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1. AME HA JJEKAPCTBEHHUA IMTPOAYKT

Andanmma 600 mg punmupanu Tabnerku
Alfalicid 600 mg film-coated tablets

2. KAYHECTBEH U KOJIMYECTBEH CBhCTAB
Bceska punmupana Tabnerka cbabspika 600 mg TuokroBa kucenuna (Thioctic acid).

IToMOIIIHO BELECTBO C H3BECTHO JNICUCTBHE: JIAKTO3a MOHOXHAPAT.
3a IMBJIHUA CITHUCHK Ha [IOMOILIHUTE BEIEeCTBA BXK. TO4Ka 6.1.

3. JEKAPCTBEHA ®OPMA
@uimupaHa Taberka

OBayinu 611€10 XBJITH QUIMHPaHU TabJIETKH ¢ AeJIUTETHA YepTa OT JBETE CTPaHH.
JlenurenHaTa yepra € camo 4acT ot (popmara.

4. KINHUYHHU JAHHHA
4.1. TepaneBTHYHH NOKA3AHHA

CeTuBHU HapylIeHHUs NpU n1MabeTHaA NOJIMHEBPONATHS.

4.2. 103MpoOBKAa H HAYHH HA NPHJIOKEHHE

J103UpOBKa ¢ €IMHUYHHM JHEBHH JIO3H
[lpu BB3pacTHU NpH CETHBHM HapyLIEHHs, CBbP3aHW C JUabeTHa MOJIMHEBPONATHs CE€ MpPEenopbyBa

clieqHaTa J03HPOBKa:
Enna ¢unmupana Ttabnerka, cworBercTBamia Ha 600 mg THOKTOBa KHcenuHa (anda-nunoesa
KMCEIMHA), THEBHO, NMPHETa KaTo €IMHHYHA 103a Npubau3uTenHo 30 MUHYTH Npeay MbPBOTO XPAHEHE

3a JICHS.
[Ipy nmauMeHTH C TEXKHM CETHMBHM HapyLIEHHs TepanusaTa MoO)Ke Ja 3aro4vyHe C MapeHTEepaHO

[NIpHJlaraHc Ha THOKTOBA KHCCJIMHA.

HayuH Ha NpuiI0XKEHUE U NPOAB/DKUTETHOCT HA JICYEHHETO
OunmMupanuTe TabneTku TpaOBa na ce mMpuUeMaT UeNM W C JIOCTATBYHO KOJHMYECTBO TEYHOCT, Ha

rnaaHo. EAHOBpEMEHHOTO NMpUeMaHe ¢ XpaHa MOXe Jia MonpeyYH Ha pe3opbuuara. BaxHo e nauueHTH
C YABJDKEHO BPEME 3a M3Mpa3BaHe HAa CTOMaxa Ja npuemar tabnetkure 30 MUHYTH Npeay CyTpelIHaTa
3aKyCKa.

JlnabeTHaTa MoOJMHEBpPONaTHA € XPOHWYHO 3aboJisBaHe, €TO 3all0 € HeoOXOaMMa MPOAbJDKUTEHA

Tepanus.
3a mpaBHUJIHO JieyeHHEe Ha AuabeTHaTa MOJMHEBPONATHS € BaXKHO /1a C€ OCBHIUECTBABA ONTUMAJIEH

KOHTPOJI Haa nuabera.

4.3. [IpoTrnBONOKA3aAHHS

HM3BecTHa CBPBXYYBCTBHTEIHOCT KbM aKTUBHOTO BELECTBO WJIH KbM HAKOE OT MOMO
[Topanu nunca Ha KTHHUYHHU 1aHHU, He TPAOBa Na ce ynoTpebsaBa OT elia H KOHOLLIM.

4.4. Cnenna/iHH npeaynpexaeHHs H NpeANa3HH MEePKH NPH ynorpeda




Tosn nexkapcTBeH NMPOMYKT ChAbpXKa Nakro3a. [anMeHTH c peaku HacneACTBeHHM npobneMu Ha
rajlakTo3Ha HENIOHOCHMOCT, Lapp-naKkTa3Ha He0CTaThYHOCT HIH MTIOKO30-TanakTo3Ha ManabcopOums

He TpAOBa fa NpHEMAaT TO3M JIEKAPCTBEH NPOAYKT.
4.5. BaaaMojelicTBHE ¢ APYIH JeKAPCTBERA NPOAYKTH H APYrH GOPMA HA B3aRMOJelcTBHE

EnnospeMernara ynorpeba Ha Andandiua BOAK O0 HamanssaHe eekTa Ha LIMCIVIaTHHATA.
THokTOBaTa KHCeTMHa € METaleH XenaTop H MO Ta3u nNpudMHa He TpabBa ja ce mnpunara
CAHOBPEMEHHO € MCTAIHH CHEAHHCHMA (HAMp. XKEJNA30- ¥ MArHe3wii- ChABPKALLK JIEKAPCTBECHU
NPOAYKTH, MJIEYHH XpaHHTENHH NMPOAYKTH — NOPaAH ChABPXKAHHE HAa KalIlMi). AKO LA1aTa AHEBHA
po3a ce npueMe 30 MHHYTM Npead 3aKycKa, >K€JIE3HHTE U MarHe3HeBMTE INPENapaTH Moxe Ja ce
IIpHeMaT Ha o0aa Wi cieacden.

Heobxonmmo e BHUMATESTHO TpociesBale HUBAaTa Ha KPBBHATA 3axap, oco0eHO B Haua/HaTa ¢aza Ha
TepanuaTa ¢ AnQanuuuia, ThH KaTo XHUIONNTMKEMHYHMAT e(EeKT Ha MpPHEMaHH €IHOBPEMEHHO
AHTHAMAOETHH CpencTBa (MHCYJIHH M Ap.) Moxe na Obje yBenuueH. B oTaenuu ciayyan Moxe ga e
HaNIOXKHTENIHO [1a C€ HAMAIH HHCYNHHOBAaTa AO3HPOBKA H/IM A03aTa Ha MEPOPANIHMTE aHTHAWAOETHH
NMPOAYKTH, 34 14 C€ H30eTrHaT CHMITTOMMTE Ha XHITOTIHKEMHA.

Ilpu penoBHa ynotpeba Ha ankoxos, KOATO cama MO cefe CH € 3HAYMTENEH PHCK 3a pa3BHTHE U
porpecHs Ha HEBPONATHATA KJIWHHYHA KapTHHA, € BB3MOXHO Jla cé KOMIIPOMCHTMpAa ycrexa Ha
neveHHeTo ¢ AndanHuua. 3a mauMeHTHTe ¢ AWa0eTHa NMOMHHEBPONATHS € NPENOPHLUYHTENHO Ja
W30ArBaT ynoTpebaTa Ha ankoxos. ToBa ce OTHacs W 3a NEPHOAA, B KOHTO HE Ce MpUara Tepanu.

4.6. @epTHARTET, GpEeMEHHOCT H KbPMERE

Depmunumem
Ot mybnuxyeaHuTe n0Cera pe3ysiTaTH 33 peNPOAYKTHBHA TOKCHYHOCT HAMA JIaHHM 33 yBpPEKAALIO
IU10[a ACHCTBHE.

bpemennocm
Tei xaTo HAMAa JOCTATPYEH OMMT, AOKa3Ball O5e30MacHOCTTa Ha JEKAPCTBOTO MO BpEME Ha

OpeMEeHHOCT, IPIIOXKEHHETO My TPOBa Ja CTaBa CaAMO CJie/l NpeLieHKA Ha JIeKaps.

Kvpmene
TpH KaTO IMNCBAT JaHHH 32 NPEMHHABAHETO Ha THOKTOBATA KMCE/IMHA B MAiUMHOTO MIIAKO, TpabBa ga

ce H30area ynorpedara 1o BpeMe Ha KbpMEHe.
4.7. Bainaane pbpxy cnocobuocTTs 3a modupane B pabora ¢c MamuHN

Andanuimn He nNopIMABa COCOGHOCTTA 3a MWOdHpaHe H paboTa ¢ MAILIMHK.

4.8. Hexe1aHH JIeKAPCTBEHH PEAKNHHA

[lo-pomy e npencraBeHa CHCTEMO-OPraHHATA KIACH(MKALMA M 4YeCTOTATA Ha HEXKeJaHUTE
JIEKapCTBEHH PEaKLMH, KakTo cliefiBa: MHOro dect (>1/10), yectn (>1/100 o <1/10), neuectu (1/1
000 no <1/100), peaxu (=1/10 000 mo <1/1 000), Muoro peaxu (<1/10 000) ¥ ¢ HeW3BeCTHa YecToTa
(OT HATMYHHTE JaHHH He MOXe J1a Obe HanpaBeHa OLEHKA).

Cmomawno-upeeru napyuienus

Mnozo peoxu: raneHe, noBpeilaHe, KopeMHa 60ska, Gonka B uepBaTa ¥ AHApHA.
Peaxyuu na ceprvxuyescmeumennocm

Mnozo pedxu: aneprydHi peakiuH, Karo KoxeH oOpUB, yPTHKapHa H ChpOex.

Obuwiu napywenun

YTHNH3aUHA; BbB BPB3Ka C TOBA MOraT /a C€ MOABAT XUIMOTJIMKEMHYHH CHMITTOM
3aMasHOCT, H3NIOTABaHE, rMaBobDONHE H 3PHTETHH HapyIIEHHA.




B omdennu cayyau ce cvobwasa 3a anepriyHM KOXHM peakum. Bb3 ocHoBa Ha nopoOpeHus
FMOKO3€H TOJIEPAHC B OTACIHH CTy4yau Moxe a HabmoaaBa cnajjaHe Ha HEBOTO HAa KPbBHATA 3axap.

4.9. Ilpenozapane

B ciayyaii Ha npeao3HpaHe MOXe Ja ce NOABAT raacHe, NoBpbllaHe H riasobonue.

Cnen ciydaeH wiM yMHUUIEH npueM Ha a03M or 10 go 40 g THOKTOBAa KMCenWHa B KOMOHMHALMA C
AJIKOXOJ ¢a ONMMCAHH CIIYYad Ha TEXKKH HHTOKCHKALIMHM, NMOHAKOra ¢ JetaneH u3xon. Knunwgnure
CHMIITOMH HAa HHTOKCHKalHAd C€¢ TNpOSBABAT ITbPBOHAYAIHO B TNCHXOMOTOpHa BB30yaa HIM
3aMBIJIABAHE HA CB3HAHHUETO, KATO MO-HATATBHLIHOTO MPOTHYAHE € CHIPOBOACHO ¢ TUNHYHH NPOSBH
KaTO TIeHEpPAIU3HpaHH MPHCTBHIM M pa3BUTHE HA JIAKTa3HAa anuao3a. Karo nocineacteHs or
HHTOKCHKALMA C BHCOKH [J03M THOKTOBA KHUCE/IMHA Ca OIHCAHH H XMWIOTIMKEMHA, IIOK,

pabaoMuonn3a, XeMoaM3a, AMCEMHHUpaHa MHTpaBackynapHa koarynaums (JIUK), cynpecus Ha
KOCTHHUS MO3bK H MHOKECTBEHA OpraHHa HeI0CTATRYHOCT.

Tepanesmuunu Mepxu npu URMOKCUKAYUR.

Jopr npH HaA-MaJKOTO CHMHEHHE 338 HHTOKCHKALMA C THOKTOBA KHCeNHHa (Hanp. moseue oT 10
TabNeTKH NpH BB3pacTHH H noseye 0T 50 mg/ kg npy aeuna) ce Hanara He3adaBHa XOCIHUTANH3ALIMA H
npearpueMaHe Ha oOIMH TepaneBTHYMHM MEpPKH (Hanp. NPEeaH3BHKBAHE HAa MOBPHINAHE, NTPOMHBKA Ha
CTOMAaxa, MMPHEM Ha aKTHBEH BBIVICH H Ap.). JleueHueTo Ha reHepanu3MpaHUTe NPUCTHITH, JAKTATHATA
alHao3a H Ha JAPYTHTE JKUBOTO34CTpalllaBallld NOCAEACTBHA OT HHTOKCHKALIMATA TpsOBa 1a e
CHOTBETCTBHE C TMPHHUMINHTE HA CbBpPEMEHHaTa HMHTEH3MBHA Tepalmuid H JAa C€ NPOBEXAa
caMrroMaTHuHo. IlonzaTa OT npunarane Ha XeMOAHANM3a M HA TEXHHKHTE Ha XeMoriepdys3ud H
¢unTpHpane nMpH $OpCUPaHOTO €THMHHMpPaHEe Ha THOKTOBATAa KHCEJIMHA 3aCera He € NOTBLPACHA.

5. PAPMAKOJIOTHYHH CBONUCTBA

5.1. PapMaKkoNAHRHAMHEYHE CBOHCTBA

PapmaxoTepaneBTHYHA rpyna: JpyrM npoayKTH, MOBNHABAINK XPAHOCMHWJIATENHATA CHCTEMa M

MeTabonu3Ma.
ATC xon: A16AX01.

Mexanuzvm Ha Oeticmeue

THokTOBaTa KHMCEIHHA € BHTAMHHONOAOOHA CYOCTAHIIMA C KOSH3HMHA (QYHKUMA MMPH OKHCIIHTEIHOTO
KapbokcHnupaHe Ha anga-KeToHOBUTE KHcenuHU. IIpH BUCOKO pa3sBHTHTE OPraHHW3MM CE ITPOU3BEXKAA
€HJIO€HHO.

XHIEPriHKeMHATa, NpeAU3BMKaHa OT 3axapHua AvaderT BOAW OO HATPYNBAaHE Ha TIIOKO33a B
MAaTpPHKCHHTE NPOTEHHH H& KPBbBOHOCHHTE CBOBE U 0 0Opa3yBaHe Ha T. Hap. ,,KpaiHU NMPOXYKTH Ha
rnukupanero”. To3sH mpouec BOAM A0 HAMalsBaHe HAa EHAOHEBPAIHMA KPBLBEH IMOTOK H A0
CHIOHEBpAIHE XMINOKCHA/ HcXeMHMi. ToBa € CBBP3aHO C MNOBHIEHa TNPOAYKUMA Ha cBoboaHH
KHCIIOPOAHH paJUKAIIH, KOHTO YBpeXKIaT nepugpepHure Heppu. OcBeH ToBa B nepudepHUTE HEPBH Ce
YCTAHOBSBa H3UEPIBaHE HA AHTHOKCHIAHTHTE, HAMp. KATO NIYTATHOHA.

B npoyuBaHus ¢ IUTBXOBE € YCTAHOBEHO, e THOKTOBATA KHCEIHHA BB3JeHCTBA BEPXY GHOXUMHYHHTE
NPOLIECH, OTKMIOYEHH OT CTPENTO30LMH-HHAYLUHMpaH anaber wupe3: HaManaBaHe oOpa3yBaHeTO Ha
KpaiHWTEe IMPOAYKTH HA TIJHKHpaHe, noaoOpsABaHe Ha €HIOAENHMA KPBBOTOK, YBe/JHM4YaBaHe
$H3HONIOTHYHKATE HHBA HA AHTHOKCHAAHTA DJIYTAaTHOH H AaHTHOKCHAGHTHOTO MAeHCTBHE BBHPXY
cBoOoaHUTE paauKanu B fHaOCTHHUA HepB.

Dapmaxoounamuynu epexmu
Te3u edextu, HabmonapaHu B eKCNEPUMEHTANIHA CHTYaLHA IT0OKA3BAT, Ye GPYHKUMATA Ha neprdepHHTe
HepBM MOXe aa Oblae 3HauMTeNnHO nofodpeHa OT THOXTOBAT2 KHCeJMHHa. Toea ce oTHacs 3a
CCH3OPHHTE HapyuleHHs NpH auaberHaTa NOMMHEBPONATHSI, KOHTO MoraT Ja ce ; e

AM3CCTE3HH, NAPECTE3HH, KaTo Hamnp. napexe, 6oka, 4yBCTBO 32 MTyX0Ta, MPaBY4KGHE.

Knunuuna echuxacrnocm u bezonacrocm
Karo nombiHeHHe KbM MPEAVIIHH KIMHWYHH AaHHH, CBBP3aHH CBC cumn'mma
AnabeTHaTa NOJNMHEBPONATHA C THOKTOBA KHCEIHMHA, B MYNTHLEHTPOBO IUIANE




mpoyysaHe npe3 1995 r. e aoka3aHo, 4Ye THOKTOBATa KUCEJIHHA BMa Onaronpuared €(eKT BbpXY
H3C/ICABAHHTE CHMITTOMH: NMapeHe, NapeCcTe3HH, M3TpBNBaHe H OonKa.

5.2. PapMAKOKHHeTHYRH cBOlicTBa

Abcopbuun

[Ipy 4YoBexka THOKTOBaTa KHCeJIHHA ce pesopbupa Obp3o cnen nepopaned mnpueM. [lopaam
3HRUUTENAHHUA CH first-pass-edekT abCoMOTHATA OGMOHANMMHOCT HA NMEpPOpPATHO NMPUETATAa THOKTOBA
KHCeHHa € npubnusutento 20% (B cpaBHeHHe ¢ HHTPABEHO3HOTO NMPHIOKEHHE).

Pasnpedenenue

bnaronapenne Ha OBp30TO pasnpeneneHWe B THKAHWTE, BPEMETO HA IUIA3MEH IOJY)KHBOT Ha
THOKTOBATa KHCEJHHAa IIPH Xopara BBIIH3a HA OKONO 25 MMHyTH. MakcumanHa mnasMeHa
KOHLCHTpALHA (0KoJ10 4 ug/ ml) e H3MepeHa OKONO NONOBHH vac cliedl nepopajieH npHeM Ha 600 mg
THOKTOBA KHCEJIHHA.

buompancopmayus

brotpancopmaumaTa ce ochliecTBsIBa NPeJHMHO 4pe3 OKCHAATHBHO (B-OKMClIEHME) CKBCABaHE Ha
CTPaHUYHHUTE BEPHIrH W WM upe3 S-MeTHHpaHe Ha ChOTBETHHTE THOJM.

TrokToBaTa KMCENHHA in vitro peardpa ¢ MeTanHH HOHHH chbeqHHeHHs (Hanp. LWHMCIUIATHHA). Ta
¢dopmupa TpyaAHO pe3opbupainu ce KOMIUIEKCHH ChEAMHEHHS CBC 3aXAPHH MOJIEKYJIH.

Erumunupane

Ypes paguoaKTHBHO MapKMpaHe NPH ONHTH C XHBOTHH (ILTBXOBE, KY4eTa) € AOKA3aHO OTACIAHETO
npeaumuo upes 6x6peumre (80-90%) noa ¢popmara ra Metabonurh. [Ipu Xxopa B ypuHaTa ca OTKPHUTH
HE3HAYWTETHH KOJIHYECTBA eJIMMHHHPAHA HHTAKTHA CyOCTaHIMA.

3.3. IpeAkIHARYHE JAHHH 32 0€30NaCHOCT

Ocmpa u XporuMHQ MOKCUYHOCTM
TokcryHHAT NpodHA CE€ XapakTepu3upa C¢bC¢ CHMITTOMH, KOHWTO MOB/IMSBAT BEreTaTHBHATA H

LeHTpajlHaTa HepBHa cHcTema. Cnel NOBTOPHO [MPIJIOKEHWE, APYruTe TAPreTHH OpraHd Ha
TOKCHYHHTE J03H ca uepHHus apod u onOpenure.

Mymazenen u kapyurnozenen nomernyuan

H3cnenpaHus pHpXy MyTareHHHS MOTCHLKAN HE Ca MOKA3AIH MHAMKALIMHM 34 FeHHH HIH XPOMO3OMHH
MyTaluiK. TIpoyyBaHeTO 3a KAPLMHON€HHOCT HE € ACMOHCTPHpANO HHAMKALIHH 33 KapUHMHOTE€HEH
NOTEHIHaN CJieA MepopaneH NMpHEeM Ha THOKTOBAa KHCEAHMHA OT IUTbXOBe. IIpoydBaHHMA 3a TyMop-
NOTEHUHpaH eQEKT HA THOKTOBA KMCEJIMHA ¢ KapllHHOTeHHaTa ¢yScTaHuma N-HHTPO30AMMETHIAMHUH

(NDEA) e nano oTpHLATEIHM pe3yNTaTH.

Penpodyxmuena moxcuynocm

[Ipy MakcHManHM nepopanud no3u 10 68,1 mg/kg THOKTOBaTa KHMCENMHA HE OKa3BA BIIMAHHE BBPXY
¢epTUnMTETa WIH BBPXY PAHHOTO eMOPHOHANTHO Pa3BHTHE MPH ILTBXOBE.

[1pu 3atiny He ce Habmonasa paseuTHE Ha ManopMaliMK TIPH UHTPABEHO3HO MPHIIOKEHHE HA JO3H A0
TOKCHYHH 3a MaiKaTa.

6. PAPMAILEBTHYHH JAHHHU
6.1. CouchK HA IOMOIHETE BellecTsAa

Aopo na mabremxama:

JlakT03a MOHOXHIpAT

MuxpokpucTansa uenynosa
Kpockapmenosa HaTpHii

CumeTtHkoH (65%)

Marnesnes creapar

CunuipieB AHOKCH, KONIOHIEH Oe3BoaeH
Xunpomenosa

Durmoeo noxpumue:
Tank




Makporon
[ToMHBHHHANAJIKOXOI

MeTakpunosa KHCENHHA KONOIUMEP
Harpues GuxapboHat

Turanos apokcun (E171)
XHHOIHHOBO XwTT0 (E104)

XXt xkeneseH okcua (E172)

Ykazanne 3a avaberunm: Exna ¢unmupana tabnerka chabpxka no-manko ot 0,0041 xneGHu
eVHHIIN,

6.2. HecbBMECTHMOCTH

He ca u3BecTHH.

6.3. Cpoxk Ba rognocrt

3 rOOUHH.

6.4. Cuennanun yCJI0BHA HA CHXPAHEHRE

[Ipu Temnepatypa noa 25 °C.

6.5. Bua B cpAbLPRARRE HA OMAKOBKATA

baucrep ¢ 10 unm 15 Tabnerkn.

Enna onaxosxa ceappxa 30 punmupanu tabnerky (3 6nmcrepa x 10 Tabnerku wiu 2 6aucrepa x 15
TabeTKn).

6.6 Cnennanm npeanasHn MEpPKH OpH H3XBLPJASHE H paboTa

Hama cnenuainmu H3MCKBAHKY.,

7. IIPUTEXATEJI HA PAZPEINIEHHETO 3A YIIOTPEBA

AJIMOAPM EA L]

6yn. CuMeoHoBcko tioce Ne 130

Codmsa 1700, bonrapus

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YITIOTPEBA
Per. Ne 20150273

9. XATA HA ITBbPBO PA3PEIIABAHE/ INIOJHOBSABAHE HA PA3PEIHEHHETO 3A
YIIOTPEBA

Harta Ha mepBo paspewapase: 10.08.2015
Jlata Ha nocneaHoO NOJHOBABAHE:

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

IO0nmm, 2025 r.




