KPATKA XAPAKTEPUCTHUKA HA TIPOAYKTA KbM JIMIIEH3 3A
YIHOTPEBA Ne 0022-1680

1. HAMUMEHOBAHHUE HA BETEPUHAPHOMEJIULUHCKUSA MPOAYKT
NOROPENSTREP INJECTION/HOPOITEHCTPEIT UHXXEKTHUBEH,

WH)XEKIIMOHHA CYCIIeH3HsI 3a TOBela, CBUHE, OBLIC H KOHE

(procaine benzylpenicillin, dihydrostreptomycin sulfate)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexku ml cpabpixka:

AKTHBHH CyOCTAHIIMH:

Procaine benzylpenicillin 200 mg

Dihydrostreptomycin sulfate 250 mg

ExcuunuenrTu:

XuapokcubeHn3zoatHu ectepu (kaTto HumacenTt HaTpwmii), KaTO aHTUMHKPOOEH KOHCEpBaHT 1,5 mg

Hatpues ¢opmangexun cynpokcnnar, KaTo aHTHOKCHAAHT 1,25 mg

3a IBJIHUS CITHUCHK HAa SKCIIMITUEHTHUTE, BIK T. 6.1.

3. DOAPMAIIEBTUYHA ®OPMA

WHKeKIMOHHA CYCIICH3HSI.

Bsina BomHA MHKEKIIMOHHA CYCIICH3HSL.

4. KIHWHUYHU JAHHHU

4.1 Bupgose KUBOTHM, 32 KOUTO e npeaHazHadyeH BMII

I'oBena, cBHHE, OBIIC U KOHE.

4.2 TepaneBTHYHH NMOKA3AHNS, ONPeIeICHH 32 OTACJHUTE BHI0BE )KMBOTHHU

3a JedyeHHEe Ha CHCTEMHM HMHQEKUUH IpPHU TOBEAa, CBHHE, OBLE M KOHE, NPHUYMHEHU OT WIIH
aCOLIMMPaHd C MHKPOOPTraHWU3MH, UYBCTBHTEIHHM KbM penicillin w/mmm streptomycin, BKIIOYBAIIN
Arcanobacterium pyogenes, Erysipelothrix rhusiopathiae, Klebsiella pneumoniae, Listeria spp.,
Mannheimia  haemolytica, Pasteurella multocida, Staphylococcus spp. (Hempomymmpanm

MEHUIIIINHA3A), Streptococcus spp., Salmonella spp.

3a KOHTPOJ Ha BTOPUYIHU 6aKTepI/IaJ'IHI/I I/IH(l)eKLII/II/I, MNPUINHCHU OT YyBCTBUTCIIHU MUKPOOPIraHU3MU,
mnpu 3360J’I$[BaHI/I$I, MIBPBUYHO aCOLlMMPAHU C BUPYCHA I/IH(l)eKLII/ISI.

4.3 IIporuBomokazaHus



I[a HC CC U3M0JI3BAa MMPU CBPBXUYBCTBUTCIIHOCT KbM dKTUBHUTC CY6CTaHLII/II/I WM KbM HSKOH OT
CKCIHUIIUCHTUTC.

4.4 CnenuajaHM Mpeala3HH MePKH 32 BCeKH BUJ JKMBOTHH, 32 KOUTO e MpeaHasHaveH BMII
Ja He ce M3MOI3Ba MPHU XUBOTHHU C YCTAHOBEHHM PEHAIHHU 3a00NABaHUS WM C HapylleHa peHasiHa
byHKUMS.

Jla He ce mpeBHIIaBa OCOYEHATA 1032 MITH MPOABIKUTEIHOCTTA HA TPETHPAHE.

4.5 Cnenuajanu npeana3Hu MepKHU NPH ynorpeda

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

I[a HC CC MMpCBUIllaBa MpernopbyYaHaTa a03a. AMI/IHOFJ'II/IKOBI/IZ[I/ITC MNpUTCKAaBaT MO-TCCHU I'paHUIIU HaA
0e30IacHOCT B CpaBHCHUC C B—J’IaKTaMI/ITe.

CHCLII/IaJ'IHI/I Oopeanasdy MCPKH 3a JulaTa, mpujaaraimy BETCPUHAPHOMCAUTTMHCKNWSA MPOAYKT HA
XKHMBOTHHUTC

Cay4aliHOTO caMOMHKEKTHpaHe TpsOBa 1a ce n3osrea. [Ipu ciyuaiiHo caMonHXeKTupaHe, He3a0aBHO
Jla c€ MOTBhPCH MEIUIMHCKU CHBET, KaTO Ha JieKapsl ce MPEAOCTaBU JIMCTOBKATa WM €THKETa Ha
MPOAYKTA.

HCHI/ILII/IJ'II/IHI/ITC n Lle(l)aHOCI'IOpI/IHI/ITe Morat aa MNpUYUHAT CBPBXUYBCTBUTCIHOCT (aﬂeprm[) CIaca
HWHXXCKTHPAHC, BJUIIBAHC, IMONIBIIAHC WJIW KOHTAKT C KOXaTta. CBp’LX‘-IYBCTBI/ITeJ'IHOCTTa KbM
NCHUIIUIIMHUTC MOXC Oa AJOBCAC A0 KPBCTOCAHA PpCaKIud KbM Lle(l)aJ'IOCHOpI/IHI/ITe n 06paTHO.
HOHHKOFa, AJICPTUYHUTC PCAKIIUU KbM TC3U CY6CTaHLII/II/I Morart aa 6’LZ[aT CCPUO3HU.

Xopa ¢ ycraHOBeHa CBPBXUYBCTBUTETHOCT KbM penicillin mmm streptomycin tpsiOBa ma u30srsat
KOHTaKT C BETEpPUHAPHOMEIUIMHCKHA NPOAYKT. [IpomyKThT TpsibBa da ce mpuiara ¢ MOBHUILEHO
BHUMaHUE, C LeJl MPEAOTBpaTsIBaHEe KOHTAKT C HEro, KaTo Ce B3eMaT BCHUKHU MIPENOpPbYaHU MPEANIa3HU
MepKU. AKO, Cliel KOHTaKT ¢ MPOAYyKTa, Ce MOSABAT CUMIITOMH KaTo KOXEH ChpOex, He3a0aBHO Ja ce
MOTBHPCH MEIUIMHCKH ChBET, KaTO Ha JIEKapsl ce MPEAOCTaBU JIMCTOBKATa WM €THKETa Ha MPOAYKTa.
OTOKBT Ha JIMIIETO, YCTHUTE M OYMTE, MIIM MOABAaTa HA 3aTPyAHEHHS B AWIIAHETO, Ca MO-CEPHO3HU
CHMIITOMH, KOUTO M3UCKBAT CIICIIHA MEAULIMHCKA [TOMOIII.

Cren nmpunaraHe Ha MIPOAYKTA, Aa CE U3MHUBAT PhIETE.

4.6 HebOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)

B penxu cnyyan, npu 603aemy mpacera U mpacera 3a yrosiBaHe, IpuiIoKeHHeTo Ha penicillin Mmoxe na
JOBEAE /A0 MosiBaTa Ha MNpPEXOJHA TNHPEKCHs, MOBPBIIAHE, TpelepeHe, amaTus W HapyLIeHUs B

KoOpAuHanuATa.

B peaKu ciydau, Morat ga cc Ha6J'IIOZ[aBaT 0CC3aCMU JIOKAJIHU pCaKru C IMPEXoJaHa Mpupoaa, Ciacq
HUHTPAMYCKYJIHO MHKCKTHUPAHE ITPHU KOHC.

4.7 VYmnorpeba no Bpeme Ha OPeMEHHOCT, JAKTALUS UJIH sTiilleHOCeHe
Mosxe 51a ce mpuiiara 1o BpeMe Ha OpEMEHHOCT U JaKTaIlusl.

[Tpu OpeMeHHM CBHMHE U IbPBECKUHH Ca JOKJIAIBAaHH CIydaH Ha MOsBA HA U3TCUCHUS OT BYJIBATa,
aCOLIMMpPaHU C adOpT.

4.8 BzamMmopeiicTBHe ¢ IPyr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmu Ha
B3aMMO/IelicTBHE



He ce npernoppryBa CAHOBPCMCHHATA y1'[0Tp66a C Ipyru aHTI/I6I/IOTI/ILII/I, KaTO TCTPALIMKIWHU, WA C
ApYru aMUHOTJITUKO3UIU.

4.9 [lo3a 1 HAYMH HA IPWJIOXKEHHE
[pemu ynotpeba, hakoHbT ce pa3kiaiia 1o0pe.
[IponykThT ce mpuiiara IbI00KO HHTPAMYCKYITHO.

[Ipenoprunrtennata no3a e 8§ mg procaine benzylpenicillin/kg Tenecna maca Ha nen ¢ 10 mg
dihydrostreptomycin sulfate/kg Tenecna maca Ha nex (1 ml npoaykt/25 kg TenecHa maca Ha JieH), B
npoxbJDKeHUE Ha 3 mocienoBateniu AHH. O0eMbT, IPUIIOKEH B €IHO MSICTO Ha MH)KEKTHpaHe, He
TpsiOBa ja mpeBumasa 15 ml npu kone, 6 ml npu rosena, 3 ml npu oBue u 1.5 ml npu cBuHe.

4.10 IIpemo3dmpane (CHMIITOMM, CIIEIIHA MEPKH, AaHTU/IOTH), AKO € He0OX0AUMO
Hsama cnenuduuno neyenue.
4.11 KapeHTHHU cpoKoBe

I'oBena:

Meco 1 BbTpEIIHN Opranu: 23 1HHU.

Misako: 60 gaca.

Caune:

Meco u BbTpelIHu opranu: 18 nHu.

Osue:

Meco u BbpTpemHy opranu: 31 nHu.

Musiko: He ce paspemaBa 3a ynorpeba npH ’KHBOTHHU, YAETO MILSIKO € TIPEIHA3HAUCHO 32 KOHCYMAITUs
OT Xopa.

Komne:

He ce paspemaBa 3a ynorpeba mpu KOHE, YHUTO MECO M BBTPEIIHM OpPraHM ca MpelHa3HaueHU 3a
KOHCYMaIus oT Xopa.

5. GOAPMAKOJOTUYHU OCOBEHOCTHA

dapmakoTepaneBTHUHa  Tpyna:  AHTUMHQEKIHO3HM  CpeIcTBa 3a  CHUCTEMHa  ymoTpe0a;
AnTHOaKTEpHaIHU CpeNCcTBa 3a cHcTeMHa ynoTpeba; KomOmHanmm or aHTHOAKTEpHAIHU CPEACTBa;
[ennuunuHN B KOMOMHALIMS C APYTH aHTHOAKTEPHAIHN CPEICTBA.

Berepunapromenuunnacku Anatomo-TepanestrueH Koa: QJO1RAO].

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

Penicillin G e B-makramMeH aHTHOMOTHK M HEroBaTa CTPYKTYpa CbIObpiKa [-JIakTaMeH NPBCTeH U
THA30JIMINHOB MPBCTEH, OOIIM 38 BCHYKU NEHUIMIMHH. B-TaKTaMHUTE aHTUOWOTHUIN BB3MPENATCTBAT
¢dopmupaneTro Ha OakTepWaiHaTa KJIEThYHAa CTEHA 4Ype3 Hameca B KpalHHUS eTal OT CHHTE3a Ha
NEeNTUAOTIMKaHNUTE. Te MOTHCKAT aKTUBHOCTTA HAa TPAHCHENTUAA3HUTE €H3UMH, KOUTO KaTalu3upaT
KPBCTOCAHOTO CBBP3BaHE HA TJMKONCNTUAHUTE MOJUMEPHH EAWHUIM, (HOpMHpAIlM KIEThYHATA
creHa. Te mposiBsBaT OGakTepULUAHO ACHCTBHE, HO MPUYUHSIBAT JIM3UC CAMO Ha PACTSIIUTE KIETKH.

Dihydrostreptomycin € aMHHOTTTUKO3UEH aHTHOMOTHK, akKTUBEH cpely [ pam-orpunarenHu aepoou.
Cren naBnu3aHe mpe3 KieTbuHaTa oOBHBKa, dihydrostreptomycin ce cBbp3Ba ¢ 30S cyOenuHuna Ha
OakTepuannute pubozomu. ToBa MHAyLIHpa MOTPEIIHO MIPOYMUTAHE HA TEHETHYHHS KOI OT CTpaHa Ha
nPHK u npuumnssa OakreprocTasa. AMUHOITIMKO3UAWTE NPOSBSIBAT CHHEPTHYHO ACHCTBHE B
KOMOHMHANHUSA C B-TaKTaMHU aHTHOMOTHIIH.



5.2 ®apMakoKHMHETMYHH 0COOECHOCTH

Crnen mpunaraHe Ha Hpoxykra, procaine benzylpenicillin ce pesopOupa OBpP30 OT MACTOTO Ha
WH)XEKTHpaHe, ¢ MaKCUMaJIHU HUBA 2 4yaca cliel MHKeKTupane Mexay | u 2 ug/ml npu koHe, oBIe U
ceune, u 0.5 pg/ml npu rosema. [lomyXuBOTHT Ha enMMUHHpaHe Ha penicillin e mpubaM3UTENHO 2
Yaca IpH OBILIE U CBHHE, 5 yaca pu roseza u 11 yaca npu KoHe.

Dihydrostreptomycin ce pe3opOupa ¢ mogoOHU TEMIIOBE, ¢ MAaKCUMalIHK HuUBa 23 pg/ml npu rosexa,
oBLE U cBUHE, U 15 ng/ml npu kone. [TomyXMBOTHT Ha EIMMUHHUPAHE Ha streptomycin e
NpUOJIM3UTENHO 2 Yaca Mpy ToBea, OBIIE M CBUHE, U 4 Yaca IpH KOHE.

6. DPAPMALEBTUYHHU OCOBEHOCTH

6.1 Crnucbk Ha eKCOMITHEHTHTE

[onMBHHUITIUPOTUAOH

[Momucopbar 80

Jleuntun

Hatpues uutpat quxuapar

JluHaTpueB exeraT

Hatpues ¢opmannexun cyndpoxcunar

Herpumun

XuapokcubenzoatHu ectepu (kato Humacent HaTpwii)

JlumMoHeHa KucenrnHa

Bopna 3a umxekuun

6.2 OCHOBHU HECBBMECTHMOCTH

He ca n3BectHu.

6.3 Cpok Ha romHoct

Cpok Ha TOAHOCT Ha KpaiHUs BETepUHAPHOMEIUIIMHCKN NPOAYKT: 2 TOIMHH 3a TIACTMacoBU (IAKOHU U
3 rOAVHY 3a CTHKIICHU ()JIaKOHH.

Cpok Ha TOAHOCT ciell IbPBO OTBApsSHE HA ITbPBUYHATA OITAKOBKA: 28 THH.

6.4. CrnenuanaHu yCJI0BHA 32 CbXpPaHeHHe HA MPOAYKTA

Ha ce cexpanspa B xnaquiauK (2 °C — 8 °C).
Jla ce ma3u OT CBEeTJIHMHA.

6.5 Bwuau cbcTaB HAa MBPBHYHATA ONTAKOBKA

MHuorono3oBu crbkiean tuil I wim miacrmacoBu ¢uiakonn 3a umkeknuu ot 50 ml, 100 ml u 250 ml,
3aTBOPEHU ChC 3aITyIIagKa OT HUTPWI U TNIOMOUPAHU C alTlyMHHHEBO Karaye.

He Bcnukn pa3sMeCpu Ha OIMAKOBKATa Morart Ja 6’LZ[aT npeajiarani Ha 1ma3apa.
6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IOJA3BAH IPOAYKT HJIX OCTATHIHU OT HET'0

Bceku HensnomsBax BCTCPUHAPHOMCAUIIMHCKHA MMPOAYKT HUJIK OCTAThLH OT HEI'O TpSI6Ba Ja 6’LZ[aT
YHUIIOKCHU B CbOTBCTCTBUEC C UBUCKBAHNATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. HPUTEXATEJI HA IMIIEH3A 3A YIIOTPEBA



»ACKIJIEIT - DAPMA” OO
rp. Codus, x.kx. Jltonus - 7, 61. 711A, marazus 3
Peny6nuka bearapus

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-1680

9. JATA HA ITbPBOTO U3JABAHE/IIOJJHOBSBAHE HA JIMIIEH3A 3A YIIOTPEBA

Jlata Ha TBPBOTO M3AaBaHe HA JIMIEH3 3a ynorpeda: 19/12/2011
JlaTa Ha MOCIIEAHOTO TIOTHOBSIBAHE Ha JIMIIEH3 3a yroTpeda: 03/11/2016

10. JATA HA IIOCJIEJHATA PEJAKIIUSA HA TEKCTA

11/2018

3ABPAHA 3A ITPOJAXKBA, CHABJIABAHE U/NJIA YIIOTPEBA

Camo 3a BCTCPUHAPHOMCIUIIMHCKA y1'[0Tp66a.
I[a CC OTIIYCKa CaMo I10 JICKapCKO MpCAInCaHuc.

N3MNbJHUTENEH OUPEKTOP:






