J1M-Ne000215-ITI-BY
YTBEPXOEHO

MWHWUCTEPCTBOM 3[]PABOOXPAHEHNA

OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEJIAP AT 47 5e14pvch

MPUKAZOMOT 21.11.2025 Ne 1416
MOCNEQOBATENBHOCTL 0054

1. HAMMEHOBAHUWE JEKAPCTBEHHOI'O MMPEIIAPATA

Hpenyxran OJI, 80 Mr, KancyE! ¢ IPOTOHTHPOBAHHEIM BEICBOOOKICHHEM

2. KAYECTBEHHBIH U KOJUYECTBEHHEBIIT COCTAB

2.1. Obinee onmcanue

Tpumerazumun

2.2. KauecTBeHHBIH ¥ KOIMYECTBEHHBIN COCTAR

Opnma Kamcyna ¢ IpOJIOHIHPOBAHHBIM BEICBOGOKICHHEM comepkuT 80 Mr TpEMerasHIHHA
THTHAPOXIIOpHIA.

BernoMorarenbHEle BelecTBa, HAMYHE KOTOPBIX HAZO0 VYUTBIBATE B COCTABE JIEKAPCTBEHHOTO
npemapara: 33,75 MI' caxapos3sl.

IlonHBIi IepeveHb BCIOMOTATEIBHBIX BELIECTB IIpe/ICTaBIIeH B pazzaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Karncyie! ¢ mponoHrupoBaHHEIM BEICBOGOK IEHHEM.

TBepapie kamcysel ¢ OelBIM KOPIIyCOM U OpPaHKEBO-KPAaCHOW KPBHIMKOH ¢ HAleYaTaHHBIM
OeNbIM [IBETOM JIOTOTHITOM KOMIIAHHU Cepebe % u mHammuceio “80”,

Cozepxumoe karcyn — chepudeckue rpaHyIIb ¢ MOKPBITHEM OT O€IOro J0 HmOYTH 6eloro

IIBETA.

4. K/IMHUYECKUE JAHHBIE

4.1. Tloka3aHus K MPHUMEHEHHIO

Tpumerasuive nokasaH K NPUMEHEHHIO Y B3POCIBIX [TALHEHTOB B KAYECTBE TOMOTHATENEHOM
TEpary A7 CHMITOMAaTHYECKOTO JIEYeHHs CTAOMIIBHOM CTEHOKAPAMH IpPH HealeKBATHOM

KOHTPOJIC HIIH HENICPEHOCHMOCTH aHTHAHTMHAIBHOM TEepanmuu nepBoﬁ JTHHHH.

4.2, Pexum no3upoBaHHA H c10c06 MIPUMEHEeHHS

Pexxum go3upoBanus

Ho3uposka cocraBmsier 1 kamcyiy TpuMmeTasuauHa 80 Mr 1 pas B CyTKH, YTPOM, BO BpeMs
3aBTpaKa.

OreHKa NONB3EI OT T€YEHHS A0DKHA OBITH IPOBEJICHA ITOC/IE TPEX MECALIEB IPHeMa ITpenapara.
IIpuem TpuMeTasHAMHA CIIEMyeT IPEKPaTHTh, ECIH 32 HTO BpEMS yIIy4lIeHHe He HACTYITUIIO.

Oco0ble rpynme! nanueHToB
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YV NalkeHTOB ¢ YMEPEHHBIM HapylleHHeM (QYHKIMH ITouYeK (KIHPEHC KpEaTHHHHA 30-60
MI/MHAH) (CM. pasfensl 4.4 u 5.2) peKOMEHIYeTCs CHEKEHHE 035l HANONOBHHY, T.€. [0 1
TableTKe, coaepKamel 35 Mr TpUMeTa3suANHA, ONUH Pa3 B CYTKH, YTPOM BO BPEMS 3aBTPaKa.
Hayuenmur nosicunozo eo3pacma

Y NanmHeHTOB IMOXKHJIOTO BO3pPACTa MOXET HaOMIONaTbCs IIOBBLILICHHE SKCIIO3HIIAN
TPUMETa3UIHHA H3-3a BO3PACTHOIO CHHKEHUS (PYyHKINY noyek (cM. paszmen 5.2). Y maiuesToB
C YMEpEHHBIM HapylleHHeM (QYHKUMH 1o4eKk (kaupeHC KpeatuHuHa 30-60 muv/muH)
PEKOMCHIYETCSl CHH)KCHHME NO03bI HANOJIOBHHY, T.e. 1o 1 TabmeTke, comepaiieidl 35 mr
TPHMETA3UAUHA, OJUH pas B NE€HB, YTPOM BO BpeMs 3aBTpaka. [lombop mO3bl ¥ IAI[MEHTOB
IOXHJIOTO BO3pacTa TOJDKEH IIPOBOJHTECS C OCTOPOIKHOCTRIO (CM. pasmen 4.4).

Llemu

be3onacHOCTh H 5Q(HEeKTHBHOCTS MPUMEHEHHS TPUMETA3HANHAA Y HAaHEHTOR Miame 18 et
HE yCTaHOBJIEHBI. J[aHHBIE OTCYTCTBYIOT.

Cnocod npumeHenns

Jlexapcraennsli npenapar [Ipenykran OJ] clieqyeT IpHHUMATh BHYTDb, HE OTKPBIBAs KAICyTy,

1 pa3 B CyTKH, yTpOM, BO BpeMs 3aBTpaKa.

4.3. IIporunBonokazanus

o ['HriepuyBCTBHTENFHOCTE K ISHCTBYIOIMIEMY BELIECTBY HIIH K TIOOBIM BCIIOMOTATE BHEIM
BEIIECTBaM, IIEPEUHCIEHHBIM B oapaszene 6.1.

° Bonesns [lapkuncona, CHMITOMBI MapKHHCOHU3MA, TPEMOP, CHHAPOM «OECIIOKONHEIX
HOI» ¥ IPYTHE CBSI3aHHBIC C HUMH [IBUT'ATEIIBHEIC HAPYIIECHHS.

° Tspxenas movednas HeOCTATOUHOCTE (KNUPEHC KpeaTHHUHA < 30 MI/MHUH).

. ITeprnoy GepeMEeHHOCTH U KOPMIIEHHS TPYIBIO.

4.4. Ocobrle ykazanusi H MepbI IIPEI0CTOPOKHOCTH P TIPHMEHEHHH

Jlexapcreennbiit mpenapar Ipenyxran OJ] He npeHasHAYEH VIS KYIHPOBAHUS IPHCTYIIOB
CTCHOKap/IMH U HE NTOKa3aH JIIs Ha4albHOI0 Kypca Tepaluy HeCTaOUIBHON CTEHOKAPIHH MITH
HH(apKTa MHOKap/(a Ha JOTOCIUTAILHOM 3TATIC MM B [IEPBEIE JHH FOCIHTAIM3AIHH,

B ciyvae pasBHTHS IpHCTYNa CTEHOKApAHH CIEAYeT BHOBb OLEHHTHL CTENEHb HOPaKeHU S
KOPOHApHEIX apTepHd H, IpPH HEeOOXOOHMOCTH, NEPECMOTPETh HA3HAYCHHOE JICUCHHE

(JIEKAPCTBEHHYIO TEPAIIUIO WK BO3MOXKHOE IIPOBEIEHHE IIPOLIEAYPhI PEBACKYIAPU3AIIHHT).
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dKHHE3HIO, TOBBIIIEHHE TOHYCA), MO3TOMY CIEIyeT IIPOBOIUTH DPETYIAPHOE HAOIIONEHHE
MIAI[HEHTOB, 0COOSHHO MOXMIIOTO BO3PACTa. B COMHHTENBHEIX CIYYasX MANHEHTHI JODKHEL
OBITh HANPABIIEHBI K HEBPOJIOTY ISl COOTBETCTRYIOIIETO 06C/IEI0BAHMIA.

[Ipu mosBIEHUM IBUrATENBHBIX HAPYINEHHI, TAKHX KAK CHMIITOMBL NapKHHCOHM3MA, CHHIPOM
«DECIIOKOMHBIX ~ HOT», TPEMOp, HEYCTOMYHBOCTH IIOXOIKH, TPAMETA3HMIHH  CJIEIyeT
OKOHYATEJIEHO OTMEHHUTE.

Takue ciryyas peAKHE 1 CUMIITOMEI OGBIYHO IPOXOMST HOCIE MPEeKpaIieHHs TEpaITHH.

Y OONBIIMHCTBA NAIHEHTOB CHMITOMBI IPOXOMST B TeUeHHe 4 MECSNEB [OCHE OTMEHEL
TPUMETAsHIMHA. EciM CUMNTOMEI MapKHHCOHH3MA COXPAHSIOTCH Gonee 4 MECSIeB mocie
OTMEHBI [IPETIapara, ClIeAyeT IPOKOHCYIBTHPOBATECS ¥ HEBPOJIOTA.

Tspxenele KOXKHbIE HeXKeNaTeNbHEIE PeaKIHH

Co0obmanocs 0 TAKENBIX KOKHBIX HEXENaTebHBIX PeaKIsx, CBI3aHHBIX C IPHMEHCHHEM
TPUMETA3HIMHA, BKIFOYAS JIEKAPCTBEHHYK) PEAKIHI0 ¢ 303WHOGUIMEH H CHCTEMHBIMH
cumnroMamu (DRESS-cuIpoM) u 0CTpBIi TeHepanH30BaHHbI SK3aHTEMATO3HEI IyCcTyJe3
(OI'21II), koTOpBIe MOTYT GBITH OITACHBIMHU IUTSL JKU3HH HITH IPHBOANTH K JIETATBHOMY HCXO.Y.
IIpy HasHauenmu npemaparta NALMUEHTH! [OJKHLI OBITH NPOUH(QOPMHPOBAHEI O CHMIITOMAX
DRESS-cuanpoma / OI'DT] M HaAXOAUTBCS MOJ TINATEIBHBIM HaOIIOZIeHHeM Ha IpeaMeT
KOXHBIX peakiuuif. IIpn noseieHHN NPH3HAKOB W CHMIITOMOB, YKA3bIBAIOIIMX HA TSDKEIILIE
KOXHBIC pPCaKilvH, CICAYET HEMEIJICHHO OTMEHHTh TPHMETasHIHH U pPaccMOTPETh
ANBTCPHATHBHOE JICYEHHE (IIPH HEOOXOTUMOCTH).

Moryr oTMmedaThCs Ciydam mTameHus, CBS3aHHEIE C HEYCTOWYHBOCTBIO IIOXOAKH HIIH
apTepHANbHON THNOTeH3HeH, 0COGEHHO y MAIMEHTOB, TPHHAMAIOIINK AHTHTUIIEPTEH3UBHEIE
TpenapaTsl (cM. paszen 4.8).

Crenyer ¢ 0CTOPOIKHOCTBEO HA3HAYATH TPAMETA3HIMH IAIHEeHTaM, Yy KOTOPBIX BO3MOXKHO
MOBBIIIEHHE €T0 SKCIIO3UIIHN;

° TIpH HapyMeHuy QYHKIMY T0YeK YMEPEHHOM CTeNeHH TAKECTH (CM. pasnener 4.2 u 5.2),
° Y DOXH/IBIX TIALMEHTOB cTapuie 75 et (cM. paznen 4.2).

B cocras npenapara sxonut caxaposa. [TanuenTam ¢ PEIKO BCTpeyaroleics HacleICTBEHHOM
HETICPEHOCHMOCTBIO (PYKTO3EI, IIOKO30-TANAKTO3HOH MansaGcopbuueli TedumuTOM
Caxapasel-M30MajbTaskl He CIIEMyeT NPHHUMATD STOT MPEeHapar.

Crmopremensl.  JlanHbIf  TeKapcTBeHHBIH Npenapar CONEPIKHT MAEHCTBYIONIEE BEILECTRO,

KOTOpO€ MOXKET Z1aBaTh TMOIOXKHUTEILHYIO PEAKITHIO IpH TIPOBENCHUH JOIHHT-TECTA.
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B3aHMO/eficTBUA

He OBLTO BRIIBIICHO B3aUMOJEHCTBHH ¢ IPYTHMH JIEKapCTBEHHBIMH MpeapaTaMu.

4.6. DepTHIABLHOCTH, (epeMEHHOCTD H JAKTAIHA

bepemennocmy

JlaHHBIE O NPUMEHEHMH TPUMETasHIWHA y OepeMeHHBIX OTCYTCTBYIOT. MccnemoBaHHSA C
y4YacTHeM JKHBOTHBIX HE BRISIBHIIH HATHYHE MIPAMOTO WIH HENPAMOTO HETATHBHOI'O BIMSHUA B
OTHOUICHHU PENpOAYKTHBHOH (QyHkmmE (cM. pasgen 5.3). B kagecTBe Mepsl
NPEROCTOPOKHOCTH IIPEATIOUTHTENRHO H30eraTs MPHMEHEHHs TPHMETAa3HAHHA BO BpEMs

OepeMeHHOCTH.

Kopmnenue epyovio

JlaHHBIE O BBIJETIECHHH TPHUMETA3HIWHA B TPYAHOE MOJOKO OTCYTCTBYIOT. PHCK s
HOBOPOXKIEHHOT0/pedenKa He MoxeT ObITh HCKMoueH. JlekapeTsenuslil npenapat IIpemykran
O/l He cnenyeT MCTIONB30BaTh B IEPHOJ IPYAHOIO BCKAPMIIHBAHHSL.

DepmunvrHocmo

VI3yueHus penpoayKTHBHON TOKCHYHOCTH OKa3alli OTCYTCTBHE BIMSAHAS HA QEPTHILHOCTD ¥

KpeIC 000ero nosia (cM. pasmen 5.3).

4.7. Bamsanune Ha cr0cOGHOCTH YNPABIATH TPAHCIOPTHLIMEA CPeACTBAMH H paboTaTh ¢
MeXaHH3MaMHu

B xome KIMHWYECKHX HCCIEeNOBaHHil He OBUIO BBISBIEHO BIMSHHS TPHMETA3HIMHA Ha
NOKa3aTeNH TEMOJHHAMUKH, OJHAKO B IIEPHOA IOCTPETHCTPALOHHOIO IIPUMEHEHHUS
Ha0JIIONANMKCE CIIyYad POJOBOKPYKEHHS U COHJIMBOCTH (CM. pa3zel 4.8), 4T0 MOKET IIOBIHATE

Ha CIIOCOOHOCTH YIIPaBIATh TPAHCIOPTHBEIMH CPEJICTBAMH H pa60TaTB C MEXaHHU3MaMHU.

4.8. HexenatelbHble peaKknuy

B tabmuane 1 npexcraieH nepedeHs HeXENATENLHEX PEAKIHi, KOTOPbIe ObUIH BEIIBICHBI B
XOJI€ KIMHUYECKHUX HcClie/IoBaHui. [laHHble HeXeTaTenbHble PeakUH KIacCu(PULIUPOBAIH 110
CHCTEMHO-OPraHHBIM KJIAcCaM M YacTOTe C HCIIONb30BAaHHEM CIEAYIOIIUX KATErOpHi: OueHb
1acto (1/10); wacto (>1/100, <1/10); Hewacto (>1/1000, <1/100); penxo (>1/10000, <1/1000);
oueHp penko (<1/10000); uacrora Hem3BeCcTHa (HEBO3MOMKHO OLEHHTH HA OCHOBAHHH
HUMEIOLMXCS TaHHBIX ).

Tabauna 1: Iepeuens HeKenaTeILHBIX PeaKIHii
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CuecTeMHO-OPraHHbIH

PECTTYBITVIRVT BETTAPYCB

Yacrora He BHBIE2025 No 1416
Kiaace bHOCTbL 0054
I'onoBokpysxeHue, roJI0BHAS
Hapymmenus co cTOpoHBI Yacto 6ok
HEpPBHOU CHCTEMBI
[Tapectesus
Heuacto

YacroTa HEH3BECTHA

CHyMIITOMEI TAapKUHCOHU3MA (TPEMOP,
aKMHEe3Ms, IIOBBIIIEHNE TOHYCA),
HEYCTOMYMBOCTH NMOXOKH, CHHAPOM
«OECTIOKOMHEBIX HOT», IPYTUe CBA3aHHbIE
C HUMH JBHUraTeNbHLIE HAPYIIEHHS,
00BIMHO 0OpaTHMEIE mocIte

IpeKpalIeHus TEPATHU

Hapymienus cua
YacToTa Hem3BecTHA
(beccoHHMIIA, COHIIUBOCTE)
Hapymenus co cTopors! YactoTa HemsBectHa | Bepruro
opraHa cJiyxa 4 JJaOUpHHTHBIE
HapyIIeHHUs
Omymenue cepauebuenus,
Hapymienust co cTopoHs! Penxo SKCTPACHUCTOIHS,
cepaua
pAt TaXUKaPIHS
AprepuansHas THIIOTEH3HS,
OpTOCTaTHYECKas THIIOTEH3Hs, KOTOPas
MOJKET COIPOBOMKAATHCS OOLIHM
HEJIOMOTaHHEM, TOJIOBOKPYKEHHEM HIIH
nageHueM, 0COOEHHO mmpu
Hapymerus co cropons! Penko OJHOBPEMEHHOM IIPHEME

COCY/IOB

AHTHTHIICPTCH3HUBHLIX IPEIaparos,
KIIPHITABEI»

KPOBH K KOXE JIHIIA
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HapymeH#ns co CTOPOHEI
eIy I0UYHO- KHUIIEYHOTO

TpaKTa

Yacto

PECTTYEITVRKIN BEJTAPYCE

BoJtb B 5XUBOTE] JHIOBS o B GHOBAE, 1416
TOIIHOTA U PBA HROCNEOBATENLHOCTL 0054

YacroTa HEU3BECTHA

3arop

Koxnast cBITlb, KOXKHEIH 3y,

Yacro
KpanvBHHIIA
Hapyimenus co CTOpOHBI KOXKH JlexapcTBennas peakius c
1 MOJKOXHBIX TKaHEH 303UHOpUINEH " CHCTEMHBIMH
YacToTa HEU3BECTHA
CHMIITOMaMH (DRESS-cunmpom),
OCTPHBIA reHepanu30BaHHEIH
9K3aHTeMaTo3HelH nyctynes (OI'211),
aHTHMOHEBPOTHUECKUH OTEK
O0bwmue paccTpolicTBa U
Yacto Actenus

HapyIIeHHus B

MECTC BBCICHHA

Hapyimenus co CTOPOHBI
KPOBH ¥ TUM(aTHIECKOMH

Yacrora Hen3BecTHA

ArpanynouuTos, TpOMOOIHTOIIEH S,

TPOMOOLIMTOIIEHHUYECKast
CHCTEMBI

ITypoypa
Hapyiuenus co CTOpoHEI Yacrora HEH3BECTHA lenatut

IICYCHHU H
AKCITUCBBIBOIAIIHX HyTeﬁ

Coobmenne 0 No103peBaeMbBIX HEKEJATEALHBIX PeaKIHsIX

Baxkno coobIate 0 IMONO3PEBACMBIX HEKEJIATCIIBHBIX pPEaKIMAX II0C/IE PErHCTpaluy

JICKAPCTBEHHOTO  IIpelapara

LENBI0

olecreueHus

HCHOPCPBIBHOTO  MOHHUTOPHHIA

COOTHOIICHHUA «IIOJb3a — PHCK» JICKAPpCTBEHHOI'O IIperapara. MemuITHHCKEM paﬁDTHHKaM

PECKOMEHIOYETCS coobmaTs o ITONO3PEBACMBIX HEXEJIATCIIBHBIX PEaKIUAX JICKAPCTBEHHOIO

Ipemapara 4Yepe3 HalUOHAJIBHBIE CHCTEMEL COOOINEHHUST O HEKeIATeNbHBIX pPeaKIHAX

roCcyapcTs — 4iieHOB EBpasuiickoro 3KOHOMHYIECKOTO COI03a.

Pecny6imka Kazaxcran

010000, r. Actana, paiton Balikonsip, yi1. A. Mmanosa, 13, (BL] «Hypcaymer 2»)

PI'TI ma ITXB «HanuoHaIbHEI IEHTp SKCIEPTH3BI IEKAPCTBEHHBIX CPEICTB M MEIHIIMHCKHAX

n3menuity Komurera MEJIHIIHHCKOTO B (bapMa]_IeBTH‘IECKOFO KOHTPOJIA MI/IH.HCTCIJCTB&

3apaBooxpaneHus Pecnybmmku Kaszaxcran

Ten.: +7 (7172) 235-135
Oun. noura: farm@dari.kz

http://www.ndda.kz
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720044, r. bumkex, yn. 3-s Jlunus, 25 —
JlemapTaMeHT JIEKapCTBEHHOTO 00ECTIeUeH s i MEAULMHCKOM TEXHUKH TpH MuHuUCTEpCTBE
3npaBooxpanenns Keipreisckoit PecriyGnnku

Ten.: +996 (312) 21 92 78

D1 moura: pharm(@dlsmi.kg

http://dlsmikg

Pecny6mka ApMeHust

0051, r. Epesan, ip. Komuraca, 49/5

THKO «lleHTp 3KCHEPTH3EI IEKAPCTB M MEIUIMHCKHX TEXHOIOTHH)

Ten.: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82

[opsuas muHus oTAena MoHUTOpUHra GezonacHocty nekapers: (+374 10) 20-05-05, (+374
96) 22-05-05

3. moyra: info@ampra.am, vigilance@pharm.am

http://pharm.am

Pecnybmaxa bemapycs

220037, r. Munck, Tosapuiueckuii nep., 2a

VYII «LleHTp 3KCIEPTU3 U UCTIBITAHUH B 3PAaBOOXPAHEHII)
Ten.: 4375 (17) 231-85-14

@axc: +375 (17) 252-53-58

Tenedon otnena papmaxonamzopa: + 375 (17) 242 00 29
O mouta: reeth@rceth.by, repl@rceth.by
http://www.rceth.by

Poccuiickas ®enepanus

109012, r. Mocksa, CnaBsiHcKas IIomazns, 1. 4, crp. 1

®enepansHas ciryxba 1o Hajzopy B chepe 3apaBooxpanenus (PocsapaBHaa30p)
Ten.: +7 800 550 99 03

9. moura: npr@roszdravnadzor.ru

http://roszdravnadzor.gov.ru

4.9. IlepemosmpoBka

VMeetcs b 04eHb orpanddeHHas HH(QOpMaIMs O MepeJo3UPOBKE TPHMETasHauHA. B
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5. ®APMAKOJIOTMYECKHE CBOMCTBA

5.1. ®@apmaxkoJHHAMHYECKHE CBOIiCTBA

®apmakorepanesTuueckass rpynmna: Kapmmonoruueckue mpenapatsl. Kapawmonormueckue
npenaparthl Apyrue. TpuMerazuaun

Kom ATX CO1EB15

5.1.1. Mexanusm HedcTBAA
Coxpansisl 3HEpreTHYecKHH MeTa0ONH3M KIETOK, MOABEPIKCHHBIX THIOKCHH HMJIH HINEMHH,

TPHUMETAa3UIUH NpeA0TBpaIlaeT CHH)KEHHE BHYTPHKIIETOUHO# KOHLIEHTPaLUH
anenosuHTpHpOCchara (AT®), Tem caMbM obecrmednBas HOPMAaNbHOE (GYHKIMOHHPOBAHHE
MeMOPaHHBIX HOHHBIX KaHaJIOB U TPaHCMEMOpaHHBIM MEPEHOC MOHOB Kajlus ¥ HATpHS IIpH
COXpaHEeHHH KJIETOYHOTO FrOME0CTasa.
TpuMerasunus HHrUOMpyeT [-OKHMCIEHHE JKHPHBIX KHCIOT 3a CYeT OJOKHPOBKU
JUIMHHOIIENOYeYHOH 3-KkeToanun-KoA-THoNa3kl, KOTOpas YCHIMBAET OKHUCIEHHE TTFOKO3bL B
HIEMHYECKH MOBPEKIECHHOH KJIETKE SHEpPTrHs, IOJyYeHHAas BO BPEMS OKHCIIEHHS TIIIOKO3BI,
TpeOyeT MEHBIIET0 MOTPeOIEH s KHCIOPOa, UeM B Ipouecce B-okucienus. [ToTeHnupopanue
OKHCIIEHHS TJIIOKO3BI ONTHMH3UPYET KJIETOUHBIE DHEPTeTHYECKHE IIPOLIECCHI, TEM CaMBIM
MOMEPIKUBAs HaJIEKaIUH SHepreTHIeckuil 0OMeH IIPpH HIIEMUH.
5.1.2. ®apmaxomunamuueckue 3(hHeKTh
Y DaunMeHToB C HINEMHYECKOH GONE3HBIO cepila TPUMETasHiHH JeHCTBYeT Kak
MeTa0ONHYeCKHil areHT, COXpaHsS YPOBHH BBICOKOJHEpPreTHUecKoro Qocdara B KIeTKax
MHOKapia.  AHTUMLIEMHYECKMH  3(dexkt  mocturaercs  6e3  CONMYTCTBYIOMIHX
reMoIUHAMHYecKuX ¢ ¢eKToB.
5.1.3. Knunuueckast 3¢pdexTuBHOCTS 1 6€30MaCHOCTS
PesynbTaThl NpoBeNCHHBIX KIMHHYECKHX HCCIEIOBAHUN MOATBepHIn 3(hGhEKTHBHOCTE M
OesomacHoCTh MPUMEHEHHS TPHMETA3HAWHA y TAIUEHTOB CO CTA0HILHOM CTEHOKApIHEeH KaK B
MOHOTEpAIIHH, TaK | B TEX Cllydasx, Koraa 3Q(exT Apyrux aHTHAHTHHABHBIX JEKAPCTBEHHBIX
IpenapaToB ObLT HEAOCTATOYHLIM.
B nBofinom cremom, mraneGo-KOHTPOTHPYEMOM HCCIEIOBAHIE C yIacTHeM 426 MalHeHToB
(TRIMPOL-II) moGasnenne Tpumerasumuna (60 MI/cyTKH) K Tepamdu metonpoionaom 100
Mr/cyt (50 mMr 2 pasa B CyTKH) B TedeHue 12 Helelb CTATUCTHYECKH ZIOCTOBEPHO YIYHIIHIIO
PE3YNbTaThl HArPy304YHBIX TECTOB H KIMHHYECKHE CHMIITOMEI IO CPaBHEHHIO ¢ Ianebo:
0o0IIyI0 ANMHTETBHOCTS HArpy30dHEIX TecToB (+20,1c, p=0,023), oblnee BpeMs BHINOIHEHUS
Harpysku (+0,54 METs, p=0,001), Bpems 10 pasutus nenpeccun cermenta ST Ha | MM (+33.4
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IPHUCTYNOB CTeHOKapauu B Hepemo (-0,73, p=0,014) u notpebienne HUTpaTOB KOPOTKOTO

nevicreus B Hegemo (-0,63, p=0,032), 6e3 reMoguHaMUIeCKUX U3MEHEHMIA.

B 7BoiiHOM crienioM, Iianefo-KOHTPOIMPYEMOM HCCIEI0OBAHKE C yYacTHeM 223 narueHToB
(Sellier) moGasmenme TpumerasuauHa B (popme TabneTkH ¢ MOTU(HIEPOBAHHBIM
BBEICBOOOXKIEHHEM B Jo03e 35 Mr (2 pasa/cyTku) K Tepamuy aTeHoJoJIoM B oze 50 mr
(1 pas/cyTku) B TedeHHe 8 HemelNb NPHBONMIO K YBETMYEHHIO BPEMEHH 0 pa3BUTHA
uireMH4IecKof menpeccun cermenta ST ma 1 MM (+34,4 ¢, p=0,03) mpm NIPOBEACHHUH
Harpyso4HeIX TECTOB B MOATPYIIE NAMEHTOR (n=173), 1m0 cpaBHeHHIO ¢ Miane6o, depe3 12
9acoB [OCTIC MPHEMa NpenapaTa. JTa pasHuna Oblia Takyke IIOKa3aHa U JUis BpEMEHH PasBHTHS
NpUCTYNoB cTeHokapmuy (p=0,049). He BBIIBIEHO JOCTOBEPHBIX pasidduii MeXIy IPYIIaMu
At IPYTUX BTOPUYHBIX KOHEYHBIX TOUEK (00IIas IIHTEIBHOCTE HArPY30YHEIX TECTOB, 06Iee
BpeMS Harpy3KH ¥ KIMHUYECKHE KOHEUHBIE TOUKH).

B TpexMecsuHOM paHIOMU3HPOBAHHOM, JBOHHOM CIIETIOM HCCITeNOBaHHH (V asco) ¢ y4acTHEM
1962 manmeHTOB TpPUMETA3WIMH B ABYX 103MpoBKax (70 mr/cytkn u 140 wmr/cyTtku) B
CpaBHEHMH C mianebo 6bin n06apieH X Tepamue areHononom 50 Mr/cytka. B obuieit
NOImyNAIHH, BKJIFOYas MAlMEHTOB Kak 0e3 CHMITOMOB, TaK H C CHMITOMAMH CTEHOKADIHH,
TPUMETa3HIMH HE [POJIEMOHCTPHPOBAT NPEHMYIIECTB IO JProMeTpHuecKuM (ofiias
ATHTEABHOCTD HArpy30YHBIX TECTOB, BpeMs [0 HACTYIUICHHS HIIEMHYECKOH NEIpeccHH
cermenTa ST ma 1 MM ¥ BpeMs [0 pasBHTHS TPHCTYNA CTEHOKAPOHH) H KIMHHUICCKHM
KOHEYHBIM TOUKaM. OIHAKO NpH PETPOCIEKTHBHOM aHANM3e B IOATPYIIC NANHEHTOB C
CHMIITOMAaMH CTeHOKapiuu (n=1574) 6puto nokasaHo, 4ro Ttpumerasmmue (140 wmr)
3HAYUTENBHO YIyHITHI ofIee BpeMs Harpysounoro tecra (+23,8 ¢ mo cpaBHeHumio ¢ +13,1 ¢
ang nnanedo; p=0,001) u Bpems o pa3sBuTHS MpHUCTYNA cTeHOKapauu (+46,3 ¢ mo CPaBHEHHIO
¢ +32,5 nna mnane6o; p=0,005).

B TpexmecauHOM paHIOMU3HPOBAHHOM, NBOMHOM CIIETIOM HCCIEIOBAHHE C yuactaeM 165
TMAMACHTOB NP J00aBJCHHH TPUMETA3HAWHA K OOBIYHON aHTHAHTMHANBHOM Tepamum u
Tepanuy Juis BTOPHYHOM NPO(HIAKTHKH, OBLIO MOKa3aHO, 9TO HPOGHIb 6GEe30MaACHOCTH
TpuMeTasHauHa B f03¢ 80 Mr oouH pa3 B CYTKH aHAIOTHYEH MPOMHIIO TPHMETA3UIMHA B
$opme TabneTku ¢ MOIMPHITHPOBAHHEIM BHICBOGOMKICHHEM B 1103€ 35 MT (2 pasa/cyrkn). He
Co00ImATocs 0 KaKUX-TH0O HEeNmpeIBHACHHBIX HEKENaTeTbHBIX peakuusax, H B XOMIe
HCCllenoBaHMs He OBUIO BEIABIEHO IPOGIEM B OTHOMIEHUY TIPHEMa TPHMETA3HIUHA B 03¢ 80
MT OITH pa3 B CyTKH.

5.1.4. Jlern

Hpenyxran OJT ve mpoxomun U3Y4CHUA Y OZTHOH HIIH HECKOJNBKHX IOATPYIN feTeit. CM. pasnen
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5.2. ®apMaxkoKHHETHYeCKHEe CBOHCTBA

5.2.1. AbGcopOrus
[Tocne mnpuema BHYTp: Kamcyinsl Ilpenykran O] TpuMerasumuH HMMEET JIMHEHHBIH

(papMaKOKHHETHYECKHH NpPOQUIL ¥ JOCTHTraeT MaKCHMANBHOM KOHIEHTPALMH IPHMEPHO
yepe3 14 yacoB mocie npHeMa. B HHTepRanax MexIy IpHeMaMH, T.€. B Te4eHHe 24 uacos,
KOHIIEHTpalds TPHMETasHJMHA B IJJa3ME KPOBH Ha MPOTSDKEHWH 15 WacoB IOCie IpHeMa
Ipemnapara COXpaHsieTcs Ha YpOBHE He MeHee 75 % OT MaKCHMAalbHOM KOHIIEHTpaIlUH.
PaBHOBecHOE COCTOAHHE MOCTUTACTCA MOCHE IpHeMa 3-H 103k (depes 3 cytok). Ipuem mummu
He BIMSET Ha (apMaKOKHHETHKY TPHMETa3HJHHA IIPH IIPHEME JIEKApCTBEHHOrO Mpernapara
ITpenyxran OJ1.

5.2.2. Pacnpenenenue

O6neM pacrpenienienns coCTapgeT 4,8 /KT, CTENeHp CBS3BIBAHUA ¢ OEIKAMH IIa3MEl KPOBH
Hu3Kad (oxono 16 % in vitro).

5.2.3. BeiBeneHue

Tpumerasuiun BEIBOOMTCS B OCHOBHOM IIOYKAMH, [IABHEIM 00pa3oM, B HEU3MEHEHHOM BHJIE.
Ilepron monyBEIBEIEHHST COCTABILIET OKOMIO 7 4y MOJIOABIX 3J0POBEIX JOOPOBOMBIEB H 12 4 —
y TaMEeHTOB IIOXKHIIOr0 Bo3pacTa (crapiie 65 ner).

OOmmii KNMpEeHC TPHMETAa3HIMHA [JIABHEIM 00pa3oM COCTOHT H3 ITOYEYHOTO KJIApEHca,
KOTOPBIH MpPSAMO KOPpENHpPYeT ¢ KIHPEHCOM KpEaTHHHHA, W B MEHBINEH CTeNeHH u3
IIEYCHOYHOTO KIIMPEHCa, KOTOPEIH CHIXKAETCS ¢ BO3PACTOM IAlMEHTA.

Oco0ble rpymns! HaHEHTOB

Ilayuenmui noscunozo éospacma

Y [anWeHTOB MOXMIOLO BO3pAcTa MOXET HabMOJaThCs IOBBILICHHAS OKCIO3HIHS
TPUMETasHANHA HK3-38  BO3PAaCTHOTO  CHUXKeHHsS (yHKIuH mouek. CrnenumansHoe
(apMakoKHHETHYECKOE HCCIEIOBAHHE C YYaCTHEM IIOKHJBIX NamueHTOB (75-84 ner) mmm
OY€HB MOMKUIBIX (= 85 JI€T) MANKMEHTOB, TOKA3aTI0, YTO YMEPEHHOE HapyIIeH e ()YHKIIHH IOYEK
(xmpenc xpeatnnuna ot 30 10 60 MI/MHH) MOBBIIATO YKCIIOZHIIHIO TpuMeTazuauHa B 1,0 u
1,3 pasa, cOOTBETCTBEHHO, 1O CPABHEHMIO ¢ GOJIEE MOJONBIMA MAIUEHTAMHE (30-65 ner) ¢
YMEpEeHHBIM HapylieHHeM QYHKIIHH ITOYEK.

CrenmanbHoe KIMHEYECKOE HCCITENOBAHNE, IPOBENCHHOE B ITONYJIALMH ITAUUEHTOB IOKHIIOT0O
BO3pacTa (crapme 75 J€T) ¢ TpHMEHEHHEM TpEMeTasHauHa (B (opme Tabnetku ¢
MOIUGHIMPOBAHHEIM BEICBOOOXKIECHHEM, COEpKaIeil 35 MI TPHMeTa3HIHHA) B 036 10 2
TabJIeTKH B CyTKH (B 2 IPHEMA), TIOKA3aJI0 B CPEIHEM JBYKPaTHOE IIOBBLIIIEHHE SKCIIO3HIIHMH B

mnasMme KPOBH y IALMEHTORB C TSHKEI0H MOUYeUHOM HEeTOCTATOYHOCTRIO (KJIHpeHC Kp€aTHHHHA
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He 65110 BELIBIEHO KaKUX-THOO MpobieM B OTHOIIEHUH O€30MaCHOCTH Y ITANAEHTUB CTAPINT
75 neT Mo CpPaBHEHHIO ¢ OOLIEH MOMyIsAHeE.

[ayuenmel ¢ HApyuLeHuem QyHKyuY novex
DKCIIO3MIKS TPHMETA3UIMHA B cpeIHeM Oblia yBenudeHa B 1,7 pa3 y DallHeHTOB ¢ YMEPEHHBIM

HapymeHHeM (QYHKIMH HovYeK (KnupeHc KpeatunuHa 0T 30 10 60 Mi/MuH), U B CpefiHeM B 3,1
pasa — y allUEHTOB C TSHKEIOH IOYEYHOH HENOCTATOYHOCTHIO (KIIMPEHC KpeaTnHuHa Hike 30
MJI/MHH) TI0 CPABHEHHIO CO 3/[0POBBIMH JOOPOBOJBI[AMH ¢ HOpManbHOH (yHKnueld modek. He
OBUTIO BBIIBIEHO KaKHxX-TuOO mnpolbiieM B OTHOIIEHHH O€30IacHOCTH Yy 3TOH MONyNsSHuH
[AIMEHTOB [0 CPaBHEHHUIO ¢ 0011Ielt TOomyIsIIuel.

Iemu

dapMakoKHHETHKa TPIMETa3UIMHA Y JeTell U MoJpocTKOB B Bo3pacTe 10 18 et He n3ydanacs.
5.3. JMoxkJHHH4YEeCKHE JaHHbIE M0 0€30MacHOCTH

HccnenoBanusi XpOHUYECKOH TOKCHYHOCTH IIPH IepopaIb-HOM IIyTH BBeAeHHd y cobak (oT 5

mo 40 mr*xr'*n!) m xpeic (ot 5 mo 200 mr*xr*a') mokasamum xopommi mpodmib

be30IacHOCTH.

Hu smbproderoToxcnueckuii a¢eKT, HA TepaTOreHHOCTE He ObUIH 00HAPYIKEHEI y MBIIeH U

kponukoB. Ob11iee uccneqoBaHie peIpoAYKTHBHOM (HYHKIIUH 1 3MOpHoresesa y 3 mOKoneHHH

KpPBIC HE BBIABHIIO aHOMAJIHH.

['enoToKCHUeCKHH MOTeHIMAn OBUT TIIATENIBFHO HU3YYEH B HCCIENOBAHHAX in Vilro, BKIOYAs

OLIEHKY MYTareHHOro M KJIAaCTOT€HHOTrO MOTEHIHa a, M B OIHOM HCCIEIOBaHUU in vivo. Bee

TECTHI OBLTH OTPHLATEIIEHBEIMH.

6. ©®APMALEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHs BcroMOraTebHBLIX BelIECTB
Cooepoicumoe xancyinw
Caxapusle chepsl, conepiKalye caxapo3y U KyKypy3HBIi Kpaxma
I'mmpomernnosa
OTHIILEIUTION03a
Tpubyrunanernnuurpar
Tamsk
Marnns creapar
Obonouka kancynvi
Kenarun
Twurana nuoxeun (E 171)
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ITeuams n020Muna U HAONUCU HA KANCyne
[lennax (E 904)

Turana muoxeun (E 171)

CuMeTHKOH

ITponunenrnukois (E 1520)

Awmmonus ruapoxcun 28 % (E 527)

6.2. HecoBmecrumocTs

He npumenumo.

6.3. Cpox rogHocTH (CpOK XpaHeHHs)

3 roma.

6.4. Ocobbie MepBI IPEJOCTOPOKHOCTH NPH XPAHEHHH

Xpanuts npu Temneparype He Beime 30 °C.

6.5. XapakTep H cofepRaHHe NEPBHTHON YIAKOBKH

Io 10 xamcyn B Gmuctep u3 (oibrd XomomHoro (GopMOBaHHS (ITA/An/TIBX) u doneru
AIOMHUHUEBOH NEYIaTHOMN JIakupoBaHHoH. ITo 3 umm 6 GIHCTEpOB ¢ HHCTPYKIHEH (THCTKOM-
BKJIA/BIIIEM) B IA9KY KAPTOHHYIO, C KOHTPOJIEM MIEPBOTO BCKPHITHS (IIPH HEOOX0IUMOCTH).

He Bce ymakoBkH MOT'YT IIPHCYTCTBOBATE HA PHIHKE.

6.6. OcoGble Mepsl NPENOCTOPOKHOCTH NPH YHHYTONKEHHH HCIIOMb30BAHHOIO
JEKAPCTBCHHOI0 NpenapaTa HAH  OTXO0I0B, INOJYYeHHBIX [0CA€ NpPUMEHEHHS
JIEKaPCTBEHHOI0 NPeNapaTa uia padoThl ¢ HHM

Hukakux 0coObIx TpeGoBaHMil K yTHIH3AIHH.

Bechb ocrapmmiics nexapCTBEeHHEIH PENapaT # OTXO/BI CIEAYET YHHUTOKUTD B COOTBETCTRAN

C YCTaHOBJIEHHBIMH HALlMOHAJIBHLIM 3aK0OHOIaTENbCTBOM Tp€6OBaHHﬂ'MH.

7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
QOpannus
"Jlaboparopun Cepere" / Les Laboratoires Servier

92284 ®panmus, Ciopen Cenexc, yir. Kapro 50 / 50 rue Carnot, 92284 Suresnes Cedex,

France

71 TPEACTABUTEJIb JEPKATEJIS PED UCTPAITMOHHOI'O
YIOCTOBEPEHMSI
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IIpeTeH3un moTpeOuTeNeH HAPABIIATE 10 aapecy: ggmz%hg /?TTEﬁgtlc}zfggs’i_ 1416
Poccuiickan @enepauus Pecniy0suxa Kasaxcran u Keiproiexas
AO “Cepape” Pecny0muka

TOO “Cepsbe Kazaxcran”
Anpec: 125196, r. Mocksa, yi. JlecHas, Anpec: 050020, r. Anmatsr, np. JlocTeIx
oM 7, otax 7/8/9 3ior
Ten.: +7 (495) 937 07 00 Tem.: +7 (727) 386 76 62
On. moyra: servier.russia@servier.com 9. moura: kazadinfo@servier.com
Pecny6.1uxa Beaapycs Pecny6inka Apmennsn
IMpencraButenserBo YAO “Les IIpencrasutenserBo “JlaGopatopuu
Laboratoires Servier” (®@panmysckas Cepsre”
Pecniy6iuka) B PeciyGnuke Benapycs Anpec: 0002, r. Epesan, ynuma AMHpsiHa,
Anpec: 220030, r. MuHCK. yiu. MsacrukoBa, 15, Marasus 100, Kentpon
70, o. 303 Ten.: (+374 10) 50 50 74
Temn.: +375 (17) 306 54 55 Oi1. moura: pvarmenia@servier.com

9. noyra: officeBY @servier.com

8.  HOMEP PETUCTPAIITMOHHOI' O YIOCTOBEPEHU S
JIII-Ne000215-PT-KZ

JIIT-Ne(000215)-(I'TI-AM)

JIII-Ne000215-I'TI-BY

JIT-Ne000215-T'TI-KG

JITI-Ne(000215)-(T'TI-RU)

9. JATA MMEPBUYHOM PEI'’MCTPAIIUHA (IIOOTBEPKIEHMSA
PETHCTPAIIUH, IHEPEPETICTPAIIHAHN)

Hara nepeuaHO# permerparum:

B Pecny6muke Kasaxcran: 03 uroms 2021

B Pecy6muke Apmenns: 17 Gepans 2023

B Pecny6muxe Benapycr: 16 asrycra 2022

B Keipreisckoit Pecry6iuke: 22 urons 2022

B Poccuitckoit @enepamum: 27 mag 2022

10. JATA ITEPECMOTPA TEKCTA

O6mas xapakrepucrika I€kapeTBenHoOro npenapara Ipenykran O] nocTynusa Ha HHPOPMAITHOHHOM
noptane EBpasuifckoro skoHoMuueckoro comosa HH()OPMALTHOHHO-KOMMYHHKAIIHOHHOH CETH

«MHTEpHETY http://eec.eaeunion.org
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