IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

KAPMETAIUH

(CARMETADIN)

CKnaao:
ditoya peyosuHa: TPUMETA3UOUHY OUTITPOXIIOPUL;
1 TabGneTka MiCTUTh TPUMETA3UAUHY OUTIIPOXIOPULY 35 MT;

0onomidcHi peyoguHU: KabIliio TimpodocdaTt Oe3BOgHMM, KPEMHII0 MiOKCHL KOJIOITHUN 0€3BOTHUH,
IIOJTieTUIIEHOKCHU]I, IOBiIOH, KCAHTaHOBa KaMe[b, MarHito cTeapar;

naiekosa 060.10nka: Opadry® II Brown 85G565010 (CIHPT MOMIBiHINIOBHMA, TalbK, MOTi€THIIEHTJIIKOJE,
tuTany piokcup (E 171), neuuTuH (COEBU); 3aIi3a OKCUJ YePBOHUNU (E 172)); marHito cTeapar,
TIIiIePHH.

JlikapcbKa popma. TabneTku, BKpUTI MIiBKOBOIO 000JTOHKO0, 3 MOIU(IiKOBaHUM BUBIIbHEHHSIM.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: KpyTJli ABOOMYKJIi TableTKH, BKPUTI IIiBKOBOIO 000JI0OHKOIO,
POXKeBO-KOPUYHEBOTO KOJILOPY 3 TpaBipyBaHHAM «TZN» i «35» 3 oqHOTO GOKY.

dapmakoTepaneBTHYHA rpyna. Kapgionoriuxi 3acobu. Tpumertasunus. Kog ATX CO1E B15.

®Papmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

MexaHi3M mil.

3aBasiky 30epeKeHHI0 eHepreTUYHOr0 MeTab01i3My ¥ KJIiTHHAX, SKi IoTeprnaloTh Bif rimokcii abo
imewmil, TpuMeTa3uANH 3amobirae 3MeHIIEHHIO PiBHS BHYTPILIHBOKIITUHHOTO AT®, 3abe3meuyoyu
TUM CaMUM HaJjlekHe (YHKI[IOHyBaHHSI iI0HHUX HaCOCiB Ta TpaHCMeMOPaHHOT0 HaTPi€eBO-KalieBOro
TIOTOKY Iipu 30epeXeHHi KIIITUHHOTO TOMEOCTa3y.

TpumeTtasugus iHTiOye B-OKMCHEHHS XXKUPHUX KUCIIOT, OJI0KYI0YH JOBTOJIAHIIOTOBY 3-KeToarun-KoA
tionasy (3-KAT), mo migBuiilye OKHCHEHHS TTII0KO3U. Y KJIiTHHAX B YMOBaX ileMil poiec OTpUMaHHS
eHepril IIX0M OKMCHEHHS TJII0K03U ITOTpebye MeHIlle KHCHIO MTOPIiBHSHO 3 MPOIIeCOM OTPUMAaHHS
eHepril IIsxoM B-OKMCHEHHS XKUPHUX KUCIIOT. [IoCUIeHHS MIPOIeCy OKMCHEHHS TIIOKO3U OIITUMi3ye
eHepreTUYHi IIPOIeCH y KIIiTHHAX Ta BigNOBIIHO MiATPUMYE OOCTaTHi MeTaboJIi3M eHeprii B yMoBax



imemii,
dapmakoguHaMiyHi eQeKTH.

Y narrienTiB 3 inmemigyHOI XBOP00OOIO CEpIlsd TPHUMETA3UOUH i€ SK MeTa0omiyHuM areHT, 30epirarouun
BHYTPIIIHBOKJIITHHHI PiBHI BUCOKOeHepriiHux pocdaTiB y Miokapai. AHTHiIeMiuH] edeKTn
mocAralThcs 0e3 CyNmyTHIX reMOAMHaMiuHUX e(eKTiB.

dapmakoKiHemuxka.

AGcopOiis.

[Ticns mepopasibHOTO 3aCTOCYBaHHS MaKCUMaJlbHa KOHLIEHTpallisl TPUMEeTa3UuAuHY B I1J1a3Mi KPOBI
CIIOCTEPITaeThCsl B CEpegHLOMY Yepe3 b rofivH. YIIPoJoBK 000U KOHIIEHTPAIlisl y Ia3Mi KPoBi
3aUIIaeThCs CTabibHOIO: TpoTsaroM 11 roguH micnig npuiioMy TableTKy KOHIIEHTpallis
TPUMETA3UANHY Y I7a3Mi KpoBi gopiBHIOE abo Bulla 75 % MakcHManbHOI KOHLeHTpauii. CTan
cTabiIpHOI KOHIEHTPAIlil MoCAraeThCs HanmisHime Ha 60-Ty roguny. BXkMBaHHS 1XKi He BIIJIMBA€ Ha
(apMaKOKiHETUYHI XapaKTEePUCTUKU TPUMETa3UAUHY.

Pozmomin.

O0’eM posmnopiny cTaHOBUTH 4,8 11/KT; 3B’s93yBaHH4 3 O6iTKaMu HU3bKE: 3a JaHUMU BUMIPIOBaHb in Vitro
-16 %.

BuBeneHHs.

TpumeTa3ugrvH BUBOOUTLCS B OCHOBHOMY i3 cedero, IepeBaxkHO y He3MiHeHi# ¢opmi. [Tepiog
HalliBBUBE[IeHHSI CTAHOBUTD Yy CEPEOHLOMY 7 TOAUH Y 3MOPOBUX MOJIOAUX NOOPOBOIIBLIB Ta 12 rONWH B
ocib BikoM Bif 65 pokiB. [loBHe BUBe[leHHS TPUMETA3UAUHY € PE3YIHTaTOM B OCHOBHOMY HUPKOBOTO
KJIipeHcy, sKui 0e31mocepeiHb0 KOPEIOEThCS 3 KIIIPEHCOM KpeaTUHIHY, Ta MEHIIIOI Mipoo €
pe3ynbTaToOM MEYiHKOBOTO KIIipEHCY, IKUM 3 BIKOM 3MEHILYETHCS.

Oco6nuBi rpyny NalieHTiB.

ITayieHmu AiMHbO20 BIKY.

Byrno npoBeneHo crnelnianbHe KTiHIYHe OOCTIAXKEHHS 3 YYaCTIO Mal[i€HTiB JIITHBOTO BiKYy 3
3aCTOCYBaHHSIM TPUMeTa3uauHy 35 Mr 2 pa3u Ha mo0y. AHai3, TpoBeieHul KiHeTUUHUM
MONYJISALIMHNM METOOM, ITI0Ka3aB MiABUIIEHHS KOHILIEHTpallil y IIJla3Mi KpoBi. Y malieHTiB JTiTHHOTO
BiKy MOXKJIMBe TIiIBUILIEHHS KOHIIEHTpallil TpPHMeTa3uguHy Yepes BiKoBe 3HWXKEHHS QYHKIIii HUPOK.
CnenianbHe (hapMaKOKiHeTHYHE OOCIIgKEeHHS Y MalieHTiB BikoM 75-84 pokiB abo = 85 pokis
I10Ka3aJ1o, 1[0 y MAalieHTiB i3 IOMIPHOI0 HUPKOBOIO HEJOCTATHICTIO (KiIipeHC KpeaTHHiHy 30-60 MJ1/XB)
KOHIIEHTpallid TpuMeTa3uauHy nigsuirysanack y 1,0 ta 1,3 pa3a BignoBigHO IOPiBHSHO 3
MoJofImuMH naifieHTamu (BikoMm 30-65 pOKiB) i3 TOMipHOI0 HIPKOBOIO HEIOCTATHICTIO.

ITayienmu i3 nopyweHHAMU PYHKYIT HUPOK.

KoHneHTpalis TpuMeTa3uOuHY B I1JIa3Mi KpPOBi 30i/IbIIYETHCS B cepeqHboMy ¥ 1,7 pa3a y mallieHTiB 3
TIOMipHOIO HUPKOBOIO HEJJOCTATHICTIO (KiipeHc kpeaTuHiny - 30-60 mi/xB) Tay 3,1 pazay
MAIiEHTIB i3 TAKKOI0 HUPKOBOIO HEIOCTaTHICTIO (K/TipeHC KpeaTuHiHy < 30 MJI/XB) IIOPiBHSHO
3i 3mopoBUMM OOGPOBOJIBIIMY 3 HOPMaIbHOIO GYHKIII€I0 HUPOK. Y 11l momynsuii He
CIIOCTepiraaocs xKOMHUX NOJaTKOBUX 3aHETIOKOEHD 3 O€3MeKy MOPiBHSIHO 3 3arajbHOI0



IIOMYJIALIELO.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

CuMmrnrToMaTuyHe JIiKyBaHHS cTa0iNbHOI CTeHOKAPHil ¥ AOPOCINX 3a YMOBU HEOCTaTHLOI
e(eKTUBHOCTI 4M HETIePEeHOCUMOCT] aHTHaHTiHAIBHUX IIpelapaTiB IepImoi TiHil.

IIpomunoka3aHHsA.

e [lifmBuileHa YyTIUBICTH [0 [i040l PeYOBUHU ab0 J0 JOIOMiXKHUX PEUYOBHH JIiIKapChKOTO 3aC00y.

e XBopoOa [TapKiHCOHa, CUMITOMM apKiHCOHI3MY, TPEMOP, CUHAPOM «HECIOKIMHUX Hir» Ta iHImI
PYXOBI1 po37afH, 1110 MalTh BiTHOIIEHHS [0 BULe3a3HAYEHOTO.

e TskKa HUPKOBa HEIOCTATHICTH (KJIipeHC KpeaTHHIHY < 30 MJI/XB).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[Tpo B3aEMO[Iit0 TPUMETa3UOUHY 3 IHIIUMU JIiIKapCbKUMU 3aco0aMu He TIOBiTOMIISIIH.

Oco6uBOCTi 3aCTOCYBaHHS.

JlikapceKuii 3acib He CJIiff 3aCTOCOBYBaTH [Ji KyIIipyBaHHS HalafiB CTeHOKapAil. loro TakoxX He
CJIif 3aCTOCOBYBATH IIpu HecTabinbHilM cTeHoKapHii abo iHdapkTi Miokapaa K IEPBUHHY Tepariio Ha
morocmitambHOMY eTarmi abo y mepimi gHi rocmitanisarii.

Y BumapfkKy BUHUKHEHHS Hamafay HecTabibHOI CTEeHOKap/il Ha TIIi MOTOYHOI Teparii Heo6xigHO
TIepPETISIHYTH CTaH XBOPOOU TallieHTa Ta BiTKOPUTYBaTH JIiKyBaHHS (MeOUKaMeHTO3HY Teparliio i
MOXKJIUBICTb peBaCKyIIpu3aliil).

3acTocyBaHHS JIIKapChKOTO 3aC00Y MOXKe CIPUYUHATH ab0 MOTipIIyBaTU CUMITOMYU ITapKiHCOHI3MY
(Tpemop, akiHesis, rinepToHyc M’s13iB ), SIKi CJIifi peryaspHO MOCTiAXKYyBaTH, 0COOIMBO Y MAIliEHTIB
JITHBOTO BiKy. Y CyMHIBHUX BUIIagKaX IallieHTiB MOTPiOHO HAMIPaBISATH OO0 HEBPOIATOJIOra OIS
BigmoBigHUX 06CcTeKeHb. [Ipu MOSBi PyX0BUX PO3/1afiiB, TAKUX K CUMIITOMU ITapKiHCOHI3MYy, CHHAPOM
«HECHOKIVHUX Hir», TPEMOP, HECTIUKICTh XO[HU, CIIi IPUIUHUTH 3aCTOCYBaHHS JTIKapChKOT0 3aco0y.
LIi BUuMmaiKy MalOTh HU3BKY YaCTOTY i 3a3BUYal 3HUKAIOTh IiC/Is MIPUNIUHEHHS JTiKyBaHHS, Y Oi/IbIIOCTI
Malll€HTIB - MPOTATOM 4 MICALIB MiCIg NPUIXHEHHS IPUAOMY TPUMETa3UauHYy. AKII0 CUMITOMUA
napkKiHCOHi3My 30epiraoThcs MoHan 4 Micsli Mmiciis NPUIUHEHHS JTIKyBaHHS, CJIifl 3BEPHYTUCS [0
HeBPOIIaToJIora.

[Tig yac 3acTocyBaHHS JIiKapChKOT0 3aC00y MOKJIMBI MafiHHS, TIOB’g3aHi 3 HECTINKICTIO Xoqu abo
apTepianbHOIO TiNOTeH3i€0, 0COOIMBO y Malli€HTiB, AKi IPUIUMAIOTh aHTUTiePTEeH3UBHE JIiKyBaHHS
(muB. po3min «ITobiuHi peakirii»).

JlikapceKu# 3acib CIIifi 3aCTOCOBYBaTH 3 00€peKHICTIO MaIliEHTaM 3 TPy PU3UKY IiABUIIEHHS HOT0



KOHIIEHTpAIlil: MallieHTaM 3 ITOMipHOI0 HUPKOBOI HENOCTATHICTIO (OUB. po3ainu «PapMaKOKiHETHKa»
Ta «Croci6 3acTOCYBaHHS Ta [03U») Ta MallieHTaM BikoM Bif 75 pokiB (ouB. po3min «Cmocid
3aCTOCYBaHHS Ta JO3MU»).

CIOpPTCMEHH.

JlikapceKu# 3aci0 MIiCTUTH [if04y PEUYOBUHY, 1[0 MOXKE [IaBaTU IMO3UTUBHUMN
pe3ynbTaT aHajily aHTUAOIIHIOBOIO TECTY.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
Bazimuicme.

[laHi 1010 3aCTOCYBaHHS TPUMETA3UAVHY BariTHUM XKIiHKaM BifCyTHI. [JOCIiXKeHHS Ha TBapHUHAaX He
BUSBJIAIOTH IPSIMOT0o abo HEpsIMOro He0e3MMeYyHOTr0 TOKCUYHOT0 BIJIMBY Ha PEIPONYKTHBHY CUCTEMY.
[TpoTe s 3amobiranHs Oymob-TKOMY PU3UKY TiKAapChKUM 3acib He PEKOMEHIYEThCS 3aCTOCOBYBATHU Y

mepiof BariTHOCTI.

ITepiod 200ysavHA 2py0oH0.

Hesigomo, 4¥ IpOHMKAE TpUMeTa3uguH abo 1oro MeTaloliTi y TpyAHe MOJIOKO. [I71g 3amnobiraHus
OyOb-IKOMY PHU3UKY OJISI HOBOHAPOMXKEHUX/HEMOBJISAT JIiIKapChKUM 3acib HE PeKOMEHOYEThCS
3aCTOCOBYBATHU Y Mepiof roayBaHHS IPYAILO.

QepTUNIbHICTS.

HocnifKeHHS PeNPOAYKTUBHOI TOKCUYHOCTI II0Ka3aJjy BiICYTHICTh BIUIMBY TPUMeTa3uOUHy Ha
(bepTUNbHICTh CAMOK Ta CaMIIiB IIypiB.

3maTHICTh BIIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHIMMHI
MexaHi3MaMu.

3a JaHUMU KJIiHIYHUX OOCHiAXKEeHb TPUMETa3uANH He BIIJINBA€ Ha reMOJUHAMIKY, IIpOTe Y
IIOCTMapKeTUHTOBUY niepiof Oynu 3adikcoBaHi BUMTafiKX 3allaMOPOYEHHS i COHIMBOCTI (AXB. PO3Min
«[TobiuHi peakuii»), AKi MOXKYTh BILIMHYTH Ha 3[aTHICTh KEPYBATU aBTOTPAHCIIOPTOM abo0 iHIIUMU
MeXaHi3MaMu.

Cnocib 3acmocyeaHHsi ma do3u.
Jlikapcekui 3acib mpu3HaueHuu OIS TepopaibHOr0 3aCTOCYBaHHS.
PexomeHoBaHa fio3a cTaHOBUTEL 35 Mr (1 TabneTka) 2 pa3u Ha 0o0y, BpaHIli Ta BBeUepi, mif Jac ifu.

[Ticnsa 3 Mics1iB miKyBaHHS HEOOXiOHO OIIHUTHY Pe3yNbTaTH JiKYBAHHS Ta ¥ pas3i BimCyTHOCTI ehekTy
3aCTOCYBaHHS JIiIKapChKOT0 3aC00y CIIiJ TPUIUHUTH.

Oco06nuBi TpyNY Nallie€HTiB.



ITauieHmu 3 HUPKOBOH HedocmamHicmio.

[NTaumieHTaM i3 TOMiIpHOI HEPKOBOI HEJOCTATHICTIO (K/IipeHC KpeaTuHiny - 30-60 Mi1/xB)
peKoMeH0BaHa f1o3a cTaHOBUTH 35 Mr (1 TabrmeTka) Ha moOy BpaHIIi Tig Yac CHiaHKY (OUB. pO3Minu
«PapMakoKiHeTHKa» Ta «OcoOIMBOCTI 3aCTOCYBaHHSI»).

ITauieHmu AIMHbBO20 BIKY.

Y matieHTiB NTiTHHOTO BiKy MOXKJIMBE IIiIBUILIEHHS KOHIIEHTpAllil TPUMeTa3uAUHY B IIJIa3Mi KPOBi
yepe3 BiKOBe 3HUKEHHS QYHKIII HUPOK (OuB. po3min «®PapMakoKiHeTHKa»). [lallieHTaM i3 moMipHOI0
HUPKOBOIO HEJOCTATHICTIO (K/IipeHC KpeaTuHiny - 30-60 MJ/xB) peKOMeH0BaHa 03a CTaHOBUTH 35
mr (1 tab6reTka) Ha moOy BpaHIIi Iif Yac CHigaHKYy. [IJ1s MaIlieHTiB IiTHROTO BiKy HEOOXITHO 3
00epexkHiCTI0O TUTPYBATH 03y (AUB. po3ain «OCoBIUBOCTI 3aCTOCYBAHHSI»).

Himu.

Besmneka Ta eeKTUBHICTh 3aCTOCYBaHHS TPUMETA3UIUHY HiTIM (BikoM 0 18 poKiB) He BCTaHOBJIEHi.
IlaHi BigCyTHi.

Ilepedo3yeaHHsi.

KinbkicTh faHUX IIOMO0 TEPENO3yBaHHS TPUMETa3uANHOM o0OMexkeHa. Y pa3i nepeno3yBaHHS CIIif
IIPOBOOUTH CHMIITOMATHYHE JTiKyBaHHS.

ITo6iuni peakuii.

HuxuyeHaBeneHi mobiyHi peakiiii ciCTeMaTH30BaHO BifITOBIHO MO KJIACiB CHCTEM OpraHiB 3a
MedDRA Tta yacrororo: gyKe 4acTto (*1/10), wacto (*1/100, <1/10), Hewacro (31/1000, <1/100),
pigko (31/10000, <1/1000), oy=xe pinko (<1/10000), yacToTa HeBigoMa (4acTOTy HEe MOXKHa
OLIIHUTH Ha OCHOBI HasIBHUX HAHUX).

3 60Ky Hepeosoi cucmemu:
YacTo - 3allaMOPOYEHHs, TOJIOBHUY 0iflb; YacTOTa HEBiloMa - CUMIITOMH IapKiHCOHI3MY (TpeMop,
aKiHe3is, TiIepTOHYC M'513iB), HECTIMKICTh XOOM, CHHAPOM «HECIOKIMHUX Hir» Ta iHII PyXOBi

po3manu, 110 MaloTh BiJHOIIEHHS OO BHINle3a3HaYeHOro (3a3Buyall MUHAIOTH IiC/ISA IPUIHHEHHS
JiKyBaHHS), pO3Jiafik CHY (0€3COHHS, COHIUBICTE).

3 6oky opaaHis cayxy ma eecmubya5pHO20 anapamy:
YaCTOTa HEBijoMa - BEPTUTO.

3 6oky cepus:

PIOKO - manbIiTalisd, eKCTPAaCUCTOJIisA, TaxiKapmis.

3 60Ky cyOuH:



pimKo - apTepianbHa TinoTeH3is, OpTOCTaTUYHa TillOTEH3isd, SKa MoXke OyTH acoliioBaHa 3
He3[yKaHHSIM, 3allaMOPOYeHHSIM a0 mafgiHHAM (30KpeMa Y MallieHTiB, SKi 3aCTOCOBYIOTh
AQHTUTINEePTEeH3UBHI 3ac001), TOUEPBOHIHHS 006/TUYYS.

3 60Ky mpasHo20 mpakmy:

yacTo - 0inb B abmoMiHasbHil TinAHIN KUBOTA, Aiapes, AUCIENCisa, HyoTa Ta 0JI0BaHHS; Y4aCTOTa
HeBioMa - 3a1op.

3 6oky eenamobiaiapHoi cucmemu:
YacToTa HeBioMa - remaTur.
3 60Ky wkipu ma niOwWKipHUX MKAHUH:

YacTO - BUCUIIAHHS, CBePOixK, KPOIUB'SHKA; YaCTOTAa HEBiTOMa - TOCTPUY reHepasi30BaHuM
€K3aHTeMaTO3HUY IYCTY/Ib03, aHTiI0HEBPOTUYHUN HAOPSIK.

3 6oky cucmemu Kposi ma aimpamuyHoi cucmemu:

YacTOTa HEBiJOMa - arpaHyJIOIUTO3, TPOMOOIIUTOIEeHisT, TPOMOOIIMTOIEeHIYHA ITypITypa.
3 60Ky opaaHizmy 8 yinomy:

4YacTo - aCTeHid.

ITosidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimomeHHs PO Migo3pioBaHi MOGiYHI peakiiii, 1110 BUHUKIIU ITiCJIT PeecTpaliii 1ikapchbKoro 3acoby,
Oye BaxJuBi. Lle mae 3MOry IOCTIMHO CIIOCTEPIraTH 3a CIiBBIIHOIIEHHAM KOPUCTI/PU3UKY IIpU
3aCTOCyBaHHI JlikapchbKkoro 3acoby. IIpalliBHUKY CUCTEMHU OXOPOHU 3[I0POB’S ITOBUHHI IOBIIOMISATH
npo Oynb-sKi migo3pioBaHi mo0OiYHi peaklii Yepe3 HallioHAbHY CUCTEMY (apMaKOHaTJISaAYy.

Tepmin npudamHocmi.

3 pPoKH.

YMoBH 30epiranssi.
36epiratu nmpu TeMiepaTypi He Buine 25 °C y HEOOCTYIIHOMY OIS MiTe# MicIi.
YnakoBka.

[To 30 TabneToK, BKPUTHUX IIJIIBKOBOIO 000I0HKOI0, 3 MOAMGIKOBaHMUM BUBITbHEHHAM, Y O11icTepi; mo 2
OnicTepu y KApTOHHi#M KOpOOI1Ii.

Kareropis Bigmycky.



3a pelemnToM.

BupOOHHUK.
YOPJIII MEOULIUH IJIAY CAH. BE TI[I2K. A.Ill., Typeyuuna/

WORLD MEDICINE ILAC SAN. VE TIC. A.S., Turkey.

Micne3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOT0 Tis/TbHOCTI.
15 Temmy3 Maxannemi [I>kami I;Iony Ixanpmeci Ne50 Ionemti Barmxunap/Cram6yn/

15 Temmuz Mahallesi Cami Yolu Caddesi No:50 Gunesli Bagcilar/Istanbul.

3asAsBHUK.

YOPJIO MEOUILIAH 1'TAY CAH. BE TIIZK.
A.I., Typeuuuna/

WORLD MEDICINE ILAC SAN. VE TIC. A.S,,
Turkey.



