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MHPUJIOKEHMUE 1

KPATKA XAPAKTEPUCTHUKA HA TPOAYKTA



1. HAMUMEHOBAHHUE HA BETEPUHAPHOMEJIULUHCKUSA MTPOAYKT
Pen & Strep,

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

(procaine penicillin, dihydrostreptomycin sulfate)

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcexu ml cpappixka:

AKTHBHH CyOCTAHIIMH:

Procaine penicillin 200 mg

Dihydrostreptomycin sulfate 250 mg

ExcuunuenrTu:
XunapokcubenzoaTHu ectepy (kaTo HumacenT HaTpuil), KaTo aHTUMHKPOOEH KOHCEpBaHT 1,5 mg

HatpueB cdopmangexva cyndokecnnar, kato aHTHOKCHAAHT 1,25 mg

3a IBJIHUS CITUCHK Ha SKCIIUITUEHTHUTE, BIK T. 6.1.

3. OAPMAIEBTUYHA ®OPMA

WNuxekunoHHa CyCTieH3Usl.

bsna BogHA MHKEKIIMOHHA CYCIIEH3HUS.

4. KIMHUYHU JAHHHA

4.1 Bupgose KUBOTHM, 32 KOUTO e mpeaHazHadyeH BMII

I'oBena, cBHHE, OBIIC U KOHE.

4.2 TepaneBTHYHU MOKA3AHUS, ONIPedeeHH 32 OTIeJHUTE BUIOBE ;KUBOTHH

3a JeyeHWEe Ha CHUCTEMHHM WH(EKIMH TpU TOBEAA, CBHHE, OBIC M KOHE, NPUYMHEHU OT WU

aCOLIMMPaHd C MHUKPOOPTraHU3MH, UYBCTBHTEIHH KbM penicillin w/mmm streptomycin, BKIIOYBAIIN
Arcanobacterium pyogenes, Erysipelothrix rhusiopathiae, Klebsiella pneumoniae, Listeria spp.,

Mannheimia  haemolytica, Pasteurella multocida, Staphylococcus spp. (menpogyuupaim

neHuunnuHasa), Streptococcus spp., Salmonella spp.

3a KOHTPOJ Ha BTOPUYIHU 6aKTepI/IaJ'IHI/I I/IH(l)eKLII/II/I, MNPUINHCHU OT YyBCTBUTCIIHU MUKPOOPraHU3MU,
npu 3360J’I$[BaHI/I$I, MIBPBUYHO aCOLlMMPAHU C BUPYCHA I/IH(l)eKLII/ISI.

4.3 IIporuBomoKazaHus

I[a HC CC U3M0JI3BAa MIPU CBPBXUYBCTBUTCIIHOCT KbM dKTUBHUTC CY6CTaHLII/II/I HIIM KbM HSKOH OT
CKCIIUIIUCHTUTC.

4.4 CnenuajaHM Mpeala3HH MePKH 32 BCeKH BUJ JKMBOTHH, 32 KOUTO e MpexHasHaveH BMII

,El,a HEe ce um3nonsea npum XnMBOTHM C YCTAaHOBEHWU peHallHU 3abonsaBaHns uUnu ¢ HapyLlleHa

peHarnHa gyHKUMS.



[a He ce npesullaBa nocoYeHaTta go3a Ui NpoabiIXUTENTHOCTTA Ha TPpETUPAHE.

4.5 Chnenuajanu npeana3Hu MepKHU NPH ynorpeda

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

[a He ce npesuLlaBa npenopb4aHaTa go3a. AMnHornmMkosnaguTe npuTeXaBat NO-TECHU

rpaHnLmM Ha 6e30nacHOCT B CpaBHEHUE C B-nakTamuTe.

CHCLII/IaJ'IHI/I Oopeanasdy MCPKH 3a Julara, rmpujaaraimy BETCPUHAPHOMCAUTTMHCKHWSA MPOAYKT HAa
KHMBOTHHUTC

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

HCHI/ILII/IJ'II/IHI/ITC n Lle(l)aHOCI'IOpI/IHI/ITe MoOrat aa MNpUYUHAT CBPBXUYBCTBUTCIHOCT (aneprm[) CIaca
HWHXXCKTHPAHC, BIUWIIBAHC, IMONIIBIIAHC WX KOHTAKT C KOXaTta. CBp’LX‘-IYBCTBI/ITeHHOCTTa KbM
MNCHUIUIIMHUTC MOXC Oa AJOBCAC 0 KPBCTOCAHA PpCaKIud KbM Lle(l)aHOCI'IOpI/IHI/ITe n 06paTHO.
HOHHKOFa, AJICPTUYHUTC PCAKIIUU KbM TC3U CY6CTaHLII/II/I Morart aa 6’I>I[aT CCPUO3HU.

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

Cren nmpunaraHe Ha MIPOAYKTA, Aa Ce U3MHUBAT PhLETE.
4.6 HeOnaronpusiTHu peaknuy (4ecTOTa U Ba)KHOCT)
B penku cnyyan, npu 603aemy mpacera U mpacera 3a yrosiBaHe, IpuiIoKeHHeTo Ha penicillin moxe na

AOBCAC [0 IosABaTa Ha MNOPEXOAHA IMUPCKCHA, MNMOBPBINAHC, TPCHCPCHC, allaTusd W HApPYIICHUSA B
KoOpAuHanuATa.

B penku cinysam, MoraT Oa ce HabniogaBaT oce3aemu IOKanHM peakuuMu C npexofHa

npupogda, crnen MHTPamMyCKyJTHO NHXEKTUPaHe MNMpun KOHe.

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

[Tpu OpeMeHHM CBHMHE U IIbPBECKUHH Ca JOKJIAJIBaHH CIydaH Ha MOsBA HA U3TCYCHUS OT BYJIBATa,
aCOLIMMpPaHU C a0OpT.

4.8 BzamMmopeiicTBHe ¢ IpPyr¥ BeTePUHAPHOMEIUIIHHCKH NMPOAYKTH U Apyru (popmMu Ha
B3aMMO/IelicTBHE

He ce npenopbyBa egHoOBpeMeHHaTa ynotpeba ¢ Apyrn aHTMGMOTULM, KAaTO TETPaALMKINHM,

nnu ¢ opyrn aMmmnHoOrnmkosngu.



4.9 [lo3a 1 HAYMH HA IPWJIOXKEHHE

Mpeamn ynoTtpeba, onakoHbT ce pasknallia gobpe.

npOD,yKTbT ce npunara D,'bJ'I6OKO MHTPaMYCKYJIHO.

MpenopbunTenHaTa fo3a e 8 mg procaine penicillin/kg TenecHa maca Ha geH ¢ 10 mg
dihydrostreptomycin sulfate/kg TenecHa maca Ha geH (1 ml npoaykt/25 kg TenecHa maca Ha
A€eH), B NpoabJIKeHe Ha 3 nocneaoBaTenHn gHN.

O6eMbT, NPUNOXeEH B €4HO MSICTO Ha MHXEKTMpaHe, He Tpsabea Aa npesuwasa 15 ml npu

KoHe, 6 ml npu rosega, 3 ml npu osue u 1,5 ml npu ceuHe.
4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHA MEPKH, AHTUIOTH), AKO € HeOOXOAUMO
Hama cneyndunyHo neveHue.

4.11 KapeHTHHU cpoKoBe

I'oBena:

Meco 1 BbTpEIIHU OpraHu: 23 IHHU.

Misako: 60 gaca.

Csune:

Meco u BbTpelHu opranu: 18 nHu.

Osue:

Meco u BbpTpemHu opranu: 31 nHu.

Musiko: He ce pa3pemaBa 3a ynorpeba npH )KMBOTHH, YAETO MILSIKO € MIPeIHa3HAUCHO 32 KOHCYMAIUs
OT Xopa.

Komne:

He ce paspemasa 3a ynorpeba mpu KOHE, YHUTO MECO M BBTPEIIHM OpraHU ca MpelHa3HaueHU 3a
KOHCYMaIus OT Xopa.

5. GOAPMAKOJOTNMYHU OCOBEHOCTH

dapmakoTepaneBTHUHa  Tpyna:  AHTUMHQEKIHO3HM  CpeIcTBa 3a  CHUCTEMHa  ymoTpe0a;
AnTHOaKTEpHaIHU CpeNCcTBa 3a cCHcTeMHa ynoTpeba; KomOmHammm or aHTHOAKTEpHAIHU CPEACTBa;
[ennuunuHN B KOMOMHALIMS C OPYTH aHTHOAKTEPHATIHN CPEICTBA.

Berepunapromenuunncku Anatomo-TepanestrueH Kon: QJO1RAO].

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

Penicillin G e B-makramMeH aHTHOMOTHK W HEroBaTa CTPYKTYpa CbIObpiKa [-JIakKTaMeH NPBCTEH U
THA30JIMINHOB MPBCTEH, OOIIM 38 BCHYKU NEHUIWIMHA. B-TaKTaMHUTE aHTUOWOTUIN BB3NPENATCTBAT
¢dopmupaneTro Ha OakTepWaiHaTa KJIEThYHAa CTEHA 4Ype3 Hameca B KpalHHUS eTal OT CHHTe3a Ha
NEeNTUAOTIMKAHNTE. Te MOTHCKAaT aKTUBHOCTTA Ha TPAHCHENTUAA3HUTE EH3UMH, KOUTO KaTalu3upaT
KPBCTOCAHOTO CBBP3BaHE Ha TJUKONCNTUAHUTE MOJUMEPHH EAWHUIM, (HOpMHpAIlM KIEThb4YHATA
creHa. Te mposiBsBaT OGakTepULUAHO ACHCTBHE, HO MPUYUHSIBAT JIU3KC CAMO Ha PACTSIIUTE KIETKH.

Dihydrostreptomycin € aMHHOTTTUKO3UJCH aHTHOMOTHK, akTUBEH cpelly [ pam-orpuuatensu aepoou.
Cren naBnu3aHe mpe3 KieTbuHaTa oOBHBKa, dihydrostreptomycin ce cBbp3Ba ¢ 30S cyOenuHuna Ha
OakTepuannute pubozomu. ToBa MHAyIHpa MOTPEIIHO MMPOYNTAHE HA TEHETHYHHS KOI OT CTpaHa Ha



nPHK wu mnpuumnsBa Oakreprocra3a. AMUHOIIMKO3WAWUTE IMPOSBIBAT CHHEPTUYHO JCHCTBUC B
KOMOWHANUSA C 3-TaKTaMHU aHTHOMOTHIIH.

5.2 ®apMakoKHMHETMYHH 0COOEHOCTH

Cnep npunaraHe Ha NpoaykTa, procaine benzylpenicillin ce pesopbupa 6bp30 OT MACTOTO Ha

NHXEKTUpaHe, C MaKcMMariHu HMBa 2 Yaca cref UHxektupaHe mexay 1 u 2 ug/ml npu kowe,

oBue u cBuHe, u 0.5 pg/ml npu rosema. I[lomykMBOTHT Ha enuMMHUHUpaHe Ha penicillin e
NpUOJIM3UTENHO 2 Yaca Iy OBLIE M CBUHE, 5 "aca nmpu roena 1 11 yaca npu xoHe.

Dihydrostreptomycin ce pezopOupa ¢ mogoOHH TEMIIOBE, C MakCUMarnHu Huea 23 pug/ml npu roena,

oBLE U cBUHE, U 15 ng/ml npu kone. [TomyXHMBOTHT Ha EIMMUHHUPAHE Ha streptomycin e
NpUOJIM3UTENHO 2 Yaca Mpy ToBea, OBIIE M CBUHE, U 4 Yaca IpH KOHE.

6. DAPMAIEBTUYHHU OCOBEHOCTH
6.1 Chnucbk Ha eKCHUINEHTHTE
[NomuBUHUITIHPOIHIOH

[Momucopbar 80

Jlenutun

Hartpues nutpart quxuapat
Junatpues eaerart

HatpueB dopmangexva cyndgpokecunat
Herpumun

XuapokcubenzoatHu ectepu (kato Humacent HaTpwii)

JlumoHeHa KucennHa

Bopna 3a umxekunn

6.2 OCHOBHU HECBBMECTHMOCTH

He ca n3BectHu.

6.3 Cpok Ha romHoct

Cpok Ha TOAHOCT Ha KpaiHUS BETepUHAPHOMEIUIIMHCKY TPOAYKT: 2 TOAMHH 3a TIACTMacoBU (IIAKOHH U
3 rOAWHY 3a CTHKIICHU ()JIaKOHH.

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

6.4. CrnenuanaHu yCJI0BHA 32 CbXpPaHeHHe HA MPOAYKTA

Ha ce cexpanspa B xnaquiaukK (2 °C — 8 °C).
Ja ce masu OT CBEeTJIHMHA.

6.5 Bwuau cbcraB HAa MBPBHYHATA ONIAKOBKA

MHorogosoBu cTbkneHn tvn Il nnu nnactmacoBu donakoHn 3a uHxkekuyum ot 50 ml n 100 ml,
3aTBOPCHU CHC 3aIlTyliaJIKa OT HUTPUII U HJ'IOM6I/IpaHI/I C AJIYMHWHHCBO Kariaydc.

He Bcnukn pasMCpu Ha OIMAKOBKAaTa Morart Ja 6’I>I[aT npeajiaranv Ha 1ma3apa.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IMOJA3BAH IPOAYKT UJIX OCTATHIU OT HET'0



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

7. HPUTEXATEJI HA IMIIEH3A 3A YIIOTPEBA

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

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-1682

9. JATA HA ITBPBOTO U3JABAHE/IIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA

JlaTa Ha BPBOTO M3aBaHE Ha JMIEH3 3a yrorpeda: 29/12/2011
JlaTta Ha MOCIIEAHOTO TTOTHOBSIBAHE HA JIMIIEH3 3a yroTpeda: 17/03/2016

10. JATA HA INOCJIEJHATA PEJAKIIUS HA TEKCTA

11/2018

3ABPAHA 3A ITPOJAXKBA, CHABJIAIBAHE U/NJIA YIIOTPEBA

Camo 3a BCTCPUHAPHOMCIUIIMHCKA y1'[0Tp66a.
I[a CC OTITYCKa CaMo I10 JICKapCKO MpCAINInCaHuc.






