UHCTPYKIAA
no npumMenennio [pesnkoke Tabnerox 57 Mr u 227 mr cobakam
B KAYCCTBE MPOTHBOBOCNAIHTENBHOTO, GONEYTONMIOMIETO H HKAPOMOHIMKAIOWIETO CPEACTRA

(opranmzans-paspaboTunk: komMnanus «Merialy, Dpanuun)
1. O0wwe crenenus

1. Toproeoe HaumeHoraHue NekapcTBeHHOro npenapara: [pesuxoxe Tabnerku 57 mMr u 227
mr (Previcox 57 mg and 227 mg tablets).

Me3k [y HApOJHOE HETATeHTOBAHHOE HauMeHoBaHHe: PHPOKOKCHD.

2. JlekapcTeennas dhopMa: TabNeTKH Ul OPANBEHOrO NPAMEHEHHS.

[Tpernkoke TabreTkH B KauecTBe ACHCTBYIONIErO BEIIECTBA COUEPIKHT PUPOKOKCHD - 24% (B
3aBHCHMOCTH  OT JO3HPOBKM, cOOTBeTCTBEHHO 57 Mr w227 Mr B Tabnerke), a Takke
BCIIOMOIaTebHBIE BEIECTBA: MOHOTHAPAT NaKkTo3kl - 49,3%, MHKPOKPHCTANTHYCCKYIO UEJUTHON03Y

15%, ruapokcunponuiueiunonosy - 3,0%, xpockapameniosy - 2,8%, KONIOMAHBI THOKCHA
KpeMHHA - 0,5%, BKYCOBHIE M apOMATHUECKHE BELIECTBA (APOMATHIATOD CO BKYCOM KOMYEHOTO
msca «Chartor Hickory smoke flavor» u kapamens) - 5%, 11ArMEHTBI - 5KEATBIH 1 KPACHBIH OKCHM
wenesa - 0,4%.

Ilo Brewnemy BrAy Npenapat npeicraBiser coboil TableTk KOPHUHEBOTO UBETa, OKPYTIIOH
bopmBL, BRITYKIIBIE, Ha 04O CTOPOHE TAGIETKH PHCKA W rPABUPOBKA «M 1 103HPOBKAY.

3. lpepnxoke tabnerkn 57 mr u 227 Mr senyckaior pacdacopatneM 1o 10 tabnetox B
Gancrepr, ynakopanseie no 1, 3 wun 18 mTyK B KapTOHHBIE KOPOOKH, mm no 60 tabnerok B
TONA3THACHOBbIE Pakonk ofkemoM 30 eM® (s TabaeTok 57 mr) wmn 100 em® (wis rabnetox 227
ML), YKYNOPEHHBIC HABHHYHBAIOWEGHCS TONHATHICHOBOH KPBIIKOH © 3atdTOH OT BCKpITHA
ASTBMH W YMAKOBAHHBIC MOIITYYHO B KapTOHIbIE KOPOOKU. B KaKHYI0 KAPTOHMHYIO KOPOGKY
BAOMKCHA HHCTPYKIHA 1O PUMEHCHHIO.

4. Xpauar JICKapCTBEHHBIH TIPEMapaT B 3aKphiToH YIAKOBKE NPOUZBOANTENH, OTAEALHO OT
THIIEBBIX MPOAYKTOR M KOPMOB, B CYXOM, 3AIIHIICHHOM OT NPAMBIX COJHeYHEIX Nyueli MecTe, npu
tTemneparype or 0°C no 30°C. :

Cpox rofiHOCTH AEKapPCTBEHIOTO NPeTapaTa NpH cobI0AEHHN YCIOBHET XpaHeHns - 4 roaa ¢
AaThi NPOM3ROACTBA. HEHCITONBI0BAHHYIO MOJOBUHY TaGNETKH JONYCKAETCH XPaHUThL B GIHcTepe
ne GoJtee 7 nnei.

3anpeiaeTes HenoNL30RATH IEKAPCTBCHHBIN NPENApaT Mo HCTeMEHHH CPOKA 1O AHOCTH.

5. Hperukoke Tadnerku 57 mMr 1 227 Mr caeiyer XpaHuTh B HEOOCTYIHOM JIA JIeTel MecTe.

6. Heucnonb3oBauublll nekapcTREHHBIH Npenapar, YTHIH3HPYIOT B COOTBETCTERMM  C
TpeOOBAHMAMH 3aKOHOAATEILCTBA.

[LDPapmakonoruyeckme cBOHCTRA

7. Tlpesuxoxc Tabnetku 57 mMr w227 M OTHOCATCA K FPYNNe  HECTCPOMAHBIX
NPOTUBOBOCTIAIIMTEILHEIX NpenapaTos. ®upoxoken, BXOIAMAN B COCTAR npenapara, ARNgeTCH
CeIeKTHBHBIM HHIHOHTOPOM HiKIooKCHrenasl-2 (COX-2), nsbuparensho napymaer o6pazonanue
NPOCTArNAHANBOB, YWaCcTBYIOIIUX B (b()pMPlpOBa}{HH BOCHANHTENILHOH péakildid, NOFABNHEST



IKCCYAATHBHYIO M npoiupepaturuy1o dasy pocnanenus. JeHCTBYET MPEHMYIECTREHHO B ouare
BOCTIANIGHUSA M TIPAKTHYECKH He BJHAET Ha TPOAYKUMIO IMPOCTACIAHIMHOB, PEryaupyrOIHx
TOYCHHBIH  KPOBOTOK M LENOCTHOCTh CIIHZUCTONH  0GONOMKH KETYH0UHO-KHILEMHOTO TPAKTa.
Oxaspiraet GoeyToMMOLIEe, TPOTHBOBOCTIAHTENBHOE H KAPOTIOHIKAIOMIES JelicTRHe.

Hocae nepopanbHoro BeefeHusa cobakaM B PeKOMEHZOBAHHOH 103¢ (UPOKOKCHO BHICTPO
BCACHIBAETCH, MAKCHMAaNbias KOHLUESHTpAUUS B KpOBH JocTHraercs uepes 1,25 waca. [lepuon
NOJIYBEIBENCHH COCTaBnaeT 8 4vacoB. MUpokOKeHO NPAKTHUECKH TOMHOCTHIO CBASBLIBASTCS C
OenkaMu KposH, MCTabONHIUPYETCS B MEUSHH, BLIBOAUTCA C HKENULIO Yepes KUILEUHUK,

pesrkoke Tabretkn 57 Mr u 227 M 110 CTeNeHH BO3HCHCTBHA Ha OpraHn3M OTHOCATCA K
YMEPEHHO ONacHLIM BewectBam (3 kaacc omacnoctd no TOCT 12.1.007-76), B pexoMenayembix
A033X He OKA3bIBAIOT CEHCHOHTHIHPYIOILEr0, TEPATOTCHHONO U SMOPHOTOKCHUECKOrD JAeiiCTRISL.

HLITopsirox npuMenenus

8. Hpesuxoke Tabnetkn 57 mMr u 227 wmr wasHaualor  coGakam B KauecTe
MPOTHBOBOCHANMTENEHOTO, GOJEYTONRIOMEr0 W KAPONIOHIDKAKMETO CPEACTBA NPH  BeUeHUH
OCTCOAPTPO30B, 4 TAIGKE TIOCHE OPTOTICAMYECKHX, CTOMATONOTHHECKHX ONepaliii u onepauuii Ha
MATKHMX TKAHAX.

9. IlpoTHBOMOKA3aHWEM K NPHMEHCHHIO HBISETCA  TIOBLINCHHAN  WHIMBHIYAAbHAS
UYBCTBHTSNIBHOCTD KHBOTHOTO K KOMIIOHEHTAM TIpenapata (B TOM HHCIIC B AHAMHESE),

3anpenaeTcsa TIPHMEHATH Npenapar GepeMeHHBIM U JIAKTUPYIOLIAM CAMKaM, UleHKaM o 10-
HEICNLHOTO BO3pacTa W cobakaM ¢ MaccoR MeHee 3 KI, a Takme KHBOTHEIM ¢ WKelyIOUHO-
KHUICYHBIME - KPOBOTCHEHHAMM, 3a00JCBAHMAMH KPOBM, TIPH T[CMOPPArHYECKOM CHHApOME M
THKeN0H PopME TOUSUHOM H NEYEHOUHON HeJOCTATOUHOCTH,

10. TIpesuicoke TabneTku S7 Mr u 227 Mr NPUMEHAIOT cOBAKAM HHRMBHAYANIBHO MEPOPATLHO
OMH Pa3 B CYTKH B o3¢ 5 MI gupokokcnba #a | Kr Macehl sHBOTHOIO B COOTBETCTBHH ¢ Tabauiei:

Macea coaiit « ___Komnuecteo tabnierox na 1 npuem |

e Alpesukoxe 57 mr | Tpesukoke 227 mr
385 05 |
10,1 —15 N 1,5_

h 15,122 o 05
s - e :
i e o
68,1-90 a2

Mpesuxkoxke TaGaeTkn 57 Mr n 227 Mr 063a1a10T NPHUBACKATEALHLIM APOMATOM U BKYCOM,
NOSTOMY OXOTHO MOCHATCH COOAKAMH, B CIy4ae OTKa3a OT IPEnapata ero CKapMIHBSIOT C
KOPMOM.

[IpogomKHTEILHOCTE Kypea JeYeHUs NPH OCTEOAPTPO3aX 3aBUCHT OT COCTOAHMS KHBOTHOTO H
ONPEACIICTCA JICYAIHM ReTEPUHAPHEIM BpatoM. [lpumenenne npenapara Gonee 90 anedi cregyer
NPOBOJIHTE HOJL PETYIAPHLIM KOHTPOJIEM BETEPHHAPHOTO Bpayua.

Hna obnervenns mocneonepaupoHHLIX Gosell U BOCTANCHHA TP ONEPALMAX HA MATKHX
TKAHSX, OPTONCAUMCCKHX M CTOMATOIOTHYECKHX ONEPalMaX Ipenapar MPHMEHMOT 3a 2 4aca 110
HAYaAsa ONEPAIHH, @ 33TEM 10 HeOOXOAMMOCTH | pas B CYTKH, B TedeHHe 2-3 CYTOK.

11, Tlpu nepenosupoBke mpenapara y SKHBOTHOTO MOMKET HAGIHOAATHCH WIOHTOYHOE
CMOHOOTACICHUE, PACCTPOHCTRO JKENY AOUHO-KNIIEYHOTO TPAKTA, YTHETEHHOE COCTOAHHE.

12. Ocobennoctedi neHcTRES MPH HepBOM NPUMCHEHMK PENAPATa M IIPU €ro OTMEHe He
BBISIBICHO.
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13. Cneayer wsberarh HapymieHHIl CXCMBI NPHMEHEHHS TPETapaTa, Tak KAK 3TO MOXKeT
NPHBECTH K CHIKEHHIO ero addexrnprocTi. Tlpu npomycke ouepeanofi m103bl npenapara ero
MPUMEHEHHE HEODX0MMO BO3OOHOBHTD B NPe/lyCMOTPEHHOM JO3UPOBKE U O TOl Ke cxeme,

14, Tlpu npUMeHeHHH MpeHapata B COOTRETCTBHH € HACTOSUIEH HHCTPYKLMEH noGodnbIx
SBACHUH M OCTOMHEHAH Y MKWBOTHBIX, KAK TPABILIO, HE HAOMOMACTCH. Y HEKOTOPLIX JKHBOTHRIX
Mociie NPUMEHEHHA NPENapaTa MOXKeT BO3HHKATL PasJPaOXEeHNe CIU3HCTONH Kenynka, peota U
Iuapes, KOTOpHIe HCME3a0T CAMONPOM3BOABLHO M OOBIYHO HE TPebYIOT NOHOIHUTEILHONO
MEMLIMHCKOTO  BMEIIATeNbeTBa.  ECHM  YKa3aHHble  CHMIOTOMBl He WCYE3AlOT, B  (heKalusx
TOABIVICTCA KPOBb, CHUMKACTCSA MAcca MHUBOTHOTO, WIH Y HKHBOTHOTO NPOABHINCH ANAEPIHYECKUS
peakiiy, IPHMCHEHHEE TPENapaTa CRCAYeT NPeKPAaTHTE M 00PATHTBCA K SYALICMY BETEPHHAPHOMY
Bpagy.

15. Mpesukoxe Tabnerkn 57 mr u 227 Mr He CleayeT NPUMEHITHL OAHOBPEMEHHO ¢ IPYIHMH
HCCTCPOHAHBIMH NMPOTHROBOCHATIUTENBHBIMH CPENCTBAMH H IHOKOKOPTHKOCTEPOHIAMM.

16. THpesukoke rabnerkn 57 mr w 227 Mr He NpefHAHAYCHB! 1718 NPHMCHEHHS
MPOAYKTHBHBIM JKHBOTHBIM.

IV.Mepot nuanoii npodunaktuxp

17. Bo Bpems paGoru sanpelnacTes KypuTh, MHTL W NpUHMMaTh namy. TTocie paboTh ¢
JACKAPCTBEHHEBIM NPENAPATOM CIEAYET BEIMBITL PYKH ¢ MBELIOM.

18. JhomaM ¢ TMNepuyBCTBUTENLHOCTBI K KOMIOHEHTaM mnpenapara cnepyer usberarn
NPAMOrO KOHTAaKTa ¢ mpenapatom. B ciiyyae NpOSBIEHHS AANEPIHYECKUX peakumit WM npu
ciyuaiinom nonapadnd Tipepnkoke tabnerok 57 mr w 227 Mr B OPraHusM 4eoBeka cienyet
HEME/UICHHO 00PATHTLCA B MEIHLMHCKOE YUPEKACHHE, HMes TIPH ceBe YTUKeTKY Wiu HHCTPYKLIHIO
110 MPUMEHECHHIO Npenapara.

19. Ilycryio ynaxkosxy W3-TION JICKAPCTREHHOTO NPENAPATA 3AMPELIAETeS HCTIONBIORATh 1
OBITOBKIX teneH; e€ roMeialoT B HennopanoBbii nakeT 1 YTHAMSHPYIOT ¢ OBLITOBBIMU OTXOIAMMK.

20. Oprannzaupus-npoussopuTens: koMnanus «Merial» 29 av. Tony Garnict, 69007, Lyon,
France,

Ajpec Mecta npoussoacTea «Merialy,4 chemin du Calquet, 31000, Toulouse, France.

MHetpykams  paspaGorava  komnanmeli  «Merialy  (@panupst)  cobmecTHO ¢ Bussec-
nojpazaenenneM «Mepuam» (r. Mocksa). '

PexoMengoBaHo K perucTpaumy B Poccuiickoii Depepdannn GI'BY «BTHKM».
Homep peructpaugonioro yaoctopepeHus





