A. ETUKET

HH®OPMAIUA, KOATO CE U3IIMCBA BbPXY ITBPBUYHATA OITAKOBKA

Crekiaenn gpuiakonn mo 100 mi

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIUHCKUA TIPOAYKT

INTFOKOKAJILMH uHXeKImoHeH pa3TBop
GLUCOCALCIN solutio pro injectionibus

2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIIUN

AKTHBHM CyOCTAHIUM:
Calcium chloride Hexahydrate 5 g/100 ml
Glucose Monohydrate 20 g/100 ml

3. DAPMALEBTUYHA ®OPMA

NHxeKuMoHeH pa3TBop.

4. PASMEP HA OITAKOBKATA

100 ml

5. BUJOBE ’JKUBOTHMU, 3A KOUTO E NIPEJHA3HAYEH BMII

Kpagu.

6. TEPAIIEBTUYHU ITOKA3AHUA

Ilpn xwumokanueMusi, OCTeOMajauus, XUIOKAILEMHYHA TETaHUs, NPH POAWIHA Mapesa;
CENTUIIEMUH, TOKCEMUU; TIPH (PYPaKHH WHTOKCHKAIIMU; TIPU MO3BYHO BB3MAIIEHHE; [TPU N3TOLIUTEIHU
JUapuy; MPH yPTHKAapUst M cepyMHa OOJIECT, NP IeTexXuajHa TpecKa, IyeprepajHa KoMa; Ipu
Bb3NAJICHUE HA MaTKaTa; IpyU OpOHXUTH, THEBMOHMH; 3a MIPEJOTBpATABaHEe Ha 0enoapoOeH OTOK; Ipu

HEQPUTH, HEBPO3H, MEHUHTUTH, TTOJI0JIEPMATHTH H JIP.

7. METOJ1 1 HAYUHU HA ITPUJIOKEHUE

Camo 3a UIHTPaBEHO3HO NPUJIOKEHUE.
[Ipenn ynoTpeba npoyeTH TMUCTOBKATA.

8. KAPEHTEHU CPOKOBE

Meco u BbTpeminu opranu: Hymna nHu.
Masiko: Hyna aau.



‘ 9. CIHEHUAJIHA NPEAYHNPEXIEHUA, AKO E HEOBXOANMO

| 10. CPOK HA TOJIHOCT

T'omen mo {Mecery/roauna}
Crnen oTBapsHe, U3MOI3BANTE MPEAH. ...........

11. CHEINHMAJIHU YCJIOBUSA 3A CbXPAHEHHUE

Ha ce cexpansBa mpu Temmnepatypa mon 25 °C.
Jla ce ma3u oT CBETJIHHA.
[a ce cexpaHsaBa Ha CyX0 MSCTO.

12. CHELUAJIHU MEPKH 3A YHUIIOKXABAHE HA HEW3NOJI3BAH NPOAYKT
NJIM OCTATHIU OT HEI'O, AKO UMA TAKUBA

YHI/IHIO)KaBaHeZ MMPpOYCTH JIMCTOBKATA.

13. HAIAINUCHT “CAMO 3A BETEPUHAPHOMEIUMLMUHCKA YIIOTPEBA” U
YCJIOBUA WJINX OI'PAHUYEHUSA OTHOCHO  PA3IIPOCTPAHEHUETO H
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTeprHapHOMEAMLMHCKA ynoTpeda. [la ce oTmycka camMo 10 JIEKapCKO MpeanrcaHue.

14. HAJIUCHT “IA CE CBbXPAHSIBA JAJIEY OT MOTJEJIA U HA HEJOCTBHITHU
3A JIEHA MECTA”

I[a CC ChbXpaHsBa Aajied OT 1orJjicAa U Ha HCAOCTBIIHU 3a [I€da MECTaA.

15. HMME U IOCTOSHEH AJAPEC HA ITPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA

BETIIPOM A,

yi. ,,Oten [aucuit” Ne26
2400 rp. Pamomup,
Boarapus

16. HOMEP HA JIMIEH3A 3A YIIOTPEGA HA BMII

0022-1982

17. MAPTHUAEH HOMEP

ITaptna Ne



HNH®OPMALUA, KOATO CE U3IIUCBA BbPXY BBHIIHATA OIIAKOBKA

KaproHnena kyrus

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TPOAYKT

INTFOKOKAJILMH uHXeKIuoHeH pa3TBop
GLUCOCALCIN solutio pro injectionibus

2. CbABbPKAHUE HA AKTUBHUTE CYBCTAHIIUN

AKTHBHM CyOCTAHIUM:
Calcium chloride Hexahydrate 5 g/100 ml
Glucose Monohydrate 20 g/100 ml

3. DAPMALEBTUYHA ®OPMA

NHxeKunoHeH pa3TBop.

4. PASMEP HA OITAKOBKATA

100 ml

5. BUJOBE ’JKUBOTHMU, 3A KOUTO E IPEJHA3HAYEH BMII

Kpagu.

6. TEPAIIEBTUYHU ITOKA3AHUA

Ilpn xunokamuemus, OCTEOMaNalWs, XWIOKAIIEMHWYHA TETaHWs, INpH pPOAWIHA [ape3a; IMpH
CENTUIIEMUH, TOKCEMUU; TIPH (PYPaKHH WHTOKCHKAIIMU; TIPU MO3BYHO BB3IMAICHHE; TPH N3TOLIUTEIHU
IUapuy; MU yPTHKAapUs M cepyMHa OOJIECT; NMPH IeTexXuajlHa TpeckKa, IyeprepanHa KoMa; Npu
Bb3NAJICHUE HA MaTKaTa; Npyu OpPOHXUTH, THEBMOHUH; 32 NIPEIOTBpaTsIBaHe HA OeI0ApOoOeH OTOK; NPH
HEQPUTH, HEBPO3H, MEHUHTHUTH, TTOJI0JIEPMATHTH H JP.

7. METOJ1 1 HAYUHU HA ITPUJIOKEHUE

Camo 3a UHTPAaBEHO3HO NIPUJIOKEHUE.
[Ipenu ynotpeba nmpoyeTn TUCTOBKATA.

8. KAPEHTHH CPOKOBE

Meco u BbTpeminu opranu: Hymna nHu.
Maisko: Hyna aau.



‘ 9. CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

| 10. CPOK HA TOJIHOCT

T'omen no {mMecen/ ronnna}

11. CHEINHMAJIHU YCJIOBUSA 3A CbXPAHEHHUE

Ha ce cexpansBa mpu temmnepatypa mon 25°C.
Jla ce ma3u oT CBETJIHHA.
[a ce cbxpaHsaBa Ha CyX0 MSCTO.

12. CHELUAJIHU MEPKH 3A YHUIIOKXABAHE HA HEHW3NOJI3BAH NPOAYKT
NJIM OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

YHI/IHIO)KaBaHeZ MMPpOYCTH JIMCTOBKATA.

13. HAIAIUCHT “CAMO 3A BETEPUHAPHOMEIUIIMHCKA VYIIOTPEBA” WU
yYCJIOoBUA WJINX OI'PAHUYEHUS OTHOCHO  PA3IIPOCTPAHEHUETO H
YIIOTPEBATA, AKO E ITPHJIOKUMO

Camo 3a BeTeprHapHOMEAMLMHCKA ynoTpeda. [la ce oTimycka camo 10 JIeKapcKo MpeAnrcaHue.

14. HAJIMUCBHT “IA CE CbXPAHSIBA JAJIEY OT MOTJIEJA U HA HEAOCTBHITHHA
3A JIEHA MECTA”

I[a CC ChbXpaHsBa Aajied OT 1OorJjicAa U Ha HCAOCTBIIHU 34 [IC1a MECTaA.

15. HMME U IOCTOSAHEH AAPEC HA ITPUTEXATEJISA HA JIMIHEH3A 3A YIIOTPEBA

BETIIPOM A,

yi. ,,Oten [ancuit” Ne26
2400 rp. Pamomup,
Boarapus

16. HOMEP HA JIMIEH3A 3A YIIOTPEGA HA BMII

0022-1982

17. NAPTHUAEH HOMEP

ITaptna Ne



B. IUCTOBKA



JIMCTOBKA:

INTIOKOKAJILMH nHXeKIuoHeH pa3TBop
Kpasu

1. HUME U IIOCTOSHEH AJPEC HA ITPUTEKATEJISAA HA JIMIIEH3A 3A YIIOTPEBA
N HA ITPOU3BOAUTEJIA, AKO TE CA PA3JIMYHU

BETIIPOM A/,

yi. ,,Oten [Hancuii” Ne26,
2400 rp. Pamomup,
boirapus

2. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT

INTFOKOKAJILMH uHXeKIMoHeH pa3TBOp
GLUCOCALCIN solutio pro injectionibus

3t CbABbPKAHUE HA AKTUBHUTE CYBCTAHIMU U EKCOUUIIMUEHTUTE

AKTHBHY CyOCTAHIUM:
Calcium chloride Hexahydrate 5 g/100 ml
Glucose Monohydrate 20 g/100 ml

ExcuunueHTu:
Water for injections

4, TEPAIIEBTUYHU ITOKA3AHUA

Ilpu xunokamuemus, OCTEOMalalWs, XWIOKAIIEMHWYHA TETaHWs, INpH pPOAWIHA [apes3a; MpH
CENTUIIEMUH, TOKCEMUU; TIPH QYyparKHH WHTOKCHKAIIMH; TIPU MO3BYHO BB3MAIICHHUE; TPH N3TOLIUTEIIHU
IUapuy; TPH yPTHKAapUsi U cepyMHa OOJIECT; NMpH IETeXHajHa TPecKa, IyeplepajiHa KoMa; Npu
Bb3NAJICHUE HA MaTKaTa; Mpu OpPOHXUTH, THEBMOHUH; 32 NIPEJOTBpaTsIBaHe Ha OeI0ApoO0eH OTOK; NPH
HEQPUTH, HEBPO3H, MCHUHTUTH, TTOI0ACPMATHTH U JIP.

5. IHPOTHUBOIIOKA3AHUS

Ja He ce u3MON3Ba NpPHU CBPBXUYBCTBUTEIHOCT KbM AKTUBHHTE CYOCTaHUMH WM HSKOM OT
EKCLIUIIUEHTUTE.
[a He ce n3Mn03Ba MpU AUCTPOYUIHN YBPEKAaHUS HA YSPHUS JpOO NPH BUCOKOIIPOTYKTHBHU KPaBH.

6. HEBJIATOITPUATHU PEAKLIUN

IIpn nonagane Ha pa3TBOpa M3BBH BEHATa CE€ pa3BHBa HEKPO3a Ha ThKaHWTE — IMPENOTBPATABA CE C
HHKEKTHpaHe B ThKaHuTe Ha 10%-0B pa3TBOp Ha HATPUEB CyJdart.

YecroTrara Ha HEONArONPUATHATE PEAKIIMU CE OTIPEIeNis upe3 ciieHaTa Kiacupukarus:

- MHOrO yectu (moseye oT | Ha 10 TpeTHpaHU >KUBOTHH, MPOSBSIBAIIY HEOIArONPUATHH PEAKLIUH I10
BpeMe Ha Kypca Ha €THO JIeUeHHE)

- yectu (oBeye oT 1, HO mo-manko ot 10 xuBoTHM Ha 100 TpeTupaHu )KMBOTHH)

- He "ecTH (roBede ot 1, Ho mo-Manko ot 10 >xuBoTHH Ha 1,000 TpeTnpaHu KUBOTHH)

- peaku (moseye ot 1, HO mo-Manko ot 10 sxuBoTHU Ha 10,000 TpeTupaHu KUBOTHN)



- MHOTO penku (mo-manko oT 1 kuBoTHO Ha 10,000 TpeTHpaHw KUBOTHH, BKIIIOUNTEITHO H30JUPAHHU
CHOOIIIECHUS).

AKo 3a0elexuTe HIKaKBH HEOIaronprusITHA PEAKINH, BKIIOYUTEITHO U TaKHBA, KOUTO HE Ca ONMCAaHU B
Ta3W JTMCTOBKA MK MUCIINTE, Y€ BETEPHHAPHOMEINIIMHCKAS TPOIYKT HEe pabOTH, MOJIS Jja YBEIOMHTE
Bamms BeTrepunapen iexap.

7. BUJIOBE JKUBOTHMU, 3A KOUTO E INIPEJJHA3HAYEH BMII

Kpazu.

8. JO3UPOBKA 3A BCEKM BU/JI )KUBOTHO, METO/ 1 HAYUH HA IIPUJIAT'AHE

Ho3a:
250 ml 1-2 mbTH AHEBHO.

Ha4yuH Ha npuiioKeHue:
CaMo 3a UIHTPaBEHO3HO NIPUIIOKEHUE.

9 CBBET 3A ITIPABUJIHO ITPUJIOKEHHUE

10 KAPEHTHH CPOKOBE

Meco u BbTpeminu oprauu: Hyna nau.
Minsiko: Hyna qau.

11. CHELHUAJIHU YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

[a ce cpxpaHsBa faned OT NOIJieAa U Ha HEAOCTBITHM 32 JIela MEeCTa.

[a ce cpxpansiBa pu Temneparypa nog 25 °C.

Jla ce ma3u oT CBETJIMHA.

[a ce cexpaHsaBa Ha CyX0 MsCTO.

Ja He ce u3MoOa3Ba TO3M BETEPUHAPHOMEAWIMHCKHM NPOLYKT ClE HM3THYAHE CpPOKa Ha TOJHOCT,
MOCOYEH BHPXY omakoBkaTa. CpOKbT Ha TOJTHOCT OTIOBAps Ha MOCIEAHNS ACH OT TO3H Mecell.

CpOK Ha rOAHOCT CJied IbPBOTO OTBAPSHE Ha OIIAKOBKATA. 28 JHH.

12. CIHEIUWAJIHU NPEAYNPEXIEHUS

Crenpanny Ipeana3siy MEPKH 32 BCEKU BUJI )KMBOTHH, 32 KOUTO € npeanasHaued BMII:

He e nmpuioxumo.

CrenpanHy IIpeNa3sHd  MEPKH 3a JWIAaTa, IpHIaraiiyd BeTSPUHAPHOMEIHMIIMHCKHS TPOJYKT Ha
JKUBOTHHUTE:

He e nmpuioxumo.

BbpemenHoct u nakTamms:
Mosxe nma ce mpriiara 1mo Bpeme Ha OpeMEHHOCT U JTaKTaITusl.

HDG).IO?»HD&HC (CI/IMHTOMI/I, CIICIIHU MCPKH, aHTI/I,Z[OTI/I)Z




XunepkaiieMusi MoXKe J1a Bb3HUKHE TIPU €THOBPEMEHHO IpwiiaraHe Ha npoaykra u Butamun JI. ITpu
HOpMaJiHa OBOpeYHa (PYHKIIMS, OTCTPAHSIBAHETO Ha KaJlllMsA OT OpraHu3Ma cTaBa 0bp30 U JiecHO. [Ipu
MO-TEKKUTE (DOpPMU Ha XUNEPKAIIEMHs OTCTPAHSIBAHETO CTaBa C NPUEMAHETO HAa (DU3HOIOTHYCH
pa3TBOp U nuypeTuim /Qypo3emMu/.

OCHOBHH HECHBMECTHMOCTH:

[Ipu enHOBpeMEHHOTO TpwiaraHe Ha KanmueB XJIOpua W KalIWeBH J00aBKU C€ yBelIMYaBa
BEPOATHOCTTA OT Pa3BUTHE HA apuUTMHH. BuTamMuH A MOXXe Ja Mpenn3BHKa M3BIAYAHETO Ha KaJui
OT KOCTUTE W TIOBWINIABaHE Ha HUBOTO My B KpbBTa. Butamua /| Moxe na yBenmmuan pe3opOnmsita Ha
KaJlllig ¥ Ja npeau3Buka xunepkannemus. Kamnust moxke na npoauBojeicTByBa Ha Bepamamuna.
[Ipu mapeHTepallHO MPUIIOKEHUE, KAIIUAT MOXKE Ja HeyTpalu3upa ICHCTBHETO Ha MaHraHa IMpu
otpassiHe. Kamusar moxke ma cHmku edexta Ha Meryoun, ['amamun u np. muopemnakcantu. Kammusr
MIPOJIOHTHPA WU YCWIIBA AeiicTBUeTO Ha TyOoKkypapuHa.

13. CIEIWMAJIHU MEPKH 3A YHUIMOXABAHE HA HEW3INOJI3BAH HNPOAYKT
NJIN OCTATHLU OT HEI'O, AKO UMA TAKUBA

BMII =e Tps6Ba aa 6bAAT U3XBBPISIHU Upe3 OUTOBH OTNAABIM WIH OTHAIHU BOJU.
Ilonuraiite Bammsi BerepuHapeH jekap KakBo na mnpasBute ¢ HeHykHute BMII. Tesu mepku mie
IIOMOT'HAT 3a OIla3BaHE Ha OKOJIHATA Cpena.

14, JATATA HA MMOCJIEJHATA PEJAKIUSI HA TEKCTA
06/2023

[Moxpo6Ha uHbOPMAILHsS 32 TO3H BETEPUHAPHOMEIUIIMHCKU POAYKT MOXKE [la HAMEPUTE Ha HHTCPHET
crpanunara Ha EBponeiickara Arenims o Jlekapctsara http://www.ema.europa.eu/.

15. AONBJHUTEJHA UHO®OPMALUA

3a BcAka uMH(pOpMAaLUKs OTHOCHO TO3M BETEPHMHAPHOMEIMLIMHCKH NPOLYKT, MOJS CBBPXKETE C€ C
TEPUTOPHATHUS [IPEACTABUTEN Ha IPUTEXKATENs Ha JIMIEH3a 3a yoTpeoa.


http://www.ema.europa.eu/

