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28 OEB 2018
WHCTPYKIIMA
10 BETEpMHAPHOMY NpUMeHeHHto npenapata [Ipobenmep® ans gere1»MUHTH3ALINE
KOIIEK

(Opranumsanus-pa3zpadbotuuk: kommanus «Bayer Animal Health GmbHy;
Kaiser-Wilhelm-Allee 10, D-51373 Leverkusen, ['epmanus)

Homep perucTpallioEHOr0 yI0CTOBEPEHHSL:
REE 3§ /- NI7BY -5 -3 6/ SO
I. OBbuwme cBenenus

. Toprosoe HavMeHOBaHUe JIGKApPCTBEHHOTO Ipenapara: Ilpodernmnep®
(Profender®).

MexnyHapoaHoe HelaTeHTOBaHHOE HalMEHOBAHHUE: IMOJIEIICH]I, IIPa3UKBAHTEN.

2. JlexapcTeennas (opma: pacTBOp Ansl HapyXXHOTO NpUMeHeHHs (Spot-on).
IIpoderaep” B | Ma B KauecTBe ACHCTBYIOLIMX BEIIECTB COIEPKUT DMOAEIICUJ -
21,43 Mr u npasuxBanTen - 85,75 Mr, a TakKe BCIOMOTaTe/lbHbIE BELIECTBA: Oy THII-
I'UAPOOKCHAHM30]1, H30MPONMIKACH ITULEPOS U MOJIOYHYIO KUCIIOTY.

3. Ilo BHewHeMy BuIy Iperapar IpeacTaBIseT coOOH Ipo3padHblil pacTBOpP OT
JKEJITOTO 0 CBETIIO-KOPHYHEBOro 1BeTa. CpoK FOJHOCTH Mpenapara Mpu coOIroIe-
HUH YCIIOBUM XpaHeHUs - 3 roja co AHS NPOU3BOICTBA.

4. Bemyckatot npenapar [podernep® pacdacosasnsmM mo 0,35; 0,7; 1,12 mu B
IIOJIANIPONUICHOBbIE MUITCTKH COOTBETCTBYIOIIEH BMECTMMOCTH ¢ Koimaukamu. Iu-
TIETKH 110 2 LITYKH IIOMEMAIOT B ONUCTEP U3 ATFOMUHHEBOM (OIBIM U YIAKOBBIBAIOT
B KQpTOHHBIE KOPOOKM BMECTE C MHCTPYKIIKEH 10 IPUMEHEHHMIO.

5. XpassT mpenapar B 3aKphITOH YITAKOBKE IPOM3BOAMUTENS, B 3aAlMIIEHHOM OT
IPAMBIX COTHEYHBIX JIyYeH MECTE, OTAECILHO OT NPOAYKTOB MUTAHUS U KOPMOB, IIPH
temmeparype ot 0 °C mo 30 °C.

6. INpertapat [popenaep® crenyer XpaHUTh B MECTaX, HETOCTYNHBIX UL AeTeil.

7. Hencnonb30BaHHBIH Ipenapar yTUIM3UPYIOT B COOTBETCTBHU C TpeOoOBaHMs-
MU 3aKOHOIATENILCTRA.

8. Ilpenapar ornyckaerca 0e3 pellenia BeTEPHHAPHOIO Bpaya.



II. DapmakoloruyecKue CBOMCTBa

9. Tpodenuep™ oTHOCHTCS K KOMOHHHPOBAHHBIM aHTUIEJBMUHTHBIM JIEKap-
CTBEHHBIM IIPErapaTam.

10. Bxonsmue B cocTaB mpemnapara akTHBHbIE KOMIIOHEHTh! 00eCIeunBaroT ero
IIHPOKUAHN CIEKTP aHTUIeJIbMUHTHOTO JI@HUCTBHS Ha KPYINBIX M JIEHTOYHBIX TelIbMUH-
TOB, B TOM 4uciie Toxocara cati (monoBo3penble 0coOH, HEOMOBO3pEIbIe 0COOH, JIU-
YHHOYHBIE cTauu L3, Murpupyromye B opranuzMe U L4, napasuTupyromue B xeiy-
JOYHO-KHIIEYHOM TpakTe), Toxascaris leonine (rmonoBo3pebie 0cobH, HEMOIOBO3PE-
able ocobu, muuunka L4), Ancylostoma tubaeforme (mosnoBospensie ocobu, HETI00-
Bo3penele ocobu, nuuuHky L4), Echinococcus multilocularis (B3pocisie cramuu),
Dipylidium caninum (monoBo3pensle ¥ HEMmoJoBo3pensle ocobu), Taenia
taeniaeformis (B3pocisie cramuu), Aelurostrongylus abstrusus (B3pocible cTazuu),
[Iapa3UTHPYIOIHX V KOLIEK.

OMOJZIETICH] SBIAETCA MOJYCHHTETUYECKHM COSMHEHUEM U3 IPYIIIbl ACTICHUIIEN-
TUJOB, 00MagaeT BhIPaKeHHBIMH HEMATOIOLHMIHBIMU CBOMcTBaMU. OKa3biBas CTUMY-
JUPYIOIeEe EeMCTBUE HA IPEeCHHANTU4YecKhe JaTpodUIMHOBBIE PELUENTOPhI, 3MO-
JETICU]l BBI3bIBAET Napaiuy U r'udenb napasura.

IIpasukBaHTe)l — COCAMHEHUE TPYIIbl NUPA3MHU30XUHOIMHOB, aKTHBHO B OT-
HOIUEHHH >eJIY/I0YHO-KHIISYHBIX L[eCTO/ Ha Bcex (azax pa3BuTHs. MexaHU3M Jei-
CTBHs [pasHMKBaHTENa  3aK/IKOYaeTcs B JENONApU3alUMd HEHPOMBILICYHBIX TI'aH-
r1uo0I0KaTOpOB, HApYIIeHHH TPaHCIIOPTa [IIIOKO3Bl B MHUKPOTYOYIAPHOH (QyHKIHMU
LECTOM, BBI3bIBAET HapylICHME MBIIICYHOW MHHEPBAllUY, apalnd U THoess napasu-
TOB.

DapMakOKMHETHYECKUE CBOMCTBA Mpenapara o0ecnedYrnBaT ero Xopollee Bea-
CBIBaHME M3 MECTa HAaHECEHUs U JUIUTENIbHOE COXpaHEHHE B TepaneBTHYECKOH KOH-
LUEHTPALMK B OpraHu3Me KUBOTHOro. MakcumarbHble KOHIEHTPAIIMK TTpasuKBaHTe a
U 5SMOJICTICHAA OTMEYaKoTCs B ChIBOPOTKE KpOBHU 4epe3 2 - 4 cyTok. BeiBomsrcs co-
eIMHEHHUS M3 opraHusMa B TedyeHHe 28-30 CyTOK: 3MOJIEIICH/ — B HEU3MEHHOM BHIE
TJIaBHEIM 00pa3soM ¢ (eKanusaMy; MPa3suKBaHTET — B OCHOBHOM C MOYOIA,

ITIpodennep® no cremneHn BO3NEHCTBUS Ha OPraHM3M OTHOCHTCS K YMEPEHHO
onacHeIM BemlecTsaM (3 knacc omacHoctd no 'OCT 12.1.007-76), B pekoMeH/Iye-
MBIX J103aX HE OKa3plBaeT MECTHO-Pa3Apa)karolero, sMOPHOTOKCHYECKOr0, TepaTo-
FEHHOI'0, MyTareHHOr0 ¥ MMMYHO-TOKCHYECKOro HeMCTBUA; XOPOHIO MePEeHOCHTCS
KOIIKaMH pasHBIX II0poj M Bo3pacTa. [Ipemapar TokcuyeH ajist peld ¥ Apyrux THIpO-
OUOHTOB.

I11. ITopsimok mpumeHeHM s

11. Ipenapar [Tpodenaep® HasHaYalOT Ojis AEreIbMHHTH3AMM KOIIEK ¢ IIpo-
(raxTHIecKo U 1eyeGHOM 1EeNbIO MPY HEMaTom03ax  (TOKCOKapo3, TOKCACKaPUIO03,
aHKMJIOCTOMO3, JIFOPOCTPOHTMIIE3) U LeCToa03aX (TEHUUA03b], JUITUIHANO3, SXUHO-
KOKKO3BI).

12. IIpoTuBonokasaHiueM K TPUMEHEHHIO SBJISETCS TOBBIIICHHAS MHIXBYIYa/lb-
Has YYBCTBHTEILHOCTD KMBOTHOTO K KOMIIOHEHTaM nperapara. [Ipodenaep® ne cie-



AYeT IPUMEHATL KOTATaM MOJIOKe 8-HeelbHOro Bo3pacra u/win maccoll menee 0,5
kr. [Ipenapar He ciemyeT HAHOCHTH Ha BJIAKHYIO WK MOBPEKICHHYIO KOXY.

13. llpu pabote ¢ npenapaToM cieayer cob0aaTh 00LINe IIPABHIA IHNYHON T'H-
THEHBIL ¥ TEXHMKH O€30MacHOCTH, NIPeLyCMOTPeHHbIe P paboTe ¢ IeKapCTBEHHBIMU
cpencTBaMu. I1o okonyaHuu paboTsI ci1eayeT BEIMBITh PYKH TEIJION BOLOHM ¢ MBIIIOM..

14. Tperapar Ipodenznep® paspelien kK NPUMEHEHUIO BO BpeMsi GePeMEHHOCTH
¥ B Ilepuoj JaxTauuu. He cremyer mpumensts Ilpodenaep® xorstam mosnoxe 8-
HeNeNnbHOro Bo3pacTa W/uiu Maccoit meree 0,5 kr.

15. Tlpenapar npuMeHSIOT HapyKHO, IIyTeM TOMMKAILHOIO (Spot-on) HaHece-
HHs Ha KOXKy. llepen MCnoIp30BaHUEM C ITMMETKUH CHUMAIOT 3allIMTHBIM KOIMAa4yoK H,
PACIOIOXHUB €€ BEPTUKAIBHO, NIPOKAIBIBAIOT 3alUTHYIO MeMOpaHy HOCHKA ITHITeTKH
(HaJeB KoMmayok ¢ 0OpaTHOM CTOPOHBI), 3aTeM KOJIIAY0K CHOBa CHUMAOT. [Ipemnapar,
Pa3ABUHYB LUEPCTh, HAHOCAT B MECTa, HEAOCTYIHBIC IS CIU3bIBAHHSA, HEIOCDE]-
CTBEHHO Ha KOKY MEXKIY JONATKaMH Yy OCHOBaHMSI LIEH.

[Ipn oGpaboTke KpyNHBIX KOMIEK COAEPKMMOE MUIETOK HAHOCAT Ha KOKY B
O0IacTH ey B HECKOJBKO MECT, HEAOCTYITHBIX JUIS CIM3bIBAHUS KMBOTHBIM.

MunnmanpHas TepaneBTHYecKas 1o3a npenapara IIpodennep® cocrasnser 0,14
MJI/KI MacChl )KUBOTHOTO.

JlerensMUHTH3ALKMIO KOLIEK C HCHONB30BaHMeM npenapata IIpodennep® nposo-

JIAT, HauMHas ¢ 8-HeleIbHOro BO3pPacTa, B 103aX, YKa3aHHBIX B TabiuLe:
| |
| |

:

; Macca MapkupoBka 1 00beM HCITONIb3YEMBIX

| KOIIKH, KI MTUTIETOK, MJI |
or 0,5 no 2,5 IMpobenaep® g ManeHsKUX Kourek - 0,35
or 2,5 mo 5,0 [podengep® s cpeanux  komex - 0,7
or 5,0 no 8,0 [Mpodennep® mis KpymHBIX Komrek -1,12

ITpu o6pabotke Kouek Maccoit 6osee 8 kr [Ipodennep® npumensoT 13 pacyera
0,14 M1 Ha Kaxbli KI' Macchl )KUBOTHOTO, UCIIONB3YsA KOMOMHALMH ITHIIETOK pas-
IU4HOM (HaCOBKH.

JlereneMUHTH3AUMIO KOIIEK C JIeueOHOM IeNbio POBOAAT ONHOKpATHO, C TIpo-
(unakTHyeCcKol — eKeKBapTAIBHO B TEPANCBTHYECKON 103e. s TeueHns opocT-
poHruiesa (B3pocnele cramuu Aeclurostrongylus abstrusus) mpemapar IMpodennep®
CJIeAyeT IPUMEHATEH ABYKPaTHO ¢ UHTepBaioM 14 nueil.

B nmensx mpenoTBpameHust nakTOreHHo# mepemaun (4epes mojoko) Toxocara
cati (iuumuku L3) or mMaTtepu KoTstaMm shdexTuBHA O7HOKpaTHas 06paboTka Gepe-
MeHHOIt Komrku npenaparom Ilpobenaep® npaMepHo 3a ceMb mHEl 10 IIperosarae-
MO JaThl POJIOB.

Bpewmst, HeoOxoaumoe 11 BcacklBaHMS Npenapara, CoOCTaBIseT OKOIO0 2 YacoR.
[lo HcTevennn 3TOro BpeMeHH MECTO HaHECEHHs [pernapara, B cIydae HeoOX0IUMOo-
CTH, MOKHO MBITb.



16. TToboYHBIX AB/IEHUH U OCNONKHEHUH ITPU TIPUMEHEHHUHM IIperapaTa B COOTBET-
CTBHHU C HACTOsLIEH HHCTPYKLKEH, KaK MpaBUI0, He HabmromaeTcs.

B penxux ciydasx (6onee |, Ho meHee yeM y 10 ocobeit u3 10 000 UBOTHBIX)
BO3MOJKHBI MHIWBUIYyaJlbHbIE PEaKLUM KOXKHM (TIOKpacHeHue, 3ym). B oueHn penkux
(menee yem y 1 ocobu u3 10 000 KMBOTHBIX) Cilydasx MOI'YT BO3HUKaTh CIIOHOTEYe-
HHE U PBOTa, & TaK K€ BO3MOXKHBI HEBPOJIOTMYECKHE PACCTPOIMCTBA JIErKOM (QOPMBI,
TaKHe KaK aTakcus W TpeMmop. beuio ycTaHoBneHO, 4TO 3TH 3P¢eKThl BO3HHKAIOT
BCIIECTBUE OOMM3BIBAHMS KOIIKOW MecTa HaHECSHHMS IMperapara HermoCpeacTBEeHHO
nocse 00paboTKy Mpenapara U CaMONPOU3BOJIBHO TPOXOIST 0€3 IPUMEHEHHS J1eKap-
CTBEHHBIX CPEJICTB.

17. Ilpy mepego3upoBKe Ipenapara y HEKOTOPBIX KOIIEK MOIYT HabIoaaThes:
[IOBBILICHHAs CaJMBallMsg, pPBOTA, TPEMOP. BLITIO YCTAHOBIEHO, YTO 3TH CHUMIITOMBI
BOBHUMKAIOT B pe3ylibTare O0JM3BIBAHMS KOLIKOH MecTa HaHeCeHMs Iperapara M ca-
MOTIPOM3BOJILHO IIPOXOAAT 0€3 MPUMEHEHHUS JICKaPCTBEHHEBIX CPEICTB.

18. He cnenyer mpumensts [Ipodennep® oaHOBpeMeHHO ¢ IPYIHMH aHTHTENb-
MHHTHBIMHU JIEKapCTBEHHBIMU NTpeNIapaTaMy.

19. OcoGennocTelt 1eHCTBHUS JIEKapCTBEHHOrO Ipenapara Mpy IePBOM MpHeMe
W TIPY €ro OTMEHE He BBISBIIEHO.

20. B ciyuae HecOOMIOJEHUS YCTAHOBICHHOIO CPOKa TOBTOPHBIX 06paGOTOK
NpUMEHEHHe Mpernapara cjeyeT BO30OHOBUTh B TOH JKe IO3UPOBKE 0 TOM XKe CXeMe.

21. Ilpenapar ITpodenaep™ He npenHasHaueH AIs IPUMEHEHHS TIPOLYKTHBHBIM
JKMBOTHBIM.

HanmenoBanusa u anpeca npousBoacter-  KVP Pharma + Veterinir Produkte
HBIX IUIOIIA 10K MPOU3BOAUTENS JeKap- GmbH; Projensdorfer Str. 324, D-
CTBEHHOTO Tipenapara Ajd BerepuHapHoro 24106 Kiel (Germany)
IPUMEHEHUS.

Hammenosanue, anpec opranuzauuy, ynor- AO “BAVEP”

HOMOYCHHOM nepkaterneM Win BrafenbueM Mocksa, 107113, 3-s PriGunckas yi.,
PEervCcTPallMOHHOI0 YAOCTOBEpeHHd Jekap- 18, ctp. 2;

CTBEHHOI'O IIperapara Ha IPUHATHE IIpeTeH- Tel. (495) 234-2000

3ui OT moTpeduTes.

C cornacoBanuem HacTOALIEH MHCTPYKLHMH yTPAauMBaeT CHITYy HHCTPYKIHS [0 IpHMe-
Henuio npenapata [Ipoderep”™, yrBepxennas Poccenbxosznaasopom 30.07. 2014
roja.



