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IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPChKOI0 32C00y

Tecauin
(Tesalin®)

Cknao:

diroua peyosurHa: HATUBHUM EKCTPAKT 3 JIUCTS KpeMeHu TiopunHoi (P. hybridus).

1 Tabnetka micTuTh 17,8—40 MI HATUBHOTO €KCTPAKTY 3 JIUCTSA KpeMeHU TiopuaHoi (P. hybridus)
(excTpareHT — AioKCH KapOoHY), IO BIATOBIAAE 8 MT METACHHIB;

OONOMIICHI peyosuHU: KPEMHIIO JT10KCH KOJIOINHUI 0€3BOIHUI; LIEII0JI03a MIKPOKPUCTANIIYHA;
MarHilo cTeapar; HaTpito KPOXMANBIIIIKOJIAT (TUI A); KUCIIOTA CTEaPUHOBA; TIIPOMENI03a; TUTAHY
niokcun (E 171); makporomn 20 000.

Jlikapcbka ¢opma. TabieTku, BKpUTI ITIBKOBOO 000JIOHKOIO.
OcHosHi  hizuko-ximiuni eracmugocmi: KpYTii, IBOOMYKJIl TaOJETKH, BKPHUTI IUTIBKOBOIO
000JI0HKOTI0, BiJl O1JIOTO 0 KPEMOBOTO KOJIBOPY.

dapmakoTepaneBTHYHA rpyna. 3acobu, 110 IiI0Th HA pecripaTopHy cucteMy. [Hmti 3acobu, 1o
JIIOTh Ha PECHipPaTOPHY CHCTEMY.
Kox ATX RO7AX.

Dapmakonoziuni eracmueocmi

Dapmaroounamika.

Tecamin € mNpoTHANEPTiYHUM Ta NPOTHU3ANAIBHUM JIKAPCHKUM 3acO00M JUIsl JIIKyBaHHS

ajeprigyHoro puHity. Tecalin mpurHidye 010CHHTE3 JEHKOTPIEHIB Ta NETPAHYJIAIII0 HEUTPOdiTiB

1 €03MHO(DUTBHUX TPAHYJIOIHTIB.

VY paHaoMi30BaHOMY HOJBIHOMY CIIIIOMY IUIAIe00-KOHTPOJIBLOBAHOMY JOCIIJKEHHI 3a y4acTio

18 marieHTiB, AKi CTpaXKAAIH aJePriyHUM PUHITOM, BUKJIIMKAHUM ITHIKOM TPAaB, JOCHIHKYBAINUChH

(apMakoIMHAMIUH] BIACTHUBOCTI JIIKApChbKOro 3aco0y TecasiH NUIIXOM HMOPIBHSIHHS CUMITOMIB

QJIEPriYHOTO PHHITY 31 3MIHAMH KUIBKOCTI MeIiaTOpiB 3amaneHHs. B Xoai JociiJKeHb

CIIOCTEPIrajoch 3HaYHE 3MEHIIIEHHSI CAMIITOMIB aJIEPTiYHOTO PHUHITY, B TOMY YHCJI1 GBI IITBUIKE

YCYHEHHS 3aKJIaJIEHOCT1 HOCA IMICIIs Jii MWIKY TpaBy MPH JIKyBaHHI JiKapchkuM 3acoboM Tecaiin
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y TOpiBHSHHI 3 IuTane6o Ta aesnoparaguHoM. I[IpoTsrom 5 AHIB JiKyBaHHS JIIKapChbKHM 3aci0d
Tecanin noka3aB 3Ha4yHE IHTIOyBaHHA MeNIaTOPIB 3amajneHHs JerkoTpieHy Ba (6-xpatHe Ta 5-
KpaTHe) Ta IHTepJelKiHy-8 (6-KpaTHe) B Ha3aJbHOMY CEKpeTi MAIlieHTIB y MOpPIBHAHHI 3
JIe3JI0paTaInHOM Ta Tutarne6o. Hemae HiIKMX TOKa31B CHCTEMHUX IMyHOCYTIPECUBHHX €(DEKTIB.
Dapmakoxinemuxa.

AGcopOirist
He Oyno mpoBeieHo BIAMOBITHUX AOCTIKCHb.

Posznopin

Hwx4uenaBeneHi JaHi CTOCYIOThCS IETACHHY, ajie He MOXKHA 3pOOUTH BUCHOBKHU IIOJI0 PO3MOILITY
3arajabHOTO EKCTPAKTY.

MaxkcumanbHi KOHLIEHTpAIll MeTacuHy B IJIa3Mi OyJM JOCATHYTI micis npuOausHo 1,6 ronuHu
(tmax) HE3aJIEXKHO BiA 103u. MakcuMamnbHI KOHIEHTpAIlli metacuHy B mazMmi Oymu 25,5 + 14,8
HT/MJI TiCIIst 3acToCyBaHHs 2 TabneTok Ta 58,1 & 26,7 Hr/mu miciis 3acTocyBaHHS 4 TaOIETOK.
AUC 0Oyma npornopiiiitHa 1031 Ta ckiana 65,3 + 35,6 Hr/mu*ros micis 3acTocyBaHHs 2 TaOJIETOK
ta 151,2 + 68,2 Hr/Ma*rox mcis 3aCTOCyBaHHS 4 TaOJIETOK.

Metaboutizm

He 6yrno mpoBeneHo BiAMOBIAHUX AOCHTIIKEHb.

Busenenns

[lepion HamiBBHMBEICHHS METaCWHY CTAaHOBUTH 7,2 + 4,6 rox (2 Tabnerku) Ta 7,6 + 3,3 rox
(4 TabneTkm).

3aBASKH TOMY, 1110 N1E€P10]] HaMiBBUBEACHHS CTAHOBUTH MPUOIU3HO 7 TOJUH, HEMAE HAKOITUYEHHS.
Cxema nosyBaHHS (mBa abo TpW pa3u Ha JeHb Mo 1 Tabserii) Moke OyTH amanToBaHa JJis
MaIE€HTIB BIAMOBIIHO /10 IXHIX MOTPEO.

KuiniuHi XapakTepucTHKH.
Ilokazannsa.
Jist TiKyBaHHSI CUMIITOMIB, TIOB’SI3aHUX 3 QJIEPTIYHUM PUHITOM (CIHHOIO JTMXOMAHKOIO).

Ilpomunoxazanns.

[NnepuyTnuBiCTh A0 Ait0YOi peYOBHHU a00 IO JOMOMDKHHUX PEUOBHH, a TAKOXK JO OYIb-SKHX
pociuH poauHu Asteraceae/Compositae.

[TopymienHst QyHKINIT IEYIHKA Ta HUPOK.

[Iporumnoka3aHo marieHTaM, siKi OTPUMYIOTh aHTUKOATYJISTHTHY Teparnito ado 0apoiTyparu.
[epiox BariTHOCTI 1 TOAYBaHHS TPYAIIO.

B3aemooia 3 inwumu aikapcokumu 3acooamu ma inuii 6uou 83aEmooiil.

B3aemonii 3 IHIIMMM JIKapChKUMHU 3aco0aMu, a TaKOoX 3 XapyOBUMH MPOIyKTaMu abo
CTUMYJISITOpaMH (TaKUMH SIK KaBa, yaid) HE BIOMI.

dapmakoIoTivHI AOCTIHKEHHS in Vitro TIOKa3ajd, 0 3aCTOCYBaHHS €KCTPAKTY 3 JIUCTS KPEMEHU
riopunHoi He Bukimkae excrpecito reHiB MDR1 1 CYP3A4. Kpim Toro, misutbHICTE (hepMEHTIB
MEYIHKY 3aJIUIIAETHCS HE3MIHHOIO, TOOTO HE CTUMYJTIOETHCS 1 HE IPUTHIUYETHCS. Byio mpoBeaeHo
tectyBaHHs Takux ¢gepmentis: CYP2EL, CYP1A2, CYP2D6, CYP2C19, CYP3A4 ta CYP2CO.
3a pe3ynbTaTaMy LUX JOCITIHKEHb B3a€MO/IIS 3 IHITUMH JIKapChbKUMU 3aCO0aMU HE OUiKYETHCS.



Ocobueocmi 3acmocysanns.

VY nye piIKUX BUIAAKaX Y 3B’ SI3KY 13 3aCTOCYBAHHSM JIIKAPCHKHUX 3aC001B, 1110 MICTATh €KCTPAKT
3 KOpiHHS KpeMmeHu Tiopunuoi (P. hybridus), cniocTepiraiich TSKKI ypaKeHHs MMEYiHKU (JIUB.
po3ain «IloGiuHi peakmii»). Takox He MOXXHA BUKIIOYATH WMOBIPHICTh Ypa)K€HHS TCUIHKH
BHACIIIJIOK i1 €eKCTPAKTY 3 JIUCTS KpeMeHH Ti0puaHoi (P. hybridus), 110 MICTUTBCS B JTIKAPCHKOMY
3aco01 Tecamin. I1ix yac mikyBaHHS JIIKapsM 1 MaIfieHTaM CJIiJ] 3BEpHYTH yBary Ha paHHI O3HaKd
ypaKeHb TediHKW (OU1b y BEpXHIM YacTHUHI XWBOTA, BTpAaTa areTUTYy, >KOBTSHUIIA, KOBTE
3a0apBJIeHHS CKJIEpH Ta iH.).

Ha cboronni HemMae pe3yabTaTiB KIiHIYHUX JOCIIPKEHB 32 Y4acTi MAI[i€HTIB, SIKI MAIOTh 3HI)KEHY
¢dyHKLII0 Te4iHK1 a00 HUPOK. ToMy /Ui IIUX Nali€HTIB MpenapaT NpOTHUIIOKA3aHUH.

3acmocysanus y nepiod eacimuocmi abo 200y8amHus 2pyoorw.

Kniniuai maHi 1010 3aCTOCYBaHHS TMperapaTy y NEpioJl BariTHOCTI Ta TOAYBaHHS TPYIIIO
BIJICYTHI.

JloxTiHIYHI OCTIHKSHHS Ha TBApUHAX HE TTPOJIEMOHCTPYBAIN KOTHOTO IPSIMOTO a00 HEMPSIMOTO
BIUTMBY Ha XiJ] BariTHOCTI 200 PO3BUTOK IJI0/1a TIPH 3aCTOCYBaHH1 703H, 110 y 30 pa3iB mepeBUIILye
3BUYANHY J103Y.

[MoTenuiitnuii pu3MK JUis JIIOJeH HEe BiOMMIA. 3aCTOCYBaHHS y MEPioj BariTHOCTI Ta TOAYBaHHS
TPYAJIIO IPOTUIIOKA3aHE.

30amuicmv enausamu Ha WEUOKICMb pearkyii npu Kepy8aHHi asmompaHcnopmom abo iHumumu
MeXanizmMamu.

Skmo mig 4Yac JIiKyBaHHS TIPEMapaToM CIOCTEPITa€ThCS 3allaMOpPOYCHHS Ta BTOMa, CIIf
yTPUMAaTHCS BiJl KEpyBaHHS aBTOTPAHCIIOPTOM a00 1HIIMMH MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

Jyist mepopalibHOTO 3aCTOCYBaHHS.

3BuuaiiHa q000Ba J03a AJsl JOPOCITUX CTAHOBUTH 2 TaOJETKH, BKPUTI TUTIBKOBOK OOOJIOHKOIO:
npuiiMaroTh Mo 1 TabyeTini BpaHIli Ta BBeuepi. Y pasi 30BHINIHHOTO BIUIMBY BEJIUKOI KIJTBKOCTI
MUJIKY 103y, 32 TOTpeOu, MOXHA 301IbIUTH: 110 1 Tabneri 3 pa3u Ha 100y. TabneTKy HEOOX1THO
KOBTaTH HE PO3KOBYIOUHM Ta 3alMBaIO4M BOJ010. [IpuifoM TabIeTOK 3M1HCHIOETHCS HE3aJIEHKHO
BiJl yacy 0O Ta BXKUBAHHS 1XKI.

TpuBaicTs 3acTOCYBaHHS

TpuBamicTe 3aCTOCYBaHHS 3aJICKUTH BiJl MPOrpecyBaHHs XBOpoOU abo TpUBAIOCTI Ail anepreHy
Ta BU3HAYAETHCS JIIKapeM, ajie He TMOBMHHA CTAHOBUTU Oumbiie 14 aHiB. SIKmo cumnromu
30epiratoTbCsi MPOTATOM LBOTO MEpioAy, MOTPIOHO MPUIMHUTH 3aCTOCYBAaHHs Ipernapary Ta
3BEpHYTHUCS JI0 JTiKaps.

Himu.

[Ipenapat He 3aCTOCOBYETHCA IITAM (BiKOM 10 18 pokiB).

Ilepeoosysanns.
He BusiBIIEHO TOCTPOT0 OTPY€EHHS JIiIKapChbKUM 3acobom TecaiH.



Il06iuni peaxuii.
YacroTy nmoOiYHUX peakiiiii BU3SHAYEHO TAKHUM YHHOM:

Jyxe gacro: >1/10

Yacro: Bix > 1/100 mo < 1/10

Heuacro: Bixg > 1/1000 no < 1/100

Pinxo: Bix > 1/10000 mo < 1/1000

Jyxe pigko: <1/10000

Hesizomo: HE MOKHA OI[IHUTH 3 HABEIECHUX JAHUX

3 0OKY TPaBHOI'O TPAKTY

Yacro: BiAuyTTs IUCKOM(OPTY B NUIYHKOBO-KMIIKOBOMY TpakTi (B TOMY 4YHCIi HYJOTa,
abomMiHaNBHUN O1TB/01Th Y KHUBOTI, Aiapes).
3 OOKY IIKipH Ta MiAIMIKIPHOT KIITKOBUHU

HeuacTo: crnoctepiranucss peakiii TINEpPUYyTIMBOCTI IIKipH, BKIIOYAIOYH EpPHUTEMY, HaOpsK,
CBepOIK, eK3eMy, KpOTIUB SIHKY, BUCHUTIAHHS.
3 OOKy NEeYiHKH Ta )KOBYOBUBITHUX ILIAXIB

Jyxe piako, y 3B’sI3Ky 13 3aCTOCYBaHHSIM JIIKAPCHKUX 3aC001B, M0 MICTITh €KCTPAKT 3 KOPIHHSA
KpeMeHH Tiopunuoi (P. hybridus), cnoctepiraaich TSKKI YpaKeHHS MEYiHKUA (HEKPO3 MEUYiHKH,
MOIIKO/DKCHHS KIIITUH TICUiHKH, TeMaTUT, MEeYiHKOBAa HEJIOCTATHICTh, PAHHIMH O3HAKAMH SKHX
MOXYTh OyTH BTOMa, 3a0apBJIEHHs ceui B TEMHHMU KOJip, 3HEOApBIICHHS BUIIOPOXKHEHB, OLIb Yy
BEPXHiil YaCTHHI KUBOTA, BTpaTa aneTUTY, >KOBTSHULA, )KOBTE 3a0apBiieHHs ckiepH). He MoxHa
BHUKJTIOYATH WUMOBIPHICTh YPaXKECHHS MIEUIHKH BHACITIJIOK i1 €KCTPAKTY 3 JIUCTS KPEMEHU T1OPHUIHOT
(P. hybridus), mo MiCTUTBCS B JTiIKapchbkoMy 3aco0i TecaiH.

3 OOKY LIEHTpaJIbHOT HEPBOBOI CUCTEMU

Jlyxe pigko: BToMa, 3aI1aMOpPOYCHHSI, TOJIOBHUM O11b, MIISIBICTb.

3BITHICTH IPO MiI03PIOBAHI TOOIYHI peakiii

3BITHICTh PO MiJO3pIOBaHI MOOIUHI peakuii miciast peecTpalii JiKapChKOTO 3aco0y € Jyke
BaXINBOW0. Ile 103BONSE TPOMOBKUTH MOHITOPUHT KOPHCTI/PU3MKY TPH 3aCTOCYBaHHI
JIKapChKOTO 3ac00y. MeauaHuM (axiBIIsIM CITiJT TTOBITOMIISATH PO OYIb-sIKi MiT03PIOBaH1 MOOiI4H1
peaxiiii yepe3 HaIllOHAIbHY CUCTEMY 3BITHOCTI.

Tepmin npuoamnocmi.
3 poku.

YmoBHu 30epiranns.
30epiratu npu Temreparypi He Bute 25 °C B opuriHanpHii ymakoBsii. 30epiratu y HeIOCTYyITHOMY
JUISL JITEN MICI.

YnakoBka.
ITo 10 Tabnerok y Gmictepi; mo 2 abo 6 GiicTepiB y KapTOHHIN KOPOOITi.

Kareropis Bigmycky.
bes penenra.
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