JACTOBKA: HHOOPMALIMS 3A IIOTPEBUTEJIS 26 0Ol7 9’
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MATHE B6 470 mg / 5 mg 06BHTH TaGjieTKH 13 -09-
MAGNE B6 470 mg / 5 mg coated tablets €63 ¥
MarnesueB JakTaT Auxuapat (Magnesium lactate dihydrate)
IInpugoxcunoB xuapoxjaopua (Pyridoxine hydrochloride)

[IpoyeTeTe BHHMATE/IHO TAa3H JIHCTOBKA NMPEaH Aa 3aM0YHETE A2 H3NMO0J3BaTE TO3H JIEKAPCTBEH
NPOAYKT, Thil KATO TH ChAbPKa BaXXHa 3a Bac undopmanus.
Bunaru npuemMaiite TOBa JIEKAPCTBO TOYHO KAaKTO € OMMCAHO B Ta3H JIMCTOBKA WJIM KakTo Bu e ka3an

BamusT nekap wiu ¢papMaLeBT.
- 3ana3sere Ta3u JMCTOBKAa. MOXKe /1a ce HaJIOXKH a s IPOYETETE OTHORBO.

- AKo ce HyXXJaeTe OT JOMbJIHUTEIHA HHGOpMaLMs UK CbBET, nonuTaiTe Bauins dapmaliesrT.
- AKO nojIyydTe HAKaKBHU HEXEJIaHHW JIEKApPCTBEHH peakLMHu, yBeaoMeTe Bauius iekap Wiu
¢dapmatieBT. ToBa BKIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIAHH PEAaKLIMH, HEONMCAHHU B Ta3M

JIMCTOBKA. BkTe TOuKa 4.
- Axo cnen 30 nHM He ce YyBCTBaTe Mo-100pe WK ChbCTOSHHETO Bu ce Binowu, TpsadBa na

MOTBPCHUTE JICKAPCKA ITOMOLLL.

KakBo cbabpika Ta3H JIMCTOBKA

Kakgo npeacrasnssa MAI'HE B6 u 3a kakBo ce u3non3sa

KakBo TpsOBa na 3Haere, npeau aa npuemere MAI'HE B6
Kak na npuemare MAI'HE B6

1.

2
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4, BBb3MOXHH HEXEJIaHH peaKLIUM

5 Kak na cexpanssare MAI'HE B6
6

ChabpprKkaHHe Ha ONIAaKOBKATa M JOMbJIHUTETHA HHPOpMaLUs

1. Kakso npeacrasiaassa MAI'HE B6 u 3a kakBo ce H3moJ13Ba
MAI'HE B6 npuHaanexu KbM rpynara Ha MUHEpaJiHU J00aBKH.

Toea nekapcTBO CbaAbpKa MarHe3um.
ToBa nekapcTBO € NMOKa3aHO MpU MarHe3ueB Ae(ULIMT, KOUTO MOXeE J1a Ce NOJIy4H NP pa3InyHU
ChCTOSHUS KaTO XPOHHYHA €KCMO3HULIMA Ha CTPECOBHU CUTYALIMH, JIMTICA HA CBH M CJIe] HHTEH3UBHO

GHU3UYECKO YCHUITHE.

CnenHara KOMOMHALIMA MO-A0Jy Ha NMPHU3HALIM H CUMIITOMH MOX€E J1a NOKa3Ba MarHe3ueB Ae(ULUT:

— HEPBHOCT, pa3ApasHUTEIHOCT,

— MPOMEHM B HACTPOEHHETO,

— JIEKa TPEBOXHOCT,

— YMEPEH 10 TeXBbK CTpEC,

— 0e3MoKOMCTBO, MPEX0AHa YMOpa, CbHJIMBOCT,

— JIEKH pa3CTpOMCTBA Ha CbHHA,

— MPHU3HALIK Ha TPEBOXKHOCT KaTO: CTOMALIHO-YPEBHHU CIMa3MH WIH ChplLebueHe (6e3 cbpaeyHH
HapyLIEHHS ),

— MYCKYJIHM KpaMIl4, MpaBy4YKaHe, TpENnepeHe Ha KiIerna4yure

[TpunaraHeTo Ha MarHe3uWi MOXKE J1a MOMOTHE 3a JICYEHHETO Ha NOJAOOHH CUMITTOMH.

2. Kakso TpsiOBa 1a 3Haere, npean 1a npuemere MAI'HE B6

He npuemaiite MAI'HE B6 npn:
® M3BECTHA aJIEprus (CBPbXYYBCTBHTEIHOCT) KbM aKTUBHHUTE BELLECTBA
OCTaHAJIUTE ChCTABKH,
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. ocTpa ObOpeuHa HeJOCTATBYHOCT.
° He npuemate MAI'HE B6 eanoepemMeHHo ¢ nesogona

IlpexynpexaeHns U NpeanaHA MepKH
Moxe 1a pa3BHeTe Opof/ieMH ¢ HEPBHTE KATO YCelIaHHA 3a napeHe H YOOXKIaHe OT HIVIHYKH,
aKO0 ce NpHeMa BLB BHCOKH [I03H 32 JLJITH NEPHOAH OT BpeMe (BHXKTe ToOUKa 3).

Ilpeoynpestcoenus
['oBopeTe ¢ Bamud nekap unu gapmaneBT, npeay na npuemere MAI'HE B6.

l'lcrpa,uu HATHYHCTO HA 3axXdp03d, TOBA JNCKApCTBO € NPOTHBOIIOKA3dHO 34 auadeTHo DOIHH.

IIpeonaznu mepxu npu ynompeba
TOBA JIEKAPCTBO TPABBA JA CE I1PUJIAT A CAMO I1PU BB3PACTHHU U JELLA HA

BB3PACT HAJI 6 TOTUHHA.

3a neua Ha BB3pacT noj 6 rOAMHM ce npeanarar NOAXOAAUIN JIEKAPCTREHH (POPMH.

[1pu npoab/LKUTENEH NpueM (MeCELM WK FOJIMHHU) Ha BUCOKM 034 MUPHIOKCHH, MOXKE J1a C€ MOABAT
CUMINTOMH KaTO U3TPHIBAHE H HApYLIABaHE HA YYBCTBOTO 33 NO3ULUA, TPENEPEHE Ha KpaHHULIUTE U
MOCTENECHHO NPOrpecUpailiy MPOMEHU B KOOPAHHALMATA. Y BpEeXIaHEeTO KaTo ualo € obpaTUMoO cnen
npeKpaTaBaHe Ha nNpueMa.

B caydyau Ha yMepeHa 61p0peyHa HegocTaTbUHOCT, TpsAbBA Aa ¢ce B3eMaT NpeAna3Hd MEPKH 3a
NpPeAOTBpaTABaHE PUCKA OT XUnepMarHe3neMus.

JleueHUeTO ce npexpaTsaBa BeAHara cjiea HOpManu3npaHe HUBOTO HA MarHe3us.

AKO cniell eDHOMECEUHO JIeYeHHUE He ce Habmoaapa noaobpeHre Ha CUMITTOMATHKaTa, 00bpHETE ce
KbM Balug nekap 3a ¢bBerT.

Ako ne cme cucypru obwvpreme ce koM Bawus rexap uiu hapmayeam.

Baxxna uidopmanna npeau ynorpebara na MAI'HE B6
[lpeaun ynorpeba Tpabsa na uHGopMUpaTe nekypalliys B nekap, aKo UMaTe WiIH CTE€ HMAMTU CJIEJTHUTE

CYYaH Ha:

. CLITBTCTRAL KaNIUEB A€PMLNT

. npobneMu ¢ 6LOpeLuTe

. cTpanare oT AMabet (B TabiaeTkHTe Ce ChbAbPIKa 3axXapo3a)

TabeTKHTE ca NpeAHA3ZHAYEHH 32 BL3PACTHH H Aena HAX 6 rogHHH.

Apyrn nekapcerea 1 MAI'HE Bé6

HUndopmupaiite Baiuns nexap v dpapManesT, ako npueMare, HAaCKOPO CTE NPHEMANIH HITH €
Bb3MOXKHO Aa NpUeMare APYrH JIEKapcTBa, BKIIIOUMTENHO H TaKUBa 0€3 NeKapCcKo npeanucaHue.
[TpoaykTh chabpkaiu dhochatHy unu kaniMesy conu 61o0KkApaT uperHaTa abcopbuys Ha MarHe3us.
Hakou aHTHOMOTHLIH, HapeUEHU XUHONOHH (KaTo UunpodaokcaluH, 1epoduiokcauuH), TpabBa aa ce
MpHEMAaT Han-MaKoO 2 yaca npeau WK 6 uaca cnen npuemaneto Ha MAT'HE B6. Mexgay npuemure
Ha MepopalHi TETPALIMKIIMHY M HA MarHe3uH TpabBa na »Ma HHTEpBaAJ OT MOHE 3 yaca ciel NpHeMa
Ha OPaJIHUTE TETPALIMKIKHH.

EanoBpemennara ynorpeba Ha MAI'HE B6 u neBoaona Hamansea edekra Ha nesoaona.
Cnenosatenio MAI'HE B6 tpabsa na ce npvema eqHOBpEMEHHO ¢ IONaMHH-IeKapOOKCHIa3HH
WHXHOUTOPH NpH NALMEHTH, NPUEMALLH JICBOAONA.

bpemenHOCT, KbpMEHE H (PEePTHIAHTET
Tosa nexkapcTBo MOXe aa ce ynorpebasa no BpeMe Ha OPEMEHHOCT, caMo ako 6bae npe
JIeKap.

AKO ce OK@Ke, 4e BHE cTe DpeMEeHHA M0 BpEME Ha JICUEHUETO, TO KOHCYJITHpaiTe ¢
TOW MOXKE A4 PellU JANU 1A NIPEKbCHETE IEUEHUETO.

Marxe3uar u ButamuH B6 nootaenHo ce CHUTAT 33 ChbBMECTUMH C KbpMeHeTo. [1
OrpaHHYEHUTE JaHHK 33 MAKCHMAaJIHaTa NpenopbUYUTESIHA JHEBHA 1034 HAa BUTamu




KbpMEHE, ce IMpenopbYBa 1a ce npuiarat MakcumMym 20 mg/nes Buramuy B6 (4 Tabnetku) npu
KbpPMEIIH XKEHH,

Hlodupane u padbora ¢ MAIUNHH
Hama cneunanlu npenopsLKyH OTHOCHO WodHpaHeTo U paboTaTa ¢ MALLMHH.

Baxna sHpopManHEa OTHOCHO HAKOH OT CheTaBKHTe HA Marne B6
Tpabra ga ce B3eMe NpeaBUA CbABPKAHMETO HA 3aXapo3a B CLCTABA HA JIEKAPCTBOTO.

3. Kak ga npuematre MAI'HE Bé6
Buxaru npueMaiite Marne B6 TouHO kakto Bu e xa3an BammsaT nekap. AKO He ¢Te CUT'YPHH B HELlO,

nonuTaite Baiilka nekap unm papmanesT.

JIO3HPOBKA M HAYUMH Ha ynoTpeba.

TOBA JIEKAPCTBO TPABBA 1A CE ITPHUJIAT A CAMO I1PU Bb3PACTHU U IELIA HA
BBL3PACT HAJI 6 TOOAHMHMN.

Bb3pacTHy: ot 6 no 8 TabneTkm aHeBHO, pa3ieneHy Ha 2 WK 3 npUemMa no BpeMe Ha XpaHeHe.

Jeua Haa 6 roanHun (npubauszurendo 20 kg): 4 no 6 TabaeTkun, pazaeneHy Ha 2 WIM 3 npuUema no
BpeMe Ha XpaHEHEe.

[1pn kppmaukn: Makcumym 4 tabnetku (20 mg BuraMnH B6) Ha AeH, pa3fie/icHd Ha 2 A0 3 npuema o
BpEME HAa XPaHEHE.

TabneTkuTe ce MorIbILAT LEMN ¢ roJIgMa Yallia Boaa.

AKo0 cTe npHeJH noBete oT HeobDxoanmaTa no3a MAI'HE B6

[Tpeno3upaHeTo ¢ MarHe3HMM NMpu NepopaneH NprUeM Mo MPUHLMIT HE TIPEAU3BAKBA TOKCHYHHU PEaKkLUH
npu HopMasHa Obbpeuna pyHkumus. MartvesueBo oTpapsHe, obaue, Moxe J1a Bb3HHKHe npH 6bOpeyHa
HEJI0CTATHYHOCT.

CeH30pHO HERPOHATHO HapyLUEHHE MOJKE [1a CE MOSBH, aKO NMPUEMATE BUCOKHW A03M BUTaMHH B6
(MMPHUAOKCHH) 32 ABLJIrO BpeMe (HAKOJIKO Mecela WiK B APYrH clydyan roauHu). CUMOTOMHUTE
BKJTIOYBAT: U3TPBLNBAHE, CKOBAHOCT W HAPYLUCHHA Ha PaBHOBECUETO, TPENEpeHe Ha KpaHHMLIMTE U
npobJieMH ¢ KOOpAHHaLHATA (ITporpeciBHa ceH30pHa atakchs). Karo usano, HapyreHHATa OTHIyMABAT
C npeKparsaBaHe Ha NMPHEMa Ha JIEKApCTBEHHUS NPOAYKT.

Ako cTe nponycHaau aa npuemere MAI'HE B6
AKO NMponyCHeTe B3€MAaHEeTO Ha JaJeHa A03a, MpoABL/HKETe MO NpeanucaHara cxema 6e3 1a B3umare

IOBOKHHA 1034.

4, BL3MOXKHH HeXe/IAHH PEAKIHH
KakTo BCHUKM JieKapcTBa, TOB& JICKAPCTBO MOXKE 1a NIPEAM3BHKA HEXXENAHHU PEAKLINHM, BLIIPEKU Ye He

BCEKH M4 NOJIy4ara.
B13MOXHH ca CIIETHUTE HEXKENAHH PEAKLIMHA C HEM3BECTHA YECTOTA (UECTOTATA HE MOXeE fa Obae

onpeaesieHa OT HATMYHUTE JaHHH):

. AVapHA H KOpEMHH OONKH

. KOXXHH peaKlIH{, BKNIOUUTEIHO YPTUKAPHA, IPYPUTYC, EK3eMa, epUTEMA
. CBPBXUYBCTBUTEIIHOCT

. HEBPOJIOTHYHHU HAPYLUEHHUSA.

B HAKOHU ciyuan, KOraTo JHEBHHUTE A03H Ha NHPUIAOKCHHOB XHAPOXJIOPHI ca MpHE
IHH, ¢a CLODIIEHH peakUMM Ha OTHEMaHE, KOUTO OUXa MOTJIH A4 €€ NPOABAT ChC
HEepPBHOCT, TpeMOp # HeobuuaiiHa EEI (enekTpoeHuedanorpama - H3cnearaHe, u
€NEKTPOPHUIHONOTHUEH MOHUTOPHHT (HA0AIOICHHE) U 3aIIMCBAHE HA ElIEKTPHYEC
MO3bKa.



Cro0maBaHe HA HEXeEJAHH PeaKIHH

AKO NOJYYHTE HAKAKBH HEXeJIaHH JIEKAPCTBEHM peakiluH, yBeaomeTre Baluua nekap unu ¢gapmallesrt.
ToBa BKIOYB2 BCHUYKHA Bb3MOXKHH HEOMMCAHH B Ta3M JIMCTOBKA HEXeEaHH peaklud. MoxkeTe cbLIo na
cHOOIKTE HexKeslaHW peaKIiMK AMPEKTHO upe3: M3nbiHMTEIHa areHUUa o Jiekapersara ya. ,JlaMaH
['pyeB” Ne 8, 1303 Codusa, Ten.: +35 928903417, yebcaiiT: www.bda.bg. Karo chobluasare Hexxenanu
peakiHH, MOXKETe 1a AAAETE CBOS MPHHOC 34 NoJy4yaBaHe Ha MOBEY€ HHPOPMALMA OTHOCHO
Oe30MacHOCTTa Ha TOBA NEKAPCTBO.

5. Kak na coxpansBare MAI'HE B6

Ha ce chXxpaHsBaHTE Ha MACTO, HEAOCTBIIHO 34 AeLa.

Ja ce cbxpaHsBa npu TeMneparypa noa 25°C.,

Jla He ce U3N0/3Ba CJIe/l M3TUUYAHE CPOKa Ha FOAHOCT, U3IKHCAH BLPXY ONAaKOBKAaTA.

JlexapcTBaTa He TpA0Ba J1a ce U3XBBPIAT B K2aHATHU3AUKMATA WIH B KOHTEHHEPa 3a AOMALUHH OTNAAbLUM.
[lonuraiite Bamusa dapMaleBT Kak Ja YHHULIOXKHTE HEHY@cHUTe B nekapeTsa. Te3n MepkH wie
CNOMOTHAT 3a Ona3BaHe Ha OKOJIHaTa cpena.

6. ChabpxaHue HA ONMMAKOBKATA H A0NbAHUTENHA HHpOpMALIHS

Kakso ceabpxka MAI'HE B6

® AKTHBHMHTE BEILECTBA CAa.

Maruesues nakrat auxuapar (Magnesium lactate dihydrate) — 470 mg

IIupuaokcHHOB Xuapoxyaopua - ButamuH Be (Pyridoxine hydrochloride- Vitamine B6) — 5 mg

e Jlpyrure ChCTaBKH ¢a: 3aXapo3a, INIbTEH KAONMHH, akauMs, kapoomep 35 000, Tank, MarHesues
cTeapart, THTaAaHOB JHOKCHA.

MATI'HE B6 ce npeanara B kaproHeHna onakoska no 40, 50, 60 v 100 tabnetku B
nonvaMu/anuMuHnil/ PVC/ anymuanesu 6nucrepn, no 10 rabnerku B dnuctep.

He BcHukH BHAOBE OMaKOBKKW MOrart Jaa ObJat mycHaTH B npoaax0a.

ITpuTexaTen HA pa3pelleHHeTO 3a ynorpeba:
Opella Healthcare France SAS,
157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine
DpaHLuS

IIpounssoauren

Opella Healthcare Hungary Ltd.

(Opella Healthcare Hungary Limited Liability Company)
2112 Veresegyhaz, Lévai utca 5

YHrapus

3a AOMbLIIHATENHA HHPOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBLPIKETE CE€ € JIOKATHHS
npeJCTABHTE) Ha MPHUTEXKATE1S Ha pa3pelleHHeTo 3a yrnotpeda:
CTAA bwarapus EOQO/, Ten.: (+359) 29624626

JaTa Ha nociieHO npepa3riexiane Ha gacropkara: 17/2024




