COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 25.03.2025 N= 7362

OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA
Henpenopm MB, 35 wMr, Ta0neTku ¢ MPOJOHTUPOBAHHBIM BBICBOOOKICHHEM, MOKPBITHIC
TUIEHOYHOU 00O0JI0YKOM.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByoIIIee BEMIECTBO: TPUMETA3HIIH.

Kaxnas TabiieTka ¢ IpoJIOHTUPOBAHHBIM BBICBOOOXKICHUEM, TIOKPBITAs IJICHOYHOW 000JIOUKOH,
COJEPKHT 35 MI TPUMETa3uIUHA JUTHAPOXIOPUAA.

BcrmomorarenbHble BelecTBa, HAIMYME KOTOPHIX HAJ0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenaparta: kpacurenb myHIoBbIH [[Ionco 4R] (E124) (cm. paznen 4.4.).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku ¢ NPOJOHIMPOBAHHBIM BBICBOOOKICHHUEM, TOKPHITHIE IJICHOYHOH 000JI0UKOIA.
TabneTku Kpyriible JBOSKOBBINYKJIBIC, IMOKPHIThIE IUIEHOYHOM 000s10uKOW po3oBoro 1pera. Ha
HONEPEYHOM pa3pe3e — MoUTH Oeroro npera. JlomycKaeTcsi He3HaAUUTENbHAas IEPOX0BATOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

Henpenopm MB mnokazaH K NpPUMEHEHHUIO y B3pOCIBIX B BO3pacTe OT 18 jeT B KayecTBe
JIOTIOJTHUTEBHON TEepanmuu A CUMITOMATUYECKOTO JIEYeHHsS CTAaOMIBHON CTEHOKapIuu MpU
HEa/JIeKBaTHOM KOHTPOJIE WM HENIEPEHOCUMOCTH aHTHAHTUHAIBHON Tepanuu MepBOM JIMHUU.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUS
Pexxum 1o3upoBanus

PexomenoBanHas no3a: no 1 tabierke 2 paza B CyTKH (YTPOM U BEUEPOM).

OmeHka MoJb3bI OT JICYEHHS JOJDKHA OBITH IIPOBE/IEHA MOCIIE TPEX MECSIIEB IpHeMa Ipernapara.
[Tpuem TpuMeTa3uaMHA CIIEYeT MPEKPATUTh, €CIIH 3a 3TO BPEMsI YIIyUIIeHHE HE HACTYITHJIO.
Oco0ble rpynnbl NalueHTOB

Tayuenmoi ¢ Hapywenuem yHKyuu novex
Y mnanweHToB C YMEpEeHHbIM HapymieHHeM (yHkuuu mouek (kiaupeHc kpearuHuHa (KK)
30-60 mn/muH) (cM. pa3aensl 4.4. u 5.2.) peKOMEHIyeTCs CHUKEHHE J03bl HAIOJIOBUHY, T.€. IO
1 Tabnetke, coaeprkaiieit 35 Mr TpuMeTa3uANHA, yTPOM BO BpeMsl 3aBTpaKa.
Tayuenmol nodxcunozo 6o3pacma
VY marmeHToB MOXHIIIOTO BO3pacTa MOKET HaOIF01aThCs TOBBIIIIEHUE KCITO3UITNH TPUMETA3HINHA
M3-32 BO3PACTHOTO CHMXKEHMsI (QYHKIMHU Mouek (cM. pazzen 5.2.). Y MalueHTOB ¢ yMEPEHHBIM
HapymenueM ¢yakiuu noyek (KK 30-60 mi/mMuH) pekoMeHtyemast 103a cocTaBisieT 1 TabneTky,
CoJIeprKallyro 35 Mr TpuMeTa3uuHa, YTPOM BO BpEMs 3aBTpaKa.
[TonGop A03bl y MAIIMEHTOB MOXKUIIOTO BO3PACTa JOJDKEH MPOBOAUTHCS C OCTOPOKHOCTHIO (CM.
paznen 4.4.).
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YCTaHOBJICHBI. /[[aHHBIE OTCYTCTBYIOT.
Cnoco0 npuMeHeHus

[Tpenapat lenpenopm MB crnenyer npuHuUMarh BHYTpPb, 2 pa3a B CyTKU (YTPOM M BEYEPOM), BO

BpEMSI €]1bl, LIEJIMKOM, HE pa3KeBbIBas, 3allMBasi BOAOH.

4.3. [IpoTuBONOKA3aAHUS

e [ unepuyyBCTBUTENBFHOCTh K TPUMETA3HIUHY WM K JIOO0OMY M3 BCIIOMOTAaTEIbHBIX BEUIECTB,
IIEPEYUCIICHHBIX B paszaene 6.1.

e bonesns [lapkuHcoHna, cMMOTOMBI TAPKUHCOHU3MA, TPEMOP, CHHIPOM «OECIOKOWHBIX HOT» U
JpYTUe, CBA3aHHbBIE C HUMU JBUTaTEIbHbIC HAPYILICHUS.

e Tsxenas moueunas HenocraTouHocTh (KK menee 30 mi/Mun).

e I13-3a OTCYTCTBHMS JOCTATOYHOIO KOJIMYECTBA KIMHUYECKHMX NAHHBIX NanueHTtaMm 1o 18 jer
Ha3HAa4YCHME JIEKaPCTBEHHOI'O IIpenapaTra He PeKOMEHyeTCsl.

e bepeMeHHOCTb U IEPUOA IPYAHOIO BCKAPMIIMBAHMSL.

4.4. OcoOble yka3aHus U Mepbl PeI0CTOPOKHOCTH IIPH NPUMEHECHUH

C OCTOPOXKHOCTEIO

Cnenyer ¢ OCTOPOXKHOCTBIO Ha3HA4aThb TPUMETA3HIWH IAUEHTAM, Y KOTOPBIX BO3MOXKHO

TIOBBIIIICHUE €r0 SKCIIO3UIIHH:
e [pu HapymeHUH QYHKIIMU TOYCK YMEPEHHOMN CTENEHH TSKeCTH (cM. pasaensl 4.2. u 5.2.),

® Yy OXWIBIX MAIlMEHTOB cTapiuie 75 et (cM. pazaen 4.2.).

Oco0ble yKazaHus

JlekapcTBennblii npenapat enpenopM MB He mnpenHasHaueH il KYMUPOBAHHS IPUCTYIIOB
CTCHOKApJMHU U HE MOKa3aH I HA4aJbHOTO Kypca Tepamuy HeCTaOWIbHOW CTEHOKapIWUU WU
uH(papKTa MHOKap/Aa Ha JOTOCIUTAIBHOM 3Talle WIH B EPBbIC JHU TOCTIUTATH3AINH.

B cnydae pa3BuTHS TNpUCTyNa CTEHOKApAMM CIEAyeT BHOBb OIEHUTH CTENEHb MOPAKEHUS

KOPOHApHBIX apTepHil 1, IpU HEOOXOAUMOCTH, a/IallTUPOBATH JIEYEHUE (JIEKAPCTBEHHYIO TEPAITUIO
WJIH BO3MOXHOE MPOBEJCHUE TTPOLIETYPhI PeBACKYIISIPU3ALINN ).

TpI/IMeTaSI/II[I/IH MOKET BbI3bIBATH UJIN yXYI[HIaTI) CUMIITOMBI HapKI/IHCOHI/ISMa (TpCMOp, AKHWHE3HUIO0,
MOBBIINIEHHE TOHYCA), MOITOMY CJEAYeT MPOBOJIUTH PETYIAPHOE HAOIIOIEHUE IMAIlMEHTOB,
0COOCHHO MOXKHUJIOTO BO3pacTa. B COMHUTENBHBIX Cy4asX MAlMEHTHI TOJDKHBI ObITh HAPABICHBI
K HEBPOJIOTY JIJIsl COOTBETCTBYIOIIETO 0OCIIeIOBAHMUSI.

[Ipu mosiBIIeHUH ABUTATENbHBIX HAPYIICHUM, TAKUX KaK CUMITOMBI NApKUHCOHU3MA, CUHAPOM
«OeCIOKOMHBIX HOT», TPEMOP, HEYCTONYMBOCTH TTOXOJIKH, TPUMETA3HU/INH CIIEAYeT OKOHYATEIEHO
OTMCHUTL.

TaKI/Ie cnyan/I pe)IKI/I U CHMIITOMBI O6I>I‘—IHO HpOXO}IﬂT II0CJIC HperaHIGHI/ISI Tepam/m: y
6OJIBHII/IHCTBa IMAIMUCHTOB — B TCUYCHUC 4 MECIIIEB IIOCIIC OTMCHBI TpHMeTaBI/IJIHHa. ECJ'II/I
CUMITOMBI TAPKUHCOHMU3MA COXPAHSIIOTCS Ooliee 4 MecsAleB Mocie OTMEHBI Mpenapara, cieayeT
MIPOKOHCYJIBTUPOBATHCS Y HEBPOJIOTA.

Moryr oTMedarbCs Ciaydad I[IaJIeHUs, CBA3aHHBIE C HEYCTOMYMBOCTBIO IIOXOJKH WM
apTepHalIbHOM MMIOTEeH31eN 0COOEHHO Y MAallMEeHTOB, IPUHUMAIOIIUX THIIOTEH3UBHBIE ITPETapaThl
(cm. paznmen 4.8.).

BcnoMorarenbHEIC BEIISCTBA
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BBI3bIBATh AJUICPIrUICCKHUC PCAKIIHUU.

4.5. B3amMmopeiicTBHMe ¢ JPYTHMH JIEKAPCTBEHHBIMH INpenapatamMM M JApyrue BHIbI
B3aUMO/eHCTBUSA
He Gb110 BBIABIEHO B3aUMOJCHCTBUIN C JPYTUMU JIEKAPCTBEHHBIMH CPEJICTBAMHU.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepeMeHHOCTB

JlanHble O MPUMEHEHMU TpUMETA3UANHA y OEpeMEHHbIX OTCYTCTBYIOT. MccienoBaHus Ha
JKUBOTHBIX HE BBIBWINA HAJIMYUE NPSAMOIO WIM HEIPSIMOIO HEraTUBHOI'O BJIMSHUSA B OTHOLLEHUU
PENpOaYKTUBHON (DYHKIIHUH.

[Ipumenenue nekapcTBeHHoro mpenapara Jlempenopm MB  Bo Bpemss OepeMeHHOCTH
IIPOTUBOIIOKA3aHO.

JlakTanus

JlaHHbIe O BBIICICHUN TPUMETA3UIMHA U €T0 METabOIUTOB B IPYAHOE MOJOKO OTCYTCTBYIOT.
Puck i HOBOpOXKIEHHOTro/peOeHKa HE MOXeT ObITh HCKIo4eH. llpu HeobxomumocTu
IIPUMEHEHHUs JIEKapCTBEHHOro Inpenapara Jlenpenopm MB B nepuox nakrauuu TIpyaHOE
BCKapMJIMBaHHE HEOOXOIUMO MPEKPATUTb.

DepTUIIBHOCTD

HCCHGI{OB&HI/IH perOI[}/KTI/IBHOﬁ TOKCUYHOCTH HC BBIABUJIM BJIMAHHA IIPCIiapaTa Ha CaMIOB U
CaMOK KpBbIC.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH H pPadorarh ¢
MeXaHMu3MaMH

B xone kiimHIUEeCKuX Mcciae10BaHui He ObIIO BBISBJICHO BIUSHUS TPUMETA3HIMHA Ha [TOKa3aTelH
reMOIMHAMHUKH, OJJHAKO B MEPHOJ] MOCTPEruCTPALMOHHOTO MPUMEHEHUS HAOII0aNCh Clyyau
TOJIOBOKPY)KEHHSI M COHJMBOCTU (cM. paznen 4.8.), 4TO MOXKET MOBIUSATh Ha CIIOCOOHOCTH
YIPaBIATh TPAHCIOPTHBIMU CPEICTBAMHU U pabOTaTh C MEXaHU3MaMHU.

4.8. HexenarejibHbIe peakuuu
TabnuyHoe pe3roMe HexKeNlaTeNIbHbIX peaKIni
HesxenarenbHble peakiyuu, ONpeeeHHbIE KaK HeXeaTeIbHbIE SBICHH, UMEOIe, [0 KpaitHel

Mepe, BO3MOXKHOE OTHOIICHHWE K JICUYCHHIO TPHUMETA3WJAMHOM, IPUBEICHBI B CICAYIONICH
rpaganuu: o4eHb yacto (>1/10), gacto (>1/100, no <1/10), Heuacto (>1/1000, Ho <1/100), peaxo
(>1/10000, wHO <1/1000), ouenr penko (<1/10000), wyactora HeusBecTHa (HA OCHOBAHUU
NMCHOIIINUXCA JAaHHBIX OLICHUTH HeBOSMO)KHO).

CucTeMHOOpPraHHbINI HexesaTebHbIe peaknuu Yacrora
kjacc MedDRA
Hapymienust co cTopoHsl ATrpaHyIoIUTO3, TPOMOOLIUTOIIEHUS, Yacrora
KpPOBHU U JIUM(paTHUYECKON TPOMOOIIMTONIEHNYECKas MypIypa HEU3BECTHA
CUCTEMBI
["onoBokpy>keHue, rosoBHas 60Jb Yacro
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Hapymienus co cTOpOHBI CHMITOMBI TapKHHCOHM3MA (TPEMOp. AKHEesUs,~ |- dacToTd
HEPBHOM CHUCTEMBI MOBBIIICHHE TOHYCA), HEYCTOMUYHUBOCTD MMOXOJIKH, | HEU3BECTHA

CUHAPOM «OECTIOKONHBIX HOTY, IPYTUE

CBSI3aHHBIC C HUMU JIBUTATEJIbHbIC HAPYLICHUS,

00BIYHO 0OpaTHUMBIE MOCIIE TPEKPALICHUS

Tepanuu; HapylieHue cHa (0ecCoOHHHUIIA,

COHJIMBOCTb )
Hapyienust co ctopoHbl Bepruro Yacrora
oprana ciyxa u JabupuHTa HEHU3BECTHA
Hapymenust co ctopoHnsl Omrymienne cepaieOneHusl, SKCTPACUCTOIHS, Penxo
cepana TaxuKapaus
Hapyienus co ctopoHbl AprepuanbHasi TUIIOTE€H3HS, OPTOCTaTHYECKas Penko
COCYJIOB TUIOTEH3Us, KOTOPasi MOXKET COMPOBOXKAATHCS

00LIMM HEIOMOTaHHEM, TOJIOBOKPYKEHUEM MU

najieHueM, 0COOEHHO MPU OJHOBPEMEHHOM

MpUeMe TUIIOTEH3UBHBIX MPETapaToB;

«TPUITUBBDY KPOBH K KOXKE JIUIIA
KenynouHo-KueyHble Bosib B )kuBOTE, AUapes, QUCIIENICUs, TOITHOTA, Yacro
HapyleHus pBOTa

3anop YacroTa

HEW3BECTHA

Hapyenus co ctopoHbl I'ematut Yacrora
TIEYEHU U HKEITYEBBIBOISIIINX HEHU3BECTHA
yTein
Hapyienus co ctopoHbl KoskHas cbIlb, KOXKHBIN 3y, KpallUBHUIIA Yacro
KOXXH M ITOJKOXKHBIX TKaHEH | OcTpblil TeHepaln30BaHHBIN SK3aHTeMaTo3Hbl | YacTtoTa

nycryne3 (OI'DI1), aHrHOHEeBPOTUYECKUH OTEK HEU3BECTHA
OO6mme HapyIIeHUs U Actenust Yacto
p€aKurH B MECTE€ BBEICHUS

Coo011eHne 0 moI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIMIX

BaxxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENaTeNbHBIX PEaKIUsAX IMOClie pPEeTUCTpalluu
JIEKapCTBEHHOTO Tperapara ¢ 1eIbl0 00ecredeHrs HEMPEePhIBHOIO MOHUTOPUHTA COOTHOIIICHUS
«ONb3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pPEeKOMEHIYETCS
co00IaTh O JIIOOBIX MOJ03PEBACMBIX HEXKENATENbHBIX PEAKIUSAX JEKapCTBEHHOTO Ipernapara
Yyepe3 HAIMOHAIBHBIC CHCTEMBI COOOIICHHS O HEXKEIaTebHBIX PEAKIMAX TOCYIapCTB — YICHOB
EBpazniickoro 3K0OHOMHYECKOT0 COI03a.

Poccuiickas ®@eoepayus

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (PocsnpaBaanzop)

Anpec: 109012, r. Mocksa, CrnaBstHCKas IJI0IIa/1b, 1. 4, cTpoeHue 1

Tenedon: +7 (800) 550-99-03

DnekTpoHHas noyra: pharm@roszdravnadzor.gov.ru
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4.9. Ilepeno3npoBka

CHMITOMBI

Nmeercs nuib oueHb orpaHuyueHHas HHPOpMaIys 0 Iepe103uPOBKE TPUMETA3HIHHA.
JleueHue

B cnydae nmepego3upoBKy CieayeT IPOBOIUTh CUMIITOMATUUYECKYIO TePaInIo.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®dapMakoTepaneBTUYECKas TpyMma: CpPeACcTBa s JieueHUs 3a00JIeBaHUN Cep.la; Ipyrue
Ipenaparsl AJis JeueHus 3a0oaeBaHuil cepaua.

Kon ATX: CO1EB15

MexaHu3M J1eHCTBUS

CoxpaHsis SHEpPreTH4YecKrii MeTaboNIM3M KJIETOK, IMOABEPKEHHBIX THUIIOKCUU WM HIIEMUH,
TPUMETa3UAUH peIoTBpaIiaet CHU)KCHHE BHYTPHUKIIETOYHOM KOHIICHTPALlUU
anenosuHTpudochara (ATD), Tem cambiM obOecrieunBas HOPMaIbHOE (QYHKIIMOHUPOBAHUE
MeMOpaHHBIX HOHHBIX KaHAJIOB M TPAaHCMEMOpPaHHBIA TEPEHOC MOHOB KajHsl W HATPHUS TpU
COXpaHEHHUHU KJIETOYHOTO0 FOMEOCTAas3a.

TpumerazuauH UHrUOMpPYeT [(-OKHUCIEHHE JKUPHBIX KHUCIOT 3a CYeT OJIOKMPOBKHU
JUTMHHOIIENoYeuHOl 3-keroanni-KoA-Trnonassl, KOTOpas yCHIIMBAae€T OKHUCIIEHHE TIIOKO3bl. B
WIIEMUYECKN MOBPEKACHHON KJIETKE DHEPIHsl, MOJIYYEHHAass BO BPEMS OKHUCIIEHUS TIIIIOKO3BI,
TpeOyeT MEHbLIEro MoTpedaeHnus KUCIopoa, YeM B mporecce B-okucinenus. [loTeHuupoBanue
OKHUCJIEHHS TJIFOKO3bl ONTHUMHU3HUPYET KIETOYHBIE DSHEPreTHYECKHE IPOLECCH, TEM CaMbIM
NOJ/IeP)KMBask HaJUIeXKalui SHepreTHYecKrii OOMEH MpH UIIEMUH.

PapmakoanHamuueckre 3 HeKTh

Y nanueHToB ¢ UIIeMUYeCKON OOJIE3HBIO CEP/Illa TPUMETA3UINH ACHCTBYET KaK METa0OINYECKUA
areHT, COXpaHss YPOBHM BBICOKORHEpreTHueckoro @ocdara B KIETKaX MHUOKapaa.
AHTunmeMuyeckuii 3¢ ekt gocturaercsa 6e3 ComyTCTBYIOIUX reMOIMHaMU4YeCKUX 3(hPEKTOB.
Knunuueckas 3pQexkTUBHOCTE U 6€30MacCHOCTh

Pe3ynbpTaThl NpPOBEEHHBIX KIMHUYECKHX MCCIEAOBAaHUM NOATBEpAMIN AS(PPEKTUBHOCTh U
0€3011aCHOCTh MPUMEHEHHUS] TPUMETa3UIMHA Y MAlUEeHTOB CO CTAaOMIIBLHON CTEHOKapJuel Kak B
MOHOTEpAINH, TaK U B T€X CIydasx, Korjaa 3pQexT APYruX aHTHAHTHHAJIbHBIX JIEKApCTBEHHBIX
MpenapaToB ObLT HEJIOCTATOYHBIM.

B nBoitHoM ciermoM, manebo0-KOHTPOJIMPYEMOM HCCIICOBAHUN C ydacThueM 426 TalueHTOB
(TRIMPOL-II) no6aBnenue tpumerazuauHa (60 Mr/cyTku) K Tepanuu Mmetorposionom 100 mr/cyr
(50 mr 2 pa3a B cyTKH) B TeueHHUe 12 Hellenb CTaTUCTUYECKH IOCTOBEPHO YIIYULIMIIO PE3YIbTaThl
HArpy304HbIX TECTOB M KJIMHHYECKME CHMITOMBI IO CpaBHEHUIO ¢ IuTanebo: oOIIyro
JUTUTETTFHOCTh HAarpy304HbIX TecToB (+20,1 ¢, p=0,023), obimiee BpeMs BBIMOIHEHHs] HATPy3KH
(+0,54 METs, p=0,001), Bpems o pa3zsutus aenpeccuu cermenta ST Ha 1 mm (+33.,4 ¢, p=0,003),
BpeMs 10 pa3BUTHUs npucryna creHokapauu (+33,9 ¢, p<0,001), xoinyecTBO NPUCTYNOB
creHokapauu B Heaento (-0,73, p=0,014) u notpebieHne HUTPATOB KOPOTKOTO AEUCTBUS B HEAEIIO
(-0,63, p=0,032), 63 TeMOIMHAMHYECCKUX U3MEHEHUM.

5


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

COOTBETCTBYET 3KCI EF'TH MY OTUETY

e T WV IE K
ot 25032025 N

B nBoiiHoM ciierioM, miarne60-KOHTPOJIUPYEMOM Hccneﬂo_B;tr;U?ﬂ]c E\/‘{lgrll—/lEM 25? TIaL:[.P—IC-I.{TOB

(Sellier) nmoGaBinenue TpuMmerasuauHa B (GopMme TableTKH C  MOAU(DUIMPOBAHHBIM
BBICBOOOXKICHUEM B J103¢€ 35 MT (2 pasza/cyTKu) K Tepanuu areHo10yioM B o3¢ 50 mr (1 pasz/cyTkn)
B T€UEHUE § HE/EIb IPUBOAWIO K YBEIIMYEHUIO BPEMEHHU JI0 PA3BUTHSI UILIEMUYECKON JE€NPECCUN
cermenta ST Ha 1 mm (+34,4 ¢, p=0,03) npu npoBeAeHUH HArpy304YHBIX TECTOB B MOATPYIIIE
nanuenToB (n=173), mo cpaBHeHUIO ¢ TUTanebo, yepe3 12 yacoB mociie mpuema mpermnapara. Jrta
pasHuIIa OblIa TAaKXKE MTOKa3aHa | JIJIsl BpeMEHH pa3BUTHS MPUCTYIOB cTeHokapauu (p=0,049). He
BBISIBJICHO JIOCTOBEPHBIX Pa3iMuUil MEXy IpyNiaMu JUIsl APYTUX BTOPUUHBIX KOHEUHBIX TOUYEK
(oOw1ast AMUTETBHOCTh HATPY30UHBIX TECTOB, 00IIEe BpeMs HArPy3KU U KIIMHUYECKUE KOHEUHbIE
TOYKH).
B TpexmecsuHOM paHIOMU3MPOBAHHOM, JBOMHOM cJlenoM HccieaoBaHuu (Vasco) ¢ ydactueM
1962 manueHTOB TpUMETAa3UAUH B ABYX J03upoBKax (70 mr/cytku u 140 Mr/cyTku) B CpaBHEHUU
¢ trane6o ObLT J00aBiieH K Tepanuu areHoaoia0oM 50 Mr/cyTku. B o0meit momynsum, BKIrovast
NAllMeHTOB Kak 0e3 CHUMITOMOB, TaK M C CHMOTOMaMHM CTEHOKAapAuM, TPUMETa3uAUH He
IPOIEMOHCTPUPOBAI MIPEUMYIIECTB MO HProMeTpUdecKuM (001Ias JUIUTENbHOCTh Harpy304HbIX
TECTOB, BpeMs /10 HAcCTyIUIEHHUs UieMuueckoil aenpeccuun cermentra ST Ha 1 MM u Bpems 1o
pasBUTHsL IPUCTYNA CTEHOKApAMM) M KIMHUYECKMM KOHEYHbIM ToukaM. OjHako npu
PETPOCIEKTUBHOM aHAJIM3€E B MOATPYIIIIE MALKMEHTOB C CHMITOMAMHU CTeHOKapauu (n=1574) Obuio
MoKa3aHo, 4To TpuMeTasuauH (140 Mr) 3HaUUTETBHO YIIYYIIUII O0IIee BpeMs Harpy304HOTO TeCTa
(+23,8 ¢ mo cpaBuenuto ¢ +13,1 ¢ mna mnane6o; p=0,001) u Bpems 10 pa3BUTUA MPUCTyIA
cTeHokapauu (+46,3 ¢ o cpaBHeHuto ¢ +32,5 s mare6o; p=0,005).

eTu
HenpenopMm MB He npoxoaun u3y4eHus y ONHOU WIIM HECKOJIBKUX MOATPYIII IE€TEH, CM. pa3iel
4.2. 10 NIPUMEHEHNUIO y JIEeTEM.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AbGcopbuus

[Tocne npuema BHYTpbh TPUMETA3UNH JOCTUTAET MAaKCUMAaJIbHOW KOHIEHTPAIMH B IJIa3M€ KPOBU
npuOIN3UTENBbHO yepe3 5 yacoB. CBbllle 24 4acoB KOHIIEHTpALMs B IUIa3Me€ KPOBU OCTAeTCs Ha
YpOBHE, NMPEBBIMIAONIEM HWIN paBHOM 75 % KOHIEHTpaluu, onpeaensieMoi yepes 11 gacos.
PaBHOBeCHOE COCTOSTHUE TOCTUTAETCs HE MO3/1Hee yeM depe3 60 qacos.

[Tpuem numm He BiMsAET Ha (PapMAKOKMHETHKY TpUMETa3HJUHA NpU MpHEME JICKapCTBEHHOTO
npenapara [lenpenopm MB.

Pacnpenenenue

O0nem pacmpeneneHus: cocTaBiseT 4,8 JI/Kr; CTENEeHb CBSI3BIBAHUS C OCIKaMHU TIJIa3Mbl KPOBHU
Hu3Kas (oxoso 16 % in vitro).

DJIMMUHALMS

TpumeTazuvH BBIBOAWTCS B OCHOBHOM ITOYKaMH, TJIaBHBIM 00pa3oM, B HEM3MEHEHHOM BHJIC.
[Tepron MOTYBBIBEACHHS COCTABISIET OKOJO 7 YacOB y MOJIOABIX 3OPOBBIX JOOPOBOIBIEB U
0K0JI0 12 yacoB - y MalMeHTOB MOKUIIOTO Bo3pacTa (cTapiie 65 ner).

OO0muii KIMpeHC TpUMETa3uINHA TIIaBHBIM 00pa30M COCTOUT U3 MOYEYHOTO KIMPEHCA, KOTOPBIH
MPSIMO KOPPEJIUPYET C KIIMPEHCOM KPEaTUHUHA, U B MEHbIIIEH CTENIEHU U3 IEYEHOUYHOT O KJIUPEHca,
KOTOPBIN CHUXKAETCS C BO3PACTOM MAIMEeHTA.

JIuna noxkusioro Bo3zpacra




COOTBETCTE '1~"15T _E_I‘iﬁ. CMNEPTHOMY OTYETY

T 25 03,2025 Ne 7962
OT 22 U3 2U20 W= Sl

Y mamueHToB MOXKWIOTO BO3pacTa MOXET Ha6hg)|£a:rggsil:1§b"ﬁ£ﬁlwhﬁér—ﬂ' Tafkgr:;(l;'z;/ll'unﬂ

TPpUMETa3WJAWHA  K3-32  BO3PACTHOIO  CHWXKEHUs  QyHKuuu  mouek.  CreuuanbHoe
(hapMaKOKMHETHYECKOE UCCIICIOBAHUE C YIACTHEM MOXKIIIBIX MaueHTOB (75-84 1eT) uinm oueHb
MOXUJIBIX (>85 JeT) malueHToB, IMOKa3alo, YTO YMEPEHHOE HapyIICHHE (QYHKIMH TOYCK
(KK 30-60 mur/MHH) MOBBIIIANO KCIO3UIIMI0 TpuMeTazuauHa B 1,0 u 1,3 pasza, cOOTBETCTBEHHO,
0 CpaBHEHHMIO ¢ Oosiee MojoasiMu marnueHtamu (30-65 7er) ¢ yMmMepeHHBIM HapylleHHEM
(GYHKIIUA TTOYCK.

CrennanbHOE KIMHUYECKOE HCCIIEOBAaHKE, MPOBEJACHHOE B MOMYJALMH MAIlEHTOB MOXHIOTO
Bo3pacta (crapmie 75 JeT) ¢ MNpUMEHEHHEeM TpuMmetasuauHa (B Qopme TabneTku ¢
IIPOJIOHTUPOBAHHBIM BBICBOOOXKICHHEM, cCoJepxkameil 35 Mr TpuMmerasuauHa) B 03¢ 1O 2
Ta0JIETKU B CYTKM (B 2 IpHeMa), I0Ka3ajJ0 B CPEJHEM ABYKPAaTHOE IMOBBIINIEHUE SKCIIO3ULIUU B
IUIa3Me KPOBH Y MALIMEHTOB ¢ TsDKeIoi noyeyHor HepoctarouHocThio (KK Hmke 30 mur/mMun) o
cpaBuenwuio ¢ namuentamu ¢ KK Beime 60 mi/mun. He ObI10 BBISIBICHO KaKHX-IHOO MPoOIIeM B
OTHOIICHUU OE30MACHOCTH Y MAIIMEHTOB CTapIie 75 JEeT [0 CPAaBHEHUIO C OOMICH MOMYIsIHeH.
[ToueyHasi HeIOCTaTOUYHOCTD

DKCHO3ULMs TPUMETa3uIuHa B CpeHeM Oblia yBenuueHa B 1,7 pa3 y MalueHTOB ¢ YMEPEHHBIM

HapymenueM ¢yskiun nouek (KK 30-60 mn/mun), u B cpeqem B 3,1 pasza - y ManueHTOB ¢

TsDKeNon moueyHoil HemocratouHocThio (KK Hmke 30 MiI/MHH) IO CPaBHEHHIO CO 37J0POBBIMHU

T00pOBOIBIIAME ¢ HOpMaIbHOU (pyHKIIMEH mouek. He ObLIO BBISBICHO KaKMX-THOO TpoOiieM B

OTHOIIECHNH OE30MTACHOCTH Y STOW MOIMYJISIMH MAIIMEHTOB [0 CPABHEHUIO C OOIIEH MOIMYIIAIIUCH.
eTH

dapMaKOKHHETHKA TPUMETAa3UANHA y JE€Tei U MOAPOCTKOB B BO3pacTe 10 18 neT He n3ydanach.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHbIX BEIECTB
SAapo tabnetku

['nnponosa (ruaApOKCUIIPONUIILEIUIION03a)
['unpomenosa (ruIpOKCUTTPONUIMETHIILEIIIION03a)
Kanpuus rugpodocdar

Komnosunon

KpemHust AMOKCHT KOJITIOUAHBIN

Marnus creapar

[lemtr0103a MUKPOKpUCTAJUINYECKAS

[IneHouHas 060J109Ka
Cenekoatr AQ-01673 po30BbIii B TOM YHCIIE:

['unpomernio3a (ruIpOKCUTTPOTHIMETHIILIEIIIION03a)
Kpacurens myranossiii [[Tounco 4 R] (E124)
Maxkporon-400 (monusTuieHrmKo16-400)
Maxkporon-6000 (mosmusTuineHrmkob-6000)

Tutana quokcun (E171)

6.2. HecoBMeCcTHMOCTH
He npumenumo.



6.3. Cpok rogHocTu (CpOK XpaHeHus1)
3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU
XpaHuTh 1Ipu Temmeparype He Boie 25 °C BO BTOPUYHON yIaKOBKe (ITaYyKe KapTOHHOK ).

6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 10 wm 30 TaGneTOK B KOHTYPHYIO STYCHKOBYIO YIIAKOBKY W3 IUICHKHU TOJTUBUHWIXJIOPUIHON U
(bonbry aMFOMUHUEBOH MTEYaTHOM JTAKUPOBAHHOM.

[To 60 unm 90 TabmeTok B OaHKY MOJMMEPHYIO I JIGKAPCTBEHHBIX CPEJICTB U3 MOJIUITHIICHA
BBICOKOM TUIOTHOCTH C KPBIIIKOM U3 MOJUIPONUIICHA, 00ECIICUNBAIOIICH 3aLIUTY OT JETEH.

ITo 1, 2, 3, 6 KOHTYPHBIX SYEHKOBBIX ymakoBok mo 10 Tabnerok wim mo 1, 2, 3, 4 KOHTYPHBIX
SAYEHKOBBIX ymakoBKu 1o 30 Ta0neTok, uinu no 1 6GaHke MOJIMMEpPHON BMECTE ¢ MHCTPYKIIHEH 10
MPUMEHEHHUIO IMOMEIAOT B MAYKy U3 KapTOHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH TNPH  YHMYTOKEHUH  MCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHBbIX IOcjde NpPHMEHEeHUus:
JIEKAapCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJ/JsiiiU ¢ penapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®enepanus

3A0 «KaHoHpapma MpoAaKIIH»

141100, MockoBckast 06011, r.0. lI[&nxoBo, T. lI{énkoBo, yn. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

DnekTpoHHas noyvra: safety(@canonpharma.ru

7.1. IlpeacraBuTe/Ib AEpKATEN PETUCTPALMOHHOIO YA0CTOBEPEHUS
[IpereH3uu noTpedUTENeH HANPaBIAATh 110 a/IPECy:

Poccuiickas ®enepanus

3A0 «KaHoHpapma MpoAaKIIH»

141100, MockoBckast 06011., r.0. lI[énkxoBo, T. [I{énkoBo, yn. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecnimaTHas ropsiyasi JUHUS 24 daca)

DnekTpoHHas nmoyvra: safety@canonpharma.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHMU S
9. TATA NEPBUYHOM PETMCTPAIIMM (IIOJATBEPXKJIEHHS PETUCTPAIIUM,
INEPEPETUCTPALINN)

JlaTa nepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA


mailto:safety@canonpharma.ru
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(MOCNEODBATENBEHOCTE 0002)

OOmast xapakTepuUCTHKa JIeKapcTBeHHoro mpemapara Jlenpenopm MB  nmocrtynmHa Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-
KOMMYHHKAITMOHHOM cetn «MHTepHeT» https://eec.eacunion.org/.



