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Calcium Gluconate hameln 95 mg/ml solution for injection” 24 ” 2021

KaMMEB IMOKOHAT 33 HIDKCKIHH
- calcium gluconate for injection

IlpoueTeTe BHEMATE/IHO IWATS JIACTOBKA, TPeaU A3 3ANOTHETE X HPHEMATE TOBA JEKAPCTBO,
T KATO TH CHALPKA BAXEA 32 Bac anopmannd.

- 3araseTe TA3H JMCcTORKA. Moske Nla ce HAOXKH fia 4 MpoveTere OTHOBO.

- AKO HMATE HIKAKBH JOITLJIHHTEITHH BBIIPOCH, HoMATalTe Baus exap, dapManeBT WK
MEAMIMHCKA CECTpA.

- AKO TOITyuHTe HAKAKBH HEHE/IAHH JIEKAPCTBEHH Peakiiy, YBEIOMETe Barmis nekap,
(apMAaLIeBT WK MeIHIHHCKA cecTpa. ToBa BKMIOHBA H BCHUKH BESMOKHH HEXKeJIAHH PEaKIHH,
HEONUCAHH B TA3H THCTOBKA, Bnkre Touka 4.

Kaxso ChALPXKA TA3H JIUCTOBKA:

Kaxeo npencTasisBa Kanuues IIOROHAT XaMelTH 95 mg/ml ¥ 32 KaKBo C¢ H3ION3Ba
Kaxeo Tpa6Ba fa 3HaeTe, npeam fa Bu ce npwioxu KAMWMeB FMOKOHAT xamens 95 mg/ml
Kak ce npunara Kanuves rmokonar XaMenH 93 mg/ml

BEIMOKHH HeKESTAHHE PEaKIHI

Kax jia chxpanssare Kaiues rmokoHaT xaMeiH 95 mg/ml

ChaspXxanue Ha ONAKOBKATA H IOMBTHHTE/THA HHpOpMALHA

S

1. Kaxpo npeacrasiusa Kainues ril0KosaT XaMe 95 mg/ml 1 38 KAKBO c¢ HINONIBA

Ka/uusT ce ChAbPIKA ECTECTEEHO B OPraHH3Ma U € HeOGXOIAM 32 HOPMATTHATA JyHKIMA Ha
MyckymHTe i Hepeire. Tofl € HeofXxowM 3a paBHITHATA paboTa Ha CHPIIETO H 38 CHCHPBAHETO Ha

KPBETA.

Kamues TIOKOHAT XaMesH 95 mg/ml ce H3mon3ea 3a 3aMecTBaHe HA HUCKHTE HHBA Ha KaJIIHii B
OpraHH3MAa M 32 NPeJOTBPATABAHE HA HEMPABHIICH CLP/ICICH PHTEM (apHTMKA), ABIDKAI] C& HA BHCOKH
HHBA Ha KanHil B KPEBTA.

IToka3as € TIPH BL3PACTHH, AEIiA H IOHOIIN 33 JICYCHHE HA OCTPA CHMITTOMATHYHA XHMOKATIHEMHL H
14 [leueHHE Ha TEXKA XHICPKANINEMHAS, ChC WM Ge3 HaTHYHE Ha IPOMCHH B eNeKTPOKapAHOTPaMaTa
(EKT). Toii Moxe CBINO TAKA A CC H3T0A3BA B CTIEIIHH ClyiAH (chpaeyeH apecT), 3a ia NOMOTHE 32
pL3CTAHOBNABAHE HAa HOPMAIIHATA ChpjicuHa GYHKIHS, aK0 HHBOTO HA Kammii B KPbETA € TBBPIE
BHCOKO,

2. Kakso tpasa na 38aere, npens Aa Bu ce npaioxn Kannues rIOKOHAT XaMe/H
95 mg/ml

Ka/uaes I7S0KoHaT XaMeH 95 mg/ml ue TpuGBa Aa ce npRIATa:
* AKO CTE AIEPTHIHH KEM KAIIHEB IIOKOHAT WK HAKOR OT APYTHTE ChCTABKH Ha TOBA NeKapcTrO
{(u36poeHH B Touxa 6);

* aKO MMATE BICOKH HUBA HA KA B KpbETA (HAIPHMED B PE3y/ITAT HA CBPEXAKTHBHA
NAPATHTOBH/IHA /€34, MPEKOMEPHH HHBA Ha BHTAMHH D, TymMop, Hapymena QYHKIUg HA 6s0permTe,
0CTeONopo3a NOPaiH JHICA HA NONBIKHOCT, CAPKOK/I033 WK T.HAP. MIICUHO- AKaTieH CHHZIPOM);

« AKO MMATE BUCOKH HHBA HA KA B yPHHATA (XHTIEPKaALMYPHA);

« aKo CTe GHIM JIeKyBaHH ChC CHPACUEH THKO3U/ (CHPACTHO JIEKAPCTBO), OCBEH
Ha TO3H JEKAPCTBEH MPOJYKT HE € HANOXKHTETHO 32 JIEHCHUE Ha TEKKH CHMITTY;




JTH-OCTPA TEXKA XMNEPKATHEMHSA ¢ TIOTCHIHACH MHSHEH PHCK, AKO HE €A HaIW9IHH THI0-6e30HacHH
TEpAICBTHYHH ATTEPHATHBH K HE & BB3MOXHO HPIIOKEHACTO Ha KaMIAH 1o nepopaneH BT,

* EIHOBPEMEHHO ¢ SHTHOHOTHKA Lied)TPHAKCOH MPH HEJOHOCEHH M AOHOCCHH HoBopoieHH (10 28-
IHEBHA BB3PACT);

» aKo cTe AeTe (Ha BE3pacT no/ 18 rouum) U ce HyXKIaeTe o7 MHOTOKPATHO HJTH IIPOB/DKHTEIIHO
JieueHHe, IOpaJH PHCKA OT H3araHe Ha aTyMHHUMH, KOHTO MOXe 13 6Be HIBAEYeH OT CTBKJIOTO Ha
amriynara;

» aKo mMare Gp6peuHo 3a60/MBaHe H ce HYXK/IAETE OT NOBTOPHO WIH HPOARDKMTEHO JICHCHHE
Mopajy PUCK OT U3jlaraHe Ha amymuHuii;

+ OPH TOTANHO NapeHTEPAHO XpaHeHe (XPaHeHe upes 1200HKAIAHE Ha CTOMAXa YPe3 TPHIAranc BpB
Beta) FOPajH PHCK OT HAATAHS Ha allyMUHHH.

Hpeaynpexaenns H SPEANAIHEA MEPKH

T'oBopete ¢ Bamms JIeKap, (apMalleBT Wi MEHIMHCKA CCCTpa, npena Aa Bu ce nprnokH Kanuues
IIOKOHAT XaMenH 95 mg/ml:

* aKO cTpagaTe oT XpoHHuHO 6L0pedHo 3aG0/ABaAHE WM MMAaTe PHCK oT ofpasypaHe HA KAMBHH BbB
Bamud NHKOYCH TPaKT,

* aKO CTpajiaTe OT OTJIaTaHe Ha KAIumii B 66pemmuTe (HeQpOKATIHHO3a);

* KO WMATE CHPACTHH 3300/ABaHNA;

» aKO MMaTe CapKOH03a (TIOJYTH WM BEATIANCHH NIETHA O THKAH, obukrOBeHO 3acarau Gemare
apoGoBe W KoKaTa);

* aK0 MMATe HapymeHa GyHKIIHN Ha GuOpeUHTe. Tosa ChCTOAHKME MOXe Ja GBAe CBBP3aHO C
OBHIDCHH HHMBA H3 KATIHE B KPBHBTA H CBPBXAKTHBHA [ApAIHTOBHTHA HKI€3a, TAKA HE Bammar aekap
BHHMMATENHO I CJIEFHU BEIecTBaTa B KpBBTa By 1 e nofly4aBare T0Ba JCKAPCTBO CAMO aKO €
aGCOMOTHO BEOOXOAMMO.

Tosa nexapcTeo He TPSOBa a Ce CMECBA HITH NpHAara €AHOBPEMEHHO C apTUOHOTHKA 1 TPHAKCOH,
AOpPH upe3 pasIHUHH HRGY3HOHHH JIMHUA HIH Pa3THHA MecTa 332 HH(pY3Hi.

ToBa JieKapcTBO He TPAOBA [ia Ce CMEcha Wil NPHIIATa eHOBPEMEHHO C HATPHCS GuxapOoHar
(nOHAKOTa M3NO3BAH 34 JieueHHe Ha TeKKA XHIICPKATHEMHA ).

ToBa EKApCTBO TPAOBA J1a C& HIDKEKTHPA WK NIPHIAra 5pes wrdysus 6aeso, 3a 1a ce NPSAOTBPATH,
KOPATO € BEIMOIKHO, PA3IIHPABAHE HA KPEBOHOCHHTE CHI0BE WIH HapylueHa crpaedHa GyHKIHA.
IpekaneHo G5P30TO HIDKEKTHPAHE WK IPHJIAraHe Ha pH}y3HA MOKE 12 IPHYHHH CBP/ICEHO-CH0BH
HeXeNAHH PeaKiHH Mopajd BHCOKHTE HHBA HA KAJIEIHIA.

KoraTto ToBa NeKapCTBO ¢ MIDKEKTHPa WIK NprJara 9pe3 uHdy3Hs BbB BenaTa Bu (BeHO3HA
HIDKeKIHs WA rHQY3HA), chprero Bu 1pabBa ga 6bjie HabmoONABAHO, 34 N1a ¢& rapaHTHpa, Ye BCAKO
BIONIABAHE Ha CHpAEUHATa (YHKIIHS, KATO TEXKKA apHTMHA (nepenobeH ChpACICH puTHM), e 660
JeKyBaHO He3abaBHO.

Kanuues CIIOKOHAT XaMeTH 95 mg/mi MoKe 1a MPHIHHH JIOKATHO APA3HEHE Ha THKAHHTE,
3auepBABAHETO HA KOXKATA, YCEMAHETO 32 [IapeHe | H0JIKA 110 BPEME Ha HIDKEKTHPaHE MM MPKIAraHe
upes HH(Y3HS BbB BEHA MOXE Jia TIOKa3Ba, 9€ JISKAPCTBOTO © GO MPHIIOKEHO CITyHaHHO H3BBH
KPBBOHOCEH CBA, KOSTO MOXE Jia oBene Ao CEPUO3HO YBPEXIAHE HA THKAHWTE (Hexpo3a HA KOQJKATA).
BammAT fiexap L€ CE YBEPH, U€ PasTBOPBT He HITHYA B TBKAH OKOJIO KPBBOHOCHHA CBJI H BHUMATETHO
e HabmonaBa MACTOTO Ha HHXKEKTHpAHE HIH MPWIAraHe Ha HHpY3HATA.

TTo BpeMe Ha JeueHHETO HHBATA HA KAILMH B KPLBTA H ypHHATA HIE 6BaaT BHHMATERHO
TPOCIIeIABAHH.

AJTyMHHHEBHAT OKCH MOXe /1a 6b/1e H3BIEHEH OT aMITyTHOTO CTBIJIO OT
TMosUlIeHHTe HABA Ha aNyMHHKLE MOTAT A3 IOREAAT KO PHCKOBS, CBBP3aHH C
AMyMHHHAA, KATO HEKCTAHH PEAKIMH BEPXY MAHEPATH3AIH:ITA Ha KOCTHTE H



pasBuTHE (MO3BK M HEPBHA CHCTEMA), KAKTO H 10 HAPYINCHHE HA KPBBTA; PH KOETO OPTAHHTE H-
THKAHHTE B TANOTO HE TICAYYaBaT JOCTaTHIHC KHCAOPOX (MHKpOLIHTHA aHEMHA), ocobeHo IpH
yA3BHMH MALMEHTH, KATO Te3H ¢ GuOpeuno yBpexIane o feia (non 18 rogum).

Jpyra Jexapcersa A Kainaes riioKONAT XAMEIH 95 mg/ml

Hndopmmupaiire Banmua nexap Wi GapManesT, ako IipHeMaTe, HACKOPO €16 npreMalli WK ¢
BHIMOKHO 73 IIPHEMETE IPYTH JIeKapceTna. ToBa € 0CO0SHO BKHO 32 ClIEIHHTE JEKAPCTBA, Thil KATO
Te MoKe Aa B3ammozielictrar ¢ Kantues rmoxosar xamens 95 mg/ml:

+ JIATOKCHH (TEKAPCTBO 32 CHPLE) ¥ APYTH CHPJSTHH ITHKOZH/H - MOTAT /id NOBHINAT DeiCTBHETO CH;
* TRA3HAIHY JEYPETHIM (ONpeAeneHH BOAKH TabNeTKH) - MOTaT 12 HAMANAT crioco0HOCTTa Ha TAOTO
BH [a e/IHMHHHpPa KATIHA ¥ TaKa Aa A0BE/JAT KO BHCOKH HHBA KA KaJTIHit;

« siedrrpuakcon (aHTHOHOTHK) - MOPajiH PHCKA OT YTAABAHE, HE TpAGBa Ja ce JaBa eXHOBPEMEHHO,
JIOPH 4Upe3 OTACIHH HRhYIHOHHH JTHHHH,

» anpeHaNMH (enuHedpPHH), IEKAPCTBO, H3NOI3BAHO ClIEA Chp/eTHA XHPYPIHi - MOXe Ia HaManu
aelicTBHETO CH,

o MAFHE3HAT M KAJMIMAAT MOTAT 13 HAMARAT ACHCTBHETO CH €1MH HA JIPYT;

+ GNOKEPH Ha KANIHEBHTE KAHAIH (CHPAECYHH JIEKAPCTBa) - MOKE 112 HAMARAT AeHCTBHETO CH;

« paraMuH D - TpaGea fa ce MIOATBA BHCOK NPHEM.

bBpeMennoCT B KbpMene
AKo cTe GpeMeHHa HIH KbPMHTE, CMATATE, 1€ MOXKES 11a CTE fpeMeHHa HH [UIaHHpaTe GpeMeHHocT,
[OCHBETBAITE ce ¢ Bamus nexap HiM GapMaUeBT npelH ynorpebara Ha TOBa NEKAPCTBO.

Kamues rAIOKOHAT XamelH 95 mg/ml ne Tpabea a ce H3MON3BA M0 BPEME HA GpeMeHHOCT, OCBEH aKO
He ¢ a6COoMmOTHO HeODXOAHMO.

Taii KATO KATIMAT e OTHEN B KbpMaTa, o6chieTe ¢ Bams nexap Jam KpMEHETO TpabBa fa ce
TpeKpaTH.

IMojuapane B paboTa ¢ MAMARE
He e BepoATHO TOBA JICKAPCTBO J1a HMa eeKT BBPXY crocobHoCTTa 32 modupane K pabora ¢
MAIIHHA.

3. Kak ce npaaara Kaigges raokonar xamens 95 mg/ml

BammaTa MEAMIMHCKA CECTPa WIH JieKap Iie B nocrasi HHKEKIMATA HITH uH{y3unTa BB BeHa.
Bammusrt leKap e PeNii NPABHIHATA J03MPOBKa 32 Bac i BamieTo KeTe, KAKTO 1 Kak 1 Kora Li¢

Obae MpUNOMKEHO JEKAPCTBOTO.

JleqeHHe Ha OCTPA CHMITTOMATHYHA XHITOKAIITHEMHA B OCTPA TEXKA XHICPKATHEMHUS cne i 6e3
npomens B EKT

BespacTud
IMpenophauTeNHATa 5034 33 BE3PACTHA € 10 ml, xoaT0 MOXKE 2ia ¢€ TIOBTOPH, aKo ¢ HEODXOAMO.

He nosege ot 50 ml (5 ammyims) or Kammmes rmokoHaT xamelH 95 mg/ml ce npenopbiba 3a
IPHICKEHHE 32 IEPHOJ, OT 24 4aca MOPajlH PUCK OT H3JIAraHe Ha ANYMHHHH.

HoBopoaeHH, fena i IOHOHIH
Tlopany pHcKa OT MAMATAHE HA ATyMHHHIA, HE TIOBEYE OT 1 ml/kg Teaecsio Terio ot Kammes

FIOKOHAT XaMesiH 95 mg/ml ce Mpentops4sa 3a NPHACKEHHE NIPH HOBOPOICHH 1 AeNA HA Bb3PacT
mag 1 mecen xo 17 roamax 32 NepHon oT 24 Gaca.

B ciTyuaii Ha JIeKH CHMITTOMH Ha XMIIOKA/IIMEMBS, KOHTO 3aCATaT HEPBHTE M MYC
npe/noYeTe nepopanHa 1oGasKa Ha KATIMN.




HIHTPaBEHOSHOTO JIEYEHHE ¢ TOBA IEKAPCTBO HA OCTPa CUMITTOMATHMEHA XANOKAMIHeMs A TpAGBa 12
GBie MOCTEABAHA OT NEPOPATHO MPHEMAHE HA KATUMI, AKO € Heo0xXoaUMO, HanpuMep B CIIydYaH Ha
neduumr Ha BaramuH J1

TIpH JledeHHe Ha OCTPA TEKKA XHIICPKATHEMHA CBC HITH 6e3 npomenn B EKT' Teparmsra ¢ KAJILTAH
Tpa6Ba A ce H3TION3BA CaMO 32 NPEJIOTRPATABAHE HA CEPHOSHH CHpJIeYHH ApHTMHH, AOKATO C&
3ar0YHe APYro JeUeHHe, HaMa/IABaHI0 BUCOKHTE HHBA HA KATWH B KPBBTA.

CsplieyeH apecT MOPa/iy TeXKA XHNCPKAIHEMHAA

BrapacTHH
e [IpenopeumTenHaTa 4032 3a BE3pacTHH € 30 ml Kamupen IIOKOHAT XaMenH 95 mg/ml.

Hosoponend, AeLia B HOHOUIH
o TIpenopsuMTeIHATa X034 € 0,6 ml/kg Tenecko Terno Kamues rMoKoHAT xamend 95 mg/mli,
KOATO MOKE /ia C€ NIOBTOPH, aKO € HeODXOHMO..
Tlopamu pucka OT H3IaraHe Ha ANyMUHHA, HE NOBEUE OT 1 mi/kg Tenecno Terno or Kampues
[IOKOHAT XamenH 95 mg/ml ce npernophUuBa 3a NPHIOKEHAE NPH HOBOPOACHH H [ielA HA BLIPACT
nax 1 mecen ao 17 roamun 3a niepros o 24 Yaca.

KaTo ce B3eMe IPeABHA CHABPKAHNETO Ha ATyMHHUH B €[[HA aMITy/1a (xoraTo ce H3MepBa B Kpasi Ha
CpOKA HA FOTTHOCT) M NPEBHZL HACTOALIMTE HAYTHH MOSHAHKS, HO MOIKE /12 Ce HIKAKOMH, ¢
WJIAFAHETO HA AyMHHMIH {NpH NpHIaraHe Ha Moseye oT npenopsYHTEHNkS Gpo AMITYJIH) HAMa J1a
nonpaHece 3a GhemoTo 0010 H3araHe Ha amyMusHi (OT OKOJTHATA CPeaa, nHTeliHa BOJA M XpaHa) M
OTEHLMATHATA TOKCHIHOCT NpH mauuenTyte. [JopaaH TO3H PACK MHOTOKPATHO Wi MPOABIDKHTEIHO
nieueHne npy feva (nox 18 ronuHHA) He ce NpenophIBa.

Tpa6sa cre nernany, korato Bu npunarat 1eKapereoTo.
HupaTa Ha KaiIii B KPHBTa M YPHHATA L¢ Ce MPOBEPABAT MO BPCME HA JeHeHHeTO.

Axo Br e npuImKeHA HOBee OT HeoGX0AEMATA 034 Kannnes roKOHAT XAMEIH 95 mg/mi

Tl KaTO JIekapcTBOTO e Bu 6b¢ MPHAOKEHO OT MEKAP HITH ME/IHLIMHCKA CecTpa, € Mafko BepoATHO
na BH ce IPHIoKH TTPEKANEHO MHOTO, AKO CMATATE, 9¢ B e npRIOKEHO NPEKAISHO MHOTO, HMATE
rajicHe HTH NOBPBIIAHE, MMATE 3aneK, GoJika B CTOMAaXa, CTPajiaTe OT MyCKYIIHa cnabocT, TyBCTBaTE
HKAKIA, HMATE MHOTO YPHHA, JyBCTBATE C& 0OBPKAHN HIH HMATe HoJIKa B KOCTHTE, TpaOBa He3abaBHO
1A KaXKeTe Ha JIHLETO, koeTo By nmpunara IEKapcTBOTO.

4. Bp3MOKHE HeXKEISHE PeAKIHY

KAaKTO BCHYIKH JIEKAPCTBA, TOBA JIEKAPCTBO MOXKE fia MPE/H3BHKA HEKC/IAKH peakiliH, BBIPEKH Y€ HE
BCEKH [H TIONYYaBa.

BBb3MOKHE CEPHOIHH HEKEIAHH peaknad
Tlpa nosBa BA HAKOY OT CJICAHATE ACKEIAHHE peaknus He3a6aBRO YBEROMETE RBamng Jexap:

Penxw (Morar aa 3acersar zio 1 na 1000 IyIIH):

» TeKKH, 8 B HAKOH CITytdad H aTajiHy, HeXKCJIaHH PeaKllHH ¢a croGmeHn Tpy HEOHOCEHH
JOHOCEHH HOBOPOJIEHH (Ha BB3pacT <28 /iHH), KOHTO ca OWIH JIeKyBaHH ¢ HHTPABCHOICH
nedrpuakcoH 1 xamwi. HaGymoaasasu ca ytaiiku Ha nedrrpHakcod-Kalluesa coll B Geman npod u
6uOpewpTe caell CMBPTTa.

C HeM3BecTHA 4ecToTa (0T HAJIMMHHMTE JaHHH HE MOXKE 13 6b/ie Harpasena oLe
« GaBeH KM HEPEAOBEH CHPACHEH MYJIC,

« CTIA/] HA KPBBHOTO HAJIAraHe (XHNOTOHHA),

» KOJIATIC HA KPBBOOOPAIIEHHETO, BEPOATHO (aTalieH;



* pas’lTHpABAHE HA KPRBOHOCHHTC CBbIORE,

* rOpeIH BHIHH, ITABHO CIICA TRBPAC 6‘bp30 TpHiarate Ha JeKapCTBOTO,
* FAICHS WK MOBPBIIAHE]

* yCeIaHe 3a TOILTHHA,

* H3MIOTABAHEC,

HexenaHn peakns, korato Kaanaes rioxonar xamenn 95 mg/ml ce NpAJATA HENPABAJIHO
HJIH NPH CHENHAJHE CATYAIHE

» [Tpexasneno 6bP30TC HIDKEKTHPaHe HWIH TIpHIAraHe upes uH(y3u1 MOXe Ia DPHIHHH CHPACHHO-
CBIOBH HEKEAHH PEAKIHE, TOPANH BHCOKHTE HHBA Ha Kammi. HanaueTo 1 9ecToTaTa Ha TAKHEA
CHMIITOMH 3aBHCAT TIPAKO OT CKOPOCTTA HA HIDKEKTHPAHE HIIH HA HHQY3UATa W NPAIOKEHaTa 103a.°
Crobmasa ce, %€ CIeA H3THYaHe Ha pasTBopa OT BeHa B 3a00HKANAIIATE ThiAH (excTpaBasais) MOXE
J1a C& MOABH OTIArAHE HA KaALMi B MekaTa TekaH. Moxe Xa 6be NOCNESABAHO OT JHOMESHE H
paspylBaBaHe Ha KOXKATA.

« Ako Ka/lues rmokoHaT xamenH 95 mg/ml ce npuiara KATO MHOFOKPATHO HITH HPOBIDKHTETHO
fieueHHe npH Aena nof 18 roMHH WITH MallHeHTH ¢ 610peuny 3abonaBanmd, CHIIECTBYBA
TMOTEHIHMANICH PHCK OT HATPYIBaHe HA ATyMHHUMIA @ MOFaT [1a BB3HHKHAT HERCIAHH peakiuiH, Karo
HAPYIICHHA HA MO3BYHO PA3BHTHE H Ha pacTexka Ha KOCTHTE H HapyIICHHE Ha KPERTA, MpH KOETO
OPraHHTE ¥ THKAHHTE B TAIOTO HE MONYYaRaT HOCTATHIHO KHCIOPOJ (MBKpOIATHA AHCMMA).

AKO CMATaTe, 4€ TOBA JIEKApCTBO BY CH3/1aBa HAKAKBH NIPOOIEMH HITH CE IPHTECHABATE,
KOHCY/ITHpaiiTe ce ¢ Bamus jiekap, MEJMIIHHCKA CECTpa HIH tapmatest.

Crofmapane HA HEXKEIAHH PEAKNHE

AKO IOMYTHTE HAKAKBH HOKEIaHH JIEKAPCTBEHH PCAKLMH, YBE/IOMETE Bammmsa nckap, GapManesT HIH
MeNMIEACKA cecTpa. ToBa BKMOYBa BCHUKH BH3MOMKHN HEOMICAHH B Ta3H JIMCTOBKA He/KeJaHY
peakm. Moxere cbio na CHOOIIMTE HEKENAHH peaKi[HH AUPCKTHO Upe3 HannaHETEEHA arcHIMA 10
neKapcTBaTa, yi. ,.Jlaman Ipyes® Ne 8, 1303 Codus, Te.: +35928903417, yebcaiiT: www.bda.bg.
Karto cho0ImapaTe HEeanH PEaKIHH, MOKETe J1a JAieTe CBOA MPHUHOC 32 NOydabaHe Ha oBeye
HH(OpMALHS OTHOCHO GE30MACHOCTTA HA TOBA JICKAPCTBO.

5. Kak Aa cexpanssate Kanngen rmoxonar xamens 95 mg/ml

Jla ce CHXpaHABa HA MACTO, HEAOCTHITHO 32 Jela.

He w3noiBaiiTe ToBa IEKAPCTBO CIIE] CPOKA Ha FOJHOCT, oT0ens3an BPXY CTHKCTA H KAPTOHEHATA
onakoska ciex ,.Toner no%. CpoKsT Ha TOIHOCT OTIOBapA Ha MOCNE/HHA NIEH OT HOCOUEHHA Mecell.

Toak NeKapcTBEH NPOIYKT HE H3NCKBA CIIELHANHM YCIOBKA 32 CHXPAHEHHE.

JlekapcTBEHMAT MPOAYKT TPAGBa Aa Ce U3MON3LA BEAHArA CIIE]| OTBAPAHE HA OMAKOBKATA.

IMpurorseHH HHQY3HOHHH PA3TBOPH:

XuMHYecKaTa M (M3HIECKATA CTAGHIHOCT NP YNoTpe6a e 0Ka3aHa B PAsTBOP Ha MIIOK03a 5% u
pasTBOp Ha Hatpues Xnopun 0,9% 3a 24 yaca mpu 25°C. Ot MEKpOOHONOrHYHA IIISIHA TOYKA,
JeKapCTBEHHAT IPOYKT TpAGBa fla ce H3M0N3Ba He3abaBHO. AXO He Ce H3NOM3BA pejiHara, BpeMeTo 1
YCJIOBWATA 38 ChXPAHEHHE TIPS yToTpeba ¢a OTrOBOPHOCT Ha noTpeSHTeN.

He H3n0A3BaiiTe TOBA JIEKAPCTBO, aKO 3abenekure, 9 PasTBOPET M0Ka3Ba NPOMAHA B 1BETA, YTASBAHE

HITH ApYTA BHANMH HaCTHIH.

6. Coappaanne HA OHAKOBKATA H JONLIHHTEIHA HEOPMATHL




Kaxeo coanpxa Kannaes raoxonar xamean 95 mg/ml

AKTHBHOTO BEIIECTBO € KaNI{HeB [SHEOKOHAT 33 HIKeKIHH. | ml pa3TBop ChABpHka 95 mg KanuKes
[TIOKOHAT 33 WHKeKIH,ckeuBarented Ha 0,21 mmol kamuuii. ‘

10 ml pastBop chABPHRAT 950 Mg KAMMEB NIIOKOHAT 32 HHKCKIIHH, exBHBaJieHTeH Ha 2,12 mmol
KasIHiA.

JlexkapcTBOTO CHABPIKE CHIKO TAKa OMOMHOTO BEMIECTBO KANHES 3aXAPAT, exsusaitenTeH Ha 0,01
mmol kammivml (0,11 mmol xamupsii/10 mi).

O6mo chEpKaHRe Ha Kanii e 0,22 mmol/ml (2,23 mmol/10 ml).

Jipyrara chCTABKA € BOAA 32 HIDKCKITHH.

Kak miraexna Kaunges rmoxonar xamend 95 mg/ml i kaxso ChABPKA ONAKOBKATA

KaJises IIOKOHAT XaMeyH 95 mg/ml e 6ucTbp, GeaupereH pasTBOp, 6€3 BHIHMH HACTHIIH, ROCTARCH
B 10 mi Ge3upeTHY CTHKICHH aMITy|. 5 Wik 10 aMIy/i BbB BCAKA ONAKOBKA.

He BCHUKH BHIOBE OTIAKOBKHM MOTAT fia GbaaT ITyCHATH B npofax0a.

IIpETEKATE! Ba PapenicHHETo 32 yuoTpela A NPOH3BOAHTEN
TipaTeKkaTes Ha PaspenienReTo 3a ynoTpeba

hameln pharma gmbh

Inselstrae 1

31787 Hameln

TepMatns

TIpow3BoaBTEA
Siegfried Hameln GmbH
Langes Feld 13

31789 Hameln
Tepmanus

HBM Pharma s.r.0.
Sklabinska 30

036 80 Martin
Cnopaxua

hameln rds s.r.o.
Horna 36

900 01 Modra
CroBakus

T3 JieKapCTBEH NPOAYKT € paspenieA 3a yNoTpeia B TLPRABHTE WICHKE HA EHII non
cAeHATE RMEHA:

Brarapus KajHes rNOKORAT XaMelH 95 mg/m)] MKeKIMOHEH pasTBOp
Uemka permyOIHKA Calcium Gluconate hameln

VHrapua Calcium Gluconate hameln 95 mg/ml oldatos injekci6
Tlomna Calcium Gluconate hameln

PymMoaEs Gluconat de calciu hameln 95 mp/ml solutie injectabili
Criosakns Calcium Gluconate hameln 10 % injekény roztok

JaTa Ha nocjeiHO Opepa3riexaae HA JACTOBKATA! 10/2021

X-

TlocouenaTa no-A0Ty HHGOPMALTHA € MPEAHAZHAYECHA CAMO 32 METHIIWHCKH CTie



HHCTPYKHUH 3A ITPUTOTBAHE 3A:

Kajxnmes I7HOKOHAT XAMeIH 95 mg/ml aRkeKNHOBEEH PAITBOD

- BesupeTeH, Mpo3padcH pa3TBop 663 BHAMMA HaCTHLM,
-pH 6,0 - 7,0;

- ocmonamurer 270 - 310 mOsmol/kg;

- 33 HHTPABEHO3HO NPHIOXKEHHE.

Mona mpouerere Kparkara XapakTepucTvka Ha IPOAYKTA 34 MBIHATA HHGpOpMALHA 3a NPETHCBAHE H
33 APYTH JaHHH.

Hauna Ba OpHIOKCHEES
3a GaBHA MHTPABEHO3HA HIKEKIIAA H/WIH HHY3HA.

TNauuesTHT TP6BA /T2 € B NETHANIO HOJONKenHe M TpAOBa Nia Gblle BHHMATETHO HabmoxnaBaH No BpeMe
Ha npanoxenue. HabmonenneTo Tpa6Ba Aa BKIKOYBA HABOTO HA kamuwmii B wasmara ¥ EKT.

Tpabpa Jia ce OCHIypH NOAXOAANI BEHO3EH JI0CTHIL, ThH KATO H3BBHCHA0BOTO IpHIOKEHHE MOKE 12
A0Bele [0 TeKKH KOXHH HapaHABAHHA, BKIIFOUHTE/IHO HEKPO32 HA THKAHWTE.

CkopocTTa Ha HHTPaBEHO3HO MPHUIIOXKEHHE HE Tpatpa Aa naapHmasa 0,45 mmol Kamui B MEHYTa
npu BE3pacTHA 1 0,22 mmol kamuuii B MHHYTa KaTo Gonyc pH Aena. [Mpu HenpeKBCHATH HHGbY3HA
ckopocTTa TpaGBa 1a ce KOPHrHpa B3 OCHOBA Ha CEPYMHHTE HHBA HA KT M TEXKECTTa Ha
CHMITTOMMTE Ha XHIIOKALHACMHA.

3a NeueHHE Ha OCTPa TEXKKA XUIIEpKANTHEMHA JI03ATA H CKOpOCTTA Ha [IPAJIOKEHHE Tpabpa ja ce
THTPHPAT H KODHTHPAT B 3aBHCHMOCT OT NPOCTICAABAKCYO HA EKT.

HozmpoBka

OcTpa CHMITTOMBTHYHA XHTIOKANIMCMHA

HopMaiHaTa KOHUEHTpPallHs Ha KA B IL1a3MAaT2 & B TPAHHIIATE Ha 2,25 - 2,75 mmol wia 4,5 -
5,5 mEq Ha AATBp NipH BE3pacTHH. Jlewenuero TPAGEA fa € HACOUCHO KbM BE3CTAHOBABAHE HITH
MOATLPAKAHE HA TOBA HABO.

OcTpa TEXKKA XHIICPKATHEMUA H/WITH TIPOMCHH B EKT

KammpesaTa Tepanus npH TeXKa XHICPKANHEMHA HMa 3a LIEN /i IPCAOTBPATH PA3BHTHETO Ha
CEPHOIHH CHPJIEMHH apHTMHH H TaKa JIa ¢ HOpMa/H3Hpa EKT', Z0KaTO ce MpempHeMaT IPyTH MEpKH
33 MOHMXABAHE HA HHBATA HA KATHii.

JleweHHETO ¢ KAJIIHH IpH BB3PAacTHH TPAOBA Jia C¢ 2afovHe, KOraTo MIasMEeHaTa KOHISHTpALas Ha
Kl Hagewm 6,5 mmol/L w/mmm npu Hanudme Ha mpomenw B EKT.

TTpu neAMATPUYHH NALMEHTH PEIIEHHETO 32 3AMI0YRAHE Ha KAIIMEBA TCpAITHA TpAGBa Na ce 0CHOBABA
Ha CEpyMHHTE KOHUCHTPALIAH HA KAIUH H/HWIH HAHYHETO Ha IIPOMEHH B EKT. Benpexu ToBa Tpa0Ba

[

Ja ¢e cnenpar MEeCTHHTE YKa3aHHA 3a HuUBaTa HA KAJIHH, KOHTO HANarat ocrpo NieveHHE ¢ KaiMii.

KarmmeBata Tepanws He TpaGBa Aa ce Npijara PyTHHHO 10 BPEME Ha CHP/ICUeH apecT HpH BB3PacTHH,
JieT1a i IOHOIIH, 4 CAMO MO BPEME Ha ChPACTHA PEAHHMAIIMA NIOPATH XUNCPKATHOMAA.




KaiiieBHTe COMH MOTAT /]a 05pa3yBaT KOMIUIEKCH C MHOTO JICKAPCTBA H TOBA MOMKE Aa oBeAE 10
yraiika, KajuuessTe COMK €2 HECBMECTHMH C OKHC/IHTCH, LIMTPaTH, pasTBOpHMEA KapOOHATH,
GuxapGoHaTu, okcanaTs, ocdary, TapTapaTH A cyndari. Crobmasa ce 1 3a puIMIECKa
HECHBMECTHMOCT ¢ amOTEpHINH, ledanoTHE HATpy, HedazonuH HaTpuii, nedamangon HagaT,
uedTpHaKcoH, HOBOGHOLH HATPHI, noGyraMAH XHAPOXIIOPHA, IPOXA0pIepasAH H TeTPALUKIHHH.

Paspexnane

3a NPWIOKCHHE TPE3 HENPEKBCHATA HHTPABCHOSHA uRQy3ua Kaniyker TIOKORAT XaMeH 95 mg/ml
MOE Jia e paspexna ¢ 5% riokosa wim 0,9% HaTPHEB XBOpHI.

XumydeckaTa H pusHaeckaTa cTaGHIHOCT IpH YROTpeDa € I0Ka3aHa B PasTEOP Ha EoKo3a 5% #
pasTeop Ha HaTpHes xnopusl 0,9% 3a 24 yaca npA 25°C.

PaspeskaaseTo TpaGBa jia ce H3BBPUIH IPH aCeITHYHH YC/IOBHA. Tlpemw npsiaraie pasrBOpLT Tpabea
113 6'bJle MHCIIEKTHPaH BH3YATHO 38 HAIHYME HA YACTAM U IPOMAHA B npera. PasrsopsT TpabBa Aa ce
H3MO0JI3BA CAMO aKO € Ipo3padeH H 6es JacTHllE.

Ot MEXpOGHONIOTHYHA FJe/IHA TOYKA, NeKAPCTBEHHAT MPOTYKT TpaGBa JIa ce H3NON3Ba He3a6aBHO.
AKO HE C& H3NONI3Ba BEAHATa, BPEMETO H YC/IOBHATA 32 ChXpaHeHHE NPe/iH yrotpeGa ca OTTOBOPHOCT

Ha noTpeburens.
TpaGba 1a ce H36ArBa pasperkAHETO B PAITBOP, ChALPHKAIL Suxapbonat, docdar Wi cyndar.

Coxpanenne
To31 TEKAPCTBEH NPOAYKT HE H3UCKBA CIICIHATHY YCTIOBHA 32 CHXPaHCHHE,

Camo 3a eHOKpaTHa yriorpeba.
Hsma coelManis H3HCKBaHHA 32 H3XBBPIIAHE.




