IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TIOTAMA®

(THIOGAMMA®)

Cknao:
0itoya pevoBuHa: a-JIiMO€EBa KUCIIOTa;
cknam Ha 1 TabrmeTKy: MiCTUTh «-1imoeBo1 KuciaoTu 600 mr;

00ONOMIdCHI peyo8UHU: METUITITPOKCUIIPOIIIIIEN0I03a, KPEMHII0 MiOKCUL KOJOITHUY 0e3BOIHUM,
11eJ110JI03a MiKPOKpHCTalliyHa, JaKTO3W MOHOTIApaT, HaTpPilo KapOOKCUMETUIIIIEION03a, TAMbK,
OUMETUKOH, MarHiio cTeapar;

nAiBKose noKpumms: NoJlieTUIeHTJIiKOJIl, MeTUITiIAPOKCUIIPOIIIILEN0II03a, TalbK, HaTPito
momenuncynbdar.

JIikapcbKka popMma. TabneTKy, BKPUTI IIiBKOBOIO 000JIOHKOIO.

OcHoeHi ¢i3uKko-ximiuHi 8 1acmueocmi: TabneTKH, BKPUTI IIIBKOBOIO 000JIOHKOIO, CBiTJIO-
JKOBTOT'0 KOJILOPY 3 OiIbIN CBITIUMY i TeMHUMHE (6iTMMU) BKITIOUEHHSIMU, JOBracTi, ABOOMYKII, 3
PHCKOI0 3 000X 00KiB. Kosip TaGneTky Ha 371aMi - CBiTIIO-)KOBTH.

®dapMakoTepaneBTHUYHA I'pyna.
3aco0wu, 1110 BIIJIMBAIOTh Ha TPABHY CUCTEMY i MeTabomiuHi mpouecu. KucmoTa TioKTOBa.

Kom ATX A16A X01.

®apMako/I0riudi B1aCTUBOCTI.

dapmakoOuHaMiKa. o-IinoeBa KUCI0Ta € PEYOBUHOIO, SKa CUHTE3YEThCS B OPraHi3Mi i BUKOHYE POJib
KOEH3UMY B OKHUCTIOBaJIbHOMY HeKapOOKCHTyBaHHI O-KETOKUCJIOT; Biflirpae BaxKJIMBY POJIb ¥ MpoIieci
YTBOpPEHHS eHepril y KniTuHi. Cpusie 3MeHIIEeHHIO PiBHS I[yKPY B KPOBi Ta 301/IbIIIEHHIO KiTbKOCTI
riikoreny B nedinni. Hecraya a6o mopyiieHHss 00OMiHY O-7TiTOEBOI KMCJIOTH BHACITIIOK iHTOKCUKAIIIX
a00 HaJIMIIKOBOTO HAaKONMUYEHHS [esIKUX IIPOAYKTIB po3nany (HampuKiag KETOHOBUX Til)
IPU3BOUTH [0 MOPYLIEHHS aePOOHOTO TTiKOTi3y. a-IilmoeBa KMCI0Ta MOXKe iCHYBaTH y IBOX
¢disionoriuHo akTUBHUX (Ppopmax (OKMCHEHAa Ta BiTHOBNEHA), SKMM IIpUTaMaHHa aHTUTOKCHYHA Ta
AQHTHOKCHUIAHTHA [il. «-JIiT0€Ba KUCJIOTa BIUIMBA€E Ha 00MiH X0JeCTepuHy, Oepe y4acTh y peryIioBaHHi



JIIiAHOTO Ta BYTJIEBOOHOTO O0MiHiB, moJininye GyHKIIi0 MeYiHKY (BHACIIIOK TenaTonpoTEKTOPHOI,
AQHTHOKCHUIAHTHOI, Ie3iHTOKCUKAIIIHOI [Iilf). a-JTimoeBa KucioTa nogibHa 3a papMaKoIoriYHUME
BJIACTUBOCTSIMU [0 BiTaMiHiB rpynu B.

®apmaxokiHemuka. [licns nepopaabHOr0 IPUKOMY (-IiITOEBA KMCJIOTA MIBUAKO 1 MaiKe IIOBHICTIO
abcopOyeThCs 3 TPaBHOTO TPaKTy. BUBOIUTHCS HUPKaMHU, TIEPEBazKHO y BUTTISAI MeTa0bO0iTiB.
YTBOpeHHs MeTaboMiTiB BiOyBa€ETHCS BHACTIOK OKUCHEHHS Oi9YHOTO0 JTQHIfIOTa Ta KOH'IOTyBaHHS.

®

Ilepion HamiBBUBeOeHHS TioraMu = 3 CHPOBATKHU KPOBi cTaHOBUTE 10-20 xB.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

[TpodinakTuka i nikyBaHHS AiabeTHYHOI IOJiHeHpomaTii.

IIpomunoka3aHHs.

e IligBHIIIEeHA YYTIUBICTH MO O-JIiIOEBOI KUCIOTH af0 M0 iHIIMX KOMIIOHEHTIB mpemapary.
e He Mae kJTiHiYHOT0 JOCBioYy 3aCTOCYBaHHS JiKapChKOro 3acoby HiTAM Ta MifgIiTKaMm.

B3aemodisn 3 inwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemoditi.

Q-JIi0€Ba KUCJIOTa pearye 3 ioHHUMU KOMITJIEKCaMU MeTaJliB (HallpyuKiaf 3 OUCIIaCTUHOM), TOMY
Tiorama® MoXKe 3HMXYBaTH e(eKT LUCIUIACTHHY. 3 MOJIEKYJIaMy IyKpPY O-JTil0€eBa KHCI0Ta YTBOPIOE
Ba’XKOPO3UYMHHI KOMIIJIEKCHI CIIOJIyKM.

O-JIITO€EBA KUCTIOTA € XeIaTOPOM MeTaly, TOMY He CIIif 3aCTOCOBYBaTH 11 OGHOYACHO 31 CIIOJTlyKaMu
MeTaJiB (HampuKIaf 3 MpenapaTaMi, 10 MiCTSATh 3a/1i30 abo MarHil, 3 MOJIOYHUMH ITPOAYKTaMHU,
OCKIJIbKH BOHU MiCTSATh KaJIbIi).

fK110 3arajbHy AEHHY [03Y IIpernapaTy Tiorama® mpuiiMatu 3a 30 XB 110 CHilaHKYy, IIpelapaTy 3aJjli3a
Ta MarHiio HeoOXigHO 3aCTOCOBYBATH IIifl Yac 00imy abo K yBeuepi.

[Ipu ogHOYACHOMY 3aCTOCYBaHHI ajb(da-JIinoeBa KMCI0Ta IMOCUIIIOE Ail0 iHCYIiHYy Ta TepopaIbHUX
rinornikeMisyiouux 3acobiB. 3 1iel TpuYUHYA HEOOXimHUYM PeTeNbHUM MOHITOPUHT PiBHSA LYKPY B
KPOBi, 0COONIMBO IIif Yac 1mo4aTkoBoi (a3u Teparil anbda-ninoeBoio KUcnoTow. 11106 YHUKHYTH
CHUMIITOMIB TillOT/IiKeMii, B OKpeMHUX BUIIaKaX HeoOXiqHO 3MEHIIUTHU 03y iHCYIiHy a0 m03y
aHTHAia6e THYHOTO JTiKapChKOro 3aco0y per os.

YBara:

3710BKMBaHHS aJIKOTOJIEM € 3HaYHUM ()aKTOPOM PHU3UKY PO3BUTKY i MIPOTpecyBaHHS HEBPOIATUUHUX
KJTIHIYHUX KapTHUH i, 0TKe, MOXKe TEePEIKOJUTH YCIIiXy Teparii likapchKuM 3acoboM. 3aranoMm,
TallieHTH 3 JiabeTHYHOO MOIiHEeNpOoIaTielo MOBUHHI YHUKATH BXKUBAHHS alIKOroJo. Lle Takox
CTOCYETBhCS 1o TiepiofiB 6e3 Teparii anbda-TinoeBoi KUCIOTOIO.



Oco06.1ue8ocmi 3acmocyeaHHsi.

[Tpu nikyBaHHi anbda-JinoeBoo KACIOTOIO ITOBiJOMIISIOCH PO BUMAAKU ayTOIMyHHOT'O iHCYJTiHOBOT'O
CHHIPOMY. XBOpi 3 IEBHUM I'€HOTUIIOM aHTUTE€HY NeUKOonuTiB moauau HLA (nedkonuTapHi aHTUTeHI
monuHy), 30kpeMa HLA-DRB1*04:06 Ta HLA-DRB1*04:03, 6inbI CXUIBHI 10 PO3BUTKY ayTOIMYHHOT'O
IHCYIiHOBOTO CUHAPOMY (pO3J1aj TOPMOHIB, SKi PEryIiol0Th IJII0K03Y B KPOBI, 3 BUDaXKEHUM
3HUKEHHSM PiBHA IyKPY B KPOBi) IIPH NTiKyBaHHI anbda-inoesoio kucaoToo. HLA-DRB1*04:03 anemns
(BiZHOIIEHHS IIaHCIB YYTJIMBOCTI IO ayTOIMyHHOTI'0 IHCYJIIHOBOTO CUHAPOMY 1,6) yacTiiie
3yCTpivaEThCS Y PeCTaBHUKIB HaponiB KaBka3sy Ta Oinbir momupenuit B [TiBgenHi#t €Bpori, Hixk B
[TiBuiuniu €spomi; HLA-DRB1*04:06 anens (BigHOIIEHHS IIAHCIB YyTIXBOCTI 10 ayTOIMyHHOTO
iHcyniHOBoro cuHAPOMY 56,6) 3ycTpidaeThcs mepeBaxkHO y malieHTiB 3 Amonil Ta Kopel.

Cnip 6paTé 0o yBaru MOXKJIMBICTh PO3BUTKY ayTOIMyHHOTO iHCYTiHOBOTO CUHAPOMY V Talli€HTiB, SKi
3aCTOCOBYIOTh TiIOKTOBY KHCIIOTY, IIpH Ou(epeHIliiioBaHOMY AiarHO3i CIIOHTaHHOI TilmormiKeMil.

[TarienTy 3i CIaJKOBOIO HETIEPEHOCUMICTIO TajlaKTO3H, AedilluTOM JIaKTa3u, TPy Maababcopoirii,
TOOTO TOPYIIEHHI BCMOKTYBaHHS I'JIIOKO3M Ta rajlakTO3HW, He TIOBUHHI IpUMMaTH JaHuM TiKapChKUM
3acio.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

HepocTaTHBO faHUX 1100 3aCTOCYBaHHA IIpenapaTty y epiof BariTHOCTI i rTOAyBaHHS IPYLI0, TOMY
He PeKOMEH/yeThCs Ipu3Havary Tioramy® y 1i mepionu. HesigoMo, uu morpanisie anbda-minoesa
KICJIOTa B TPYIHE MOJIOKO.

30amHicmb eniueamu Ha weudKicmb peakuii npu kepysaHHi asmompaHcnopmom abo pobomi 3
[HWUMU MexaHizMamu.

[To6iyHi peakxilii MOXKYTh MIPOSBISTHICS 3allaMOPOYEHHSIM, ITOPYIIEHHSIM 30py ToIro. Lle HeoOXigHO
BPAxOBYBaTH MPU KePyBaHHI aBTOTPAHCIIOPTOM Ta POOOTI 3 iHITMMHU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.

[TpemapaT mpru3Ha4YalTh JOPOCHUM. TabIeTKy MPUUMalOTh IIepOopPaIbHO, KOBTAIOYUHY LITUMHU Ta
3ammMBalouM NOCTATHHOIO KiNbKicTio Boou. [Jo6oBa mo3a - 1 Tabnerka Tioramu® (o Bimnosimae 600 Mr

Q-JTTI0EBOI KUCJIOTH), SIKY OTPiOHO MpuUiiMaTH K pa30oBy 003y mpubau3Ho 3a 30 XB 10 MepuIoro
npuiioMy 1Xi. TpuBamicTe nmikyBaHHS 1 - 4 Micsi.

Y Bumapkax TSKKUX IIPOSIBIB 3aXBOPIOBAHHS JTiKyBaHHS 0akaHO PO3MOUYMHATH 3 TaPEHTEPAIbHOTO
BBenenHs Tioramu® Typ6o mns indys3ii. Hapani ciig mpogosxutu npuiioM Tioramu® y TabneTkax y
no3i 600 Mr Ha mo0y.



OpHOYacHUYM IPUUOM 1XKi MOXKe IepeIIKoIKaTh BCMOKTYBaHHIO IIperapary.
Himu.

EdekTuBHiCTh Ta 6e31eKa 3aCTOCYBaHHS IIpelapaTy AiTSM He BCTaHOBJIEHI, TOMY HOTO He CIIif
IIpu3HayvaTH 1ik BiKOBil KaTeropii maii€eHTis.

Ilepedo3yeanHsi.
Y pagsi nepeno3yBaHHsS MOXK/IUBI TaKi CHMIITOMU: Hy[I0Ta, O/II0BaHHS, TOJIOBHUM Oiflb.

Y pagsi BumapgkoBoro npuiioMmy abo mpu cripobi camory06CcTBa TPy IIepOpaIbHOMY 3aCTOCYyBaHHI 103
10-40 r anbda-ninoeBol KUCNIOTH y KOMOiHAIIi1 3 alTKOTrojieM CIIOCTepiranach TSkKa iHTOKCHKALliS, ¥
IesKUX BUMAOKaX 3 JIeTaJIbHUM HaCIiIKOM.

Kniniuni mposiBu: 3aHENOKOEHHS ab0 3aThbMapeHHSs CBIOMOCTI, 5IKi acOIlif0I0ThCS 3 IPOSIBaMU
reHepai30BaHUX CyIOM Ta JAKToaluao3y. KpiM Toro omucyoThCs IPOSIBY TilOTIIiKeMil, ITIOK,
pabpmomiosnis, reMori3, fruceMiHOBaHa BHYTPIIIHBOCYIMHHA KOATYIIALis, Oempecisd KiCTKOBOTO MO3KY,
IIOJTiOpraHHi ypaXkKeHHS K HaCJigoOK iHTOKCHUKAIlil BUCOKMMH A03aMU anb(a-Iil0€eBOl KUCIOTH.

JlikyBaHHS y pa3i iHToKcuKanil. HaBiTh AKINO € TibKY Mif03pa Ha iIHTOKCHKALi anbda-IinoeBo
KHCJIOTOIO (Hampukiapm, > 10 tabnetok mo 600 Mr gyst mopocoi moguHu Ta > 50 MI/KT MacH Tinta mjis
OUTUHY), TTallieHTa He0OXigHO MOCTABUTH Y KITiHIKY SIKHAUIIBU/IIE Ta IIPOBECTH 3arajibHe JTiKyBaHHS
IIPY OTPYEHHI (HampuKiag, iHAyKLisg 6/10BaHHS, TPOMUBAHHS IIJIyHKA, 3aCTOCYBaHHS aKTUBOBAHOTO
BYTi/INIS TOIO). Y pa3i reHepani3oBaHUX CyIOM, JTaKTOAIIMO03Y Ta iHIIUX CTaHIB, SIKi 3aTrPOXKYI0Th
KUTTIO, He0OXigHO MMPOBOJUTH CY4YacHY iHTEHCUBHY Tepallilo BigmoBiIHO 10 cuMITOMIB. [IpoBemeHHs
reMmopmiani3y, remonepdysii abo TexHiuHOI inbTparlii He MOKa3aa0 0CTAaTOYHOTO BUBEIEHHS albda-
JIIIIOEBOI KUCIIOTH.

ITo6iuni peakuii.

Hyxe gacto (= 1/10), gacto (=1/100 - <1/10), imomi (=1/1 000 - < 1/100), pigko (=1/10 000 - <
1/1000), myxe pigko (< 1/10 000), yacToTa HeBigoMa (HeBigoMoO).

3 60Ky Hepeosoi cucmemu: oyxe pigKo: 3MiHa abo MOpPyIIeHHS CMaKOBUX BiIUyTTiB.

3 60Ky mpagHo20 mpakmy: OyxKe PifKo: HyHoTa, 6110BaHHS, Oib Y XKHUBOTI Ta raCTPOiHTECTUHAIBHUM
Oinb, miapes.

MemaboiyHi nopyweHHA: Tak K MOJIMITYETLCS YTUITi3allid TJII0K03U, 3HUXKYETHCSA PiBeHb LYKPY B
KpoBi. bynu MoBimoMIIeHHS IIPO BUIIaAKY TiMIOrJIIKEMIYHUX CTaHIB, @ caMe: 3allaMOPOYEeHHS,
IifBHUIIEeHe TOTOBUINIEHHS, TOJIOBHUM Oilb Ta MOPYIIEHHS 30pY.

3 6oky iMyHHOI cucmemu: fIyXKe PigKo: ajliepriuHi peakilil, y TOMy YUCJIi MIKipHi BUCHTIaHHS,
KPOIKB’sTHKA (YpTHKapHi BUCUTIAHHS), CBepOiXK, yTpyAHEHe TUXaHHS.

YacToTa HEBifOMa: ayTOIMYHHUY iHCYIiIHOBUY CUHAPOM.



Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiraTu npu TeMmrnepaTypi He Buille 25 °C B OpUTiHa/IbHIN YIaKOBI Y HEIOCTYIIHOMY [JIsI OiTen
Mmicti.

YnaxkoBka. ITo 10 tabneTok y 6mictepi; o 3 abo 6 61icTepiB y KapTOHHIN KOpPOOIIi.

Kareropis Bigmycky. 3a peLentom.

Bupoonuk. [Iparesodapm Antekaps [Tiomn I'm6X, Himeyuuna/Dragenopharm Apotheker Pueschl
GmbH, Germany.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOT0 aJpeca Miclisi MPOBaAKeHHsI TisUIbHOCTI.

I'vonsmTpace 1, 84529 Tittmoninr, Himeuunna/Goellstrasse 1, 84529 Tittmoning, Germany.



