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MHCTPYKLIUSA
10 BETEPUHAPHOMY IPUMEHEHHIO JIEKapCTBEHHOTO npenapara
Amnoksen (Apoquel)

(opranmsanus-paspaborunk: «Zoetis Incy, 10 Sylvan Way, Parsippany, New
Jersey 07054, USA)

Homep perucrpanmonnoro yrocTosepenus: 840-3-20.20-4711NelIBU-3-1.16/04707

I. O6ime cBenenus
1. ToproBoe naumenosanue JICKAPCTBEHHOTO Npenapara: AIoKBe (Apoquel).
Mexynaponnoe HenarenToBanHOE HAaHMEHOBaHUE: OKJIALIUTHHUG.
2. JlexapcTBeHHas popma: TaGneTku AJIs IEPOPAIEHOTO MPUMEHEHHS.
ATIOKBeN BBIMYCKAalOT B TPEX NO3MPOBKax, coxepxammx B 1 TabieTke B
KadecTBe JICHCTBYIOIIEr0 BEWIECTBA OKIALUTHHHOA Majiear (B mepecyere Ha
OKJIAUUTHHUO) 3,6 Mr; 5,4 Mr 1 16 mr COOTBETCTBEHHO, a TaK)K€ BCIIOMOIaTe/IbHbIE
BEIIeCTBA:  MHKPOKPHCTAJLIHYECKYIO [€/UIION03y,  JaKTO3bl  MOHOTHMApAT,
KapOOKCHMeTHII-Kpaxmail HaTpHs, MarHus cTeapar, Ii€HKoo6pazoBaTes «Opadry
II White» u Bony OYHILEHHYO.
3. Ilo BHemHeMy BHIy AmokBe NpeacTaBiser cobOi OBasibHbIE TaOIETKH
Oenoro wmimu mouru 6enoro IBETa, TOKPBITBIE IUICHOYHOH 06O0JIOYKOM, C
PasNieIUTeNIbHOH 00pO3/KOl MoCepeMHe W ¢ HaamUCbio Ha 00eHx cTopoHax
TabieTku: «AQ» u «S» (s AO3UPOBKH 3,6 Mr), «M» (11151 103UpOBKH 5,4 Mr) unu
«L» (nnst no3upoBku 16 MT).
Cpox romHOCTH NeKapcTBeHHOTO fperiapata NpHU COOJIIONCHUH YCIOBHI
XpaHEeHHs — 3 roja ¢ AaThl MPOU3BOACTEA. Hewcnonb3osannsle monoBuHKH XpaHsAT
He 6oiiee 3 cyTOK, TOMeCTHB BO urakoH. 3anpemaercs nmpumeHaTh Anoksen nocie
UCTEYEHHUsI CPOKA MOJHOCTH.
4. ATNOKBeN BBIMYCKarOT pacdacoBanubiM 1o 20 miu 100 TabieTox BO
(IIaKOHBI M3 IUIOTHOTO mONMATHIECHA 6eoro OBETa C 3aBUHYMBAIOIICHCS
TIOJIMTIPOIIMIIEHOBOM KPBIMIKOM, HENOCTYITHOM s OTKPBIBAaHUSI ACTbMH, WU B
Gmucrepst mo 10 Tabnerok. biucreps! ynakosausl B kaproHHbie KOpoOKH 1o 2, 5
umi 10 6aucrepos. K kaxmoit ynakoske JICKapCTBEHHOT'O TIpenapaTa MpHuIokKeHa
MHCTPYKIHMS 10 IPUMEHEHUIO HA PYCCKOM SI3bIKE.
5. XpaHAT mpenapar B 3aKphITOH YIIaKoBKe IIPOU3BOJUTENS, B 3alUIIEHHOM
OT MPAMBIX COJHEYHBIX JIy4el MeCTe, OTAENBHO OT NPOAYKTOB MUTAHUS KOpPMOB
pu Temneparype ot 2 °C go 25°C.
6. ATIOKBe clielyeT XpaHUTh B MeCTaxX, HEJOCTYIHBIX IS JIeTelA.



7. Hewcronb30BaHHBIH  JIeKapCTBEHHBIIH npenapar  yTHIM3UPYIOT B
COOTBETCTBUU C TPeOOBAHUSIMH 3aKOHOIATENILCTBA.

8. ATOKBeI OTIycKaroT 6e3 perenta BETEPHUHAPHOI0 Bpaya.

II. ®apmakonoruueckue cBoiicTBa

9. ®apmakoTepaneBTHYECKas TPYIIIa: JIEKapCTBEHHBIM IIpenapar TIPyIIIbl
CEJIEKTHBHBIX HHTHOMTOPOB stHy c-kuHa3bl (JAK).

10. OxnanuruenGa ManeaT, BXOASIMA B  COCTAB npernapara, B
TepareBTUYECKOM 703e yrHeTaeT byHKIMH IIPOBOCHIATUTENIbHBIX,
[IPOAJUICPIrUYeCKUX U NPYPUTOTCHHBIX (3yOI€HHbIX) LUTOKUHOB, 3aBHCHUMBIX OT
(epmeHTaTUBHOM akTHBHOCTH sHYC-KMHa3bl JAK ] wmu JAK3, uenenanpasiesHoe
BO3/ICHCTBHE Ha KOTOpBIE I03BOJISET MHIUOMPOBATH KIFOUEBBIE MEXAHU3MBI
BOSHUKHOBEHMS 3yJa, acCCOLMMPOBAHHOIO C ajleprueil, u crnocobCcTByeT
YCTPaHCHHIO CHMIITOMOB MECTHOIO BOCHIAJIEHMS; HAa LIUTOKHMHBI, Y9acTBYIOIIHE B
KpOBETBOPEHMHU U 3aBUCHUMBIE OT JAK?2, cyecTBeHHO He BiHseT.

IIpu anutensHOM NpUMeHeHHH B Gollee BBICOKHX 033X OKIALUTHHHO MOXKET
BbI3bIBaTh YTHETEHHE JTUM(OUIHON TKaHW, HHIHOUPOBATH AKTHUBAIMIO T-KJIETOK
IIOCPEAICTBOM MOJABICHHUs CUI'HAJIa HA yPOBHE PELIENTOPOB MHTepieikuHoB [L-2,
4TO XapaKkTepu3yeT (apMaKoJIOruuecKoe JAeiCTBHE COeAMHEHHH JaHHOro Klacca.

[Tocne mepopanbHOro BBeleHMs Mpenapara OKIALMUTHHMOA Manear OBICTPO
BCACBIBAETCS B JKEJIyJOYHO-KHIIEYHOM TpakTe (OMOMOCTYIHOCTH COCTaBisieT 89
%), IOCTyNaeT B CUCTEMHbI KPOBOTOK, JIOCTHUIasi MAKCHMAJIbHOM KOHIIEHTpAIlMH B
J1a3Me MeHee YeM 4epe3 | yac, npoHHMKaeT B OOJBIIMHCTBO OPraHOB M TKaHEH,
NPAaKTHYECKH HE MeTabOoJM3UPYeTCs, BHIBOJUTCS U3 OPraHM3Ma B HEM3MEHEHHOM
(opMme, NperMyIIECTBEHHO C MOYOM, MEPHOM TOJTyBBIBEAECHHSI COCTAaBIseT 3-4
yaca.

ATIOKBENl 1O CTENeHM BO3AEHCTBUS HA OPraHM3M OTHOCHUTCS K BEIECTBAM
yMepeHHO omacHbiM (3 kmacc omacHoctH mo I'OCT 12.1.007) co cma6o
BBIDOXCHHBIMU  KyMYJISITUBHBIMM CBOMCTBaMH, B PEKOMEHIYEMOM J03€ He
obJajaeT MyTareHHOH, KaHIEPOT€HHOM, YMOPHOTOKCHYECKOH M TepaTOreHHOM
aKTUBHOCTHIO.

III. ITopsinox npumeHeHus

11. Anoxsen HazHaualoT co6akaM IpH JepMaTUTe, acCONUMPOBAHHOM C
ajieprueil (KOHTaKTHBIA, NUILEBOH, Napa3sUTapHBbIil) B LENAX yCTpaHEeHHUs 3yaa W
YMEHBILCHHS 04aroBbIX U3MEHEHUH KOXH, a TaKKe JJIs TPOPHIAKTHKH PELMIUBOB
aTONMYECKOro JepMaTuTa.

12.  IlporuBomokazaHueM K  NpPUMEHEHUIO  ATMOKBela  SBJISETCS
WHAWBH/yallbHasi  HENEPEHOCHUMOCTb JKMBOTHBIM €ro KOMIIOHEHTOB. He
JOIyCKaeTcsi IPUMEHEHHUE TpenapaTa cobakaMm, ¢ IpU3HaKaMHd UMMYHOCYIIPECCHH,
TaKUMH KakK T'MIEPAJPEHOKOPTUIM3M, a Takxke cobakaM, C MpOrpecCHpyroIUMu
3JI0Ka4e€CTBEHHBIMM HOBOOOpa3oBaHMsAMHU. He ciemyer mnpuMeHsTH mpenapar
KOOEJIsIM B NepUOJ BA3KH, cOOakaM MoJIoXe 12-MecSYHOro Bo3pacTa W/UiIM Maccoit
MeHee 3 KT, a TaKXe IIeHHBIM U KOPMSIIIMM CYKaM.



13. Ilpu pa6ore ¢ TIpeliapaToM ciexnyer cobimonats ob1me npaBuna THYHO}
THTHEHBl M TeXHHKH 6e3onacHocty, PCAyCMOTpEHHbIE NpH  paboTe

HHCTPYKLHUIO 110 IPUMEHEHHUIO TIpenapara u sTukerky).

14. 3anpemaercs IPUMEHATL AINOKBeN cykam B nepuon GepeMeHHOCTH U
JIaKTallu|, a TaKxKe IeHKaM 10 12-mecsaunoro BO3pacra.

15. Anoksen npumensior cobakaM nepopanbHo HHIIMBUNYyalIbHO C PYKH, WK

Pas B CyTKH B TOH xe [i03e, HO He Gojee 14 HeJlelb.

Cxema u mmTensHocTs Kypca npuMeHeHus npenapara 3aBucst ot STHOJIOTHH
H TIaTOreHesa NepMaTuTa, KIMHUYECKOro COCTOSHHSA XMBOTHOTO M ONpeeNsioTcs
JICYAIIM BETePHHAPHBIM BpayoM.

Crenyer y6emurncs s TOM, 9TO cobaka mOJHOCTHIO IPOIJIOTHIA
HEOoOXOMMYI0 J103y lpenapata. Ilpuem kopma Ha OHOOCTYIHOCTD OKTAITHHYGE

HE BIIHSET.
Jlosbl Amoksena B 3aBucEMOCTH OT MAacCel XXHBOTHOI'O W UCII0JIb3YEeMOii
AAO3MPOBKH NpeJcTaBleHbl B Tabuie,

Tabnuua

Pa3zoeas 0o3a A nokeena —
Konuuecmeo mabnemok na ooun npuém

Macca cobaku, k2

Lozupoexa — oKnayumunuba,
Huorcne Bepxnee m2/mabn.
e 3HayeHue 3Ha4eHue 3.6 mz P
4.4 0,5 Tab6g. -
5,9 - 0,5 Tabu.
8,9 1 Tabu. —
13,4 - 1 Ta6.
19,9 - - 0,5 Tabm.
26,9 - 2 Tabu. -




27,0 39,9 - - 1 Tabm.
40,0 54,9 - - 1,5 Ta6n.
55,0 80,0 - - 2 Tabu.

B cBs3u ¢ Tem, uro OKJIAUUTHHUO CIOCOOEeH OKazaTh UMMYHOJIETIPECCUBHOE
JICHCTBHE, YTO MOXET IOBBICHTE BOCIIDHUMYHMBOCTE K HHQEKUHOHHBIM 4
MHBAa3MOHHBIM 3a00JeBaHUSM, B TCPHON IIPUMEHEHHs AIOKBENa Heo6XO0muMm
KOHTPOIIE Ha MNpeiaMeT pasBUTHS y cobaku MH(eKuMi (uHBa3Mii), B HEPBYIO
0HEpe/Ib, IEMO/IEK03a, a TaK)KE HEOIIACTHYECKHX 3a00JIeBaHMIA.

16. ITo6ounsle siBNeHUs U ocOKHeHMS TIpH KPaTKOBPEMEHHOM NPUMEHEHUH
AnokBena MoryT TPOABIIATECS  YTHETEHHBIM ~ COCTOSHHEM, paccTporcTBoM
DYHKUHH Xenyn09HO-KHIIeYHOro TPaKTa, IMCTUTOM; y MBOTHBIX, TI0JTyYAIONIHX
Amoksen Goiee 16 auei, npubIM3uTENnBsHO B 1 % CITy4aeB MOXeT HaOIoaThbCs
TIOBBIIICHUE aNNETHTAa M arpeccHs, KOXKHbIE K IOZIKOXKHBIE HOBOOOPAa30BaHMsI,
MHQEKIUH  KOXH, BbI3BAHHbIE APONOKCBBIMHM  IpUOKaMH,  yBelHdYeHHeM
TUMATHIECKNX Y3708, obocTpeHHeM  nemonekosa  u OHKOJIOTHYECKUX
3ab0JIeBaHMIA.

17. Ilpu IIEPEIO3UPOBKE JIEKAPCTBEHHOI'O lIpenapara y >XHBOTHOIO MOTIyT
HaOIIONIAThCS CEMYIOME CHMITTOMES: YTHETCHHOE COCTOsIHHME, pBOTa, AMapes,
JIOKQJIbHBIE AJIONELHH, YTONIIEHHE KOXHOMN CKIIaJikk, 0Opa3oBaHHE CTPYIbeB W
KOPOY€K, MEXNalbLEeBble KUCTHI, OTeK KOHEYHOCTEH. Cnenududeckue anTHnOTEI
OTCYTCTBYIOT, )KHBOTHOMY NPHMEHSIOT CHMIITOMATHYECKO® JeYeHue.

18. Tlpu coBmecTHOM IIPUMEHEHUH ATMOKBejia ¢ IIPOTHBOMUKPOOHBIMHY,
IIPOTMBOBOCHIATTMTEbHBIMU U NPOTUBONIAPa3UTAPHBIMU npernaparamu
(hapMakonoruyeckoro BzauMoeHcTBIS HE BbIsBIEHO. He cremyer mpumensits
AmOKBen CcOBMeCTHO ¢ MMMYHO/ICTIDECCAHTAMH M IPOTHBOCY IOPOKHBIMH
npenaparamy.

He pexomengyercs nposomurs BaKIMHALMIO B TIEPHOL JIEYEHUS C
HCIOJIE30BaHMEM ATIOKBEINA, a TaKKe 3a 2 HENENH 10 U HocIe NIEPHOJA JIEYEHUS.

19. Ocobennoctu neiictus TPH NIPBOM NIPUMEHEHUH TIpenapaTa U MpH ero
OTMEHE HE BBISBIICHBI.

20. Cnenyer uzberars [IPOIyCKOB IIPH BBEIEHUH OYEPENHOMN 103bI npenapara,
TaK Kak 5TO MOXET INPHUBECTH K CHUKEHUIO s¢pdexTuBHOCTH. B Ciyuae IIpoITycKa
OYCPE/IHON I03bl, MPUMEHEHHe AMOKBENA BO30GHOBISIOT B COOTBETCTBHM C
HaCTOSIIEH MHCTPYKIIUEH.

21. AnokBen He npeaHa3sHaveH s [IPUMEHEHHUS IIPOIYKTHBHBIM KHUBOTHBIM.

HaumeHnosanus u aapeca Idaitzep Hramus Dc. sp. 51.; Bua
IMPOU3BOICTBEHHBIX IUIOIIAIOK Aenb  Kommepuwmo  25/27 63100
IIPOU3BOTUTEIS JIEKapCTBEHHOIO Mapuno nens Tponto (AIT), Utamus /
npenapara s BETEPUHAPHOIO Pfizer Italia S.r.l.; Via del Commercio
IIPUMEHEHHS 25/27 63100 Marino del Tronto (AP),

Italy



HaumenoBanue, anpec OpraHu3aluy,
YIOJIHOMOYCHHOM JiepiKaTelieM WK
BJIAJICJIbIIEM PErHMCTPallMOHHOrO
YIOCTOBEpEHHUS JIEKapCTBEHHOI'O
NIpenapaTa Ha NPUHSTHE TPETEH3UM OT

oTpeduTeNS.
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