[0 BETEPMHAPHOMY IPMMEHEHHIO JIEKapCTBEHHOro npenapara Atakca®

(opranmzauusi-pazpadbotunk AOQ «KPKA, a.1., HoBo mecto», [lImapseiika
uecra 6, 8501 Hoso mecto, Crosenust/«KRKA, d.d., Novo meston,
SmarjeSka cesta 6, 8501 Novo mesto, Slovenija)

Howmep peructpaimonHoro yjaocroBepenus: 705-3-9.20-4676Nel I1BI1-3-4.15/04594

I. Obume cBegeHus

1. HaumeHOBaHUe TIeKapCTBEHHOTO Mpenapara JJisi BETEpUHAPHOTO IPUMEHE-
HUS:

ToproBoe HaumeHoBauue Atakca® (Ataxxa®™)

MEK/IyHapO/IHbI€ HEMAaTEHTOBAaHHbIE HAUMEHOBAaHUs JEHCTBYIOIIMX BEIIECTB:
UMHUJIAKJIONIPU /I, IEPMETPHH.

2. JlekapcTBeHHas ¢dopma: pacTBOP [Jisi HAPYXHOIO IIPUMEHEHHSI.

Atakca® B 1 MJI B KauecTBe JEHCTBYIOMX BEILECTB COMEPKUT MMHIAKIO-
npug — 100 mr u nepmetpur — 500 Mr, a TakKe BCIIOMOraTe/ibHbI€ BELIECTBA: JIH-
MeTUICYNb(OKCHA, N-METUINUPPOIUIOH, TPUTTTULIEPUbl CPEAHEH Leny, JTUMOH-
HYIO KHUCJIOTY ¥ Oy THJITHIPOKCHTOIYOJI.

3. Ilo BHemIHEMY BUY MpEICTABISIET COOON MPO3pavHblil pacTBOP OT KEJITO-
BaToOro /10 KOPUYHEBATOIO 1IBETA.

Cpok rogHOCTH mpenapara Ipu coOJIIOACHUH YCIIOBAN XpaHEeHUs — 3 roja ¢
JIaThl MMPOM3BOJICTBA. JallpelliaeTcsl IPUMEHEHHUE Ipernapara 1Mo UCTEUYEHUH CpOKa
rogJHOCTH.

4. Beinyckarot npenapat pachacoBanubsiM no 0,4; 1,0; 2,5 u 4,0 ma B nosu-
MEpHBIE MUNETKH, YKYTIOPEHHbIE 3alMTHBIM KosinaukoMm. Ka1yro UIeTKy ynako-
BBIBAIOT B MakeT 13 ¢oabru. [lakeTsl ¢ nuneTkaMmu 1o 1 wiM 3 WTYKH yI1aKoBBIBAOT
B KQpPTOHHBIE NMaYKH BMECTE C MHCTPYKLUEN 110 IPUMEHEHUIO.

5. XpaHsT JiekapCTBEHHBIH ITpenapar B 3aKpbITON YIIaKOBKE IPOU3BOAUTEINS
B 3alUIIIEHHOM OT MPSAMbBIX COJTHEYHBIX JIy4€i MeCTe, OT/ICJIbHO OT MMILEBBIX IPO-
JIYKTOB M KOpMOB, Ipu Temrnepatype ot 0 °C no 25 °C. He npuMeHsTh 10 UCTEYEHUH
CpPOKa rOJHOCTH.

6. [Ipenapar cneayer XpaHUTh B MeCTaX, HEAOCTYIIHBIX Ul JETEeH.

7. Heucrosib30BaHHBIN ITpenapar yTHIU3UPYIOT B COOTBETCTBHH ¢ TpeOoBa-
HHUSIMHM 3aKOHO/1aTeJIbCTBA.

8. OTnyckaercs 6e3 perienTa BeTepUHAPHOIO Bpaya.



[1. ®apmMaKoIOrHYecKue CBONCTBA

9. ITpenapat Ataxca® OTHOCHTCS. K (papMaxoTepaneBTHYECKOH IpyIne — WH-
CEKTOaKapULUIHBIE CPEJCTBA B KOMOMHALMX.

10. MMuAaKIONpHA ¥ IEPMETPHH, BXOUSIIKE B COCTAB IIpenapara, obianas
CHHEPTHAHBIM 3Q(eKTOM, 0Ka3hIBaIOT BRIPAKEHHOE HHCEKTHIIUIHOE, AKAPHLIHIHOE
U PEHEIJIEHTHOE AEHCTBHE.

IMpenapar  Atakca®  3¢dexkTuBeH  NPOTHB  HMMArMH&IBHBIX  H
[peUMariHAalbHBIX 1 TNYHHOYHBIX (a3 passutus 0nox (Ctenocephalides canis, Cte-
nocephalides felis), BnacoenoB (Trichodectes canis), ukcoposbix Kienlei (Rhipice-
phalus sanguineus W Ixodes ricinus, Dermacentor reticulatus), napasuTUPYIOIAX
Ha cobaxax, ofecleynBaeT 3alllMTy XHBOTHEIX OT HamaJcHusi koMapos (Aedes
aegypti, Culex pipiens), myx (Stomoxys calcitrans) u mockutoB (Phlebotomus pa-
patasi, Phlebotomus perniciosus).

CHpxaeT pHCK BO3MOXHOH Iepefadd >KHMBOTHBIM TPaHCMMCCHBHAIX
3a0oneBaHui, TakuxX Kak: Ooppenro3, PHKKETCHO3, IECHIIMAHKWO3, & TaKxKe
BO30yauTeNnsA cobaunero apnuxuosa (Ehrlichia canis) v np.

[lepMeTpyH — CHHTETHYECKMH ITUpeTpoua, obnanaeT HHCEKTULUIHBIM, aKa-
PUIMIHBIM ¥ PEIIEUIEHTHBIM JeHCTBYEM, MEXaHH3M KOTOPOT0 3aKiiodaeTcs B O110-
KUPOBAaHUU ITepeady HEPBHBIX UMITYJIBCOB, YTO BbI3BIBAET HAPYIIEHHE KOOPMHA-
LA IBHKCHUM, rIapaiiy U rubenb SKTONapa3UToB.

HMMHIaKIONPHA OTHOCHTCS K XJOPOHMKOTHHUIIOBBIM HHCEKTHLHAM, KOTO-
pBEIE B3aMMOAEHCTBYIOT C AalETHIXONMHOBBIMH pELENTOPaMH YICHHCTOHOIMX,
HApYIIAIOT MepeAady HEPBHBIX KMITYILCOB, BbI3bIBas THOEIb HACEKOMBIX. JIeHCTBY A
KaK @KTHBATOP HEPBHOTO y3j1a WISHHUCTOHOTHX, HMHMIAKIIONPU] YCHIIMBAET TAKKe
HHCEKTHIIMIHOE ACHCTBHE NepPMETPHHA.

IMocne npumeHerus npenapara Atakca®™ ero aKTHBHBIE KOMIIOHEHTHI, IIPaK-
THYECKU HE BCACHIBAsSCh B CHCTEMHBII KPOBOTOK, OBICTPO PacHpeeNsitoTes 10 I10-
BEPXHOCTH Tella W, YAepKUBasCh Ha MHACPMHCE M IIEPCTH, OKA3bIBAIOT AIUTENb-
Hoe (10 4-X HellesIh) KOHTAKTHOE MHCEKTHIIHIHOE NeHCTBHE.

Artaxca® ro crerneny Bo3eHCTBUS HA OPIaHKU3M OTHOCHUTCS K YMEPEHHO Onac-
HbIM Beiecrsam (3 wiace onacHocTH no 'OCT 12.1.007-76), npd HaHECEHMH HA
KOXY B PEKOMEHIYEMBIX [103aX HE OKa3blBaeT MEeCTHO-pa3[pa)kaloliero, pesopo-
TUBHO-TOKCHYECKOT'0, IMOPHOTOKCHYECKOT0, TEPaTOr€HHOI0, MyTareéHHOIO ¥ CEeH-
CHOMJIM3UPYIOUIEro JeHCTBHS.

IIpenapat TOKCUYEH JUTs KOIIIEK, T4, a TAKXKE PBIO U IpyTuX I'iIpOoOHOHTOB.

I11. TTopsigok IIpUMEHEHHS
11. INpenapar Arakca® mpuMeHsIOT IUIsl YHUYTOXKEHUs! Bilei, 610X, Blaco-
€I0B M HKCOJOBBIX KJCIIEH, NapasuTHPYIOIKUX Ha cobaKax, a TaKkKe JUIs 3aLUTHI
YKHBOTHEIX OT UX HallaJeHUs.
12. IIlpoTHBONOKa3aHHEM K IIPUMEHEHHUIO Iperapara ABIACTCH MHAHBHY allb-
Has MOBBIIICHHAS 1yBCTBHUTENBHOCTh KHBOTHOI'O K KOMIIOHCHTam Ipenapara. He



PaspemiaeTcs NPUMEHSTh npenapar 60NbHBIM HHGEKIHOHHBIME OONE3HAMHA U BbI-
3A0PABINBAIOLIMM KHUBOTHEIM.

3anperaeTcs NPUMEHSTE [IperapaT KOIIKAM, a8 TAK)KE JXUBOTHBIM JIPYTHX BH-
noB. TIpy COBMECTHOM COLEPKAHMK KOUIEK H coOak, )XUBOTHBIX HEOOXOIHMO CO-
JepPIKaTh OTAENBHO JIO ITOJIHOTO BBICHIXaHHs y cOOaKH MECTa HAHeCEeHHs Iperapara
(st 1peIOTBPALIEHVS CIIM3BIBaHKS [IperapaTa KOIKOH ).

13. [lpu pabote ¢ mpenapaToM CieAyeT cobmoAaTs OBIIUE IPaBUIa JIMYHOH
I'MTMEHBl B TEXHHKH 0€30IacHOCTH, ITpe/lyCMOTPEHHbIE IIpH paboTe ¢ IeKapCTBeH-
HBIMHU cpejcTBaMu. Bo BpeMs paboTHI ¢ IpeniapaToM He pa3pellacTcs KypUTh, TUTh
U TipuHUMAaTh nunty. ITo okonyanuy paboTsl clielyeT TIATEIbHO BLIMBITL DYKU Tell-
oi BoAo#l ¢ MputoM. He ciejlyer miaquTh U MOQIYCKaTh XHUBOTHOE K MalIeHbKHUM
JEeTSM B TedcHue 24 yacos 1ociie 06paboTKu.

ITpu crmyyaiiHOM KOHTaKTe JIEKapCTBEHHOIO Npenapara ¢ KOXeH Wi ClIM3u-
CTBEIMH 000JIOUKAMH 1J143, KX HEOOXOJUMO IIPOMBITE OONBUIMM KOIMYECTBOM BOJIEI.
JliofaM ¢ runep4yBCTBUTENBHOCTRIO K KOMIIOHEHTaM Ipenapara cieyeT usberars
IIPSIMOTO KOHTAKTA C rpenapaToM. B ciyuyae MosBreHus ajulepruyecKux peaKiyid
HITH [IPH CITyyaiioM NOMNAafaHuy IIperapaTta B OpraHM3M YeNoBeKa ciiellyeT HeMe-
JeHHO OGPaTHTBCS B MEJIMLMHCKOE Yupex/IeHue (py cebe UMeTh MHCTPYKIHMIO 10
IPUMEHEHHMIO TIperapaTa Uil ITHKETKY).

[TycThle yHaKOBKY M3-N10 JICKAPCTBEHHOI'O [IpENapaTa 3alpernaeTes HCrob-
30BaTh /Ui OBITOBLIX Iiefeil, OHM TOIeXAaT YTUIM3ALKUH C OBITOBEIMHE OTXOIAMH.

14. O6paboTKy CyK B TiepHoH OGepeMeHHOCTH M BCKAPMIIMBAHHS HPHILIONA
IPH HEOOXOUMOCTH IPOBOJIST [10]] KOHTPOJIEM BETEPHHAPHOTO Bpada. 3apelieHo
NpMMEHEHHE [TIEHKaM MOJIoXKe 7-HeJeNLHOr0 BO3pacTa H/UIH Maccoi Menee 1,5 Kr.

15. IlpemapaT TpPHUMEHSIOT JXHBOTHBIM OAHOKPATHO IIyTEM KalleIbHOTro
(«spot-on») HaHEeCeHHs Ha CyXy10 HEMOBPEKIEHHYIO KOXKy. [Iepes ucnoss3oBaHieM
C TTMIETKY CHHMAIOT 3alMTHBINA KOIINavoK U, Paclo/IoKHB €€ BEPTUKAIBHO, IIpoKa-~
NBIBAIOT 3LIMTHYIO MEMOPAHY HOCHKA ITUIIETKH (HaJCB KOJIIa40K ¢ OOpaTHOM CTO-
POHBI), 3aTEM KOJINA4OK CHOBA CHUMAIOT.

ITpemapar, pa3gBUHYB LIEPCTh, HAHOCAT XHBOTHOMY HEIOCPEJICTBEHHO Ha
KOXY MEXAy JIomaTkaMHi y OCHOBaHHUA meH. He ciexyer HanocuTh nipernapar Ha
BIAKHYIO WIH [TOBPEXACHHYIO KOXKY H JIOILyCKaTh €r0 CIH3bIBAHHE KHUBOTHBIM.

ITpu 06paboTKe KPYIIHBIX X XHBOTHBIX COIEPIKUMOE IMUIETOK HAHOCAT Ha KOXKY
B 3-4 MecTa BAOJIb CIIMHBI, OT XOJIKH 0 XBOCTA.

B 38BUCHMOCTH OT M&cChl )KHBOTHOTO HCIIONB3YIOT npenapar Ataxca® pas-
audHoM hacoBKM B A03aX, YKazaHHbBIX B TabJuMLE:

Macca cobaku MapKupOBKa MHANETKHA Arakca® | Jloza npenapara (Homu-
HATbHEIH 00beM ITUIETKH ),
MII

no 4 xr s codax BECOM JI0 4 KT 0,4

or 4 no 10 xr it cobax Becom ot 4 o 10 xr | 1,0

ot 10 mo 25kr 11s cobak BecoM oT 10 j1o 25 kr | 2,5

ot 25 o 40 xr i cobax BecoMm 6onee 25 xr | 4,0

b6omnee 40 kr HCIIONB3YIOT KOMOHHAIMIO [TAIETOK Pa3IMIHON (hacoBKyU




ITpu o6paGoTke cobax Maccoit 6onee 40 Xr npenapat IPUMEHSIOT U3 pacyeTa
0,1 MJI/KT MAcCHl XXHBOTHOTO, MCIOJB3Ysl KOMOMHAIIMIO NHIIETOK PasiM4HON (a-
COBKH.

I'uGens mapasuTUPYIONTMX HA KHUBOTHOM HaCEKOMBIX Hocse 06paboTky mpo-
ACXOAUT B TeueHue 12 yacoB, rubesp WIH OTKPEIUIEHHE MKCOJOBBIX KIELIEH - B
Teyenne 48 yaco. PenennentHoe meiicTBUe mpenapara IPOTUB OJIOX, BIACOE/OB,
JIBYKDBLIBIX KPOBOCOCYILIMX HACCKOMBIX, 4 TAKXK€e MKCOZOBbIX KIEIIEH [10ce OJHO-
KpaTHOH 00paboTKK KHBOTHOTO HpoposnkaeTcs ao 4 Heacns. IToBTOpHBIC 0bpa-
OOTKM TpU HeoOXO0ANMOCTH IPOBOAAT 1 pas B MecsIl.

Ilpy Tepanuu amieprudecKoro JEpMaTHTa, BRI3BAHHOINO HACEKOMBIMH, IIpe-
Tiapat 1execoo0pa3Ho UCIOb30BATh B COUETAHKHU C JICKAPCTBEHHBIMH CPEACTBAMH
[aTOreHeTHYECKOH U CUMIITOMATHYECKOU TepalnH.

[Tpenapat octacTcs 3QQMEKTHBHBIM, JAXe €CIU IepCTh JKUBOTHOIO HAMOK-
HET, OJHAKO JUTHTEILHOTO HaXOX/ICHHS XUBOTHOrO B BOJE PEKOMEHAYyeTCs u3be-
rath, B LEJAX IPEJOTBpPAIIEH s cCHIKeHus >(QdexTuBHocTy 06paborku. B rakix
CIy4asx KMBOTHOE MOXeT ObITh MOBTOPHO 00paboTaHo MpenapaToMm Artakca®, Ho
He 4aille 1 pasza B HeJIeNro.

Ecny xKHBOTHOE HEOOXO0/IUMO BEIMBITH C IIAMITyHEM, PEKOMEHYETC CACNATh
3TO 10 HAaHECEHMs Npernapara.

16. TTobouHBIX ABJICHHE K OCIOXHEHWH IIpH NPHMEHCHMM Hpernaparta
Arakca® B COOTBETCTBHH ¢ HAcTOALICH MHCTPYKIWel, KaKk NpaBuio, He HaOmo/a-
ercs. B pemkux clydasx BO3MOXHBI MHAMBH/yallbHbIE PEAKIUM KOXH ([IOKpacHe-
HUE, 3Y/1), KOTOPbIE CAMOIIPOU3BOIBHO [IPOXO/IAT B TeueHue 1-4 nHeil u He TpedyIioT
IPMMEHEHHU JIeKapCTBEHHAIX CpecTB. B ciyuae 1posBieHus aulepruiecKuX peaK-
LKA Yy 4YyBCTBUTENIHEHOTO K KOMIIOHEHTAM NIpelnapaTa JXK#BOTHOIO, Ipenapart cilenyer
TIIATENBHO CMBITh BOJOM ¢ MBIJIOM M OIONOCHYTH IIEPCTh DONBIIAM KOJHYECTBOM
MPOTOYHOH BOABL, & NPY HEOOXOAMMOCTH HA3HAYUTH aHTUTHCTAMUHHBIE M CHMIITO-
MaTH4ECKHE CPECTBa.

17. Ipu nepeio3upoBKe npeapaTa y HEeKOTOPbIX cobax MOXeT HAaOIFOAATHCS
YITHETCHHOE COCTOSHME, PacIlMpeHHe 3padvKoB, MOBHILICHHOE CIIOHOOTIEICHHE,
MBILIEYHAA JpOXb. B 3TOM clyyae rnperapaT CMBIBalOT BOJOH C MOIOIIUM Cpel-
CTBOM H NPHMEHSIOT OOIIHME Mephbl, HAIPABJCHHLIC HA ero BBIBEJCHME W3 Opra-
HH3Ma.

18. He ciiedyer IpUMeHsTh ipenapat ATakca® 0AHOBPEMEHHO ¢ IPY THMH ¥H-
CEKTOAKAPHLIM/[HBIMH JIEKapCTBEHHBIMH TIperapaTaMu.

19. OcolennocTei neiicTBUS JIEKAPCTBEHHOTO Iperapara Ipyd nepsoM MpH-
MEHEHMH WJIH [PH €ro OTMEHE HE BLISIBIEHO.

20. B ciyuae HecoGrOIeHHs yCTAHOBIEHHOTO CPOKa [TOBTOPHBIX 00paboTOK
IIpUMeHEHH e Tpenapara clefyeT BO30OHOBHTE B TOH e J103¢ 110 TOH XKe cxeMe.

21. TIpenapar Atakca® He npeaHa3Ha4yeH JUIA NPUMEHEHHUs IPOLYKTHBHBIM
UBOTHBIM.



Haumenosanwue u aapec npousBojacteH- 1. AO «KPKA, x.1., Hoso mecto,

HBIX IJIOIAI0K npousBoauTelis npena-  [lImapeemka necra 6, 8501 Hoso me-

para cro, Cnosenunst/ «kKRKA, d.d., Novo
mesto», gmarjeéka cesta 6, 8501
Novo mesto, Slovenija
2. AO «KPKA, a.n., HoBo mectoy,
[ToBxoBa ynuua 5, 8501 Hoso mecro,
Cnosenus/ «KRKA, d.d., Novo
mesto», Povhova ulica 5, 8501 Novo
mesto, Slovenija

HauMeHOoBaHue, aJipec OpraHu3aluu, 000 «KPKA-PYCy», 125212,
YIIOJIHOMOYEHHOH Jep)karesieM Ui Bia- . Mocksa, ['onoBuHCKOE IIOCCE, 10M
JIeNIbIEM PETUCTPAILIMOHHOIO YO0CTOBe- 5, Kopryc 1

pEeHHMs IeKapCTBEHHOI'0 Npernapara Ha ten.: +7(495) 981-10-95,

[PUHSATHE TIPETEH3UN OT NMoTpedUTeNs dbakc: +7(495) 981-10-91

[Tpencrasutens AO «KPKA, a.1., HoBo mecTo» WW M.C. VMiBanosa



