.HEHOKJIOHOE

HUHCTPYKIINA
o npuMeHennto Keroden 5, 10, 20 mMr ais jiedeHus: BOCIAIUTENIBHBIX 3a0011eBaHui
OTIOPHO-ABUTaTEILHOTO anmapaTa y cobak U KOIIEeK

(opranmzanus-pazpaborunk: komnanus «Merialy, OpaHims)

1.O6mue cregeHns

1. Toproroe HauMeHOBaHHUE JeKapcTBeHHOTO Ipenapara: Keroden 5, 10, 20 mr (Ketofen 5, 10,
20 mg).

MexayHapoHOe HEMaTeHTOBAHHOE HAMMEHOBaHUE: KETONpodeH.

2. JlexapctBenHas ¢opma: Tabnerku. IlpemapaT B KadecTBe IEHCTBYIOIIEIO BEIECTBA B
1 Tabnerke Maccoii 125 mr, 250 Mr u 500 Mr coaepxuT KeTorpodeH COOTBETCTBEHHO 5 Mr, 10 Mr u
20 Mmr, a TakKe BCIIOMOTaTeIbHBIC BEIIECTBA: MUKPOKpUCTAIUINYECKas 1esutrono3a — 10%, nakrtynosza
—10% , creapar maruus — 0,5%, makto3a — 10 100%.

3. Ilpenapar BemryckatorT mo 10 Tabnerok B OiucTepax, yNakOBAaHHBIX IOIUTYYHO B KapTOHHEIE
KOpOOKH.

4. XpaHiT mpenapaTr B 3aKpBITOH yIIakOBKE NMPOU3BOAUTENS, OTACIBHO OT IIPOMYKTOB HUTAHUS M
KOPMOB, B CyXOM, 3alIIUIIICHHOM OT MPSIMBIX COJTHEYHBIX JTydel Mecte ipu TeMmeparype ot 0°C o 25°C.

Cpok roJfHOCTH JIEKapCTBEHHOIO Mpenapara Ipu COOJII0IeHUH YCIOBHH XpaHEHHs — 3 roaa co
JHS TIpOM3BOACTBA. 3ampemactcs npuMeHenne Kerodena 5, 10, 20 Mr mo HCTedeHMHM cpoka
TOJHOCTH.

5. Keroden 5, 10, 20 Mr citeryeT XpaHHUTh B HEIOCTYITHOM JIJIsl A€TEH MECTeE.

6. Heucnonp3oBaHHBI JIEKAPCTBEHHBIH HpenapaT YTHIH3HPYIOT B COOTBETCTBHH C
TpeOOBaHUSIMH 3aKOHOAATEILCTRA.

[I.dapMakoOrHueckue CBOMCTBA

7. Keroden 5, 10, 20 Mr — HecTepOUHEII IPOTHBOBOCHIAIUTEILHEIN JIEKapCTBCHHEIH ITpernapar.

Keronpoden, Bxonsamuii B cocTaB npenapaTta, sIBISIETCS NPOU3BOIHBIM IPONMOHOBOH KHUCIIOTEL,
o0najaeT BBIP@XEHHBIM I[POTHBOBOCHAIHUTENIFHBIM, AHAJIBIE3HUPYIOIUM H  KApOIIOHMKAIOIIUM
neiictBueM. MexaHu3M JeHCTBHS OCHOBAH Ha MOJIaBJIEHUM CHHTE3a IPOCTArjlaHANHOB B pe3yjbTaTe
BO3JICHCTBUS HA META00JIN3M apaxuJIOHOBOH KHCIIOTHI.

[Ipu mepopanbHOM BBEIEHHM MaKcHMalbHas KOHIICHTpalusi KeTonpodeHa B IUIa3Me KpPOBU
otMeydaetcs yepe3 30-45 MHHYT, BBIBOAMTCS IIpenapaT U3 OpraHu3Ma IIPEUMYIIECTBEHHO ¢ MOYOH.

Keroden 5, 10, 20 Mr mo cremeHH BO3JEHCTBHS Ha OPraHU3M OTHOCHUTCS K MallOONACHBIM
BemnectBaM (4 kiacc omacHoctd o ['OCT 12.1.007-76), B peKOMEHAYEMBIX [103aX HE OKa3hIBAET
CEHCUOMTH3UPYIONIETO U SMOPHOTOKCHUECKOTO JeHCTBHS, HE KYMYJIHPYETCsl B OpraHU3ME.

[II.ITopsnok mpuMeHEHUs

8. Ketodern 5, 10, 20 Mr Ha3HayaroT cobakaM M KOIIIKaM B KaueCTBE NIPOTHBOBOCHIAIMTENILHOTO,
AQHATBIC3UPYIONIETO W JKAPOIOHMKAONIETO CPEJCTBA MPH OCTPHIX M XPOHUYECKUX 3a00JIeBaHHAX
ONOPHO-JIBUTATEJILHOTO ~ammapaTa, B TOM 4HCJIE apTpo3ax, apTpuTaXx, TpaBMax, TIpbDKax
MEXITO3BOHOYHBIX JTUCKOB, JUISI CHSATHS BOCIAIMTENBHBIX U OOJIEBBIX pEaKIUil IOCIIE ONEPATUBHBIX
BMEIIATENIbCTB.

9. IIpoTHBOITOKA3aHUEM ISl TPUMEHEHUS SIBJISETCS IOBBIIICHHAS YyBCTBUTEIBHOCTD dXHBOTHOTO
K KOMIIOHEHTaM Mpenaparta (B ToM uuciie B aHaMHe3e). He cienyer npuMeHATh Ipenapar NpH s3Be



XKeIyJlKa U ABEHAIaTUIIEPCTHOMN KUIIKH, FTeMOPParn4eckoM CHHAPOME, TSKENIOH dopme moUeyuHoit
HEIOCTATOYHOCTH.

XuBoTHEIM ¢ 3a00yeBaHUSIMH cep/ilia, IOYEK, IIEYCHHU NpernapaT IPUMEHSIOT ¢ OCTOPOKHOCTHIO
O/ HabJIIOJICHUEM BETEPUHApPHOTO Bpaya.

10. Keroden 5, 10, 20 Mr nmpuMeHSIOT MHIUBUIYaIbHO NMEPOPAIBHO OJHMH PAa3 B CYTKH BO
BpeMsl KOpMIJIEHHS B 1o03€ 1 Mr kerompodeHa (HeHCTBYIOIIEro BellecTBa) Ha 1 KI Macchl
XHBOTHOTO. Kypc jeueHus B 3aBUCHUMOCTH OT COCTOSIHMS >KHBOTHOIO COCTaBJIsET 3-5 NHeEH u
OIpeZieNIeTcsl IeUallliM BeTEpHHAPHBIM BpauoM.

11. Tlpu mepeno3upoBKe IpenapaTa MOXET HabMIOAAThCS MOBBHINIEHHOE CIIOHOOTAENIEHHE H
pBoTa. Bo3MOXHO IIpOSsIBJIEHHE CHMIITOMOB eIy JOYHOIO KPOBOTEYEHUSI.

12. Ocobennocreit neficTBHS IpH IEPBOM IIpHEME IIperapaTa i IpH €ro OTMEHE HE BBISIBJICHO.

13. Ilpu npomycke ouepenHo# N0O3bI Mpenapara Kypc IpUMEHEHHI He0OX0IUMO BO30OHOBHTH B
B TOH K€ 103€ U CXeMe NIPUMEHEHHS.

14. YV HeKOTOpHIX XXMBOTHBIX IOCJE IPHMEHEHHUS Npernapara MOXKET BO3HHKATh pa3/ipakeHHe
CJIN3MCTON JKENIyAKa U PBOTA. YKa3aHHbIC CHUMITOMBI HCYE3AIOT CaMOIIPOM3BOJIBHO, H OOBIYHO HE
TpeOYIOT NOMOJIHUTENLHOTO MEJHIIMHCKOTO BMEIIATEeNILCTBA. B cilyyae IpOSIBICHUS aJllIeprHYECKUX
peaxIyii y 4yBCTBUTENBFHOTO K KOMIIOHEHTaM Ipernapara >XHBOTHOTO €ro IPHMEHEHUE MPEeKPaIaoT
Y Ha3HAYaI0T CUMIITOMATUYECKOE JICUECHHE.

15. He cnenyer npumensats Keroden 5, 10, 20 Mr ofHOBpEMEHHO C JPYTMMH HECTEPOHUTHBIMHU
IIPOTHBOBOCTIAJIMTENHHBIMHU IIpeliapaTaMy, IUYPETUKAMHU U aHTUKOAryJISHTaMH.

16. Keroden 5, 10, 20 Mr He npeHa3HAYEH IS IPUMEHUS TPOAYKTHBHBIM KUBOTHBIM.

IV.Mepb! Tu4HO#M NPOGHIAKTUKY

17. Ilpu pabote ¢ Keropernom 5, 10, 20 Mr cnexyer cobmonarh OOMIETIPUHATBIE MEPHI IMYHO
TUIHEHBI U TEXHUKH 6€30I1acCHOCTH, IPEAYCMOTPEHHBIE IIPH paboTe ¢ JIeKapCTBEHHBIMHU CPEICTBAMH.
Bo Bpemst paboTsI 3anpemmaeTcss KypUTh, IATh ¥ IpUHAMAThH muiny. [locite paboTEI ¢ TeKapCTBEHHBIM
IIpEnapaToM CJIEAYET BBIMBITh PYKH C MBUIOM.

18. JIronsM ¢ rHnepYyBCTBHTENHFHOCTHIO K KOMIIOHEHTaM Ipenapara cliefyeT u30eraTb mpsmoro
koHTakTa ¢ Keropenom 5, 10 u 20 mr. B cinyuae mosBieHus aUIeprHYecKUX PEakIUi W/WIH NpH
CllydaifHOM IOIIaJIJaHuy IIpeliapaTa BHYTpPb cleyeT oOpaTHThCS B MEAUIMHCKOE yUPEXICHUE, NMest
npHu cebe HHCTPYKLHUIO [0 IPHMEHEHHIO IIperapaTa Wik STHKETKY.

19. Baucrepsl 1 KapTOHHBIE KOPOOKH HM3-TI0J] NpenapaTa NOMEINaoT B IEeUI0QaHOBEIH MakeT U
YTHIU3HPYIOT ¢ OBITOBBIMH OTXOIAMH.

20. Opranu3ais - Npou3BOAUTEINh: KoMianus «Merial», 29 avenue Tony Garnier, 69007, Lyon,

France.
Anpec mecta nmpousBojcTBa: «Merialy, 4 chemin du Calquet, 31000, Toulouse, France.

Unctpykims paspaborana xomnanmed «Merialy (®pannus) coBmecTHO ¢ busnec-
nogpaszaencHueM «Mepuan» (r. Mocksa).

C yTBepxkIeHHEM HACTOALIEH HHCTPYKIHUH YTPAYMBAECT CHIIy MHCTPYKLHUS IO MPUMEHEHHIO
Kerodena 5, 10, 20 Mr, yrBepxaeHHas PoccenpxosnanzopoM 11 aBrycra 2011 rona.

PexomennioBan k peructparuu B Poccuiickoit ®eneparnuu OI'BY « BI'THKW».

Homep perucrpalidioOHHOr0 y10CTOBEPEHHS



