IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

POBATIHEKC

(ROWATINEX)

Cknao:
ditoua pe4yosuHa:

1 kancyna MicTuTh: o-miHeny 24,8 mr, B-mineny 6,2 mr, kamdeny 15,0 mr, uuaeony 3,0 Mr, GeHXOHY
4,0 mr, 6opHeony 10,0 mr, anetony 4,0 mr.

0OnoMIJCHI pe40BUHU: OJIisl OIMBKOBa OYUINEHa, KalCyjla KAITKOBOPO3YWHHA, M 'Ka: KeJlaThH,
rainepuH (85 %), HaTpito eTunnaparigpokcuben3oat (E215), HaTpito mpominmaparigpokcubeH3oaT
(E217), 6apBuuK «xkoptui 3axig FCF» (E110), xinHominosu# xkoBtuii (E104).

JIikapcbka ¢opma. Kancynu KUIIKOBOPO34YMHHI, M'IKi.

OCHOBHI (pi3uKko-XiMi4HI 8/1acMuUBOCMI: KaICy/IX KUIIKOBOPO3UYMHHI, M'sIKi 2KOBTOT0 KOJIbOPY,
chepuyHoi hopMmu.

dapMakoTepaneBTHYHA rpymna. [Hii gikapchki 3aco0u [1s JIiKyBaHHS YPOJIOTiYHUX 3aXBOPIOBaHb.

Kom ATX G04B X.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

PoBaTiHekc crpusie me3iHTerpailil Ta BUBeIeHHIO HUPKOBHUX KaMeHiB Ta KaMeHiB CEYOBUBITHUX
IIJISIXiB.

BopHeos1 i TeplieHY NOBHICTIO 3MiHIOIOTHCSA B JIIOICHKOMY OPraHi3Mi, MiC/s Y4Oro BUBOLATHCS Y BUTTIAML
TJIIOKYPOHIIiB HUPKaMHU. B pe3ynbTaTi IHOT0 MiABUINYETHCS PO3UMHHICTh KaJbI[IEBUX COJIEH, SIKi €
OCHOBHVMHU KOMIIOHEHTAM¥ KaMeHiB HUPOK 1 CEYOBUBIOHOI'0 TPAKTy. B eKCliepuMeHTaIbHUX YMOBax
Oy710 BCTaHOBJIEHO, 1[0 PoBaTiHEKC TaKoXK 3amnobirae ¢opMyBaHHIO KaMeHiB.

JIiky MaloTh CIa3MOJIITUYHUY e(PeKT, CTUMYIIITh IPOXOAKEHH KaMeHiB 110 CEYOBUBIAHUX LINIAXAX,
3HUKYIOTh iHTEHCUBHICTDb 0OOJTI0 IPU CEUOBIAHUX i HUPKOBUX KOJTiKaX, HOPMali3yl0Th HUPKOBUM



KPOBOOGIT, 3a paxyHOK 4Oro BifOyBa€EThHCS MOMMIIIEHHS QYHKIIA HUPOK, MiABUIIYETHCS Oiypes.

PoBaTiHekC YMHUTE BUpaXKeHY IPOTHU3aMaibHy Ta MPOTUMIKPOOHY (BiTHOCHO 6araThox
rpaMHeraTHBHUX i TPaMIO3UTUBHUX MIKPOOPraHi3MiB) Aii, 30i1blIye BMIiCT B cedi KOJIOIAIB i
TJIIOKYPOHOBOI KMCJIOTH.

dapmakokiHemuka.

OkpeMi KOMIIOHEHTH IIpenapaTty fob6pe BCMOKTYIOTLCS Ta MeTa0O0Ii3yI0ThCs B MEYiHIl (peakiis
TJIIOKYPOHifallil) Ta BUBOOATHCS 3 XKOBYIO Ta CEYEI0.

Kniniuni xapaKTepuCTHKH.
Iloka3zaHHA.

JIikyBaHHSI ceyoKaM sSTHOI XBOPOOH.

IIpomunoka3aHHs.
linepuyTnuBiCTh O KOMIIOHEHTIB IIpernapary.

IuTtsuni BiK [0 6 POKiB.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

PoBaTiHeKC cIijy BHKOPUCTOBYBaTU 3 00ePeKHICTIO MallieHTaM, SIKi IPUUMalOTh IIepopabHi
QHTUKOATyJISHTH.

[Tpu ogHOYACHOMY NpUitOMi JTiKapchKuX 3ac00iB, sIKi TOJIOBHUM YMHOM MeTab0/Ii3yI0ThCS B IeUiHIli
Ta/ab0 eKCKPETYIOThCS Yepes MediHKYy, CHIifl MPosSBIsATH 00ePeXHICTS.

Oco6.1ueocmi 3acmocyeaHHsi.
IwuBuCh po3min «B3aeMopmis 3 iHIMMMY JTiKapChbKUMU 3aC00aMu Ta iHIII BUAM B3aEMOIIN».

He pekomeHp0oBaHO npuiiMaTy PoBaTiHEKC IIpY BUpaXeHil aHypil, HOPKOBiM KOJIilli i TIXKKHUX
iH(eKIiSX CeYOBUBIOHUX IIIIAXIB.

[Tig wac Tepamii PoBaTiHekcoMm moTPiOHO 30iMBIIUTY IPHUIOM PiTUHH.

Karcyna MicTUTh Y CBOEMY CKJIafi HaTpito eTunmnaparigpokcubensoar (E 215) Ta HaTpito
nporminmnaparigpokcubensoar (E 17), 6apBHuk «xoBTul 3axig FCF) (E 110), sKi MOXKYTb CIPUYUHUTHI
asyieprivHi peaxiii (y ToMy YHCIIi BigCTpoUeHi y daci).



3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Indopmarrist mpo 3acToCcyBaHHS JIiKapchKOTO 3aco0y Mif yac BariTHOCTI BimCyTHS. BincyTHi moka3u
IIPO TepaTOTE€HHUM eQEeKT IIPU 3aCTOCYBaHHI TBapuHaM [lesKi KOMIIOHEHTH IIpenapaTy IPOHUKaTh
yepe3 mianeHTy. I1ig yac rogyBaHHs TPyAmio, 00 YHUKHYTHA HebaXKaHOoTro BIUIMBY Ha HEMOBIIS,
PoBartinekc He ciiff 3aCTOCOBYBATH.

3acToCcyBaHH IIpenapaTy y Iepiof BariTHOCTI BUIIpaBOaHe JIALIE TOAi, KOJIM O4YiKyBaHa KOPUCTh [JIA
BariTHOI epeBaXa€ PU3UK [JIs III0fIa.

30amuicmsb enaueamu Ha weudkKicms peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

IaHi 1100 BIIMBY Ha IIBUAKICTH peakilii Mpu KepyBaHHI aBTOTPAHCIIOPTOM abo iHIMUMM
MexXaHi3MaMU BifiCyTHI.

Cnocid 3acmocyeaHHsi ma do3u.

[TpemapaT 3aCTOCOBYIOTH Iepel IpuioMoM ixi. Kancynu notpibHo mpuiiMaTy IinUMu, PO3KYIIyBaTH
abo po3K0BYBaTH KaIlCy/i He PeKOMEeH0BaHO. PoBaTiHeKC HeOOXiIHO 3anuBaTH OOCTAaTHHOIO
KiNbKicTio Bonu, He MeHIIe 100 mi.

[Topocni Ta migmiTKy BiKoM Bif 14 POKiB:

PexomeHfoBaHa fio3a - 1 Karcymna Ha 4-5 pasiB Ha 700y, 0o igu.
Litu BiKoM Bif 6 1o 14 pokiB

PexomeHmoBaHa fio3a - 1 abo 2 Kancynu 2 pasu Ha o0y, [0 inu.
TpuBamicTs Tepamil BU3HAYAETHCA TiKapeM.

Y pasi skio Bu nponycTunyu 4eproBuii MpuiioM IpenapaTty, HeoO0XiqHO MPUUHSTH 03y, K TillbKU
3ragany. HacTymHy {03y mOTpi6HO MPUMHSATYH B 3BUYAMHUYN Yac (He BapTO MPUMMATH [Bi 003U
OTHOYACHO).

fxkmo Bu BumagKoBo MpuUUHSIN GBIy D03y, HiXK PEKOMEHI0BaHO, PO Iie HeoOXiTHO MOBimOMUTH
JliKaps.

Himu.

IiTaM BIKOM [0 6 POKiB He 3aCTOCOBYIOTh. [IiTAM BiKOM Bif 6 0o 14 pokiB mpemnapaT 3aCTOCOBYIOTh 3a
IIPU3HAYEHHSAM Ta IIiJ HarlasagoM JIKaps.



Ilepedo3yeanHns.
Bunagku nepeno3yBaHHS HE BUSABJIEHI.

Ao nikapcekuit 3aci6 6yB 3acTocoBaHuUM y 6inbIii, HiXK peKOMeHIOBaHa [103i, i 11e BigOysocs
Hel[oflaBHO, HeoOXiMHO MPOMUTH IINTYHOK. B TakoMy BUIIQKy MOTPIOHO criocTepiraTtu 3a KUTTEBUMU
GYyHKLIIMU MallieHTa Ta Y pa3i HeoOXiMHOCTi 3aCTOCOBYBaTHA CUMIITOMATHUYHE JTiKyBaHHS.

MoxXrBe Iogpa3HeHHs IITYHKY, 1[0 MOXKe IIPU3BECTH [I0 IIOCUJIEHHS 00iYHUX peakiliit 3 60Ky
IIJTYHKOBO-KUIIKOBOT'O TPAKTy, TAKUX K HyHoTa, 6oBaHHSA abo miapes.

ITo6iuni peakuii.

[HOMBiTyanbHO MOXKYTH BUHHKATH 100IYHI peakilil 3 60Ky IIJTyHKOBO-KUIIKOBOT'O TPAKTY ¥ BUTJIAMI
JIETKOTO AUCKOMGOPTY B IUTYHKY, O/T0BaHHS.

Y BUHSATKOBUX BUIIAgKaX y 0Ci0 3 rimepuyTiauBicTIO 00 OyOb-9IKOr0 KOMIIOHEHTA IpernapaTy MOXKINBI
aJyiepriyHi peaxkiil.

Karmcyna MicTuTh y COEMY CKafi HaTpilo eTunnaparigpokcudensoar (E 215) Ta HaTpiio
nponinnaparigpokcubensoar (E 217), 6apBruK «xkoBTu 3axig FCF» (E 110), gki MOXyTh
CIPUYMHUTH ajepriyHi peakuii ( y ToMy 9UCJIi BiICTPOYeHi y 49aci).

Tepmin npudamuocmi. 4 Poxu.

YmMmoBu 30epiranns. 30epiraTy B HELOCTYIIHOMY AJig [iTel Miclli mpu TemnepaTypi He Butie 25 °C B
OpUTiHAJIbHIN yIIaKOBII.

YnakoBka. [To 10 kancyn y [IBX/TIBIIX amtominieBomy GicTepi. [To 5 6micTepiB y may1yi 3 KapToHY.

Kareropis Bigmycky. 3a peLentom.

Bupoonuk. Posa ®apmacsiorikasc JIta./Rowa Pharmaceuticals Ltd.

Micne3HaxoakKeHHsI BHPOOHHKA Ta ajjpeca MicIsl MpoBaIXKeHHsI HOro TisibHOCTi. HbloTayH,
Bautpi, Ko. Kopk, P75 V009, Ipnangis/ Newtown, Bantry, Co. Cork, P75 V009, Ireland.






