IHCTPYKIIA
AJISE MeIMYHOT 0 3aCTOCYBaHHS JiKapcbKOro 3acody

MPEIYKTAJI® OJI 40 mr (PREDUCTAL® OD 40 mg)
MPEAYKTAJI® OJ1 80 mr (PREDUCTAL® OD 80 mg)

Cknao:

oitoua peuosuna: trimetazidine;

Opexykran® OJ1 40 mr

1 karcyna nmpoJoHToBaHOI Aii TBepaa MicTUTH 40 MT' TPUMETa3UUHY JUTIAPOXIOPULLY;
OONOMIDICHT PeuosutU: IyKOD cepuaHnit*, rinmpomMernosa, eTUJILIEITIONO03a,
aleTWITPUOYTHIILINTPAT, TaJbK, MAarHilo CTeapar;

obononka kamcynmu: tutany giokcun (E 171), sxematun; dvopuwio: menak (E 904),
npomnutenraikoib (E 1520), amiaky po3unH koHueHTpoBanuii (E 527), kaunito rigpokcun (E 525),
tutany piokeun (E 171), 3amiza okcun yophuit (E 172);

Hpeykran® OJ] 80 mr

1 karcyna npoJIOHroBaHoi /i TBepAa MICTUTh 80 MI' TPUMETA3UANHY JTUTIPOXJIOPHULY;
OONOMINCHI PeUOBUHU: IYKOD chepuaHmit™, rimpoMernosa, ETHIIIICITIOII03A,
aleTUNTPUOYTUIIIIUTPAT, TaJIbK, MarHito creapar;

obosnonka kamcynu: tutany miokcun (E 171), sxematwn, 3amiza okcupa depBouuit (E 172);
qopHmwio: razyp menaky—45% (20 % erepudikoBanuii) B eranoui, turany miokcun (E 171),
cUMeTHKOH, riporniteHrTikoib (E 1520), amoniro rigpokeun 28 % (E 527).

* [Jykop cpepuunuii (110-850 mxm) micmumo caxaposy ma KyKypyO3sSHUil KPOXMAb

Jlikapcbka ¢opma. Kancynu nposioHroBaHoi Aii TBEp/Il.

OcHosHI Pi3uKo-XiMIYHI 81ACMUBOCI:

Hpenykran® OJ] 40 Mr: Kancyinu 6i10ro KOJsopy po3Mipy 3, MO MicTATh cepHdHi IpaHyIH,
BKPHUTI 000JIOHKOIO, O110T0 200 Maiike OUTOro KOJBOPY, 3 JIOTOTUIIOM KOMIIaHIi Ta HAAIMHCOM
«40», HaHEeCEeHNMH Ha KPUILEUYKY KaIlCyJIu CIPUM YOPHUIIOM.

Hpenykran® OJ] 80 Mr: Kamcymu po3Mipy 2 3 KOpPIIycOM OiTOro KOJbOPY Ta KPHIIEYKOIO
MOMapaH4YeBO-UYE€PBOHOTO KOJIBOPY, IO MICTATh CEPUIHI TpaHy/Iu, BKPUTI 000JIOHKOIO, OLIOTO
abo wMmaibke OUIOro KOJBOPY, 3 JIOTOTUIIOM KOMIIaHii Ta HaamucoM «80», HaHeCeHUMHU Ha
KPUIIIEUKY KarlCyau OLTUM YOPHUIIOM.

dapmakorepaneBTuyHa rpyna. Kapaionoriuni 3acobu. Tpumerazunun. Kog ATX CO1E B15.

Dapmakono2iuni enacmueocmi.
Dapmaroouramixa.

MexaHi3M nii
3aBagkH 30€pEKEHHIO €HEPreTUYHOTO METa0oi3MYy Yy KIIITHHAX, K1 MOTEpPHaoTh Bij TiMOKCil

abo imemii, TpUMETa3uAWH 3armo0ira€ 3MEHILIEHHIO PIBHSA BHYTPIIHBOKIITUHHOTO ATO,
3a0e3reuyyoun THM CaMUM HallexHe (DYHKI[IOHyBaHHS 10HHHUX HAcOCIiB Ta TpaHCMEeMOpaHHOTO
HATpP1€BO-KaJIi€BOTO MOTOKY MpHU 30epe’keHH1 KIITHHHOTO TOMEOCTa3sy.

Tpumerazunus iHri0ye B-OKHCHEHHS KUPHUX KUCIIOT, OJOKYIOUYH JOBTOJIAHIIOTOBY 3-KeTOoallu-
KoA Tionazy (3-KAT), 1o nmiiBUIIlye OKMCHEHHS INIIOKO3H. Y KIITHHAX B yMOBax iIeMii mporec
OTPUMAaHHSI €Heprii NUIIXOM OKHMCHEHHsS TJIOKO3M NOTpedye MEHIe KHCHIO TOPIBHSHO 3
MPOLIECOM OTPUMAHHS EHEeprii HUITXOM [B-OKHCHEHHsS XHPHUX KHUCIOT. [locuneHHs mporecy
OKHCHEHHS TJIIOKO3U ONTHMI3y€ €HEepPreTUYHi MPOIeCH Y KIITHHAX, Ta BIANOBIAHO, MATPUMYE
JOCTaTHIN MeTaboIi3M eHeprii B yMOBax ileMi.

dapMakoauHaMiuHi edeKTr

VY mamieHTiB 3 IMIEMIYHOIO XBOPOOOIO cepls TPUMETAa3UIUH [i€ SK METa0OJIYHUM areHr,
30epiratoud BHYTPIUIHBOKIITHHHI PIiBHI BHCOKOEHEpriiHuX ¢ocdariB y Miokapnai. AHTH-




imeMivHi eeKTH JOCATAIOTHCS 0e3 CYMYTHIX TeMOJANHAMIYHUX €(EKTiB.

Kniniuna edekTuBHICTb Ta Ge3mexa

KniniuHi  JOCHIDKEHHS MPOAEMOHCTPYBaJlM €QEKTHBHICTh Ta O€3MeKy 3acTOCyBaHHS
TPUMETA3UANHY JUIS JIIKYBaHHS Mali€HTIB 31 CTAOUILHOIO CTEHOKAPAIEIO SIK Y MOHOTEpaIii, Tak i
y pa3i JoJaBaHHS A0 IHIIMX AaHTHAHTIHAIBHUX JIKApChKUX 3aco0iB MpH iX HEAOCTaTHIiH
e(EKTUBHOCTI.

PannomizoBane mopgiiiHe ciine miane6o-koHTposiboBane apocuimkeHas (TRIMPOL-II) 3
yudacTio 426 MamieHTiB MpOJEeMOHCTPYBAIO, MO J0AaBaHHS TpuMeTasuauHy 60 mr Ha m00y 10
metomnposonry 100 mr (50 mr nBidi Ha 700y) mpoTsaroM 12 THKHIB HPU3BENO 10 JOCTOBIPHOTO
MOKPAIICHHS MMOKa3HUKIB TECTIB i3 HABAaHTAKEHHSIM Ta TOKPAIIEHHS KIHIYHUX CHUMIITOMIB
MOPIBHSHO 3 TAKUMH TIPH 3aCTOCYBaHHI TU1ane0o: 3araibHa TpUBAJIiCTh HaBaHTaxeHHs — +20,1 c,
p=0,023; 3arasibHa BukoHaHa pooota — +0,54 MET c, p=0,001; vac go mosiBu 3Hm>keHHs ST-
cermenta Ha 1 MM — +33,4 ¢, p=0,003; yac 10 BMHUKHEHHS Hamagy cTeHokapxaii — +33,9 c,
p<0,001; ximpkicTh HamagiB cTeHoKapaii/TuxaeHb — -0,73, p=0,014; 3acrocyBaHHsI HITpaTiB
KOpOTKO1 1ii/Trmxaens — -0,63, p=0,032, 6e3 3MiHU TOKAa3HUKIB T€MOUHAMIKH.

PanomizoBane mojBiiiHe ciine mianebo-KoHTposboBaHe gociaimkents (Sellier) 3 yaactio 223
MAaIEHTIB  IPOJEMOHCTPYBalo, M0 Yy miarpyni mnamieHtiB (N=173), sgxuMm gojgaBanu
TpUMETa3UANH, TabJETKU MOIM(PIKOBAHOTO BUBUILHEHHS, 10 35 MT (11Ba pa3u Ha A00y) 10 50 mr
aTeHoyiony (oAMH pa3 Ha N00y) MPOTATOM & THXKHIB, BII3HAYATIOCS JOCTOBIpHE 3O01LTBIIICHHS
(+34,4 ¢, p=0,03) yacy mo mosiBu 3HMKeHHS ST-cerMenTa Ha 1 MM y TecTax i3 HaBaHTAKEHHIM
MOPIBHSHO 3 TaKWM IPH 3aCTOCYBaHHI muianebo depe3 12 roauH micas NpHioMy mpemnapary.
Takok TIATBEPPKEHO JOCTOBIPHY PI3HHIO 3a TOKAa3HUKOM dYacy JO BUHUKHCHHS Hamaay
creHokapaii (p=0,049). 3a iHmMUMHU TOKa3HUKAMH BTOPHUHHUX KIHIICBUX TOYOK MDK JBOMA
rpyllaMM TAIli€EHTIB JOCTOBIPHOT pI3HUIIl BHSIBIEHO He Oyno (3arajbHa TPUBAIICTh
HaBaHTa)KCHHS, 3araJibHa BUKOHAHA PO0OTa Ta KIIIHIYHI KIHIIEB1 TOYKH).

VY Xoni paHAOMI30BaHOTO MOJBIHHOTO CIIMOTO JOCIIIKEHHS (IOCTHiKeHHs VasCO) 3 ydacTio
1962 maitieHTiB, sIKe€ TPUBAIO 3 MicCAIll, IO Teparii aTeHoJI0J0M y 1031 50 Mr Ha 100y J0aBaiu
TpuMeTasuauH y 1031 70 Mr Ha 100y a6o 140 mr Ha 100y abo marnebo. Y 3aranbHIN MOMYJIAIii,
0 BKJIOYAja TAIiEHTIB 13 CUMIITOMaMU Ta 0e3 HHUX, TPUMETA3HIWH HE IMPOJEMOHCTPYBaB
nepeBar siK 3a eproMeTpUYHUMU MOKAa3HUKAMHM (3arajibHUil 4ac (i3MYHOrO HABaHTAXEHHS, dac
10 MosiBU 3HIKEHHSI ST-cermMenTa Ha 1 MM Ta yac 10 BUHUKHEHHS Hamaay CTeHOKap/ii), Tak 13a
KIIHIYHUME KiHIEeBUMH Toukamu. OIHAK B MArpymi MamieHTiB i3 cumoToMamu (N=1574)
3aCTOCYBaHHS TpUMeTa3uauHy y 1031 140 mr Ha 700y HOCTOBIPHO MOKPAIyBaJlO 3aralbHUN Yac
¢i3uaHoro HaBaHtaxeHHs (+23,8 ¢ mporu +13,1 ¢ ane6o; p=0,001) Ta yac 70 BUHUKHEHHS
Hamanay cTeHokapii (+46,3 ¢ mpotu +32,5 ¢ mianebo; p=0,005).

PannoMizoBane mojBiiiHE cCitile AOCTIIKEHHS MEPEHOCHMMOCTI 3 ydacTio 165 maiieHTiB, ske
TPUBAJIO 3 MiCAIIi, MPOAEMOHCTPYBaJIO, IO Mpodib Oe3nmeku TpuMeTazuauny 80 Mr oJIMH pa3 Ha
no0y Ha TJIi SIK PYTMHHOI aHTHAHTIHANBHOI Tepamii, TaKk 1 BTOPUHHOI NMPEBEHTUBHOI Teparlii,
BiINOBiaB TakoMy uia TpuMmeTazuauny MR 35 mr aBa pasu Ha 100y. [Ipo HeouikyBaHi moOiuH1
peakuii He MOBIIOMIIANIOCS, Ta JOCHIIKEHHS MPOJAEMOHCTPYBAJIO BIACYTHICTH OYyIb-SIKOTO
3aHETIOKOEHHS 11010 O€3MEeKH, OB’ SI3aHOTO 3 OJHOKPATHUM MPUHOMOM TpuMeTazuauHy 80 mr.
DapmakoKiHemuka.

Abcop6iis

[Ticnst mepopallbHOTO 3aCTOCYBaHHs Karcynu TpumerasuauHy 80 Mr ¢apMakoKiHETUYHUI
npopuib TpPUMETa3WAWHY € pIBHOMIPDHMM, MaKCHMajbHAa KOHIEHTPALi TPUMETAa3UIUHY
JOCATAEThCSI TPUOMU3HO uyepe3 14 ToauH michs npuiiomy mpenapary. BrnpomoBxk MDKI030BOTO
iHTepBaly (24 roAMHN) KOHLIEHTpAIlisd B IJ1a3Mi KPOBI 3aIMIIAETHCSA IPOTATOM 15 rouH Ha piBHI
He MeHmie 75% wmakcuManbHOi KOHIeHTpamii. CTabimbHa KOHIIEHTpALlis JOCSTAEThCS MICHS
npuiiomMy TpeTboi 1034 (3 106H).

[TpuitoM bki He BITMBae Ha (papMaKOKIHETHYHI XapaKTePUCTUKH TPUMETA3UIUHY.

Posznonin
O0’eM po3moaily cTaHOBHUTH 4,8 1I/KT; 3B’s13yBaHHs 3 OUTkamu HU3bke (16 %).




Busenenns

TpumerasuuH BHBOJIUTHCS B OCHOBHOMY 13 ce4elo, MepeBaxxHO y He3MmiHeHid dopwmi. Tlepiox
HaIiBBUBEACHHS CTAaHOBHUTH Yy CEPEIHBOMY 7 TOAWH Yy 3J0POBUX MOJIOJIUX JOOPOBOJIBLIB Ta
12 romun y ocid nditHboro Biky (Bim 65 pokiB). lloBHE BHBEOEHHS TpPUMETA3HIUHY € B
OCHOBHOMY pE3yJIbTaTOM HHPKOBOTO KIIPEHCY, SKUH KOPENIOe 3 KIIPEHCOM KpeaTHuHIHY, Ta
MEHIIIOIO MIpOIO € pe3yabTaTOM MEYIHKOBOTO KIIIPEHCY, KU 3 BIKOM 3MEHIIYETHCS.

Oco0JnBi KaTeropii mamieHTiB

Iayienmu nimuvoco 6iky. Y TAalLi€HTIB JITHBOTO BIKYy MOJKJIHMBE IIABHIIEHHS KOHIEHTpAIii
TPUMETA3UANHY Yepe3 BikOBe 3HIDKEHHS ¢yHKHii Hupok. ChemianbHe (QapMakOKiHETUYHE
JOCITI/DKEHHS 3 YY4acTIO MaIieHTiB BikoM 75—84 pokiB abo > 85 pokiB mokasaio, o y MaIlieHTiB
13 mopymeHHAM (QYHKIIT HUPOK MOMIpHOTO cTymeHs (kiipeHc kpearuHiny 30-60 wmi/xB)
KOHIICHTpallis TpUMeTasuaAuHy migsumysainace y 1,0 ta 1,3 pasa BiamoBimHO MOpIiBHSHO 3
MoJIoqIIMMHU mainieHTaMu (BikoM 30—65 pokiB) 3 mopylieHHSM (YHKIII HUPOK MOMIPHOTO
crynens. CreniajgpHe KJIIHIUYHE JTOCIIPKEHHS 3 YYacTIO MAalli€HTIB JIITHBOTO BIKY (BiJ 75 pOKIB),
sKi 3acTocoByBayin TpumeTtasuauH MR 35 mr (1 tabGnerka) nBa pasu Ha 100y, 3 aHAII3ZOM
pe3yabTaTiB 3a KIHETUYHMM MOMYJALIHHUM METOJOM I0Ka3ajo MIIBUIIEHHS KOHLEHTpauii y
I1a3Mi KpoBl B CEpeAHbOMY y 2 pa3u y MalIEHTIB 3 NOPYUIEHHSAM (YHKIII HUPOK TSKKOTO
cryneHs (kiipeHc kpeaTuHIHY < 30 MJI/XB) MOPIBHSIHO 3 MAalllEHTaMH 13 KJIIPEHCOM KPEAaTHHIHY
> 60 mu/xB. V mill momynsmii HE CIIOCTEpPIrajiocsl JKOJHHUX 3aHETIOKOEHB MO0 Oe3MeKH
MOPIBHSIHO 3 3arajIbHOIO MOIYJIALIELO.

THopywenus ¢yukyii nupox. KoHIEHTpalis TpUMETa3uIMHyY B KpOB1 30UIBIIYETHCS B
cepeHboMy y 1,7 pa3a y manieHTIiB 3 MOPYIIEHHAM (YHKIII HUPOK MOMIPHOTO CTYMEHs (KJIIpeHc
kpearnHiny — 30—60 mi/xB) Ta B cepenapoMy y 3,1 pasza y mamieHTIB 3 MOpYIIEHHSIM (QYHKITIi
HUPOK TSOKKOTO cryneHs (kripeHc kpearnHiHy < 30 MII/XB) TOpPIBHSHO 31 3IOpOBUMH
JTOOPOBOJIBIISIMU 3 HOPMAJIBHOIO (DYHKITIE€I0 HUPOK. Y Il MOMYJISIIi HE CIIOCTEPIraioch *OIHUX
3aHETIOKOEHB MO0 OE3MEeKH MOPIBHIHO 3 3arajbHOI0 TOIMYJIAIIETO.

Jlimu. ®apMaKkoKIHETHKA TPUMETA3UANHY HE BUBYAJACs y MAaIlIEHTIB BikoM /10 18 pokiB.

KuiniuHi XapakTepucTuKH.

Ilokazannsa.

Jlopocnum TpUMETa3uIuH MTOKa3aHUH U1 CAMITOMAaTUYHOTO JIIKYBaHHS CTaOUIbHOT CTEHOKAp/Iii
3a YMOBHU HEIOCTaTHHOI €(EeKTHBHOCTI a00 HEMEepEeHOCUMOCTI aHTHAHTIHAIBHUX IIpernapariB
nepIoi JiHii.

Ilpomunoka3zanns.
- T'imepuytnuBicTh 70 AiF040i peYOBHMHU ab0 A0 Oyab-IKOi 3 JOMOMDKHUX pPEUYOBHUH
npenapary.
- XBopoba IlapkincoHa, CHMOTOMH MapKIHCOHI3MY, TPEMOP, CHHAPOM «HECHOKIHUX HIr»
Ta 1HII1 PYXOB1 PO3JIay, 1110 MAIOTh BITHOIIEHHS JI0 BUIIIE3a3HAYCHOTO.
- Tlopymennst pyHKIII HUPOK TSDKKOTO CTymneHs (KiipeHc kpeatuHiny < 30 mi/xB).

B3aemodia 3 inwmumu nikapcoKumu 3acovamu ma inuwii 6uou 63aemooiil.
He BusBneno.

Ocoonuseocmi 3acmocyéanns.

Ieii nmikapchKiii 3aci6 He TpuM3HAYEHHMIi 1A KyIipyBaHHs HamajiB cTeHoKapiii. Moro me crmix
NPU3HAYATH K MEPBUHHY TEpalilo Ha JOTOCHITAJIbHOMY eTami abo y mepili AHI rocmiranizamii
Ipu HecTabUIbHIM cTeHOKapaii abo iHdapKTi Miokapa.

VY pa3i BUHUKHEHHs Hamagy HecTaOUIbHOI CTEHOKap[ii Ha TJi MOTOYHOI Tepamii HeoOXiTHO
NEeperisiHyTH Mepelir XBOpoOM MallieHTa Ta BIIKOPUIYBAaTH JIIKYBaHHS (MEIUKAaMEHTO3HY
TepaIio Ta MOKJIMBICTh peBaCKYJIspU3allii).



TpumerasunuH MoXke CHPHUYUHATA a00 MOTIPIIYyBaTH CHUMITOMH HapKIHCOHI3MY (Tpemop,
aKiHe3is, TIMEepPTOHYC M’s3iB), SIKi CIiJ PErysipHO JOCHIKYBaTH, OCOOJIMBO Yy TMAaIli€HTIB
JITHBOTO BIKy. Y CyMHIBHUX BHIIaJKaX MAalLli€HTIB TOTPIOHO HAINPABIATH A0 HEBPOMATOJIOTA JUIS
BIJITOBIAHUX 0OCTEKEHD.

[Ipu mosiBi pyXOBUX pO3JIaMiB, TaKUX SIK CUMIITOMH TAapKIHCOHI3MY, CHHAPOM «HECHOKIMHUX
HIr», TPEMOP, HECTIMKICTh X011, HEOOXITHO BIIMIHHTH TPUMETA3H/IVH.

PyxoBi po3naan MaroTh HU3bKY YaCTOTYy BUHUKHEHHS 1 3a3BHYail 3HUKAIOTH IICIS MPUIMTUHEHHS
JiKyBaHHSA. Y OUIBIIOCTI TAIIEHTIB I[i CHMIITOMH 3HUKIU MPOTSITOM 4 MICSIIB ITiCIs
MPUMTMHEHHS TPUHOMY TPUMETAa3UIUHY. SIKIO0 CHMIITOMH MapKiHCOHI3MY 30€piratoThcsi MOHAT
4 Mics1i micist BIIMIHM Mperapary, HeoOXiJHO 3BEPHYTHCS 10 HEBPOIIATOJIOTa.

MoskuBi MaiHHsA, OB’ sA3aH1 3 HECTIUKICTIO X011 200 apTepiadbHOO TIMOTEH31€10, 0COOINBO Y
MAIIEHTIB, SIKi OTPUMYIOTh QaHTUTINEPTEH3UBHE JTIKYBaHHS (IHB. po3ain «[1o6iuni peakii»).
Heo0OxinHo 3 00epeXHICTIO MPpU3HAYATH TPUMETA3UANUH MAalllEeHTaM TPYNU PU3HMKY MIIBUIICHHS
HMOro KOHIIHTpAIIIi:

- MalleHTaM 3 MOpPYIIEHHSM (QYHKIII HUPOK IOMIPHOTO CTyneHs (auB. po3aur «Cmocid
3aCTOCYBaHHS Ta J103W» Ta «DapMaKkOKIHETHKAY);

- TIAI[IEHTaM JIITHBOTO BIKY BiJ 75 pokiB (auB. po3aut «Crocid 3aCTOCYBaHHS Ta I031W»).

et mikapchbkui 3acid MICTUTH caxapo3y. [lamieHTaM 13 PIOKICHOK  CIAJKOBOIO
HEMEePEeHOCUMICTIO (PPYKTO3H, ManbaOCOpOIi€l0 TIIIOKO3U-TAakTO3u abo0 HEIOCTAaTHICTIO
caxapos3u-i30MaibTa3u HE CJIIJI IPUMaTH 11l Tpemnapar.

3acmocysanns y nepioo eazimmocmi aéo 200y8anHs 2pyooro.

BaritHicTb

Jlani 11010 3acTOCYBaHHS TPUMETA3WJAWHY BariTHUM >KIHKaM BiiacyTHI. JlocmimkeHHsS Ha
TBapMHAX HE BHIBWIM MpsSMOro abo HENmpSAMOro HeOe3MeYHOr0 TOKCHYHOTO BIUIMBY Ha
penpoaykTuBHy cuctemy. Jlis 3amoOiraHHs Oyap-IKOMY pPH3HKY HE PEKOMEHIOBAHO
3aCTOCOBYBATH TPUMETA3H/IMH Y MEPI0] BariTHOCTI.

l'onyBaHHSA rpyaIr0

HeBimomo, u4mM  BuAUIA€ThCS  TPUMETA3WAMH Yy  TpyaHe  MOJOKO.  Pusuk s
HOBOHAPO/KCHUX/HEMOBJIAT BHKIIIOYATH HE MOKHA. TpHUMETa3uIuH HE CIiJ 3aCTOCOBYBATH Y
Mepio 1 TOAyBaHHS TPYIIIO.

DepTUibHICTh

JlocmiKeHHsT penpoayKTUBHOT TOKCHUYHOCTI TOKa3aJId BiJICYTHICTh BIUIMBY Ha (DEPTUIIBHICTH
CaMOK Ta CaMIIiB IYpPiB.

30amnicme enaueamu HA WIGUOKICMb peaxkuyii npu KepyeanHi aAeMOmMpPAHCnOpmMom ado
IHUWUMU MEeXAHIZMAMU.

3a JaHUMU KIIHIYHUX AOCTIPKEHb TPUMETAa3WAWH HE BIUIMBA€ HA TeMOJMHAMIKY, MPOTE B
MMOCTMAPKETUHTOBUI mepios Oyiao 3adikcOBaHO BUIIAJKK 3allaMOPOYEHHS 1 COHJIMBOCTI (IMB.
po3ain «lloGiyni peakiii»), ki MOXYTh BIUIMHYTH Ha 3[JaTHICTb KepyBaTH aBTOMOOLIEM 1
MPAIFOBATH 3 IHIIUMU MEXaHI3MaMH.

Cnoci6 3acmocysanna ma 0o3u.

J171s mepopalibHOTO 3aCTOCYBaHHS.

PexomennoBana f03a cTaHOBUTH 1 kancymy TpuMmerasuauny 80 mr 1 pa3 Ha 1oOy BpaHIli Mig yac
cHimanky. Kancynu ciij npuiiMaty He BIIKPUBAIOUYH 1 3aMMBAIOYH BOJIOTO.

[Ticns 3 wmicsAliB JIIKyBaHHA HEOOXIAHO OIIHUTH PE3y/lbTaTH JIKYBaHHS Ta y pa3i BIICYTHOCTI
BIJIMOBI/I1 HA JIIKyBaHHS TPUMETA3UINH HEOOXITHO BIAMIHHUTH.

Oco01MBi KaTeropii namieHTiB




THopywennus ¢ynxyii HUpox

[MamienTam 3 mopymeHHsIM (YHKIIT HUPOK MOMIPHOTO CTyneHs (KIipeHC KpeaTHHIHYy —
30-60 m/xB) (muB. posaut «OcoOmuBOCTI 3acTocyBaHHsA» Ta «DapMakOKiHETHKA») CIil
3MCHILIUTH 103y BIBiYi. PeKOMeHI0BaHa /1032 CTaHOBUTH | Kamcyny Tpumerasunuay 40 mr abo
1 TabneTky TpUMeTa3uaMHY 35 MI BpaHIli i Yac CHiIaHKY.

THayienmu nimuvo2o 6iKy

VY MmamieHTiB JITHROTO BIKY MOYJIMBE MiIBUINECHHS KOHIICHTPAIlil TPUMETa3HINHY B KPOBI uepes
BIKOBE 3HW)KEHHS (QYHKIIi HUPOK (IuB. po3ain «DapmakokineTnkay). [lamienTam 3 mopymeHHsIM
¢byHkuii HIPoK momipHOTO cTyneHs (kiipeHc kpeaTuHiHy — 30—60 Mi/XB) ciif 3MEHIIUTH 103y
BIBIuil. PexomeHnoBaHa 103a craHoBUTH | Karcyny TpumerasunuHy 40 mr abo 1 tabierky
TPUMETA3UANHY 35 MT BpaHIIi i 9ac CHiaHKY.

[TamienTaM JITHBOTO BIKY HEOOXITHO 3 OOEPEKHICTIO THUTPYBAaTH 103y (AMB. PO3JLT
«Oco06IMBOCTI 3aCTOCYBaHHS).

Mimu.
besnexka Ta e(eKTUBHICTh 3aCTOCYBaHHS TpPUMETA3UAUHY JITSIM BIKOM 0 18 pokiB He
BCTaHOBJICHI. JlaH1 BiCyTHI.

Ilepeoo3ysanns.
KinpkicTs maHMX mOA0 TIEpea03yBaHHS TPUMETA3WIMHOM oOMekeHa. JIikyBaHHS Mae OyTH
CUMIITOMAaTUYHUM.

Io6iuni peakuii.

[To6iyH1 peaximii, mo Oyaun BHU3HAUeHI fAK NOOMMHA Jid, ska Mo)ke OyTh TOB’s3aHa 13
3aCTOCYBAaHHSM TPHUMETA3UJMHY, 3a3HAYEHO HIDKYE BIAMOBIIHO MO BU3HAYEHOI YAaCTOTHU: AYKE
gacto (> 1/10); wacto (> 1/100, < 1/10); neuacto (> 1/1000, < 1/100); pimko (= 1/10000,
< 1/1000); nyxe piako (< 1/10000); gactora HeBijoMa (HE MOYKHAa BU3HAYUTH 3a HasBHUMHU
JTAaHUMHU).

Knacudgikanis 3a Yacrora IHobGiuna peakuis
CHCTEMaMH OPraHiB
3 60Ky HEPBOBO1 CHCTEMHU Yacto 3anamMopoYeHHs, TOJIOBHHI OLTh

Yacrora HeBimomMa | CUMIITOMH apKiHCOHI3MY (TpeMop,
aKiHe3is, TINEPTOHYC M’ S31B), HECTIMKICTh
XOJId, CHHJIPOM «HECTOKIHHUX HIr» Ta IHII1
PYXOBI po3J1a/i, IO MAIOTh BiJHOIICHHS
JI0 BUIIE3a3HAYCHOTO, SIKi 3a3BUYai
MUHAFOTh ITICJIsl IPUITUHCHHS JIIKYBaHHS

Poznanu cHy (6€3COHHS, COHITUBICTD)

3 OOKy OprasiB ciayxy Ta YacroTa HeBinoma | Bepturo

BECTHOYJISIPHOTO arapary

3 OoKy cepus Pinxo [TanpmiTaltis, €KCTPACUCTOIS, TaXiKapIist
3 OOKy cynuH Pinxo ApTepialibHa rirnoTeH3is, OpToCTaTUYHA

rinoTeHsis, ska Moke OyTH acoliiioBaHa 3
HE3Ty)KaHHSM, 3a[laMOPOUYEHHSIM 200
NaJiHHAM, OCOOJIHMBO y MAIIEHTIB, SIKi
3aCTOCOBYIOTH AaHTHUTINEPTEH3UBHI 3aCO0U,
MOYEPBOHIHHS 00IUYUs

3 00Ky HUTYHKOBO-KHUIIIKOBOTO Yacto bine B abnomiHanbHIN AUISHIT, Hiapes,
TPaKTy JCTIETICIs, Hy/I0Ta Ta OJIFOBaHHS

UYacrora HeBioma | 3amop

3 OOKy IIKIpH Ta MiIMIKIPHOT Yacro Bucunanss, cBepOiK, KpOIHB’ SHKA




TKaHUHU Yacrota HeBinoma | ['ocTpmii renepanizoBaHuit
€K3aHTEeMAaTO3HUH MyCTyb03, aHTioeIeMa

3aranpHi po3iaau Yacro AcTteHis

3 GOKy cucTeMH KpOBi Ta YacroTra HeBioMa | ArpaHyIOIMTO3, TPOMOOIIUTOIICH S,

TiM(PaTUIHOT CHCTEMU TPOMOOIIMTOTICHIYHA TTypITypa

3 6oky renaroOuTiapHOT Yacrora HeBimoma | ['emaTut

CHCTEMH

3BiT Ipo Hi103pIoBaHi No0iuHi peakiii

3BiTYBaHHS PO MiJO3PIOBaHi MOOIYHI peakiii y miciusipeecTpanifiHuil mepios 3acTOCYBaHHS
JmikapcpKkoro 3aco0y € BaximBuM. Lle mae 3Mory Bectn Oe3nepepBHHMI MOHITOPUHT
CHIBBITHOIIIEHHS KOPUCTI/PU3HUKY 3aCTOCYBAHHS TIpETapary.

CrenianicTu B Taimy31 OXOpOHH 3710pOB’s 3000B’s13aH1 MOBIAOMIISITH Yepe3 HALlIOHAJIbHY CUCTEMY
3BITHOCTI PO Oy/b-K1 BUMAJKH MM1J03PIOBAHUX MOOIYHUX PEAKIIii.

Tepmin npuoamnocmi. 30 micsiriB.

YmoBu 30epiranus.
He notpebye ocobanBux ymoB 30epiranus. 30epiraTi y HeIOCTYITHOMY JJIsl AIT€H MiCII1.

YnakoBka.
ITo 10 xancyn y Gmictepi 3 goabru 3 nomaminy-aatominio-I11BX ta donbru amoMinieBoi; mo 3
ab6o 9 OmicrepiB y KopoOlli 3 KapTOHY.

Kareropis Binnmycky.
3a penenTom.

BupooHuk.
3AT dapmanesruunuii 3aBoa EI'IC / EGIS Pharmaceuticals Plc.

Micue3Haxoa:KeHHsI BAPOOHHUKA Ta ajpeca Micls MPOBAIKeHHS Oro AislJIbHOCTI.
1165, m. Bymamemr, Byn. bekensdenmi, 118-120, Yropumua / Bokenyfoldi ut 118-120.,
Budapest, 1165, Hungary.

3asiBHUK.
JIE€ JIABOPATVYAP CEPB’€ / Les Laboratoires Servier.
Micue3naxoakeHHd 3asIBHUKA.

50, pro Kapno, 92284 Cropen Cenekc, @paniis / 50, rue Carnot, 92284 Suresnes Cedex, France.

Jnia otpumanHs Oynb-sakoi iHopMarlii moao JikapchbKoro 3acody nmpocumo 3BepTarucs 10 TOB
«Cepp’e Ykpainay» 3a tein. (044) 490 3441, dakc: (044) 490 3440.



