ITHCTPYKIOIA

IJ151 MEJUYHOT 0 3aCTOCYBaHHsI JIiIKapCHKOro 3aco0y
POBATIHEKC
(ROWATINEX)
Cknao:
ditoua pe4yosuHa:

1 kancyna MicTuTh: o-ineny 24,8 mr, B-mineny 6,2 mr, kamdeny 15,0 mr, uuaeony 3,0 mr,
denxony 4,0 mr, 6opreony 10,0 mr, anetony 4,0 Mmr.

0ONoMIdiICHI peyo8UHU: OJIis OJTUBKOBA OYMINEHA, KANCY/1d KUWKOBOPO3UUHHA, M AIKA: XKeJlaTHH,
riinepus (85%), HaTpito eTunmaparigpokcubensoat (E215), HaTpito mpominmaparigpokcubeH30aT
(E217), 6apBuuK «xkoBTui 3axig FCF» (E110), xiHominosu# xkoBtuii (E104).

JlikapcbKka ¢popmMa. Kancynu KUIIKOBOPO3UUHHI, M’ SKi.

OCHOBHI (pi3uKko-XiMiYHI 81acMuBOCMI: KalCy/lu KUIIKOBOPO3UNHHI, M'sIKi JKOBTOT'0 KOJIbODY,
chepuunoi HopMH.

dapmMakoTepaneBTHYHA rpymna. [Hii gikapchki 3aco0u [1st JIiKyBaHHS YPOJIOTiYHUX 3aXBOPIOBAHb.
Kog ATX G04B X.

®apMako/JI0riudi B1aCTUBOCTI.
®apmakoduHamika.

PoBaTiHeKkc cripusie me3iHTerpailil Ta BUBeIEHHIO HUPKOBHX KaMeHiB Ta KaMeHiB CEYOBUBITHUX
1AXiB. BOpHEOII 1 TEpIIeHU ITOBHICTIO 3MIHIOIOTHCS B JIIOACBKOMY OPTaHi3Mi, ITiCJIs 4Or0 BUBOOATELCS Y
BUTJIAA1 TJIIOKYPOHIAiB HUpKaMu. B pe3ybTaTi I[bOT0 MigBUIIYETHCSI PO3YUHHICTD Ka/IbI[IEBUX COJIEH,
sIKi € OCHOBHUMH KOMIIOHEHTaMU KaMeHiB HUPOK i CE4OBUBIIHOTO TPaKTy. B eKcliepuMeHTaIbHUX
yMoBax 0yJI0 BCTAHOBI/IEHO, 1110 PoBaTiHekc TakoX 3anobirae ¢opMyBaHHIO KaMEHiB.

JIiku MalOTh CIIa3MOJIiTUYHUY e(eKT, CTUMYIIOIOTh IPOXOAKEHHS KaMeHiB 110 CEUOBUBITHUX LIIAXAX,
3HUXKYIOTh iIHTEHCUBHICT 60JII0 IPU CEYOBITHUX i HUPKOBUX KOJIiKaX, HOPMaJsli3yloTh HUPKOBUM
KPOBOOOir, 3a paXyHOK 40T0 BifOyBa€TLCS MOJINIIeHHST PYHKITM HUPOK, HiIBUIIYETHCS Aiype3.

PoBaTiHeKC YMHUTH BUpAXKEHY IPOTHU3alNalbHy Ta TPOTUMIKPOOHY (BifHOCHO GaraThox
rpaMHEraTUBHUX i TPaMIO3UTUBHUX MiKpOOpraHiaMiB) aii, 30inbirye BMIiCT B cedi KOJOIAiB i
TIIOKYPOHOBOI KHUCJIOTH.



dapmakoKiHemuxka.

OxpeMi KOMIIOHEHTH IIpenaparty fob6pe BCMOKTYIOTLCS Ta MeTa0O0JIi3yl0ThCs B MEeYiHIl (peakiis
TJIIOKYPOHifallil) Ta BUBOOSTHCS 3 XKOBYIO Ta CEYEI0.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

JIikyBaHHSI ce4oKaM sTHOI XBOPOOH.

IIpomunoka3aHHs.
linepuyTnuBiCTh O KOMIIOHEHTIB IIpernapary.

[utsauuy BiK 0O 6 POKiB.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditii.

PoBaTiHeKC cIijy BUKOPUCTOBYBATH 3 00ePeKHICTIO MallieHTaM, SIKi MIPUUMAaIOTh IepopabHi
QHTUKOATyJISTHTH.

[Tpu ogHOYACHOMY MpUtOMi JTiKapchKuX 3aco0iB, sIKi TOJIOBHUM YMHOM MeTab0/Ii3yI0ThCS B IEUiHIIi
Ta/ab0 eKCKPETYIOThCS Yepes MediHKYy, CHIifl MPosSBIsATH 00ePeXKHICTh.

Oco06.1ueocmi 3acmocyeaHHs1.
IuBuch po3nin «B3aemopmis 3 iHIMMMY NTiKapChbKUMU 3ac00aMu Ta iHIII BUAYM B3aEMOIIN».

He pekoMeH0BaHO IpuiiMaT PoBaTiHeKC IIpY BUPaXKeHil aHypil, HUPKOBiH KOl i TIXKKUX
iH(DeKITiIX CeYOBUBIOHUX HITISXIB.

[Tig gyac Tepamil PoBaTiHekcoM NOTPiOHO 30iNbIIATY IPUIOM PiAVHM.

Karcyna MicTUTh Yy CBOEMY CKJIafi HaTpito eTunnaparigpokcubensoar (E 215) Ta HaTpiio
nporminnapa-rinpokcudensoart (E 217), 6apBuuK «xkoBTHH 3axig FCF» (E 110), 9Ki MOXyTb
CIIPUYMHUTH ajlepriyHi peakiii (y ToMy 4uCJIi BifCTpoYeHi y 49aci).

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Indopmarrist mpo 3acToCcyBaHHS JIiKapchKOTO 3aco0y Mif yac BariTHOCTI BigCyTHS. BigcyTHi moka3u



PO TEpATOTeHHUY eQeKT IPU 3aCTOCYBaHHI TBapuHaM. [IesiKi KOMIIOHEHTH TMpenapaTy IPOHUKATh
yepes miameHTy. I1ig yac rogyBaHHs TPyamo, 00 YHUKHYTH HebaKaHOoTro BIUIMBY Ha HEMOBIIS,
PoBaTiHekc He Cif 3aCTOCOBYBaTH.

3acToCyBaHHS IIpemapaTy y Mepiof BariTHOCTI BUMIpaBAaHe JIUIIEe TOMi, KOJIK 04iKyBaHa KOPUCTh s
BariTHOI IepeBaka€ PU3UK IJIS IIJI0a.

30amuicmsb enaueamu Ha weudkKicmos peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

IaHi oo BIIMBY Ha IIBUAKICTH peakIlii Mpu KepyBaHHI aBTOTPAHCIIOPTOM abo iHIUMU
MexXaHi3MaMU BifiCyTHI.

Cnocid 3acmocyeaHHsi ma do3u.

[TpemapaT 3aCTOCOBYIOTH Iepeq IpuioMoM ixi. Kancynu notpibHo mpuiiMaTy IiNUMH, PO3KYIITyBaTH
ab0 po3K0BYBaTH KaIlCy/I1 HE PeKOMEHI0BaHO. PoBaTiHeKC HEOOXiTHO 3alMBaTH NOCTATHLOIO
KinbKicTio Bonu, He MeHIIe 100 mit.

[Topocai ma nidaimku 8ikom 8i0 14 pokia

PekomeHfoBaHa fio3a - 1 Karcyma Ha 4-5 pa3siB Ha go0y, mo igu.
Limu sixom 8i0 6 do 14 pokis

PekomeHmoBaHa fo3a - 1 abo 2 Kancynu 2 pasu Ha mo0y, [0 inu.
TpuBamicTh Teparmil BU3HAYAETLCS TiKapeM.

Y pagzi saxki1o Bu mponycTuny 4eproBui MpruiioM Ipenapary, HeoOXigHO PUMHSATH [03Y, IK TiJIbKU
3raganu. HacTynHy mo3y mOTpiOHO IPUMHATY B 3BUYaMHUY Yac (He BapTO MPUMMATH [Bi 403U
OOHOYACHO).

Akio Bu BunagkoBo mpuiHsIM OiNbIny 103y, Hi2K peKOMEHI0BAHO, IIPO 1ie He0OXiHO MOBiTOMUTH
JiKaps.

Himu.

HiTsiM BiKOM 10 6 POKiB He 3aCTOCOBYIOTh. [IiTsIM BiKOM Bif 6 0 14 poKiB mpemapaTt 3aCTOCOBYIOTh 3a
IIPU3HAYEHHAM Ta IIiJ HarasagoM JliKaps.

ITepedo3yeanHus.
Bunagku nepeno3yBaHHSI HE BUSBIIEHI.

fAkmo nikapceKu# 3aci6 6yB 3aCTOCOBaHMM y GifbIiif, Hi2K peKOMeHI0BaHa fo3i, i 11e Bigbynocs



HeIlloAaBHO, HEOOXiTHO MPOMUTH IINIYHOK. B TakoMy BUIIA[IKy OTPiOHO CITOCTEPIraT 3a XKUTTEBUMHU
GYHKIISIMY TTalfieHTa Ta Y pa3i HeoOXimHOCTi 3aCTOCOBYBAaTH CUMIITOMATHYHE JTIKyBaHHS.

Moxn1Be Togpa3HeHHs IIIYHKY, 1[0 MOXe TPU3BECTH [0 IOCUIEHHS OOIYHUX peakliil 3 60Ky
IIIJTYHKOBO-KUIITKOBOT'O TPAKTY, TAKUX SIK HyHoTa, OmoBaHHS abo miapes.

ITo6iuni peakuii.

[HOUBiAyambHO MOXKYTh BUHMKATH MOOiIYHI peakilil 3 60Ky IITyHKOBO-KMITKOBOTO TPAKTY Y BUTTISAI
JIETKOT0 IUCKOMMOPTY B IIIYHKY, GII0BaHHS.

Y BUHATKOBUX BUIAKaXxX y 0Ci0 3 rinepuyTauBiCTIO 00 OyOb-IKOr0 KOMIIOHEHTA IpernapaTy MOXK/INBI
aJjieprivHi peaxiil.

Kamncyna MiCTUTBb y CBOEMY CKIafi HaTpito eTunnaparigpokcubensoar (E 215) Ta HaTpito
npominnapa-rigpokcudensoat (E 217), 6apBauk «xkoBtu# 3axig FCF» (E 110), siki MOXyTb
CIIPUYMHUTH aJiepriyHi peakiil (y ToMy 4HCJIi BigCTpOYeHi y daci).

Tepmiu npudamuocmi. 5 poxis.

YMoBH 36epiranns. 30€piraTv B HeJOCTYMHOMY [JISI AiTeH Micui
NpH TeMmneparypi He Buie 25 °C B opurinajibHiH yIIaKOBIIi.

YnaxkoBka. [To 10 kamncyn y I[IBX/TIBIIX amtoMinieBoMy Omictepi. [To 5 6micTepiB y madili 3 KapToHY.

Kareropis Bigmycky. 3a perenTtom.

Bupoonuk. Poa ®apmacsioTikasc JIta./ Rowa Pharmaceuticals Ltd.

Micue3HaxoaKeHHsI BHPOOHHKA Ta aJjpeca Micue BIPOBaJKeHHsI HOro JisUIbHOCTI.
Hrrotays, Bautpi, Ko. Kopk, P75 V009, Ipnarnisi/Newtown, Bantry, Co. Cork, P75 V009, Ireland.



