IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIIKAPCHKOIo 3ac00y

KAPCHJI®
(CARSIL®)

Cknao:

0il04a peuosuHa: CyXuid eKCTPaKT TUIOAIB PO3TOPOIIIII IUISIMHUCTOT,

1 TabneTka, BKpUTa 000JIOHKOIO, MICTHTh CYXOI'0 €KCTPAKTY ILIOAIB po3Toporiri misimuctoi (Silybi
mariani fructus extractum siccum) (35-50:1) (excrparent: meranoa > 99,0 %) — 40,9-56,3 mr, o
€KBIBaJIEHTHO 22,5 MT CHITIMapuHY;

O0ONOMINCHI pedosuHU: JTAKTO3W MOHOTIIPAT, KpoXMmajb MIIeHWYHUM, nosimoH K 25, menronosa
MIKpOKpHCTaJIIYHa, MarHito creapar, Tajubk, MaHiT (E 421), kpocnoBinoH, nomicopdar 80, HaTpiro
rizpokapOoHar;

obononKa: TEMoN03u auetuiadTanar, mietuindranar, IyKpo3a, akailis, >KeJIaTHH, TajbK, TUTaHY
nioxeun (E 171), makporon 6000, Onantoxe AS 26586 kopuyHeBHi [IIyKpo3a, 3a1i3a OKCUJT YEPBOHUI
(E  172), =3zamsa okcun uopuuit (E 172), wmerwinaparigpokcubensoar (E  218),
nponutnaparigpokcudenzoart (E 216)], raoiuepun.

Jlikapcbka dopma. Tabnerku, BKpUTi 000JIOHKOIO.
OcHogni @izuxo-ximiuni enacmusocmi: TaONETKH, BKPUTI 000JOHKOI0, MPAaBUIBHOI KpYTiioi hopMu,
KOPUYHEBOTO KOJBOPY, 0€3 3amaxy.

dapMakoTepaneBTUYHA rpyna.

[Ipenapatw, siki 3aCTOCOBYIOTH IPH 3aXBOPIOBAHHIX MEYIHKH, JIIMOTPOITHI PEUOBHHH.
I'emaronmpoTekTOpHI Ipenaparu.

Kon ATX A05B A03.

Dapmakonoiuni enacmugocmi.

Dapmaroounamixa.

CuniMapiH € pPOCIMHHOI0 AaKTHBHOIO CKJIaJ0BOI0 YacTHHOIO JiKapchkoro 3acody Kapcun®,
OTPHUMAHOIO 3 €KCTPAKTY IUIOAIB POCIMHHU po3roporii mismuctoi (Silybum marianum). IIpemapar
Ma€ TenaToNpOTEeKTOPHY Ta AHTHOKCUAAHTHY Airo. Kapcun® rambMmye NpOHMKHEHHS TOKCHHIB Y
KJIITHHA TEYIHKW (TTOKa3aHO Ha OTPYTI Omimoi mMoraHkH), a TaKOoX CHPHYHMHSIE (HIZUKO-XIMIYHY
cTabumizaIlito KJIITHHHOI MEeMOpaHH TenaToIuTiB, 0OMexye abo MorepemKae BTpaTy PO3YMHHHUX
KOMIIOHEHTIB (y TOMY YHCJIi TpaHCaMiHa3) KIIITUH ITEYiHKH.

AuTHOKCHAaHTHHI edekT mpenapaTy Kapcun® 3ymoBieHnii B3aemoi€ro cuiibGiHiHY 3 BiTbHUMH
paauKanaMu y IediHIli Ta MEPETBOPEHHSM iX Yy MEHIII TOKCUYHI CIIOJIYKH. TUM caMUM MEPEePUBAETHCS
MpolLieC MePEeKUCHOTO OKHUCIIEHHS JIMiAIB Ta HEe B1I0YBA€ThCS MOAAIBIIOTO PYHHYBaHHS KIITHUHHUX
CTPYKTYP; TOKCUHH 3HEIIKODKYIOTHCS (h1310J0TTHHUM MITISTXOM.

CuniMapuH CTHUMYIIO€ CHHTE3 OUIKIB (CTPYKTYpHHX 1 (yHKIIOHaNbHHX) Ta QocdomimiaiB B
ypaXKeHHUX KIITUHAX MEeYiHKU (HOpMaTi3ylouu JiniaHui 0OMiH), cTabUIi3ye IXHI KIIITUHHI MEeMOpaHu,
3B’sI3y€ BUIbHI paguKaiy (aHTHOKCHIAHTHA i), 3aXUIIAI0Yd TaKUM YMHOM KIITUHU TEYIHKU BiJ
IIKIJUTMBUX BIUIMBIB i Cipusiioun ix pereneparii. Kniniuna ais npenapary Kapcun® npossaserses y
MOKpAIleHH] 3arajlbHOTO CTaHY MAlli€HTIB 13 3aXBOPIOBAHHSAMU MEYiHKU, 3MEHILIEHHI Cy0’€KTUBHHUX
cKapr (Takux sIK ciIaOKICTh, MOYYTTS TSDKKOCTI y MpaBoMy Miapebep’i, BTpaTa ameTUTy, IKIPHUN
cBepOiK, OmoBaHHs). [TokpanytoTbest  1a00OpaTOpHI  MOKAa3HMKM:  3HMDXKYETbCS  aKTHUBHICTD
TpaHcaMiHa3,  raMma-TiayraminTpaHcdepasu, JykHoi pocdarazu Ta piBeHb OUTipyOiHY Yy IUIa3Mi
kpoBi. Tpusane 3actocyBanns npenapary Kapcun® n0cToBipHO 36iMbIIye BiICOTOK BHKMBaHOCTI
XBOPHX, K1 CTPAKIAIOTh Ha IIUPO3 NEUIHKU.



Dapmakokinemuxa.

[Ticnst mepopabHOTO 3aCTOCYBAHHS CHIIIMApUH MOBUTFHO Ta YaCTKOBO BCMOKTYETHCS 13 HITYHKOBO-
KHIIKOBOTO TpakTy. Ili1aeThCcst KMITKOBO-MIEUIHKOBIN MUPKYIALil. He KyMyltoeThCs B Opranizmi.
[epion HamiBBUBENEHHS CHIIIMApUHY CTaHOBUTH 6,3 TOAWHU. BUBOANTHCS MEpEeBaXKHO 3 JKOBUIO Y
BUTJISAI TJIFOKYPOHI/IIB 1 Cynb]aris.

Kainiuni xapakrepucTuku.

Ilokazannusa.

Tokcuyni ypakeHHs MEYIHKW: Ui MIATPUMYIOYOTO JIKYBaHHS y TMAI[IEHTIB 3 XPOHIYHUMU
3anajbHUMU 3aXBOPIOBAHHSAMU MEYIHKKA 200 IIMPO30M TECUIHKH.

Ilpomunokazanns.
INnepuyrnuBicts 10 nAit04oi abo 10 Oyab-sSKOi 3 JOMOMDKHUX pedoBHH. ['OoCTpi OTpyeHHS pi3HOT
€TI0JIOT1i.

B3acmooia 3 inwumu nikapcoKumu 3acooamu ma iHuii 6UOU 63acMo0ill.

[Ipn onHOuyacHOMY 3acTOCYBaHH1 CHUJIIMapuHy 1 TNEpOpalbHUX KOHTPALENTHUBHUX 3ac00iB Ta
IpenapaTiB, L0 3aCTOCOBYIOTHCSI MPH €CTPOreH3aMICHOMY JIIKYBaHHI, JIIKyBaHHI TaMOKCH(EHOM
MOJKJIMUBE 3HUKEHHS €)eKTUBHOCTI OCTAHHIX.

3a paxyHOK NpUTHIYEHHS cucTeMu nutoxpomy P450 cuimimMapuH MOCHIIOE JIF0 aHTHANEPTIYHUX
JKapChKuX 3aco0iB (pexcodeHaant), aHTUKOATyISHTIB (KJIOMII0Tpeb, BapapuH).

CuniMapuH MoOXe NTIACHINTH e(QeKTH TaKuX JIKapChbKUX 3acoOiB, SK Jia3enam, ainpasoiaM,
KETOKOHA30J1, IOBACTaTUH, aTOPBACTATHH, BIHOIACTHH, 3a paXyHOK Horo iHri0yrodoi 1ii Ha cucteMy
uutoxpomy P450.

PocnuHHI NpoAyKTH, 110 MICTATH CHJIIMAPUH, IIMPOKO BUKOPUCTOBYIOTHCS SIK T€MATONPOTEKTOPH B
OHKOJIOTIYHIM TpPaKTUIl OJHOYACHO 13 IuTOocTaTuKamMu. KITiHIUHI JOCHIIPKEHHS TOKa3yITh
HE3HAYHWN PHU3UK MOXJIMBUX (apMaKOKIHETUYHUX B3aEMOJIA CHIIMAapuHy SK 1HTiOiTOpa
130pepmenty CYP3A4 1 UGT1A1 ta nuuTOCTaTHKIB, 5IKi € cyOcTpaTaMu UX GEPMEHTIB.

Ocoobnueocmi 3acmocy8anns.

JlikyBanns npenapatom Kapcun® npu neuinkoBux ypaxkeHHsaX Oyze eeKTUBHHM IIPH JOTPHMAHHI
nieTy a00 yTpUMaHHI, HaIPUKIIa, BiJl aJIKOTOJIIO.

Y BUNAQAKY PO3BUTKY >KOBTSHUII HEOOXITHO MPOKOHCYABTYBATHCS Yy JKaps [UIsl NPOBEACHHS
KOpEeKIIii Tepartii.

Uepe3 MOKIMBHIA €CTPOreHNoai0HNN e(eKT CHIIIMapuHy MOTO CIIiI 3aCTOCOBYBATH 3 00EPEKHICTIO
MalieHTaM 3 TOPMOHAJIBHUMHU MOPYHICHHSIMH (€HIOMETpPio3, MioMa MaTKH, KapIMHOMa MOJOYHOT
3al03u, SIEYHUKIB 1 MaTKW, KapIUHOMA IMepeIMiXypoBoi 3aio3u). Y TakuxX BHMaJKax MOTpiOHa
KOHCYJIbTAIIiS MAIli€EHTA 3 JIKapeM.

[IpemapaT MIiCTUTP SK JOTIOMDKHY pPEYOBUHY MIIEHUYHUI KpoxMaib. [TleHnYHuii Kpoxmaib MOXKe
MICTHTH TJIIOTEH, ajie TUIbKU Y HE3HAYHIM KUIBKOCTI, 1 TOMY BBa)KAETHCSI O€3MEUHUM IS MAIIEHTIB 3
1esiakiero (TJII0TEHOBA CHTEPOTaTis ).

Jlo cknaay TOMOMDKHUX PEUOBHH Iperapary BXOAUTh JaKTO3W MOHoriapaT. [lamienTam 3 piakicHOIO
CHaJIKOBOIO HEMEePEHOCHMICTIO TajakTo3u, AedilluToM JiakTta3u Jlanma abo riroK030-TajakTO3HOO
ManbabcopOIiero He ciil npuiiMaTH mpemnapar.

Jlikapcbkuit 3aci®é y ckiaai oOOJIOHKM MICTUTh IyKpo3y. llaimieHTaMm 3 pifKiCHOIO CIaJKOBOIO
HEMEPEHOCUMICTIO (PPYKTO3H, CHHIPOMOM TIIFOKO30-TaIaKTO3HOT ManbabcopOIii abo 3 nedinutom
caxapas3u-i30MaibTa3 He CIi MpUuiMaTu mpemnapar.

Jlo ckmagy oOoNOHKM  TaONeTKHM  BXOAWUTh  MeTwnmaparigpokcubenzoar (E 218) i
nponinnaparigpokcudenzoar (E 216). Boun MOXyTh CHPUYMHUTH alepriyHi peakuii (MOXXIMBO
YIOBUILHEHOTO THUITY).



3acmocysanns y nepiod sazimuocmi abo 200y8anHs 2pyoolo.
Jani mo0 6e3meyHocTi Ta €ePeKTUBHOCTI 3aCTOCYBaHHS JTIKapChKOT0 3ac00y y IIepio BariTHOCTI a00
rOJyBaHHs TPYAIIO BIICYTHI, TOMY HOTO HE CIIiJl MPU3HAYATH B IIEW Tepio/l.

30amuicmy enaueamu Ha WEUOKICMb pearkyii npu Kepy8awHi A8MOMPAHCNOPMOM abO THUWUMU
MexanizmMamu.

Kapcun He BIMBae Ha 3[aTHICTH KEPyBaTH aBTOTPAHCIIOPTOM a00 MPAMIOBATH 3 IHIIMMH
MEXaHI3MaMH.

[MamieaTam 3 BeCTHOYISIPHIME IOPYIICHHSIMHI HEOOX1THO 3 00EPEKHICTIO 3aCTOCOBYBATH JIIKAPCHKUN
3acid mpu KepyBaHHI aBTOTPAHCIIOPTOM Ta poOOTi 3 IHITUMH MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.

TabneTku nmpuilMatu BHYTPIIIHBO LUIMMH, HE POIPKOBYIOUHM, 3AMUBAIOYM JOCTATHHOI KUIBKICTIO
pIOVHM.

Jlopoci Ta aiTi BikoM Bij 12 pokiB:

Kapcun 3actocoByBaTH nepopajibHO, B JIETKHX 1 TOMIPHOT TSDKKOCTI BUNaakax — 1-2 Tabnerku 3 pa3u
Ha 100y. [Ipu Tsxkux dopMax 3aXBOPIOBAHHS /103y MO’KHA MOJBOITH 10 2-4 TalneTrok 3 pa3u Ha
n00y.

Kypc nikyBaHHs BH3HAYa€ThCs THAMBITYATbHO 3JIEKHO B XapakTepy 1 mepebiry 3axBOproBaHHS.
Cepennst TpUBAIICTH JIIKyBaHHS — 3 MICSIIL.

imu.

He pexoMeHiyeThCs 3aCTOCOBYBATH MpeEmapar JTsSM BiKoM 10 12 pokiB.

Ilepeoo3ysanns.

Hemae noBinomiens npo Bunaaku nepefolyBanHs. [Ipu BumagkoBomy mpuiioMi BUCOKOT 103U CIIiJ
BHUKJIMKATH OJIOBaHHS, MPOMUTH NIIYHOK, MPUWHATH aKTUBOBAHE BYTULISL, Ta y pa3i HEOOXITHOCTI
3aCTOCOBYBAaTH CUMITOMATUYHE JIKYBaHHS, IPU3HAUYEHE JTIKapeM.

Ilo6iuni peakuii.

Jlikapcbkuil mpemapaT Mae XOpOUly IMEpeHOCUMICTh. Pigko B OKpeMHX BHIagkax 1 WpH
IHAMBITYyJIbHIN MiABUIIECHIN YyTIMBOCTI MOJKHA CIIOCTEPIraTi HIKYEHaBeIeH1 MOO1uH1 Jii.

3 6oky mpasHoi cucmemu: niapest y pe3ynbTaTi MOCHICHOT (PYHKIIIT MEUiHKU 1 )KOBYHOTO MIXypa,
HYJI0Ta, TUCIEICis, OJIF0OBaHHSI, 3SMEHILIEHHS alleTUTY, METEOPU3M, Meyisl.

3 6oxy imymHOi cucmemu: anepridyHi peakiii (MOXXJIHBO VYIOBUIBHEHOTO THUIY); peakiii
rinepuyTIMBOCTI, BKIIOYAIOUH IIKIPHI BUCUIIH, CBEPOIK, aHA(ITAKTUYHUI IIOK.

3 boky opeanie cuyxy i 1abipunmy. TIOCUICHHS BXKe HaSBHUX BECTUOYISAPHUX MTOPYILICHb.

3 6oky ouxanvroi cucmemu. 3aAMIIKA.

3 60Ky ceuosugionoi cucmemu: IOCUIICHHS Alype3y.

3 6oky wkipu i ii noxioHux: IOCUJICHHS aJOTeNii.

[To6iyH1 11i MUHYII 1 3HUKAIOTH MICIs MPUIMHEHHS IPUIOMY Npenapaty 6e3 B)KUBaHHS CHelialbHIX
3axO0/IiB.

Tepmin npuoamnocmi. 3 poKu.

YmoBu 30epiranns.
30epiratu y HeIOCTYIHOMY ISl JiTel Micii. 30epiratu B OpUriHaiIbHIA YIaKOBIII IPH TeMIIEpaTypi
He Bue 25 °C.

YnakoBka.



ITo 10 Tabnerox y Gmicrepi 3 [IBX ruriBku/ antominieBoi ¢pobru; mo 8 GiicTepiB y KapTOHHIN mavIli.

Kareropis Binnycky. bes penenra.
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