KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA KbM JIMIIEH3
3A YIIOTPEBA Ne 0022-2112

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJUIUHCKHUSA TPOAYKT
CLINDAVET?® - BG tabs 75 mg

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

1 TabyieTka ChIbpKa:

AKTHBHA cy0cTaHIMA:

Clindamycin base (kaTo XumapoXIopm) 75 mg

ExcuunuenTu:

Tanmk, HatpweB nmaypwn cyndar, marHe3ueB creapar, aepo3mwn 200, MpekeTaTHHU3WPaHO HHUIIECTE,
JIAKTO3a.

3a mBIHUS CIIUCHK HA EKCIUIUEHTHTE, BUXK T. 6.1.

3. GOAPMAIEBTUYHA ®OPMA

TabineTka.

4. KJIMHUYHU JAHHHA

4.1 BunoBe :kuBOTHH, 32 KOUTO € npeaHa3Hayen BMII
Kyuera.
4.2 TepaneBTHYHU NOKa3aHUs, ONIPeeJIeHH 32 OTACJHHTE BUI0BE ;KMBOTHH

3a neyeHne Ha MHQEKTHPaHU paHH, abcriecd ¥ MH(EKIWU Ha YCTHATa KyXWHa W 360UTE, TPUUUHEHH
ot Staphylococcus spp., Streptococcus spp. (¢ uskmouenne Ha Enterococcus faecalis), Bacteroides
spp., Fusobacterium necrophorum wu Clostridium perfringens. 3a JiedeHre Ha OCTEOMHEIHTH,
npuunaeHn ot Saphylococcus aureus. 3a ocurypsiBaHe Ha aHTUMHKPOOHWAIHO MOKPHUTHE MPU 3bOHH
oTIepaIum.

I[Ipenu na 3anoune neuennero ¢ CLINDAVET® - BG, natorenure Tps6Ba 1a 6b1aT HAEHTU(GUIUPAHHA
1 J1a ObJie TOTBBPJICHA YYBCTBUTEIIHOCTTA UM KbM KITUHIAMHUIIIH.

4.3 IIpoTuBonmoka3zanus

[la He ce n3non3Ba NpU CBPHXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIIUS.
Ja He ce u3mos3Ba npu 3ailiyd, XaMCTepy, YNHYMIIA, MOPCKH CBUHYETA, KOHE WM NMPEKUBHU KUBOTHH,
MOpPaId BEPOSITHOCT OT TaCTPOMHTECTHHATHUHEOIATOTIPUATHA PEAKIIH. .

4.4 Crnenua/iIHu mpeana3Hu MePKH 3a BCEKU BH]I (KMBOTHH, 32 KOUTO e npeanasnayed BMII

KiMHiaMUOMHBPT W €pUTPOMHMIMH IIOKa3BaT THapajieliHa PEe3UCTEHTHOCT. YacTMyHa KpbCTOCaHA
PE3UCTEHTHOCT € JOKa3aHa MEXAy KIMHIAMULWH, €PUTPOMULMH M aHTHOMOTHLIM OT Tpymnara Ha
MaKpOIUINTE.

[Ipu neveHne ¢ NPOABILKUTENHOCT HAJl €IMH MECeL] € MPETOPBUUTENIHO U3CIIeIBaHe M KOHTPOJIMPaHe Ha
4epHOAPOOHUTE, OBOPEUHUTE U KPHBHUTE MOKA3ATEIH.

[MponykTsT TpsibBa Ja ce W3NOJ3BA C IMOBUIIEHO BHHUMaHWE NPH KydeTa C TeXka ObOpeuHa w/Wim
YepHOJIPOOHA HEIOCTATHYHOCT, TPOSIBSIBAIIM CE C TEKKH MeTaOOIUTHN HAPYIICHHSI.
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CTpOl" KOHTPOJI Ha KPBbBHUTC IMOKA3aTCJIN MPU MAIIUCHTH, ITpUCMaIlld BUCOKU NJO3W KIIMHAAMUIIUH IIPE3
KypcCa Ha JICYCHUE.

4.5 CrnenmnaJiHu NpeANa3Hu MepKH MIPH ynoTpeda

CrenuaiHy OpeAna3Hu MEPKH 3a )KUBOTHUTE IPU yHOTpebaTa Ha MPOIYKTa
He e mpuinoxumo.

CrienmaTH{ IpeIna3Hi MEPKH 3a JINIaTa, TPHUJIAraiii BeTepHHAPHOMEIUIIMHCKNS TPOAYKT Ha JKUBOTHUTE
He e npunoxumo.

4.6 Heb6saronpusiTHu peakuuu (4eCTOTa U BAXKHOCT)

IMpoabmkuTenHaTa ymoTpeba Ha KIMHAAMUIMH —TOHAKOTa TPEIM3BHKBA CBPBXPACTSK  HA
HEUYYBCTBUTEIIHH MHUKPOOPTaHU3MH, KaTO KIOCTPUINM U APOKAN. B ciayuait Ha cymepundexims TpsOBa
Jla Ce B3eMaT ChOTBETHH MEPKH, B 3aBUCHMOCT OT KJIMHHYHHUTE TIPU3HAIIH.

Psimko Moxke 11a ce HaOJro1aBa MOBPBIIAHE U THAPHS.

4.7 Ymnorpeda mo BpeMe Ha OPEeMEHHOCT, JAKTAIUS WIH sliilleHOCeHe

JlaGoparopHuTe NpOyYBaHHs TPU IUTBXOBE HE Ca JIOKA3ald TEPATOr€HHOCT WM (PEeTOTOKCHYHOCT.
be3zonacHocTTa Ha BETEpUHAPHOMETULIMHCKUS IPOAYKT HE € JOKa3aHa 110 BpeMe Ha OpEMEHHOCT.

4.8 B3aumopeiicTBHE ¢ IPYrd BeTEPHHAPHOMEIUIIMHCKH MPOAYKTH U IPYyru popmMu Ha
B3auMoOJeHcTBHE

KnuHaaMunH XuIpoxJIOpH] MMa CBOMCTBOTO Jia IOTHCKA IIPEIABAHETO HAa HEPBHOMYCKYJIHHUTE
VMITYJICH, KOETO MOXE Ja TOJICHIM JEHCTBUETO HA Apyrd HepBHOMYycKyaHu Onokepu. CLINDAVET®
TabaeTKy TPsiOBa Ja Ce U3MOI3Ba BHUMATEITHO MPH )KUBOTHH, IPUEMAIIIH TaKHUBa CyOCTaHIINH.
KnuHaaMuHbT HEe TpsOBa Ja ce mpuiiara €IHOBPEMEHHO € XJIOpaM(EHUKO M MAaKpOJUIH, TOpaan
B3aUMHOTO CH aHTarOHU3HMPaHE B MACTOTO Ha JieiicTBre - S50S prbo3oMHaTa CyOeMHUIIA.

4.9 Jl03a ¥ HAYMH HA MPUJIOKEHUEe

[lepopamHo mpHIoKEHNE

HndexTnpanu paHu, adciecu, NHGEKINU HA YCTHATA KYXUHA U 3b0HH HH(EKIINHU:

5,5 mg/kg na 12 gaca 3a 7 — 10 gum.

JledenneTo MOXKe J1a ce YABIKA MaKCUMYM 0 28 JTHU 10 KJIMHUYHA MPETeHKa. AKO HsIMa KITMHIHYEH
OTTOBOD B paMKHTE Ha YETHPH JHU TPsOBa Ja ce€ HAIpaBU IPEOIleHKa Ha MOCTaBeHAaTa 1UarHo3a.
OcTeomueauT

11 mg/kg Ha 12 yaca 3a MUHUMYM 28 JTHU.

AKO HsIMa KJIMHUYEH OTTOBOP 710 14 jHU, JIedeHHeTo TpsiOBa Ja ce MPEyCTaHOBH U JIa CE HANPaBU
MIPEOIeHKa Ha MTOCTaBeHaTa JUarHo3a.

Tesecna maca NudexTupann panmn, OcTteomuenur
adcuecy, HHGpEKIHN HA (11 mg/kg TesiecHa maca, Ha
yCTHATA KyXHHA U 3bOHH 12 yaca)
uHpexkunu
(5,5 mg/kg TesecHa maca, Ha
12 yaca)
13,5 kg 1 X 75 mg, nBa bTH JTHEBHO 2 X 75 mg, 1Ba MBTH JTHEBHO

4.10 Ilpemo3upaHe (CHMOTOMHU, CIIEINIHA MEPKHU, AHTHAO0TH), AKO € HeOOX0TUMO
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MakcumainHo gomyctumata nepopaisa no3a e 300 mg/kg renecna maca. Tosa e 30 mbTH mOBEYE OT
yKazaHaTa /103a 3a HH(peKTrpaHu panu, abcrecy, MHOEKINY Ha YCTHATA KyXHWHA U 350HU HH()EKIINH.

411 KapeHTeH cpok
He e npunoxumo.
5. DPAPMAKOJIOT'NYHU OCOBEHOCTH

dapmakoTeparneBTHYHA rpyna: AHTUOMOTHIY 32 CUCTEMHA yrnoTpeda.
Berepunapuomenuiackn Anatomo-Tepanesrnyen Koa: QJO1FFO1

51 dapMakoIMHAMUYHHU CBOIiCTBA

KnuapaMunuabsT nHXMOUpa OakTepualHUs MPOTEMHOB CHUHTE3 upe3 cBbp3BaHe ¢ 50S pubo3omHara
cybenmanna. Bprikara ce ocpmecTBsaBa B TpanchepHara PHK pubo3zomua dpakmus, mo To3u HaYHH
Cce I/IHXI/I6I/Ipa CBBP3BAaHCTO HAa HAKOM AMHUHOKHCCIMHU KBbM TE3HU pI/I6030MI/I. KJ'H/IHZ[&MI/IHI/IH’I)T
NpeU3BUKBA HEOOPATUMH POMEHH B MPOTEHHCUHTE3UPALIUTE KIETHUHH CyOeIMHUIIN Ha PHOO30MHO
HUBO.

KiuH1aMHITHEBT TPOsBABA N Vitr0 akTHBHOCT CPEILy CIICAHUTE MUKPOOPTaHHU3MH:

Aepoonu I'pam-noJiokuTeHu Kokm, karo Staphylococcus intermedius, Staphylococcus aureus
(emHakBO J00pe KakTO KbM TICHHIWIMHA3A MPOAYLIUPAINIUTEe, Taka W KbM TCHHUIWINHA3A
Henpoaynupanure mmamose) Staphylococcus epidermis, Streptococci (6e3 Enterococcus faecalisl),
Pneumococci.

AepooHun  I'pamM-mooKUTEJHM  HecmopooOpasyBamu Oaumiau, Kato Propionibacterium,
Eubacterium, Actinomyces spp.

AHaepoOHM W MHKpoaepo(pWJIIHH TpaM TNOJIOXKHTEJHH KOKH, Karo Peptococcus spp.,
Peptostreptococcus spp., Microaerophilic streptococci.

Anaepoonu I'pam-orpunaresinu dauuiau, karo Bactiroides spp. Fusobacterium spp.

Knocrpuauu: noseuero uzonaru ua Cl. Perfringenes ca uysctButennu; apyru Bumose, karo Cl.
sporogenes u Cl. tertium wecTo ca pe3uCTeHTHN KbM KITHHIAMHIIHH.

MuKomjiIa3MH: IOBEUETO BHUIOBC Ca YYBCTBUTCIIHU KbM KIIMHAAMUIIUH.

5.2 ®apMaKOKHHETHYHH 0CO0EHOCTH

KinHgaMHITHH XHIPOXIOPH] Ce pe3opOrpa Obp30 OT TaCTPOMHTECTHHAIHHS TPAKT HAa KydeTara Clie/l
nepopaiHo npuiokeHue. EQekTHBHN aHTHOAKTEPHAIHN CEpyMHH HHMBA H0CTUTA 10 30 MHHYTH Clie]
npuiiaraHe Ha TepaneBTUYHA J03a.

TeparneBTnuHu epEKTUBHA CEPYMHH HHBA MOTAaT Ja OBbJAT MOAIbPIKAHU YpE3 MEPOPATHO MpUIaraHe
Ha TMperopbyaHaTa j03a Ha BCcekd 12 dvaca. I[TMKOBM CepyMHHM KOHIICHTPAIlMH C€ JIOCTHraT
MPUOIM3UTENTHO 75 MUHYTH cien mpuiaradeTo. [lomyxuBoTa Ha KIMHAAMUIIMH XUAPOXIOPHIL B CEPYM
Ha KydeTa € npuOiau3utesiHo 5 vaca. He ce HaOmogaBa OMOaKTHBHA aKyMyJalysl U KydeTa Cliel
MHOTOKPATHO TIEPOPATHO MpUIaraHe.

3anbI00UeHN MPOYYBAHUS BBPXY MeTaOOJIM3Ma M EKCKpEIHUsATa Ha KIWHIAMHUIIUH XHIPOXJIOPHU
IIOKa3Bart, 4e 6H03KTI/IBGH KIMHAAMHUIIWH, KaKTO H 6I/IOI/IHaKTI/IBHI/I MeTa6OHI/ITI/I C€ CKCKpEeTUupartr
€IHAKBO JI0OpE upe3 ypuHATa U U3MPAKHEHUSTA.

TMouTH 1s1aTa GHOAKTUBHOCT HA MPOAYKTA B CEpyMa €€ JIBJKH Ha U3XOJHATA MOJICKYJia Ha
KIIMHOIAMUIINUH.

6. DAPMAIIEBTUYHHU OCOBEHOCTH
6.1 CnuchbK Ha eKCIUITHEHTHTE

Tank, HaTpueB naypwn cyndar, marmesueB creapar, aepo3un 200, mpexeraTHHU3MPAHO HUILECTE,
JIaKTO3a.
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6.2 OCHOBHM HECBBMECTHMOCTH

He ca n3BecTHu.

6.3 Cpok Ha rogHocT

Cpok Ha TOJJHOCT Ha KpaiHus BETepUHAPHOMEANIUHCKH POIYKT: 3 TOAMHHU.

6.4. CnenuajJHM ycJI0BHS 32 CbXpaHeHHEe HA MPOIYKTA

[a ce cpxpansBa Ha XJalHO ¥ cyX0 MsCTO. [la ce masu OT mpsika CTbHYEBa CBETIHHA.
6.5 Bwuau cbcTaB HA MBPBUYHATA ONMAKOBKA

Kapronenu kytun ¢ 20 Tabnetku B 6nuctepu (2 X 10).

Kaprouenu kytuu cbe 100 tabnetku B 6nuctepu (4 X 25).

He Bcnuku pa3mepn Ha omakoBKaTa Morat Aa ObJaT Npeljiarand Ha nasapa.

6.6 CrHenuajaHu MepPKH 32 YHHI0’KABAHEe HA HEM3MOJI3BAH MPOAYKT HWJIH OCTATHIH OT HEr0

Bceku Heusmomn3BaH BCTCPUHAPHOMCIUIIMHCKU ITPOAYKT WJIM OCTATbIIHU OT HETO 1p;16Ba Ja 6’bI[aT
YHUIIOKEHU B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO 3aKOHOAATEJICTBO.

7. HNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

PROVET S.A.

Eleftherias Avenue 120, Eleousa Zitsa loannina, 45500

Greece

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

0022-2112

9. JATA HA ITIOJHOBSIBAHE HA JIMIIEH3A 3A YIIOTPEBA
JlaTa Ha moCNeIHOTO MOAHOBSIBAHE Ha JIMIIEH3 3a yrnoTpeba: 09/10/2013
10. JATA HA ITOCJIEJHATA PEJAKIUSA HA TEKCTA

02/2022

3ABPAHA 3A ITIPOJAXKBA, CHABIAABAHE N/NJIN YIIOTPEBA
He e npunoxxumo.

MMPOD. JI-P XPUCTO JACKAJIOB, IBM
H3ITBJIHUTEJIEH JIHPEKTOP
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