IHCTPYKIISA
AJIS1 MEIUYHOI0 32CTOCYBAHHS Npenapary

TPUMETA3ZUINH-PATODPAPM
(TRIMETAZIDIN-RATIOPHARMP)

Cknao:

0ioua pe4osuna: TPUMETA3UANHY TUT1APOXIOPHI;

1 TabreTka MICTUTh TPUMETA3UANHY IUTiApoxiIopuay 20 mr;

00NnOMIdICHI peuosunu: TIEITI0NI03a MIKpoKpucTaniyHa, MaHIT (E 421), KOMTOBIIOH, KPEMHIFO TIOKCHT KOJIOi THAN
0e3BOIHUH, MaTHIIO cTeapar, TimpomMeso3a, makporon 6000, 3a1i3a OKCH YepBOHUI

(E 172), turany miokcun (E 171).

Jlikapcbka ¢opma. TaGneTku, BKPUTI MITIBKOBOIO 000JIOHKOIO.

dapmakoTepaneBTuuHa rpyna. Kapaiomoriuni npenapatu. TpuMeTasuanH. Kox ATC CO1E
B15.

KainiuHi xapakTepucTUKH.

Ilokazanns.

Jopocnum TpuMeTa3uauH MOKa3aHUH JUIsi CHMIITOMAaTUYHOTO JIKyBaHHS CTa0UIbHOT CTEHOKapii 3a yMOBHU
HEJOCTaTHBOI €()eKTUBHOCT1 00 HEMEPEHOCUMOCT1 aHTUAHTIHATBHUX MpenapariB Nepuioi JiHii.

Ilpomunokazanna.

[TinBuIIeHa Yy TJIMBICTH 10 11040 pe4OBUHH a00 10 Oy/b-sIKOr0 KOMIIOHEHTa IpenapaTty, XxBopooba IlaprHcoHa,
CHUMIITOMH MTAPKIHCOH13MY, TPEMOP, CHHIPOM «HECIIOKIHHUX HIT» Ta iHIII PyXOBi pO3Jaau, IO MAOTh
BiIHOIIICHHS JI0 BHINIE3a3HAYEHOTO; TSKKa HUPKOBA HEIOCTATHCTH (KJIipeHe KpeaTuHiHy < 30 MI1/XB).

Cnocio 3acmocyeanns ma 003u.

TpumerazunuH-patiodhapm 3aCTOCOBYBATH BHYTpIIHBO 10 1 TabneTii (20 mr) 3 pa3u Ha 100y mijg yac inu,
3anuBarodu | CKISTHKOIO BoAW. TpHBasiCTh JIIKyBaHHS BU3HAYAETHCS 3AJIEKHO BiJ TSKKOCTI Ta repediry
3aXBOPIOBAHHS.

Tayienmu 3 HUPKOBOIO HEAOCMAMHICMIO

VY mamieHTiB 3 MOMipHUM MOpyIIeHHIM (QyHKIIT HUPOK (KiripeHc kpeatuHiHy 30-60 Mi1/XB) peKOMEHI0OBaHa J103a
TPUMETA3UINHY CTaHOBUTH 1 TabneTky (20 mr) 2 pa3u Ha 100y, BpaHIl Ta BBedepi i yac iau.

llayienmu nimnbo20 8iKy

[MarieHTH NITHHOTO BIKY OUTBII YyTIUBI A0 Aii TPUMETA3UAMHY Yepe3 BiKoBe 3HIKEHHS (QYHKINT HUpOK. J{is
NAIi€HTIB 3 MOMIPHUM MOPYIIEHHIM (QYHKIIIT HUPOK (KITIpeHC KpeaTuHiHy 30-60 mi1/xB)
PEKOMEHI0OBaHa J103a TPUMETAa3uIuHy CTaHOBHUTH 1 TabseTky (20 mr) 2 pa3u Ha 100y, BpaHIl Ta BBEYEpil I1i 1 yac
iou.

JIst marieHTIiB JITHHOTO BIKY HEOOXITHO YBaXXHO TUTPYBATH J03Y.

Ilo6iuni peakuii.

[ToO1yH1 peakuii, 1o Oy BU3HAYEHI K MOOIYHA /15, siIKa MOKe OyTH MOB’s3aHa 13 3aCTOCYBAHHAM
TPUMETa3UIUHY, HaBEJICHI HIKYE.

3 60Ky Hepsosoi cucmemu: TOTOBHUHN O171b, 3a1TaMOPOYEHHS, CHMIITOMH ITaPKIHCOHI3MY (TpeMop, aKkiHe3is,
TIIEPTOHYC M’ S31B, HECTIHKICTh XOJIU, CHHIPOM «HECTIOKIMHUX HIr» Ta 1HII PyXOBi PO3JIaid, III0 MAIOTh
BiTHOIIICHHS /10 BUIIIE3a3HAYCHOTO, SIKi 3a3BUYall 3HUKAIOTH MICIIS BiAMiHH JIIKyBaHHS; TIOPYILICHHS CHY
(Oe3coHHS, COHIMBICTB).

Cepyego-cyounni nopyuienHs. NaNbIiTaIlis, EKCTPACUCTOIIISA, TaXiKapdis, apTepianbHa rIoTeH31s, OPTOCTaTHYHA
rirnoTeHsis, sika Moxe OyTH acolliifoBaHa 3 HE3yXaHHAM, 3allaMOPOYEHHIM a00 MaliHHIM, 30KpeMa Y XBOPHUX,
K1 3aCTOCOBYIOTh aHTHUIIIIEPTEH3UBHI IperapaTy, IOYEPBOHIHHS 00IHYYS.



3 60Ky winyHKOBO-KUWK08020 mpakmy: OlJIb B €MiracTpalIbHIN AUISHII )KMUBOTA, Jiapes, IUCTETCis, Hy10Ta Ta
OIIOBaHHS, 3aI10P.

3 6oky wkipu ma niowKipHoi K1imKo8uHU: BUCHII, CBEpOIK, KPOITHB’ THKA, TOCTPHI reHepaTi30BaHUI
€K3aHTEMAaTO3HHI MyCTYJIbO3HUN BUCHII, aHTIOHEBPOTHYHHIA HAOPSIK.

3acanvni nopyuienns: acTeHisl.

3 60Ky Kposi ma nimghu: arpaHyIONNUTO3, TPOMOOITUTOTICHI ST, TPOMOOITMTOTICHIYHA Ty PIIypa.

T'enamobiniapni po3naou: TenaTur.

Ilepeoo3ysanna. [1po BUNaAKy Iepe103yBaHHS NpemapaTy HE MOBIIOMIISIOCS.
VY Bumaaky nepeno3yBaHHs MOKa3aHa CUMIITOMATHYHA Teparis.

3acmocyeanna y nepioo eazimuocmi ado 200y8anHs 2pyoor.

He pexoMeHayeThCst TpUiMaTH y MEpioj BariTHOCTI a00 TOyBaHHS TPYIIO.

VY Bumnaaxky HeoOxiqHOCT1 3acTocyBaHHs TpumeTasuauHy-patiodpapm royBaHHs IpyA0 CJiJ NPUIHHUTH,
OCK1JIbKM HEBIZIOMO, UM IIPOHUKAE Mpenapar y rpyaHe MOJIOKO.

Jimu. besneka ta epeKTUBHICTh 3aCTOCYBAHHS TPUMETA3UINHY JIITSIM HE BCTAHOBJICHI.
JaHni BiACyTHI.

Ocoonueocmi 3acmocysanns.
TpuMeTa3sHINH MOKE CIPUYMHATH a60 MOTIPITYBATH CHMIITOMH ITAPKIHCOHI3MY (TPeEMOp, akiHe3is, TilepToHyc M’
A31B), SIK1 CIIJ] PETYJIIPHO TOCIIIKYBAaTH, OCOOJIUBO y MAIIE€HTIB JITHBOTO BiKy. Y CyMHBHHUX BUIAJKaxX
MAIi€HTiB MOTPIOHO HAMPABIIATH 10 HEBPOMATOJIOTA IS BIATIOBITHUX 0OCTEKEHb.
Leit mikapchKuit 3aci6 He CJ1i 34CTOCOBYBATH IS KYIIpYBaHHs HAMamiB cTeHOKapaii. Moro He ciix npusHavaTn
npu HecTab IbHIN cTeHoKapii a00 1HpapKTi MioKkap/a K EPBUHHY TEpaIilo Ha JOTOCHITaIbHOMY eTarl abo y
nepuri JHi rocmiTanizarii.
VY BUIa Ky BHHUKHEHHS HaIaly HeCTaOUIbHOI CTEHOKap il Ha TJIl TOTOYHOI Teparii HeoOXiTHO EPETISHYTH CTaH
XBOpOOHM MAIli€eHTa Ta BiIKOPUTYBATH JIKYBaHHS (MEAMKAMEHTO3HY TEPaIiio Ta MOXKJIMBICTh PEBACKYJISIpU3aLLi).
[Ipu nosiBi pyXxOBHX pO37a/iiB, TAKKX K CUMIITOMH MapKiHCOHI3MY, CHHIPOMY «HECIIOKIHHUX HIT», TPEMOPY,
HECTIMKOCTI X011, HEOOXIAHO MPUIUHUTH 3aCTOCYBaHHS TPUMETA3UIUHY.
L1i BUMagKy MarOTh HU3BKY YacTOTY 1 3a3BHYAil 3HUKAIOTD MICIIS IPUITMHEHHS JTIKYBaHHS: y OUIBIIOCTI MAIli€HTIB
— TIPOTATOM 4 MICSIIIB TICJIS MPUTTMHEHHS 3aCTOCYBAHHS Mpernapary. Ko CMMITOMH MapKHCOHI3MY
30epiratroTbcs MOHAA 4 MicsI MICis BIAMIHM IpenapaTy, He0OXTHO 3BEpHYTHCS 10 HEBPOIATOJIOra.
MosxyTh OyTH MajiHHA, HOB A3aHi 3 HECTIHKICTIO XOJM 200 apTepiaabHOIO TIOTEH3I€10, 0COOIMBO y MAIliEHTIB,
K1 IPUIMAaIOTh aHTUTITIEPTEH3UBHE JIIKYBaHHS (IUB. po3ait «I1o61uH1 peakiii»).
Crizx 3 06epexHICTIO 3aCTOCOBYBATH TPUMETA3UANH XBOPUM:

e 3 IOMIPHOIO HUPKOBOIO HEJOCTATHICTIO (AMB. po3ail «Crnocid 3acToCyBaHHS Ta A03W» Ta

«DPapMaKOKIHETHKAY);

e JIITHBOTO BIKY (AuB. po31i1 «Crocid 3aCTOCYBaHHS Ta I03W»).
VY TakMX Mali€HTiB PpEKOMEHAY€ETHCS MPOBOAUTH MOHITOPUHT (DYHKILIOHATBHUX IMOKA3HUKIB Ta MPHU HEOOXiTHOCTI
3HWKYBATH JI03Y.
[Hdopmaris 1mo10 3aCTOCYBAHHS MPU NEYIHKOGIL HedOCMamHocmi BIICyTHS.
Xeopum na yykposuii diabem KOPEKLis 103yBaHHs MpernapaTy He MoTpiOHa.
3acTocyBaHHsI MpernapaTy He BIUIMBAE HA MATOTOBKY J0 aHECTE3.

30ammnicms énnueamu Ha wWBUOKICMb peaKyii npu KepyeanHi A6mMompancnopmom avo pooomi 3 iHwuMu
Mexanizmamu.

TpumMerazuauH He BIUTMBAE Ha TEMOAMHAMIKY, TIpoTe Oynu 3adikcoBaHI BUTIAJKHU 3aTIaMOPOUYEHHS 1 COHJIMBOCTI
(muB. po3nin «ITo6iuHi peakiiii»), ki MOXYTh BIUIMHYTH Ha 31aTHICTh KEPyBAaTH aBTOTPAHCIIOPTOM 1 ITPALIFOBATH 3
IHIIUMH MEXaHI3MaMH.

B3aemooia 3 inwmumu nikapcokumu 3acovamu ma inwi 6uou 63aemooiil.



He BusiBiieHo B3aemoii npemnapaty TpumerasuanH-patiopapm 3 iHIIUMHE JTIKAPCHKUMH 3ac00aMHu, a came: 3
O1okaTopamu OeTa-aAPeHOPELENTOPIB, AHTArOHICTAMH KaJbllit0, HITpaTaMHU, FTeapuHOM, TiIOTIMiIeMiYHUMHI
3aco0amu, penapaTaMy HaepCTSHKH. TpuMeTa3uIuH MOKHA PU3HAYATH Y KOMQAHAMIT 3 KaJbIIUITAPUHOM,
aHTaroHicramu BitTaminy K, acniipuaom.

dapMakoJI0riYHi BJaCTHBOCTI.

Dapmaxoounamixa.

MexaHi3Mm fii. 3aBIsKku 30€peKeHHIO0 eHEPTETUIHOTO METa00I3MY Y KIIITHHAX, K1 ITOTEPIAIOTh Bif TiMOKCIi a00
memii, TpUMEeTa3uINH 3amo0irae 3MEHIIEHHIO PiBHS BHYTPIIHBOKIITUHHOTO AT®, 3a0€31euyouu THM CaMUuM
HaJIe)kKHE (DYHKII1OHYBaHHS 10HHMX HACOCIB 1 TpaHCMEMOpPaHHOT'O HATP1€BO-KaIi€BOTO IMOTOKY MU 30€pexkeHHI
KJIITHHHOT'O TOMEOCTa3y.

Tpumera3unuH ranpMye 3 -OKHCHEHHS )KUPHUX KUCIIOT, OJOKYIOYH JOBIOJIAHLIOIOBY 3-keToanui-
KoA Tionasy (3-KAT), o miBuIIlye OKUCHEHHS TJIIOKO3HU. Y KIITHHAX B yMOBaX illeMii mpoiec OTpuMaHHS
€Heprii IUIIXOM OKHCHEHHS TIIIOKO3U MOTPEO0Ye MEHIIIE KHCHIO MOPIBHSIHO 3 MPOLIECOM OTPUMAHHS €Heprii
HUISIXOM [3 -OKMCHEHHS )KUPHUX KUCIOT. [locuneHHs mporecy OKUCHEHHS TIII0KO3U ONTHUM3Y€ €HepreTHYHi
npoIlecy y KIITHHAX Ta BiAIOBITHO MIATPUMYE AOCTaTHIM MeTaboIi3M eHeprii B yMOBax imemii.

[Tpenapat takox cripusie 30epexeHHro piBHI ATD 1 AM® y kiriTHHaX MO3KY, MATPpUMY€E (yHKIIOHAIbHY
aKTHBHICTh MITOXOH/IpIH IeNaToIMTIB, @ TAKOXK MEPEIIKO/PKaE HECIPUATINBOMY BIUIMBY BUIBHUX PaMKalliB
3aBASKU 3HIKCHHIO IHTEHCUBHOCT1 MEPEKUCHOTO OKMUCHEHHS JIIMTIIIB 1 T BUIIIEHHIO MOTEHIally CUCTEMH
AHTUOKCHJIAHTHOTO 3aXUCTY.

dapMakoarHaMiuHi epeKTH. Y MaIi€HTIB 3 IMIEMIYHOI XBOPOOOIO CepIls TPUMETA3UINH i€ K MeTaOOTI9HAN
areHT, 30epiratoyy BHYTPIIIHHOKIJIITUHHI PIBHI BUCOKOEHEpTiHUX (ocdaTiB y Miokapi. EpexTu nocsrarorbes
0e3 CymyTHIX TeMOJAMHAMIYHUX 3MiH.

B oropunonapunrosnoriynii npaktuili TpumerasuauH-patiodapm MoJerirye NepeHOCUMICTh BECTHOYIIIPHUX
po0, TiABUIIYE TOCTPOTY CIYXY, MOCTA0IIE IHTEHCUBHICTh IIIYMY Y ByXaX, €(eKTUBHO 3MEHIIIYE CTYIHb,
TPUBAJICTH 1 YACTOTY HaIa/iB 3aIIaMOPOUEHHS ITPH XBOpoOl MeHbepa Ta 3al1aMOpOUYEHHS CyIMHHOTO
noxo/pkeHHs. [Ipu nepuenTuBHIi TiTyxoT 3a0e3mneuye 30iIbIIeHHs Jiana3oHy ClipuiMaHHs y neruoenax i
MOKpAILy€E CIyX.

Y XBOpUX 13 XOpiOpEeTHHATIBHUMHU CYJMHHUMH MOPYIICHHSIMHU IpenapaT CIpHsie BiJHOBICHHIO ()YHKIIOHAIBHOT
AKTUBHOCTI1 CITKIBKH, IO TIPOSIBISIETECS HOPMAITI3aIli€l0 MOKA3HUKIB €IEKTPOPETUHOTPAMH, TTOKPAIILY€ TOCTPOTY
30py Ta pO3LIUPIOE TIOJIE 30y, OB’ s3aHE 3 CIPUATIMBUMHU aHATOMIYHUMHU 3MiHaMu. Lle npu3BoauTh 10
ocnabieHHs GYHKIIOHATHHUX CHMITOMIB IATOJIOTI] CITKIBKH, OCOOJIMBO MPH cTapediil JereHepartii >KOBTOI TUISIMH.

Dapmakokinemuxa.

TpumerazunuH-patiodapm MOBHICTIO 1 MBHUIKO aOCOPOYETHCS 3 TPABHOTO TPAKTy. MakcuMallbHa KOHIEHTpAIls y
J1a3Mi KpPOB1 IOCSATA€THCS MEHIII, HDK 32 2 TOJMHU 1 CTAHOBUTH 55 HI/MJI MICJISI OJJHOPA30BOT0 MpUiioMy y 11031 20
Mr. bBlogoctynHicTb - moHax 85 %. CrabiibHa KOHIIEHTpAIlisi BCTAHOBIIOETHCS MPUOIN3HO uepe3 24-36 ronuH
TiCTIsl TOBTOPHUX MIPUHOMIB 1 3JIUIIIAETHCS TAKOIO MPOTATOM YChOTO TIEPIOTY JIIKYBaHHS. 3 OlJIKaMu in vitro3s’
A3yeThes puban3Ho 16 %. Jlobpe po3noainaserses y TkaHuHaX. O0’eM po3nouly CTaHOBUTH 4,8 JI/KT.
BuBoauThCs nepeBakHO HUpKamu, 51 % mpenapaty — y He3mineHOMY BuUrIsi. [lepios HamiBBUBe1eHHS — Maiike
6 TOMH IS 30POBUX JIFOACH 1 12 roauH — 115t 0ci0 BikoM B 65 pokiB. [Ipuiiom ki He BIITUBA€E HA
(bapMakOKIHETUYHI TTapaMeTpH Ipenapary.

dapManeBTUYHI XapaKTePHCTUKH.

OcHoeHni izuko-ximiuni eracmugocmi: Y€pBOHO-KOPUIHEBOTO KOJIBbOPY, KPYTI, IBOOMYKJI TaOlIEeTKU, BKPHUTI
IUTIBKOBOIO O0OJIOHKOIO.

Tepmin npuoamnocmi. 3 poxu.

YMmoBu 30epiranns. 30epiratu npu remnepatypi He Buie 25 [C y HeIOCTyIHOMY JJIs TITeH MicLii.

YnakoBka.[lo 10 Tabnerok y Guictepi, no 3 abo 6 GiicTepiB y KapTOHHIH KOPOOILY.

Kareropis Binmycky. 3a perientom.



Bupoouuk. Mepxiie ['M6X.

Micue3Haxoa:KeHH.
Jlronir-Mepxkite-1ltpacce 3, 89143 bnay6oiipen, Himeuunna/syn. I'pad-Apko 3, 89079 Viem, Hueuunna.



