OBIIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O IIPEITAPATA

[Mpenykran O, 80 Mr, KarcyJsl ¢ MPOJIOHTUPOBAHHBIM BBICBOOOKICHHEM

2. KAYECTBEHHbBIA U KOJJUYECTBEHHBI COCTAB

2.1. O6miee onucanue

Tpumerazuaua

2.2. KauecTBeHHBIN U KOJUYECTBEHHBIN COCTAB

OpmHa karcysia ¢ MPOJIOHTHPOBAHHBIM BBICBOOOKIEHHUEM COACPKUT 80 MI' TpUMETa3HIUHA
JTUTHIPOXJIOPHIA.

BcnomoratenbHbI€ BelleCTBa, HATMYUE KOTOPBIX HAJI0 YUYUTHIBATh B COCTABE JICKAPCTBEHHOTO
npenapara: 33,75 Mr caxapo3bl.

ITonHbI IICPCUCHDb BCIIOMOT'ATCIIbHBIX BCHICCTB IIPCACTABJICH B Pa3JCJIC 6.1.

3. JEKAPCTBEHHAS ®OPMA

Karncynsl ¢ mposloHrMpOBaHHBIM BBICBOOOKICHUEM.

TBepabie Karcyabsl ¢ OCIbIM KOPIYCOM U OPAaH)KEBO-KPACHOMW KPBIIMIKOW C HareyaTaHHBIM
OebIM 1IBETOM JIoroTHnoM komrnanuu CepBbe ¥ u Haamuchio “80”.

Conepxxumoe Karcya — cheprudecKkue TpaHyJibl C MOKPHITHEM OT OENIOro J0 MOouYTH Oesoro

OBCTA.

4. KJIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPMMEHEHUIO

TpumeTasuauH MOKa3aH K IPUMEHEHHUIO Y B3POCIBIX MMAIUEHTOB B KAYECTBE JONOIHUTEIbHOU
Tepanuyu A CUMITOMATUYECKOTO JIeUEHHsI CTaOWJIbHOW CTEHOKAapAMU IpH HEaJeKBATHOM

KOHTPOJIC UJIN HETICPCHOCUMOCTH aHTHAHTUHAJIbHOU TCpanununu nepBoﬁ JIMHHUH.

4.2. PexuM 103UPOBAHUSA U CIIOCO0 NPUMEHEHUS

Pexum no3upoBanus

Jo3upoBka cocraBisier 1 xancyny TpumerazuauHa 80 Mr 1 pa3 B cyTKH, yTpoM, BO BpeMs
3aBTpaKa.

OneHka o3l OT JIEUEHHS T0JIKHA OBITh IPOBE/IEHA IIOCIIE TPEX MECSILIEB TPHEMa ITperapara.
IIpueM TpumeTa3uIMHa CIENAYyET IPEKPATUTD, €CIIM 3a OTO BPEMS YJIyUIICHUE HE HACTYIIUJIO.

Oco0ble rpynnbl NaMEHTOB
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Tayuenmoi ¢ napywenuem yHKyuu novex

VY manueHToB C YyMEpPEHHBIM HapylieHHeM (yHKIHHM modyek (kaupeHc kpeatuHuHa 30-60
mir/MuH) (cM. pazaensl 4.4 u 5.2) peKOMEHIYeTCs CHI)KCHHE JI03bl HAIOJIOBUHY, T.€. 1O 1
TabJyieTKe, coaeprKalie 35 Mr TpuMeTa3uuHa, OJIMH pa3 B CyTKH, yTPOM BO BPEMsI 3aBTpaka.
Tayuenmsi nodwcunozo 6ospacma

Y nanueHToB MOXKWJIOIO BO3pacTa MOXET HaONI0AaThCsd IOBBIIICHHE JKCIIO3ULIUU
TPUMETA3UINHA U3-32 BO3PACTHOTO CHIDKEHUS (QYHKIIMH MToYeK (cM. pa3zen 5.2). Y manueHToB
C YMEpeHHBbIM HapymeHueM (QYHKIMHA To4ek (kaupeHc kpeatuHuHa 30-60 wmi/mun)
PEKOMEHIyeTCSl CHIDKCHHE J03bl HAIlOJIOBHHY, T.e. Io 1 Tabnerke, coaepkamed 35 wmr
TpUMETa3UAUHa, OJUH pa3 B JIeHb, YTPOM BO Bpems 3aBTpaka. [lonbop 103kl y ManueHToB
MO>KHJIOTO BO3PACTa JOJKEH MPOBOJUTHCSA C OCTOPOKHOCTHIO (CM. paznen 4.4).

Jlemu

be3zonacHocTh 1 3G (EeKTUBHOCTh MPUMEHEHHUS TPUMETA3UANHA Y MallMeHTOB Miazme 18 et
HE YCTaHOBIIEHBI. J[aHHBIE OTCYTCTBYIOT.

Cnocod npumMeHeHust

JlexapctBennsiii mpenapart [penykran O/] cnenyer npuHUMaTh BHYTPh, HE OTKPBIBAs KaIlcyy,

1 pa3 B CyTKH, yTPOM, BO BpeMsl 3aBTpaKa.

4.3. IlporuBonoxka3zaHus

o ['MnepyyBCTBUTENBHOCTD K ICHCTBYIOLIEMY BELIECTBY MM K JIFOOBIM BCIIOMOTaTEIbHBIM
BELIECTBAaM, [IEPEUNCIIEHHBIM B nogpasaene 6.1.

o bonesnp [lapkuHCOHA, CUMOTOMBI MAPKMHCOHU3MA, TPEMOP, CUHIPOM «OECIIOKOMHBIX
HOI» U JPpyTrUe CBA3aHHbIE C HUMU JIBUTATEIbHbIE HAPYIICHHUS.

. Tspxenas moyeyHass HEAOCTATOYHOCTh (KIMpeHe KpeaTnHrHa < 30 MII/MUH).

. [Tepuon GepeMEHHOCTH U KOPMIICHUS TPY/IBIO.

4.4. OcoOble yka3aHusi H MepPbI PEJI0CTOPOKHOCTH NIPH NPUMEHEHUH

JlexapctBennsiii ipenapat IIpenykran O/l He mpenHasHavyeH JUisl KYMMPOBAHUS MPHUCTYIIOB
CTCHOKApAWH U HE IMMOKAa3aH JJI1 Ha4aJIbHOT'O Kypca Tepalunu HEeCTaOMIILHOU CTCHOKapaAWH WA
I/IH(i)apKTa MHOKapJa Ha JOTOCIHUTAJIbHOM 3TAIl€ WKW B IICPBBIC JHU I'OCIIUTAIN3allhuN.

B cjIydyac€ pasBUTUA HNPpUCTyIIa CTCHOKAPAWH CICAYCT BHOBb OLICHUTH CTCIICHL IOPAXKCHUSA
KOpPOHApHBIX apTepuil U, NpU HEOOXOAMMOCTH, MEPEeCMOTPETh HAa3HAUYEHHOE JICUEeHUE

(JIeKapCTBEHHYIO TEPAIUIO UM BO3MOKHOE IPOBEICHHUE ITPOLIEYyPhl PEBACKYIISPU3ALIIHN).
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Tpumera3uIuH MOXET BBI3BIBaTh WJIM yXYIIIaTh CHMOTOMBI MAapKUHCOHU3MA (Tpemop,
AKWHE3UI0, TOBBIIICHHE TOHYCA), MOATOMY CIIEAYeT HPOBOIUTH PETYISIpHOE HAOIIO/EHHE
NAIMEeHTOB, 0COOEHHO MOXXMUJIOTO BO3pPAcTa. B COMHHMTENBHBIX CIydasX MAlUEHTHI JOJIKHBI
OBbITh HAIIPABJICHBI K HEBPOJIOT'Y AJIsi COOTBETCTBYIOLIETO 00CIEJ0BAHUS.

[Tpu nosiBeHNUN IBUTATENbHBIX HAPYLIEHUH, TAKUX KaK CUMIITOMBI TAPKUHCOHU3MA, CHHIPOM
«OeCIOKOMHBIX HOI», TPEMOp, HEYCTOMUMBOCTb IOXOJKH, TPUMETA3UIUH CIIEAYET
OKOHYATeJIbHO OTMEHHUTb.

Taxue ciydau peKH U CUMIITOMBI OOBIYHO MPOXOAT MOCIIE MPEKPAIIEHUS TePAHH.

VY OonbpIIMHCTBA NMALMEHTOB CHUMIITOMBI IIPOXOJAT B TEUYE€HHE 4 MECSLEB MOCIE OTMEHBI
TpUMeTa3uarnHa. Ecay cuMOTOMBI NMapKUHCOHM3Ma COXpaHsIOTCs Oosiee 4 MeECsLEB IOCIe
OTMEHBI TIpenaparta, clieiyeT IPOKOHCYIbTUPOBATHCS Y HEBPOJIOTa.

Tspxenble KOXKHbIE HeXellaTeIbHbIE peaKIH

Coo0manoch 0 TSKENIbIX KOKHBIX HEXeNaTeJIbHbIX PEaKLMAX, CBA3AHHBIX C MPUMEHEHHEM
TPUMETA3UAMHA, BKIIIOYAsl JIEKAPCTBEHHYIO PEAKUUI0 € H03MHO(UIMEH M CHCTEMHBIMU
cumnroMamu (DRESS-cunapom) u ocTpblil reHepaan30BaHHBIA SK3aHTEMATO3HBIN MyCTYyJIe3
(OI'DII), koTOpble MOTYT OBITH OMACHBIMHU ISl KU3HU WM IIPUBOAMUTH K JIETATbHOMY UCXOJY.
[Ipu Ha3zHaueHUM npenapara HNAlMEHThl JOJDKHBI ObITh MPOUH(OPMHUPOBAHBI O CHUMIITOMAX
DRESS-cungpoma / OI'DIl 1 HaxoaWThCs TOA TIIATEIFHBIM HAOJIOJEHHEM Ha TpenMeT
KOXHBIX peakuuil. [Ipy mosBIE€HUM NPU3HAKOB U CUMITOMOB, YKa3bIBAIOLUX HA TSAXKEJIbIE
KOXHBIE PpEaKIHUM, CIEAYeT HEMEIJICHHO OTMEHUTh TpPUMETa3UIUH U PACCMOTPETh
aJIbTepHATUBHOE JieueHue (Ipu HEOOXOTUMOCTH).

MoryT oTMmeuaTbcs ciaydyau MaJEHUs, CBA3aHHBIE C HEYCTOMYMBOCTBIO MOXOJKH WIIH
apTepuanbHO TMIOTEH3UeH, 0COOEHHO y MAallMEeHTOB, IPUHUMAIOIIUX aHTUTUIIEPTEH3UBHbIE
npenapartsl (cM. pazaen 4.8).

CrnenyeT ¢ OCTOPO’KHOCTBIO Ha3HauyaTh TPUMETA3UIUH MAIMEHTaM, Y KOTOPBIX BO3MOXKHO
MOBBILICHUE €r0 FKCIIO3ULINU:

o IpU HapyLIeHUH (QYyHKIUHU TOYEK YMEPEHHOM CTENEHU TSKECTH (CM. pasnensl 4.2 u 5.2),
. y TIOKUJIBIX TIAIIMEHTOB cTapiie 75 neT (cM. pasnen 4.2).

B cocraB npenapara Bxoaut caxapo3sa. [lanmentam ¢ peako BcTpedaronieiics HacieICTBEHHOM
HEMEePEHOCUMOCThIO (PYKTO3bI, TIIFOKO30-TAIAKTO3HON MasibabcopOumeir uau aeduimrom
caxapa3sbl-U30MajbTa3bl HE CIIEyeT IPUHUMATh 3TOT IIpenapar.

CnoprcMeHbl. J|aHHBIM JIEKApPCTBEHHBIM Ipenapar COACPKHUT JAEHCTBYIOLIEE BELIECTBO,

KOTOPOC MOXCET JaBaTh IMOJTOXUTCIBHYIO PEAKIHIO ITPU IMTPOBEACHWHN IOIIMHI-TECTA.
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4.5. B3amMmopeiicTBHe ¢ APYIMMH JIEKapCTBEHHBIMH NpenaparamMu U apyrue ¢opmbl
B3aUMO/JECHCTBUA

He Ob110 BBISIBIEHO B3aMMOJICHCTBHI ¢ PYTUMHU JIEKapCTBEHHBIMHU MperapaTaMu.

4.6. @epTUIBLHOCTb, 0€PEMEHHOCTD H JIAKTALHA

bepemennocmo

JlanHBIE O MPUMEHEHWHM TpPHUMETa3HJIWHA Yy OEpPEeMEHHBIX OTCYTCTBYIOT. McciemoBaHus ¢
y4acTUEM KHBOTHBIX HE BBISIBUIM HAJTMYHE MPSMOTO MU HEMPSMOTO HETaTUBHOTO BIIVSIHUS B
OTHONIICHHH PENpoAyKTUBHOM ¢GyHKimu (cMm. pasmen 5.3). B kadecTtBe Mepsl
NPEJOCTOPOKHOCTH TMPEIINOYTHTEIBHO H30eraTh NMPUMEHEHHS TPHUMETa3WuJWHA BO BpEMsI

OCpEeMEHHOCTH.

Kopmnenue epyovio

JlanHble O BBIICICHUM TPUMETA3UJMHA B TPYAHOE MOJOKO OTCYTCTBYIOT. Puck mis
HOBOPOKJIECHHOT0/pebeHKa He MOXKeT ObITh HckimoueH. JlekapcTBeHHbli npenapat [Ipemxykran
O/] He cienyeT UCHOJB30BaTh B IEPUOJ TPYAHOTO BCKapMIIMBAHUS.

DepmunvHocms

W3ydeHus penpoyKTUBHON TOKCUYHOCTH ITOKA3aJId OTCYTCTBHE BIUSHUS HA PEPTUIHHOCTD Y

KpbIC 000€er0 mona (cM. paszmen 5.3).

4.7. Baunsinme Ha cOCOOHOCTH YNPABJIATH TPAHCIIOPTHBIMH CPEeACTBAMH M padoTaTth ¢
MeXaHH3MAMH

B X0€ KIMHHYCCKHUX I/ICCJ'IGI[OBaHI/II\/JI He OBLUIO BBIABICHO BIIHMSHUS TpUMCTasuJuHa Ha
mokasarcjiui TreMOJUHaMHUKH, OAHAKO B IMCPUOJ MOCTPECTUCTPALUMOHHOIO MNPUMCHCHHA
HaOJII01aIMCh CITydau TOJIOBOKPYKEHHSI M COHJIMBOCTHU (CM. pazfei 4.8), 4TO MOKET MOBIIUATh

Ha CIIOCOOHOCTH YHOPaBJIATh TPAHCIIOPTHBIMU CPECACTBAMU U pa6OTaTB C MCXaHU3MaMu.

4.8. HexenareJbHbIC peakUU

B tabnuie 1 mpencraBieH nepeueHb HEXeNaTeNbHBIX PEeaKIfii, KOTOpble ObLIN BBISIBICHBI B
X0JIe KIMHUYECKUX UCClieoBaHui. [laHHbIE HeXeTaTeNbHbIe PEaKIIUU KIACCHPHUITMPOBAIH 110
CUCTEMHO-OPTaHHBIM KJIacCaM M 4acTOTE C MCIOJIb30BAaHUEM CIICIYIOIINX KAaTETOPHA: OYCHb
gacTo (>1/10); wacto (>1/100, <1/10); megacto (>1/1000, <1/100); penxo (=1/10000, <1/1000);
oueHb penko (<1/10000); uvacTtora HeusBecTHa (HEBO3MOXXHO OIICHHTh HAa OCHOBAHHH
UMEIOITNXCS JAHHBIX ).

Tadimua 1: IlepeyeHb HekeJaTeIbHBIX PeaKIUH
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CucTeMHO-OpraHHbI HexenarenbHbie
Yacrora
KJace peakuuu
l'onoBokpysxeHue, roJoBHas
Hapymenust co ctoponsl Yacto 6olb
HEPBHOM CHUCTEMBI
[Tapecte3us
Heuacro

YacTtoTa HEU3BECTHA

CuMnTOMBI MAPKUHCOHU3MA (TPEMOD,
aKMHE3Ms, MTOBBIIICHUE TOHYCA),
HEYCTONYMBOCTh MTOXOJIKH, CHHAPOM
«0eCrOKOMHBIX HOT», IPyTHe CBSI3aHHbIC
C HUMU JIBUTATEIbHBIC HAPYIICHUS,
00BIYHO 0OpaTUMBIE ITOCIIE

MIpEeKpalleHus Tepanuu

YacToTa HEM3BECTHA

Hapymenus caa

(6eccoHHMITA, COHITMBOCTH )

Hapymenus co cTopoHb! Yacrora HeusBecTHa | Bepruro

oprasa ciyxa u JJAOUPUHTHBIE

HapyLICHUs
Omrymienue cepaneOueHus,

Hapyienust co cTopoHsl Penxo IKCTPACUCTOJINS,

cepaua

pAt TaxXUKapIus

ApTrepuaiibHasi TUIIOTEH3HUS,
opTOCTaTh4ecKasi TUIIOTEH3UsI, KOTopas
MOXET COMPOBOXKIATHCS OOIITUM
HEZOMOTaHHUEM, TOJIOBOKPYKEHUEM HUITU
najieHueM, 0COOEHHO MpU

Hapyenust co ctoponsl Penxo OJIHOBPEMEHHOM IIpUeMe

COCY/I0B

AHTUTHUIICPTCH3UBHBIX IIPCIIapaTOB,
KIIPUITUBBD>

KPOBH K KOXKC€ JIMIa
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Hapy1enust co cTopoHsl
KEJITyJOYHO- KAIIEYHOTO

TpakTa

Yacto

bouib B )xuBOTE, TUapes, TUCIENCHUS,
TOIIIHOTA ¥ PBOTA

YacToTa HEM3BECTHA

3arop

Hapyienust co CTOpOHBI KOXKHU

U IIOJKOKHBIX TKaH e

KosxHasi chIlb, KOKHBIN 3y,

Yacro
KpanuBHHULIA
JlexapcTBeHHAs peakuus c
s03uHOpUIHEH u CUCTEMHBIMU
YacroTa Hen3BecTHa
CUMITOMaMHU (DRESS-cunapom),
OCTpBII TeHEPAIN30BaHHBIN

sK3aHTeMaro3HbId mycrtyne3 (OI'DIT),

aHl"I/IOHeBpOTI/I‘IeCKI/Iﬁ OTCK

OO61mue paccTpoicTBa U
HapyIIeHUs B

MECTC BBCIACHUA

Yacto

Acrenus

Hapymienus co cTopoHsI
KpPOBH U THM(aTH4ecKoit
CHCTEMBI

YactoTa HEen3BeCTHA

ArpaHynouuTo3, TPOMOOLIUTONEHUS,

TPOMOOLIMTONIEHNYECKAs

[Typrypa

Hapymenus co ctopoHbl
MEYECHU U
YKEJTUEBBIBOSAIIUX ITyTEH

YacToTa HEM3BECTHA

T'enatur

Coo01ieHue 0 Mo103peBaeMbIX HeKeJIaTeJIbHbIX peakIusix

BaxHO coo0mare O NOA03pEBAEMBIX HEXKEIATENbHBIX PEAKIMAX I0CIE PErUCTpaliy

JICKApCTBCHHOTO  mpfrapara ¢  OCJIbIO o0OecrieueHus HCTIPCPBLIBHOI'O  MOHUTOpPHUHIA
COOTHOLICHUSA «II0JIb3a — PHUCK» JICKAPCTBCHHOI'O IIpcrapara. MeauImHCKUM pa6OTHI/IKaM
PCKOMECHAYCTCA COO6H_[8.TB 0 MOJ03PEBACMBIX HECIKCIIATCIIbHBIX PCAKNHUAX JICKAPCTBECHHOI'O
npemnapara 4Yepe3 HAINUOHAJIBHBIC CHUCTECMbI COO6H.[CHI/I$I O HCXKCIATCIIbHBIX PCAKIUAX

rocyJ1apCTB — WIEHOB EBPa3nuiicCKOro 3KOHOMHYECKOTO CO03a.

Pecnybsiuka Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi. A. Umanoga, 13, (BL] «Hypcayner 2»)

PT'TI na IIXB «HanmoHanbHbIM HEHTP 3KCIEPTU3bI JEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX
uznenuity Komurera MeAMIIMHCKOTO U (hapMalieBTUYECKOro KOHTpoJIsi MuHHCcTEepCTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

Ten.: +7 (7172) 235-135

On. nouta: farm@dari.kz

http://www.ndda.kz
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Kbipreisckas PecnyOianka

720044, r. buikexk, yiu. 3-sa Jlunus, 25

JlemapTaMeHT JIeKapCTBEHHOTO OOECIIeUeHUsI M METUIIMHCKOM TeXHUKH TP MUHUCTEpCTBE
3npaBooxpanenus Keipreickoit PecryOommku

Ten.: +996 (312) 21 92 78

On. moura: pharm@dlsmi.kg

http://dlsmi.kg

Pecny0imka Apmenusi

0051, r. EpeBan, nip. Komuraca, 49/5

I'HKO «LleHTp 3KCrIepTU3bI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTUM»

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

["opstuast muHMS OT/IETIa MOHUTOPUHTA Oe3omacHocTH jekapcTs: (+374 10) 20-05-05, (+374
96) 22-05-05

On. noyta: info@ampra.am, vigilance@pharm.am

http://pharm.am

Pecny0siuka Benapych

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

VII «lleHTp dKCIepTU3 U UCIIBITAHUH B 3APaBOOXPAHEHUN
Ten.: +375 (17) 231-85-14

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

Tenedon otaena papmakonanzopa: + 375 (17) 242 00 29
On. noura: rceth@rceth.by, repl@rceth.by
http://www.rceth.by

Poccuiickas ®@enepanus

109012, r. MockBa, CnaBsiHcKast ruioniaib, 1. 4, ctp. 1

®denepanpHas ciry0a 1mo Haa30py B cdepe 3apaBooxpanenust (Poc3apaBranzop)
Ten.: +7 800 550 99 03

O11. noura: npr@roszdravnadzor.ru

http://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

HNmMmeeTcs auIb O4YeHb OrpaHU4YCHHAA I/IH(pOpMaI_II/IH O MNEpCAO3UPOBKEC TPpHUMETA3UANHA. B
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ClIy4ae Iepel03UpOBKH CIELYET IPOBOAUTH CUMITOMATUYECKYIO TEPAIIHIO.

5.  ®APMAKOJIOTMYECKHUE CBOVMCTBA

5.1. dapmakoaMHaMHYeCKHe CBOMCTBA

®apmakoTepaneBTuueckas rpymnmna: Kapauonornueckue mnpemnapatsl. Kapauonoruueckue
npenaparsl Apyrue. Tpumerasuanta

Kox ATX CO1EB15

5.1.1. MexaHu3Mm neucTBUsg

CoxpaHsis PHEPreTHYECKHi MeTa0O0IM3M KJIIETOK, NMOJBEPKEHHBIX THIIOKCHU WIA HIIEMHH,
TPUMETA3UANH [peA0TBpaIaeT CHIDKCHHUE BHYTPUKJIETOYHOM KOHLIEHTPALUU
agenosuntpudocdara (ATD), Tem campiM oOecrieunBas HOpMaiabHOE (YHKIIMOHHPOBAHUE
MEeMOpPAaHHBIX MOHHBIX KaHAJOB M TPaHCMEMOpPaHHBIA MEPEHOC MOHOB KajlMs U HATpUs IMpH
COXPAaHEHUHU KJIETOYHOTO FOMEOCTAas3a.
Tpumerasunud MHrUOMpPYeT [B-OKUCIIEHHE IKUPHBIX KHCIOT 32 c4YeT OJIOKUPOBKHU
JUIMHHOLenIoYeuyHo! 3-keToanmi-KoA-THomassl, KOTopasi yCHJIMBACT OKUCICHHE TIIIOKO3bl. B
UIIEMUYECKU MOBPEXKIEHHON KIIETKE 3HEPrus, NOJIy4YeHHass BO BPEMs OKHCIIEHUS IJIIOKO3bI,
TpeOyeT MEHBIIEro MOTPEOJICHHS KUCIIOPO/Ia, YeM B Iiporiecce B-okucienus. [loTenimpoBanme
OKHUCJICHUS TJIIOKO3bl ONTHUMU3UPYET KJIETOUHbIE SHEPreTHUECKHUE IPOLIECCHI, TEM CaMbIM
HOJ/IEP)KMBask HaJUIeKali SHepreTHYecKrii OOMEH MpH UILIEMUH.
5.1.2. dapmakoguHamudeckue 3PpPeKTol
Y nanmuMeHToB ¢ HMIIEMMYECKOH OO0Je3HbIO cepaua TPUMETa3HJIuH JEUCTBYET Kak
MeTabONIMUYECKU areHT, COXpaHssl YpPOBHU BBICOKO3HEprermuyeckoro ¢ocdara B KIETKax
MHUOKap/a. AHTUUIIEMUYECKUI ekt JIOCTUTAETCS 0e3 COMYTCTBYIOIIMNX
reMoIMHaMU4YecKuX 3 (EeKTOoB.
5.1.3. Knunuyeckas 3¢(eKTUBHOCTh U 6E30aCHOCTD
Pe3ynbTaThl NMpPOBEAEHHBIX KIMHUYECKHX HCCIIEAOBAaHUM MOATBEpAMIH 3(PPEKTHUBHOCTH U
6€30I1acCHOCTh MPUMEHEHHsI TPUMETa3UIMHA Y MAlMEHTOB CO CTAOMIIbHON CTeHOKapAuen Kak B
MOHOTEpAIHH, TaK M B TEX CIyYasx, Koraa 3p(GeKT Ipyrux aHTHAHTHHAIBHBIX JIGKAPCTBEHHBIX
MpenapaToB ObLT HEJOCTATOYHBIM.
B nBoitHOM crenoM, miane00-KOHTPOJIUPYEMOM HCCIEIOBAaHUU € ydyacTHeM 426 MmalnueHTOoB
(TRIMPOL-II) no6aBnenue TpumerazunuHa (60 mr/cyTku) Kk Tepanuu meromnpoioiom 100
mr/cyT (50 Mr 2 pasza B CyTKH) B TeueHue 12 Helenb CTaTUCTHUECKU JOCTOBEPHO YIIyUILINIIO
pe3yNbTaThl HAarpy30YHBIX TECTOB M KIMHUYECKHUE CHUMIITOMBI IO CPAaBHEHHIO C IuIanedo:
o0IIYI0 UIUTEIBHOCTh HAarpy304HbIX TecToB (+20,1c, p=0,023), oOmiee Bpemsi BBITOIHEHUS
Harpysk (+0,54 METs, p=0,001), Bpems 110 pazButus nenpeccuu cermenta ST Ha 1 mm (+33.4
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¢, p=0,003), Bpems 1o paszButus npucrtyna creHokapauu (+33.9 c¢, p<0,001), xonnyecTBO
MPUCTYNOB cTeHokapauu B Henento (-0,73, p=0,014) u nmoTtpebieHrne HUTPATOB KOPOTKOIO

nericteust B Hepemo (-0,63, p=0,032), 6e3 reMoAMHAMUYECKUX U3MCHEHHH.

B nBoitHOM ciierioM, Imianebo-KOHTPOJIMPYEMOM HCCIICAOBAHUH C yd4acThueM 223 MalieHTOB
(Sellier) nmobGaBnenwe TpuMmeTasuauHa B (GopMe TaOJETKH ¢ MOAUGUIIUPOBAHHBIM
BBICBOOOXKJEHHEM B J03¢ 35 Mr (2 pa3a/CyTKu) K Tepamud aTreHoysonoM B jo3e 50 wmr
(1 pas/cytkm) B TeueHue 8 Henenb MPUBOAMIO K YBEIHMYEHHIO BPEMEHHM 0 pPa3BHTHUS
umemudeckon aenpeccun cermenra ST wa 1 mm (+34,4 ¢, p=0,03) npu npoBeneHun
Harpy304YHbIX TECTOB B MOJArpyIIe manueHToB (n=173), mo cpaBHeHHUIO ¢ mamedo, yepes 12
4acoB IOCcJIe pUeMa rpernapara. ITa pa3Hula ObljIa TAKXKe TIOKa3aHa v I BPEMEHH Pa3BUTHUS
npuctynos creHokapauu (p=0,049). He BbIsSIBIE€HO TOCTOBEPHBIX pa3InUUi MEXIy rpyIaMu
JUTSL IPYTHX BTOPUYHBIX KOHEYHBIX TOYEK (00Ias JUIMTEIbHOCTh HArPy30UHBIX TECTOB, OOIIIEe
BpEeMsl HArPY3KHU ¥ KIMHUYECKUE KOHEUHBIE TOUKH).

B TpexmMecsYHOM paHIOMHU3UPOBAHHOM, TBOITHOM CIIETIOM HccliefoBaHuu (Vasco) ¢ yyactuem
1962 mamueHTOB TpUMETa3HAWH B ABYX Ao3upoBkax (70 mr/cytku m 140 wmr/cytkm) B
cpaBHeHMH ¢ manebo Obul Ao0aBieH K Tepanuu ateHoioidom 50 wmr/cytku. B oOmiei
MOMYJISIIUY, BKIIOYas MAlMEHTOB Kak 0e3 CUMITOMOB, TaK M C CUMITOMAMH CTEHOKapAHH,
TPUMETA3UJAUH HE MPOJEMOHCTPUPOBAT MPEUMYILIECTB [0 3proMerpuueckumM (oOrmas
JUIMTEIbHOCTh HAarpy304HbIX TECTOB, BPEMs /10 HACTYIUICHHUS HUIIEMHUYECKOM Jernpeccuu
cermeHTa ST Ha 1 MM M Bpemsl 0 pa3BUTHs NPHUCTyNa CTEHOKAPAHWU) U KIMHHUYECKUM
KOHEYHbIM ToukaM. OJHAaKO IpPH PETPOCHEKTUBHOM aHAJIN3E€ B IOATPYIIE MNAIUEHTOB C
cCUMOTOMaMu cTeHokapauu (n=1574) Obulo mnokazaHo, uyto TpuMmeTtazuauH (140 wmr)
3HAUUTENBHO YIydIlIni olliee Bpemsl Harpy3ouHoro tecta (+23,8 ¢ no cpaBHenuto ¢ +13,1 ¢
quis tiane6o; p=0,001) u BpeMs 10 pa3BUTUS NpUCTyNa cTeHoKapanuu (+46,3 ¢ Mo cpaBHEHUIO
¢ +32,5 nnsa nnane6o; p=0,005).

B TpexmecauyHOM paHIOMHU3MPOBAaHHOM, JBOMHOM CJIEIIOM HCCIIEOBAaHUM C ydacTHeMm 165
MAIMEHTOB TpH M00aBIeHUH TPUMETA3UAMHA K OOBIYHON AaHTHAHTHMHAIBHON Tepamuu u
Tepanuu Ui BTOPUYHOW MPOGMIAKTUKH, OBLUIO MOKa3aHO, 4YTO MNpoduib 0e30macHOCTH
TpuMeTasuarHa B g03e 80 Mr oAuH pa3 B CYTKH aHaJOTM4eH NpoQuiIo TpUMeTa3uIuHa B
dbopMme TabneTku ¢ MOAUPUIIMPOBAHHBIM BBICBOOOXKAEHHEM B J103€ 35 Mr (2 pasa/cytku). He
cooOmanock 0 KakuxX-TMOO HENpPEeIBUACHHBIX HEXeNaTeJIbHBIX peaKkIHusiX, U B XOJe
UCCIIEIOBaHMs He OBLIO BBISIBIIEHO MPOOJIEM B OTHOIIEHUH MpUeMa TpUMeTa3uuHa B 103e 80
MT OJIH pa3 B CYyTKH.

5.1.4. Jemn

[Tpenyxran O/l He mpoxoaui U3ydeHus y OTHOM WM HECKOJIBKUX NoArpynn Aeteid. Cm. pazaen
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4.2. 10 IPUMEHEHHUIO y ETEH.

5.2. dapmakoknHeTHYeCKHe CBOMCTBA

5.2.1. A6copOrus

[Tocne mnpuema BHyTph Kancyibsl Ilpegyktan OJ] TpumeTrasuaviH HMEET JIMHEHUHBIN
dbapMakOKMHETHUECKUH MNPOGUIb W JIOCTUraeT MaKCHUMAaJbHOM KOHIEHTpPALUU MPUMEPHO
yepe3 14 dacoB nocne npuema. B uHTEpBanzax Mexay npuemMaM, T.€. B TedeHUe 24 4acos,
KOHIIGHTpallus TpUMETa3uArHa B IUIa3Me KPOBU Ha MPOTSKEHUU 15 yacoB mocie npuema
npenapara coxXpaHsieTcs Ha YpoBHE He MeHee 75 % OT MaKCMMaJbHOM KOHIICHTpPAIIUH.
PaBHOBEeCHOE cOCTOSTHUE TOCTUTAETCS Mocie mpruema 3-i 1036l (uepe3 3 cyTok). [Ipuem murmm
HEe BiIMseT HAa (apMaKOKMHETUKY TpPUMETa3HJIMHA MPU IpHUEeMe JIEKApCTBEHHOTO IMpernapara
[Ipenayxran O/I.

5.2.2. Pacmnpenenenue

OO0beM pacripeniesieHus: COCTaBiseT 4,8 JI/KT; CTETeHb CBSA3bIBaHUS C OENKaMU TIa3Mbl KPOBU
Hu3kas (oxoso 16 % in vitro).

5.2.3. BriBenenue

TpumeTazuuH BHIBOJIUTCS B OCHOBHOM IMMOYKaMH, I1aBHBIM 00pa3oM, B HEU3MEHEHHOM BUJIE.
[Tepuon moyBBIBEICHUS COCTABISET OKOJIO 7 4 Y MOJIOJIBIX 3/IOPOBBIX 10OPOBOIIBIEB U 12 4 —
y MalMEeHTOB MOXKUJIOTO Bo3pacTa (crapiie 65 jer).

OO0muii KIMpeHC TpPUMETa3UAMHA TIABHBIM O0pa3oM COCTOMT M3 MOYEYHOIO KIMPEHCA,
KOTOPBIA TIPSIMO KOPPETUPYET C KIUPEHCOM KpEeaTMHWHA, W B MEHBIICH CTENeHH WH3
MEYEHOYHOT'O KJIIMPEHCA, KOTOPBII CHMXKAETCS C BO3PACTOM IMAlUEHTA.

Oco0ble TpynIbI MalMEeHTOB

Tayuenmul nodcuno2o o3pacma

Y [anuMeHTOB MOXMWIIOIO BO3pacTa MOXKET HaOMIOAAaTbCs TOBBIIMIEHHAs 3KCIO3HIIUS
TPpUMETa3WJMHAa W3-332 BO3PACTHOTO  CHIDKEeHUs  GyHKiuM modek. CremnuanbHoe
(dhapMaKOKMHETHUECKOE HCCIECIOBAHUE C yYacTHUEM MOXKWIBIX ManueHToB (75-84 ner) wiu
OUEHb MOXKUIBIX (> 85 JIeT) malMeHToB, M0Ka3alo, YTO YMEPEHHOE HapylIeHHe GyHKITUN TOUeK
(xmupenc kpeatuHuHa oT 30 10 60 MJI/MUH) MOBBIIANIO SKCIO3UIMIO0 TpuMeTazuauHa B 1,0 u
1,3 pa3a, COOTBETCTBEHHO, IO CpaBHEHHIO ¢ Oosnee momoapiMu manueHtamu (30-65 ner) ¢
YMEpPEHHBIM HapylIeHHeM (PYHKIIMH TTOYeK.

CriennanbHOE KIMHUYECKOE UCCIIEJOBaHKE, TPOBEACHHOE B MOMYJISIIIMU NAIIUEHTOB MOKUIIOTO
Bo3pacTa (cTtapumie 75 neT) ¢ NpUMEHEHHeM TpuMeTasuauHa (B Gopme TableTku c
MO (UIIMPOBAHHBIM BBHICBOOOXKIEHUEM, CONEpKalle 35 Mr TpuMeTa3uanHa) B J103€ Mo 2
Ta0JIETKU B CYTKH (B 2 TIpreMa), TOKa3ajio B CPETHEM JIBYKPATHOE MOBBIIICHUE KCITO3UIINN B

I1a3Me KPOBHU y MALIMEHTOB € TSKENOM MOYeyHOM HeJJ0OCTaTOYHOCThIO (KJIIMPEHC KpeaTHHIUHA
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HIke 30 MJI/MHH) TIO CPaBHEHMIO € TIAIIMEHTaMHU C KIIMPEHCOM KpeaTnHUHA BbIie 60 Mi1/MUH.
He 0b1710 BBISIBIICHO KaKUX-JIMOO MPOOJIEM B OTHOIICHHH O€30TIACHOCTH Y TIAIIMEHTOB CTapIIe
75 neT 1mo cpaBHEHUIO C OOIICH MOIyISAIUeH.

Tayuenmsi ¢ Hapywenuem ynKyuu nouex

DKCIO3UIMSI TPUMETA3HIMHA B CpeIHEM Oblia yBenudeHa B 1,7 pa3 y NaleHTOB ¢ yMEPEHHBIM
HapyuieHneM QyHKIHH 1movek (knupeHc kpeatuauaa ot 30 mo 60 mu/mMuH), 1 B cpeHeM B 3,1
pa3a — y MalueHTOB C TSHKEJION MOYeYHON HEeJJOCTaTOYHOCTHIO (KIMpEHC KpeaTuHuHa Huxe 30
MJI/MHH) 110 CPAaBHEHHIO CO 3J0POBBIMU JI0OPOBOJIBIIAMH C HOpMaIbHOU QyHKIMeH noyek. He
ObUIO BBISBJICHO KAaKHX-JIMOO MpoOIeM B OTHOMIEHWH O€30MacHOCTH Y 3TOH MOIMyJSALUU
NAIMEHTOB 10 CPAaBHEHUIO C O0ILEH TOMYJISILIUEN.

Iemu

dapMaKOKHHETUKA TPUMETA3UIMHA Y JETEH U MOIPOCTKOB B BO3pacTe A0 18 neT He u3ydanach.
5.3. JlokJuHHYeCKHE JaHHbIE M0 0€30MaACHOCTH

HccnenoBanus XpOHNYECKOH TOKCUYHOCTH MIPH IEPOPATIHLHOM ITYTH BBEICHUA Y co0ak (0T 5 10

40 mr*xr* 1! 1 xpeic (o1 5 10 200 Mr*kro* 17! mokazanu xopommii mpoduIs 6€30MaCHOCTH.

Hu smb6puoderorokcuueckuii 3pPexT, HU TEPaTOreHHOCTh He OBbLIIN OOHAPYKEHBI Y MBILICH U

KposinkoB. O011ee uccie0BaHue PEPOTYKTUBHON (QYHKIIMH U YMOpHUOTEHE3a y 3 TIOKOJICHHMA

KPBIC HE BBISIBUIIO aHOMAJIUH.

['eHOTOKCHYECKMI MOTEHIMAN ObUI TIIATENILHO M3YYEeH B UCCIENOBAHUSX in Vitro, BKIIOYAS

OLIEHKY MYTareHHOTO M KJIaCTOT€HHOI'o MOTEHIMala, U B OAHOM MCCIIEOBaHUU in vivo. Bee

TECTHI OLUTH OTpHULATCIIbHBIMHU.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BELIECTB
Cooepoicumoe kancynol

CaxapHble cdepbl, cofepkallie caxapo3y U KyKypy3HbIid Kpaxmai
I'unpomernnosa

OTHLenono3a

TpubyTunaneruauurpar

Tampk

Marnus creapar

Obonouka xancynvi

Kenarnn

Turana quokcun (E 171)

Kenesza oxcup kpacHslii (E 172)
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Ileuwams nocomuna u naonucu Ha Kancyie
[lenmnak (E 904)

Turana auokcun (E 171)

CuMeTnkoH

[Iponunenrnukons (E 1520)

Ammonus rugapokcun 28 % (E 527)

6.2. HecoBMecTHMOCTHL

He npumenumo.

6.3. Cpok rogHocT# (CPOK XpaHeHHs )

3 rona.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NPU XPAHEHUH

Xpanuts npu temieparype He Boie 30 °C.

6.5. Xapakrep u coaep:kaHue NEPBUYHOI YIIAKOBKHU

[To 10 xamcyn B 6muctep u3 ¢onbru xonoanoro ¢opmosanus (IIA/An/TIBX) u donbru
ATIOMUHHUEBON MeyaTHOM JakupoBaHHOW. [1o 3 mnu 6 6IucTepoB ¢ HMHCTPYKIUEH (JTUCTKOM-
BKJIAJIBIIIIEM) B MTAYKY KAPTOHHYIO, C KOHTPOJIEM MIEPBOT0 BCKPHITUA (IIPU HEOOXOTUMOCTH).

He Bce ynakoBKkM MOTYT IPHCYTCTBOBATh HA PBIHKE.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH YHHYTOKEHHHM HMCIOJIb30BAHHOIO
JICKAPCTBEHHOI0 Ipenapara MJIH OTXO0A0B, IOJYYEHHBIX IIOCJe TPHMEHEHHSA
JICKapPCTBEHHOI'0 NPenaparTa ujiM padoTel ¢ HUM

Hukakux ocoObIx TpeOOBaHMN K yTHIIN3ALUH.

Bechb ocraBmniics 1exkapCTBEHHbIN IpenapaT U OTXO/bI ClIeAyeT YHUUTOXUTh B COOTBETCTBUH

C YCTAHOBJICHHBIMU HAIIMOHAJIBHBIM 3dKOHOAATCIIbCTBOM Tpe6OBaHI/I$IMI/I.

7.  AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

®paHuus

"JlabopaTopun Cepsbe" / Les Laboratoires Servier

92284 ®pannus, Cropen Cenekc, yn. Kapuo 50 / 50 rue Carnot, 92284 Suresnes Cedex,

France

71 TIIPEACTABUTEJIb AEPKATEJIA PETUCTPALHIMOHHOI'O
YAOCTOBEPEHUA

[Tperen3un norpeduTeneil HaNPaBIATH MO AAPECY:
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Poccuiickas ®enepauus Pecny0smka Kaszaxcran n Keipreizckas
AO “Cepsbe” PecnyOiimka
TOO “Cepsbe Kazaxcran”

Anpec: 125196, r. Mockaa, yi1. JlecHasi, Anpec: 050020, r. Anmartsl, rip. JlocTbik
oM 7, otax 7/8/9 310

Ten.: +7 (495) 937 07 00 Ten.: +7 (727) 386 76 62

O7. moyra: servier.russia@servier.com On. noura: kazadinfo@servier.com
Pecnybauka Besapych Pecnybiinka Apmennst
[IpencraButensctBo YAO “Les [IpencraButenscTBO “JlabopaTopuu
Laboratoires Servier” (Dpaniry3ckas Cepsbe”

PecriyOnmka) B PecriyOnuke benapych Anpec: 0002, r. EpeBan, ynuna AMupsHa,
Anpec: 220030, r. MuHck. yi. MsicHuKOBa, 15, marazun 100, Kentpon

70, od. 303 Temn.: (+374 10) 50 50 74

Ten.: +375 (17) 306 54 55 Dn. moyra: pvarmenia@servier.com

On. moura: officeBY @servier.com

8. HOMEPPEI'UICTPAHMOHHOI'O YAOCTOBEPEHUSA
JII-Ne000215-PI'-KZ

JIII-Ne(000215)~(T'TI-AM)

JIII-Ne000215-T'TI-BY

JIII-Ne000215-T'TI-KG

JIII-Ne(000215)-(I'TI-RU)

9. JATA NEPBUYHOUN PEI'’MICTPAIIUN (MOATBEPXJAEHUS
PEITICTPALIMU, TIEPEPETUCTPALINN)

JlaTa mepBUYHON PETUCTPALIMHN:

B Pecniy6nuke Kazaxcran: 03 urons 2021

B Pecniy6nuke Apmenus: 17 ¢espains 2023

B Pecniy6nuke benapycs: 16 aBrycra 2022

B Ksiprezckoit Pecniy6nuke: 22 urons 2022

B Poccuiickoit @enepanun: 27 mas 2022

10. JATA IEPECMOTPA TEKCTA
OOmas xapakTepucTHKa JiekapcTBeHHoro npenapata [Ipenykran O/] noctynHa Ha nH(OPMAIIMOHHOM

noprane EBpa3uiickoro 3KoHOMH4ECKOro coro3a B MH(OPMallMOHHO-KOMMYHHMKAIIMOHHOM ceTn

«MuTepueT» http://eec.eacunion.org
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