. paszen «Crnocob MpUMEHEHHUs U 103b1»).
TpuMmeTasuIH MOXET JaBarTh IOJOXHTENbHBIA pe3yabTaT IpH NPOBEACHUH
JOTTMHT-TECTA.

BiausinMe Ha CNOCOOHOCTH YNPAaBJAATH ABTOTPAHCHOPTOM H BBINOJHATH
paboThl, TpedyiomHe GbICTPOTHI NICHXOMOTOPHBIX peaKIHM

Cnenyer coOMOJaTh OCTOPOXKHOCTh IIPH  YIPABICHUH aBTOTPAHCIIOPTHBIMH
CPEICTBAMH U BHIMOJHEHUH paboT, TpeOyIOHX MOBBIIEHHON CKOPOCTH u3nyec-
KO U IICHXHYECKOH peakiuii (pUCK pa3BUTHS FOJIOBOKPYKEHHS H COHJIMBOCTH).
®opma BbINYCKA

Ta61eTKu MPOTOHTUPOBAHHOTO AEHCTBHUSI, OKPHITHIE IIIEHOYHOH 000I0UKON

35 mr.

[To 10 tabnetok B Gnucrep, usrorosieHusld U3 IIBX mieHKHM ¥ aqtOMHHHEBOU

¢bonbru.
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ITo 1, 2, 3, 4, 6 GIUCTEpOB BMECTE C UHCTPYKLMEH 10 NPUMEHEHHUIO TTOMENIaloT B
KapTOHHYIO MauKy.

YcnoBus XxpaHeHHs

B CyxOM 3alIMINEHHOM OT cBeTa Mecre, npu TemrnepaType He Bbime 30 °C.
XpaHUTh B HEJJOCTYTIHOM JUIsl JIETE€H MeCTe.

Cpok rogaocTn

3 roxa.

He ucnonp30BaTh MOCIe UCTEYCHUs CPOKA FOJHOCTH.

YcaoBus oTnycKa

OTIyCKaloT 10 peLenTy.

IIpousBoauTenn
Muxkpo Jla6c Jlumuren |
IOp. anpec: 27 Peiic Kopc Poan, banranop — 560 001, Muuus. ‘
Anpec npouss. romanku: YOuut-1II, 63/3 u 4, Tupysannap Kow, ITynydepn —

605 102, Uunus.

[Iperen3uu Hanpapisiite B [IpeacraBurenscTBO KoMnanud B PD 1o ajipecy:

119 571, r. Mocksa, Jlenunckuii mpocrnext, 148, oduc 57/58
ten. / pakc: (495) 937-27-70/71
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