KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM PA3SPEHIEHME 3A THbPI'OBUA Ne 0022-3109

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUA ITIPOAYKT

Kanteran, 250 mg/ml + 80 mg/ml + 10 mg/ml nndy3uonen pa3TBop 3a KOHE, TOBEa U CBUHE

2. KAYECTBEH U KOJIMYECTBEH CbCTAB
Bcexu ml cpappxa:

AKTHBHH CyOCTAHIIMH:

Calcium gluconate for injection 250 mg (ekBUBaJIeHTHO Ha 22,35 mg
calcium umu 0,56 mmol Ca®")

Magnesium chloride hexahydrate 80 mg (exBUBaNEeHTHO Ha 9,56 mg
magnesium i 0,39 mmol Mg®")

Sodium glycerophosphate pentahydrate 10 mg (exBuBanentTHo Ha 1,01 mg

phosphorus umm 0,03 mmol P*)

ExcuunuenrTu:
BopHa kucennna 50 mg

3a IBJIHUS CITUCHK HA SKCIIMITUEHTHUTE, BIK T. 6.1.

3. OAPMALHEBTUYHA ®OPMA

WndysnoneH pazTBop.

Buctbp, KBAT 10 KaeHUKAB Pa3TBOP.
pH na paztBopa 3,0 — 4,0
Ocmonanuter 1900-2300 mOsmol/kg

4. KJIMHUYHU JAHHU

4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaYeH BMII

Komne, rosena, cBune.

4.2 TepaneBTUYHH MOKA3aHMSL, ONIPeAeIeHH 32 OTAEJHUTE BUTOBE ;KUBOTHHU

JleueHue Ha eNEKTPOIUTHY HAPYIICHUS TPU 003aiHUI (HEAOCTUT'HT HA KAJIM OOMKHOBEHO Ce
MpHUApYXaBa OT HEJOCTUT Ha MarHe3ui u gocdop):

Kone: ximHMYHA hopMa Ha XUTIOKAITUEMHS,

loBena: kmHMYHA hopMa Ha XUTIOKAIIMEMHs, T.€. MIICYHA Tpecka (Tape3a Mpey Wiu CIiel paKaaHe,
TepUIIapTpUyMHa TIape3a) U TPeBHA TeTaHus (KIMHUYHA (popMa Ha XUTIOMarHe3ueMus);

CauHe: KIMHMYHA (hopMa Ha XHUMTOKAIIUEMHUS (TTape3a MPpeIy WIH CIIeA PaKIaHEeTo, IePUITapTPUyMHA
napesa).

4.3 I[MpoTuBoNmOKa3aHUs

I[a HC CC U3M0JI3BAa MPU CBPBXUYBCTBUTCIIHOCT KbM dKTUBHUTC CY6CTaHLII/II/I WM KbM HSKOH OT
CKCIHUIIUCHTUTC.
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I[a HC CC M3II0JI3BA B CIIy4ar Ha XUIICPKAJINUCMUA U XUTICPMATHE3NCMU A, NANOIIAaTUIHA
XUIIOKaJIIuEeMus Npu >er6qera, B CJIy4ald Ha KaJIIUHO3a IpH MPCKUBHU ) KUBOTHH.

I[a HC CC M3M0JI3BA MPU XUIICPAKTUBHHU ) KNBOTHH.

I[a HC CC M3M0JI3BAa IMPU XPOHUYIHA 6L6peqHa HEAOCTAaTBbYHOCT WX IIPU HAPYIICHUA Ha
Kp”bB006paH_IeHI/IeT0 W1 CbpACHYHATaA HCP’IHOCT.

I[a HC CC HU3II0JI3BA B cnyqaﬁ Ha CCINTUIICMUYHU ITPOLCCHU B XOAa HA OCTHp MAaCTUT MPH roBeAaTa.

I[a HC CC MU3IMI0JI3Ba CJICA IMPUEM Ha BUCOKU NO3U BUTAMHUH D3A I[a HEC CC U3M0JI3Ba CAHOBPEMCHHO WJIN
HCMMOCPCACTBCHO CJICA MpUjlaraHC Ha HCOPraHWIHU (l)OC(l)OpHI/I pa3TBOpHU.

4.4 Crenmna/iHu NpeANa3Hu MEePKH 32 BCeKH BH/I 'KHUBOTHH, 32 KOMTO e npegHasHadyen BMII

B cnyqaﬁ Ha OCTpa XUIIOMAarue3nemMus (TpeBHa TeTaHI/ISI) IIpu ropeaaTa Ce nmpenopbiBa JOIIBJIHUTCIIHO
Z[06aB$IHe Ha MarHe3ui.

4.5 Crnenmna/iHu NpeANasHU MePKH NIPH yoTpeda

CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

[Ipean mpunokeHune pa3TBOPHT TPAOBA Ja ce 3aTOIJIH [0 TEeIeCHa TeMIIepaTypa.
BerepuHapHOMETUIIMHCKUAT MIPOAYKT TPAOBa J1a ce mpuiiara 6aBHoO, 3a J1a ce n30erHat
HeOMaronpusTHH peakluu KaTo 3ary0a Ha paBHOBecue u apuTMu. [1o Bpeme Ha HHTPaBEHO3HHUTE
nHQy3uu TpsOBa Aa ce Clenu ChpledHaTa U IuxatenHara GyHKIus (4pe3 ayCKyJITalus).

CHCLII/IaJ'IHI/I Oopeanasdy MCPKH 3a JulaTa, rmpujaaraimy BETCPUHAPHOMCAUTTMHCKHWSA MPOAYKT HA
XKHMBOTHHUTC

To3u BeTepUHAPHOMETUIIMHCKY MPOAYKT ChAbPKa OOpHA KHCETHHA M HE TpAOBa Ja ce mpujara oT
OpeMEHHHM JKCHH, TOTPEOMTETM B JETEPOIHA BBH3PACT W IMOTPEOUTENH, KOMTO CE OMHTBAT [1a
3a0peMeHesT.

Jla ce paboTH ¢ MPOIyKTa BHUMATEITHO, 3a Jia ¢¢ M30erHe CiydyaifHO CAMOMHXKEKTHPAHE.

ITpu chaydaiiHo caMOMH)KEKTHpaHe, He3a0aBHO Ja Ce MOThPCH MEAUIIMHCKH ChBET, KATO Ha JieKaps ce
MPEAOCTABY JINCTOBKATA WITH ETHKETA Ha TPOIYKTA.

To3u MPOAYKT MOXKE J]a MPHUUMHHM JICKO Jpa3sHeHe Ha KO)KaTa M O4MTe mopaan Huckoto pH Ha chcraBa
Ha mpoaykTa. M30sreaiiTe KOHTAKT ¢ Kokata U ounTe. Korato mpoayKThT Biie3e B KOHTAKT C KOXKATa
WM 0YMTE, U3IIJIAKHETE He3a0aBHO ¢ BOA.

4.6 HeoOsaronpusiTHH peakiuu (4ecTOTa M Ba’KHOCT)

B msacToro Ha MNPUITOKCHUEC MOXC Oa BB3HHUKHC (1)H66I/IT /U CbCUpPBAaHC Ha KpPbHBTA. 3a Ja c¢
n30erHaT Te3u CbCTOSAHUA, TpSI6Ba Aa CC U3MNOJI3BAT MHTPABCHO3HU KATCTPH. HpI/I TBBPAC 6’Lp30
MPUIIOKCHUC HA MMPOAYKTAa MOXC J1da Bb3HUKHC 6paz[1/11<apz[1/1$[, apuTMUd C nocjacaBallla TaxukKapaus. B
TO3HU cnyqaﬁ MMPUITOKCHULCTO TpSI6Ba Ja 6’LZ[€ CIIPpAHO, JOKATO CUMIITOMUTC OTHIYMHAT. Ilo BpCMC Ha
I/IH(l)YBI/IHTa TpSI6Ba Aa CC CJICOAT ChbpACUHATa YE€CTOTa U PUTBMBT.

[Ipu roBena Te3n HEONATONPHUSTHHU PEAKIUN MOTAT Ja Ce MOSBIT CKOpO ciel mpuioxenuero (qo 30
MUHYTH) WM 1a ObaaT 3a0aBeHu OT 6-7 yaca 10 6 THH CIeA MPHUIIOKEHUETO.

4.7 Ynorpebda mo Bpeme Ha OPEMEHHOCT, JAKTALUS UJIH AlilleHOCEHe

BesomacHocTTa Ha BeTEpUHAPHOMEAMIIMHCKHS TPOMYKT HE € JIOKa3aHa 10 BpeMe Ha OpeMEHHOCT H
nakranus. JlabopaTopHHTE TpOy4YBaHUS ca JOKa3aidW, Ye OOpHaTa KHCEIMHA BIHSIC BBPXY
IJIOOBUTOCTTAa U pa3BuTHETO. [lpmmara ce caMo cien MpeleHKa Moj3a/pUCK OT OTTOBOPHHUS

BCTCPHUHAPCH JICKAp.

4.8 B3aumopaeiicTBHe ¢ Apyru BeTepHHAPHOMEANIMHCKH NPOAYKTH M APYTrH (POPMH Ha
B3aMMO/IelicTBHE
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BeTepI/IHapHOMeZ[I/ILII/IHCKI/IHT MIpOAYKT HE TpSI6Ba Aa CC€ U3MnoJ3Ba CAHOBPEMCHHO C APYTHU MPOAYKTH
nopaaud Bb3MOXHU BBaHMOZ[efICTBHH. HO—CHCLII/IaJ'IHO TpSI6Ba Ja C¢€ H30srBa CAHOBPCMCHHOTO
MNPUITIOKCHUE CBC CICAHUTC CY6CTaHLII/II/Il TCTPALIUKIIMHNA, HATPUCB Kap60HaT, CTpCIITOMUIIVH,
AUXUAPOCTPCIITOMUIINH Cy.]'[(l)aT. C’LpZ[CqHI/I TIIMKO3N U, CUMIIATUKOMHUMCTHUIIN WJIHW MCTHUJIIKCAHTHHH,
MPUITIOKCHU COAHOBPEMCHHO C MNpPOAYKTA, MOratr Aa 3aCUJIAT TOKCUYHHA e(l)eKT Ha KaJluus BBPXY
CbpUCTO. EZ[HOBpeMeHHOTO MPUIIOKCHUEC HAa BHUTaMUH D3 MOXE Ja OOBCAC A0 JOKaJIHa TbKaHHaA
KaJIIouHO34, 0co0€eHO B cnyqaﬁ Ha HCAUArHOCTUIIMPpAaHa XUIIOMArHe3ncMus.

4.9 /032 1 HAYMH HA IPWJIOKEHHE

[IponykTsT TpsiOBa Aa ce mpuiIara MHTPaBEHO3HO.

Wndyszusra tpsadsa ga ce npunara 6aBHO (He mo-06p30 oT 30 ml ot mpoaykTa 3a 1 MuHyTa).
[To-mankuTe 00emu TpsAOBa Ja ce mpuiaraT 4pe3 HHPY3HOHHA TOMIIA ChC CIIPUHIIOBKA.
[IpenoppunTenHuTe 03U ca:

I'oBena, xoue: 300 ml;
Temnera: 30 ml;
[pacera: 70 ml.

[Ipeanonara ce, ue 6ezomacHaTa A03a 3a kanuuid e 12 mg Ca/kg TenecHa maca. Bripeku ToBa,
MOHSKOTa B CIIy4ail Ha IOCTOSTHHA CUMIITOMH Ha KaJllueB JeUuunT, € He0OX0IMMO yBelnryaBaHe Ha
npunoxeHus ooem. O6embT He TpsiOBa aa Hagsumasa 0,8 ml/kg TenecHa Maca (KOeTo ChOTBETCTBA Ha
18 mg/kg TenecHa maca) npu equa uHGy3usa. TpsOBa a ce B3eMaT NpenBU CIICHUATHATE
NpeAyNpeKICHUs 3a yIoTpeda Ha MPOAYKTa.

B 3aBucHMOCT OT TEXECTTa Ha KIMHUYHHUTE MMpU3HAIX NPUIIOKCHUECTO HAa MMTPOAYKTa MOXKE a CC
MOBTOPHU 0 OTHIYMSABAHC Ha KIIMHUYHUTC MTPHU3HALIA.

4.10 IIpeno3upane (CHMITOMM, CIELIHH MEPKHU, AHTUIOTH), AKO € HE0OX0IUMO

MHOroKpaTHOTO IpUJIaraHe Ha 031, MO-BUCOKH OT MPENOpbYaHUTE, KAKTO U TBBPIE ObP30TO
MpujaraHe Morat Ja IpeIu3BUKaT rajieie, MyCKyJIHa C1a0oCT, TaXUKapus Cliell IbpBOHAYAIIHA
OpanukapIus ¥ apuTMUs, U JOPH allepTuyHa peakius. AKO ce MOSABAT NPU3HAIM Ha MPEeAo3nupaHe,
nHQy3uaTa TpsiOBa He3abaBHO Ja ce cIIpe.

4.11 KapenTtHu cpoxoBe

Komne, rosena, ceune:
Meco u BBTpEIIHU OpPTraHu: HyJa JTHU.

Komne, rosena:
Musiko: Hyna yaca.

5. OAPMAKOJOTUYHU OCOBEHOCTH

dapmakoTepaneBTUYHa Tpyna: MuHepamTHu 100aBKH, Kaaluii, KOMOWHAIMK ¢ BUTaMuH D w/umm
JpYyTrH CyOCTaHIIUH.
Berepunapuomenuuuncku Anatomo-Tepanestuuen Kon: QA12AX

5.1 ®dapMaKOIMHAMUYHH CBOICTBA

KaJ’ILII/IHT € CIUH OT Hall-BaXKHUTC XHMUYHH CIICMCHTH B opraHmsmMa Ha XopaTa M XKHUBOTHUTC,
H606XOZ[I/IM 3a IMOAABPIKAHC HaA IMOAXOoAdANla CTPYKTypa Ha KOCTUTC U 3p0uTe. B JOITBJIHCHHUC, TOH
urpac BaxHa poJisi B MpoLeCa Ha MYCKYJIHO CBKpAIICHHUC U B MHOI'O JAPpYyru OHOXMMUYHU mpounecuy,
KaTO CbCUPBAHC HA KPBbBTA, HCPBHA IPOBOAUMOCT HUJIN (bYHKLII/IH Ha MYCKYJIHUTC KJICTKU. Cmsra CC, 4
KaJIIOUAT 1104 (bopMaTa Ha TIIOKOHAT € 0CO0eHO0 e(l)eKTI/IBeH IIpU JICHCHUCTO Ha XUIIOKAJIIICMUS.
Marue3usr HOZ[06H0 Ha KaJus € MaAaKpOCIICMCHT C T'OJIAMO OHOJIOrHYHO 3HAYCHUE.
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Toii meiicTBa KaTo KOCH3MM B MHOTO CH3MMHH pPEaKIMH, 0COOCHO TE3H, CBBP3aHU C TPAHCIIOpTa Ha
BHCOKOeHepruiiHu (ocaru. OcBeH TOBa TOH CTUMYIHpa HEPBHO-MYCKYJIHOTO IpeaaBaHe (KaTo
MPEIOTBpATABA MOsABATa HA MAPOKCU3MAITHA TOHUYHO-KJIIOHMYHHU M TETAaHYCOBM KOHTPAKITHH ), TTOTUCKA
OCBOOOXK/IABAHETO Ha allCTUIIXOJIUH B HEPBHO-MYCKYJTHOTO ChEAMHEHHUE, CTUMYJHpA CEKpElHsTa Ha
MapaTXOPMOH M YYacTBa B PEryJIMPaHETO Ha KamilueBus MeTabonm3bM. ChIlecTByBa 3a0eleKuTeTHA
3aBUCHMOCT MKy Kaimus W marHe3us. Kamusar nelicTBa aHTaroHWCTUYHO Ha MarHe3us BBPXY
ChpJieUHATa U HEPBHO-MYCKYyTHaTa JICHHOCT.

XuromarHesueMusITa Karo CaMOCTOSTETHO CBhCTOSIHME ce HaOmojaBa psnko. Haii-uecto T e
CBBp3aHa C HEJOCTUT Ha Kamuud W (ocdaTH, YUUTO CUMITOMH YECTO MACKHPAT CHMITOMHTE Ha
XUMOMArHE3HEMUS.

HatpueBusar rimunepodocdar e n3rounuk Ha dochati, KOUTO MOAIIOMAraT JICUCHUETO Ha aucOaianca
Ha kanuueBus u ¢ochopaus MerabonmmusbM. nmuepodocdarsT e BUCOKOEHEpTHEeH (akTop, KOHTO
Meauupa KataOoTHM W aHAOONHHM pPEaKIWH, Wrpae BakHa pojis B Meraboiau3Ma Ha Ma3HUHHTE,
Meaunpa OnocruHTe3aTa Ha HocaTHIMITXOTUHY U JICIUTHHHM, CHIIO Taka € cyocTpar 3a ocdarasure.
B xona Ha xumokanmuemusTa napatupeougHusT xopmon (PTH) yBennuaBa cexkpenusita Ha dochop B
ypUHATa W CIIOHKATa, KOETO 3aTPyIHSABA ONpPEICISHETO Ha JEHCTBHTEIHOTO HHMBO Ha Qocdopa u
MPUYMHABA XUTIOPOChHATEMHS 3a€THO C XUTTOKAIIIHEMUSI.

5.2 PGapMaKOKHHETHYHH 0COOEHOCTH

JeBeTecer U ACBET MPOLIEHTA OT TeJIECHUS Kanuuii ce Hamupa B ckenera. Ocrananuar 1% ce Hamupa
[JIABHO B H3BBHKJIETBYHOTO IPOCTPAHCTBO, OT KoWTO Okomo 40% ca CBBbp3aHU C IUIA3MEHHTE
npotrenHy, a okoio 50% ca mox ¢opmara Ha JiecHO pa3TBOpUMH HoHH. CpeaHaTa KOHIIGHTpALUs Ha
KaJui B KpbBHATA Mia3ma Bapupa mexay 2,0 u 2,8 mmol/L. Kanuusr ce ekckpeTrpa 0CHOBHO 4pe3
¢dexanuute, Thil kato 90% OT 00IIOTO KOIWYECTBO, AOCTUTalo 10 OBOpenmte, ce peabcopbupa B
O0pOpeunuTe TyOynu. OcBeH TOBa KaJLUAT MOXeE Jja IPEeMUHAaBa Mpe3 IUIaleHTapHUTe Oapuepu U Aa
MpEeEMHHABa B MIIIKOTO.

Marnesusr ce cpema riaBHo B kKoctute (50%), BTpekiIeThuHO (45%) U B U3BBHKIIEThYHATA TEUHOCT
(5%). Enna tpera ot marHes3us, HaMHpal] ce B KPbBHHUS CEPYM, € CBBP3aH C IUIa3MEHUTE MPOTEHHHU.
Toii ce oTnens riaaBHO Ype3 ypUHATA.

HopmannoTo HEBO Ha MarHe3uil B KpbBHata miasma e 0,75-1,1 mmol/L.

®dochopbr mox ¢dopmara Ha ramnepodocdar ChHIIO ce pe3opOupa JIECHO Ciel MapeHTEePaTHO
MpUJIOKEHHE, ThI KaTo € TUIIMYEH M €CTECTBEHO Cpellall ce MeXAWHEH MPOAYKT B METaOOTUTHHUTE
tpanchopmannu. [lo Bpeme Ha xuaponuzara rauuepodocdaTsbT ce mpeBpblIa B HeopranuyeH gocdar,
KOWTO TPOHMKBA B KPBBHHUS CEpyM, HU3BBHKICTPYHHTE TEYHOCTH, KIETBYHUTE MeMOpaHH,
BBTPEKJIEThYHATA TEYHOCT, KOJIareHa, KOCTHaTa ThKaH U MIIIKOTO. C ypruHaTa ce eKCKpeTHpaT moBede
ot 90% ot ¢ocdarute, or xKouto okomo 80% ce peabcopOupar akThBHO B OBOpenute. Jlokaro
MapaTUPEONIHUTE XOPMOHM CTHUMYIUpAT OTHensHeTo Ha (ocdatu ¢ ypuHaTta, Karo ONOKUpaT
peabcopbumsara, ButamuH D u HeroBute MeTabOIMTH AWPEKTHO MOBHIIABAT peabcopOmusra Ha
¢docpatu B ObOpeunuTe TyOynn. HopmamHoTO HMBO Ha HeopranudeH ¢ocaT B KpbBHATa IIa3Ma €
1,4-2,3 mmol/L.

6. OAPMALNEBTHUYHU OCOBEHOCTH

6.1 CnHCBLK HA eKCHUITHEHTHTE

bopna xucenuna
Bona 3a nmxekuuu

6.2 OCHOBHH HECHBMECTHUMOCTH

HpI/I JIMIICAa Ha JaHHU 34 CbBMCCTUMOCT, TO3U BETCPUHAPHOMCEAUTTUHCKN IPOAYKT HE TpSI6Ba Ja 6’[,[[6
CMCCBAH C Jpyrd BCTCPpUHAPHOMCIUIITUHCKHU TIPOAYKTH.

6.3 Cpoxk Ha romHocT
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CpOK Ha rogHoCT Ha Kpaf’lHHH BCTCPUHAPHOMCAUIIMHCKA IPOAYKT: 27 Mecena.
CpOK Ha rOAHOCT CJICA ITbPBO OTBAPAHC Ha IIbPBUYHATA OITAKOBKA: Jia CC U3IOJI3Ba He3a0aBHO.

6.4. CroenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA

To3u BCTCPUHAPHOMCIAUIIMHCKHA MPOAYKT HC M3MCKBA HUKAKBU CIICHUATIHUN YCJIOBUA HA CbXPAaHCHHUC.

6.5 Bua u cbcTaB HAa MBPBHYHATA ONTAKOBKA

Bytunku ot nomunponuien (PP) 3aTBopenn ¢ 6poMOyTHIIOBa TyMeHa 3amyIiaika, THi [, u
3arevyaTaHy ¢ alyMHHHEBa Kanaydka.

Pa3mep Ha omaxoBkaTa: 500 ml.

6.6 CrenuajaHu MepKH 3a YHHI0KaBaHe HA HEM3II0JI3BAH NMPOAYKT MJIH OCTATHIM OT HEro
Bceku Hensmona3BaH BeTepuHAPHOMEIUIIMHCKY IPOAYKT MIIM OCTaThLIU OT HEro TpsioBa aa ObaaT
YHHILOKEHHU B CbOTBETCTBUE C N3MCKBaHMATa HA MECTHOTO 3aKOHO/ATENICTBO.

7. HPUTEXATEJI HA PASPEHIEHUETO 3A ThbPI'OBUSA

Vet-Agro Multi-Trade Company Sp. z 0.0.
Gliniana 32, 20-616 Lublin, Poland

8. HOMEP HA PASPEHIEHUETO 3A ThPI'OBUS

Ne 0022-3109

9. JATA HA IbPBOTO U3JJABAHE HA PASPEHIEHUETO 3A ThPIOBUS
JlaTta Ha TBPBOTO M3AaBaHE Ha pa3pelieHnero 3a Teprosus: 27/01/2022.

10 JATA HA IOCJIEAHATA PEJAKIUSA HA TEKCTA

01/2022

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/NJIA YIIOTPEBA

JA-P BAJIEHTUH ATAHACOB
3AMECTHHUK U3IIBJIHUTEJIEH JUPEKTOP
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