N3MbNHUTENHA ATEHLWA NO NEKAPCTBATA |

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
1. HAUMEHOBAHME HA JIEKAPCTBEHHA IIPOAYKT
VITAMIN B COMPLEX
BATAMMH B KOMIUIEKC
2. KAYECTBEH H KOMNMYECTBEH CbhCTAB

JIekapcmeenu eeuiecmsa.

1 amnyna unxcexyuonen pazmeop 2 ml cvbovpiica:

Thiamine hydrochloride (Vitamin B;) 10 mg
Riboflavin sodium phosphate as 100 % Riboflavin (Vitamin B;) 2 mg
Pyridoxine hydrochloride (Vitamin Bg) 10 mg
Nicotinamide (Vitamin PP) 100 mg

Homownu eemecrnea Byc, m.6.1.

3. JEKAPCTBEHA ®OPMA

HKek1iHOHEeH pasTBOP.

4, KIAHHUYHHU JAHHU

4.1. HoxazaHus

Ilpu nokazan aeduiuT Ha BUTAMHHHM OT rpynara B (B4, Bz, Bs) B HHKOTHHaMHA.

4.2. JlozupoBka H HAYWH Ha ynoTpebda

JlekapcTBEHMAT MNPOAYKT c€ MpHnara OOHKHOBEHO HHIPAMYCKYAHO H TIO- PAIOKO
MHTPABEHO3HO B fo3a 1-2 ml AHeBHO WK npe3 aeH B npoabiukeHue Ha 5-10 auu. Crex
NPHKITIOYBAHE Ha KYpca MOXe Ja ce MPeMHHE Ha NEpopajHO JieYeHHe ¢ BHTaMHH B
KOMIIJIEKC.

4.3. IIporuponoxkazaHHs

o CBpBXYYBCTBHTEIHOCT KbM HAKOH OT JIEKAPCTBCHHTE MIIH MOMOLIHUTE BEILECTBA,

¢ Xuneprouui Il u Il crenen.

4.4. Chnennajinn npeaynpexieEns H NpeinasHn MePKH

e [Ipy ManaurueHd MNpPOLECH NpUiaraHeTo Ha BUTaMHH B KOMIUIEKC (CHABpXAL
THAMHH) MIMCKBA BHHMAaHME, [OPaAM BLIMOXHO CTHMyMHpaHe Mponudepalmdra Ha

AT

TYMOPHHTE KJIETKH.
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e [lopamu TBEpAE pAAKATa, HO CEPHO3HA ONACHOCT OT aHaUAAKTHYCH WIOK (T. Hap.
THAMHHOB IIOK), Mpead ynorpeba HA BUTAMHH B KOMIJIEKC HHXKEKLIMOHEH pa3TBOp ce
NpenopryuBa KOXKHO-aMeprudHa npoba.

e [IpeBumapaHe Ha JHEBHATa A03a NUPHUAOKCHH (Hax 100 mg) 3a npoAbIDKHTENICH
MEPHOA MOXKeE Jia JoBefde [0 IMpossBa Ha nepudepHa MOMMHEBPONATHA C aTakCHA M
napeld 6oNMKH B Xoamnara. TesHw cMMNTOMH OOMKHOBEHO HacThnBaT 1 Mecern Ao 3

rOAMHH OT HAYANOTO Ha TCpallnsTa.

e [lpu onpepensane Ha ypobGununoreH ¢ peakTHB Ha Ehrlich, nHpHIOKCHH MOXeE Aa
NO3UTHRHPA PamuKuBO pe3ynTara.

¢ PubodnaenH MoOXKe NIPEAU3BHKA KBATO-OPAHIKEBO OLBETABAHE HA YPHHATA.

¢ [lpunaranero Ha HMKOTHHAMHMJA NpHM MNalHEHTH ¢ aHaMHeE3a 3a A3Ba, TacTpHT,
XeMOparus, mnozarpa, 4YepHOOpPOOHH M JXIBYHM YBPEXKIAHMS H3IHCKBA IOBHILEHO
BHUMaHHe. HeoOxopuMo e mpocneassane CTOHHOCTATE HA TpaHCAMHHA3HTe, AJIKAIHA
bocaraza, I'TII, GunupyGHH, MHKOYHA KUCENIHMHA, TPOMOOLMTH, OCOOEHO axo ce
HaJlara npoab/DKMTENTHO JICUCHUE ¢ BUTaAMMH B KOMIUIEKC.

o JlekapcTBeHHAT NPOAYKT ChAbPKA METHINAPAXHIAPOKCHOEH30aT KaTo MOMONIHO
BEIIECTBO, KOETO MOXKE [a Npeau3BHKA aﬁapmqnn peakuui. OOHKHOBEHO TOBA ca
peakiiMy oT 3a0aBeH THII KaTO KOHTAKTHH ACpMATHTH. 110 pAAKO MOXe Aa NPeAH3BHKA
peakLuy OoT Obp3 THI KaTO YPTHKApHUA M OPOHXOCTIA3BM.

4.5. JlekapcTBeHH M APYIH B3aHMoOaeiicTBaA

XopripoMa3HH 3acHIBa €eKCKpELMATa Ha BUTaMHUH B; ¢ ypuHata, oKaTo npobenennn
DOTHCKa HEropata TyOy/nHaTa ceKkpels H 3alaBd €NMMMHHHpaAHETO MY OT OpraHH3Ma,
KOETO BOJM A0 NOTCHIIMPAHE HA TEPANEBTHYHUTE U HEXKENIaHH e(EKTH.

Hamupaimsar ce B CBhCTaBa HA JIEKAPCTBEHHMAT MpPOAYKT BHTaMHH B, MOXe Jja
AHTArOHH3Hpa XWUIMOTEH3MBHHA €(CKT HAa AAPCHOMUTHLM, KaKTo H JAa CC INOTHUCHE
CEJATHEHMS H CHbHOTBOPEH e(eKT Ha OapOHTYpaTH H MIyTETHMUA,

Butampun B, Moxke Oa moreHudpa e¢(eKTa Ha TPULHUKIHYHA aHTHACTIPECAHTH
(HOPTPHNITHIMH, HMHNpPaMHH, AC3UNpaMHH), OCOOEHO IpH MAllHEHTH B HanpeaHala

Bb3PacT.
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Buramui Bg aHTATOHH3HPA aHTHIAPKUHCOHOBMA edekT Ha L-Dopa.

Tlp¥ eAHOBpEeMEHHO TpHJIAraHe Ha HUKOTHHAMHJ ¢ AHTHEMHJICNITHYHH CPEACTBA,

ocobeHo KapOaMasenuH, AHa3enaM U HATPHEB Bannpoar ¢ Bb3MOXKHO MOTEHIUPAHE HA
aHTHKOHBYJICHBHHA HM €(EKT.

4.6. DbpeMeHHOCT H KbpMeHe

BpeMEHHOCT

JlekapcTBEHHMAT TPOAYKT MOXE Ja c€ M3MOM3BAa N0 BpeMe Ha OpeMEHHOCT B
TEpaneBTHYHH J03H. [IpuiaraHero Ha BHCOKH HO3H in ufero MOXE Ja NpeaH3BHKA
CHHPOM Ha ITHPHAOKCHHOBA 3aBHCHMOCT Y HOBOPOAEHOTO.

Jlakranus

Buramud B6 ce ekckpeTHpa B KbpMaTa U KOHLIEHTpaLMATa 3aBHCH OT 03aTa, KOATO €
npuena Malikara. He ce npemopruBa ymorpefata Ha BHTaMMH B KOMIUIEKC OT
KbpMeld. B ciyyan Ha Hanoxutensa ymorpeGa, KbpMeHeTo TpaGsa ja Obae
NpeyCTaHOBSHO.

4.7. EdexTH BbpXy cnoco0HOCTTa 32 modHpane H paboTa ¢ MANIKHH

ButaMiH B KoMIneKc B TepaneBTHYHH no:m He OKa3Ba ed)eKT BHPXY CIOCOOHOCTTA 34
modupane 1 pabora c MalIUHH

4.8. HexenaHn JeKapCTrBeHH PEaKIHK

To3u nekapcTBEH NPOAYKT MMOKa3Ba A00pa MOHOCHMOCT.

Muoro paako moraT ga ObAarT HaOmonaBaHH PeakUMHd HA CBPBXYYBCTBHTCAHOCT -
YypTHKapHd, NpypuTyc Win eaeM Ha Quincke, oco0eHO NpH MPEAPa3IOIOKCHH
MAlHCHTH.

HukoTunaMua (B CCTaBa Ha BUTAMHHE B KOMIUIEKC) MOXe a IpeAN3BUKA 3aUCpBABaHE
Ha K0XKaTa Ha JIMLETO U TOIUTM BBJIHM.

4.9. - IIpexosmpane

B MHOro BHCOKH AO3H BHTaMHH B koMmuexkc (rag 10g) Moxe fAa NpeAU3BHKA
CHMOTOMH HO CBpBXOO3MpaHe: Bb30yma, TpeMop, cTpax, Oe3cbHEHe, Xeprec,
riaobonMe, KOHBYJICHH.

JledeHHETO € CHMIITTOMATHYHO.
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5. GAPMAKOJIOT'HYHHA JAHHH

51. <PapMakoIHHAMRYHH CBOHCTBA

dapmaxomepanesmuuna 2pyna: Buramuay. BuraMuH B koMniekc, BKIL.
KOMOHHALIMH. |

ATC code: A11EX

ButamuH OoT rpynara B npeacTapnaBaT opraHHYHY CyOCTAHI{HH ¢ pa3siniHa XHMHIHA
CTPYKTYPa, KOKTO ca aGCoNMOTHO HEOOXOAUMHE 32 JKU3HeHHTe PYHKUHH Ha OpraHusMa.
Te ca OMOJOrMYHO AKTMBHH B HHMCKH KOHUCHTPAHHH K pPEryiaHpaT KICTBYHHTE
nponecy. BKIOYEHH B CBbCTaBa HAa peiulla €H3UMHH CHCTCMH, T€ y4acTBar BbLB
BBCACXHAPATHUA, OENTHUYHMA M JIMNUAHUA MeTaboNN3bM, KakTO M B CHHTE32 Ha
HYKJICHHOBH KUCe/MHH. Upes KOMOWHHMPAHOTO BhBeXKJaJaHe HA BATAMHHH OT Ipyrnara
B B opraHM3Ma c€ MOCTHIa CHHEPTH3bM B TEXHHTE e(eKTH.

HukotunamMua xaro Ko-gexuapaza Ha NAD u NADP, ydacrBa B TpaHCIOpPTa Ha
BOZOPOX H B OKHCJUTENIHO-BB3CTAHOBUTEIHHTE MpOLECH, HEOOXOAMMH 3a THKAHHATA
pecnupanmsa. [Ipeu3erKBa nepudepHa Ba3oAHIATALAA H OHHKABA MNJASMCHHTE HHBA
Ha XOJIECTEPOJ H TPHIVIMIICPHAH.

52. @apMaKOKHHECTHUYHH CBONHCTBA

Pasnpedenenue: Jlo 70-80% ot or npuerara Jo3a BHTaMUH Bg ce pasnpeaent B
myckyiute, A0 10% B uepHHA Apo0, OCTAHAMOTO KOJHYECTBO B [PYr# TbKaHH.
HeroBara HOpMaJiHa [I1a3MeHa KOHIEHTpala € cpeaHo 6 pmol/100 ml.

MMupunokcan ¢ocdaT e HaTbIHO CBBhP3aH C M1a3MEHHTE NPOTCHHH.

[THpHaoXCcUH HE CE CBBp3Ba C IUNIA3MEHHTE NPOTCHHM.

PubodnaBuH ce pasnpenens paBHOMEPHO B Pa3IHYHUTE ThKAHH.

Memabonuzsm; Butamus B, MeTaGonu3upa B 3HAUNTENHA CTENEH U HETOBH OCHOBHH
MeTabonMTH ¢a THAMHHOKApOOHOBA KHCEIMHA H MUpaMIH.

[IupumoKCMH H OMpHAOKCAaMMH ce dQocdopunupar ¢ YYacTHETO Ha CH3UMA
MAPHIOKCANKMHA3A # c€ TpaHCHOPMHpAT J0 MHPHAOKCAN 5’-pocpar upe3

d1aBUHO33BHCHM eH3UM. B GuotpancdopManmsita Ha cBoOGOQHMA MHpHAOKCAN
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ygacTBaT aikanHa ¢ocdaraza, depHoapoOHa H OpOpevyHa aNACXMAOKCHAa3A H
OHPHAOKCATASXUAPOreHasa.

Hukorusamuy meraGonmsupa o N-MeTu/I-HHKOTHHAMHUJ, KOHTO ¢e okHcnasa o N-
MeTUI-4-UpUAOH-3-Kapbokcamua. BpemMeTo Ha IUIA3MEH MNOMYXKHMBOT € OKOJIO 40
MHUHYTH.

Excxpeuun: ButaMuH B, ce eKCKpeTHpa ¢ YPHHATA H OTYaCTH € XKITbYKaTa, KaTo ¢iHa
yacT MPETHPIABA EHTEpOXEeNaTalHa UMpKynanus. ButaMuH By ce €KCKpeTHpa 1 'pes
KbpMaTa.

Butamui B, ce eKCKpETHpa ¢ ypHHATa HenpoMeHeH WM nof, gopMara Ha puGodnasHi
5-pocar. B ypumara ce OTAENAT M HEAKTMBHM METabOJMTH HA BHTaMHH B.
EnuMUHALAORHUAT MOAYKHBOT € 14 Jaca.

Butamuu Bg ce €KCKpervpa NpeauMHO mnoA ¢opmara Ha MeTabONHTH C YPHHATa.
EmiMuHansoHHMAT OonyxuBoT ¢ 15-20 auu. EnumHHMpa ce 4pe3 XEMOUann3la.
TManuesTH B yCnoBHSA Ha Xemoauanusa tpaGea na nomydar ot 100 go 300% nosede OT
NpenopbYHTENIHATA J03a.

CaMo cneau OT HENpOMEHeH HMKOTHHAMHUJ, NPHIOXKEH B TEpancBTHIHH A03H CE
JOKA3BaT B ypUHaTa. ENMMHHAUMOHHHAT MOTYXKHBOT € 40 MUHYTH.

5.3. TIIpeaxAHHHYHH JAHHH 32 0€30MACHOCT

BiH3aumTe B CHCTABa Ha KOMOMHHpaHHs JIEKApCTBEH TPOAYKT BHTAMHHM OT rpyna B
ca NPaKTHYECKH HETOKCHYCHH,

HsiMa #aHHM 3a €MODMOTOKCHYEH, TEpPaTOTeH M MYTarcHeH e(QeKT Ha OTACIHHTE
BUTAMUHH.

6. OAPMAINIEBTAYHHA JAHHHN

6.1. CnuchK HA NOMOIIHHTE BEHIECTBAM:

Disodium edetate, methyl parahydroxybenzoate, glycerol, hydrochloric acid, water for
injection.

6.2. DOUIHKO-XHMHYHH HCCHBMECTHMOCTH

[opamu AokasaHa in vilro HECBBMECTHMOCT, HE CC MpENOpBHBA ¢IHOBPEMEHHOTO

NpH/arase (CMEcBaHe B €HA CHPHHIIOBKa) HA BATAMHH B KOMILIEKC C:
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- OGEeH3MINEHUIIMIHH H oOKcanuwIMH (MHAKTUBHpaHe M NPEUHNHTHPAHC HA
aHTHOMOTHKA),
- MaKpomAHu (o6pasyBaHe Ha HEPA3TBODHM CEANMEHT);
- x1opaMeHHKO (IpELHNTUTHPaHE);
- BuTaMHH B, (necTpyKUMa Ha B, ot HoHHTE Ha KobanT);
- putamuH C (MHaKTHBHpaHe Ha BHTaMHH Be).
6.3. Cpok Ha rogHocrt
2 rOANUHEH.
6.4. Crenuajnu yc10BHA HA CHXpaHEHHE
Ha cyxo H 3alMTeHO OT CBETIIMHATA MACTO MPH TEMIEPATYpPa II0A 25°C.
Ia "e ce 3aMpazapa!
~ 6.5. JlaHHH 32 ONAKOBKATA
Amiymu ot 2 ml (I - Bu xuaponuTiyeH kiac). Ilo 10 ammyns B oimcrep ot PVC
domuo, no 1 wmu 10 6GnxcTepa B KAPTOHEHA KYTHA 3aC€AHO C JIMCTOBKA C YKA3AHHA 34
ynotpeda.
6.6. IlpenmopbkHu 3a ynoTpeba
OTBapsiHETO Ha aMNIYJIHMTE CE M3BBpHIBA ¢ HATHCKaHe Ha najnela BEPXY MapKHpOBKATa
(TquaTa) Ha DIMiikara Ha aMITyJaTa. .
7. HMME M AJPEC HA NPUTEXATEJISN HA PA3PEIIEHHETO 3A
YIIOTPEBA

COOAPMA Al
Codusa 1220, yn. "Hnnencko moce” 16, bairapus

8. PETHCTPAITMOHEH HOMEP - 20010406
9. TATA HA ITBPBO PA3SPEIIEHHE 3A YIIOTPEBA (IIOJHOBsIBAHE
HA PA3PEINIEHHETO) - 02.05.2001

10. JIATA HA (MACTHYHA) AKTYAJM3AITNS HA TEKCTA:
OxTomBpy, 2005






