OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAMMEHOBAHMHME JIEKAPCTBEHHOI'O IIPEITAPATA

[Tpenyxkran O/], 80 Mr, KancyJbl ¢ MPOJOHTUPOBAHHBIM BBICBOOOKICHHEM

2. KAUYECTBEHHBIA U KOJNUYECTBEHHBIA COCTAB

2.1. OGmiee onmcanue

Tpumerazuun

2.2. KauecTBEHHBIN U KOJIMYECTBEHHBIA COCTaB

Opna kamncyna ¢ MPOJOHTHPOBAHHBIM BBICBOOOXICHHUEM COACpXHT 80 Mr TpUMeTa3uauHA
JTUTUAPOXIIOPHIA.

BcnomoraTenbHble BeliecTBa, HATMYUE KOTOPBIX HA/I0 YUUTHIBATh B COCTaBE JIEKAPCTBEHHOTO
npenapara: 33,75 Mr caxapo3sbl.

[TonHbIi TepeueHb BCIIOMOTATENBHBIX BEIIECTB MPEICTaBIIeH B pa3zaene 6.1.

3.  JIEKAPCTBEHHAS ®OPMA

Kancyssl ¢ IpooHIHpOBaHHBIM BBICBOOOKICHUEM.

TBepable Karcyiibl ¢ O€JbIM KOPIYCOM M OpPaHXEBO-KPACHOM KpPBIIIKON ¢ HarneyaTaHHBIM
OeJIbIM LIBETOM JIOTOTUIIOM KoMnanuu CepBbe *¥ U Haamuchio “807.

CO,[[ep)KI/IMOC KarcyJja — C(I)epI/I‘leCKI/Ie rpaHyJibl C IOKPBITUEM OT Oemnoro A0 IOYTHU Oenoro

OBCTA.

4.  KJIMHMNYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHUIO

Tpumera3uuH MokazaH K IPUMEHEHUIO y B3POCIBIX MALMEHTOB B KaY€CTBE JOMOIHUTEIbHOM
TCparinu jid CUMIITOMAaTHUYCCKOI'o JICUCHUA CTaOMJILHOM CTCHOKapAu IpHU HEAJCKBATHOM

KOHTPOJIC NJIN HETICPECHOCUMOCTH aHTHAHTUHAJILHOU TCpannuun nepBoﬁ JIMHUH.

4.2. PekuM 103UPOBAHMSA U CIIOCOO MPUMEHEHUSs

Pexum no3upoBanus

Jo3upoBka cocrasisier | kancyny TpumerazuauHa 80 mr 1 pa3 B CyTKH, yTpOM, BO BpeMs
3aBTpaKa.

OreHka MoJb3bI OT JISUEHUS JJOJKHA OBITH POBEJIEHA ITOCIIE TPEX MECSIIEB pUEMa Mpernapara.
[Tpuem TpuMeTa3uaMHA CIEyeT MPEKPATUTD, €CIIN 33 ITO BPeMsl YIyUIllIeHHEe HE HACTYIHIIO.

OcoOble rpynnsl NalMEeHTOB

1/13



Ilayuenmul ¢ Hapywenuem yHKyuu novex

VY nmanueHTOB C yMEpEHHBIM HapylleHueM (QyHKIUH mouek (kiupeHc kpeaTtuHuHa 30-60
Mir/MuH) (cM. pazaensl 4.4 U 5.2) peKOMEHAYeTCsl CHIDKEHUE JI03bl HAMOJIOBUHY, T.€. MO 1
TabJieTke, cofepkamieit 35 Mr TpuMeTa3uMHa, OJUH pa3 B CyTKH, yTPOM BO BpeMsl 3aBTpaKa.
Tayuenmsi nodwcunozo 6ospacma

Y nanueHToB TMOXHUIIOTO BO3pacTa MOXET HAOMIOAAThCs TOBBIIICHUE SKCIIO3UIUH
TPUMETA3UINHA M3-3a BO3PACTHOTO CHIKEHUS (PYHKIIMU TIOYeK (CM. paszen 5.2). Y manueHToB
C yMEpEeHHBIM HapylmieHueM (QyHKIUH T1odek (kiaupeHc kpeatuHuHa 30-60 Mi/MUH)
PEKOMEH/IyeTCsl CHID)KEHHE J103bl HANOJIOBUHY, T.e. mo 1 Tabnerke, coaepxkameil 35 wmr
TpUMETa3uMHA, OJIMH pa3 B JIEHb, YTPOM BO BpeMs 3aBTpaka. [1omOop 1036l y MalHeHTOB
MO>KHJIOTO BO3PACTa JOJIKEH MTPOBOIUTHCSA C OCTOPOKHOCTBIO (CM. paznen 4.4).

Iemu

bezonacHocTh U 3 PEeKTUBHOCTh MPUMEHEHUS TPUMETA3HIMHA Y MAllMeHTOB miafime 18 et
HE YCTaHOBJICHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco6 npumMeHeHust

JlexapctBennsiit mpenapart [lpenykran O/] cienyeT npuHUMaTh BHYTpPb, HE OTKPBIBAs KaICyy,

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

4.3. TIpoTHBONMOKA3aHMSA

o ['MnepyyBCTBUTENBHOCTD K JIEHCTBYIOIIEMY BEIIECTBY MM K JIFOOBIM BCTIOMOI'aTeIbHBIM
BElleCTBaM, [IEPEUNCICHHBIM B TIopaszaene 6.1.

o bonesnp [lapkuHCOHA, CUMITOMBI MApPKUHCOHU3MA, TPEMOP, CHHJIPOM «OECHOKOHHBIX
HOT» U JIpyTHe CBsI3aHHbIE C HUMH JIBUTATENIbHbIE HAPYIICHHUS.

. Tspxenas moyeuHast HEJJOCTATOYHOCTD (KIMpeHe KpeaTuHuHa < 30 MII/MUH).

o [Tepuon 6epeMeHHOCTH U KOPMIIEHUS TPY/bIO.

4.4. OcoOble yka3aHUsA U MepbI NPEA0CTOPOKHOCTH NPH NPUMEHEHUH

JlexapctBennblii npenapat Ilpeaykran OJ] He mpenHazHaueH Ui KYNUPOBAaHHS HMPUCTYIOB
CTEHOKapJMH 1 HE MOKa3aH JUIsl HauaJlbHOro Kypca Tepanuyi HeCTaOMIbHON CTEHOKApAUH WU
uH(papKTa MHOKapAa Ha JOTOCIUTAIBHOM 3Talle WIH B NEPBbIE JHU MOCIIUTATH3AIH.

B ciydae pa3BuTus NpuCTyna CTEHOKapJuHU CIIENYET BHOBb OLIEHUTHb CTENEHb MOPAKEHUS
KOPOHApHBIX apTepuil M, HpU HEOOXOJUMOCTH, MEPEeCMOTPETh HAa3HAYCHHOE JIeueHHe

(JIeKapCTBEHHYIO TEPAIMIO UM BO3MOKHOE IPOBEIEHHE TPOLIEYPhl PEBACKYISPU3ALINHN).
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TpumerasuauH MOXET BbI3bIBaTh WM YXYAIIAaTh CHUMITOMBI HapKHHCOHU3MA (Tpemop,
AKWHE3WIO, TOBBIIICHUE TOHYCA), MOATOMY CIEAYET MPOBOJUTH PETYISIPHOE HAONIIOJCHUE
MAIMEHTOB, OCOOCHHO TMOXKHIIOTO BO3pacTa. B COMHHUTENBHBIX CIydasx MalUEHTHI JOJKHBI
OBITH HANpPaBIIEHbI K HEBPOJIOTY ISl COOTBETCTBYIOLIETO 0OCIIEIOBAHMUS.

[Ipu nosiBNEHUH NBUTATEIbHBIX HAPYIICHUH, TAKMX KAK CUMITOMBI TAPKUHCOHU3MA, CHHJIPOM
«OECTIOKOMHBIX HOT», TPEMOp, HEYCTOMYUBOCTh TMOXOJKH, TPUMETA3UIUH CIIEyeT
OKOHYAaTEJIbHO OTMEHUT.

Takue citydan pelIki U CUMITOMBI OOBIYHO MPOXOJIAT MOCTE MPEKPAIICHUs TEPAIUU.

Y OoNbIIMHCTBA MAI[MEHTOB CHUMIITOMBI IPOXOISAT B TeueHue 4 MecAIleB IOCIEe OTMEHbI
TpuMeTa3uauHa. Eciii CUMITOMBI MapKUHCOHMU3MA COXPAHSIOTCA Oojiee 4 MecsleB IOCIe
OTMEHBI IIperapara, CleyeT IPOKOHCYJIBTUPOBATHCS Y HEBPOJIOTA.

MoryT oTMmeuarbcs Cclydyad MaJeHUs, CBSI3aHHbIE C HEYCTOMYMBOCTBIO TIOXOAKH WIH
apTepHalIbHON TUIIOTeH3UEH, 0COOEHHO Y MAIMEHTOB, MPUHUMAIOIINX aHTUTUIIEPTEH3UBHBIC
npemnapatsl (cM. pasaen 4.8).

CrenyeT ¢ OCTOPOXKHOCTBIO Ha3HA4aTh TPUMETA3UIWH TAIlUEHTaM, Y KOTOPBIX BO3MOXKHO
MOBBIIIEHUE €T0 KCIO3ULIUHU:

. pU HapyUIeHUH (PYHKIMU TOYEK YMEPEHHOU CTEeTeHU TskecTu (cM. pa3zaensl 4.2 u 5.2),
. y MOXKHJIBIX MAIIMEHTOB cTapiie 75 et (cM. paszaen 4.2).

B cocraB npenapara BxoguT caxapo3sa. [lanuentam ¢ penko BcTpeyaromencs HacaeACTBEHHON
HEMEPEHOCHUMOCTBI0 (PYKTO3bI, TIIOKO30-TallaKTO3HOM ManbabcopOiueit wim aepuuurom
caxapasbl-U30MajbTa3bl HE CIEAYET MPUHUMATD 3TOT MpEnapar.

CnoprcMenbl. JlaHHBIM JIEKAPCTBEHHBIN Tpenapar COJIEPKUT JEHCTBYIOIIEE BEIIECTBO,

KOTOPOC MOXKCET AaBaTh ITOJIOKUTCIbHYIO PEAKIHIO ITPU IMTPOBECACHUUN NOIUHI-TECTA.

4.5. B3auMmojelicTBMe ¢ JPYTMMH JIEKAPCTBEHHBbIMHM NpenapataMu U JApyrue (popmbl
B3aNMOdelCTBUA

He 6b1110 BBISIBIICHO B3aUMOJICHCTBUM C IPYTUMU JICKAPCTBEHHBIMU IIpeTapaTaMu.

4.6. @epTHIBHOCTH, 0EPEMEHHOCTH U JAKTALHUSA

bepemennocmo

JlaHHBIE O TIPUMEHEHWH TPHMETa3WuJNHa y OCpEeMEHHBIX OTCYTCTBYIOT. McciemoBaHus c
y4acTHEM >KMBOTHBIX HE BBISIBUIM HATUYHE MPSIMOTO MM HEMIPSIMOTO HETAaTUBHOTO BIMSIHUSA B
OTHOLIEHUM PENpOAYKTUBHOW ¢yHkmmu (cM. pasgen 5.3). B kadectBe  Mephl
NPEOCTOPOKHOCTH TPEANOYTHTEIBHO H30erath NPUMEHEHHs TPUMETAa3HIWHA BO BpeMs

OEpEeMEHHOCTH.
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Kopmnenue epyovio

JlaHHBIE O BBIACIEHUH TPUMETA3UAMHA B TPYJHOE MOJOKO OTCYTCTBYIOT. Puck mis
HOBOPOXKJCHHOT'0/peOCHKA HE MOXKET OBbITh UCKITIOUeH. JlekapcTBeHHbIH nipenapar [Ipexykran
O/] He ciienyeT UCHOJb30BaTh B NEPUOJ IPYAHOTO BCKAPMIIMBAHHUS.

DepmunbHocmo

W3ydenust penpoayKTUBHON TOKCHYHOCTH MTOKA3aJIM OTCYTCTBUE BIUSHUS HAa (DEPTHIIBHOCTD Y

KpbIC 000ero noma (cM. pazuen 5.3).

4.7. BuusiHHe HA CIOCOOHOCTH YNPABJSITh TPAHCHOPTHBIMHU CPeJACTBAMHU M pPadoTaTh €
MeXaHu3MaMu

B X0A€ KIMHHYCCKHX I/ICCJIG[[OBaHI/Iﬁ He OBUIO BEIABIIEHO BIHUSHUSA TpUMCETAa3uJHa Ha
MOKa3aTelu TeMOJWHAMHUKU, OJIHAKO B TEPUOJA IOCTPErHCTPAIIMOHHOTO MPUMEHEHUS
HAOJI0IATKCh CTy4Yau TOJIOBOKPYKEHHS U COHIUBOCTHU (cM. pa3zen 4.8), 4TO MOXKET MOBIUATh

Ha CITIOCOOHOCTD YTIPABJISATH TPAHCIIOPTHBIMHU CPEJICTBAMH U pabOTaTh C MEXaHU3MaMHU.

4.8. HexenarejbHble peaKIul

B Tabnuue 1 npencrtaBieH nepeyeHb HEXENAaTeIbHbIX peaklnid, KOTOpble ObLIN BBISIBICHHI B
X0J1€ KIIMHUYECKUX UCCeoBaHuM. J[aHHbIEe HeXenaTelIbHbIC PEaKIIMU KIIacCU(PUITUPOBAIIU 110
CHUCTEMHO-OpPTaHHBIM KJIacCaM M YacTOTE C MCIIOJIb30BAHUEM CIICIYIONIUX KATErOpUi: OYEHb
gacto (>1/10); wacto (>1/100, <1/10); mHeuacto (>1/1000, <1/100); penxo (=1/10000, <1/1000);
oueHb penko (<1/10000); uactoTra Heu3BecTHa (HEBO3MOXKHO OILIEHUTh HA OCHOBAaHUU
UMEIOIINXCS TAaHHBIX).

Ta6auna 1: [lepeyenb HexkeJaTeJIbHBIX peaKIMii

CucTreMHO-OpraHHbIi KJace Yacrora HexenareabHbie

peakuuu

lNosoBOKpy:k€HUE, TOJIOBHAS
Yacro
60116

CHUMIITOMBI TAPKUHCOHU3MA
. (Tpemop, akuHe3wus,
Hapy1ienust co cTOpOHBI HEPBHOM
TTOBBIIICHHUE TOHYCA),
CUCTEMBI
YacroTa HEM3BeCTHA HEYCTONYMBOCTH TTOXOJIKH,
CUH/IPOM «OECTIOKOMHBIX
HOT», IPYTHE CBSI3aHHBIC C

HHUMHU OIBUT'aTCIIBHBIC
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HapyIeHus1, 00bIYHO
oOpaTuMeble moce

HPEeKpaILICHUS TepaTun

YacToTa HEU3BECTHA

Hapymienus cua

(OecconHMIIa, COHINBOCTD)

Hapymienust co cTopoHbl oprana

CllyXa U JJaOUPUHTHBIE HApYLICHUS

YacToTa HeHM3BeCTHA

Bepturo

Hapyenust co ctoponsl cepana

Penxo

Omrymienne cepaieOneHus,
9KCTPACUCTOIIHS,

TaxXUuKapausa

Hapy1enust co cTopoHbI cOCy0B

Penxo

ApTepuanbHasi TUIIOTEH3HS,
OpTOCTAaTHYECKas
THIIOTCH3UA, KOTOpasd MOXET
COMPOBOXIATHCSI OOLIHM
HEZIOMOTaHHUEM,
TOJOBOKPYKEHUEM HIIA
nasieHueM, 0COOEHHO TIpU
OJIHOBPEMEHHOM ITpUEME
AHTHTHIICPTCH3UBHBIX
IIPEIapaToB, «IPUIUBBD)

KpOBH K KOX€ JIHMIIa

HapymeHH;I CO CTOPOHBI XKEIIYAOYHO-

KHIOICYHOI'O TPAaKTa

Yacto

bonb B JKHUBOTC, 1uapes,
JAUCIICTICHA, TOIIIHOTA U

pBOTa

YacToTa HEU3BECTHA

3anop

Hapymenust co cTOpoHbI KOXKHU U

MOAKOKHBIX TKaHEH

Yacto

Koxnas CHIIIb, KOXKHBIN 3y A,

KpallMBHHIIA

YacToTa HEM3BEeCTHA

OcTpslii reHepaIn30BaHHBII
9K3aHTEMATO3HBIN MTyCTYyJE3
(O1'310),

AHTMOHEBPOTUYECKHUM OTEK

OO611ue paccTpoicTBa U HApYILLIEHUS B

MECTC BBCACHUA

Yacrto

ActeHus

Hapymenust co cTopoHbI KpOBU U

YacToTa HEeM3BECTHA

ArpanynonuTos,
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TUM(ATHIECKON CUCTEMBbI TPOMOOIIUTONICHHUS,

TPOMOOIIUTOIICHUYECKAs

IIypiypa

Hapymienust co cTopoHbI E€UeHU U
YacToTa HEU3BECTHA T'enatur
JKCIIYCBBIBOIAIINX HyTeI/I

Coo01ieHue 0 mo03peBaeMbIX HeKeJIATEeJIbHBIX PeaKIuaX

BaxxHo cooOmare 0 T0J03peBaEMbIX HEKEIATEIbHBIX PEAKIUAX II0CIIe PErHCTPALUH
JIEKApCTBEHHOI'0 ~ Mperapara ¢ LeIbl0  O00ECHeYeHUs: HENPEepbIBHOIO MOHUTOPUHTA
COOTHOUIEHUSI «I10Jb3a — PHUCK» JIEKAPCTBEHHOTrO Mpernapata. MeauMHCKUM paboTHUKaM
PEKOMEHIyeTCsl coO0IIaTh O MOJ03PEBAEMBIX HEKEIATENbHBIX PEAKIHUAX JIEKaPCTBEHHOTO
mpenapara 4epe3 HallMOHAJIbHBIE CHCTEMBI COOOIICHHUS O HEXKEIaTeIbHbIX PEaKIUIX

rocyJapCcTB — WICHOB EBPa3niicCKOro 3KOHOMHYECKOT0 CO03a.

Pecnybnuka Kazaxcran

010000, r. Acrana, yn. A. Imanosa, 13

PI'TI na ITXB «HaunoHaJIbHBIN LHEHTP IKCIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX
uznenuiiy Komurera MeAMIIMHCKOTO U (hapMaIieBTUYECKOT0 KOHTPOJIsi MUHHCTEPCTBA
3npaBooxpaneHus PecyOnuku Kazaxcran

Ten.: +7 (7172) 235-135

On. moura: farm@dari.kz http://www.ndda.kz

Keipreizckas Pecrybnuka

720044, r. buiukexk, yiu. 3-1 Jlunus, 25

JlemapTaMeHT JIeKapCTBEHHOT'0 00eCIIeYeHHsI U MEAUIIMHCKONW TEXHUKH NPU MUHKCTEPCTBE
3npaBooxpanenust Keipreizckoit Pecriyonuku

Ten.: +996 (312) 2192 78

371. mouta: dlomt@pharm.kg

http://pharm.kg

PecnyGiiuka Apmenus

0051, r. Epesan, np. Komuraca, 49/4

AO3T «HayuHblif HEHTp SKCIIEPTU3BI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTHH UM. aKaJeMHKa
3. N'abpuensHa»

Ten.: (+374 10) 231682, 230896, 234732, 232091
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®akc: (+374 10) 232118, 232942
TenedoH ropsyeil TMHUN OTAETIAa MOHUTOPUHTA 0€30IIaCHOCTH JIEKAPCTBEHHBIX CPEJICTB!
(+374 10) 200505, (+374 96) 220505

Di1. mouta: admin@pharm.am, vigilance@pharm.am

http://pharm.am

Pecny6nuka benapych

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

VII «lleHTp 3KCHEpTU3 U UCTIBITAHUI B 3IpAaBOOXPAHCHHUI
Tem.: +375 (17) 299 55 14

®axc: +375 (17) 299 53 58

Tenedon ornena dpapmakonanzopa: + 375 (17) 242 00 29
On. noura: rceth@rceth.by, repl@rceth.by

http://www.rceth.by

Poccuiickas ®@enepanus

109012, r. Mockga, CnaBsHCKas IJI0IIAb, 1. 4, cTp. 1
®DenepanbHas ciryx0a 1o Haa30py B chepe 3ApaBOOXpaHCHHUS
Ten.: +7 800 550 99 03

Di1. mouta: npr@roszdravnadzor.ru

http://roszdravnadzor.gov.ru

4.9. Tlepemno3upoBka
HNmeercss nuiib O4eHb OrpaHUYEHHass MHGoOpMalus O Mepelo3UpoBKE TpUMeTasuauHa. B

ClIyvae Mnepeao3upoOBKU CICAYCT NIPOBOJUTE CUMIITOMATHYCCKYIO TCPAIIUTO.

5.  ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. dapmakoauHAMHYECKHUE CBOIICTBA

dapmakoTepaneBTuueckas rpymma: Kapauonorumdeckue mpenapatsl. Kapauomorndeckue
nperapartsl Apyrue. TpumeTasunH

Kox ATX CO1EB15

5.1.1. MexaHusM gelCTBUS

Coxpansisi dHEPreTUYecKril MeTaboIM3M KIETOK, MOJBEPKEHHBIX TUIOKCHH WJIH HIIEMUH,
TPUMETA3UIHH MPEeIOTBPAIIACT CHIDKEHUE BHYTPHKIICTOYHOM KOHIICHTPAIUN

aneHosunTpudocdara (ATD), Tem cambiM obecnedyrBas HOpMadbHOE (DYHKIIMOHHUPOBAHHE
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MeMOpaHHBIX MOHHBIX KaHAJIOB U TPAHCMEMOpAHHBIM NMEPEHOC MOHOB KalMs W HATPHUS NPU
COXpaHEHHMHU KJIETOYHOTO FrOMEO0CTa3a.

Tpumerasunud WHTUOMpPYeT [-OKUCIEHHE OJKUPHBIX KHCIOT 3a CYeT OJOKHPOBKH
JUIMHHOLIENOYeYHOU 3-keroanuin-KoA-Tromnassl, KOTOpas yCHIMBAET OKHCIEHUE TIIOKO3bl. B
UIIEMUYECKU TOBPEKICHHON KJIETKE YHEpPrusi, MOJyuyeHHasi BO BpeMsl OKHUCIICHHS TIIFOKO3BI,
TpeOyeT MeHbIIero NoTpedIeHns: KUCI0poa, YeM B pouecce B-okucienus. Ilorennuposanue
OKHCIICHHSI TJIIOKO3bl ONTUMHU3UPYET KIETOYHBIE SHEPreTHYECKHE IPOLECCHl, TEM CaMbIM
NOJEP>KUBask HAAJIeXKAIIUN SHEPreTUYECKU OOMEH NP UILIEMHUU.

5.1.2. ®apmakoguHamuyeckue d3HQPeKTh

Y manuMeHToB C HWIIEMHUYECKOH OONE3HBIO cepAla TPUMETAa3HIUH JEHCTBYeT Kak
METa0OJMYECKUI areHT, COXpaHssi YPOBHU BBICOKOXHEPreTHYecKoro Qocdara B KIETKaX
MHUOKap/a. AnTunmemuueckud  3ddext  mocturaercs 6e3 COITyTCTBYIOLIUX
reMOJIMHAMUYEeCKUX 3P (HEKTOB.

5.1.3. Knunanyeckas 3¢p(eKTUBHOCTh U OE30MACHOCTh

PesynbraThl MPOBEACHHBIX KIMHMYECKHX HCCIEAOBAaHUN TOoATBepAWiIN 3(QeKTHBHOCT U
0e30MacHOCTh MPUMEHEHHS TPUMETA3HIMHA Y TTAIIEHTOB CO CTAOMIIbHOM CTeHOKapIuel Kak B
MOHOTEPAINHU, TaK U B T€X CIy4asx, Koraa 3pQexT Ipyrux aHTHaHTMHAIbHBIX JIEKAPCTBEHHBIX
npenapaTroB ObLUT HEJJOCTATOYHBIM.

B nBoitHoM ciierioM, mianedo-KOHTPOIHMPYEMOM HCCIIEAOBAHUH ¢ ydacThueM 426 malueHTOB
(TRIMPOL-II) no6apnenue tpumerazuanHa (60 Mr/cyTku) K Tepamuu merorpoinonom 100
mr/cyT (50 Mr 2 pas3a B CyTKH) B TeueHHe 12 Helenb CTaTUCTUYECKHU JOCTOBEPHO YIIYUIIMIIO
pe3yJbTaThl HArpy30YHBIX TECTOB M KIMHMYECKHE CHUMIITOMBI IO CPaBHEHHUIO ¢ TUIarefo:
00IIyI0 UTUTENbHOCTh Harpy3o04Hbix TectoB (+20,1c, p=0,023), obmiee BpeMs BBITOJHCHHS
Harpysku (+0,54 METS, p=0,001), Bpems 10 pa3Butus aenpeccuu cermenta ST Ha 1 mm (+33.4
¢, p=0,003), Bpems mo pasButHs npuctyna creHokapaunu (+33.9 ¢, p<0,001), kommuecTBO
npuctynoB creHokapauu B Hegemo (-0,73, p=0,014) u norpebiieHue HUTPATOB KOPOTKOTO
neiicteus B Henemo (-0,63, p=0,032), 6e3 reMoAMHAMUYECKUX U3MEHEHUIA.

B nBoitHOM cnenom, miane0o-KOHTPOIUPYEMOM HCCIEIOBAHUU € yyacTueM 223 MaIleHTOB
(Sellier) nmoGaBnenume TpumerasunuHa B (GopMme TaONETKH C MOIUPHIMPOBAHHBIM
BBICBOOOKJIEHHEM B 03¢ 35 Mr (2 pasza/CyTKM) K Tepamuu aTeHOJoJoM B jo03e 50 mr
(1 pas/cyTkn) B TedeHue 8 HeNeTb MPHBOAWIO K YBEIMYCHUIO BPEMEHH 0 DPa3BUTHS
uimemMuueckoil nemnpeccun cermenta ST Ha 1wmm (+34,4c, p=0,03) npu mnposeneHUH
Harpy304HbIX T€CTOB B MOArpyMmIe nauueHToB (N=173), nmo cpaBHeHuto ¢ mianedo, yepes 12
9acoB IOCIIe TPHeMa TMperapara. JTa pa3HuIa ObUIa TaKKe MMOKa3aHa U UTSI BpEeMEHH Pa3BUTHS

npuctynos creHokapauu (p=0,049). He BbIsIBI€HO TOCTOBEPHBIX pa3IuUMil MEXIY rpynnamMu
8/13



JUTSL IPYTHX BTOPUYHBIX KOHEYHBIX TOYEK (0011ast JTUTENbHOCTh HArPY304YHBIX TECTOB, 00111ee
BpEMsI HATPY3KHU U KIIMHUYECKUE KOHEUHBIC TOUKH).

B tpexMecsyHOM paHIOMU3MPOBAHHOM, JBOMHOM clienioM HuccienoBanuu (Vasco) ¢ yuactueM
1962 mnarmueHTOB TpHMETa3uauH B JABYX jgo3upoBkax (70 mr/cytkm m 140 wmr/cytku) B
cpaBHEHHMH C Tutaniebo ObUT 00aBieH K Tepanmuu areHosnoidoMm S50 mr/cytku. B obmieit
MOMYJISIIAY, BKJIIOYAsl MAIMCHTOB Kak 0e3 CUMITOMOB, TaK M C CUMITOMaMHU CTEHOKap.IUH,
TPUMETA3UJAUH HE MPOJEMOHCTPUPOBAT MPEHMYIIECTB [0 JSProMeTpudeckuM (oOmas
JUIMTEIIbHOCTh HArpy304HbIX TECTOB, BpeMs [0 HACTYIUICHHUS MIIEMUYECKON Jenpeccuu
cermeHTta ST Ha 1 MM M BpeMs 10 pa3BUTHUS MPUCTYINA CTEHOKApIWU) U KIMHUYECKUM
KOHEUYHBIM ToukaM. OJHAKO MpPU PETPOCHEKTUBHOM aHAIIM3E B MOJrPYIIIE MAIMEHTOB C
CUMITOMaMu CcTeHOoKapauu (N=1574) Obuto mokazaHo, 4to Tpumerasuaud (140 wmr)
3HAYUTENIBHO YJIY4IIWI o0Iiee BpeMsi Harpy3ouHoro tecta (+23,8 ¢ mo cpaBHenuro ¢ +13,1 ¢
st nane6o; p=0,001) u Bpemst 10 pa3BUTUS NIPUCTYIA CTeHOKapauu (+46,3 ¢ 1o cpaBHEHUIO
¢ +32,5 misg mnare6o; p=0,005).

B TpexmecsuHOM paHIOMH3UPOBAHHOM, JBOMHOM CIIEIIOM HCCJIEAOBAaHUU C ydactuem 165
MAIMEHTOB MpH JOO0ABJICHUHM TPUMETa3UAWHA K OOBIYHON AaHTHAHTHHAIBHOM Tepamnuu u
Tepanuu JUisi BTOPUYHOW MpoduiIakTuku, OBLIO MOKa3aHO, 4yTo Mpoduiab Oe30macHOCTH
TpuMeTa3uanHa B 03¢ 80 MI' OJIMH pa3 B CYTKH aHAJIOTHYEH MPOPUIIO TPUMETA3UIHHA B
dopme TabneTkn ¢ MOAU(PHUIIMPOBAHHBIM BBHICBOOOXAEHUEM B 1103e 35 Mr (2 pasza/cyTku). He
co00Ianoch O KakuX-THOO HENpPeABUACHHBIX HEXKeNaTeIbHBIX pEaKIHUsIX, U B XOJIe
MCCIIeIOBaHMsI He ObUIO BBHISBJICHO MPOOJIEM B OTHOIICHUU MpUeMa TpUuMeTazuauHa B 1o3e 80
MT OJIMH pa3 B CYTKH.

5.1.4. [ern

[Ipeaykran O/l HE MPOXOAMI U3yUEHHUS] Y OJTHOM UM HECKOJIBKUX MOArpyI aereid. CM. pa3aen

4.2. 10 NIPUMEHEHNUIO y JIeTEM.

5.2. dapmakoKHHeTHYeCKHe CBOIiCTBa

5.2.1. A6copOrus

[Tocne mnpuema BHYTps Kancyinsl Ilpenykran OJl TpumeTasuauH HMMEET JIMHEWHBIN
(dapMakOKMHETHUECKUH MPOPMIb U JIOCTUTaeT MaKCUMalIbHOW KOHIIEHTpAallMH MPUMEPHO
yepe3 14 dacoB nocne npuema. B nHTEpBanax Mexay npuemamu, T.€. B T€UeHUE 24 4acos,
KOHLEHTpalusl TPUMETa3UJIMHA B IUIa3ME€ KPOBHM Ha NpPOTsKEHMHM 15 gacoB mocie mpuema
Ipernapara COXpaHSEeTCsl Ha ypoBHE He MeHee 75 % OT MaKCHMMajJbHOM KOHLEHTpPALWH.

PaBHOBecHOE cocTOsiHUE AOCTUTaeTcs ocie npueMa 3-i 1036l (uepe3 3 cyTtok). [Ipuem nuiu
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HE BIUSET Ha (DApMAKOKMHETHKY TPUMETa3HJIUHA MPU IpUeMe JEKapCTBEHHOIO Ipenapara
[Ipeaykran O/I.

5.2.2. Pacmpenenenue

O0mweM pacrpenenenus coctaBisieT 4,8 J/Kr; CTeneHb CBA3bIBaHUS C O€JIKaMM IU1a3Mbl KPOBU
Hu3Kast (okosio 16 % in vitro).

5.2.3. BrbiBenenue

TpumeTa3uuH BBIBOJAUTCS B OCHOBHOM TOYKaMH, TJIaBHBIM 00pa3oM, B HEU3MEHEHHOM BUJIE.
[Tepuon nonyBBIBEAEHUS COCTABIIAET OKOJIO 7 U Y MOJIOABIX 30POBBIX JOOPOBOJIBLIEB U 12 4 —
y MalMeHTOB MOKUIIOro Bo3pacTta (crapiie 65 jer).

OOumii KIMpEeHC TPUMETA3UIMHA TIaBHBIM 00pa3oM COCTOMT M3 IMOYEYHOTO KIMPEHCA,
KOTOpBIM MpPSIMO KOPpENHUPYET C KIMPEHCOM KpeaTMHHHA, W B MEHbILIEH CTENEHU U3
IIEYEHOYHOT'0 KIIMPEHCA, KOTOPBIM CHIKAETCS ¢ BO3PACTOM MALUEHTA.

Oco0ble rpynibl NalueHTOB

Tayuenmuwr nodwcunozo eospacma

Y [anuMeHTOB MOXWIJIOIO BO3pacTa MOXKET HaOJI0aThCs MOBBILICHHAS AKCHO3UIMUS
TpUMETa3WJAMHA W3-32  BO3pPACTHOrO  CHWXKEHMS  ¢yHKkuuum 1nouek. CreuuanbHoe
(apMaKOKUHETHYECKOE HCCIIEJ0BAaHUE C Y4YacTHEM MOXHWJIBIX HanueHTtoB (75-84 ner) mnu
OYCHb MOXKHIIBIX (> 85 JIeT) MarueHToB, M0Ka3ajo, YT0 yMEPEHHOE HapyIIeHNE ()yHKIIHH ITOYEK
(xmupenc kpeatuauHA OT 30 10 60 MJI/MHH) MOBBIIMIAIO SKCIIO3UIINIO0 TpuMeTazuanHa B 1,0 u
1,3 pa3a, COOTBETCTBEHHO, 110 CpaBHEHHIO ¢ Oojiee MojojpMu manueHTamu (30-65 ner) c
YMEPEHHBIM HapylIeHUueM (PyHKIIUH MOYeK.

CrnennanbHOE KIMHUUYECKOE UCCIIeI0BaHUE, TPOBECHHOE B MOMYJIALNN NAllMEHTOB MOXKHIOT0
Bo3pacta (crapmie 75 1neT) ¢ TpuUMEHEHHWeM TpuMeTasuauHa (B Qopme TaOJIeTKH ¢
MOJU(HUIMPOBAHHBIM BBICBOOOXAEHUEM, cojepxkaliei 35 Mr Tpumera3suauHa) B J03€ 1o 2
TabJIETKHN B CYTKH (B 2 Ipuema), oKa3ajio B CpeJIHEM JIBYKPaTHOE MOBBIIIEHNE YKCIIO3ULIUH B
I1a3Me KPOBH Y MAllMEHTOB C TSHKEION MOYEUHON HEJ0CTaTOYHOCThIO (KIMPEHC KpeaTHHUHA
Huke 30 MJI/MUH) 110 CPaBHEHUIO C MAllMEHTaMU C KIMPEHCOM KpeaTHHHMHA Bblie 60 MiI/MUH.

He 65110 BbISIBIIEHO KaKuX-1100 MpoOieM B OTHOLIEHUH 0€30MacHOCTH y MAllMEHTOB cTaplie
75 neT o CpaBHEHUIO C OOLIeH MOMyJIAUEH.

Tayuenmol ¢ napywenuem @yHKYyuu nouex

DKCMO3ULMS TPUMETa3uIuHa B CpeiHEM ObLTa yBenudeHa B 1,7 pa3 y MallMeHTOB ¢ YMEPEHHBIM
HapyueHneM QyHKIMH novek (KiupeHc kpeatununaa ot 30 1o 60 ma/mMuH), 1 B cpeaHeMm B 3,1
pa3a — y MalKUEHTOB C TSKEJION MOYEUHON HETOCTATOYHOCTBIO (KIMPEHC KpeaTuHnHa Hyke 30

MJI/MHH) [0 CPaBHEHUIO CO 3/I0POBBIMH JOOPOBOJIbIIAMH C HOPMAJIbHOM (yHKIMEH MMoYeK.
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He Obu10 BBISBICHO KaKWUX-TMOO MPOOJIeM B OTHOIICHUH OE30MAaCHOCTH Y 3TOW MOIYJISIIUN
NAIMEHTOB [0 CPABHEHUIO C OOIICH MOMyJIAIUeH.

Jemu

dapMaKOKMHETHKA TPUMETAa3UANHA y IeTei U MOAPOCTKOB B BO3pacTe 10 18 JeT He n3ydanach.
5.3. JIoKJIMHHYECKHE JaHHbIE 10 0€30IaCHOCTH

HccnenoBanust XpOHUYECKONH TOKCHYHOCTHU TIPH MEPOPATBHOM ITyTH BBEACHUS Y cobak (0T 5
o 40 mr*xr*nl) m xpeic (or 5 mo 200 mr*kri*;?!) moxasamm xopommii mpodunb
0e30MacHOCTH.

Hu sm6proderorokcnuecknii 3 hekt, HU TepaTOreHHOCTh He OBLITM OOHAPYIKEHBI Y MBIIICH U
KposukoB. Ob1iee uccneoBaHue PenpoAyKTUBHON (YHKIIMU M SMOpHOTeHe3a y 3 MOKOJCHUN
KPBIC HE BBISIBUIIO aHOMAJIUH.

['eHOTOKCHYECKHI MOTEHIMAN ObLT TIIATENLHO W3YyYeH B UCCIEAOBAHMSX IN VIitro, BKIOYas
OLIEHKY MYTareHHOTO M KJIACTOT€HHOIO MOTEHIMala, U B OJJHOM HCCIeaoBaHuu IN Vivo. Bee

TECTHI OBUIN OTpHULATCIIbHBIMHU.

6. ®APMAIIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcmoMoraTeJbHBIX BelllECTB
Kancyna

CaxapHnsle cepsl, copeprkaiime caxapo3y U KyKypy3HbIi Kpaxmai
I'unpomennosa

OTUILEITI0NI03a

TpuOyTunaneTuanuTpar

Tanbk

Marnus creapar

Obonouka kancynvl

Kenatun

Tutana auoxcun (E 171)

Kenesza okcun kpacusiii (E 172)

Tleuams 1020muna u Haonucu Ha Kancyie
emnax (E 904)

Turana nuokcun (E 171)

CHUMETHUKOH

[Mponunenriukons (E 1520)

Ammonus ruapokenn 28 % (E 527)
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6.2. HecoBMecTHMOCTDH

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs)

3 rona.

6.4. Oco0ble Mepbl MPeI0CTOPOKHOCTH NIPH XPaHEHHH

XpanuTth nipu Temneparype He Boie 30 °C.

6.5. XapakTep u cojiep:kaHue NePBUYHON YIAKOBKH

[To 10 kamcyn B Gmuctep u3 ombru xomomnoro ¢opmosanus (ITA/An/TIBX) u donsru
AIIOMHHNEBOU Te4aTHOH JakupoBaHHOH. [To 3 mim 6 O1uCTepoB ¢ MHCTPYKIMEH (JIMCTKOM-
BKJIQIBIIIEM) B ITaYKy KapTOHHYIO, C KOHTPOJIEM IIEPBOTO BCKPBITHS (TIPH HEOOXOJMMOCTH).

He Bce ynmakoBKH MOT'YT IPUCYTCTBOBAaTh Ha PHIHKE.

6.6. OcoOble Mepbl MNPeJIOCTOPOKHOCTH TNPHM YHUYTOKEHHUHM HCIOJIb30BAHHOIO
JIEKAPCTBEHHOr0 Mmpenapara MJIHM OTXO0A0B, IMOJYYEHHBIX IOcjde TPHMEHEHHSs
JIEKapPCTBEHHOI0 Npenapara ujiM padoTel ¢ HUM

Hukakux ocoObIx TpeOOBaHUN K yTHIIN3ALNH.

Bechb ocraBumiics JIeKapCTBEHHBIN NTpenapaT U OTXOAbI CIELYyEeT YHUYTOXKNUTh B COOTBETCTBUU

C YCTAHOBJICHHBIMU HAIITMOHAJIbBHBIM 3aKOHOAATCIILCTBOM Tpe6OBaHI/I$[MI/I.

1. JNEPKATEJIb PETUCTPAIIMOHHOT'O YAOCTOBEPEHUSA

OpaHius

"Jlabopatopuu Cepsbe" / Les Laboratoires Servier

92284 dpanrus, Cropen Cenekc, yi. Kapuo 50 / 50 rue Carnot, 92284 Suresnes Cedex,

France

7.1 TIPEACTABUTEJIb JEPKATEJISI PETUCTPALHMOHHOI'O
YAOCTOBEPEHUA

[IpeTen3un moTpedbuTenel HarpaBsATh MO aIpecy:

Poccuiickasg @enepanusa PecniyOnuka Kazaxcran u KeIpreizckas
AO “Cepsne” PecniybOnmka

TOO “Cepsne Kazaxcran”
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Anpec: 125196, r. MockBa, yi. JlecHas, Anpec: 050020, r. Anmatsl, np. JJocTbik
oM 7, atax 7/8/9 310

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

daxc: +7 (495) 937 07 01

Pecny6inka benapych PecnyOnuka ApmeHust
IIpencraButensctBo YAO “Les [TpencraButenscTBO “Jlaboparopun
Laboratoires Servier” (dpaniy3ckas CepBbe”

Pecry6uka) B Pecriyonnke benapych Anpec: 0002, r. EpeBan, ynuia AMupsiaa,

Anpec: 220030, r. Munck. yi. MscaukoBa, 15, maraszun 100, Kentpon
70, od. 303 Ten.: (+374 10) 505074
Ten.: +375 (17) 306 54 55

8.  HOMEP PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUS
JITI-Ne000215-PI'-KZ

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

JII-Ne000215-T'TI-BY

JIT-Ne000215-TTI-KG

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

9. JATA MNEPBUYHOM PEI'’MCTPALIUN (MOATBEPXKJIEHUSA
PEIT’MCTPALIUNA, IEPEPETUCTPALINN)

JlaTa nepBUYHON PErUCTPALINH:

B PecniyOnuke Kazaxcran: 03 urons 2021

B Pecniy6niuke Apmenust: 17 ¢espans 2023

B Pecny6nuke benapycs: 16 aBrycra 2022

B Keipreizckoit Pecrrybmmke: 22 ntomnst 2022

B Poccutickoit ®enepanuu: 27 mas 2022

10. JIATA MMEPECMOTPA TEKCTA
#<{MM/ITTT}> <{JU/MM/TTTT}> <{JII mecs [TTT}>#
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