IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

YPCOHOCT

(ursonost)

CKkn1ao:
ditoua peuosuHa: ursodeoxycholic acid;
1 kamcyna mictuth 150 Mr a6o 300 Mr KUCTIOTH YPCOMIEOKCHUXO0JIEBOI;

O0ONOMIJCHI PeYOBUHU: KPOXMaslb KYKYPYO3sHUM, MarHio cTeapaT, KPEMHII0 TiOKCHUI KOIOITHMIA
0e3BOIHUH.

JIikapcbka ¢dopma. Kancymu.

OcHoeHi (i3uko-ximMiuHi 81acmusocmi: TBepHAa XKelaTHHOBA Karicyia 6imoro abo mMatizxke 6inoro
KOJIbOPY, II0 MiCTUTb APiOHO3EpHUCTHUH TOpOLIOK Ginoro abo Maiixke 6i10r0 KOJIBOPY.

®dapmakoTepaneBTHYHa rpymna.
3acobu, sIKi 3aCTOCOBYIOTh IJIsl JTIKYBAHHS MEYiHKY Ta XKOBUYOBUBITHUX IIISAXIB.

Kom ATX AO05A A02.

dPapmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

Kucnora ypcomeokcuxonesa (YIIXK) sBnse coboto 7 -emiMep XeHOIEOKCHX0IeBOI KUCIIOTH i
JKOBYHOI KMCJIOTH, 110 (i3i0I0TivHO HasiBHA B XKOBYi JTIOAWHY Y He3HAUHIM KOHIIEHTPallil TOPiBHAHO i3
3arajabHOIO KiJIBKICTIO KOBYHUX KHUCIIOT.

VIXK npurHiuye neviHKOBHM CUHTE3 i CEKpeIlilo X0IeCTepuHy, a TaKoxK abcopoiiito
XOJIECTEPUHY B KUIIEeYHUKY. IMOBipHO, BOHa YMHUTD CN1aOKy iHriOyiody mito Ha CUHTE3 i
CEeKpeLilo Y 2K0BY eHOOTeHHUX KOBUHUX KUCJIOT i He BIUIMBAE Ha BUAIEHHSI HOCPOimiaiB y
JKOBY.

[Tpu nmocTiitHOMY npuiioMi nnpenapaTy KoHneHTpania YIIXK y xkoB4i focArae MakKCHMaIbHOTO



3Ha4YeHHS NpuOIM3HO Yepe3 3 TUXKHI. He3Baxkaoun Ha HEPO3YMHHICTh ¥ BOGHOMY
CepenoBHIll, X0JleCTepuH MoxkKe OyTy como0ini3oBaHuii OHANMEHIIIe IBOMa Pi3HUMU
croco0aMu y TPUCYTHOCTI AUTITPOKCHKOBUHUX KUCIIOT. KpiM comio6inizyrodoro
xoJiecTepuny B Minesnax, YIXK Bosiofie yHIKAIBHOIO [i€0, 10 BUKJIUKAE PO3UUHEHHS
X0JIECTEPUHY V BUTJIAl PIIKUX KPUCTAJIIB Y BOOHOMY CepemoBullli. TaKuM YUHOM,
He3BaXalyu Ha Te, [0 BBeJIeHHS BUCOKHUX 103 (Hampukian, 15-18 mr/kr/moby) He
npu3BoOuTh 00 KoHUeHTpamil YIXK, mo nepesuirye 60 % Bif 3araabHOI KiTbKOCTI MyTy
JKOBUHUX KUCIOT, 30arayeHa YIXK xkoB4 e)eKTUBHO PO3YUHSIE X0JIECTEPUH. 3aralbHUN
edekt YIXK monsirae y 36inbleHHi KOHIIEHTPALil 2K0BYi, ITPU IKOMY BinOyBaeThCs
HaCHU4YeHHS 11 X0JIeCTEPHHOM.

Pisui mexaniamu mii YIIXK crnpsiMmoBaHi Ha Te, 1100 3HU3UTHU KibKiCTh KAMHEYTBOPIOIOYOT0
XOJIECTEPUHY, IO BUOINSAETHCS Y KOBY, @ TAKOXK COMI00iIi3yBaTH MOT0, 110 CIPHUSE POIYNHEHHIO
X0JIECTEPUHOBHX XKOBYHUX KaMeHiB.

[Ticng npunuuenHs npuiiomy YIXK KOHIIeHTpallis 2KOBYHOI KMCJIOTH B KOBYi afae
eKCITOHEeHIIiaTbHO, 3HUKYIOYKCh MpruOIu3HO 10 5 % - 10 % Bip 1l HOpMaNbHOTO PiBHS IPUOIU3HO
yepe3 1 TUXKIOEHb.

dapmaxkoKiHemuxka.

Bnu3pko 90 % Tepanestuunol fo3u Y IXK BCMOKTYETHCSI B TOHKOMY KHUIIEYHUKY IIiCJISI IEPOPAIBHOTO
npuiiomy. I[Ticnsa ab6copbuii YIXK yepes nmopranbHy BeHY HaOXOOUTh y MEUiHKY Ta MifgaeThCs
nepBUHHOMY MeTab0mi3mMy (ToOTO iCHYyE BeNUKUY e(eKT MepIIoro IIPOXOAXKEeHHS), e BOHA
KOH'IOTYETHCS 3 TIIIMHOM a0 TaypruHOM i IOTIM CEKpPeTYEThCS y NMedYiHKOBi XK0BUHI mpoToku. YIXK B
JKOBYi KOHLIEHTPYETHCS Y 2KOBYHOMY MiXypi Ta BUBIIbHSIETHCS B ABaHAALUATUANATY KUIIKY i3 2KOBYHOTO
MixXypa 4epe3 3arajbHi IPOTOKM Yepe3 CKOPOUEHHS XKOBYHOTO MixXxypa, SKi € (i3iooriyHoI0 peakIli€io
Ha 11y. Y CUCTEMHOMY KPOBOTOII 3’ ABJIAIOTHCS NUlle ciifoBi KinmbkocTi YIXK, ogyxke mMasna KilnbKiCTs 11
BUMINSAETHCS i3 ceyeto. O6IacTh TepaneBTUYHUX e(peKTiB IpenapaTy 3HaXOOUTLCSA B IEUiHIIi, KOBYi i
IIPOCBITI KALIEYHUKY.

Kpim kon'toramnii, YIXK He MeTab0i3yeThCs TeYiHKO0 ab0 CI130B0OI0 000JIOHKOIO KUIIEUHUKY .
He3HayHa KinbKiCTh IIpemnaparTy mignaeThcs OaKTepiabHil gerpafarlii 3 KOKHUM IAKIOM
eHTeporenatuyHoi nupkynsmii. YIXK mMoxe OyTH SIK OKUCHEHa, TaK i BifHOBIEHa Ha 7-ByTJell, 1110
nae BinmoBigHO 7-KeTomiToxoneBy Kucnoty (7-KJIX) abo nitoxoneBy kucnoty (JIXK). Kpim Toro, Mmae
Mmicile 6akTepianbHa KaTalidyoda JeKOH IoTallis IiiKo- Ta TaypoypCOAe30KCUX0JIeBOi KUCIOTH B
TOHKOMY KulleyHukKy. Binbai YIXK, 7-KJIX i JIXK € Hepo34MHHVMMY y BOOHUX CEPENOBUILAX, 1 BEJIUKI
KiJIbKOCTI ITX CIIOJIYK BUBOOATHLCS 3 AUCTAJbHUX BiAiiB KUIIEeYHUKY 3 (hekanisimu. PeabcopboBaHa
BinbHa Y[ XK BigHOBMIOETHCS nedinKo10. 80 % JIXK, 1110 yTBOPIOETHCS B TOHKiM KUIIIl, BUAIIAIOTHCS i3
bexanisimu, ane 20 %, IKi BCMOKTYIOThCS, CYyIb(PaTyIOThCSA 0 3-TiIPOKCHUIbHIM TPyl B IEUiHIi 10
BiITHOCHO HEPO34YMHHUX KOH I0TaTiB JITOXOJIIY, Ki BUBOOATHCS Y 2KOBY 1 PO3YUHSIOTLECS Y (PeKaiix.
[Tornunena 7-KJIX ctepeocnenudidHo pO3IMIENIIOETLCS B MEYiHIII 10 XEHOTIOMY.

JIXK yTBOPIOETHCS IUISIXOM 7-HeTifpOKCUIIOBaHHS AUTigpokcuxkoBuHUX Kucnot (YIXK i xeHomion) y
IIPOCBITI KUIIIEYHUKY. Peakilis 7-merifpoKCuiioBaHHS IPECTaBIsSEThCS anbda-creiudiyaoi, To0To
xeHomion Oinbin eeKTUBHO MigmaeThCcs 7-merinpokcunoBanuio, Hixk YIIXK, a 11 eKBIMOJISIPHUX 03
YIXK i xeHoniona piBHi JIXK, mpucyTHBOI B K0BUi, He 3MiHI0IOTECA. [1il Yac mocmifiB Ha TBapuHax
3adikcoBaHo, 1110 HakonuueHHs JIXK IpHU3BOOUTh 0 YpaXKeHHS MeYiHKK Yepe3 HeJOCTaTHIO
akTuBHICTh cynbdartaril JIXK. V mogunu € 3gaTHICTh cynbdaryBatu JIXK. YV nesgkux namieHTiB y X0mi
MOCTiAKeHb BiIMiday MOIIKOAXKEHHS MeYiHKY, OqHAK BOHO He OyI0 moB’si3aHo 3 Teparmieo YIXK.
Lle TTOSICHIOETBCS TUM, IO Y OeSKUX JIofel Moxke OyTu 3HUKEeHa 3MaTHICTh 40 CylabdaTyBaHHS, ale



I1e ABUIIE HE BUBYEHE.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

- YpcoHoCT npu3HavyaloTh NallieHTaM i3 peHTTeHHeTaTUBHUMHU, HeKalblIu()iKOBaHUMU KaMeHSIMU
JKOBYHOr0 Mixypa <20 MM y Hail0inbIioMy giaMeTpi, A SKUX Moxke OyTH IIpoBefieHa (paKyIbTaTUBHA
X0JIELIUCTEKTOMisl, BKJIIOUAIOUU Talli€HTiB 3 BUCOKUM XipypriYHUM PU3UKOM 4Yepe3 CUCTEMHE
3aXBOPIOBaHHS, MAlli€HTIB JTITHHOTO BiKy, 0Ci6 3 iHAMBiAyaMbHOI HETIEPEHOCHMICTIO 3arajbHol
aHecTe3sii abo maIfieHTiB, SKi BiIMOBIISIOTHCS Bif omeparii.

- YpcoHOCT mpu3HavyaTh AJis 3am0biraHHs YTBOPEHHIO JKOBYHUX KaMeHiB y NaIliEHTIB 3
OXKUDPIHHAM, fIKi [JIQHYIOTH LMIBUIKO CKUHYTH Bary.

IIpomunoka3aHnus.

- [TalieHTH 3 KaHBHH(biKOBaHHMH X0JIECTEPHNHOBHUMU abo PEHTT€HKOHTPACTHUMHU
KaMEHAMU.

- [TamienTy 3 HEBIOKIAAHUMU MTOKAa3aHHSIMU [0 MMPOBEAEHHS XOJIeIMCTEKTOMIl, BKII0Yalo4yu
HEPEeMITYIOUnii TOCTPUHN XOJIEIIUCTUT, XOIAHTIT, 00CTPYKIIiI0 XKOBYHHUX LIUISAXIB, KOBYHOKAM STHUM
IIAHKpPeaTHUT, ab0 MallieHTH 3 JKOBYHO-KUIIKOBUMHU (iCTyIaMHu.

- Anepris Ha XKO0BYHI KUCJIOTH.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

CekBeCTpaHTHU XKOBYHUX KUCJIOT, TaKi K XOJIeCTUPaMiH 1 KOJIECTUIIOJI, MOXYTb BIIJIUBATU
Ha fOito YIOXK, 3meHIyoun ii BCMOKTyBaHHS. BysTo moKa3aHo, I0 aHTALUON Ha OCHOBI alllOMiHi0
amcopOyioTh XKOBYHI KHCIIOTH in vitro, 0TXKe, MOXKYTh 3HUKYyBaTH BCMOKTyBaHHS YIXK. EcTporenu,
opasbHi KOHTpalenTUBY Ta Kiodibpar (a TaKoXK iHII MpemapaTy, 10 3HUKYIOTh PiBEHD JiMifiB)
36iNbIIYIOTh CEKPELiio TeYiHKOBOT0 X0JIECTEPUHY Ta MOXKYTh 3HUXKYBaTU epeKTuBHICTh Y IXK.

YPCOHOCT MOXKe MOCUTIOBATH BCMOKTYBaHHS LUKJIOCIIOPUHIB Y KUIIEYHUKY. ToMy ¥
MAIliEHTIB, SKi MPUKAMAaIOTh IUKIIOCIIOPUHHU, HE0OXiZHO KOHTPOIIOBATH KOHIIEHTPAIIiI0 ITi€l
PEYOBMHU B KPOBi Ta B pa3i He0OXiTHOCTI 3MiHIOBATH [O3Y.

B okpemux Bunapgkax YIXK Moxke 3HMKYBaTH BCMOKTYBaHHS HUIPO(DIIOKCALIAHY.

CnocTtepiramocst 3HMKEHHST MaKCUMaJIbHOI KOHIIEHTPAIlil aHTaroHiCTa Kabllil0 HITpeHAUIIIHY B
na3mi Kposi (C,,,,) 1 mmomi mig kpuBoio (AUC) npu ogHOYacHOMY #oro 3actocyBaHHi 3 YIIXK. ITpu
B3a€EMO[il 3 1alICOHOM BigMiyasiocs 3MeHIINeHHS TepaneBTUYHOro edekrty VXK.

LTi cnocTepekeHHA Ta pe3yJbTaTy OOCIIIAXKEHD in Vitro 3acBigquy0Th Ipo noteHnian Y IXK



ingykyBatu epMeHTH TNy HuTOXpoMy P450 3A. Ane KOHTPOILOBAHI KITiHIYHI HOCTiAXKEeHHS
BusBuny, mo YIXK He BUSIB/ISIE CYyTTEBOTO IHOYKTUBHOTO e(peKTy AN PepMeHTiB TUIy TUTOXPOMY
P450 3A.

EcTporeHHi ropMOHHY i areHTH, 110 3HMUXKYIOTh KOHLIEHTPALIiI0 X0JIeCTEPHUHY B KPOBI, Taki K
KJ10i0paT, MOXKYTh CIIPUSITH YTBOPEHHIO JKOBYHUX KaMeHiB, 110 Ma€ e(peKT, MPOoTUIeRKHUN ePeKTy
YIIXK, gKi 3aCTOCOBY€ETHCS [AJIsI PO3UUHEHHS )KOBYHUX KaMeHiB.

Oco06.1ueocmi 3acmocyeaHHsi.

Po3unHEeHHS KaMeHiB KOBYHOTI'0 MiXypa 3a JOIIOMOI0}0 YPCOHOCTY BUMarae TpUBasol
Teparil. I[IoBHe po3unHeHHS BifOyBa€eTHCS HE Y BCiX MAIiEHTIB, a PeIUIUB KaMeHiB IPOTATOM
5 pokiB crocTepiraeTscsa y 50 % manienTis, npu nikyBauHi YIIXK. HeoOxigHO peTenbHO
noTpumyBaTrcsi yMoB Tepartii YIXK, TakoxX cyIiff po3risgHyTH albTepPHATHBHI METOOU
nikyBaHHS. besneka 3acToCcyBaHHS YPCOHOCTY Oinbile 24 MicsIliB He BCTaHOBJIEHA.

MoXuBICTh KOHTPOJIIOBATU CKJIaf, KOBYi [IJI1 IIePEBIPKU 3MEHIIIEHHS BMICTY X0JIECTEPUHY B
JKOBUYi € BaXKJINBUM €JIEMEHTOM CIPUATIMBOTO IIPOTHO3Y PEe3yJIbTaTiB JIIKYBaHHS.

[TarrieHTaM i3 YaCTUMU XKOBUHUMHU KOJIKaMH, iHPEKLiIMU XKOBYHUX MIISAXIB, TIXKKAMU
po3/1agaMu IiATyHKOBOI 3a71031 a00 MallieHTaM i3 3aXBOPIOBAHHSIMU KUIIEYHUKY, SIKi
MOXKYTh BIIJINBATU Ha KUIIKOBO-IIEYiHKOBY IIUPKYIIAIiI0 XKOBUHUX KUCJIOT (€l0HOIIeanbHa
pe3eKIrig abo CToMO3, perioHapHuU ineiT), HeoOximHO 3 060epekKHICTI0 3aCTOCOBYBaTH
nmiKapchKu 3acio.

[TarienTaM, K1 3aCTOCOBYIOTh YPCOHOCT /11 PO3UMHEHHS XKOBUHUX KaM€EHiB, JOILIJIbHO
ITPOBOAUTH YIIbTPA3BYKOBE [OCHIIXKEHHS ab0 xonenrucTorpadito KoxHi 6 MicsaiiB ois
nepeBipKy e(eKTUBHOCTI IpenapaTy. OJHUM i3 MOKa3HUKIB IPOTPECUBHOTO JIIKyBaHHS MOXKEe
OyTH CIIOCTEpPeXKEeHHS 3a CKJIaAOM XKO0BYi 3 METOI0 KOHTPOJIIO 3MEHIIIEHHST BMICTy
X0JIECTEPUHY.

KiHKH, SIKi 3aCTOCOBYIOThH IIpenapar AJisl PO3YMHEHHS XXKOBYHUX KaM€eHiB, IIOBUHHI BUKOPUCTOBYBaTH
epeKkTUBHUY HETOPMOHAJIbHUY METO[ KOHTpAIEmIlil, OCKiTbK¥ TOPMOHAIbHI KOHTPALEIITUBY MOXYTh
IIiIBUINYBATH YTBOPEHHS KaMEHIB Y JKOBUHOMY MIXypi.

YnbpTpa3ByKOBe OOCIigKeHHs a00 XonenucTorpadio peKoMeHI0BaHO MOBTOPIOBATH KOXKHi 6 MicsIiB
y HAI[i€HTIB, sIKi 3aCTOCOBYIOTh YPCOHOCT IJI1 PO34YMHEHHS JKOBYHUX KaMeHiB.

[TpoTrsirom nepmux 3 Mics1iB JTiKyBaHHS KOXKHi 4 THUXKHI NTiKapio HeoOXimfHO KOHTPOIIOBAaTU PYyHKITiI
nedinky nuisixoM Bigbopy mpo6 Ha ACT, AJIT ta I'TT Ta KoxkHi 3 Micslli IpH MTOfaIbIIOMY JIiKyBaHH.
KoHTpoOmnbHI JOCHiAXKEeHHS 0alTh MOXJIIABICT, BUSHAYNUTH, YU Bi[MIOBIga€ OpraHi3M mallieHTa Ha
TiKyBaHHS IIEPBUHHOTO Oi/liapHOT0 IMPO3Yy, TAKOXK TAKU! MOHITOPUHT A€ MOXKJIUBICTb PAaHHLOTO
BUSIBJIEHHS NTOTEHLia/IbHUX NOTipIIeHb FreaTUYHUX (PYHKITIN.

Po3uuHeHHA X0s1ecmepuHo8uUX HOBUYHUX KameHis.

[I71s TpaBUNIbHOI OLIHKY TepaleBTUYHOTO e(DeKTy Ta [l CBOEUACHOTO BUSIBIEHHS KalblIA()iKOBAaHUX
JKOBYHUMX KaMeHiB, X po3MipiB i cTaHy HeoOXiqHO MPOBOAUTHU Bi3yasti3allito JKOBYHOT'0 MiXypa
(opampHy xonenucTorpadiio): 3aranbHe 300pazkeHHs Ta OKJII03ii B TOJI0KEHHSX MallieHTa CTOSYH,



jie’kauu Ha CIUHI (yIbTPa3ByKOBe AOCHIAXKEHHS) Yepe3 6-10 MicAIiB micag moyaTKy JIiKyBaHHS,
Oepyuu 0 yBaru po3Mip KaMeHiB.

HeporineHo 3acTocoByBaTé Y[IXK, KII0 XKOBYHUU MiXyp HE MOXKHAa Bi3ya/lidyBaTU PEHTT€HOM IIpU
KanblK(iKoBaHUX KOBUYHUX KaMEHSX, OPYLIEHHSIX CKOPOYEHb JKOBYHOT'0 MiXypa abo mpu 4acTux
JKOBYHUX KOJIIKaXx.

3acmocysaHHs y ar0detl AimHb020 BiKY.

YV kniHigHuX mocimxkeHHsSX 0Mu3bK0 4 % MallieHTiB CTAHOBUIIM JIFOIK BiKOM Bifl 65 POKiB
(mpubmu3Ho 3 % Oynu cTapiie 75 pokiB). 2KogHux BiKOBUX BiIMIHHOCTEH y IOKa3HUKaX Oe3IeKH
Ta e(eKTUBHOCTI BUSIBIIEHO He Oys1o0. IHIII 3apeecTpoBaHi KITiHIYHI JOCTigXKEeHHS He BUSIBUIIN
BiZMIHHOCTEH y TAIli€HTIB JIITHLOTO BiKYy i MallieHTiB MOJIOALIOrO BiKy. OgHaK He MOXKHA BUK/II0YaTH
HEeBeJUKi BiIMiHHOCTI B epeKTUBHOCTI i GisIbIIiil Yy TIUBOCTI eSKUX JTIOfeN MMOXUJIOTO BiKy, SKi
IPUUMaloTh YPCOHOCT. TOMy peKOMeHY€EThCSA iHAUBIAyanbHUY Migbip 4O3yBaHHS OJIS MAlliEHTIB
IaHOol BiKOBOI KaTeropii.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0oto.

HeMae mocTaTHiX JaHUX IMIOA0 3aCTOCYBaHHS JIIKapPChKOT0 3ac00y Iif Yac BariTHOCTI,
ocob6nuBo y I TpumecTpi. [locmigkeHHsI Ha TBApUHAX CBig4YaTh PO TepaTOreHHUM eheKT Ha
PaHHIX CTafisiX BariTHOCTI.

He cnig 3actocoByBaTtu YIIXK y mepion BariTHOCTI, SKIIIO Yy I[bOMY HEMA€E 0COOIMBOI HEOOXiMHOCTI.
KiHKaM penponyKTUBHOTO BiKy MOXKHA 3aCTOCOBYBaTU YPCOHOCT, TiJIbKU AKIIIO0 BOHU KOPUCTYIOTHCS
BUIIPOOyBaHUMM 3ac00aMy KOHTpalenilil. PEKOMeHAYIOTbCS HeTOPMOHAaIbHI KOHTpalenTuBy abo
mmepopaibHi 3aco0M KOHTpAIEeNIlii 3 HU3bKHM BMIiCTOM €CTPOTeHiB. fAKINO malieHTH npuiiManTs YIXK
SK 3aci0 A1 po3YMHEeHHS XKOBYHUX KaMeHiB, CJIil BAKOPUCTOBYBaTH juile eheKTUBHI HETOPMOHAaIbHI
KOHTPAUENTHUBY, OCKITbKY TOPMOHaJIbHI 3aC00M KOHTpPALEMNLil MOXYTh CIPUSTH YTBOPEHHIO JKOBYHUX
kKaMeHiB. [lepeq moyaTKoM JiKyBaHHS HEOOXiIHO BUKJTIOUUTH BipOTigHICTH BariTHOCTI.

Hewmae BimoMocTel IIpo IPOHUKHEHHS YPCOHOCTY B IPyAHE MOJIOKO. TOMy He CJIifl 3aCTOCOBYBaTH
nmikapchbKuM 3acib y mepion romyBaHHs rpyamio. fAkimo nmikyBaHHS YIXK 000B’sI3KOBe, TO TPyIHE
BUTOJIOBYBaHHS HEOOXiMHO IPUIIUHUTH.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

He cmocTepiranocst BIIMBY Ha 3[aTHICTL KepyBaTu aBToM0OineM abo mpaloBaTH 3i
CKJIaJHUMU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHss ma do3u.
3actocoByBatu Y XK cripg mig HarnsgoM ikaps.

Karncynu noTpibHO KOBTATH LiTMMHU, 3allMBal0O4M PifrHOI0. Heo0XigHO JOTPUMYBaTUCS PETYIISPHOCTI
IPUUOMY.



[Ing nauieHTiB, Maca Tia AKux MeHIne 47 Kr ab0 y SKUX BUHUKAIOTh TPYQHOIII IIPX KOBTaHHI KaIlCyl,
PEKOMEeHI0BaHO 3aCTOCOBYBaTH IpelapaT y iHIIIN JiKapchKil popMi (HampuKiaz, CyCleH3is).

Po34UuHeHHA HCOBUHUX KAMEHI8.

PexomenpoBaHa no3a O nikyBaHHS JI3 YPCOHOCT A1 pEHTTeHKOHTPACTHUX KaMeHiB XKOBYHOTO
Mixypa cTaHoBUTH 8-10 mr/kr/moly B 2 abo 3 mpuiioMu.

KoHTposbHE yIbTPa3BYKOBE OOCIIgKEHHS KOBYHOTO MiXypa HE0OXigHO ITPOBOAUTH KOXKHI 6 MicSIIiB
IIPOTSITOM TIEPIIOr0 POKY Teparil npenapaToM. FKIO XKOBYHI KaMeHi PO3UMHSIOTHCS, 3aCTOCYBaHHS
npernapary CJIif IPOAOBXKYBaTU 1 IPOBOLUTH YIIbTPA3BYKOBE AOCIIXKeHHS KOXHi 1-3 Mmicaui. ¥
OiNBIIOCTI MAIli€HTiB, Y IKUX Y KiHIIEBOMY Pe3y/bTaTi CIIOCTepiraau I0BHe PO3UMHEHHS KaMeHiB,
yacTKoBe abo IOBHE PO3UMHEHHS KaMeHiB CIIOCTepiraaocs mpu Mepliii OIiHII JTiKyBaHHS. AKIIO
YaCTKOBE PO3YHMHEHHS KaMeHiB He CIIOCTepiraeTwcs micis 12 MmicsIiiB Teparil mpemapaToM YPCOHOCT,
MMOBIPHICTB YCIIiXy 3HAYHO 3HUKYETHCS.

ITpoginakmuka KkameHeymeopeHHA.

PekoMeHgoBaHa go3a mpemnapary Ajg IpodilaKTUKN JKOBUHUX KaMeHIB Y Malli€HTiB, SKi MIaHYIOTh
IIBUMIKE 3HUKEHHS Bary, cTaHOBUTH 600 mMr/moby (rmo 300 Mr 2 pa3u Ha Ho06y).

Himu.

HeMae mocTaTHBOTO JOCBiy 3aCTOCYBaHHSA IIperaparTy y JiTeu.

Ilepedo3yeanHs.

[Tpu nepemo3yBaHHi MOXKIIKMBA Aiapes. [HIII CUMIITOMU IIepefo3yBaHHS MaJIOMMOBIPHI, OCKIJIbKT
nornuHaHHa YIXK 3MeHIyeThCs IpU 30imbIeHH] 103U, TOMY OiNbIICTS 1i KiTbKOCTI
eKCKPEeTYEThCA 3 (PeKamiaMu.

Y pasi nosiBu fiapei 103y MOTPiOHO 3MEHIINUTH, a SKIIO [iapes MOCTifHa - Tepalliio TPUIUHUTH.

Y cneundiuamx 3axomax motTpedu HeMae. JIikyBaHHS Aiapel - CMMIITOMaTUu4He, CIIpSIMOBaHe Ha
BiIHOB/IEHHS OajlaHCy PiAMHY Ta €JIEKTPOJIITiB.

Bimomi Bumagku nmepemo3yBants YIXK Ipu 3aCTOCyBaHHI ITpenaparTy y 0o3i fo 4 r Ha go0y, ane
TaKa [j03a He MaJjla 3HauyIlIuX HaCIigKiB.

Ao BulafKoBo Oysia npuitHsATa Benrka fo3a Y XK, peKoMeHAyeThCS BXKUTH 3BUYaHUX 3aXO0fiB,
SIK TIPH IHTOKCHKAIlisgX, a00 MPU3HAYMTHU X0JI€CTUPAMIH IJis 3B’SI3yBAaHHS }KOBYHHUX KUCIIOT.

[TopaTkoBa iHdopMallis om0 0COOIMBUX TPYII MAIIEHTIB

Tpusana tepamnist Bucokumu no3amu YIXK (28-30 mr/kr/mo0y) y mallieHTiB 3 TepBUHHUM
CKJIEPO3YI0YUM XOJIaHTiTOM (3aCTOCYyBaHHS 3a He3apeeCTPOBaHMM IIOKa3aHHSIM) OyJia [oB’si3aHa 3
Oi/TBbIII BUCOKOIO YaCTOTOI0 CEPHO3HUX HeOaKaHUX SBUII.



ITobiuni peakuii.

ITim yac mpoBemeHHSs MOCIiIKeHb, XapaKTep i YaCcToTa MOOIiYHUX peakIlit OyIu OmHAKOBUMU
y BCix rpynax. Huxde HaBefeHi mo0iuHi peakilii Ta CTaHH, IKi 3yCTpidal0ThCs HaldacTilie:

3azanvHi po3aadu:

rpunonofibHi CUMITOMH, ajepris.

3 60Ky WAYHKOBO-KUWKOB020 MpaKmy:

Oinb y XKUBOTI, JUCIIENCis, 3aKpell, Aiapes, HyfoTa, 6/1I0BaHHS, XOJIEIMCTHUT.
3 60Ky duxaabHoi cucmemu:

OpOHXIiT, KaIesnb, GapuHTiT, iHGeKIil BepXHIX AUXaIbHUX MIISIXiB.
3 60Ky onopHO-pyx08020 anapamy:

apTparis, apTpuT, 6i/b y CIIuHi.

3 60Ky Hepsosoi cucmemu:

3anaMOpOY€eHHs, TOJIOBHUM Oiflb.

3 boky wkipu ma npudamkis:

BunaninHus Bosoccs.

3 6oky cevocmameaoi cucmemu:

iH(deKIIil CeHOBUBIAHUX IIJIAXIB.

Peaxkuii nidguweHol yymaugocmi:

IyKe PifKo MOXKJIMBI ajlepriufi peakilil, BKJII0Ual0Yy BUCUIIAHHS, KPOIIUB THKY.

Tepmin npudamHocmi. 5 POKiB.

He 3acTocoByBaTu npemnapart Iic/isl 3aKiHYeHHS TEPMiHY IPUAATHOCTI, 3a3Ha4YEHOr0 Ha yIaKOBII.
YMmoBH 30epirannsi.
30epiraTu nmpu Temmepartypi He Butie 25 °C.

30epiraté B HEAOCTYIIHOMY IJISI OiTEW MicCIIi.

YnakoBka.



[To 10 xamcyn y 6mictepi; mo 2 abo 1o 5 6micTepiB y KAPTOHHIM KOpPOO1Ii.

Kareropis Bigmycky. 3a perenTtom.

BupoOHUK.
TOB «Mapidpapm», CrnoseHis

Marifarm d.o.o., Slovenia

EBepromxen Jlaiid Caencus Jlimiteq

Evertogen Life Sciences Limited

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MiCIs IPOBaJIXKeHHs HOro JisIbHOCTI.
ByJ1. MiHapikoBa, 8, Mapi6op, 2000, CroBeHis.

8, Minarikova street, Maribor, 2000, Slovenia

[Trmot Ne: Ec-8, Ec-9, Ec-13/I1i ta Ec-14/ITi Ti Ec A A1 Ci, ®apma Ec I 3eT, I'pin Ingactpian Iapk,
[MTonenanni (Bi), Eguepna (Em), Maxaby6uarap, Tenanrana, IH-509 301, [amis

Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),
Jadcherla (M), Mahabubnagar, Telangana, IN-509 301, India



