HHCTPYKIHA
1o npumereHuo bpoiiain Cror-On UL ficucus 1 LpOWYHIAKTHKE
NapasuTapHEIX 3a00NeBanMil Y KOWeK

(Oprammsauus-paspaSorwmk: «Merialy, 29 avenue Tony Garnier, 69007, Lyon, @panipa)

1. Obuwe cpeacHuy

1. Topropoe HanMeHOBAHHE NEKAPCTBEHHOTO TIPEIApaLa: bpopnaiin Cior-On (Broadline Spot-
on).

MEKIYHAPOAHOS HEeNaTEHTOBAHHOE HAMMEHOBAHHKE: (unponnn, (S)-MeTONpeH, BNPHHOMEKTHHE,
npasHKBAHTE],

2. JlekapcTrennas GopMa: pacTBOP /TS HAPYKHOIO TPHMEHEHHS.
bpomnaiin  Crnor-On 8 kauecTBe JeHCTBYIOUMX BEIIECTR COREPKHT unponnn, (S)-Meronpen,
SOPHHOMEKTHH H TIPABMKBAHTEN, 4 TaKXKE BCHIOMOTATENBHBIE BCIIECTBA: OYTHITHAPOKCHTONY O
CTabuAR3HPOBAHHKIH ITHLCPONPOPMANE ¥ (1 METHIIH30COPOHTON.

BhimycKaloT Npenapat B ABYX AO3HPOBKAX:

© mipuu-ammakkarop 0,3 M ¢ cogepiaHuem: GunpoHuaa — 25 wmr, (S)-meronpena — 30 mr,
SApHHOMEKTHHA — 1,2 M 1 npazuxsanrena — 25 Mr;

e mmpHi-anmukaTop 0,9 Mi ¢ comepxanneM: dunponuma —75 wr, (8)-metonpena — 90 wr,
SMPHHOMEKTHHA — 3,6 MI' H IIPA3HKBAHTETA — 75 MT.

3. o BHemmeMmy BHAY lipenapat upeAcTaBiseT coboH mpospaunyio  OecHBeTHYIO WiH
KENTOBATOO IBETA MHIKOCTE. '

Cpok roHOCTH NEKAPCTBEHHOIO NPenapata NpH coOIIONeHNR YCITOBMHA XpaHenus - 36
MECALCE ¢ JATBl NPOH3BOACTBA. 3aNpPCILAETCS HCHONB30BATH NEKAPCTBEHHEIN npemapar 1o
HCTCHEHUH CPOKA DOXHOCTH.

4. Bemyckator Bpomnaitn Cror-On pachacoraHEIM 10 0,3 M7 u 0.9 MA B IACTHKORBIX
WMPHUAX-aNMNHKATOPAX,  YNAKOBAHHLIX [MOITYYHO R GIMCTEpEL Biuctepst co  mmpanamu-
ATITHKATOPAMH  NMOMEIIAIOT HHAHBHAYATLHO B KAPTOHHYIO KOPOOKY BMECTC ¢ HHCTPYKIHEH 110
OPHMEHEHHIO.

5. Xparar Bpojnaiin Criot-OH B 3aKpbITON yIAKORKe MPOUZBOAUTENA, OTAEIBHO OT MHINEBLIX
TIPOJYKTOB U KOPMOB, B 3aIMLICHHOM OT NMPAMBIX COJHCYHBIX Iyuel mecte, IpH TeMIepaType oT
(°C mo 30°C. :

6. Bpoanaity Crior-On cneyer XpaHuTs B MECTAX, HEAOCTYITHHIX U JeTeil.

7. Heucrmonb3osanHell  NekapcTBCHH b npenapar . YTUIH3HPYIOT B COOTBETCTBHH — C
TpeGOBAHUAMH 3aKOHOIATELCTRA.

8. Bpoanaita Cnor-On oTnyckaercs 0es perenTa BETEPHHAPHOTO Bpaya.

>

IL.papmakosornueckue croicTBa

9. bpojaits  Cnor-On  ornocHTes K KOMOWHHPOBaHHBIM NPOTHRONIAPASHTAPHLIM
TICKAPCTBEHHEBIM [IPENApaTaM Uil HAPYKHOIO TPHMCHSHMS,

10. Bxonsmue B cocrap mpenapara aKTHBHBIE KOMIIOHEHTH OGECIICHHBAIOT €ro IUHPOKKH
CHEKTP [ACHCTBHA B OTHOIICHHH 3KT0- H SHAOHAPAIUTOR KOIIEK.

DUIPOHHT  ~ WHCEKTOAKAPMITHA TPYIlIbI (PEHHIMHPA3ONOB, MEXAHHIM €r0  KOHTAKTHOIO
AcHCTBHS  3akmouaercss B Onokuposammn [ AMK-3aBHCHMbIX PEHEenTOPOB  ICHHCTOHOTHX,



HApYLICHUH Tepeady HePBHBIX HMITYJLCOR, YTO IIPHBOIHT K IAPATHIY U IHOelH SKTONAPAZHTOB.

(S)-MeTONPeH — AHATOr FOBEHATLHOTO TOPMOHA, PEryAATOPa POCTA HACEKOMBIX, HApyIAd
CHHTE3 XHTHHA, BBI3BIBACT AHOMANHM PA3BHTHA HACEKOMBIX HA CTagUH sfua W JTHUMHKH,
IPEJIOTHPAALT MOABICHUE NONOBO3ZPENEIX HACEKOMBIX HA JKHBOTHBIX H B MECTAX WX COICPIKAHMS,

DNPHHOMEKTHH ~ COEMHHEHHE KIACCA MAKPOIMKIHIECKHX JAKTOHOR, CENeKTHRHO CBS3LIRACT
TIYTAMAT-32RHCHMBIC KaHALI HOHOB XTIOPA HEPBHAIX M MBIIICYHBIX KIETOK GECTIOZROHOMHEIX, UT0
NPUBOJAT K THTIEPHONAPHIALME KICTOK, IAPATHYY M THOCNH apasuTa.

IIpasHKBanTe) — CHHTETHUECKOE TPOH3BOAHOE HIOXHHONHH-TIMPA3HEA, aKTHREH B OTHOIICHHH
KETYAOUHO-KALISUHBIX 1eCTON Ha Beex (asax pazsuths. [[OBBILAS NPOHHDAEMOCTH KICTOHHBIX
MeMOpaH napasia Juis HOHOB KAallbllusi, BBBBIBACT JENONAPHIAUMIO MeMOpaH, COKpamieHHe
MYCKYNaTyphl U paspylieHHe TEIYMCHTa, YTO JIPHBOIHT K IHOCIH NMAPA3HTA M CHOCOGCTBYET ero
BRIBEICHUIO H3 OPTaHH3Ma JKHBOTHOTO ¢ (peKanusaIMm.

1locne  HAKOKHOrO HAHNCCEHHS npefiapata (HNPOHWI © (S)-MeTOmpeH  UPAKTHUECKH He
BCACBIBAIOTCS B CHCTEMHETH KPOBOTOK, PACLIPOCTPAHSIOTCS TT0 KOXKHO-BOTOCAHOMY MOKPORY KOLUKH B
TEYCHITC NEPBBIX AHEH Mocie oOpaboTKH M OKA3BIBAIOT JuMTensHoe (0 42 cyTok) KOHTAKTHOE
HHCEKTOAKAPHIMITHOE JeHCTBHE. JMPHHOMEKTHH H MPAsHKBAHTEI XOPOILO BCACKIBAIOTCS Yepe3 KOKY
H AOCTHIAKT MAKCHMAIBHON KOHIEHTPALHH B TUIa3ME KPOBH B Teuciime 48 W 6 wacoB mociie
00pabOoTKH, COOTRETCTBEHHO. DIPHHOMCKTHH BUICISCTCH H3 OPraiMiMa R HEH3MEHHOM BHJAC €
examaaMu, NPasHKBAHTE! METabONIH3APYETCS R [CYCHH W BBHIBOMHTCH W3 OPTaHH3IMa ¢ MOYOH.
Hepron nonyeelBeneHMS SNPUHOMEKTHHA M HpasHKBaMTena cocTammsier 114 wu 74 qaca,
COOTBETCTREHHO,

bpojnaits Crior-On akTHBEH B OTHOIICHHH;

- Onox Ctenocephalides felis (monoBo3penbie H IPEHMArHHANBHEIE daznl pazpuTH);

- Bracoenor Felicola subrostratus,

- MKCONOBBIX wiewiedt Dermacentor variabilis, Rhipicephalus sanguineus, Ivodes scapularis,
Ixodes ricinus, Haemaphysalis longicornis, Haemaphysalis flava, Haemaphysalis campanulata;

- capromTofuubix kiewmeit Otodectes cynotis (yutnoii kaem) u Notoedres cati

- KEIMYAOHMHO-KMINEUHBIX HeMatoy Toxocara cati (maaunku L3, L4, nenonoBospensie u B3POCIBIS
hopmry), Ancylostoma tubaeforme (mmumnka L4 n B3pocasie Qopmel), Toxascaris leonina u
Ancylostoma brazilienze (monosospensie hopmpr);

- HeMaroj Moyeporo myzeips Capillaria plica;

- TICTOMHBIX HeMaTon Aelurostrongylus abstrusus (mwamnku L4 u s3pocnie dopmer), Capillaria
aerophila;

- JaHboK gupodunspuii Dirofilaria immitis;

- uectox Dipylidium caninum, Taenia taeniaformis, Echinococcus multilocularis (BCe (azml
PA3BHTHH ).

OnnoxparHas 06paboTka KoKy obecneunBaeT yHUUTOKenHe GIOX 1 Kligliel B revcHue 24 u
48 4acoB, COOTBETCTBEHHO; NMPEAOTBPALIAET NOBTOPHYIO HHPECTAHIO KICLAME Ha OPOTIKCHAM 5
HeJlelb, O10XaMHi ~ Ha TIPOTSHKCHHH 7 Hejleb, TIOSRIeHHE GI0X B HOMEmEHHN (MecTax comepmxanus
MWHBOTHEIX) — HA TIPOTRKEHHH 8 HeIeND.

Bpomnaiin Cnot-On no cTenenn pozneiicTsus na OPranusM OTHOCHTCH K YMEPEHHO ORACHBIM
BemeeTsaM (3 Knace onacHoctd 1o TOCT 12.1.007-76), B PEKOMEH/IYEMBIX J03aX HE OKA3LIBaeT
KOMHO-PA3APAKAOMWEro, Pe3opOTHEHO-TOKCHYECKOTO, IMEPHOTOKCHHECKOTO W TEPATOrEHHOTO
ACHCTRIST, TP NMOUATAHHE B V133 BRI3bIBAET cmaboe pasgpakeHue, lperapar Toxcuyen s
KPOJIHKOB, 114eN, a TAKKe phid ¥ APYTHX MHApOOHOHTOB.

IT1L.Topanok npumenenns

11. Bpoanaiin Crnor-Or HAZHAYAIOT KOLIKAM JUIS JICYEHHS 1 IPOQHIAKTHKH SHTOMO30R,
HOTOSIPO3d, OTONCKTO3d, AKAPO30B, BHI3LIBAEMBIX HKCOJOBBIMH  KAEHIAME, HEMATOIO30B M
HECTONO308B; Jst PO HIIAKTHKRA THPOPHIAPHO3A, BRIZBIBAEMOTO JIHUHHKAMH Dirofilaria immitis, u B
KOMIUICKCHOH TePaHy aIeprHIeckKoro AepMaTHTa, BhI3EIBACMOr0 GIOXaMH.

12. TlpotTuBonOKazaHueM K OpPUMEHCHHIO  SIBIACTCH  TIOBLIIICHHAS HHJIHBHIYAThHAL
HYBCTBHTEILHOCTE KUBOTHONO K KOMIIOHCHTAM NPEMApaTa M BBIPAXCHHBIC HApylWeHHs (yHKIMH



neuenn u nouek. He enenyer mpumensrs nupemapar GosibHBIM HHPEKIMOHHEIME GONE3HAME |
oC/1abJieNHbIM JKHBOTHBIM, KOTATAM B BO3pAcTe 10 7 Heelb H/HIH MACCONH MEHEE 1,6 kr, a TakKe
HHBOTHBIM IPYTHX BHIOB.

13. Bponaitn - Cnor-On  DPHMEHAIOT KOUIKAM OAHOKPATHO TEYTEM HAPYIKHOTO TOOHKANLHOIO
(«CITOT-0HY») HAHECEHHS HA CYXYIO HENOBPEXACHHYI) KOXKY, UCTIOAB3YSA  IIHIPUILBI-ANIINHKATOPS
COOTBETCTRYIOIICTO 0ObheMa,

ITepen npaMeHCHUEM IUNPHI-ANILIKATOP H3BIEKAIOT U3 YIAKOBKH ¥ IPH €r0 BEPTHKAIBHOM
TIONOKEHHH  CIICTKA OTTAIMBAIOT TOPHIEHb HAa3aJ, 4 HAKOHCYHMK IOBOPAYHBAIOT M CHHMAIOT.
PasaBHHYB WEPCTH 10 CpeAHCH JIMEME [IEH MEXKIY OCHOBAHHEM 9epena M JOMATKAMH (Tak, urolsr
OBUI0 BERHO KOKY), BELIABIMBAIOT BCE CONEPKHMOR MINPHUA-AITIUTHKATOPA HEHOCPEACTBCHHO HA
KOMKY B OJTHO MECTO,

C yueroM Macchl o6pabarThipaeMoil KOIWKE PLIGHpaoT WIIPHU-ATTIIEKATOP HIH KoMOHHAIMIO
LIMPHNEB-ANTIHKATOPOB PA3HOr0 00beMa B COOTBETCTBHA ¢ Tabuilel:

Macca Ko1oKH Hoza Jo3a IeHCTBYIONHX BEIMECTR (M)
(kr) npenapara | GUIPOHAN | S-METONPEH | SIPHHOMEKTHH NpazHKBaHTEN
| (mi1)
<25 0,3 25 30 1,2 25
2,5-1749 0,9 75 90 3,6 75
7,5-99 0,3+0,9 100 120 4,8 100
10,0-150 0,9+0,9 150 180 7,2 150

Hosropaete o6paboTky NPOBOIAT ¢ HHTESPBATOM B 1 MCCHIL; MPH 9acTOM (Faile 2 pas B MecHlr)
MBITBE JHHBOTHOTO € MOKOUMM CPEICTBOM — ¢ G0JIee KOPOTKHM HHTEPBANIOM, HO He uanie 1 paia g 2
HEEIH.

Hns mpoduiaktaxs mupoduiiiproza B permoHax, rae perncrpupywor Dirofilarvia immitis,
Bpomaiin Crior-OH DPUMEHSIOT ekeMecsuno, HAYMHAL 32 MECHI 10 Hadaia iéTa HEPEHOCUHKOR
BO3OYIAHTENS - MOCKHTOB ¥ KOMApOB, H 3aKAHUHBAIOT HE PAHEe, YeM Hepes Mecdll I0cIe 3aBepIueHHs
ux néra. _

He cnemyer MBITh M Kymarh KMBOTHLIX, a TAKKE JONYCKATh HX B MPUPOJIHBIE BOJIOEME] B
TEUCHHE 48 9aCOB TOCITe RAHECEHHS NMPEHAPATA.

14. Tlpu mepeiosupoBKe Tpenapata y SKHROTHOTO MOTYT HaGIIOIATHCH HEBPOJIOTHYECKHE
CHMIITOMb) (BTAKCHS, RE3OPUEHTANMS, ANATAS M PACHIMPSHHC 3pAYKOB), CAMOTIPOH3BOILHO
HCHE3AI0UINE B TCHCHHE CYTOK H HE TPeOYIOUHE TIPUMEHCHHS IEKAPCTREHHBIX CPECTR,

15.0cobennocTell JelCTRES NMEKapCTREHIONO npenapara Npu ero IepBoM MPHEMEHEHHU |
OTMCHE HE BBUIBJICHO. - :

16, bepeMeHHbIM M HAKTHPYIOIIMM KOIIKAM [PH HEOBGXOZIMOCTH bpomnaiis  Cnor-On
HPHMEHAIOT O KOHTPONEM BETEPHHAPHONO Bpada. He crepyeT NpHMEHSTH Ipenapar KoTATaM B
BOZPACTE 110 7 HENENE B/ Maccol menee 0,6 KT,

17. Cienyer wiberarh Hapyllenuil CXeMbl NPHMCHEHHS IpenapaTa, TAK KaK 5T0 MOWET
TPHBECTH K CHIDKEHHIO ero sexrnprocTh. B cnyvae npomycka ouepennoii obpabortku cneayer ee
TIPOBECTH KaK MOIKHO CKOPEe B TOMH ke j103e.

18. Ilpn npuMeHeHEH npenapam B COOTBCTCTBHH € HACTOAIICH WHCTPYKUMEH HoOGOUHBIX
AB/ICHHE B OCTIOXKHEHHI Y JKHROTHEIX, KaK IIPABHIIO, He HAGTIONASTCAL.

Y HEKOTOPBIX KHBOTHRIX HA MECTC HAHECEHHS IpenapaTa BO3MOMKHO CKICHBAHHE MIEPCTH,
cnabo BIpaKCHHAS PEaKIMs KOXH (3YI, BHIAICHEE HIEPCTH), B PEAKHX CIyYasx NPH NMONaAHRH
lipeniapata BHYTpb - UPE3MEPHOE CIIOHOOTACNCHHE, BTAKCHH, ANATHY W DPACLIMpEHHE IPAYKOB.
VxazamHble CHMITTOMBL CAMOIPOH3BOILHO HCUEIAIOT B TEHYCHHE CYTOK H HE TPeOYIOT TIPHMEHEHE S
NEKapPCTBEHHBIX CPENCTB. :

19. Bponnaiin Cnor-Ou He cejyeT IPAMCHSTH COBMECTHO ¢ APYTHMH TPOTHBOTAPAINTAPHEIMH
NEKAPCTBEHHEIMHE TIPENapaTaMy, '

20. bpoanaitn Cnor-OH He NpejiHasHadeH s 06paboTIH IPORYKTHBHEIX KHBOTHEIX,



1V . Mepst maunoii npodunakruku

21. lpu nporeaenun neuebHO-NPOGUNAKTHYECKIX MEPOIPHITHIL ¢ HeToNE30BaRHeM Bpouaiin
Crnor-On cnenyer cobmozare obupe HpaBuNa JNHYHOH TUTHEHEL W TEXHHKH O€30MacHOCT,
NPCAYCMOTPERHbIE TIPH padore ¢ NEKAPCTBEHHBIMH [PENApataMy, HCIONh30BATD pe3uHOBEIE
nepyaTki. Bo Bpems paboTsi He paspewtaeTest KYpPHTE, TTHTS W IPHHEMATH THINY.,

22. He cnenyer rimamirs M JONYyCKaTh KOHTAKTa AeTeif ¢ 00paboTaNHBIME JKHBOTHBIME (0
TIOIHOTO BRICRIXAHNA MECTA HAHCCCHHS Hpenapata (B TeveHne 4 wacor nocne o6paGoricn).

23. Jiogsm ¢ THOEPYYBCTBHTETLHOCTHIO K KOMIOHEHTAM npenapara W/uig ¢ npH3HAKaMH
AIIEPTHYCCKHX, PECITHPATOPHAIX H KOKHBEX 3a007eBanmi, HeobXomuMo H3berars IpsaMoro KONTaKTa
¢ bpomnaitn Crot-On. Tlpu cnywativoM nonanaunu JCKAPCTRCHHOIO TIPENapara Ha KOXKy HIn
CAM3UCTEIC ODOJIOYKH I3 HX HEOBXOMMMO MPOMBITH GOJNBHIEM KOIHYECTBOM BOIbl B cilyuae
FAPOABICHAA ANICPITHYCCKHX PEaKIMH KA YIPH CIy4aitHOM NONAJAHHH NPerapara B OPraHusm
HETOBCKA  CHIENYeT HEMCINEHHO OOpATHTLCS B MEIMUMHCKOS yupexucHsme (IpH cebe HMers
HHCTPYKIHIO 110 IPHMCHEHHIO HITH ATHKETKY).

HanmenoBaHue # ajipec Npou3BOACTREHHOMN «Merial», 4 chemin du Calquet, 31000, Toulouse,
THIOIHAH APOHIBOANTENS ICKAPCTREHHOTO France / «Mepnany, 4 lemu mo Kanbke, 31000
npenapaTa Il BETePHHAPHOTO NPHMEHEHHS Tynysa, ®pannus

Hamvenosanue, aapec oprannsamiu, AQO «Canodu Poccusy,

YIOMHOMOYCHHON AepikaTelieM WK BuajiensneM  PoccHiickas Denepanns,.

PETHCTPAITHOHHOTO YAOCTOREpEHIS 125009, r. Mocksa, yi1. Trepekas, 22

JCKAPCTBEHHOTO Npelapata Ha IpHHEATHE
aperensui o1 norpeburens/MmMnoprep

Homep perucrpanuonsoro yaoctosepenns  250-3-10.15-2865 Ne TBY-3-25.13/04102

C cormacosaHHeM NAacTOAICH MHCTPYKIHH yTPaudBacT CHILY MHCTPYKIHUS TIO IPHMEHEHHIO
bpoznaitn Cnor-On, yTsepxienHasn Poccenpxoznanzopom 29 oxrabps 2013 ropa.





