KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA
R e I W s P )
1. HME HA JEKAPCTBEHHSA IIPOAVKT sy }\’ oy i

Marnepny 500 mg TabaeTki
Magnerich 500 mg tablets
2. KAYECTBEH M KOJHYECTBEH ChCTAB

AKTHBHOTO BEIIECTBO B ¢/iHA TableTKa e MarHesyes DL-acnapTat TeTpaxuapar (magnesium
DL-aspartate tetrahydrate) 500 mg, exs. na 1,4 mmol Mg?* unu 34 mg Mg”".

TMomomHN BeliecTBa ¢ H3BECTHO ACHCTRHE:!
Besaka tabnerka cbabpka 90 mg MIIEHWYHO HHINECTE.

3a [YeJHHA CIIMCHK HA TOMOUTHHMTE BEIIECTBA BHICIS TOUKA 6.1.

3. JEKAPCTBEHA ©®OPMA

TaGnetra

Kpbrny, ApoliHoU3ILKHAIE TabneTky ¢ guaMeTsp 13 mm u 651 Wi mouTH 641 UBAT
4. KJAHHYHHA JAHHH

4.1 TepaneRTHYHH NOKA3AHHA

3a JieyeHue HA CHCTOSAHMS, CBBP3aHH C YCTAHOBEH MATHC3HER JAe(hHULNT, KOUTO Ce H3ABABAT ¢ HAKOH OT
CIIEIHHTE CHMITTOMH: MYCKYJ/IHH KPaMITH, IapeCTe3HH.

3a CBITBTCTRALLD JICHEHHE npH crabHnHa CTEHOKapAHA H PUTEMHYA HAPYUICHHA.

KaTto 3amecTHTENHA Tepamus HA MArHE3HeR NeduiuT npH OpemMenny (0COOEHO TPH 3aruialBaiy
aGopTH H NPSKICBPEMEHHH PAXKAAHNA).

3a npodunakTrka Ha:
L XUMOMATHE3HEeMHA TIPH TALMEHTH, KOHTO ¢4 HA JIeYeHHe ¢ AnypeTHuH (OPHMKOBH H THA3HIHH);
. NpeeKIAMIICHS U CKJIAMIICHS TIpH OpeMeHHH.

4.2 JlozMpoBKa H HAYHH HA NPHI0KEHHE

EDBH[}OBK&

Bvapacmuu

Jlo3supoBKara Ha MPOJIYKTa 3aBUCH OT CTEIIeHTAa HA MarHe3UeBHs NE(HLMT.

IpenopbuKTenHaTa 1032 ¢ N0 2 TAONETKH 3 TETH THEBHO B IPOALDKCHNE Ha €/1HA CEAMHULA, CIENL
KOETO Ce NPeMuHaBa Ha TIOAIbPKala 103a T 2-3 Tab/IeTKH JTHEBHO. :

Creryaniy DOTYIAlHA
bpemennu
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Heduampuuna nonvaauus
Jleya nao 6 200wu: 10-30 mg/kg, pasnpeaeIeHu B TpH IpHeMa JHEBHO.

Haunx Ha npunoxeHue
IIpHeMET Ha MPOMYKTa TPAORA [a MPOIBIKE Hali-Manko 6 ceqMuIM. Marsepuy MoXe Jia ce TpHiara
npoabKuTenHO BpeMe. Haii-no0pe e TabiaeTkure fa ce NOrMBLIIAT ¢ MAJTKO TEYHOCT.

4.3 TIpoTHBOMOKA3AHHA

. CBPBXYYRCTBHTEITHOCT KBM aKTHBHOTO BELIECTBO MM KbM HAKOE OT HOMOIHHTE BOIICCTRA,
1W30POeHH B TOUKa 6.1;

Texka OrOpedHa HEAOCTATHYHOCT (KIMPBHC Ha KpeaTHHHHA nof 30 ml/min);
KaJlHMeBO-MarHe3HeBo-aMoHHeBO-bochaTHa IMTHAZHA AUETA.

AV-6nox III crenen;

MHACTEHHs FPABUC.

4.4 Cnenuajuy npeaynpe:RIeHHs U NpeINa3HAd MepKH NpH ynotpeda

Ilpu HamHukeTo Ha yMepena GBOPeYHa HEOCTATEIHOCT TPAORA Ja ce B3eMaT NpeNa3sHd MEPKH 33
NPeIOTEPATABAHE HA PHCKA OT XHIIEPMarHe3HeMHs.

JlexapcTeeHaTa opma He e oaxoaANIa 3a JIEHA 0/ 6 TOAHHH.

TIpOoAYKTET ce MpHaara ¢ IOBUIIEHO BHUMAHHE TIPH YPEBHH CTPUKTYPU M YPEBHH OOCTPYKIIHH.
JleueHHETO ’I’pHﬁBa Oa ce IIpCOUCHH, ako Caca CAHOMECEYHO TEUYCHHE CHMITTOMATHKATA HE Cce -
nogoGpsea.

IimeHnyHOTO HUINECTE B TO3M AEKAPCTBEH MPOMYKT ChABPKA CHBCEM MAIKH KOJHYSCTBA TIyTeH
(¢umTa ce 4e He ChIBPXKA IIYTeH) H € MHOFO MaJIKO BepPOSTHO 1a MpeAH3BHKa IPoONCMH NIpH
ManueHTH ¢ UponHakus. Exna tabierka ceabpika He NoBeve 0T 9 MUKpOTpama IiyTeH.
TTaupeHTH ¢ ajilepris KM MIOEeHHLA, Pa3THHYHA OT UBOIHAKKA) He TpA0Ba [a IPUEMAT TO3H
NeKapCTBEH MIPOIOYKT. )

4.5 BianmogeiicTBHA ¢ APYFH JCKAPCTBEHH IPOIYKTH H IPYTH (OPMH Ha B3aHMoaciicTBHe

INpu egHOBpeMEHEH MpUEM Ha XKejli30 TpAOBa 1a ¢¢ UMa NPeJ/IBHI, Y€ MarHE3HAT MOXKE A4 HAPYIIH
yCBOsABAHETO Ha kena30T0. HeoOXomMo ¢ /1a ce cria3sa HHTepBal oT 2-3 uaca Mexy IPHEMHUTE Ha
Apara nipoxykTa. ChINOTO ce OTHACH 3a IPHEM HA TETPALMIIIHHH H HATPHER (IIyopHA. -

MarHe3suaT NOBHIIABA [UIA3MCHUTS KOHIICHTPAITHH HA XHHHIHH NPH €QHOBPEMEHHO JICUEHHE H MOXKE
JIa YCHITH HeKenaHuTe My epeKTH.

JlelicTBHeTO HA MArHE3H HAMATARA TIPH eTHOBPEMEeHEH MPHEM Ha KAJIHEBH COJIH.

JIeKkapcTBEHOTO BELECTEO YCHUIIBA NSHCTBHETO HA CeJaTHBHY, aHAINCTHIHY, HAPKOTHYHH, U
JAKCATHBHHE IIPOAYKTH, HA AHECTETHIM M MHODEIAKCAHTH.

ENHOBPEMEHHHAT NPHEM Ha MarHesuii ¢ GudocdoHaTs KM XHHOIOHN HAMANABA PE30POIHATa MY U
HEroBOTO ACHCTBUE.

AJIKOXOITET TIOIIOMAra OTAeNSTHETO HA MarHe3nil | 3aTpyAHiaBa YCBOABAHETO MY OT OPTaHH3MA H
TpaOBa a ce M30ArBa 110 BpeMe Ha JiIcYeHHEe ¢ MarHepwu.

4.6 DeprHanTeT, OpEeMEHHOCT H KbpMeHe

Hama puCKOBe MpM NPWIATAHETO HA MarHe3ud 10 BpeMe Ha OpeMeHHOCT H KbpmeHe. IIponykTeT e
110KA3aH TIPH HAKOHM CHCTOSHHA 110 BpeMe Ha GPeMEHHOCT U KbpPMEHE.

4.7 EdeKTH BBPXY cHOCOGHOCTTA 32 INoupaHe H paboTa ¢ MaIIHHK

[poayKThT HE BIHAC BEPXY CIOCODOHOCTTA 3a wodupaHe B paboTa ¢ MaLIKMHH.
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4.8 Hexkenann jiekapcTBeHH PeaK#R

HpH BHCOKH J03H MOXKE Ja ce HabnKoJaBa TIOABATA Ha KallaBH HIMNPaKHCHHA HITH JHapHsA, KOUTO
OT3BYYaBaT ¢ HaMaJIABAHEC Ha J03aTa.

'Crobliasane Ha HONO3NPAHN HEXENIAHU PEAKIHH
Cpo0LaBaHeTo Ha MOJO3MPAHH HEXENAHH PeaKITHK clle] paspelllaBaHe 3a yroTpeda Ha JIeKapCTBeHHS

TIPOTYKT € BaxkHo. ToBa mo3BOIIABA /12 MPOXEILKH HAOMIONEHHETO HA CHOTHONIEHUETO NOMN3a/PHUCK 34
AexapeTBenHs MpoayKT. OT MEINIHHCKHTE CIELMATHCTH Ce H3UCKBA [a ChoOmasar BCsKa
To/Io3MpaHa HEKeNana peakuds upes M3msIHATENHa areHIus 110 JICKapCeTraTa ya. ,,JlaMss [ pyes™
Ne 8, 1303 Codms, Tem.: 02 8903417, yebeaiit: www.bda.bg.

4.9 Iipenosupane

Tpy WHTOKCHKALKSA ce HaGiIonasaT caMIToMu oT crpana na [THC - rafere, mopblliane, neTaprus,
anypus, 0OCTHIATSA, TIOTHCKAHE Ha JHINANCTO H CHMITTOMH OT CTPaHa Ha ChpLETO — HapyIIaBaHe Ha
AV-TIpOBOAMMOCTTA H HAa KAMEPHATA AETIONIPH3ALs), KAKTO H Kypape-Tiojio0HO AeHCTBHE BBPXY
HEPBHO-MYCKYTHATa IPOBOAHMOCT.

JleueOHHTE MEPKH Ca BEHO3HO BhRexkAaHe Ha Kanuui (100-200 mg Kamwmid B MpoabIDKEHHE Ha

5-10 MunyTH). JONBAHHTEITHO MOXE Ja Ce IPOBEAE XEMOAMAITH3A, ISPUTOHEAITHA NHAII 33,
BHTYyDaH.

4. ®APMAKOJOI'MYHU CBOMCTBA
51 ®@apMakoaHNHAMHYHH CBOicTBA

dapmakoTepaneBTHuna rpyna: Jlpyru munepansu nobasxu. Marnesues acnaprar, ATC xon
A12CCO05

Mexanu3sM Ha 1elcTBHE H (hapMaKoIHHAMUTIHA ehiekTH

Marnesuar (Mg?) e BETPCKJIETEYEH KATHOH. Toii HamaisaBa BR30YIMMOCTTa HA HEBPOHKTE M HEPRHO-
MYCKYJIHOTO TIpe/iaBaHe M y4acTBa B MHOXKECTBO CH3UMHH peaKuuy, B Kouto y4yacrsa ATP kato
cyGerpar. Mg e HIHONOrMUeH KaIMeR AHTATOHKCT. Marue3sHeBysT IeHIMT BOAH A0 KITHMHHYHHA
CHMIITOMH KATO MOTOPHA M CeH30pHa BB30YAMMOCT, MyCKYIIHH KPaMITH, APecTe3ny, ICHXUIHHA
MPOMEHH KATO AETPECHUBHH CHCTOAHNSA, 00BPKAHOCT U XaIOUMHALMH, ChPAYHH CHMITOMH KaTo
KaMepHy CKCTPACHCTONH H TAXHKAPAKA, IIOBULICHA TyBCTEMTETHOCT KbM JAUTHTANIMCOBH MPOJYKTH,
CH10BH crazmi. [Ipu GpeMeniM BB3HHKBA TEHASHLNA KbM IPEXKICBPEMCHHA POIOBA AEHHOCT U
recTO3H. ’

OckeH ToBa MarHesui oxassa Kypape-flolobHO TeHCTBHE BBPXY XONMMHEPTHIHATE HEPBHY OKOHYAHMUA,
TBH XKaT0 HHXUOHPa OCBODOKIABAHETO Ha ALIETIIXOJIHH.

5.2 ®@apmaxokUHeTHUHH CBOHCTBA

AGcopbims
IIpreT ¢ XpaHaTa, MardesHAT ce pe3opOHpa B cTOMAaIIHO-4peBHUR TpakT B 35-40%. locTyra

MaKCHMAJTHA [U1a3MEHA KOHIICHTPAIA Ha 4-14 Jac ciiejl npueMa.

CpeqHHST PU3HOIOTHYEH AHeBeH pueM Ha Mg e Meskay 10 m 20 mmol. Ot Tax B okoino 35-40% ce
abcopOupaT HPeAUMHO B HeroHyma. OCHOBHATA 4acT OT peabcopOLmaTa Ce OChUIECTBABA B '
NPOKCHMATHHTE TyOYIIH.

ITpu xunepripecsa IA3MEHATE MATHE3HEBH KOHLIEHTPAIIWH C¢ TIOHIDKABAT, & TIPH xunompe/;a—n—-

MOBHILABAT. / ,st““m

Pazupenenenue f
Oxono 50 % or Mg ce Hamupart B KocTuTe, 45% ca pasnpeaeneHy HHTpalenyiapHo Hk

€KCTpaLIE My IapHoO. I/[HTpauelenapHaTa KOHIIGHTpalHs Ha Mg e Mexqty 2,5 1 15 mmol
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W eKCTpaiiellyIapHaTa KORIIEHTPALKs Ca HE3aBHCHMHU 10 IOJIIMa CTeTieH elHa OT APYra H HOpMajiHaTa
cepyMHa KOHIEHTPaLks He U3KITHOUBa KINHUTHO 3HAYAM BBTpeKneThueH aepuuut. Oxomo 30% ot
HAMHUPALUMAT ce B KocTuTe Mg Moske /1a Obae MOOHNH3Hpan npy Hyxja. [1pn e3pacTHH Tasu
MOOHIH3aLHA € To-c1abo H3pa3eHa, OTKONKOTO HPH Jela.

Enumubupane

Maruesmar ce eKCKpeTHpa B YPHHATA, KaTo caMo 3 1o 5% oT uITpupaHuar HOH ce €KepeTupa ¢
KpafHara ypuna. IIpu edeHne ¢ AuypeTHLH GpakuusTa Ha eKCKPETHpaHua ¢ ypuHaTa Mg HapacTBa,
KOETO MOJKE /1a I0BE/IE 10 PE3HCTEHTHH Ha JICUCHWE apHTMHH, ako Mg neduuur He ce Kopurapa.
PeHanHaTa eKCKpeLus 3aBHCH H OT XOPMOHATHM (akTopu. B Manku komuuectea Mg ce ekckpetupa B
CIIOHKATA U KbpMAaTa.

5.3. TIIpeakMMHHYHHA AAHHH 32 Oe30MACHOCT
Bpemennocm u penpooykyus
ITpu napenTepanHa ynotpeba Marsesus PeMHUHABA TITALEHTaTa W OBP30 A0CTHIA 0 PABHOCTOHHH Ha

MaifuHHHTE CepyMHH KOHIIEHTPAIIMH, KATO MOJKe Aa HpeJU3BHKa XHIIOTOHHSA, XHIopedaexcus, 1
HOTHCKAHE Ha TUINAHETO MpPH IUI0AA. :

6. ®APMAIIEBTVYHMW JAHHHA
6.1 CnMchK H2 DOMOIMHHTE BeOleCTBA

IImeHuuHo HULIECTE

Konoryon.

MarHesues creapar

MHuKpOKpHCTATTHA LENYJ103a

Tanx

Kpocnosumon

Kenatun

6.2 HecbBMeCTHMOCTH

Henpunoxumo

6.3 Cpok nBa roanocrt

3 roguHH

6.4 Crneuna/iHH YCJIOBHA 32 CLXpaHeHHE
Ha ce cexpansea noa 25°C.

6.5 BugH cbaAbpiaHue HA ONAKOBKATA
Buaose onaxoeki: no 30, 60 win 90 TabneTu.
Bnuctep or PVC/anymunneso onuo, ceabpakany 10 wii 15 Tabsietku. KaproHeHa kyus,
chabpkama 3 win 6 Gnucrepa no 10 tabmerrw, v 6 6aKcTepa mo 15 TabneTKy.
6.6 Croenmna/iHu NpelNA3HA MEPKH [IPH H3XBbPJISIHE

Hsma cnienanii H3NCKBaHHA.

Hewznon3panuar IeKapeTBEH MPOAYKT HITH OTIaXBYHUTE MaTepHany OT Hero Tpabsa |
B CHLOTBETCTBHE C MECTHHTE H3HCKBAHHA.
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7. TIPHTEXATEJ HA PA3SPEIIEHHUETO 3A YIIOTPEBA
Tesa Papma EAJL

yi. ,Jlro6a Benuukopa® Ne 9
1407 Codus, Brirapus

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20020730

9. JATA HA I'bPBO PA3PEIIABAHE/MOJHOBABAHE HA PASPEINEHHUETO 3A
YIHOTPEBA

JHata Ha. mepBO paspellabaHe: 19.08.1997 .

Hata Ha mocnenro nonHoeaeaue: 08.10.2007 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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