IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Tecajin

(Tesalin®)

Cknag:
0itoya pevo8uHAa: HATUBHUM €KCTPAKT 3 JIUCTSI KpeMeHu ribpupnoi (P. hybridus);

1 tabnetka mictTuth 17,8-40 Mr HaTUBHOTO €KCTPAKTY 3 IUCTS KpeMeHu ribpunHoi (P. hybridus)
(ekcTpareHT — mioKcug KapOOoHY), IO BiiTOBigae 8 Mr meTacHUHiB;

0ONnoMidicHI peyo8UHU: KPEMHII0 DiOKCHU KOMOImHUYM O€3BOOHUM, 1Ie/0103a MiKpOKPHUCTaIiyHa,
MarHilo cTeapar, HaTPil0 KPOXMaIbIIiKONAT (TUI A), KMCJIOTa CTEapHUHOBA, TiMpoMeno3a, TUTaHy
miokcup (E 171), makporon 20 000.

Jlikapcbka popMma. TabneTky, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHo8HI (i3uko-ximiyHi 81acmueocmi: KPyriii, ABOOMYKJIi TaOGIeTKH, BKPUTI MIiBKOBOIO 000JI0HKOIO,
Bif 6izoro 10 KPeMOBOT'0 KOJIbOPY.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1110 [il0Th Ha pecnipaTopHy cucTteMy. [HII 3acobu, 1110
OiI0Th Ha PEeCIipaTOpPHY CUCTEMY.

Kom ATX RO7AX.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Tecarin € mpoTHaIepriYyHUM Ta IPOTU3aNaJbHUM JTiIKapChKUM 3aC000M [Jig JIiKyBaHHS alepridHoro
puHiTy. TecasiH npurHidyye 6i0CUHTEe3 JIEMKOTPIEHIB Ta AeTpaHyAlil0 HEUTPOPiliB i e03nHOGDITEHUX
TPaHyJIOLUTIB.

Y paHA0Mi30BaHOMY MOABINHO CIINOMY IJ1alile00KOHTPOILOBAHOMY AOCTIAKEHH] 3a y4acTIo

18 marieHTiB, fKi CTpaXaaay ajleprivyHuM PUHITOM, BUKJIMKAHUM IIAJIKOM TPaB, LOCIIIIXKYBaJIUCh
dbapMakoguHaAMiYHi BTaCTUBOCTI JIiKapCchKoro 3acoby TecasiH MIIsIXOM MOPiBHSHHS CUMIITOMIB
aJIepriyHoro pUHITY 3i 3MiHaMU KiJIbKOCTI MefiaTopiB 3anajieHHsa. B X0l foCiiAKeHb CIIOCTEPIraaoch
3HauHe 3MEeHIIIeHHS CUMIITOMIB aJlepriYHOT0 PUHITY, B TOMY YHCIIi OilbIl IIBUKE YCYHEHHS
3aKJIafeHOCTi Hoca Mic/d Ail MUKy TpaBU IIpU JiKyBaHHI iKapCchKuM 3aco0oM TecastiH y IOpiBHSAHHI
3 mnanebo Ta me3nopaTaguHOM. IIpoTsaroM 5 mHIB TiKyBaHHS JikapchKui 3aci6 TecamiH moka3as



3HayHe iHTiOyBaHHS MeMiaTOpPiB 3amasieHHs JTeMKoTpieny B, (6-KpaTHe Ta 5-KpaTHe) Ta
iHTepnenKiny-8 (6-KkpaTHe) B Ha3aJIbHOMY CEKPeTi MallieHTiB y MOPiBHSAHHI 3 Ae3/I0paTaguHOM Ta
nnane6o. Hemae HisIKUX 00Ka3iB CUCTEMHUX iMyHOCYTIPECUBHUX €(EKTiB.

dapmaxoKiHemuxka.
AGcopbiris
He Oymo mpoBeeHo BigIOBIIHUX JOCITiIKEHb.

Poznmopin

HuxxueHaBeneHi maHi CTOCYIOThCS ITETACUHY, ajle He MOXKHa 3p00OUTH BUCHOBKHM IIOJI0 POIMOIiTy
3arajibHOro0 eKCTPakKTy.

MaxkcumanbHi KOHIeHTpalil netacuny B mna3Mi (C,,,) 6ynu gocaruyTi nicns npubnausHo 1,6 roquHu
(t,.x) HE3QEXKHO Bif m03u. MaKcuMasbHi KOHIIEHTpallii meTacuHy B mna3Mi Oynu 25,5 = 14,8 Hr/mn
micis 3acTocyBaHHS 2 TabnmeTok Ta 58,1 = 26,7 Hr/mi micis 3acTocyBaHHS 4 TabIeTOK.

AUC (nnoma mif ¢papMaKOKiHETMYHOIO KPUBOIO «KOHIIEHTpAllis — yac») OyJia IpomopiitHa mo3i i
cKnana 65,3 + 35,6 Hr/MyIXrop micys 3acTocyBaHHs 2 TabneTok Ta 151,2 + 68,2 HI/MIXTO[ miCs
3acToCyBaHHS 4 TabIeTOK.

Mertabomizm

He Oyno nmpoBemeHo BigmOBiAHUX JOCTiAKEHb.

BuBeneHHdA

[Tepion HamiBBHMBeeHHS IIeTaCUHY CTaHOBUTE 7,2 = 4,6 rop (2 TabneTku) Ta 7,6 = 3,3 rof
(4 TabneTkH).

3aBASIKK TOMY, IO IIepiof HaliBBUBENEHHS CTaHOBUTH MPUOIHU3HO 7 TONUH, HEMaE HaKOIMYEHHS.
Cxema mo3yBaHHS (IBa abo Tpu pa3u Ha AeHb 1o 1 TabneTIri) Moxke OyTH afjaliTOBaHa AJId Malli€HTiB
BiATIOBigHO [0 ixHiX mOTpPED.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

[n1s miKyBaHHS CUMIITOMIB, IIOB’I3aHUX 3 al€PriYHUM PUHITOM (CiHHOIO TMXOMaHKOIO).

IIpomunoka3aHHs.

linep4yTnuBicTh H0 Oifouol pe4oBUHYU ab0 OO MONOMiXKHUX PEUOBHUH, @ TAKOXK [0 OyAb-IKUX POCIUH
poounu Asteraceae/Compositae.

[TopymieHHs QYyHKII] IEYiHKY Ta HUPOK.

[TpoTumOKa3aHo MallieHTaM, sIKi OTPUMYIOTh aHTUKOATYJISSHTHY Tepariio abo 6apbiTypaTu.



[Tepion BariTHOCTI i TOAyBaHHS T'PYALIO.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

B3aeMopii 3 iHImIMMU JTiKapChKUMU 3aco0aMy, a TaKOXK 3 XapuyOBUMHU IIPOAYKTaMu abo
CTUMYJISTOpaMu (TaKMMHU SIK KaBa, 4ail) He BifoMi.

dapMaKoJIOTiyHi JOCHIiAKEHH in Vitro moka3aiy, 10 3aCTOCyBaHHSA €KCTPAKTy 3 JIUCTSI KpeMeHU
ribpunHol He BUKIKKae ekcmpecito reHiB MDR1 i CYP3A4. Kpim Toro, misinbHICTh GepMEHTIB NEUiHKY
3aJIUIIAETHCS HE3MIHHOI0, TOOTO He CTUMYJTIOETHCS 1 He IPUTHIYY€EThCS. Byio IpoBeneHo TeCTyBaHHS
takux ¢pepmenTiB: CYP2E1, CYP1A2, CYP2D6, CYP2C19, CYP3A4 ta CYP2C9. 3a pe3ynbTaTaMu IuX
MOCTiAKEeHb B3aEMOIis 3 iHIIMMU TiKapChKUMH 3ac00aMU He 04YiKy€eThCS.

Oco06.1ueocmi 3acmocye8aHHs1.

Y myXe pigKux BUIaiKax CIIOCTepiramucs TAXKKi ypaxkKeHHS MediHku (OuB. po3min «[1o6iuHi peakii»)
y 3B’SI3KY i3 3aCTOCYBaHHSIM JIiKapChKHX 3ac00iB, 110 MiCTITh €KCTPAKT 3 KOPiHHS KpeMeHU Ti0puaHoi
(P. hybridus). OpHak He MOXHa BUK/II0UaTH WMOBIPHICTh ypaXKeHHS NeYiHKN BHACTIOOK Oil eKCTPaKTy
3 MUCTS KpeMeHu riopungHoi (P. hybridus), mo MicTuTbCS B nikapcbkoMy 3acobi Tecamnin. I1ig gac
JiKyBaHHS_JIiKapsM i mamieHTaM CJlif 3BepHYTH yBary Ha paHHi 03HaKM ypaxKeHb meuinku (6inb y
BEPXHill YaCTHHI XKMBOTa, BTPaTa aleTUTy, XKOBTSHUIIS, KOBTe 3a0apBlIeHHS CKJIEpH Ta iH.).

Ha cproropHi HeMae pe3ybTaTiB KIIHIYHUX OOCIIAXKEHDb 3a y4acTi NallieHTiB, SKi MalOTh 3HUXKEHY
¢byHKLio meuinkyu ab6o HupoK. ToMy OIS KX MallieHTiB IpenapaTt MpOTUIIOKa3aHUM.

Lle#t mikapcbkuit 3aci6 mictuth MeHIe 1 Mmmonb (23 Mr) / mo3y HaTpito, TOOTO MPAKTUYHO BiTbHUM Bif
HaTpilo.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
KriniuHi maHi 1010 3aCTOCYBaHHA IIpelaparty y nepiof BariTHOCTI Ta TOAYyBaHHS IPYAI0 BiCYTHI.

IokniHiuHI JOCTigXXEeHHS Ha TBapMHaxX He IPOeMOHCTPYBaJIX XKOOHOTO IPSMOro abo HEIPSIMOT0
BIIJIUBY Ha Xif BariTHOCTi abo PO3BUTOK IIJIOfa IIPY 3aCTOCYBaHHi H0o3H, 1110 y 30 pa3iB mepeBUIIye
3BUYaVHYy 003y. [IoTeHIINHNUY PU3UK OJIA JII0IeU He BiOMUMN.

3aCTOCYBaHH${ y nepion BariTHOCTI Ta TOOYBAaHHA I'PYOOI0 IIPDOTUIIOKA3dHE.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aamompaHcnopmom abo iHwumu
MexaHi3mamu.

AKIo mig yac miKyBaHHS MpernapaToM CIIOCTEPITaETHCS 3allaMOPOYEHHS Ta BTOMA, CJIifl yTPUMaTHUCS
Bifl KEpYBaHHS aBTOTPAHCIOPTOM abo0 iHIIMMU MeXaHi3MaMH.



Cnoci6 3acmocyeaHHss ma do3u.
[l7151 mepopanbHOro 3aCTOCYBaHHS.

3BuyaiiHa mo6oBa 03a JIsT JOPOCIUX CTAHOBUTH 2 TabIeTKM, BKPHUTI IJIiBKOBOIO 000JIOHKOIO:
npuimMaloTh o 1 TabeTii BpaHIi Ta BBeYepi. Y pa3i 30BHIMIHBOTO BIIUBY BEIUKOI KiTbKOCTI MUJIKY
mo3y, 3a notpebu, MoxkHa 36impmmTH: 10 1 Tabmetni 3 pa3u Ha moby. TabneTKy HeoOXimHO KOBTATH
He PO3KO0BYIOUHU Ta 3alKBalo4yd Bofolo. [IpuiioM TabiieTOK 3MilfCHIOETLCS He3alekHOo Bif yacy mobu
Ta BXKHUBAHHS IXi.

TpuBamicTe 3aCTOCYBaHHSA

TpuBamicTh 3aCTOCYBaHHS 3aJIeXKHUTh Bif IporpecyBaHHs xBopobu abo TPUBAJIOCTI [iii anepreny ta
BM3HAYAETHCS JTiIKapeM, ajie He TOBUHHA CTAHOBUTH Oinbie 14 mHiB. AKII0 cuMnToMu 30€piraroThCs
IIPOTSTOM IHOTO TIePioAy, MOTPiOHO MPUIMHUTH 3aCTOCYBaHHS IIpenapaTy Ta 3BEPHYTHUCS [0 JTiKaps.

Himu.

Jlikapcekui 3acib He 3aCTOCOBYEThCS HAiTIM (BikoM mo 18 pokiB).

Ilepedo3yeanHns.

He BUSIBIIEHO I'OCTPOT'0 OTPYEHHS JIiKapChbKUM 3acoO6oM TecartiH.

ITo6iuni peakuii.

YacToTy nobigyHUX peakilili BU3HAUYEHO TaKUM YUHOM:

Iyxe 4acro: = 1/10

Yacrto: Bim = 1/100 mo < 1/10

Heuacro: Big = 1/1000 mo < 1/100

Pigko: Big = 1/10000 mo < 1/1000

Iyxe pigko: < 1/10000

Hesigomo: He MO>KHa OIIiHUTH 3 HaBeJeHUX HJaHUX

3 OOKY TpPaBHOTO TPAKTY

YacTo: BiguyTTd AUCKOMGOPTY B IITyHKOBO-KUIIKOBOMY TPAKTi (B TOMY YMCJIi HY[IOTa,
abmoMiHanbHUM 6inb / 6i71b y XKUBOTI, miapes).

3 6OKY LIKipK Ta HifIKipHOi KIITKOBUHU

HeuacTo: peaxkilil rinep4yyTnuBOCTI MIKipH, BKIIOYalOYX epuTeMy, HaOpsK, cBepOixk, eK3eMmy,
KPOIUB THKY, BUCUIIAHHS.



3 60Ky MEeYiHKH Ta KOBYOBUBITHUX IIISIXiB

IyXe pifKo y 3B’A3Ky i3 3aCTOCYBaHHSIM JIiKapChKuX 3aC00iB, 1[0 MiCTATh €KCTPAKT i3 KOPiHHSA
KpeMeHu riopupaHoi (P. hybridus), cnocTepiraauch TSXKKi ypaKeHHS eYiHKU (HEKPOo3 MeYiHKH,
MIOIIKOMKEHHS KJIITHH MeYiHKH, TelaTUT, TeYiHKOBa HEJOCTATHICTh, paHHIMU 03HAKaMHU SIKUX
MOXKYTb OyTH BTOMa, 3a0apBIeHHS Cedi B TEMHUM KOJIip, 3HeOapBIeHHS BUIIOPOXKHEHD, Oi/lb y
BEPXHill YaCTHUHI XKUBOTa, BTpaTa aleTUTy, KOBTSHUIIS, KOBTe 3a0apBieHHs cKiepu). He MoxXkHa
BUKJ/II0YaTH UMOBIPHICTh ypaKeHHs IMeYiHKU BHACIIMIOK [il eKCTPaKTy 3 IUCTS KpeMeHu ribpugHoi (P.
hybridus), mo MicTUThCS B JliKapcbkoMy 3acobi TecartiH.

3 60Ky HEPBOBOI CUCTEMU

Iyxe pigko: BTOMa, 3allaMOPOYEHHS, TOJIOBHUH 6ilb, MISABICTE.
3 60Ky iMyHHOI CUCTEMHU
HeBimoMmo: peaxkiiii rimep4yTIuBOCTi.

[ToBimomIeHHs PO Mimo3poBaHi mMo6iYHI peakirii

BaxnuBo mOBiOMIISITH IIPO Mif03pioBaHi Mo0iYHi peakilil micis peecTpallil Tikapcbkoro 3acoby. Le
[a€ 3MOT'y IIOCTIMHO KOHTPOJIIOBATU CIIIBBiIHOIIEHHS KOPUCTI 1 PU3UKY, IOB’I3aHUX 13 3aCTOCYBaHHAM
JiKapchKOro 3aco6y. MeguyHUM IpalliBHUKAM CJIifi ITOBiqOMIISTH PO Oyab-sKi mimo3pioBaHi mobiuHi
peaxkiiil yepe3 ABToOMaTU30BaHy iH(MOpPMaIliliHy cucTeMy 3 ¢hapMaKOHArIsAAy 3a MOCUIaHHSIM:
https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 POKH.

YMoBu 30epiranHsi.

30epiratu npu TeMiepaTypi He Buile 25 °C B opuriHanbHil yIakoBIli. 30epiraTté y HEOOCTYITHOMY
IJIST OiTed Micti.

YnakoBka.

[To 10 TabneTtox y 6iicTepi; mo 2 abo 6 6ricTepiB y KapTOHHiM KOPOOIIi.

Kareropis Bigmycky.

bes pernernra.
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3asiBHHUK.
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