IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

IIPETYKTAJI® O1I 40 mr (PREDUCTAL® OD 40 mg)

IMPEOYKTAJ® O1 80 mr (PREDUCTAL® OD 80 mg)
Cknao:
Oitoua pevosuHa: trimetazidine;

[Tpenykran” OII 40 Mr

1 Kamcyna nIponIoHT0BaHOl fil TBepHa MiCTUTh 40 MT TpUMeTa3uANHY AUTITPOXTIOPUAY;

donomidicHi pevoguHu: IYKOP ChepuyHUi*, TimpoMeno3a, eTUIIEN0NI03a,
aleTUNTPUOYTUIIUTPAT, TalIbK, MarHito cTeapar;

o0oJioHKa Karcynu: Tutany miokcun (E 171), xenatus; yopuuno: menak (E 904), mporineHrnikonb
(E 1520), amiaky po3uuH KoHLeHTpoBauuu (E 527), kanito rigpokcup (E 525), Tutany giokcupn
(E 171), 3ani3a okcup yopuuii (E 172);

IIpenykTan® OJI 80 Mr
1 xarmcyna mpoJIoHTOBaHOI il TBEpAa MiCTUTh 80 MT TPUMETA3UAUHY OUTiAPOXIIOPHULIY;

donomiscHi peyoguHu: IYKOP ChepudHU*, TimpoMeno3a, eTUIIEeN0I03a,
aleTUNTPUOYTUIIIUTPAT, TallbK, MarHito cTeapar;

000JI0HKa Karcynu: Tutany giokcun (E 171), xkenaTuH, 3anisa okcup yepBonuii (E 172); wopHUno:
rna3yp umenaky-45% (20 % etepucdikoBaHuil) B eTaHoi, TUTaHy giokcup (E 171), cuMeTHKOH,
npominenriikons (E 1520), amonito rimpokcup 28 % (E 527).

* [Iykop cpepuurull (710-850 mxm) micmumb caxapo3y ma KyKypyo3aHUlU KpoOXmdab

JlikapcbKa ¢popma. Kancynu npoioHroBaHol fil TBEPA.
OCHoB8HI (i3uko-ximiuHi 81acMuBoCcmi:

IIpenykTan® OJI 40 Mr: KaICyy GiIoro KOJIbOPY PO3MIpy 3, 10 MiCTATh CepUUHi rPaHyIH, BKPUTI
00010HKO10, 6iroro a6o Maiixke 6ilIoro KOILOPY, 3 TOTOTUIIOM KOMITaHii Ta HagmucoMm «40»,
HaHECEeHMMU Ha KPUIIeYKy KalCyJU CIpUM YOPHUIIOM.

HpegyKTaJI® OJl 80 Mmr: Karcynau po3Mipy 2 3 KopirycoM 0ifIoro KOMbopy Ta KPUIIEYKO0
IIOMapaHYeBO-4ePBOHOr0 KOJILOPY, III0 MiCTATh ChepPUYHi rPaHy I, BKPUTI 000JI0HKOI0, 6isToT0
abo maiixke 6iJIOro KOMbOPY, 3 JIOTOTUIIOM KOMIIaHil Ta HaanucoM «80», HaHeCeHUMH Ha
KPUIIEYKY KamCynau 6iuM YOPHUIOM.



dapMmakoTepaneBTHYHA rpymna. Kapmionoriuui 3acobu. Tpumertasunus. Kog ATX CO1E B15.

dapmakono2iuHi e1acmueocmi.

®apmakoduHamika.

MexaHi3M mil

3aBasiky 30epeKeHHI0 eHepreTUYHOr0 MeTab0I1i3My ¥ KJIiTHHAX, SKi I0oTeprnaTh Bif Trimokcii abo
immemil, TpuMeTa3uANH 3am06irae 3MeHIIEHHIO PiBHS BHYTPIIIHLOKIITUHHOTO AT®, 3a6e3meuyoyu
TUM CaMUM HaJjiekHe (YHKI[IOHyBaHHSI i0HHUX HACOCiB Ta TpaHCMeMOPaHHOT0 HaTPi€eBO-KalieBOro
TIOTOKY IIpu 30epexXeHHi KIIITUHHOTO TOMEOCTa3y.

TpuMeTasuguH iHTiOyE B-OKMCHEHHS XKUPHUX KUCIOT, OI0KYI0YX OOBTONIaHLIOT0BY 3-KeToanun-KoA
tionasy (3-KAT), mo migBuiilye OKMCHEHHS TTII0KO3U. Y KJIiTHHAX B YMOBaX ileMii mpoiec OTpuMaHHSs
eHepril IIIIX0M OKMCHEHHS TJTI0K03U IOTpebye MeHIlle KHCHIO MOPIiBHSHO 3 MPOIIeCOM OTPUMAaHHS
eHepril IUIIXoM B-OKMCHEHHS XXKUPHUX KUCTIOT. [loCuNIeHHS IpoLieCy OKACHEHHS TTIIOKO3U ONTUMI3Ye
eHepreTUYHi IIPOIeCH y KJIiTHHAX, Ta BiOIOBIHO, MiATPUMYy€E AOCTaTHi! MeTaboJ1i3M eHepril B yMoBax
imemii.

dapMakonmHaMidHi eheKTH

Y marrienTiB 3 imemiuHOI0 XBOPOOOIO CEPIIST TPUMETA3UAUH MIi€ K MeTabomiuHuit areHT, 30epiraroun
BHYTPIIIHBOKJIITUHHI PiBHI BUCOKOEHepriiHuX pocdaTiB y MioKaphi. AHTH-iIeMiuHi epeKTu
mocsraoThcs 0e3 CymyTHIX reMoguHaMiuHuX eeKTiB.

Kniniyna ebekTHBHICTh Ta 6e3meka

Kniniuni mocmimxeHHS MPOIeMOHCTPYBaik e(eKTUBHICTL Ta 0€3IMeKy 3aCTOCYBaHHS TPUMETA3UOUHY
IJIs TiKYBaHHS MAIiEHTIB 3i cTabiTbHOI0 CTEHOKAP/ielo K Y MOHOTepallii, Tak i y pa3i momaBaHHS OO
iHIITMX aHTHAHTIHAIbPHUX JTIKapChKUX 3aC00iB IPH iX HEOOCTATHIN e(peKTUBHOCTI.

PaHpmoMi3oBaHe MMOABifiHe cIille m1aneb0-KOHTPOIboBaHe JociimKeHHs (TRIMPOL-II) 3 yyacTio
426 mallieHTiB MPOIeMOHCTPYBAJIO, 110 oJaBaHHs TpUMeTa3uauHy 60 Mr Ha 100y DO METOIPOJIONTY
100 mr (50 mr gBiui Ha moOy) mpoTsAroM 12 THXKHIB IPHU3BEJIO OO HOCTOBIPHOTO IOKPAIIEHHS
[IOKa3HUKIB TECTIB i3 HaBaHTaXKEHHSM Ta ITOKpallleHHS KIiHIYHUX CUMIITOMIB IIOPIBHAHO 3 TAKUMU
IIPY 3aCTOCYBaHHI mane6o: 3aranbHa TPUBaliCTh HaBaHTaxeHHS - 20,1 ¢, p=0,023; 3aranpHa
BHKOHaHa pobora - 0,54 MET c, p=0,001; gac mo nosieu 3uuxkeHHs ST-cermenTa Ha 1 MM - 33,4 c,
p=0,003; yac mo BUHMKHEHHS Hamnagy cTeHokapnil - 33,9 ¢, p<0,001; KinpKicTh HamlafiB
CTeHOKapAil/TuxpaeHs - -0,73, p=0,014; 3acTocyBaHHS HiTpPaTiB KOPOTKOI Ail/TUXKOEHS - -0,63,
p=0,032, 6e3 3MiHM MOKa3HUKIB reMOIMHAMIKH.

PanpomizoBaHe IOABifiHE Cline miaane00-KOHTPOIbOBaHe JociimkeHHs (Sellier) 3 yyacTio 223



Malli€eHTiB MPOJEMOHCTPYBAO, 10 y MiArpyIi mauieHTiB (n=173), IKUM qofaBaiyu TPUMETa3uAuH,
tTabneTku MomudiKoBaHOT0 BUBiIIbHEHHS, I0 35 Mr (gBa pa3u Ha go0y) mo 50 Mr aTeHo0my (OOUH pas
Ha g00y) mpoTsroM 8 THXKHIB, Bif3Havanocs nocToBipHe 30inbimenHs ( 34,4 ¢, p=0,03) yacy mo mosiBu
3HUKeHHA ST-cerMeHTa Ha 1 MM y TecTax i3 HaBaHTaXXEHHIM IIOPiBHSAHO 3 TAKUM IIPU 3aCTOCYBaHHI
nnaine6o yepes 12 rogus micisa mpuiioMy npemnapary. TaKox MiATBepAXKeHO NOCTOBIPHY Pi3HUINO 3a
II0OKa3HMKOM Yacy 0O BUHMKHEHHS Hamafay cTeHokapgil (p=0,049). 3a iHmuMY MoKa3HUKaMu
BTOPMHHUX KiHIIEBUX TOYOK MiXK [IBOMa I'PylaMu Malli€HTiB JOCTOBIPHOI Pi3HULII BUSIBIEHO He Oy0
(3aranpHA TPHBAIICTh HABAHTAXKEHHS, 3arajbHa BUKOHAHA Po0OTa Ta K/IiHiUHI KiHIIeBi TOYKH).

Y xofi paHAOMi30BaHOTO MOABIMHOTO CJIIMOTO AOCHIAXKEHHS (OOCIiAXKeHHS Vasco) 3 y4acTio
1962 marrieHTiB, sKe TpuBaio 3 Micslli, go Teparii aTeHoonoM y fo3i 50 Mr Ha [o0y momaBanu
TpUMEeTa3uguH y 7031 70 Mr Ha moOy ab6o 140 mr Ha mo0y abo mamebo. Y 3aranbHid MOMyAsLil,
IO BKJTIOYasla MallieHTiB i3 cuMnToOMaMu Ta 0e3 HUX, TPHMETa3uouH He IIPOIeMOHCTPYBaB
IIepeBar SK 3a eproMeTPUYHUMHU MOKa3HUKaMU (3arajbHui 4ac (pi3uyHOro HaBaHTaXKeHHS,
Yac [0 MosiBY 3HUKeHHsS ST-cermMeHTa Ha 1 MM Ta 4ac J0 BUHUKHEHHS Hallafly CTeHOKapAil),
TaK 1 3a KJIIHIYHUMU KiHI[eBUMU ToYKaMu. OOHaK B MiArpyIIi MAUi€HTIB i3 CUMITOMaMU
(n=1574) 3acTocyBaHHS TpUMeTa3uOuHy y m03i 140 Mr Ha J0o0y MOCTOBIpHO ITOKPAIIYBao 3araabHUM
yac ¢isnuHoro HaBaHTaxeHHs ( 23,8 ¢ mpotu 13,1 ¢ nnanebo; p=0,001) Ta yac 0o BUHUKHEHHS
Hamafay cteHokapmil ( 46,3 ¢ mpotu 32,5 ¢ mnanebo; p=0,005).

PanpomizoBaHe NOABiVHE CIlille HOCIIIXKEHHS [IePeHOCUMOCTI 3 y4acTio 165 namieHTis, gke
TPUBAO 3 MiCslli, TPOOEeMOHCTPYBaJo, 10 ITpodins 6e3meku TpuMeTasuauHy 80 Mr onuH pas
Ha o0y Ha TIi SIK pyTUHHOI aHTUAHTiHAJIBHOI Tepallii, Tak i BTOPpUHHOI TPeBEHTUBHOL
Teparlril, BiglloBiaB TaKOMYy [JIs TPpUMeTa3uauHy MR 35 Mr fgBa pasu Ha go0y. [Ipo HeouikyBaHi
mo6iuHi peakilil He MOBIMOMIISNIOCS, Ta OOCHIIXKEeHHS IIPOIEMOHCTPYBAJIO BiICYyTHICTh OyIb-IKOT0
3aHENOKOEHHS 11010 Oe3MeKH, OB I3aHOT0 3 OOHOKPATHUM IIPUOMOM TpuMeTa3uguny 80 mr.

dapmakoKiHemuxka.

AGcop0itis

[Ticns mepopaibHOTO 3aCTOCYBaHHSA Kalncynu TpuMeTasuguHy 80 Mr apMaKoKiHEeTUYHUYN IPOPiib
TpUMeTa3ugUHY € PIBHOMIPpHUM, MaKCHUMaJibHa KOHI[EHTpaLlis TPUMeTa3UuaUHY JOCATAEThCS
npubnu3Ho Yyepe3 14 roouH Mics MpUHOMY IIpenaparty. BipomoBxk Mixkno30Boro iHTepBany (24
TOOWHU) KOHIIEHTPAIlid B MJIa3Mi KPOBi 3aUIIAETHCA IPOTATOM 15 roguH Ha piBHI He MeHIIe 75%
MaKCcHUMaJbHOI KoHIeHTpanii. CtabinbHa KOHIIEHTpAllisl JOCATAaEThCS MMiC/Is IPUoMY TPeThol fo3u (3
moOm).

[TpuitoM ixki He BIIMBa€e Ha (hapMaKOKiHETHYHI XapaKTEePUCTUKY TPUMETAZUIUHY.

Posnmopin

OG6’eM po3mominy CTaHOBUTE 4,8 11/KT; 3B’A3yBaHHS 3 Oimkamu HU3bKe (16 %).

Busenenns

TpumeTa3ugvH BUBOOUTLCS B OCHOBHOMY i3 cedelo, IepeBaxkHO y He3MiHeHi# ¢opmi. [Tepiog
HalliBBUBEJIEHHSI CTAHOBUTD Y CEPEOHLOMY 7 TOOMH Y 3MOPOBUX MOJIOAUX HOOPOBOJIBLIIB Ta 12 TOOUH y
ocib niTHBOTO BiKY (Bifg 65 pokiB). [IoBHE BUBENEHHS TPUMETa3UOUHY € B OCHOBHOMY PE3y/IbTaTOM
HUPKOBOTO KJIIPEHCY, SIKUU KOPEJIIOE 3 KIIIPEHCOM KpeaTHUHIHY, Ta MEHIIIOI Mipo0 € Pe3yIbTaToM
IIeYiHKOBOT'0 KJIIPDEHCY, SKUU 3 BIKOM 3MEHIIYEThHCS.



Oco06MBi KaTeropii mairieHTiB

ITayieHmu AIMHbBO20 BiKY. Y TAIliEHTIB JIITHHOTO BiKy MOXKJIMBE IiIBUIIEHHS KOHIIEHTPAIlii
TPUMeETa3uOUHYy Yepe3 BiKOBe 3HUKEHHS QyHKIIii HUPoK. CrelrianbHe (papMaKoKiHETHUUHE
MOCITi?)KEeHHS 3 y4acTIo MallieHTiB BikoM 75-84 pokiB a6o = 85 pokiB moKa3aso, 110 y MallieHTiB i3
NOpYyIIeHHAM (QYHKIIIl HUPOK IIOMIPHOTO CTyIeHs (KiipeHc KpeaTuHiny 30-60 Mi/XB) KOHIIEHTPALiS
TpuMeTa3uguHy migsuilyBanacek y 1,0 ta 1,3 pa3a BiAIOBIgHO MOPIBHAHO 3 MOJIOAIIMMY MallieHTaMU
(Bixom 30-65 pokiB) 3 mopyiieHHIM GYHKIIII HUPOK ITOMipHOTO cTyneHs. CrellianbHe KITiHigHe
OOCIIIXKeHHS 3 Y4acCTIO MMallieHTiB JIITHHOTO BiKYy (Bif 75 POKIiB), SIKi 3aCTOCOBYBall TpPUMeTa3UuANH
MR 35 mr (1 TabneTka) gBa pa3u Ha 0o0y, 3 aHa/Ii30M pPe3y/IbTaTiB 3a KiHETUYHUM
MOMYJSALiMHUM MeTOJIOM IT0Ka3aJlo MiiBUIlleHHS KOHIIEHTPallil y I1a3Mi KpOBi B CepeqHbOMY
y 2 pa3u y NalieHTiB 3 MOPYLIeHHAM (YHKII1 HUPOK TSAXKKOTO CTyleHs (KIipeHC KpeaTuHiHy
< 30 MJ1/XB) IOPIBHAHO 3 MalliEcHTAMU i3 KJIipeHCOM KpeaTuHiHy > 60 Mi/xB. Y Liu
TIOTYJISIIIii He CIIOCTepiranocs XkKOMHUX 3aHETIOKOEHD 100 6e3IeKH MOPiBHSHO 3 3arajibHO0
IO YJIALIE0.

ITopyweHHs ¢pyHKYii HUpoK. KOHIIEHTpallis TpUMeTa3uguHy B KPOBi 30iIbIIYETHCS B CEPEIHBOMY Y
1,7 pa3a y malieHTiB 3 MOPyIIeHHSIM (QYHKIII HUPOK IIOMipHOTO CTyTeHs (KJIipeHC KpeaTuHiHy -
30-60 mi1/xB) Ta B cepefgHbOMY y 3,1 pasa y Mmalli€HTiB 3 TOPyIIeHHAM (YHKIIil HUPOK TSIKKOTO
cTymneHs (KmipeHc KpeaTuHiny < 30 MJI/XB) IIOPiBHSHO 3i 30pOBUMU JOOPOBOJIBIIMY 3 HOPMaIbHOIO
GYyHKIII€I0 HUPOK. Y I1ill oMy siii He CIIOCTepiranoch XKOOHUX 3aHEITOKOEHD 00 Oe3rmeKu
IIOPIBHAHO 3 3arajIbHOIO MOMYJISALIELO.

Limu. ®apMaKOKiHeTHKa TPUMeETa3UAUHY He BUBUYaslacs y MalieHTiB BikoM 10 18 pokis.

KriniyHi xapaKTepUCTHKH.
Iloka3anns.

IopocnuM TpUMEeTa3uAWH IOKa3aHUM I CHUMIITOMAaTUYHOTO JIiKyBaHHS CTabilbHOI CTEHOKapHil 3a
YMOBU HEOCTATHLOI e(peKTUBHOCTI ab0 HEIIepeHOCUMOCTi aHTHAHTiHAIbHUX ITperapaTiB mepImoi
Jinii.

IIpomunoka3aHnus.
- linepuyTnuBiCTh A0 Aif040i pedoBUHU ab0 [0 Oymb-sIKOl 3 JOTIOMiXKHIX PEYOBUH IIpenapary.

- XBopoba [TapkiHCOHa, CHMIITOMH ITapKiHCOHI3MY, TpeMOp, CHHAPOM «HECIOKIiMHUX Hir» Ta
IHIII pyXOBi pO3N1afy, 10 MalTh BiJHOIIEHHS [0 BUIlle3a3HAYEHOI0.

- [TopymeHHST PYyHKIII HUPOK TSAXKKOTO CTyIeHs (KiIipeHc KpeaTuHiny < 30 MJi/xB).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.



He BusBnexo.

Oco06.1ue8ocmi 3acmocyeaHHsi.

Lleit mikapchKilt 3aci6 He MpU3HAYEHUH [JIS KYIMipyBaHHS HamadiB CTeHOKApPHii. Horo He cnin
Ipu3HayvaTH K IEePBUHHY Tepalliio Ha AOToCIiTaabHOMY eTari abo y mepii gHi rocmitanizaiii npu
HecTabinbHiM cTeHOKapmil abo iHpapKTi MioKkappa.

Y pa3i BUHUKHEHHS Hamafy HecTabibHOI CTEHOKaP/ii Ha TIIi MOTOYHOI Teparil HeoOximHO
TIeperIsiHyTH mepebir XxBopobu MallieHTa Ta BiIKOPUTYBaTH JIiIKyBaHHS (MeOUKaMEeHTO3HY
Teparriio Ta MOXK/INBICTb peBaCKyIsIpHu3allil).

TpuMeTa3uguH MOXKe CIPUYUHSATHA a00 MOTipIIyBaTH CUMIITOMH ITapKiHCOHI3MY (TpeMop,
akiHesis, rinepToHyc M’g3iB), SIKi CHIifl pETyIsIpHO JOCHIIXKYyBaTH, 0COOIMUBO y Nalli€HTIB
JITHBOTO BiKy. Y CyMHIBHUX BUNIafiKaX NallieHTiB NOTPiOHO HAIPaBIATH SO HEBPOIATOJIOTa
IJIS BiATIOBIMHUX 00CTEXKEHb.

[Tpu mosABi pyX0BUX PO3JIafiB, TAKUX K CUMIITOMM ITapKiHCOHI3MY, CHHOPOM «HECIOKIMHUX Hir»,
TPEMOP, HECTIUKICTh Xonu, He0OXigHO BITMiHUTH TPUMETA3UINH.

Pyx0Bi po3naay MatTh HU3bKY YaCTOTY BUHUKHEHHS i 3a3BAYall 3HUKAKOTH MiCJIg IPUNUHEHHS
nmikyBaHHS. Y GiNbIIOCTi Mali€HTIB I[i CAMIITOMYU 3HUKJIYA MIPOTSITOM 4 MiCSIIiB MiC/Isi TPUNMHEHHS
IPUHAOMY TPUMeTa3uguHy. AKII0 CUMITOMU IapKiHCOHI3MY 30epiraoThcs moHan 4 Micsi micis
BigMiHM npemnapaTy, HeoOXigHO 3BEPHYTUCS OO0 HEBPOIIATOJIOTa.

MoxHBi MTafiiHHS, MTOB’sI3aHi 3 HECTiMKiCTIO Xoqu abo apTepianbHOIO TiMoTeH3i€10, 0COOIHUBO ¥
TIAIliEHTIB, SIKi OTPUMYIOTh aHTUTiIIEPTEH3UBHE JIiKyBaHHS (OUB. po3min «[1obiuHi peakiii»).

Heo06xigHo 3 00epeKHICTIO Mpu3HavYaTH TPUMETAa3UIUH MallieHTaM IPYIy PU3UKY IiIBUIIEHHS HOT0
KOHIIEHTpaIlii:

- IallieHTaM 3 MOPYIIeHHIM (YHKIIII HUPOK MOMIpHOTO CTymeHs (quB. po3min «Croci6 3acTocyBaHHS
Ta 0o3u» Ta «dapMaKOKiHETHKa»);

- TIallieHTaM JIiTHBOTO BiKYy Bif 75 pokiB (muB. po3min «Crocib 3acTOCyBaHHS Ta IO3U»).

Lle#t mikapcbku# 3aci6 MicTuTh caxapoady. [TamieHTam i3 pigKiCHOIO CIIafIKOBOIO HETIEPEHOCHMiCTIO
GbpyKTO3H, MambabCopOIliEl0 TTI0KO3K-TajlakTo3u a00 HeIOCTATHICTIO caxapo3u-i3oMabTa3y He CIIif
IIpUIMaTH 11e¥ Ipemapar.

CroptcMenu. Llen nikapcbKuii 3aci0 MiCTHTP Hil09y PEYOBUHY, sIKa MOXKE HABaTH IO3UTUBHUN
pe3ynbTaT aHasi3dy aHTUAOIIHIOBOIO TECTY.

3acmocyeanHs y nepiod eazimnocmi ado 200yeanHs 2pyodio.
BariTHicTb

IlaHi 1100 3aCTOCYBaHHS TPUMeETAa3UAUHY BariTHUM KiHKaM BifACyTHI. [loCIigKeHHA Ha
TBapUHaX He BUSBUIM IPSIMOT0o ab0 HEmpsAMOro He0e3me4YHoro TOKCUYHOTO BIIUBY Ha



PETIPOOyKTUBHY cucTeMy. 71 3amnobiraHus Oyb-IKOMYy PU3UKY He PEKOMEHI0BaHO
3aCTOCOBYBaTU TPUMETa3UOUH y I1EPiof BariTHOCTI.

['onyBaHHA TPYOOI0

HeBigomo, 41 BUIiNSE€ThCS TPUMETA3UANH Y TPYIHE MOJIOKO. PU3UK mms
HOBOHAPOIKEHUX/HEMOBIIST BUKITIOYATH HE MOXKHA. TpUMETa3uIUH He CIIifl 3aCTOCOBYBATH Y
nepiofi TofyBaHHS TPYOAIO.

QepTUNLHICTD

HocmigXeHHSI peIpOAYKTHBHOI TOKCUYHOCTI IT0Ka3alIu BiCyTHICTh BIJIMBY Ha (PEPTUIBHICTh CAMOK
Ta CaMLiB IIypiB.

30damuicmsb eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

3a JaHUMU KIIHIYHUX OOCIiIXeHb TpUMeTa3uAuH He BIJIMBA€ Ha TeMOIUHaMIKy, IPOTe B
IIOCTMapKEeTUHTOBUM Tepiof Oyno 3a¢ikcoBaHO BUNAAKU 3allaMOpPOYEHHS i COHIUBOCTI (IuB.
po3min «[To6iyni peakiiii»), IKi MOXKYTb BIJIMHYTH Ha 3JaTHICTh KePyBaTH aBTOMOOiIEM i
IIpalLoBaTH 3 IHIIMMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
[nst mepopanbHOT0 3aCTOCYBAHHS.

PexomeHf0BaHa [103a CTaHOBUTH 1 Kancyny TpuMeTtasupuny 80 mr 1 pas Ha moOy BpaHLi IIif 9ac
cHiganky. Kamncynu ciif npuMaTi He BiIKpYABAIOUU 1 3alMBat04y BOAO0.

[Ticnsa 3 MicawiB miKyBaHHS HEOOXiOHO OIIHNTY Pe3y/IbTaTH JIIKyBaHHS Ta Y pa3i BiICyTHOCTI BiAmOBiAi
Ha JIiIKyBaHHS TPUMETA3UOWH HeoOXiTHO BiIMiHUTH.

Oco6nuBi KaTeropii DalieHTiB

ITopyweHHA pYHKYIT HUPOK

[TanieHTaM 3 opylIeHHAM GYHKIIII HUPOK ITOMIPHOTO CTYIeHs (KJIipeHC KpeaTuHiHy -

30-60 min/xB) (muB. po3min «OcobnuBOCTi 3acToCyBaHHA» Ta «PapMaKOKiHETHKA») CIIif
3MEHIIUTH 003y BABiui. PeKOMeHOBaHa 103a CTAaHOBUTH 1 Karcyny tpuMmeTtasuauny 40 mr abo 1
TablIeTKy TpUMeTa3uarHy 35 MT BpaHIli Iifl Yac CHigaHKY.

ITauieHmu AiMHb0O20 BiKY

Y maiieHTiB NIiTHHOTO BiKy MOXKJIMBE MiIBUILIEeHHS KOHIIEHTpAallil TpUMeTa3uANHY B KPOBi Yepe3 BikOBe
3HUXKEHHS QYHKIIl HUPOK (guB. po3pin «dapmakokiHeTuKa»). [lamieHTaM 3 MOpyIIeHHIM QyHKIIl
HUPOK IIOMIPHOTO0 CTyIeHs (K/IipeHC KpeaTuHiny - 30-60 My1/XB) CIif 3MEHIIUTH J03Y BOBIiYi.
PekomMeH0BaHa [103a CTaHOBUTH 1 Kancyny TpuMeTtasununy 40 Mr abo 1 TabneTKy TpUMETa3UOUHY



35 MT BpaHIli IiJ Yac CHigaHKYy.

[TamieHTaM JiTHLOTO BiKy HEOOXimHO 3 00epeKHICTIO TUTPYBATH 03y (OUB. po3min «Ocob6MuBOCTi
3aCTOCYBaHHS»).

Himu.

Besneka Ta epeKTUBHICTh 3aCTOCYBaHHS TPUMETA3UOUHY HiTAM BikoM 0 18 pokiB He BcTaHOBIEHI.
IlaHi BiCyTHI.

Ilepedo3yeanHsi.

KinpkicTh JaHUX IIOAO ITepefo3yBaHHS TPUMeTa3uauHOM oOMexkeHa. JIikyBaHHSA Mae OyTH
CUMITOMATUYHUM.

ITo6iuni peakuii.

[To6iyni peaxiiii, 1o 6y Bu3HaueHi 1K mobiuHa misi, sKa Moxe OyTH IOB’si3aHa i3 3aCTOCYBaHHIM
TPUMETa3uANHY, 3a3HaueHO0 HUXK4Ye BiIOBIIHO 10 BU3HAYEHOI YacTOTHU: OyxKe YacTo (= 1/10); yacTo
(= 1/100, < 1/10); HeuyacTo (= 1/1000, < 1/100); pigko (= 1/10000, < 1/1000); myxe pigko (<
1/10000); yacTtoTa HeBimoMa (He MOXKHA BU3HAYUTH 3a HASIBHUMHU JaHUMH).

Knacudikanis 3a JacToTa ITobiuna peakuis
cucremamu opranis
3 60Ky HEPBOBOI CHCTEMU JacTto 3amaMoOpOYeHHsI, TOJIOBHUM Oilb

JacToTa HeBigoMa |[CHMITOMU IIapKiHCOHI3MY (TpeMop,
aKiHes3is, rinepToHyC M’s3iB), HECTIUKICTD
XOIU, CAHIPOM «HECIIOKIMHUX Hir» Ta iHIIi
[PYXOBI pO3J1afy, 110 MalOTh BiHOIIEHHS 0
BUIlle3a3HAYEHOTO0, IKi 3a3BUYall MUHAKOTh
[1iCJIA IPUNIMHEHH JIIKyBaHHSA

Po3napu cHy (0€3COHHS, COHIMBICTB)
3 60Ky OpraHiB CIIyXy Ta JacTora HeBimoMa [BepTuro
BeCTUOYISIPHOTO arapaty
3 6OKy cepIst Pigko [TanbnoiTaliss, eKCTPACUCTOisA, Taxikaphis
3 00Ky cynouH Pigko ApTepiasibHa rinoTeH3is, OpToCTaTu4YHa

rinoTeH3is, sika Moxe OyTH acollilioBaHa 3
He3IyKaHHSIM, 3allaMOpPOYeHHSIM abo
MmafiHHSIM, 0COOIMBO y MAlli€HTiB, SIKi
3aCTOCOBYIOTh @HTUTINEPTEH3UBHI 3aco0u,
[MOYEPBOHIHHS 00TUYYS

3 00Ky LIIYHKOBO-KHUIIIKOBOTO [acTo bine B abgoMiHanbHIM minsgHIi, miapes,
TPaKTy mucnerncisi, HymoTa Ta 6J1I0BaHHS

HacToTa HeBimoMa [3amop




3 OoKy LIKipu Ta mipmkipHoi [JacTo BucumnazHs, cBepOiK, KPOIKB'THKA

TKaHUHHU HacToTa HeBimoMa [[OCTpHUM reHepani3oBaHUU
E€K3aHTEMaTO3HUM NIyCTY/Ib03, aHrioegeMa

3aranbHi po3nagu YacTo AcTeHisa

3 60Ky CHCTEMHU KPOBi Ta JacToTa HeBimoMa |ArpaHyJIOIKUTO3, TPOMOOIIUTOIEHIS,

miMdaTUYHOI CUCTEMU TPOMOOLIMTOIIEHIYHA ITypIypa

3 00Ky remarobiniapHoi UacToTa HeBimoMa [l 'ermaTuT

CHCTEMU

3BiT mpo mimo3proBaHi MoOiuHi peakirii

3BiTYyBaHHS PO Migo3pioBaHi Mo0iYHI peakllil y micnasapeecTpaLiiHuy epion 3aCTOCYBaHHS
niKapchKoro 3acoby € BaxnuBuM. Lle mae 3mMory Bectu 6e3mepepBHUN MOHITOPUHT
CITiBBIHOIIIEHHS KOPUCTI/PU3UKY 3aCTOCYBaHHS IIpenapary.

CneniamicTu B rany3i 0XOpPOHU 30POB’st 3000B’sI3aHi OBIIOMISATH Yepe3 HallilOHAIbHY CUCTEMY
3BiTHOCTI PO OyOb-5IKi BUTIAAKHU Mif03PI0OBAaHUX MOOIYHUX PeakKiili.

Tepmin npudamHocmi. 3 POKH.

YMoBH 30epiranHsi.

He notpebye ocobmuBux yMoB 30epiranHs. 36epiratu y HeIOCTYIIHOMY [JIst OiTe! MicIi.

YnakoBka.

[To 10 kamncyn y 6mictepi 3 ¢omnbru 3 noniaminy-amominito-I1BX Ta ¢onbru anoMinieBoi; mo 3 abo
9 6micTepiB y KOopoO1Ii 3 KApTOHY.

KaTteropisa Bigmycky.

3a pelemnToM.

BupOOHHK.

3AT Q®apmanestuunuii 3asopg EI'IC / EGIS Pharmaceuticals Plc.

Micue3HaxoIKeHHsI BHPOOHHKA Ta ajipeca Miclsi IpoBaIXKeHHs HOro Tis/IbHOCTI.

1165, m. bBymanemr, Byn. bekennsdenni, 118-120, Yropuiuaa / Bokenyfoldi ut 118-120., Budapest,



1165, Hungary.

3asiBHHUK.

JIE JTABOPATYAP CEPB’E / Les Laboratoires Servier.

Micne3HaxomXKeHHS 3asiBHHKA.

50, pto Kapno, 92284 Ciopen Cegekc, ®@pantisa / 50, rue Carnot, 92284 Suresnes Cedex, France.



