HUncrpykius
o npuMeHeHuio Opdecuiia
Jutst IpOQMIaKTUKH HHQHIINPOBAHUS BBLIMEHH Y KOPOB B CYXOCTOMHBIN HEPHOL

(opranmzanus-paspaborauk: «Zoetis Inc.», CII1A)

I. Obmme ceneHns

1. Toprosoe HaMMeHOBaHKeE JieKapcTreHHoro npenapata: Op6ecun  (Orbeseal).

Mex1yHapoJHOe HelATeHTOBAHHOE HAHMEHOBaHUe: BUCMYTa CyOHUTPAT.

2. Jlekapcreernast popma: CYCHEH3US JUIS HHTPAITNCTEPHANIBHOTO BBEICHHS.

Opbecusl B OJHOM IIPULE B KayecTBe JAEHCTBYIOLIErO BEHIECTBA COACPIKHT
BHCMyTa cyGHHTpaTa — 2,6 I (65 %), a B KaUeCTBe BCIIOMOTATENLHBLIX BEIECTB: K IKHIT
napapun — 1,176 r (29,4 %), aypomunus creapar — 0,192 r (4,8 %) u KOJ'{JIOHIIHBIH
juoken); kpemaus —0,032 r (0,8 %). . _

[lo BHemHEMY BUY Ipenapar npeacTasiser coboi OJIHOpOI(HYIO MACJISHUCTYIO
CYCTIEH3UIO CEpOBATO-0ENOr0 HBETA. '

3. [Ipenapar BLITYCKAIOT pachacoBAHHEIM 110 4 T' B IIACTUKOBEIE TIpUIs!. Inpuist
YHAKOBBIBAIOT 110 24, 60 uiu 120 mTyKk B KAPTOHHBIE KOPOOKH.

4, Opbecui XpaHsT B 3aKPBITOM YIIAKOBKE IPOU3BOIMTEIH, B CYXOM, 3aLLMIBHHOM
OT CBETA MecTe, OTIACNILHO OT MPOJYKTOB MMHTAHHA H KOPMOB IIpH Temneparype ot 0°C
mo 40°C. Cpok ToZHOCTH NEKapeTBEHHOTO MperapaTta IpH COGIIONEHHH  YCIOBHIA
XpaHEHHs. COCTaBiIgeT 5 IeT ¢ JaThl INPOM3BOACTEA. 3anpellaercs IPUMEHSTH
JIeKapCTBEHHBIN TIperapar 1Iocie HCTeYeHHst CPOKA NOHOCTH. _

5. Ilperapar cliefiyer XpaHuTh B MECTax, HeIOCTYHBIX Ui AeTell.

6. Heucnonb30BaHHBIM NIEKAPCTBCHHLIA OpenaparT yTUIHINPYIOT B COOTBETCTBHH C
TpeGOBAHHAME 3aKOHOJATENLCTRA.

. [I. dapmakosornueckue cBoiicTpa

7.  Opbecmn  oTHOCHTCA K ~ IPyHONE  AHTHCENTHUECKWX  CPEACTR A
HHTPALHCTEPHATILIOTO BREICHMA.

Bucmyra cyOHHTpar, HeHCTBYIOLIHE BELIECTRO nperapara, o0IAAAeT  BIKYILUM,
ACOPOUPYIOMM, [POTHBOMUKPOOHBIM ¥ TIPOTUBOBOCIANHTENbHEIM  JNCHCTBUCM.
BucmyTa cyOHHTpaT Koarymupyer Oenku, oGpaszys Ha TMOBEPXHOCTH TKAHH 3aIUTHYIO
andaiv W3 EHATYPHPOBAHHBIX OCIIKOB, OKasbiBaeT COCYHOCYXKUBarollee nelcTBUe,



yMeHbllaeT BocranuTenbHbill npouece. [locne Beeaenust OpbOecuiia B COCOK BLIMEHH
obpa3syeTcd CTyCTOK anhbOyMMHATa BUCMYTA, KOTOPBIH MEXaHMYECKH 3aKPHLIBACT KaHAJ,
9YTO  MPEJNOTBpAlIaeT NPOHUKHOBEHHE BO3OyaWTeNed HHQEKINH B  BBIMS W
IPOQUIAKTHPY ST BO3HHKHOBEHHE MACTHTa B CYXOCTOMHBIH TIepHOL.
Opbecnn He pe3opOUpPYeTca H He OKA3BEIBAET OTPULATENLHOTO ACHCTBHS HA TKAHH
BBIMEHH. |
Opbecun 0o cTemeHW RO3NSHCTBHA HA OPTaHH3M OTHOCUTCS K MaloONacHBIM
gewectsaM (4 knace onacHoctn 1o F'OCT 12.1.007).

[IL. ITopsaok npuMeHeHMS
8. Opbecnn TnpuMEHSIOT ANA NPOQHIAKTUKH BO3HMKHOBCHHS MACTUTA Y KOPOB B
CYXOCTOHHBIH HEPHOA.
9. 3Banpemaercs NPUMEHSTL Nperapar OpM HHAMBHAYATBHOH UYYBCTBHTENLHOCTH
KUBOTHBIX K €0 KOMITOHEHTAM, 4 TAKXKE B NCpUOO HaI{TalIHI/I.

10. Opﬁec:ﬂn MPUMEHSOT OTHOKPATHO. BBO,HHT COLEPIKHMOE WIHIPHLIA B Kaxu Al
COCOK BEIMEHH BCEM KOPOBAM TIOCTTE TIOCHEHEN JOUKY TIepe/t 3aITyCKOM.

Tlpu cyGxaHHUYeCKOM MacTUTe yV KOpPOB B CYXOCTOHHBIH mnepuon Opbecun
Ha3HAYAOT flocie NMPUMEHEHHs NpOoTHBOMACTUTHOrO npenapara  Opbennna (DC wunu
EDC), xorophIif MPUMEHSIOT COTTACHO WHCTPYKIIHMHA.

Ilepen sesienuem Opbecuna HEOOXO0IMMO ITOTHOCTHIO YAAINTS MOJIIOKO U3 BEIMEHH.
Cocox cHapyXM TIpOTHPAIOT CTEPHUIBHOH Mapiesoll canferkoi, cMouennod 70%
PAcTBOPOM STHIOBOIO CHUPTA MM CHEUMANLHLIMEA AHTUCEIITHYECKMMH  CanheTKAMH.
[Tocne Tor0 KaHIOMIO IIIPUIA OCTOPOIKHO BBOAAT B OTBEPCTHE COCKA, CHUMAIOT COCOK
y OCHOBAHWS, Y, IUIABHO HANABNMBAs HA TOPHIEHH INNPMIA, BBOAAT mpenapat. He
MacCHpOBATE.

[Tocne orena Opbecun yIaugloT H3  COCKOBOIO  KAHANA  OCTOPOKHBIM
BEIIABIMBAHMEM TAJIBIAMH OT OCHOBAHMS COCKA. |

11. CaMoroMbl AepeaO3UPOBKU HE YCTAHOBIIEHEI.

12. OcobGennocTel melcTBMA TPH Havyalle BBEJICHHA H OTMEHE Tfipenapara He
BRISBNEHO, B clyuae NOsABIEHHS AIEPrHYECKUX PeaKiiHit HCMONB30BAHKE DIpenapara
NPEKPAILAIOT U HA3HAYAKOT AHTHIHCTAMUHHBIE CPENCTBA H CHMITTOMATHYCCKOE JICYEHHE.

13. I'lpenapar npenﬁasﬁatieﬂ JUTSL OTHOKPATHOTO TIPUMEHCHUS

14. Tlpu TIpMEHEHNH JIEKAPCTBEHHOTO IpenapaTa B COOTBETCTBHH C HACTOSIIEH
UHCTPYKUUEH NOOOUHBIX SBICHHE U OCIOXKHEHHH, KaK IIPABUIIO, HE OTMEYACTCH.

15. B3anMoelcTBHE ¢ APYTHMH JIEKaPCTBEHHBIMH IIPENApaTaMu e YCTaHOBIIEHO.
16. Y6olt )KHBOTHBIX Ha MACO pa3peliiaeTcs 0e3 orpannueHui.

IV. Mepst TU4HOH NpoQHIAKTHKH

17. [pu pabore ¢ npenapatoM clieayeT cobaoaaTh obIue PaBiIa IMUHOM THIHEeH b
¥ TEeXHMKH OGe30IMacHOCTH, NpPEeNyCMOTpPEHHble Npu paloTe ¢ JIeKapCTBEHHBIMU
NpernapaTaMi BeTEPHHAPHOTO HasHadeHws. Tlpu paboTe ¢ MpeHaparoM 3alperacTcs
[UTh, KYpuTh, NMpHHUMaTE nuuly. [lo oxoHuanuu paboTH HEOOXOMMMO TIIATEIBHO
BLIMBITE PYKH € MBLIOM. -

18. IIpu cnyyafiHOM KOHTAKTe JIEKAPCTBEHHOTO 1TPENapara ¢ KOKeH HilM CIIM3HCTHIMA
©OboToUKaMu, HX HEOBXOHHMO TPOMBITE OOALIHMM KONHYECTBOM BOjbl. JliomsMm ¢



HIEPUYBCTBHTEIBHOCTHIO K KOMIIOHEHTAM IIpenapara clepyer wu3berarh NpsaMoro
kontakta ¢ OpbecuwioM. B ciiydae NpoSBIEHHS AlNEPrHYecKOd peakiyd Wi IpH
CAYYalHOM TIONAJAHMH TIPENAapaTa B OPraHU3M  UeNoBeKa - CleJyeT HeMeIeHHO
OOPaTUTRCS B MENMIMHCKOE  ydpexuenne (npu  cebe MMETh HHCTPYKIHIO 110
IIPMMEHEHHMIO TIperiapaTa Wil STHKETKY ). - |

19. Ilycryio ynaxkoBkKy W3-1OJ] JIEKAPCTBEHHOTO - IIperapara  3anperiactes
ACHONBL30BATE st OBITOBBIX LElell, OHA TTOUTENHUT YTHITHIAUKMK ¢ GBITOBBIMH OTXOJAMH.

20. Opranwzaius-rpoussopniens: Haupt Pharma Latina S.r.l, Borgo san Michele
(LT) ss 156km50 — Latina, Italy.

Hucrpykuns paspaborana xoMmanued «3oyruc Mux» (100 Campus Drive,
Florham Park, New Jersey, 07932 USA) cormectao ¢ OO0 «303THcH.

Anpec OO0 «3oste» B PMd: 123317, Mocksa, Ilpecuenckas nabepesxuas, 1. 10.

C yTBepKACHHEM HACTOAIIEH HHCTPYKIMH YTPAuMBaeT CHIY WHCTPYKLHSA 110
NPAMEHEHWKY  JeKapCTBEHHOIO npemnapara OpGecut, yTBEPKIEHHAS
PoccensxosnaazopoM 11 asrycra 2011 ropa.

PexomenioBano K peructpanunu B Poccriickoit denepanym OI'BY "BIHKUN"

HomMep pervcTpaiuoHHOTo YI0CTOREPEHHMS:





