IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

YPCOHOCT

(ursonost)

Cknao:
Oitoua peuosuHa: ursodeoxycholic acid;
1 kamcyna mictuth 150 Mr a6o 300 MT KUCTIOTH YPCOEOKCHUXO0JIEBRO];

O0ONOMIJCHI peyo8UHU: KPOXMalb KYKyPyA3sSHUY, MarHito creapaT, KPEMHIIO TiOKCUT
KOJIOIMHUY Oe3BOOHUM.

JIikapcbka ¢dopma. Kamncymu.

OcHosHi (pisuko-ximiuHi 81acmugocmi: TBEpHA XKeJlaTHHOBaA Karicysa 0ioro abo maiixke 6imoro
KOJIbOPY, 110 MiCTUTh APiOHO3EPHUCTUM MTOPOIIOK 6isToro abo Maiixke 6i10ro KOmIbopy.

®dapmakoTepaneBTHYHa rpymna.
3aco0u, sKi 3aCTOCOBYIOTH [JIg TiKyBaHHS MTeYiHKM Ta JKOBYOBUBIOHUX IIJISIXiB.

Kopg ATX AO5A AO02.

dapmakon02iuHi e racmueocmi.
®apmakoduHamika.

Kucnota ypcomeokcuxonena (YIIXK) sBinse cobor 7 -emiMmep XeHOOEOKCUX0IeBOI KUCIIOTH i
JKOBYHOI KHCJIOTH, 110 (i3i0oNoriyHo HasiBHA B KOBYi JIIOOUHU Y He3HAUHIN KOHIIEHTpAIlil
IIOPIBHSHO 13 3arajIbHO0 KiJIbKICTIO 2KOBYHUX KUCIIOT.

YIXK npurHidye neviHKOBHU CUHTE3 i CEKpeIliio X0IeCTepuHy, a TaKoXK abcopoiiito
XOJIECTEPUHY B KUIIeYHUKY. IMOBipHO, BOHA YMHUTH C/1a0OKy iHTiOyio4y fAifo Ha CUHTE3 i
CEKpellilo y 2KOBY €HJIOTeHHUX JKOBYHUX KHCIIOT i He BIIJIUBa€ Ha BUMiIeHHS (HochOomimiaiB y
JKOBUY.



[Tpu nocTiitHOMY npuiioMi npenapaTy KoHieHTpanisa YIXK y xXoBui focArae MakCUMaIbHOTO
3HaueHHs NpubIKu3HO Yepe3 3 TUXkHI. He3Baxawuu Ha HEPO3UMHHICTh Y BOGTHOMY
CepenoBHIIi, X0JlecTeprH MoxKe OyTy como0iizoBaHuii MOHANMEHIIIe IBOMa Pi3HUMU
criocob6aMy y IPUCYTHOCTI AUTIAPOKCHXKOBYHUX KUCIOT. KpiM como0ini3yio4oro
xoJiecTepuny B Minesnax, YIXK Bojiofie yHIKaIbHOIO [i€l0, 110 BUKJIUKAE PO3UUHEHHS
X0JIECTEPUHY Y BUTJISALL PIOKUX KPUCTAJIIB Y BOOHOMY CepemoBUIlli. TaKUM YUHOM,
He3Baxkalyu Ha Te, 1[0 BBeJIeHHS BUCOKHUX 703 (Hanpukiaf, 15-18 mr/kr/moby) He
npu3BOAUTH O0 KoHIeHTpalil YIXK, mo nepesuiye 60 % Big 3araiabHOl KiTbKOCTI IyJTy
JKOBYHUX KUCIIOT, 30arayeHa YIXK koB4Y eeKTHBHO PO3UUHSIE XONECTEPUH. 3aralbHUN
edekT YIIXK monsarae y 36inbliieHHI KOHIIEHTpPAIlil 2K0BYi, TpU KOMY Bii0OyBa€ThCs
HAaCUYEHHS 11 X0JIeCTEePHUHOM.

Pi3ui mexaniamu il YIIXK crnpsiMmoBaHi Ha Te, 11100 3HU3UTH KilTbKiCTh KaMHEYTBOPIOI0YOT 0
XOJIECTEPUHY, II0 BUAIMISAETHCS Y KOBY, @ TAKOXK COMI00iIi3yBaTH M0T0, 10 CIPUSE POIYNHEHHIO
X0JIeCTEPUHOBUX XKOBYHUX KaMeHiB.

[Ticnsa npununenHs npuioMy YIXK KOHIeHTpallid XKOBYHOI KUCJIOTH B KOBYi IIafjae
eKCITOHEeHIIiaTbHO, 3HUKYIOYUCh MPUOIH3HO 10 5 % - 10 % Bif ii HOpMANTBLHOTO PiBHS IPUOIU3HO
yepe3 1 TUXKIEHE.

dapMaKoKiHemukKa.

Bmmuspko 90 % TepaneBTuyHOl 103U YIXK BCMOKTYETHCS B TOHKOMY KHILIEYHUKY IIiCJIS II€POPaIbHOTO
npuiiomy. ITicnsa abcopbuii YIXK yepes nmoprasbHy BeHY HaOXOOUTh y MEUiHKY Ta MifgaeThCs
nepBUHHOMY MeTab0mi3My (TOOTO iCHyE BeNUKUY e(eKT IepILIoro IPOXOAXKeHHS), Ie BOHA
KOH'IOTYETHCS 3 TIIIMHOM ab0 TayprHOM i IIOTIiM CEKPETYEThCS Yy IeUiHKOBi xK0BUHi mpoToku. YIIXK B
JKOBY1 KOHLIEHTPYETHCA ¥ JKOBUHOMY MIXypi Ta BUBUIBHSAETHCS B IBaHAOLUATUIIATY KUIIKY i3 3KOBYHOTO
MixXypa 4yepe3 3arajbHi IPOTOKH Yepe3 CKOPOUYEHHS XKOBYHOTO Mixypa, SIKi € (i3i0o/IoriyHoI0 peakIli€io
Ha igy. ¥ cucTeMHOMY KPOBOTOII 3 IBMISIOTHCS JUIlIe CiifoBi KinbkocTi YIXK, oy:ke Masa KilbKicTs il
BUMINSAETHCS i3 cedeto. O0IacTh TepaneBTUYHUX e(eKTiB IpernapaTy 3HaXOOUTLCS B IEUiHIIi, KOBYI i
IIPOCBITI KULIEYHUKY.

Kpim kon’toranii, YIXK He MeTab0i3yeThCs TeYiHKO0 ab0 CI130B0OI0 000I0OHKOI0 KUILIEUHUKY .
He3HnauHa KinbKiCTh IIpemnapaTy miggaeTbcs OakTepianbHil merpagailiil 3 KOXKHAM HUKIIOM
eHTeporemnaTtuyHol nupkysanii. YIXK mMoxke OyTy SK OKMCHEHA, TaK i BiTHOBIIeHa Ha 7-BYTJIell, 110
mae€ BigmoBimHO 7-KeToniToxosneBy Kucmuoty (7-KJIX) a6o mitoxoneBy kucmoty (JIXK). Kpim Toro, mae
Micile 6akTepianbHa KaTalidyoda JeKOH Iorallis Iiiko- Ta TaypoypCOAe30KCUX0JIeBOi KUCIOTH B
TOHKOMY KuineyHuky. Binbai YIXK, 7-KJIX 1 JIXK € Hepo34MHHVMMY y BOOHUX CEPENOBUILAX, 1 BEJIUKI
KiJIbKOCTI X CIIOJIYK BUBOOATHLCS 3 AUCTAJIbHUX BiAMiiB KUIIEeYHUKY 3 (hekanisimu. PeabcopboBaHa
BinbHa Y XK BigHOBIIOETHCS NediHKO010. 80 % JIXK, 1110 yTBOPIOETHCS B TOHKIM KUIII[, BUAIIAIOTHCS i3
dexkanisimu, ane 20 %, Ki BCMOKTYIOTBCSI, CYyIbPaTyIOThCSA IO 3-TiIPOKCHUIbHIN TPyl B IEUiHIi 1O
BiZTHOCHO HEPO3UYMHHUX KOH I0TaTiB JIiITOXOMiNY, SIKi BUBOASATLCS Y 2KOBY i PO3YMHSIOTECA ¥ PeKaisax.
[Tornunena 7-KJIX cTepeocnenudidyHo pO3IIEMIIOETLCS B MEYiHIII 0 XEHOTIOMY.

JIXK yTBOPIOETHCS HUISIXOM 7-HeTiApOKCUIIIOBaHHS AUTiApoKcukoBUHUX KucnoT (YIXK i xeHomion) y
IIPOCBITI KUIIIEYHUKY. Peakilis 7-merifpoKCuiioBaHHS IPECTaBIsAEThCS anbda-creiudiyHoi, To0To
XeHomion Oinbi eeKTUBHO MigmaeThCcs 7-merinpokcunoBanHio, Hixk YIIXK, a 1 eKBIMOJISIPHUX 03
VIXK i xeHoniona piBHi JIXK, IpruCYyTHBOI B KOBYi, He 3MiHIOIOThCSA. [1if 4ac mocifiB Ha TBapuHax
3adikcoBaHo, 110 HakonuyeHHs JIXK Ipu3BOOUTh J0 YpaXKeHHS MeYiHKK Yepe3 HeJOCTaTHIO
akTUBHICTH cynbdartaril JIXK. YV mogunu € 3gatHicTh cynbdaTyBatu JIXK. Y nesgkux mauieHTiB y X0mi
MOCTiAKEeHb BiIMidany MOITKOMAXKEHHS MeYiHKY, ogHAK BOHO He 6yI0 moB’si3aHo 3 Teparieo YIXK.



Ile mOSICHIOETBCS TUM, III0 Yy OeAKnuX J'IIOI[efI MOXKe 6YTI/I 3HHKEHA 3[aTHICTh 10 Cynbd)aTYBaHHH, ajie
Ine ABHUIIE HE BUBYEHE.

KniniuHi xapaKTepuCTHKH.
Iloka3zaHHA.

- YpcoHOCT mpu3HavyaloTh NallieHTaM i3 peHTTeHHETaTUBHUMHU, HeKalbIM(iKOBaHUMU KaMeHSIMU
JKOBYHOT0 Mixypa <20 MM y Ha#binbIomMy giamMmeTpi, ms SKUX Moxke OyTH IpoBefieHa paKyIbTaTUBHA
XOJIELCTEKTOMIis, BKJII0YAl04YU MAl[i€HTIB 3 BUCOKUM XipYPriyHUM PU3UKOM 4Yepe3 CUCTEMHE
3axXBOPIOBaHHS, MAIiEHTIB JIITHHOTO BiKYy, 0Ci0 3 iHAMBiyaTbHOIO HEIIEPEHOCUMICTIO 3arajibHol
aHecTe3sii abo mallieHTiB, SIKi BiIMOBISIOTHCS Bif omeparii.

- YpcoHOCT mpr3HavaloTh OJ1s 3an00iraHHs YTBOPEHHIO XKOBYHUX KaMeHiB y Malli€HTiB 3
O0XKHUPIHHAM, SKi IIaHYIOTh LIBUAKO CKUHYTH Bary.

IIpomunoka3aHHA.

- [TamieHTH 3 Kanbu(piKoBAaHUMHU X0JI€eCTEPUHOBUMHU ab0 PEHTT€HKOHTPACTHUMHU
KaMeHSMU.

- [NamieHTH 3 HEBITKIATHUMU [TOKA3aHHSIMHY [I0 TPOBEIEHHS X0JIeIIUCTEeKTOMil, BKTI0Yar4u
HEpPEeMITYyI0unii TOCTPUHM XONEIUCTUT, XOIaHTiT, 00CTPYKIIiI0 XKOBYHUX LUISAXiB, KOBUHOKAM STHUM
IIaHKpeaTHUT, abo MallieHTH 3 JKOBYHO-KUIIKOBUMU (iCTyIaMHu.

- Anepris Ha XKOBYHIi KHCJIOTH.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

CekBeCTpaHTHU XKOBYHUX KUCJIOT, TaKi K XOJI€CTUPaMiH i KOJIECTUIIOJ, MOXYTb BILJIUBATU
Ha fito YIXK, 3meHInyioun ii BCMOKTyBaHHs. Byso moKa3aHo, 10 aHTALKUAN Ha OCHOBI aTlOMiHi0
agcopOyioTh XKOBUHI KHCIIOTH in vitro, 0TXKe, MOXKYTh 3HUKYyBaTH BCMOKTyBaHHS YIXK. EcTporenu,
OpaJibHi KOHTpaLeNTUBY Ta KIodibpaT (a TaKOXK iHIII IpemnapaTy, 1[0 3HUXKYIOTh PiBeHb MiMifiB)
30iTBIIYIOTh CEKpPellilo MeYiHKOBOI'0 X0JIeCTePUHY Ta MOXKYTh 3HUKYBATH edeKTuBHIiCTh YIXK.

YPCOHOCT MOXKe ITOCUTIOBAaTA BCMOKTYBaHHS LIMKJIOCIIOPUHIB Y KUIIEYHUKY. TOMY y
MAIliEHTIB, SIKi MIPUAMAaIOTh IUKJIOCIIOPUHHU, HEOOXigHO KOHTPOIIOBATH KOHIIEHTPAIIiI0 ITi€el
PEYOBUHY B KPOBi Ta B pa3i He0OXiMHOCTI 3MiHIOBATH [103Y.

B okpemux Bunagkax YIXK Moxke 3HUXKYBAaTH BCMOKTYBaHHS LIUNPOQIOKCALUHY.

CnocTepiranocsi 3HMKEHHS MaKCHMaIbHOl KOHIIEHTpallil aHTaroHiCTa Kalbllilo HiTpeHAUIIiHy
B 1m1a3mi kposi (C,,,,) i mnomi mig kpuBoio (AUC) npu 0gHOYaCHOMY MOT0 3aCTOCYBaHHI 3
YIXK. ITpu B3aemofiii 3 JaricoHOM BimMiganocs 3MeHIeHHsT TepaneBTUYHOro epekty YIXK.

LIi cnocTepexkeHHA Ta pe3ylabTaTd OOCIIIOXKEHb INn Vitro 3acBif4yyoTh Ipo noTeHmian Y I XK



iHOyKyBaTu dhepMeHTH Tumny uutoxpomy P450 3A. Ane KOHTpPOIbOBaHi KITiHi4Hi
nocnipxkeHHs BugaBuny, mo YIIXK He BUSIBJIA€ CYTTEBOrO iHOYKTUBHOTO €DEKTY AT
bepMenTiB TUy nuToxpomy P450 3A.

EcTporeHHi TOpMOHH 1 areHTH, 110 3HUXKYIOTh KOHIIEHTPAaI[il0 X0JIECTEPUHY B KPOBI, Takl K
K1o(ibpaT, MOXYTh COIPUSITA YTBOPEHHIO )KOBUHUX KaMEHIB, 1110 Ma€ ePEeKT, MPOTUIEKHUM
epexty YIIXK, sKi 3aCTOCOBYETHCS AJISI PO3YMHEHHS XKOBUHUX KaMEHiB.

Ocob 1ueocmi 3acmocyeaHHsi.

Po3unHeHHs KaMeHiB XKOBYHOT'0 MiXypa 3a JOIIOMOT0I0 YPCOHOCTY BUMara€e TpuBasol
Teparii. [loBHe po3unHeHHS BifOyBa€THCS HE Y BCIX MAIliEHTIB, a PelUAUB KaMeHiB MIPOTATOM
5 pokiB crioctepiraetscs y 50 % nauienTis, npu nikyBanHi YIXK. Heo0xigHO peTenbHO
notpuMyBaTucs yMoB Teparmil YIIXK, TakoX Cifi pO3TIAHYTH albTepPHATHBHI METOAN
nikyBaHHS. besneka 3acTocyBaHHS YPCOHOCTY Oinbiile 24 Mics1liB He BCTaHOBIIEHA.

MoXKuBICTh KOHTPOJIIOBATH CKJIaf, KOBYi [JIS1 IIePeBipKU 3MEHIIIEHHS BMICTY X0JIECTEPUHY B
2KOBUi € BaXJINBUM €JIEMEHTOM CIPHUSATIABOTO IPOTHO3Y PE3yJIbTaTiB JTiKyBaHHS.

[TarrieHTaM i3 YaCTUMU XKOBUHUMHU KOJIiKaMH, iHPEKLiIMU XKOBYHUX NIISAXIB, TIXKKAMU
po37afiaMu MiAIITyHKOBOI 3a103u a0o MallieHTaM i3 3aXBOPIOBaHHSIMU KUIIEYHUKY, STKi
MOXKYTh BIIJIUBATU Ha KUIIKOBO-TIEYiHKOBY IUPKYIAILII0 2KOBYUHUX KUCJIOT (el0HOINeanbHa
pe3ekiris abo cToMO3, perioHapHuUi ineiT), HeoOximHO 3 060ePekKHICTI0 3aCTOCOBYBATH
nmikapchKuM 3acio.

[TamieHTaM, SIKi 3aCTOCOBYIOTh YPCOHOCT AJId PO3UMHEHHS XKOBUHMX KaMeHiB, JOIIJIbHO
IIPOBOJIUTH YIIbTPA3BYKOBE AOCTimKeHHS abo xoneuucTorpadito KoXKHi 6 MiCSAILiB AT
IepeBipKy e(eKTUBHOCTI IpemnapaTy. OJHUM i3 TOKa3HUKIB IPOTPECUBHOTO JTIKyBaHHS MOXKE
OyTH CIIOCTEPeXKEHHS 3a CKJIAAOM XKO0BYi 3 METOI0 KOHTPOJIIO 3MEHIIIEHHST BMICTy
X0JIECTEPHUHY.

KiHKHY, AKi 3aCTOCOBYIOTH IIpenapar [jid PO3YMHEeHHS JKOBUHUX KaMeHiB, IOBUHHI BUKOPUCTOBYBATU
e(peKTUBHUY HETOPMOHAIbHUY METO[ KOHTpAIeIlil, OCKiTbKY TOPMOHAIbHI KOHTPALleNITUBYA MOXKYTh
MigBUIYBAaTH YTBOPEHHS KaMeHIB Y XKOBUHOMY MIXypi.

YnbpTpa3ByKoBe OOCIigKeHHs a00 XonenucTorpadio peKoOMeHI0BaHO MOBTOPIOBATH KOXKHi 6 MicsiB
y TAL[i€HTIB, sIKi 3aCTOCOBYIOTh YPCOHOCT [JI1 PO3YMHEHHS )KOBYHUX KaMeHiB.

[TpoTsarom nepmux 3 MicSIB TiKyBaHHS KOXKHi 4 THXKHI TiKapio He0OXiTHO KOHTPOIIOBATH GYHKIII
nevinky usixoM Bim6opy npob Ha ACT, AJIT ta I'TT Ta KoxHi 3 MicsAli Ipy IOaIbIIOMY JTiKyBaHHi.
KOHTpOmNBHI JOCHIAXKEeHHS Tal0Th MOXKIABICT, BUSHAYNTH, YX BiMIOBIiOa€ OPraHi3M IallieHTa Ha
JiKyBaHHS MEPBUHHOTO 0i/liapHOT0 MPO3Y, TAaKOXK TaKUi MOHITOPUHT [Ia€ MOXKJIUBICTh PAHHBOTO
BUSBJIEHHS NTOTEHIiaIbHUX IOTipIIeHb relaTUYHUX (QPYHKITIH.

Po3yuHeHHA Xx0/1ecmepuHo8uUX HCOBUYHUX KAMEHIB.

[ IpaBUJIbHOI OLIIHKY TepaneBTUYHOT0 epeKTy Ta 71 CBOEYACHOTO BUSIBIIEHHS KalbIU(iKOBaHUX
JKOBYHUX KaMeHiB, iX po3MipiB i cTaHy He0OXigHO MMPOBOAXTHU Bi3yaslilalliio ;KOBUHOT'0 Mixypa



(opanpHy x0nenrcTorpadio): 3arajbHe 300pakeHHS Ta OKJII03il B TOJ0XKEHHSX MallieHTa CTOSAYH,
JleXXayu Ha CIUHI (yIpTpa3ByKOBe OOCIIAXKeEeHH) Yyepe3 6-10 MicALiB micag mo4aTKy JIiKyBaHHS,
Oepy4u 0o yBaru po3Mip KaMeHiB.

HeporineHo 3acTocoByBaTé Y[IXK, K0 :KOBYHUY MiXyp He MOXKHAa Bi3yalidyBaTU PEHTT€HOM IIpU
KanblK(}iKoBaHUX KOBUYHUX KaMEHSX, IOPYLUIEHHSIX CKOPOYEHb JKOBYHOT'0 MiXypa abo0 mpu 4acTux
JKOBYHUX KOJIIKaXx.

3acmocysaHHA y aw00el AiMHb020 BIKY.

Y kniHigHUX mociimxkeHHsSX 0Mu3bK0 4 % MallieHTiB CTAHOBUIIM JTIOIM BiKOM Bifl 65 POKiB
(mpubmu3Ho 3 % Oynu cTapiue 75 pokiB). 2KogHux BiKOBUX BiIMIHHOCTEH y IOKa3HUKaxX Oe3MeKu
Ta e(EeKTUBHOCTI BUSBIIEHO He Oyso. IHII 3apeecTpoBaHi KITiHiUHI JOCTigXKEeHHS He BUSIBUIIU
BiZMIHHOCTEH y TIAIli€HTIB JIITHLOTO BiKYy i MallieHTiB MOJIOALIOro BiKy. OgHaK He MOXXHA BUK/II0YaTH
HEeBeJUKIi BiIMiHHOCTI B epeKTUBHOCTI i GisbIIiil YyTAMBOCTI IeSKUX JIIOEeN MMOXUJIOTO BiKy, SKi
IPUIMaloTh YPcoHOCT. ToMy peKOMEHIY€eThCS iHAMUBinyanbHul mifnOip qo3yBaHHS [J1s Malli€HTiB
[aHOI BIKOBOI KaTeropil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py00H0.

HeMae gocTaTHiX faHUX OO0 3aCTOCYBaHHS TiKAPChKOTO 3aco0y IIifl 4ac BaTiTHOCTI,
oco0nuBo y I TpuMecTpi. [locmigkeHHsT Ha TBapHHAX CBil4yaTh PO TepaTOTeHHUM ePeKT Ha
PaHHIX CTafifgX BariTHOCTI.

He cnig 3actocoByBaTtu YIIXK y mmepion BariTHOCTI, SKIIO y IbOMy HEMA€E 0COOIMBOI HEOOXiTHOCTI.
2KiHKaM penponyKTUBHOTO BiKy MOXKHA 3aCTOCOBYBATU YPCOHOCT, TIJIbKU AKIIO BOHU KOPUCTYIOTHCS
BUIIPpOOyBaHUMU 3ac06aMy KOHTpalenilil. PEKOMeHAyIOTbCS HeTOPMOHAaIbHI KOHTpauenTuBy abo
mepopabHi 3aco0M KOHTpAIENIlii 3 HU3bKHM BMIiCTOM €CTPOTeHiB. fAKINO malieHTH npuiiMaiTs Y IXK
SIK 3aCi0 171 PO3YMHEeHHS XKOBYHUX KaMeHiB, CJIil BAKOPUCTOBYBATH JIuile eheKTUBHI HETOPMOHAJIbHI
KOHTPAIIENTHBU, OCKiTbKM TOPMOHAJIbHI 3aC00M KOHTPAIEIIlii MOXKYTh CIIPUSATH YTBOPEHHIO JKOBYHUX
KaMeHiB. [lepef mo4aTKOM JIiKyBaHHS HeOOXiTHO BUK/TIOUUTH BipOTigHICTE BAriTHOCTI.

Hewmae BimoMocTel IIpo IPOHUKHEHHS YPCOHOCTY B I'PyAHE MOJIOKO. TOMY He CJIifi 3aCTOCOBYBaTH
nmikapchbKuM 3acib y mepion romyBaHHs rpyanio. fAkimo nikyBaHHS YIXK 000B’sI3K0Be, TO TpyAHE
BUTOJIOBYBaHHS HEOOXiMHO IPUIINHUTH.

30amuicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He cmocTepiranocs BIIMBY Ha 30AaTHICTb KepyBaTu aBToMoOineM abo mpalfoBaTy 3i
CKJIagHUMH MeXaHi3MaMHu.

Cnoci6 3acmocyeaHHs1 ma 0o3u.

3actocoByBatu YXK cmip mig HarasaaoM ikaps.



Kamncynu noTpiOHO KOBTaTH LiTMMHU, 3allMBal04M PifrHOI0. HeoOXigHO JOTPUMYBaTUCS PETYIIIPHOCTI
IPUUOMY.

[Ing nauieHTiB, Maca Tina AKux MeHIe 47 Kr a0o0 y SKUX BUHUKAIOTh TPYAHOIII IIPX KOBTaHHI KaIlCyl,
PEKOMEeHI0BaHO 3aCTOCOBYBaTH IIpelapar y iHIIIN JTiKapchKil popMi (HalpuKiaz, CyCleH3id).

Po34uHeHHA HCOBUHUX KAMEHI8.

PekoMeHmOBaHa mo3a I JTiKyBaHHS JI3 YPCOHOCT st peHTTeHKOHTPACTHUX KaMeHiB )KOBYHOTO
Mixypa ctaHoBuTh 8-10 Mr/kr/moby B 2 a6o 3 nmpuitomMu.

KoHTposbHE YIBTPA3BYKOBE HOCIIIKEHHS KOBYHOTO MiXypa HEOOXigHO MMPOBOAUTH KOXKHI 6 MiCSIIiB
IPOTSATOM IIEPIIOTO POKY Teparllil mpemnapaToM. fAKIIO KOBYHI KaMeHi pO3YUHSAIOTLCS, 3aCTOCYBaHHS

Ipernapary CJIif IPOJ0BXKYBaTH i MPOBOOUTH YJIbTPAa3BYKOBE OOCIIIXKEHHS KOXHI 1-3 micami. Y
OiNBIIIOCTI MAIliEHTIB, Y SKUX Y KiHI[EBOMY pe3yJIbTaTi CIIOCTepiraau IoBHE PO3UYUHEHHS KaMeHiB,
yacTKoBe abo IIOBHE PO3UMHEHHS KaMeHiB CIIOCTepiraaocs Mpu Mepiii OIiHIIi JTiKyBaHHS. AKIIO
YaCTKOBE PO3YHMHEHHST KaMeHiB He CIIoCTepiraeThes micis 12 micsiiiB Teparii mpemapaToM YPCOHOCT,
UMOBIPHICTH YCIiXy 3HAYHO 3HUXKYETHCA.

ITpogpinakmuka KameHeymaeopeHHA.

PexoMmeHgoBaHa go3a npenapary Ajs TPoQinakTUKK KOBYHUX KaMeHIB y IAIi€HTIB, SKi IJIaHYIOTh
IIBUIKE 3HUKEHHS Bary, cTaHOBUTH 600 mMr/moby (rmo 300 Mr 2 pa3u Ha fo06y).

Iimu.

HeMae mocTaTHBOTO [OCBiAy 3aCTOCYBaHHS MpelaparTy y JiTen.

Ilepedo3yeanHs.

[Ipu nepeno3yBaHHI MOXKJIMBa Aiapes. [HII CUMITOMYU NTepefo3yBaHHSA MaJO¥MOBIPHI, OCKIJIbKY
nornuHauHg YIXK 3MeHIyeThCs TPy 30iIbIIeHHI 03U, TOMY OiNTbIIICTS il KiTBKOCTi EKCKPETYETHCS 3
bekamigmu.

Y pagzi nosiBu miapei 103y MOTPiOGHO 3MEHIITUTH, a SKIIO fAiapes IOCTifHa - Tepalliio MPUINHUTH.

Y cneundiuamx 3axomax notTpedu HeMae. JIikyBaHHS Aiapel - CAMIITOMaTU4He, CIIpSIMOBaHe Ha
BiIHOB/IEHHS OajlaHCy PiAMHU Ta eJIeKTPOJIITIB.

Bimomi Bumagku nmepemo3yBants YIXK Ipu 3aCTOCyBaHHI ITpenapaTy y 4o3i fo 4 r Ha go0y, ane
TaKa [j03a He MaJjla 3HauyIllIuX HaCJIigKiB.

fKIo BUMmagKoBo Oyra nmpuitHsaTa Benuka mo3a YIXK, peKoMeHOyeThCsI BXKUTH 3BUYAMHUX 3aXO0[iB,
SIK TIPH IHTOKCHKAIligX, a00 MPU3HAYMTHU X0JI€CTUPAMIH IJis 3B’I3yBaHHS }KOBYHHUX KUCIIOT.

[TomaTKOBa iHpopMallis 1010 0COONMBUX T'PYII MAIliEHTIB

TpuBana Tepanisa Bucokumu go3amu YIXK (28-30 mr/kr/mo0y) y mallieHTiB 3 IepBUHHUM



CKJIEPO3YI0YUM XOJIQHTiTOM (3aCTOCYBAaHHS 3a HE3apPEeEeCTPOBAHUM ITOKAa3aHHSIM) Oysia OB’ si3aHa 3
Oi7TbII BECOKOIO YAaCTOTOI CepHo3HUX HeOazkaHUX SBUII.

ITob6iyHi peakuii.

[Tim yac mpoBemeHHS MOCIiIXKeHb, XapaKTep i YacToTa MoOiYHUX peakIlitt Oyau 0OmHAKOBUMU
y BCix rpynax. Huxde HaBefeHi mo0iyHi peakllil Ta CTaHH, IKi 3yCTPidalOThCS HaldacTille:

3azanvHi po3aadu:

rpunonofibHi CMMITOMHU, anepris.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY:

6inb y XKUBOTI, UCIIENCis, 3aKpell, giapes, HymoTa, O/TI0BaHHS, XOJIEIUCTHUT.
3 60Ky duxaabHOi cucmemu:

OpoHXiT, Karesnsb, GapuHriT, iHeKIlil BepxXHiX quxaabHUX IIJISIXiB,

3 60Ky onopHO-pyx08020 anapamy:

apTpaUris, apTpuT, 6isb y CIuHi.

3 60Ky Hepsosoi cucmemu:

3alaMOPOYEeHHs, TOJIOBHUM Oiflb.

3 6oky wkipu ma npudamkiae:

BunapginHs BOIoCCS.

3 boky ceyocmamesoi cucmemu:

iH(eKIIil CeHOBUBITHUX IIIIAXIB.

Peakuii nidguweHoil yymaugocmi:

OyKe pigKo MOXKJIMBI allepriyHi peakiiil, BKJII0UalOUYX BUCUIIAHHS, KPOIIUB' THKY.

[ToBimoMnenHs npo nmobiuHi peakilil micyis peecTpariil 1ikapchbKoro 3aco0y Mae BaXK/IMBe 3HAYEHHS.
Lle na€e 3MOry MPOBOOUTY MOHITOPUHT CIiBBIQHOILIEHHS KOPHUCTH/PU3UK IIPU 3aCTOCYBaHHI
ITbOTO JIIKaPChKOro 3aco0y. MemuuyuHuM Ta papMalleBTUYHUM IPAlliBHUKAM, a TaKOXK
narfiestTaM abo X 3aKOHHUM IIPefiCTaBHUKAM CIIif] TOBiJOMIISATH IIPO YCi BUTIAAKHU
igo3pioBaHUX MOOIYHUX peakIliii Ta BiCyTHOCTI e(eKTUBHOCTI JTiKapChKOT0 3aco0y uepes
aBTOMaTHU30BaHy iH(GOpPMaliiiHy CUCTeMY 3 papMaKOHATIAAY 3a IMOCUIaHHSIM:
https://aisf.dec.gov.ua

Tepmin npudamHocmi. 5 POKiB.


https://aisf.dec.gov.ua

He 3daCTOCOBYBATH IIpelapar IIicyIs 3aKiH4YeHHS TepMiHy I'IpI/II[aTHOCTi, 3d3HAa4Y€HOr'o Ha YHaKOBLIi.

YMoBu 30epiranHsi.
30epiraTu npu Temnepartypi He Bute 25 °C.

36epiraté B HEOOCTYIIHOMY IJIST OiTEH MicCIIi.

YnaxoBka.

ITo 10 xamcyn y 6micTepi; mo 2 a6o mo 5 6ymicTepiB y KAPTOHHIA KOPOOIIi.

Karteropist Bimmycky. 3a pelenToM.

BupoOHUK.
TOB «Mapidpapm», CrnoseHis

Marifarm d.o.o., Slovenia

EBepTomxeHn Jland Caencus Jlimiten

Evertogen Life Sciences Limited

Micue3HaxoIKeHHsI BUPOOHHKA Ta ajipeca Miclsi IpoBaIXKeHHs HOr0 Tis/IbHOCTI.
ByJ. MinapikoBa, 8, Mapi6op, 2000, CroBeHisi.

8, Minarikova street, Maribor, 2000, Slovenia

[TmoT Ne: Ec-8, Ec-9, Ec-13/I1i Ta Ec-14/I1i Ti Ec Aii Au Ci, ®apma Ec [ 3ert, I'pin Ingactpian I1apk,
[Monenanni (Bi), Equepna (Em), Maxabybuarap, Tenanrana, IH-509 301, Iamis

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



