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KPATKA XAPAKTE

1. HME HA JEKAPCTBEHHA NNPOAYKT ¢

MAI'HE B6 470 mg / 5 mg obBnTH TabneTku
MAGNE B6 470 mg / 5 mg coated tablets

2. KAYECTBEH H KOJIHMECTBEH CbhCTAB

Enna Tabnerxa cbabpxa:

Marne3nes nakrtar guxuapat (Magnesium lactate dihydrate) 470 mg

[Tupuaokcuuos xuapoxiaopui (Pyridoxine hydrochlonde) 5 mg

EnHa Tabnetrka cbabpxka 48 mg Mg ++ wnn 3.94mEq (1.97mmol} u 5 mg NUPHAOKCHHOB XHAPOXTIOPHA
(BuTamMHH B6)

3a NbJAHHA CNHCHK Ha MOMOLLHHUTE BELUCCTBA, BHXTEC TOUKA 6.1.

3. JIEKAPCTBEHA ®OPMA

Ob6BHTa TAabneTka.
[ naaka, nbckaBa, OBaNHa, Ddgna 10 noyYTH OAa cOBHTA Tabnerka.

4. KJAHHYHH JAHHH

4.1 TepaneBTHYHH HOKA3ZAHHA

ToBa nekapCcTBO ChbALPXKA MarHe3ui.
ToBa neKapCcTBO € NOKa3aHo NpH MarHesver AePHLUMT, B CAEACTBHE HAa Pa3fiMiHH CbCTOAHHUA KAaTo
XPOHHYHA €KCMNO3HLUA HA CTPECOBH CUTYALLMM, THNCA HA CbH U CJIeJl HHTEH3UBHO PHU3HUECKO YCHIIUE.

H3sBa Ha MarHe3neB nedUUHT MOxe J1a ObAe ceiHaTa kKOMOUWHALHA HAa NPU3HALK U CUMIITOMMU:

- HEPBHOCT, Pa3pa3sHUTEIIHOCT, NPOMEHU B HACTPOEHHUETO, JIEKA TPEBOXKHOCT, YMEPEH 10 TEXbK CTPEC,
6e3nokolcTBO, NpexoaHa yMOpa, CbHIXBOCT, NEKH pa3CTPOUCTBA HA CHHA

- NPH3HALH HA TPEBOXKHOCT KAaTO: CTOMALIHO-YPEBHH ¢Na3MH HIH cbpluebuene (6e3 chpaeuHu
HApYLIEHHUA); MYCKYJTHH KpaMNH, MpaByukahe, najinebpanen tpeMop

l’lpunaranem Ha MarHe3ui MoXxe Ja NOMOrHe 3a JeMeHHeTo Ha HD,[[DSHH CHMIITOMHA.

4.2 Jlo3HpoBKA H HAYHH HA NPHJIOKEHHE

TabneTkuTre C€ NPHEMAT LENH C roJIAMa 4allia Boja.
Topa nexkapcTBo TpaOBa aa ce npunara caMo NPH Bb3PAcTHH 4 Jela Haa 6 rOAMHM.

[Tpu zeua:
[Tpu neua Ha Bv3pact Haa 6 roauHu (npubnusntendo 20 kg), 4 ao 6 TabneTkn AHEBHO,
3 npuema no BpeMe Ha XpaHeHe,




[lpu kbpmaukn: Makcumywm 4 tabaeTtkn (20 mg Butamuu B6) Ha nen, pazaeneHun Ha 2 1o 3 npyHeMa no
BpEME HA XPAHEHE.

Obunualinata NPOABHKHTENHOCT HA IEHYEHHETO € €aHH Mecell,
JleueHneTo ce npekpaTABa BeaHara ciel HOpMaTU3WpaHe HUBOTO Ha MArHe3us.

4.3 IIpoTHBONOKA3AHHYA

Ynotpebata Ha TOBa 1€KapCTBO € NPOTHBONOKA3aHA B CNEAHUTE CNYYaH:

- CBPbXUYBCTBHTENHOCT KbM AKTHBHHTE BELIECTBA UJIH KbM HAKOE OT NOMOLLHUTE BELWECTBA, H30POEHH B
TOuKa 6. 1

- B ¢liyuail Ha Texka On0peuHa HenoCTaTLUHOCT (KpeaTUHHHHOB KINKHPBLHC NO-HUCHK OT 30 ml/min),
-e1HOBpEMEHHA YNoTpeda ¢ aesoaona (BHKTE Touka 4.5)

4.4 CneuualHH NpeAynpexIeHHA H NpeANa3HH MePKH NPH ynoTpeba

[IpeaynpexxaeHus

[Topagu cbabpKAHHETO Ha 3axapo3a, TOBA JIEKAPCTBO He TpaOBa Ja ce HINnoi3Ba B C/lyHaH Ha
HENOHOCHMOCT KbM (PPYKTO3a, CHHAPOM Ha IIHOKO30 HIIM rajakro3o Manabcopbuus WM cnyyan Ha
ASPHLHMT Ha CYKpPO30-H30MaNTasa - PAAKO cpelllaii MeTaboIUTHH 3abonaBaHuA,

Hudopmaumsa 3a nuabetuin: TabneTkuTe MOXe 212 ChbABLPXKAT 3aXapo3a KaTo NOMOLLHO BEWECTBO.
To3u nexkapcTBeH NPOAYKT CbhAbpka HaTpHeB MeTabucynduT (E223). Pagko Moxke na NPRUHHW TEXKH
peakUHH Ha CBPBXYYBCTBUTENHOCT H OPOHXOCNATLM.

[Ipeana3zHu Mepky npu ynorpeba

To3u nekapcTeen npoaykT TpabBa aa ce npuJara caMo Npd BL3pacTHH M Jella Ha Bb3pacT Haja 6 MOAHHM.
3a Jeua Ha Bb3pacT Moj 6 roAMHH ce npeanaraT NOAXOAAUIH IeKapcTBeHH GOpMM.

B cnyyail Ha eaHOBpeMeHeH AeMUNT Ha KaNUUi, AePHUHTHT Ha MarHesnli TpabBa xa Obae kopurupan
npeald AaBaHeTO HAa AOMbAHUTENREH KAILMIA.

B cayvan Ha ymepeHa 0b0petHa HegocTaThHHOCT, TPADOBaA Aa ce B3eMaT npeina3Hi MepKH 3a
NPeNOTBPATABAHE PHCKA OT XHNEepMarHe3HEeEMHS.

AKO cJiel eqHOMECEYHO NeueHre He ce Habmwgasa nogobpeHre Ha CUMNTOMATUKATA, NPOABLIIKABAHETO
Ha NeYeHUeTo TpAOBa na ce NPeoucHM.

OTHacd ce caMO 33 NHPHIOKCHHOB XHIAPOXNOPHUA:
(CeH30pHa aKCOHAJIHA HEBPONATHA, KOATO MOXE 1a C€ MOABY aKO Ca NPUEMAHH BUCOKH J03H NHPHAOKCHH
334 NPOABIKHTENEH NMEPHOI OT Bpeme (BHXKTe Touka 4.9).

4.5 B3aumoacHCTBHE ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYIrH GopMH Ha BlaHMoAeHicTBHE

¢ EJHOBpEMEHHOTO NPUNOKEHKE HA IPeNapaTH Ha oCHOBaTa Ha (hocaTH MIIH KanlHEeBH COMH HE Ce
npenopbUBa, Thii KaTO TaKHBA CbeAWHEHHA HHXHOKpaT abcopbluaTta Ha marHessil B yepBara.

e [IpuembT Ha MATHE B6 T1pabBa aa ce otnoxu Hali-manko 3a 3 uaca cnes ynorpebarta Ha nepopantu
TeTPALWKIHHH.

e XUHONOHHUTE TpabBa fa ce HazHa4apaT NoHe 2 yaca NMpead WK 6 yaca cnej, Ha3HAYaBaHEeTO Ha
NMpoAyKTH, CbRbpKalllH Marde3ui, 3a jia ce uiberue p3avMMoeicTaue no Bpeme Ha abcopbuudra.

o Jlesogona — MAI'HE B6 e npoTHBONoKasaH npH nauyeHTH, MoJyyasauly NeBOAONA CAMOCTOSTENIHO
(Hanp. 6e3 nepudepnn aona-aexkapbokcunazHH HHXHOUTOPH), Thil KATO NHPHAOKCUH HAMANABA
HHXHOHpa aKkTHBHOCTTA Ha neBoaona (BUXTe To4ka 4.3).

4.6 DepTHiaHTEeT, (PEMEHHOCT H KhpMeHe
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KJIHHHYHHAT ONHUT CbC 330BONHTENEH OpOH npocneiecHH OpEMEHHOCTH HE OKA3Ba HUKAaKBH

ManopMaunH H GeTOTOKCHYHH eheKTH.
Caenosarento, maruesnit Ou Tpabpano na ce H3Non3Ba Mo BpeMe Ha OPeMEHHOCT, CaMO KOTaTo €

HeoDX0AHUMO.

Kvpmene

Marnesusat 1 ButamuH B6 no oTaenHo ce CUMTaT 3a CbBMECTHMH ¢ KbpMeHeTo. [lopaau orpaHHueHuTe
JaHHH 3a MAKCHMaJIHaTa NpenopbLUYMTEe/iHa 1HEBHA 1032 HA BuramuH B6 no BpemMe Ha KbpMeHe, ce
npenopbUBa Za ce npHaarat MmakcHmym 20 mg/nen Butamun B6 npy kbpMeLLH xeHHU.

4.7 EdexkTH BLpXY cnocobHOCTTA 32 I1odHpaHe H paboTa ¢ MALLIHHH

MAI'HE B6 He noBnusea unu noenusea npenebpexumo cnocobHocTTa 3a wodHpare u pabora c
MALHHH.

4.8 Hexenann N1eKapcTBeHH peaAKIHH

3a OLEHKa Ha BCsika HEXeENaHa IeKapCTBEHA peaklys ¢a B3eTH NPEeABU CEJHUTE YECTOTH:
e MHoroyectd (> 1/10)
qyecT (=1/100 po < 1/10)
HeuecTu (>1/1 000 no <1/100)
peaku (=1/10 000 no <1/1 000)
MHoro peakH (< 1/10 000)
¢ HEU3BECTHA YecToTa (YecToTarta He MOXe 1a Obae onpeaeneHa oT HATHYHHTE JaHHW ).

MMa choOlIeHra 3a CieJHUTE HeXeNaHu NeKapCTBEHH PEaKLHH:

CucTeMo-opraHeH iiac | HexxenaHa nexapcreena peakuus | Yecrora
Hapywenns Ha nMyHHaTa CBPBXYYBCTBHTEIHOCT C HEH3BECTHA YECcToTa
CHCTEMA
CToMaulHO-4YpeBHY HapylleHHus | AuapHs, kopeMmHa Gonka C HEH3BECTHA YeCTOTa
Hapylenuns na koxarta u KOXHH peaklHH, BKIIOUUTENHO | C HEU3BECTHA YECTOTa
NOAKOXKHATA ThKaH YPTHKapH1, PYPHTYC, €K3eMa,

epUTEMa.,

HeBponorHyHH HapyleHHA ¢ Hen3BecTHa YyecToTa: CbobLiiaBaHy ca peakllHH Ha OTHEMAaHe, Korato
AHEBHHTE N03H HA MHPHAOKCHH ca MpHaarany 3a noseue ot 30 aud. CUMNTOMUTE BKAIOUBAT: HEPBHOCT,
Tpemop 4 HeobuuaitHo EEI (enektpoenuedanorpama).

ChobmapaHe H2 NOJO3HPAHH HEXKEJIAHH PeaKnHH

Cbo0LaBaHeTo Ha NMOAO3HPAHHN HeXENaHH peakUHH cnejl pa3peliasale 3a ynotpeba Ha neKapcTBEHHS
NMPOAYKT € BaXHO. ToBa No3BONABA 1a MPOABLIXH HADII0AEHHETO Ha CHOTHOLLIEHHETO NON3A/PHCK 34
JIEKapCTBEHHA NPOAYKT. OT MEAKUHHCKUTE CNELIHANTHCTH €€ W3HCKBA Oa cbobluaBaT Bcaka noao3upana
He)XenaHa peakuus upes Mansaunrenna areHuns no nexkapcrteara yn. . Jlaman I'pyes” Ne 8 | 1303 Codus,
Ten.: +35 928903417, yebcaliT: www.bda.bg.

4.9 Ilpenoszupamne

OTHacA ce ¢aMO 3a MarHe3NEBHTE CONMU:
[Ipeno3npanero ¢ Marue3nii npu nepopanes NpHEM NO NPHHLKI HE NPEAH3BUKBA TOKC
HopMmanHa 6uOpeuHa pyRkuMA. MarnesueBo oTpaBaHe obaye MOXKe 1a Bb3HHKHE MpPH
HEAOCTAaTLYHOCT.

TokcH4HHTE ePexTH 3aBUCAT OT HHBATa HAa MarHe3uit B KpLBTAa H CHMTITOMMTE ca clie



CNAfaHE Ha KPbBHOTO HaNATaHe

raacHe, NoBpbUiaHe

MOTUCKAHE HA LEHTPATHATA HEPBHA CHCTEMA, HAPYLUEHH pePIeKCH

EKI npomenu

Bb3HHKBAHE HA PECIHPATOPHA ACNPECHA, KOMA, CbPACYEH apecT H peCcnUpaTopHa napanuia
AHYPHS

Jleuenue: pexnapartanus, gopcupana anypesa. B ciyvat Ha 6b0pedHa HEAOCTATBYHOCT € HEOOX0AUMO
H3BbPLIBAHETO HA XEMOAHANH3a UK NEPHTOHEaNHa AHANTH3A.

OrHacsa ce camMoO 3a NUPUAOKCHH:

B cny4al Ha e lMHKWYHA BUCOKA 4033 NHPHAOKCHHOB XHAPOXJIOPHI, PHCK OT NPEAO3HPAHE HE CbLIECTBYBA,
Thit KATO H3NTHLIHOTO KOJU4YECTBO Ce eJIMMHHHUpa npe3 6L0peunTe.

OCHOBHATA MPOABA HA XPOHHYHO MUPHAOKCHHOBO NPEA03NPAHE € CEH30PHO AKCOHAIHA HEBPOMATHA,
KOATO MOXE Aa CE MOABH MPH ABLArocpoyHa ynotpeda Ha BUCOKH RO3H NHPUAOKCHH (HAKONKO Mecelua Unu
roguHH). [1p3MHauuTe H CHMINTOMHTE BKJIKOUBAT: BKOYAHEHOCT H HApYLUIaBaHE HA YyBCTBOTO 3a NO3HULIMA,
TpernepeHe Ha JOJHHTE KpaHHHUM U NPOrPEeCHBHA CEH30PHA aTakcua (Npo0/ieMH ¢ KOOpAHHALUATA).
Hapyluennsta 0OOMKHOBEHO OTWYMABAT ¢ NPEKpaTiBaHe HA NPHEMA.

5. ®APMAKOJIOTHYHH CBONCTBA
5.1 dapmMakoaHHAMHYHH CBORCTBA

®dapmakotepanestnued knac: MUHEPAJIHU JIOBABKU, ATC koa: A12CC30

(A: XpaHoCMHIATENHA CHCTEMA U METADONH3IBLM).

@OU3HONONHYHH NaHHH

MarHe3uaT € NnpeAUMHO BLTPEKNIETbYEH KATUOH. TOH CHHXaBa Bb30YAHMOCTTA HA HEBPOHHTE K HEPBHO-
MYCKYJIHOTO NPEAaBaHe H C€ HaMeCBa B MHOXECTBO €H3IWMHH pPeaKLHH.

MarHesmsT € BaXXHa ¢CbCTaBKa HA TbKAHUTE: CKENIEThT ChAbPKA MOJIOBUHATA OT OOLIHA MarHe3uil Ha
OpraHu3ma.

Crneusdprynara koMOMHaUUA Ha MardHe3ui ¥ BUTaMHH B6 B cboTHOoweHKe 10:1 e nokasana B npoy4aHus ¢
YXMBOTHH ¢ AebHUHT Ha MarHesuil, ye no-6bp3o obyiekyaBa XHNOMArHe3MeEMHATa, B CPaBHEHHUE ¢ NPHEM
CaMO Ha MarHe3um.

[Ipn XKHBOTHH TPEeTHpPaHHU ¢ KOMONHALIHA OT MarHe3ni U BUTaMuH B6 ce Habnioaaea nonobpeHue Ha
TPEBOXHOCTTA U MOBEAEHHETO, CBbP3aHO C AENPECHR, B CPABHEHHE C XXHBOTHH NMPHEMATH CAMO MArHe3Hi.
B ABe KNWHHYHH NMPOYYBAHHKA C XKEHHU C TPEBOXKHOCT H JIEKH ACMIPECHBHH CLCTOAHHUSA C€ NOKa3Ba, ye
npuema Ha 40-50 mg NUPUAOKCHH JHEBHO MOXE Aa HMA N0A33 U CHHEpruieH eeKkT ¢ MarHesui.
AHANH3BT Ha KIIHHHYHHTE NaHHU ACHO NOKA3Ba, 4Ye CNocODHOCTTa HAa MArHe3HH na ce kOMOMHMpa ¢
BiTaMuH B6 (MagneB6™) 3a HamanspaHe Ha CTPECOBHTE peaklMM chea 4 CeOMHUN U 8 ceaMHUM NIeHeHHe
[MPH BbL3PacTHH C MpEeALIECTBAIY TEXKKH A0 WIKINIOYHTENHO TEKKU CTPEC PEaKUHH, € 3HAYUMO M0-rojaMa
OT Ta3H Ha MarHe3ni camocroatenHo. Hamanasanero npu MagneB6® e ¢ 24% no 38,3% no-roasamo,
OTKOJIKOTO MPH MarHe3ui caMoCTOATENHO cnel 4 u 8 ceAMULUM, CbOTBETHO. [10 OTHOLIEHKE Ha
MagneB6”, olleHkaTa Ha CTpeC NPH Bb3PacTHH C NPEALIeCTBALLH TEXKH A0 H3KIIOYHTENHO TeX
CTpEcOBH peakilny Hamanssa ¢ 50% 3a 8 ceaMuUH OT JieYeHHETO.

5.2 DapMaKOKHHETHYHH CBOficTBA




AbcopbuuATa Ha MarHe3UeBHTE CONM B XPAHOCMHIATENHATA CUCTEMA C€ W3BbPILIBA OCBEH OCTAHANNUTE
Ha4YHHH, H NOCPEACTBOM NAacCHBEH MEXAHH3BM, NPH KOHTO pa3TBOPHMOCTTA HAa CONMUTE HMA Onpeaensila
pons. A6copbuuaTa Ha MarHe3UEBHTE COJIH B XpaHOCMHNATENHATa CUCTEMA He HansuLiasa 50%.
MarHesnaT e H3HEHO BaXEH EIEMEHT 32 OpraHi3Ma CbC CpelHa KoHUeHTpauus 17 mmol/kg, OT kouTo
9% ca BxuoueHH B Kietkata. Abcopbupa ce u3bupaTeNHO B MYKO3HUS CNOH Ha TBHKHTE YepPBa.
[Mpubnusurenro 40 no 50% ot norbnHatTHg marHesui e abcopbupan B Ta3n obnacr.

[MouTtH 2/3 oT UHTpaLIENyJIapHHA MarHe3Wi ce HaMMpa B KOCTHATa TbKaH, apyrara 1/3 - B rnaakara
HabpazaeHa MyCKy/aTypa, CbLIO TaKa H B YEPBEHUTE KPbBHH KIETKH.

MarHe3uaT nped BCHYKO Ce eKCKpeTHpa upe3 ypuHaTta. B 6ubpeunTte 70% oT nna3zMeHua Maruesuit ce
abcopbupa upes rnomMepyiHa duarpauus U 95 no 97% ce peabecopbupa npes 6u6peynuTe TyOynn.
HuBoTo Ha MarHe3ns B YpHHaTa oTropaps npubnuauTenHo Ha 1/3 ot npueTHa MarHesui.

[THpHAOKCHHBT € Ko-€H3UMEH $aKTop, CBbP3aH B MYNTUILIEHHs MeTaDoauTeH npouec. MarHesusT y
MHPHAOKCHHBT HMAT CHHEPTHUHO, KOMIUIEKCHO DU3HOAOTHYHO AeACTBHE, OCBEH TOBA NHPHAOKCHHBT
MOBHIIABA KOHUEHTPALHATA HA MarHe3us B KPLBTA.

5.3 llpeaxnMHUuHK AaHHH 3a De3onacHOCT

[Mpodunute Ha Ge3onacHocT Ha MagneB6® 1 Ha MarHesneB J1akTaT caMOCTOATENHO NPU KOHTPOJHPAHO
npoy4BaHe ca cXoAHH. Bh3 ocHOBa Ha KnMHHYHUTE naHHW MagneB6® nokassa nobpa noHOCHMOCT
npodun na 6esonacHocT. KNIMHHYHHTE JaHHH HE 110KA3BAT HEBPOTOKCHUHOCT Ha MagneB6™ B
NPOABLIKEHHE Ha 8 CEAMULIH OT REUYEHHETO.

6. OAPMAIIEBTHYHH JAHHH

6.1 CnoHCBK HA NOMOLNHHTE BEI[eCTBA

3axapo3sa
IinbTeH KAONUH

AKauua

Kapbomep 35 000 m.Pa.s
MarkesueB cTeapar
TUTAaHOB JMOKCHI

6.2 HeCLBMECTHMOCTH

HaMa onmHCcaHu.

6.3 Cpok aa roaHocT
2 TOAHHHU.
6.4 CneuMaIHH YCIOBHS HA ChXpaHeHHe

Jla ce cexpaHnsBa nNpH TeMiepartypa noa 25 °C
6.5 BuaucbabpxkanHe HA ONAKOBKATA

Bnucrepu (Ionwamun / Anymunnit / PVC / Anymunnit) x 40, 50, 60 v 100 tabneTk
He scHuky BHAOBE ONakOBKH MOrar Aa 6baaT nycHaty B npoaaxoda.




6.6 CnenHaanu npeaANa3HH MEPKH NPH H3XBbLPASHE

Hen3nonsBaHWAT 1ekapcTBEH NPOAYKT WX OTNAAbYHHTE MAaTEPHANH OT Hero TpAOBa Ja ¢€ WU3XBLPAAT B
CbOTBETCTBUE C MECTHUTE U3HCKBAHHA.

7. INPHUTEXATEJ HA PABPELILEHHUETO 3A YIIOTPEBA

Opella Healthcare France SAS,
157 avenue Charles de Gaulle
92200 Newlly-sur-Seine
GpaHuns

8. HOMEP HA PAZPEUIEHHUETO 3A YIIOTPEBA
Per. Ne: 9600194

9. JATA HA ITbPBO PAZPEHIABAHE/TIOAHOBABAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Hara Ha nbpBO pa3petnaBane: 25.06.2002
Iata Ha nociaeaHo nogHoBaBaHe: 31.03.2008

10. JATA HA AKTYAJIULZUPAHE HA TEKCTA

07/2023




