THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

®YMAPTA®

(FUMARTA)

CKnao:

Oitoui peuosuHu: EKCTPAKT CyXUi TpaBu PYTKH JliKapcbKol (Fumaria officinalis L.), €KCTpaKT
CyXHUi II0AiB po3Topornii naaMuctol (Silybum marianum L. Gaetner);

1 Kamcyna MiCTUTh €KCTPaKTy CyXOro TpaBH PYTKH JTiKapchkol (Fumaria officinalis L.,
CIIiBBigHOIIEHHS JTIKAPCHKOI POCIMHHOI CUPOBHHU Ta €KCTPakKTy 4-6:1, eKcTpareHT: Bofa) —
275,1 MT; eKCTPaKTy CyXOTro IJIOfiB po3Toporiii miaamMucToi (Silypum marianum L. Gaetner,
CIIiBBiTHOIIEHHS JTIKAPCHKOI POCIMHHOI CUDOBUHU Ta eKCTpakTy 30-44:1, eKCTpareHT:
etunauerat) — 80-98 mr, 110 ekBiBajIeHTHO culiMapury 50 mr;

donomidcHi peyoguHu: LIEJIF0JI03a MIKPOKPHUCTaliYHa, KpoXMaJlb KyKyPyO3ssHUM, KOIIOBiIOH,
TaJIbK, MAaKpoToJI, KPeMHiio mioKcup KoJoiguuii 0e3BOIHUM, MarHilo cTeapar;

ckyaz 000JIOHKM KallCcynu: XKejaTuH, TuTany piokcup (E 171), 3aniza okcup yopHuii (E 172),
3ami3a okcup yepBonui (E 172), 3amiza okcup xkoptuit (E 172).

JlikapcbKka ¢popma. Kancynu.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: TBepHi KenaTuHOBI Kancynu Ne 0 muIiHAPHUYHOL hopMu
CBITJIO-KOPUYHEBOT'0 KOJILOPY, 3all0BHEH] CYMIIIII0 [IOPOLIKY Bif] 2KOBTO-KOPUYHEBOT'O 10 TEMHO-
KOPUYHEBOT'0 KOJIbOPY.

®apmakoTepaneBTHYHA rpyma. 3aCo0H, 110 3aCTOCOBYIOThCS TP 3aXBOPIOBAHHSIX MEYiHKY i
JKOBUOBUBIAHUX LINAXiB. 3ac00H, 110 3aCTOCOBYIOThCSA IpH OiliapHii maToMOrii.

Kom ATX AOSA X.

dapmakono2iuHi eaacmueocmi.
®apmakoOuHamika.

dymapTa® — KOMOIHOBAHMM JIIKAPCHKUM 3aCi0 POCIMHHOTO IOXOMXKEHHS, 110 MiCTHTh
€KCTPaKT CyXu{ PyTKH JIKapChKOl Ta eKCTPaKT CYXUI PO3TOPOIIIIi IISMHUCTOL.



Ilo ckamy eKCTpaKTy PYTKH JIiKapChKOl BXOAUTH ajKaioifi (pyMapuH, 1110 Ma€ JKOBUOTIHHY Hilo,
HOpMaJli3ye CeKpellito XK0BUi, 3HUXKYe TOHyC chinkTepa Onmi. EXCTpakT po3TOpPONIIi MISIMUACTOL
MIiCTHUTb cusliMapuH — 6io¢h1aBOHOIM, 110 BK/IIOYAE i3oMepu CUiOiHiH, cumigiaHiH i CUTIKPUCTHH.
CunimMapuH Ma€ renaToONPOTEKTOPHY [it0 IIPU TOCTPUX 1 XPOHIYHUX IHTOKCHUKALIIAX, Ma€
MeMOpaHocTabimi3yBanbHi BIaCTUBOCTI Ta CIIPUSE BiMHOBIEHHIO KITiTHH MEYiHKH.

dapmakoKiHemuxka.

[licns mepopasbHOrO 3aCTOCYBaHHS CUJIIMApPUH B OCHOBHOMY €JIIMIHYETHCS 3 JKOBYIO Ta
Migsarae eHTeporenaTuyHid DUPKYJIALil.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

IlomaTKoBe NTiKyBaHHS IAIiEHTIB 3 QUCKiHE31€I0 XKOBYOBUBIOHUX IUIAXIB (Y TOMY YHMCIIi MiCIg
XOJIEIUCTEKTOMIl) Ta 3 CyIyTHIMU XPOHIYHUMHU 3aXBOPIOBAaHHSIMU IE€YiHKH.

IIpomunoka3aHHsi.

[TigBullleHa YyTAUBICTD J0 OiFOYMX PEYOBUH UM OO IHIIWX POCIUH 3 POOUHU CKIaJHOLBITUX
abo o OyAb-9KOT0 3 OMOMiXKHIX KOMIIOHEHTIB TiKapChKOT0o 3aco0y; TOCTPi 3amaibHi
3aXBOPIOBAaHHSA MEYiHKH, JKOBYOBUBIIHUX LIJIIXiB Ta 2KOBYHOTO MiXypa; TOCTPU T'ellaTUT Ta
XOJIQHTIT; TOCTPi OTPYEHHS Pi3HOI eTiosorii; ;kKoBYHOKaM ' ssHa XBopo0a; 006CTpyKIIis
’KOBYOBHUBIIHUX IIJISAXIB; BiK malieHTa 00 18 pokiB; mmepiof BariTHOCTI Ta rOAyBaHHS IPYAIIO.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

[Ipu ogHOYAacCHOMY 3aCTOCYBaHHI IIpemnaparis, 10 MiCTATh CUJIIMapuH, Ta IIepOpabHUX
KOHTpAIleNTHBHUX 3ac00iB i mpemapartis, 1110 3aCTOCOBYIOTLCS IIPH €CTPOTeH03aMiCHii Teparrii,
MOZKJIMBE 3HUKEHHS e()eKTUBHOCTI OCTaHHIX.

Jlikapchku# 3aci® Moxke migcuiuTy eheKTH TAaKUX IIpernaparis, K Aia3enam, aampa3oiaM,
Jlopa3enam, KETOKOHA30J1, I0BaCTaTUH, BiHOnacTuH, pekcodbeHaguH, KIoIigorpens, BapdapuH, 3a
PaxyHOK IpUTHiIYeHHS cucteMu nutoxpomy P450.

PocnunHI nponyKTy, 110 MICTATE CAJIIMAaPUH, IIUPOKO BUKOPUCTOBYIOTLCS K rellaTOIIPOTEKTOPY B
OHKOJIOTi4Hi{ MPaKTHUIl OOHOYACHO i3 I[UTOCTaTUKaMu. KiTiHiuHI JOCTigXKeHHS M0Ka3yl0Th He3HAYHUMN
pU3MK (hapMaKOKiHETUUHUX B3a€EMOLiM cuniMapuny sk iHribitropa izobepmenty CYP3A4 ta UGT1A1 i
IIUTOCTATHKIB, Ki € cyOcTpaTamMu IuX (GepMeHTiB.

3a60pOHEHO BXKUBATH JIKOTOJIb IPH 3aCTOCYBAHHI ITpemapary.



Oco06.1ue8ocmi 3acmocyeaHHsi.

3arajbHi IPUHIUIIN JTiKyBaHHS 3aXBOPIOBaHb apeHXiMU IeYiHKU — JOTPUMAaHHS JI€TH, BIATIOYHMHOK
Ta 3a60poHa BXKMWBaHHS aJIKOTOJII0, SIKi He CJIif irHopyBaTH.

s ocib moxuoro BiKy KOpeKIlis J03yBaHHS JIiKapChKOT0 3ac00y He MOTpiOHa.

Yepes MOXKIMBUM eCTPOreHONOAI0OHUNM edeKT CUTIMapuHy ¥ MaKCUMaJIbHO BEJIMKUX I03aX MOT0 CIIif
3aCTOCOBYBaTH 3 00epeXkKHICTIO MallieHTaM 3 TOPMOHAJIbHUMU TIOPYIIEeHHAMY (EHOOMEeTpio3, MioMa
MaTK¥, KapIMHOMa MOJIOYHOI 3aJ103H, S€YHUKIB i MaTKM, KapLIMHOMa IIepegMixypoBol 3a103u). Y IUX
BUIIafiKax HeoOXigHa KOHCYJIbTAlis 3 JiKapeM.

Y pasi po3BUTKY XKOBTSHUII (II05IBa Bif CBiT/I0-2KOBTOT0 OO TEMHO-KOBTOTO BifITIHKY IIKipH,
II0KOBTiHHS OiNKiB 04elt) MOTPiOHO IPOKOHCYILTYBATHCS 3 JIiKapeM 15 IPOBeeHHS KOPEKIIil
Tepartii.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

He 3acTocoByBaTH IIif 4ac BariTHOCTI Ta y nepiof rogyBaHHS IPYOOI0 4yepe3 HeJOCTaTHICTh
KJIIHIYHUX JaHUX.

30amuicmb 8niusamu Ha weudKicmb peakuyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

He BnnuBae. INanieHTam 3 icHy10oUMMU BECTUOYISPHUMHU MTOPYIIEHHSIMU HEOOXIIHO 3
00epexkHICTI0 3aCTOCOBYBATH JIiKapChKUM 3aci0 mpu KepyBaHHI aBTOTpaHCIOPTOM abo poOoTi
3 IHIIKUMU MeXaHi3MaMHu.

Cnocid 3acmocyeaHHs1 ma 0o3u.

Kancynu ®ymapTa® mpuiMaTy mif 9ac inu. Kamcymy citig KOBTaTH IIiyI00 He PO32KOBYIOYH i
3alUBaTU SOCTATHHOIO KIJIBKICTIO PIOUHU.

IopocnuM PeKOMeHIYEThCS MPUUMATH JTiKapChKui 3aci0 ®ymapra® mo 1 kamcymi 3 pasu Ha
no0y.

[Ipu HagBHOCTI HiYHOTO 00JII0 PEKOMEHAYETHCS OOJATKOBUY IIPUKOM 1 KalCymu mepes CHOM.
fAxmo noTpibHO, 7OOOBY KO3y NpenapaTy MifABUIIYBAaTA OO0 MaKCUMaJIbHOI — 6 Kancyi (1o 2
Karcynu 3 pasu Ha #o0y).

Kypc nikyBaHHSI BU3HaYa€ JiKap iHOUBigya IbHO 3aJIe’KHO Biff XapakTepy i mepe0iry
3aXBOPIOBaHHA.

ZAK1I10 micas TPUBAIOro 3aCTOCYBaHHS (2 THXKHIi) He BifOyBa€eThCS MOKpallaHHsa, He0OXimHO
3BEPHYTUCS 3a MEOUYHOIO [OIIOMOT010.



Himu.

He 3acTocoByBaTu fiTsiM (BikoM f0 18 pokiB) yepe3 HEOOCTATHICTh JaHUX MO0 Oe3NeKu Ta
e(peKTHBHOCTI TiKapCchbKOT0 3aco0y.

Ilepedo3yeanHs.

BunapgkiB nepeno3yBaHHS He CIIOCTepiranock. Y pasi mepeno3yBaHHSI MOXKIIMBI fJiapes,
abmoMiHanbHUM 6inb. Y IbOMY BUIIAAKY CIIi[l MPUIUHUTY 3aCTOCYBaHHS JIiKapChKOT0 3ac00y.

JIikyBaHHSI CUMIITOMaTHAYHE.

ITobiuni peakuii.

YacToTa BUHUKHEHHS MOOIYHUX peakiii 3a Knacudikamiero MedDRA: pigko (=1/10 000 — <1/1000),
nyxe pigko (<1/10 000), BKnmto4alouu OKpeMi BUMIaAKH.

3 60Ky mpagHo20 mpakmy: CyXiCThb ¥ POTi, HymoTa, O/IF0BaHHS, OUCIEICis, Medis, Terka miapest
(pimko).

3 60Ky ceuosudinbHoi cucmemu: MiABUILIEHHS Olype3y.

3 6oky imyHHOT cucmemu: ajlepridyHi peakilii, BK/II04alou¥ KPOIUB’THKY, BUCUIIAHHS Ha IIKIipi,
cBepOixk, aHa(imakTHYHI peakllii, yTpyaHeHe AUXaHHA (OyXKe pifKo).

CyOuHHI nopyweHHA: TIPUILIABYU.

3 6oky wKipu ma nidwkipHoi KaimKosuHu: TIOCUJIEHHS aJiomellil; BUCUIIaHHA Ha LIKipi (Tyxe
pimKo).

3 60Ky Hepsosoi cucmemu: TOJIOBHUH Oib.

3 60Ky onopHoO-pyx080i cucmemu: apTPaTis.

[Hwi: TOCUJIEHHS iCHYI0YUX BECTUOYISIPHUX MTOPYIIEHb.

Pe3ysivmamu aHani3y kpoei: mifBuilleHHs piBHSA O0inipy0iHy (YacToTa HeBigoma).

[ToBimoMIIEHHS MTPO Mim03pIoBaHi mo6ivHi peakxirii.

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpaltlii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
LTe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapCchKOro 3aco0y. MeguuHUM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix



3aKOHHUM IIPeCTaBHUKAM CJIi TIOBiTOMJISITH IIPO YCi BUITAAKHK MMiT03PIOBAHUX MOOIYHUX PeakKIliid Ta
BiICYTHICTh e(eKTUBHOCTI JTiIKapChKOT0 3ac00y Yepe3 aBTOMATH30BaHYy iHGOpPMAIliliHy CUCTEMY 3
(dhapMakoHarnsAmy 3a nocunaHHsaM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 pPoKH.

He 3acTocoByBaTu npemnapar micjisd 3aKiHYeHHS TEPMiHY IPUOATHOCTI, BKa3aHOT0 Ha
yIIaKOBIIi.

YmMmoBH 30epirannsi. 36epiraTy B OpUTiHaJbHIN YIAKOBIN TPy TeMIlepaTypi He Buie 25 °C.

30epiraTy y HEOOCTYIIHOMY [IJIST OiTeH MicCIIi.

YnakoBka. [To 10 karncyn y 6mictepi. ITo 2 ab6o 3 6rmicTepu y mautii.

Kareropis Bigmycky. bes perernra.

BUpPOOHHK.

AT «Dapmak».

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr'0 ajJpeca MicCIsi IPOBaiKeHHsI Tis/IbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



