WHCTPYKLUUA

NO BETEPUHAPHOMY NPUMEHEHUIO NEKAPCTBEHHOIO MPENAPATA
OPOHTNAMHKOMBO

(Opranm3anus-paspadorunk: bepunrep Muarensxaiitm Aauman Xeinc @panc OcCuldc, 29 aBeHIo
Touwu T'apuwe, 69007, JTuon, ®panrus / Boehringer Ingelheim Animal Health France SCS,
29 avenue Tony Garnier, 69007, Lyon, France)

. O0ume cBexeHus

1. ToproBoe HauMeHOBaHUE JIeKapcTBeHHOTO Ipenapara: @pontiaitn Kom6o (Frontline Combo).
MesxtyHapoHOEe HEMaTeHTOBAaHHOE HAaMMEHOBaHUe: (GUITPOHUII, S -METOTPEH.
2. JlekapcTBeHHas (opMa: pacTBOp JJIs HAPYKHOTO MPUMEHECHHUSL.

®pontnaitH Kom6o B 100 M B kauecTBe IEHCTBYIONMX BEUIECTB COAECPKUT dunponmi 10 r
u S-metornpeH — 9 1 (a1a cobak) uian 12 T (U KOIEK M XOPHKOB), a TakKe BCIIOMOTATeIbHBIC
BEIIECTBA: ATAHOJ, MIOBHUJIOH, TTosmcopOat 80, OyTUITHPOKCHAHN30II, OYTHUITHAPOKCUTOIYON U
MOHOATHUJIOBBIN 3GUDP TUITUICHTITHKOJISL.
3. Ilo BHenmemy Buay ®pontiaitn Kom6o npencraBiser co6oil YUCTHIN Mpo3pavHbIil pacTBOp
SHTapHOTO I[BETA.

CpOK roJIHOCTH JICKaPCTBEHHOTO IIperrapara mpy COOII0ICHUH YCIOBUM XpaHeHUs — 3 roja ¢
JaThl Tpou3BoAcTBA. [lociie BCKphITHS MUNETKU TpenapaT He MOJUIKUT XpAHEHU 0. 3aMpelaeTc st
M CIIOJIb30BATh JICKAPCTBEHHBIN ITpenapar o HCTEYCHUU CPOKA TOTHOCTH .

Bruinyckaror @porminaiia Kom60 pachacoBaHHBIM JUISL KOIIIEK U XOpbKOB 110 0,5 Mi1, utst cobak
o 0,67 mu (S); 1,34 mux M); 2,68 v (L) u 4,02 v (XL) B numneTka u3 TepMoGopMOBaHHOM
00010UKH  (TOJTUIPONMJIEH M KOIOJHMMEDP IMOJMAKpUIOHUTPUII-METHIAKPUIIATa) U IUIEHKH
(monudTUIIEHTEpEedTAIAT, ATIOMHHHUN M KONOJUMED IOJUAKPHIOHUTPUII-METHIIAKpHIIATA) C
OTJIAaMBIBAIONMMCSI KOHUMKOM, ITOMEIICHHBIC TTOIITYYHO B OJIMCTEPHl BMECTE C MHCTPYKIIUEH T10
MPUMEHEHUIO.
4. XpaHsiT JIEKapCTBEHHBIM MpemapaTr B 3aKpbITOH VIAKOBKE MPOMU3BOJMTEINS, OTACABLHO OT
NHUIIEBBIX NPOAYKTOB M KOPMOB, B 3allMIIEHHOM OT IPSIMBIX COJHEYHBIX JIydeW MecTe, IpH
temueparype He Beime 30°C.
5. ®pontnaits Kom0o cnemyer XpaHUTh B HEAOCTYITHOM JUIS JIETEH MecCTe.
6. Hencmonb30BaHHBIHM JICKAPCTBEHHBIN ITpenapaT yTUIN3HPYIOT B COOTBETCTBUH C TPEOOBAHUSIMH
3aKOHOJIaTCILCTBA.
7. ®pontinaitH Kombo otnyckaercs 6e3 perenrta BETEpUHAPHOIo Bpaya.

Il.®dapmakojioruyeckne cBOWCTBA

®ponTtnaitn Kom60 oTHOCHTCS K KOMOMHHUPOBAHHBIM WHCEKTOAKAPHUITU AHBIM JIEKAPCTBEHHBIM
npenaparaM KOHTaKTHOTO JEHCTBHS.

QUMPOHUIT — WHCEKTOAKAPUIIN TPYIIbl (EeHUIMUPA30JI0B, MEXaHU3M €ro KOHTAKTHOTO
NEHCTBUS 3aKimovaercss B OnokupoBaHuu ['AMK-3aBUCHMBIX PEIENTOPOB WICHHUCTOHOTHX,
HapyIIEHUH Tepeayu HEPBHBIX UMITYJILCOB, UTO MPUBOAUT K MapajIndy U THOEIN SKTOMapa3uToB.

S-METOMpeH — aHalor IOBEHUIIFHOTO TOPMOHA, PETyIsaTopa pPOCTa HACEKOMBIX; Hapylas
CHHTE3 XWTHHA, BBI3BIBACT AHOMAJIWM PA3BUTHsI HACEKOMBIX HA CTAaIUM fAWllA U JIMYUHKH,
NpEAOTBPALLAECT IOSBJICHUE IIOJIOBO3PEIbIX HACEKOMBIX Ha JXMBOTHBIX M B MECTax HX
coJiepKaHu4.

®ponTiaitH KoM0o akTuBEH B OTHOLICHUU
- 610x (ImoJI0BO3pEIbie U IpenMarnHajibHbIe Gassl passutus) Ctenocephalides spp.;

- BiacoeznoB Felicola subrostratus, Trichodectes canis;



- UKCOMOBBIX Kiemei (Bce asbl passutus) Dermacentor  variabilis, Dermacentor
reticulatus, Rhipicephalus sanguineus, Ixodes scapularis, Ixodes ricinus, Ixodes holocyclus,
Haemaphysalis longicornis, Haemaphysalis flava, Haemaphysalis campanulata, Haemaphysalis
leachi, Amblyomma americanum;

- komapoB Aedes aegypti;

- CapKOIITOMIHBIX KiIemiel Sarcoptes scabiei var. canis.

Ilocne HaHeceHUs Ha KOXKY JIEHCTBYIOIME BEIIECTBA MOCTETIEHHO PACIPEesIOTCs 10 Beel
MMOBCPXHOCTHU TCJIa JKUBOTHOTO B TCUCHUC 24 49acCoB, MPAKTHUYCCKN HC BCACHIBASCH B CHCTEMHBII
KPOBOTOK, HAKaIlJIMUBAIOTCA B OSHIOUIACPMHCC, BOJIOCAHBIX JIYKOBHIIAX M CaJbHBIX XKCJIC3aX,
OKa3bIBAIOT JJIMTENbHOE KOHTAaKTHOE JeficTBHe, o0ecreunBas 3alMTy >KUBOTHOTO OT
9KTOIApa3UTOB.

OnHokpatHass 00pabOTKa >XKMBOTHOTO O0ecneYUBaeT YHMUYTOKeHHe 0JI0OX U Kiellei B
TeueHue 24 u 48 4acoB, COOTBETCTBEHHO. 3alMTHOE JEHCTBHUE Mpenapara NPpoTUB MKCOI0BBIX
KIEHEH NpoAOoIKaeTCsl y KOLeK, co0ak M XOpPbKOB — 10 4 HeAesb; MPOTUB MOJOBO3PEIBIX U
MpeuMarnHaJbHbIX (a3 Pa3BUTHS HACEKOMBIX — Y KOIIIEK U XOPBHKOB 110 6 Henemb, y cobak —4 - 12
HEJIEIb.

®ponTiaitH Kom0o mo crenmeHu BO3AEHCTBUS Ha OpPraHU3M OTHOCHUTCS K BELIECTBAM
ymepeHHO omacHbIM (3 kirace onmacHoctu mo 'OCT 12.1.007-76), B pekOMEH0BaHHBIX 033X HE
OKa3bIBACT KOXKHO-PA3IPAXKAIONUIETO U PEe30pOTHBHO-TOKCHYECKOTO, 3MOPUOTOKCHYECKOTO H
TEpPaTOreHHOTO NEHCTBUS, MPU MONAJaHUH B Ivla3a BBI3bIBAET ciiaboe pasapaxenue. [Ipemapar
TOKCHUYEH JIs1 KPOJIMKOB, ITYE, a TAKKE PbIO U IPYrUX TUIAPOOUOHTOB.

III.ITopsiiok nmpuMeHeHUst

11. ®pormmarin  Kom00 Ha3zHadaroT coOakaM, KOIIKAM ¥ XOpbKaM JUISL JIEYEHHUS |
OpPO(UIAKTUKYA SHTOMO30B, BbI3bIBAEMbIX OJ0XaMHU, BIIAMU M BJAacO€laMH; aKapo30B,
BBI3BIBAEMBIX HMKCOJIOBBIMU KIICIIAMH; B KOMIUICKCHOW TEpAIMU aJUIEPTHYeCKOr0 JIepMaTHUTa,
BBI3BIBACMOTO  OJIOXaMH, a TakKe JUIS  TPEIOTBPAIICHUS TPUKPEILUICHUS] W Pa3BUTHUS
JKTOIMAPa3UTOB Ha )KUBOTHBIX.

12. TlpoTuBOmOKa3aHWEM K TPUMEHEHUIO SBJSCTCS TIOBBIMICHHAS WHIUBUAyaIbHAS
YYBCTBUTEIHHOCTD KMBOTHOTO K KOMITIOHEHTaM Iperapara (B TOM Yrciie B aHaMHE3e).

3anpermaercs npuMeHeHue OpoutiaitH Kom6o GonpHBIM MHGEKIIMOHHBIMU OONE3HAMHU U
0c1abJIEHHBIM )KMBOTHBIM, IIIEHKaM U KOTSITaM MOJIOKE 8-HEeAeIbHOro Bo3pacTa, codakaM Maccoi
MEHee 2 KT, KOIIKaM Maccoil MeHee | Kr, XOopbKaM B BO3pacTe MeHee 6 Mec.

13. TIpu paboTe ¢ JIeKapCTBEHHBIM ITPENAPATOM CIEAYET COOJ0AaTh O0IME MPaBHIa JIMIHOU
TUTMEHbl U TEXHUKH O€30MacHOCTH, IPEAyCMOTPEHHbIE Ipu paboTe C JiIeKapCTBEHHBIMU
CpeICTBAaMU BETEPHHAPHOIO Ha3HAYCHUS.

Ilpu mpoBeneHun JiedeOHO-MPOPUIAKTUUECKIX MEPOMPUITHA C  HUCHOJB30BAaHUEM
Opoutnaitn Kom0o pekomeHayeTcsi HCIOIb30BaTh PE3MHOBBIC mepyaTku. Bo Bpemsi paboThbl
3alpenaeTcss KypuTh, MUTh U IPUHUMATH Tuily. [locie paboThl ¢ TeKapCTBEHHBIM MpernapaToM
CJIEITyeT BBIMBITh PYKH C MBIJIOM.

B Teuenme 24 yacoB mocie oOpabOTKM >KMBOTHOE HE CIIEAyeT TWaJAUTh U MOMIYCKATh K
MaJICHBKUM JICTSIM.

He crnemyer nomyckaTth K paboTe C MmperaparoM JHI[ ¢ MPU3HAKAMU aJUICPTUUYCCKUX,
pPECTIMPATOPHBIX U KOKHBIX 3a00eBaHuil. JII01IM ¢ TUIepYyBCTBUTEILHOCTHIO K KOMIIOHEHTaM
npernapara HeoOxoauMo u30erath npsMoro koHtrakra ¢ @pontiaitn Kom6o. IIpu ciayuaitHom
MOTIaIaHIH JICKAPCTBEHHOTO Ipernapara Ha KOXKY FIJIH CITU3UCThIC 000JI0UYKH I1a3 UX He0OX0IMMO
MPOMBITH OOJIBIIMM KOJIMYECTBOM BOJBI. B ciiydae nposiBiaeHUs alliepri4eckuX peakiuii Ui mnpu
CIIy4aifHOM TIOTaJJaHUU TIperapaTa B OpPraHU3M 4YeJIOBeKa CJIeIyeT HEMEUICHHO OOpaTHThCS B
MEIHUITMHCKOE yapexaeHne (pu cede UMETh MHCTPYKIIHIO 110 IIPUMEHEHHIO UITH STUKETKY).

3ampermaercs MCHOJB30BAHHME MYCThIX MHUIETOK M3-TIOJ JEKAPCTBEHHOIO Mpemapara s
OBITOBBIX 1eNel. VIX MOMEAT B 1e/I0(GaHOBBIN NAKET U YTUIIU3HPYIOT C OBITOBBIMH OTXOJAMH.




14. ®pontnaiin KoM00 MOXHO HCIOIB30BaTh IS OOpPaOOTKM IJIGMEHHBIX >KHBOTHBIX,
OEepeMEHHBIX U JTAKTUPYIOIIMX CaMOK.

15. ®pontnaitn KomM00 NpPUMEHSIOT >XHUBOTHBIM OJHOKPATHO IIYT€M TONHUKAIGHOTO
HaHECeHUs (CMOT-OH) Ha CyXyl0 HEMOBPEXKICHHYIO KOXY, HCIOIB3Yys IMUIIETKH Pa3TudHON
(acoBkH.

Ilepen 0OpabOTKOW y MUTIETKH OTJIAMBIBAIOT KOHUUK, PA3BHUTAIOT y KHUBOTHOTO IIEPCTh B
00J1acTH CIIMHBI (MEXy JIOMAaTKaMH) W, HAXKUMas Ha THUIIETKY, HAHOCIT Mpernapar Ha KOXY B
00JacTy XOJNKH B OJHY HUIM HECKOJIBKO TOYEK B MUHUMabHOU no3e 0,067 mui/kr ans cobak u

0,05 MII/KT U1 KOIIEK, COTVIACHO TaOJIMIIE:

Bug O0beM ucoIb3yeMoit Conepxanue IeHCTBYIOIMX BEIIECTB B
KUBOTHOTO, MUTMETKA U 0003HaUEHUE Ha | nunerke
Macca Kr YIIAKOBKE @unpoHua, Mr S-MeTonpeHa, Mr
Cobaxu:
>2<10 0,67 ma (S) 67,0 60,3
>10<20 1,34 M (M) 134,0 120,6
>20<40 2,68 ma (L) 268,0 2412
>40<60 4,02 ma (XL) 402,0 361,8
Komku, xopbku 0,5 mu 50,0 60,0

s o6paboTku cobak, mMacca KOTOphIX Oonee 60 Kr, UCIOIB3YIOT KOMOMHAIIMIO MHUIIETOK
pasHoro oowsema u3 pacuera 0,067 Mr/kr.

Jlst 06paboTKu KoIleK, macca KOTOphiX Oosee 10 Kr, ucmonb3yloT 2 nmumnetku oobemom 0,5
MIL

He cnenyer MbITh M KynaTh XKHBOTHBIX C MOIOIIMMHU CPEJCTBAMH, JIOMYCKaTh >KUBOTHBIX B
IPUPOJHBIE BOJOEMBI B TeueHUEe 48 yacoB mocie o0pabOoTKH, a Takke HAHOCUTh Ipernapar Ha
BJIQKHYIO WJIM TIOBPEXKICHHYIO KOXKY.

[ToBTOpHBIE 00pAaOOTKN KUBOTHBIX ITPOBOJAT IO MTOKA3aHUsIM, HO He yaite 1 pas3a B 3 Henenu.

B nensx mpenoTBpalleHUs MOBTOPHOM MH(ECTALlMM >)KUBOTHBIX OJIOXaMH PEKOMEHYEeTCsI
0o0pabaTeIBaTh BCEX XKMBOTHBIX, OOMTAIOIMX COBMECTHO, @ TAKKE 3aMEHUThH IMOJCTHIIKUA WU
00paboTaTh WX WHCEKTHIMIHBIM CpPEJCTBOM B COOTBETCTBHM C WHCTPYKIHEH 10 €ro
HPUMEHEHHUIO.

16. Ilpu nmpuMeHEHUU Mpenapara B COOTBETCTBUU C HACTOSIIEH WHCTPYKIHEH MOOOYHBIX
SIBIICHUI W OCJIO)KHEHWW Yy J>KMBOTHBIX, KaK MpPaBWIO, He HaOmomaercs. OUeHb pelnKo Imocie
HAHECEHUsI BO3MOXKHBI OOIMM 3y[ W BBINAJEHHE IIEPCTU, HA MECTE HAHECEHMs - CKIECHBaHME
IIepCTH, C1ab0 BBIPAXKEHHAS PEAKIHsS KOXKHU (3yll, BBINAJCHHE LIEPCTH, 00ECIBEUNBAHUE KOXH,
MOKPaCHEHHWE KOXKHM, IICNyIICHNWE), a IpU TONaJaHuH Ipenapara BHYTPb - YpPEe3MEpPHOE
CJIIOHOOT/IETICHHE.

B penkux ciydasx mocie IpUMEHEHHUs Mpernapara y XKHUBOTHOTO BO3MOXKHO IPOSIBIICHUE
00paTUMBIX HEBPOJOTHUYECKAX CUMITTOMOB (TIOBBIIIICHHAS YyBCTBUTEIBHOCTD HA pa3ApakKuTeIH,
JeTipeccus, apyrue HEBPOJIOTUYECKUE CHUMIITOMBI).
MoryTt HabIIOAATECS PBOTA MM PECITUPATOPHBIE CHMITTOMBI.

Ilpy mOBBIIEHHONW WHAMBH/AYaJIbHOM UYYBCTBUTENBHOCTH U TMOSBICHHUM aJUIEPTHYECKH X
peakiuii npemnapaT CleAyeT CMBITh BOJOW C MOIOIMM CpPEACTBOM M NpPHU HEOOXOIMMOCTH
HA3HAYUTh AHTUTHCTAMUHHBIC ITPETTapaThl.

17. Ilpu nepeno3upoBKe y )KUBOTHOTO MOXKET HaOII01aThcs U30BITOUHOE CIIOHOOT JeNICHHE,
MBIIIEYHAs! IPOKb, pBOTA. B 3TOM citydae mperapar CMBIBAaIOT BOJIOW C MOIOIMM CPEACTBOM, U
HA3HAYaloT )KHBOTHOMY aHTUTMCTAMUHHBIE IIPENapaThl U CPEACTBA CUMIITOMATUYECKOM Tepanui.

18. ®ponrnaitn Komb0o He  ciemyer  OPUMEHSATH  COBMECTHO  C  JIPYTUMH
WHCEKTOAKAPHUITHIHBIMH CPEJCTBAMU Il 00PaOOTKU JKMBOTHBIX.

19. OcoGenHocreil nelicTBUS JEKApCTBEHHOIO Mpenapara Npyu ero nepBoM NPUMEHEHUHU U
OTMEHE HE BBISIBJICHO. Ha mepcTi KUBOTHOTO MOXKET OTMEUAThCsl BIAXKHOE MITH MACIISTHOE TISITHO
Ha MPOTSLKEHUH 24 4acoB IMOCIIEe HAHECEHU S Ipenapara.



20. Cnenyer u30eraTb HapylleHU PEKOMEHIYEMOIO HHTEpBajla MEXJy 0O0pabOTKaMM, Tak
KaK 3TO MOXXET NPUBECTH K CHIKEHUIO 3(hdeKTMBHOCTM mpemnapaTta. B cioyuae mnpomycka
ouepeHol 00paboTKU ee CleyeT MPOBECTH KaK MOKHO CKOpee B TOH ke /103€.

21. ®pontnaitn Kom6o He mpeaHa3HaueH isi 00pabOTKU MPOIYKTUBHBIX )KUBOTHBIX.

HanmmMenoBanus 1 agpeca mpou3BOJICTBEHHBIX  bepmHrep MATenpXaiM Aumman Xenc dpasc,
IJIONIAJOK IPOU3BOIUTEIIS JIEKAPCTBEHHOIO 4 [lemu mro Kaneke, 31000 Tymy3a, @panius
nperapara Jijisl BETepUHApHOTO IpuMeHeHus [
Boehringer Ingelheim Animal Health France,
4 chemin du Calquet, 31000, Toulouse, France

HaumenoBanue, agpec opraHusanui, 00O «bepunrep Nurenbxaitm»,
YIIOJIJHOMOYEHHOM JIeprKaTesieM WIIH Poccuiickas denepanus,

BJIJIEIIBIIEM PETUCTPALIMOHHOTO 125171, Mocksa, JlennHrpazickoe mocce,
YIOCTOBEPEHU S JIEKAPCTBEHHOIO Mpenapara 16A, ctp.3
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