IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

ETKOIMH®

(ELKOTSIN)

CKknao:
ditoua peuosuHa: pebamirifn;
1 Tabnetka mMictTuts pebamimniny 100 mr;

donomidcHi peuoguHu: TEII0I03a MiIKPOKPUCTaIiYHa, TAPOKCUIIPOIIIIIEI0I03a
HU3bKO3aMillleHa, TigPOKCHUIIPOIIiNIEeN0N03a, MarHilo cTeapar;

cymiw 011 nokpumms: TimpomMeno3sa, Tutany fgiokcup (E 171), monieTuneHr 1ikonb (MaKporom).

JIikapcbKa ¢opMa. TabneTky, BKPUTI IIIIBKOBOIO 000JIOHKOIO.

OcHosHi (pi3uko-ximiuHi 81acmugocmi: Oini KpyriIi, TlafieHbKi 3 060X CTOPiH ABOOMYKITi
TabJIeTKY, BKPUTI IIJIiIBKOBOIO 000JIOHKOIO.

dapMakoTepaneBTHYHA Irpymna. 3aco0u [ JIiKyBaHHS KMCIIOTO3aJIeXKHUX 3aXBOPIOBAHb.

Kop ATX A02X.

dPapmakonoziuHi e1acmueocmi.
dapmakoduHamika.

Pebamimip migBuIye eHOOTeHHUY BMicT mpocTarianauHiB E, Ta I, (PGE, Ta PGI,), sKi MiCTSITBCS Y
IIIJTYHKOBOMY COKY, @ TaKOX IigBUIIyE piBeHb npocTtariauauny E, (PGE,) y cnu3osiit 06010HIIi
IIJTYHKA, IO CIIPUSE i1 3aXUCTY Bifl YIIKOAXKYBanbHUX (HakTopiB. Pebaminin ynHUTD
IIUTOTIPOTEKTOPHUY eeKT, MOBeOeHUM y NOCTiAKEHHSX in Vitro, IoKpalye KpoBooOir y cIu30Bil
000JIOHIII IITTYHKa i CTUMYJTIOE Ipostideparifo KIiThH. 3aBASKY MigBUIIEHHIO aKTUBHOCTI (PepMeHTiB,
I10 CTUMYJTIOI0Th 0i0CUHTE3 BUCOKOMOJIEKYIIPHUX TIIKONIPOTEIHiB, pebaMirmiz 30ibIIye KilbKiCTh
IIOBEPXHEBOT0 IIJTYHKOBOTO c/iu3y. Pebamimin He BIIBae Ha 6a3anbHY i CTUMYJILOBAHY IITTYHKOBY
CeKpeliio.

dapmakokiHemuxka.



[Ticrst omHOPa30BOT0 MepopanbHOro 3actocyBanHs 100 Mr pebamiminy MakcuManbHa KOHIIEHTPAITS Y
nna3Mi Kposi (216 = 79 ur/mi) crocTepiranacs depes 2,4 + 1,2 rogunu. B ekciepuMeHTax in vitro 3
6inkamu 1mIa3Mu KpoBi 3B’sa3yBanocs mpubnu3no 90 % mpemnapaty, mpoTe y 0araTopa3oBux
OOCIIAXKEHHAX OOBEEHO, 110 IIpeliapaT He KyMYJ/II0€ThCA B opraHi3mi. [Ipenapat niggaeTscs
He3HaYHOMY MeTa0o0JI1i3My B OpraHi3Mi JTIIOAWHY, OOHAK 3[e0iNbIIOro BUAINISETHCS Y HE3MiHEHOMY
Burnspi. [lepion HaniBBUBeeHHS 3 IJIa3MU KPOBi CTaHOBUTD mpubnu3uo 1,9 + 0,7 rogunu. [pu
3acTocyBaHHi pebamiminy B 0o3i 100 Mr y maiji€HTiB 3 HUPKOBOIO HEJOCTATHICTIO CIIOCTEPiranocs
306inbIIeHHS KOHIIEHTpALlil IpenapaTy y 1jIa3Mi KpoBi Ta nepion HaniBBuBegeHHs OyB Oinbiuii
IIOPiBHSTHO 31 3MOPOBUMH IIalliEHTAMHU.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHs.

Bupaska MTyHKa, TOCTPUM TaCTPHUT, MePiofl 3aT0CTPEHHS XPOHIYHOT0 TaCTPUTY, MATONIOTiYHi
3MiHM CIM30BOI 000JIOHKM IIJTYHKA (epo3ii, KpoBOTeUi, rinepeMisi, HabOpSIKu).

IIpomunoka3aHHs.

[TigBuIeHa YyTIUBICTE K0 pebamininy a6o mo O6yab-aKUX iHIIMX KOMIIOHEHTIB IIpenapary. 370gKicHi
3aXBOPIOBaHHS IIIYHKA.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[Tpu 3acTocyBaHHI pebaMimifly y CKlafi TpafuLiiHUX aHTUXETIKOOaKTepPHUX CXeM e(eKTHBHICTh
TPaguIliiHOI Tepartii, BiporigHo, 3pocTae. Blaemogis 3 iHIIMMYU NIpenlapaTaMy He [OCHiXKeHa.

Pebaminifi MaB He3HauyHUY iHTiIOyI0Uni ePeKT Ha pepmeHTH HUTOXpoMy P450 in vitro. Pebamimin
IIPAKTUYHO He MeTabOoIi3yEThCS B IIEUiHIl Ta BUBOOUTLCS i3 ceyelo Y He3MiHEHOMY BUTIAMi; TakKuM
YUHOM, IIpelapaT He CHJIbHO BIIJIUBAE Ha MeTabos1i3M iHmmx mpemaparis. Illo cTocyeThes
OJHOYACHOI'0 3aCTOCYBAHHS 3 iHITUMH ITpernapaTaMy 3 Oi/IbIl BUCOKUM PiBHEM 3B’I3yBaHHS 3
6inkamu mrypis (H2-6mokaTop i BapdapuH), xoua pebaMimin Mae BUCOKUYM PiBeHb 3B’'SI3yBaHHS 3
oinkamu (95% abo GinpIne), 10r0 KOHIIEHTPALlis B KpoBi gocsirae 200 HI/MIT; 0TXKe, 1IeH mpenapar
BBAXKAEThCS MEHII iIMOBIpHUM [J1s MiABUINIEHHST KOHIIEHTpPAIlil B KPOBi B IOPiBHAHHI 3 iHIIUMU
npernapatamMu. Kpim Toro, € moBigoMIieHHS PO Te, 110 Ha pefaMilif He BIJIMBAIOTh KOHIIEHTPAIIis
CaJIiKIIOBOl KUCJIOTH B IJIa3Mi (JIIOOWHY) IIifl 4ac BBeIEeHHSA aClipyuHy, KOHIIEHTpallisl iHqOMeTalluHy B
CHpOBaTII (JIIONUHY) i 9ac BBeeHHS iHgoMeTaluHy, i KoHIeHTpauid 5-FU B nna3wmi Ta nyxJIuHHIN
TKaHuHi (1ypu) nig yac BBegeHHs UFT.

He moBimoMisieThCst PO JTiKapChKi B3aEMOil Mik peOaMiImifioM Ta iHIIMMK mpemnapaTaMu.

Oco06.1ueocmi 3acmocyeaHHsi.

[Tpu 3acToCcyBaHHI IIpemnaparty iCHye UMOBiIpHICTh BUHMKHEHHS IIOKY Ta aHa(iTaKTUYHUX peakKliii,
TOMY IIpellaparT CJIifl 3aCTOCOBYBATH IIiff HATNIsAAOM Jikaps. [Ipy BUHUKHEHHI MOOiOHUX peakilii



TinepyyTaUBOCTI, IIpenapar CJif IPUNUHUTY Ta CJIiJ BKUTH BiATIOBIIHUX 3aXO[iB.

[HOmi MOXKe CIloCcTepiraTucs 3MeHIIeHHS KiTbKOCTi IEMKOLXTIB Ta TPOMOOLUTIB. Y pa3i BUSBIIEHHS
BiAXMIeHHS Biff HOpMU HEOOXigHO MPUNMHUTY IPUNOM IIpenapaTy Ta IPOBECTH BifTIOBigHI 3axoou
[J15 IOKpAallleHHs CTaHy alli€HTa.

Inomi moxe crocTtepiratucs 3poctanss piBHSA AcCAT, AnAT, y-TTTII, JI® (myxHol pochaTasu) Ta i
TopyLIeHHs QYyHKII NeYiHKY, KOBTIHUIISA. Y pa3i BUHUKHEHHS TaKUX peaklliil HeoOXigHO MPOBECTH
BifmoBigHe 00CTeXKEeHHS, Y pa3i BUSIBIIEHHS BilXuJIeHb Bil HOPMHU NIPUIIMHUTY IIPUNOM IIpPeraparTy Ta
BXKUTH HeOoOXigHi 3aX0du 71 OKpaIlleHHsI CTaHy MallieHTa. AKII0 piBeHb TpaHCaMiHa3 IIOMITHO
HiABUINYETHCS a00 PO3BUBAETHCS JINXOMaHKa Ta BUCHII, IIpeiapaT CJIifi IPUIIMHUTH i CITif BKUTH
BiAIIOBIZHUX 3aX0MiB.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py0010.

Ockinbky Oe3neka 3aCTOCyBaHHSA pebaMimify y nepiof BariTHOCTI abo rogyBaHHS TPYAMI0 HE
IoBeNeHa, IpeliapaT NIPOTUIIOKa3aHUU IJ1s1 3aCTOCYBaHHS.

Ockinbky pebaMimif MpoHUKAE ¥ TPYAHE MOJIOKO, i/l Yac 3aCTOCyBaHHS IIpernapaTy
TOAYBaHHS I'PYAOI0 CIIi IPUIIUHUTM.

30amHicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMmamu.

[Tpu npuiioMi pebamimigy MOXKIIMBe BUHUKHEHHS 3allaMOPOYEHHS, COHJIUBOCTI. Y TaKUX
BUIIAAKaX CIIiJl BiTMOBUTHCS Bifl KEPYBaHHS aBTOTPAHCIIOPTOM, PoOOTH 3 MexaHi3MaM¥, a
TAKOXK Bifl 3aHSTh IHIIMMY BUOAMU OisJIBHOCTI, 1110 TOTPE0YIOTH MiIBUINIEHO] YBarH i ITBUOKO]
peaxiiii.

Cnocid 3acmocyeaHHsi ma do3u.
[7s1 mepopanbHOTr0 3aCTOCYBAHHS.

Bupa3ska 1iiyHka

Iopocai - 3 pa3u Ha o6y mo 100 mr (1 TaGneTka) BpaHIli, BIeHb Ta BBeUEPi.

[114 TOKpallleHHs CTaHy IIPU TOCTPOMY TaCTPUTI, YV IePiol 3ar0CTPEeHHS XPOHIYHOI'0 TaCTPUTY, IIPU
IAaTOJOTiYHKWX 3MiHaX CIM30B0i 060IOHKY IINTYHKA (epo3ii, KpOoBOTEYi, rinepemisi, HaOpIKH).

Lopoci - 3 pa3u Ha o6y no 100 mr (1 TabneTka).
IlauieHmu AIMHBO20 BIKY.

Crnip 3 06epeXHiCTIO MpU3HAYATH IPelaparT MalieHTaM JIiTHbOTO BiKY IJIST 3MEHIIEeHHS PU3UKY
PO3BUTKY IOPYIIeHb 3 60Ky TPAaBHOT'O TPAKTY, OCKiJIbKM fJaHa KaTeropis mallieHTiB Oilbll Y4yTIrUBa 10
mii mikapchKOTo 3acoby.



Himu.

[TpemapaT He IpU3HAYaTH OiTSIM, OCKIIBKY OOCTIAKEHHS 100 3aCTOCYBaHHA Y 1il BiKOBil KaTeropil
He IIPOBOIUIIH.

Ilepedo3yeanHsi.

Bunagku nepefo3yBaHHS He onucaHi. MoxkuBi HynoTa, O1ioBaHHS, 0ib y KUBOTI, fiapes a0o 3armop,
TOJIOBHUY 0iflb, TOCUNIEHHS IPOSIBIB MOOIYHUX peakllii.

Y pasi nepeno3yBaHHSA CJIif IPOMUTHU LIUIYHOK i IPU3HAUYUTYA CUMIITOMATUYHY Teparlito.
CrneuudiuHoro aHTUOOTY He iCHYE.

ITob6iyHi peakuii.

[To6iuni peaxiil 6ynu KinacudikoBaHi 3a opraHaMu i CHCTeMaMU Ta 3a YaCTOTOI0 BUHUKHEHHS. 3a
YaCTOTOI0 BUHMKHEHHS PO3MileHi Ha HACTYIHI KaTeropii: gyxke gacto (> 1/10), wacto (> 1/100 i
<1/10), HeyacTo (> 1/1000 i <1/100), pigko (> 1/10000 i <1/1000), myxe pigko (<1/10000),
YacTOoTa HeBigoMa (HeMOXKJIMBO OLIIHUTU Ha OCHOBI HasIBHUX HAHUX).

3 6oky cucmemu Kpogi ma aimMpamuyHoi cucmemu: HEYaCTO - JIEUKOIIEHis, TPaHyJIOLUTONIEHIs;
YacTOTa HeBigoMa - TPOMOOLMTOIIEHis.

3 6oky eenamobisiapHoi cucmemu: He4acCTO - MiABUIIEHHS PiBHA Ie4iHKOBUX (hepMeHTiB ACAT,
AnAT, rammarnyramintpancdepasa, JI® Ta inmii nopymeHHs QyHKII Ie4iHKY; YacTOTa
HeBiloMa - XKOBTSHUIIA.

3 6oky imyHHOI cucmemu: HEYaCTO - BUCHIIAHHS Ha INKipi, cBepOixK, ek3eMa
Me[UKaMeHTO3HOI0 TUIly, IHIIi CUMIITOMU TillepYyTIUBOCTL; 4aCTOTa HEBIOMa - IIIOK,
aHa(imakTUYHi peakilii, KpONIMB THKA.

3 60Ky ueHmpasavHoi i nepugepuyHoi Hepeosoi cucmem: 4aCTOTa HEBiOMa - OHIMIHHS,
3allaMOPOYeHHs, COHIUBICTE.

3 60Ky WAYHK0BO-KUWKOB020 MPAKMY: HEYACTO - 3al0PH, BifUyTTS PO3NUPAHHS Ta HAlIOBHEHHS Y
JKUMBOTI, miapesi, HyfoTa, O/M0BaHHS, Iedisi, 6i/1b y KUBOTI, BifpHKKa IOBITPSIM, ITOPYIIEHHS CMaKOBUX
BIUYTTiB; 4aCTOTa HEBIlOMa - CIIpara.

3 60Ky duxaavbHOi cucmemu: 4aCTOTa HEBilOMa - KallleJib, BaXKKICTh AUXaHHS, PeCIipaTOpHUU
OUCTpPEC.

3 6oky ceuocmamesoi cucmemu: HEYaCTO - [IOPYIIEHHS MEHCTPYaIbHOI0 IUKITY Y XKIHOK;
YacToTa HeBigoMa - HabpSAKIiCTh Ta 6ifib Y MOJIOYHUX 3a7103aX, PO3BUTOK «KiHOYUX IPyHem»
y 4OJIOBIKiB (riHeKOMacTis), iHAYKLisA BUAIIEHHS MOJIOKA.

JlabopamopHi 0ocidxceHHA: 9aCTOTa HeBimoMa - 30iNbIIIeHHS PiBHS CEYOBUHMU.



3aeanvHi peakuyii: He9aCTO - PeakKIlil TinepyyTINBOCTI, HaOPSIKHU, BiTUyTTSI CTOPOHHLOTO
IIpeaMeTa B HOCOTJIOTIN; YaCTOTa HeBifoMa - rapssyka, TPUBOXKHICTh, IPUIINIUBU (PalTOBE
TIOUYEPBOHIHHS 00/TMYYs), OHIMIHHS S3UKa, BiTUyTTs CepLeOuTTs, anomelis.

V pasi BUHMKHEHHST CUMIITOMIB TilIePYyTINBOCTI HEOOXiqHO IPUIIMHUTH MIPUNOM IIpernapary.
Y pasi 3HauHOrO MigBUINEHHS PiBHSA TpaHCcaMiHa3 abo y pa3i 0gHOYaCHOTO MiiBUIIEHHS TEMIIEPaTypPH,

BUHUKHEHHS BUCHUIIaHb Ta iHIIUX CUMIITOMIB HEOOXiTHO MPUIUHUTY IIPUIOM IIPenaparty Ta BKUTHU
3aX0[iB [JId IOJIINIIEeHHS CTaHy.

3BiT IO mimo3pioBaHi MoOiYHI peakirii

[ToBimomneHHs mpo mo6iuHi peakiril micis peecTpaliii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
Lle nae 3MOry IPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI LIbOTO
nikapchkoro 3acofy. Megu4yHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM ITpeCTaBHUKAM CJIiT TIOBiOMJISITH TIPO YCi BUITAAKHY IMiI03PI0OBaHUX MOOIYHUX Peakllii Ta
BificyTHOCTI e(peKTHUBHOCTI MiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpPMaIliliHy cucTeMy 3
(dapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YMoBH 36epiranssi. B opuriHanbHii yIakoBIli Ipy TeMrepaTtypi He Buine 25 °C.

36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicIi.

Yoakoska. [To 10 Ta6netok y 6mictepi, mo 3 GmicTepu y mayiri.

Karteropist Bimmycky. 3a pelenToM.

Bupoonuk. [TAT «KuiBMenmpenapar».

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca MicIs IPpoOBaIXKeHHs HOro Tis/IbHOCTI.

Ykpaina, 01032, m. Kuis, Byn. Cakcarancekoro, 139.



