JIncroBka: Undopmanus 3a norpeduTe/is A< 20 YEY 6.2
Kopmarnesnu® 400 4095 mg/10 ml nn:keKunoHeH pa3TBop __'f? LIk (5 j '7 _m'_ ?ﬂ]'T
Cormagnesin® 400 4095 mg/10 ml solution for injection 2 RN ot n BN

Marne3ues cyndar xenraxuapar
(Magnesium sulfate heptahydrate)

I[IpoyeTreTe BHHMATEJHO NAJIaTa JIHCTOBKA, NMpelIH Ja 3amno4yHere Aa NpHEMare TO3H JIeKapCTBeH

NPOAYKT.

- 3anasere Ta3M JIMCTOBKAa. MoOJKe [1a ce HAJIOXKH J1a s PoYeTeTe OTHOBO.

. AKO MMaTe HAKaKBU JOMBbJIHUTEIHH BBIIPOCH, NonuTaiiTe Bamus nexkap i ¢apMalieBT.

. Tosa nekapcTBo e npeanucaHo JuuHO Ha Bac. He ro npeorcrenBaiite Ha Apyru xopa. To moxe 1a UM
HaBpeaH, He3aBUCUMO OT TOBA, Y€ TEXHUTE CUMITTOMH Ca ChIUMTE KakTo Bammure.

. AKO HAKOS OT HEXKEJIAHWTE JICKAPCTBEHH PeaKlIMH CTaHe CEPHO3HA WM 3a0€sIe)KUTEe JAPYIrH, HEOTTHCAHH
B Ta3H JIMCTOBKA HEXKEJIaHHM peaKLMH, MoJig yBeaomete Bawus nekap unu papmauesT. Brkre Touka 4.

B Ta3u aucroBka:

KakBo npencrasnsiBa Kopmarnesun 400 u 3a kakBo ce U3I0/13Ba
[Tpenu na uznonseare Kopmaruesux 400

Kak na uznonzpare Kopmaruesun 400

BB3MOXXHH HEXeNaHH peakLuy

Kak na cexpansasare Kopmaruesus 400

JlonmbnHuTeiHa MHopMaLus

ARl ol o =

1. Kakso npeacrasasiBa Kopmaruesnn 400 n 3a KakBo ce H310J13Ba
Kopmarune3un 400 e MuHepasieH JieKapcTBeH NIPOAYKT

Kopmaruezun 400 ce nanonssa npu:

Marne3ueB neduuMT, aKO TOBA € MPUYMHA 3a HapyIlUeHa MYCKYJIHA aKTHBHOCT M € HEBB3MOXKHA OpaliHa
Teparnus.

JleueHHe Ha eKJIAMIICHA U MPEeKIaMIICHS.

Cnyvaii Ha OIaCHOCT OT MPEXKAESBPEMEHHO paXkaHe, ¢ L1eJ NOATHCKaHe Ha MATOYHHUTE KOHTPAKLIHH.

JleueHne Ha OCTBp MHOKapleH HH(APKT B ciayyail Ha MarHe3ueB He(QHMLMT, aKO TpOMOOJIHMTHYHATA
Teparus € HEBb3MOXKHA HJTH MPOTHUROIOKA3aHa.

JleueHHe Ha KOPOHAPHH CIa3MH, aKO T€ Ca CBBbpP3aHH C MarHe3ueB Ae(QHLMT, KOHTO He MOxe Ja Obae
JIEKYBaH 4pe3 OpaJIHO MpUJlaraHe Ha MarHe3uM.
- CoepaeyHu aputmuu, ocobeHO forsade de pointes TaxWKapAuH, BEHTPUKYJIApHH TaXHMapUTMHH B
Clly4ad Ha MarHe3ueB Je(HIMT WIM KaTo CIEJCTBHE OT JUTMTAJIUCOBA Tepamnusd, MyJITU(OKaJHa aTpHaHa
TaxXMKapaus B CIy4auTe Ha MarHe3ueB AeULMT.

2. IIpeam na manonszsare Kopmaruesnn 400
He npuaaraiite Kopmarnesun 400:

- aKO CT€ CBPBXYYBCTBHUTEJIHH (QJIPrHYHH) KbM MarHe3ueB cyyidar XernraxuJpar WIH KbM HAKOE OT
MOMOILLHUTE BellecTBa B cbeTaBa Ha KopmaruesuH 400.

. NpH MYCKYJIHa c1ab0CcT (MHACTEHHUS IPaBUC);

- 3a0aBeH cbp/e4YeH pUTHM (HM3pa3eHa Opanukapaus),

. aKo CTe MpeApasnojoKeHH KbM o0pa3yBaHe Ha KaMbHU B ObOpernute (Mar
docdarHa nuTHa3a);

- CMYILIEHHS B [POBEXAAHETO HA UMITYJICHUTE B chpueTo (AV-6110k);
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- TEXKKH HapyleHHA Ha OnOpednara GpyHKIHA.
O0npaeTe CHCNHAIHO BHHMAHNE NpH ynoTpebara na Kopmarnesun 400

KopMmarueznr 400 ne Tpabpa fa ce mpanara eJHOBpeMeHHO ¢ 0apOHTypaTH, HAPKOTHYHH HIH XHITHOTHYHH
JIEKApCTBEHH NPOAYKTH, TIOPANH PHCK OT MOATHCKAHE HA AHIIAHETO.

3abongBaHUA BCICACTBHE HA MAarHe3WeB JedHLUMT MOTaT JAa MMaT H APYTrH NPHYHHH.
Axo npHeMET Ha TOBa JIGKAPCTBO HE OKa3Ba €PEKT M B CITy4ail Ha TEXKKH CHMITOMH C€ KOHCYITHpaHTe C
Bamms nekap.

HpHeM HA APYI'H JIeKAPCTBEHH HPOAYKTH

Mons undopmupaiite Bamna nekap wid ¢apMmaueBT, ako NpuUeMaTe WIH HACKOPO CTE MPHEMAIH APYTrH
NeKapCcTBa, BKIMOYHTENHO B TAKMBA, OTITYCKaHH Oe3 penenra.

- Kopmarneans 400 He TpsbBa ga ce npwiara eAHOBpeMeHHO ¢ 0apOHTypaTd, HAPKOTHYHK HAM XHITHOTHYHH
NIEKAPCTBEHH NMTPOAYKTH, NNOPAJH PHCK OT MOATHCKAHE HAa AHILAHETO.

- I1pH eqHOBpEMEHHO MHTPABEHO3HO TIPUIATAHE HA KANLIMEBH COJIM HaManAaBa JICHCTBUETO Ha MATHE3HA.

- MHOpenaKcaHTH OT THITA HA Kypape NOTEHIMPAT RelCTBHETO HA MAarHE3Us BBPXY MOTOPHUTE IUTOYKH.

- KopmarresnH 400 ne Tpafea Ja ce CMecBa ¢ HIDKEKIHOHHH Pa3TBOPH, CHABPNKALM KAIIMH HIH (ochaTH,
TBHH KaTo MOrart Ja ce obpazyBaT YTailKi M a HACTBIAT B3aUMOACHCTBHI.

¥Ynorpeb6a na Kopmaruezun 400 ¢ xpann 1 HANHTKH

HsaMa cnenuanHH ykasaHus.

BpeMeHHOCT H KbpPMeEReE

INoceBeTBaiite ce ¢ Bamus nexap win ¢apMaeBT nmpeau ynorpedata Ha KOETO H Ja € IeKapcTBo.

Hsama HHKaKBM MHAMKAILMH 32 HAJTHIHS HAa PHCK OT pa3BHTHE Ha JedopMaumy Ha mnoaa. OnuTeT NIPH paHHA
bpemenHOCT, 0baue ¢ orpannueH. Ako ¢re GpeMenHa Bue 1pa6Ba na misnonspare Kopmarnesus 400, camo
aKko JeKyBalasa BH siekap e npelieHIW 3a HeoOXOAUMO.

Illo¢upane H paGoTa ¢ MAIIMHA

He ca HeoOXOHMH IpeanatHK MEPKH.

3. Kak na n3noazsare Kopmarunesnn 400

Cneasamyire YKasaHHA BaKAT caMoO B Ciydai, ue BawiuAT Jiekap He Bu ¢ mpeanucan Kopmaruesun 400 no

ApPYT HA4UH.
Jlo3upoBKaTa ce oIpesieNnd OT CTENeHTa Ha MATHe3HEBHA Ae(DHLUAT, PECIL. OT NOTPeOHOCTHTE HAa OPraHH3MA.

| amnyna Kopmaruesun 400 ce mmkextupa 6aBHO MHTpaBeHO3HO. HMIDKexTHpaHeTo Ha enqHa aMmmyna ce
MOBTapA cie HHTepBai oT 1 A0 2 JHHM.

Haunn HA OPHIIOKEHNE:

KopmarnesuH 400 ce umxeKkTHpa MHOrO 0aBHO HWHTpaBeHo3HO (mbpBuTe 3 ml 3a 3 MHHYTH), B JIEKalllo
MOJIOKEHHUE Ha NalUEeHTa.

IHpoABIKETEIHOCT HA HPHIIOKEHHE:

oT Bamus nekap.




Koncynrupaiite ce ¢ Bammsa nekap, ako cuurare, 4e edpekra Ha Kopmarnesux 400 e TBbpae CHJIEH WM ciab.
AKO cTe NPHJIOXKHJIH noBeve oT HeoOxoaumara no3a Kopmarnesun 400

Karo aHTMAOT mMpM CHMMNTOMH Ha Ipeao3vpaHe (MOHM)KABaHE Ha KPBBHOTO HajsraHe, MOATHMCKaHE Ha
JMHUIIIAHETO) ce MpenopbuBa He3abaBHO HHTPABEHO3HO HHXKEKTHPaHEe Ha KaJILIHH.

AKO MMaTe HSKAKBM JOIMBJIHUTEIHH BBIPOCH, CBBbP3aHU C ynoTpedara Ha TO3HM IMPOJYKT, MOJIA TNOMUTAHTE
Bawms nexap win ¢papmauenT.

4. Bb3MOXKHH HEKEJIAHH peaKUHH

KakTo Bcuuku nekapcrBa, Kopmarnesun 400 moxe 1a npeausBuka Hexxenanu peakuyu (HJIP), penpexu ye
T€ HE C€ MPOABABAT MPH BCEKH MALIUEHT.

Baxxnn nexenann peaknun (HJIP) uam cuMnToMH, Ha KOHTO Ja o0bpHeTe BHHMAaHHE M /A
npeanpHeMere CbOTBETHHTE MEPKH:

Ako Hakou ot cneanure HJIP ce npossu npu Bac, Tpsabsa na cnpere npunaradero Ha Kopmarnesun 400 v na
ce KOHcyaThpare ¢ Bawus jiekap Bb3MOXHO Hai-CKOpO.

[Ipx BHCOKA J03MPOBKA MOXKE Jla HACTHIM 3a0aBsiHe Ha CHpACYHHA PUTBM (Opaaukapaus), MOHWKEHHE Ha
KPBbBHOTO HajfAraHe, CMyILleHHs B MPOBOAMMOCTTa M Pa3lIMPEHUs Ha NepUpepHUTE KPBHBOHOCHH CBHIOBE.
Enxo TBBpe OBP30 HHKEKTHpAHE MOXKE Jia NMpeJu3BHKa BPeMEHHO MOBpbBILAHE, rajieHe, riaBoooue, ToruI1
BBJIHH, CBETOBBPTEXK M ChbCTOAHHUSA Ha OE3MOKONMCTBO.

B penku ciaydaum MarHe3deBara Tepanus Ce CBbp3Ba C €JIEKTPOJIMTHH HApyLICHHs KaTO XHITOKaJILIHeMHA,
xunodochareMus, XUnepKaiueMus, XunepMarie3aueMus U XUInepocMoJIapuTeT.

CrobmaBane HA HEXKeJIAHH pPeaKIHH

AKO MOJNy4YHTe HAKAKBH HEXEJIaHW JIEKApCTBEHH peakiuu, yBegomere Bamma nexap wnu dapmauest. Tosa
BKJIIOYBA BCHYKH BB3MOXKHU HEONHMCAHH B TasH JIHCTOBKA HEKE/IAHH PeaKLHH, MoskeTe CbLIO Ja ChOOIIHTE
HeKeaHM PeaKLMH JUPEKTHO Ype3 HALMOHANHATA CHETEMA 34 Che

bbarapus

M3nbJHUTEIHA areHLMs 110 JieKapcTBaTa
ya. ,,Jlamsan I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417
yebcaiiT: www.bda.bg

Karo cpoOmaBare He)KelaHU peakuHH, MOXKETC na aAaaeTe CBOA IIPHHOC 34 MoJiydaBaH¢ Ha TIOBEYEC
HH(l)OpMaL[HH OTHOCHO 0€e30macHOCTTa Ha TOBa JICKApCTBO.

5. Kak aa cexpansiare Kopmaruesun 400

Ja ce cbXpaHsiBa Ha MACTO HEOCTBHITHO 3a AeLia.

Ha ce cexpansBa nmoa 25° C.

JlaTata Ha M3THYaHe HA CPOKA HAa MOAHOCT € OTNeYaTaHa KaKTO BbpPXY ONaKOBKaTa, Taka ¥ BbpPXY aMITyJIHHA
eTHKeT. 3a JlaTa Ha U3THYaHe CPOKa Ha FOJIHOCT Ce CUMTA MOCJIEHHUA IEH OT YKa3aHHUsA Mecell.

He ynotpebsBaiiTe nekapcTBeHUA MPOLYKT CJe] Ta3M jJara!

6. Jonmbauureana uupopmanus

Kakso csabpxka Kopmarunesun 400




- AKTHBHO BEHIECTBO:
Enua amnyna or 10 ml usxkekipoHeH pastsop cpabpxa: 4095 mg maraesues cyidar XenTaxuapar (magne-
sium sulfate heptahydrate), crorsercTany Ha 2000 mg MarHesues cyygar.

Coeabpokanme Ha Mardesuit (Mg): 403,8 mg = 16,6 mmol = 33,2 mval.

- IMomomux BelecTBA:
capHa kAcesnnHa (3a kopekuun Ha pH B rpanuH 5,0 - 7,0) # Boaa 3a HHXKCKLHH.

KakBo chabpika 0NaK0OBKATA:

5 amnynm x 10 ml maaxexknmoHen pa3sTeop
10 amnysu X 10 m] nHKeKIMOHEH pa3TBOp

HpaTexkaTeN Ha Pa3pEIICHHETO 32 YHOTpeda H NPOA3BOAHTEN

IIpaTexaTen Ha pa3pelleHRETO 32 ynoTpeda
Worwag Pharma GmbH & Co. KG

Calwer Strale 7

71034 Boblingen,

Iepmanns

Ten.: 07031-6204-0

Paxc: 07031-6204-31

IIponasoauren
Solupharm Pharmazeutische Erzeugnisse GmbH
Industriestr. 3

34212 Melsungen
I'epmanus

3a gompaHHTENHA HHOOPMAITHA OTHOCHO TOBA JIEKAPCTRO, MOJIA, CEBPKETE CE € JIOKATHUA IPEACTARUTEN Ha
NPHTEXATeN Ha paspelieHHeTo 3a ynoTpeda:

buarapus

TII "Bropear @apma“ 'MOX & Ko. KT

XK "Xunoapyma", yn."Coduiicku repoit” 1,
buzdec Ienrsp , [Ipuma®, er.12

1612 - Codua

Ten.: 02 462 71 58

Hara Ha nocsiegHo npepasraexaane Ha xucroskara: 02/2017

32 HApopMARHA HA HAINHTE NANHEHTH

Bamnar nexkap Bu e npemmmcan Kopmarnesun 400, 32 pa pbeeme OBp30 M B AOCTATHYHH KOJHYECTBA
MarHesuit B opranusma Bu. I1o Toan HaukH NekapaT nocrara 05p30 obnexkdapane Ha BalluTe OTaKBaHHA,

3a 1a ce NMpemOTBpATH PA3KOTO MOHMDKABAHE Ha MArHE3MEBOTO HHBO MEXIY OTAETHHUTE HWIKEKIMH, CC
NpenopL4Ba PeIOBHO MpHeMaHe Ha MarHe3uH noa ¢opma Ha TabHeTKH.

MarxesnaT Hrpae LEHTPpaJIHA poJia B OpraHH3Ma.

Toii ¢ He3aMEeHHM 3a NMPOTHYAHETO HA JKH3HCHOBAKHHU NMPOLICCH, KaT0 OOMEHA HA BBIVIEXHAPATH, MPOTEHHM,
Ma3HHHH H HYKJIEMHOBH KHCC/IMHH, KaKTO U 3a BCHIKH CHEPreTHYHH IPOLICCH.

Kak MoXe 12 ce CTHrHE A0 MATHEe3HeB Re(pHIAT?

HepocTHr Ha MarHesui MOXKe Ja HACTHITH BCIEACTBHE Ha HEAOCTATHUHHA MY r[pﬂe R ﬁm RHO XPAHSHE
(NpeKajeHo0 MHOr0 MA3HHHH H GeNThbYMHH, XPAHHTENHH MPOAYKTH C HHCKO b i ’?% uu) W
HeDanancupaHn AHETH 3a oTcnabBaHe,




UecTo MpHYKHATA 32 MATHE3NEB ASHULIMT ce JHIDKM ¥ HA NOBHULICHOTO MY OTASNAHE OT OPraHn3Ma, Hanp. npu
aNIKOXOJIH3BM, YMoTpeda Ha caabuTeNIHM CpeicTBa, 9YpeBHH 3a0OnABaHHA H TIPHEM Ha OMpPEACTICHH
JIEKapCTBEHH HPOAYKTH.

[TorpeSHocTTa OT MarHesHii ce MOBHILIABA 10 BpeMe Ha OpeMeHHOCT H KbpPMEHE.

Kak MokeTe 1a YCTAHOBHTE HAJIHYHE HA MATHe3HeB AePMIHT?

Henoctur Ha Marsesuii Moxe Aa ¢€ DpOABH HANpPHMEP ¢ NOfBa Ha MYCKY/JAHH KpaMilH (0coOeHO HOWMHH
KpaMIIH Ha Mpaceria), HO CBHIIO M ¢ KpaMmM Ha MYCKYJIMTe Ha BpaTa, pameHere M rbpba. MarHesueBHAT
neHUMT MOXE Ja MPHYHHH PasTYIITABAHE HA CHPUETO (HAPYIICHHA B CHPACUHUA PUTHM), YUESCTARAHE HA
CBpACYHMSA PHTHEM H OOJIKH B CHpACYHATA 0OIaCT.

CnasoGonue, MurpeHa W QyHKUHOHANHA CTOMALIHY U YPCBHM CHA3MM MOraT X2 HACTBIMT BCICACTBHE OT
HEJAOCTHUI Ha MarHesHi.




