KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

ATLIHATENHA ATEHLIAS IO NEKAPCTBATA
L. UME HA JEKAPCTBEHUA IPOAYKT  Kpamka xapaKmepucmuKa Ha ngaj?xn; - NpuroxeHus 1
7
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Buonekrpa Marnesni 365 doprucumym 365 mg epepBeCUEHTHH TRONEF
Biolectra Magnesium 365 fortissimum 365 mg effervescent tablets

. N Loveernervseeansnestssssrens Snearenereesuassissesomereasavas
2.  KAYECTBEH U KOJIMYECTBEH ChCTAB ofpers?
| epeprecueHTHA TabneTka ¢sAbpKA;
Maruesuee kapbonart, aek (Magnesium carbonate, light) 670 mg
Maruesuer okcHa, nex (Magrnesium oxide, light) 342 mg

ofu10 ¢croTRETHO 365 mg Mardesueru Hodu (=15 mmol)

3a TbNHUA CIIUCHK HA ITOMOLUHUTE BelecTRa BHKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

EdepreciietTha Tabnerxa

Kpbran, 6enn edeppecueHTHH TabneTku ¢ Ba1u0HaT peneden Hagnie HERMES ot eqnara ctpana.
4. K/NMHHWUYHH JAHHH

4.1 TepaneBTHYHH NOKA3AHUS

Jlokazan nedvupT Ha Mardesui, KOraTo TOBa € NPUYMHATA 3a HAPYIIEHHA B ASHHOCTTA HA MYCKYIUTE
(HEPBHO-MYCKYJIHY HAPYILIEHHS, KPaMAH B FHOAOCAPHUUHTE).

4.2 Jo3ApoBKAa H HAYMMH HA OPRJIKEHHE

Jlo3nposka

Josuposkara Ha bronexktpa Marnesuit 365 ¢opTHcUMyM 3aBUCH OT CTENECHTA HA MAarHEIHEBHS
aehuiT. CpegHara AHeBHA A03a € | - 2 edepBecleHTHH (pasTBopimu) Tabnertku (363 - 730 mg
MarHesneeM HoHHu = 15 - 30 mmol).

3a buonextpa Marsezuii 365 GopTHCHMYM BAXAT CIEAHUTE MPENOPBKHU 33 AO3UPOBKATA:
[MoapacTeaium 1 BE3pacTHH 1 - 2 et aHeBHO no 1 edepBecuenTHa TabneTka.

Hp# TeXKH cbeTOsAHMA Ha MarHesnes AeQHUMT MOTaT a Ce JaBar 10-BUCOKH 403K bHoeKTpa
Maruesuit 365 GopTHCHUMYM, KaTO TORA CTARA MO JICKAPCKH KOHTPOJI K ¢ NPOCNeAiBaHe Ha

CACKTPONUTHUTE HIBA.

HaumH Ha npunoxeHue

] edepBecuenTHa TabneTka ce pa3TBaps B Uallla BOAA U CE H3MHBE,

llllllllllllllllllllllllllllllllll



[IpoABOKATETHOCTTA HA JIEYEHHETO 3aBHCH OT CTENEHTa Ha MarHe3HeBHA Je(HLIMT B OPraHH3MA Ha
CHOTBETHHSA NMauueHT. [IpoakmkuTeneH, BHCOKO 03UpaH NpHUeM Ha MarHe3uit Tps6Ba fa ce H3IBLpIIBa
nof, IeKapCKH KOHTPOJ.

4.3 IlporEBomoKa3zanHms

CBpEXYYBCTBHTEMHOCT KbM AKTHBHOTO BEILECTBO HJIH KM HAKOS OT APYTHTE CBCTABKH, NOCOYSHH B
T. 6.1.

[Tpu HapyweHua Ha Ob6peunaTa pyHKUMA ¥ P HApYLLEHa ChPAEYHA MpoBoAuMocT (AV-0/10K oT no-
BHCOKa CTENeH), Bogewa 10 Opanuxapaus, He Gusa aa ce npHema Buonekrpa Marnesuii 365
(poprrcHMYM. TpaGBa cBINO Taka fa ce IPOBEPH AaNM CHCTOAHHETO HA MUHEPAHHTE H
€JIEKTPOIHTHHTE HHBA (XHUMIepMArHHIHEMHES, XHIIEPKATHEMUA) He BOAM O MPOTHBOMOKA3aHHE 34
npenapara. OCBeH TOBa npuiaraHeTo Ha buonektpa Marresuit 365 doprucuMyMm ¢
NPOTUBONOKA32HO NNPH MUACTCHHS IPaBUC, EK3UK03a, MPH MeTaboNuTHA anKano3a, XpOHHIHH
MH(EKIHHY HA MMKOYHHUTE ITHTHILA ¢ OaKTEPHH, AKTHBHPALLM OTACIAHE HA MHKOYHA KHCE/THHA
(onmacHocT OT 00pasyBaHe Ha CTPYBUTHH KAMbBHH ), KAKTO M MPH KATLMEBO-MAarHE3HEBO-AMOHHEBO
¢pocdaTHa nuTHA3HA AHAaTE3A.

4.4 CnenMajiHH npenynpexaeHAs U npeAa3na MEPKH NPH ynorpeba

Enna eeprecuenTHa Tabnerka cuabpxa 4,65 mmol (107 mg) Harpuii. Tosa Tpabea aa ce HMa
ApeaABH NIPH JIHLA, KOMTO €4 NMOIJIOKEHY Ha Komponnpana HaTpHeBa AUeTa (C OrpaHHYSHHE Ha
HaTpuii M TpanesHa coJ).

Enna edeppecuentHa Tabnetka chaspxa 2,51 mmol (98 mg) kanuii. Tosa Tpa6Ba na ce HMa npeABM]
MpH M2 ¢ orpaHuyeHa 6p0peuHa yHKIMA, KAKTO W JIHLA, MOUTOKEHH HA KOHTPONHPAHA KalHeBa
OHeTa.

4.5 BsauMmoneiicTBHe ¢ APYTH JeKapcTBEHM NPOAYKTH H APYTH OPMH HA B3aHMOCHCTBHEE
Ilpu egHOBpEMEHHA TEpanks ¢ SKEIA30, HATPHER (UTYOPHA WM TeTPaUHKIHH MOXE Aa Obe HApYIICHO
YCBOABAHETO Ha JKe/IA30, HATPHEB (ITYOPH]I, TETPALMKJIMHY K MarHeauii. B Tesu ciyuau Tpabea ce
Cna3sa MHTEpBa OT 3-4 uaca MeXxKy npHema Ha Buonextpa Maruesuii 365 GopTHCHMYM H Ha OpalHO
NMPHEMAHHTE NPOAYKTH, CBABPXALIH XKeNA30, HATpHEB (IYOPHA WIH OPANHO MPHIATaHHUTE

TETPALIMKJIMHH.

1Ipu exnoBpeMeHeH MpleM Ha MPenapaTH, ChIBPXAWM aTyMuHMI (Hanp. Antacida) moxe fa ce
HOBHINH pe30pOuMAaATa HA ATYMHHHS B OpPraHH3Ma.

4.6 @epruanrter, SpeMEeHHOCT H KbpPMeEHE

bronektpa Marresuii 365 Goprucumym Moxxe fa 6bae npreMan o Bpeme Ha GpeMeHHOCT H
KEpMEHe.

4.7 EdexTH BBpXY CNI0COOHOCTTA 32 modupane u paora c MAMIHHH

buonextpa Marsesnii 365 ¢popTHCHMYM He OKa3BaT BIHAHHE BBPXY criocoGHOCTTa 3a wogupaHe H
paboTa ¢ MaLUKHH,

4.8 HexenaHu JeKapcTBeHH PeaKIHHA

JlaHHKUTE 32 YECTOTA Ha MPOABHTE Ha H HEXKEJIAHWTE PEaKLUMH ca TPYITHPaHH B CCIHHUTE

MHoro yecTs: = 1/10)



YecTn: (= 1/100 no < 1/10)

Heuectn: (= 1/1000 no < 1/100)

Penkn: (= 1710000 ao < 1/1000)

MHoro penxu: (<1/10 000)

HeuspecTHu: (0T HATHYHUTE JAHHHM HE MOXE J1a Ce HaNPaBH OLIEHKA)

I1pu no-BHcoOKO A03HpaHe MOKe Aa ce CTHIHE A0 MeKa Aedekauus, KoATo 0baye He € OMACHA B Ce
Npeono/aea Ype3 HamalaBaHe Ha no3nTe. [Ipy BHcOK# 103K HA npHEM H HO-TIPOABIDKHTEIIHA
ynorpeGa Ha bronekrpa Marnesnii 365 goprucuMyM Mo3Ke 1a C& NOABAT CHMITTOMM Ha yMopa. B
TaKbB Cy4aH, Bb3 OCHOBA Ha KIMHHYHH M XHMHYHH METOIH Ha H3CIeABAHNA, ICKAPAT Tpa6Ba fa
pelly ajii MMa NOKa3aHHE 33 NMO-HATATHIIHO NPHIAraHe Ha MarHesuit.

4.9 Ilpeposnpane

IIpn opaneH npUeM Ha MarHesMeBH CONK XHIIEPMArHe3MeMHs MOXKE Jia Ce 0UaKBa caMo B C/IyYau Ha
OB6peuHa HegocTaThuHOCT. IIpH TAKHBA NALHEHTH NPHEMAHETO HA MArHE3HEBH COJTH €
NPOTHBONOKA3HO.

a) CHMITTOMH Ha MHTOKCHKAIU4

Bucokara kOHIEHTpaLka Ha Marse3uii NpeaH3BHKBa ¢1abo Napalu3HpaHe Ha CKeJIeTHATA
MycKyJatypa (Haz 5,5 mmol/l konuenTpalty Ha Mardesuii B nasmata). Ome mo-BHCOKH
KOHUCHTPALKMHA Ha MarHeauesH ioHu (10 - 20 mmol/l) yasmkasatr npoBogHOTO BpeMe B CEPLETO, a
OLLE MO-BACOKM KOHLIEHTPAIHH BOAAT A0 CIMPaHe Ha CHPLETO B AHACTONATA.

6) Tepanua Ha HHTOKCHKALIMHTE
BeHo3HO BNHBaHe Ha Kaauuii BeqHara OTCTpaHABA ABICHHATA, Thii KATO CHUIECTBYBA AHTATCHH3ELM HA
HOHHTE Ha ABETE BELISCTRA.

5. @®APMAKOJOTAYHH CBOMCTBA
5.1 <PapmakognnaMHYEH cCBolicTBa

({apMaKOTepaneBTHYHA TPyTa: MHHEPAIHH BELECTRA
ATC A12CC30

Mexanu3sM Ha neiicTBHe
MarsesusT zaeMa LEHTPAJTHO MACTO B OOMIHATA Ha BEILIECTBATA, nopaaH KOeTo TOM NpeCTaBlABa

OCHOBCH €MICMCHT 3a OpraHu3Ma. MHOro ot pyHxuuuTe, JOCTABALLH eHEPrus (KaTo Rarnp.
OKCHEATHBHOTO (oCHOPHIHpaHE) WITH H3Pa3XOABalIH €Heprys (KATO H3NOMITBAHE Ha HOHY WIH
MYCKYJIHH KOHTPaKIlHH)} 3aBUCST OT MarHe3us U PH HapyLIEHO CHaGAsBaHe Ha OPTaHU3MA C
MarHe3HH Beue He MOraT a C€ M3ITBJIHABAT HJIH C& OCHLINECTBABAT B HEAOCTATHYHA CTENEH.

3.2 ®dapMakoKHHETHYHH CBOiicTBA

Pezo

Opanso NpHEeTHAT Marre3Hii ce pezopOupa B 3aBHCHMOCT OT M3XOIHOTO HHBO HA HATHYME Ha

MArHE3HH B OpraHH3Ma. IIpH JIMMca WM HEOCTHT HA MATHe3Hil B OPraHU3Ma ce pe3opbHpa noseve, a
TpH NMONBJIBAHE HA 3araca oT MarHe3ui — no-mManko. OTHOLIEHUATA Ha pe30pOLMsA OTTOBAPAT Ha
XOMEOCTaTHYHATA pery/iupaHa ACrpecHBHA pe30pOUHOHHA KHHETHKA, THITHYHA 33 GH3IHONOTHYHKTE
AKTHBHH CYOCTaHIHH. S

[pu 6anancupaso HUBO Ha MarHe3wii U NpaBWIHA PYHKUHA Ha GBGpeunTe He MOKeE J1a ¢
NOBULICHO HATPYMBaHEe HAa MarHe3MWi HaJ| HOpMATa, BENPEKH MOBHILIEH NIPHEM Ha MarHe



Pasnpencnenue

Hanuunero Ha MarHe3uii B opraHu3aMa NpH BB3pACTHHA YOBeK ¢ nputmusurento 20-30 rpama. Ot Tax
okono 50 % ce HaMMpaT B KOCTHTE, 45 % B KIETKUTE, & caMO OKONIO 5 % e 00IoTO HanuyHe, KOSTO €
YCTRHOBEHO B cepyma. KOHUSHTpaLysTa Ha BETPEITHOKNETHYEH MarHesuit sapupa mexay 10 u 60
mmol/l, HopManiHHTe CTOMHOCTH Ha HHBATAa HA MarHe3Hii B masmara ca mexay 0,7 v 1,1 mmol/l. B
IIa3MaTa HMa OKONo 2/3, pa3TBOpEHH PhB BUJ HA MATHE3HEBH HOHH M OKono 1/3, CBBp3aHH ¢
NPOTCHHUTE.

EnuMHHHpaHe
Cnen abcopOupaHe B uepBaTa, HITBUBAHETO Ha MarHe3ua ce OCHLUECTRABA IVIaBHO npes Gs0peunre.

Hepe3oOupaHHAT MarHesHii ce W3XBBPIA Ype3 H3NPAKHEHHATA,
5.3 IIpeaxInHEYHH JAHHH 32 Ge3omacHOCT

a) OcTpa TOKCHYHOCT
OTtpaBaHHA Cieq OpaJicH PHEM Ha MAarHe3WEBH COJIM Ca PAIKOCT, HO e Cpelnar NpH MauMeHTH C
6B0pedHa HEXOCTATHYHOCT.

6) XpoHHYHA TOKCHYHOCT
Bk 1. 4.8 — HexxenaHu leKapCTBEHH peaKivH.

B) KaHueporetes 1 MyTareHeH MOTEHIHAN
He ca npoBexxaaHy W3CeABaHMA 334 MyTareHHH MOTeHLMAN HA OPaJIHMTE MarHe3neBH conH. He ca
NPOBEKAAHH H3CICABAHKA 32 KAHLICPOTCHHHA NOTEHIMA HA OPATHHTE MAarHe3HEBH COJTH.

r) PenpoaykTHBHA TOKCHYHOCT
Hsama nanHH 3a pHCK OT MaldopMalH. J[oKyMeHTHPaHHAT HATPYITAH OITHT TIPH XOP2 OTHOCHO
MpHIAraHeTo B NEPHOAA Ha paHHA OpeMeHHOCT 0bade € MHOTO OCKBbIEH.

6. ©APMAIEBTHYHH JAHHH

6.1 ChnHchbk HA DIOMOUHHTE BENIECTBA

JIMMOHOBA KHMCENHHA
Harpuer xuaporen-kapbonar
Kanues xugporet-kapbonar
3axapHH-HaTpui

Harpues umxnamar

Harprer kapGonar

Harpuer xnopua
ApoMat

He cpampka riyTeH
He cuabpka nakTo3a

6.2 HechrBMeCTHMOCT
HenpxaoxuMo.
6.3 Cpoxk nma rognocrt

3 rogMHH

6.4 Crenuannn ycioBns 3a ChbXpaHeHHe




Tosu JICKApCTBCH MPOAYKT HE H3HCKBA CNICITHANIHH YCJIOBHA HA CBXPAHCHHC.

6.5 BuauchabpxanHe HA ONAKOBKATA

Kpsrim 6enu edpeppecrienTHr Tabnetku ¢ Bas6Hat peneden Hannuc HERMES ot eanarta cTpana,
OTNaKOBaHH B TYOa.

buosiektpa Marnesuii 365 ¢oprucuMym ce npemiara B onakosxs ot o 20 u 40 edepBecieHTHH
TabNeTKH.

6.6 CroennanHEH MepKH NPH HIXBLPJIASHE

Hama cnemyanHy W3HCKBAHHA.

7. IIPHUTEJKATEJ HA PA3PEIIEHUETO 3A YIIOTPEBA

Benpa HurepHemrsien AJ]

Oyn. ,,Jlxeiimc bayunp® Ne71

1407 Codus

bwarapus

8. HOMEP(A) HA PAPEIIEHHETO 3A YIIOTPEEBA

Per. Ne 20130327

9. JATA HA IIBPBO PA3PEINIABAHE/MIOJHOBSIBAHE HA PA3RPEINEHUETO 3A
YHOTPEBA

Hara Ha mepBO paspewmarase: 10.10.2013
Hata Ha nocneaso MOAHOBABAHE:

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Asrycr 2018




