HMHCTPVYKILIH S
no npumMenernio CepeHuy B KauecTse NPOTHBOPBOTHOTO CPeCTBA Y cOBAK U KOLIEK

(opramusarm-pazpaborank: «Zoetis Incy, 100 Camp.us Drive, Florham Park, New
Jersey, 07932 USA) :

1. Obwme cejenus o

1. Topropoe HauMeHOBaHYe TeKapeTBEHHOTO Npenapara: Cepenus (Cerenia).

MeXIYHapOIHOE HEMATEHTOBARHOE HANMEHOBAHME: MAPOTINTANT.

2. llekaperBernas Gopma: pacTBOp I HHBEKLHA.

Ceperust conepsxnT B 1 MI B KadecTBe NeHCTBYIOIEro BEIIECTBA MAPONUTAHT (B
(opme maponutanta nurpara) — 10 MT ¥ BCIIOMOraTeNbHBIE BENIECTBA — MeTaKpesol,
CyTbPOOYTHIOBEIN 5QHP B-UMKITONEKCUTPHHA HATPHS U BOJY JUIS HHBEKL{HI, |

3. Tlo BHemrHeMy ®BHAy npenapar HpeﬂCTaBJIHeT co0OH IMPO3PAYHYIO KUIAKOCTE
CBETIIO-KENTOrO [BETA, : :

Cpok rotHOCTH J’IGK&pCTBCHHOI‘O npenapara Mpu coBIIOIeHHN yumBHH XpaHeH!s
cocrasiisier 3 rofia ¢ natsl npoussoactsa. Ilocne orbopa u3 qurakona 4acTd npenapara,
P YCIOBHM COOMEONEHHA IPABHI aCeNTHKM M YKa3aHHBIX YCIAOBHIL XPAHEHUS, €ro
MOKHO HCIONB30BATE MHOTOKPATHO, B TedeHHe 90 ,[[HCI/I Jamperdercs anMeHmL
npenapar CepeHns NOCIe HCTEUEH S CPOKA TOIHOCTH,

4. He}capc*menmm npenrapat pacacosan 1o 20 M1 B CTEKJITHHBIE . ()JIAKOHBI,
YKYTOPEHHBIE Pe3UHOBLIME NPOOKAMHU, YKPETUIEHHBIMH aTIOMHHUEBEIMH KONTTAYKAMH,
MIaKoHbI YIAKOBAHBI B HHAHBHAYATLHBIE KAPTOHHbIE KOp()6I{H B Ka}mym KOpoﬁKy c
NpenaparoM BKIAIBIBAIOT HHCTPYKIHIO 10 CIo IPHMEHEHHIO. .

5. Cepenuio xpaHsT B 3AKPhITOI YIIAKOBKeE NPOM3BOMUTENS, B CYXOM, 3aLUIIEHHOM
OT MPSIMBIX COTHEYHBIX Jy4el MecTe, OTAeNBHO OT ITPOJYKTOB MHTAHHA U KOPMOB TIPH
temmepatype ot 3 °C o 25 °C. -

6. JlexapCTBEHHBIH IIpermapaT XpaHsT B MECTax, HEJOCTYIIHBIX JUis KeTeH.

7. Hewncronn3oBanpblii JIeKapCTBEHHBIH Npenapat yTHHHBprTOT B COOTBETCTBUM ¢
TPeOOBAHMSIMY 3dKOHQIATENLCTBA.

[TycTsie yNaKonKy U3-TIOM TEKAPCTBEHHOTO nperapara 3anpem;ae'rc;1 chonwoaa*r}s
Juist GBITOBBIX 1E/IEH, OHM NOUICKAT YTHITH3AMAN ¢ OLITOBLIMA OTXOJaMH.

8. JIeKapc I‘BGHHHH MpenapaT OTIycKaeTcs 6e3 peuenTa BETEPUHAPHOI'O Bpa‘{d



 II. Gapmaxonoruyeckue cBOHCTBA

9. Cepenust OTHOCHTCA K IPYIIIE TPOTUBOPBOTHBIX CPEJIC TB.

10. Heitcteyromee BetiectBo CepeHMH — MAPONUTAHT — SBISETCH AHTATOHUCTOM
HelPOKHHUHOBBIX PELeNTopos (NK,) w unrubupyer cassplBaHMe —cybeTaimu P,
HelTponenTHaa TaXUKUHHHOBOI rpymmst B LIHC. MapOHHTaHT aq)cl)eKTHBeH IIPH pBOTE
KaK HEeHTPATRHOTO, TaK W MepH(epruecKoro reygesa. '

MapOHHTaHT OBICTPO BCACHIBAETCA MOCTE TTOAKOKHOIO BBEICHHS U gepes 45 munyr
JOCTUTaeT MAKCHMAIBHOH KOHUEHTpaUMd B KpoBd. bromocTymuocts mpemapata
cocrapigeT 90 %. Mapormmrant Gonee dem Ha 99 % cBA3bIBaeTCA ¢ OENKAME ITA3Mbl
KpPOBH. Map()HHTdH’F MeTaGOHHSHPyCTu{ B TICYCHU IIHTOXpOM()M P450 BBIIENSETCH
ITTABHBIM 00pazoM ¢ QeKaTHaMH. . . o _

[lo cremeuu BO3ACHCTBHA HA OPraHusm Map()ﬂ!{TdIIT OTHOCHTCH K yMEPEHHO
oTIaCHEIM BetecTBaM (3 kiace onacxoctu o FOCT 12.1.007-76).

III. TTopsifox npuMerenus

11. Cepenuro TIPUMEHSFOT ,r(;‘m HpC)IOTBpaH.IeHHH y coGaK i - KOLIEeK PBOTH
PA3THMUHOIO reHesa. _

12. 3anpemaercs anM@HeHHe Hpertapara codakam MOJIOKe 8 HG,EIEJ’IBHOFO Boepacm
KOLIKAM ~ MOJOKe 16-THHENENBHOrO BO3PACTA M KHBOTHBIM -~ ¢ MOBBIIEHHOI
WHIMBHAYAIEHOH  UyBCTBUTCNILHOCTBIO K  KOMIOHEHTAM [Ipemapara, a  Takke
6epeMeHHmMHnaxmpy}omnM caMKaMm. | R

13. ﬂeKapCTBeHHBIH Iperapar BEOIAT:

cobakaM — IIO,IIKOH{HO B goze | MIYKI MElLCI;I }KHBOTHOI‘O qTO BKBHBHIICHTHO 1 Ma

npenapara Ha 10 xr Maccm KHUBOTHOTO, OJIUH pa?, B CYTKH B TeYEHHE HE 6031(:’:6 uem 5
CYTOK. . . .

KOLIKAM — [TOJKOKHO B 03¢ | MI/KI Maccel xmaomoro YTO SKBHHHJICHTH() 1 mn
npenapam Ha 10 KT Macchl )KUBOTHOIO, OJHH Pa3 B CYTKH B lequHe He 60nee yem 5
CYTOK. -

14, CHMITTOMBL nepenompo*rarm HE YCTAHOBJIECHEL.

15.. Ocobennocteit nefcrBus TipH Havane BBeﬂeHHﬂ H ()Tmene nercapc*rseﬂuoro
npenapara He BBIABIEHO. -

16. ﬂCKapCTBCHHBIPI npenapar He npe,zmafsuaqeﬂ JIJIH Hpnmeﬂeum GepeMeHHbJM U
JIAKTUPYIOLIHM CaMKaM.

17. Cneﬂyel‘ m3berarh Hponycms 1IPY BBCJICHHH oqepe,uﬂon JO3BI npenapa*ra TaK
KaK 5T0 MOXCT NPHBECTH K CHHKeHRIO s(ipextuhocTi. B cnyuae npomycka opHoi
IO3bl Clenyer BO30GHOBUTE Kypc JICHCHHS B npe,nycmo'rpe}mmx HHC’T‘pyKHHeH.
JIO3HPOBKAX ¥ CXEME TIPUMCHCHHUS. :

18. Ilpn npumenenuu CepeHHH B COOTBETCTBHU C HHCTPYKLIHEH HO60‘{HMX ABJTEHAI
¥ OCNOHEHHH, KaK MpaBHilo, He OTMCUAeTCA. B clydae 1MOSBICHHAS ATNeprutiecKix
PeaKiit HCIOIB30BANUE [PENapaTa MPeKPaaT U HA3HAYAIOT AHTHIMCTAMIHHBIE
CPEJCTRA ¥ CHMTITOMATHIECKOR JICUeHHe. _ _ .

19. Cfse;{eﬁm 0 BBHHMOHCHCTBHH Cepemfm C NPYrHMH - Jxetcapcr}sem{t,mnv
npenaparamMi OTCYTCTBYIOT. . '

20. HekachBeHHBm Tpemapar He npenﬁasﬂaqeﬂ IUISI HpHMeHeHHH ﬂpOJIyKTHBHBIM |
KHBOTHBIM.



- IV. Mepst navHOH IPOYUITAKTHKH

21. Mpu pabore ¢ npenaparoMm Cepenust cnexyer cobmojars obiye npabuna
NTHYHON THCHEHBl H TEeXHHKH 0e30MacHOCTH, TPeAyCMOTPEeHHbie mpu pabote ¢
JleKapcTBeHHBIMH IpenapaTamu. - [Ipu pabore ¢ mpenapaTtoM 3anpemaercs IdTh,
KYypHTh, TPUHUMATH NHIMY. [lo okoHuaHWu paloTsl PyKH ClelyeT BBIMBITH TETUTOM
BOAOH ¢ MBIIOM.

22. Tpu cyqaltHOM KOHTAKTe NeKapCTBEHHOT'O [PENapara ¢ KOKeH UK CIH3HCTHIMU
000NouKaMH THa3, UX HEeOoOXOMHMO MPOMBITE GOJIBIUM KOJHYECTBOM BOALL JHOIsIM ¢
TUIEPUYBCTBHTEILHOCTEIO K KOMITOHeHTaM CepeHuHM crexyer wilberars HOpsaMOro
KOHTAKTA C JICKAPCTBEHHBIM IIPEIapaToM.

23. B cimyyae TIOABIECHHA AJIEPTHUECKIX PEaKLHil MM NPH CIy9aiHOM TONajaHuu
[perapara B OPraHusM 4ejoBeKa CIEAyeT HEMEMTEHHO OOpaTUThCS B MEIMIHHCKOE
yupexjeHne (IpH cebe HMeTh WHCTPYKIMIO 110 TPHMEHEHHIO Tpenapara WiH
STHKETKY).

Hamvenosante 1 afpeca - ®APEBA AMBVA3, 3. 1’Ambyaz ®

HPOM3BOJICTBCHHBIX TUIOTHALOK 37530 Iloco-ciop-Cuce, @Opannus/ FAREVA

NPOU3BOJHTENA JIEKAPCTBEHHOTO AMBOISE, Z.1. d’Amboise F 37530 Poce-sur-

nperapara JUis BeTePHHAPHOTO Cisse, France: npousBOACTBO B TepBHUHOI

NPHMEHEHTS. YHaKoOBKE, I[POH3BOACTBO BO ~ BTOPHYHOM
yIIaKOBKe, KOHTPONE KAYeCTRA, BBITYCK CEPHA B
obpamenue, '

- Mapmanma >0 Argpkon Kommanu, 7000
Iopremx Poyn Kanamaszy, Mwuuuran 49001,
CIIIA / Pharmacia & Upjohn Company, 7000
Portage Road Kalamazoo, MI 49001 USA:
[IPOH3BOJICTBO MEHCTBYIOMIETO BEHIECTBA.

HaumeHopanMe, afpec opraHuzaiiu, 000 «3ostrey: 123317, PD, Mocksa,
YIOMHOMOUEHHOM JepiKaTeNeM HTH Tpecnenckas Habepeskuast, 1. 10, 6ok C
BIaJeNbIEM PETHCTPAITHOHHOTO

VIIOCTOREPEHNS JICKAPCTBEHHOTO

Tpernapara Ha MPHHATHE NPeTeH3HH OT

TMOTPeOHTEIA.

HoMep perucTpanMoHHOro YAOCTOBEPEHHS:  840-3-20.13-1724 No TIBH-3-5.8/02448





