KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM JIMIIEH3 3A YIIOTPEBA Ne 0022-1528

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIWHCKUA ITIPOAYKT

PARACILLIN SP

2. KAYECTBEH U KOJIMYECTBEH 1 CbCTAB

Enun g cpappxa:
AKTHBHA cyOcTaHIMSA:
Amoxicillin trihydrate (ekBuBanenTHO Ha amoxicillin 697 mg) 800 mg

ExcuunuenrTu:
3a IBJIHUS CIIUCHK Ha SKCIIMITUEHTHUTE, BIK T. 6.1.

3. GOAPMALHEBTUYHA ®OPMA

[Ipax 3a mpunarane BbB BOJa 3a IUCHE.
PastBopuMm, 051 10 OIETOKBIAT Mpax.

4. KJIMHNUYHU JAHHU

4.1 Bunose :xuBOTHH, 32 KOUTO e NpegHasHaYeH BMII
[Itumm (BKII. B Ieproj Ha SHIIEHOCEHE) U CBUHE.

4.2 TepaneBTHYHHU MOKA3AHUA 32 OTAEJIHUTE BUIOBE S KMBOTHHU

Paracillin SP e npenna3Hauen 3a nedeHue Ha HHPEKUNH, IPUUYMHEHN OT OaKTEPUHU, YyBCTBUTEIHH KbM
amoxicillin nmpu ntunm u cBuHe.

Amoxicillin nma 6akTepuuAHO ACHCTBHE in Vitro cpelly mHpoka rama ['pam-orpunarentu u ['pam-
nmoNoxKuTenHu Oakrepun (Actinobacillus spp., Actinomyces pyogenes, Erysipelothrix rhusiopathiae,
Staphylococci, Streptococci, Pasteurella spp., Clostridium spp., Salmonella spp., Haemophilus
paragallinarum, E. coli u Ornithobacterium Rhinotracheale).

Paracillin SP ce npunara 3a jedeHne Ha MbPBUYHN M BTOPUYHH OaKTepUaIHU WHpEKuUU (MHPEKIUn
Ha PECIUPATOPHHS TPAKT, MPHYHMHEHU OT E. coli, MCHUHTUTH M apTPUTH), KaKTO M BTOPHYHH
MH(EKIIH, TbJDKAIIM Ce Ha yXallBaHWs1/ KbJIBAHE IO YIIUTE U OMalIKaTa.

4.3 I[MpoTuBoONMOKa3aHUS
Ha ne ce nznonssa Paracillin SP (kakto u apyru NIpoayKTH, ChABPKAIIY IEHUIMIINH) TIEPOPATHO HITH

napeHTepaIHo MPH MAJIKHA TPEBOMIACHH )KMBOTHU (MOPCKH CBUHYETA, XaMCTEpH H 3alIIH).
Paracillin SP He e akTHBeH cpelly MUKpOOPTaHW3MH, MPOAYLHHpAIIH OeTa-lIakTamMmasa.

4.4 Crenna/iHu NpeANa3Hu MEePKH 32 BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadyen BMII
Hsama.
4.5 Crnenmna/iHu NpeANasHU MEePKH NIPH ynoTpeda

CrennaiHy npenna3Hu MEPKHY 3a >KHBOTHUTE NP YIOTpebaTa Ha NPOAYKTa
He e npunoxumo.
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CHCLII/IaJ'IHI/I Opeanasdy MCPKH 3a JUlara, mpujaaraimy BETCPUHAPHOMCAUTTMHCKHU S MPOAYKT HA )KHUBOTHUTC

Xopa, C YCTaHOBCHA CBPBbXYYBCTBUTCIHOCT KbM INCHUIIWINHU WUJIN Lle(l)aHOCI'IOpI/IHI/I TpSI6Ba Ja
HU305rBAT KOHTAKT C BET! CPUHAPHOMCIAUIIMHCKHA NPOAYKT.

4.6 HebOnaronpusiTHu peakuuu (4€CTOTa U Ba’KHOCT)

He ca usBectHu.

4.7 Ynorpeba nmo Bpeme Ha OPeMEHHOCT, JAKTALUS U siilleHOCEHe
Mosxe na ce mpuiiara 1o BpeMe Ha OpEMEHHOCT U JaKTaIlvsl.

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

He ca n3BectHu.
4.9 Jl0o3a 1 HAYMH HA IPWJIOKEHHe

IIpenoppuyanara no3a Ha Paracillin SP mpu ntumm e 10-20 mg/kg T.M. (8-16 mg/kg amoxicillin
trihydrate) Ha geH. [Ipu mo-Texxxu HH(GEKINH ce MPenopbyBa MpUjiaraHe Ha Mo-BUCOKA 103a.

[Ipu npacera, npenopbyanara no3a e 20 mg/kg .M. (16 mg/kg amoxicillin trihydrate) na nes.

[Ipu npacera, Paracillin SP moxxe na ce npunara u B xpanata. B Te3u ciaydaun, Paracillin SP Tps6Ba na
ce 100aBU HEMOCPEACTBEHO Mpeau XxpaHeHe. EnHokpatHoTo mpumioxenue Ha Paracillin SP B 50 kg
XpaHa Ha JieH e 20 g 3a npaceta nox 4 mecedHa Be3pact u 30 g 3a nmpacera Haa 4 MeceuHa Bb3pacT.

Paracillin SP ce npuiara BB Boaa 3a MeHe, 3a EPHOJ OT 3 10 5 TOCIe0BaTEIHU THU.

IMpu nTunm, ciaequara ¢GopMmysia MOXKE Ja C€ H3MOJ3Ba 3a OMPEACNsIHEe Ha OOIIOTO KOJHYECTBO
Paracillin SP/nen:

Opoii nTuim x cpenna tenecHa Maca (kg)
g Paracillin SP/nen =

50 (3a 20 mg/kg) mmm 100 (3a 10 mg/kg)

[Ipu npacera, npenopbyanara 1o3a 3a 1 gex e paBHa Ha 1 g/50 kg T.m. Paracillin SP.

[IpenopwvuBa ce Paracillin SP na ce mpunara eqHOKpaTHO, €IUH BT HAa JEH, BB BOJA 3a IHEHE.
Heobxoaumo e 1a ce cope moxaBaHETO Ha BOZAA 3a OKOJIO 2 yaca (M0-MaJIko KOJMYECTBO IPU TOPEII0
BpeMe) mpeau Tperupanero. OmnpeneneHoTo OO0 KOMMYECTBO Mpax 3a JAEHS Ce IMOCHUIBa II0
noBbpxHOcTTa Ha 5-10 L Boga 1 ce pa30bpKBa 10 paBHOMEPHOTO MY pas3lpeneiicHue.

[Ipu HempekbcHATO pa3ObpKBaHE, TO3H PA3TBOP ce A0OABS KbM KOINWYECTBOTO BOJA, KOETO 1ie Obae
M3IIUTO 32 OKOJIO 2 Yaca.

IIpoovnocumento nevenue:
Hauun na npunoxenue Ha Paracillin SP npu koncymanus va 100 L Bona Ha aeH.

[Ttunwm ot 0 1o 4-ceqMuyHa BB3pacT 6-12 g mpax/100 L/nen
[Ituum, no-roxemu ot 4 cenMuIn 10-20 g npax/100 L/nen
[Ipacera, no-manku ot 4 mecena 20 g npax/100 L/nen
[Ipacera, mo-ronemu ot 4 Mecena 30 g mpax/100 L/nen

B cnyqaﬁ Ha OIPOABJKUTCIIHO TPETUPAHE, KbM BOAATa 3a IMUCHE TpSI6Ba Ja ce HpI/I6aB$I HOB pas3TBoOD,
JBa ITbTHU HA JCH.

B omakoBkata nma Msipka 3a KoiauuecTBo ¢ BMectumocT 10 g Paracillin SP.
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[ITruuute 1 cBUHETE HE TPAOBa 1a UMAT JOCTHII 10 BoJla Oe3 aHTHOMOTHK, KOraTo ce Mmpuiiara
nponykTsT. Korato msu10To KOIMUECTBO MEUKaMEHTO3HA BOJa € M3IHTO, TPSIOBa Aa ce MPeA0CTaBU
BoJIa 3a nueHe. Besko HensnuTo koinmuectBo Boja ¢ Paracillin SP tpsiOBa na ce u3xsbpiu 12 yaca
CJIe]] pa3TBAPSHETO HA MPOAYKTA.

4.10 IIpemo3dmpane (CHMIITOMM, CHIEIIHA MEPKH, AHTU/IOTH), AKO € HeOOX0AUMO
Hsma namuunu qaHHU.
4.11 KapeHTHHU cpoKoBe

[Tumu:
Meco u BbTpelIHu oprasu: 24 Jaca.
He ce paspemmaBa ynorpebata npy NTULH, YAUTO STHIIA ca TPEAHA3HAYCHH 33 YOBEUIKa KOHCYMAIHA.

CBumne:
Meco u BbpTpemHu opranu: 48 yaca.

5. GOAPMAKOJOTUYHU OCOBEHOCTH

dapmakoTepaneBTHYHA rpymna: 0eTa-TakTaMHi aHTHOAKTEPUATHH, TECHUIUIHHY.
Berepunapromenuunnacku Anatomo-TepanestrueH Kon :QJ01CAO4.

5.1 ®apmakoaMHAMHYHH CBOIiCTBA

Amoxicillin mposiBsiBa cBosiTa OakTepuIMIHA AaKTUBHOCT Ype3 HWHXHOMpaHe Ha CHHTE3a Ha
OakTepuanHaTa KJIEThYHAa CTEHA IO BpeMEe Ha MYJTHILUIMOMpPaHETO. ToBa HE € CBhbBMECTHMO C
0aKTepHOCTATHYHHUTE AaHTUOMOTHIIN, KOUTO HHXHUOMPAT Mporeca Ha MyITUTUINKALIHSL.

CuHepru3pM MOXKe Ja UMa C Jpyru Oera-JTaKTaMHU aHTHOMOTHIN M aMUHOTITUKO3UIH.

5.2 GapMaKOKHHETHYHH 0CO0EHOCTH

AMOKCI/ILII/IJ'II/IH’LT ce pesop61/1pa 6’Lp30 1 IOYTHU HAITBJIHO OT CTOMAIIHO-YPCBHUSA TPAKT U € cTabuiieH B
NpUCBCTBUECTO HA CTOMAIIIHU KHCCIINHU. MaxkcumaiHu KOHLCHTpAIIUN aMOKCUIIUWJIMHBT JOCTUTA 3a 1-2
qgaca. CB’LpBBa CC B HUCKA CTCIICH CbC CCPYMHUTC IMPOTCUHU. AMOKCI/ILII/IJ'II/IH’LT hMa TOISIM 00eM Ha
pasnopeacicHrue B HAJIO0TO TAIO.

AMOKCI/ILII/IJ'II/IH’I)T CC CIIMMHUHUpA IIpEC3 61>6peu1/1Te B aKTWBHara CH (bOpMa, KaTo gaBa BHCOKHU
KOHLICHTpAlU B 6L6peqHaTa ThKaH W ypHHara. ITo-manka 4gacT or MMpuIoKEHaTa 103a aMOKCHUIIWIINH
CC CKCKPETHpPaA C XKIIbYKara.

6. OAPMALNEBTHUYHHU OCOBEHOCTH

6.1 Chnucbk Ha eKCHUIINEHTHTE

Macrogol 6000 50.00 mg
(Polyethylene glycol 6000)
Sodium glycine carbonate 138.00 mg

6.2 HecbBMecTHMOCTH

He ca u3BecTHU.

6.3 Cpok Ha romHoct

Cpok Ha TOAHOCT Ha KpaifHHs BETEpUHAPHOMEIUITUHCKY TPOAYKT: 3 TOAMHH.

CpOK Ha rOAHOCT CJICA IIbPBO OTBAPAHC HA IITbPBUYHATA OITAKOBKA: 1 TroauHa.
CpOK Ha rOAHOCT CJICH pa3TBapdHE B CbOTBECTCTBHUC C UHCTPYKIIUUTEC! 12 4aca.
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6.4. CrenuanaHu ycJI0BHA 32 CbXpaHEHHE HA MPOAYKTA

Ja ce cpxpaHnsBa pu Temnepatypa mnox 25 °C.
Jla ce cpXpaHsBa Ha CyXO MsICTO.

6.5 Buawu cbcTaB Ha MBPBHYHATA ONIAKOBKA

[Nonmuernnenosa onakoska ot 100, 250 u 1000 g ¢ BUCOKa ITBTHOCT, 3aneyaTana ¢ aryMuHueBo/PE
MTOKPUTHE U 3aTBOPEHA C IMOJIMETHIIEHOBA Kalayka ¢ HUCKAa MITbTHOCT.

B omakoBkaTa e moctaBeHa 15 ml u3mepuTenHa Jamka OT MOJUIIPOIUICH ¢ BMecTuMocT 10 g
Paracillin SP.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IOJA3BAH IPOAYKT HJIX OCTATHIU OT HET'0

Bceku nensmon3Ban BCTCPUHAPHOMCIUIIMHCKNA NPOAYKT WJIMX OCTAThbUU OT HErO, TpSI6Ba Ja 6’I>I[aT
YHUIIIOXKXCHHU, B CbOTBCTCTBUC C UBUCKBAHHATA HA MCCTHOTO 3aKOHOAATCIICTBO.

7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
Intervet International B.V.

Wim de Korverstraat 35

5831 AN BOXMEER

The Netherlands

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA
0022-1528

9. JATA HA ITBPBOTO U3JABAHE / IOJHOBSABAHE HA JIMIIEH3A 3A
YIOTPEBA

11/02/2011
08/03/2016

10. JATATA HA HOCJIEAJHATA PEJAKIUS HA TEKCTA
01/2016
3ABPAHA 3A ITPOJAXKBA, CHABJIIBAHE U/NJIA YIIOTPEBA

He e npunoxumo.

H3ITBJIHATEJIEH J[HPEKTOP
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