IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TIOKTAIIUI® 600 HR

(THIOCTACID® 600 HR)

CKnao:
Oitoua peyvosuHa: thioctic acid (TiokToBa (0-7IilTOEBA) KUCIOTA);
1 TabmeTKa, BKpUTA IJIiBKOBOIO 000JI0HKO0, MicTUTh 600 MTI TiOKTOBOI (Q-J1iMTOEBOI) KMUCIIOTH;

0ONOMIJCHI PeYOBUHU: TITPOKCUIIPOIIINIIENI0N03a HU3bK03aMillleHa, TifPOKCHUIIPOITiNIIEI0I03a,
MarHil cTeapart, rimpomenosa, Mmakporoin 6000, tutany giokcup (E 171), Tanek, XiIHOTIHOBUY XXOBTUI
(E 104), inpurokapwmiu (E 132).

Jlikapcbka ¢popma. TabmeTKy, BKPUTI ITIBKOBOIO 000JIOHKOIO.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: XKOBTO-3eJIeHi 3 MAaTOBUM OJIMCKOM OBOOITYKJIi TPOOBIYBATi
TabJIeTKH, BKPUTI IIJTIBKOBOIO 000IOHKOIO.

dapMakoTepaneBTHYHA rpyna. 3acobu, 110 BIUINBAIOTh Ha TPaBHY CUCTeMY i MeTabomiuHi
mpoiecu. KruciaoTa TiOKTOBa.

Kopm ATX A16A XO01.

dPapmakonoeiuHi e1acmueocmi.
d®apmakoOduHamika.

O-JIITTIOEBA KUCIIOTa BiHinaG POJIb KOEH3UMY B OKHCHIOBAJIELHOMY I[eKap6OKCI/IJ'[IOBaHHi -
KETOKHCIIOT.

lnmepruikemisi, cnpuunHeHa IyKPOBUM Hia0eToM, IPU3BOAUTL N0 HAaKONMUWYEHHS TTIIOKO3U Ha
MaTpuyHUX OiTKaX KPOBOHOCHUX CY[IXH i (pOpMyBaHHS TakK 3BaHUX «KiHI[EBUX IPOOYKTIB
HA[JIUIIKOBOTO IIIKO3UIII0BaHHA». Lley mpoec NpU3BOOUTE 0O 3HUXKEHHS €eHIOHEBPAJILHOTO
KPOBOTOKY Ta €HOHEBPaJIbHOI TiMOKCil/ileMil, 10 MOETHYETHCS 3 MigBUILIEHOI0 IPOTYKIIEI0
BiTbHUX pafguKaJliB KUCHIO, SIKi IPU3BOASATH OO VIIKOIXKEHHS Nepru(epruyHoro HepBa.

IocmimXeHHS Ha TBapuHaX ITOKa3aJIy, 10 O-JIIM0eBa KHUCIIOTa BIIMBAE Ha OioximiuHi
IIPOIIECH, CTIPUYMHEHI CTPENITO30TOMHIHAYKOBAHUM Iia0eToM, 110 TPU3BOAUTE [0



MIOJIIIIIIEHHS eHI0HEBPATbHOTO0 KPOBOTOKY i MigBUINEHHS PiBHS (Pi3i0N0TiYHOTO aHTUOKCHUTAHTY
TJIIOTATIOHY, @ TAKOXK K aHTUOKCUIAHT 3HUXKYE KiJIbKICTh BUIPHUX PafuKalliB KUCHIO B
niabeTHYHO3MiHEHOMY HEPBI.

EdexTn, 1110 CrIoCTEepiraaucs B X041 eKCIIEPUMEHTY, BKa3yIOTh Ha Te, 110 QYHKI[IOHYBaHHS
nepubepuyHUX HEPBIB MoXKe OyTU MOJiNIIeHe 3a JOOMOI00 A-TinmoeBoi Kucnotu. Lle mae
BiIHOIIIEHHS 00 CEHCOPHUX IIOPYILIEeHb IPU AiabeTHYHIN IoJiHeBPOMaTil, 1110 MOXKe ITPOSIBUTUCS B TAKUX
dbopMmax mapecTesii, K meyinHs, Oiyib, OHIMIHHS Ta «ITOB3aHHS MypPallloK».

dapmakoKiHemuka.

IIpu mepopanbHOMYy 3acTocyBaHHi Tiokranuay® 600 HR (mBuake BuBinbHEHHS) BifOyBaeThCS
IIBUJIKE BCMOKTYBaHHS O-JIIIIOEBOI KUCJIOTH. 3aBISKHU 3HAUHOMY €(DEeKTy «IIEPIIOro IPOXOIKEHHS»
abcomoTHA 6i0IOCTYTIHICTD A-JTiTOEBOI KUCIIOTH (SIKAa BU3HAYAETHCS SIK MaTEPHUHChKA CyOCTaHIIis) Ipu
npuitomi TabmeTok Tioktanuay® 600 HR cranoBuTs npu6mu3Ho 20 % HOPIBHSHO 3 TAKOIO IPH
BHYTPIITHEOBEHHOMY BBe[eHHi. 3aBIsIKU LMIBUIKOMY PO3IOAiLY Y TKaHUHAX [1epiof HalliBBUBENEeHHS
Q-JTiITT0€BOI KUCJIOTH CTAHOBUTHL MPUOMN3HO 25 XBUKH. [1ogibHO po34YnHY AJIST TEPOPaIbHOTO
IIPUOMY, III0 € CTAHOAPTOM SK JIiKapchkKa (opMa 3 MaKCUMaJIbHUM BCMOKTYBaHHSAM, Y
TabneTok Tioktarumy”® 600 HR mpodins abcopOuii 3i IBUIKMM IPUILTMBOM aKTHBHOI pE4OBHHH,
III0 CYIIPOBOMXKYETHCS 3HUKEHHIM MiXiHIUBiIyanbHOI BapiabenbHOCTI. BimHOCHA 0i0IOCTYIIHICTh
Tioktamuny”® 600 HR (OpiBHAHO 3 PO3YMHOM AJIS IEPOPAILHOrO IPUIAOMY) CTAHOBHUTE > 60 %.
MaxkcumasnbHa KOHIIEHTpallisl B IJIa3Mi Ha piBHi 4 MKr/mi OyJia Bif3HadeHa npubnusHo yepes 0,5
TOOUHY MiCNIS IpuioMy BHYTPIHBEO 600 MT a-1ioeBol KUCIO0TH. EKCIeprMeHTH Ha TBapUHaXx (IIypHy,
cobaku) i3 BUKOPUCTaHHAM PaflioaKTUBHUX MIiTOK [TOKa3aly BUBE[EHHS MpenapaTy nepeBaxHo
Hupkamu Ha 80-90 %, mepeBaxkHo y popMmi MeTabomiTiB. V mioguHu nuille He3HaYHA YaCTHHA
He3MiHeHOl peYOBUHM 3aJIUIIA€EThCS B cedi. bioTpancdopMartiis BinOyBaeThCs TepeBaxkHO 3a PaxyHOK
OKHCHOT'0 CKOPOYEHHSs OiYHUX JTAHIIOXKKIB (B-0KHUCHEHHSs) i/ab0 3a TOIIOMOr010 S-MeTUIIOBaHH ST
BIIMIOBIOHUX TiOJIiB.

KrinigHi xapaKTepHCTHKH.

IToka3anns. JIiKyBaHHSI CHMIITOMIB mepu(epuyHoi (CeHCOMOTOPHOI) NiabeTHYHOI IoIiHeHpoIaTii.

ITpomunoka3axHs. IligBullieHa YyTIUBICTh M0 TIOKTOBOI KMCJIOTH Ta [0 iHIIWX KOMIOHEHTIB
mpernapary.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiu. EQekTUBHICTH
IUCIIJIATUHY 3HUKYETHCS IIPU OMHOYACHOMY 3aCTOCYBaHHi 3 TIOKTOBOIO KHCJIOTOIO.

Tiokmosa Kucs0ma € xeAamopom mMemasny, momy ii He MoOX¥CHA 3acmocogysamu pa3om 3i cnoaykamu
memasie (npenapamamu 3aaida, MazHii, 3 MOA0YHUMU NPOOYKMAamu, OCKi/bKU B0OHU MiCmAMb
Kaavuyiill). Skw,o dobosy 003y npenapamy 3acmocogyoms 3a 30 xeuauH 0o CHIOAHKY, Mo npenapamu,
w,o0 micmams 3aai30 abo maeHitl, caid 3acmocosysamu 8 06i0 abo sgeuepi. a-ainoesa Kucioma
YMeOopEe BaXNCKOPO3YUHHI KOMNAEKCU 3 MOeKyAaMUu UYKpY (Hanpukaad, poO3YuHOM /1asy103U).



IIpu 3acTocyBanHi TiokTamuay® 600 HR y XBopuX Ha I[yKPOBUM NiabeT MOKIIUBE IiICUIeHHS
IIYKPO3HUKYBAIbHOI [Iil iHCYJIiHy Ta MepopaabHUX IPOoTUAia0eTUYHUX 3aC00iB, TOMY,
0Cco0ONIMBO Ha MOYaTKOBi¥M CTafii TiKyBaHHS, peKOMEHYEThCS PeTEIbHUN KOHTPOIb PiBHS
IIYKPY B KPOBi. [1715 yHUKHEHHSI CUMIITOMIB TillOT/TiKeMii B OKpEMUX BHIIagKaxX MOXKe
3HaHOOUTHCS 3HUKEHHS NO3U iHCYMiHY a00 epopasbHUX NPOoTHAia0eTHYHUX 3aC00iB.

YBara

PerynsipHe BXKHBaHHS aJIKOTOJII0 € CYTTEBUM (PaKTOPOM PU3UKY PO3BUTKY i IPOrpeCcyBaHHS KITiHIYHOI
KapTUHY Helpomaril i MoxKe, TAKMM YMHOM, HeTaTUBHO BIJIMBATH Ha IIPOIEC JiKyBaHHS
Tioktamumom® 600 HR. Tomy mattieHTam i3 giabeTUYHOIO MOTiHENPOTIaTielo 3a3BUYai
PEKOMEHOYEThCS V Pa3i MOKIUBOCTI yTpUMaTHCS Bifl BXAKUBaHHSA ankoroiio. OOMexXeHHS BKUBaHHS
aJIKOTOJII0 CTOCYETHCSA TAKOXK IIEPEePB MiXK KypCcaMu JIiIKyBaHHS.

Oco6 a1ueocmi 3acmocyeanusi. I1py 3aCTOCyBaHHI MpenapaTy MOxe CIIOCTepiraTucs
He3BUYHUU 3allax cedi, 1o He Ma€ KIIiHIiYHOr0 3HaYEeHHS.

Ha mouatky nikyBaHHS IOJTiHENPOIaTil 4epe3 pereHepalliiidi Ipolecu MOXK/INBe KOPOTKOYacCHe
IIOCUJIEHH ITapecTe3i i3 BIIUyTTSAM «II0B3aHHS MypallOK».

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py00t0. 3aCTOCYBaHHS TIOKTOBOI KUCJTIOTH Y
IIepiof BariTHOCTI He PEKOMEHYETHCA Yepe3 BiICYTHICTH BiAIOBIMHUX KITIHIYHUX JaHUX.

[aHux npo NPOHUKHEHHS TiOKTOBOI KUCJIOTH Y TPyOHE MOJIOKO HEMae, TOMY 3aCTOCOBYBATH 1i y
nepion rofyBaHHS TPYOAI0 He pEKOMEHIYEThCS.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
mexaHizmamu. I1ig gac mikyBaHHS HEOOXiZHO JOTPUMYBaTUCS 00€pEeXKHOCTI (Yepe3 MOXKIUBICTh
TIOSIBY TAaKHUX MOOIYHUX peakilil, K 3allaMOPOYeHHS Ta IOPYIIeHHS 30Ppy) IPU KepyBaHHi
aBTOTPAHCIIOPTOM i 3aHSTTI iHIITMMU OTEHIIINHO HeOe3MeYHNMHU BUIAMHU [isIIbHOCTI, 110 TOTPe0YIOTh
IMigBUIIEHOl KOHIIEHTPAllil yBary i MBUAKOCTI ICHXOMOTOPHUX PeakIIii.

Cnoci6 3acmocyearHnsi ma do3u. [JopociiuM Npu3HavarTh 1o 1 tabneTii TiOKTaL[I/IJJ;y® 600 HR
(o exBiBaneHTHO 600 MI (-JTiMOEBOI KMCIIOTH) OOUH pa3 Ha HoOy. IIpuiiMaoTh IPUOIU3HO 3a
MiBrOAWHY [0 TEPIIOTO BXKUBAHHS iXKi.

[Ipenapat npuiMarTh HaTIe, He PO32KOBYIOUHM 1 3alMBal0O4Yy OOCTATHHO KiJIbKiCTIO BOOH.
[Tpuitom nmpenapary Iif 4ac 1Ki MoXkKe 3HU3UTH BCMOKTYBaHHS ((-JIiIMOEBO1 KUCJIOTHA, TOMY
PEKOMEHYETLCS IPUMMATH BCIO IeHHY 03y 3a MiBrOOUHYU [0 CHiZaHKY.

TepMmiH NiKyBaHHS BU3HaYaE€ JIiKap IHOAUBIOyaIbHO.



Ilimu. Ockinbku maHuX 1000 0e3meky Ta epeKTUBHOCTI 3aCTOCYBaHHS IIbOTO IIPemapaTy miTsIM
HeMae, TOMY IIpenapaTr He PeKOMeHAY€EThCS MPHU3HavaTH 1ii BiKOBi# KaTeropii malieHTiB.

Ilepedo3yeanns.

[Ipu nepeno3yBaHHI MOXYTh BUHUKATH HYAOTa, OII0BAHHS Ta TOj0BHUM Oinb. [Ticns
BUIIaIKOBOT0 MpuitoMy abo npu cupobi camoryOcCcTBa i3 mepopajbHUM 3aCTOCYBaHHSIM
TIOKTOBOI KMCJIOTH y mo3ax Bim 10 r go 40 r y KoM0iHalil 3 aIKOroIeM CrocTepiranacs
3HaYHAa IHTOKCUKAllif, Y IesAKUX BUIIafKaX 3 JeTaJlbHUM HaciaigkoM. Ha mouaTkoBomy eTarti
KJTiHiYHa KapTUHA iHTOKCHUKALlil MOXKe MPOSIBISITUCS Y BUTIISIAI IICUXOMOTOPHOTO 30yIKEeHHS
abo 3aThbMapeHHs CBiOMOCTi. Y moganblioMy BUHHKAIOTh TeHepali3oBaHi CymoMu Ta
JaKTanuno3. Kpim 115010, mpy iHTOKCHUKAIll BUCOKMMHU 03aMU TiOKTOBOI KMCJIOTU Oyu
OIMCaHi rinoriikeMis, MoK, TOCTPUN HEKPO3 CKEJIETHUX M'S131B, TeMOJIi3, CHHAPOM

OV CEMIHOBAHOTO BHYTPIIIHBOCYOUHHOI'O 3rOPTAHHS KPOBI, IPUTHIYEHHS AiAIbHOCTI
KICTKOBOI'0 MO3KY Ta I10JIloOpraHHa HeOCTaTHICTE.

JlixyearHs. I1pu mimo3pi Ha CUJIbHY iIHTOKCHKAIIiIO IIperapaToM PEKOMEHAYEThCSA HeraHa
rocrmiTtaisalisg Ta BXKUTTS 3aX0/iB BiAMIOBIAHO [0 3arajbHUX IPUHLUIIIB IIPU BUIIaAKOBOMY
OTPYEHHI (HaIpUKIafl, BUKJIMKATH OII0BAaHHS, IPOMUTH IIJTYHOK, 3aCTOCYBAaTH aKTHBOBaHE
ByTinis). JIikyBaHHS TeHepaii30BaHUX Cy[OM, JIaKTallMg03y Ta iHIINX HaCIIiaKiB
IHTOKCHKalIil, 1110 3arpoXKyIOTh KUTTIO, CITil BAKOHYBATH BifiMIOBIIHO [0 MPUHIIXIIB Cy4YaCHOI
iHTEeHCHBHOI Teparil; Take JTiKyBaHHS IIOBUHHO OyTH CUMITOMATAYHUM. [loTemep He
migTBepaXKeHa KOPUCTD Bif IpOBeleHHs reMofiani3y, remomnepdysii abo 3acTocyBaHHS
MeTOfiB (pinbTpalil 3 IPUMYCOBUM BHBELEHHSIM TIOKTOBOl KMCJIOTH.

ITobiuni peakuii.

3 60Ky mpagHo20 mpakmy: 4acTo - HyOOoTa; Y MOOTUHOKHUX BUIIAKAX - IINTYHKOBO-KUIIKOBI PO3/IadH,
BK/TI04ai04uy OmioBaHHS, Oi71b Y 2KUBOTI Ta racTpoiHTeCTHHANbHUM Oib, miapero.

AepeiuHi peakuii: y mMOOOWHOKHUX BUIIAIKAX - aJlepriuHi peakilii, BKIIIOYAOYH UIKipHI BUCHIIAHHS,
KPOIUB AHKY (YpTUKAPHi BUCUIIaHHS), CBEPOiXK Ta eK3eMy.

3 60Ky ueHmpaavHOi Hep8oe8oi cucmemu: 4aCTO - 3allaMOPOYEHHS; AyXKe PigKo - 3MiHa a6o
[IOPYIIEHHS CMaKOBUX BiTUYTTiB.

MemaboiyHi NOPYWeHHSA: y TOOQUHOKUX BUMANKaX - 3HUKEHHs PiBHS IyKPY B KPOBi. Bynu
IIOBiTOMIIEHHS IIPO CKAPrH, SIKi CBiqYaTh MPO TilOTIiKeMiyHi CTaHU (3allaMOpPOYEeHHSs, MigBUIIeHE
TIOTOBU[iNIEHHS, TOJIOBHUY Oi/lb Ta IOPYILIEHHS 30DPY).

IHWi: yTpynHeHe OUXaHHS.

Tepmin npudamHocmi. 5 POKiB.



YmoBu 30epiranns. 30epiratu npu Temnepartypi He Buile 25 °C. 36epiraTé y HEOOCTYIIHOMY AJIS
OiTen Micrii.

Ynaxkoska. I[To 30 a6o 100 Ta6meToK, BKpUTHX IUIiBKOBOK 000JIOHKOIO, Y (hr1akoHi; mo 1 ¢hnakoHy B
KOpoOIli 3 KapTOHY.

Kareropis Bignmycky. 3a peremnrtom.

BupoOHHUK.
MEJA ®apma ['M6X enpg Ko. KI' / MEDA Pharma GmbH & Co. KG.
AjlbmepHamusHuil 8upoBbHUK

PortTtadapm JIta. / Rottapharm Ltd.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOT0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.
Benrmrpacce 1, 61352 Bapg Xom6ypr, HiMeuunna / Benzstrasse 1, 61352 Bad Homburg, Germany.
Micue3Haxo0xceHHA a1bMepHaAmMuU8H020 BUPOOHUKA

HamactayHs Iugactpian ITapk, Manxapgapt, Hy6min 15, Ipmanmis / Damastown Industrial Park,
Mulhuddart, Dublin 15, Ireland.



