MHCTPYKLWI
mo npuMeHeHuro Teppamunun LA
JULSL JIEYEHHS KPYITHOTO POTATOTO CKOTA M CBULEH
npu OoNe3HsX OAKTEPHATEHON 3THOTOIHI

(opraruzauus-paspaboTuuk Komnanus «Zoetis Inc», CILIA)
I. Obwue ceenenus

1. Toprosoe nanmenopaune: Teppamuunn LA (Terramicin LA).

MesxtyHapoaHoe HelTaTeHTOBAHHOE HAHMEHOBAHNE: OKCHTETPALHKITHH

2. JlexapcTBeHHAs GOPMA: PACTBOP LIS HHbEKIHIA. _

Teppamunun LA conepxut B 1 My B KkadecTBe NeHCTBYIOUIETO BellecTBa
OKCHTETpalUKINHA AUruapaT - 200 Mr, a B KaYeCTBE BCHOMOTIATEIHLHBIX BELECTR:
2-nupponunod - 400 Mr, monuBHHWI-AponuToE K17 - 50 Mr, OKCHA Maruus -
17,157 Mr, MOHOBTAaHONAMHH - 2,4 MP M BOAY IS HHBEKIHH - 10 1 M.

[penapar 0o BHEIDHeMY BHAY NpencTaBiser cobOM MPO3PAvHYIO KHIKOCTE
OT SHTAPHO-XKEIITOTO JIO 3eJIEHOBATOTO 1IBETA. _

3. Teppamumns LA Bpimyckator pacacoBaebiM 110 100 MJT B CTEK/ISHHDBIE
(hrakoHEI COOTBETCTBYIOMIEH BMECTHMOCTH, YKYTIOPEHHbIC PE3UHOBBIMH OPOOKAMIL,
YKPCIUICHHBIMH  MIOMHHHEBLIMY  Kommaukamu.  Kaxneii ¢uaxon ymakosau B
HHIAWBHYaNbHYIO KapTOHHYIO KOPOOKY.

4. llpemapar XpaHAT B 3aKpbITOHl YIIAKOBKE [IPOM3BOAUTENS, B CYXOM,
3QUIMIIEHHOM OT NPSMBIX COMHEYHBLIX Jydelf MecTe, OTAESIBHO OT NPOAYKTOR
DHTAHHA W KOPMOB NpH Temneparype ot 3.°C jo 30 °C.

Cpox TOmHOCTH JIEKAPCTBEHHOIO Npenapata TpH COBMIONSHHH YCHOBHI
XPaHeHHA COCTABIAET 2 rofa ¢ JaThl IPOU3BOACTRA.

Teppamuuus LA 3anpemaercst IpEMeHsTH 10Cie HCTEUSHHA CPOKaA TOAHOCTH.

5. Teppamuuu LA cnemyeT XpaHuTs B MecTax, HENOCTYITHBIX LIS HETEH.

6. Hencronb3oBasnpiii  JTeKapCTBEHHBI Ipenapar ¢ HCTEKITHM  CPOKOM
FOAHOCTH YTHIHZUPYIOT B COOTBETCTBHH ¢ TPeGOBAHUAME 3aKOHOIATETBCTBA.



1. (I)apmazconomqecme CBOHCTBA

7. TeppaMHuHH LA OTHOCHTCH K TIpyrire aHTH6£lKTepHaJIthIX CPencTn
TETPALMKIAHOBOH I'PYIINEI.

OxcuTeTpannKiMHa  JUTHApPAT, BXOASIIME B cocTas mpemapara oGnajaer
HIMPOKHUM CHEKTPOM AHTHOAKTEPHANBHOTO AEHCTBHS, NOJABISIET POCT H pa3BUTHE
OONBIMIHHCTBA TPAMITONIOKHTENBHEX H IPAMOTPHIATEABHEIX MHKPOOPTAHU3MOB, B
TOM tHcie Streptococci spp, Staphilococei spp, Fscherichia coli, Salmonella spp,
Pasteurclla  spp, Clostridia spp, Actinobacteriae  spp, Mycoplasma  spp,
Rickettsiaceae spp, Chlamydiae spp. n Proteus.

Mexatusm 6aKTepHOCTATHUECKOr0 AeliCTBII 0CHOBAH Ha NOJABICHNHN CuHTe3a
Genkop MukpoOHOI KneTkoif (Onokama (QyHKLUM pn6oc0M) U ONokafe cuHTe3a
PHK. : :

[locite BHYTPUMBILIEYHOTO BREJICHHSA NMpeNapaTa OKCHTETPAEKINHA AUIHAPAT
OBICTPO BCACBIBAETCA B KPOBL M HPOHHKACT B OPraHkl M TKAHH OPraHu3Ma.
AutubaxrepuansHas KOHIEHTPAUUA IIPENapaTa B KPOBU COXPaHAETCs He MeHee 96
qacos. Ilociae BHyTpusennoro Beejenns Teppamuuuna LA AntuGakrepaasibuas
KOHLCHTPALHS NPENApaTa B KPOBA COXPaHsETCs He bonee 24 uaco. Brsojurtes
AHTHOMOTHK K3 OPraHU3MA [JIABHEIM 0BPA30M C MOYOH W HKEIUBIO, ¥ TAKTUPYIOLIHX
YKHBOTHBIX — YaCTHYHO C MOJIOKOM. _

Teppamunue LA no cTemens BO3AeHCTBAS HA OPTaHH3M  OTHOCHTCH K
YMCPEHHO OMACHBIM coequHEeHHsM (3 Kiace onacHocti o TOCT 12.1.007).

1L Hopsinok nprmenenus

8. Teppamunn LA npuMeHAIOT KPYHHOMY POTATOMY CKOTY - M CBHHBSM IS
nevennst  Oonesnelt  GaxTepHanbHOI THONOTHH, B TOM YHCJE nacrepesuiesa,
PRKKETCHO3a, THEBMOHMY, HEKPOOAKTEPHO3a U aTpOPUYECKOTO PHHHTA Y CBUHERN.

9. JlexapCTBCHHBIH Tipenapar — sanpemiacres IIPHUMEHATb  JKHBOTHBIM ¢
HHIHBHyQILHOR  TOBBIICHHOM quCTBHTeJILHOCTLm K aHTHOMOTHKaM
TETPALUKIMHOBON TPYHITHL, o :

10. Teppammmﬂ LA BBOAST OZHOKPATHO rnyﬁoxo BHYTPUMBILIEYHO B 03¢ 1
MiI Ha 10 xr Maccel xusotHoro (20 mr OKCHTeTpPaLUKIHHE DUIHApaTa Ha 1 kr
MAcChl J)KHBOTHOT'O ) KPYTTHOMY poTaTOMy CKOTY H CBHHBLAM.

Hopocstam maccolt Meree 10 xr BBomsT 1 Ma npenapara. [lpu aTpoduucckom
PHHHTE [Ipenapar NPHMEHSIOT TPeXKPaTHO B yKazaHHOM po3e Ha 3, 12 u 21 geus
KH3HU JKHBOTHOTO, '

Ilpenapar MOKHO BBOAMTE B OIHO MECTO B Ho3e He OoJee 20 M. Ecnu nosa
Tpenapara npeBsIaeT yKa3aHHpli o6beM, To Teppamuimn LA BBOIST B HECKONBLKO
MECT. :

Moo BBouts Teppamuigmn LA BHYTPHBEHHO OAHOKPATHO B 03¢ 1 Ma Ha 10
KI' Macchl JKHBOTHOTrO (20 M OKCHTETpaLMKIMHA HA | KU Macchl JKMBOTHOI'O)



KPYIIHOMY pOTaToMy CKoTty. B aToMm cityuae, uepes 24 uwaca mpenapar BBOUST
BHYTPHMBIHIIEUHO.

11. CHMII'TOMBI IEPETO3MPOBKH HE YCTAHOBJICHEL.

12. Ocobennocreit neiicrsust Teppamuuuna LA IpH HeprOM BBEISHHM M €ro
OTMEHE HE BBIABICHO. B cnyyae MOSBICHHS aWwieprUdecKHX — peaximit
HCIIONBL30BAHKE  MIPENAapaTa NPeKpallaloT M NpH  HEOBXOMMMOCTH HA3HAYAIOT
AHTHTHCTAMIHHEBIC IPETIAPATH ¥ CHMIITOMATHUYECKOE JTeYeHHe.

13. [IpenmapaT npuMeHsioT oxHoKpatHo. TIpH JiedeHny aTPpopHUICCKOTO PRHKTA
TMOPOCAT CIENYeT H30eraTh NPOMYCKOB MPM BBEJIGHHH OMEpEIHOMH A03bI Iperapara,
TaK KaK 9TO MOXET NPHBECTH K CHHJKEHMIO TepaneBTHuecKol sddextubuocT. B
Cllydae MIpPOIyCKa OJHOH J03bl Kype JIeUeHHsI CJeNyer Bo30OHOBHTH B
TIPENYCMOTPEHHBIX HHCTPYKIHEH JO3MPOBKAX U CXEMe NPHUMEHEHHS.

14. TIpr waznaveHuH Teppamuunna LA B COOTBETCTBHM ¢ HHCTpYKLHeit
n06OUYNBIX SABNEHHH M OCNOKHEHHH, Kax NpaBuiIo, He oTMedaetTcst. B pexkux
CAYHasxX y OTACNbHBLIX JKHBOTHBIX BO3MOMKHO HOSIBICHME MECTHOH PEAKIHH B Buae
3yHa, OJPHTEMBl, OTEKa, KOTOPBIE CHOHTAHHO . MCHE3AIOT 03 NPHMeHCHHS
TEPANeBTHYECKHX CPEJACTB Yepe3 HECKONLKO JHeil. _

15. He cnexyer npuMeHSTh NpeIapaT oJHOBPEMEHHO ¢ KOPTHKOCTEPOHIAMU H
3CTPOTEHAMH, & TakiKe ¢ OAKTePHIMAHBIME MPETAPATAMH.

16. Y60Ii Ha MSICO KHBOTHELX paspeluaercs He paHee, 4em qepe*s 28 cyrox nocne
MOCNSAHEro IPUMEHEHHA IIpernapaTa. _

MsiCo KHBOTHDIX, -BLIHYKICHHO YOHTBIX JO MCTEUCHHS YKA3aHHOTO CPOKA,
MOXET GRITh HCIIONB30BAHO IS KOPMIICHHS MYIIHBIX 3Bepeil. - :

MCnoNb30BaHHe MONOKA B [HIIEBBIX L[ENAX pazpenraercs He paHee, UeM uepes 7
CYTOK IIOCHIe TIOC/IENHEro BBeAeHuMA Tnipenapara leppamuiua LA. Monoko,
NOJIY4EeHHOE JI0 HCTEYCHUs YKA3aHHOTO CPOKa, MOKeT GBITh HCHIONB30BAHO B KOPM
JKHBOTHBIM T10CNIC KUIISTHEHHS, |

V. Mephl TUYHOH npodmnamm\a _

17. Tlpu pabGore ¢ npenaparom Teppamuuun LA cieayer cobmonars oOmue
UpaBH/a JUYHOH THI'HEHEl W TeXHWKH O€30IaCHOCTH, NPeAyCMOTpPEHHLIE MpH
paGOTe ¢ JICKapCTBEHHBIMH rpemapatamu. [lo OKOHYAHHH paboTel pyku ciaemyer
BBIMBITH TEITOH BOIOH ¢ MBITOM.

18. Tlpu chyyaliHoM KOHTAKT® JIEKAPCTBEHHOTO Mpenaparta ¢ Kokel Wi
CIU3MCTBIMU OGONOUKAMH TITa3, UX HEOOXOIHMO NPOMBITH OOJIBIIMM KOIHIECTBOM
BOZIBL. JIOMSMM € THIEPIYBCTBHTENBHOCTBIO K KOMIOHEHTaM npenapaTa clieayer
uzberath mupsMoro Kowrtakra ¢ Teppamuuun LA. B clydae TOosBICHUA
AMIEPrHYCCKUX PeakUnil WK MPH CITYHMaiiHOM IIONAZaHMK TIPEHapaTa B OPraHH3M:
H4eJIOBeKa CIelyeT HEMEITIEHHO O0paTUThCA B MEIMHHHCKOE yUpekaeHue (npu cebe
HMETh HHCTPYKUHIO 110 IPHMEHEHUIO HITH STHKETKY).



19. Ilyctyio ymakoBky W3-IOA JIEKAPCTBEHHOTO [Ipenapara 3alpelacTes
HCTIONB30BATL [Isl OBITOBRIX LieNel, OHA TOMICKHUT YTUIM3ALHAH ¢ OBITOBBIMH
OTXOIAMH.

20. Oprasy3aluus-npoH3BO(H e b

- «Laboratorios Pfizer Ltda», Av. Tancredo de Ameida Neves, 1,555 —
Guarulhos - CEP.: 07112-070, Bpasunus.

- Zoetis Manufacturing & Research Spain, S.L., Ctra. de Camprodon, s/n., Finca
La Riba, Vall de Bianya, 17813 Gerona, Mcnanus.

Huerpykuus paspaborana koMmanueit «Zoetis Inc.» (100 Campus Drive,
Florham Park, New Jersey, 07932 USA) cosmectHo ¢ QOO «303THCY.
- Anpec OO0 «3ostue» B PP: 123317, Mocksa, [Tpecnenckas Habepexuas, a.
10.

C yTBepIAeHNeM HACTOSINEH HMHCTPYKLMHM YTPAUMBACT CHIIY WHCTPYKIHS 110
NPUMCHCHHIO  JleKapeTsennoro mperapara Teppamuims LA, yIBepkISHHAs
Poccenexosznanzopom 20 mas 2014 rojia.

Pexomentosano x npumenennio B Poceniickoii Oepeparyn PI'BY « BTHK»
Homep perueTpaoHHOIO YI0CTOBEPEHU:





