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VHCTPYKLIASA

IO TIPUMEHEHUIO ATIOKBeNIa TIPU JepMaTUTax pa3iHYHOW 3TUOJIOTHH,
COTPOBOXKJAIOIIUXCS 3yAOM, y cobak

(opranmsanus-paspadorunk: «Zoetis Inc», 100 Campus Drive , Florham Park,
New Jersey, 07932 USA)

I. Obume cenenus
1. ToproBoe HanMeHOBaHUE JIEKAPCTBEHHOTO Mpenapara: Anokseln (Apoquel).
Mesx1yHapoqHOE HeNaTeHTOBaHHOE HAUMEHOBAHUE: OKJIALUTUHHO.
2. JlexapctBenHas opma: TabNIeTKU IS IEPOPaTBHOTO MPUMEHEHHUS.
ATOKBeN BBIMYCKAlOT B TpeX MO3MPOBKAax, cojepXamux B 1 Tabnerke B
KauyecTBE JEUCTBYIOIIEr0 BeIIeCTBa OKJIAIMTHHHOA MayieaT (B TmepecdeTe Ha

OKJIAIUTHHUO) 36 Mmr; 5,4 Mr u 16 Mr COOTBETCTBEHHO, a TaKXe
BCIIOMOTaTeIbHEIE BELIeCTBa: MHKPOKPHUCTAUIMYECKYIO LEJUII0JIO3Y, JIAKTO3bI
MOHOTHApAT, KapOOKCUMEeTHUII-Kpaxmall HaTpus, MarHus creapar,

ménkoobpaszosatens «Opadry II White» 1 Bogy o4MILIEHHYIO.

3. Tlo BHemHeMy BuIy AIMOKBeN MpeNCTaBIseT coOOH OBalbHBIE TAOJIETKH
Oemoro wiaM rmodtd Oeyoro IBera, IMOKPBIThIE IUICHOYHOW OO0O0JNIOYKOH, C
pa3enuTenbHO OOpO3[KOi IMocepeluHe W C HAANUCBI0 Ha 00eHX CTOpOHax
tabnetku: «AQ» u «S» (mns qo3upoBku 3,6 Mr), «M» (ans go3upoBKU 5,4 M)
unu «Ly (74 103UpOBKHU 16 mr).

Cpok TOAHOCTH JIEKapCTBEHHOrO IIpernapaTa IpU COOIIOACHUU YCIOBHIA
XpaHeHuss — 2 Toja ¢ JaThl NpOM3BOACTBA. Hewcronp3oBaHHBIE IOJOBUHKH
XpaHAT He Oonee 3 CyTOK, MOMECTHB BO (IakoH. 3arpemaercs MPUMEHSTh
ATOKBeI TTocie UCTeUEHHUsI CpOKa MOJHOCTH.

4. AnokBen BeImyckaloT pachacoBaHHbM 1o 20 wimm 100 Tabmeroxk BO
(GakoHBl W3 IUIOTHOTO TMOJNM3THIEHa Oenoro ImBeTra ¢ 3aBUHYMBAIOLICHCS
MOJUIPONUICHOBON KPBIILIKOM, HEIOCTYITHOM! AJI OTKPBIBAHUS AETHMHU.

5. XpaHAT mnpenapar B 3aKpbITOH YIAKOBKE MPOU3BOIUTENS, B CYXOM,
3alUIICHHOM OT CBETa MECTE, OTJENbHO OT NMPOAYKTOB IIUTAHUS ¥ KOPMOB IIpU
temmneparype ot 0 °C mo 25 °C.

6. ATIoKBeI clelyeT XpaHUTh B MeCTaX, HEJAOCTYIIHBIX IS JeTeH.

7. Heucnonb30BaHHBIM JIEKAPCTBEHHBIM IIperapar yTUIU3UPYIOT B
COOTBETCTBUHM C TPeOOBAHUSIMU 3aKOHO/IATENHCTBA.
8. AmOKBel OTITyCKaroT 0e3 pelenTa BeTepHHApHOTO Bpaya.



II. ®apmaxkonoryuecKue CBOHCTRA

9. ArmoxBen OTHOCHTCS K JIEKAPCTBEHHBIM TMpeNaparaM  TPYIIEL
CENEKTUBHBIX NHIMONTOPOB sHYyC-KHRa3bl {JAK).

16. OxmanwrtveHOa ManeaT, BXOIIIIMA B COCT2B Tperapara, B
TEPaNeBTUYECKOH J03e YTHETAeT (ysKIHY [IPOBOCTIATIATENBHBIX,
NIPOANIEPTHHECKUX H NPYPUTOTeHHBIX (3YHOI'CHHBIX) HUTOKWHOB, 3aBHUCHMEIX OT
GepMeHTATUBHON AKTUBHOCTH AHyc-KuHasst JAK 1 mnm JAK3, neneHanpasnessoe
RO3ZEHCTBUE HA KOTOPBIE I[IO3BOJNET MHTHOUPOBATE KIOUYEBBIE MEXAHHM3MBL
BO3SHUKHOBEHHUS 3y/a, ACCOLUUPOBAHHOIO C amileprueif, © cnoocobersyer
YCTPaHEHHIO CHMIITOMOB MECTHOIO BOCIIANICHUS;, HA IUTOKWHEL, YIACTBYIOIIHE B
KPOBETBOPSHHH U 3aBHCUMEIe 0T JAK2, cymecTBeHHO He BAHseT.

Ipn pnwrensHOoM TnpuMeHeHHH B 007Nee BBICOKUX 033X OKIIANUTHHMAO
MOXET BBI3BIBATE YyIHEeTEHHE JUMGbOUIHON TKaHu, MHrHOUpoBaTh akTHBanumo T-
KIETOK HOCPEICTBOM  INOJABICHHUS CHTHANA Ha  YPOBHE  PeleHTopoB
unrepneiikunos [L-2,  4Tro xapakrepmsyer dapMakoloruyeckoe aeicraue
COEIVHEHHN JaHHOTO Kiracca.

ITocne nepopaJbHOTrO BBEISHHA Npelapara OKIAUMTHHAOAZ MajeaT GhICTpo
BCACBIBAETCA B XKEIYJOYHO-KUINEYHOM TpakTe (OMOHOCTYIIHOCTh cocTaBisteT 89
%), DOCTYIAET B CHCTEMHBIH KPOBOTOK, HOCTHIAA MAKCHMATEHON KOHIIEHTPALKMH B
IIasMe MeHee ueM uepes | 4ac, HpOHMKaeT B OONBIIMHCTBO OPTAHOB M TKAHEH,
NPAKTHYECKH He MeTabONu3MpyeTcs, BBIBOAUTCA M3 OPraHM3Ma B HEW3MEHEHHOMH
dopme, npeuMyHIeCTBEHHO ¢ MOUOH, [epHOX IIONYBBIBEOECHHUS cocTapnser 3-4
Jaca.

ATIOKBEN 10 CTeleHH BO3JEHCTBHUSA HA OPTaHW3M OTHOCHTCS K BEINECTBAM
yMepeHHo omacHEIM (3  kmacc omacHocty no ['OCT 12.1.007) co cmabo
BEIDOKEHHBIMH KYMYJATHBHEIME CBOHCTBaMM, B DEKOMEHIYeMOH o3¢  He
obnajiaeT MyTareHHOMH, KaHIEPOTeHHOM, HMOPHOTOKCHYECKOW M TepaTOTEHHOMU
aKTHUBHOCTBIO.

II. TTopsrox npuMeHeHUS

11. AmoxBen HasgHauaroT colakaM MpH DEPMATHATE, ACCOMUHPOBAHHOM ¢
aneprued (KOHTaKTHEIA, NUINEBOH, MAapa3suTapHbIH) B LeNLX YCTPAHEHHS 3yAa U
YMEHBIICHHS O4YaroBBIX W3MEHEHHH KOXHW, 4 TakKe It NpOQIIaKTHKA
PELHUANBOB 2TONMYECKOTO AepMaTHTa.

12.  IlporuBonokazanmeM K  TpUMEHeHHIO  AIIOKBeNla  sBAAETCS
MHIVMBUAYAIbHAS  HENEePEHOCUMOCTh JKHBOTHBEIM €0  KOMIIOHeHToB. He
JoryckaeTcs NpuMeHeHHe penapara cobakaM, ¢ MpU3HaKaMK HMMYHOCYIIPECCHH,
TAKUMM KaK THIEPaOpEHOKOPTHIIN3M, a Takke cobakaM, ¢ IPOTPeCcCHPYIOIINMA
3M0KAYeCTBEHHBIME HOBooOpasoBaHusiMu. He chefyeT npuMmeHATE Ipenapar
KoGelnsAM B MepUOZ BA3KM, codakam Monoxe 12-Mecqauroro BO3IpacTa WHIH
Maccoit MeHee 3 KI, a TaKKe HICHHBIM ¥ KOPMSIIHM CYKaM.



13. Anmoxsen NpHMEHAIOT cobakaM NEepOPaNbHO MHAMBHIYAIBHO C PYKH,
WK B CMECH C KOPMOM, WK BBOAAT NPHHYAUTEFHO B NacTh B pasoBoi xose 0,4-
0,6 Mr oxnanuTiaKba Ha 1 KI' Maccsl JXHBOTHOIO [Ba pa3a B J¢Hb, He Gonee 14
CYTOK;

B KAYeCTBE MOANCPKUBAIOMIEH Tepanuy IMpH ATONMUYECKOM AEPMATHTE —
OJHH pa3 B CYTKHU B TOU e 03¢, HO He Gonee 14 Hemens.

Cxema W [NUTENBHOCTH Kypca NPHMEHEHMS Npenapara 3aBUCAT OT
9THOJIOTHHM ¥ NATOreHe3a JepMaTHTa, KIHHHYECKOIO COCTOSHHS SKUBOTHOTO U
ONpPeeNstloTCH Ne9alllM BETepHHAPHBIM BPAtoM.

Cnemyer yGeauThcd B TOM, 4TO C0BaKa NOMHOCTBIO IPOLTOTHIA
HeobxonuMYyIo Jo3y Ipemnapata. [Ipiem kopMa Ha 6HOLOCTYNIHOCTS OKIIALATHHAGA
HE BIHUACT,

Jlo3bl AriokBena B 3aBHCHMOCTH OT MacChl JKMBOTHOI'O M HCIOIB3YEMOi
LO3UPOBKH TIPEACTABICHEI B TaOIHIIE.

Tabnuna
Pazoesas doza Anoxeena -
Macca cobaxu, xz N
KOMUUeCmso mabnemoK Ha 00UH NPUém
Hosupoexa —  oxnayumunub,
Hucnee Bepxnee M2/mabn.
3HaveHue 3HaueHue 3 6 .m0 54 me 16 12
3,0 4.4 0,5 - _
TabJI.
45 59 - 03 -
TabI.
6,0 8,9 1 Tabn. - -
9,0 13,4 - 1 Tabm. -
13,5 19,9 - - 0,5
alr,
20,0 26,9 ~ 2 Tabil. —
27,0 39,9 — — 1 Tabmn.
40,0 54,9 - - 1,2
TabJ1.
55,0 80,0 - — 2 tabun.

B cBasx ¢ TeM, 9TO OKMaUMTHHUG CrHOCOGEH OKa3aTh UMMYHOCYTPECCHBHOE
JEHCTBHE ¥ IIOBBLICHTH BOCIPHAMYHMBOCTh K MH(MEKIMOHHBIM M MHBA3HOHHBIM
3aboeBaHnsM, B IepHON NPUMEHEHHZ ANOKBENa HEOBXOIHM KOHTPONb Ha
UpeIMET pasutus y cobaku undexknnit (uHBasmil), B TepBylo oUepess,
JIEeMOJICK038, 8 TAKXKE HEeOIUTACTHUECKUX 3a00eBaHuH.




14. Ilpu mepefo3upoBKe JIEKapCTBEHHOTO Hperapara y XHMBOTHOTO MOTYT
HaOMIOKATECA CNSHYIOILME CHMITOMEBI: YIHETEHHOE COCTOSHHE, PBOTA, OMapes,
TIOKJIBHBIC AWIONCHUY, YTONHIEHHE KOXKHON CKIaikH, obpa3oBaHUe CTPYNBEB H
KOPOY€EK, MEXIANBIEBbIe KHCTEL, OTEK KoHeuHocTeld. Cnenuduaeckue aHTHIOTHE
OTCYTCTBYIOT, )XUBOTHOMY IMPUMEHIIOT CUMITTOMATHYECKOE JIEUEHUE.

15. OcobennocTy AeHCTBYSA NpU NEPBOM IIPHMEHEHHY NIPenapara K HpH ero
OTMEHE HE BEISIBJICHEL.

16. 3anpemaercs NpUMEHATh AITOKBENI CyKaM B MEPUO) OepeMeHHOCTH H
JIaKTalMH, a TAKKe MeHKaM 10 12-MecsS4Horo Bo3pacTa.

17. Caenyer wu3beratb NpONMYCKOB IIPH BBEICHMH OUYEPETHON O3B
NpenapaTa, Tak KaK 3TO MOXET IPHBECTH K CHIUKEHNIO 5$deKkTHBHOCTH. B ciy4yae
NPOIyCKa O4YEpeOHON JO3Bl, IIpHUMEHeHMe AIOKBela BO30OHOBIAIOT B
COOTBETCTBUHM C HaCTOSILIEH HHCTPYKIIUEH.

18. TloGouHEle ABIECHNMA M OCHOXHEHUS IIPH KPATKOBPEMEHHOM NPUMEHEHUH
AnoxBena  MOTYT NpOSBIATHCE  YTHETCHHBIM COCTOSHMEM, paccCTPOHCTBOM
QYHKIMM  KEIyLOYHO-KHIIEYHOTO TPAKTa, IUCTUTOM; Y OKUBOTHBIX,
monyqaromux Amnoxsen 6omee 16 pmel, npubnmsurensio B 1 % ciyuaes Moxer
HalONaTECA MOBBILICHUE allleTHTa M arpeccus, KOXKHBIE ¥ TOZKOXHEIE
HOBOOOpasoBanusa, MH(EKIMM KOXH, BBI3BAHHEIE NPOMOKEBBIMH TIpHOKAMH,
YBENMUYCHHEM  NUMQATHYECKMX  y37MOB, O0OCTpeHHMEM  JeMoieKkosa U
OHKOJIOrHYecKHX 3aboneBanuit.

19. Ilpu coBMecTHOM npUMEHEHHH AIOKBElIA ¢ HPOTHBOMHKPOGHEIMH,
OPOTHBOBOCIIANIMTENBHBIMUA U IPOTHBONAPa3UTAPHEIMH npenaparamMu
(apMaKoNOrMYecKoro B3aHMOJEHCTBHA He BBIsBNEeHO. He crenyeT npuMeHSATH
AnoxBen COBMECTHO € HMMYHONCUPECCAHTAMH U  [POTHBOCYIOPOIKHEIMM
nperaparaMu.

He  pexoMeHznyercs HNpOBOAMTE BAaKUMHALMIO B IIEPHOI JIEYECHWA  C
HCTIONL30BAHHEM ATIOKBENA, & TAKOKE 3a 2 HeJlelH IO Y TTOCHe IIEpHO/Ia HEYeHHUs.,

20. Aokses He rpejlHasHaueH Ui IPHMEHEN s IPOJYKTHBHBIM KHBOTHBIM.

IV. Meps! nuaHON NpoQUIak THKH

21, Ilpu paGore ¢ AmokBedgoM ciengyeT coGmonars obIue IpaBuna JTHIHOMN
TUTHEHBl M TEXHUKM O€30MacHOCTH, MpeAyCMOTpeHHBIE Npu paboTe cC
JIeKapCTBEHHBIMY MperiapataMy. Bo sBpems paboTEI 3alpeinaeTcst KypuTh, THTh U
NPUHUMATE [IMIIY, 110 OKOHYaHWM paboTel CHeNyeT TIHATENBHO BEIMBITH PYKH
BOJIOK € MBLIJIOM.

22. Tlpu cay4affHOM KOHTAKTe JIEKAPCTBEHHOIO Ipenapara ¢ Koxel u
CAM3UCTHIMU 000NOYKAMH, HX HEOOXOAUMO NPOMEITH OONBUIMM KOMMYECTBOM
BOJIBI.



IIycTele @QuakoHBI  HW3-1IOJ JIEKaPCTBEHHOrO TMpernapara 3alpeliaercs
UCIIOJIE30BaTh [JIs OBITOBBIX IeNIeH, OHM IOJAJIEKAT YTHUIM3aUHU C OBITOBBIMU
OTXOJIaMH.

23. JIrofsaM ¢ runep4yBCTBHTENBHOCTBIO K KOMIIOHEHTaM Iperapara CleayeT
1306eraTh NpsIMOro KOHTaKTa ¢ ATIOKBEIOM. B ciiydae MposBIIeHNs aUIeprudecKuX
peaklMid MM IpUA CIydalHOM TIIOMaJlaHUU IpelapaTa B OpPraHU3M YeJOBeKa
clleflyeT HEeMEeJIEHHO 00paTUThCS B MEAUIUHCKOE yupexaeHue (pu cebe MMeTh
UHCTPYKIUIO 110 IPHMEHEHHIO [Tpernapara U 3TUKETKY ).

HaumeHnoBanus " azpeca I1daiizep Uranus Oc. ap. ai1.; Bua nens
[IPOU3BOJICTBEHHBIX IIOLAT0K Kommepuno 25/27 63100 Mapuno
[IPOU3BOJUTENS  JIEKAPCTBEHHOTO jgens Tponrto (AIl), Uranus / Pfizer
mpernapata Uil  BeTEpUHAPHOTO Italia S.r.l.; Via del Commercio 25/27
PUMEHEHUS 63100 Marino del Tronto (AP), Italy.

HaumenoBanue, aapec 000 «3ootucy; 123317, Mocksa,
OpraHU3alnH, YIOTHOMO- IIpecnenckas HabepexHas, a. 10, 6ok
YEeHHOH JepixareseM perucrpa- B

IIIOHHOT'O yIIOCTOBEPEHUS

JIEKapCTBEHHOI0 IIperapara Ha
MIpUHSTHE [IPETEH3U N oT
moTpeOuTes.
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