THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

®YMAPTA®

(FUMARTA)

CKnao:

0itoui peyoBuHU: eKCTPaKT CyXul TpaBU PYTKU JIiKapchkoi (Fumaria officinalis L.), eKCTPaKT CyxXui
n10x4iB po3roponuri naaMuctol (Silypum marianum L. Gaetner);

1 kamcyna MiCTUTh €KCTPAKTY CyXOT'0 TpaBU PYTKH JikapchKol (Fumaria officinalis L.,
CIIiBBiIHOIIIEHHS TiKapChKOI POCIMHHOI CUPOBUHU Ta €KCTPaKTy 4-6:1, eKCTpareHT: Bofia) -
275,1 MT; eKCTpaKTy CyXOro IIOAiB Po3TopoInli miaaMucTol (Silypbum marianum L. Gaetner,
CIIiBBiIHOIIIEHHS TIKapChKOl POCIMHHOI CUPOBUHU Ta eKCTpakKTy 30-44:1, eKCTpareHT:
etunanerar) - 80-98 Mr, 110 eKBiBalIeHTHO cujliMapuny 50 Mmr;

0onoMidCcHI peuoBUHU: 11eJII0JI03a MIKPOKPHUCTalliuHa, KpoXMaslb KyKypyA3sHUU, KOTIOBIOH, TalbK,
MaKpOTO0JI, KPeMHilo [iOKCH[I KOJIoimHUY 6e3BOOHUM, MarHil0 cTeapar;

ckyan o60TOHKY Karcymu: KeJlaTuH, TuTany giokcup (E 171), 3aniza okcup yopuuii (E 172),
3ami3a okcup yepBouui (E 172), 3aniza okcup xkoptuit (E 172).

Jlikapcbka ¢popma. Kancynu.

OcHosHI (i3uko-xiMiuHi 81acmueocmi: TBEPAL KeNnaTUHOBI Kancynu Ne 0 TumiHAPUYHOI popMu
CBITJI0-KOPUYHEBOT 0 KOJILOPY, 3all0BHEHI CYMIIIIII0 OPOLIKY Bif] 2KOBTO-KOPUUYHEBOTO 10 TEMHO-
KOPUYHEBOTO KOJIbOPY.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOThCS IIPU 3aXBOPIOBAHHSX MEYiHKY i
JKOBYOBUBIOHUX IUISAXiB. 3ac00H, 1110 3aCTOCOBYIOTLCA IIPH GinmiapHii maTosnorii. Kog ATX AOSA X.

Papmakono2iuHi e1acmusocmi.
®apmakoOuHamika.

®ymapTa® — KOMOIHOBaHWH JIIKAPCHKHH 3aCi6 POCIMHHOTO IIOXONXKEHHS, 1[0 MiCTUTh €KCTPAKT CyXHi
PYTKH JIiKapChKOI Ta eKCTPAKT CyXUH PO3TOPOIIIIi IIISMHUCTOL.

Ilo cKnmamy eKCTpaKTy PYTKH JIiKapChKOl BXOAUTH ajiKaoif ¢yMapuH, 10 Ma€ XKOBYOTIHHY LI,
HOpMaJli3ye CeKpelliio XK0B4i, 3HUXKYe ToHyC chinkTepa Onmi. EXCTpaKT po3TOPOMII IIIMUCTO1



MICTHTh culiMapuH - 0ioiaBOHOIA, 110 BKIIIOYA€E i30Mepu CUIiOiHiH, CUTTiiaHiH i CUTIKPUCTHUH.
CuniMapyH Ma€e renaTonpOTEKTOPHY L0 IPU TOCTPUX 1 XPOHIYHUX IHTOKCUKALISAX, Mae
MeMOpaHocTabini3yBaabHi BIaCTUBOCTI Ta CIIPUSE BiMHOBIEHHIO KITiTUH MEYiHKH.

dapmakoKiHemuxka.

[licns nepopajibHOTO 3aCTOCYBaHHS CUJIIMapUH B OCHOBHOMY €JIiMIHYETHCS 3 KOBUIO Ta IifjIdarae
eHTeporenaTHYHil TUPKYIISIIl.

KitiHiyHi XapaKTepHCTHKH.
Iloka3aHnHus.

IlogaTkoBe JIiKyBaHHS MAI[i€HTIB 3 AUCKIHE31€0 XKOBYOBUBIAHUX IIJIAXIB (Y TOMY YUCII MiCIg
XOJIEIMCTEKTOMil) Ta 3 CyNyTHIMU XPOHIYHMMU 3aXBOPIOBAaHHAMU MEUiHKHU.

IIpomunoka3aHHs.

[TigBuIIeHa YyTNIUBICTh [0 Ail0UMX PEeYOBHUH a00 o iHIIUX POCIIMH 3 POOUHY CKIIQMHOIBITHX abo [0
Oynmb-IKOTO 3 KOMIIOHEHTIB IIpenapaTy; TOCTPi 3anasibHi 3aXBOPIOBaHHS II€UiHKH, JKOBUOBUBITHUX
IIJISXiB Ta KOBYHOTO MiXypa; TOCTPUY relaTUT Ta XOJIAHTIT; TOCTPi OTPYEHHS Pi3HOI eTiosorii;
JKOBYHOKaM’siHa XBOopo0a; 00CTPYKIlis XKOBUYOBUBIIHUX IIISAXIB; OiTH Ta MigIiTKX BikoM 0o 18 pokis;
Iepiof BariTHOCTI Ta TOAyBaHHS T'PYLOIO.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

[Ipy ogHOYACHOMY 3aCTOCYBaHHI IIpenaparis, 10 MiCTATh CUJIIMApXH, Ta IepOopaIbHUX
KOHTpAIleNTHBHUX 3ac00iB i mpemapartis, 1110 3aCTOCOBYIOTHCS IIPH €CTPOTeH03aMiCHi Teparrii,
MOZKJIMBE 3HUKEHHS e(DeKTUBHOCTI OCTaHHIX.

[TpemapaT Moxke HmigCUIUTH ePeKTH TaKUX JIIKapChKUX 3ac00iB, K mia3emaM, aampasoiiaM,
KETOKOHAa30J1, JIOBaCTaTHH, BiHOIAacTUH, peKcopeHauH, KIIOMiorpeb, BaphapuH, 3a paXyHOK
IPUTHIYEHHS CUCTeMU HuToxpoMy P450.

PocnunHI npogyKTy, 1110 MICTATH CAJIIMapUH, IIUPOKO BUKOPUCTOBYIOTHCS SIK TellaTOIIPOTEKTOPY B
OHKOJIOT1YHIY NMPaKTHULI OAHOYACHO i3 IUTOCTaTUKaMU. KTiHIYHI JOCTiIKeHHS T0Ka3y0Th He3HaYHUU
PU3UK MOXKINBUX (papMaKOKiHETUYHUX B3aEMO[Iill CUTiMapuHy, gK iHridiTopa i3odpepmenty CYP3A4 i
UGT1A1 Ta nuTocTaTHKiB, sIKi € cybcTpatamu nux GpepMeHTiB.

3a60pOHEHO BXKUBATH JIKOTOJIb IPY 3aCTOCYBAHHI ITpemapary.

Oco6.1ueocmi 3acmocyeaHHsi.

3arasibHi IPUHLIUNIY JTiKyBaHHS 3aXBOPIOBaHb IaPEHXIMU IE€YiHKY - JOTPUMAaHHS Oi€TH, BIATIOUMHOK
Ta 3a00pOHa BXKUBAHHS aJIKOTOJII0, SIKi He CIIif irHOpyBaTH.



I7st ocib moxuioro BiKy KOpPEeKIlis JO3yBaHHs MpemapaTy He MoTpidHa.

Yepe3 MOKIUBUN €CTPOTeHONOMIOHNY ePeKT cuniMapruHy Y MaKCUMalbHO BEIMKUX [03axX MOTo CIIif
3aCTOCOBYBATHU 3 00€PEkKHICTIO MMalliEHTaM 3 TOPMOHAJILBHUMH TOPYIIEeHHSIMU (€EHOOMETPio3, MioMa
MaTKH, KapIMHOMa MOJIOYHOI 3aJ103H, S€YHUKIB i MaTKM, KapLMHOMa IIePeaMiXypoBoi 3a103u). Y 1ux
BUIIaIKaxX HeoOXigHA KOHCYJIbTAIis 3 JTiKapeM.

Y pasi po3BUTKY XKOBTSHUII (II0SIBa Biff CBiT/I0-2KOBTOTO OO0 TEMHO-KOBTOTO BilTIHKY IIKipH,
TIOKOBTiHHS GinKiB ouelt) HeoOXimHO MPOKOHCYIbTYBATUCS 3 JIiIKapeM [JIs IIPOBeIeHHS KOPEeKIIil
Teparil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

He 3acTocoByBaTH IIifl Yyac BariTHOCTi Ta/abo y mepion romyBaHHS TPYAAI0 Yepe3 HelOCTaTHICTh
KJTIHIYHUX OaHUX.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He BnnuBae. [TarieHTaM 3 iCHYIOUMME BECTUOYISIPHUMU TIOPYIIEHHAMY HE0OXimHO 3 00€peXKHICTIO
3aCTOCOBYBATH IIperapar Py KepyBaHHi aBTOTpaHCIIOPpTOM abo po0oTi 3 iHIIUMU MexaHi3MaMH.

Cnoci6 3acmocyeaHHs1 ma do3u.

Kancynu ®ymapra® mpuiiMaty mif 9ac inu. Kamcymy ciiif KOBTaTH IiJIOK, He PO3XOBYIOUH, i
3anuBaTU OOCTATHLOIO KiIbKICTIO PIAUHU.

IopociuM peKOMEeHYEThCS IpuiMaTH npemnapat Pyma Ta® mo 1 Kamcyi 3 pa3u Ha 100y.
y yMmap y y

[Tpu HAsIBHOCTI HiYHOTO 6010 PEKOMEHAYETLCS NOOATKOBHY mpuiioM 1 Karcymu mepen cHoM. [1pu
HeoOximHOCTI moOOBY 03y IIpernapary MifIBUIIYBAaTH OO0 MAaKCHUMAJIbHOI - 6 KaIlcy (10 2 Kamcyau
3 pa3u Ha 10o0y).

Kypc nmikyBaHHs BU3HAYa€ JIiKap iHAUBIIyaIbHO 3a7€KHO Bif XapaKTepy i mepebiry 3aXxBOprOBaHHS.

ZAKII0 micysg TPUBAIIOTro 3aCTOCYBAHHS (2 THXKHI) He BifOyBa€eThCs MOKpallaHHs, He0OXioHO
3BEPHYTHUCA 3a MEIUYHOI JOIIOMOI0I0.

Himu.

He 3acTocoByBatu miTam (BikoM o 18 pokiB) yepe3 HEOOCTATHICTh JaHUX 10RO Oe3MIeKu Ta
eeKTUBHOCTI TiKapChKOro 3aco0y.

Ilepedo3yeanHns.



BumapkiB mepeno3yBaHHs He CIIOCTEpIiranochk. Y pasi mepego3yBaHHs MOXKJIUBI fmiapes,
abmomiHanbHMI 6inb. Y IbOMY BUTIAAKY CJIif MPUIMHUATH 3aCTOCYBaHHS Ipemapary.

JIiKyBaHHS - CUMIITOMaTUYHE.

ITo6iuni peakuii.

YacToTa BUHUKHEHHS MOOIYHUX peakilili 3a kinacudikariero MedDRA: pigko (=1/10 000 - <1/1000),
nyxe pigko (<1/10 000), Bkntoyarouu OKpeMi BUMIAAKHU.

3 60Ky mpagHo20 mpakmy: CyXiCThb y POTi, HyfiOoTa, OJIf0BaHHS, OUCIIEIICis, Iedis, nerka giapes
(pimko).

3 60Ky ceuosudinbHoi cucmemu: MiABULLIEHHS Olype3y.

3 6oky iMyHHOI cucmemu: aJlepTidyHi peakilil, BKJII0Yal0UM KPOIUB THKY, BUCUIIAaHHS Ha IIKIipi,
cBepbix, aHa(imakTUYHI peakllil, yTpygHeHe OUXaHHS (OyXKe pigko).

CyOuHHI NOpyweHHA: TPUIIUBH.
3 60Ky wkipu ma nidwKipHOi KAimKo8UHU: TIOCUIIEHHS aJIOMellil; BUCHIIaHHS Ha IIKipi (Iyxke pigko).
3 60Ky Hepsosoi cucmemu: TOJIOBHUH Oib.

THWi: TOCUIIeHHS iCHYIOUUX BECTUOYIIPHUX MOPYIIEHE.
Tepmin npudamuocmi.
2 POKH.

He 3daCTOCOBYBATH IIPElaparT ITiCJIs 3aKiH4YeHHS TepMiHy HpI/II[aTHOCTi, BKa3aHOT' O Ha yr[aKOBI.[i.

YMmoBH 30epirannsi. 30epiraTé B OpUTiHaJbHIN YIAKOBI IpU TeMIlepaTypi He Buine 25 °C.

30epiratu y HEJOCTYIIHOMY IJIST OiTe# MicCIi.

YnakoBka. ITo 10 kamncyn y 6mictepi. [To 2 abo 3 6micTepu y mayiii.

Kareropis Bignycky. be3 penenry.

BupoOHHK.



AT «DapMak».

Micue3HaxomKeHHsI BUPOOHHKA Ta MO0 ajipeca MicCIlisi IPOBagXKeHHs Jisi/IbHOCTI.

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



