KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
KBbM PA3SPEHIEHHUE 3A ThPT'OBHUS C BJIIT Ne 0022-1103

1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Kanuues bopormtokonar 20% HHXEKIIMOHEH Pa3TBOP
Calcium Borogluconate 20% solution for injection

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHO BellleCTBO:
Calcium Borogluconate 0.20 g/ml

ITomo1Hu BeniecTnBa:

KauecTBeH cbCTaB HA MOMOILHUTE
BEIIECTBA U IPYI'UTE CbCTABKHU

Water for injections

3. KJIMHUYHA UHOOPMALIUSA
3.1 Bugose ;kMBOTHH, 32 KOUTO e npeanasnaven BJIII

I'oBena, oBIle, KO3W, KOHE, CBUHE, Ky4eTa 1 KOTKH.

3.2 Iloxa3zanus 3a ynoTpeda 3a BceKH BH/ ’KUBOTHH, 32 KOITO e MpeHA3HAYEH NPOAYKTHT

[Ipy BB3MANUTENHN NPOLIECH C Pa3IMYHA €THOJIOTHS B HayaiHaTa ¢a3a (BKIOYUTETHO IPU OTOK Ha
Oenust Apo0); MPU KPHBOTCUCHHS M XEMOparniHa Iuare3a; MpH aJEPTHYHU ChCTOSHUS-YPTHUKApUS,
cepyMHa OoJiecT; MpU aKyTE€H TOTAJeH aceNTWYeH MOAOACPMATHUT U Ap.; NMPH XHUIMOKAIIEMHYHH
CBhCTOSIHUS-TETaHUsI NPU KpPAaBUTE, paxuT, OCTEOMaJalus, POJWIHA Tape3a; NpU MapaluTHIHA

MHUOTTIOOMHYPHS TIPH KOHE; IPU OTPABSHUSL.

3.3 IIporuBonokazanus

):[a HE CC M3IMOJI3Ba NIpPHU CBPHBXUYBCTBUTCIHOCT KbM AKTHMBHOTO BCIICCTBO WM KbM HAKOC OT

IIOMOIIHHUTEC BCUICCTBA.

I[a HE CC H3MO0JI3Ba IIpHU 3a00JIIBaHUS Ha CbpHCTO H 6’b6p€I_II/ITC, Ipu XUBOTHHU C AUXATCIIHA

HEJIOCTaThYHOCT, PECIIMPATOPHA ali/103a, CTOMAIIHA (GUOpHIAIHs, XUIIEePKATLEMHUs.

3.4. Cnenuajanu npeaynpesxaeHust

Hsama.

3.5. Cnenua/jHu npeana3Hyu MeEPKH NpPH ynorpeoda

CHC]_II/Ia.]'IHI/I Opeanasiu MCPKH 3a Oe3omacHa VHOTDC68. OpHu BUAOBCTC XWBOTHH, 3a KOHUTO €

npenrazHagyen BJIIT:
He e npuiioxxumo.

CHC]_II/Ia.]'IHI/I Opeanasii MCpKHU, KOUTO TD}I6B3 Ja B3EME JIMIICTO, IMTpujaraino BETCPUHAPHUA JICKAPCTBCH

HPOAYKT HA )KUBOTHUTE:
He e npuiioxxumo.

CHC]_II/IaJ'IHI/I Opeanas’Hiy MCPKH 34 3alllMTa Ha OKOJIHATA cpeaa:




He e npunoxumo.

3.6. HebsraronpusiTHA peakiiuu (4eCTOTa H BAXKHOCT)

I'oBena, oBIte, KO3H, KOHE, CBUHE, Ky4eTa M KOTKH:

Penxu OTOK B MSACTOTO Ha MPUIIOKEHHE

(1 mo 10 ma 10000 TpeTnpanu | XunepKkanieMus?

KUBOTHH): XWMOTeH3Ms, ChpICYHA apUTMHUS, CIHpaHe Ha
CBPIETO>

! TIpu myxza ce npaBu mMacax.
2TIpu KMBOTHH ChC 3a00JIABaHKS HA CHPIETO U OBOpenuTe.
% [Ipu MHOTO GBP30 BHBEK/IAHE.

CpobmaBaHeTo Ha HEOJIArONPUATHY PEaKLUK € BaXXHO. ToBa 1M03BOJIsIBa HENPEKBCHAT MOHUTOPHHT Ha
0e30macHOCTTa Ha BETEPHHAPHUS JIEKapcTBEH MpoaykT. ChoOuieHusTa TpsAOBa na ce M3Mpauiar, 3a
MIpeaoYnTaHe Ype3 BeTepUHapEH JieKap, WIK Ha IPUTEXKATENsI Ha pa3pellieHHeTo 3a ThProBUs , MM Ha
HAIMOHAJHMSA KOMIIETCHTEH OpraH 4pe3 HalMOHaJHAaTa CHUCTeMa 3a ChoOIIaBaHe. 3a ChOTBETHUTE
JAHHU 32 BPB3Ka BHXKTE JINCTOBKATA.

3.7 Ynorpeda no BpeMme Ha GPeMEHHOCT, JIAKTAIUS WM sfilleHOCeHe

B ykazanata no3upoBKa MOKe /1a ce Ipuiiara rnpey, o BpeMe Ha U ciiell pakAaHe Ipu KpaBH, OBLE,
Ky4deTa U KOTKH, KaKTO U 3a JICYeHUE Ha CIEeIPOANIHA Mape3a MpY XUIOKaILEMHUSL.

3.8 B3aumopneiictBue ¢ Apyru BeT€PUHAPHM JIEKAPCTBEHU NPOAYKTH M APYyru ¢opMu Ha
B3auMoJelcTBHE

[IpremaneTo Ha KaaMeBU NPOIYKTH €IHOBPEMEHHO C THA3UIHU INYPETUIN, BUTAMUH A, BUTaMUH [
WJIM HETOBH aHAJIO3U MOJKE J1a PeIN3BUKa XUMepKaineMus. KanusaT npu napeHTepanHo MpuioKeHne
MOXe Ja Hamaiau edexTa Ha HEMOJIIPHUTE MHOpenakcaHTu. M3BecTHO e, 4e KaluaT ycuiBa
NeCTBUETO HA TyOOKypapHHa.

3.9 Hauun Ha NMPUJTO0KCHUE U TO3UPOBKA

BerepuHapHUAT JIeKapCTBEH MPOAYKT Ce MPHJIara HHTPaBEeHO3HO (0aBHO), OIKOXKHO, HHTPAMYCKYJTHO
— 32 IIPEATNOYUTaHE B HIKOJIKO MECTa.

Enpu sxuBOTHH 50 g0 150 ml, psiako 200 ml;
OBI1e, CBUHE W KO3H 10-20 ml

KydeTa 5-10ml

KOTKHU 0.5-2.0ml

3.10 CumnTroMu Ha mpeao3upaHe (M KOraTo e NMpPUJIOKNMO — MPOLEAYPH HA JelicTBHE NMPH
CHELIHHU CIy4Yan ¥ AHTHI0TH)

[Ipn nmpuemane Ha IMO-BHCOKH J03M Ha-uecTO ce HaOmromaBa xumepkaniemus. Mma ciydam Ha
XUTIEPKAIIIEMHUS U TIPU STHOBPEMEHHO TAPEHTEPATHO MPUIarane Ha KaJIIUEBH MPOTyKTH C BUTaMUH J]
VI HETOBH aHAJIO3H.



3.11 CneunajHu OrpaHHYeHHs 32 YIIOTPeda U CeHUAIHH YCJIOBHS 32 YNOTPeda, BKIIYHTETHO
OrpaHuYeHHsi 3a ynorpefaTa Ha AHTHMUKPOOHM ¥ NPOTHBONAPAZMTHH BETEPUHAPHHU
JIEKAPCTBEHU MPOAYKTH, € 1eJ1 1A ce OTPAHHYH PUCKBT OT Pa3BUTHE HA Pe3UCTEHTHOCT

He e npunoxumo.

3.12. KapeHTHH cpoKoBe

Hymna nxu.

4. PAPMAKOJIOTHYHA UH®OPMA LU

4.1 Berepunapen jexkapcrBed anatomo-TepanesTudeH ko (ATCvet Code): QBO5XA30
4.2. dapmMakoguHAMHKA

KaIIHI/IeBI/ITC MPOAYKTH TOHU3UPAT CUMIIATUKYCOBUS [4J1 HA HEPBHATA CUCTEMA. YnneTHIBAT CTEHUTE
Ha KPbBOHOCHHUTE CB/IOBE H ITPOSIBSIBAT IPOTHBOBB3NMAINTENICH U IPOTUBOANICPTUYeH e(eKT, MpeTMMHO
B Ha4yaJiHaTa, eKCyAaTUBHA (a3a Ha Bb3MajicHueTo. KalusaT akTHBUpa PETHKYJIOCHIOTETHATA CUCTEMa
W moBHINaBa (arouuTHaTa (YHKUUS Ha JIEBKOIUTUTE. TOHM3MpA ChpAcyHaTa ACHHOCT W HamalsBa
TOKCHYHOTO JICHCTBHE Ha HSIKOM OTPOBH. Y CKOpSIBA ChCUPBAEMOCTTA Ha KPBBTA, Ch31aBAKH yCIOBHS
MIPOTPOMOUHBT J1a IPEMHUHE B TPOMOUH. KamnieBusT 00porirokoHaT mo-cinado Apa3Hu THKaHWUTE, TI0-
JISCHO Ce pe30pOupa U € mo-A00pe MOHOCHM B CPAaBHEHHUE C KAJIIIUEBUS TIIFOKOHAT.

4.3. @®@apMaKOKHHETHKA

Kamust ce pe3opOupa OT ThHKOTO YE€PBO €AMHCTBEHO B HoHM3MpaHa Gopma. Hannurero Ha BUTaMUH
I B aktuBHa ¢dopMma m kuceno pH ca HeoOxomumm 3a mepopanHa pe3opoums. Ciem pe3opOrusiTa,
HOHM3MpPaHUs KAl HABIM3a B €KCTpalelyJapHUTe TEYHOCTH U OBP30 C€ BKIIOYBA B CKEJICTHHUTE
ThKaHu. Kanuar ce pe3opOupa upe3 akTUBEH TPAHCIIOPT M MacuBHA AU(Y3Us pe3 HHTeCTUHATHATA
MyKo3a. Kanmusr ce enuMuHMpa NpeAuMHO 4Ype3 (eKaauuTe, MOJIOMOTHAT OT Hepe30pOupaHus
KaJIM{ U KaJllusl, eKCKPEeTUpaH OT >KIIbUKaTa M MaHKpeaTHdHus: cok. CaMO MaJIKU KOJUYECTBAa OT
KaJIIIHs Ce eKCKPETUPAT B ypUHATA.

5. OAPMAIUEBTUYHU JAHHU

5.1 OcHOBHHM HECHBMECTHMOCTH

[IpuemaneTo Ha KaNIHEBH MPOAYKTH €IHOBPEMEHHO C THA3HIHU ITUYPETULIN, BUTAMUH A, BUTaMuH [
WU HETOBH aHAJIO3U MOKE Mpeau3BUKA XUTepKaaemMus. KaamusaT npu nmapeHTepasTHo MPUIOKEHUE
MOXXe Ja HaManu e(eKkTa Ha HEMOJSIPHUTE MHOpENaKCaHTH. VI3BECTHO e, 4Ye KaNIUAT YCUIIBa
NeiicTBHETO Ha TYOOKypapHHa.

5.2. Cpok Ha rogHoct

CpoK Ha TOIHOCT Ha KpaltHUS BETEPUHAPEH JIEKAPCTBEH MPOAYKT: 2 TOIUHHU.
CpoK Ha TOTHOCT CJIel ITFPBO OTBApSHE Ha ITbPBUYHATA OITAKOBKA: 28 JTHHU.

5.3. CnenmuaJHM ycJI0BHS 32 CbXpaHeHUe
Jla ce cpxpansaBa mpu Temnepatypa nox 25 °C.
Jla ce ma3u oT cBEeTIMHA.

[a ce cpxpaHsBa Ha CyX0 MACTO.

5.4. Buau cbcTaB HA NBPBUYHATA ONAKOBKA



Crokienu daakonu ot 100 ml I-Bu xunponutnyen kinac, ceri. Eur.Ph., 3aTBopenn ¢ kaydykoBu Tamnu
U TIOCJIeABALI0 OOKATEeHH C allyMUHHEBH KalayKu.

5.5. CrnenuajaHyd MEPKH 32 YHHIIOKABAHE HA HEM3MOJI3BAHH NMPOAYKTH WM OCTATHIU OT THAX
BerepuHapHuTe NeKapcTBEHH MPOIYKTH HE TPSAOBa Jla OBAAT M3XBBPISHHU Ype3 OTHaTHH BOJM HIIH
OUTOBHU OTIIAIBIIN.

Wznon3Baiite mporpaMu 3a BpbBIIAHE IPU YHUIOKABAHETO HA HEU3IOJ3BAHU BETCPHHAPHU
JICKAPCTBCHU MPOAYKTH WJIM OCTAThIIM OT TSIX B CHOTBETCTBUEC C H3MCKBAHUATA HAa MECTHOTO
3aKOHOMATEJICTBO M C BCHYKH HAI[MOHAJIHM CHCTEMH 3a ChOMpaHe, MPUIOKHMHU 3a ChOTBETHHS
BETEPHHAPCH JICKAPCTBEH MPOJIYKT.

6. UME HA IIPUTEKATEJIA HA PASPEILIEHUETO 3A THPI'OBUA

BETIIPOM A/l

7. HOMEP HA PAZPEHIEHUETO 3A THPI'OBUA

0022-1103

8. JATA HA I'bPBOTO U3JABAHE HA PASPEHIEHUETO 3A ThbPI'OBUsL

Jlata Ha TEPBOTO W3/1aBaHe HA pa3penieHneTo 3a Thproeus: 02/12/2002.

9. JIATA HA MOCJIEJJHATA PEJAKLIUSI HA KPATKATA XAPAKTEPUCTHUKA HA
MPOJYKTA

11/2025
10. KIIACUOPUKALINA HA BETEPUHAPHUTE JIEKAPCTBEHMU ITPOAYKTH

):[a CC OTITYCKa CaMO II0 JICKApPCKO MpEAIMCaHue.

18.11.2025 r.

X

[-P KPACUMWP 3/IATKOB
OVPEKTOP HA ANPEKLINA KB/IM
Signed by: KRASIMIR YANKOV ZLATKOV




