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MHCTPYKIMS __
10 BETEpHHAPHOMY IIPUMEHEHHIO JIEKapCTBEHHOro npemnapara Arakca”

(opranmzauus-paspadoruuk AO «KPKA, 1.1., HoBo mectoy, IlIMapremnika
ecra 6, 8501 Hogo mecto, Cnosenust/«KRKA, d.d., Novo mesto»,
Smarjeska cesta 6, 8501 Novo mesto, Slovenija)

HoMep perucrpannronnoro ygocroepenus 705-3-9.20-4676Nel IBU-3-4.15/04594

I. O6mue cBeneHus

1. HaumeHoBaHue TeKapCcTBEHHOTO Npernapara JIsl BETepUHAPHOI0 TPUMEHe-
HUS:

TOproBoe HauMeHoBaHue Atakca® (Ataxxa®™)

MEX/1yHapOIHbIE HENIAaTEHTOBAaHHbIC HAMMEHOBAHUS ACHCTBYIOLINX BEIIECTB:
UMUIaKJIOIPU/L, IEPMETPHH.

2. JlekapcTBeHHas ¢popMma: pacTBOp IS HAPYKHOTO TPHMEHEHHSI.

Ataxca® B 1 M1 B KadecTBe JeHCTBYIOIMX BELIECTB COAEPKMT MMHUIAKIIO-
npug — 100 mr u nepmerpun — 500 Mr, a Tak)ke BCIIOMOraTelibHbIE BEIIECTBA: M-
METHIICYTb(MOKCHT, N-MEeTHITHUPPOIUIOH, TPUITTHLEPUABI CPEAHEN LIeIH, JTUMOH-
HYIO KMCIIOTY B Oy TUITHIPOKCHTOIYOJ.

3. Ilo BHemHEMY BHy NPEACTABIAET COOO0I MPO3PAYHYIO KUAKOCTD OT JKEJI-
TOI'O 10 CBETJIO-KOPHUYHEBOIO 1IBETA.

Cpok rogHocTy npenapaTa Ipy COOJIOIEHUHN YCIOBUI XpaHeHus — 3 roja c

HaThl TIIPOU3BOJACTBA. BanpemaeTcsl IIpUMEHCHHUE Iperiapara mo MCTECYECHHUH CPpOKa
roOgJHOCTH.

4. BeimyckaroTt npenapar pachacosanubim 1o 0,4; 1,0; 2,5 u 4,0 mn B mmonu-
MEpPHBIE ITUIIETKH, YKYTIOPEHHBIE 3aIlIMTHBIM KonaukoM. Kaayro muneTky ymnako-
BBEIBAIOT B NakeT U3 ¢onbru. [lakeTsl ¢ nunerkamu 1o 1, 3 uian 4 mWITYKH YaKOBBI-
BalOT B KAPTOHHBIE MAYKH BMECTE C UHCTPYKLHUEH 110 IPUMEHEHHIO.

5. XpaHAT nekapcTBeHHBIN MpernapaT B 3aKPbITON yIaKOBKe ITPOH3BOAUTES
B 3aIlUAILIEHHOM OT MPSMBIX COJTHEYHBIX JIy4el MecTe, OT/IeJIbHO OT THILEBBIX MPO-
JIYKTOB M KOPMOB, I1pu Temieparype ot 0°C mo 25°C. He npumMeHSTh 110 HCTEYEHUH
CpOKa roJHOCTH.

6. IIpenapar cinenyeT XpaHUTh B MeCTax, HEJIOCTYMHBIX /IS TeTEH.

7. Heucnonp30BaHHbIN Ipenapar yTUIU3UPYIOT B COOTBETCTBUHU C TpeboBa-
HUSIMH 3aKOHOJIaTeJIbCTBA.

8. Ornyckaetrcs 6e3 pelerra BETEpMHAPHOrO Bpaya.



I1. ®apmakonoruiecKkue cBOUCTBa

9. Ilpenapat Atakca® oTHOCHTCS K dapMakoTepaneBTHUeCKOM TpyIime — HH-
CEKTOAaKapULIUAHEIE CpelcTBa B KOMOMHALINAX.

10. IMunaxsionpyus. ¥ epMeTpPHH, BXOAAMEE B COCTAB Npemapara, obanas
CHHEPTHIHEIM 3 (HEKTOM, OKA3EIBAIOT BHPAXKEHHOE UHCEKTHITHITHOS, AKAPHITHIHOS
H pelle/UICHTHOE IeficTBUE,

Hpenapar  Artakca®  3Q(eKTuBeH  [POTHB  KWMArdHANBHBIX U
TIpEUMaTAHATRHEIX H THIHHOYHEIX (a3 passutia O5ox (Clenocephalides canis, Cte-
nocephalides felis), snacoenos (Trichodectes canis), IKCOTOBBIX KemeH (Rhipice-
phalus sanguineus n Ixodes ricinus, Dermacentor reticulatus), NapasuTHpYIOLIHX
Ha colakax, o0ecIeu#BaeT 3allUTy >KWBOTHBIX OT HANAAEHUs KOMapoB (Aedes
aegypti, Culex pipiens), Myx (Stomoxys calcitrans) u mockutoB (Phlebotfomus pa-
patasi, Phlebotomus pernicios us)..

CHwkaeT puUCK BO3MOXHOH Mepeqaud JKHBOTHBIM TPaHCMHCCHBHEBIX
3aboneBanuit, Takux Kax: OOppenHO3, PHKKETCHO3, NeHMaHN03, & TakKe
BO30yaMTENS codaubero spauxuosa (Ehrlichia canis) v ap.

* IlepMeTpuH — cHHTETHYECKH MUPeTpPor, 061aaeT UHCEKTUIMAHEIM, aKa-
PULMAHEIM U PETICIUICHTHBIM AeHCTBHEM, MEXAHH3M KOTOPOI'o 3aKI0oYaeTcs B 6io-
KHPOBAHHUH MEpelady HEPBHEIX HMITYJILCOB; YTO BRI3BIBACT HAPYIICHHE KOOPAUHA-
LMW ABYDKEHUH, Mapanuy | TI0ells SKTonapasntos.

HMHAAKIIONPUJL OTHOCUTCA K XJIOPOHUKOTHHHJIOBEIM MHCEKTHIHAAM, KOTO-
phie B3aHMOAEHCTBYIOT C AUETHIXOIMHOBBIMHM PEUENTOPAMH YICHHUCTOHOTHX,
HapyIIaroT Iepeavdy HepBHEIX MMIYJIECOB, BRI3LIBAs THlens HaceKoMBIX. JlefcTRrys
KaK axTHBATOP HEPBHOIO: y3I11d YICHHCTOHOTHX, HMHIAKIOHPHLI YCHIIRBACT TAKXKe
MHCEKTUIHHOE feficTRHE mepMeTpuHa. |

Tlocine nprmenenns npenapara Ataxca® ero aKTHBHEIE KOMITOHEHTEI, IPaK-
THYCCKH HE BCACHIBASICH B CHCTEMHBIM KPOBOTOK, OBICTpO pacnpenensoTes 1o mo-
BEPXHOCTH TeNa u, YASPKUBAICE Ha IMUICPMICE I LIEPCTH, OKA3EIBAIOT MJINTEIIhb-
Hoe (710 4-X HeJelb) KOHTaKTHOE HHCEKTHIHAHOe AeHCTRHE.

Araxca® no creneHm BO3NEHCTBHS HA OPTAHW3M OTHOCUTCS K YMEPEHHO
OIIACHEIM BelllecTBaM (3 Kjacc omacHOCTH Mo T'OCT 12.1.007-76), npu HaHeceHHH
Ha KOXY B PEKOMEHIYEMBIX J103aX He OKa3bIBacT MECTHO-Pa3Apaxaloiero, pezopo-
THBHO-TOKCHYECKOTO, 3MOPHOTOKCHYECKOT0, TEPAaTOreHHOTO, MyTATEHHOTO 1 CeH-
CHOUNH3UPYIOIEro JeHCTBIA.

IIpenapat TOKCHUEH JJia KOLIEK, IMHNEN; a TakiKe PhlO M Apyrux rmp‘oﬁHOHTOB.__

I11. Ilopsanok npuMeHEHHS
11. Ipenapar Arakca® mpuMeHsIOT JUIs YHUYTOXEHUA BINeH, 610X, Baco-
¢H0R W HKCOIOBBIX KIIEIHEH, NapazuTUpYIOMIUNX Ha CDG&K&X, a TaKKe OIS 3alUThL
KUBOTHBIX OT UX HalaASHMs.
12. TIpoTuBoriokasanHeM K IPUMEHEHHKIO [PENapaTa ABIAeTCA HHAMBHAYaIb-
Hast MOBBIIICHHAS 9yBCTBHTEIBHOCTE KUBOTHOTO K KOMHOH_eHTaM_HpenapaTa. He



paspelaeTes IPUMCHSTE TIpenapatr OoNbHEIM WHPEKITHOHHEIMY 00Ie3HAMU H BbI-
3710PaBIHBAFOIAM JXHUBOTHBIM.

3anpelnaeTcs IPUMEHSTE IIPEIApaT KOIHKaM, & TAK)Ke KHBOTHBIM APYTHX BH-
IoB. [Ipy coBMECTHOM ComepXaHUM KOIIEK K CO0aK, XXUBOTHBIX HEOOXOIMMO CO-
JEPXKaTh OTAEIBHO A0 IOHOIO BRICHIXaHUA ¥ CODaKH MECTA HAHECEHHA TIpenapaTta
(Ans npenoTBpallleHns CIU3BIBAHUS IPeapaTd KOIIKOH). |

13. Ilpu paboTe c mpenapatoM cieAyeT coOMOaTs o0IKe NpaBuia IMIHOH
TATHEHE] M TEXHUKH 0€301aCHOCTH, NPelyCMOTPEHHBIE TIPH paboTe ¢ neKapcTBEH-
HEIME cpeacTBamu. Bo spems pa6o'T51' C TIpenapaToM He paspeinaercs KypuTh, THTh
¥ OIpUHAMATh umry. [To oxkoHYanuy paboTs! cienyeT THIATENEHO BBIMEBITE PYKH TEII-
Jo#t Bomo#t ¢ MbutoM. He ciejiyer IajyuTh H NOAIYCKATH KHBOTHOE K MAJCHbKIM.
IeTAM B Tedenue 24 gacop mocie o6paboTki.

ITpy ciry4aliHOM KOHTAKTe JICKapCTBEHHOrO. PENapaTa ¢ KOXKEH WM CIH3U-
CTEIME 000JI0YKaMH I71a3, UX HEOOXOIMMO MPOMBITE GOJIBLIAM KOJINYECTROM BOJIBL
JIroasM ¢ rufiepyyBCTBUTEIBEHOCTHIO K KOMITOHEHTAaM fipenapara cneayer uzberathb
TIPSIMOrO KOHTAaxTa ¢ IpenapartoM. B ciydyae mOABIEHUSA aUICPTAYCCKUX PEaKIIui
WY TIPH CIy9aiiHOM MOTIAaHuu IIPerapara B OPraiu3M YejIoBeKa CIeAyeT HeMea-
AHHO O0PaTUThCA B MEIHIIMHCKOE YupexaeHue (TipH cefe MMETh HHCTPYKIUIO TIO,
MPUMEHEHHUIO IIpeIrapara Uil 3TUKETKY). '

[IycTrie yiakoBKH U3-1TOA JIEKapCTBEHHOTO MperapaTa 3apemaeTes UCnOAb-
30BaTh /A OHITOBEIX IIefeH, OHY MOITIeKAT YTHUNH3ALUN ¢ OBITOBBIMY OTXOZAMH.

14. O6paboTKy CyK B IepHOA GEPeMEHHOCTH M BCKAPMIIMBAHKA TIPUILIONA
HPH HeoGXONMMOCTH IPOBOJST MO KOHTPOJIEM BeTePHHAPHOIO Bpaya. 3anpeeHo
IPUMEHEHHE IEHKaM MOJIOXKE 7-HeIEIBHOTO Bo3pacTa v/ Maccoi meree 1,5 Kr.
_ 15. Ilpenapar nNpUMEHSIOT SKMBOTHBIM OJHOKPAaTHO HYTEM KalleJbHOTO
(«Spot-on») HaHeCeHHs Ha CYXYIO HEMOBPEXIECHHYIO Kodxky. Ilepest McIons30BaHAeM
C IIHIETKH CHEMAIOT 3aLlUTHEIN KOJNAGYoK U, PACIIONONKHUB ce BepTHKaJIL_Ho_, TIpOKa-
ABIBAIOT 3AIUUTHY0. MEMGPaHy HOCHKA MANETKH (HaeB KOANAYOK-C 0OpaTHOMH cTo-
POHEIL), 34T€éM KOJIIIaYOK CHOBA CHEMAIOT, |

Ilpenapar, pa3sfiBHHYB IUepCTh, HAHOCAT KUBOTHOMY HEIOCPENCTBEHHO Ha
KOXY MEXIy NONATKaM¥ y OCHOBaHuWs Ineu. He cremyer HaHOCHTE Ipernapar Ha
BJIAKHYIO HIIH MOBPEKACHHYIO KOXKY H OOMYCKATE €ro CAH3bIBAHHE YKUBOTHEIM.

IIpu 06paboTKe KPYITHEIX XHUBOTHEIX CONEPKAMOE TTUTIETOK HAHOCST Ha KOXKY
B 3-4 MecTa BAOJE CIHHEL, OT XONKHA [0 XBOCTAa. _

B 3aBHCHMOCTH. OT Macchl XKHBOTHOTC UCHONL3YIOT npenapar Arakca® pas-
niyHoR GacoBKM B 103aX, YKa3aHHEIX B Tabmue:

Macca cobaxu Mapxuposka nunerky Ataxca® | Jlosa npenapara (HOMH-
HaNBHbIH 06BEM TTHIETKH);
MII |

o 4 kT A cobak BeCcoM Ho 4 Kr 0,4

oT 4 no 10 xr nns cobax Becom or 4 o 10 xkr | 1,0

ot 10 mo 25kr nas cofak BecoM ot 10 1o 25 xr | 2,5

ot 25 no 40 xr s codax BecoM Honee 25 kr | 4,0

Bonee 40 xr ' HCHOJIB3YIOT KOMOWHAIIMIO MUIIETOK Pa3sTHaHON dhacoBki




Tpu obpaboTke cobax Maccoi Oomee 40 Kr nipenapaT IPHUMEHAIOT U3 pacueTa
0,1 MI/KI' Macchl XXMBOTHOFO, HCIONb3YsS KOMOHHAIMIO MHMIETOK PasiidHON (a-
COBKH.

I'ubes MapasuTHpPYOIMX Ha KABOTHOM HACEKOMBIX mocie 06paboTku 1Ipo-
UCXOOUT B TEUEHUE 12 4acoB, THOEb WM OTKPEIICHIEC HKCOOOBBIX KIELICH - B
Teuenue 48 wacos. PenenenTHOe JelicTBre Tpenapara npoTHs 010X, BIIACOEIOB,
ABYKPBUIBIX KPOBOCOCY IIUX HACEKOMBIX, 2 TaK¥e HKCOJOBRIX KNEMIEd OCHE OHO-
KpaTHOH 06PaGOTKH JKHBOTHOTO Mposomxaetcs A0 4 Hemess. [TosTopHEe 06pa-
OOTKH IIpH HEOOXOTHMOCTH IPOROJAT 1 pas B MecsIl.

Ilpu Tepanuu amieprudeckoro AepMarnuTa, BEI3BAHHOTO HACEKOMBIMH, IIPe-
TIaparT 1enecoodpa3Ho UCIIONB30BaTE B COUETAHNH C JICKAPCTBCHHBIMH CPEACTBAMU
TATOFEHETHYECKOM H CUMITOMATUYECKOH TepalluH.

ITpenapat octaeTcs 3¢GhEKTUBHBIM, JaKe eCIIH MEePCTh JKABOTHOTO HAMOK-
HET, OJHAKO JUTMTENFHOTO HAXOXICHHS XKHUBOTHOTO B BOJE PEKOMEHIyeTCs, n3be-
raTh, B IeIsIX TIPeAOTBpalleHus CHIKenus 3¢dexrusHoctTH 06paboTku. B Takux
CIIydasx KHBOTHOE MOXET GHIThH HOBTOPHO 06paboTano npemaparom Arakca®, HO
He uaie 1 pasa B Hemeno,

Ecny »XUBOTHOE HEOOXOTUMO BEIMBITH € IIAMITYHEM, PEKOMEHIYSTCS CAeNnaTh
ATO N0 HAHECEHWS TIpernaparta.

16. TIOOOUHBIX SABJEHWH W OCHOXHEHMI IIpu INPHUMEHCHHH IIperapara
Ataxca® B COOTBETCTBHMH ¢ HacTosALIeH HHCTPYKIHEH, Kak OpPaBuio, He Habmoaa-
erca. B penkux ciaydasx BOSMOXKHB! HHJHUBUIYAIBHEIC peakiun Koxu (moxpacHe-
HHe, 3y1T), KOTOPEIE CaMONPON3BOIBHO HPOXOAAT B TeucHHe 1-4 nHel u e TpeGytor
TIPUMEHEHHS TEKAPCTBEHHBIX CPEACTB. B cilydae posBIeHIIs alIEPrHYeCcKAX peak-
Ui y YyBCTBUTEIHHOTO K KOMIIOHEHTaM IpelapaTa XUBOTHOTO, NpeapaT CIeayeT
TIHIATEBHO CMBITEH BOAOH ¢ MBLIOM ¥ OMOAOCHYTH IIEPCTh OOIBIIAM KOIHIECTBOM
TIPOTOYHON BOAEI, a IPH HEOOXOAUMOCTH HA3HAYKTE AHTUTHCTAMUHHEIE H CHMITTO-
MaTUYeCcKHe: CpencTBa.

17. TIpu nepeo3upOBKe IPENapaTa y HEKOTOPEX co0aK MOXKET HabIoAaThes
YTHETEHHOE COCTOSHME; pacliypeHHe 3paukos, HOBBMICHHOE CNIOHOOTIENCHUE,
‘MElliledHad fpoxb. B aTOoM ciiyyae mpenapar CMBIBAIOT BOZOU C MOIOIIHM cpen-
CTBOM U HPHUMEHSIOT OO0lijlie Mephl, HallparleHHLIe Ha ero BRIBCASHHES U3 opra-
HUZMA..

18. He cnesyer nmpuMeHsTh Mpenapat Atakca® oHOBpeMeHHO ¢ ApyrUMH UH-
CEKTOAaKapUIHAHBIMH JIEKAPCTBEHHBIMH IperapaTaMu,

19. OcoberHocTEl NEACTBUS TEKAPCTREHHOTO TIpenapaTa Npy IepBOM IpH-
MEHEHUH MK IIPH eI'0 OTMCHE HE BRIABICHO.

20. B ciry4ae HecoOMOfeHIs yCTaHOBICHHOIO CPOKa MOBTOPHEIX 06paboTok
IpAMEHEeHUE TIpenapaTa clielyeT BO30OHOBHTE B TOH JKe 03¢ TI0 TOH JKe cXeme.

21. Ilpenapar Ataxca® He mpeHa3HAYEH IS MPUMEHEHHS MPOIYKTHBHBIM
YKHBOTHEIM, ”




HauMeH0BaHKE | afpec IPOU3BOACTBEH- 1. .<<_KRKA, d-.d._,_ Novo mesto», Smar-
HBIX [UIOLaI0K IpousBoamTens npera-  jeska cesta 6, 8501 Novo mesto, Slo-
para venija;
2. «kKRKA, d.d., Novo mesto», Pov-
hovaulica 5, 8501 Novo mesto, Slove-
nija.

HanmeHoBaHMe, aipec OpraHusalyL, 000 «KPKA-PYCyx, 125212,
YIIOJIHOMOUEHHOH iepKaTeneM WK Bila- r.Mocksa, [ 0TOBHHCKOE HIOCCE, JOM
IesbIeM PEruCTPALOHHOr0 y0cToBe- 5, Kopnyc 1

pEHMA JIEKAPCTBEHHOTO NIpenapaTa Ha Tem.: (495) 981-10-95, daxc: (495)
NpUHATHE TIpeTeH3Uit OT HOTPeOHTENs 981-10-91.




