[Version 9,10/2021] corr. 11/2022

NPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT
LINCOVEX 100 mg/ml nHXeKIIMOHEH pa3TBOP 3a CBUHE, KOTKU U Ky4eTa

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beeku ml cpappika:

AKTHBHA cyOCTaHIMA:
Lincomycin (xaro lincomycin hydrochloride monohydrate) ...........c.ccooeevenene. 100.0 mg

ExcuunuenTu:

KonnuyecTBeH cbeTaB, ako Tazu nHGpopmanms e
BaJKHA € OIJIe[ HA MPABUJIHOTO NMpUjaraHe Ha
BeTePUHAPHUS JEKAPCTBEH MPOAYKT

KauecTBeH chCcTaB Ha IMMOMOIITHHUTE
BelleCTBA U IPYIruTe CbCTABKH

Bbensunos ankoxon (E 1519) 9.0 mg

Bopa 3a nmxexinun

Buctbp, Oe31BeTCH pa3TBOP

3. KINMHUYHA UHOOPMALIUS

3.1 Bupaose :KUBOTHH, 32 KOUTO e nmpeanazHaued BJIIT

Kyuera, KOTKM 1 CBUHE

3.2 Tloka3anmus 3a ynoTpeda 3a BCeKM BH/I ’KUBOTHH, 32 KOWTO € MpeIHa3HAYeH MPOAYKTHT

Kyuera u KOTKH: MpH JiedeHUue Ha UHPEKIUH, MPUUUHEHH OT [ paM-TIoNI0KUTETHH MUKPOOPTaHH3MH,
0Cc00EHO CTPENTOKOKU M HAKOM aHaepOOHU OaKTepUH.

CBuHe: 3a JeuyeHHe Ha HMHQPEKIUH, NMPUYUHEHU OT [ 'paM-TIONIOKUTETHH MHUKPOOPTaHH3MH, HSKOU
aHaepoOHU OaKTEpUU M MUKOIUIAa3Ma.

3.3 IIporuBomokazaHus

Jla He ce W3MON3Ba NPH CBPHXYYBCTBUTEIHOCT KbM AaKTHBHOTO BEIIECTBO MM KBbM HSIKOE OT
IIOMOIIHUTE BCIIICCTBA.

Ja He ce M3M0II3Ba MTPU )KUBOTHH C U3BECTHA MPEIIIeCTBAIA IEONYHA HHPEKITHSL.

He ce mpenopbuBa eIHOBPEMEHHOTO JICYEHHE C EPUTPOMUILIHH.

Jla He ce mpuiara rmpu 3aiiy, XaMcTepu, MOPCKH CBUHYETa, YAHYMIIN, KOHE WU TPEKUBHU KUBOTHH,
ThU KaTO TOBA MOXKE J1a JIOBEJIE /IO TEXKKHA CTOMAIIIHO-YPEBHU CMYIIIEHHUS.

[a He ce u3mon3Ba B cilyyan Ha YepHOAPOOHa AUCHYHKLIUSI.

3.4 CneuuajHu nperynpe:kaeHus

Ja ne ce m3noinzsa cperty E. Coli, Salmonella spp., Enterococcus faecalis nim npoxmu.

VYcraHOBeHA € KPhCTOCAHA PE3UCTEHTHOCT MEK/TY JINHKOMHUIIMH U IPYTH aHTHOMOTHUIIM OT rpyrara Ha
JIMHKO3aMUIUTE, MAKPOJIHMIUTE U cTpenTorpaMuH B. YiorpedaTa Ha mpoykTa TpsiOBa BHUMATEIHO Ja
ce 0OMUCIIH, KOTaTo M3CJIEABAHETO HA YyBCTBUTEITHOCTTA € MOKA3aJI0 PE3UCTEHTHOCT KbM aHTHOMOTHIIH
OT rpyrnaTa Ha JITHKO3aMUANUTE, MAaKpPOJIUAUTE U CTPENTOrpaMiH B, Thil kKaTo eeKTHBHOCTTA My MOXKeE
Ja ObJe HaMaJleHa.



B HskoM eBponeicKku perTuOHN OT KJIIMHUYHHU CITy4Yau MPU CBUHE € OTKPUT BUCOK MPOIIEHT U30J1aTu
Brachyspira hyodysenteriae, pe3sucTeHTHH KbM JTMHKO3AMUIH.

3.5 CneuuajHu npeanazHu MepKH NpH ynorpeda

ChenmanHy IIpeanasHd MeEpKH 3a Oe3omacHa yIroTrpeba IpH  BHJIOBETE KMBOTHH, 3a KOWUTO €
npeaHaszHayen BJIII:

Ynorpebara Ha mpoaykTa TpsOBa Ja ce OCHOBaBa BHPXY HACHTH(HIMPAHETO M HM3CICIBAHETO HA
YyBCTBUTEIIHOCTTA Ha IejeBUsi(Te) maToreH(u). AKo ToOBa HE € Bb3MOXKHO, TepamusaTa TpsOBa 1a ce
OCHOBaBa Ha CMUICMHOJIOTMYHA HHPOPMAIIHS ¥ TTIO3HAHUS 32 UYBCTBUTEIHOCTTA HA I[EJICBUTE TATOTCHU
Ha HUBO (epMa WM Ha MECTHO/PETHOHATHO HHUBO.

Ynotpebara Ha nmpotykTa TpsiOBa J1a Ob/ie B ChOTBETCTBUE C O(UITUAIHUTE, HAIIMOHAIHU U PETHOHATHU
AHTUMHUKPOOHH TIOTTUTHKH.

AHTHOMOTHK C ITO-HUCHK PUCK OT CEJIEKIIUS HAa aHTUMHUKPOOHA PE3UCTEHTHOCT (TI0-HUCKA KATETOPHSI IO
AMEG) cnemBa ma ce wu3MON3Ba 3a JIEYEHHWE OT WbpBa JIMHHA, KOTATO W3CIEIBAHETO Ha
YyBCTBHUTEIHOCTTA ITOKa3Ba BEPOSATHATA €(hUKACHOCT HA TO3H MOIXO.

CHCHI/IaHHI/I OpeanasHy MCEPKM 3a Jullara, HOpujaaraliy BETCpHUHAPHUA JICKAPCTBEH ITPOAYKT Ha
KHUBOTHHUTC!

To3u BeTepUHAPEH JIEKAPCTBEH MPOAYKT ChABPKA TMHKOMHIIMH M OCH3UIOB aJIKOX0JI, KOUTO MOTaT Jia
MIPEIN3BUKAT AJEPIrUYHU PEAaKIHMH NPH HAKOM JMIA. XOpa C M3BECTHA CBPBXUYBCTBUTEIHOCT KBM
JUHKOMHLMH WIH IPYr JUHKO3aMHUI, WIA KbM OCH3MJIOB QJIKOXON TPsAOBa 1a M30SrBaT KOHTAKT C
BETEPHUHAPHHUS JIEKApCTBEH MPOTYKT.

N36srBaiiTe KOHTAKT ¢ MpoaykTa. [Ipu coydaeH KOHTaKT C OYMTE WM KOXaTa, U3MUHTE 3acCeTHATHS
y4acThbK OOMIIHO C BOAA.

Bennara cnen yrorpe6a n3aMuiiTe phlieTe CH ¢ BOJIa U CaITyH.

He spkre, HE MUiTE U HE MyIIETE, TOKATO pabOTUTE C IPOIYKTa.

BuumapaiiTe, Korato mpwiaraTe HpOAYKTa, 3a Jla W30ETHETe CIy4YailHO camMoWHXekTupaHe. llpu
CIIy4ailHO CaMOMHXEKTHpaHe, He3a0aBHO /1a ce€ MOTHhPCH METUIIMHCKH CHBET, KaTO Ha JeKaps ce
MPEJOCTAaBU JINCTOBKATA UJIM €TUKETA Ha IIPOJIYKTA.

AKO clie/1 eKCITO3UIIMS Pa3BUETe CUMIITOMH KaTo KOXKEH 00pHUB, TPsIOBa Jia MOThPCUTE JIEKapCKa ITOMOIIT
U Ja MOKAaKETe Ha JieKaps ToBa mpenynpexaeHue. [logyBaHe Ha JUUETO, YCTHUTE WIM OYUTE WU

3aTPYAHCHO JUIIIAHE, Ca TO-CEPHUO3HU CUMIITOMU U U3UCKBAT CIICIIHA MCAUIIMHCKA ITOMOIII.

CHGLII/IB.J'IHI/I Opeanasiy MCPKH 3a 3allliTd Ha OKOJIHATa Cpcaa:

He e nmpuioxumo.
3.6 Heb6aaronpusiTHU peakuu

queTa, KOTKHU 1 CBUHE.

C HeormpeeneHa 4ecToTa Meku u3npakHeHus

(OT HaNMMYHMTE JAaHHU HE MOXe Aa Obae | Peakiuu Ha MACTOTO Ha MHXKEKTUpPaHE, HEYTOUHEHH
HaIpaBeHa OLIEHKa): 10 IpyT HA4MH




1 Ocobeno mpu JKUBOTHH, JIEKYBAaHU C BUCOKH JO3H

Cro0IaBaHeTo Ha HEOJIATONPUATHYU PEaKIUY € BaXKHO. ToBa 1M03BOJISIBA HEMPEKbCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha BETCPUHAPHHS JICKApCTBEH MpOoaykT. ChoOIIeHusITa TPAOBa J1a Ce M3IMpaliar, 3a
MPEIMIOYUTAHE UPe3 BETCPUHAPEH JICKap, WM Ha MPUTEIKATEIIS Ha Pa3pelIcHUETO 32 ThPrOBHS MM Ha
MECTHUS My MPEJICTABUTEN, WIIA Ha HAIIMOHAJHUS KOMIIETCHTEH OpTaH upe3 Hal[HOHAJHATA CHCTeMa 32
choOIIIaBaHe. 3a ChOTBETHHUTE JaHHH 3a BPh3Ka BIXKTE ChIIO TOYKa 16 OT JUCTOBKATA.

3.7 ¥Ynorpe6a nmo BpeMe Ha OpeMEHHOCT, JIAKTAIUSI WIH sTiilleHOCEHe

JlaboparopHuTe MpOydYBaHHS MPHU TUTHXOBE HE IMOKa3BaT HUKAKBU JOKA3aTENICTBA 3a TEPATOTE€HHOCT,
BBIIPEKH Y€ € JOKJIaaBaHa (heTOTOKCHIHOCT.

be3omacHocTTa Ha BETepUHAPHUS JICKAPCTBEH MPOJIYKT HE € J0Ka3aHa Mo BpeMe Ha OpPEeMEHHOCT WU
JAKTaIMs.

BpeMeHHOCT:
[Tpunara ce camo clies MpeLeHKa MmoJi3a/pUcK OT OTTOBOPHUS BETEPUHAPEH JICKap.

3.8 B3amMmopeiicTBHe C JPYrd BeTepUHAPHH JIEKAPCTBEHH NPOAYKTH W Apyru dopmu Ha
B3auMoOJeHcTBHE

BB3MOXHO € Ja MMa KIMHAYHO B3aUMOJCHCTBUE MEXIY JTUHKOMHIWH M €PUTPOMUIMH, KOTaTo ce
npuiIarat eIHOBPEMEHHO, MOpaJd KOHKYPEHTHO CBBP3BaHE B MACTOTO Ha JICHCTBUE HA pUOO30MUTE.

JIMHKOMMLIMH pUTEKaBa NPUCHIIA HEPBHO-MYCKYJIHA OJIOKMpAIlla aKTUBHOCT U TPsIOBa /1a ce U3I0JI3Ba
NPEANa3InuBo C APy HEPBHO-MYCKYJIHU OJIOKMPAIIX CPEICTBA.

In vitro antaroHu3bpM ce HabJIF01aBa, KOTaTO TMHKOMHIIMH CE U3II0JI3Ba €IHOBPEMEHHO C OAKTEPHIIUIHH
aHTHOMOTHIIN, NEHCTBAIIN BBPXY PACTAIIHN OaKTEPHU.

3.9 Hauun Ha NMPUJTO0KCHUE U TO3UPOBKA

KyueTa 1 KOTKH: HHTPaMyCKYJIHO WJIM 0ABHO MHTPABEHO3HO MPHIIOKEHUE.
CBuHe: HHTPaMYCKYJIHO MPHIIOKEHHE.

Kyuera u KOTKH:
[IpenoppunTenHaTta J03WpOBKAa TpHU KydeTa W KOTKHM € 22 mg imHkomunma/kg TernecHa maca

(cporBercTBamo Ha 1 ml BeTeprHapeH JeKapCTBEH MPOAYKT Ha 4,5 KQ TenecHa Maca) BEHBK THEBHO
w11 mg nuakomuima/Kg TenecHa Maca (croTBeTCTBaIO Ha | Ml BeTepuHApEH JIEKapCTBEH MPOIYKT
Ha 9 kg TenecHa maca) Ha Bcekn 12 yaca.

Csusge:

[MpenopbunTenHaTa 103upoBKa mpu CBuHe ¢ 11 mg nuHkoMunmH/Kg TenecHa Maca BEJHBXK THEBHO
(cvotBeTcTBamo Ha 1 ml BeTeprHapeH ekapcTBeH MpoAyKT Ha 9 Kg TermecHa Maca) B IpoIbiKEHHE Ha
3 mocjie1oBaTEIHH THH.

3a rapaHTUpaHC Ha NpaBWIHA AO3UMPOBKA TCJICCHATA Maca TpH6Ba Ja c¢ omnpeacin Bb3MOKHO Hail-
TOYHO.

He npobusaiite 3amymankara nosede oT 30 mbTu cbe cipuHIOBKa 22 G win 15 mbTH ChC CIPUHIIOBKA
18 G. B mpotuBeH cimydail TpsiOBa Jja ce M3MOJ3Ba aBTOMAaTHYHO OOOpyZBaHE 3a CIPUHIIOBKH WIIH
MOJXO/IAI1Ia UIJIa 33 U3TEIVISHE, 3a J1a ce U30erHe IPEeKOMEPHOTO NIPOOKBaHE Ha 3allyllajKara.

3.10 CumnTroMu Ha npeno3upaHe (M KOraTo e MPHJIOKHUMO — TNPOLEIYPU HA JeiicTBHE MPH
CIELIHHU CIy4Yau U AHTHI0TH)



Ilo-BucOKM HUBA Ha J03UPAHE OT NPCTIOPBUAHUTE MOraT J1a IpEAU3BUKAT IMTPEXOAHU MEKU U3ITPAXKHCHUA
WJIKn Juapus Ipru CBUHCTC.

Hsama CHGHI/I(bI/I‘leH AHTHUAO0T, JICUCHUCTO € CUMIITOMATH4YHO.

3.11 CneuuanHu orpaHnyeHus 3a ynorpeda u crnenuaJHu YCJI0BHUS 32 yHoTpeda, BKIIYUTETHO
OrpaHUYeHMs] 32 YNoTpedaTa HA AHTUMHMKPOOHHM M TPOTHUBONAPAZMTHH BeTEPHHAPHU
JIEKAPCTBEHH NPOAYKTH, € 1eJ1 A ce OrPAHMYM PUCKBT OT Pa3BUTHE HA Pe3MCTEHTHOCT

He e mpuinoxumo.
3.12 KapeHTHH cpoKoBe

Ciume:
Meco ¥ BbTPEIIHN OPraHu: 3 JHH.

4. DPAPMAKOJOI'NYHA UHO®OPMA LA

4.1 BerepuHapeH JekapcTBeH aHaToMo-TepaneBTH4eH ko (ATCvet Code):
QJO1FF02

4.2 dapmakoaMmHAMHKA

JIMHKOMHIIMHBT € JUHKO3aMHICH aHTHOMOTHK M ce mpom3Bexkaa oT Streptomyces lincolnensis. Toik
yIpakHsiBa OaKTEPUOCTATUIHOTO CH JeHcTBHE, kKaTo nHxnoupa PHK-3aBucumMus cuares Ha npoTenHn
upe3 Bb3aeicTBUE BEpXY S0S cybenuHmmara Ha pudo3zomara.

Toii e akTuBeH mpeauMHO cpemry | 'pam-monoxurenHn Oaktepun (aepoOHU W aHaepoOHM), ['pam-
OTpHLIATEITHN aHAepOOHH OaKTEPUH 1 MUKOIIa3Ma. MeXaHU3MHTE Ha Pe3UCTEHTHOCT KbM TMHKOMHIINH
BKJIIOYBAT e()IyKC Ha aHTUOMOTHKA U MHAKTHUBHPAHE HA BELIECTBOTO, KAKTO M Hal-pa3NpoCTpaHEHUs
MEXaHU3bM, KOUTO € MOAM(UKALMS HA TapreTHOTO MSCTO Ype3 METWIMPAaHE WM MYTalus, KOSTO
NpEZOTBpaTsBa CBBP3BAHETO HA AHTHMUKPOOHOTO BEIIECTBO C Heroparta pHOO30MHA MHIIICHA.
Metunasute Ha pPHK ce xoaupar oT pa3snu4Hy epUTPOMHUIIMH-PE3UCTEHTHN METHUJIA3HU TeHHU (erm),
KOHMTO MOTaT Jia C€ MPEHACST XOPU30HTAIHO. T031 MeXaHn3bM Ha MOAU(DUKALMS HA TAPTETHOTO MSICTO
MOXeE Ja TpHuIaae KpPbCTOCAHA PE3UCTEHTHOCT KbM MAaKpOJIHMIW, JPYTd JHHKO3aMHUIH U
ctpenrorpamunu B (1.e. henorun MLSB).

OcBeH TOBa TEHUTE 3a PE3UCTEHTHOCT Morar Ja ObJaT pasloJOKEHHW BBPXY IUIa3MHOM MU
TPaHCIO30HM, KaTO HAIIpUMep T'eHUTe vga U reHa cft (mpuaaBamy KpbCTOCaHa PE3UCTEHTHOCT MEXIY
TUIEBPOMYTHIIMHH, OKCA30JUIWHOHH, (EHHKOJIM, CTPENTOTpaMUH A H JIMHKO3aMuaw). To3u THIl
PE3UCTEHTHOCT CE€ TMPEXBBPIsS MEXJy OakTepuu u OakTepUaHM BUAOBE. MeXaHU3MBT Ha
AHTUMHUKPOOHATA PE3UCTEHTHOCT € Pa3iIMyueH MPH Pa3IMyHUTe OaKTEpHUaIHU BUIOBE.

4.3 dapmMakoKWHETHKA

JIuHKOMHIIUHBT ce pe30opOupa ObP30 U ce pasnpeneis B OpraHu3Ma, MeTabosM3upa ce 3HAYUTEITHO U Ce
U3XBBPIIS MPEAUMHO ¢ (DEKATUUTE KaTO U3XOIHO CheIMHEHUE U META0O0JIUTH C TOJISIM JKIThUYCH ITPUHOC;
cliell €IHOKpaTHA WHTPAMYCKyJIHa WHXKEKIWs B IMpernopbyaHara jo3a (ekamHata eKCKperus
npencraBisiBa 38%, a ypuHara - 49% ot obOmara go3a. JIMHKOMHUIIMHBT Ce€ TpaHCIOPTHpa OT
noauMop(hOHYKIICapHUTE HEYTPOMWIN IO MSACTOTO Ha MHPEKIUITA; TOBA MOXE Ja O0SICHH HETOBOTO
e(beKTI/IBHO IMPOHMKBAHE U LCJICHACOYCHA AKTUBHOCT B TPYAHOAOCTBHITHU ThKAaHU.

5. OAPMANEBTUYHU JAHHU

5.1 OcCHOBHHM HECHLBMECTHMOCTH



IIpu nunca Ha JaHHU 32 CBBMECTUMOCT TO3H BETEPHUHAPEH JIEKapCTBEH MPOIYKT HE TpIOBa 1a Ob/ie
CMECBaH C JAPyTH BETepPUHAPHU JIEKAPCTBEHH MTPOIYKTH.

5.2 Cpok Ha TogHOCT

Cpok Ha TOTHOCT Ha KpailHUS BeTEpPHHAPEH JIEKAPCTBEH MPOIYKT: 2 TOAWHH.
CpoK Ha TOHOCT cJel1 TFPBO OTBAPSHE HA MbPBUYHATA OMAKOBKA: 28 THHU.

5.3 CnenuanHu ycjaoBusi 3a CbXpaHeHHe
To3u BeTeprHApEH JIEKApCTBEH NPOAYKT HE M3UCKBA HUKAKBH CIICIIMAIHHN YCIIOBHSA 33 ChbXpaHEHHE.
54 Bujau cbCcTaB HA NBPBUYHATA ONAKOBKA

IIpo3paden momumponuiIeHoB (hIaKOH, 3aTBOPEH ChC 3aIlyMIaiKa OT OpOMOOYTHIIOB Kay4dyK TUH | 1
amymuHueBa karmadka ¢ Flip-Off® 3ancuarsane.

Pa3Mepu Ha onakoBkara:

Kapronena kytus ¢ 1 ¢makon or 100 ml

Kapronena kytust ¢ 1 ¢makon ot 250 ml

He Bcuuku pasmepu Ha onakoBKaTa MOraT fa ObJar InpeajaraHy Ha rasapa.

55 CrnenuajHun MEPKH 32 YHUINOKABAHE HA HEU3ITOJ3BAHU MNPOAYKTH HJIH OCTATHUHU OT TAX

BerepruHapHuUTE JIeKapCTBESHH MPOIYKTH HE TPAOBa J1a ObJaT U3XBHPIISHH UPE3 OTIATHA BOJIU HITH
OUTOBU OTHAIBIIN.

BerepuHapHUAT nekapcTBEH MPOAYKT HE TPsOBa Aa Obae U3XBBPIISH BbB BOAHU OACEeiHHU, Thil KaTo
JTMHKOMHIIMH MOXKe J1a O'b/Ie OnaceH 3a pudu U APYTH BOJHU OPTaHU3MHU.

Hznon3BaiiTe [IporpamMu 3a BpbIIaHC IIPU YHHUIIOXKABAHCTO HAa HCU3IIOJI3BAHN BETCPUHAPHHU
JICKAPCTBCHU MMPOAYKTHU UJIIK OCTATHIU OT TAX B CbOTBETCTBUE C UBUCKBAHUATA HA MECTHOTO

3aKOHOZATEJICTBO M C BCHUKW HAIMOHAITHU CUCTEMHU 33 ChbOMpaHe, TPUIIOKUMH 33 ChOTBETHHS
BETEPUHAPEH JIEKAPCTBEH MIPOIYKT.

6. HNME HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A ThPI'OBUSA
S.P. VETERINARIA, S.A.

7. HOMEP(A) HA PASPEHHIEHUETO 3A ThbPI'OBUA

8. JATA HA ITBbPBOTO U3JABAHE HA PASPEIIEHUETO 3A ThPT'OBUS

9. JATA HA HOCJIIEAHATA PEJAKIUS HA KPATKATA XAPAKTEPUCTHUKA HA
INPOAYKTA

10. KJIACU®UKALUS HA BETEPUHAPHUTE JIEKAPCTBEHU INPOJAYKTHU
Jla ce oTmycka camo 10 JIEKapCKO MpeAICaHue.

IoxpoOHa nHbopMalrs 3a TO3M BETEpUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HAMEpUTE B 0a3ara TaHHU
Ha Crro3a otHocHO nipoayktute (https://medicines.health.europa.eu/veterinary).
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HPUJIOKEHHUE I11

ETUKET U JINCTOBKA



A. ETUKETH



NHOOPMAILIUS, KOATO CE U3IIMCBA BbPXY BHBHIIIHATA OITAKOBKA

Otaennu kyTnu 3a gaaxonu ot 100 ml u 250 ml

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

LINCOVEX 100 mg/ml nHXeKIIMOHEH pa3TBOP 3a CBUHE, KOTKU M Ky4eTa

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEIIIECTBA

Beekn ml ceappika:

Lincomycin (xaro lincomycin hydrochloride monohydrate) ..........cc.ccooevveneee. 100.0 mg

3. PASMEP HA OITAKOBKATA

100 ml
250 ml

‘ 4. BUJIOBE )KNBOTHMH, 3A KOUTO E ITPEJHA3ZHAYEH BJIII

Kyuera, KOTKM 1 CBUHE

‘ 5. TEPAIIEBTUYHU ITOKA3AHUSA

‘ 6. HAYNHU HA TPUJIOKEHHUE

Kyuera 1 KOTKH: MHTPaMyCKYJIHO WJIM 0ABHO MHTPABEHO3HO MPHIIOKEHHUE.
CBuHE: HHTPaAMYCKYJTHO TPHIIOKEHHE.

7. KAPEHTHH CPOKOBE

Kapenren cpoxk:

CBuHe:
Meco u BBTpEIIHU OpTraHu: 3 JHH.

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrT}

Crnen oTBapsHE M3MOI3Ball B paMKHTE Ha 28 THHU.

‘ 9. CIHEHUAJIHU YCJIOBUA 3A CbXPAHEHUE

‘ 10. HAANMUCDHT ,,JIPEU YIIOTPEBA NIPOYETETE JIMCTOBKATA*

IIpenu ynorpeda npouerere IMCTOBKATA.

‘ 11. HAAINUCDHT “CAMO 3A BETEPUHAPHOMEJUIIMHCKA YIIOTPEBA”




Camo 3a BeTepHHAPHOMEMIIMHCKA yIIOTpeOa.

12. HAJINUCHT “JA CE CbXPAHSIBA JIAJIEY OT MOTJIEJA Y HA HEJIOCTBITHA
3A JJEIJA MECTA”

I[a CC CbXpaHsBa Aajied OT 1orjicaa U Ha HCAOCTHITHU 3a I€1a MECTaA.

‘ 13. HME HA IPUTEXKXATEJISA HA PASPEIIEHUE 3A THhbPT'OBUS

S.P. VETERINARIA, S.A.

‘ 14. HOMEPA HA PASBPEHIEHUETO 3A ThPI'OBUSA HA BJIIT

‘ 15. TAPTHUJIEH HOMEP

Lot {Homep}
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NHOOPMAILIUSA, KOATO TPABBA JJA BBJIE N3TIMCAHA BBPXY IIBPBUYHATA
OITAKOBKA

Ernkern 3a 100 ml u 250 ml

‘ 1. HAUMEHOBAHUWE HA BETEPUHAPHUS JIEKAPCTBEH ITIPOAYKT

LINCOVEX 100 mg/ml nHXeKIIMOHEH pa3TBOP 3a CBUHE, KOTKU M Ky4eTa

‘ 2. KOJIMYECTBO HA AKTUBHUTE BEHIECTBA

Beekn ml ceappika:

Lincomycin (xaro lincomycin hydrochloride monohydrate) ..........cc.ccooevvenene. 100.0 mg

‘ 3. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BJIII

Kyuera, KOTKM 1 CBUHE

‘ 4. HAYNHU HA TPUJIOKEHHUE

IIpenu ynorpeba npoyereTe JHMCTOBKATA.

| 5. KAPEHTHHM CPOKOBE

Kapenren cpoxk:

CBuHe:
Meco u BBTpEIIHU Opraiu: 3 JHU

| 6. CPOK HA FOJIHOCT

Exp. {mMm/rrrT}

Crnen oTBapsiHE U3MOJ3Ball B paMKUTE Ha 28 THHU.

‘ 7. CIHHELHUAJIHU YCJIOBUS 3A CbXPAHEHUE

‘ 8. NME HA ITIPUTE/KATEJISI HA PASPEIIEHUETO 3A ThPI'OBUSA

S.P. VETERINARIA, S.A.

| 9. MAPTHMJIEH HOMEP

Lot {nomep}
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B. INCTOBKA
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JINCTOBKA
1. HaumenoBanue Ha BeTepUHAPHUS JeKAPCTBEH NPOIYKT
LINCOVEX 100 mg/ml nHxeKImoHeH pa3TBOp 3a CBHHE, KOTKH U KydeTa
2. Cnbcras
Beexkn ml ceappika:

AKTHBHO BellleCTBO.
Lincomycin (kato lincomycin hydrochloride monohydrate) ............ccccccveneee. 100.0 mg

ITomolHu BeniecTnBa:
BeH3uI0B alKOXOII (B 1519) wiiiiiiicii ittt 9.0 mg

Buctbp, 6e31BETCH Pa3TBOP

3. Bujogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII
Kyuera, KOTKM 1 CBUHE

4, Iloka3anus 3a ynorpeoda

Kydera u KOTKH: TIpH JIe4eHHe Ha HHPEKIUH, TPHIMHEHN OT ['paM-TIOJI0KUTEITHH MHUKPOOPTaHU3MH,
0COOCHO CTPENTOKOKH M HAKOW aHAePOOHH OaKTepHH.

CBuHe: 3a JeuyeHHe Ha HMHQPEKIUH, NPUYUHEHH OT | 'paM-TIONIOKUTETHH MHUKPOOPTaHM3MH, HSKOU
aHaepoOHN OAKTEpUH M MHUKOTLIIA3Ma.

5. IIpoTuBONOKA3aHUA

Ja He ce M3moi3Ba OpU CBPBXUYBCTBUTEIHOCT KbM AKTUBHOTO BEHIECTBO WM KbM HSKOE OT
MMOMOUIIHOTHUTE BEILIECTBA.

Jla He ce m3Moa3Ba NpY )KMBOTHH C U3BECTHA MPE/IIecTBama r-0nyHa HH()EKIIHS.

He ce npenopbuBa €THOBPEMEHHOTO JICUEHUE C EPUTPOMULIUH.

Ja He ce mpunara npu 3aiiliy, XaMCTepU, MOPCKH CBUHYETa, YUHUWIIN, KOHE WK NPEKUBHU KUBOTHH,
ThI KaTO TOBA MOXE J1a JIOBEJIE JIO TEXKKHU CTOMAIIIHO-YPEBHU CMYIIEHHUS.

Jla HE ce m3Mo3Ba B CIly4au Ha YepHOIPOOHA TUCYHKIIHS.

6. CrnenyaJHu npegynpexRIeHus

CrenyaiHy IpeaynpekaCHus

Ia ue ce m3nonsea cperry E. Coli, Salmonella spp., Enterococcus faecalis wiu aposxan.

VcTaHOBEHA € KPhCTOCAHA PE3UCTEHTHOCT MEXK/TY JTMHKOMUIIMH U JAPYTH aHTHOUOTHUIIM OT rpymnara Ha
JIMHKO3aMHUIUTE, MaKPOJIUAUTE U cTpentorpamuH B. YrorpebaTa Ha npo/yKTa TpsiOBa BHUMATEIHO Ja
ce OOMHUCITH, KOTaTO M3CIIEIBAHETO HA YYBCTBUTEITHOCTTA € MTOKA3aJI0 PE3UCTEHTHOCT KbM aHTHOHOTHIIN
OT IpyImara Ha JMHKO3aMHUIUTE, MAKPOIHMIUTE M CTPENTOrPaMKH B, Thii KaTO €EeKTHBHOCTTA MY MOXKE
na ObJie HamaJeHa.

B HsKOU €BPOIEHCKHM PETHOHU OT KIIMHUYHU CITy4au MMPU CBHHE € OTKPUT BHCOK TPOIIEHT M30JIaTH
Brachyspira hyodysenteriae, pe3aucteHTHH KbM JIMHKO3AMU/IH.

CrenyanHy mOpeAna3sHd MeEpPKH 3a Oe3omacHa yooTpeba IIpH  BHIOBETE KHMBOTHH, 33 KOHUTO €
npenaaszHauyexd BJIIT:

VYnorpebara Ha NMpoayKTa TpsOBa Ja Ce OCHOBaBa BBbPXY HMICHTH(PHUIIMPAHETO M HM3CIICABAHETO Ha
YYBCTBHUTEIHOCTTA Ha IIeNeBUs(Te) maToreH(n). AKO TOBa HE € Bb3MOXKHO, TepamusaTa TpsOBa 1a ce
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OCHOBaBa Ha €MUEMHOJIOTUYHA HHPOPMAIHS ¥ TIO3HAHMS 32 TyBCTBUTEITHOCTTA HA I[EJIEBUTE MATOTEHI
Ha HUBO (hepMa MM Ha MECTHO/PETHOHAIHO HUBO.

Ynotpebara Ha nmpotykTa TpsiOBa J1a Ob/ie B ChOTBETCTBUE C O(UITUAIHUTE, HAIIMOHAIHU U PETHOHATHU
AHTUMHUKPOOHH TTOJTUTHKH.

AHTUOHMOTHK C TIO-HUCHK PUCK OT CEJICKIIHsI Ha aHTUMHKPOOHA PE3UCTEHTHOCT (TI0-HUCKA KATETOPHS 110
AMEG) cnemBa ma ce W3MOM3Ba 3a JICUCHHWE OT IThpBa JIMHHS, KOTAaTO W3CJICABAHETO Ha
YyBCTBHTETHOCTTA [TOKa3Ba BEPOSTHATA €(hUKACHOCT Ha TO3U TOAXOI.

CrienuaiHy peAna3Hu MEPKH, KOUTO TPIOBa Jia B3eMe JIMIIETO, IPUIIAralll0 BeTCPHHAPHHUS JICKAPCTBEH
MPOAYKT Ha )KHBOTHHTE:

To3u BeTepUHAPEH JIEKAPCTBEH MPOAYKT ChAbPKA JIMHKOMUIIMH U OCH3WIOB alIKOXO0JI, KOUTO MOTat Ja
MpEeAU3BUKAT AICPIHUUHU PEAKIMKU MpPU HIKOW JHIa. XOopa C HU3BECTHA CBPBHXUYBCTBUTEIHOCT KBM
JUHKOMHIIMH WIA APYT JUHKO3aMHJ, WIU KbM OEH3WIOB AJKOXOJN TPsSOBa Ja M30STBAT KOHTAKT C
BETEPHUHAPHHUS JICKAPCTBEH IMPOTYKT.

N36srBaiiTe KOHTAKT ¢ MpoaykTa. [Ipu ciydaeH KOHTaKT C OYMTE WM KOXaTa, U3MUHTE 3aCeTHATHS
y4acTBhK OOMITHO C BOJIA.

Bennara cien ynotpeba H3MHUATE pBIETE CH C BOJA U CAIyH.
He spkre, HEe MUiTE U HE MyIIETe, TOKATO pabOTUTE C TPOIYKTa.

BrmmapaiiTe, Korato mpwiaraTte HpOAYKTa, 3a Ja W30ETHETe CIy4YailHO camMoWHXekTupaHe. llpwm
CIIly4yailHO CaMOWH)KEKTHpaHe, He3a0aBHO Ja ce MOThPCH MEAMLMHCKH ChBET, KaTO Ha JeKaps ce
MIPeI0OCTaBU JIUCTOBKATa UM €TUKETa Ha MPOAYKTa.

AKO ciie]1 eKCIIO3ULMS Pa3BUETE CUMIITOMHU KaTo KOXKEH 00pHB, TPsiOBa J1a MOTHPCHUTE JICKAPCKA ITOMOIL
U J1a IOKa)KeTe Ha JIeKaps TOBa MpeayIpexIcHHE.

[TonyBaHe Ha JUIETO, YCTHUTE WM OYUTE WM 3aTPYJHEHO AMUIIAHE, Ca MO-CEPUO3HU CHMITOMH U
M3UCKBAT CIIENIHA MEIUIIMHCKA IIOMOIII.

bpeMeHHOCT 1 TaKTaIus.

JlaboparopHuTe Mpoy4YBaHHS MPHU TUTHXOBE HE IMOKa3BaT HUKAKBU JIOKA3aTEJICTBA 33 TEPATOTEHHOCT,
BBITPEKH Y€ € TOKJIaBaHa (DeTOTOKCHYHOCT. be3omacHOCTTa Ha BeTepHUHAPHHUS JICKAPCTBEH MPOIYKT He
€ JIOKa3aHa 1o BpeMe Ha OPEMEHHOCT MJIH JIaKTallvsl.

BpeMeHHOCT:
[Tpunara ce camo ciies mpeleHKa MoJ13a/pUcK OT OTTOBOPHUS BETEPUHAPEH JICKap.

BsanMoelicTBre ¢ Ipyru BeTeprHApHU JIEKAPCTBEHU IPOAYKTH U APYTHA GOPMHU HA B3aNMMOJIEHCTBHE:
Bb3MOXHO € 1a MMa KIMHUYHO B3aUMOJEHUCTBUE MEXAY JIMHKOMHIMH U €PUTPOMHIIMH, KOraTo ce
MpUIaraT eTHOBPEMEHHO, ITOPa I KOHKYPEHTHO CBBP3BaHE B MSICTOTO HA JICHCTBHE HA PHOO30MUTE.

JIMHKOMHIIMH MPUTEKAaBa IIPHUCHIA HEPBHO-MYCKYJTHA OJIOKMpAIlia aKTUBHOCT U TPOBA J1a C€ M3M0I3Ba
MIPEINAa3INBO C IPYTH HEPBHO-MYCKYITHH OJIOKUPAIIH CPENICTBA.

In vitro antaronn3sM ce HaOJIrO1aBa, KOTaTO TMHKOMUIIMH CE U3II0JI3Ba €THOBPEMEHHO C OaKTePHILIUIHH
AHTHOMOTHILIN, NEHCTBAILM BbPXY PACTSIIN OaKTEpHUH.

IIpenosupane:
HO'BI/ICOKI/I HHWBA Ha JIO3I/IpaHe oT HpenopbanMTe Mmorar aa Hpe}II/ISBHKaT HpeXOJIHI/I MCKH I/I3Hpa)KHeHI/I$I

WKW Juapus IIpru CBUHETE.
Hsama CHGLII/I(i)I/ILIeH AHTHUAO0T, JICUCHUCTO € CUMIITOMATH4YHO.
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CHGLII/IEU'IHI/I OT'PaHUYCHHS 3a VHOTD€63 1 CIICTIMAJIHH YCJIOBHUA 34 VHOTD€6a:

OCHOBHH HECHBMECTHMOCTH!
IIpu nunca Ha JaHHU 32 CBBMECTUMOCT TO3H BETEPHHAPEH JIEKApCTBEH MPOIYKT HE TpAOBa 1a Ob/e
CMECBaH C JAPyTH BETePUHAPHU JIEKAPCTBEHH MTPOTYKTH.

7. Heb0naronpusiTHu peakuuu

queTa, KOTKHU U CBUHE.

C Heompenenena yecTora MeKu H3MpaKHEHHs

(OT HATMYHKTE TaHHU HE MOKe J1a Obae | Peakiuu Ha MACTOTO Ha MHXKEKTUPaHE, HCYyTOYHCHU
HaIpaBeHa OIIeHKa): 0 IpYT HAYHH

1 Oco6eno npu KUBOTHH, JIEKYBaHH C BUCOKH JIO3H

C’I:O6H13B3HCTO Ha H€6H3FOHpI/IHTHI/I pCaKknuun € BaKHO. Tosa mo3BoJigBa HCMIPEKBCHAT MOHUTOPHHI HA
Oe30macHOCTTa Ha MPOIYKTa. AKO 3a0eleKuTe HIKAKBU HEONAaronpUsITHA PEAKIUH, BKIIOUYATETHO U
TaKHBa, KOUTO HC Ca OIIMCAaHHU B Ta3H JIMCTOBKA HUJIN MHUCIIUTEC, Y€ BeTepI/IHapHI/IH J'ICKapCTBeH HpO,Z[YKT
He JeiicTBa, CBBbpXKETe ce MBbpBO C Bamms BerepmHapeH nekap. MokeTe ChIO Jla ChOOMIaBaTe
HeOArONPHUATHHU PEAKINH Ha TIPUTEKATENS Ha Pa3pelIeHUETO 32 ThPTOBHS MIIK MECTHHS TIPEICTABUTET
Ha OPUTECIKATCIIA Ha Pa3pCUHICHUETO 3a ThbPTrOBUA, KATO M3IIOJI3BATC JaHHUTC 3a KOHTAKT B KpasAd Ha Ta3u
JIMCTOBKA WUJIN 4YPE3 Bamrara HallMOHAaJIHA CUCTEMaA 3a cso6maBaHe:
https://kvmp.bfsa.bg/index.php/ba/registers/veterinarnomedicinski-producty.

8. I[ompomca 34 BCCKM BHU/I )KUBOTHO, HAYUHHU U ME€TO/J1 HA MPUJIO0KCHHUE

KyueTa 1 KOTKH: HHTPaMyCKYJIHO WiId 0AaBHO MHTPABEHO3HO NPHUIIOKEHUE.
CBuHe: HHTPaMYCKYJIHO NPHIIOKEHHE.

Kyuera 1 KOTKH:
[IpenopruntenHara J03MpPOBKAa NpU KydeTa M KOTKHM ¢ 22 mg JmHkomuimH/kg TeiaecHa maca

(choTBeTcTBaIO HA 1 ml BeTepuHapeH JiekapcTBEH MpOayKT Ha 4,5 Kg TenecHa Maca) BEIHBX JTHEBHO
w11 mg nuakomurma/Kg TenecHa Maca (croTBeTCTBaIIO Ha | Ml BeTepuHApEH JIEKapCTBEH MPOILYKT
Ha 9 kg TenecHa mMaca) Ha Bceku 12 gaca.

Caune:
[IpenopwruntenHara n03upoBKa npu CBuHe ¢ 11 mg nuHKoMuIMH/KE TellecHa Maca BEAHBXK JHEBHO
(croTBercTBalo Ha 1 ml BeTepuHapeH JiekapcTBeH NpoayKT Ha 9 Kg TelecHa Maca) B POABIDKEHHE Ha

3 mociie0BaTENHN THH.

3a rapaHTUpaHC Ha NpaBWIHA AO3UPOBKA TCJICCHATA Maca TpH6Ba Ja ce omnpeacin Bb3MOKHO Hail-
TOYHO.

He npobusaiite 3amymankara nosede oT 30 mbTu cbe cipuHIOBKa 22 G win 15 IbTH ChC CIIPUHIIOBKA
18 G. B nportuBeH ciydail TpsaOBa Ja ce M3MOJ3Ba aBTOMAaTHYHO OOOpyIBaHE 3a CIPUHLOBKU HIIH
MOJXO/IAIIa UIJIa 32 U3TETJISTHE, 32 J1a ce M30erHe NPEeKOMEPHOTO MPOOKBaHe Ha 3aITyllaiKara.

9. CbBeTH 32 NPABMJITHOTO NPHJIATAHE HA MPOAYKTA

10. KapenTHu cpoxoBe

CBuHe:
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https://kvmp.bfsa.bg/index.php/bg/registers/veterinarnomedicinski-producty

Meco ¥ BBTpEIIHN OpraHu: 3 JHH.

11. CrneumajHu ycJIOBHS 32 CbXpaHeHUe

Jla ce cpxpaHsBa Jajed OT IOIJIea 1 Ha HeJOCTHIIHY 3a Jela MecTa.

To3u BeTeprHApEH JIEKapCTBEH NPOAYKT HE M3UCKBA HUKAKBH CIICIIMATHHN YCIIOBHSA 33 ChbXpaHEHHE.

I[a HE C€ M3I10JI3BAa TO3U BETCPUHAPEH JICKAPCTBCH IMMPOAYKT CJIEA U3TUIAHE CPOKa HAa T'OAHOCT, ITIOCOYCH
BBPXY €TUKETA CJICA CpOKa Ha TOAHOCT. CpOK’BT Ha roJHOCT OTroBapsd Ha MOCICAHUA JCH OT TO3U MECCII.

12. CnenuajHM NpeAna3Hu MePKHU NMPH YHUIOKABAHE

BerepunapHuTe NekapcTBEeHU MPOJAYKTH HE TpAOBa Ja OBbJAT M3XBBPISHU Upe3 OTIAJHU BOAHM WU
OMTOBHU OTHAIBIIN.

To3u BeTepuHapeH JICKAPCTBEH MPOJYKT HE TPsAOBa J1a ObJic M3XBHPJISH BbB BOJIHU 0AaCEWHU, Thil KaTo
JTMHKOMHIIMH MOKe J1a O'b/Ie OnaceH 3a pudu U APYTH BOJHU OPTaHU3MHU.

W3znon3paiite mporpaMu 3a BpbIIaHE TPU YHUINOXKABAHETO HA HEHM3IMOJ3BAaHH BETCPHHAPHU
JICKApPCTBCHU IPOAYKTH HIM OCTATbIM OT TAX B CBOTBETCTBUE C HM3UCKBAHUATA Ha MCCTHOTO
3aKOHOJATCJICTBO M C BCHUYKH MNPUIOKHUMH HALlMOHAJIHU CUCTECMU 3a C'L6I/IpaHe. Te3u MCpPKHU 1€
MIOMOTHAT 32 OTa3BaHe Ha OKOJHATa cpefa.

[Tonuraiite Bamus BeTepuHapeH jnekap Wi (apMaleBT Kak A3 YHUIIOXXUTE HEHY)KHH BETEPUHAPHU
JIEKapCTBEHU MPOIYKTH.

13. Kuaacudukanusi Ha BeTepUHAPHUTE JIeKAPCTBEHH MPOTYKTH
Ja ce oTmycka camo II0 JIEKapCKO MpeIicaHue.
14. Homepa Ha pa3pelieHHeTO 32 TbPrOBUS U Pa3MepH ONAKOBKHU

[Ipo3padeH MOIUIPOIMICHOB (DIAKOH, 3aTBOPEH ChC 3almyllaika OT OpoMOOYTHIOB Kaydyk Tum | u
anmymuHueBa karaudka ¢ Flip-Off® 3aneuarsane.

Pasmepu Ha onakoBkara:
Kapronena kytus ¢ 1 ¢uakon or 100 ml
Kapronena kytus ¢ 1 ¢uakon ot 250 ml

He Bcunukn pa3MEpu Ha OIMAKOBKATa MOTraT Aa 6’B,I[3.T npeajraraHu Ha 1mmasapa.

15. JlaTta Ha mocjieHATA PeJaKIMs HA TEKCTa

Ho;[p06Ha PIH(i)OpMEILIPIH 3a TO3U BETCPUHAPCH JICKAPCTBCH MPOAYKT MOXKE 1a HAMCPUTEC B Oasara JaHHU
na Crro3a otHocHo npoxykrute (https://medicines.health.europa.eu/veterinary).

16. [lanHwu 3a Bpb3Ka

IIpuTtexaTen Ha pa3pelIeHUETO 3a ThPrOBUS M POU3BOJINTEII, OTTOBAPSIIIT 3a OCBO60)K)IaBaHeTO Ha
napTuau:

S.P. VETERINARIA, S.A.
Ctra. Reus-Vinyols Km. 4,1
43330 Riudoms (Tarragona)
NCITAHMA
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MecTHHE IPEACTABUTENN U JAaHHM 34 BPB3Ka 34 CHOOIIAaBaHe Ha IPEANOoJaracMy HeOIaronpusaTHH
peaxiu:

DAPMA CHC OO0/

yi1. [Tomoduuep 'eopru Kotos 1, er.3 am. 5

rpax [Inmopmue m.x. 4000, beirapws.

Ten: +359 58604 266

E-moma: farmasys@abv.bg

3a BcskakBa MH(pOpMAIMS OTHOCHO TO3H BETEPUHAPEH JICKAPCTBEH MPOJIYKT, MOJIS, CBBPIKETE CE C
MECTHHSI IIPEeICTAaBUTEN Ha MIPUTEXATEIS Ha Pa3pemIeHHeTo 3a ThPTOBHSL.
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