JIMCTOBKA
il HaumenoBaHnue Ha BeTepUHAPHUS JeKAPCTBEH NPOAYKT

BUOBUT 20% mpeMuKc 3a MEAUKaMEHTO3€H (ypak 3a TelieTa, Ipacera 1 mujeTa

2. CbcraB
B 1 g ce ceappxa:

AKTHBHO BellleCTBO:
Chlortetracycline (karo chlortetracycline hydrochloride) 200.0 mg

KbaTu 10 TBMHOKBIITH rpanyJin.

3. Bupaogse ;kMBOTHH, 32 KOUTO € npeaHasHayed BJIII

Tenera, mpacera u nuiera.

4. Iloka3anus 3a ynorpeoda

3a jeyeHne Ha 3a00JIBaHMS, HPUUUHEHN OT MUKPOOPTaHU3MH, YyYBCTBUTEIHU KbM TETPALUKINHU:
- IaCTHOPEII03a, KOJINOAKTEepr03a, CaIMOHEIN03a, TACTPOSHTEPOKOJINTH U OPOHXONHEBMOHUH IIPU
TeNera U IIpacera;

—KOJIMOaKTepro3a U CaJIMOHEII03a IPH MUJIETA.

5. IIpoTuBONOKA3aHUA

)Ia HE C€ U3M10JI3Ba MMPU CBPBXYYBCTBUTCIIHOCT KbM aKTUBHOTO BEHICCTBO WJIM KbM HAKOC OT
IIOMOIIHHUTEC BCUICCTBA.

I[a HE CC€ U310JI13Ba MPU PE3UCTCHTHOCT KbM XJIOPTCTPALUKIINH WA aHTI/IGI/IOTI/ILII/I oT
TCTPpALIMKIIMHOBATA rpyia.

)Ia HE C€ MU3I10JI3Ba IMPU MPECKUBHU )KUBOTHU C PA3BUTU ITPEACTOMAIINA.

6. CrnenyaJHu npeaynpexRIeHus

CrenmaiHu npeaynpexacHus:

[lopanu Bb3MOXKHA IPOMEHIIMBOCT (BpeMe, reorpad)cko MECTOIOIOKEHHE) IPH Bb3HUKBAHETO Ha
PE3UCTEHTHOCT Ha OAKTEPHUTE KbM XJIOPTETPAIMKIINH, YIOTpeOaTa Ha MpoayKTa TpsOBa ja ce
OCHOBaBa Ha TECTOBE 3a YyBCTBUTEIHOCT Ha U30JMPAHUTE MUKPOOPraHU3MH, KaTo Ce B3eMar MoJ
BHUMaHUE O(QUIHATHNTE, HALMOHAIHUTE U MECTHUTE aHTUMUKPOOHHU MONUTHKH. YTIoTpeOaTa Ha
MIPOJYKTa, OTKJIOHSABAIIA CE€ OT MHCTPYKIIUHUTE, TaJIeHH B Ta3H JINCTOBKA, MOXKE Ja YBEINIH
pasnpocTpaHeHNEeTo Ha GaKTepraiHa Pe3UCTEHTHOCT KbM XJIOPTETPAIUKINH U ]a HAMaJIH
e(eKTHUBHOCTTA OT JICYCHUETO C APYTH TETPALMKINHOBH MIPOAYKTH MOPaId Bb3MOKHOCT OT
BB3HHKBAHE Ha KPhCTOCAHA PE3UCTEHTHOCT.

BerepuHapHUAT JIeKapcTBEH MPOAYKT TPsIOBa Jla ce TpHUiiara Mpy >XUBOTHH, B YUETO CTAJIO ca
M30JIMpaH YyBCTBUTEIHH Ha XJIOPTETPALUKINH MUKPOOPTaHU3MHU.




CrienmanHy Ipeana3sHu MEpPKH 3a 0e3omacHa ynotpeba Mpu BUIOBETE KUBOTHH, 32 KOUTO €
npeanaszHayed BJIIT:

[IpuemMbT Ha MPOLYKTa OT )KUBOTHUTE MOXKE Jia C€ MPOMEHH BCIIEACTBHUE Ha 3a0oisBaneTo. [Ipu
KUBOTHH C HaMaJIeH ITpHUeM Ha Qypax, TpeTHpaiTe ¢ MOAXOIAII BETCPHHAPEH JIEKAPCTBEH MPOAYKT 3a
[apeHTEPaIHO NPHIOKCHHUE.

[IpoasmxuTeNnHaTa MK IOBTOPHATA yHoTpeba TpsOBa Aa ObAaT M30ATBaHU Upe3 MoJ00psIBaHe Ha
yIpaBlieHHETo Ha (pepMaTa WK Ype3 MOYUCTBAHE U Ae3HH(EKIIHS.

Creryanny npeina3Hu MepKH, KOUTO TPpsiOBa Ja B3eMe JHIETO, MPUJIAralio BETePHHAPHHS JICKAPCTBEH
OPOJYKT Ha YKUBOTHHUTE:

Jla ce n305TBa TMPEKTEH KOHTAKT C KOXKaTa, OUYUTE H JIMTABULIUTE TIPH CMECBaHe Win pabora ¢
npoxykra. [Ipu cirygaifHO mornaiaHe B OUMTE WIIH BbPXY KOXKarTa, Be[Hara n3IuiakHeTe OOMITHO ¢ YucTa
Teyalna Boja. AKO Ipa3HEHETO MPOIbJDKHI, He3a0aBHO Jia ce MOThPCH MEIUIIMHCKU ChBET, KATO Ha
JIeKapsi ce MPEeI0CTaBU JIMCTOBKATA WIIM €THKETA Ha POJIYKTa.

Xopa ¢ ycTaHOBEHA CBPBXYYBCTBHTEITHOCT KbM XJIOPTETPALIMKIMH TPsIOBa Ja M305rBaT KOHTAKT C
BETEPUHAPHHUS JICKAPCTBEH MPOIYKT.

WupuBuayanHo npeanazHo o00pyABaHe, ChCTOSIIO Ce OT PaOOTHO 00JIEKIIO, HETPOMOKAEMHU T'yMEHH!
PBKaBUIIM, IPEATIA3HA OYMIIA M €THOKPATHA peCIIMpaTopHa Macka, CbOTBETCTBalIa Ha EBponelicku
Cranmapt EN 149 nnm macka 3a MHOTOKpaTHa ynotpeda, oTroBapsia Ha Esponericku Crangapt EN
140, ¢ puntep no Esponeticku Cranaapt EN 143, TpsidBa na ce HocH, Korato ce paboTH ¢
BETCPUHAPHUSA JIEKAPCTBEH IIPONYKT.

Jla He ce size, e WM MyIIH [0 BpeMe Ha paboTa ¢ MPOayKTa.

Wamuiite phieTe cu ciies ynorpeoa.

BpeMeHHOCT M TaKTalus:
Moske ia ce mpuiara 1o BpeMe Ha OpeMEeHHOCT ¥ JIaKTaIlHsl.

Ity HocaukH:
[a He ce U3M0J3Ba NpU NTULM B IEPUOA HA SIMIIEHOCEHE.
Jla He ce U3M0I3Ba NPU KOKOIIKHU-HOCAYKH, TOPAJH OTJEISIHE Ha XJIOPTETPALMKIINH B siillaTa.

BsauMoaeicTBHE ¢ IPYIH BETEPUHAPHU JIEKAPCTBEHN IPOAYKTH U IPYTH (GOPMH Ha B3aUMOJEHCTBHE:
He ce momycka CbBMECTHOTO NMPHIIOKEHUE HA BETEPUHAPHHUS JICKAPCTBEH MPOIYKT ¢ aHTHAIINIH,
KAOJIMH U TPOJIyKTH, ChIABPIKAIIM KEJIA30, MATHE3UH U aTyMUHHH, KAKTO U €JHOBPEMEHHO C
OaKTepUITUIHA aHTHOUOTHITH.

IIpenosupane:
[Ipu ciygaitHO peno3upaHe Ha BETEPUHAPHUS JICKAPCTBEH MPOAYKT € Bb3MOKHO HAMAJIIBaHE HA

ari€TUTa U HAPYIIaBAHC Ha (l)yHKI_II/II/ITe Ha CTOMAIITHO-YPCBHUS TPAKT.

CrenmanHy OTpaHUYeHHUs 32 YNoTpeba U CHelaaIHi YCJIOBHS 3a yrnorpeoa:
To3u BeTeprHAPEH JIEKApCTBEH NPOLYKT € MpeHa3HaueH Ja Ce U3I0JI13Ba 3a IPUTOTBSIHE Ha
MeANKaMEHTO3eH (Qypax.

OCHOBHH HECHBMECTUMOCTH.
XJIOPTEeTPAMKINHBT € HECHBMECTUM C MIEHUIMIINH U CTPETITOMUIIMH U JPYTH XUMUAOTEPATICBTHIIN C
OaKTepHITMIHO ACHCTBHE.

7. Heo0aaronpusaTHu peakuum

TeneTa, npaceTa u nujera.

| MHoro penku | XpaHOCMWJIATEITHH CMYIIeHUsL. * |




(mo-manko ot 1 Ha 10 000 TpeTupanu
XHUBOTHH, BKJIFOUUTEIHO N30JUPAHH
CHOOIICHU):

* IIpu ycTaHOBEHM HEOIAroNpHATHH PEAKINH, JICUCHUETO TPsiOBa 1a Obe MpeyCTaHOBEHO HEe3a0aBHO.

CroOmaBaneTo Ha HEOIATOMPUATHH PEAKIIUH € BaXKHO. T0Ba MO3BOIISIBA HEMTPEKHCHAT MOHUTOPHHT Ha
0e30MacHOCTTa Ha TPOAYKTa. AKO 3a0CJIeKUTE HAKAKBU HEOJIArONPHUSITHU PEAKIIUU, BKIFOUUTEITHO H
TaKuBa, KOUTO HE Ca OMMCAHU B Ta3H JIMCTOBKA WM MUCIUTE, 4Y€ BETCPUHAPHHUS JIEKAPCTBEH MPOTYKT
He JeiCTBa, CBBPIKETE Ce MBPBO ¢ Bammst BeTeprHapeH jiekap. MoskeTe ChINo aa chobIaBare
HEOJIarONPHUATHU PEaKIIMU Ha MPUTEKATEIS Ha Pa3pellICHUETO 3a ThProBUs, KaTO U3I0JI3BATE JAHHUTE
3a KOHTAKT B Kpas Ha Ta3W JMCTOBKA WK Ype3 Barara HarmoHanHa cucreMa 3a ChoOIaBaHe.

8. I[OSI/I[)OBK& 34 BCCKM BHU/I )KHBOTHO, HAYUHHU U METO/1 HA MPUJIOKCHHUEC

[lepopanHo mpuoxkeHne, 100pe pasMeceH ¢ Gypaxka.

2031/1[30131(3:

BeTepunapHHAT JeKapcTBEH MPOAYKT CE MpUJIara B MPOJbDKEHUE Ha 5-7 JHU B CIICTHUTE O3U:
Ipacera u muiera: 2.0 kg/t bypax (exkBuBanenTHO Ha 400 PPM XIOPTETPAILIMKIINH).

Tenera: 0.1 g (exBuBanenTHo Ha 20 Mg xnopTerpaimkivH)/Kg TenecHa Maca JTHEBHO, pa3jieieHa Ha
7IBa TIpHieMa.

9. CobBer 3a MNPaBUJIHOTO IIPpUWJIaraHe Ha IpoaAyKTa

[TpueMbT Ha MEeIMKAMEHTO3HUS PYypaK 3aBUCH OT KIMHUYHOTO ChCTOSIHUE HA KUBOTHHTE. 3a
MoJTy4yaBaHe Ha IIpaBUJIHATA JO3UPOBKA MOXKE J1a CE HAI0KK KOHIEHTPAIUATA Ha XJIOPTETPALUKINH
Ia ObJe ChOTBETHO KOpurupata. B3 ocHOBa Ha IpenopbyUTENHATa 1032 U Opos U TelecHaTa Maca Ha
XKHUBOTHHUTE, KOUTO L1e ObJAT TPETUPAHHU, TOYHATA THEBHA KOHLIEHTPALHs Ha BETCPHUHAPHUS
JIeKapCcTBEH MPOIYKT TPsAOBa J1a ce U3YMCIIN ChIVIACHO ClIeAHaTa popMmyIia:

Jo3za (mg/kg) X Cpenna tenecua maca (Kg) = kg npemukc/t
Cpenen npuem Ha ¢ypax (Kg) X Konuenrparus Ha npemukca (mg/g)

3a rapaHTHpaHe Ha MpaBUIIHA JJO3UPOBKA TeJIeCHaTa Maca TpsioBa Ja ce OIpeesid Bb3MOXKHO Haii-
TOYHO, 32 Jia ce M30erHe MpUIaraHeTo Ha J103a, II0-HUCKA OT MPeopbYBaHaTa.
MearkaMeHTO3HUST ypaxk MOXKe J1a Objie TIeeTHPaH upe3 MPeIBAPUTEIHO KOHIUIIMOHUPAHE 3a 5
MUHYTH [IpY TeMIlepaTypa He mo-Bucoka ot 85 °C.

10. KapenTHn cpoxoBe

Tenema
Meco u BbTpelIHU Opranu: 12 nHu.

Illpacema
Meco u BbTpeIIHN Oopranu: 12 nxu.

Llunema

Meco u BpTpemHu opranu: 10 qxu.

He ce pa3pemaBa ynorpe6ara nmpu nTriiy, KOUTO MPOU3BEXKAAT WIH ca MPETHA3HAYCHH Ja
MIPOM3BEXKIAT AUIA 32 KOHCYMaIlns OT X0pa.



11. CrnenuaiH| YCJIOBHSI 32 ChbXpaHeHue

Ha ce cpxpaHsiBa faned OT NorJieAa U Ha HEAOCTHITHH 32 JIela MeCTa.

To3u BeTeprHAPEH JICKAPCTBEH MPOIYKT HE M3UCKBA HUKAKBY CIICIIMATTHN YCIIOBHS 32 ChbXpaHCHUE.
Jla He ce M3MoI3Ba TO3U BETEPUHAPECH JICKAPCTBEH MPOIYKT CJIE] U3TUYAHE CPOKA HA TOJTHOCT,

MMOCOYCH BbPXY CTUKETA CIIC/ EXp

Cpok Ha TOOHOCT clies pa3MecBane ¢ Gpypaxa: 3 Mecera.

12. CrnenuanaHu Npeana3Hyd MEPKH MPH YHUIIIOKABaHe

BerepunapHuTte jgekapCcTBEHH MPOIYKTH HE TPAOBA J1a ObAAT U3XBBPIISHY YPEe3 OTIIATHU BOJIU UITH
OUTOBHU OTIIAIBIIN.

Wznon3gaiite nmporpaMu 3a BpbIlaHe MPH YHHUIIOKABAHETO HA HEU3IOI3BAHN BETCPUHAPHH
JICKAPCTBEHU MIPOAYKTH HJIM OCTATBIU OT TSAX B ChOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOJIATEJICTBO U C BCUUKH HAITMOHATHU CUCTEMHU 3a ChOUpaHEe, PUIOKUMHU 332 ChbOTBETHHSI
BETEPUHAPCH JIEKAPCTBEH MPOAYKT.

[Nonwuratite Bamus BeTepruHapeH jiekap Win GpapMalleBT Kak Ja YHHUIOKUTE HCHY)KHU BETCPUHAPHU
JICKaPCTBEHU TPOIYKTH.

13. Knacudukauus Ha BeTepuHAPHHUTE JIeKAPCTBEHU MPOAYKTH
Jla ce oTITycka camo 10 JIEKapcKO MpeArucaHme.

14. Homepa na pa3penieHHeTo 32 THProBUS H Pa3MepH ONAKOBKH
0022-2704

KHkHE TOpOM C BHTPEIICH MOJIUETHIICHOB CIIOH OT 25 Kg.

iL5) JlaTa Ha nMocJIeIHATA PeaKIUs HA TEKCTa

11/2024

[NoapoOHa nHpOpManys 32 TO3M BETEPUHAPEH JICKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B O6azarta
nannau Ha Chro3a otHocHO mpoaykTute (https://medicines.health.europa.eu/veterinary).

16. JlaHnu 3a Bpb3Ka

IIpuTexaTen Ha pa3pelICHUETO 3a ThPrOBUS U NPOU3BOANTEI, OTTOBOPALL 38 0CBOOOKAaBaHETO HA
HapTUW ¥ JaHHU 3a BPb3Ka 3a choOl1aBaHe Ha IpeAnogaracMy HeOJIaronpusITHU PEaKIHH:
»bUOBET” AJ]

yiu. ,,Ilerep Pakos” Ne 39

rp. [lemepa 4550

boirapus

X

[-P KPACUMUP 3/IATKOB
AWNPEKTOP HA ANPEKLNA KBAM
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