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Macrosxa: Mnpopwaruss 38 morpefaress o S
LE/tr k7 P74 14,
Kopmarnens® 400 4095 mg/10 ml amxexnuonen pasrpop 19 -12- W1

Cormagnesin® 400 4095 mg/10 m! solution for injection

Maruesues cyndar xenraxuapar
(Magnesium sulfate heptahydrate)

IIpoveTeTe BEAMATENHO NAJNATA JBCTOBKA, OPEAH Ja 3ANOYAETE A NpPREMATe TO3H JEKAPCTBEH

NPOIAYKT. ‘

- 3ana3ere TasH nMcTOBKA. MOXe 13 Ce HAOXKH /12 5 TIPOYETETEe OTHOBO.

- AXO BMaTe HAKAKBH JOLAHUTENHH BHIPOCH, ONHTalTe Balmus jexap Wil GapManesT.

- Toza nexapctso e npeanucano xwuno a Bac. He ro npeorcrumeaiite Ha apyra xopa. To Moxke Aa HM
HaBpeH, HE3ABKMCHMO OT TOBA, Y& TEXHUTE CUMITTOMH 8 CHINHTE KaKTO Basmire,

- AKO HAXOR OT HEXENAHHTE JICKAPCTBEHM PEAKIIK CTAHE CEPUO3HA HNH 3a0ENeXUTE IPYTH, HEOMHCAHH
B Ta3M IICTOBKA HEXKENAKH PeAKIHM, MOJiA yBeaoMeTe Batna nexap uau thapmanerr. Bukre Touxa 4.

B Ta3M J1HCTOBKA!

Kaxso npencrasnssa Kopmartesun 400 H 3a KakBo ce HINON3B2
Ilpeny na w3nonspate KopmMardesun 400

Kak na u3nomssare Kopmarnesus 400

BpIMOMKHE BeXKeNaHH peakiiim

Kak na cuxpanssare Kopmarsesux 400

Homenanrena nHgpopMaus

SRR o

1. Kakso npeactasnasa Kopmaruesan 400 # 3a xaKso ce Hino3Ba
Kopmarnesun 400 e MEHepa/IeH JekapeTBed NPoTyKT

Kopmarnesnn 400 ce a3nonssa opu:

- Marnesnes neduumT, aKo TOBa € NPHMMHA 33 HAPYIICHa MYCKY/HA AKTHBHOCT M € HEBB3MOXKHA OpanHa
TEPANHS.

- Jleuernne Ba exIAMIICHA ¥ TIPECKIAMIICHA,

- Cryuali Ha OMACHOCT OT MPEKACBPEMEHHO POKAIHE, C LES NOTHCKAHE HA MATOYHKTE KOHTPAKLHM,

- Jledenue ua ocTep MuokapaeH HWHOApKT B Ciydaii Ha Maruesues ASDHIMT, 8KO TPOMOOMHTHUNATA
Teparns ¢ HEPB3MOXKHA WIH MPOTUBONOKa3aHa.

- JleyeHue HA KOPOHAPHW CNA3MH, AKO TC Ca CBLP3aHM ¢ MATHe3HeB AedMUHT, KOKTO He MOXe Aa (ae
NeKyBaH Ype3 OPATHO NMpHIaraHe Ha maruesuit. Copaeuns apurMu, ocobeHo torsade de pointes Taxmxapnny,
BEHTPHKYNIAPHM TAXHADHTMMHK B CAyuad Ha MarH¢3veR AeQMUMT WIH KaTo CACACTBHE OT AHTHTATHCOBA
Tepanus, MyTTHOKATHA aTPHATRE TAXHKAPAHA B CITY4aUTe HA MArHE3HeR JeduImT,

2.  Xipenu na n3nogassare Kopmarnesan 400
He npnaaraiite Kopmaruesun 400:

- aKo Cre CBPBXUYBCTBHTENHH (ANCPrHUHH) KbM MAarHe3weB CYA(aT XeMTaXHAPAT HIH KbM HAKOE OT
IIOMOUIHHTE BECCTBA B cheTasa Ha Kopmarnesun 400.

- NpH MycKynHa cnabocT (MMacTeHHA rpasuc);

- 3a0aBeH ChpAeyer pHTEM (H3pazena Gpaauxapaus);

- aKo cTe MpeaApasnonokeHn KeM obpazyBaHe Ha KaMbHM B GB6petmre (Mardesue
docdarHa nuTHaza);

- CMYLIeHUA B MPOBEKAAHETC HA HMITYNICHTE B chpleTo (AV-6rok);

- TEKKH HapyileHHA Ha Gpbpeunara ¢y HKuHA.
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O6npueTe cneunanno BHAMANME upH yuorpeGara ra Kopmarneann 400

Kopmaruesun 400 He TpabBa ja ce npwnara eAHOBPEMEHHO ¢ GAapOHTYPaTH, HAPKOTHMHH HIH XHITHOTUIHH
REKAPCTREHH NPOJYKTH, TOPAJH PHCK OT NOTHCKAHE HA AMLBIAHETO.

3abonsBanuA BCIEACTBAE HA MArBEIHEB ACHULMT MOTAT @ HMAT H APy} NPHIHHH,
AKO NPHEMET HA TOBA NIEKAPCTBO HE OKAIBa eeKT M B CIlyyail HA TEXKKM CHMIITOMH c¢ KOHCYTTHpaitTe ¢
Bamua nexap.

IIpuem Ha APYIra JexapCTBeHA NPOAYKTH

Mona mHGopmupaitte Baumn jekap HIH (apMaleBT, ako MpHeMaTe WIM Hackopo CTe NpHEMATH APYTH
NIEKAPCTBE, BKUOYKTENHO H TAKMBa, OTIyckany bea penenta,

- Kopmaruesmn 400 ne Tpabpa na ce npuiara eJHOBPEMeHHO ¢ 6ap6uTYpaTH, HRPKOTHYHH HIH XMITHOTHYHM
JIEXaPCTBEHH NPONYKTH, NOPaJH PUCK OT NOTHCKAHE HA AHIIAHETO.

~ IIpH €AHOBPEMEHHO MHTPARCHOIHO MPIITATAHE HA KRILHEBH CONH HAMANABA NEeHCTBHETO HA MarHeaus.

~ MuopenakcadTH OT THIIA Ha Kypape (OTeHRRPAT NeHCTBAETO HA MATHE3MA BLPXY MOTOPHHTE [UTOUKH.

- Kopmaruesun 400 re TpaGpa aa ce cMecBa ¢ HIDKEKUHOHHY PajTBOPH, ChObpKAUTH Kanuud win docdatn,
TBH KaTo MOTaT A2 ce obpasyBar yTaliky ¥ 1a HaCTHIAT B3aHMOIEHCTHHA.

Yoorpe6a na Kopmarnesan 400 ¢ xpanu a sanaTxe
Hsma crieumantiy yKasanus.
BpeMennocT B KnpMene

Axo cTe OpeMenHa Uk KbPMHTE, CMATATE, 4¢ MOXKE Ja cTe GpeMeHBa WiIH MIIannpare GpeMeHHOCT,
nochkBeTBaliTe ce ¢ Baumms nexap wan dapmanest npeau ynorpebara Ha TOBA JIEKAPCTBO.

BpemMesniHocT

Hama HAKakBH HHAMKALH 33 BAIMYME HA PHCK OT pateuTHe Ha AeopMatyy Ha mioaa, ONMTET IpH paHHa
6pementoct, obave e orpanmien. Axo cre Gpementa Bue Tpa6ra na mnonssare Kopmarseans 400, camo ako
JekyBamus By nexap e npeueHwT 3a HeoOxoaumo,

Axo maruesdes cyidar ce npunara 5a NOTHCKAHE CBHBAHETO HA MHOMETPHYMA (MYCKY/TATYpaTa HA MaTxata)
B5B BHCOKH JO3H 32 NO-NPOJWDKUTENCH TIEPHO OT BPEMe, ¢a AOKTANBAHH HapyLIeHHA [pH GOPMHUPIHETO Ha
Ckeneta 'y Hosoponesu. Brnpeky Tosa, 3acera He ChLIECTBYBAT OflaceHus, axo Kopmarseaun 400 ce mpunara
B IPENOPLUMTENIHUTE 103K,

Illodapane u pabora ¢ Mamunn

He ca HeoOxoamMy TIpe/inasHu MepKH.

3. Kax na w3noazsate Kopmarseann 400

Crenpauiire ykazanua BaXaT caMo B ciyvali, 4e BAUIMAT fekap He B e npeamucan Kopmarseaus 400 o
IOpyT HaYHH.

Jo3upoBkaTa ce Onpe/IeNs OT CTENEHTA Ha MarHe3UeBHA Ae(uLIAT, PeCTL. OT NOTPeGHOCTHTE HA OPTAHAIME.

I ammmyina Kopmarneaun 400 ce mmwekTHpa 0aBHO MHTPaBeHOIHO. HEdKeKTHpaHeTo Ha
[OBTAPA ¢lIel HHTEPBaN oT | 20 2 auv.

Hawnp Ha OpRAGKEnnE:



Kopmarnesnn 400 ce mkexTupa Muoro 6asHO uHTpaBenodso (mepsure 3 ml 3a 3 MMHYTH), B JeKamO
NIONOXKEHWE Ha MAnMeHTa,

ITpoap/mKETENHOCT HR HPBIOIKEHAE:

TIpOABIDKMTENHOCTTA Ha JISYEHUETO Ce ONPEACHT OT MoxobpenneTo BLE BaulkTe OTUTAKBAHUA W C6 HAZHAYABA
ot Baiinia ntexap.

Koncyntrpaiite ce ¢ Bamus nekap, ako caurare, ye edexra va Kopmarnesns 400 e Tespne cuies Wi cial.
AKO cTe NPRACKHIH BoBeTe 0T HeobxonuMara no3a Kopmaraesnn 400

KaTo aHTHROT TpM CHMITTOMHM Ha NpPeXO3upade ([IONHKABAHE Ha KPLBHOTO HANATAHE, TOTHCKAHE HA
IOUIIAHETO) Ce Npenophusa He3alapHO HHTPABEHOIHO MIDKEXTHPAHE HA KATIHIA.

AKO HMare HAKAKBH NOWIHWYEIHH BBIPOCH, CBBLP3AHK C YMOTpeOaTa Ha TO3H MPOMYKT, MONS nonuTastre
Bamms nexkap unn dapManest.

4. Bbp3MOKHA HeXenaRH DeaknHn

Kakro scuuku nexapcrsa, Kopmarnesnn 400 Moxe Ja npenwasika nexenanu peaxuu (HIIP), Rumpexs de Te
He ¢e MPOABABAT NPH BCEKH NALMEHT.

Baxna sewenapu peaknnu (HJAP) Has cHMETOMH, BA X0BTO Aa 00bpHeTe BHEMAHEE W X4
npeANpHAEMeTe ChOTBETHHTE MEPKH:

Axo nsxon or cnennure HIIP ce npossu npu Bac, Tpa6ea 42 cnpete npwiaraneto Ha Kopmaruesun 400 u a
ce KOHCYATHpaTe ¢ Balnua siekap 8b3MOXKHO HAH-CKOpO.

Ilpu BHCOKA N03MPOBKA MOXE JIa HACTHUM 3a0aBiHe Ha ChpAeduHus PHTEM (GpamuKapaui), NOHWKEHHE HA
KPBBHOTO HANATAHE, CMYUICHMA B NMPOBOAMMOCTTE W PA3MIMPEHHA HA NEPUGEPHUTE KPBBOHOCHH CHAOBE.
Enmo teEpae 65p30 HIDKEKTHPaHE MOXe Aa NPEAMIBHKA BPEMEHHO MOBPHINANE, rajeHe, TNasoboke, TOM
BRJIHM, CBETOBLPTEXK H CHCTONHNA Ha DeanoxodcTro.

B penxu ciydau MarmesHeBaTa TEDAaNHs Ce CBEP3BA C GMEKTPOAKTHH HRPYIICHHA K4TO XHIOKATUMEMHS,
xunodochareMua, XMNEPRATNEMAA, XHICPMATHESKEMAA H XHIIEPOCMONAPHTET,

Crofmagane Ha HexeNaBN peAXIHE

AKO NONyYHMTe HAKAKBH HEXENIAHW NEKAPCTBEHH peakiluu, yBesoMere Bammn nexap wm dapmanest. Tosa
BKIIIOYBA BCHYKHM BHIMOXKHM HEOTHCAHH 8 TA3H JAHCTOBKA HEXENaHW peakiliM. Moxere ¢hino aa chobmure
HEXENaHH PeAKiHH RUPEKTHO UPE3 HALMOHAIHATA CHCTEMA 3a chobIasane:

Brarapns

HambnHUTeMHA areHUnd N0 IeKapcTBaTa
yn, . Jamgu I'pyes” Ne 8

1303 Codns

Ten.: +35 928903417

vebeaiitT: www.bda.bg

Karo ckobnapare mexcenaun peakiuu, MOXeTe [a AANeTE CBOA MPHHOC 34 NOSyYaBan
AH(OpMaLHR OTHOCHO Ge30MaCHOCTTA Ha TOBA TeKapCTRO.

5. Kax aa cexpanpspare Kopmarnesun 400

Ha ce crxpaHsaBa Ha MACTO HEAOCTBIHO 32 AL



Ha ce cexpanssa nop 25°C.

Jlatata Ha M3THYaHe HA CPOKA HA FOJIHOCT € OTMEYATaHa KAaKTO BBPXY OMAKOBKATA, TAKA H BLPXY aMITyJHHS
€THKeT. 3a 1aTa Ha M3THYaHe CPOKA Ha FOIHOCT CE CYMTA MOCHE/HUA IeH OT YKa3aHHA Mecell.

He ynorpe6spaiite nekapcTBeHHA NPOAYKT cie/l TasH aaral

6. JlonbaauTeana uadopmManns
Kakso cuabpxa Kopmarnesun 400

AKTHBHO BeleCTBO:
Enna amnyna ot 10 ml unoxekimonen pastBop cbabprka: 4095 mg Mardesues cyndar xentaxuapar
(magnesium sulfate heptahydrate), cbotetctBau Ha 2000 mg Maruesues cyndar.

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

Momoman BemecTBa:
cApHa KHCeHHa (3a kopekuMH Ha pH B rpanuum 5,0 - 7,0) ¥ Bo/Ia 38 HHXKEKLIMH.

KakBo cbaBbpxka omakoBKaTa:

5 amnynu x 10 ml HHKEKIIMOHEH pa3TBOp
10 ammynm x 10 ml ukekioOHeH pa3TBOp

IpuTekaTen Ha pajpemeHHeTo 32 ynoTpeda 1 NPOU3BOAHTE

Waérwag Pharma GmbH & Co. KG
Flugfeld-Allee 24

71034 Boblingen

I'epmanus

Ten.: +49 (0)7031-6204-0

®axc: +49 (0)7031-6204-31

E-mail: info@woerwagpharma.com
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4212 Melsungen
lepmanus

3a nombiHUTeHA MH(OPMALIMA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBLPIKETE CE C JIOKATHUSA NPE/ICTABUTE) Ha
MPUTEKATENA Ha paspeLieHHeTo 3a ynortpeba:

Buarapus

Beopsar ®apma buarapus EOOJ]

KK "Xunoapyma", 6yn."Llap bopuc 11" 1,
busnec LlenTsp ., PABE®, eT.8,

1612 - Cous

Ten.: 02 462 71 58

JlaTa Ha noc/1eAHO NpepasriexaaHe Ha JHcToBKaTa: 11/2022

3a nudopmanus Ha HAIIATE NANHEHTH

Bammwmsar nekap Bu e npeanucan Kopmaruesun 400, 3a na sbBene 6Bp30 M B [
MarHe3ui B oprauusma Bu. [1o To3u HaumH nekapsat noctura 6sp30 obnekuasane Ha B
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3a a2 ce mpefoTBpaTH DPAIKOTO NIOHWKABAHE HA MArHE3WEBOTO HHBO MEKAY OTHCAHHTE MIDKEKUMH, C&
NpenopBYEa PEAOBHO TIPHEMaHe Ha Marseauit mon dopMa Ha TabneTxu.

MarnessaT Hrpae UeHTpPaiHa Poid B OPraHHu3Ma.

Toii e HesamMeHMM 32 NPOTHYAHETO Ha HKIBHEHOBAKHY MPOLECH, KATO OOMEHA Ha BBIJEXHAPATH, NPOTOHHH,
MA3HHHY M HYKJENHOBH KHCENVHH, KAKTO H 33 BCHYUKH €HEPreTHYHR MPOLIECH.

Kax Moxe na ce CYHrHe X0 Marmesmes Jedunur?

Hepoctur Ha marsesnif MOXe /Ia HaCTBIM BCIEACTBA® HA HONOCTATHUHMSA My NPHMEM, HEMPABUIHO XPaHEHE
(npexaneHo MHOTO MAa3HMHM W GENTHYMHM, XPAHMTENHH TPOJYKTH ¢ HHCKO CHILDKAHHE Ha MarHeauil) n
HebanancHpanu AHeTH 3a orciiabeane.

HecTo MpUdHHATA 38 MATHEIHER AeUIIHT CE TBDKY U Ha NIOBHILEHOTO MY OTAEIHE OT OPraHH3MA, Hafp. IIPH
anxoXonuseM, ynorpeGa Ha cnaGmrenuu cpecTea, upeBHM 3a0ONsBAHHA H TIPHEM Ha OINpEHEJEHH
NIEKapCTBEHH NMPOAYKTU. :

[lorpeGrioctTa o1 Marnesuif ce nosHinapa 1o BpeMe Ha SPEMEHHOCT U1 KbpMeHe.

Kax mMoxeTe 1a yCTAHOBETE HANHYHE HA MATHe3ReB AeANAT?

Henocrur na maruesnii moxe Ha ce (pPOABH HANMPAMEP ¢ NOABA HA MYCKYJNHB KPAMITM {0OCOGEHO HOLIHW
KPaMIy Ha mpacelia), HO CbhIRO H C KpaMIH Ha MYCKYJIMTe HA Bpara, paMeHeTe # I'sp6a. Maruesuesuar
AeGHIAT MOXe Ja NPHYMMH PAsTYNTABAHE HA CHPUETO (HAPYIIEHMA B CHPOCUHWA PHTBM), YUECTSBAHE Ha
CHPAEYHMA PHUTHM ¥ GONKK B chpAeqHara ofaacr.

[Cnasobonue, mMurpeHa # QyHKUHOHATHE CTOMAINHH M YPEBHH CTA3MHM MOTAT Ja HACTHINAT BCNEACTBHE OT
HCROCTHI' HA MarHesHil.




