THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

YKPJIIB®

(UKRLIV®)

Cknao:
Oitoua pevosuHa: ypcomeokcuxoieBa KucyuoTa (ursodeoxycholic acid);
1 TabneTKa MiCTUTh YPCOOEOKCHUXOJTi€BO1 KMCIOTH 250 MT;

0OnoMidicHI peyo8uHU: 1Ie/TI0N03a MiKPOKPUCTATiYHa, HAaTPil0 KPOXMAIbIIiKOAT (TUIT A), TOBigoH
K-30, marsito cTeapar.

JIikapcbka ¢opma. TabreTku.

OcHosHi (i3uko-xiMiyHi 8 1acmusocmi: Kpyrili ABOOIYKJIi TabneTku 6i710T0 KOIbopy, TafieHbKi 3 060X
OOKiB.

®dapMakoTepaneBTUYHA Ipyna.

3aco06wu, 110 3aCTOCOBYIOTh OIS JTIKYBaHHS IEYiHKY Ta XKOBYOBUBIIHUX IIJISIXiB. 3ac00H, 110
3aCTOCOBYIOTH Iipu OimiapHiit natonorii. Kog ATX AO5A A02.

3acobwu, 1110 3aCTOCOBYIOTh y pa3i 3aXBOPIOBAHb MeYiHKy, minoTpomnHi peyoBunu. Kog ATX A05B.

dPapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.
He3nauna KinbkicTh ypcomeokcuxomnieBol kuciaoTu (YIIXK) 3a3puyail MiCTUTHCS Y 2KOBYi JTIOAUHU.

[Ticns mepopabHOTO MPUKMOMY BOHA 3HUXKYE HaCUYEHICTh 2KOBY1 X0JI€CTEPUHOM, IIPUTHIYYIOYH UOT0
IIOTJIMHAHHS Y TOHKOMY KUIIIEYHUKY 1 3MEHIIIYI0UM CEKPeLlilo X0JIeCTEPUHY B XK0BY. B pe3ynbTati
[UCIIEPCii X0IeCcTepuHy Ta YTBOPEHHS PiIKUX KPUCTaliB BifOyBa€eThCS MIOCTYIIOBE PO3UYUHEHHS
JKOBYHUX KaMeHiB.

BBaxkaeTncs, mo edekT YIXK mpu 3aXBOpPIOBaHHAX IMEYiHKY Ta XOJIECTaTUYHUX 3aXBOPIOBAHHSX
3yMOBJIEHUH BiTHOCHOIO 3aMiHOI0 MTINOQiTbHUX, MOAIOHUX 0O JeTEePTreHTiB TOKCUYHUX JKOBUYHUX
KHCJIOT Tigpo¢inbHOI0 HIUTONIPOTEKTOPHOIO HeTOKCUYHO0 YIXK, a TaK0XK MOKpAIleHHIM CEKPEeTOPHOL
30ATHOCTI TelaTOLUTIB Ta IMyHOPETYIATOPHUMU IIPOLIeCaMU.



3aCTOCYBaHHS ITiTSIM.

Myxkosgicyudos.

IcuyroTh maHi mopo TpuBasnoro 3actocyBanHa YIXK (mpotsiroMm nepiofy mo 10 pokiB) npu niKyBaHHI
fiTel 3 remnaTobiniapHUMU NOPYIIEHHSIMHY, [10B'I3aHUMHU 3 MYKOBIiCIIU030M. 30KpeMa, 3aCTOCYyBaHHSI
YIXK Moxke 3MeHIIUTH NPOoIidepartio y KOBYHUX IPOTOKAX, 3yIUHUTH IPOTPeCyBaHHS
ricTonoriyHux 3MiH i HaBiTh yCYHYTH renatobiniapHi 3MiHK 3a YMOBU IIOYaTKy Teparlii Ha paHHIX
cragmisix MykoBicuugo3y. g kpaioi eeKTUBHOCTI NiKyBaHHS i3 3acTocyBaHHAM YIXK Mae OyTH
pO3I0YaTo oApa3y XK Iicad yTOYHEHHS OiarHO3y MyKOBICLIUA03Y.

dapmMaxkoKiHemuxka.

[Ipu nepopansHOMy npuoMi Y IXK mIBUIKO IOTJIMHAETLCA Y TOHKIY KU Ta BePXHIA YaCTUHI
KJIyOOBOI KHIITKY IIITXOM ITACHBHOT'O TPAHCIIOPTYBAHHS i B KiHIIEBOMY Bifmini Kiy00BOi KUIIKY -
[IITXOM aKTHBHOTO TPAHCIOPTyBaHHA. CTyIiHb IOTTMHAHHS 3a3BU4Yall cTaHOBUTH 60-80 %. [licns
BCMOKTYBaHHS KOBYHA KUCJIOTa IMiAla€TLCA ¥ MEUiHIll MaliKe IOBHiM KOH Iorallil 3 aMiHOKMCI0TaMu
TJIIUHOM i TAypPUHOM, TIiCJIS YOTO BOHA €KCKPETYEThCS 3 K0BYI0. KiTipeHC mepioro npoxoakKeHHs
yepes [eviHKy CTaHOBUTH 00 60 %.

3aexkHO Bif 1060BOI 03U Ta OCHOBHOT'O MOPYIIEHHS a00 cTaHy nedinku 6inbin rigpodinbHa YIXK
KYMYJIIOEThCS B 2KOBYi. BogHOYAC CroCcTepiraeThCs BifHOCHE 3MeHIIeHHS iHmux Oinbi ninodinsHux
JKOBYHUX KUCJIOT.

[Tig BIIMBOM KHUITKOBUX OaKkTepii BimOyBaeThCS YaCTKOBA Aerpafallis 10 7-KeTOJiTOXO0i€eBoi i
JIITOXOIi€EBOI KUCIIOT. JIiTOXOJIi€EBa KUCIIOTa € TEMAaTOTOKCUYHOIO i CIIPUYUHSIE VITKOOKEHHS
NapeHXiMU MeYiHKY V IesSKUX BUMIB TBApUH. Y JIIOOUHYU MTOTIMHAETHCS JIUIIE He3HaYHa ii KiJIbKiCTh,
sdKa y MeyinIi cynbhaTyeThCs i, TAKUM YMHOM, HETOKCUKYETHCS, IIEPII HikK OyTH BUBEEHOI0 3 XKOBYIO
i, HapelITi, 3 KaJoM.

Bionoriunuii nepiog HaniBpo3nany YIIXK cranosuts 3,5-5,8 mobu.

KniniuyHi xapaKTepHCTHKH.
Iloka3aHnHs.

II71s1 pO3YMHEHHST PEHTreHHEeTaTUBHUX X0JIECTEPHHOBHX XKOBYHMX KaMeHiB pO3MipoM He OijbIie
15 MM y miaMeTpi y namieHTiB i3 PyHKLIIOHYIOYMM XKOBYHUM MiXypoM, He3BaXKalouM Ha HasBHICTh y
HbOMY KOBYHOI0(MX) KaMeHs(iB).

71 CHMMIITOMaTUYHOTO JTiKyBaHHS IepBUHHOTO GinmiapHoro mupo3y (IIBL]) 3a yMOB BifCyTHOCTI
NEeKOMIIEHCOBAHOT 0 I[UPO3Y MEYiHKU.

Insa nikyBaHHS OiniapHOT0 pedIoKC-TaCTPHUTY.

Ins niKyBaHHS remnaTobimiapHUX MOPYIIEHb IPX MYKOBICIIMA031 OiTSAM BikoM Bif 6 pokiB o 18 poxkis.

IIpomunoka3aHHA.

[TigBulleHa YYTIUBICTL N0 OyIb-sIKOI PEYOBKUHH, 110 BXOOUTH 10 CKJIaAy JIiIKapCchbKOTo 3aco0y.



['ocTpe 3amaneHHs KOBYHOTO Mixypa a00 KOBUHUX MTPOTOK.

OOTypatlisl ;KOBUOBHBIgHUX IIIAXiB (0I0Kaga 3aranabHOl JKOBUOBHBITHOI MPOTOKX ab0 ITPOTOKU
Mixypa).

YacTi Hamagu KOBYHOI (Ie4iHKOBOI) KOJIIKH.

HasBHICTb pEHTTEHOKOHTPACTHUX KaNbII(PiKOBAaHUX XKOBUYHUX KaMEHIB.
[Topy1ieHa CKOPOTIUBICTE JKOBYHOI'0 MiXypa.

[Irpo3 meviHKY y cTafil JeKOMIIeH callil.

HeBpanuit pe3ynbTaT MOPTOEHTEPOCTOMIl a00 BifCyTHICTh af€KBATHOT'0 XKOBYHOT'0 BiITOKY Y HiTeH 3
aTpe3i€r0 KOBYHUX IIIAXIB.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Jlikapcekuii 3aci6 YkpiiB® He MOXHa 3aCTOCOBYBaTH OHOYACHO 3 XOJIECTHPaMiHOM, X0JIEeCTUIONOM
a00 aHTalKUOaMH, [0 MICTSTh alIOMiHil0 TiTPOKCHUM Ta/abo CMEKTUT, OCKINTbKY 11i TpeapaTu
3B's13y10Th YIXK y KMIIEYHUKY i, TAKMM YMHOM, ITEPEIIKOXKat0Th il aBcopOIlil i 3HUKYIOTH
e(eKTHUBHICTh. fAKIIO 3aCTOCYBaHHS MpenapaTy, 0 MiCTUTh OHY 3 IIUX PEYOBUH, € HEOOXiTHUM, TO
1oro oTpibHO MpUitMaTH He MeHIIe HiXK 3a 2 TOOWHY [0 abo yepe3 2 TOOUHY IiCis IpuioMy
nikapceKoro 3acoly Ykpiis®.

YIXK MoxKe MOCUIUTU BCMOKTYBaHHS LIUKJIOCIIOPUHY 3 KUIIEYHUKY. Y 3B'A3KY 3 I[UM y IAlli€HTIB, IKi
IPUUMAIOTh ITUKJIOCIIOPYH, CJIifl IePEeBipUTH KOHIIEHTPAITiIO ITi€l PeYOBUHHU B KPOBI i mpu HE0OXimHOCTI
BIIKOPUTYBaTHU HO3Y.

B okpemux Bunapkax YIXK Moxke 3HMKYyBaTH BCMOKTYBaHHS IUNIPO(DIIOKCALINHY.

€ kuiHiuHi gaHi npo Te, mo ogHo4yacHe 3acTocyBaHHs YIXK (500 mr/mo0y) i po3yBacTaTuny

(20 Mr/mo6y) 3mopoBUM HOOPOBOIBIISIM IIPU3BOAUIIO OO AESKOTO MMiIBUILIEHHS KOHIIEHTpallil
po3yBacTaTHHY ¥ IJ1a3Mi KpoBi. KiiHiuHa 3HAUyIIiCTh faHoi B3a€EMO[Iil, @ TaK0K 3HAYYIIiCTh 1010
IHIIIMX CTATHHIB He BCTAHOBJIEHA.

HoBeneHno, mo YIXK 3meHIIye miKOBY y1a3MOBY KOHLeHTpalito (C,,,,) i mmomy mig kpusoio (AUC)
aHTATrOHiCTa KaJIbIlil0 HITPEHOUIIHY V 3M0POBUX H0OPOBOIIBbIIIB. PEKOMEHIYETHCS peTeNbHe
CIIOCTEPEKEHHS 3a Pe3y/IbTaTOM CIIIJIbHOTO 3aCTOCYBaHHS HiTpeHauminy Ta YIXK. Moxe 6yTu
NOoTpi0He MigBUIIEHHS 003U HITPeHOUIIHY.

Kpim Toro, moBigomisiiu mpo ocjabieHHs TepaneBTUYHOI Jil IalCoHY.

LTi BimoMOCTi, a TaKOXK HaHi, OTpuMaHi in vitro, [ar0Th 3MOTy NPUIyCTUTH, o YIXK noTeHLinHO
MOXKe CIIPUUYMHUTH iHAYKIII0 pepMeHTiB uToxpomy P450 3A. Ane y mobGpe CIllaHOBaHOMY
nocrimxkenHi B3aemonii YIXK 3 6ymecoHifom, 110 € foBegeHUM cyOcTpaToM muroxpomy P450 3A,
nmofibHOro eheKTy He CIIoCTepiranocs.

EcTporeHHi ropMOHHU, a TaKOXK IIpeliapaTy Ojis 3MeHIIeHHS KOHIIeHTPallil X0JIeCTEpPHHY B KPOBI, Taki
K KJ10(ibpaT, MOXKYTh IIOCUIIOBATH CEKPELii0 X0JIeCTEPUHY NEYiHKOI0 i, TAKUM YMHOM, CIIPUSTH
YTBOPEHHIO KaMeHiB y JKOBYHOMY MixXypi, 10 € npoTtunexuuM edpexktom s YIXK, 3acTocoBaHol On1g



1X pO3YMHEHHS.

Oco06.1ueocmi 3acmocy8aHHs1.
Jlikapcekuii 3aci6 Ykpmis® cIiif mpuitMaTy i HarjasamoM JTikaps.

[TpoTsiroM MepIux TPhOX MiCSIIiB TiKyBaHHS HE0OXigHO MepeBipATH HACTYIIHI mapaMeTpu QyHKIIi1
nevinku: ACT (SGOT), AJIT (SGPT) i g-GT xoxHi 4 TuxHi, a n0TiM - KOXHi 3 micai. Lle gae 3mory
BM3HAQYNUTH HasIBHICTH a00 BiACYTHICTH BiANOBiAi Ha niKyBaHHS y namieHTiB i3 [1BL], a Takox
CBOEYACHO BUSBUTH IOTEHIINHI OpyieHHs QyHKLil nevinku, oco6nuBo y nauienTis i3 [IBL] Ha
IMi3HIX CTamisax.

3aCTOC§ZBaHHH OJI1d PO3YHWHEHHA XOJIECTEPHUHOBUX JKOBYHUX KaMeHiB.

IInst Toro 106 OIIHKTYU IPOTPeC V TiKyBaHHI, @ TAKOXK [IJIsT CBOEYACHOT'0 BUSIBIIEHHS OyIb-IKUX 03HAK
KanbIubikallil JKOBYHUX KaMeHiB, 3a/Ie3XHO Bifl po3Mipy KaMeHiB, CJIifl IPOBOOUTH Bi3yasi3alio
JKOBYHOTO Mixypa (mepopajbHa xonenucrorpadis) 3 orisigoM 3aTEMHEHD Y IIOJI0KEHH] NallieHTa
CTOSYY i JTexKayu Ha CIUHI (i yIbTPa3ByKOBUM KOHTPOJIEM) Yepes

6-10 MicALiB micig MOYaTKy JIIKyBaHHS.

He cr1ifi 3aCTOCOBYBaTH JIiKApChHKHUiA 3acCi6 YKpiiB®, SKINO XKOBYHKE MiXyp He Bi3yali3yeThcs Ha
PEHTTeHiBChKUX 3HIMKax abo0 y pa3i Kanbuudikallii KaMeHiB, MOPYIIEeHHI CKOPOTINUBOCTI 2KOBYHOTO
Mixypa a00 YacTuX Me4iHKOBUX KOJIiKax.

TTamieHTKH, 9Ki IpUAMaIOTh YKPIIiB® [/ PO3YMHEHHs XKOBYHKUX KaMeHiB, IIOBUHHI 3aCTOCOBYBaTH
e(peKTUBHUY HETOPMOHAIbLHUI MeTOJ KOHTpAaIlelllil, OCKiTbKY F'OPMOHAJIbHI KOHTPAIeNITUBYA MOXYTh
IIOCUJIIOBATU YTBOPEHHS KaMeHiB y JKOBYHOMY MiXypi.

JlikyBaHH4 nauieHTiB i3 [1B1] Ha mi3Hi# cTamil.

Bkpa¥ pigko Bif3HaudaauCs BUIAAKK JeKOMIIEHCAllil IUPO3y MMEeYiHKH, IKa YaCTKOBO MOXKe
perpecyBaTH IIicys MPUNUHEHHS Teparrii.

Y nauienTis i3 [IBL gyxe pifKo MOXK/IMBE IOCUJIEHHS CUMIITOMIB Ha II0YaTKY JIIKyBaHHS, HAlIPUKIIA[,
MO2Ke IOCHNIIOBATUCA CBepbiK. Y TakuX BUIagKax M03y JiKapCchKoro 3acody YKpiis® moTpi6HO
3MEHIIUTH 10 ofHiel TabneTku YkpniBy 250 Mr Ha mo0y; OTiM 103y CJIifi ITOCTYIIOBO MiABUINYBATH, SIK
omucaHo B po3xini «Cmocib 3acTocyBaHHS Ta HO3U».

[Tpu nosiBi miapel peKOMEHAY€ETHCSA 3MEHIINTH A03Y IIpenaparTy, a B pa3si CTiliKoi miapel mikyBaHHS
HeoOXigHO BiMMiHUTH.

Lle#t mikapcbku# 3aci6 MictTuth MeHIIe 1 Mmonb (23 Mr)/mo3y HaTpiio, TOOTO MPaKTUYHO BiTbHUM Bif
HaTpIi.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyo0oto.
BaritHicTb

HocmigxeHHS Ha TBapHHaX He MmoKa3anu BBy YIXK Ha ¢epTunbHicTh. [laHi Ipo BIIUB Ha



(bepTUNbHICTh y TIOOUHU BiCyTHi.

Hani mono 3actocyBaHHA YIXK BariTHUM XiHKaM He[oCTaTHi. Pe3ynbeTaTé JOCIIIXKEeHb Ha TBAapUHAaX
CBig4aTh PO HASIBHICTh PENIPOAYKTUBHOI TOKCHYHOCTI Ha paHHIX CTafigxX BariTHOCTI. JIikapchKui
3aci6 Ykpmis® He CIif 3aCTOCOBYBATH Y IIEPiof BaTiTHOCTI, 38 BUHATKOM BHUIIAMIKiB, KOJIH Iie € BKpail
HeoOxigHuM. 2KiHKY PelPOAYKTUBHOTO BiKy MOXKYTh IPUUMATHU IIpenapaT JIUIIEe 3a YMOBH, SIKIIO BOHU
BUKOPUCTOBYIOTh HafiliHi 3ac00u KOHTpPALEIIii.

KIiHKY PEenpOOyKTUBHOIO BiKY

PekoMeHIyeThCS1 BUKOPUCTOBYBATH HETOPMOHAIBHI MpoTU3artigHi 3aco6u abo mepopasnbHi
KOHTPAIIENTHBY 3 HU3BKUM BMICTOM eCTporeHiB. IlalieHTKaM, siKi OTpUMYIOTh JTiKapChbKUH 3aci0
Vkpnis® [y po3YrHEHHsI KaMeHiB y KOBYHOMY MiXypi, CJIifi BAKOPUCTOBYBATH e(peKTHUBHI
HETOPMOHaJIbHI 3ac06M KOHTPAIENIlii, OCKiIbKM TOpMOHAJIbHI ITepopasibHi KOHTPAIETITUBY MOXKYTh
IIOCUJIIOBATU YTBOPEHHS KaMeHiB y JKOBYHOMY Mixypi. [lo mo4aTKy JIiKyBaHHS CJIif] BUKJIIOYUTHU
MOXKJIUBICTh BariTHOCTI.

l'ogyBaHHA IPyOno.

3a JaHUMU OeKiNbKOX 3a¢ikCOBaHMX BUMAMKIB 3aCTOCYBaHHS IIpenapaTy XKiHKaM, SKi TOAYyITh
rpyanio, BMicT YIXK y rpygHOMy MosIoIi OyB BKpall HU3bKKUM, TOMY He CJIiJ] O4iKyBaTU PO3BUTKY
Oynb-aKUX HeOaXKaHUX SBUIL Y AiTeH, SKi OTPUMYIOTh TaKe MOJIOKO.

30amuicmb 8niusamu Ha weudKicmbe peakuyii npu KepyeaHHi aeBmompaHcnopmom abo iHwumu
MexaHiamamu.

BrnnuBy Ha 30aTHICTE KepyBaTH aBTOMOOisIeM i IpalffoBaTi 3 iHIIMMU MeXaHi3MaMU He
CIIOCTEPIrasnoch.

Cnoci6 3acmocyeaHHss ma do3u.

[Ing nauieHTiB, Maca Tifla SKUX MeHIne 47 KT a00 y KAX BUHUKAIOTh TPYZHOILI ITPX KOBTaHHI
TabJIeTOK JIIKapChKOro 3acofy YKpiiB®, OoCTymHa iHIIa ikapchka GpopMa — YKpiiB®, CycHensis
opaJibHa.

s PO3YMHEHHA XOJIECTEPHUHOBUX XKOBYHUX KaMeHiB.

[Tpu6nusuno 10 mr YIXK Ha Kinorpam mMacu Tina Ha go0Oy (muB. Tabm.1).

Tabmuig 1

Maca Tina KinbkicTh
(xT) Ta0JIeTOK
mo 60 2
61-80 3
81-100 4
Oinwime 100 |5




TabmeTKy MOTPiOHO KOBTATH I[iTMMU, HE PO3KOBYIOYH, 3aluBaiodn Bofo, 1 pa3 Ha moby yBeuepi
niepeq CHOM.

TabmeTKy MOTPiIOHO IPUUMaTH PETYIIIPHO.

HeoOxiguuit o1t pO3YMHEHHS X KOBYHUX KaMeHiB Yac 3a3BHYall CTAHOBUTH 6-24 micsiri. AKIio
3MEHIIIeHHS PO3MipiB KOBYHUX KaMeHiB He CIIOCTEPIraeThCs micis 12 MicAIiB IpUuiiomy,
IIPONOBXKYBATU TEpAIito He CIIif,.

Ycnix nikyBaHHS MOTPIOHO IEepeBipSATH KOXKHI 6 MiCAIIiB 3a OTIOMOTOI0 YIbTPa3BYKOBOTO a0
PEHTreHiBCbKOT'0 HOCTifXKeHHs. [[0OaTKOBUMU [OCTIgXKEHHSIMHU MOTPiOHO IEPEBIPSATH, YU 3 YACOM He
BimOynachk Kanpuudikallis KaMeHiB. JKIIO I1e TPAIUIOCh, TiKYBaHHS CJIifl IPUIUHUTH.

[17151 CHMIITOMATUYHOT0 TiKYBaHHS IMEePBUHHOTO OimiapHoro nupo3sy (ITBIT).

IoOoBa mo3a 3a/leKuTh Bil Macu Tina Ta Bapitoe Big 3 mo 7 TabneTtok (14+2 mr YIIXK Ha Kinorpam
MacH Tina).

V nepimi 3 Micsni TiKyBaHHS JIiKapchKuii 3aci6 YKpiis® moTpiGHO NpUiAMaTy IPOTAIOM [HS,
po3minusiM [060BY 03y Ha KifbKa mpuiioMis. [1pu mokpaleHHi ToKa3HUKIB QyHKIiI nevinku J000By
o3y MOXHa mpuiiMaTu 1 pa3 Ha go0y, yBeuepi.

Tabnuus 2
Maca TTo6oBa Vkpnis®, TabneTku mo 250 Mr
Tina (Kr) |mo3a nepiui 3 Micsmi y TIOHaIbIIOMY
(MI/KT M.T.) |nanok |neHb  |pedip |Bedip

(1 pa3 Ha mo6y)
47-62 12-16 1 1 1 3
63-78 13-16 1 1 2 4
79-93 13-16 1 2 2 5
94-109 [14-16 2 2 2 6
OinpIme 2 2 3 7
110

TabmeTKy MOTPiOHO KOBTATH HE PO3KOBYIOUHM, 3allMBal0uM PiguHoI0. [IpenapaT HeoOXimHO
3aCTOCOBYBATH PETYIISIPHO.

TOCYBaHHS JIiIKapCbKOT KpJIiB IIpH MOZK T HeoOMezKeHHUM V 4aci.
3acrocysa apChKOTro 3aco0y V. ® [TIBII moxe 6 eobMexe ac

Y nauienTis i3 [IBLl pigko Ha mo4YaTKy JIIKyBaHHS MOXKYTh OTiPIIyBaTUCS KJIIHIYHI CUMIITOMHY,
HaIPUKJIa[ Taki K cBepOixK. AKIIO Ile Tpanuiaocs, Tepallilo CIifl MpooBKYBaTH, IPUIMadn

1 tabnetky YkpniBy 250 Mr Ha fo6y, MMic/Ist YOT0 IMOCTYIIOBO MiABUIIYBATH A0O3Y (30iNblIyioun



IIOTHUXKHS J000BY H03y Ha 1 TaONeTKy) [0 MOCSITHEHHS ITOKA3aHOr'0 PeXKUMY J03yBaHHS.

[I51g nikyBaHHS OimiapHOT0 pedIoKC-TaCTPUTY

250 mr YIOXK (1 TabneTka) oguH pa3 Ha mo0y, 3anuBaloyYy OOCTAaTHLOIO KiNTbKICTIO BOX yBeUYepi
mmepen CHOM.

3a3BuUyail A JIiKyBaHHS racTpUTy 3 pedaokcoM koBui 250 mr YIIXK ciif npuiiMaTé NPOTSITrOM
10-14 pnis. TpuBasicTh 3aCTOCYBaHHS 3a/I€KUTh Bifl CTaHy XBOPOTo. Jlikap TOBUHEH IPUIUMaTU
pillleHHSsI IPO TPUBAJIICTE JIIKYBaHHS Y KOXKHOMY BUIIQKy IHAUBIAyaIbHO.

3acmocysdHHA dimAam.

Insa mited i3 MyKOBicIIO30M BiKOM Bif 6 7o 18 pokiB mo3yBaHHS cTaHOBUTH 20 Mr/Kr/moby i
PO3MOAiNsAeThCSA Ha 2-3 MIPUMOMH 3 TOAanbIIUM 30inbmeHHAM [03u 1o 30 Mr/Kr/go0y y pa3i moTpeowu.

Tabmnuig 3
Maca Tina TTo6oBa Vkpnis®, TabneTku 1o 250 Mr
(kr) J(I;:/EIKF) Paxok TleHb Beuip
20-29 17-25 1 - 1
30-39 19-25 1 1 1
40-49 20-25 1 1 2
50-59 21-25 1 2 2
60-69 22-25 2 2 2
70-79 22-25 2 2 3
80-89 22-25 2 3 3
90-99 23-25 3 3 3
100-109 23-25 3 3 4
>110 3 4 4
Himu.

15 PO3UUHEHHA X0A1eCMepPUHOBUX HCOBUHUX KAMEHI8 mad CUMNMOMAMU4YH020 AiKy8aHHA ITBL]

HeMa€e npuHIIUIIOBUX BiKOBUX 00MeXKeHb I 3aCTOCYBaHHS JTiKapChKOro 3aco0y YKpHiB® OiTSM, aje
OiTSIM 3 Macoo Tifla MeHIre 47 Kr Ta/abo OiTAM, sIKi MaloTh TPYIHOII 3 KOBTaHHSIM, PEKOMEHIYEThCS
3aCTOCOBYBATH IIpelapar y BUTTISIOI CyCIeH3il.

IIns nikysaHHsa eenamobiniapHux po3aadie npu MyKosiclyudoai

3aCTOCOBYBATH AiTSAM BiKOM Bif 6 1o 18 poxkis.

Ilepedo3yeaHHsi.

Y pasi nepeno3yBaHHSA MOXKI/IMBa Oiapes. IHII CUMITOMU Ilepefo3yBaHHS MaJOUMOBIpHI, OCKIIbKU
nornuHauHg YIXK 3MeHIyeThCsl IPpU 30iIbLIeHHI 03U i TOMY GiNbIIiCTh TPUMHATOI J03U
€KCKpeTYy€eThCA 3 (PeKasisiMu.



Y pasi nosiBu miapei m03y MOTPiOHO 3MEHIINTH, a SKIIO [diapes MOCTiiHa, Teparriio moTpibHo
TIPUTTUHUTH.

Y cenudiuHux 3axofgax notpebu HeMae. JIikyBaHHS HACTIAKIB miapei cMMOTOMaTUYHE Ta
nepenbaydae BinHOBIEHHS OajlaHCy PiAWHMY i €IeKTPOJIITIB.

[TomaTKoBa iH(OpMallig 1010 0COONMBUX TPYII MAIiEHTIB.

TpuBana Tepanis Bucokumu go3amu YIXK (28-30 mr/kr/mo0y) y malieHTiB 3 IepBUHHUM
CKJIEPO3YI0YUM XOJIaHTITOM (3aCTOCYBaHHS 3a HE3aPEECTPOBAHUM MTOKa3aHHSM) OyJla MOB'sI3aHa 3
Oi7TbII BUECOKOIO YAaCTOTOI CepHo3HUX HeOazkaHUX SBUII.

ITo6iuni peakuii.

Huxxde BKa3aHi moOiyHi peakilii 3a cucTeMaMu OpraHiB Ta YacTOTOIO: AyxKe dacTo (=1/10), yacTo
(=1/100, <1/10), meuacto (=1/1000, <1/100), pigko (=1/10000, <1/1000), myxe pigko (<1/10000,
BKJTI0Yal04YX OKpeMi BUITaAKM), HEBIZOMO (JacTOTy He MOXKHa OL[IHATY Ha MificTaBi HagBHUX JaHUX).

3 60Ky WAYHKOBO-MPABHO20 MPAKMY: YacTO - MACTONONiIOHI BUIOPOXKHEHHS, Jiapes; oyxkKe PimKo -
BUpaxKeHu# Oinb y MpaBill BEpXHill YaCTHHI YepeBHOI IOPOKHUHU.

3 60Ky neviHKU ma H#084YHO20 Mixypa: OyXKe PimKo - Kanbuudikallis ;KOBYHUX KaMEHiB,
IeKOMIIeHCcallisl Ie4YiHKOBOr0 IUPO3Y, AKa YaCTKOBO perpecysasa Micis IPUNUHEeHHS JTiKyBaHHS.

3 boky iMyHHOI cucmemu: oyzKe PiOKoO - peakilii rinepyyTauBOCTi, BKJIIOYAI0OUYX BUCUTIAHHS
(KpOIIUB’IHKY).

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6ivHi peakirii.

[ToBimoMIeHHS IIPO Migo3pioBaHi MOGiYHI peakil Mmicyisg peecTpaliil 1iKkapChbKOro 3aco0y € BaXKIMBOIO
npouenyporo. Lle mae 3Mory IpooBXKyBaTA KOHTPOJIIOBATH CIIiBBIAHOIIEHHS KOPUCTH/PU3UK IIPU
3aCTOCYBaHHI I[bOT0 JIiIKapChKOTO 3aco0y. MenuyHi npaliBHUKY IOBUHHI MTOBIJOMIISTH IIPO BCi
nigo3proBaHi moOiuHi peakirii y 11 «[IepxkaBHu# ekcrepTHu# 1eHTp MO3 VKpaiHu» Ta 3aIBHUKY
yepe3 popMy 3BOPOTHOTO 3B’sI3KYy Ha BeOcaiTi: https://kusum.ua/pharmacovigilance/.

Tepmin npudamHocmi.

3 pPOKH.

YMoBu 30epiranHsi.

30epiraTu npu Temnepartypi He Buille 25 °C B OpUTiHaIbHilM yIaKOBII.

36epiraté y HEOOCTYIIHOMY OJIST OiTe# MicCIIi.

YnaxoBka.


https://kusum.ua/pharmacovigilance/

[To 10 Tabnetox y 6ricTepi; mo 3 abo mo 10 6icTepiB y KapTOHHIN yIaKOBIIi.

Kareropis Bigmycky.

3a perenTom.

BupoOHHK.
KYCYM XEJITXKEP I1BT JITH/

KUSUM HEALTHCARE PVT LTD.

Micue3HaxoKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

[Trnot Ne M-3, Inmop Cnemwen Ikonomik 3oyH, ®eus-1I, ITitamnyp, [lict. [Ixap, Maaxses I1pagern, [Tin
454774, Tumisa/

Plot No. M-3, Indore Special Economic Zone, Phase-II, Pithampur, Distt. Dhar, Madhya Pradesh, Pin
454774, India.



