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MUHHUCTEPCTBO 3JIPABOOXPAHEHWS POCCUNCKOHW ®EJIEPALIMA

WMHCTPYKIIHUS
1O MEJIUMIITUHCKOMY IMTPUMEHEHHUIO JIEKAPCTBEHHOI'O TIPEITAPATA

Tuoaenra®

Pernerpannonnslii nomep:

Toprosoe naumenopanne: Tuosnenta®

MexayHapoaHoe HCIIATEHTOBAHHOC HAHMCHOBAHHE: THOKTOBAA KMCJIOTA.

JlekapcrBennast gpopma: TablIeTKH, HOKPLITHIC MJIEHOYHOW 000104KOiA.

Cocras:

| TabneTka, NOKpLITast MIEHOYHOH 000J0YKOMH, COACPIKUT:

dericmeyrouwjee gelyecinso: TAOKTOBas Kuciota (aibda-nunoesas kuciaora) 600,0 mr;
6CHOMO2aMeNIbHbIe 6CUeCNEd: Kaﬂl;llllﬂ creapat 31,0 mr, kpaxman kaprodeabHbiii 27,4 M,
KPEMHHUS JMOKCHJ KOUIOMAHBIA 27.6 Mr, Kpockapmeioza Hatpus 49.6 Mr, JakTO3bl
Monoruapat 232,0 mr, nopujgon K-30 65,2 Mr, e 11107103a MUKpOKpHCTa/Linyeckas 167,2 mr;
cocmae nienoynou oodoaouxu: Onajapaii 20A220053 skenroiit 40,000 Mr, B TOM 4YHCIE:
[runposnosa (THIPOKCHIIPOIUIIIIEIITIO.103]) 12,000 MT, THITPOMEINIO3a
(ruapokcunponuameTuanesuioiaoza) 11,600 Mr, kpacutenb xenesza OKCH weaTeiit 1,652 wmr,
KpacuTellb co/HedHbIH 3aKkat xeJatolil 0,008 mr, Tasek 4,000 mr, TuTana juokent 10,740 mr].
Onucanue

Tabnetku oBasIbHBIC JIBOSKOBBIIYKIIbIC, MOKPBITBIE [71€HOUHOM 0GON0YKOI  KOpHYHEBATO-
KeaToro 1sera. Ha NOMePEeYHOM paszpese — CBETI0-KeJITOro lBeTa.
dapmakoTepaneBTHYECKAsI TPYNNA: MCTa00IMUCCKOE CPEACTRO.

Kox ATX: A16AX01

dapvako.IorHvecKie cBoiicTBa

Dapymakoounamura

TuokToBas (anbda-1unoepas) KUCIOTa - SHIAOTCHHBIH aHTHOKCHIAHT NPAMOro (CBA3BIBAET
CBOOOJHBIC ~ paJMKalbl) MW HEMPAMOro JeHCTBHSA. SIBAsCTCS  KO(EepMEHTOM  peakiuii
JeKapOOKCHINPOBaHHA ajlb(a-KeTOKHCI0T. CIOCOOCTBYCT CHU/KEHHIO KOHUEHTPALMHU TITIOKO3bI
B IJ1a3Me KPOBH M YBEIMYEHHIO KOHUECHTPAUMW [JIMKOINeHa B TICUCHH, TaKKe CHHUXKaeT
HHCYJTMHOPE3UCTEHTHOCTh, YUACTBYET B PErVIAMPOBAHUM YIJICBOIHOTO M JIHITHIHOTO OOMEHOB,
CTUMYJIMpYET 0OMeH XosecTepuHa. braroaaps cBouM aHTHOKCHIaHTHBIM CBOICTBAM, THOKTOBAs

KHACJI0Ta 3alIMIIACT KICTKU OT NOBPECIKACHHUA UX NPOJAYKTAMH pacnajia, yMcHbuiaeT 06}’)83083}1”@
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KOHEYHBIX MPOAYKTOB [POrpECCHPYIOILErO MIMKO3UIMPOBAHNS OEIKOB B HEPBHBIX KJIETKaxX MpH

caxapHoM JiMalere, yIydIIaeT MUKPOUMPKY/ISUHIO W HHIOHEBPAIbHBIH KPOBOTOK, INOBBIIIAET

¢usnonoruueckoe copepkaHue aHTHOKCHAAHTa riaytatioHa. CrnocoOCTBYS  CHMKEHHUIO

KOHUEHTPAIMH TJIOKO3bl B IUIa3Me€ KPOBW, BO3/CHCTBYET Ha aJbTEpHATHBHBIN MeTaboau3M

TJIFOKO3BI TIPU caxapHoM JuadeTe, CHUKAeT HaKOIMJIeHHE MaToIOTHYeCKUX MeTaOoIMTOB B BHJIE

MOJIHOJIOB M TEM CaMbIM YMEHBIIACT OTEK HEpBHOI TKanu. biaroaaps ydacTtrio B MeTabonu3me

KHUPOB, THOKTOBas KHCJIOTa YBeIuuuBaeT OWocuHTe3  (GocdOIUNUIOB, B  YaCTHOCTH

GochonnosuTuoB, Onarogaps YeMmy yiydlIdeT MOBPEKICHHYIO CTPYKTYPY KIETOYHBIX

MeMOpaH; HOPMAalM3yeT 3HEpreTHuecknii oOMeH U NpoBEAEHHE HEPBHBIX HMITYJIBCOB.

TuokroBas Kucyiota ycTpaHseT TOKCHUYECKOE BIMsHHE MeTa00JIMTOB alKoros (aleraibaeruja,

NMUPOBUHOTPAIHOM KHCIIOTBI), YMEHbIIACT H30bITOYHOE O00pa3oBaHUEC MOJICKYT CBOOOIHBIX

KHCJIOPOJHBIX PAJMKANIOB, YMEHBIIACT OJHIOHEBPAIbHYIO THIOKCHIO W HILIEMHIO, ocladiss

NPOABJICHUS TIOJIMHEHPONATHH B BH/IE TAapPECTE3UU. OULYUIEHUS AKCHHs, 0O0M W OHEMEHHUS

KOHEYHOCTEH.

Takum 06pa3oM, THOKTOBasS KHCJIOTa OKa3bIBACT aHTHOKCHIAHTHOe, HelipoTpoduyeckoe,

TUTIOTJIMKEMUYECKOE JICHCTBHE, YyUlliaeT MeTaboIu3M JIMITH/I0B.

Dapmakokunemura

Abcopoyus u pachpeoenenue

Ilpu npueme BHYTPL OBICTPO M MOJHO BCACBIBACTCS B JKENYJA0UYHO-KMIIEYHOM TpPAKTe, MpPHEM

OJTHOBPEMEHHO ¢ nuIiIed cHukaeT abcopOumioo.  Bpems  HocTHKeHus  MaKCHMalbHOI

KoHUueHTpauuu — 40-60 munyt. O6nagaet spdekTom "nepBoro mpoxokjacHus" yepes neyeHs.

buojoctynnocts — 30 %. OGbem pactipejieienus — okono 4350 ama/kr. OSumil nasMeHHbli

Kaupenc — 10-15 mMa/yun.

Mematoausy u eoisedenue

MeraGoansupyercs B e4eHH 1yTeM OKHCIeHHs GOKOBOIT LIEMH H KOHBIOFHPOBAHUA.

TuokroBas kucmoTa 1 ee MeTabOIUTHI BRIBOIATCS TTouKamu (80-90 %). Ileproa nmonyBLIBeAeHHUS

- 25 MuH.

IMokasanust K NnpUMeHEHHIO

— auabeTuyeckas Mo;IMHeHponaTus;

— @IKOT0JIbHas MOJUHEeHporaTHs.

IIporuBonoka3zanus

— TOBBILICHHAA YYBCTBUTEIBHOCTb K THOKTOBOH KHCIOTE W TIO0GOMY M3 BCIIOMOTATEIbHBIX
BEUIECTB Tpernapara;

— OCpeMEeHHOCTb, MEPHOA TPYAHOIO0 BCKapMIMBAHWS (OTCYTCTBYET JAOCTATOYHBINH  OIBIT

NPUMEHEHHS MTperapara);
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— JIeTcKuit Bospact 10 18 net (3¢pekTHBHOCTL M 6e30MacHOCTL MPUMEHEHHUS HE YCTAaHOBIICHEI).
IIpuvenenue npu 6epeMEeHHOCTH H B IIEPHOT TPYAHOI0 BCKAPMJIHBATHS

[TpumeHenne THOKTOBOH KHCIOTBI BO BpeMs OCpeMEHHOCTH TMPOTHBONOKA3aHO B CBA3M C
OTCYTCTBHEM J10CTATOYHOIO OMbITa MPHMEHCHHS.

HUccnenoBanus penpoayKTUBHON TOKCHYHOCTH HE BbISBHJIM PUCKOB OTHOIICHMA BIMAHMSA Ha
pa3sBUTHE 1171018 U KaKUX-TMO0 SMOPHOTOKCHUYECKUX CBOICTB Mpemnapara.

HeussecTHO, MPOHUKAET 1M THOKTOBAs KHCIOTa B MaTepHHCKOE MOJ0KO. [Tpu HeoGXoaumocTH
NpUMEHEHHs Tperapata B IIEPUO1 TIPYAHOr0 BCKApMIMBAHUS Tpy/HOC BCKapMIHBaHHE
HEOOX0AMMO MPEeKpaTHTh.

Crnocod npuMeHeHHs! H 103bl

BuyTpb HaTOwak, mpuOIM3uTeIbHO 3a 30 MHHYT /10 TIEPBOTO MpUeMa MUIIH, HE pa3KeBbIBas U
3anuBas J0CTaTOYHBIM KOIHUeCTBOM BO/Ib! 110 600 Mr (1 TabGnerka) | pa3 B acHb.
MakcumaiibHas cyrounas xo03a — 600 mr.

MakcumaabHBIR Kype mpueMa ripernapata — 3 mMecsua. B HEKOTOPBIX cliyuasx npueM rpernapara
npeanojaraet Oosee UTMTEIBLHOE TPHMCHCHHE, cpoku KOTOPOTO ONPE/ICAOTCS  JIeHalIuM
BpayoM.

[To6ounoe aeiicTBHE

Yacrora BO3HUKHOBEHUS MOGOUHBIX () ()CKTOB NpHBEICHA B COOTBETCTBUH C KiacCH(HUKalueit

BO3:

OYEeHb 4acTo - >1/10;

4acTo - o1 >1/100 10 < 1/10;
HEYacTo - o1 >1/1000 o <1/100;
penko - ot >1/10000 o <1 "100'0;

OYEHb PEIKO <1/10000.

Co CIOPOHBL HCENYOOUHO-KUULE Y020 mpaxkmda

yacmo - TOIIHOTA;
oueHb peoKko - U3KOra, pBoTa, Juapes, 00/1b B JKHBOTE.

Co cmoponbl UMMYHHOU CUCEMbl

oYeHy [)L’()I\'() - AJICPrUYECKHE peaKlMUHu - KparuBHHIA, KOJKHAA Chblllb, 3VA; CHCTCMHBIC
aJlJIepru4cCKue peakimu (Bﬂ.’lOTb J0 pasBHTHA aH’d(i)HﬂaKTH‘ICCKOFO |u0|<a);

vacmoma HeuseecniHa - aymummynumﬁ HHC'\'III'HIOBbHvI CHH/IPOM 'y TAUMUCHTOB C CaxXapHbIM
nuadeToM, KOTOpblﬁ XaApaKTCpU3yeTCsd YaCTbIMHU  THITOTJIMKCMHUAMU B VCIOBUAX HAIUYUS
AYTOAHTHUTEI K HHCYIIHHY.

Co CIOPOHBL KONCU U NOOKOICHBIX IMKAHCL

Hacnioma HevzeecnHa - YK3eMa.



Co cmopoinbl HepEHOILl CucheMbl

yacmo - TOJIOBOKPYKCHHUE;
oueHb peoKo - U3MEHEHHE BKYCOBBIX OLLYLICHHIA.

Co CIMoOpPoOHbL ooMeHa eewecme i nuniaHs

OYeHb peoKo — Pa3BUTHE THUIOTIMKEMUH (B CBS3M C yJIydlIEHWEM YTHIIM3alUHH TJIFOKO3BI),
CHUMIITOMBI KOTOPOW BKIHOYAIOT T'OJOBOKPYKEHUE, MOBBIILICHHOE TMOTOOT/ACICHHUE, TOIOBHYIO
60J1b, PacCTPOICTBA 3pEHUS.

Ilepeio3npoBka

Cumnmoxiwr: To0BHas 6071b, TOUTHOTA, PBOTA.

B cayuyae octpoii nepenosupoBku (npu npusmenenun 10-40 r) MOryT oTMeuarthes cepbe3Hble
MPU3HAKK  MHTOKCHKALMK  (FCHEPAIU30BAHHBIC — CY/IOPOKHbBIE  MPHIAJKH:  BbIpAKEHHBIE
HapyIIEHHs KUCJIOTHO-IEJIOYHOro OanaHca, BelyllMe K JaKTOaluW03y: THIOrIMKeMHuecKas
KOMa; Ts/KeNble HapylUIeHUA CBEPTHLIBACMOCTH KPOBM. NPUBOJAALIME WHOraa K QaraasHOMy
UCXOAY).

[Ipu mono3penun Ha CylIeCTBEHHYIO 11EPe103HPOBKY Mperapata (710361, papHo3HauHble 6onee 10
TabneTkam Juis B3pocsioro i ©osee 50 Mr/kr maccel Tesia juis peGeHka) HeoOXoauMa
HeMeUICHHAS TOCTIUTaTH3alns.,

Jleuenue: cumnToMaTHYecKoe (BKIIOUAs MPOMBIBAHHE XK/ IKa, TPHEM aKTHBHPOBAHHOTO YIJis),
NpH HEOOXOAUMOCTH - TPOTHBOCYIOPOKHAS TEparusi, MEpbl MO TOUIEPKAHUIO KUIHEHHO
BaXHBIX pyHkumid. Crietnduyeckoro antuaora Het. emoamuanis ve 3 peKTHREH.
BsaumoeiicTBHE ¢ IPYTHMH JICKAPCTBEHHBIMH CPEICTBAMHE

[Tpu 01HOBpEMEHHOM MPHUMEHEHWH THOKTOBOM KHCIOTBLI M LMCIIATHHA OTMEYaeTcs CHUKEHHE
3G GEKTUBHOCTH LUCNIaTHHA.

THOKTOBAs KHCIOTA CBSI3BIBACT METALIb, MO3TOMY €€ He CIACAYET IPUMCHSTD o;mospe.\icﬁno e
npenaparaMi. cojepsRauliMHU MeTallllbl (HanpuMep. rpenapatamMu skejiesa, Marius, Kajiblius), a
TaK/Ke MOJIOUHBIMH TIPOAYKTAMH (M3-3a COJEpXkKaHus B HUX KalbLUs); WHTEPBAT MEKIy
MPUEMOM TaKHX IPEIapaToB U THOKTOBOH KHCIOTOMH JI0/1KEH COCTaBIIATh He Metee 2 4.

[lpy 0HOBpEeMEHHOM NpPHUMEHEHUH THOKTOBOH KHCIOTHI M MHCYJIHHA WM NepopaibHBIX
THIIOTIHKCMHYCCKHUX T1PENapaToB UX JICHCTBUE MOKET YCHIUBATHCS.

TuokroBas KHCIOTA YCHIMBAET NPOTHBOBOCTIATUTEIBHOE JICHCTBHE TIIFOKOKOPTHKOCTEPOU10B.
DTaHOJ U ero MeTaboIUTEI OCTA0MIAIOT ACHCTBHE THOKTOBOI KHCIIOTHI.

Ocodble yrazanus

[lprem ankorosns chuxkaer dP(EKTHBHOCTL JCYSHHUs [IpernapaTtoM, MOITOMY NalHEHTaM B
nepuos Tepanuu npenapatoM TuomenTa™ cieayeT Bo3aepKaThea OT YHOTPESICHUS ATKOrOJS B

TEYCHUC BCCro Kypca JICHCHHA, a TAKKEC 110 BO3MOKHOCTH B [epepbiBax MeEKJIYy KypCaMmH.
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VYnorpebriienne ankorojis BO BpeMs JeUcHUS THOKTOBOIH KHCIOTON Takke sfBIfeTcs (akTopoM
PUCKa pa3BUTHS U [IPOrPECCHPOBAHMS HEHPONATHH.

VYV [auMeHToB ¢ caxapHbIM JMa0eTOM HEOOXOIWM IMOCTOSTHHBIN KOHTPOJIb KOHUECHTpALUH
TJIOKO3bl B KPOBHM, OCOOEHHO Ha HauyalbHOI cTajnu Tepanuu. B HEKOTOpBIX ciydasx
HEOOXOJMMO YMEHBUIUTE 103y MHCY/IMHA WIIH MEpopabHOrO THITOTTHKEMUUYECKOro Mpenapara,
4TOOBI U30€KaTh PA3BUTHS THITOTJIMKCMHH.

OHOBpeMEHHBIH MPHUEM MTHILKA MOXKET MPENITCTBOBATH BCACKIBAHMIO THOKTOBOW KHCIIOTHI.

[Ipu mpueme mnpenapata ynotpedlicHHE MOJOYHBIX TPOJAYKTOB He peKoMeHayerTcs (M3-3a
CoJAepKaHud B HHUX KanblUus). HHTepBan MeK1y NpPUECMOM THOKTOBOH KHCIOTHI U
ynotpedieHHeM MOJIOUHBIX MPOAYKTOB JI0/KEH COCTaBIAThL HE MeHee 2 .

Onucano HECKOJIBKO CAy4yaeB pa3BUTHs ayTOMMMYHHOrO MHCYJIMHOBOTO CHHIPOMA Y MalMEHTOB
C caxapHbIM 1uabeToM Ha (oHe JieueHHs THOKTOBOM KHCIOTOM, KOTOPBIH XapaKTepH3oBajics
YacThIMH THIOMIMKEMUAMU B YCIOBUAX HAIHUUSA ayTOAHTHTE K WHCYJIHHY. B0O3MOKHOCTBL
Pa3BUTHSA AyTOMMMYHHOrO WHCYJIMHOBOrO CHHPOMA ONpe/e/IaeTcess HajluuueM Y TMalHeHTOB
rarotinos HLA-DRB1*0406 n HLA-DRB1*0403. |

Bausinne na cnnocodnocth ynpasiasite TPAHCHOPTHBIMH CPEICTBAMH H MCXAHH3MaMH
Biusnve Ha CMoOcoOHOCTH K YIPABICHHIO TPAHCIOPTHBIMH CPEACTBAMH W MeXaHM3MaMH
crieuraibHo  He  M3ydanock. HeoOxoanumo  coOmojaTh  OCTOPOKHOCTL  TIPH  BOXKICHUM
TPAHCIOPTHBIX  CPEACTE M 3aHATHAX TTOTCHUHAJIBHO ONMAacHBIMM  BHJAMH  JICITEIBHOCTH,
TPEOYIOUIMMH TIOBBIIICHHONH KOHIIEHTPAIIMH BHUMAHUS U OBICTPOTBI IICHXOMOTOPHBIX PeaKuHii.
®opma BbINYCKA

TabGneTku, MOKpPBITBIC NIACHOYHOH 06010uKOi, 600 M.

[To 10 wunu 15 Tabnaerok B KOHTYPHYIO AYEHKOBYK  YHNAKOBKY W3  IUIEHKH
nomiémumx:lopunuoﬁ umn naenku TIBX/AIBJIX w0 oibru amoMHHHEBOH MevaTHoid
JIAKUpPOBAHHOM.

[To 3, 6 KOHTYpHBIX sYeHKOBBIX yNnakoBok 1o 10 TaGaetok win 1o 2. 4, KOHTYPHBIX
SYEHKOBBIX YIMAKOBKH 10 15 TabaeTOK BMECTE ¢ MHCTPYKIIMEH 1O MPpHMEHCHHIO TTIOMEIIAIOT B
nayky M3 KapToHa.

YeaoBusi Xxpanenusi

[Tpu Temnepatype He Bbiule 25 °C B yI1akoBKe MPOH3BOJNTEIIA.

XpaHuTh B HEJOCTYITHOM JUTS JIeTei MecTe.

Cpoxk roguocT

2 roja.

He MNPUMCEHATDL 110 UCTCYCHHU CPOKaA MOJHOCTH.
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YcaoBusi ornycka

OTnyckaeTcs no peuernTy.

HOpuanueckoe M0, HA UM KOTOPOT'0 BLIIAHO PErHCTPAIMOHHOE YI0CTOBCPCHHE

3A0 «Kanondapma npoaakuiay, Poccus.

141100, Mockosckas o6macts, r. [1lenkoro, yi. 3apeunas, 1. 105.

Ten.: (495) 797-99-54, dakc: (495) 797-96-63.

Undopmanns 06 opranusanusix, B KOTOpbIe MOrYT ObITh HANpPaBJCHBLI MPETEH3HH MO
Ka4eCTBY JICKAPCTBCHHOTO Npenapara

3A0 «Kanoudapma npoaaxuny, Poccus.

141100, MockoBckas o6acts, r. llenkoso, ya. 3apeunas, . 105.

Ten.: (495) 797-99-54, dakc: (495) 797-96-63.

DnekTpoHHelit anpec: safety@canonpharma.ru

HO.'I_\r"lllnlb ()OnOﬂHllHlU.’IbllbIe Oannve o npenapame, HAnpasunib NPEeneH3uI0 Ha e20 KA4ecniso,
0e30nacHoCb, COOOUUND O HEXCCAAMETbIHbIX TCKAPCMEEHHBIX PeAKYUSX MOKHO M0 TeledoHy:

8 (800) 700-59-99 (Gecnnatnas nunus 24 yaca) win Ha caiite www.canonpharma.ru B passese

«ITortuka B oOnacTi KayecTBay - «5e30MacHOCTh MpenapaTosy.
IIpousBoauTens

3A0 «Kanondapma npoaakisy, Poccus.

141100, MockoBckas o6iacts r. [llenkoso. yi. 3apeunas, 1. 105.
Ten.: (495) 797-99-54, dakc: (495) 797-96-63.

www.canonpharma.ru

3aM. reHepasibHOrO JIHpeKTopa

3A0 «Kanondapma 1npoaakirs» B.M. Kokenanse
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