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I. O6ume cBenenus

1. Toprosoe HauMeHOBaHHeE JIEKAPCTBEHHOTO Ipenapara: Anoksen (Apoquel).

MexnyHaponHOe HEIATeHTOBAaHHOE HAUMEHOBAHME: OKJIALUTUHUO.

2. JlexapcTBeHHas GopMa: TabJIETKH ISl IEPOPATBHOrO IIPUMEHEHHS.

ATIOKBENl BBIIYCKAalOT B TPeX IO3UPOBKax, coaepxamux B | Tablerke B
Ka4eCTBE [EHCTBYIOLIETO BEIECTBA OKJIALMTHHUOA Mayear (B MepecdeTe Ha
oknauTHHUO) 3,6 Mr; 5,4 Mr 1 16 MI' COOTBETCTBEHHO, a TaK)Ke BCIIOMOTATEIbHbIE
BEIIECTBA:  MHUKPOKPHCTAJNIMYECKYIO  LEJUIIONIO3Y, JIaKTO3Bl  MOHOTH/IpAT,
KapOOKCUMETHII-KpaxMall HaTpuUsl, MarHusl cTeapar, iénkooOpasosarens «Opadry
IT White» 1 Bogy oUMIIEHHYIO.

3. Ilo BHemHeMy BHIY AIOKBEN IPEACTAaBISET COOOM OBalbHBIE TaOJIETKH
Oenoro miuM nNo4YTH Oenoro 1Bera, MNOKPBITHIE IUIEHOYHONH OOONOYKOH, C
pasjielIMTeNbHON OOpo3aKol MocepenvHe W C HAIMUCHIO HA 0OEMX CTOPOHAX
TabneTkn: «AQ» U «S» (s 103upoBKH 3,6 Mr), «M» (171 1O3UPOBKHM 5,4 M) WK
«L» (mnst mo3upoBku 16 mr).

Cpox romHOCTHM JIEKapCTBEHHOTO Mpenapara MOpd COOIIOJEHUH YCIOBHIA
XpaHeHus — 3 rojia ¢ JaTsl IPou3BoACTBa. Hencmonp3oBaHHbIE MOJOBUHKY XPAHAT
He 6ojee 3 CyTOK, IIOMECTHB BO ()J1aKkoH. 3alpeliaeTcs IpUMEHATh AIOKBeI Iocie
UCTEYEHHUSI CPOKA T'OJTHOCTH.

4. Amoxsen BBITyCKaloT pacdacoBanubiM Mo 20 mium 100 TabneTok Bo
(GyaxoHBl M3 IUIOTHOTO MOJHMSTHIEHa OENoro LBeTa ¢ 3aBUHYUBAOIICHCS
HOJIAIIPONUIEHOBOM KPBIIIKOW, HENOCTYNMHOM /IS OTKPHIBAHHS HETHMH, MM B
Gmucrepsl o 10 Tabnerok. Bimcreps! yrnakoBaHbl B KApTOHHEIE KOPOOKHU MO 2, 5
win 10 6nucrepo. K kaxmol ymakoBke JieKapcTBEHHOTO IMpernapaTa IPHIIOKeHa
MHCTPYKLHS 110 IPUMEHEHUIO Ha PYCCKOM SI3BIKE.

5. XpaHAT Ipenapar B 3aKphITOM YIAaKOBKE IIPOM3BOAUTENS, B 3aILUIICHHOM
OT MPSIMBIX COJIHEYHBIX JIy4el MecTe, OTJENBHO OT MPOJAYKTOB IUTAHUSA U KOPMOB
npu Temuneparype ot 2 °C mo 25°C.

6. AniokBeln cleyeT XpaHUTh B MECTaX, HEJOCTYIHEIX IS JIETEH.

7. Hewmcnonb3oBaHHBIA  JIEKAPCTBEHHBIA Ipemapar yTHIU3UPYIOT B
COOTBETCTBUH C TPeOOBaHUSIMHY 3aKOHOIATEIHCTBA.

8. AIIOKBeJl OTITyCKaloT 6e3 pelrenTa BeTepuHAPHOTO Bpaya.



II. ®apmakonoruuecKue CBOUCTRA

9. ®apmaxoTepaneBTHYecKas TPYyIIIa: JIeKapCTBEHHbBIA Ipemapar IPyIIThI
CEJIEKTUBHBIX HHTHOUTOPOB siHyc-KuHa3s! (JAK).

10. Oxmanutuamba Majear, BXOASUIMHA B  COCTaB Ipenapara, B
TepareBTUIECKON Jo3e yrHETaeT byHKIIHN IIPOBOCIIATITEIBHEIX,
IIPOAJUIEPTUYECKUX M IIPYPHUTOIeHHBIX (3YJOTEHHBIX) LIUTOKHHOB, 3aBUCHMBIX OT
(epmenTaTuBHON aKTUBHOCTH AHyc-kuHa3s!l JAK 1 miu JAK3, uenesanpapieHHoe
BO3JEHCTBHE Ha KOTOpBIE IIO3BOJISIET HWHTUOMPOBATh KIHOYEBBIE MEXAHU3MBI
BO3HUKHOBEHHUS 3yJa, acCOUMHPOBAHHOIO C allepriedd, u CcroocobCTByeT
YCTPaHEHUIO CHMITOMOB MECTHOI'O BOCIANEHMS; Ha IIUTOKWHEBI, YYACTBYIOIIUE B
KPOBETBOPEHHUH U 3aBUCHMBIEe OT JAK2, CylecTBEHHO He BIUSET.

Ipu nnuTensHOM NpUMEHEHHUH B 6oJiee BEICOKMX 03aX OKIALIATUHUO MOXET
BBI3BIBATh yTHETEHHE JTMM(OUIHON TKAaHH, WHTHOMPOBATL aKTUBALMIO T-KIETOK
IIOCPENICTBOM IOJABJICHM CUTHAIA HA YPOBHE PeleNTOPOB HMHTEpIeikunoB IL-2,
YTO XapaKTEPHU3yeT (PapMaKoIOrHIecKoe IeHCTBIE COeqUHEHHH JaHHOTO Kiacca.

IMocne mepopanbHOro BBeAEHMS IpellapaTa OKJIAlMTUHUOA MaleaT OBICTPO
BCAChIBACTCS B JKEIYJOYHO-KMIIEYHOM TpakTe (OMONOCTYIIHOCTE COCTaBiIseT 89
%), MOCTYIAeT B CUCTEMHEIH KPOBOTOK, JOCTHIasi MAKCUMAJILHOM KOHIEHTPAIUY B
IIa3Me MeHee 4eM 4epes3 1 4ac, IpoHHUKaeT B OONBIIMHCTBO OPraHOB M TKaHE,
IPaKTUYECKH HE METabONU3UPYeTCs, BEIBOJUTCS U3 OPraHH3Ma B HEM3MEHEHHOIH
dopme, NPeUMyIIECTBEHHO C MOYOM, II€pHOJ IOIYBHIBEIEHHS COCTaBIseT 3-4
Jaca.

AIIOKBEJNI TIO CTENEeHM BO3JEHCTBHS Ha OPraHM3M OTHOCHTICA K BeEI[eCTBaM
yMepeHHO omnacHbiM (3 xmacc omacHoctm mo I['OCT 12.1.007) co cmabo
BBIPKCHHBIMH KYMYJISTHBHBIMM CBOMCTBAMHM, B PEKOMEHIYyeMOH [03e He
obnamaeT MyTareHHOM, KaHIEPOTeHHOM, SMOPHUOTOKCHYECKOH M TepaTOreHHOM
AKTHUBHOCTBIO.

1. Ilopsinox mpumeHeHus

11. Anoxsen Ha3HadaoT cobakaM IpH JepMAaTHTe, ACCOLMMPOBAHHOM C
ajteprued (KOHTaKTHBIA, IMINEBOH, ITapa3suTapHbI) B LENAX yCTpaHEeHMs 3y1a U
YMEHBIICHUS OYaroBhIX U3MEHEHUHN KOXKH, & TAKXKe JJIs IPO(UIAKTHKHA PELUINBOB

L ATONMYCCKOrO_NepMaTHTa. .. i .

12. IlpoTMBOmOKa3aHHWEM K  TPHUMEHEHHIO  AIIOKBeNa  SBJIAETCS
UHAMBHUIYyallbHAS  HENEPEHOCHMOCTh JKMBOTHBIM €ro KOMIIOHEHTOB. He
AOMyCKaeTCsl IPUMEHEHUe Ipenapara cobakaM, ¢ IpU3HaKaMi HMMYHOCYIIPECCHH,
TaKUMH KaK TUIEePajpeHOKOPTULIN3M, a TaKkXKe cobakaM, ¢ MpOrpecCHpYIONMH
3JI0KaYEeCTBEHHBIMU HOBOOOpasoBaHMsAMH. He cienyer mnpuMeHsaTs mnpemnapart
KOOEIsAM B EPHOJ BI3KHU, coOOaKaM MOJIOXe |2-MecAYHOro Bo3pacTa W/l Maccoit
MeHee 3 KT, a TaKKe [IeHHBIM U KOPMSAIIHAM CYKaM.

13. Ilpu paboTte ¢ mpenapaTtoM ciexyeT coOIOAaTh OOIIMe MpaBHiIa JTMIHOMR
TUTHEHBl ¥ TEXHMKH O€30IaCHOCTH, IPeIyCMOTpEHHBIE TpH paboTe ¢
JIeKapCTBEHHBIMK IperiapaTaMy BETEPUHAPHOIO HasHauenws. IIpm pabore c




[perapaToM 3ampemaercs MHUThb, KypUTh, NpUHUMATh muuly. [lo okonuanum
paboTHI ¢ IpenapaToM CIeIyeT BHIMBITh PYKH BOJONPOBOAHOI BOIOM ¢ MBLIOM.

Ilpu ciny4aliHOM KOHTakTe JIeKapCTBEHHOTO IIperapara ¢ Koxked u
CIU3UCTHIMKA O00OJIOYKaMH, MX HEOOXOOUMO IPOMEITH OOJBIIMM KOJIHYECTBOM
Bozbl. [lycThie (makoHBl W3-1IOJ, JIEKApCTBEHHOIO IMpenapaTa 3alpemaeTcs
UCIIONB30BAaTh AJIA OBITOBBIX IleNeil, OHM TOJUIEKAT YTHIM3ALUU C OBITOBHIMH
OTXOJaMH.

JomaM ¢ THIEPYyBCTBHTENBHOCTBHIO K KOMIIOHEHTaM Mpenapara Cliefyer
u3beraTh MpAMOT0 KOHTAKTa ¢ ATIOKBEJIOM. B citydae NposBIEHHS aIepruueckKux
peakivii HWIM IpPU CIydyailHOM IONAIaHWU I[Iperapara B OPraHM3M 4YelloBeKa
ClIeJlyeT HEMEJICHHO OOpaTHThCA B MEIUIMHCKOE yupexienue (Ipu cebe MMETh
HHCTPYKIHKIO 10 IPUMEHEHHIO IIpernapaTa U 3TUKETKY ).

14. 3ampemaercd OpHMEHATh AIIOKBENI CyKaM B II€pHOj] GEpEeMEHHOCTH H
JaKTallkH, a TakKe MEeHKaM 10 12-MecsigHoro Bo3pacra.

15. Anoxsen npuMeRSIOT cobaKaM IepOPaTbHO MHIUBULYAILHO C PYKH, WM
B CMECH C KOPMOM, WJIM BBOJST IPUHYAUTENHHO B MACTh B pa3oBoit gosze 0,4-0,6
MI OKJIAWTHHMOA Ha 1 KT Macchl JKMBOTHOTO JBa pasa B [€Hb, He Goiee 14 cyToK;

B Ka4eCTBE IOAEPKUBAIOIIECH TEpalluy IIPU aTOTMHYECKOM JIePMATUTE — OJUH
pas3 B CyTKM B TOH Ke 103e, Ho He Ooiiee 14 Henens.

Cxema ¥ IIIHTENBHOCTD Kypca IIPUMEHEHHMS TIperiapaTa 3aBUCAT OT 3THOJIOTUH
U TaToreHe3a JIEpMaTHTa, KIMHHIECKOr0 COCTOSHUS )KUBOTHOTO U ONPENENISIOTCS
JIeYalyM BeTepUHAPHBIM BPadoM.

Crnenyer yOeautbcs B TOM, UYTO co0aka IIONHOCTBIO IIPOITIOTHIIA
HeoOXxoauMyIo no3y npernapara. [IpueM kopma Ha GMOZOCTYIIHOCTh OKIAUTHHAOA
HE BIHSET.

Ho3bl Amoxsena B 3aBHCHMOCTH OT MacChl KHBOTHOTO M HCIONB3YEMOM
JIO3UPOBKU MPEACTABICHEI B Ta0IHIIE.

Tabnuia
Pa3zosas 0oza Anokeena —
Macca cobaku, kz .
KOAUYECEO MAabIemoK Ha 00Ul Npuém
Losupoexa — oxnayumunuba,
Huoicnue Bepxnee m2/mabi.

A--e-BHAUCHUC- — - |- BHAYCHUE———— |- Fome | sdmz 160
3,0 4.4 0,5 Tab. - —
4,5 5,9 - 0,5 Tab. -
6,0 8,9 1 Tab. ~ —
9,0 13,4 - 1 Tab. —
13,5 19,9 — - 0,5 tabmn.
20,0 26,9 - 2 TaoII. -
27,0 39,9 — - 1 Tabm.
40,0 54,9 — — 1,5 tab.
55,0 80,0 - - 2 Tabi1.




B cBaA3u ¢ Tem, 4TO OKIAMUTHHUO CIIOCOOEH OKa3aTh WMMYHOIENPECCHBHOE
JEUCTBHE, YTO MOXKET IOBBICHTh BOCIPHMMYHABOCTG K WMHGMEKIIMOHHBEIM MU
WHBA3MOHHBIM 3a00lIeBaHMSAM, B TMEPHOJ MNPUMEHEHYsS AIOKBeNa HeoO0XOIUM
KOHTPOJIb HA IPEAMET pasBUTHS y coOaky WHQeKuui (WHBa3Wii), B NEPBYIO
o4depelb, IEMOLEK034a, & TAK)KE HEOIIaCTUIECKHX 3a00/IeBaHmii.

16. [loGounsle sBICHUS U OCIOXKHEHHS IIPH KPATKOBPEMEHHOM HNPUMEHEHHUH
AIIOKBeNa MOTYT IPOABIATHECS YTHETCHHBIM COCTOSIHMEM, pacCTPOMCTBOM
GYHKUIAM XeTyJOYHO-KUILIEYHOT0 TPaKTa, LUCTUTOM; Y XMBOTHEIX, HOJYYaroIIHX
Amnoksen Oonee 16 mHelt, nmpubmusutensHo B 1 % ciydaeB MokeT HaOMIOZATHCS
TIOBBIILICHHE alllIeTHTa W arpeccus, KOXKHbIE U IOJKOXHbBIE HOBOOOpPa30OBaHM,

MHGEKIUY  KOXM, BEI3BaHHBIE [POMOKEBHIMH IpUOKaMM, yBeIHMYEHHEM
TUMQaTHYeCKUX  y3JI0B, OOOCTpEHHEM  [eMOJEKO3a H  OHKOJOTHUYECKUX
3a00J1eBaHKM.

17. Ilpu mepemo3upoBKe JEKapCTBEHHOI'O IIpelapara y KMBOTHOTO MOTYT
HabIONaThCA CNEAyOIIie CHMIITOMBI: YIHETCHHOE COCTOSHHE, PBOTA, AHaped,
JIOKaJbHBIC AJNOTENNH, YTOIIIEHHE KOXHOM CKIIAIK{, 00pa3oBaHWe CTPYILEB H
KOPOY€eK, MEXMIAIBIEBBIE KUCThI, OTeK KOHeuHocTed. Crenuduyeckiue aHTUAOTHL
OTCYTCTBYIOT, ’KMBOTHOMY IIPUMEHSIOT CUMIITOMATHYECKOE JICUECHHUE.

18. Ilpu coBMecTHOM IPHMEHEHUH AIIOKBeNa C MPOTHBOMHUKPOOHBIMH,
IIPOTHBOBOCIATUTENHHBIMU 17} IIPOTHUBONAPa3UTAPHEIMHU IpernapaTamu
(apMaKoOrMIecKOro B3aMMOJCHCTBUSA He BhIABIEHO. He clefyeT HIpUMEHSTH
ATIOKBEI COBMECTHO C MMMYHOJEIPECCAaHTAMH W  IIPOTHBOCYIOPOKHBIMU
IIpernapaTamy.

He pexomennyercs ImpoBOAWTH BaKIMHAIMIO B IIE€PHOJ JIEYECHHS C
HCIIONB30BaHNeM AIIOKBENA, a TAKXKe 3a 2 HEJeNIU 10 | II0CIIe NEPHOA JICYEHH.

19. Ocobennocty AEHCTBUS IPHU IIEPBOM IPUMEHEHHH Tpernapara U IPH ero
OTMEHE He BbHISBIICHBL.

20. Cnenyer u3berath IpOIyCKOB IIPH BBEJCHUM OYepPEIHOM HO3EI IIPENapaTa,
TaK KaK 5TO MOXeT IPUBECTH K CHIDKEHMIO 3G GheKTHBHOCTH. B ciiyuae mporycka
OYepEeNHOM [03bl, IpUMeHEeHHe AIOKBeNna BO300HOBJISIOT B COOTBETCTBUM C
HACTOSIIEN UHCTPYKIIMEH.

21. AnoxBen He npefHa3HA4YeH YIS IPAMEHEHNUS IPOAYKTHBHEIM XHUBOTHBIM.

Haumenosanus 171

Haitzep Uranust Dc. ap. 21.; Bua

azpeca
IIPOU3BOJCTBEHHBIX IUIOIIAIOK nens  Kommepunmo  25/27 63100
IIPOU3BOIUATENS JI€KapCTBEHHOT'O Mapuno nens Tponto (AIT), Urtanus /
Impernapara  JUIs  BETEPUHApPHOIO Pfizer Italia S.r.l.; Via del Commercio
MIPUMEHEHUS 25/27 63100 Marino del Tronto (AP),
Italy
HaumenoBanus 51 azpeca 3ur¢pun Al', YaTepe bpronbuurpacce

Ipou3BoUTENEH (apMarneBTHUECKOM
cyOcTaHIn

4, 4800 3ommuren, Ileeiiapus /
Siegfried AG, Untere Briihlstrasse 4,
4800 Zolingen, Switzerland



Qapmanus O Ammxkon Kommanwy,
nonpasgenenue Ildpaizep Muk., 7000
INoprenx Poyn Kamamazy, Muunran
49001 / Pharmacia & Upjohn
Company, a Division of Pfizer Inc.,
7000 Portage Road Kalamazoo, MI

49001
HaunmenoBanme, agpec opraHu3aiyy, 00O <« 3ostuc»; 123112, Mocksa,
YIIOTHOMOYEHHOM Jiep)KaTejieM WIIx IIpecHenckas HabepexHas, 1. 10.
BIIaJIE€JIbIIEM PErUCTPAIAOHHOI'O
YIOOCTOBEPEHUS JIEKapCTBEHHOIO
[Ipernapara Ha [IPUHATHE MPETSH3UH OT
noTpeodures.

C cormacoBanneM HacTOAIIEH MHCTPYKIMU yTPAYUBAET CHITY MHCTPYKIHS 110
MIPUMEHEHHUTO JIEKapCTBEHHOTO nperapara Anoxse, yTBEpXKIEHHAS
Poccenpxo3namzopom 16 urons 2018 roxa.



