KPATKA XAPAKTEPUCTUKA HA ITPOAYKT
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-2097
1. HAUMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUA TIPOAYKT
PENDISTREP
2. KAYECTBEH U KOJIMYECTBEH CbCTAB

AKTHBHH CyOCTAHIUM:

Benzylpenicillin procaing ..o ieeic v e, 200 000 L.U./ml
Dihydrostreptomycin (kato SUlfate) ............cccceeveviiiiiiiiie e 250 mg/ml
ExcuunuenTn:

3a IIBIHUA CIIMCBK Ha EKCIIUIINEHTHUTE, BIDK T. 6.1.

3. ODAPMAIEBTUYHA ®OPMA

HMuxekunoHHa CycrneH3usl.

4. KJIMHNYHU JAHHU

41 Bugose ;kMBOTHH, 32 KOUTO e npexHazHayed BMII

I'oBena, oBlIE, KO3, CBUHE U KOHE.

4.2 TepaneBTHYHU OKA3AHUS, ONIPeAeICHH 32 OTAEJTHUTE BUI0BE KUBOTHH

3a neveHne Ha OaKTepUaTHA MH(EKITUH, TOCTOTICPATUBHY U / FITH BTOPUYHU HH(DEKINH, TPUINHEHN
OT 4yBCTBUTEIHU KbM KOMOMHAIMATA MUKPOOPTaHU3MHU, IPUUMHSIBALIY CIETHUTE 3200 IIBaHUA:
I'oBena, oBiie, Ko3u: Koxen abcuec

AKTHHOMHKO3a

Konutau 3a0o0nsaBanus

ApTpuru

AHTpakc

JlenTocnuposa

Macrtutu

Mertputu

ITneBMOHUs

BponxonHeBMoHuMs

CauHe: ApTpuru
AGoptu (0T OpylIeNH, TENTOCITUPH | AP. YYBCTBUTEIHU
MUKpPOOPTaHU3MH )
Jlenrocniupo3za
UYepenka
[IHeBMOHHUA
BponxonneBMoHuMs
MMA cunnpom

Komre: Metputu
ITneBMoOHMS
BbpouxonneBmMoHus
Karap

1/6



4.3 IMpoTuBonokazanus
Jla He ce u3MoJI3Ba NpH:

. CBpPBX4yBCTBUTEIHOCT KbM NEHUIMINHHATE W/MITH AMUHOTIIMKO3UIUTE.

. XuotHu ¢ ObOpedyHAa HENOCTATHYHOCT, XEMATONATHUH, KAPAWUONATHM WM IIPU XUBOTHHU C
KOXJIEOBECTUOYJIAPHU YBPEKAAHUSL.

. ’KuBoTHu Ha BB3pacT nox 1 mecer.

. 3aiiiiM, MOPCKU CBUHYETA U XaMCTEpH.

4.4 Cneuua/JJHu mMpeaANa3sHd MePKH 3a BCeKH BH]I JKUBOTHH, 32 KOUTO e npeaHasnayen BMII
Ja He ce mpunara npu KOHe, YUETO MECO € MpeTHa3HaYeHO 38 KOHCYMalus OT X0pa.
4.5 CrnenuajaHu nMpeana3Hy MePKH NpH ynorpeoda

CHeIII/IaJ'IHI/I Opeanas’Hii MCPKH 3a ) KUBOTHUTEC IIPU VHOTDC6aTa Ha IIpOAYKTa

Jla ce cma3BaT yclIOBHUS Ha aceNTHKA MPH ynoTpeda, KaTo MPeABapUTEIHO Ce Ne3UH(PEKINpPa MICTOTO

Ha UHKEKTUPAHE C aTKOXOJI.

Jla He ce mpuara MoAKOKHO, HHTPABEHO3HO WJIH OJIM30 10 BaXKHU HEPBU.

Jla ce mpmiaara ¢ MOBUIIEHO BHUMAHHE MPH XUBOTHH ChC CBPBXYYBCTBHUTEIHOCT KbM AKTHBHHUTE
cyOCTaHIIHY.

Ja ce npociiean 6b0peuHaTa GpyHKIUSA 10 BpeMe Ha TPETHPAHETO, 0COOSHO IIPU MJIATU JKUBOTHHU.

Crenmaniy npeina3sHy MEPKH 3a JIMLATA, IPUIArailyd BETEpUHAPHOMENIIHNHCKUS IPOAYKT HA YKUBOTHUTE

He e mpunoxumo.
4.6 HebnaronpusiTHH peakuuu (4€CTOTA H BAKHOCT)

AJieparidyHd W aHAQWIAKTHYHU pPeaKIUM: HaOoJaBaT ce Mexay 2-pu U 4-TH 4ac MpH
CBPBXYYBCTBUTCIIHA JKMBOTHH W Morar Ja ObJaT CcepHo3HH. Bb3pacTHHTE ToOBeAa ca
MPepasnoiioKEeHH KbM TaKWBa PEAKIUM M CUMITOMUTE OOMKHOBEHO Ca CalMBaIlMs, TperepeHe,
MOBPBIAHE, 3aTPYJHCHO NUIAHE W KOXKEH OTOK B HIKOM y4YacThIIM Ha TsUI0TO. B HsAkoW ciydam
TpeTHpaHeTO TPsAOBa na Obje MpPEKpaTeHO He3a0aBHO M Ja ObJAT MPUIOKECHU eNUHEDPHH W/ HIU
KOPTHKOCTEPOUIH.

IIpacera 3a yrosiBane U nMpaceHa: PsiIKO U IIPU CTPECOBH CUTYALIMH MOXKE Ja JOBEJE 10 BpEMEHHA
Tpecka, MOBpbIIaHe, HapyllIeHa KOOPAWHALUS, TPEIIEPEHE U araTHsl.

Komne ¢ 05,12 1 THHKA KOKa: Morat aa ObaaT HaOMIOMaBaHM KOKHU IUIAKA U IIOCUHSIBAHE B MACTOTO
Ha MHXKEKTHUPAHE C JIOKAJICH €IeM U MYCKYyJIHa O0JIKa.

4.7 Ynorpeda mo BpeMe Ha OpeMEeHHOCT, JJAKTAIUSA WM siiilleHOCeHe
He ce mpusara no Bpeme Ha OpeMEHHOCT.

4.8 B3auMmoneiicTBMe ¢ APYIrH BeTepUHAPHOMEIULIMHCKH MPOAYKTH M APYru (popmMu HA
B3auMojeiicTBHe

Jla He ce mpuyIara eTHOBPEMEHHO C:
® 0aKTEPUOCTATUYHH aHTHOMOTHIIN U IPYTH aMUHOTJIMKO3UIH, TTIOPAIN TEXHHUS aHTATOHU3bM;
® TeHTO0apOUTAN M HHXAJAIIMOHHU aHECTETHIIN, TIOPaJIU PUCK OT BacKyJIapHa JeTPECHs;
® MYCKYJIHH PEJIaKCaHTH, IIOPAIH PUCK OT HEPBHOMYCKYJIHA OJIOKaIa;
® JIMYPETHIIU, TIOPAJIH PUCK OT YBEJIMYaBaHE HA OTOTOKCUYHOCT;
® JIPYI'H: XeMapHH, KAJIIHUEB MIIOKOHAT, puOO(dIaBHH, THAMIIMHOJIOH, HHIOMETAIIHMH,
(heHm0yTa30H, CATUIMIATH U CIIA0N KHCEITHUHH.
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4.9 Jl03a 1 HAYMH HA NPHJIO’KEHUe

Bceuuku Bu0oBe :KMBOTHH (rOBea, OBIle, KO3H, CBHHE M KOHE): Ype3 HHTPAMYCKYITHO MPHIIOKECHHUE.
6.000 — 12.000 Ul ot Gen3uwinmeHuuwinH npokauH + 7.5 - 15 mg or auxuapoctpentomunmn/kg
TenecHa Maca Ha JieH (ekBuBasieHTHO Ha 1.5 ml PENDISTREP na 25-50 kg Tenecna maca).

Jla ce TpoABIKHM TpETUpAaHETO 10 1-2 JHW Ciel W3Ye3BaHE Ha KIMHUYHUTE IPH3HAIM Ha
3a00JIsIBaHETO.

410 IIpeno3upane (CHMITOMHU, CIIENIHH MEPKH, AaHTHI0TH), AKO € HE00OX0IUMO

KypapedopmHa TOKCHYHOCT NPH UHIUAEHTHA WHTOKCHKAIUSA: CUMITOMHUTE ca Oe3MOKOMCTBO,
3aTpyQHEHO AWINaHe, 3aryba Ha Ch3HAHHE W TOHAKOTa CMBPT TOpaad CHUpaHe Ha AHWIIAHETO U
Ba30MOTOpHA Jienpecus. B Te3u cimyuyaun TpsOBa Jga ce NMPEyCTaHOBH TPETHUPAHETO W JIa C€ MPHIOKHU
M3KYCTBEHO JMIIAHE, KAKTO U aHTUXUCTAMUHOBHU MIPOAYKTHU U KAJIIIUEBU COJIM, 0ABHO HMHTPABCHO3HO.

HedpoTokcH4HOCT: OOMKHOBEHHO Ce HA0II01aBa AIOYMUHYPUS, IIWJIMHIYPUS, CH3UMYPHS U aHYPHSL.

411 KapeHTHHM CpOKOBe

I'oBena, oBue, KO3M M CBHHE:

Meco u BbTpEIIHU OpraHu: 28 THU.

Munsxko: 3 nau.

He ce paspemasa ynorpe0ata npu KOHE, YUE€TO MECO € IPeAHA3HAUYEHO 3a KOHCYMAIHs OT XO0pa.

5. OAPMAKOJIOI'HYHU OCOBEHOCTH

dapmakoTeparneBTUUHA IPyTa: aHTHUH(EKINO3HH 33 CUCTEMHA YIOTpeoa.
Berepunapromenummacku Anatomo-Tepanesruuern Kox: QJO1CE30.

5.1. ®apmakoAMHAMUYHH CBOICTBA

BEH3UJINIEHULIMJIVH ITPOKAWH

Bera-nakramMeH aHTHOMOTHK, BKIIOWeH B Tpyna G Ha ecTecTBEHWTE NEHUIMJIMHH, OCHOBHO 32
MapeHTePaTHO MPUIIOKEHNE U OTPAHUYEH CIIEKTBP.

OCHOBHO mpHUTEXaBa OAaKTEPULUAHO JECHCTBUE CpEIly OCHOBHHTE IpaM - TOJOXHUTEIHU
MHUKPOOPTaHU3MH U Cpelly orpaHudeH Opoil ['pam - oTpuuaTenHH MHKPOOpPraHU3MH (OCHOBHO B
MUKOYHHS TPAKT), KAKTO M CPEIly HAKOM CHHPOXETH M aKTMHOMMIM, BKIIOUBAHKM B CHEKThPa CH Ha
NeiicTBHE CIeTHUTE MUKPOOPTaHU3MHU:

I'pam - nononcumennu: Corinebacterium spp., Streptococcus spp., Staphylococcus spp., Clostridium
spp., Bacillus anthracis, Erisypelothrix spp., Norcardia spp., Listeria spp., Vibrio spp., Actinomyces

Spp.

I'pam - ompuyamennu: Fusobacterium necrophorum, Pasteurella spp., Haemophilus spp.,
Actinobacillus spp., Proteus spp., Neisseria spp.

/Ipyzu: Hakou pukercun, Leptospira spp., cnupoxeru (Borrelia, Treponema).
JANXUAPOCTPEIITOMULIMH

baktepuiiuieH aMUHOTJIMKO3WUACH AHTHOMOTHK, AaKTHBEH cpeury Ipam -  OTpHIATENHH
MHUKPOOPTraHU3MH M HAKOH ['paM - TMOJIOKHUTEITHH, BKIIOYBAWKN B CIIEKThPA CH Ha JCUCTBUE CICTHHUTE

mukpoopranm3mu: Escherichia coli, Klebsiella spp., Shigella spp., Proteus spp. (npu Hsikou BumoBe),
Salmonella spp. (mpu Hsixou BumoBe), Yersinia spp. (npu Hsixou Bunose), Pasteurella spp. (npu Hiaxon
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BujoBe), miamoBe Ha Actinomyces bovis, Leptospira spp., Mycobacterium spp., Haemophilus,
Brucella spp., Campylobacter fetus.

JleiicTBueT0 Ha JBETEe AKTUBHU CYOCTaHIIMM BOAM 10 OaktepunmieH edekT cpeury [pam -
MIOJIOKUTENNHUTE ¥ [ paM - oTpHUIaTeTHUTE MUKPOOPTaHU3MH.

Mexanu3zvm na oeilicmeue

BeH3naneHNIMIMHBT JeHCcTBA KaTo OJOKHpa OWOCHMHTE3aTa Ha OakTepmanHata creHa. Oukcupa ce
Yype3 KOBAJICHTHH CIIUHUIIM CIIC]] OTBapsSHE Ha OeTaJlakTaMHUTE s/ipa Ha TJIABHUTE CH3UMHH MPOTCUHHU
PBP (tpancnentuaasu). [leHUIMIMHUTE ca aKTHMBHM caMO Cpelly OakTepuuTe BBB (hazaTa Ha
pa3MHOKaBaHe.

JuxXuapocTpenTOMMUMHBT JciicTBa 4pe3 cBbp3BaHe ¢ 30 S eauHuuuTe Ha pubo3omute. Toi
TpenoTBpaTsaBa ¢azara Ha WHUIMpaHe, pu pasnpeneneHueTo Ha PHK HocuTens, xoeto Bomu mo
HEMpPaBWJIHO MPOYNTAaHE Ha TeHeTHYHHs Kox oT TtpaHcdepasHata PHK. Crpmo Taka HapymaBa
MPOMYCKJINBOCTTa HA OaKkTepHaiHaTa MeMOpaHa.

[Ipu aconmupaneTo Ha [BeTe AKTHUBHM CYOCTaHIMH C€ CTUra 10 CHHEPTH3bM, IbJDKall ce Ha
I’bPBOHAYATHUS €(EKT Ha MEHUIMINHUTE BbPXY OaKTepualHaTa KJICThUHA CTEHA, KOSTO MO3BOJISBA
JIECHOTO HAaBIHM3aHE Ha JUXUAPOCTPENTOMHUIIMHA B KJIETKaTa ¥ CJeJ TOBa YBEIWYCHHWE B
VHAWBHUIyaJTHOTO IEHCTBHUE HA JIBETE CyOCTAHIINH.

Pe3ucrenTHoCcT: HsikOoM MHKpPOOpPraHM3MM CTaBaT PE3UCTEHTHH KBbM IPOAYKTa IO OTHOIIEHHE Ha
Oera-TakTaMHaTa TMPOJYKIHUS, KOSTO BOAU JI0 MHAKTHBUpPAHE, Ype3 paspyllaBaHe Ha OeTa-TaKTaMHHUS
MIPBCTEH HA MEHUIWIINHUTE.

ChbIecTByBa U KPBCTOCAaHA PE3UCTEHTHOCT CPELly OPYTd aMUHOITIMKO3WIH, KaTO CTPENTOMHILUH,
HEOMHUIIMH, TCHTAMHUIMH ¥ KaHAMHLIMH.

5.2 dapMaKOKHHETHYHHU 0COOEHOCTH

Cren MHTPaMyCKYJIHO MpPUIOKEHHWE Ha OCH3WINCHHWLWINH clieBa YIBDKEHO OCBOOOXKIaBaHE OT
MSICTOTO Ha MHXEKTHpaHE, KOETO BOJAM 10 MaKCMMallHa KOHIIGHTpalus B KpbBTa OT 1 10 3 waca oT
MPUIOKEHUETO MY (B 3aBHCUMOCT OT BHJA XMBOTHO). CBBP3BaHETO MY C IUIa3MEHHUTE NMPOTEHHU €
ciabo B mponopuus ot 45-65 % u TepaneBTUYHUTE HUBA B KPBbBTA IEP3UCTUPAT 3a 24 daca.
JMXUIpOCTPEeNTOMULIMHBT ChIIO C€ pe30pOupa O0aBHO OT MACTOTO Ha NPHJIOKEHHE, KaTo OCTUra
MaKCUMaJHH KOHIEHTpallMK B KpbBTa N0 | uac, karo ce pe3opOupa JBa MBTU MO-OBP30 OT
6CH31/IJ'IHCHI/IHI/IIII/IH3, KaTo 6I/IOHOFI/I‘IHI/IH MY IOJY-KUBOT € HAIIOJIOBUHA.

OntumanHoTto pH 3a akTHBHOCTTa Ha OEH3WJITICHUIMIMHA € JIEKO Kuceno: 5.5 g0 6.5. Pasnpenens ce
HaIbJIHO, KaTO JOCTHUIa 3HAYMTEIHN KOHLIEHTpaluy B Oenus ApoO, Ob0pennTe, yepHUs 1pod, Koxarta
W UHTECTUHAJIHOTO ChIbp)KaHHEe, HO ce HaOloJaBa IOHMKEHAa KOHIEHTpaluus B SICHO
BacKyJIapU3UpPaHUTE IIPOCTPAHCTBA, KATO KOPHEATA, XPYLSUIUTE U KocTUTE. Bp3nanurennarta dasza My
I103BOJIsIBA ZII/I(l)Y?,I/IH mpe3 IUICBPAIHUTE TCEYHOCTH, NECpUKapAa, NEPUTOHCAJIHUTC U CHHYBUAJIHUTEC
TEYHOCTH, KakTo M Tpe3 medanoapaxHOUWAaIHUTE TeyHocTH u abcrecute. [IpemuHaBa mpes
TuTaneHTaTa 1 6aBHO MeHeTprpa BbB (eTaiHaTa IUPKyIanus oT Maiikata. YacTuuHo MeTaboimu3upa B
NEHULWIONIHA KUCENMHA, HO ocHOBHaTa (90 %) wacT ce oThens ¢ ypuHata B HEM3MEHEHa (opma.
VYcraHoBsIBa ce U B MaJIKH KOJIMYECTBA B MIIIKOTO IPH KEHCKUTE 110 BPEME Ha JIaKTaLHs.
JMXUIpOCTPENITOMULMHBT CE€ Pa3Npenesis IMpe3 eKCTpaleldylapHUTe NPOCTPAHCTBA M TPYIOHO ce
CBBbp3Ba C IUIa3MeHuTe nporeuHH (mo-manko ot 10 %), cnabo meHeTpupa B MOBEYETO THKAHH C
M3KITIOYCHUE Ha OBOperuTe (OTHOCHTETHO MaIbk 00eM Ha pasmpezaenenue: 0.35 — 0.45 L/Kg).

Jobpa KOHIIEHTpammsi C€ YCTAaHOBSBA B TEYHOCTHTE HA TEJICCHUTE KyXWHW W Hal-Bede TIpH
ChIIECTBYBalIO Bh3naseHue. [IpeMuHaBa npe3 KpbBHOMO3bYHATA U TUIALICHTAapHAaTa Oapuepa, KakTo B
CTaBUTE M OKOTO, HO B TSAX HE JOCTHra TEPAaNeBTUYHU KOHLEHTPALWH, KAKTO U B OpOHXHAHHUTE
CEKPEeTH, UHTECTHHAIIHUTE TEYHOCTH, IPOCTATHUTE CEKPETH, KITbUYKATa U MIISIKOTO.

50-60 % ce exckpeTHpaT ¢ ypuHaTa B HElpoMeHeHa Gopma u 2-5 % ce eNMMUHUPAT C JKITbYKaTa.

6. OAPMALIEBTUYHHU OCOBEHOCTH
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6.1 Cnucbk Ha eKCHUIIMEHTHUTE

Procaine hydrochloride

Sodium citrate dihydrate
Carboxymethylcellullose sodium
Polyvinylpynolidone

Sodium formaldehyde sulfoxylate (dihydrate)
Water for injections.

6.2 OCHOBHH HECHBMECTHMOCTH

PENDISTREP in vitro e HecbBMeCTMM C KHCEIHWHHM, OCHOBH M OKCHIHpAINHd arcHTH, CBINO U C
AJIKOXOJI, MPOMMJICH IJIHKOJ, IOJUCTHICHIIMKON, XJOPOKpe30i. EpurpommuiiiHa, TETpalMKINHA,

kakto u HCI con n meHrobapOuTama, U3MEHST ICHCTBUETO HA MIPOIYKTA.

6.3 Cpok Ha rogHocT

CpoOK Ha TOTHOCT Ha KpalHUS BETEPUHAPHOMEAUIIMHCKU IPOAYKT: 2 TOIUHU.

CpoK Ha TOIHOCT cJell IbPBO OTBAPSIHE HA MbPBUYHATA OMAKOBKA: 28 THHU.

6.4. CrnenuajaHu ycJI0BHA 32 ChbXpPaHeHHE HA MPOAYKTA

Ha ce cpxpansiBa npu Temreparypa mon 15 °C.

a He ce 3ampazsBa.

Jla ce ma3u OT CBETJIMHA.

6.5 BwuaucbcTaB Ha TBPBUYHATA ONMAKOBKA

Tun |l crerinenu gpunakonu ¢ 6poMoOYTHIIOBA TYMEHA 3alyllIanKa U aTfyMUHHEBa Kalmayka Wi
anmymuaueBa kamauka ¢ flip-off mrom6a, ceappikarm 10, 50, 100 u 250 ml.

®nakonu o 100 ml u 250 ml ot monuerunen repedranar (PET).

He Bcnuku pa3sMEpu Ha OIMaKOBKATa MOrar aa 6’L,Z[aT npeajiaranv Ha 1masapa.

6.6 CrnenuajaHu MepPKH 32 YHHIIO0KABAHE HA HEM3IMOJI3BAH NMPOAYKT WIH OCTATHIU OT HEr0

Bceku HenzIon3BaH BETCPUHAPHOMCIUIIUHCKHA MMPOAYKT WJIM OCTAaTbIH OT HETO, TpSI6Ba Ja 6T)IlaT
YHUILIOKE€HU, B CbOTBECTCTBUEC C U3UCKBAaHUATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Laboratorios SYVA, S.A.U.
Avda. Parroco Pablo Diez, 49-57
24010 Leon - SPAIN
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8. HOMEPHA JIMIIEH3A 3A YIIOTPEBA

0022-2097-26.08.2013

9. JATA HA ITBPBOTO U3JABAHE HA JIMIHEH3A 3A YIIOTPEBA
18.07.2008

10. JATA HA NOCJIEJHATA PEJAKIIUS HA TEKCTA

12/2017

3ABPAHA 3A ITPOJAKBA, CHABJASIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.

II-P TAMSIH WJIMEB
W3ITBJIHUTEIEH JUPEKTOP
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