IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

TIOKTAIIUI® 600 HR

(THIOCTACID® 600 HR)
Cknao:
ditoua peyosuna: thioctic acid (TiokTOBa (0-JIIMOEBA) KUCIIOTA);
1 TabneTka, BKpUTA IUTIBKOBOIO 00OJIOHKOI0, MICTUTH 600 MT TIOKTOBOT (0Q-JIIITOEBOT)
KHCJIOTH;
O00NOMIDICHI PeuoBUHIL: T1IPOKCUTIPOTIILENION03a HHU3bKO3aMillleHa,
T1IPOKCUTIPONIIIEITION03a, MarHilo cTeapar, rinpomenosa, Makporox 6000, Turany
niokeun (E 171), Tanbk, xiHoniHoBui sxoBTuii (E 104), inquroxapmin (E 132).
Jlikapcbka ¢gopma. TabieTku, BKPUTI IUTIBKOBOIO 000JIOHKOIO.
OcnosHi  isuxo-ximiuni  @racmugocmi: KOBTO-3€JI€HI 3 MaTOBUM OJHCKOM
JIBOOITYKJI1 MPOJIOBIYBaTi TaONETKH, BKPUTI IJIIBKOBOIO OOO0JIOHKOIO.
dapmakoTepaneBTHYHA Tpyna. 3acodu, IO BIUIMBAIOTH HA TPAaBHY CUCTEMY 1
MeTaboutiuHi nporecu. Kuciaora Tiokrosa.
Kon ATX A16A XO01.
Dapmakonoziuni enacmueocmi.
Dapmaroounamixa.
O-JIIIOEBA KUCIIOTA BITPae poiib KOGH3UMY B OKMCHIOBAJIBHOMY JIeKapOOKCHITIOBaHH1
0-KE€TOKHCIIOT.
linepriikemis, CpUYMHEHa IyKPOBUM A1a0€TOM, MPU3BOJAUTH J0 HAKONUYEHHS
TJIIOKO3M Ha MAaTPUYHUX OUIKax KPOBOHOCHHUX CYAMH 1 ()OPMYBaHHS TaK 3BaHUX
«KIHIEBHX MPOJIYKTiB HAJTUIIKOBOTO TIIKO3WITIOBaHH. Lleil mporec nmpu3BoauTh 10
3HI)KEHHSI €H/IOHEBPAIIBHOTO KPOBOTOKY Ta €HIOHEBPAJIBHOI TiMOKCii/imeMii, 1o
MOEHY€ETHCA 3 MIJBUIIEHOIO MPOAYKIEI0 BUIBHUX paJuKalliB KHUCHIO, SIKI
MPU3BOIATH JI0 YIIKOJDKSHHS TIEpU(PEPUIHOTO HEPBA.
JlocnipKeHHs] Ha TBapruHAX MOKa3aliy, 110 O-TIMOEBa KMCIIOTa BIUTUBAE HA O10X1MIYH1
IIPOLIECH, CIPUYHMHEH] CTPENTO30TOLMHIHAYKOBAHUM [11a0eTOM, 110 MPU3BOIUTH 10
MOJTIMIIIEHHsT €HJOHEBPAIIBHOTO KPOBOTOKY 1 MiJBUINCHHS PiBHA ()i310JIOTTYHOTO
AHTUOKCHJIAHTY TJIIOTaTiOHY, & TAKOX K aHTHOKCUIAHT 3HUXKYE KIJIbKICTh BUIBHUX
panuKaiiB KUCHIO B 11a0€TUYHO3MIHEHOMY HEpBI.
Edextn, mo cnocrepiraucss B XOJI EKCIIEPUMEHTY, BKa3ylOTh Ha Te, IO
¢byHKIiIOHYBaHHS NepuepUYHUX HEPBIB MOXKE OYyTH MOJIMIIEHE 32 JOMOMOTOI0 O-
ninoeBoi kucnotu. Lle Mae BiHOIIEHHS 10 CEHCOPHHUX MOPYIICHb MPU JiabeTHuHii
TIOJTIHEBPOMATIi, IO MOXKE MPOSIBUTHCS B TaKUX (opMax mapectesii, Ik MedyiHHs, Oib,
OHIMIHHS Ta «TIOB3aHHS MYyPAIIIOK.
Dapmaxokinemuxa.

Ipu mepopaisHoMy 3acrocyBanti Tiokrarmay® 600 HR (LIBHAKE BHBIIbHCHEHS)
BiZI0yBa€THCS MIBUIKE BCMOKTYBAHHS 0l-JIIMOEBOT KUCIIOTH. 3aB/ISIKU 3HAYHOMY E(PeKTy
«TIEPILIOTO  TPOXOKEHHs» a0COMIOTHA O10IOCTYIHICTh O-TIMOEBOI KUCTOTH  (sKa

BH3HAYAETHCS SIK MATEPHHCHKA CyOCTaHITisT) pu rpuitomi TabneroxTiokramumy® 600 HR
cTaHoBUTH TPHOIM3HO 20 % TOPIBHSHO 3 TaKOIO NPY BHYTPIIIHHOBEHHOMY BBEICHHI.
3aBISKM MIBUAKOMY DPO3MOJUTY y TKaHHMHAX IEpioJl HAriBBUBEACHHS O-JIIMOEBOI
KHUCJIOTH CTAHOBUTH MPHUOIM3HO 25 XBWIMH. [10MiOHO po3uuHYy HJIsl TIEPOPATBHOTO
puiioMy, 10 € CTAaHAAPTOM SIK JIIKapchbka (popma 3 MaKCHUMaJIbHUM BCMOKTYBAaHHSIM,

y Ttabnerox Tioxrammay® 600 HR mpodins abcopOuii 31 LIBHAKAM IPHILIHBOM



aKTUBHOI PEYOBHMHHU, II0 CYNPOBOJKYETHCA 3HIDKEHHSM  MDKIHIUBIAYaTbHOT

BapiabenpHOCTI. BiqHocHa 61040CTyHICTD TiOKTaI_II/I,H}® 600HR (mopiBHSHO 3 pO3UHHOM
IUI IEpOPaIbHOTO MpuiloMy) cTaHOBUTH > 60 %. MakcuManbHa KOHIIEHTpALlis B
1a3Mi Ha piBHI 4 MKr/ma Oyna BigzHaueHa npuOiau3HO yepe3 0,5 TOAMHU MICHs
npuiiomy BHYTpiHb0 600 Mr a-1inoeBoi kucnoty. ExcriepuMenTH Ha TBapuHax (ILypH,
co0akH) 13 BUKOPUCTAHHSAM DPai0aKTMBHUX MITOK NOKAa3ald BHUBEICHHS Ipenapary
nepeBaykHO HUpKaMu Ha 80-90 %, mepeBaxkHO y popmi MeTaboITiB. Y JTIOAMHU JIUIIIE
HE3HAYHA YaCTHHA HE3MIHEHOI PEYOBHMHH 3aIIMIIAEThCA B cedi. biorpanchopmarris
BiZIOYBA€THCS TIEPEBAKHO 332 PAXYHOK OKMCHOTO CKOPOYEHHS OIYHUX JAHIFOXKKIB ([3-
OKHCHEHHSI) 1/a00 3a JOTIOMOTOI0 S-METHITFOBAHHS BIJIMTOBITHUX TIOJIIB.

KuiniuHi xapakTepucTukm.

Ilokazanns. JlikyBaHHS CUMIITOMIB nepu(eprudHoi (CEHCOMOTOpPHOT) AiabeTHYHOT
noJiiHepomnarii.

IIpomunokazanusa. 1ligBuiieHa YyTIUBICTh J0 TIOKTOBOI KHUCJIOTH Ta JO 1HIIMX
KOMIIOHEHTIB Ipernapary.

B3aemoodia 3 inwumu nikapcokumu 3acodamu ma iHwi 6uUOU 83AEMOOINL.
EdexTuBHICTh IUCIIIATHHY 3HIKYETHCS TPU  OJHOYACHOMY 3aCTOCYBaHHI 3
TIOKTOBOIO KHCIIOTOIO.

Tiokmoea Kucioma € Xeiamopom Memary, momy ii He MOJCHA 3aCMOCOBYEaAmu
paszom 3i cnoiykamu Memanié (npenapamamu 3ani3a, Macwiio, 3 MONIOYHUMU
NPOOYKMAMU, OCKIIbKU 6OHU Micmamb Kanvyin). Axuwo 00608y 0o3y npenapamy
3acmocosyioms 3a 30 xeunun 00 CHIOGHKY, MO NPenapamu, wo MiCmsams 3a1izo abo
Maeniu, cnio 3acmocogysamu 6 00i0 abo 6seyepi. 0-1iNOEBA KUCIOMA YMEOPIOE
BAIHCKOPOIUUHHI KOMHINEKCU 3 MONIEKYIAMU YYKPY (Hanpukiao, po3duHom 1agyno3u,).
Ipu 3acrocysanni Tioktammay® 600 HR y XBOpHX Ha IyKpOBHil 1iabeT MOXKIHBE
MiACUIICHHS IIYKPO3HM)KYBAJIBHOI /il 1HCYJIIHY Ta MepOpaTbHUX MPOTHIIa0ETUIHUX
3aco0iB, TOMY, OCOOJMBO Ha TIIOYAaTKOBIH cTanii JIKyBaHHS, PEKOMEHIYETHCS
peTeabHUI KOHTPOIIb PiBHS IyKpY B KpOBi. J[J1s1 yHUKHEHHSI CHMITTOMIB TiMOTITiKeMil
B OKPEMHX BHIMAJKaX MOXeE 3HAJOOWTHCS 3HIDKEHHS JI03W IHCYJiHYy abo
NEePOPATBHUX MPOTH11a0ETUIHHX 3aCO01B.

VYBara

PerynspHe BXHBaHHS alKOTOJIIO € CYTTEBHM (PAaKTOPOM PHU3UKY PO3BHTKY 1
MporpecyBaHHs KIIHIYHOT KAPTUHU HEUPOIaTii i MOXKe, TAKMM YHHOM, HETaTHBHO
BIUTMBATH Ha mpomec mikyBanus Tiokrammpom® 600 HR. Tomy mamientam i3
n1abeTUYHO TOJiHeHponaTielo 3a3BUYail PEKOMEHAYETHCS Y pa3l MOMKIMBOCTI
YTpUMATHUCS B1J BXKUBaHHS aJIKOrot0. OOMeKeHHS BAKUBAHHS aJIKOT'OJIF0 CTOCYEThCS
TaKOX MEepepB MK KypcaMHu JIKyBaHHS.

Ocoénusocmi 3acmocysanns. I1pu 3acToCcyBaHHI IpenapaTy MOXe CIIOCTEPIraTHCs
HE3BUYHMH 3aI1ax cedi, [0 He Ma€ KIIIHIYHOrO 3HAUCHHS.

Ha nouaTky JnikyBaHHS MoOJiHEHpoMaTii yepe3 pereHeparliiiHi npouecu MOKJIUBe
KOPOTKOYAaCHE MOCUJIEHHS MapecTe3i 13 BIMUYTTAM «IIOB3aHHS MYpPAILIOK).
3acmocyeanns y nepioo eacimnocmi abo 200y8aHHs 2py0ol. 3aCTOCYBaHHSA
TIOKTOBOi KHCJIOTH Y TEploj BariTHOCTI HE PEKOMEHIYEThCS 4Yepe3 BiICYTHICTb
BIJIIOBIAHUX KIIHIYHUX JaHUX.

JlaHUX TIpO TIPOHWKHEHHS TIOKTOBOI KHCIIOTH y TPYyJHE MOJOKO HEMae, TOMY
3aCTOCOBYBATH 11 y NEpioJ] TOAyBaHHS I'PYAII0 HE PEKOMEHIY€EThCS.

30amuicms enaueamu Ha WEUOKICMb peakyii npu KepyeauHi asmompaHcnopmom
abo inwumu mexanizmamu. Ilin yac JiKyBaHHS HEOOXIJHO JOTPUMYBATHUCS



o0epekHOCTI  (4epe3 MOXJIIMBICTh TMOSBU TaKUX TOOIYHMX  peakIiil, sk
3allaMOPOYEHHs Ta MOPYIIEHHS 30py) MPHU KepyBaHHI aBTOTPAHCIOPTOM 1 3aHATTI
IHIIMMHA  TIOTEHIIHHO HeOe3MeUYHUMH BUIAMH JISJIBHOCTI, IO TOTPeOYIOTh
MiABHUILIEHOT KOHLIEHTPAIl YBaru 1 IMBUIKOCTI ICHXOMOTOPHUX PEAKIIii.

Cnoci6 3acmocysanns ma 003u. JIopociM Ipu3HadaroTh 1o 1 Tabneri Tiokrarmy®
600 HR (110 exBiBanieHTHO 600 MI 0-JIIIIO€BOT KUCIIOTH) OJIUH pa3 Ha 100y. [IpuiimaroTs
npUOIM3HO 3a MBFOAWHHM JI0 IEPIIOTO BXKUBAHHS 1XKI.

ITpenapat npuiiMaroTh HATIIE, HE PO3KOBYIOYH 1 3alIMBAIOYHU JOCTATHHOIO KIIBKICTIO
Bozu. [Ipuiiom npenapaty mij yac ki MOYKE 3HU3UTH BCMOKTYBAHHS0-JTIIIOEBOT KUCIIOTH,
TOMY PEKOMEH]Iy€ThCSI PUIHMATH BCIO IEHHY J103Y 3a MIBFOAWHMU JI0 CHIJIaHKY.

Tepmin niKyBaHHS BU3HAYAE JIIKAP 1HIUBIAYaIbHO.

Jimu. OckuUlbkM JaHMX 100 Oe3neku Ta €(PEeKTUBHOCTI 3aCTOCYBAHHS I[OTO
mpernapary ITiTsSM HeMae, TOMY TpernapaT He PEeKOMEHIYEThCS TpPU3HAYATH I
BIKOBIH KaTeropii Mari€eHTiB.

Ilepeoo3ysanns.

[Tpu nepeno3yBaHH1 MOKYTh BUHMKATH HY/10Ta, OJIIOBaHHS Ta roJI0BHUH Oinib. [Ticis
BUMAJIKOBOTO TpuiioMy abo mnpu cmpobi camorydcTBa 13 MepopalbHUM
3aCTOCYBaHHAM TIOKTOBOi KuCIOTH y no3ax Bim 10 r mo 40 r y xomOiHamii 3
aJIKOTOJIEM CTIOCTepiranacs 3Ha4yHa IHTOKCHKAIIiS, y IeTKUX BHUIAAKaX 3 JeTaIbHUM
HaciiikoM. Ha mouaTkoBoMy erami KIIIHIYHA KapTHHA 1HTOKCHKAIl MOXe
MIPOSIBIISATUCS Y BUIJISA1 ICUXOMOTOPHOTO 30Y/DKEHHS 200 3aTbMapeHHs CB1IOMOCTI.
VY nopanpiioMy BUHHMKAIOTh T€HEPai30BaHI CyJIOMHU Ta JakTaruao3. KpiM mporo,
TP IHTOKCHUKAI[li BACOKHMH JI03aMH TIOKTOBOT KHCIIOTH OYJIM OMMCaHI T1IMOTITIKEMIs,
IIOK, TOCTPUM HEKPO3 CKEJNETHHUX M A31B, I'€MOJII3, CHHAPOM AMCEMIHOBAHOTO
BHYTPIITHBOCYJIMHHOTO 3TOPTaHHS KPOBiI, NMPUTHIYEHHS [ISJILHOCTI KICTKOBOTO
MO3KY Ta MOJIIOpraHHa HeI0CTAaTHICTb.

Jlikysanna. 1lpn migo3pi Ha CUIbHY IHTOKCHKAIIIO NPErnapaToM PeKOMEHAYETbCs
HeraifHa rocmiTaiizailis Ta BXHUTTS 3aXOMiB BIAMOBIAHO JO 3arajbHUX MPUHIUIIB
IIPY BUITAJKOBOMY OTPY€HHI (HAIIPUKIIAA, BUKJIUKATH OJIOBaHHS, IPOMUTH IILITYHOK,
3aCTOCYBaTW aKTUBOBaHE Byruwis). JIiKyBaHHS TEHEPaJi30BaHUX  CY/OM,
JAKTaKJ03y Ta IHIIMX HACHIAKIB IHTOKCHKAILIi, IO 3arpoXKyIOTh >KUTTIO, CIIiJ
BUKOHYBaTH BIAMOBIIHO [0 TNPUHIUIIB Cy4yacHOI IHTEHCHUBHOI Tepamii; Take
JKyBaHHS MOBHHHO OyTH CUMNITOMAaTHYHHUM. JloTerep He MiATBEpIKeHa KOPHUCTh
B1JI MPOBEJICHHA TeMo/Iianizy, remonepdysii abo 3acTocyBaHHS METOIB (HUIbTparrii
3 IPUMYCOBUM BHUBEJIEHHIM TIOKTOBOI KHCIIOTH.

Io6iuni peaxuii.

3 6oxy mpagnoeo mpaxkmy: 4acTo — Hy/10Ta; y TIOOJUHOKHX BHITaJKaX — IUTYHKOBO-
KHIIKOBI pO3J1a1H, BKITFOUAIOYH OJFOBAHHS, OLTb Y )KUBOTI TA FACTPOIHTECTUHALHUH
0111, Jiapero.

Anepeiuni peakyii: 'y TOOJMHOKUX BHIAJKaX — aJepriyHi peaxiii, BKJIIOYAIOUU
HIKIpHI BUCHUIIaHHS, KPONUB SHKY (YpTHKapHI BUCUIIAaHHS ), CBEPOIK Ta €K3eMy.

3 60Ky yenmpanbHoi Hep80Boi cucmemu: 9acTO — 3aaMOPOYCHHS; IyKE PILAKO —
3MiHa 200 MOPYIIECHHS! CMAaKOBHUX BIIUYTTIB.

Memaboniuni nopywienns: y NOOAMHOKUX BUMAJKaX — 3HMKEHHS PIBHA I[YKpY B
KpoBi. Bynu moBizomyieHHsI PO CKapru, sKi CBiYaTh MPO TIMOTTIKEMiYHI CTaHH
(3amaMopoueHHsl, IiABUILICHE TOTOBHUIIICHHS, TOJIOBHUH O11b Ta MOPYILIEHHS 30DPY).
Inwi: yTpyIHEHE NUXAHHS.

Tepmin npuoamnocmi. 5 poxis.



YMmoBu 30epiranns. 30epiratu npu Temmneparypi He Buuie 25 °C. 306epiratu y
HEIOCTYITHOMY ISl AiTeH MicCLii.

Ynakoska. [To 30 a6o 100 TabaeToOK, BKpUTHX IUTIBKOBOIO 000JIOHKOIO, Y (PJIAKOHI;
no 1 ¢pmakony B KOpoO11i 3 KAPTOHY.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.

MEJIA ®apma I'm6X enn Ko. KI'/ MEDA Pharma GmbH & Co. KG.
Anemepnamuenuii 6upoOHUK

Porradapm JItx. / Rottapharm Ltd.

Micue3naxom:xkeHHss BHPOOHMKA Ta HMOro ajapeca Micusi NPOBAIKeHHS
IiIILHOCTI.

benmmrpacce 1, 61352 ban XomOypr, Himeuunna / Benzstrasse 1, 61352 Bad
Homburg, Germany.

Micye3naxoocenns anbmepHamueHo2o 8UPOOHUKA

Hamactayn Innactpian Ilapk, Manxannapt, Hy6nin 15, Ipnangis / Damastown
Industrial Park, Mulhuddart, Dublin 15, Ireland.



