COOTBETCTEYET 3KCMEPTHOMY OTYETY
ot 18.12 e IR

MHCTPRYKLAg Z=1EA0EA

I[1O MEJUIIMHCKOMY ITPUMEHEHMIO JIEKAPCTBEHHOTI 'O ITPEITAPATA
IKCXOJI®

PerucrpaunonHslii HOMep:
Toprosoe HaumeHOBaHue: Dkcxon®

Memnynapozmoe HEMATCHTOBAHHOC HAMMCHOBAHHUE: YPCOAC30KCHUXOJICBAs
KHCJIOTa

JlekapcTBeHHas opma: Kancyssl

Cocras
OpHa KarcyJia COIEPKUT:

eucmsyrowee sewecmso. ypcoaezokcuxosueas kuciora 250,00 mr;
ecnomozamenvhvle Geujecmea: Kaublus rtuapodocdara guruapar 24,70 wr,
KpEMHHUS AUOKCHU KOutouaHbIi 3,70 Mr, nakTo3bl MoHOruapat 34,00 mr, MarHus
creapar 2,00 mr, moBuaoH K-30 9,00 mr, kpocioBu 101 6,60 mr;

coCcmas Kancyivl meepooul dcenamunosou Ne (): xkopiyc —xxenatud 57,82 Mr, THTaHa

nuokcun 1,18 mr; kpelieuka — xenaTtuH 36,26 mr, Tutana auokcup 0,74 mr.
Onucanue

TBepaple xenaTUHOBbIE Karcysibl Ne(), kopmyc M Kpblllieuka O€JIoro IIBeTa.
ConepxuMoe KarcyJl — IOPOIIOK Oeoro wiM nmoutu 6esoro 1msera. J{omyckaercs

HaJu4yue rpanyl.
dapmakoTepaneBTHYECKAS IPYNNA: TeNaTONPOTEKTOPHOE CPEACTBO.
Koax ATX: A0OSAA02

dapmakojioruvyeckoe jieiicTBue

Dapmakoounamura

['enmaTonpoTeKTOpHOE CPECTBO, OKA3bIBAET JKCITYETOHHOE JCUCTBUE. Y MCHBIIIACT
CHHTE3 XOJICCTEPHHA B IEYCHU, BCACHIBAHNE €TI0 B KHIIICYHHKE M KOHIICHTPAIUIO B
KU, TIOBBIIAET PACTBOPHMOCTH XOJIECTEPHUHA B JKCITYCBBIBOASAIICH CHCTEME,

CTUMYIINPYET 06p330BaHI/IC H BBIACICHHUC XCIYU. CHuM>XaeT JTMTOreHHOCTh KEII4UH,



COOTEETCTBY E__ 3K __ EPT -_:_: MY OTUETY
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YBEJIMYUBAET B HEW COAEPKAHUE KETUHBIK KUCIOT, BRIZRIBAET YCUICHAE XKy TOUHON

4 4

W TIAHKPEATUYECKOW CEKPELMM, YCHUIMBACT AaKTUBHOCTb JIMIA3bl, OKAa3bIBACT
TUITOTJIMKEMUYECKOE JEHUCTBUE. BBI3BIBACT YaCTUYHOE WM ITOJHOE PACTBOPEHHUE
XOJIECTEDUHOBBIX ~ KaAMHEW IIPU  DHTEPAJIbHOM  IPUMEHEHUHM, YMEHBIIACT
HACBILICHHOCTh  JKETYM  XOJECTEPMHOM, 4YTO CIOCOOCTBYeT MOOWIM3ALUU
XOJIECTEpUHA U3 JKETYHBIX KaMHel. OKa3blBaeT UMMYHOMOAYJIMPYIOIIEE IEUCTBHE,
BIMSAECT HA HMMYHOJIOTMYECKHE PEaKUUH B IIEUYCHHU: YMEHBIIAET 3KCIPECCHUIO
HEKOTOPBIX AHTUICHOB Ha MEMOpaHe TIelmaToOLUTOB, BIUSAET Ha KoJuW4yecTBO T-
auMpouuTOB, 00pa30BaHNE HHTEPIEHKUHA-2, yMEHBIIAET KOJIMYECTBO 303UHO(UIIOB.

[IenmaTpudeckas MONyJIsIus

Myxkosucyuoos (kucmosmwiii pubpo3s)

CoriacHO TaHHBIM KJIMHUYECKUX OTYETOB, UMEETCS MHOTOJIETHUH onbIT (70 10 et u
Oomnee) JieUyeHUS YPCOJIE30KCUXOJEBOM KHUCIOTOW MEeAUaTPUUYECKUX OOJBHBIX,
CTpaJalolMX TenaToOuIMapHONd OOJIe3HBIO, CBS3aHHOM C MYKOBHUCIIHJI030M
(CFAHD). WUmerotcs naHHble 0 TOM, YTO TE€pamusi YPCOAE30KCUXOJIEBON KHUCIOTOM
crocoOHa CHWXaTh MPOJU(EPaUI0 KEIUYHBIX MPOTOKOB, 3aMEIJISATh Pa3BUTHUE
MOBPEXJCHUN, BBISIBISEMBIX TP THUCTOJOTMYECKOM HCCICIOBAHUM, M JaXKe
CIIOCOOCTBOBATh OOPATHOMY Pa3BUTHIO U3MEHEHUW TrenaToOMIIMapHOW CHUCTEMBI B
ciaydae, eciau Tepanus HauumHaeTrca Ha paHHux craausax CFAHD. B nensax
onTuMH3auu dQPEKTUBHOCTH JICUCHUS TEPAIUIO YPCOJIE30KCUXOJIEBOM KHUCIOTON
CJIey€eT HAUMHATh KaK MOKHO paHbliie nociie yctaHnopienus auarno3a CFAHD.
Dapmaroxunemura

[Tocne mpuema BHYTPH YPCOJE30KCHXOJIEBasi KHCIOTa OBICTpO abcopOupyeTcs: B
TOLLIEH KUIIKE U B IPOKCUMAJIbHOM OTAEJE MOAB3I0MIHON KHUILKH ITyTEM ITACCUBHOU
nuddy3un, a B AUCTAIBHOM OTEIe MOAB3IONIHON KHIIKH - 32 CYET aKTUBHOTO
TpaHcniopta. BcackiBaercs mpubnusurensHo 60-80% mpunsiTot mo3el. [locre
BCACBIBAHUS YPCOJIE30KCUXOJIEBasi KHUCJIOTA IOYTH TOJHOCThIO KOHBIOTUPYET B
MIEYCHU C TJIMIIMHOM M TAYPUHOM U BBIBOJUTCS C JKeT4bto. [[pu mepBoM nMpoxoxkaeHuH

yepe3 nedyeHb Metadonuzupyercs 10 60 %.



. (NOCHENOBATENBHOCT L 000
B 3aBUCMMOCTH OT CyTOYHOHU N03bI, THILA 2aGONERAIT AT PO et

KETUYM HaKalIMBaeTcs OoJblliee WM MEHbIIee KOJIMYECTBO YPCOJIE30KCUXOJIEBOM
KUCJIOTBl. B TO ke Bpemsi HaOIIOJaeTCsl OTHOCUTEIBHOE CHIDXKEHUE COJCpPKaHUS
IpyTuX, 00siee TUHIO(IIBHBIX KETIHBIX KACIIOT.

[lox neWicTBHEM KHUIIEYHBIX OaKTEpUN YpPCOAE30KCUXOJIEBAsl KUCIOTA YAaCTUYHO
pacrajaercsi ¢ O00pa3oBaHHEM 7-KETO-JIUTOXOJIEBOM M JIUTOXOJEBOW KHCIOT.
JluToxoneBass KHUCIOTa TEMAaTOTOKCHUYHA; Y HEKOTOPBIX BHUJIOB KUBOTHBIX OHA
BBI3BIBACT TMOBPEXKJCHUE TMapeHXMMbl TiedeHUu. B opranusme deioBeka OHa
BCACBhIBAETCA JMIIL B HEOONBIIMX KoJduyecTBax. B mpomecce Mertaboauszma
MPOUCXOJIUT €€ CyIb(haTUPOBAHUE B IIEUEHH, 32 CUET YEero OHA 00E3BPEKUBACTCS €IIIe
JI0 TOTO, KaK MPOUCXOJUT €€ DKCKPEIUsl B KeJUb, U BBIBOJUTCS U3 OpraHu3Ma C
kasioM. [lepron mostypacnaga ypcoae30KCUX0JIEBOM KUCIOThHI COCTABISIET OT 3,5 10

5,8 mHd.

IHoka3zaHus K NPUMEHEHUIO

PacTtBopeHue X0JIeCTEpUHOBBIX KaMHEH JKeTYHOTO My3bIpsi, OMITMapHbIid pedIiroKc-
racTpUT, MEPBUYHBIA OWJIMAPHBIA LUPPO3 MEUECHH NPU OTCYTCTBUU MPU3HAKOB
JICKOMIICHCALIMM, XPOHUYECKUE TEMaTUThl PA3JIMYHOTO TEHE3a, MEPBUYHbBIN
CKJIEPO3HUPYIOIIHIA XOJIaHTHUT, MYKOBHUCIU03 (KACTO3HBIM ¢bubpo3),
HEaJIKOTOJIbHBIM CTEaTOrenaTuT, ajKorojibHas OO0JE€3Hb IEYEHU, JUCKUHE3Us

KCIYCBBIBOIAIITNX HYTeﬁ.

IIporuBonOKa3aHus

PeHTreHononoxxuTenbHbie (C BHICOKUM COJICP)KAaHUEM KallbIUsl) JKeTYHbIC KaMHU;
HapyIIEHWE COKPATUTEIBHOW CIIOCOOHOCTH KEITYHOTO Iy3bIps, 3aKyMmopKa
YKEITYHBIX My TeH (3aKyMnopKa 00IIero KeJIYHOT0 TPOTOKA WK ITy3bIPHOTO MPOTOKA);
YacThle€ DJMU30/(bl JKEIIYHOW KOJIMKW; OCTphIe BOCHAJIUTENIbHBIC 3a00JieBaHUs
JKEJTYHOTO Ty3bIps M KEIYHBIX IPOTOKOB; LMUPPO3 IIEYEHU B CTaJUU
JIEKOMIICHCAIIUM; BbIpaXK€HHAsl TEYEHOYHAas W/WIM TOYeYHas HEJIOCTaTOYHOCTh;
MOBBILIECHHA YyBCTBUTEIBHOCTh K KOMIIOHEHTaM IpenapaTa Wik APYTrUM KeJITIHbIM

KHCIIOTaM, I€TCKUI BO3pacT 110 3-X JieT (711 TBEPbIX JIEKaPCTBEHHBIX (HOpM).



IlequaTpuyeckast monyJIsaims

HeynayHo BBINONHEHHas MHOPTOPHTEPOCTOMHS WM  CIy4aul  OTCYTCTBHUSA
BOCCTAHOBJICHUS HOPMAJIbHOIO IIOTOKA JKEIYM y JeTed C  aTpesuen
YKETYEBBIBOJALIUX ITyTEH.

Jetssm B BO3pacTe A0 3 JeT, a TaKke MalueHTaM C 3aTpyJHEHUEM IIpu
IPOTJIaTBIBAHUM TBEPABIX JIEKAPCTBEHHBIX (POPM, PEKOMEHAYETCS NPUMEHSATH

pcrapaTbl prOHGSOKCHXOHCBOﬁ KHCJIOTBI B BUAC CYCIICH3UH.

IIpuMeHeHue NpU OepeMEHHOCTH ¥ B MEPHO/I IPYIHOT0 BCKAPMJIMBAHUSA

[Io maHHBIM uCCIIEIOBAaHWK Ha >KUBOTHBIX YPCOAE30KCHUXOJEBAasi KHUCIOTa HE
OKa3blBae€T BIUSHUSI Ha (QepTwibHOCTh. JlaHHBIE O BIUSHUU JICUCHHS
YPCOIE30KCUXOJICBOM KMCIOTOW Ha PEPTUIILHOCTD Y YEIOBEKa OTCYTCTBYIOT.
JlaHHBIE 00 UCIOJIB30BAHUHU YPCOJIC30KCHUXOJICBOM KHUCIOTHI Y OepeMEHHBIX
JKEHIIIUH HOCAT OTPAaHMYCHHBIM XapaKTep WM OTCYTCTBYIOT. McciemoBanus Ha
YKUBOTHBIX TMOKA3aIM HAINYUE PETPOAYKTUBHON TOKCUYHOCTH HA paHHEH CTaauu
oepemenHoctd. Bo Bpems OepeMEHHOCTH YPCOJE30KCHXOJIEBas KHCIIOTa
WCITOJIB30BAaThCSA HE JIOJDKHA, 3a HCKIIOYCHHEM CIIy4daeB, KOrja JTO SIBHO
HEOOXOINMO.

[IpumeHeHue penapaTa >KeHITUHAMHU, 00J1aTaF0IITUMHU JETOPOIHBIM ITOTEHITUAIIOM,
BO3MOYKHO TOJIbKO, €CJIM OHHM HCIOJB3YIOT HAJCKHBIE METOIBl KOHTpPAICTIUH.
PexomMeHmyeTcss  MCIOIB30BaTh  HETOPMOHAJBHBIE  KOHTPALCTITHBBI  WJIU
MepopalIbHBIC KOHTPAILIENTUBBEI C HH3KUM CoJiep)KaHueM JctporeHa. OpHako
naryeHTaM, MPUHUMAIOIIUM YPCOJIC30KCUXOJICBYIO KHCIIOTY MJIS PacTBOPCHHUSI
KaMHEHl B  JKETYHOM  My3bIpe, CJEIYyeT UCIOJIb30BaTh  A(PEeKTUBHBIE
HETOPMOHAJIbHBIC KOHTPAIICTITHBBI, TaK KakK TOPMOHAJIBbHBIC TIEpOpaIbHBIC
KOHTpAICNTUBLI MOTYT TIOBBIIIATH 0O0OpPa30BaHUE KEITYHBIX KaMHEH. BO3MOKHOCTH
OepeMEHHOCTH JOJDKHA OBITh CKITFOUCHA JI0 Havalla JICUCHUS.

CorylacHO JaHHBIM HECKOJBKHX JIOKYMEHTAJILHO TIOJATBEPKICHHBIX CITyYacB,
YPOBEHb YPCOI€30KCUXOJIEBOM KHCIIOTHI B TPYAHOM MOJIOKE Y KEHIIIMH OUY€Hb HU30K
W TOSTOMY BO3HHMKHOBEHHE TOOOYHBIX pEaKuil y JeTed mnpu TPyTHOM

BCKapMJIMBaAHUH HC OKHUAACTCA.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.12.2023 N= 26501

(MOCNEOCBATENEHDCTE 0001)

Cnoco0 npuMeHeHus M 103bl

I[CTHM U B3pPOCJIBIM C Maccoii Tenma meHee 47 Kr PCKOMCHAYCTCA IPUMCHATDH
YPCOAC30KCHUXOJICBYIO KUCJIIOTY B BUAC CYCIICH3HUU.

PacmeopeHue XOJIECMEPUHOBBIX IHCETUHbIX KamHeu

PGKOMCHI[yeMa}I J03a COCTaBJIACT 10 mr prOH€3OKCHXOHCBOﬁ KUCJIOTHI Ha | kr

MacCChI TCJIa B CYTKH, YTO COOTBCTCTBYCT:

Macca Tesa Kancya
Jlo 60 xr 2
61-80 xr 3
81-100 kr 4
Csrimre 100 xr 5

[Ipenapat HEOOXOUMO TPUHUMATH €KETHEBHO BEYEPOM, MEPE]] CHOM (KarCyJbl HE
Pa3KEBBIBAIOT), 3aMMBasi HEOOJIBIIIUM KOJTUYECTBOM KUJKOCTH.

JlnutenbHOCTh  JieueHust 6-12  wmecsiueB. s npodUIakTUKH  TOBTOPHOTO
XOJIEIMTHA3a PEKOMEHJOBAaH MPUEM Mpenapara B TCUECHUE HECKOJBKHX MECSIEB
IIOCJIE PACTBOPEHUS KAMHEH.

Jleuenue 6wmapH020 Ded)ﬂIOKC-ZClCWZDMma

1 xarncyna npenaparta IKCXoa® eKXEAHEBHO BEUEPOM IEPE] CHOM, HE Pa3’KEBbIBAs
Y 3anuBasi HeOOJIBIIUM KOJIMYECTBOM BOJIBL.
Kypc neuenus ot 10-14 nueit 1o 6 Mecsues, npu HEOOXOAUMOCTH - 10 2 JIET.

Jleuenue nepsuunoco 6quuaDH020 uupposa

CyTouHas 032 3aBUCUT OT MAacChl TeJla U COCTABIAET OT 3 /10 7 Karcya (IpuMepHO
14 £+ 2 Mr ypcoae30KCUX0JIeBOM KMCIIOTHI Ha 1 KI Macchl Tena).

B nepBrie 3 Mecsiia JieueHus nprem npenapara IKexon® kamncynsl 250 Mr cieayer
pa3AeNIUuTh Ha HECKOJIBKO MPHUEMOB B TeueHHe AHs. [loce yiaydiieHust me4eHOUYHbIX
nokaszaresieil CyTOUHYIO 703y Mpernapara MOKHO MIPUHUMATh OJIMH Pa3 BEUECPOM.

PexoMeHyeTcs crenyomun pexxuM MPUMEHEHUS :



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.12.2023 N= 26501

(MOCNEOCBATENEHDCTE 0001)

KancyJas mo 250 mr

Okcxon® karncysbl 250 mr
Briocaencrtsun
Macca Tena (kr) nepBbie 3 Mecsla JeUeHHUs
BEyep

yTpO JICHb Beuep (1 pa3 B acHB)
47-62 | 1 1 3
63-78 1 1 2 4
79-93 | 2 2 5
94-109 2 2 2 6
cebie 110 2 2 3 7

Kamncynel cienyer npuHUMaTh PETyJsIpHO, HE pa3KeBbIBasi, 3alIUBas HEOOJBIITUM
KOJIMYECTBOM >KUIKOCTH.

[IpumeHeHne  ypcoJIe30KCUXOJEBOM  KUCIOTHI ISl JICYCHUS  TMEPBUYHOTO
OMITMapHOTO IUPpPO3a MOXKET OBITh MPOJODKEHO B TEUYECHHE HEOTPAaHHMUYEHHOTO
BpPEMEHH.

VY manueHToB ¢ NepBUYHBIM OMIIMAPHBIM ITUPPO30M B PEIKUX CIIyHasX KITMHUYECKUE
CUMIITOMBI MOTYT YXYAIINTHCS B Hadaje JICUCHUS, HATIPUMED, MOXKET yIaCTUTHCS
3ya. B aToMm ciyuae nedenue cineayet npoAoKUTh, IPUHUMAs TI0 OJTHOM KarcyJie
eKEIHEBHO, Jajee CJeIyeT TIOCTENIeHHO TOBBIIIATh JIO3UPOBKY, YBEIMYUBAs
CYTOUYHYIO JI03Y €XEeHEIeIbHO Ha OJIHY Karcyiy, 10 TeX Mop, MoKa BHOBb HE OyeT
JIOCTUTHYT PEKOMEHIOBAaHHBIN PEKUM JTO3UPOBAHMUSI.

Cumnmomamuyeckoe jedeHue XpoOHU4eCKUx 2enamumos pa3iuiHo20 2eHesd -
cyrouHas go3a 10-15 mr/kr B 2-3 npuema. J[TUTeTbHOCTS JieueHus — 6-12 mecsieB
u Oosee.

llepsuunwiii cxneposupyrowuti xoaaxeum - CyTodHas jgo3a 12-15 Mr/kr; mpu
HEOOXOJMMOCTH /1032 MOXKeT ObITh yBenuueHa 10 20-30 mr/kr B 2-3 mpuema.
JITMTehHOCTh TEpallii COCTaBISIET OT 6 MECAIEeB 0 HECKOJIBKUX JIeT (CMOTpHU
pazaein: «Ocolble yKazaHus).

Myxkosucyuoos (kucmo3suuiil puopo3s) - cyrounas nosa 20 mMr/kr/cyT B 2-3 npuema,

C JayibHEHIIUM yBenrndeHrueM 10 30 MI/Kr/cyT npu HE0OXOAUMOCTH.



COOTBETCTBYET ZKCNEPTHOMY OTHETY

ot 18.12.2023 N2 26501
(HOCAERCEBATEREHOCTE 0001
CyTtouHas 1032 Dkexon® kancyhbt 250 mr
Macca Tena
(xT) (Mr/KT Macchbl
Tena) YTpo ACHb BEeYep

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

Heanxozonvuwiii cmeamozenamum - cpennss cyrounas go3a 10-15 mr/xr B 2-3
npueMa. JlIMTenpHOCTH Tepamuu cocTaBisieT OT 6-12 MecsueB u  Oosnee.
AnkozonvHas 60n1e3ub neweHu - cpeHss cytounas go3a 10-15 mr/kr B 2-3 npuema.
JIMUTENbHOCTD TEPANMH COCTABISIET OT 6-12 MecsleB u Ooiee.

Jluckunesus orcenuesvleoosuux nymei — CpeaHsas cyrodHas mgo3a 10 mr/kr B 2
npuemMa B TeYeHue OT 2 Henelnb 10 2 MecsieB. [Ipu HeoOXoauMocTH Kypce JIeUeHHUs
PEKOMEHYETCSl [IOBTOPHTb.

IToOouHoe nelicTBue

OueHka HeKenaTeNbHbIX SIBJICHUI OCHOBAaHA Ha CJEeAyIoIel KiaccuuKauuu:
Ouens vactoie (>1/10)

Yacteie (>1/100 - <1/10)

Heuacteie (>1/1000 - <1/100)

Penxue (>1/10000 - <1/1000)

Ouensb peakue (<1/10000).

Hapywenus co cmoponsi s#ceny0ouHo-KUeuHo20 mpakma.:

B kimHUYEeCKUX UCCIeI0BaHUIX Ha (POHE JICUEHUS YPCOE30KCUXO0JIEBOM KHUCIOTON
4acThIMU ObLIM HEO(OPMIICHHBIN CTYJ WIH TUapesl.

[Ipy nedyeHur mNEPBUYHOTO OWIMAPHOTO LHMPPO3a OYEHb PEAKO HAOIIONATIUChH

OCTphIe 0OJIM B MPAaBOW BEPXHEH 4aCcTH KUBOTA.



COOTBETCTBYET 3KCMEPTHOMY OTUETY

ot 18.12.2023 N= 2¢

(NOCNENOBATENEHO
Hapywenus co cmoponvl neuenu u Jicenyueableo0sujLx. ny‘]mm‘f-

b 0001)

B ouenb peakux cirydasix Ha GoHE JIEYEHHS YPCOI€30KCUXOIEBON KUCIOTON MOKET
IIPOU30MTH KaJIbIMHUPOBAHNE JKEITYHBIX KAMHEH.

[Ipu neyeHnn pa3BUTHIX CTAAUKA MEPBUYHOTO OUITMAPHOTO IUPPO3a B OUCHD PEIKUX
ciy4asix HaOJro1anach JEKOMIICHC AL UPpo3a EYeHH, KOTopasi Ucue3aeT Mociie
OTMEHBI TIperapara.

Hapywenus co cmoponsl Kodcu u noOKOINCHIX MKAHELL:

B ouenb peakux ciydasx MOTyT HaAOJIONAThCs aJUIEPrHUYEecKUe peakiid, B TOM
YHUCJIe KPATMBHUIIA.

Ecnu nro6ble U3 yka3aHHBIX B MHCTPYKIIMU MOOOYHBIX d(PPEKTOB yCyTryOIstoTcs,
wi Bel 3amernim apyrue mooouHbie 3G (GEKTh, HE yKa3aHHBIC B WHCTPYKITUH,
noXkanaymucTa, cooommre 00 3ToM Bpauy.

Ilepeno3upoBka

[Ipn mepemo3upoBke BO3MOXKHA pauapes. Kak mpaBuiao, Ipyrue CHMIITOMBI
MEePETO3UPOBKH MaJIOBEPOSITHBI, TTOCKOJIBKY C YBEJIMYEHHEM J103bl TOTJIONICHUE
YPCO/I€30KCHXO0JIEBOM KHCIOTHl YMEHBIIIAETCS WM, COOTBETCTBEHHO, OOJbIIEE €€
KOJMYECTBO BBIIEsAeTCd ¢ (ekamusamu. HeoOxogumoctTh B TPUMEHEHUH
cnenuUIecKux Mep MpU Mepefo3upoBKe HeT. JledeHuwe mocneicTBUN Tuapeu
CUMIITOMATHYECKOE, HaIpaBJICHHOE Ha BOCIOJHEHHE OOBbeMa KHUAKOCTH W

BOCCTAHOBJICHHUC JJICKTPOJIMTHOI'O OajaHca.

B3aumopaeiicTBue ¢ APYruMH JIEKAPCTBEHHBIMH CPeICTBAMHU

KonectupamuH, KOJIECTUIOJ U aHTAIUbI, COACPKAIINE ATFOMUHUS THAPOKCHU] WU
CMEKTHUT (UTFOMUHUS OKCHUJT), CHUKAIOT aOCOPOIIMIO YPCOIE30KCUXOIEBOM KUCTOTHI
B KUILIEYHUKE U TaKUM 00pa30M YMEHBIIAIOT €€ MorJoieHne U 3 PEeKTUBHOCTS.
Ecnu ke ucmonb30BaHUE MPENapaToB, COJEPXKAIUX XOTs Obl OJHO M3 ITHUX
BEII[ECTB, BCE )K€ SABISETCS HEOOXOAMMBIM, MX HYKHO MPUHUMATh MUHUMYM 3a 2 4
JI0 TIpYieMa yPCOI€30KCUXO0JIEBON KUCIIOTHI.

VYpcoaezokcuxosieBasi KUCIOTa MOKET BIIMSTh HA MOTJIOIICHUE LUKJIOCIOPUHA U3

KHUIIICYHHKA. HOC—)TOMy y 6OJ'II>HI>IX, IMPUHUMAIOIKUX LUKJIOCIIOPHH, Bpad OOJIZKCH
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MIPOBEPUTH KOHUEHTPALMIO LUKJIOCHOPHUHA B _KPOR

[UKJIOCTIOpYHA B CITyyae He0OXOAUMOCTH.

B oTAenbHbIX Cllydasx ypcoae30KCHUXO0JeBask KHCIOTa MOYKET CHUXKATh BCAChIBAHUE
unpoIOKCcalnHa.

B KkIMHMYECKOM HCCIEIOBAHMM C YYacTHEM 3J0POBBIX  JOOPOBOJIBIICB
OJTHOBPEMEHHOE TMPUMEHEHHE YypCOAe30KCcHuxoyieBor Kuciotel (500 mr/cyt) m
po3yBactatuHa (20 Mr/cyT) NpPUBOAWIO K HEOOJBIIOMY IMOBBIINICHUIO YpPOBHSA
po3yBacTaTuHa B 1ia3me KpoBH. KimmHnueckas 3Ha4MMOCTh 3TOTO B3aUMOIEACTBHUS
B TOM YHUCJIE€ B OTHOIICHUU JPYTUX CTATUHOB HEU3BECTHA.

bbulo mokazaHo, 4TO y 3740POBBIX JOOPOBOJIBLEB YPCOAE30KCUXOJIEBasi KUCIOTa
CHW)KAeT MNHKOBble KOHIEHTpauuu B IazMe (Cpax) W IUIOMIAAb TOJ KPUBOMR
«xoHieHTpanus — Bpems» (AUC) 61okaTopa MeIICHHBIX KaJbIMEBBIX KAaHAIOB —
HUTPEHJUINUHA. B cllyyae OZHOBPEMEHHOrO NPUMEHEHHS HUTPEHIUIINHA U
YPCOAE30KCUXOJIEBON KUCIOTHI PEKOMEHIYETCS TIATEIbHBIT MOHUTOPUHT. MOXKET
noTpebOBaThCS yBEJIMYEHHUE J03bl HUTpEeHAUNHHA. IMeroTcs Takxke cooOIIeHUs O
B3aMMOJICUCTBUM €  JIalICOHOM, KOTOpPO€ TMPUBOJWIO K  YMEHBILIECHHUIO
TeparneBTuYeckoro 3gdexra nmocieaHero. ITu HaOIIOACHUS, HAPSAIY C JTaHHBIMU
DKCIIEPUMEHTOB in Vitro, NAlOT OCHOBAHWS IMOJIaraTh, YTO YPCOIAE30KCHXOJIEBas
KHCJIOTa CIMOCOOHA WHIAYLHUPOBaTh (epMeHThl cuctembl IuToxpoma P450 3A.
OpHako B CIUIAHMPOBAHHOM MCCJICIOBAHWM B3aUMOJICUCTBHUS C OyJAECOHUIIOM,
KOTOPBIN SABJISIETCSI W3BECTHBIM cyOcTparoM mutoxpoma P450 3A, unmykims
OoTMEYeHa He ObLa.

DCTpOreHHbIE TOPMOHBI U MPEMapaThl, CHIKAIOIIUE YPOBEHb XOJIECTEPUHA B KPOBH,
Takhue Kak Ki1ohuOpaT, YyBEIMYMBAIOT CEKPELMI0 XOJECTEpUHA B MEYEHU U,
CJIEIOBATEIbHO, MOTYT CTUMYJMPOBATh OOpa30BaHUE >KEIYHBIX KaMHEH, 4TO
HUBEIUPYET 3P(PEKT YypPCOIe30KCUXOJIEBOM KHUCIOTHI, KOTOpas MCHOIb3yeTCs s

pPacTBOpPEHHUS KAMHEHN B KETYHOM ITy3bIpE.

Oco0ble yka3aHus
[IpueM  ypcOAE30KCHXOJEBOW  KUCIOTHI  JOJDKEH  OCYIIECTBISTHCS — TOJ

Ha6JIIO,IIeHI/I€M Bpaya.



B TeueHune nepBbIX 3 MECSLEB JIEUEHUS C
MoKaszaTelid TeYeHW: TpaHCaMHHa3bl, MIeNoYHylo docdaTtasdy U ramma-
[IYyTaMUAJITPAHCIIENTHIa3y B CBIBOPOTKE KPOBU KAXK/bIe 4 HENENH, a 3aTEM Kaxble
3 mecsna. KoHTponb ykKa3aHHBIX MapaMeTpOB MO3BOJSET BBISIBUTH HAPYIICHUS
(GyHKINMY MTeYeHU Ha paHHUX CTaausX. Takxe 3To KacaeTcs MalMeHTOB Ha MO3THUX
CTaJAMsIX MEPBHUYHOIrO OWiuapHoro muppos3a. Kpome Toro, Tak MOXKHO OBICTPO
OTNpPEENNTh, pearupyer Ju MalKMeHT C MEePBUYHBIM OWIMApHBIM LHUPPO3OM Ha
MIPOBOJANMOE JICUCHHE.

Illpu npumenenuu y nayueHmos Ol pACmMEOPEeHUs: XOAeCMEPUHOBbIX HCETUHbIX
KaAMHeU:

J171st TOro 4TOOBI OLEHUTH MPOTPECC B JICUEHUU U ISl CBOEBPEMEHHOT'O BBISIBICHUS
IIPU3HAKOB KAJIBLIMHO3a KaMHEW B 3aBUCHMOCTH OT pa3Mepa KaMHEH, YKETYHBII
Ny3bIpb CIEAYET BU3yaIU3UpOBaTh (IEpOpalibHAs XOJIEHUCTOrpadus) ¢ OCMOTPOM
3aTEMHEHUII B TIOJIOKEHUU «CTOS» M «Jieka Ha chnuHe» (YJIbTpa3ByKOBOE
ncciienoBanue) uepes 6-10 mecdiieB nociie Hayasaa JeYeHuUs.

Ecnu skemuyHblid My3bIph HEBO3MOXKHO BHU3YAJIM3UPOBATh HAa PEHTIEHOBCKUX
CHUMKAX WIM B CIIy4asX KaJIbLIMHO3a KaMHEH, cl1aboil COKpAaTUMOCTH >KEITYHOTO
ITy3bIPs WIIM YaCTBIX IPUCTYIIOB KOJIUK, Tpenapar IKCXoI® NPUMEHSTh HE CIEAYET.
[TanrenTkam, TpPUHUMAONIUM OKCXOJA® I pacTBOPEHUS JKEITYHBIX KaMHEH,
HEOOXOJIMMO  HCHONB30BaTh  A(M(PEKTUBHbIE  HETOPMOHAJIBHBIE  METOJbI
KOHTpALICNIMU, TaK KaK TOPMOHAJIbHBIE KOHTPALIENTHUBBI MOTYT YBEJIWYHUBATh
oOpa3oBaHHE >KEIYHBIX KaMHEW (cM. pazaensl «BzaumopeiicTBue ¢ Apyrumu
JIeKapCTBEHHBIMU cpencTBaMu» U «lIpuMeHeHne npu OEpeMEHHOCTH U B MEPHUO]T
I'PYAHOTO BCKapMIIMBAHUS ).

Ilpu neuenuu nayuenmos Ha NO3OHUX CMAOUAX NEPEUYHO20 OUTUAPHO20 YUPPO3a.:
KpaiiHe penko oTMeuanuch Ciaydau AEKOMIICHCAUuMW Luppo3a mnedeHu. [locie
MpEeKpallieHus] Teparuyd OTMEYallach YaCTUYHOE OOpaTHOE Pa3BUTHE MPOSBICHUN
JEKOMITEHCALINH.

VY manueHToB ¢ MEepBUYHBIM OMJIMAPHBIM LIMPPO30OM B PEIKUX Cllydasx B Haydaje

JCYCHHUA BO3MOXHO YCHICHHUC KIMHHUYCCKUX CHMIITOMOB, HaAIIPpUMEpP, MOKCT
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COOTBETCTBYET
o1 18.12

1B HOCTE 00013
YCUINTBCS 3yA. B aTom citysae no3y nwenanmg Henﬁ%mﬁ/'IMo iRt Q001

MOCTETNIEHHO BHOBB YBEJIMYMBATh, KaK onucaHo B pazjene «Crnocod npuMeHeHus u
J03BD».

Ilpu npumenenuu y nayueHmos ¢ nepeuyHbIM CKIEPOSUPYIOUWUM XOTAHSUTNOM:
JlnutenbHas Tepanusi BHICOKUMHU JI03aMH YPCOAE30KCUXO0JIEBOM KHUCIOTHI (28-30
MT/KT/CyT) y TAIMEHTOB C JAaHHOW IIaTOJIOTHEH MOTYT BBI3BaTh CEPbE3HBIC
OOOYHBIE SBJICHHUS.

VY nmnauuMeHToB ¢ Juapeeil cienyeT YMEHbBIIUTh JI03UPOBKY Tmpenapara. [lpu

NEPCUCTUPYIOLLEHN uapee CIenyeT IPEKPATUTh JIEUECHNUE.

BausiHne Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMH CPEACTBAMH U
MeXaHU3MaMM
VYpcoie30kcuxoseBas KUCI0Ta HE OKa3bIBAET BIUSHUS Ha CIOCOOHOCTH YIPABISAThH

TPaHCIOPTHBIMU CPEJICTBAMM M MEXAHW3MaMU WIH K€ 3TO BIMSIHUE MUHUMAJIBHOE.
®opMa BbIIIyCKA
Kancyinst 250 mr.

[Io 10 wmm 15 kamcyn B KOHTYPHYIO SYEHMKOBYHK) VYIIAKOBKY H3 IUICHKH

MOJIMBUHWIXJIOPUIHON U (DOJIBIY aIFOMUHUEBOM MEYaTHOM JTaKUPOBAHHOM.

[To 50 wmm 100 kancyn B GaHKY MOJMMEPHYIO JJIS JIEKAPCTBEHHBIX CPEJCTB U3
MOJIMATUIICHA BBICOKOM MJIOTHOCTH/TIOIUATUIICHA HU3KOTO
JaBIEHUs/MONMATUIIeHTepedTamaTa, €  KPBIIIKOM  HATATMBAEMOM WK
HABUHYMBAEMOU U3 TIOJUIIPOITIIICHA/TIONMATUIICHA HA3KOTO JAaBieHus. JlomycTumMo
WCIIOJIb30BaHUE KPBIIIEK, 00€CTICYMBAIONINX 3aIUTy OT JAETeH W/WUIM KOHTPOJIb
MEepPBOro BCKPBITUS. J[OMyCTUMO AJisl KOHTPOJISI TIEPBOrO BCKPBITHS UCIOJIB30BaTh

TEPMOYCAI0OUHYI0 IUIEHKY U3 NOJUBUHUIXJIOPHUAA.

[To 1, 3, 5, 10 KOHTYpHBIX AYEUKOBBIX yIakoBOK 1o 10 kancyn unu no 2, 4, 6
KOHTYPHBIX STYEHKOBBIX YIAaKOBOK 10 15 karcyn wiu o 1 0aHKe MoIMMepHON JJIst
JIEKapCTBEHHBIX CPEACTB C MHCTPYKLUHUEH IO IPUMEHEHHUIO IIOMEIIAOT B IIAYKy U3

KapTOHA.
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YcaoBus XxpaHeHUs
[Ipu Temneparype He Bbime 25 °C.
XpaHUTh B HEAOCTYITHOM JJI JI€TEH MECTE.

Cpok rogHocTu
3 roxa.

He IMPHUMCHSATH 110 UCTCHCHHUH CPOKA 'OAHOCTH.

YcioBus oTnycka

OTnycKarT Mo pelenTy.

Opuauyeckoe /MO, HA HMMS KOTOPOr0 BbIIAHO PErdUCTPAIUOHHOE
YIAOCTOBEpeHue:

3A0 «Kanondapma npoaaxiny, Poccutickas @enepanus

141100, MockoBckas o6acts, T.0. LlI¢nkoso, r. IllénkoBo, yi. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

Nudgopmanusi 00 opraHu3anusix, B KOTOpbIe MOryT ObITH HANpPaBJICHbI
MPEeTEeH3UN M0 KAa4eCTBY JIEKAPCTBEHHOI0 Mpenapara

3A0 «Kanondapma npoaaxiiny, Poccuiickas denepanms

141100, MockoBckast o6nacts, r.0. lllénkoBo, r. lll¢nkoBo, yu. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

DIeKTpOHHBIN azipec: safety@canonpharma.ru

Tonyuums dononnumenvusvie OanHble 0 Npenapame, HanPasUMy NPEMeH3UI0 Ha €20
Kauyecmeo, 0e30nacHoCmb, COOOWUMb O HeNCeNAMEeNbHbIX JIeKAPCMBEHHbIX
peakxyusx modicno no meneghony: 8 (800) 700-59-99 (6ecnnaTHas nuHus 24 yaca)
WM Ha caiite www.canonpharma.ru B pazzaene «Ilomutuka B 001acTu KauecTBay -
«be3onacHOCTh IpenapaToB.

IpousBoauresb

3A0 «Kanondapma npomaxitny, Poccuiickas deneparus

[Ipon3BoACTBO TOTOBOM JIEKAPCTBEHHOM (hOPMBI:

MocxkoBckas 06:1., T.0. lIénkoBo, r. [lénkoBo, yiu. 3apeunas, ctp. 105b, k. 12.

[lepBuyHas ymakoBKa:
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 18.12.2023 N= 26501

MockoBckas o611., T.0. I1lénkoso, r. Iénkoro y'r'?‘%aJeEc%%%“ETElﬂ 001

Bropuunas (motpebutenbckas) yrmakoBKa:

MockoBckas 0011., r.0. [I[énkoBo, T. IllénkoBo, yi. 3apeunas, ctp. 1056, k. 16;
MockoBckas 0011., r.0. ll[énkoBo, T. Ill€nkoBo, yu. 3apeunas, ctp. 1056, k. 12;
Mockogckas 0011., r.0. []énkoBo, r. lI]énkoBo, yi. 3apeunas, ctp. 1055, k. 1.
Brimyckaronmii KOHTPOJIb Ka4ecTBa:

Mockogckas 001., r.0. lIlénkoBo, r. ll{énkoBo, yi. 3apeunas, ctp. 105b, k. 11.
Ten.: +7 (495) 797-99-54

www.canonpharma.ru
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