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VHCTPYKIUSA

10 IpPUMEHEHHIO Tpernapara OHcnop™ TabaeTKy AJId JeUeHUs BOCIATUTEIBHBIX
1 GOJICBBIX CUH/POMOB Pa3IHYHOIO IPOUCXOKICHHUS, B TOM YHCIIE SBIIOIIINXCS
TIOCTICACTBUAMHI XUPYPTHYECKOTO BMEIIATENbCTBA, Y COOAK U KOLIEK

(Opranuzanus-paspaGorunk: «Elanco Europe Ltdy, Lilly House, Priestley Road,
Basingstoke, Hampshire RG24 9NL, UK / «Qnanko FOpomn JItay, JInim Xayc,
Hpuctmn Poyn, r. Beitcnnrerox, rpadgerso Mammmup, RG24 9NL, Benukobpurtanus)

I.  OBIIUE CBEJIEHUSI

1. Toprosoe HauMeHOBaHHE JIEKAPCTBEHHOTO npenapata: Oncuop™ Ttabnerku
(Onsior tablets).

Mex tyHaponHoe HenaTeHTOBAHHOE HAMMEHOBAHMUE: POGEHAKOKCHD.

2. Jlexapctsennas hopma: TaGIETKY 151 OPATBHOrO IPUMCHEHUS,

Oncnop™  TabiileTkM B KayecTBe JNCUCTBYIOLIETO BELIECTBA  COMEPIKUT
pobenakokcu6. BEImycKaroT mpenapar B ByX Moaudukanuax: Oacunop™ Ttabnerku
AT KOLLEK ¢ colepikaHueM pobeHakokcuba — 6 Mr/Tabi. u Oncuop™ TabaeTkn s
cobak B 4 103MPOBKAX ¢ cofepkaHueM podeHakokcnba: 5 mr/rabi., 10 mr/tadma., 20
mr/Tabi. wiu 40 mr/Ta6.

B KauecTBe BCITOMOraTeNbHBIX BELIECTB nperapar  Oncuop™  Tabierku
COACPMUT:  OPOXOKM, — LEJUIIONO3Y  MUKPOKPHCTANIMYECKYIO,  apOMaTH3aTop
MACHTHYHBIA ToBAxuHe (B «OHcHOp™ tabnerknm a1s  cobaxy), LEJUTFOJI03Y
nopomkoodpasuyro (B «Oncuop™  TabneTku s cobak»), moumon (K-30),
KPOCIIOBHIIOH, ZIBYOKMCh KPEMHHS KOJUIOMIHEI O€3BOHBIN U CTeapaT MarHus.

3. Ilo BHemHeMy Buy IpenapaT MpeACTaBiseT coboit Kpyrisle TabJeTKH OT
O€XEBOro 10 KOPUYHEBOTO IIBETA,

Oncnop™ Ttabetkn st Kourek 1 OHCHOP™ TaBiIeTKu s coBaK 5 MI HMEIOT
OTTHCK NA Ha omHo#t cropone u ortuckom AK ¢ Apyroit cToponsl; Oncuop™
Tabietkn st codak 10 Mr — ortrck NA Ha oxHOI cropore u ortuck BE ¢ apyroit
CTOpOHKI, OHCHOP™ Tabnetku st cobak 20 Mr — orTick NA Ha OTHOI CTOPOHE U
ortuck CD ¢ apyro#t croponst 1 OHcrop™ TtaGnerku s cobak 40 Mr — ortuck NA
Ha O/IHOH cTopoHe 1 otTHck BCK ¢ npyroit cTopoHst.



Cpox TrofHOCTM JIEKAPCTBEHHOTO IIpernapara IIpH COOJIIOACHHH  YCIOBHit
XPaHCHUA B 3aKPBITON YIAKOBKE MPOU3BOANTENS — 4 TO/1a ¢ 1aThl IPOU3BOICTBA.

3anpemaercs npumeneHne OHCHOp™ TabIeTKH MO HCTEUEHNN CPOKA TOTHOCTH.

4. Oncuop™ TabneTKM IS KOLIEK BBIMYCKAIOT pachacoBAHHBEIM MO 6
TabJIeTOK B GJIUCTEPH U3 ATIOMHUHUEBOM ¢onbru, momerieHuse mo 1, 2, 5 wim 10
IITYK B KapTOHHBIC MAayK¥ BMECTE C MHCTPYKUMEH 1o nmpumeHeHuro. OHcuop™
TabMeTKH Wi co0aK BEINMYCKAIOT pac(acoBaHHBIM M0 7 TabNeTOK B GIMCTEpHl U3
TFOMHUHUEBOHA (obrH, IoMeneHnsle o 1, 2, 4 wmwm 10 IITYK B KaPTOHHBIE MAYKH
BMECTE C MHCTPYKIMEH 110 IPUMEHEHHIO.

5. Xpausr Oncuop™ TaGneTK B 3aKpBITOH yIaKOBKeE [IPOU3BOJUTENS B
3allMINCHHOM OT IPSMBIX COJHEYHBIX JIydeid MecTe, OTHENLHO OT IHIIEBHIX
IIPOJYKTOB U KOPMOB, 1pu Temrieparype ot 0°C o 25°C.

6. XpaHHUTb B MeCTax, HEAOCTYMHBIX VTS JeTel,

7. Hencronb3oBaHHBIl  eKAapCTBEHHBI  NperapaT  YTWIMSHPYIOT B
COOTBETCTBHM C TPeOOBAHUAMH 3aKOHO/IATEIBCTBA.

8. Yeiosus orrycka: 6e3 perienta BEeTepMHAPHOTO Bpaya.

II. PAPMAKOJIOI'MYECKUE CBOMCTBA

9. Oncnop™ TabeTK! OTHOCUTCS K HECTEPOMIHBIM IIPOTUBOBOCHATUTEIBHBIM
JICKapCTBEHHBIM TIpenapaTaM.

10. PoOenakokcu6, BXomammii B cocTas nperapara, — HECTEPOUIHOE
[IPOTUBOBOCIIATTUTEIBHOE CPEJICTBO IPYIIBl KOKCHOOB, SBISETCS CEJIEKTUBHBIM
crietpuueckuM uHrHOUTOpoM L[OI-2 M o6Gnamaer IIPOTUBOBOCITATUTEILHEIM 1
ananpresupyrommM aeicrsuem. 1Ol npencrasnena B asyx dopmax: [[OI-1 —
KOHCTUTYTUBHAS (DOPMa SH3MMa — BBIMOJHAET 3alIUTHBIE (BYHKIMH, B TOM YHCe B
KEITy I09HO-KUIIEYHOM TpakTe n noukax; [{OI'-2 — unaynupyemas dpopma sH3uMa —
OTBEYACT 32 BBIPAOOTKY MeAMaTopoB, BKIHOYarommx I1TEs, BBI3BIBAIOMUX G0IIb,
BOCIAJIEHUE U XKap.

Ilpn  mepopansHOM BBemeHMH pOGEHAKOKCUG OBICTPO  BCachIBAaeTCs B
KUIICUHUKE, [OCTyNas B CHCTEMHBIA KPOBOTOK M GOJBIIMHCTBO OPraHOB M TKAHEIL;
bonee 99% pobenakoxcnba cBA3BIBaeTCS ¢ Gesikamu MaasMbl. Ero MakcHMaibHAS
KOHICHTpallng B I1asMe orMmedaercs 4epes 0,5 gaca, 6MOMOCTYIIHOCTh COCTABIISIET
49% y xomek u 62% y cobaKk NP HMPUMEHEHWH TabIeTOK ¢ KopMoM u 84% Oe3
Kopma. Mertabonusupyercs poGeHaKOKCHO B TICUCHHM, BBIICISETCS B OCHOBHOM C
KETIBE0 (0K0II0 70% y KOLIEK U 0K0I0 65% y co0aK) U 4aCTHYHO — C MOYOM; Mepros
IIOJTyBBIBEJICHHSA U3 OpraHu3Ma cobak cocTaBiseT Koo 1,2 yaca, KOIIeK — 1,7 yaca.

Oncnop™ TabieTkd Mo CTemneHw BO3AEHCTBHS Ha OpraHW3M OTHOCHUTCA K
YMEPEHHO OTMacHBIM BemecTBaM (3 kiacce onacHoctu o 'OCT 12.1.007).



[I. TTIOPAJIOK TTPUMEHEHU S

11. Oncuop™ TabneTkn Ha3HauarOoT co0akaM M KOUIKAM B KadecTBeE
IPOTHBOBOCIIAIUTEIEHOIO ¥ OO0JICYTOMAIONIEr0 Mpenapara Mpy BOCTIATUTEIBHBIX U
OOJIEBBIX CUHIPOMAX PasIUYHOIO HPOUCXOKICHHUS, BKIIOYAS OCTPHIE B XPOHUYECKHE
3a00JICBAHNA  ONOPHO-ABUFATEIBHOTO armapara (apTPUTHl, apTpPO3bl, CHHOBUTEL,
BBIBUXM), BOCIANUTENbHBIE 3a00JICBAaHUA MSIKMX TKaHEH, a Takke B KauecTBe
AHAJIBIE€3UPYIOIIETO U NMPOTUBOBOCIIATIUTENILHOTO Mperapara B IOC/IeonepalioHHEI
NIEPUOI.

12. 3anpemeno npumensts OHCHOP™ TabETKM KUMBOTHBIM B COCTOSHHU
ACTUpaTanyy, IUIOBOJIEMUM Y MMIIOTEH3UH, a TakKe KUBOTHBIM Maccoil Menee 2,5
K. IIpu Kpakine#f HeoOXOAMMOCTH Ha3HAYEHHS JIEKAPCTBEHHOTO IIPENapara TaKuM
KUBOTHBIM JIEYCHHE TMPOBOJAT IIOJ IIOCTOSHHBIM HaOMIOJACHUEM BETEPUHAPHOTO
Bpaua.

[IpoTuBOMOKa3aHNEM K NPUMEHEHUIO SBJSETCS UHAUBUIYA/IbHAS [TOBBIIEHHAS
YyBCTBUTEIBHOCTD JXMBOTHOIO K KOMIIOHEHTaM Mperapara.

He crenyer npuMeHaTh nperapaT KMBOTHBIM ¢ BBIPOKEHHOH cepiedHOM,
MOYECYHOHN U IIEYCHOUYHON HEJOCTATOUHOCTEIO,

13. Oncnop™ Tab/1eTKU IPUMEHSIOT cOGaKam M KOLIKAM HHINBUAYATHHO OHH
pa3 B JICHb B 103aX, yKa3aHHEIX B TaOJIUIIE:

Bun u macca Jlo3a neiicTByromero Berectsa (Mr/TabieTka) U KOIUIECTBO
YKUBOTHOT'O TabJIETOK Ha )KMBOTHOE

6 MT 5 mr 10 mr 20 mr 40 mr

Komxu

oT 2,5 10 6 kT 1 Tab.

oT 6 1012 xr 2 Tao.

Cobaku

oT 2,5 10 5 kr | 1 Tab.

oT 5 1010 xr 1 Tab.

oT 10 1o 20 xr 1 Tab.

oT 20 1o 40 xr 1 Tab.

oT 40 1o 80 kr 2 Tad.

Pexomenayercs japaTh JTeKapCTBEHHBIN TpemapaT OTAENFHO OT KOPMIICHHS,
HO, TIPH HEOOXOAMMOCTH, TIPENapaT MOXeT ObITh JaH BMECTe ¢ KOpMOM. TabIeTku He
CJICIyeT ApOOUTE WIN Pa3IaMBIBaTh.

Oncnop™ TabneTkn MPUMEHSIOT KOIIKAM IIPY ONIEPATHBHBIX BMEIIATENbCTBAX
3a 30 MHHYT 710 BBeJEHHS B Hapko3 B 103 1-2,4 mr Ha 1 Kr Macchl YXWBOTHOTO;
JICUEHHE MOXET OBITh MPOJOIKEHO B TEUEHHUE NEPUONA JIUTENBHOCTHIO 10 2 JHEH
TNoC/Ie ONepauny; NpH 3a00JIEBAHUAX OIOPHO-IBUIATENHOrO anmapaTa Mperapart
IIPUMEHSIOT 10 6 jHed. OHCHOp TaBNeTKH Juist coGak MPUMEHSIOT 3a 30 MHHYT 10
WM T0CIe KOPMJICHHA B fo3e 1-2 mMr Ha 1 Kr maccel skuBoTHOro. Kype nedeHus
ONpEeNeACT JIeHaluii BeTepUHAPHBIA Bpad. Kak mpaBuio, MpojoKUTETBHOCT
JICUCHIS cOCTaBnAeT 7 queil. Eciu no ucreuenun 10 qHel KivMHugeckoe yIydlieHne
HE HACTYNaeT, NPUMEHEHHE TIperapara mpeKpaIaoT.



14. TIpm nepeno3upoBke JEKApCTBEHHOTO TIIpenapara y JKHBOTHBIX C
BBIPQKCHHOM YyBCTBHUTEJILHOCTBIO K KOMIIOHEHTaM Ipernapara MOryT HabIroaaThCs
paccTpoMCTBO  KEJIyJOYHO-KMIIEUHOTO  TpakTa, IIeYEHOUHAas WM  [OoYedHas
HEJI0CTaTO4YHOCTh.  CrenM@uUecKkue CpelcTBa  JETOKCUKAIIMH — OTCYTCTBYIOT,
NPUMEHAIOT 0OILIME MEPBI, HAalIpaBJICHHBIE Ha BBIBEICHUE JIEKAPCTBEHHOTO IIpenapara
U3 OpraHu3Ma.

15. Ocobennocreil nefcTBUS JEKapCTBEHHOTO Tpelapara MpU €ro MepBoM
IIPUMEHEHUH U OTMEHE HE YCTaHOBJIEHO.

16. 3ampemeno mpumeHsats Ouncuop™  TaGnerku  OepeMEHHBIM U
JAKTUPYIOIUM KMBOTHBIM, IIEHKAM MOJIOXKE 3-MECSYHOIO MU KOTSTaM MOJOKe 4-
MECSIYHOT'O BO3pacTa.

17. Cnemyer wusberaTb HapyLICHHs PEKOMEHIYEMOTO HHTEpPBaga MEKIY
BBEJCHUAMU Mperaparta, TaK KaK 3TO MOMKET TPHBECTH K  CHIDKCHHIO
TEPANeBTUYCCKON 3 heKkTHBHOCTH. B ciiydae mporycka MOBTOPHOTO BBEIEHUS
Tpernapar cjieyeT BBECTH KaK MOXKHO CKOPEE B IIPEyCMOTPEHHOM 103e€.

18. Ilpn npumenenunm OnHcuopa TabIETOK B COOTBETCTBHHM C HACTOSIIEH
MHCTPYKUMEH ITOOOYHBIX ABIEHUM M OCIOKHCHUN y JKMBOTHBIX, KaK IIPABMIIO, HE
Habmonaercs. Y KOeK M co0ak BO3SMOXHBI JKeTy109HO-KHIIEYHbIE PacCTPOHCTBA
(pBOTA, MATKMH Kan WM JgMapes), yKa3aHHble = CUMITOMBI  IPOXOJST
CaMOIIPOM3BOJIBHO M HE TpeOylOT INPUMEHEHHsS JIEKapCTBEHHBIX cpedacTs, [lpu
MHIMBUIYadbHON TOBBIMCHHON UYBCTBUTEILHOCTH JKMBOTHOIO K TMIpernapary u
TIOSABJICHUN  QJUICPIUYeCKUX peakUuii, NPUMEHEHHE IMperapara MpeKpalaroT H
’KUBOTHOMY Ha3HAYaIOT aHTUTMCTAMUHHBIE U CUMITOMATUYCCKUE CPEJICTRA.

19. Oncuop™ TabneTku He ClEoyeT NPUMEHATH OJHOBPEMEHHO C APYTHMH
HECTEPOMAHBIMY IIPOTUBOBOCIIAIMTENBHBIMU IIperaparaMid U B TeyeHHe 24 4acoB
[I0CJC WX OTMEHBI, JMYpPeTHKaMM, a Takxe uHruouropamu AllD wu apyrumu
JICKapCTBEHHBIMHU CPEJCTBAMHM C BBICOKOW CTEMEHBIO CBA3BIBAHUA C OCIKaMU
CBIBOPOTKH KPOBH H3-3a BEPOATHOCTH B3AaUMHOTO YCUJIEHUS TOKCHYECKOTO IeHCTBUS.

20. JlexapcTBEHHBIM Tmperapar He TpefHa3HAaueH I8 [PUMEHEHHS
POy KTUBHBIM JKUBOTHEIM.

IV. MEPBI JIMUHOM ITPOPHIIAKTUKU

21. Jlronstm ¢ TUIEpYyBCTBUTEIBHOCTBIO K KOMIIOHEHTAM TIPENApPATa CICoyeT
n3berath npsMoro Konrakta ¢ OHCHOpOM TaGneTkamu. IIpH cydailHOM KOHTAKTe
JICKapCTBEHHOTO MpemapaTa ¢ KOXKeH WM CIU3UCTBIME 000JI0YKAMH, UX HEOOXOAUMO
HEMEJUICHHO ITPOMBITE OOJIBIINM KOJTHUYCCTBOM BOJBI.

3amperacTcs UCMoab30BaHUE IyCTON Taphl M3-MOJ MpermapaTa s ObITOBBIX
eJIeH; OHa MOIEKUT YTHIIU3AIUH ¢ OBITOBEIMU OTXOAMH.

22. Ilpu npumenernn OHcHOpa TablIETOK CIEAyeT COOM0OIaTh obIme npaBuja
JMYHOM THMTHEHBI M TEXHUKH OE€30TacHOCTH, IPelyCMOTPEHHEIE NpH paboTe ¢
JICKapCTBCHHBIMUA MpenapataMi. Bo Bpems paloThl 3ampernaercss KypuTh, MHUThH U
npuHUMaTh 1y, [To okoHYaHuM paGoTHI ClIEAYET TIATEIHHO BBIMBITH C MBLIOM
JIILIO U PYKH.

23. B ciyyae TOSBICHHUS alIEPIHYECKMX pEaKuuid Win npu  CiydaiiHOM
TIoNalaHny TIpeTiapaTa B OPraHU3M 4YesloBeKa ClIETyeT HEMEUICHHO 0OpaTUThes B



MEIUIUHCKOE YUYpeKIeHUe (Ipu
[perapara Wik STUKETKY ).

HanmvenoBaHus u aapeca
IIPOM3BOJICTBEHHBIX IUIOMIAI0K
[IPOU3BOAUTEIIS JEKAPCTBEHHOTO
npernapara sl BeTepUHApHOTO
NIPUMEHEHHS !

Haunmenoanue, anpec
OpraHu3alyH, YIIOJHOMOYEHHOU
JepKaTesIeM WIH BIaJIETbIIEM
PETUCTPAIHOHHOTIO Y IOCTOBEPEHUS
JIEKapCTBEHHOIO MIpenapara Ha
IIPUHATUE [IPETEH3UH OT
NoTpeOUTeN:

ce0e HMMETh HMHCTPYKIMIO [0 IIPUMEHEHHIO

1. MecTo npou3BOACTBA ¥ KOHTPOJIS Ka4eCTBa
nexapcTBeHHoro npenapara: Elanco France SAS,
26 Rue de la Chapelle, F-68330 Huningue, France
/ Dnanko ®panc CAC, 26 Pro nge na Illanemns, O-
68330, FOuunr, ®panims;

2. MecTo nepBUYHON ¥ BTOPUUHON YTIaKOBKH
JIEKapCTBEHHOTO TIpernapara;

1) Elanco France SAS, 26 Rue de la Chapelle, F-
68330 Huningue, France / Dnanko ®panc CAC,
26 P1o ne na llanemns, ©-68330, FKOHuUHT,
®pannus;

2) Ivers-Lee AG, Kirchbergstrasse 160, 3400
Burgdorf, Switzerland / Usepc-JIu AT,
Kupx6eprurrpacce, 160, 3400 Bypraopd,

[ IBeitnapus.

00O «Bnanko Pyen, 123317, Poccust, MockBa,
IIpecnenckas HaOepexnas, 10.
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