JIMCTOBKA




 U3MBIHUTENHA ATEHUNS N0 NEKAPCTBATA

JlucmoBka - Npuaowenue 5

JIncroBka: undgopmauus 3

Twoxkrauua 600 HR 600 mg duamupanu Tadbaerku
Thioctacid 600 HR 600 mg film-coated tablets

THOKTOBA KHCEJIMHA
(thioctic acid)

IIpouerere BHHMATE/NHO USAJIATA JIMCTOBKA, MPE/1H /1a 3a1104HeTE /1a IPHEMATe TOBA JIEKAPCTBO, Thil

KaTo T CbAbp:Ka BaxkHa 3a Bac ungopmauus.

- 3anasere Ta3u JUCTOBKA. MoXe /1a ce HaJl0XkKH J1a 1 NPOYEeTeTe OTHOBO.

- AKO UMAaTe HAKAKBH JIOMbJIHUTEHH BbIIPOCH, nonuraiite Bawus nekap uau dpapmailesr.

- ToBa nekapcrBo e npeanucano JinyHo 3a Bac. He ro npeorctbnBaiite Ha apyru xopa. To moxe aa
HM HaBpe/H, HE3aBUCHMO Y€ NPHU3HALIMUTE Ha TAXHOTO 3a00/1BaHe ca cbluuTe Kato Bawure.

- AKO MNOJIYYHUTE HAKAKBH HEXKEJIaHW JIEKapCTBEHH peaklnu, yBeaomerte Baius nekap v
papmauest. ToBa BKJIIOYBA U BCHUKH Bb3MOXKHHU HEXKENAHU peaKilM1, HEONHWCAHU B Ta3u JIMCTOBKA.
Buxre Touka 4.

KakBo ¢babpxka Ta3H JIHCTOBKA:

Kakso npeacrasisisa Tuokrauua 600 HR 600 mg puamupann TabaeTku u 3a KakBO €€ M3M0J13Ba
KakBo TpsaOBa jna 3Haete, npeau aa npuemete Tuoktauna 600 HR 600 mg punmupanu tabieTku
Kak aa npuemare Tuokrauua 600 HR 600 mg duamupanu tabnerku

Bb3MOXKHH HEXKEaHH peakLHH

Kak aa chxpansisare Tuoktauua 600 HR 600 mg ¢puamupanu TadbneTku

CbabpikaHWEe HA OMaKOBKaTa M AOMbJAHUTEIHA HH(DOpMALLKS

A e e

1. Kakso npeacrapasia Tvokrauuna 600 HR 600 mg puamupanu tad/ieTKH H 32 KAKBO ce
H3110.13BA

AKTHUBHOTO BewlecTBO Ha Twokrauna 600 HR 600 mg ¢punmupann tabneTku - THOKTOBATA KUCEJIMHA, €
BELLIECTBO, KOETO ce OT/Ae/Is B opraHu3ma npu oOMsiHaTa Ha BeLIeCcTBaTa U MoBJIHsIBA ONPE/IE/ICHH
OOMEHHHM npouecH B opraiu3ma. THOKTOBaTa KUCEJIMHA NPUTEKAaBa U aHTHOKCHIAHTHH CBOMCTBA, KOUTO
npeana3BaT HEPBHHUTE KJIETKH OT peakLHs ¢ pa3naiHu MpoayKTH.

Twnokrauna 600 HR 600 mg ¢puamupanu tabieTku ce npuiara 3a JieHeHue Ha CHMIITOMUTE Ha
nepudepHara (CeH30MOTOpHA) AHADETHA NMOJMHEBPONaTHs.

2. KakBo TpsiOBa 1a 3naerte, npeau aa npuemere Tuokrauna 600 HR 600 mg duamupanu
Ta0JIeTKH

He npuemaiite Tuokrauna 600 HR 600 mg puamupanu tadierku

- aKO CT€ aJIEpruyHH KbM aKTHBHOTO BELUECTBO MJIH KbM HSIKOSl OT OCTAHAJIMTE CbCTABKH HA TOBA
neKapcTBO (M30poeHH B To4Yka 6)

- aKO CTE MaLMEHT C ONpe/AE/IeH r€eHOTHIT HA YOBELIKH JIEBKOLMTEH aHTHIeH (KOWTO e no-ye
CpeLLlaH Mpu SMOHCKHUTE W KOPEHCKUTE NMalMEHTH, HO Ce cpellla u B Osata paca), rnpu
[0-rojsAMo npeapasnoioKeHHe KbM pa3BUTHE HA HHCYJIMHOB ABTOUMYHEH CHHAPOM
Ha XOPMOHHUTE, peryjiupalli KpbBHaTa 3axap ¢ U3pa3eHo NOHUIKaABaHe Ha HUBATA H
3axap) npu JieKyBaHe ¢ THOKTOBA KHUCEJIMHA.




[IpeaynpexaeHus 4 npeanasHn MepKH

He ce M3ucKkBaT cnendaniu apeanasHd MEpKU npu ynotpeba.

Cnen npuem Ha Tuoktauna 600 HR 600 mg pnnmupanyu tTabnetku, Moxe 1a ce 3abeliexxu HeoOuuaiina
MUPU3Ma HA YPHHATA, KOETO HAMA KJIHHHYHO 3HAYEHHE.

Jlena H OHOWINK

Ileua # noapacteawm He 6uBa aa ce nekyeat ¢ Tuoxtauua 600 HR 600 mg dbunMupanyu tabnetku,
nopaju Jumncata Ha ZOCTaTbYHO ONUT B TE3U Bb3PaCTOBH Py niK.

Apyru nekapcrea H THokTauua 600 HR 600 mg punmupann tabaerku
Tpsbpa ga KkaxeTe Ha Bawuua nekap, ako NpUeMaTte Ui HACKoPO CTe NMPHEMad UK € Bb3MOXKHO 14
npyeMaTe APYrH NeKapcTBa.

[Ipu eqnoBpemerHa ynotpebda ¢ Tuoktaung 600 HR 600 mg duamupaHu tabneriu, otnajga neficTBueTo
Ha UMcnaaTuRaTta (NPOTHBOPAKOBO CPEACTBO).

TuokToBata kHucenvHa e MeTaneH xenarop. [lopaau ToBa, OT OCHOBHH CLOOpaNeHHs, NEKAPCTBEHUAT
NPOAYKT He TpAdBa Aa C& NpueMa €AHOBPEMEHHO C METAJIHH CbeAMHEeHHS (HaNp. NPOAYKTH Ha XKENA30TO,
MarHe3us, MJIEeHHH NPOAYKTH, NOPAAH ChABPKALUNA CE B TAX KaNLMH), TbH KAaTO MOXE Aa HEYTpanu3upa
aeficteuero uM. Ako THoktTauuna 600 HR 600 mg ¢puamupann TabneTku ce npuema 30 MUHYTH nNpeau
3aKyCKa, MPOLYKTH HA XENA30TO ¥ MarHeaus MOXe 4a ¢c€ NpUemar easa Ha o051 unu Beueps.

Moxe na Ovae 3acuneHo NOHMKABAUIOTO KpbBHATA 3aXap ACHCTBUE HA aHTHANADCTHUTE JIEKAPCTBEHH
NPOAYKTH (MHCYIUH W/HNNN ApYrd aHTUAMA0eTHH NPoAYKTH). [1opaau ToBa, 0coOEHO B HAMANOTO Ha
neueHueTo ¢ Tuoktauua 600 HR 600 mg punmupasn tabneTku, ce npenopbysa No-4€CT KOHTPO Ha
KpbBHATa 3axap. 3a Aa ¢€ u3derHat CUHMNTOMUTE Ha XHIIOTJIHKEMHUS, B HAKOU Cy4ar MOXE 13 CE& HAJIOKH
HaMa/l€HHUe Ha 103aTa Ha HHCYNIMHA, CbOTBETHO HA MNEPOpaIHUTE AaHTHANADETHH TEKAPCTBEHW TTPOAYKTH,
ChrNacHO NPEeANnUCcaHUATA HA NEKyBalllUs NeKap.

TrokTanna 600 HR 600 mg puamupanu 1adl1eTKH ¢ XpaHa, HANUTKH H AJK0X0J1

PenoBHaTa ynotpefa Ha ankoXoNn NpeacTaBAsBa 3HAYMTENEH PUCKOB (haKTop 3a Bb3HUKBAKE H
nporpecypaHe Ha HEBPONATHYHA KIMHHYHA KAPTHHA U MOXE a AOBEAE A0 HaMalisiBaHE Ha ycrexa oT
neyeyquetro ¢ Tuokrauua 600 HR 600 mg duamnpany tabnetku. [lopaay ToBa, € NPENnopbyYUTENIHO
naitneHTH ¢ 1MabeTHa nonuHeBponarua aa u3dsareaTt ynorpebata Ha ankoxon. ToBa BaxH 1 3a
CBOOOAHHUTE OT JIeYEHHE WHTEPBAIH.

bpeMeHHOCT, KbPMEHE U PEePTHANTET
AKO CTe OpeMeHHA KN KbPMHUTE, CMATATE, Y€ MOXKE A4 cTe OpeMeHHa nan nnaHupare OpeMEeHHOCT,
nocbBETBANTE ce ¢ Bawmus nekap uau gapmauest npean ynorpebara Ha TOBA IEKapCTBO.

CbrnacHO OCHOBHUTE IMPUHLHUNK HA MEAUKAMEHTO3HOTO JISHEHHE, JaeH JIEKAPCTBEH NPOAYKT MOXE a Ce
npeanucea Ha OPEMEHHHY H KbPMELLH XKEHH CaMO CAe CTPOra NpeleHKa Ha CbOTHOLIEHHETO NOI3a/pUCK.
CneaoBaTenHo, OpeMeHHN U KbpPMELLLK XEHHW TpAOBa A3 Ce IEKYBAT C THOKTOBA KMCENNHA, CaMo clie]
BHMMATENHA NPEUEHKA HA NEKYBALIUS 1€Kap, Thid KaTO HAMA AOCTATBhYHO OMNMUT C NALIUEHTH OT TE3H

rpynu. [IpoBeaeHUTE NPOYYUBAHHS C KHUBOTHH HE NOKA3BAT HAPYLUEHHA B PENPOAYKTUBHOCTTE UNH
YBPEXKAAaLULo nnoja NEHCTBHE.

Hsama naHHY 33 npeMMHaBaHe Ha EKAPCTBEHHUS NPOAYKT B MailY¥HOTO MIAKO.




lllopupane n paboTa ¢ MAIIUHH
He ca HeobxoanMu crieunanuu npegna3Hyd Mepku 1ipy wodupane 1 pabota ¢ MaLMHH.

3. Kak na npuemate Tuokraung 600 HR 600 mg duamupann tabnerku

BuHaru npuemaiTe TOBa iEKApCTBO TOUHO KakTo By € ka3zan Baiuns nekap wiu dapmauest. AKO He CTe
CUTYPHH B HELLO, NoNUTaiTe Baluns nekap unu gpapMauesT.

B cayuait, ye Bamug nexkap He By e npeanucas Hewlo apyro:
JHeBHaTa no3a e eaHa puiMupana rabnerka Tuokrauna 600 HR 600 mg dnamupanu TabneTku
(ekBHBasieHTHa Ha 600 mg THOKTOBA KUCENUHA) KaTO €AMHUYHA /1033, NPUDIU3UTENHO NONOBHH Yac

NpCAHd NbpPBOTO XPAHCHC.

Haunu Ha npHAOKeHHE

dunmupanurte tTabaetkd Tuoktauua 600 HR 600 mg dunmupanun tabnetkn tpabaa aa ce npueMar ueiu,
HEeCALBKAHH, C 10CTATLYHO KONUUYECTBO TEUHOCT Ha Npa3eH cToMax. EAHOBpEMEHHHUAT NpUeEM ¢ XpaHaTa
MOXe 1a AoBeJe N0 HaManena abcopbiMs Ha THOKTOBATa KMCcenuHa. 3aToBa ce Npenopb4Ba LanaTa
JIHEBHA /1032 Jia Ce IPHeMa HABEAHBX NPeaH 3aKycka, 0oCo6eHO 3a NaHEHTH, NOKA3BALUK YAbIKEH
CTOMAaUICH nacax.

[IpoabKHTETHOCT HA NICHEHHETO:
Moxe aa ce Hanoxu aa npuemate Tuoktauua 600 HR 600 mg dunmupann tabneTky npes uenus cu
YKUBOT, Thbit KaTO AMabeTHaTa HEBPONATHA € XPOHUUHO 3ab0naBaHe.

BawyuaT nekap 1€ NpeueH HHAYMBUAYANTHO 3a Bac npoAbMKATENIHOCTTA HA 1€UEHUETO B,
Axko Bu ce cTpyBa, ue ge#ictBuero Ha TuokTanua 600 HR 600 mg puaMupany Tabnetky € MHOro CHJIHO
HJIM HEAOCTATHYHO CUIIHO, MO NOCHBETBaNTE ce ¢ Bawus nekap unu gapmatest.

AKO ¢Te npuejH nopeye ot Reobxoaumarta ao3a Tuoktauua 600 HR 600 mg duamMupanu rabieTkH
B cnyvan Ha npeno3MpaHe MOXe Aa ce NMOosABU raZicHe, NOBPLLLIAHE H rnaBobosue.

B v3onupaHyu cnyvau cnea npyueM npes ycrarta Ha 103d no-BUCcoKM oT 10 g THOKTOBA KUCENHHA, 0CODEHO
B KOMOWHALUA C BUCOKA KOHCYMALMS HA ANKOXO0J, ca HaDN0AaBaHK TEX KU, NOHAKOra
XUBOTO3aCTpallaBalllt CHMITOMM Ha OTpaBsHE (KaTo HANp. reHepalu3vupaHyi NpUCTBIN, TEXKH
HapyLUEeHHs Ha KUCENHHHO-a/IKATHOTO paBHOBECKHE, BOACLLH 4O AAKTaTHa alKua03a W/ WY CEPHO3HH
HAPYLLEHNs B KpPbBOCHCUPBAHETO).

[Topaay ToBa, MpHU HAW-MaNKOTO CbMHEHUE 338 oTpasaHe ¢ Tuokrauna 600 HR 600 mg pnamupany

Tabnetku (Hanp. > 10 TadbneTkHn ot 600 mg npu BL3pacTHHU U > SO mg/kg TENECHO TETNO NPKH AcUa) ce
Hasiara He3abaBHa XOCHUTANIM3AUMUA U NPeANpHEeMaHe Ha 00UIH TepaneBTHYHH MEPKH B Cllyyal Ha
oTpaBsHe (Hanp. NPeAU3BUKBAHE Ha MOBPbIUAHE, TPOMUBKA HA CTOMAaxXa, NPUEM HA AKTHUBEH BbINEH M
ap.). JleyeHNeTo Ha Bb3IMOXKHUTE CUMNTOMH HA OTPaBAHETO TpAOBA A4 € B CbOTBETCTBUE C MPUHLUMITUTE
Ha CbBPEMEHHOTO HHTEHIMBHO JIEYEHHE W A Ce NPOBEKAA CHMITTOMATHYHO,

AKo cTe npenycHany aa npuemerte THokrauua 600 HR 600 mg puamupanu tadnerkn
He B3umaiite nBOHHA 1034, 33 Aa KOMMNEHCUpaTe nponycHaTa TabneTtka. [Ipuemere cneapaiyara, Kakto

OOMKHOBEHO K NPOABIIKETE KypCa Ha JIeYEHHE.




AKo cte crnpean npuema Ha Tuwoktauna 600 HR 600 mg duamupanu tabnerku
He npexbcpaiiTe npuema Ha Tuoxtauna 600 HR 600 mg dunMupann tabnetku npeay nbpBo Aa CTE ce

nocsBeTBaNH ¢ Bauua nekap. B npotuseH cny4van, MOXe Aa € CTUrHe 40 BJIoLIaBaHe Ha CUMIITOMUTE
Bu.

AKO UMaTe€ HAKaKBH JOMBIAHUTENHH BLNPOCH, CBbP3aHY ¢ ynoTpedara Ha ToBa 1€KapCTBO, NONUTANUTE
Bawwus nexap unu papmauesr.
4, Bb3MOXKHH HEXKENAHHN PEaAKIHH

KakTo BCHUYKH JEKapCTBa, TOBA NEKAPCTBO MOXKE Aa NPEAH3BHKA HEXCNIAHY pCakKUuHH, BbNPEKH Y€ HE
BCCKH I'H [TOJYYdBa.

Hexenanure PEaKLHH Ca KJ'IB.CHCbHLalHHH B 3aBUCHMOCT OT HECTOTATA, CNope CACAHUTE YCINOBHOCTH.

MHoro uecTu: 3acsarar noseye oT | Ha 10 nekyBaHH NaLHEHTH

YecTu: Jacarat no-Manko ot | Ha 10, Ho noseye ot 1 Ha 100 nexyBaHW nauHeHTH
HeuecTu: 3acsarart no-manko ot 1 Ha 100, Ho noseve ot | Ha | 000 nexyBaHu NalineHTH
Peaxu: 3acarat no-manko ot | Ha 1 000, Ho noseuye ot | Ha 10 000 nexyBaHu nauneHTH
MHoro peakHu: 3acsrat no-mManko ot 1 Ha 10 000 nekyBaHM NaUHEHTH

C HeusBecTHa OT HaNMYHHUTE AaHHU He MOXe Aa ObJe HanpaBeHa OLUeHKa

4eCcTOoTa:

XPpaHOCMUAATENHA CUCTEMA
YecTH: rancHe.
MHoro peaku: noBpbLiaHe, KopeMHa 00N1ka, 00K B YyepBaTa U AHapH 4.

Peak1iny Ha CBPBLXUYBCTBUTENHOCT
MHOro peaKn; anepruuyiy peakumn Kato KOxeH obpuB, kKonpuBHa Tpecka (ypTHKapHs) U Cbpbex.

HepeHa cucTeMa
YecTu: uyscTBO 3a 3aMaiiBaHe UK CBETOBBPTEXK.
MHoro peaku: NpoMaHa UIH HapYLUIEHUA Ha BKyca.

HapyiueHns HA HMYHHATA CUCTEMA
C HEM3BECTHA yecToTa: HapyuieHne Ha XOPMOHUTE, PErYJIMPaLH KPbBHATA 3aXap ¢ U3Pa3cHO
NOHMKABAHE HA HHBATA HA KPbBHATA 3aXap (MHCYJIUHOB aBTOUMYHEH CHHAPOM).

OO HapylIeHUS
MHoro peaku: Ilopaan NOBHULIEHOTO FKOKO3HO YCBOSABaAHE, HUBOTO HA KPbBHATA 3axap MOXKE Ja Ce

NOHU» K. BBB Bpb3Ka ¢ TOBA MOraT 1a CE NOSABAT XUNOIMTUKEMHUYHH CUMIITOMHU, NPHIAPYIKEHHU CHC
3aMasiHOCT, H3NOTABaHE, rNaBoOONNE U 3PUTENTHH HAPYLLUEHHS.

KakBn mepkH Tpa6Ba na ce B3eMaT MPH NOSIBA HA HEXKEJIAHH JIEKAPCTBEHH PEAKLIHH
AKO NOYYBCTBATE HAKOU OT CUMIITOMHUTE HA HEXENAHMTE NIEKAPCTBEHH PEAKUMWH, ONUCAHH MO-rope, He

npuemaiite Trokrauua 600 HR 600 mg punmupanu tabnetkd nosropso. Mons, HH(prMHp Barttis
nekap. Toit Lile NpeLeHy TEKECTTA HA HEXENAHUTE PEaKLHH K aKo e HeobGxoanmo e npegpiewstitig ,,
HeoOX0AMMHTE MEPKH. _

[IpH nosBa Ha MBPBUTE CUMNITOMK, CMIPETE NPUEMA HA TOBA IEKAPCTBO H C& CBbPIKETE




CuobluaRane Ha HEXKeJAHH PEAKIHH

AKO NMonyHuTe HAKAKBH HEXENAHK JEKapCTBEHH peakumy, yBeaomere Bawins nekap uinu apmalesT.
ToBa BKIIOUBA BCHYKH Bb3MOXHH HEOMKMCAHH B Ta3W JIMCTOBKZ HEXENaHH peakuuu. MoxeTe cblUo aa
CHODLIMTE HEXENAHN peakUWd IUPEKTHO YUPE3 HAUMOHATHATA CHCTEMA 3a ChobIllaBaHe:

Usnbauurenda aredHuuns no nexkapctea (MAJI)
ya. JlamsaH ['pyes Ne §

1303, rp. Codusn

P. brarapus

Ten.: +359 2 8903 417

MDakc: +359 2 8903 434

e-matl: bda@bda.bg

yebcanT: www.bda.bg

KaTto cbobulaBaTe HEKENaHy PCAKUHH, MOXETE Aa JaACTC CBOA NPHHOC 34 NToJ1y4aBaHEe Ha MOBCUE
HHCIJOPM&L[HS! OTHOCHO §e30NacHOCTTa HA TOBAa NEKAPCTBO.

5. Kax aa chxpausate Tnokranua 600 HR 600 mg duamupann rabiaerku

Ha ce cbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a Aeua.

Ha ce chXpadsasa noj 25°C.

Tuokrauna 600 HR 600 mg ¢punmupanun tabnetkn Tps6Ba na ce npHeMa caMo No JEKApCKO npeanucaHue,

He u3non3paiite TOBa NeKapcTBO CAEA CPOKA HA MOJHOCT, OTOENA3aH BbpXy €THKeTa Ha OyTunkaTa u
KapTOHeHaTa onakoBka. CpoKbT Ha FOJAHOCT OTroBapa Ha NOCAEAHHS A€H OT NOCOYEHHS Mecell.

He u3xpbpnsiiTe N1€KaApCTBA B KAHANKW3ALMATA HIIH B KOHTENHEpa 3a AoMallHK oTnaabuu. IonuTtakiTe
Bawus ¢papMaleBT Kak Aa W3XBBHPAATE fleKapcTBaTa, KOUTO Bede He u3non3sarte. Te3d Mepku lile
CMIOMOCHAT 3a ONAa3BaHEe HA OKOMHATa cpeaa.

6. Couabpanye HA ONMAKOBKATA H ZOMLAHMTENHA HHPOpMAaLHS

KakBo c¢pabpika THokTauna 600 HR 600 mg puamMupann tabaeTkn

- AKTHBHO BeilecTBO: 600 mg THOKTOBa KMCENUHA.

- [ToMouHuK BewecTBa: HUCKO CyOCTHTYHpana XHAPOKCHNPONKILENy 1033, MarHE3HeB cTeapar,
XHAPOKCUTIpONKILENy103a, XunpoMenosa, makporon 6 000, Tank, Turavos aMokcua (E 171),
anyMuHueBa con (E 104) Ha XHHOAWHOBO XbTO, anyMUHuesa con (E 132) Ha nHAHrOKapMUH.,

Kak m3raexaa Tuokrauua 600 HR 600 mg puamupany Tab1eTKH H KAKBO CHALPXA ONAKOBKATA:

Tosa nekapcTBO ¢€ npeanara B kadssa cTokneHa OyTHaka, xuapoawtnyen knac I11, ¢ opurnHanna
3afyLlaNika OT NOJHETHIEH U 8 KAPTOHEHA KyTud, cbabpxaiu 30, 60 u 100 punmupanu tabn

He Bcuuku BUAOBE 0NakOBKH MoratT ga ObAaT nyCHATH B npoaaxoa.



[IpuTexkaTen Ha paspelleHHeTo 32 ynoTpeda H NpoU3BOAHTE

[IpuTexxaten Ha pa3pellieHHETO 3a ynoTpeda
Buarpuc EOO/]

ouc crpaga ,,Cepanka opucn™

oyn. CutHskoBo Ne 48, er. 7

1505 Codusn

bbarapus

[IlponaBoauTEN

Rottapharm Ltd.

Damastown Industnal Park,
Mulhuddart Dublin 15, D15 XD71

HUpnanaus

JaTa Ha nocaeaHo npepasriexiaaHe Ha JucToBkaTta: 05/2026




