HHCTPYKILIASA
no npuMenenuto Ipodennepa®
JUISE ACTCIBMHHTHIALHE KOUICK

(Oprarmsaims-pazpaborunk: xkomiranus «Bayer Animal
Health GmbH», ['epmanns)

1. OGunte creerns

1. Toprosoe HanMeHOBaHHe JiekapeTreHHoro npenapata: Ipopenaep® (Profender®),

MemayHAPOHOE HEITATEHTORAHHOE HAUMEHOBAHME: BMOICHICH, IPASHKBAHTE.

2. JlexapcTrennas dopMa: pacTBOP st HAPYKHOTO IPUMEHEHHS (spot-on).

ITpodbennep™ B 1 M1 B KauecTBe NEHCTRYIOUINX BEIIECTR COASPIKUT Moetcrr - 21,43 mr
U TpazuKBaHTel - 85,75 Mr, 4 TakKe BCIOMOTATENBHBIC BEINCCTBA: OYTHITHAPOOKCHANHZON ~
5,4 mr, H30NpONIHACH Iuuepod - 945,82 Mr ¥ MONOUHYIO KHCHoTY - 21,6 Mr.

Io BHEMIHEMY BHIY NIpernapaT MPeacTaBasieT coboi npospatmbm PACTBOP OT KEITOIO JI0
CBETIO-KOPHIHEROTO T(BETA,

3. Bemycxkaror Tpodennep® pacdacoramusiv mo 0,35; 0,7; 1,12 MI B IOTHIPOMHICHOBEIC
MUNETKH COOTBETCTRYIOMEH BMECTUMOCTH ¢ KOJNMa4YkaMu, TTANETKH 110 2 UITYKH NOMEMIAIT B
OnueTep U3 AMOMUHHEBOH GONEIH W YITAKORBIBAKOT B KAPTOHHBIE KOPOOKH BMECTE ¢ HHCTPYKIHCH
10 TIPHMEHECHEIO, '

4. Xpauar npemapat B 3aKpLITOH YMAKOBKC IPOM3BOAMTCIS, B CYXOM, 3AHIUIIESHHOM OT
HPAMBIX COMHEUHLIX Ny4el MeeTe, OTACNLHO OT MPOIYKTOB ITHTANS o KOPMOR, TIPH TemIiepary-
pe ot 0 °C 70 30 °C.

Cpok roasocTn Tpenapata NpH coOMIOASHMH YCNOBHH XpaHeHus - 3 rojga co M
TIPOH3BONICTRA.

IIpodhennep” He noOMKEH TPEMEHATECA IO HCTEUEHHH CPOKA TOMHOCTH.

5. [podernep cmenyeT XpaHUTE B MECTAX, HEAOCTYIILIX A1 JCTEH.

0. Heucnons30BauHBH TIpernapaT YTHIH3HPYIOT B COOTBETCTBUY ¢ TPeGOBAHUIMH 3AKOHO-
JIATENRCTRA,

I1. dapmakonoruyeckne ceoicTBa

7. Tpodenjep® orHocHTes K KOMBUHUPOBAHHBIM AHTHIENLMHHTHBIM NCKAPCTBEHHbIM
TIPEHAPATAM,

Bxomiue B cocTaB npenapara akTHBHBIC KOMITOHEHTH 06ECTEeMHBAIOT €ro NPk
CHCKTD AHTHISTBMHHTHOTO JIeHCTBHA HA KPYITIBIX B JICHTOYHBIX TeILMHHTOR, B ToM uiciae To-
xocara cati (II0I0BO3pense 0co0H, HEION0BO3PeNEe 0cO0H, NIHYUHOYHBIE cTajuu L3, Marpapy-
ouHe B opranuaMe 1 L4, mapasutHpyomue B Kenyouno-kdineddom tpakte), Toxascaris leo-
nine (rrososoapensie ocobu, Henonosospensie ocodu, mmuukn  14), Ancylostoma tubacforme
(momoro3penple 0co0H, Henonoro3pemsle ocodu, miuukiki  14), Echinococcus multilocularis,
Dipylidium caninum, Taenia taeniaeformis, napasHTHPYIOIIHX Y KOLICK.



OMOJETICHIT ARMASTCA TIOYCHHTETHUCCKHM COCIHHEHUEM W3 TPYIIIEL ACTICHITCIITHHOB, 06-
1ajaeT BEIPOKCHHEIMA HEMATOAOIMAHBIMH cBoHcTBamMu. OKaspBast CTHMYIHPYIOLUEe AcHCTBHE
Ha TIPECHHANTHYECKHE NaTpOQHIHHOBBIC PEUENTOPH], SMOACHCHI BEIBIBACT YAPATHY H TH-
fene napazuTa.

[MpasukpanTest — COSHMHEHHE IPYIIILI MTHPA3HHU30XMHOIHHOB, AKTHBHO B OTHOLICHHH KC-
TY/0HHO-KHIEYHBIX LECTO/ Ha Beex dazax paspurhs, MexaHusm neifcTBud npa3HKBanTena 3a-
KIHOMAETCs B ACHOSPU3ANHKE HEHPOMBINEUYHEIX TAHITHOOI0KATOPOB, HAPYIICHHH TPAHCIOPTA
TIFOKO3H U MUKPOTYOYRIpHOH (PYHKINE HECTOM, BBI3BIBACT HApPYLISHHC MBIMICYHOH HWHHSPBA-
LHH, TIapanuy ¥ rudeNb TapasuToB, '

DapMakoKMHETHYCCKHE CBOHCTBA [permapara oGecneuHBaloT ero Xopotnee RCACHIBAHNHE W3
MECTa HAHCCCHMS M AMHTEABHOE COXPAHEHHE B TEPANCBTHYECKOH KOHIUCHTPAIHY B OPraHH3Me
JKHROTHOTO. MaKCHMATBHBIC KOHIIGHTPAIIHH MPA3HKBAHTEIA H 3MOJRNCH/IA OTMEYAROTCS B CHI-
BOPOTKE KpPOBH 4epes 2-4 cyTok. Beigojsrcs coenunenns 43 opranusMa B tewenue 28-30 cy-
TOK: 9MOJIETICH — B HEM3MEHHOM BUJE [TABHEIM 00pazoM ¢ QeKausMH; NPazakBaHTeHs — B 0C-
HOBHOM ¢ MOHOH.

Hpodenaep® mo cTemenn BO3ACHCTBAS A OPTAII3M OTHOCHTCS K YMEPCHHO OITACHBIM
semectBaM (3 Krnace onmacnocru no [OCT 12.1.007-76), B peKOMCHAYEMEIX 03X HE OKA3hIBA-
€T MECTHO-PABIPAKAIONETO, YMOPHOTOKCHUCCKOTO, TCPATOMEHION0, MYTAICHHOTO W UMMYHO-
TOKCHYECKOTO JICHCTRIS; XOPOIIO FCPEHOCHTCH KOMKAMH PA3HRIX TOpOjL W Bospacra. [pena-
PAT TOKCHYEH JUtd PHIO ¥ APYIUX FHJIPOOHOHTOR.

[T1. TTopsiiok nprMeHeHRs

8. IIpodennep® Ha3mauAIOT UIA JETENEMUHTH3ANHE KOMEK C TPOMHUIAKTHYECKON 1 Ne-
4eBHOl 1ENblo IPH HeMATOA03aX  (TOKCOKAPO3, TOKCACKAPH03,  AHKHIOCTOMO3) H LECTONO-
3ax {TEHAWMO3L, ZUITHIHIHO3, YXHHOKOKKO3E ),

9. TlporusonoxasaHueM K TPHMECHEHHIO SBISCTCA NOBBILCHHAN HHIMBAAYAILHAS HyB-
CTRHTENBROCTL KUBOTHOrO K KOMIIOHeHTaM Tipemapata. [Ipodengep® He cmemyer mpumensts
KOTHTAM MOIOXKE 8-HeAembHOTO BOzpacta H/Hmu Maccolt meree 0,5 kr. llpemapar He crenyer
HAHOCHTD TIA BIAXKHYIO HITH TIOBPEKIIEHHYIO KOKY.

10. [IpenmapaT IpUMEHSIOT HAPYKHO, IIyTEM TOIMKAILHOTO ($pof-on) HAHECEHHS HA KOKY.
ITepen MCMOML3OBAHHEM ¢ MHIIETKH CHAMAIOT 3AMIUTHBIA KOAMAYOK M, PACHONOKUB €8 BEPTH-
KaTbHO, MPOKANLIBAIOT 3AIUTHYI0 MeMOpaHy HOCHKA MMUOCTKH (HageB KOMMA4OK ¢ 00parHoif
CTOPOHEL), 3aTEM KOMITAY0K CHOBA CHHMaIOT. [Ipemapat, pa3aBHHYB INEpPCTh, HATOCAT B MeCTa,
HEAOCTYIHBIE JUTA CAM3BIBANHA, HEMOCPENCTBEHHO Hi KOXKY MEKAY JOMATKAMH Y OCHOBAHHI
TIen.

[Tpy 06paborke KPYIHBIX KOMIEK COACPHUMOE TTHIETOK HAHOCAT HA KOXKY B 00NAcTH 1eH
B HECKOJIBKO MECT, HEJOCTYITHRIX JUISL CIIM3BIRAHUS YKHBOTHBIM,

MunEManbHAS TepanerTHUECKas Ro3a npemapara  lpodenzep® coctasmser 0,14 mu/kr
MAacChl JKHBOTHOTO,

JleremMIHTHIALIMIO KOUIEK ¢ HeHoNb3oBanneM nperapara Hpodenaep™ nposoast, Haun-
HAst ¢ 8-HERITBHOIO ROZPACTA, B JI03AX, YKA3aHIBIX B TabNHIe:



Tabnrna

Macca Mapkrposka 1 00beM HCTITOTB3YEMEIX
KOTITKH, KT _ ITHIIETOK, MJI
ot 0,5 no 2,5 «[podennep™ nna Manenskux Komexy, 0,35
or 2,6 10 5,0 «l[Ipodergep” i cpejnux  womek», 0,7
or 5.1 no 8,0 «lTpopengep™ mna kpynunix xomek», 1,12
Hosee 8,0 ' Kombunaruy 1HneTox pasiuuHoil GpacosKku

[Tpy 06paboTtke kommek Maccoll Gonee 8 kr TTpodenep® npumenstor u3 pacucra 0,14 Mu
HA KAWKJILTH KT MACCH] KHBOTHOTO, HCITONE3YS KOMOANANMM TIHITETOK PAINWIHON (pacOBKH.

JerenbMHUHTH3AIHIO KOMWEK ¢ NCYeOHOH bl TPOROBSIT O MOKA3AHUAM, OHOKPATHO,
¢ IPOQUAAKTHISCKON LCILIO - CKCKBAPTANBHO,

BpeMst HeoOX0MMMOE LIS BCaChiBaHIA NPENapaTa CocTABMSIET OKOIo 2 yacon. 1o meteuc-
HHH 3TOT'0 BPEMCHH KHBOTHOE, B ¢/Iyyae HeoOXOAMMOCTH MOKIO MBITh.

1. TIpu nepeo3upoBKe NMpenapara y HEKOTOPLIX KOLIEK MOTYT HAGNIOMATLCS: MOBLIICH-
HAA CASTMBALMY, PROTA, TpeMOp. B 2ToM ciydae Ipemapar CMBIBAIOT BOJION ¢ MOIOIIHM Cpeil-
CTBOM W NPUMEHIOT 00LIHe MEPBI, HAIPABICHHEIC Ha Cro BLIBE/ICHHE W3 OPraHu3Ma.

12. Ocobennoctell nelicTBHA AEKAPCTBEHIIOTO IPEMAPATA UPH NEPBOM MPHMCHEHUHN U
OTMEHE HE BRISBIIEHO. ' _

13. IIpu o0paboTKe MKHUBOTHEIX CACHYCT MPHIACPKHBATECS PEKOMEHIAYEMOTr0 HHCTPYKIHEH
nrrepsana. [Ipu nponycke ouepennoit obpadoTki NpHMEHEHHE IIpenapaTa Bo3o00HOBIMIOT B TOH
e J103€ TIO TOH KE CXeMe,

14, TloGounbix aABAeHUH W OCNOKHCHHN MPH NMPUMCHEHHH NPENnapaTa B COOTBETCTBHE ¢
HACTOAIEH HHCTPYKIMENR, Kak IIpaBuiIo, He HabmomaeTes. B pefikuk cilyuasx BOIMOKHB! HHIH~
BHAYAJIBHbIE PEAKIUH KOMH (TIOKPACHEHHE, 3YA), KOTOPEIC CAMOIPOH3BOILHO MPOXOAAT H He
TpeQyIOT NIPHMEHEHHA IEKapCTBENNEIX CPEACTB. B ciiyuae nposBiIeHns aIeprayeckux peakimnii
Yy YYBCTBHTENBHOLO K KOMIIOHCHTAM IIPENIApara JKMBOTHOTO, TIPETIApaT CIEAYET TLIATCHLHO
CMBITH BOAOH € MBUIOM H ONOJOCHYTD WEPCTDh DONBIIAM KOTHUECTBOM IPOTOUHOH BOMLI, a HpH
HeoOXOIHMOCTH HA3HAYUTE AHTHIHCTAMHHHIBIC H CHMITTOMATHYECKHE CPEACTBA.

15. He caenyer npumensts [pohenncp® oHOBpeMEHHO ¢ APYTHME AHTHTCLMIHTHBIMY
JIEKAPCTREHHBIME NPENapaTaMy.

16. Tlpenapar TIpogenzep®  He mNpeaHasHaucH /T8 TPHMEHEHHS HPOLYKTHBHEM
IKHBOTHBIM.

IV. Mepr nuaHoH 1podyiak rhky

17. Ilpu padore ¢ npenaparom Tpodernnep® cneayer cobmonats ofiuenpuEsThHe IpaBaia
JTHYHOH FHTHEHDI H TEXHHKH Ge3011ACHOCTH, NPEJYCMOTPEHHEBIC U paboThl ¢ NEKAPCTBEHHBIMH
cpeaersaMu. Bo npema paborsl He paspelnaercs KypHTh, THTH U MPHHHUMATH nHINY, [To okoHua-
Huy paboThl CIeAyeT TIATENLHO BHIMBITE PYKH TETLION Bomol ¢ Muutom. He cilenyer rmaguts o
NOUTYCKATE WHBOTHOC K MACHLKHM JETsM 8 Tededne 24 4acos mocie 00paborTky.



18. Ilpu cnywaliHOM KOHTAKTE NEKAPCTBCHHOTO Npenapard ¢ Kowkell MIH ClM3HCTBIME
ofonouKaMu rias, ux HeoGXOMHMO TPOMEITL GONBIIMM KOJHYSCTBOM BOE. JIOZaM ¢ Tunep-
qyacmmemnocmro K KOMTTOHEHTAM npenaparta cieayer n3berars npaMoro KOHTakTa ¢ mpemna-
patoM lpodernep®. B cilydae nosABNEHAS amICpradeckux Akt WA IpK CyYaiiHoM moma-
NAHUM {IPCHAPATA B OPraHU3M YeTOBEKA CNCAYET HEMEINIEHHO OOpATHTBECH B METHITNHCKOS
yapexaenue (ipu ceGe MMETh HHCTPYKIUIO 110 PHMEHEHIO IPSHAPATA WIH STHKETKY).

19, Tlycryro yrakoBKy H3-IOA JIEKAPCTREHHOTO IPEIApaTa 3alpemaeTes HeIOTh30BaTh
JUts OBITOBBIX LeNIeH, OHA TIOICHKAT YTUIH3AHUHE ¢ OBITOBLIMH OTXOAMH.

20. Opranmsanus-npoussoauTent komnanng «Bayer Animal Health GmbH»:
Anpec meeta nponspogctea: KVP Pharma + Veteriniir Produkte Gmbl; Ff"oj ensdorfer Str. 324,
D-24106 Kiel (Tepmanus).

Mncrpykmms paspaborana kommnanueit «Bayer Animal Health GmbH» (Iepmanus) cos-
mecto ¢ 3A0 «baiiep» (123022, Mockea, b. Tpexropusiii nep., a.1, ctp.1) .

C YTBCPDKACHHECM Hac TOSIIEH HHCprKIIHH CUHTATE }/'deTHBHIeH CHITY HHCTPYKIIHIO TTO

npuMenenno npenapara Hpodenaep®, yrsepixuennas Poccenbxmnamoptm 20.06.2011
rojia.

H(}Mﬁp PETHCTPANHOHHOIG YIOCTOBEPCIIHA

PexomenjloBano K perdcrpanui B Poceuiickoit ®epepauun OI'BY « BTHK»
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