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KAPCTBEHITOPOTIPEITAPATA 10U°)

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA
YPCOAE30KCUXOJIEBAS KUCJIOTA, 250 mr, Kancyisl.

2. KAMECTBEHHBINA 1 KOJIMYECTBEHHBII COCTAB

JlelicTByrOIIIEE BEUIECTBO: YPCOAEC30KCUXOJIEBAsI KUCIIOTA.

Kaxxnas xancyna cogepkut 250 Mr ypcoae30KCHUX0JIEBON KUCIOTHI.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIESCTB MPUBEIEH B pazjerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancynsl.

TBepz[He JKCIIATUHOBBIC KAIICYJIbI NeQ Genoro OBCTA. CO,I[ep)I(I/IMOG KaricyJs1 — MMOopouoK 6eoro

WY D0YTH Oeoro nBera.

4. KIMHUYECKHUE JJAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpenapar YPCOAE3OKCUXOJIEBAA KNUCJIOTA noka3aH K IpUMEHEHUIO Y B3POCIbIX,

HOJPOCTKOB U JIETEH B BO3pACTE OT 3 JIET.

PaCTBopeHI/Ie XOJIECTCPUHOBBIX KaMHeEH KeITIHOr 0 ITy3bIpA.

bunuaphslit pedrokc-racTpur.

[lepBuuHbIil OMIMAPHBIN HUPPO3 IEYEHU IPU OTCYTCTBUU IIPU3HAKOB JIEKOMIIEHCAIIUH.

XPpOHUYECKHUE TEMATUTHI PA3TMYHOIO TeHE3a.

IlepBUYHBIN CKICPO3UPYIOLIUN XOJIAHTUT.

MyxkoBucH103 (KUCTO3HBIN (HUOPO3).

HeankoroiabpHEBIN CTeaTOreHaTHT.

AnkorosibHast 00JIeE3Hb [IEUEHU.

I[I/ICKI/IHC3I/I}I KEITYCBBIBOIAIINX nyTeﬁ.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexuMm no3upoBanus

PacmeopeHue XOJIeCMEPUHOBBIX IHCEIUHBIX Kamuetl

PCKOMCHI[yeMaSI J03a COCTaBJIACT 10 mr prO,Z[CBOKCHXOJICBOﬁ KHCIIOTHI Ha 1 Kr Maccel Tea B

CYTKHU, UTO COOTBCTCTBYCT:

Macca Tena, Kr

KoJunuecTBo KancyJi, lr

Jo 60

2

61-80

3
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Csbimze 100 5
JlmirenpHOCTh JledeHHst 6—12 wmecsueB. [l nmpo@uIIaKTHKK MOBTOPHOTO XOJEIHUTHA3A

PEKOMEHI0BaH MPUEM IIperapara B TCUEHUE HECKOJIBKUX MECSLEB II0CIIE PACTBOPEHUS KaMHEH.
Eciu mocne 12 mecsineB nedeHus pa3Mep KamMHEM HE yMEHBIIAETCs, TO JICYEHUE CIEAYeT
npeKpatuTh. DPQPEKTUBHOCTH JIEYEHHUS CJEIyeT OLEHUBATh KaXIble 6 MecsleB MpH
yIBTPa3BYKOBOM HCCIIEZIOBAaHUH WM peHTreHorpaduu. B xone mpomexyrouHoro oocie1oBaHus
CJIeZlyeT OIICHUTh, HE MPOU3OIILIO JIU OOBI3BECTBIICHHE KaMHEH 3a UCTEeKIMi nepuo. B ciyuae
0OBI3BECTBJIICHUH KaMHEMH, JJeueHue cleAyeT NPeKPaTUTh.

Jleuenue bunuaprnozo peghnroxc-eacmpuma

| kancyna ypcoae30KCHUXO0JIE€BOH KHUCIOThI €KEJHEBHO BeuepoM nepen cHoM. Kypc nedenus ot
10-14 nneit 1o 6 MecsIeB, MPU HEOOXOAMMOCTH — JI0 2 JIET.

Jleuenue nepsuuno2o 6unUApHO20 YUPPO3a

CyTouHas 1032 3aBUCHT OT MacChl Tejla U COCTaBiser oT 3 a0 7 kamncyn (mpumepHo 14+£2 mr
YPCOIE30KCUXOJIEBOM KUCIOTHI HA | KT MaccChl Tela).

B niepBeie 3 Mecsila geueHus CyTOUHYIO 103y YPCOAE30KCUXO0JIEBOM KUCIOTHI CIENYET pa3aesIuTh
Ha HECKOJbKO MpUEMOB B TeueHue AHs. [locnme ymydmieHus (yHKIMOHAIBHBIX IMOKa3aTeneit
MEYECHU MOKHO TMEepEeNTH Ha OTHOKPATHBIN MpHUEM CYTOUHOM 103kl MpernapaTa B BeuepHee BpeMsi.

Pexomenayercs cneayrommi peKuM NPUMEHEHHUS :

Macca Tesa, Kr IlepBble 3 Mecsina JieueHust Bnocaeacreumn
YT1po JeHb Beuep Beuep (1 pa3 B 1eHb)
4762 1 1 1 3
63-78 1 1 2 4
79-93 1 2 2 5
94-109 2 2 2 6
Cspize 110 2 2 3 7

[IprMeHeHre ypcoIe30KCUXO0JIEBOM KUCIOTHI JUIsl JIEYEHHs] MEPBUYHOTO OMIIMAPHOTO IHppo3a
MOYET OBITh MPOJODKEHO B TEUEHHE HEOTPAHUUEHHOT'O BPEMEHH.

VY nanueHToB ¢ NepBUYHBIM OMJIMAPHBIM LIUPPO30OM B PEAKUX CIydasX KIMHUYECKHE CUMIITOMBI
MOTYT YXYJAIIUTbCA B Hadalle JICYCHHMsI, HallpUMEp, MOXKET Y4acTUThCA 3yA. B aTtom ciydae
JIeYeHHE CIIEAYET MPOAOIIKUTh, IPUHUMAsI 110 | Karcyiie exeIHEeBHO, aiee CIeAyeT MOCTENCHHO
NOBBILIATH 703y, YBEIMUNBAas CYTOUHYIO 103y €XKEHEIENbHO Ha | Kamcyiy, 10 Tex Iop, MoKa
BHOBb HE OyJIeT IOCTUTHYT PEKOMEH/I0BAaHHbII PEXUM JT03UPOBAHMSL.

Cumnmomamuueckoe neuenue XpOHUUeCKUx 2enamumos pasiuiHo2o ceHe3d

Cyrounas noza 10-15 mr/kr B 2-3 npuema. J{nutensHocTh JedueHus — 6—12 mecsues u Ooree.

Ilepsuunvlii ckaepo3upyOwuil Xoraneum
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Cyrounas ngo3a 12—15 mr/kr; nmpu HeOOXOAUMOJTH /1032 '1\'4%;}(;:';' g&&&figﬂ%ﬁgﬁ;ﬁf@!ééﬁﬁﬁn

B 2-3 mpuema. /JInTeNnbHOCTh TEPAiK COCTABIAET OT 6 MECSIIEB 0 HECKOJIBKUX JIET (CM. pa3aen
4.4).
Mykosucyudo3s (kucmo3sHulii ¢puobpo3s)

Cyrounas no3a 20 mr/kr/cyt B 2-3 npuema, ¢ JanbHEHIMM yBenudeHueM 10 30 Mr/kr/cyT npu

HEO0OXOIUMOCTH.

Macca Tesa (kr) CyTouHasi 103a (MI/KI MacChl TeJa) Yrpo | lens | 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

Heankozconvuwiii cmeamozenamum

Cpennsist cyrounas no3a 10—15 mr/kr B 2-3 npuema. JJmUTenbHOCTh Tepanuu COCTaBIsAET OT 6—12
MecsLEB U 0oJIee.

AnkozonbHas 6onesHb neuenu

Cpennsis cyrounas jgo3a 10—15 mr/kr B 2-3 npuema. JITUTETbHOCTD TepaiK COCTABIISET OT 6—12
Mecs1eB U Ooee.

Huckunesus dicenuesvlgoosuux nymet

Cpennsis cyrounas no3a 10 mr/kr B 2 mpuemMa B TeueHHE OT 2 Henenb J0 2 Mecsues. [Ipu
HEOOXOIUMOCTH KYPC JICUCHUSI PEKOMEHTyeTCSI TTIOBTOPHT.

Cnooco0 nnpuMeHeHus

BuyTps.

[Ipenapar HeOOXOAUMO TPUHUMATH E€XEAHEBHO BEUEPOM, TIepea CHOM (KarcCyibl He
Pa3’KeBBIBAIOT), 3aITUBasi HEOOJIBIIIMM KOJIMYECTBOM BOJIBI. J[eTsM B Bo3pacTe 110 3 JIeT, B3pOCIbIM
¢ Maccol Tena MeHee 47 Kr, a TaKKe MalueHTaM C 3aTPYJAHEHUSIMU MPU MPOTJIaThIBAHUU KamCyJl
PEKOMEHIyeTCsl IPUMEHSTh YPCOAE30KCUXO0JIEBYIO KUCIIOTY B CYCIIEH3UU.

4.3. [IpoTuBoONOKa3aHUS

— ['MnepuyBCTBUTENBHOCTE K  YPCOAE30KCHXOJIEBOW KHCIOTE WIM K JHOOOMy U3
BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEUNCICHHBIX B pasjene 6.1.

— PentrenonosioxuTenbHbie (C BBICOKUM COJIEPKaHUEM KaJIbLIMS ) )KETUHbIE KAMHH.

- HapymeHHe COKp&THTCJ’IBHOﬁ CIIOCOOHOCTH 3KEITYHOTO IMy3bIpsA, 3aKyNOpKa KCEITYHBIX

3
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myTel (3aKymopka OOIIEro KEeITYHOTO MPOTOKA HJIN ﬁ@&é%&@%ﬂ&@#%&lﬁ ':5}}-1%'01[},1

JKEITYHOM KOJIUKHU.

— OcTtphle BoCTIATHTEIbHBIC 3200JIEBAHUS YKESITTHOTO MY3BIPS M JKETUYHBIX TPOTOKOB.

— [uppo3 nevyeHu B CTaANU JEKOMIICHCALIUU.

— BoipakeHHnass ~nedeHouHas ~ W/WIM  MOYE€YHAs  HEJAOCTaTOYHOCTh,  MOBBIIIEHHAs
YyBCTBUTEIBHOCTH K KOMIIOHEHTaM Ipenapara Wi APYruM KETYHbIM KUCIOTaM.

— Heynauno BbInoJIHEHHAs] MOPTOIHTEPOCTOMHUS WIIM CIydyad OTCYTCTBHUSI BOCCTAHOBJICHHS
HOPMAJILHOI'O MTOTOKA KEJTYH Y IeTel C aTpe3uei )KeT4eBbIBOISIINX ITyTeH.

- JleTckuii Bo3pact 110 3 jeT (11 JaHHOM JIEKapCTBEHHOU (POPMBI).

4.4. Oco0ble yka3aHHusl U Mepbl NPeI0CTOPOKHOCTH IPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

[IpueM ypcoe30KCHX0IeBOM KUCIOTHI TOJKEH OCYIECTBIATHCS 10/ HAOIIOCHUEM Bpaya.

B Teyenue nepBhIxX 3 MecsIeB JEYCHUS CIeIyeT KOHTPOIUPOBATh (DyHKIIMOHAIBHBIE TOKA3aTEeNIN
MEYEHN: TpPaHCAMHUHA3bL, IIENOYHYI0 QochaTazdy M ramMma-IIIIOTaMIIITPAHCIENTHIA3y B
CBIBOPOTKEC KPOBH KaXIbIC 4 HEOCIN, a 3aTeéM KaXIbIC 3 MeEcsa. KOHTpOJIB YKa3aHHbIX
HapaMeTpOB TO3BOJISICT BBIIBUTH HAPYIICHHUS (PYHKIMU MEUYCHH HA PAaHHUX CTaAUsAX. Tarke 3TO
KacaeTcsi MallMeHTOB Ha IMO3JHUX CTaJusIX MEPBUYHOrO OmimapHoro nupposa. Kpome toro, tak
MOYKHO OBICTPO ONpEAETHUTh, pEarupyer JU MAIHEeHT C MEePBUYHBIM OMJIMAPHBIM IIUPPO30M Ha
IIPOBOANMOE JICUCHHE.

Hpu NpuUMeHerHuu ons pPacmeoperusl XxoieCcmepunoeblx JHCel14HblX Kammeu

Jiis TOro, 4ToObl OLIEHUTh MPOrPecC B JIEYEHUU U JJI1 CBOEBPEMEHHOI'O BBISBICHUS NMPU3HAKOB
KaJIBIIMHO3a KAMHEH B 3aBUCHUMOCTH OT UX pa3Mepa, )KEeITYHBIN ITy3bIpb CIEAYET BU3yaIu3UpOBAThH
(mepopanbHas xosenucTorpadus) ¢ OCMOTPOM 3aTEMHEHHH B MOJIOXKEHUH CTOS U Jie)kKa Ha CIIMHE
(ynpTpa3BykoBoe uccienoBanue) uepes 6—10 mecsues mocie Havasa JeueHHs..

Ecnu sxenmuyHbIil My3bIph HEBO3MOXKHO BU3YaJM3UPOBAaTh HAa PEHTTEHOBCKMX CHHUMKax WIH B
CITydasix KaJIbIIMHO3a KaMHEH, c1a00i COKPAaTUMOCTH JKEITIHOTO TTY3bIPsl WIIM YacThIX TPUCTYIIOB
KOJIMK, YPCO/I€30KCUXOJIEBYIO KUCIIOTY IPUMEHATH HE CIIEyeT.

[TanenTKaM, MPUHUMAIOIIUM YPCOJE30KCHXOJIEBYIO KHUCIOTY JUISI PACTBOPEHHS KETYHBIX
KaMHe#, He0OX0IMMO HCIOIb30BaTh 3(PPEeKTUBHbIE HETOPMOHAIBHBIE METO/bl KOHTpAIENUH,
TaK KaK TOPMOHAJIBHBIC KOHTPAUCIITUBEI MOT'YT YBEIIMYNBATDh O6p330BaHI/Ie JKEJTYHBIX KaMHEH (CM.
pasnensi 4.5 u 4.6).

IIpu neuenuu nayuenmos Ha NO30HUX CIMAOUSAX NEPEUUHO20 DUTUAPHO20 YUppo3a

KpaiiHe peako oTMeuanuch ciaydad JAEKOMIIEHCAIlMM IUppo3a medeHu. [locne mpexparieHus

TEpAIIMU OTMCYAJIOCh YACTUYHOC O6paTHOG pa3BUTHUC HpOfIBJ’IeHI/Iﬁ JCKOMIICHCAIIUH.
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VY manueHToB ¢ TMEPBUYHBIM OWJIMAPHBIM IHPPO3OM QTEEHEQ'FEVT{E@ I%Hf;a'q It lnlelt{e'HI/m

BO3MOXHO YCWJIEHHE KIMHHYECKUX CHMIITOMOB, HalmpHUMeEp, MOXET YCHJIUThCS 3yAd. B aTom
cilydae 7103y Iperapara HeOOXOJUMO CHU3UTH, a 3aTE€M IMOCTENIEHHO BHOBbH YBEIMYMBATH, KAaK
omucaHo B pazjene 4.2.

Ilpu npumenenuu y nayuenmoe ¢ nepeuUHbiM CKIEPOIUPYIOUWUM XONAHSUMOM

JuTtenpHas Tepanus BBHICOKMMHU JI03aMHU YPCOJIE30KCHX0eBorH KucioThl (28—30 mr/kr/cyr) y
NAIMEHTOB C IaHHOW NaTOJIOTUEH MOXKET BBI3BATH CEPhE3HBIE TTOOOYHBIC SBICHHS.

VY mauueHToB ¢ Auapeei clieAyeT YMEHbIIUTb JTO3UPOBKY YPCOAE30KCUX0sIeBOM KucnoTel. [Ipu
HNEPCUCTUPYIOLIEH Auapee CleayeT PEeKPaTUTh JICUEeHHeE.

4.5. BzaumopeiicTBHe ¢ APYTMMH JIEKAPCTBEHHBIMH MPeNnapaTaMu U Apyrue BUAbI
B3aMMOJEHCTBHSA

KonectupamuH, KOJNECTHIION M aHTAUMIbl, COAEPIKALINE ATFOMHHUSA THAPOKCUI WU CMEKTUT
(aTFOMHHHS OKCHJ), CHKAIOT a0COPOLIMIO YPCOAE30KCUXO0EBOM KUCIOThI B KUIIEYHUKE U TAKUM
00pa3oM yMEHBIIAIOT €€ MOTJIoMIeHNe U d3PPEKTUBHOCTD. Ecin ke ucmonp30Banue npenapaTos,
coJepKammx XoTs Obl OJHO W3 ITHUX BEIIECTB, BCE XKE SBISIETCS HEOOXOAMMBIM, UX HYXHO
IPUHUMATh MUHUMYM 32 2 Yaca /10 IpUeMa ypcoJ1€30KCUX0JIEBOI KUCIIOTHI.
VYpconezokcuxoseBasi KMCIOTa MOXKET BJIMATh HA IMOIJIOUICHHWE LUKIOCHOPHHA M3 KUIIEYHHKA.
[TosTOMY y manMeHToB, MIPUHUMAIOIINX [IUKIOCIIOPUH, Bpad TOJDKEH IPOBEPUTh KOHLIEHTPALIUIO
IIUKJIOCIIOPUHA B KPOBH U B Cllyyae HEOOXOAMMOCTH CKOPPEKTHPOBATH €T0 03Y.

B oraenpHBIX ciydasx  ypcOAE30KCHXOJeBas KHCIOTa MOXET CHHXKATh BCACHIBAHHE
nunpogIoKcaluHa.

B KIMHWYECKOM WCCIIEOBAaHMHM C YYacTHEM 30POBBIX JTOOPOBOJIBIIEB OJHOBPEMEHHOE
OpUMEHeHHe ypcoje3okcuxoneBoil kucinorsl (500 mr/cyr) u posyBactatuHa (20 Mr/cyr)
IPUBONIIO K HEOOJIBIIOMY TOBBIIIEHUIO YPOBHS PO3yBacTaTHHA B IU1a3Me KpoBH. KiuHuueckas
3HaYMMOCTb 3TOT'0 B3aUMOJICHCTBUS, B TOM YHCIIE B OTHOIIEHUH JPYTUX CTAaTUHOB, HEU3BECTHA.
Bbbuto mMoKazaHo, YTO y 3OPOBBIX JTOOPOBOJIBIEB YPCOJAE30KCHXOJIEBAasi KHCIOTa CHUKAET
NUKOBble KOHIEHTpauuu B mia3Me (Cmax) U IUIOHIAb MOJ KPUBOM «KOHIIEHTpALUS — BPEMsI»
(AUC) Onokaropa MeAJIEeHHBIX KaJlbLIMEBBIX KAaHAJOB — HUTpeHIunuHa. B ciydae
OJTHOBPEMEHHOT'0 NMPUMEHEHHSI HUTPEHIUIINHA U YPCOJE30KCUXO0JIEBON KUCIOTHI PEKOMEHTyeTCsl
TIIATEIbHBIH MOHUTOPUHT. MOeT moTpeOoBaThCs yBETMUEHHUE 103bl HUTpeHIUNHUHA. ViMeroTcs
TaKXKe COOOIICHHWS O B3aMMOJCHCTBHH C JAllCOHOM, KOTOpOE IPHBOAMIO K YMEHBIICHHUIO
TepaneBTHUECKOTO0 AP PeKTa MOCISAHET0. DTH HAOIIOICHHS, HAPSAY C TaHHBIMH SKCIIEPUMEHTOB
in vitro, TArOT OCHOBAHMS ITOJIaraTh, YTO YPCOAE30KCHXOJIeBast KHCIOTa CIIOCOOHA MHIYIIMPOBATh
dbepmenThl cuctembl uToxpomMa P450 3A. OnpHako B CIJIaHUPOBAHHOM HCCIIETOBAHHH

B3aMMOJICHCTBHS C Oy/IeCOHUIOM, KOTOPBINA SBISETCS U3BECTHBIM cybcTpaToM mutoxpoma P450
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3A, UHIYKIIHUS OTMEUYEHA He OblLia.

DCTpOreHHbIE TOPMOHBI M MPENapaThl, CHUKAIOIINE YPOBEHb XOJECTEPUHA B KPOBH, TaKHWE KaK
KI0(uOpaT, YBEIWYMBAIOT CEKPEIHIO XOJIECTepUHA B TMEUEHH U, CIEI0BATEIbHO, MOTYT
CTHMYJIUPOBATh 00Opa30BaHKE JKEITYHBIX KAMHEH, 4TO HUBETUPYET dPPEKT yPCOAC30KCUXOTICBON
KHCJIOTBI, KOTOpAsi HCIIOJIB3YETCs JIJIsl PACTBOPEHUSI KAMHEH B )KEITYHOM ITy3BIpE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDH U JIAKTALUS

>K€HH_[I/IHLI C ACTOPOAHBIM ITOTCHIIMAJIOM

[IpuMeHeHHE ypPCOAE30KCHXOJNEBOW KHCIOTHI JKEHIIMHAMH, OOJaJalONIMMU  JETOPOJAHBIM
IOTEHLIMAJIOM, BO3MOXKHO TOJIBKO, €CIIM OHHU HCIOJb3YIOT HAJIEKHbIE METOJbl KOHTPALCTILIHH.
Pekomenayercss MCHIONBb30BaTh  HETOPMOHAIBHBIE  KOHTPALENTUBBI WM  [IEpOpAJIbHbIE
KOHTpALIENITUBBI C HMU3KUM COJEp)KaHHeM AHcTporeHa. OAHAKO MalKMeHTaM, NPUHUMAIOIIUM
YPCOAE30KCUXOJIEBY0 KHUCJIOTY JUIl PAacTBOPEHUs KaMHEW B JKEIIYHOM IIy3bIpE, CIEAYET
UCMONIb30BaTh 3((PEeKTUBHBIE HETOPMOHAIbHBIE KOHTPALENTHBBI, TaK KaK T'OPMOHAJIbHbIE
HepopayibHble KOHTPALENTUBBI MOT'YT MOBBILIATE 00pa30BaHUE KETUHBIX KaMHel. Bo3MokHOCTh
OepeMeHHOCTHU JO0KHA OBITh UCKIIIOYEHA 10 Havalla JICYCHHUSI.

bepeMeHHOCTB

JlanHble 00 HCHOJB30BAHUU YPCOAE30KCHXOJIEBOM KUCIOTHI y OCpEMEHHBIX MXEHIIUH HOCST
OTpaHMYEHHBIM XapaKTep WIM OTCYTCTBYIOT. MccienoBaHus Ha JKMBOTHBIX IIOKa3ajad HalIU4due
pPenpoAYKTUBHOM TOKCHUYHOCTM Ha paHHEH cTaguu OepeMeHHOCTH. Bo Bpemsi GepeMeHHOCTH
YPCOAE30KCUXO0JIEBAsk KMCIIOTAa UCTIOIb30BaThCS HE TOJKHA, 34 HCKIIFOYEHUEM CITy4aeB, KOTJa 3TO
SIBHO HEOOXOIMMO.

Jlakranus

CornacHO JaHHBIM HECKOJBKUX JOKYMEHTAJIbHO MOATBEPXACHHBIX CIIy4aeB, YPOBEHb ypcoJie-
30KCUXOJIEBOM KHMCIIOTHI B TPYTHOM MOJIOKE y JKE€HIIMH OY€Hb HU30K H, I03TOMY BO3HUKHOBEHHE
MOOOYHBIX PeaKIUil y 1eTell IpU rpyIHOM BCKapMIIMBAHUU HE OXKHUIAETCS.

DepTUabHOCTD

ITo naHHBIM HCCIIEOBAHUN HA JKUBOTHBIX YPCOJAE30KCUXOJIEBAsi KUCI0TA HE OKA3bIBAET BIUSHUSA
Ha ¢epTwibHOCTh. J[aHHBIE O BIUSHUM JICUCHUSI YPCOIE30KCHXOJICBOW KHCIOTOM Ha
(bepTUIBHOCTD Y YeTIOBEKA OTCYTCTBYIOT.

4.7. Bausinue Ha CIOCOOHOCTH YNPABJAATh TPAHCIIOPTHBIMH CpeCTBAMHU U padoTaTh ¢
MeXaHNU3MaMu

VYpcoae3okcuxoneBasi KHCIOTa HE OKa3bIBAeT BIUSHUS Ha CHOCOOHOCTh YIIPABIIATh
TPAHCIIOPTHBIMU CPEACTBAMU U MEXAHU3MAMH WUJIH KC 3TO BIIMAHUEC MUHUMAJIBHOC.

4.8. HexxesnaTesibHbIE peaKIUU

PesromMe HexenaTeabHbIX pPeaKIuil
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HexenarenpHbie p€akunu nMpeacTaBJICHEI B COOTBCTCTBI/IfI/D(I; II'EOB%%EHI\I%&%H&I:HT&QT& )

OpraHOB B MTOCJIEIOBATEILHOCTH MEAUIIMHCKOTO CIOBAps AJI1 HOPMAaTUBHO-TIPABOBOM
nesrenbHOCTH (MedDRA). HacToTa BO3HUKHOBEHHS OIIPEIEIISIach B COOTBETCTBUH CO
CJIEMYIOIMMH KaTETOpUsIMHU: 04eHb YacTo (>1/10), wacto (>1/100, Ho <1/10), Heuacto (>1/1000,
HO <1/100), peaxo (=1/10000, vo <1/1000), ouens peako (<1/10000), vacroTa HEeU3BeCTHA (Ha
OCHOBAHMHU UMEIOIUXCS TAHHBIX OI[CHUTh HEBO3MOXKHO).

Kenyoouno-kuweynvle napyulenus: 9acTo — HeO(POPMIICHHBIHN CTYJ UM JUapesi; O4eHb PEIKO —
ocTphle OOJIM B MPaBOil BEpXHEH YacTH KUBOTA.

Hapywenus co cmoponvl neuenu u sHcenyedbi8o0auux nymeti: 0O4€Hb PEIKO — KaJTbIIUHUPOBAHUE
KEITYHbIX KaMHEH, JeKOMIICHCAIUs IUPPO3a MEYCHU.

Hapywenus co cmopoHbl Kodcu u NOOKONMCHBIX MKaHell: OU4SHb PENIKO — aJUIEPTUIECKHE PEaKIInH,
B TOM YHCIIe KpanuBHUIIA.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIIbHBIX PCAKIIMAX

BaxxHo coo0miarh 0 mo03peBaeMbIX HEXKEIATSIBHBIX PEAKIUAX ITOCIIC PETUCTPALINN
JICKapCTBEHHOTO TIperiapara ¢ IeJIbI0 00eCIIeYeHIS HEPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«T10J1b3a — PUCK» JIEKAPCTBEHHOT O Ipenapara. MeauInHCKUM pabOTHUKAM PEKOMEHyeTCs
CO00IIAaTh O JHOOBIX MOJ03PEBAEMbIX HEXKENATEeIbHBIX PEaKIUAX JIEKapCTBEHHOIO MpernapaTa
4YCpe3 HAIMOHAJIIBHBIC CUCTCMbI COO6HIGHI/I$[ 0 HCXKCJIATCIIbHBIX PCAKIHAX I'OCYAapCTB — YICHOB
EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickas ®edepayus

®denepanbHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBuanzop)

109012, r. MockBa, CriaBsiHCKasl TUIOIIA b, 1. 4, cTpoeHue 1

Ten.: +7 (800) 550-99-03

e-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMIITOMBI

[Tpu mepemo3upoBke BO3MOXKHA auapes. Kak mpaBuiio, Apyrue CHUMOTOMBI TMEPeI03UPOBKHU
MaJIOBEPOSATHBI, TTOCKOJBKY C YBEITUYEHHUEM JI03bI a0COpPOLHS ypPCOE30KCUXOIEBON KHUCIOTHI
CHHMIKACTCs, a BEIBCICHUE C KAJIOBBIMU MAaCCaMH YBCIIMYNBACTCA.

Jleuenue

HeobxonmuMoct B TNpUMEHEHMH crHenu(UUecKux Mep TpHU Tmepefao3upoBke HeT. JledeHue
MOCTIEACTBHUI AUAPEH CUMIITOMATUYECKOE, HAMPABICHHOE Ha BOCIIOJIHEHNE 00beMa JKUJIKOCTH U

BOCCTAHOBJICHUEC JJICKTPOJIUTHOT'O OajaHca.
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5. DAPMAKOJIOTMYECKUE CBOIICTBA (MOCHELOBATENBHOCTE 0006)

5.1. @apmakoanHaAMHYecKHe CBOICTBA

®dapmakoTepaneBThueckas rpymnmna: [lpemaparel uis JiedeHHs 3a00JIeBaHUN TEUEHU U
JKEITYEBBIBOJAIINX IIyTeH; mpernaparbl A JIe4eHHUs 3a00JeBaHHUM >KeTYEBBIBOASIINX IyTEH;
npenaparsl KEITYHbIX KUCIOT.

Kon ATX: AOSAA02

Mexanuswm aeiictBus U hapMakoauHaMmudeckue dhheKThI

['enatonpoTeKTOpHOE CpPEACTBO, OKa3bIBACT JKEIYETOHHOE MAEHCTBHE. YMEHBINAET CHHTE3
XOJIECTEPHHA B TIE€YCHHU, BCACHIBAHNUE €T0 B KUIICYHWKE M KOHICHTPAIMIO B YKEIYH, ITOBBIIIACT
pPacTBOPUMOCTh XOJIECTEpPUHA B JKEIYECBBIBOJAIICH CHUCTEME, CTHMYJIHPYET OOpa3oBaHHE H
BBIACJICHUC KCIIYU. CHMKAET TUTOT€HHOCTh JKCIIYH, YBCIIMYUBACT B HeH COACPIKAHUE KCITIYHBIX
KHUCIIOT; BBI3BIBACT YCUIICHUE JKEITyJOYHOM M TAHKPEATUIECKOH CEKPELIUH, YCUIHBACT AKTUBHOCTD
JMIAa3bl, OKAa3bIBAET THUIIOTJIMKEMUYECKOe JeHCTBHE. BBI3pIBaeT 4YacTHYHOE WM IOJTHOE
PACTBOPCHUC  XOJICCTCPHHOBBIX KaMHeHn Ipyu  SHTCpaJIbHOM IMPUMCHCHHUH, YMCHBIIACT
HACBIIICHHOCTh JKETYH XOJECTEPHHOM, YTO CHOCOOCTBYEeT MOOMJIM3AIMK XOJECTEPHHA W3
XKeMYHbIX KaMHel. Oka3bIBaeT MMMYHOMOIYJIUpYIOIIee AeHCTBUE, BIUAET HA UMMYHOJIOTHYECKHE
pEaKIUK B IIEYCHU: YMEHBIIAET KCIIPECCHIO HEKOTOPBIX aHTHUTCHOB HA MEMOpaHe TeraToIUTOB,
BJIMSIET HA KOMM4YecTBO T-muMQouToB, 00pa3oBaHue UHTEPIICHKNHA-2, YMEHBIIAET KOJIUIESCTBO
703UHO(DHUIIOB.

Kinnanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

CornacHo JaHHBIM KJIMHUYECKUX OTYETOB, UMeeTcss MHorosietHuil ombIT (o 10 jer u Gonee)
JICYEHUSI  YPCOAE30KCHXOJIEBOM  KHCIOTOM  MNEAMATPUYECKHX  OONBHBIX,  CTpaJarolIux
renaroouinapHoi 6oJe3Hb10, cBsizaHHOM ¢ MykoBucuu030M (CFAHD). Metotces nanHbIE O TOM,
4TO Tepanus YpCOJAE30KCHXOJEBOW KHMCIOTOW CHOCOOHA CHMXATh MPONU(Epalnio KeTdHbIX
IIPOTOKOB, 3aMEUIATh pPa3BUTHE IOBPEXKICHUN, BBIABISEMBIX IPU TUCTOJIOTHYECKOM
UCCJIEIOBaHUM, U Ja’K€ CIOCOOCTBOBAaTh OOPATHOMY Pa3BUTHIO M3MEHEHUH TemnaToOMIuapHON
CHUCTEMBl B ClIy4yae, €CJIM Tepanus HauumHaercs Ha panHHux craausx CFAHD. B memsax
ontuMu3alu 3((HEKTUBHOCTH JIEUCHUSI TEPaAlHIO YPCOIE30KCHUXOJIEBOM KHCIOTOM cremyer
HAa4YMHATh KaK MOXHO paHblle IIocie ycTaHoBiaeHus nuarsosa CFAHD.

5.2. ®apMaKoKHHeTHYeCKHe CBOlicTBa

AOGcopOnus

[Tocne nmpuema BHYTPh ypCOJE30KCHXOJIEBasi KUCIOTa ObICTPO BCACBHIBAETCS B TOLIEH KHILIKE U
IPOKCUMAJILHOM OTJIeNIe IMOJIB3IOIIHON KMIIKK MyTeM MacCuBHOW TudQy3uu, a B TUCTAIHLHOM
OTJIeJIe MO/IB3/I0IIHOM KUIIKY 3a CUeT aKTUBHOIO TpaHcnopTa. BeacsiBaercst npubnuzureabHo 60—

80 % TmpUHATOM JT03BI.
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Pacopenenenue

B 3aBucumoctu ot CYTOHHOﬁ J03bI, THIIA 3a00JIeBaHUSI U COCTOSHHS INCYCHU, B XKCIYHU
HAaKaIlJIMBACeTCs OOJIbIIEE MIM MCHBIIEE KOJIMYECTBO prOIIGSOKCHXOJICBOfI KHUCIOTHL. B TO ke
BpEMs Ha6J'IIOI[aCTC$I OTHOCHUTECIIBHOC CHHXXCHHUEC COACpKAHHUA OPYIuX, boiee J'II/IHO(i)I/IJ'H:HBIX
KCEIYHBIX KHUCIIOT.

Buorpancdopmarus

ITocne BcacblBaHUSI YPCOJAE30KCUXOJIEBAsT KUCJIOTA [TOYTH MOJTHOCTHIO KOHBIOTUPYET B MIEYEHU C
JIMIIMHOM U TaYpUHOM U BBIBOJUTCS C Kenublo. [Ipu mepBoM MPOXOXKIEHHM Yepe3 IEeYeHb
MeTtabonuszupyercs 10 60 %.

[Ton neiicTBUEM KHUIIEYHBIX OaKTEpUH YpCOJE30KCHXOJIEBasi KUCIOTa YaCTHYHO PacIagaeTcs C
00pa3oBaHMEM 7-KETO-JIUTOXOJIEBOM M JIMTOXOJIEBOM KHUCHOTHL. JluTOoXoneBass Kuciora
renaTOTOKCUYHA; Y HEKOTOPBIX BHJIOB JKMBOTHBIX OHA BbI3BIBAET IMOBPEKICHUE NAPECHXHMBI
nevyeHu. B oprann3me yenoBeka OHa BCAaChIBAETCS JIMIIL B HEOONBIIUX KOJIHUEcTBaX. B mporecce
MeTaboIM3Ma MPOUCXOUT €€ CyNb(aTupoBaHKUE B MIEYCHH, 3a CUET YE€T0 OHA 00E3BPEKHBACTCS
el11e JI0 TOro, KaK IPOUCXOAUT €€ SKCKPELUS B JK€I4b, U BBIBOJUTCS U3 OPraHU3Ma C KaJOM.

OIUMUHALKA

[Tepuon momyBbIBEICHUS YPCOAE30KCHUXOIEBON KUCIOTHI COCTABISAET OT 3,5 10 5,8 nHei.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

CozepKuMoe Karcyiabl

Kpaxman Kkykypy3HbIi
Kpemuust nMokcu KoJJIOUIHBIN (a3pOCHIT)
Marnus creapar

000J10YKa KaCyJIbI

Turana quokcuy

Kenatun

6.2. HecoBmecTumocTh

He npumennmo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 rona.

6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH NPH XPAHEHUHU
ITpu Temneparype He Boime 25 °C.

6.5. XapakTep u cojep:kaHHe MEPBUYHOI YTAKOBKH

Kancynsl



5,6,10, 15, 20, 25 kancysn B KOHTYPHYIO SUEUKO

¥ (OJIBIU ATFOMUHHUEBO MeYaTHON JTAKMPOBAHHOM.

10, 20, 30, 40, 50, 60, 70, 80, 90, 100, 250 kancyn B OaHKY MOJTMMEPHYIO U3 IMOJTHITPOITHIICHA UITH
HOJMATUIIEHA, YKYIOPEHHYI0 HAaTATMBAEMOW WJIM HaBUHYMBAEMOW KPBIIIKOM MOJIMMEPHOW IS
JIEKapCTBEHHBIX CPEJCTB U3 MOJIMIIPONIMIIEHA WM IOJIMATUIIEHA C KOHTPOJIEM IIEPBOTO BCKPHITHS
win 6€3 KOHTPOJIS, ¢ YIUIOTHSIOMINM 3JIEMEHTOM MK 0€3 Hero.

JIOTIOTHUTENBHO JOMYCKAeTCsl MCIIONB30BaTh BATy MEIUIIMHCKYI0 THTPOCKONHUYECKYIO, WU
aMOpTU3aToP.

Ha GaHky Hak/IeHBarOT 3TUKETKY CaMOKJIEAILYIOCS.

Kaxnayto Oanky, 1, 2,3,4,5,6,7, 8,9 wim 10 KOHTYpHBIX SYCHKOBBIX YIAKOBOK C HHCTPYKITUEH
10 TPUMEHEHHIO TOMEIIAIOT B TIAYKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPeJOCTOPOKHOCTH MNPH  YHUYTOKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOr0  Ipenapara WJIH OTX0J0B, MOJYYEHHBbIX IOcje TPHMEHEeHHs
JIEKApCTBEHHOI0 NMpenapara, u Ipyrue MaHUMyJIsIUM C NpernapaToM

Oco0ple TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

OO111eCTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO «Bendapm YK» (OO0 «Bendapm YK»)
125239, r. Mocksa, yn. Kontesckas, a. 83, xopi. 1, oduc 16

7.1. IlpeacTaBUTENb J€PKATE/ISI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[Iperen3un norpedbUTENed HAOPABIATE 110 aIPECY:

Poccniickas @enepanns

OO111ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
640008, Kypranckas o0:., r. Kypran, npocnext Koncturynuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

8. HOMEP PEITUCTPAIIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUUHOM PETUCTPAIIMHA (ITOATBEPXJIEHUA PETUCTPAIINN,
INEPEPETUCTPALINN)
JlaTa niepBoii perucTpanuu:

10. JATA HIEPECMOTPA TEKCTA
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Oo6mas xapakrepuctuka jekapcrBeHHoro npemapara Y PCOAE30KCUXOJIEBAA KUCJIOTA
JOCTymHa Ha WHGOPMAIMOHHOM TopTaysie EBpasuiiCKOro 3KOHOMHUYECKOTO COI03a B

uHGOPMAIIMOHHO-KOMMYHHKaMOHHOM ceT «MuTepHeT» https://eec.eaeunion.org/

11


https://eec.eaeunion.org/

