COOTBETCTEYET 3KCINEPTHOMY
ot 17.11.2023 N= 23304

OBILASI XAPAKTEPUCTHKA JIEKAPCTBEIHOFO TIPEITAPATA= "002)

OTYETY

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Ypconus, 250 Mr, KancyJsl.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB
JelcTByrolee BEUIECTBO: YPCOAEC30KCUXO0JIEBAsI KUCIIOTA.
Kaxxnas kancyna compepxut 250 MI ypcoae30KCHUX0IEBOIM KUCTOTHI.

[ToHBIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kancynsi.
Teepable sxenatuHoBbIe Karncysbl Ne 00 ¢ koprmycoM M KpbIlKoi Oenoro 1gera. Conepxumoe

KarcyJs — rPaHyIuPOBAHHBIN MOPOIIOK OEJIOT0 UK TTOYTH OEJIOTo IIBETA.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

JlexapcTBeHHBIN mpenapaT MPUMEHSAETCS y B3POCHBIX M JETe NpH  CIEAYIOLIUX
3a00J1€BaHMSX

e PacTBOpeHHE X0JIECTEPUHOBBIX KAMHEH JKEITYHOTO ITY3bIPS;

e bumapHsIif pediroke — racTpur;

o [lepBuuHbIi OMIMAPHBINA HUPPO3 MPU OTCYTCTBUU MTPU3HAKOB JEKOMIICHCALIUU;
e XpOHHMYECKHUE TeATUTHI PA3TMYHOIO FE€HE3A;

o IlepBHUYHBII CKICPO3UPYIOLIUN XOJIAHTUT;

e MykoBHCLIUI03 (B COCTaBE KOMIUIEKCHON Tepamnun);

e HeankoronapHbIN CTEATOrENATHUT;

e AnKkoroiibHas 0OJIE3Hb ICUCHHU;

o JIMCKUHE3US )KETUEBBIBOIAIINX TYTEH.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexuMm no3upoBanus

B3pocibie

PacmeopeHue XOJIECMEPUHOBBIX IHCEIUHBIX Kamuel
PCKOMCHI[yeMaSI J03a COCTaBJIACT 10 mr prO,Z[@SOKCHXOJICBOfI KHCIIOTEI Ha 1 KI Macchl Tela

B CYTKH, YTO COOTBCTCTBYCT:



COOTBETCTBYET 3KCINEPTHI 'H-' OTYETY
oT 17112023 N= 2 Z'

Macca Tena T e e RN = 1 & dU02]
o 60 kr 2
61-80 kr 3
81-100 xr 4
Cspire 100 kr 5

[Ipemapar HeE0OXOAMMO MPUHUMATH E€XKEAHEBHO BEUYEPOM, IEpel] CHOM (Kamcyjabl He
pa3KEeBBIBAIOT), 3alIMBast HEOOJIBIINM KOJIUYECTBOM >KHUIKOCTH.

JmutensHocTh neueHust 6—12 mecsueB. ns npoduIakTHKH TOBTOPHOTO 0Opa3OBaHMS
KaMHEH pEeKOMEHIyeTcs IpHUeM Ipenapara B TEUEHUE HECKOJIbKUX MECALEB II0CIe
pacTBOpPEHUs KaMHEH.

Jleuenue bunuaprnozo pegnoxc-eacmpuma

1 karcyna YpconuBa €XEIHEBHO BEUEPOM Iepe/l CHOM, 3aruBasi HEOOJIBIINM KOJIHYECTBOM
BOJIBI.

Kypc neuenus ot 10—14 aneii 1o 6 mecaieB, mpu HEOOXOIUMOCTH — J10 2 JIET.

Jleuenue nepsuuno2o 6unUApHO20 YUPPO3a

CyTtouHas 7032 3aBHCUT OT MAaccChl TeJla ¥ COCTaBIISIET OT 3 10 7 Karcyn (mpumepHo 14 + 2 mr
YPCOIE30KCUXOJIEBOM KUCIOTHI HA | KT MaccChl Tela).

B mepBeie 3 mMecsia JedyeHHs TMpUEM Mpernapata YpcoyiuB Karcyiabl 250 Mr ciemyet
pa3feNnTh Ha HECKOJIBKO IpUEMOB B TeueHue AHs. l[locne ymydineHns NEYEHOYHBIX
IOKa3aTesel CyTO4YHYIO 03y IpernapaTa MO>KHO IPUHUMATh OJIUH pa3 BEYEPOM.

Pexomenayercs crneayronui peKuM NpUMEHEHHUS :

Macca Tena Ypcoaus kancyJsl 250 mr
IlepBbie 3 Mmecsia J1eyeHUs Bnocaexcreumn
Yr1po /leHb Beuep Beuep
(1 pa3 B 1eHb)
47—-62 xr 1 1 1 3
63-78 kr 1 1 2 4
79-93 kr 1 2 2 5
94-109 kr 2 2 2 6
Capimre 110 kr 2 2 3 7

Kamcynbl crnenyer mnOpuHMMATh pEryispHO, HE pa3kKeBbIBas, 3amuBas HEOOJbUINM
KOJIMYECTBOM JKUIKOCTH.
[Ipumenenne VYpconuBa Ui JIEYEHUS TEPBUYHOIO OWJIMApHOTO LUPPO3a MOXKET OBITh

IMPOAOIKCHO B TCHCHHUEC HCOIPAHUYCHHOT'O BPEMCHH.



COOTBETCTEYET 3K
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Y manuMeHToB ¢ TEPBUYHBIM OWIHAPHBIM H[/IDDOSOMI_I ngR;I B4 II-E'EQH'-XH IKJTI/I qe'cKr/Ie

CINEPTHOMY OTUETY

CUMITOMBI MOTYT YXYIIIMTHCS B Hadalle JICYCHHS, HAMPUMEDP, MOXKET Y4acTUThCA 3yd. B
3TOM Cllydae JICUEHUE CIEYET IPOJOJKUTD, IPUHUMAsI I10 OJJHOW KarCyJe eXEIHEBHO, ajee
ClIelyeT MOCTENEHHO MOBBIIIATh JO3UPOBKY, YBEJIMYUBAS CYTOUHYIO /103y €XKEHEAEIbHO Ha
OJIHy KallCcylly, A0 T€X IOp, MOKa BHOBb HE OYyJeT JOCTUTHYT PEKOMEHJIOBAHHBIM PEXUM
JI03UPOBaHUS.

Cumnmomamuueckoe JieueHue XpoHuuecKux 2enamumos paziuiHoco 2enesd

Cyrounas no3a 10—15 mr/kr B 2—-3 npuema. [{nmurenbHOCTh JedeHus — 6-12 mecsies u 6oee.
Ilepsuunbiil ckneposupyrowuii XonaHsum

Cyrounass mo3a 12—15 wr/kr; mpu HEOOXOOUMOCTH 1032 MOXET OBITh yBEIHUYEHA 0
20-30 mr/kr B 2-3 npuema. J[MUTeTsHOCTD TEPAIUUA COCTABIISET OT 6 MECAIIECB JI0 HECKOJIBKUX
aet (cm. pasaen 4.4).

Mykogucyuoos (kucmo3suwiii hubpo3s)

Cyrounas no3a 20 mr/kr/cyt B 2—3 nmpuemMa, ¢ JaIbHEWIUM yBenudeHueMm a0 30 Mr/kr/cyT
py HEOOXOTUMOCTH.

PCKOMGHI[yeTCH CHC,HYIOH.IHIZ PCKUM IIPUMCHCHHA !

YpcoyimB KancyJisl
Cyrounas 103a
Macca Tesa (kr) 250 mr
(Mr/Kr maccsl TeJia) Yipo Tenn Beuep
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
9099 23-25 3 3 3
100-109 23-25 3 3 4
>110 3 4 4

Heankozonvnuiti cmeamoeenamum

Cpenuss cyrounas go3a 10—15 mr/kr B 2-3 npuema. [[MUTETbHOCTh TEPATUU COCTABISAET OT
6—12 mecsieB u Oonee.

Ankozonvhas 6one3nb neveHu

Cpenuss cyrounas go3a 10—15 mr/kr B 2-3 npuema. [[TUTETbHOCTh TEPATUU COCTABISAET OT
6—12 mecsieB u Ooliee.

,Hucques’uﬂ Z)fC‘QJZQQGblGOO}Zuju}C nymed
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COOTBETCTBYET 3KCINEPTHI 'H-' OTYETY

HEO00XOIUMOCTHU KYpC JIEUEHUSI PEKOMEH/YyETCSl IOBTOPUTb.
eTH
VY nereit crapiie 3 €T pexuM J103UPOBAHUS aHATIOTHYEH B3POCIOMY.
Y nereit muagmie 3 JET YpPCOJE30KCHUXOJEBYIO KHUCIOTY PEKOMEHAYEeTCsl MPUMEHSATHh B
CYCIIEH3MH M3-3a BO3MOYKHBIX BOSHUKHOBEHU 3aTpyIHEHUH NPU ITIOTAHUU.

Cnoco0 npuMeHeHus

Buytpes. [lpu 3aTpyqHEeHHOM TIJIOTaHUM KalCyay MOXHO pacKpbhlTb M TNPUHUMATh €€
COJIEP’)KUMOE, 3aMMBasi IOCTATOYHBIM KOJMYECTBOM KHJIKOCTH.

JerssM w  B3pociHbIM ¢ Maccoil Tenma MeHee 47 K- PEKOMCHIYETCS IMPUMEHSTH
YPCOJIC30KCHXOJIEBYIO KHCIIOTY B CYCIICH3HUU.

4.3. IlpoTHUBONMOKA3aAHHS

['MnepuyBCTBUTENBHOCTh K  YPCOJAE30KCHUXOJEBOM  KHCIOTE MIM K JI0OOMYy U3
BCIIOMOTATEJIbHBIX BEIIECTB, IEPEUUCICHHBIX B pa3jene 6.1.;

PeHTreHonooxuTeabHbIe (C BRICOKMM COACPKAHUEM KAJIBIIHS ) KESITIHBIC KAMHU;
Hapymienne cokpaTUTENBHON CIIOCOOHOCTH JKETYHOTO IMY3BIPs, 3aKYMOPKa >KETUHBIX MyTei
(3aKymopka OOIIero J»eTYyHOr0 MNPOTOKAa WM IY3BIPHOTO MPOTOKA), YacTble AMH30/bI
JKCTIYHOM KOJIUKHU,

OcTphle BOCTIATUTENbHBIC 3a00JIEBAHUS KEITTHOTO MY3BIPS U )KEITIHBIX TPOTOKOB;

[{uppo3 nedeHu B CTaIUU AEKOMIICHCAIUY;

BreipakeHHass =~ meueHouHas ~— W/WIM  TIOYEYHas ~ HEJOCTaTOYHOCTh,  IOBBIIIEHHAS
YyBCTBHTEIHLHOCTh K KOMITOHCHTAM IperapaTa Wi JIPYTUM JKEITIHBIM KUCIIOTaM.

HCI[I/IaTDI/I‘IGCKaSI DONYJIAIA

HeynayHo BBINOJHEHHAas MOPTOIHTEPOCTOMHUS WM CIydad OTCYTCTBHSL BOCCTAHOBJICHMSI
HOPMAJIbHOI'O ITOTOKA XKEITYH Y I€TEH C aTpe3uei KeITYEBbIBOASIINX ITYTEH.
VYpcone3okcuxoneBasi KUCIOTa HE UMEET BO3PACTHBIX OMPAaHUYECHUN B IPUMEHEHUHU, HO JIETIM
B BO3pacTe A0 3 JIET, PEKOMEH]IyeTCsl IPUMEHATh IpenapaThl ypCo1€30KCHUXO0JIEBOU KHCIIOTHI,
BbITyCKaeMble B (opMe CYCHEeH3MHM, TaK Kak MOTYT BO3HMKHYTb 3aTpyIHEHUS NpHU
IIPOIJIaThIBAHUM KarCyil.

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEeHUH

[Tpuem npenapara YpcoauB T0JIKEH OCYILECTBIIATHCS 110/ HAOIIOAEHUEM Bpaya.

B TeuyeHue mepBBIX TpeX MECSIEB JIEUEHUS CIEAyeT KOHTPOJIMPOBATH (DYHKIIMOHAJIBHBIE
MIOKa3aTeNu NIEYECHHU: TpaHCAMUHAa3bI, LIEJIOYHYIO docharazy u ramma-
[IIOTaMIJITPAHCIENTUAA3Y B CBIBOPOTKE KPOBU KaXKble 4 HE/IENH, a 3aTeM Kax/iple 3 MecsLa.
KoHTponb yka3aHHBIX HapaMeTpOB IO3BOJSET BBIABUTH HAPYIIEHUS (YHKLIMHU IE€YEHU Ha
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~TEPTH( 'H Y OTUETY

O6unuapHoro ruppo3a. Kpome Toro, Tak MOKHO OBICTPO ONPENECIUTD, pearupyeT JIM MalUeHT C
NEPBUYHBIM OMJIMAPHBIM HUPPO30M HA IPOBOIUMOE JICUCHHUE.

[Ipu mpuMEHEHNH JIJI PAaCTBOPSHUS X0JISCTEPUHOBBIX JKSITUYHBIX KaMHEH

JUis Toro 4roObl OLIEHUTHh IPOrpecc B JIEYEHMH U JUIsI CBOEBPEMEHHOI'O BBIABICHUS
IIPU3HAKOB KaJIbIIMHO3a KaMHEH B 3aBUCUMOCTHM OT pa3Mepa KaMHEW, >KEIYHBIM ITy3bIPb
ClieflyeT BU3yalu3upoBaTh (TMepopaibHas XoyiemucTtorpadus) ¢ OCMOTPOM 3aTeMHEHUH B
IIOJIOKEHUU CTOSl M JieXka Ha cluHe (yJIbTpa3ByKOBOE HccieloBaHue) uepe3 6—10 mecsues
II0CJIE Ha4YaJla JICUYCHUS.

Ecnu en4HbIi My3bIph HEBO3MOXKHO BU3YAJIIM3UPOBATh HA PEHTTEHOBCKUX CHUMKaxX WM B
Cllydasix KaJlbI[MHO3a KaMHEW, CJIab0il COKpPaTHUMOCTH JKETYHOTO MY3BIPS WM YacThIX
IIPUCTYIIOB KOJIMK, Ipenapar Y pcouB IPUMEHATh HE CIENYET.

[TanveHnTkam, NPUHUMAIOUIMM YPCOJIMB Ul PAaCTBOPEHUS JKEITYHBIX KaMHEH, HEe0O0XOAUMO
UCTIONB30BaTh  3((PEKTUBHBIE HETOPMOHAJIBHBIE METOIBl KOHTPALCTIUMH, TaK Kak
TOPMOHAJIbHBIE KOHTpPALENTHUBbl MOTYT YBEJIWYMBATh OOpa30BaHUE JKEIUHBIX KaMHEl (cM.
pasznens 4.5 u 4.6).

IIpu neyeHny NalMEHTOB HA MO3AHUX CTAAMSIX IEPBUYHOIO 6I/IJII/IaDHOFO ouppo3a

Kpaiine penko oTMeqaluch Cilydau AEKOMIIEHCAMK IHppo3a nedeHu. [locne npekpameHus
TEpaIInu OTMCYAJIIOCh YaCTUYHOC 06paTHOC Pa3sBUTHC HpOfIBJ’IGHl/If/'I JCKOMIICHCAaIlNH.

VY nmauueHTOB ¢ MEPBUYHBIM OMJIMApHBIM IIMPPO30M B PEIKUX CIydasx B Hayalle JICYeHUs
BO3MO)XHO YCWJIEHHE KJIMHUYECKUX CHUMIITOMOB, HalpUMEP, MOKET YCWINThCA 3yd. B aTom
cllydae /103y mpernapaTra HeoOXOJUMO CHU3UTh, a 3aTEM MOCTEIIEHHO BHOBb YBEJIIMYUBATh, KaK
OTHCAHO B paznede 4.2.

[Ipu MpUMEHEHNH YV MAIMEHTOB C IEPBUYHBIM CKIEPO3UPYIOIIUM XOJaHTUTOM

JnuTtenpHas Tepanus BBICOKMMHU J103aMH YPCOAE30KCHX01eBOM KucioThl (28—30 Mmr/kr/cyT) y
MAIMEHTOB C JIAaHHOW TIATOJIOTHUEH MOXKET BBI3BATH CEPhE3HBIC TIOOOYHBIC SBIICHHS.

VY manueHToB ¢ AMapeei cienyeT YMEHBIINTh JO3UPOBKY mpenapata. [Ipu nepcuctupyromiei
Japee cieayeT NPeKpaTuTh JIeUeHue.

C 0CTOPOKHOCTBLIO

Hetckuii Bo3pacT 10 3 7eT (BO3MOXKHO 3aTPYAHEHHUE TIPH MPOTIIATHIBAHUH KAIICY).

4.5. B3zaumojaeiicTBHe ¢ JPYTMMH JIeKAPCTBEHHbIMH MNpenapaTtaMM M [pyrue BH/bI
B3aUMOJACHCTBUSA

KonectupamuH, KOJIECTUTION U aHTAIMIBI, COJAEPIKAIINE ATFOMUHUS THIPOKCHU]I I CMEKTHUT
(aTFOMUHUS OKCHIT), CHIDKAIOT aOCOPOIMIO YPCOIAE30KCHXOJICBOW KUCIOTHI B KHUIICYHUKE U
TakuM 00pa3oM YMEHBIIAIOT €€ moryionieHne u dpdexTuBHOCTh. Ecnum ke ucronb3oBaHHe
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MY OTYETY

UX HY)KHO IIPUHUMAaTh MUHUMYM 3a 2 yaca JI0 ipuemMa Y pcoJiuBa.

YpconeszokcuxoneBass KUCIOTa MOXKET BIUATh Ha IOMVIOUIEHME LHMKIOCIOPUHA U3
kuieyHuka. [lostomy y GOJIBHBIX, TPUHUMAIOIIUX IIUKIOCIIOPUH, Bpayd JIOJDKEH MPOBEPUTH
KOHIEHTPALUIO IIUKJIOCIOPHUHA B KPOBH U CKOPPEKTHPOBATH 03y IUKJIOCIHOpPUHA B CiIydae
HEO0OXOJUMOCTH.

B otnenbHBIX crydasx YpCOIMB MOXKET CHUXKATh BCAChIBAaHUE LUTIPOQIIOKCAIIMHA.

B KkIMHMYECKOM HCCIEAOBAHUU C YYacTHEM 3J0POBBIX JOOPOBOJIBLIEB OJIHOBPEMEHHOE
IpUMEHEHHEe ypcone3okcuxoseBoi kuciaotel (500 mr/cyt) m posyBacratuHa (20 Mr/cyr)
OPUBOJMIO K HEOOJIbLIIOMY TIOBBIIIEHHWIO YpPOBHS pO3yBacTaTMHAa B IUIa3ME€ KpOBHU.
Kiuaudeckas 3HAYMMOCTh 3TOTO B3aMMOJCHCTBHS B TOM YHCIE B OTHOIICHUU APYTUX
CTaTMHOB HEU3BECTHA.

bbulo mokazaHo, 4TO Yy 370pOBBIX JTOOPOBOJBIEB YPCOIE30KCUXOJEBasi KUCIOTAa CHUYKACT
MUKOBBIC KOHIEHTparuu B TuiazmMe (Cpax) U TUIOIIAIE TOJ] KPUBON «KOHIICHTPAIUS-BPEMSI»
(AUC) Onokaropa MEIUICHHBIX KaJIBLUEBBIX KaHAJIOB — HUTpeHAWNUHA. B ciydae
OJIHOBPEMEHHOTO  NPHUMEHEHHUS HUTPEHIUNUHA H  YPCOAEC30KCHUXOJEBOH  KHCIOTHI
PEKOMEHIyeTCsl THIATeNbHBI MOHUTOPUHI. MOXET MOoTpeOoBaThCsl YBEIMUEHUE J103bI
HUTpeHaunuHa. VMerorcs Takke cOOOIIEHHMs O B3aUMOJEHCTBUU C JANICOHOM, KOTOpPOE
MPUBOAMIO K YMEHBIICHUIO TepaneBTHYeCKoro 3ddekra mociaeaHero. DTH HaOMIOACHUS,
Hapsay C JaHHBIMH OKCIIEPUMEHTOB IN  VIitr0, 1maroT OCHOBAaHWS TIOJNarath, YTO
YpPCO/IE30KCHXO0JIeBasi KHUCIOTa CIIOCOOHA HMHIYIHPOBATh (PEPMEHTHI CHCTEMBI IUTOXpPOMa
P450 3A. Opgnako B CIUTAaHUPOBAHHOM HCCIIEIOBAHUU B3aMMOJIEUCTBHS C OyIECOHHUIIOM,
KOTOPBIN SBIIIETCS U3BECTHBIM cyOcTpaToM nurtoxpoMa P450 3A, mHAyKuMS OTMEuYeHa He
ObL1a.

DCTpOoreHHbIe TOPMOHBI U TpEnaparhl, CHUKAIOIINE YPOBEHb XOJECTepUHA B KPOBH, TaKHe
KaK KjoguOpaT, yBEIMUMBAIOT CEKPELMIO XOJeCTeprHa B MEYEHU W, CIEA0BaTEIbHO, MOTYT
CTUMYJIIPOBaTh  OOpa3oBaHWE  KEIYHBIX  KaMHEW, YTOo  HuBeIUpyer  dPdekt
YPCO/I€30KCHXO0JIEBOM KHCIOTHI, KOTOpasi MPUMEHSIETCS ISl PACTBOPEHUS KaMHEH B )KETYHOM
my3bIpe.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTDH U JTAKTAIUS

bepeMeHHOCTB

JlanHBIE O TPUMEHEHHH YPCOJIE30KCHXOJIEBOM KHUCIOTHI y OEPEMEHHBIX KEHIIWH HOCAT
OTpPaHHYEHHBINH XapaKTep WU OTCYTCTBYIOT. MccienoBaHus Ha )KUBOTHBIX MOKA3aJId HATMYUE
PENPOYKTUBHONW TOKCUYHOCTH Ha paHHEW cTraauu OepeMeHHOCTH. Bo Bpemsi OepeMeHHOCTH
YpcoauB NPpUMEHSTHCS HE JOJKEH, 32 UCKIIOUEHUEM CIIydaeB, KOTJla 3TO IBHO HEOOXOIUMO.
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My OTYETY

BO3MOXKHO TOJIbKO, €CJIM OHHM HCHOJB3YIOT HAACKHBIE METOJbl KOHTpALCHIINH.
Pexomenayercs MCHoOJIb30BaTh HETOPMOHAJIbHBIE KOHTPALENTUBBI WM  IEPOPATbHBIC
KOHTpPAIENTUBBl ¢ HU3KUM CojJiepkaHueM dcTporeHa. OIHAKO marueHTaMm, TPUHUMAIOIIUM
YpconuB s pacTBOPEHHMsT KaMHEW B KEIYHOM Iy3bIpe, CJCAYeT HCIIO0Ib30BaTh
s (heKTHBHBIE HETOPMOHAIBHBIE KOHTPAICNTHBBI, TaK KaK TOPMOHAIBHBIC IEPOPATbHBIE
KOHTPAILICTITUBEI MOTYT TMOBBIMIATH OOpa30BaHHWE IKEMYHBIX KamMHEW. Bo03MOXHOCTH
OEpEeMEHHOCTH JIOJDKHA OBITh HCKJIIOUEHA J0 Havyaa JICYCHUS.

JlakTamus

CoriacHO J1aHHBIM HECKOJIbKUX JOKYMEHTAJIbHO TMOATBEP)KICHHBIX CIIy4aeB, YpPOBEHb
YPCOJE30KCUXOJEBON KUCIOTHl B T'PYAHOM MOJIOKE Y JKCHIIWH OYEeHb HHU30K, U TMOITOMY
BO3HHUKHOBEHHE TOOOUHBIX PEAKIINH y IeTeil Mpu TPyTHOM BCKapMIIMBAHUU HE OXKHUIAETCH.

DepTHabHOCTD

[To nmaHHBIM WCCIICOBAHW Ha >KHBOTHBIX YPCOJE30KCHUXOJIEBAs KHCJIOTAa HE OKAa3bIBACT
BIIUSTHUS Ha QEPTUIHHOCTD. [laHHBIC O BIUSHUU JICUCHUS YPCOAC30KCUXOICBON KUCIIOTOW HA
(epTUIIBHOCTD Y Y€JI0BEKAa OTCYTCTBYIOT.

4.7. Bausinue Ha CIIOCOOHOCTH YNPABJSATH TPAHCIOPTHHIMH CPeICTBAMHU H PadoTaTh C
MeXaHU3MaMHU

Ypcone3okcuxoseBas KHCIOTa HE OKa3blBaeT BIMSHHUS HAa CIIOCOOHOCTH  YIIPABIATH
TPAHCTIOPTHBIMU CPEACTBAMH U MEXaHU3MaMH UJTH K€ 3TO BIMSHIE MUHUMATbHOE.

4.8. Hexkenare/jibHbIE peakKUUU

PesroMme HexxenaTenbHBIX PEAKIINT

OrneHKa HEXENATENbHBIX SBICHUH OCHOBaHA HA CIIEAYIOMICH KITaCCU(PHUKAIMHA: OYSHb YacThIe
(> 1/10); gacteie (> 1/100 — < 1/10); Hewactsie (> 1/1000 — < 1/100); peaxue (> 1/10000 —
< 1/1000); ouensb peakue (< 1/10000).

JKenyoouno-kuweynvle Hapyuienus

B KIMHUYECKHUX UCCIETOBaHMUIX Ha (POHE JICYCHUST YPCOIE30KCUXOJIEBOM KUCIOTON YacThIMU
ObLTH HEO(OPMIICHHBIN CTYI UJIH TUApes..

[Tpu neyeHuu nepBUYHOrO OMIIMAPHOTO LUPPO3a OYEHb PEKO HAOII0AAINCh OCTpble 60U B
IIpaBOM BEPXHEW YaCTH KUBOTA.

Hapywenus co cmopoHbl neyenu u sHceniesvi8o0auux nymeti

B ouenp peakux ciydasx Ha (OHE JIEYCHHS YPCOJC30KCHXOJEBOW KHUCIOTOH MOXKET

HpOH3OI>iTH KaJIbIIMHUPOBAHUC KCITIHBIX KaMHei.
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HaOMoanach JIEKOMIIEHCALUsl LMppo3a II€YEHW, KOTOpash HCYE3aeT II0CIE€ OTMEHBI
npernapara.

Hapywenus co cmoponsl Kodtcu u nOOKOINCHbIX MKAHell

B ouenp penkux ciaydasx MOTYT HaOJIOAATbCsS alIeprUyYecKue peakluu, B TOM YHCIIE
KpaIruBHUIIA.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0marb 0O mOI03pEBaeMbIX HEXKENATEIbHBIX PEAKIUSIX IMOCIe PpPEerucTpanuu
mpernapara ¢ LeJbl0 OOECreueHus: HENPEPHIBHOTO MOHUTOPHHIA COOTHOIICHUS «I10JIb3a —
PHUCK» JIEKapCTBEHHOTO Mpenapara. MeAUIMHCKUM pabOTHUKAM PEKOMEHIYETCsl COO0IaTh O
JTFOOBIX TIOJ03PEBAEMBIX HEXKEJATEIbHBIX PEaKIUsAX JIEKApCTBEHHOIO TIIperapara uepes
HAI[MOHAJIbHBIE CHUCTEMBI COOOILICHHS O HEXEeJIaTeIbHBIX PEaKIUsIX TOCYdapCTB-YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanys

109012, r. Mocksa, CraBsiHCKasl IIIomiaab, 1. 4, ctp. 1

OenepalnibHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3npaBuaazop)

Tenedonsr: +7 800 550 99 03, +7 (499) 578-06-70, +7 (499) 578-02-20

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

Anpec B untepHere: https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3npoBka

CuMOTOMBI

IIpn nepeno3upoBke Bo3MOXkHa auapesd. Kak npaBuio, Ipyrue CUMITOMBI HEPETO3UPOBKH
MaJIOBEPOSTHBI, IOCKOJBKY C YBEIMYCHHEM JI03bI TOTJIONICHHE YPCOJE30KCHXOJIEBOU
KHUCTIOTBI YMEHBIIAETCS U, COOTBETCTBEHHO, OOJbIllee €€ KOIUYECTBO BBIACTSETCS C
bexanusamu.

Jleuenue

HeoOxonumocTu B mpuUMeHEHUU creurduueckux Mep Mpu mnepefo3upoBke HerT. JleueHue
MOCTIEACTBHUIA TUaped CUMITOMATUYECKOE, HATIPABIIEHHOE Ha BOCIIOIHEHHE 00beMa )KHUJIKOCTH

1 BOCCTAHOBJICHUC SJICKTPOJIUTHOTO OanaHca.

5. DPAPMAKOJIOT'MYECKHUE CBOMCTBA

5.1. ®apmakoauHAMHYECKHE CBOICTBA

dapMakoTepaneBTUYeCKass Tpylma: CpeacTBa g JiedeHHus 3a00eBaHMl TEeYeHU |
KCITYCBBIBOAIIMX ITYTSH; CpeICTBA I JICYCHHUS 3a00JICBaHMH KCITYCBBIBOISIINX ITYTCH;

KCITYHBIC KUCJIOTEI 1 UX ITPOU3BOAHEIC.


tel:+78005509903
tel:+74995780220

.
L
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MY OTUETY

Mexanuszm neiicTBus

I'enaTonpoTEKTOPHOE CPENCTBO, OKAa3bIBACT JKEIYETOHHOE JCHCTBUE. YMEHBUIACT CHHTE3
XOJIECTEpHHA B IEYEHH, BCACHIBAHHE €0 B KUIIEYHUKE U KOHLIEHTPALUIO B )KEIUH, TOBBILIAET
pPAcTBOPUMOCTh XOJIECTEPHUHA B JKEITUYEBBIBOAALICH cHCTEME, CTUMYJIMpPYET 0Opa3zoBaHUE U
BBIACJICHUEC JKCJIIYHU. CHMKAaeT JIMTONEHHOCTH JKCIIYHU, YBCIWYMBACT B HeH COACPpIKaHUC
JKCIIYHBIX KHUCIIOT; BbI3BIBACT YCHUJICHUC )KGJIYI[O‘{HOP'I nu HaHeraTI/I‘-IeCKOf/'I CCKpeuuu,
YCUJIMBAET AaKTUBHOCTh JIMIIa3bl, OKAa3bIBAeT TMIOIVIMKEMHUYECKOoe JeicTBHe. BbI3biBaeT
YACTUYHOE MJIM IIOJHOE€ pPACTBOPEHHE XOJIECTEPHUHOBBIX KaMHEHl Mpu HSHTEpaJbHOM
IPUMEHEHNUN, YMEHbBIIAET HACBIIIEHHOCTh JKEMYM XOJIECTEPUHOM, YTO CIOCOOCTBYET
MOOMIM3aIlUU  XOJECTePHHA M3 JKCTYHBIX KamHeW. OKa3blBaeT HMMMYHOMOIYJIHPYIOIICE
JeiicTBUe, BIMSET HAa HMMMYHOJIOTMYECKHE pEaKIUMM B II€UEHH: YMEHBIIAET 3KCIIPECCUIO
HEKOTOPBIX aHTUI€HOB Ha MeMOpaHe IenaTOLUTOB, BIMSIET Ha KOJU4ecTBO T-1MM(pOLUTOB,
00pa3zoBaHue UHTEPJICHKIHA-2, YMEHBIIIACT KOJIUYECTBO Y03UHO(HUIIOB.

Tleouampuueckas nonynsayus

Myxosucyuoos (kucmosuwiii Gubpos)

CornacHo JaHHBIM KIIMHUYECKUX OTYETOB, MMEETCs MHOToJeTHH onbIT (10 10 et u 6onee)
JICYCHUSI  YPCOJIC30KCUXOJIEBOM  KHCIOTOM TMEIUAaTPUYECKUX  OOJBHBIX, CTPaJAIOIIUX
renaroouinapHoi 6oJe3Hbl0, cBsizaHHOM ¢ MykoBucu030M (CFAHD). Mmerorcs naHHbIE O
TOM, YTO Tepamusi YpPCOJAE30KCHXOJEBOW KHCIOTOW CIIOCOOHAa CHUXATh Mponudepannio
JKETYHBIX  TIPOTOKOB,  3aMEUISTh  Pa3BUTHE  IOBPEXKIACHUH,  BBIIBISEMBIX  IpHU
TUCTOJOTMYECKOM HCCIIEIOBAaHUM, U J1aXKe ClIocoOCTBOBAaTh 0OPaTHOMY Pa3BUTHIO U3MEHEHUN
renatoOMJIMapHOM CUCTEMBl B Cilydae, €ClIM Tepalus HAyMHAeTCsl Ha pPaHHMUX CTaaMsIX
CFAHD. B nensx ontumuzanuu 3¢(HEKTUBHOCTH JICUSHHS TEPANUIO ypPCOJIE30KCHXOIJIEBOM
KHCJIOTOH ClIeyeT HAaUMHATh KaK MO>KHO paHbLIE 1ociIe ycTaHoBiaeHus quarnoza CFAHD.
5.2. ®dapmakoKUHETHYECKHE CBOHCTBA

AOGcopOrust

[Tocne mpueMa BHYTPb YpCOJI€30KCHXO0JIEBasi KUCIOTA OBICTPO BCACHIBAETCS B TOIIEH KHUIIKE U
NPOKCUMAJIbHOM OTJeNie TMOJAB3AOIIHOM KHMIIKM TMyTeM maccuBHOM nud¢y3un, a B
JUCTaIbHOM OT/EJIe MOJB3AO0IIHON KHUIIKM — 3a CYET aKTMBHOIO TpaHcmopTa. BcacwiBaercs
npuban3uTenbHo 60-80 % MpUHATON A036I.

Pacnpenenenue u 6I/IOTDaHCd)ODMaHI/IH

[Tocne BcachIBaHUS YPCOAE30KCHXO0JIEBasi KMCIIOTA MOYTH MOTHOCThIO KOHBIOTUPYET B MIEUEHU
C INIMLIMHOM U TaypUHOM U BBIBOAMTCA C Kemdblo. [Ipu mepBoM MpoxXoxkAeHUU yepe3 MeYeHb

MeTabomuzupyetcs 10 60 %.
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MY OTYETY

HaKaruiMBaeTcs OOJbIIee WIM MEHBIIIEE KOJIMYECTBO YPCOAEC30KCUX0IEBOM KUCIOTHL. B TO ke
BpeMsl HAOJIOIaeTCd OTHOCUTENIFHOE CHUIKCHUE COJIEPKAHMS JPYTHX, Oosee TUHO(UIBHBIX
JKEITYHBIX KUCTIOT.

[Ton peiicTBHEM KHILIEYHBIX OaKTEpHl ypCOIE30KCHXOJIeBas KUCIOTa YACTUYHO pacraiaeTcs
c oOpa3oBaHHEM 7-KETO-TUTOXOJEBOW M IJUTOXOJEBOM KHUCIOTHL JIMTOXONEBas KHCIOTa
T'CIIaTOTOKCUYHA, Y HCKOTOPLIX BUJOB KMBOTHBIX OHA BBI3BIBACT MOBPCKIACHUC MAPCHXUMBI
neyeHu. B opranusme dyenoBeka OHa BCAchIBAeTCS JIMIIbL B HEOONBIIMX KOJHuYecTBax. B
npouecce MeTtadoliM3Ma MPOUCXOAUT €€ Cylb(aTHpOoBaHHWE B TMEUEHHU, 3a CYET YEro OHa
00€e3BpeKUBACTC €1lE 10 TOr0, KaK MPOUCXOUT €€ IKCKPELUS B KEIUb.

DJIMMUHALHS

Ypcone3okcuxoneBas KUCIOTa BBIBOJUTCS M3 opraHusma c kanom. Ilepwon momypacnana

YPCO/I€30KCUXO0JIEBON KUCIOTHI COCTABISAET OT 3,5 10 5,8 nHsl.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. Ilepeyenb BcoMOraTeibHBIX BelIECTB
JAKTYJI03a

TaJIbK

EJUTF0JI03a MUKPOKPUCTAJUTHYECKAsT

Karmcynsl TBepAble KeIaTHHOBEIC:

TUTaHa JIUOKCUT]

JKEJIaTuH

6.2. HecoBMeCcTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHus )

4 rona.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU

XpaHUTh B OPUTHHATIBHOM yakoBke (Iauke) npu TemmnepaType He Boiie 25 °C.

6.5. XapakTep U coaep:kaHHe NEePBUYHOI YNIAKOBKH

IIo 10 xamcyn B KOHTYPHYHO SYEHMKOBYIO YNAKOBKY W3 IUIEHKH IOJIMBUHWIXJIOPUIHOU H
(boJIbru aMOMHUHNEBOM MEYaTHON JTAKUPOBAHHOM.

ITo 1, 2, 3, 5 nnu 10 KOHTYpHBIX SYEMKOBBIX YINAKOBOK BMECTE€ C MHCTPYKLHEH IO

MPUMCHCHHUIO TOMCHIAIOT B ITAYKY U3 KapTOHA.
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6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH |_IPH '-M?F@QéﬁﬁﬁT%hﬁgﬁﬁﬁﬁ‘b

JIEKAPCTBCHHOI'0 npemnapara HWJIH O0TX0A0B, IMOJYYCHHBIX IIOC/JI€ MNPUMCHCHUSA
JIEKAPCTBCHHOI'0 IIpenmapara, 1 Apyrue MaHMnyJassuu € nmpemnaparom

Het 0co0bIx TpeOOBaHMI K yTUIIU3AIHH.

7. AEPXKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

AO «ABBA PYC»

121614, r. Mockaa, yi. Kpsinarckue Xonamel, a. 30, kop. 9.

Ten./dpaxc: +7 (495) 956-75-54.

info@avva-rus.ru

7.1. IlpencraBuTe b AepKaTe/sl PerHCTPAIHOHHOIO YA0CTOBEPEHH s

IIpereH3un HOTDC6I/ITCJ'IGI71 HaIrpaBJIATH I10 aApECy.

Poccniickas @enepanys

AO «ABBA PYC»

121614 r. Mocksa, yn. Kpsiarckue Xoamsl, 1. 30, kopm. 9.
Ten./dbakc: +7 (495) 956-75-54

drug.safety@avva-rus.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPAIIMA (IIOJATBEPXKJIEHHNS PETUCTPAIIUU,
INEPEPETUCTPALIMN)

JlaTa mepBUYHON PErvuCTPALMHN:

10. JATA IEPECMOTPA TEKCTA

OOmast ~ xapakTepHCTHKa  JIGKAPCTBEHHOrOo  Iperapara  YpCOiuB  JOCTyIHa  Ha

I/IH(I)OpMaI_II/IOHHOM nopTajiec EBpaSHﬁCKOFO OKOHOMHYECCKOIo COm3a B I/IH(I)OpMaI_II/IOHHO'

KOMMYHHUKAIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org.

11


mailto:drug.safety@avva-rus.ru

