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JIncroBka: nHpopmauus 3a norpedHTE A

62983 75 -09- 2025
Tuoxranna® 600 T 600 mg/24 ml uHKeKUHOHEH pa3TBOP
TuokTOBa KHCENIHHA

Thioctacid® 600 T 600 mg/24 ml solution for injection
Thioctic acid

IMpoyeTreTe BHHMATE/JHO UAJAATA JHCTOBKA NMpe/IH 1a 3aNI04YHeTe 1A H3M0JI3BaTe TOBA JIEKAPCTBO, Thil

KaTo Tsl ChAbP’Ka BaKHa 3a Bac nadopmanus.

- 3anasere Ta3M JUCTOBKA. MOKe Jla ce HaJIOXKH /J1a A NpoYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JOMbJIHUTEIHH BbIIPOCH, nonuTaiTe Bawus nekap uinu ¢gapmauesr.

- ToBa nekapcTBO € npeanucaHo JU4HO 3a Bac. He ro nmpeorcrwnBaiite Ha Apyru xopa. o Moxe na
UM HaBpe/H, He3aBMCHMO Ye NMpU3HALMTe Ha TAXHOTO 3a0o0J1sBaHe ca chluTe Kato Bawmure.

- AKO NMOJIy4YUTE HAKAKBH HEXEJIaHH JIEKApCTBEHU peakL MK, yBeaomeTe Baluus iekap uiau papMalieBT.
ToBa BKJIKOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHW peaKLMH, HEOMUCAHHU B Ta3H JIMCTOBKA. BuxkTe TOYKa
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KakBo ¢bAbpKa Ta3H JIHCTOBKA:

.  Kakso npeacrasnssa Tuokrauua® 600 T u 3a kakBO ce W3M0J3Ba
2. Kakso Tps6Ba 1a 3Haere, npeau aa usznonssare Tuokrauna® 600 T
3 Kak na u3nonssate Tuokrauua® 600 T

4. Bb3MOKHHM HEXEIaHU peaKLnH

5.  Kak na cexpanssate Tuoktauma® 600 T

6. ChabpxaHue Ha ONAaKoBKATa M JIOMbJIHUTENHA HHPOpMaLIUS

| P Kakso npeacrasiasiea Tuoktanua® 600 T u 3a KakBo ce H3M0./13Ba

AxTHBHOTO BeuwecTBo Ha Twoktauma® 600 T e THOKTOBA KHMCEIMHA - BELUECTBO, KOETO CE€ OTHAeNs B
opraHu3Ma npu oOMsHaTa Ha BellecTBaTa U KOeTO MOoBJUsABa OlNpe/ie/eHH OOMEHHH MpOoLEeCH B OpraHu3Ma.
Hapen ¢ ToBa THOKTOBATa KMCEJIMHA MPUTEXKAaBa M aHTHOKCH/IAHTHH CBOMCTBA, KOMTO Mpe/Ana3BaT HEPBHUTE

KJIETKM OT aKTUBHH pa3rnajgHu MPOAYKTH.
Tuokrauua® 600 T ce npuiara 3a JiedeHHE HA HEMPHUATHUTE yCellaHUs MPH MPEAU3BHKAHO OT 3axapeH

nuabeT (3axapHa 00J1ecT) MHOXKECTBEHO YBpPEX1aHe Ha HEPBUTE (JMabeTHa MOJTMHEBPONATHA ).

2. Kakpo Tps6Ba aa 3naere, npeau Aa n3noassare Tuokranna® 600 T

He n3noassaiite Tuokranua® 600 T:

- aKo CTe alepruyYHy (CBPbXUYYBCTBUTEIHH) KbM THOKTOBATA KMCEJIHMHA HIIM KbM HAKOE OT MOMOIIHHUTE
BELIECTBA.

[laumeHTH C ompedeneH NeHOTHIN Ha YOBEUIKH JEBKOUMTEH aHTHreH (KOWTO € Mo-4ecTo CpelaH Npu

SMOHCKUTE M KOpEHCKUTe MalMeHTHTe, HO ce cpela M B Ossata paca) ca Mo-npeapasnoiokeHH KbM

pa3BUTHE HA HHCYJHHOB aBTOMMYHEH CHH/IPOM (HapylleHHe Ha XOPMOHHTE, peryMpalii KpbBHaTa 3axap

C M3pa3eHo NMOHWKABAHe HAa HUBATA HAa KPbBHATA 3aXap), KOraTo ce JIeKyBar ¢ THOKTOBA KHCeJIHHA.

IlpeaynpexaeHnss H npeaAnasHH MepKH
[Tpu npunoxenune Ha Tuoktauma® 600 T kato MHXKEKLUHOHEH Pa3TBOpP W/WIIH HH(I]}’SHDE;}I"’
HaONo1aBaHK aJleprUiyHM PEKLUMH (peakllMM Ha CBPbX4YYBCTBUTENHOCT), CTUIALLH 10 HKHUB b-@,&
IOK (KOJIanc Ha KpbBOOOpaleHHeTo) (Bxk. T.4 Bb3MOXKHU HEKelaHU peaKLHH).




[Topagx Tosa, BamusT nekysai nexap me Bu HabniofaBa 3a NosBa HAa paHHH CHMNTOMH (KaTo ChpOex,
rafeHe, NoBpblane U Ap.) npH geyeHue ¢ Tuokrauua® 600 T. Ilpy nospa Ha TAKHBa CHMIITOMM, TEYEHHETO
TpsibBa BeAHara Ja ce MPeyCTAHOBH W ako € HeoOXOoAuMOo 1a ce B3eMaT AONBJIHHTENHYU TepancBTHYHM
MEPKH.

Cnen npunoxenne Ha THokraung® 600 T, moxe aa ce 3abenexx HeoOHualiHa MHpHU3Ma Ha YpHHATA, HO
TOBA HAMA KJIHHHUYHO 3HAa4YE€HHUE.

Jlena H WHOIIH
Jeua 1 mogpacTsallM He 61Ba Aa ce nekypar ¢ Tuoktauua® 600 T, mopaau nuncara Ha AOCTATb4YHO OMHT B
Te3H Bb3pacTOBH Ipynu.

Npyrn aexapersa B Tuoxranua® 600 T

Mons nadopmupaiiTe Bawmsa nexkap, ako NMPUEMATE WM HACKOpO CTE RpUEMand APYrd J1€KapcTha,
BKJIIOYMTENHO U TAKHBA OTNYCKaHHU 6e3 pelenra.

Mona uMaiiTe npeABHI, Y€ TOBA C€ OTHACH U 3a AOCKOPO ynoTpebiBaHH eKapCTBa.

[Tpu eanoBpemenHa ynotpeba ¢ Thokrauua® 600 T oTnaga AeHCTBHETO Ha UMCNIATHHATA (POTHBOPAKOBO
CpEACTBO).

Moxe Ra Obe 3acu/ieHO MOHKXKABALIOTO KPhBHATA 3axap AeilcTBHE Ha aHTHAHaOeTHUTE NeKapCTBEHH
NPOAYKTH (MHCYJWH W/uaM ApYrd aHTHAuaberHu npoaykrtH). Ilopagu ToBa, ocobeno B Ha4anoTo Ha
nedenrero ¢ Tuoxtauma® 600 T, ce npenopbUBa No-4e€CT KOHTPOJ Ha KPbBHATA 3axap. 3a Jia ce u3berHar
CUMIITOMMTE Ha XHIIOTJIMKEMHS, B HAKOH ClTyHaM MOXE [1a C& HANOKH HaMaleHHe Ha 03aTa Ha HHCYJIHHA,
CbOTBETHO Ha IepOpaIHUTE AHTHAWAOETHH NREKAPCTBEHM TPOAYKTH, CBIIacHO MpeANHCAHHATA Ha

NeKyBaLUKA JieKap.

TroxTanna® 600 T ¢ xpana, HANATKHA H AJTK0XO0J

PenoBHara ynotpeba Ha aJIkOXON NPEACTABAABA 3HAYHTENEH PHCKOB (paKTOp 3a pa3BHTHE U 3aCHUJIBaHE HA
HEeBpOMATHYHATA KIMHUYHA KAapTHHA M MOXE Ra JO0BEJAe A0 HaMaNABaHE Ha YCIEXa OT JIEUYEHHETO C
Tuoxtauua®600 T. [Topagy ToBa e NPenopbrYHTENHO NAUHEHTH ¢ AnabeTHa nonvHeBponaTus Ja u3bArear
ynorpebara Ha ankoxon. ToBa BaXH H 3a CBOOOJHUTE OT JIEUEHHE WHTEPBAJIH.

bpeMeHBOCT, KbpMeHe B PEePTHIAHRTET

[NocbBeTpaiiTe ce ¢ Bawinsa nexap nnu dapMauerT npead ynorpedara Ha KOETO M Aa € JIeKapcTBo.
ChbriacHO OCHOBHHTE NPHHLHIIK Ha MEAHKAMEHTO3HOTO JICHEHHKE, JaAE€H NEKapCTBEH MPOAYKT MOXeE Ja ce
rnpeAnucBa Ha OpeMeHHH H KbPMELIH JKEHH CaMOQ CMEJA CTPOra NpeLeHka Ha CbOTHOLUEHHETO MOM3a/pHCK.

CnenoBaTenHo, OpeMeHHH H KbpMELLH eHH TpaOBa na ce NexyBar ¢ THOKTOBA KHCENIHHA, CaMo Clel
BHUMATENHA NMPELEHKA Ha NeKyBalds NeKap, Thi KaTo HiMa JOCTAThbYHO OMHT € NALMEHTH OT TE3H IpynH.

[IpoBeaeHHTE NPOYYBAHHA C JKUBOTHH HE MOKA3BaT HApPYLUECHHA B PENPOLYKTHBHOCTTa HJIH YBPEKIAALIO

nnoza aeficTeye.
Hsama naHHM 3a npeMHUHaBaHE HA aKTHBHOTO BELUECTRO B MAHYHHOTO MIIAKO.

lllodnpane n pabora ¢ MAIIARA

He ca HeoOxoauMH cieuManHy npeana3sHi Mepky npu wodgupase 1 paboTa ¢ MalUKHH.

3. Kaxk na m3noassate Traoxranaa® 600 T

Buuarn wanonspakite Thokrauua® 600 T touHo kakTo Bu e kazan Batius nekap. AKo He CTE CUFYpHH B
HEllo, nonHTaiTe Bauiusa nekap unu gapMaLest.

B cayqaii, we Bamusg gexap ne Bu e npeanrcan nemo Apyro:
[Ipu cumnoToMu Ha nepudepHa (ceH3OMOTOPHA) AHaOeTHA MOJIMHEBPONATHA JAHEBH

Tuoxtauma® 600 T (cvotBercThaiia Ha 600 mg THOKTOBA KHCENTHHA).
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Ha4gue Ha NpUIOKEHHE

Tuoxtauua® 600 T Moxe Aa ce nNpuiara upe3 HHTPABEHO3HO MHXKEKTHpaHe Ha Hepa3pedcH pasTBOp WK
upe3 HH(Y3UA NpH cMecBaHe ¢ pu3HoIorHyeH pasTeop (0bp3a HHGY3HA).

B Te3u cayqau Tuokrauua® 600 T Tpabea aa ce BbBeXz1a HHTPABEHO3HO, 3a HE MO-MANKO OT 12 MHHYTH.
[Topaau CBETNOYYBCTBUTENHOCTTA HA AKTHBHOTO BELIECTBO, HHQY3HOHHHAT paiTBop 3a Obp3a HHOY3HA
TpaOBa Ja ce MPUroTBU MANKO NPEelM Ja ce U3MoJI3Ba.

Hndy3noHHusaT pastBop TpsaOBa Aa ce na3su OT ASHCTBHETO HA CBETIHHATA (HAMD. C aTyMHHHEBO (OJIHO).
3alHTEHHAT OT CBETJIHHA HH$Y3HOHEH Pa3TBOP € rojeH 3a ynorpedba oxkono 6 yaca.

IIpoALIAKHTEAHOCT HA JI€IEHHETO

B HauyanoTo Ha JeuyeHHETO HHKEKLIHOHHUAT pa3TROp TpAOBa na ce H3non3sa 3a nmepHon ot 2 1o 4 ceAMHLUH.
[IpenopbunTenHo € TepanuiTa Aa MPOABIKH ¢ mepopaneH npueM Ha 600 mg THOKTOBa KHCENHMHA MOJ
¢opMara Ha TabaeTKH.

Ako B ce cTpyBa, ue aelicreruero Ha Tuoktaura® 600 T e MHOro CHIHO HK HEAOCTAaTHYHO CHIHO, MO
nockheeTRaiiTe ce ¢ Bawns nekap UaM gapMmalesrT.

AKO cTe OpHeaH noBeve o1 HeoOxoqumara n03a TroxTauua® 600 T

B ciyuau Ha npeJo3HpaHe MOXeE JIa Ce NOABH rajieHe, NOBpbIlaHe ¥ rlasobonue.

B u3onupauu ciydau, cneq npydeM Mpes ycraTta Ha 034 no-BHCOokH oT 10 g THOKTOBA KUcenuHa, 0co0eHo
B KOMOMHaLMs C BMCOKA KOHCYMAllHsi Ha AafKoXoJ, c¢a HabMoJaBaHH TeXKH, TOHIKOra
’KHBOTO3aCTpalIABAIM CHMITOMH Ha OTpaBsHe (KaTO Hanp. reHepaiM3upaHy NPUCTBIM, HapylueHue Ha
KUCEIUHHO-OCHOBHOTO pAaBHOBECHE, BOACWIO A0 JaKTaTHA auuao3a WHIH TEXKH HapylIeHHs Ha
KpbBOChCHPBaHeTo). [Topaau ToBa, MpH ChbMmHeHMe 3a npepozupaHe ¢ Tuokxrauua® 600 T, ce wanara
npMeMaHe B GONHHUA H NPeANpHeMaHe Ha o01UTe TEpaNeBTHYHH MEPKH B C1y4all Ha OTpaBsHe.

AKo0 cTe nponycHa/ K Aa mnoa3sare Tnokranna® 600 T
He npunaraiite apo#iHa no3a, 3a 1a KOMIIEHCHPATE MPOITYCHATHA MPUEM.

Ako cre cnpean npuema 13 Trokraura® 600 T

He npexbcpaiite neuennero ¢ Tuoktauua® 600 T npean mppso aa cre ce nockeeTBaiu ¢ Bawuns nekap. B
MPOTHBEH Cilyy4ai MOXe Aa ce CTUTHE JI0 BIIOLIABAHE HA CUMINITOMUTE By,

AKO HUMaTe HAKAKBK JOMBJIHATENHH BBIIPOCH, CBBP3aHHU C ynoTpebaTa Ha TO3H NPOAYKT, MO/IA nonuraite
Bawng nexap uny gapmatesT.

4. Bu3MOoXKHY HEXKEIAHN PEAKIHH

Kaxto BcuukH nekapcrea, THoxtanua® 600 T moxe na npeausBuka HEXXENAHU peakLMH, BBIPEKH Ye HeE

BCEKH T'H MMONy4aBa.
HexxenauuTte peakuuy ca kiacuprUMpaHd B 3aBUCHMOCT OT YECTOTATa, CIOpe CNEeJAHHTE YCIOBHOCTH!

MHoOro 9ecTn: 3acarat noseue oT 1 Ha 10 nexyBaHH nayueHTH
YecTn: 3acarar no-mainko ot 1 Ha 10, Ho noBeue oT 1 Ha 100 nexkyBaHu nauHEHTH
Hegecrn: 3acarar nmo-manko or ! Ha 100, Ho noBeue ot 1 ua 1 000 nexkyBaru
NaLUEeHTH
Penxn: 3acarat no-manko ot 1 Ha 1 000, Ho noBeve ot | Ha
MAaUHEHTH /
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MHuoro peaku: 3acarat no-manko oT 1 uHa 10000 nekyBaHH NAUKEHTH, BKIIOMBAT
CIIy4auTe ¢ HEM3BECTHA YeCTOTa (OT HANUYHUTE AAHHU He MOXe Oa Obae

HanpaseHa OLEHKa)

XpaHOCMBAATE/IHA CACTEMA
Heuecty: rajieHe U NoBPbLIAHE;

PeaknuH HA MACTOTO HA NPHJIMKEHHE
MHoro pefki: peakiu4 Ha MACTOTO HA NPHIOKEHHE;

PeaknHH HA CBPBX4YBCTBATEAHOCT
Morar aa ce MosBsAT anepruyHH peakLMK Ha KoXKara KaTo 00puB, konpHBHA Tpecka (YpTHKapHs) U Chpbex,

KaKTO H alIepruiyHH pcakiuy no UAJ0TO T410, CTHraln 10 oK.

Hepsna cHcTema
HeuecTtu: IPOMAHA WK HaPYLUEHHS Ha BKyca (METANEH BKYC),
MHoOro peikH: KOHBYJICHHM 4 ABOWHO BHXKJAAHE,

KpbB H KPLBOHOCHH CHAOBE
MHOro peKkH: KphLBOM3NHMBH M0 KOXaTta (nmyprmypa) U (YHKUMOHAJIHH CMYILUCHHS Ha TpoMOOUMTHTE U
MOCNEABALIH CMYLLEHHSA B KPBBOCBCHPBAHETO (TpOMOONATHA).

Hapymenns Ha HMYHHATA CHCTeMa:
C HeusBecTHa 4ecToTa: HapylieHne Ha XOPpMOHUTE, peryiHpall KpbBHATA 3axXap ¢ H3pa3eHO NOHWXKABaHe

Ha HHBATa Ha KPpbBHATA 3axap (MHCYNIHHOB ABTOMMYHEH CHHAPOM).

O0mn mapymenns

Yecru: Cien 6bp30 MHTPABEHO3HO NMPHIOXKEHHE MOXE [a C€ MOABH YYBCTBO Ha HANpPEXEHUE B
rnaBaTa U 3aTpyAHEHO AHLIAaHE, KOUTO OT3BYUYaBaT CIIOHTAHHO.

MHoro peaku: [lopagu noeuuwieHata MIIOKO3HA YTHJH3AUWA, HUBOTO HAa KpbhBHaTa 3aXap MOXe .Aa ce
NOHWXXH. BBB Bph3ka ¢ TOBAa MOTraT Ja C€ MNOABAT XWUIMOTIHKEMHYHH CHMIITOMH,
NMPUIAPYXEHHU C 3aMagHOCT, H3NOTABAHE, rnasobonue U 3pUTENTHH Hapy LIEHHUA.

Kakpu koRTpamMepKku TpS(Ba Ja ce B3eMaT NPH HEXKEJAHH JEKAPCTBEHH PEaKnny’?

AKO YCETHTE HAKOM OT CHMMTOMHUTE HA HEXENaHWTe JICKAPCTBEHH peakuuH, ONHCAaRH TMO-rope, He
n3non3eaiite Twoxtauua® 600 T nmoeropHo. Mons, uHdopMmupailte Bawus nexkap. Toll e npeueHH
TEXKECTA Ha HEXKENaHUTE pakiHK H ako € HeoOX0AuMO e npeanpreMe HeoOXOAMMHTE MEPKH.

[Ipu mosiBa Ha MLPBUTE CUMITOMH, crpeTe ynorpebara Ha TOBa NEKapcTBO M Ce CBbpXKeTe He3abaBHO C

nexap.
AKko 3abenexure HEOMUCAHK B Ta3H JIHCTOBKA HeXeNaHW peakuw, MoJs yseaomere Baluus snexap wid

¢papMauLEeBT.

Cro0naBaHe HA HEXXEJIAHH PeaKIHH
AKO NONYYHTE HAKAKBH HEXENAHHU JIEKAPCTBEHU peakuuH, yBegomere Bawrug nexap. Tosa BKit04Ba BCHYKH
Bb3MOKHH HEONMCAHM B Ta3H JHCTOBKA HEXeNaHW peakuud. Moxere CbWO A3 ChOOLIHTE HEXENaHH
peakiiH JHPEKTHO Ype3 HaLMOHAITHATA CHCTEMA 33 ChoDLIaBane:
HMznbnuuTenHa areHUMs 1o JISKapCeTBaTa

yn. ,.Jdaman [’ pyes” Ne &,

1303 Copus,

Ten.: 435 928903417,

yeOcaiit; www.bda.bg

Kato cboOluaBate Hexenawd peakuHH, MOXeTe aa Jajere cCBOsA NPUHOC 3a
uHpopmMaLua OTHOCHO Oe3onacHocTTa Ha TOBA JIEKAPCTBO.




5. Kak aa cbxpansBate Taoxranan® 600 T

Ha ce chxpaHsiBa Ha MACTO, HEJOCTBITHO 3a aellal

AMITyIHTE A3 C€ ChXpaHABAT B KApTOHEHATa ONAKOBKa, 3a Ja e Npeana3paT OT CBETIHHA.

Tuoxtauup® 600 T He Tpabea Aa ce npunara cnel HW3TH4HaHE CPOKA HA TOJHOCT, OTOENA3aH BbpPXY
onakoBkata. CpOKbT Ha NOJHOCT OTIroBaps Ha [MOCNEAHHA AEH OT NMOCOYCHHA MECeLl,

Hudopmauusa, 0OTHOCHO cpOKa Ha FOAHOCT cliel pa3TBapsiHe:

- HH}Y3HOHHHUAT pa3TBop, npuroTeed ¢ Tuoktauua® 600 T tpabea ma ce masK ot cBeTnMHHATA (Hamnp.
ype3 anyMHHHEBO GONHO).

- 3aLIUTEH OT AEHCTBMETO Ha CBETVIMHATA, WH(Y3HOHHHA pa3TBOp, MPUroTBEH C (PU3HOJOrHYEH
pa3TBOp € roaeH 3a ynorpeba 6 uaca.

6. Cnabpxanne HA ONAKOBKATA H AONBJANHTEIHA HHPOPMALHE

Kakgo ceanpxka Tnoxranng® 600 T

Beaka amnyna ¢ 24 ml HHXEKUHOHEH pa3TBoOp ChAbpXKa:

Axmueno gewecmso. TPOMETAMOIORBA COJl HA THOKTOBA KHCceNnrnHA 952,3 mg, eKBHBAICHTHA HA THOKTOBA
kucenuHa 600,0 mg.

[lomownu sewjecmsa: TpOMETaMoll, B804 3a HHKEKLIUK.

Kak marnexna Troxranna® 600 T 1 KaKBO CHALP/KE ONAKOBKATA:
Amnyna: Kadseu, cTbKIeHH aMnysd ¢ odem 25 ml, [ xuaponutuyed kiac, ¢ LIBETHH KOAUPAIK IPLCTEHH,

NakeTHPaHH B NMOJMHCTHPCHOBHU BJIOYKKH, ChADbXKAIIH I10 5 aMITYJIH.

BraoBe ONMakoBKH:

OmnakoBka ¢ 5 aMnyny, BCAKa CbAbpKalia 24 ml HHXEKIITHOHEH Pa3TBOP.
OnakoBka ¢ 10 amnynu, Bcaxa cpabpxaitia 24 ml HHkeKUHOHEH pa3TBOpP.
He BcHYKH BUAORBE ONAKOBKHM MOrat Aa Obaar mycHatu B nmpojaxda.

IlpuTexaTen HA PA3PEIISHHETO 32 ynoTpeda:
Mafinas EOOJ]

Oduc crpana ,,Cepanka odpucu”

Oyn. CutHakoBo Ne 48, eT. 7

1505 Codus
brarapus

IIpon3roarTEN
MEDA Pharma GmbH & Co. KG
Benzstralle 1.

61352 Bad Homburg,
['epMaHud

Viatris Santé
1 rue de Turin

69007 Lyon
MO paHuus
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