MHHACTERPCTEO HA 8LPAREONASBAHETO

JinuagisoHus un
1 paspewenne 3a yrowneball /2 zgy/ 3-0%.2400
i

3 ‘?%9; ZR.os W

KpaTka XxapakrepucTuka Ha rpoLyKra

1. TbPITOBCKO UME HA NEKAPCTBEHWS NMPOLOYKT

MAGNE B6 oral solution
MAIMHE B8 nepoparnes pastsop

2. KayecTBeH M KOJSIMYECTBEH CBCTaRB

EpHa amnyna ot 10 ml ceabpXa;

Magnesium lactate dihydrate 186 mg
Magnesium pidolate 936 mg
Pyridoxine hydrochloride 10 mg

1 amnyna cegepxa 100 mg Mg++ ( 4.12 mmol) u 10mg pyridoxine vitamin B6).

3a nomoLuHUTE BelliecTBa, BX. 6.1.

3. JlekapcTBeha hopma

Mepopaned pasTeop B aMIyrin
4, KrnnEnJien faHeu

4.1 Nokasakus

ToBa JIEKapCcTRO ChAbKaE MarHesnit.

YcTaHoBEH MarHesreB SeduunT- n3onmpax unv KoMBuHUpaH, KORTO MOXe a 6bAe U3paseH ¢
HSIKOW OT CIieAHUTE CUMNTOMM:

HEpPEHOCT, PasgpasHNTENHOCT, YMEepeHa TPEBOXHOCT, fPEXoaHa oTNagHanocT, Nexku
PascTPOACTBAa Ha ChHH,

ApU3HaLY Ha HanpPEerHaToCT, KaTo CTOMALUHO-4PEBHY cnasmu unu cbpuebuere (npw 3apaso
cbpue),

MYCKYITHI Kpamny, napecresnn

TpvnaraHeTo Ha Mardesmnini MoXxe L& NOMOTHe 3a JieHeHMEeTo Ha NoSo0HN CUMITOMMN.




4.2 lo3upoBKa U Ha4yuH Ha NpuroXeHne

AMnynuTe ce paTBapsAT B NMOMNOBUH Yatla BOfa.

Moy BE3pacTH: 3 Bo 4 amnyny SHEeBHO, pasgesiedn Ha 2 Ao 3 Npuema o Bpeme Ha XpaHeHe.
lpn peua n 6ebeta Hap 10 kg (Ha okono 1 rogusa) :

10 5o 30 mg/kg/gresto (0,4 o 1,2 mmol/kg/aen) unun 1 go 4 amnynu AHEBHO, pasfenexmn Ha 2
[0 3 npyuema no BpemMe Ha XpaHeHe.

OBuyatliHaTta NPoSbLIKUTENRHOCT Ha NEYEHUETO € enH MeceLl,

JieuenueTo ce npekparsBa BefHara crneg HopmMmanuivpaHe HMBOTO Ha MarHesns

4.3 NpoTUBONOKa3aKUA

Ynotpebara Ha ToBa JIEKapCTBO € NPOTUBONOKa3aHa B CNeqHWTE Cryyan:
CEBPBXUYBCTBATENHOCT CrPsMO NEKSPCTEEHOTO BELLECTBO UMM HAKOE OT NOMOLLHUTE BELLECTBE,

B crlyyail Ha ocTpa 6b6peviHa HeJoCTaTLYHOCT (KPESTUHVHOB KNMPBHCE No-HUCHK oT 30 mil/min).

4.4 CrielMariiyM npepyrnpexneHUs W crneuuanHu nhpefnasHu MepKu npum

ynoTpe6a

Mpepynpexgexsus

PasTeOpBLT B aMnyriarta ChiabpKa cynduti, KOUTO MoraT 4a NPUHMHAT anepritHn peakun uis
02 JoBefat A0 anadunakTudHy peakummn, ocobeHo npi pUCKoBY NauneHTu.

Mpeanastu mepku npy ynotpeba

B csiyuau Ha ymepeHa 6u06pedHa HepocTaTeYHOCT, TpsbBa ga ce B3emarT NpesnasHn MepKku 3a
fpefoTBpaTABaHE PUCKa OT XUNepMarHesmemus.

AKo crnepn efHOMEGCEYHO NeveHre He ce Habnogasa nogobperne Ha CUMITOMaTiKaTa,

NPCRLIMKaBaHeTo Ha JieveHneTo TpﬂGBa a ce npeouern.

4.5 JiekapcTBeHu U Bpyru hopmMu Ha B3aUMOLAEUCTENE

KomBuHaumu, kouto He ce npenoptsYsaT

+ DocthaTit YN Kanuesn conmn

Tean npoayKTy 6rnokupar YpeBHaTa abcopbLya Ha MarHesus.
Kombunauuy, kouto Tpabea ga ce UMat npeasug

+ [lepopanHy TeTpaluknnBEn




Mesxny npuemmTe Ha NepopanHy TETPaLMKIUHA 1 Ha MarHesuii Tpabea ga uma uHTepsan ot
roHe 2 yaca, Nopaan cHvKaeake Ha abcopbumaTa B XpaHocMunaTenHaTa cucTeMa Ha

LIMKMUHATE.

4.6 bpeMeHHOCT ¥ KibpMeHe

BpemeHHoCT

Mpu HeoBX0AMMOCT BLB BCEKM €Tan Ha BpeMeHHocTTa MOXe Jia ce NpeLeHaABa
CBOTHOLLUEHMETO pUCK/Non3a 3a npunarakle Ha martesuid. Makap AaHHUTE OT ONuUTUTE C XNUBOTHI
2 ca HeAOCTaTBYHU, HaNKYHaTa OrpaHUYEHa KMHWLHE HGOPMaLIKS € HAaCLPYUTESHE.
KepmeHe

Toit KATO MarHeausT NpemMiHaBa B KbpMaTta, No BpemMe Ha KepMmeHe ynoTpebata Ha mardesnii

TpsibBa fia ce nsbarsa.

A.7 BriusHue BBPXY CROCOGHOCTTa 3a Imodupake U padota ¢ MallKHU

Hsama crnelpmantiu npenopsbKu.

4.8 Hexxerialm riekapCcTBeHU peakuni

Uma coberns 3a crieQHUTE HeXeriaHn NeKapeTEeHW peakunm @

» Ouapns,

- Kopemtn 0orku,

- KoxHu peakuun,

« ANepriuti peaxumu.

Mopanu cCbabPXaHUETO Ha HaTpues meTabucynduT (E 223) cbluecTBYBa PUCK OT aneprudtn

peakuin, BKNYynTenHo aHabuNaKTMyHy peaxkun 1 GPOHXOC]'IaS'bM.

4.9 lipegosupane

FMpepo3vpaHeTo ¢ MarHe3nii Npy nepopanex npruemM no NPUHLMN He NPEJUSBUKBa TOKCKUMHYN
peaxum npu Hopmanda 6uopeuta gyriuus. Marnesneso otpassaHe obave, Moxe 4a Bb3HUKHE
npy 66peyHa HepoCTaTEUHOCT.

ToKkcUHINTE etheKTy 3aBUCAT OT HUBETa Ha MarHesnil B KpbETa M CUMITTOMUTE Ca criefHuTe:

- CNagaHe Ha KPBBHOTO Harsarade,

- rapgeHe, noepeLUaHe,

- NOATUCKaHE Ha LIeHTparnHaTa HepBHa cucTema, HapyLleHu pednekcy,




» EKI" naTonoms,
» Bh3HWKBaHE Ha PECNMPaTopHa ASnNpecks, KOMa, CbPAEYSH apecT 1 pecnupaTopHa napannsa,

* @HYPUYEH CUHAPOM.

Jleuenue: pexnapatauus, dopcupata guypesa. B cnyuail Ha 6b6pevHa HegoCTaTEYHOCT, &

Heobxoammo U3BLPLUBAHETO Ha XeMoananuaa unn nepuroHeanHa guanunsa,

5. @apmaKosorMyHy faHHKu

5.1 ®apmakoauHaMUuHU CBOMNCTBa

dapmakoTepanesTuieH knac: MMHEPATHK OOBABKW, ATC kog: A12.

(A: XpaHocMmunaTenHa cuctema u Metabonuabm).

DUINOSTONAYHIW BaHHN

MarsesnaT e npeguMHe BETPEKNeTEYEH KaTuoH. Tol CHIKaBa Bu30yaumMocTTa Ha HEBPOHUTE U
HEPBHO-MYCKYNHOTO NpefasaHe U ce HaMecsa B MHOXECTBO SH3MMHN peaKkumn.
MarHeaunat e Ba)Ha ChCTaBKa Ha TEKaHUTE: CKENETLT ChAbPXKa NoyioBMHaTa ot obLuma
MarHeswid Ha opraHusma.

KrmHn4YnEn SasHHn

CepymeH marHeswii:

mekay 12-17 mgfi (1 go 1,4 mEg/i unn 0,5 po 0,7 mmol/f) osHayasa ymeper marHesnes
BednuvT;

nog, 12 mg/l (1 mEg/ urm 0,5 mmolfl) ozHauyaea TexbK MarHesmes AeduLuT.
MarnesneBnaT getuinT MoXe ga Obae:

MbpPBUHEH, Nopaau MeTabonTHa aHomanus (XpoHUYHa BpoAeHa XunomarHeanemms)
BTOpUYEH, nopaaw:

He[OoCTaTBYEH NpueM (TEXKO HEAOXpaHBaHe, ankoXornabM, eKCKITy3MBHO NapeHTepanHo
XpaHeHe),

XpaHocmunaTenHa manabcopbums (xpoHudHa guapus, bUcTyNM Ha XpaHocMunarenHaTa
CUCTeMa, XMMNoNapaTUPONanILM),

npekomepHu 6b6peyuHy 3arybu (TyBynHu gedexty, Texka nonuypus, anoynotpeba ¢
SUYPETULIM, XPOHWYEH NUENOHEPUT, MbPBUYEH XUNEPangocTEPOHN3bM, STEYeHne ¢

LMCIinaTHa).




5.2 ®apMaKOKMEEeTUYHM CBOMCTEa

AbcopbuuaTa Ha MarHe3uesiTe Conu B XpaHocMunaTenHara cucTema ce U3BbpLUBa OCBEH
OCTaHannTe HauynHy, 1 NOCPeCTBOM NacuBeH MEXaHN3bM, NPY KORTO pasTBOPUMOCTTa Ha
conunTe uma onpesensita posist. AGcopbunaTa Ha MarHesueBUTe CanK B XpaHocMunaTernHara
cvcTema He Hagsuiaea 50%.

MarneansaTt e Xu3HeHO BaXeH eleMeHT 32 OpraHu3Ma CbC CpefiHa KOHLEHTpaLus

17 mmolkg, oT kouto 99% ca Brnoyern B kneTkata. ABcopbupa ce N3bupaTenHo B MyKO3HUs
crioli Ha TeHKUTE Yyepea. [pubnusutendo 40 go 50% ot noreiHaTua Mardesuit € adcopbupaH 8
Tazy ofracr.

Moyt 2/3 oT MHTPaUEnynapHA MarHesuid ce Hamupa B KOCTHaTa TekaH, npyrata 1/3 - B
riigakara u HabpasaeHa MycKynaTypa, CbLUO Taka U B YEPBEHUTE KPBBHU KNeTKU.

MarteauaT npeam BCUMKO ce exckpeTupa Ypes ypurata. B 6ubpeunte 70% o7 nnasmexns
marHesuli ce abcopbupa ypes riomepynHa duntpauus » 95 no 97% ce peabecopbupa npes
66peunnTe TYGyn®.

HusoTo Ha marHesus B ypuHaTa oTrosaps npudnuanTenHo Ha 1/3 oT npueTns MarHesuii.

B Ta510T0 NUpUaoOKCHH NpeTbpnNABa okcuaaums A0 NMPUEAoKCar U aMmmHupaHe go
MAPUACKCaMAH.

Upes chocdopunmpaHe ce dopmupa nupuaokean docdar, KONTo e akTuBHaTa gopma Ha

MMPUGCKCHH B 0DMsIHaTa.

5.3 MNpenknuuusHM SaHHu 3a 6e30MacHoOCT

He ca onucanu.
6. ®apmMmaLeBTUUEN OaHHN
6.1 CriMciK Ha MOMOIKUTE BERleCTBa

Sodium metabisulphite- 15mg;sodium saccharine 15mg; cherry caramel

flavouring 3ml; purified water to 10ml.

6.2 HeCELEMECTUMOCTH

Hsma onucadn.




6.3 CpoOK Ha rogHoCT

36 mecela

6.4 Crieumariiy fpearnasHu MEepPKn ripu CbXpaHeHue

Ha ce cbxpauasaTt npy Temnepatypa nog 25° C Ha 3alumTEeHO OT CBETNWHA MSCTO.

[a ce cbxpaHsBa Ha MecTa, HeAOCTLIHK 32 felia.

6.5 EcTeCcTRO M CbOBpPXaHMe Ha onaKoBKara

Cternenn amnynu no10 B8 KapToHeHa KyTus

6.6 Ykazahus 3a ynotpeba, paboTa U U3XBbPASHE

Hama creunanHn UsucKkeaHns.

7. NMputexarer Ha paspelleHUETO 3a ynoTpeba

SANOFI -SYNTHELABO OTC
9, rue du President Allende 94258 Gentilly Cedex France

8. PETUCTPALIMOHEH Ne B PETUCTBPA
9600282

9. lata Ha u3faBaHe Ka MBEPBOTO paspeleHne/NnoAHOBSBaHe Ha

pazpeliekueTo/
25 06 2002
10. [laTa Ha pefaKkuuns Ha TeKcTa

map 2005




