UHCTPYKUMUA
no BETEPUMHAPHOMY MPUMEHEHMIO IeKapCcTBEHHOTO npenapaTa MNpesnKoKce TabneTku (Previcox tablets)

(OpraHusaums-paspaboTtumk: bepuHrep UHrenbxaim AHmman Xenc ®paHc 3cCn3ic, 29 aBeHto ToHM
lapHbe, 69007, /InoH, ®PpaHuma / Boehringer Ingelheim Animal Health France SCS, 29 avenue Tony
Garnier, 69007, Lyon, France)

|. Obuwme ceeageHUA

1. ToproBoe HaumeHoBaHMe: MNpeBMKOKC TabneTkn 57 mr n MNpeBrKoKc Tabnetkn 227 mr (Previcox 57 mg
and 227 mg tablets).

MeKayHapoaHoe HenaTeHTOBaHHOE HauMeHOoBaHMeE: GUPOKOKCHUO.
2. NlekapcTBeHHas popma: TabneTkn 419 0pabHOro NPUMEHEHUA.

MpenapaT B KayecTBe AeNCTBYIOLLEro BELECTBA COAEPKUT PUPOKOKCUG - 57 mr 1 227 mr B TabneTke, a
TaKKe BCOMOraTe/ibHble BeLLecTBa: MOHOTNAPAT IAKTO3bl, MUKPOKPUCTANIMYECKYIO LLeNN0N03Y,
TMOPOKCUNPONUILLENNONO03Y, KPOCKAPMENN03y HaTpuA, 6€3BOAHbIN KONNOUAHbINA UOKCUA KPEMHUA,
BKYCOBbIE M apOMaTMYECKME BELLECTBA (apOMaTM3aTOpP CO BKYCOM KonyeHoro msaca «Chartor Hickory
smoke flavour» n Kapamesnb), MTUIMEHTbI - XeNTbI U KPacCHbIM OKCUAbI Kenesa. Mo BHelwHemy Buay
npenapar npeacrasnset coboit TabneTkM KOPUYHEBOTO LIBETA, OKPYT/I0i GOPMbI, BbINYK/bIE, C ABYMA
pUCKaMm Ha OZHOM cTopoHe TabneTkn. CPoK roAHOCTU IEKAaPCTBEHHOTO NpenapaTta npu cobatoaeHnm
YCNOBUI XpaHeHus - 4 roga oT AaTbl NPOM3BOACTBA. Hencnonb3oBaHHYO YacTb TabneTku gonyckaeTcs
XpaHUTb B 6anctepe ao 1 mecaua.

3ar|peu.|,aeTCH ncnonb3oBaTb ﬂeKapCTBEHHbIﬁ npenapart no ncre4yeHmm CpoKa rogHoCTu.

MpeBMKOKC TabneTkn 57 Mr 1 227 Mr BbinycKatoT pacdacoBaHHbIM No 10 Tabnetok B 6ancTepsl,
ynakoBaHHble No 1 uan 3 6amctepa B KAPTOHHbIE KOPOOKU. B Kaxayto KapTOHHYO KOPO6KY BNOXeHa
WMHCTPYKLUMA NO NPUMEHEHMUIO.

XpaHHT HEKapCTBEHHbIVI npenapart B 3aKprTOI7‘I ynakoBKe npounssoantena, otaesibHO OT NULLEBbIX
NPOAYKTOB N KOPMOB, B 3alLMLLLIEHHOM OT NMPAMbIX CO/ZTHEYHbIX nyqeﬁ mMecTe, Npu TemnepaTtype He Bbllle
30°C.

MpeBMKOKC TabneTkn 57 mMr 1 227 mr cneayeT XpaHUTb B HeAOCTYNHOM ANA AeTel mecre.

Hencnonb3oBaHHbIN ﬂeKapCTBeHHbIVI npenapat yTunnsnpyroT B COOTBETCTBUU C Tpe6OBaHMﬂMM
3aKOHOdaTeNbCTBa.

MpeBMKOKC TabneTkn 57 mr 1 227 mr oTnyckaeTtca 6e3 peuenTa BETEPMHAPHOro Bpaya.

Il. ®Papmakonormyeckne cBOMCTBA

MpeBMKOKC TabneTKn 57 Mr 1 227 Mr OTHOCATCA K rpynne HeCTepoUAHbIX NPOTUBOBOCNANNTENbHbIX
npenaparos.

dUpoKOKCKB, BXOAALLNIA B COCTAB NpenapaTa, ABNAAETCA CENEKTUBHbIM UHTMBUTOPOM LIMKNOOKCUTEeHa3bl-
2 (COX-2), usbupatenbHo HapyLaeT ob6pasoBaHMe NPOCTarJaHANHOB, YHaCTBYHOLWMX B GOPMMPOBAHUK



BOCMA/IMTE/IbHOM peaKkLmm, NoAABASET 3KCCYAATUBHYIO U NpoandepaTMBHYLO ¢asbl BOCnaneHus.
[elcTByeT NpenmyLLeCTBEHHO B 04are BOCMaNeHNA U MPAKTUYECKM He BAMAET Ha NPOAYKLUMIO
NpOoCTarnaHAMHOB, PErYNPYIOLLMX NOYEYHbIA KPOBOTOK M LLEJIOCTHOCTb C/IM3UCTOM 060104KM
KenyaoyHo-KuieyHoro TpakTa. OKasbiBaeT 6o/eyTonaoLee, NPOTUBOBOCMAIMTE/IbHOE U
JKaponoHuKatoLee aencTeme.

Mocne nepopanbHOro BBeAeHNA cobakam B pEKOMEHA0BaHHOM A03e GUPOKOKCUD BbICTPO BCcacbiBaeTcA,
MaKCMMa/IbHasA KOHLLEHTpaLMsA B KpOBK gocTuraetca yepes 1,25 yaca. Mepuogd nosyBbiBEAEHUSA
cocTtaBnneT 8 4acoB. DMPOKOKCMO NPAKTUYECKM NMONHOCTLIO CBA3LIBAETCS C HenKaMu KpoBH,
meTaboAn3npyeTCA B NeYeHU, BbIBOANUTCA C KEeNUblo Yepes KULIEYHMK.

MpeBUKOKC TabneTkn 57 mr v 227 mMr no cTeneHn BO3LeNCTBMSA HA OPraHM3M OTHOCATCA K yMEPEHHO
onacHbIM BelllecTBam (3 Knacc onacHocTv no FOCT 12.1.007-76), B peKoMeHAyeMbIX [03aX He
OKa3blBalOT CEHCMOUAN3NPYIOLLETO, TEPAaTOFreHHOTO M 3MBPMOTOKCUUYECKOTO AEACTBUA.

Il. MopAafoK NpumeHeHUA

npeBMKOKC Ha3HayalT cobakam B KayecTse npoTnBoBOCNaINTENIbHOTO, 60neyTonmow,ero n
KaponoHuXxatkuwero cpeacrtsa nNnpn 1e4eHnn oCTeoapTpPO30B, a TaKXKe Nnocse opTonegnyeckux,
CTOMaATO/1I0TNYECKUNX onepau,mﬁ n onepau,m‘/'l Ha MATKUX TKaHAX.

MpoTMBONOKasaHMeM K NPUMEHEHUIO ABAAETCA NOBbIWEeHHAA NHANBUAYANbHAA YYyBCTBUTENbHOCTb
XNUBOTHOIO K KOMMOHEHTAM npenapaTa (B TOM Yucne B aHaMHe3E).

3anpewaeTca NPUMEHATb Npenapar WweHKkam ao 10-HeaenbHoro Bo3pacTa M cobakam ¢ maccoit meHee 3
Kr, @ TAKXKe YKMBOTHBIM C ey A04HO-KMLLEYHbIMU KPOBOTEYEHUAMM, 3a601€BaHNAMM KPOBU, NpU
remopparmyeckom CMHLPOME U TAKeoM Gopme NOYEYHON N NeYeHOYHON He40CTaTOYHOCTH.

Cne,u,yeT nsberatb npuMmeHeHnA XXMBOTHbIM C NPU3HAaKaMM O6e3BO)KVIBaHVIFI, rmnososieMmnMn Nnun
TMNOTEH3UN, TAK KaK CyLWeCTByeT I'IOTEHL],Ma/'IbeIﬁ PUCK NOBbILWEHHOM MOYEYHOM TOKCUYHOCTH.

MpeBnKOKC TabneTkn 57 mr n 227 mr Heo6Xxo4MMO NPUMEHATbL NOA CTPOrMM KOHTPOJIEM BETEPUHAPHOTO
BpPaya XMBOTHbIM Y KOTOPbIX CYLLECTBYET PUCK XKeNyA0UYHO-KULLEYHOrO KpOBOTEYEHUA, UIN eCnN Y
XMBOTHOIO paHee NpoABaANacb HenepeHoCMMOCTb HECTEPOUAHbIX MPOTUBOBOCNANNUTESIbHbIX
npenaparos.

Mpenapat cnegyeTt Ha3HaYaTb C OCTOPOMKHOCTHIO }KMBOTHbIM C MOYEYHOW U/NKU NeYeHOUYHOM
HEeA0CTaTOYHOCTbIO.

Mpu paboTe c NeKapcTBEHHbIM NpenapaTom cieayeTt cobioaaTb 0bume npasuia TNYHOM TMIMeHbl U
TEXHUKMN 6e30MacHOCTU, NpeayCMOTPEHHbIe NpU paboTe ¢ 1eKapCcTBEHHbIMU CPeACTBaMU
BETEPUHAPHOro HasHa4YeHusa.

Mlloaam ¢ rMnepyyBCTBMTENbHOCTLIO K KOMMOHEHTaM Npenapara ciegyeT usberatb NPAMOro KOHTaKTa ¢
npenapatom. Bo Bpems paboTbl He pa3peluaeTca KypuTb, MUTb U MPUHMMATb NuLLy. 10 OKOHYaHUK
paboTbl cheayerT TWaTeIbHO BbIMbITb PYKM TEM/I0M BOAOM C MblioM. B cnyyae npossneHus
annepruyeckmx peakuun u/mam npu cayvaliHom nonagaHum MNpeBUKOKC TabneTok 57 mrn 227 mr B
OpraHusm YyesioBeKa ciedyeT HemeaneHHO 06paTUTbCA B MeAUUMHCKOE yupeskaeHune, nmes npu cebe
3TUKETKY WM MHCTPYKLMIO MO NPUMEHEHUIO Npenapara.

lMycTyto ynakoBKy 13-Mo4, IeKapcTBEHHOro npenapaTa 3anpeLLaeTcs UCNo/ib30BaTh 415 BbITOBbIX Lenei;
eé nomeLlLatoT B LennodaHoBbIi NakeT U YTUAMIUPYIOT C BbITOBbIMU OTXO4aMMU.



3anpeLaeTca NPUMeHATb NpenapaTt 6epeMeHHbIM U TAKTUPYIOLLMM CaMKaM.

MpeBMKOKC NPUMEHAIOT cobakam MHAMBMAYAbHO NepPopasibHO OAMH pa3 B CYTKU B fo3e 5 mr
duMpoKoKcmba Ha 1 Kr Macchl 3KMBOTHOrO, B COOTBETCTBUM C Tabaunuei:

Macca cobakun (kr) Konunyectso Tabnetok Ha 1 npuem
MpeBnKoOKc 57 Mr MNpeBUKOKC 227 Mr
3-5,5 1, -
5,6-7,5 3/4 -
7,6-10 1 Ya
10,1 -13 1Y, -
13,1-16 11/, _
16,1-18,5 13/4 -
18,6-22,5 - /2
22,6-34 - 3/4
34,1-45 - 1
45,1-56 - 11,
56,1-68 - 11,
68,1-79 - 13/4
79,1-90 - 2

TabneTkn moryT pasgeneHbl Ha 2 nan 4 yactu ana obecneyeHns TOYHOro AO3UPOBAHMUA.
PaszgeneHue Ha 2 paBHble YacTu: HagasuTe 60/1bIMMK NanbLamm Ha 0b6e CTOPOHbI TabneTKK.

PaspeneHve Ha 4 PaBHble YaCTu: Hapasute 6onbWNM nasnbyem Ha cepeaunHy TabneTku.

MpeBUKOKC Tabnetkn 57 mr n 227 mr obnagatot NnpuBaeKaTeIbHbIM aPOMATOM U BKYCOM, NO3TOMY
OXOTHO noefatoTcA cobakamu, B Cyvae 0TKasa OT NpenapaTta ero CKapMAMBAOT C KOPMOM.

MpoAo AKUTENBHOCTb Kypca NeYeHUA NPM OCTe0apTPO3ax 3aBUCUT OT COCTOAHUA }KUBOTHOMO M
onpeaensaeTcs fievallMm BeTepMHapHbIM Bpadom. MpumeHeHne npenapata 6onee 90 aHelt cneayet
NPOBOAMTL NOA PErYAAPHbIM KOHTPO/IEM BETEPUHAPHOrO Bpaya.

[na obneryeHns nocneonepauMoHHbIX 60/1ei M BocnaneHusa Npu onepaumsax Ha MArKMX TKaHSAX,
opToneAMYecknx N CTOMaToI0rMYECKMX onepaumax npenapat NPMMeHSAIOT 3a 2 Yaca 40 Havana
onepaumu, a 3aTeM No HeobxoAMMOocCTH 1 pas B CYTKM, B TeyeHue 2-3 CyTOK.

Mpu NpUMeEHEHUM NpenapaTa B COOTBETCTBMM C HACTOALLEN MHCTPYKLMEN NOBOUYHbIX ABAEHWUI U
OC/IOXKHEHUM, Kak npasBuo, He Habatoaaercs.

PeAKo y *MBOTHbIX BO3MOHO pasapaxKeHue CNU3UCTOM 060N0YKM Xenyaka, peota U gnapes, 8
NUCKNTHYUTENBbHbIX CNy4aAaX - HapylweHnA B AeATENIbHOCTU u,eHTpaanoﬁ HepBHOﬁ CNCTembl.

B cnyyae noABaeHUA TaKMX CUMNTOMOB, KaK pBOTa, MOBTOPAIOLLAACA AMapesn, CKPbITan KPOBb B Kane,
pe3Koe CHUXKEeHWE Maccbl TeNa, 0TKas OT NPMema NULLY, BAAOCTb, CYA0POTrH, aNeprnieckme peakLumm,
n3meHeHne BMOXMMUYECKMX NMOKa3aTe el MOYEK U NeYeHu, npMem npenapara cnesyer Hemen1eHHO
NpeKpaTTb M 06PaTUTLCA K BETEPUHAPHOMY Bpady.

B oueHb peaknx cnyyanx y cobak, NoayyaBLIMX PEKOMEHA0BAHHYO NeYyebHyo 403y, OTMeYaanchb
HapyweHMA GYHKUMM NeYeHn U/Man nodek.




I'IpM nepenosnpoBKe npenaparta y XMBOTHOIro MOXeT Ha6}'IPO,CI,aTbCFl n36bITOYHOE CNroHoOOoTAEeNneHue,
paCCTpOl\/‘ICTBO KenyaoyHo-KMLWeYHOro TpakTta, yrHeTeHHoe COCToAHue.

MpeBMKOKC TabneTkn 57 mr 1 227 Mr He cieayeT NPUMEHATb O4HOBPEMEHHO C APYTMMM
HecTepPOUAHbIMU NPOTMBOBOCNANNTENBHBIMWU CPEACTBAMM U INIOKOKOPTUKOCTEPOULAMM.

f3Bbl KeNnygovyHO-KMLWEYHOro TpakTa MoryT ycyry6nﬂTbCH KOPTUKOCTEPOMNOAMU Y XKUBOTHDIX,
nonyyarwwmnx HectepongHbole NPOTUBOBOCNA/INTE/IbHbIE NMPENnapaThbl.

ConyTcTBytOLEE IEYEHME NIEKAPCTBEHHBIMM CPeACTBAMM, OKa3bIBAOWMMMU BAUAHME HA NMOYEYHbI
KPOBOTOK, Hanpumep, ANYPeTUKamMmn UAN MHTIMBUTOPaMM aHTMOTEH3UHMpeBpaLlatolero ¢epmeHTa
(AND), goNKHO NPOBOANTLCA NOA KOHTPOIEM BETEPMHAPHOrO Bpaya.

MpenapaT He cneayeT Ha3zHa4yaTb OAHOBPEMEHHO C NOTEHLMANBHO Heq)pOTOKCW-IECKVIMVI Belectsamu.

OfHOBpemeHHoe NPUMEHEHNE APYrMX aKTUBHbIX BELWECTB, 06/1a4atoLWMX BbICOKOMN CTENEHbHO
CBA3bIBAHUA C 6e/IKaMM, MOXKET KOHKYPMPOBaTb C GUPOKCMBOM 3a CBA3bIBAHME U, TaKMM 06pa3om,
NPUBOANTL K TOKCUMYECKUM 3ddeKTam.

OcobeHHoCTel AeNCTBMA NPY NEPBOM NPUMEHEHWUM NpenapaTta U Npn ero OTMEHe He BbIB/IEHO.

CneayeT n3beratb HapyLeHUI CXeMbl MPUMEHEHUSA NPenapaTa, Tak KaK 3TO MOXeT NPUBECTH K
CHUXeHMo ero addexkTMaBHocTU. MpKn NponycKe oyepeaHon A03bl NpenapaTa ero npuMeHeHue
Heo6xo04MMO BO30OHOBUTL B NPeayCMOTPEHHOM 403€ 1 MO TOM e CXeMe.

MpeBMKOKC TabneTkn 57 mr 1 227 Mr He nNpeAHa3HayYeHbl 418 NPUMEHEHUA NPOAYKTUBHbLIM }KUBOTHbIM.

HavmeHoBaHMe U agpec NPOU3BOACTBEHHbIX NIOWAA0K NPOU3BOAUTENS NEKAPCTBEHHOro Npenapara
AN BEeTepMHapHoro npumeHenua: «Merial», 4 chemin du Calquet, 31000, Toulouse, France /«Mepuan»,
4 Wemwu aro KanbKe, 31000 Tynysa, paHuma

HanmeHoBaHMe, agpec opraHn3aumm, ynoN1HOMOYEHHOM AeprKaTeNeM UAn BAagenblem
PervcTpaLnMoHHOro yA0CTOBEPEHNA IEKAPCTBEHHOIO NpenapaTta Ha NPUHATME NPEeTEH3UI OT
notpebutens/Mmnoptep: OO0 «BbepuHrep NHrenbxanm», Poccuitickan Pepepaums, 125171, Mocksa,
JNleHnHrpagckoe wocce, 16A, ctp.3





