MHCTPYKIIWA
no npumenennto Hekcrap/l Cniekrpa Juist tedeHnst 1 IpopHIakTHKH
napasMTapHbIX 3a00JiIeBaHU# Y cOOaK

(Opranusauus-paspaborunk: «Mepuan» 29 aBenio Tonu I'apube, 69007, JInon, Opanuus)

I. O61ue cenenus

1. Toprooe HammeHOBaHHE JIeKapCTBEHHOro mnpemapara: Hekcrap]] Cnektpa (NEXGARD
SPECTRA).

MesxyHaposHOe HeNaTeHTOBaHHOE HAWMEHOBAHME JEHCTBYIOIIMX BELIECTB: adokconanep,
MUJIBOEMHUIIMHA OKCHM.

2. JlexapctBenHnas opma: TabIETKH sl OPATBLHOTO IIPUMEHEHHS (>keBaTeNbHEIE).

Hekcrap][ CniekTpa B KayecTBe JEHCTBYIOIUX BEMIECTB COMEPKHT adoxconanep — 1,87% (B 1
tabnerke 9,4 mr, 18,8 mr, 37,5 mr, 75 mMr u 150 Mr) U MHUIBOEMHIMHA OKCHM — 0,38% (B 1
Tabnerke 1,9 mr, 3,8 mr, 7,5 mr, 15 mr u 30 Mr), a TaKxKe BCIOMOIraTelbHBIE BEIIIECTBA:
KyKypY3HBIH Kpaxmail, MyKy U3 COeBOro Geska, THIIeBYIO J00aBKy C apOMaToM H BKYCOM TYIIEHOM
ropsaauHel, nosunoH E1201, maxporon 400, makporon 4000, maxporon 15 THJIpOKCHUCTeapar,
TJHMLIEPOJ,  TPUTIHILIEPH]T CpefHeHl JUIMHBI I1€NH, MOHOTHAPAT JIMMOHHOH  KHCIIOTBL,
Oy THJITHIPOKCHTOITYOII.

3. Ilo BHemHeMy BuAy mpenapar HpeicTaBiseT cobGoil TaGIeTKH OT CBETJIO-PO30BOT0O JI0
TEMHO-PO30BOI'0 IIBETa C KPAaCHOBATO-KOPUYHEBBIMU BKPAIUICHUSIMH,  KpPYIJI0# (TabieTku Maccoii
0,5 r) nim nmpsMoyronbHol (TabneTkn Maccoit 1; 2; 4; 8 r) hopMbL.

Cpok roHOCTH JICKapCTBEHHOTO Npenapara Ipy COOIIOACHAN yCIOBHIl XpaHEHHUS B 3aKpbITON
YIaKoOBKe IPOM3BOJMTENS — 24 Mecsla C JaThl IPOU3BOJACTBA. 3aNpellacTcss HCMONb30BaTh
JIEKapCTBEHHBIN Ipenapar o UCTEYEHUH CPOKa I'OJHOCTH.

4. Hekcrap/l CnekTpa BBITYCKAIOT B MSTH J03MPOBKAX: TaOJIETKH Maccoi 0,5; 1,0; 2,0; 4.0 u
8.0 r, pacacoBanHbIM 1O 3 TabNETKU B GIHUCTEPBI U3 NOJUBUHUIXJIOPU/IA U ATIOMHHHUEBOMH donbru
Ha OyMaKHOH OCHOBE, KOTOpBIE YNaKOBaHbl IIOIITYYHO B KApPTOHHBIE KOPOOKH BMECTE C
HHCTPYKIHEH 10 MPUMEHEHHIO.

5. XpaHsT JIeKapCTBEHHBIH NpenapaT B 3aKPbITOH YIAKOBKE MPOM3BOIUTENS, OTAEIHO OT
MHIICBBIX IPOAYKTOB W KOPMOB, B 3alMIICHHOM OT MPSMBIX COJHEYHBIX JIydel MecTe, IpH
temneparype ot 0°C no 30°C.

6. Hekcrap/l CriexTpa cietyeT XpaHHTh B HEJOCTYITHOM JUISl A€TeH MecTe.

7. Hencrnonp3oBaHHBIA  JIEKapCTBEHHBIH IIperapar yTHIM3HPYIOT B  COOTBETCTBHH  C
TpeOOBAaHUSAMH 3aKOHO/IaTENILCTBA.

8. Hekcrap/l Cniektpa oTnyckaetcs 6e3 perenTa BeTEpHHAPHOTO Bpaya.

II. ®apmaxonoruueckue cBOWCTBa

9. HekcrapJl CnekTpa OTHOCHTCS K KOMOWHHPOBAHHBIM IIPOTHUBOIIAPA3UTAPHBIM
JIEKapCTBEHHBIM IIpenaparam.



10. Bxonsmue B cocTaB npenapaTa akTUBHbIE KOMIIOHEHTHI - aOKCoJlaHep M MUJILOEMHUIIMHA
OKCHM 00€CIeUYHBalOT €ro IHUPOKUH CHEKTP NPOTHBONAPA3UTAPHOTO JEHCTBHS B OTHOLICHHH
9KTOMAPa3UTOB U HEMATO/I, MAPA3UTUPYIOIIUX Y coOaK:

- 6nox (Ctenocephalides felis, Ctenocephalides canis),

- HKCONOBBIX Kiewed (Dermacentor variabilis, Dermacentor reticulatus, Rhipicephalus
sanguineus, Ixodes scapularis, Ixodes ricinus, Ixodes holocyclus, Haemaphysalis longicornis,
Amblyomma americanum);

- 1IeMOJIEKO3HBIX Kieuleit (Demodex canis);

- YeCOTOYHBIX KJele (Sarcoptes scabiei, Otodectes cynotis),

- JKEIyJI0OYHO-KHINEYHbIX HeMmarol (Toxocara canis, Toxascaris leonina, Ancylostoma
caninum, Ancylostoma braziliense, Trichuris vulpis);

- HemMarToJ nuieBoja (Spirocerca lupi),

- IETOYHBIX HeMartoa (Ancylostoma ceylanicum, Angiostrongylus vasorum);

- muauHOK gupodusipuii (Dirofilaria immitis).

Adokconanep — HHCEKTOAKapULUMJ TpPYNIbl H30KCA30JHMHA, MEXAHHU3M €ro JAeHCTBHS
3aKJTF0YAeTCsl B OJIOKMpOBaHUU ["AMK-3aBUCHMBIX pELENTOPOB  YICHHCTOHOTHX,
TUNepBo30yKI€HHH HEHPOHOB, HapyIIEHHHM IEpefayd HEPBHBIX HMMIIYJIBCOB, YTO NPHBOAUT K
napanuyy M rubenu oskromapasuToB. llocne nepopanbHOro BBeAeHUs adoOKCONIAaHEpP JIETKO
BCAChIBAETCs B XKEJYJOUHO-KHIIEYHOM TPAKTE U JOCTUTAeT CHCTEMHOTO KPOBOTOKA, MAaKCUMAaJIbHAs
KOHIIEHTPALUs B IIJIa3Me OTMeYaeTcs yepes 2-4 yaca 1ociie BBeJIeHHs, OUOIOCTYITHOCTH COCTABIISET
88%. Adoxconanep MeaJIeHHO MeTaboNu3upyeTcs ¢ 00pa3oBaHHEM runpoxchnnponaﬂﬂmx
COEJIMHEHHH, BHIBOJUTCS M3 OPraHU3Ma B OCHOBHOM C XKETYbIO M HE3HAYUTEIIBHO ¢ MO4Oii. [Tepuon
NOJTyBbIBe/IEHUs adoKcoIaHepa cocTaBiseT 14 cyTok.

Munb0eMulIMHa OKCHUM — MakKpOLMKIMYECKHH JIAKTOH, aKTHBEH B OTHOLIEHHH JMYUHOK U
MMaro HeMaTo, NapasuTHPYIOUUX B JKEJIyJI0YHO-KHIIEYHOM TpakTe CO0aK, a TaKKe JIMYUHOK
Dirofilaria immitis. Mexanusm  gedicTBus  MWwiIbOeMHIIHHA  OOYCIIOBJIEH  IOBBIIIEHHEM
NPOHMIIAEMOCTH KJIETOYHBIX MeMOpaH [uist HoHOB XJjiopa (Cl'), 4To NPUBOAUT K CBEPXIOJISPHU3AIIUAH
MeMOpaH KJIETOK HEPBHOM M MBIIIEYHOM TKaHH, Mapajiudyy W TuOend mapasuta. MakcumaipHas
KOHLIEHTpallus MIJIbOEMHIIMHA OKCHMa B IIJIa3Me KPOBU COOAK JOCTHraeTcs B TedeHHe 1-2 yacos,
ouonoctynHocth coctaBisieT 81%. M3 opranusma coelMHEHHE BBIBOJUTCS B OCHOBHOM B
HEU3MEHEHHOM BHUJIE, TIEPHOJ] NTOJIYBBIBEICHUS COCTABIISET OKOJIO 1,5 CyTOK.

WHcekTHMIHOE IeACTBHE IIpenapara HaunHaeTcs yepes 30 MUHYT HOCIe ero MepopaibHOro
BBEJICHUS, THOenb OJOX M HMKCOMOBBIX KJIEHIeW Ha YXHMBOTHOM IPOMCXOJMT COOTBETCTBEHHO HA
npoTsokeHud 6 49 M 24 u. OfHOKpaTHOe NPHUMEHEHHE Mpenapara MPeJIOTBPAIIAET ITOBTOPHYIO
uHpecrauuio B TedyeHHe 1 Mecsma; rubenb OJOX NPOUCXOAMT O OTKIAAKH SIMI, YTO
peI0TBpaIlaeT KOHTAMUHAIUIO MOMEIICHHH SIIaMH B THYMHKAMU HaCEKOMOTO.

Hexcrap/l CnekTtpa mo CTeneHH BO3JEHCTBHS HA OPraHU3M OTHOCHTCS K MAaJOOMNACHBIM
BemecTBaM (4 knacc onmacHoctd no I'OCT 12.1.007-76), B pekoMeHayeMBIX 103ax He 00jagaer
TepaTOreHHbIMH, 3MOPHOTOKCHUYECKUMHU, MYTareHHbIMH CBOWCTBAMH, HE OKAa3bIBA€T MECTHO-
pasapaxarouero aeicreus. Ilpenapar Tokcu4eH [Uis M4e, a TakKe peld U APYTUX THAPOOHOHTOB.

II1. Ilopsimox mpuMeHeHHs

11. Hexcrap/l CnexTtpa Ha3HauyaloT cobGakaM JUls JICUYCHHS W NPOGHIAKTHKH HKEIYJI0YHO-
KHIIEUHBIX M JIETOYHBIX HEMATOJ030B, HEMAaTOA030B IHIIEBOJA, AaKapo30B, BBI3LIBAEMBIX
MKCOJIOBBIMHM KJIEIIAMH, JIEMOJIEK03a, CApKOITO3a, OTOJEKTO3a, adaHuntepos3a, B KOMILIEKCHOM
Tepanuy aJUIEPrUYeCKOr0 JepMaTuTa, BbI3BIBAEMOro OJoXamH, B LENAX NPO(PUIAKTHKA
ampoduisprosa, BbI3bIBaEMOro JvuMHKamu Dirofilaria immitis, a Taioke a8 TPOQHIAKTHKHA
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6abe3no3a u Ooppenno3a, nepeilaBaeMbIX UKCOAOBBIMH KJICIIIAMH.

12.  IlpoTHBONOKa3aHMEM K NPUMEHEHUIO SBJSETCS IOBBIIICHHAs WHIWBH/yalbHas
4yBCTBUTEIILHOCTh )KMBOTHOTO K KOMIIOHEHTaM NpernapaTa, BbIpa)XKeHHbIE HapylleHHs (yHKIHH
neyeHu W nouek. He cinenyer nmpumeHsaThs npenapar OO0JbHBIM HHPEKIMOHHBIMH OOJIE3HSAMH H
ocnabJeHHBIM KHBOTHBIM, co0akaM B Bo3pacTe 10 8§ Helelb W/WIM Maccoil MeHee 2 KI, a TaKxke
’KUBOTHBIM Jpyrux BHJOB. llleHkam mnopon cobak, 4YyBCTBHUTENBHBIX K MaKPOIMKIHYECKHM
JaKTOHaM, B TOM 4HMCJI€ KOJUIH, OOOTEeH] M INENTH, mpenapar MPUMEHSIOT 10 PEKOMEHJIAIlHu
BETEPUHAPHOT'O Bpaya.

13. Hekcrap/l Cnekrtpa npuMeHsIOT cobakaM HHAMBHIYaJIbHO NEPOPAIBHO OJHOKPATHO B

MUHUMaATbHOU 03¢ 2,5 Mr adokconsanepa u 0,5 Mr MuabOeMHMIIMHA OKCHMa Ha 1 KI' Macchl
YKUBOTHOT'O B COOTBETCTBHH C TaOIHIIEH:

Macca cobaxu (kr) Macca tabnetku () Jlo3a nefcTByrommX BemecTs (Mr/TabieTka)
aokcosaHep MHUJIBOEMHUIITHA OKCHM
ot 2 510 3,5 0,5 9,4 1,9
or 3,5 no 7,5 1,0 18,8 3.8
or 7,5 no 15 2,0 37,5 7,5
ot 15 1o 30 4,0 75,0 15,0
ot 30 0 60 8,0 150,0 30,0

Ilpu npumeHeHum mnpenapara cobOakam Maccoil Oosnee 60 Kr crleayer HCIOJIB30BaTh
KoMOMHaIuo TabieTok, U3 pacyera 2,5 mr adokconanepa u 0,5 Mr MuIbOeMHIIMHA OKCHM Ha 1 KT
Mmacchl. He nonyckaercs pa3naMbiBanue TabJIETOK IPpH oAOOpe 103b1 Npernapara.

Hekcrap/l Cniektpa o61aaeT puBIeKaTEIbHBIM apOMaTOM ¥ BKYCOM M, KaK MPaBHIIO, OXOTHO
noezaeTcs cobakaMu, B IPOTHBHOM Cllydae, IpernapaT CKapMJIMBaIOT B cMecH ¢ kopMom. Crenyer
yOeauThes, 9To cobaka MOJTHOCTBIO MPOTJIOTHIIA HEOOXOAMMYIO /103y Mpernapara.

Jlis neuenus 1eMoIeKo3a Ipenapar IpUMEHsIeTCs IBYKPAaTHO B TEYEHHE MEPBOTO MecsIia ¢ 2-X
HeJIeJIbHBIM MHTEPBAJIOM, 3aTEM €KEMECSUHO /10 3-X MECSIIEB.

Jlnst neyenus capkonrTosa npenapar IpuMEHSIETCs IBYKPAaTHO C MHTEPBAJIOM B 1 MecsIr.

Jlist nedeHust 0TO/IeKTO3a MpenapaT NpUMEHsIeTCs OJJHOKPATHO.

C nenpro npoduiakTMKM JUpoQHUISpUO3a B HEONAromoyyyHbIX MO 3a00JIEBAHHIO PErHOHAX
Hexcrap/] CnexTpa NpHUMEHSIOT B BECEHHE-JIIETHE-OCEHHHUU IEpPHOJI €KEMECIYHO, HauuHas 3a
Mecsll 0 Haydaia J€Ta NEepeHOCYHMKOB BO30YIUTENIs — MOCKHTOB M KOMAapoOB, W 3aKaHYMBAIOT HE
paHee, 4eM uepe3 Mecsll [10cIie 3aBepIIeHus uX JIETa.

IToBTopHBIE 00paboTKM ¢ nHEnblo npodunakTuku 6abe3nosa U Goppennosa, nepeaaBacMbIX
MKCOZOBBIMHU KJICIIaMH, T€JIbMUHTO30B, @ TaK)Ke B CE30H HAMOOJIbIIEH aKTHBHOCTH 3KTOIAPa3HTOB
MPOBOJISAT €KEMECSIYHO.

14. Ilpu mepeno3upoBKe mIpenapara y HEKOTOPBIX cO0ak MOTYT HAONIOAThCS YTHETEHHOE
COCTOSIHME, CIIFOHOTEUYEHHE, APOXKb, IIAaTKas IMOXOAKA. JTH CHMIITOMBI MPOXOIAT CIIOHTAaHHO B
TeYeHHE CYTOK M He TpeOyIOT MpUMEHEHUS JIEKapCTBEHHBIX CPEJICTB.

15. OcobGennocTelt IEHCTBUS JIEKAPCTBEHHOIO IpernapaTa IpH €ro MepBOM IPHUMEHEHHH H
OTMEHE HE BBISBIICHO.

16. bepemennbiM u naktupyromuM cykam Hekcrap/l CriekTpa NpHUMEHSIOT 10 XH3HEHHBIM
MOKa3aHUSIM 110 PEKOMEH/IalluH BETEpPHHAPHOT0 Bpaya.

17. Cnenyer wu30eraTb HapylIEHUH cXeMbl NPUMEHEHHS IMperapaTa, TakK KakK 3TO MOXKET
NPUBECTH K CHHXeHHIO ero sddextuBHOCTH. B cimydae mnpomycka odvepemnoit o6paGoTKH
NpUMEHEHUE Mpenapara cieyeT BO30OHOBUTH B TOM K€ JJ03€ U 110 TOM JKe CXEME.

18. Ilpm npumeHeHMM mpemnapara B COOTBETCTBUM C HACTOSIIEH HMHCTPYKIHEH MOOOYHBIX
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SBJICHWHM M OCIIO)KHEHHWH y )KMBOTHBIX, KaK IIPaBUJIO, HE HaOmomaercs. Y HEKOTOPBIX JKHBOTHBIX
BO3MOYKHO KpPaTKOBPEMEHHOE CHHXXCHHME alIleTHTa, CaMOIIPOM3BOJIBHO HCYE3AIOIUE KOXKHBIE
W3MEHEHHs (dpUTeMa, IIeTylleHue, 3y1); PeAKO — pBOTa, Juapes U COHJIUBOCTh. B ciydae ecnu
pBoTa y co0aku NMpou3ollIa B TeYEHHE NEPBBIX ABYX 4acoB mocne npuema Hekcrap/l Cnekrpa,
peKOMEHyeTCsl 1aTh Ipenapar IOBTOPHO B TOH ke J103€.

19. Csemenuss o HecoBmectumoctu Hekcrap/l Cnektpa ¢ ApyruMu J€eKapCTBEHHBIMHU
npernaparaMy 1 KOPMOBBIMH JJOOaBKaMH OTCYTCTBYIOT.

20. Hekcrap/] CriekTp He nmpeHa3Ha4Y€eH I IPUMEHEHHS NIPOTyKTHBHBIM )KUBOTHBIM.

IV. Mepb! nruuHON NpOoUIaKTHKH

21. IIpu pabote c mpenapatrom Hekcrap/l Cnekrtpa caexyer cobmoaate oOuue npaBuia
JMYHOM T'MTHEHBl U TEXHUKH OE30MaCHOCTH, MPEAYCMOTPEHHBIE NMPU paboTe C JIEKAPCTBEHHBIMH
CpeJICTBaMH BEeTEPHHAPHOI'O HA3HAYEHHUSI.

22. Bo Bpemsi paGoThl 3ampeniaercs KypuTb, NMUTh M NpUHUMATh muumyy. [locie paboter ¢
JIEKapCTBEHHBIM TpENapaToM ClIeAyeT TINATeNbHO BBIMBITh PYKH € MBUIOM. 3ampeniaercs
UCIIOJIb30BaHKWE ITYCTON YIMAKOBKU M3-TI0JI JIEKAPCTBEHHOIO Ipemnaparta Ui OBITOBBIX LieJlel; ee
IIOMEIIAOT B 1EJI0(aHOBBIM MAKET M YTHIU3UPYIOT ¢ OBITOBBIMH OTXOJAMH.

23. JIroasM ¢ TUNEPYyBCTBUTEIBHOCTHIO K KOMIIOHEHTaM Ipernapara HeoOXOoaumo u3berath
npsimoro kontakra ¢ Hexkcrap/l Cnektpa. B ciyuae mposiBneHHs ajulepru4ecKuX peakiuid Wiu
IpHU CITyd4aifHOM TMOMaJIaHuy IpenapaTa B OpPraHU3M uelloBeKa ClielyeT HEMEAJIEHHO OOpaTHThCS B

MEJIMIMHCKOE YYpeXXJeHHe, uMes TpHU cede ITUKETKY WM WHCTPYKIHIO 10 TPUMEHEHHIO
npenapara.

HauMeHOBaHHUS M ajpeca MPOU3BOJCTBEHHBIX l.«Merial Saude Animale Ltda», Fazenda Sao
TJIOLIA/I0K TIPOU3BOIUTENS JIEKAPCTBEHHOIO Francisco, Paulinia, Sdo Paulo, Brazil/ «Mepuan
npenapara 1Jiss BeTepUHAPHOIO MPUMEHEHUS Cayne Auumane Jltnay, @a3zenna Can @paHuucko,

[Taynunua, Can [layno, bpazunus;

2.«Merial», 4 Chemin du Calquet, 31000 Toulouse,
France / «Mepuan», 4 lllemun aro Kanbke, 31000
Tyny3a, ®panuus;

3. «Sanofi-Aventis U.S. LLC», 6244 Lemay Ferry
Road, St. Louis, MO 63129, USA/ «Canodu-
Asentuc U.S. LLC», 6244 Jlemeii ®eppu Poyn, Cs.
Jlyuc, MO 63129, CIIIA

HaumeHoBaHMe, aapec OpraHu3aLyy, 00O «bepunrep Uurenbxaiimy»,
YNOJTHOMOYEHHOH BJIAJIENbLEM UIIH I€piKaTeNIEM Poccuiickas ®enepanus,
PEruCTPaLIMOHHOTO YAOCTOBEPEHUS 125171, Mockga, Jlenunrpaackoe mocce,
JIEKapCTBEHHOIO Npenapara Ha MpUuHATHE 16A, cTp.3

npeteHsui ot norpedurens/Mmnoprep

C corimacoBaHHEM HACTOSIIEH WHCTPYKIMH YTPAUYUBAET CUITY HHCTPYKIUS 110 TPUMEHEHHIO Ha

nekapcTBeHHbIM mpernapar Hexcrap/l Cnektpa, yTBep)kIeHHas 3amectuteneM PykoBoautens
Poccenbxo3nanzopa 27 utons 2016 r.
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