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WHCTPYKLIMA
no npuMeHeHUIo [1peBukokce Tabnetok 57 mr u 227 mr cobakam
B Ka4€CTBE [IPOTHBOBOCIIAHTENBHOTO, 00JICYTOAIOLIETO U KapOIIOHHKAIOIIEr0 CpeiCTBa

(opranuszauus-paszpaboTuuk: koMmnanusa «Merial», @paHius)

I. O6mue cBegenus

|. ToproBoe HauMeHOBaHUe NeKapcTBEHHOro mpernapara: [IpeBHKOKC TabneTku 57 Mr u 227
Mr (Previcox 57 mg and 227 mg tablets).

MexyHapoJHOE HETATEeHTOBAaHHOE HAaMMEHOBaHHE: (PUPOKOKCHO.

2. JlexapcTBeHHas ¢opmMa: TabIeTKH A7 OPaTbHOTO IPUMEHEHHS.

[IpeBuKOKC TabneTKH B KauecTBe ACHCTBYIOIETO BEIECTBA COAEPKHUT PUPOKOKcUO - 24% (B
3aBUCUMOCTM OT JO3MPOBKHM, COOTBETCTBEHHO 57 Mr u 227 Mr B TableTKe), a Takke
BCIIOMOTATENBHEIE BEIIECTBA: MOHOTHAPAT JakTo3bl - 49,3%, MUKPOKPUCTAIUIMYECKYIO IEJUTFONIO3Y
- 15%, ruapoxcunponmnemtonosy - 3,0%, kpockapamennosy - 2,8%, KOJITOMIHBEIA JHOKCH]
kpeMuus - 0,5%, BKyCOBbIE M apOMaTHYECKHME BellecTBa (apoMaTu3aTop CO BKYCOM KOITUEHOTO
msca «Chartor Hickory smoke flavor» u kapamens) - 5%, MHTMEHTEI - XKENTBIM M KpacHsIN OKCH/IBI
xenesa - 0,4%.

ITo BHelHeMy BUAY mpenapat NnpejcTaBiieT cobol TabNeTK KOPHUHEBOTO LIBETA, OKPYIIIOit
(bopMBI, BEIMYKJIBIE, HA OJJHOW CTOpOHE TabIeTKH PUCKa i rpaBUpoBKa «M U JO3UPOBKay.

3. IlpeBukokc Tabnetkn 57 mr m 227 mr BeiyckatoT pacacoaHHbIM mo 10 Tabietok B
OnucTepsl, ynakoBaHHele 1mo 1, 3 wim 18 mTyk B KapToHHBIE KOpoOKW, unu no 60 TabieTox B
ToNMaTHIIEHOBbIE (rakonsl 06beMoM 30 cM® (st TabneTok 57 Mr) w100 em® (s Tabnerok 227
MI), YKYIOpPCHHBIC HaBHHUYMBAIOLICHCS TMOJMATUIEHOBON KpBIIKOH € 3alMTOH OT BCKPBITHA
JETBMH M YNAKOB3aHHBIE NOLITYYHO B KAapTOHHBIE KOpOOKU. B KaxIylo KapTOHHYHO KOpOOKY
BJIO’K€HA HHCTPYKLIMA 110 ITPUMEHEHHIO.

4. XpaHAT JNEKapCTBEHHBIH IpenapaT B 3aKpBITOH YNaKOBKE MPOU3BOJUTENS, OTIAEIBHO OT
NMIIEBBIX NIPOJYKTOB M KOPMOB, B CYXOM, 3allIUIIEHHOM OT MPAMBIX COJTHEUHBIX Jydeil MecTe, npu
temnieparype ot 0°C no 30°C.

CpoK rogHOCTH JICKapCTBEHHOTO Mpenapara npy CoOMIOASHUH YCJIOBUMA XpaHeHus - 4 ToJa ¢
JaTel IpoU3BOACTBA. Heucronp3oBaHHYO NOJOBUHY TabNETKH JOIYCKaeTcs XpaHWUTh B Gauctepe
He Oonee 7 fHeil.

3ampeLuaercsi MCMOJIb30BaTh JEKAPCTBEHHBIN Tpenapar no HCTEUSHUH CPOKa FOTHOCTH.

5. IIpeBukokc Tabnetku 57 Mr u 227 Mr cielyeT XpaHuTb B HEJOCTYITHOM IS IETel MecCTe.

6. Heucnonp30BaHHBIA JI€KApCTBEHHBINH IperapaT YTWIM3HPYOT B COOTBETCTBUH C
TpeOOBaHUSIMH 3aKOHOIATEIILCTRA.

I1.®apmaxonoruyeckne CBOHCTBA

7. IlpeBuxkokc Tabnetkum 57 Mr u 227 Mr OTHOCATCS K Tpyrnre HEeCTePOUAHBIX
NPOTHMBOBOCHAJIMTENLHBIX NpenapaToB. PUPOKOKCUO, BXOAANMII B COCTaB Ipemapara, ABJISETCS
CEeNIEKTHBHBIM MHrUOUTOpPOM LUKIIoOKcHTreHasbl-2 (COX-2), n3buparenbHo HapymaeT oOpa3oBaHue
NpOCTAarjaHMHOB, YYacTBYOIIMX B (OPMUPOBAaHHM BOCHANUTENLHON peakuuu, TNOAaBiseT



OKCCYJaTHBHYIO M mponudepaTuBHyio $asbl BocnaneHus. JIeicTByeT NpeUMYIIECTBEHHO B oyare
BOCTaneHus ¥ MPAaKTUYECKM HE BIMSET Ha MPOAYKLHIO IPOCTArJaHAWHOB, PEryIHPYIOLINX
TMOYEHHEIH KPOBOTOK M LENOCTHOCTb CIM3UCTOH OGOJIOUKH IKETyIOYHO-KHIIEYHOTO TPAKTA.
OkassiBaer GoneyTonsiomee, MPOTHBOBOCMAIUTEIBHOE H KAPOTOHIDKAIOIIEE ASHCTBHE.

Iocne nepopanbHoro BBezeHuss coGakaM B PEKOMEHIOBAHHON 103e GUPOKOKCHG GHICTPO
BCAachIBAETCS, MaKCHMallbHas KOHLEHTpauus B KPOBH JocTHraetcsi 4epes 1,25 waca. Ilepuon
NOJYBBLIBEACHHUS COCTaBigeT 8 uacoB. DUPOKOKCHO NPAKTHYECKH NOJHOCTBIO CBA3BLIBAETCH C
Gesixamu KpoBH, METAO0U3HPYETCS B IEYESHH, BHIBOJMTCA C JKETUBIO Yepe3 KHIIEUHNK.

IIpeBuKokc Tabnerku 57 Mr u 227 Mr 0 CTENEHH BO3ACHCTBHA Ha OPraHWU3M OTHOCATCSH K
YMEPEHHO OMacHBIM BemlecTBaM (3 kiacc omacHoctd no I'OCT 12.1.007-76), B pexoMeHayeMbIX
N03aX HE OKa3bIBaIOT CCHCHOUITH3MPYIOLIEro, TEPATOIEHHOTO ¥ SMOPHOTOKCHYECKOrO ICHCTBHA.

III.TTopsnok npumMeHeHus

8. IlpeBukokc Tabnetk 57 Mr W 227 Mr HasHayalT co0akaM B  KauecTBe
IPOTUBOBOCHANMUTENBHOTO, GONEYTONAIOMETO H KAPOMOHIKAIOIIETO CPEACTBA TPH  JICUCHHH
0CTE0apTPO30B, & TAKKE MOCIE OPTONEANYECKUX, CTOMATONOTHIECKUX ONepauuii u onepanyil Ha
MATKHX TKaHIX.

9. TlpornBOmOKasaHWeM K TPHMEHEHHIO SBISIETCS MOBHILEHHAs HHAUBUyabHas
UYBCTBUTETEHOCTh )KUBOTHOTO K KOMITIOHEHTaM IIpenapara (B TOM YHCIIe B aHAMHE3E).

3anpeiaeTcs NPUMEHATH Npenapat GepeMeHHBIM M JIAKTHPYIOIMM camMKaMm, eHKaM 10 10-
HEJINILHOTO BO3pacTa M cobakaM ¢ Maccod MeHee 3 KI, a Takke XHBOTHEIM C KeTyJZOYHO-
KHIIEYHBIMA  KPOBOTEYCHHUSAMHM, 3a00J€BAHUAMHM KDOBH, NpPH TIEMOPPArHYECKOM CHHAPOME M
TSDKENIOH (popMe NMOYEYHO U MeUEHOYHOM HeJOCTATOYHOCTH.

10. ITpeBuKokc TaGneTkn 57 Mr U 227 MI IPUMEHSIOT cO6aKaM MHIUBHIYaIbHO nepopaILHO
OJIMH pa3 B CYTKH B 03¢ 5 MI' YUPOKOKCHOA Ha 1 KT MACChl 5KUBOTHOT'O B COOTBETCTBHH C TabNMIei:

KosuuectBo Tabnerox Ha 1 nmpuem
Tlpesuxokc 57 Mr | IIpeBuKoKc 227 Mr

| Macca cobaku (k)

3-5,5 0,5
6-10 | 1
10,1 -15 1,5

IIpeBukoke Tabnetkn 57 Mr u 227 Mr o6najaloT NpHBIEKATENbHBIM APOMATOM H BKYCOM,
TIO3TOMY OXOTHO MOEHAIOTCs cobakamu, B Clydae OTKasa OT Mpenapara ero CKapMIIHBAIOT C
KOPMOM.

ITponomKHTEIBHOCTE Kypca JICUSHHUS TIPH OCTEOAPTPO3aX 3aBHCHT OT COCTOSHHUS SKMBOTHOTO 1
OnpeleseTcs JiewalMM BETEpUHAPHBIM BpauoM. [Ipumenenne npenapara Gosnee 90 aHeil ciemyer
NPOBOJUTE NOJ PETYJIAPHBIM KOHTPOJIEM BETEPHHAPHOTO Bpaya.

Hnst obneryenus nocneonepalMOHHBIX Gonell W BOCHANeHHss NMPH OMEPALHAX Ha MSATKHX
TKaHAX, OPTONEAHYECKUX U CTOMATOJIOTHYECKMX ONepalusx Tpenapar NMPUMEHSIOT 3a 2 yaca JI0
Hauasa oIepalyu, a 3aTeM Mo HeoOXOAMMOCTH 1 pa3 B CYTKH, B TeUeHHe 2-3 CYTOK.

11. Tlpu mnepeno3upoBke MpemapaTa y KUBOTHOTO MOXET HaOMIOAAThes HM3OBITOUHOE
CIIIOHOOT/E/IEHHE, PACCTPOHCTBO XKEMyA0YHO-KHIIEYHOrO TPaKTa, YTHETEHHOE COCTOSHHE.

12. OcobennocTell meiicTBUA npu NMepBOM NMPUMEHEHMH MpenapaTa fIpU €ro OTMEHe He
BBISIBJIEHO.



13. Cnepyer u3beraTh HapymieHWii CXeMBI NPMMEHEHHs IIPENapaTa, TaK KAK JTO MOMKET
MPUBECTH K CHIKCHHIO ero s¢¢ektuBHocTH. IIpH mpomycke odepenHoil fo3bl mpemapara ero
IpUMEHEeHHe He0OX0AUMO BO306HOBUTE B MPEyCMOTPEHHOM J03MPOBKE H 10 TOM Ke CXeME.

14. Tlpp nNpUMEHEHWH Mpenapara B COOTBETCTBMH C HACTOALIEH HHCTPYKUMEH MOOOYHBIX
ABIICHHH M OCNOXHEHUH y JKMBOTHBIX, KaK NPAaBHJIO, He HAOMOAaeTcs. Y HEKOTOPBIX HKHBOTHBIX
nocae MPUMEHCHHMA NpenapaTa MOXET BO3HHMKATh pas[pakeHHE CIM3MCTON KelyAKka, pBOTa M
Auapes, KOTOPBIE HCYE3AIOT CaMOMPOM3BOJILHO H OOBIYHO He TPeOYIOT AOTOIHHATEILHOTO
MCIMLMHCKOTO BMEWIaTeNbCTBA. Ecan ykasaHHble CHMNTOMBI He HCY€3aloT, B  (heKamHix
TNOABJSETCS KPOBb, CHHIKACTCA MAacca XHBOTHOTO, WM y JXMBOTHOTO NPOSIBHJIMCEH alllepruyeckue
PeakKLiH, MPUMCHEHHUE NpemnapaTa clieflyeT NPeKPaTUTh U 00paTUTHCA K JICUaIeMy BEeTEPUHAPHOMY
Bpauvy.

15. IIpeBukokc Tabnetkn 57 mr u 227 Mr He CllelyeT NPMMEHSThL OJHOBPEMEHHO C JpYTUMH
HECTEPOMIHEIMH IIPOTUBOBOCTIAIUTE/IBHBIMY CPEICTBAMH U TTIOKOKOPTUKOCTEPOMIAMH.

16. IlpeBukokc Ttabnetku 57 Mr w 227 Mr He TNpejHA3HAYCHBI s NIPUMEHEHHS
NPOJYKTUBHBIM JXUBOTHBIM.

IV.Mepel nuuHo# npodunakTuku

17. Bo Bpems paboTel 3ampelnaeTcs KypuTh, HUTh M NPHHAMATD numy. Iocne paboter ¢
JIEKApCTBEHHBIM MPENAPATOM CNEAYET BHIMBITE PYKH C MBLIIOM.

18. JltomsM ¢ TrunepuyBCTBUTENBHOCTHIO K KOMIIOHEHTAM Npernapara cnenyer usberarb
NPAMOTO KOHTakKTa C npenapatoM. B ciyyae NposBieHMs ammepraueckux peakuuil W/MAM npu
cryvaliHom nonaganuu IlpeBukokc Tabinerok 57 mr m 227 Mr B OpTaHH3M 4YeJOBeKa cienyer
HEME/IICHHO 0DPAaTHTBCS B MEMLMHCKOE YUPEKIEHHe, HMest [IPH CeGe STUKETKY HIH MHCTPYKLHIO
10 IPUMEHEHHIO Npenapara.

19. Ilyctyio ynakoBky u3-Ioj JIeKapcTBEHHOTO IIpeNapara 3alpelliaeTcsl MCMONb30BaTh Juls
OBITOBLIX LeNel; €€ MOMeNAIoT B LUeUIO(AHOBBIN NAKeT H yTHIH3HPYIOT C GHITOBBIMH OTXOIaMI.

20. Opranusauus-npousBoauTeNns: Kommanus «Merial» 29 av. Tony Garnier, 69007, Lyon,
France,

Anpec Mecta nponssoacTBa «Merial»,4 chemin du Calquet, 31000, Toulouse, France.

Wuctpykums paspabotaHa komnaHuedl «Merialy (®panums) coemectHo ¢ BusHec-
nozapasaenenueM «Mepuam» (r. Mocksa).

Pexomenmosaro k peructpauuu B Poccuiickoit ®epepaiuu ®I'BY «BTHKH».
Homep perucTpaliioHHOTO yA0CTOBEpEHHS



