KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

NEUROBEX®

HEYPOBEKC® NATN
1. UME HA JIEKAPCTBEHHSA ITPOAYKT
Neurobex® 15mg/ 10mg/0,02mg coated tablets
Heypo6exc® 15mg/10mg/0,02mg o6BuTHU TabneTkH

2. KOINYECTBEH U KAYECTBEH CbCTAB
JIeKapCcTBeHH BEllECTBA B €4HA OOBUTA Tab/IeTKA:

TuamunoB HuTpat /Thiamine nitrate/ (Butamut B;) 15 mg
[Tupraoxkcunos xuapoxinopua /Pyridoxine hydrochloride/ (Butamun Bg) 10 mg
[{nanokobanamut /Cyanocobalamin/ ( Butamuu By;) 0,02 mg

3. JEKAPCTBEHA ©OOPMA
O0BUTH TADJIETKHU

4. KIUMHHUYHHU JAHHH

4.1. ITOKA3AHHA

B KOMTIJIEKCHOTO JI€UCHHUE HA CICAHUTE 3a0019BaHUA H CHCTOSHUS:

e DBn3najgurenHH M OEereHEpPaTHBHU IpoOLIECH Ha NEpUPEpHUTE HEPBU - HEBPUTH,
MNOJMHEBPUTH (AIKOXOJHN, IMOCTHH(EKIMO3HH M TOKCHYHHU, Ipu auaber),
HEBPAITHUHA, MHAITHH, [1aPECTE3UH;

o C(CbCrogHUad Ha IPOXBIDKUTEIIHA PEKOHBAJIECLECHIINS, XPOHWYEH aJIKOXOIHN3BM,
MHTOKCUKAIIUY, aCTCHUA;

e BuraMuH B XUIIOBUTAMHHO3H, IE€PMATUTH, €K3€MH, [COpPHA3UC, €KCYIATUBHA
AWaTe3a, aKkHe.,

4.2. TO3UPOBKA H HAYHUH HA YIIOTPEBA
[Ipunara ce no 2-3 o6ButH TabneTkU 3-4 NBTH AHEBHO. labineTkure ce mpuemar Mo
BpEM¢E HIIN CJIel XpaHeHe, §e3 1a ce IbBYAT, ¢ JOCTAThYHO KOJIMYECTBO TEUHOCT.

4.3. IMIPOTHBOITOKA3AHHA

o (CBPBHXYYBCTBUTEIHOCT KbM aKTUBHHUTE WIM KBM HAKOE OT ITOMOIIHUTE BEIIECTBA HA
[IPOJIYKTA.

¢ Octpa TpoMbemMOOTHS.

e LEpurposa u epuTpeMHU.

4.4. CIIEDHAJIHHA IHPOTUBOIIOKA3ZAHHUA 51 CIIEIIHAJITHH
NPEAYINPEXIAEHHUSA 3A YIIOTPEDBA

Jla ce mpuiara ¢ NOBHINEHO BHUMaHHE NpU NAlMEHTH ¢ TEXKW M OCTpH (OpPMH HA
JIEKOMIICHCHpaHa ChpAEYHA HEJOCTATBYHOCT U CTCHOKAPUA. . —-ov

Tosu nekapcTBeH MPORYKT CHABPHkA KATO TIOMOLIHO BELIEETRO JIaKTO3%, KOETO TO IPaBH
HeMOOXOMIL 33 IAIMeHTH ¢ JaKTa3Ha HEOOCTATHYHOCT, FalaRTO3EMHS WM
[IIOKO3€H/TaIaKTO3eH CUHAPOM Ha Mamabcopbuus. /& 0 7 %y
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[Topaan HanmHUMeTO B CBHCTaBa My Ha wheat starch (MIIeHMYHO HHILECTE), Ja HE CE
[puJjiara rpH Xopa ¢ IilyT€HOBa EHTEPOIaTHs.

4.5. JEKAPCTBEHH B3AHNMOJEVCTBHUA
ETaHOoNBT pA3KO HaMajIsBa pe3opOLuiaTa Ha THAMUHA.

Buramun B¢ nmosnugsa MeTadonu3Ma Ha HAKOM JICKAPCTBEHU IPOIYKTH. BUCOKHU 103U
Vitamin B¢ HaMmansgBaT aHTUMNApKUHCOHOBUA €(EKT Ha JEeBOAOIAa. 103U BHUTAMHH
[IOBUIUABA NEPUPEPHOTO JAcKapOOKCWIMpaHe Ha JIEBOJONATa W Taka HamalsiBa
e(DEKTHBHOCTTA MYy [IpU JieueHHEeTO Ha Oojiectra Ha Parkinson. Toi#t aHTaroHmsupa
JCHCTBHETO Ha H3OHMA3UI M THOCEMHUKapOa3OHM, KAaTO KOpHrupa cpuacpodaacTHara
aHEMUSA, NPEAN3BUKBAHA OT TE3W MNPOTHROTYOEPKYJIO3HHM CpelacTRa. IIpoanmxuTenHo
IpreMaHe Ha TMEHUIMIAMUH MOXKeE a NIpEIN3BUKa BUTAMUH Bg neduumt. XuApaaasHHbT
U UHMKIO3EPUHBT Ca CBIIO HETOBH AaHTArOHUCTH M MPHJIaraHeTo Ha BUTAMMHA 3a¢IHO C
TAX HaMajsABa IIPOABABAHUTE OT TE3M CPEACTBA HEXEJIaHH HEBPOJOIHMYHHM PEaKLUH.
KonunuectBoTOo Ha Vitamin By HamandBa npud ©IHOBPEMEHEH IIPHEM C OpallHU
KOHTPALUCIITUBHH CPEACTRA.

Pesopbumsta Ha BUTaMMH By, ce NOTHCKa OT KOJAXULMH, €TaHOA M HEOMHMIIMH.
[lepopanuure anTHAMabeTHW  cpeiacTBa OT  OWIBaHMAWHOBHAA THII MU p-
aMUHOCATMIWIIOBATa KHCEJIHHA, a Taka CbIIO W XjopaMeHuxon u BHTaMHUH C
UHTEphEpUpaT ¢ pe30pOLMATa HA BUTAMUHA.

4.6. BPEMEHHOCT U KHBPMEHE

Hsma faHHM 3a YBpEXIAaHe Ha IUIOAA MpU NpilaraHeto Ha Neurobex® Mo BpeMe Ha
OpeMEHHOCTTa U Ha HOBOPOACHOTO B IEpHOAa Ha KbpMeHe. llopagn HeXoCTaThYHO
[TaHHH € TIPETIOPHYNUTEITHO [Ia C€ npriara Ha OpeMeHHH caMO TpH HEOOXOIUMOCT.

4.7. E®EKTHU BBPXY CIIOCOBHOCTTA 3A IIO®PHUPAHE U PABOTA
C MAHLIKHH
He oka3Ba BINSHHE BhPXY COCOOHOCTTA 3a IMoQUpaHe U padoTa ¢ MAIIHHH.

4.8. HEXEJAHH JJEKAPCTBEHHU PEAKIIUH

Neurobex® ce MoHacs No0pe OT NalUMEeHTUTE IO TIPUHINIL, B peaku ciiydau € Bb3MOXHO
da ce HaOmoJaBaT IIOTJIHMBOCT, TaxHKapausd, CepOexK, ypTukapus. BB3MOXKHO € B
eJMHHYHY CJIy4YaH 110sABa Ha AJICPrUUHM peakiiuy, OOpHB, 3a1yX, aHAQHIAKTHYEH IIOK.

4.9. IIPEJO3UPARE

IIpu npeno3upaHe HACTHIBA 3ACHIBAHE HA CTPAHUYHUTE pEaKUMU Ha MPOAYKTa, KaTo €
Bb3MOXKHA MOABaTa U Ha HEpBHa BH30yaa, Taxuxkapaus, OOJKYH B CbpZieyHaTa OOJACT.
JleyeHHEeTO BKIIIOUBA CTOMAIIIHA ITIPOMUBKA, aKTHBEH BBIVIEH, CUMITTOM3THYHU CPEACTBA.
HNz3onnasng e antugoT Ha BUTaMUH Be.




3. PAPMAKOJJIO'HYHHA JAHHHU

5.1. ®PAPMAKOIAHUHAMHUYHH CBOMCTBA
ATC xon: A11DB

KoMGHHEpaHeTO Ha HEBPOTPOIIHHTE BUTAMHMHH OT rpyna B B mpoaykra Neurobex® ce
M3M0JI3Ba 3a MOBJMSABAHE HA PEAMNA BaXKHM IMIPOIIECH M (QYHKIWKM B OpPraHU3Ma U
OCHOBHO MOBJIMSBAHC HA BH3NAJUTCIHUTE U JCMCHEPATUBHHU 3a00/MABAHUSA HA HEPBUTE U
JBUIaTeJHHS anapaT. BuraMuHuTe OT rpyna B BAM3aT B CbCTaBa Ha €H3IUMH, KOUTO
KaTalu3upar peakuuuTe npu Merafonu3Ma Ha BBIVIEXMAPATUTE, MACTHTE WU
OENTHUUHHUTE.

Ousnonornunure GYHKUMH Ha BHTaMHMH Vitamin B; ca MHoroctpannu. Ciex
pe3opOLHATa CH TOH ce IpeBpbllla B OpraHW3Ma B THaMHHOB nupodocdar, KoATo €
KodakTop Ha eH3uMa, KapOoKcwiasza, ydacTBall B JAEKAapOOKCHIMPAHETO Ha
NMUporpo3acHaTa M anda-KeToryrapopaTta kucenuHa. Eto 3awo Vitamin B; ce
N3pa3xoABa YCHJICHO IMPU KOHCyMalUsA Ha BbIVIEXHApAaTH. [OH HMMa OTHOLICHHE KbM
IefHOCTTAa HAa HEpPBHATAa W HEPBHO-MYCKYJIHATa CUCTEMA, KATO YJIECHSBA IPOLECUTE HA
OMOCHHTE3a Ha OCHOBHHMSA MEOHATOP aleTWIXOJIUH U MOTUCKA aKTHBHOCTTA Ha €H3HUMa
XOJMHecTepasa, KOUTo ro pasrpaxiaa. HenocTursT My BOIHU N0 HATPYIIBaHE HA MJI€YHA U
NMUpOrpo3feHa KUCEIWHa, KOETO MOXE Ja IpeIn3BUKa ITOJIMHEBPHUTH, 3a00/IIBAHETO
Oepu-Oepu, ennedanonarns Ha Wernicke u cuHapom Ha Korsakoff, mommHesponarus,
HapylOIeHHd Ha ChpAedYHaTa OEHHOCT, TaCTPOMHTECTUHAIHHM HApYIUCHWA /YIUECpPO3CH
KOJIUT, XpOHUYHA JHAPUA/.

dusnonornynuTe GYHKIHA Ha Vitamin Bg, Karo xoeH3uM, 00XBallaT BKIIOYBAHETO B
HIKOJAKO MeTaboJUTHH TpaHCpopMmalliyi Ha aMHUHOKUCEIUHHUTE - XEeKapOOKCUIHpaHe,
TpaHCaMHHHUpaHe U paleMU3UpaHe, KaKTO U €H3MMHH [PEBPhILaHK B METa0OIM3Ma Ha
cyndar-chaABPKALINTE U XUIPOKCHaMHUHOKUCEIMHUTE. B3eMa yyacTue B IPEBPHUIAHETO
Ha TpunrodaH B S-XMIAPOKCHTPHIITAMHMH B CHHTE3a Ha [ONAMHH, HOpaJIpeHalNHa,
afpeHanuH, xucraMud U I AMK. [IpeBpbillaHeTo HA METHOHHUH B HUCTEUH CHIUO 3aBUCH
oT BUTaMKHa. Tol yyacTBa B peryJUpaHeTo Ha QyHKUHUATa Ha YepHUA Apo0 U HEpBHATA
CHCTEMa, 3aCHJIBa EPUTPOITOe3aTa NpH HAKoW Gopmu Ha aHemus. Hemoctur Ha Vitamin
B¢ Moxe 1a ce pa3Bue IIpH HEJOCTAThYHO HMPHUEMAHE ¢ XpaHaTa, IpU HapylleHa YpeBHA
pe3opOLnd, Npy NpUeMaHe ¢ JIEKapCTBa, KOUTO €4 HETOBH aHTAarOHUCTH, NPU JBYCBA
repanusa. CUMITTOMHTE Ha HEJAOCTUTA CE NPOSBIBAT ChC ce0opeanoT00OHN JT€3UU OKOJIO
OUWTE, HOCA, TVIOCUT, CTOMATHUT; NepudepeH HEBPUT, I'bPUOBE /OT HUCKA KOHLUEHTPAINA
Ha raMa-aMHHOMAcCJICHAa KUCEIHMHA/, MHOTO PAIKO aHEMUIL.

dusHonoryydaTa poas Ha aKTMBHUTE KOEGH3MMH Ha Vitamin Bp; MeTUNKOOATaMHUH H 3-
IEOKCHAIeHO3WIKOOATaMHH € ChIIIECTBCHA 3a pacTexa Ha KJIeTKaTa U pCIIMKalHUATA.
MernnkobaaMUHBT € HeoOX0IUM 3a GOPMEPAHETO HA METUOHUH U HETOBHTE JepHBaTH
S-aJcHOWIMETHOHHMH OT XOMONIMCTEMH. Y4acTBa B MpPOLIECUTE HA TPAHCMETHIIMPAHE U
IPEHOC Ha BOAOPOJHH KaTHOHHW IPH CHHTE3aTa HAa XOJIHWH, METHOHHWH, KpCaTHWHUH U
HYKJIEMHOBH KHCeJWHH. Vitamin By, wWrpae BaxHa pojs B IPOLECUTC Ha
KpBBOOOpa3yBaHe /0COOCHO B CH3PABAHETO Ha epurpoudTuTe/. IIpH HEAOCTHI Ha
BUTaMKHA (POJATHTE Ce NoeMaT OT METWITETpaxuipodonara u ce ¢b3laBa JcQULMT Ha
donaTu 3a ApyruTe MHTpaueiayjapHu GopMu Ha q:nomeam_j@ KHCENHHA, HeOOXOIMMHU 3a
epUTPOLIMTHOTO Ch3paBaHe. Oka3Ba OaaronpuaTHO B eﬂcmﬁe “B'L,Qxy QyHKIIUMTE Ha
yepHua Apo0 M HepBHATa cucTeMma. Vitamin Buf 'aﬂﬁcTaT"LtIHocT “ce IpOSIBABA ChC
CHMIITOMH OT CTpdHa Ha XEMOIIOeTHYHAaTa U He




Hee(PEKTHBHA, KaTO €PUTPONOe3ata ¢ MerajnobiacTHa, a IpH TEXKKHU C/Iy4ad ce pa3BUBa
MAaHLIMTONICHNA. B HepBHATa CHCTEMa MOTaT Jja HaCTHIAT HEBHL3BPATHMHE YBPEXKIaHUA -
IeMUEIMHU3a1Ms, 3arHBaHe Ha HEBPOHH B IphOHAYHMA MO3BK M MO3BYHATA KOPa,
MPOSABSBALIN C€ C NApECTE3Hs B KpaHULINTE, HECTaOWIHOCT B MOXOJKAaTa, HAPYIICHHE
Ha HAKOM PEQIICKCU U B KbCEH CTagHi ICHXHMYECKO OOBPKBaHE, XaJIOLHHALINH, JIECHA
CMsAHA Ha HACTPOCHHUETO, 3aryba Ha maMeTTa, Ha 3PEHUETO, JOPH IICHUXO03H.

52. ®APMAKOKHHETWYHU CBOHUCTBA

Vitamin B, ce pe3opbupa B TEHKHTE 4epBa U CE pasmpencis PaBHOMEPHO B OpraHH3Ma.
Ilo-rosamara My 4yacT ce ¢ochopunupa B depHUA OpoO6. Tam mperpprsiBa MOBTOpPHA
pe3opOLns, Th# KaTO C€ U3NBbYUBA U IIPE3 JKIIBYHUTE ITHTHINA. EKCKpeTHpa ce ¢ ypuHaTa B
HEIPOMEHEH BUJ WJIM BB BUJI HA HEAKTUBHHA METa0OIHUTH.

Vitamin B4 uMa no0pa pesopOuus caen nepopaneH npueM, YacTUUHO ce MeTaboiu3upa
B UEPHUA Ip00.

Pe3opOimsara Ha BUHTaAaMUH B, TIpU opajieH NPUEM € OTrpaHn4YeHa, Opaiu HaMeCBally e
MHOroOpoiHn dakTopu. B ¢ToMaxa ce CBBp3Ba ¢ TaCTPOMYKONPOTEMH (“HMHTPUH3MK
paxTop”) U ce pe3opObupa B ThHKHTE YepBa. l1Ipyu nepopanHo npHeMaHe oM MPOLEHT
oT Hero (70-75%) He ce pe3opbupa, a Mpu NEPHUIIMO3HO OOJHHU TIOUTH HE Ce pe3opOupa.

[Ipunoxkenne Ha KonuuecTtBa Hag 100 ug ce M3XBBPAAT HEYCBOCHH. YUpeBHaTta My
pe3opOiusa ce mogodpsABRa KOrato ce npuiara ¢ GoaneBa KUCEANHA.

5.3. NPEAKJIHUHHUYHH JAHHH 3A BE3OITACHOCT

Toxcuunocm:

Vitamin B (Thiamine):

LDsp Ipy Iepopanto OpUIOKeEHNe BEpXY TUTEX0BE - 3710 mg/kg; Bbpxy MULIKK — 8224
mg/kg.

Vitamin Bg (Pyridoxine hydrochloride):

[.Dso npu iepopaiTHO NPWIOKEHUE BBPXY IUIEXoBe - 4000 mg/kg.

Vitamin B;; (Cyanocobalamin);

[.Dso ipu mepopaiHo npuoxeHue Bpxy Muinku - 3000 mg/kg.

Kanyepocennocm/mymazennocm
Hsama maHHM 3a KapUMHOICHEH €(DEKT ¥ MyTareHHO JIEMCTBHE.

Penpooyxmuenocm:

HscnenpaHus ¢ NMpWIOKEHHUE Ha Vitamin Bg IpY )KMBOTHH IOKA3BAT, Y€ CE€ [IPUIHHABAT
MaJpopMallMl Ha LCHTpajJHaTa HCPBHA CHCTEMa Ha ¢eTyca W MIPOMEHH B
PENPOAYKTHUBHATA CHUCTEMa ChC 3aCAraHe Ha TECTHCH, CIMUAMAMMM, CEMEHHH KaHAIU,
IpocTaTa U Ha CTIepMaToreHe3ara.

6. OAPMAIIEBTUYHU JTAHHHA
6.1. CIIMCBHBK HA ITIOMOIIHHUTE BEHIECTBA

JlakTO3a MOHOXAApAT, IMHICHHAYHO HUMCCTC, TallK, MalRg3neB CTCapat, CHIANHCB
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OUOKCU, KOJOUAEH,0e3BOAEH; TOBUIOH, e




dunMoBo mokputHe: llemynmo3eH auerar ¢ranar, 3axaposa, apabcka ryma, Talk,
makporos 6000, maxporoa 400, rmuuepod, ouseturen E 124

6.2. OPUIUKO-XUMHUYHHU HECBBMECTHMOCTH
He c¢a u3BecTHU.

6.3. CPOKHATOIHOCT
3 (TpH) TOAMHHU OT JiaTaTta Ha IPOU3BOJACTRO.

6.4. CIENHWAJHU YCIOBHSA HA CHbXPAHEHHE
[Tpu Temneparypa noxg 25° C.
Jla ce CpXpaHaBa Ha MACTO, HEAOCTHITHO 3a Acuia!

6.5. [JAHHMH 3A OIIAKOBKATA

[To 30 (Tpuaecet) Opos ob6BuTH TabaeTtku B Oaucrep or PVC/AL ¢donuo.
[To 1 Onuctep B e1HA ONaKoOBKa.

[Io 2 6aucTepa B €IHA OITAaKOBKA.

6.6. TIPEINIOPBKH IIPHU YIIOTPEDBA
Bux 1. 4.2.
Jla He ce ynoTpeOaBa cie U3THUAHE CPOKa HA FOJHOCT.

7. HME U AJPEC HA IIPUTEXATEJSA HA PAZPEIIEHHUETO 3A
YIIOTPEBA

"Axktraruc" EAJ]

yiI. "Aranac J{ykoB" Ne 29

1407 Codust, bparapus

8. PETUCTPAIIMOHEH HOMEP B PETUCTDLPA 110 4J1. 28 o1 3JIAXM
Per.Ne 20000698/17.11.2000 r.

9. HJATA HA IIBPBO PA3PEIIABAHE 3A YIOTPEBA HA
JEKAPCTBEHHA IIPOAYKT
IIpotokon Ha KJIC Ne 294/31.05.1968 r.

10. HJATA HAYACTHUYHA AKTYAJIU3ALNA HA TEKCTA
Hoemspu, 2008




