Ckian

0ilo4a pevyosuHa:

1 Kamcyna mMicTuth: a-mmiHeny 24,8 mr, B-mmineny 6,2 mr, kamdeny 15,0 mr, uuaeony 3,0
Mmr, (perxony 4,0 mr, 6opHeony 10,0 mr, anetomny 4,0 mr.

OONOMIJICHI pedoB8UHU: OJIisI ONIMBKOBA OYUIIEeHa, KANCy/1d KUWKOBOPO3YUHHA, M’ AKa:
XKenaTuH, riiuepuH (85%), HaTpito eTunmnaparigpokcubenzoat (E215), HaTpito
npomninnaparigpokcubensoat (E217), 6apBHuK «xkKoBTui 3axig FCF» (E110),
xiHosinoBuu xkoBTUul (E104).

JIikapcbKa ¢opMma

Karcynu KUIIKOBOPO3UYKWHHI, M SIKi.

OCHOBHI (Pi3UKO-XIMIUHI 8/1aCMUBOCMI: KAIICY/IU KUIIIKOBOPO34YWHHI, M’SIKi JKOBTOT'O
KOJIbOPY, chepudHOoi PopMHu.

®dapMaKoTepalneBTHUYHA Irpyna
[H11i nikapchki 3acobu AJis JIiIKyBaHHS ypoJIOTriuyHUX 3axBopioBaHb. Kog ATX G04B X.
®apMaKoOJIOridyHi BJIaCTHUBOCTI

dapmakoduHamika.

PoBaTiHeKkc crnpusie me3iHTerpallil Ta BUBEJIEHHIO HUPKOBHUX KaMeHIiB Ta KaMeHiB
CEe4YOBUBIOHUX HINIAXiB. BOPHEOJI 1 TepIeHU MOBHICTIO 3MiHIOIOTECS B JIFOICHKOMY
OpraHisMi, micjist 40oro BUBOOATHCA Y BUTJISAL IJIIOKYPOHINIB HUPKaMu. B pe3ynbTaTti
IILOTO ITiABUINYETHCS PO3UYUHHICTh KaJIbI[IEBUX COJIEH, IKi € OCHOBHUMM KOMIIOHEHTaMU
KaMeHiB HUPOK i CEHOBUBIOMHOTO TPaKTy. B ekcliepuMeHTaIbHUX YMOBax OyI10
BCTAHOBIIEHO, 1110 PoBaTiHEKC TaKOXK 3amobirae ¢opmMyBaHHIO KaMeEHiB.

JIikm MaloTh CIa3MOJIITUYHUMN e(PEKT, CTUMYJIIOIOTh IIPOXOAKEHHSI KaMeHiB 10
CEeYOBUBIOHUX IIJIAXaX, 3HUKYIOTh iIHTEHCUBHICTL 0010 TPU CEYOBIOHUX i HUPKOBUX
KOJIiKaX, HOPMasi3yloTh HUPKOBUYM KPOBOOOIT, 3a paXxyHOK YOT0 BigOyBa€ThCS
nojinmeHHsa QyHKIIM HUPOK, MiABUIIYETHCS Oiypes3.

PoBaTiHeKC YMHUTDH BUpaxKeHy NpoTHU3anajbHy Ta MPOTUMIKPOOHY (BiZHOCHO 6araThbox
rpaMHETaTUBHUX i TPaMIIO3UTUBHUX MiKpoopraHiaMmiB) fii, 36inbIilye BMicT B ceui
KOJIOIIB i TTIFIOKYPOHOBO1 KHUCJIOTH.



dapmaKoKiHemuKa.

OKkpeMi KOMIIOHEHTH IIpenapaTty mo0pe BCMOKTYIOThCSI Ta MeTab0Ii3yI0OThCS B TTEYiHIT
(peaxiris rIOKypOHigallil) Ta BUBOASTHECS 3 2KOBYIO Ta CeUelo.

Iloxa3aHHs
JIiKkyBaHHSI ce4yoKaM sTHOI XBOpPOOH.
ITporunoka3aHHs

l'mepuyyTnuBICTE OO KOMIIOHEHTIB IIperapary.

[IuTsa4uy BiK OO 6 POKiB.
B3aemMoaisi 3 iHIIMMH JTiKapChbKUMH 3aco0aMHu Ta iHIIi BHIH B3a€Moail

PoBaTiHeKcC ciii BUKOPUCTOBYBaTHU 3 00€PEeKHICTIO MallieHTaM, SKi MpuiMaloTh
rnepopasibHi aHTUKOATryIsSHTH.

[Tpu ogHOYaCHOMY IIPUUOMI JTiIKapChKUX 3aCc00iB, IKi TOJIOBHUM YMHOM
MeTaboIi3yI0ThCS B MEUiHIli Ta/ab0 eKCKPETYIOThCS Yepe3 MEeUiHKY, CIIiI IPOsBIATH
00epexKHiCTh.

Oc006/1MBOCTi 1100 3aCTOCYBaHHSI

IuBuCh po3main «B3aemopmisa 3 iHIMMMHU JTiKapCbKUMM 3aco0aMH Ta iHII BUOU
B3aEMOOIN».

He pekomeHpoBaHO npuiiMaTu PoBaTiHEKC IpU BUpaXKeHil aHypil, HUPKOBiM KOJii i
TSIKKUX iIHPEKINsIX CeYOBUBITHUX MINISXIiB.

[Tig yac Teparil PoBaTiHeKcOM MOTPiOHO 30iTLUIUTY IIPUNOM PioUHU.

Karicyma MicTUTh y CBOEMY CKJIafli HaTpito eTunmnaparigpokcudbensoar (E 215)
Ta HaTpiio nmporminmnapa-rigpokcuden3oat (E 217), 6apBHUK «xkoBTHM 3axig FCF» (E
110), 9Ki MOXKYTh COPUYMHUTHU aJIepTidHi peakxiil (y TOMy YHCJIi BiICTpOUYeHi y Yaci).

3acmocyeanHns y nepiod eazimHocmi abo 200yeaHHs1 2py00i0.

IndopmMmaliiss Ipo 3acToCyBaHHS JTiIKapChKOro 3aco0y i Yac BariTHOCTI BiiCyTHS.
BigcyTHi moka3u npo TepaToreHHUU e(eKT MPU 3aCTOCyBaHHI TBapuHaM. [lesKi
KOMIIOHEHTHU IIpelapaTy IIPOHUKAIOTh Yyepe3s IjaleHTy. [1in yac rogyBaHHSA I'PYAIIO,
1100 YHUKHYTU HeOaxkKaHOTo BIIJIUBY Ha HEMOBIISI, PoBaTiHEKC He CJIiff 3aCTOCOBYBaTH.



3acToCcyBaHHS IpelapaTy y IIepion BariTHOCTI BUIIpaBAaHe JIUIIE TOMi, KOIU
O4YiKyBaHa KOPHUCTh [JIS BariTHOI IlepeBaxka€ PU3HUK OJIs IIJIOAA.

30amnicmb eni1ueamu Ha weudkKicmv peakuii npu KkepyeaHHi
asmompaHcnopmomM a6o iHwumMu mMexaHizmamu.

IMaHi 111000 BIJIMBY Ha MIBUOKICTH peakilil Npu KepyBaHHi aBTOTPaHCIIOPTOM abo
IHIIMMU MeXaHi3MaMU Bi[ICyTHI.

Cmocid 3acTocyBaHHsS Ta I03H

[IpemapaT 3aCTOCOBYIOTH Iepeq ImpuiiomoM ixi. Kancynu moTpibHoO mpuiiMaTH IiTuMu,
pO3KyIllyBaTu ab0 PO32KOBYBATH KallCyJiM He peKoMeHOoBaHo. PoBaTiHekc HeoOXimHO
3aluBaTU OOCTAaTHBLOIO KiJIbKICTIO BoAu, He MeHIIe 100 M.

JTopocai ma nioaimku 8ikom 8i0 14 pokis

PekomeHpoBaHa fmo3a - 1 Karcysa Ha 4-5 pasiB Ha mo0y, [o igu.

Iimu e8ikom 8i0 6 0o 14 pokis

PekoMmeHnpgoBaHa fo3a - 1 abo 2 karncynu 2 pa3u Ha o0y, oo iou.
TpuBamnicTh Tepamnil BU3HA4Ya€EThCS JIIKapeM.

Y pagsi skio Bu nmpomnycTuiyu 4eproBuil MpuioM IIpernaparTy, HeoOXimHO TPUNHATH
oo3y, K TijibKY 3rafganu. HacTynmHy g03y nOoTpiOHO MPUWHSATU B 3BUYaWHUM Yac (He
BapTO IMpHUMMATH OBi MO31 OMHOYACHO).

Axio Bu BUIagKoBO MPUNHSAIYN OiNTbITy 103y, HiXK peKOMEeHO0BaHO, ITPOo 1ie HeoOXigHo
IIOBIIOMUTH JIiKaps.

Himu.

IiTaM BiKOM [0 6 POKiB He 3aCTOCOBYIOTh. [liTAM BikOoM Bifg 6 mo 14 pokiB mpemapar
3aCTOCOBYIOTH 3a IPU3HAUYEHHSAM Ta IIi[] HarIsaOo0M JIiKaps.

Ilepeno3yBaHHsA

Bunagku nepeno3yBaHHS He BUSBJIEHI.

Axino mikapcbkul 3acid O0yB 3aCTOCOBaHMWU y OiNbIIIil, Hi2K peKOMeH0BaHa [03i, i 11e
BimOynocs HelllofgaBHO, HEOOXiIHO MIPOMUTH HUTYHOK. B TaKOMy BUIIafKy IMOTPiIOHO
CIIOCTEePIraTu 3a XKUTTEBUMHU PYHKIIIAMU IallieHTa Ta y pa3i HeoOXigHOCTi
3aCTOCOBYBaTU CUMIITOMaTUYHeE JIIKyBaHHII.



MoxXuBe IToOpa3HeHHs HIJIYHKY, III0 MOXKe ITPU3BEeCTH OO0 ITOCUJIeHHS ITO0iYHUX
peaxiriii 3 60Ky IIITYHKOBO-KUIITKOBOT'O TPAKTY, TAKUX K HyHOOoTa, O/If0BaHHS abo
oiapes.

IToGiuni epexTn

[HouUBigyanbHO MOXKYTh BUHUKATHU IMOOIYHI peakilii 3 00Ky IITyHKOBO-KHUIITKOBOTO
TPaKTy V BUTJISALL JIETKOTO AUCKOMMOPTY B HITYHKY, OJIIOBaHHS.

Y BUHSTKOBUX BUIIaKaxX y 0Ci0 3 rinepyyTauBiCTIO IO OyOb-IKOT0 KOMIIOHEHTA
ImperapaTy MOXKJIMBI alepriyHi peaxiiii.

Karicyma MicTUTE y CBOEMY CKJIafii HaTpito eTunmnaparigpokcudbensoar (E 215) ta
HaTpito nporminnapa-rigpokcubdensoar (E 217), 6apBHuK «xkoBTuU# 3axim FCF» (E 110),
sIKi MOXKYTh CIIPUYUHUTH aJIepPridHi peakilil (y TOMy 4YHCIIi BifCTPOY€EHi y 4aci).

TepMiH NpUIATHOCTI

5 POKiB

YMoBu 306epiranHs. 30epiratu B HEOOCTYIHOMY IJIsS OiTel MicIli mpu TeMmnepaTypi He
Bullie 25 °C B OpUTiHAJIbHINU YIIaKOBIII.

YnakoBka

ITo 10 kancyn y IIBX/TIBJIX amtominieBomy Onictepi. ITo 5 6ricTepiB y nmaytii 3
KapTOHY.

VYMoBH 30epiranHs

30epiraTty B HEJOCTYIHOMY IJid OiTel MicCIli Ipu TeMrepaTypi He Buiie 25 °C B
OpHUTiHAJIbHIN YIIaKOBIIi.

KaTeropis Bignycky
3a peLenTom.
BupoOHUK

PoBa ®apmacsiotikanc JItTa./ Rowa Pharmaceuticals Ltd.

Micne3HaxoaKeHHsI BHPOOHHKA Ta agpeca Micue BIIPOBAaIZKeHHsI HOT 0
oisznibHOCTI. HhioTtayH, BauTpi, Ko. Kopk, P75 V009, Ipnaugisgs/Newtown, Bantry, Co.
Cork, P75 V009, Ireland.



