NMHCTPYKLIMA
1o npumeHeHnio PoHakcaHa /uist iedeHus Goneanes™
OaKTepHaIbHON THOJIOTHH Y COOAK M KOIIEK

(Opranusanus-paspaboryuk: «Mepuan», 29 asento Tonu I'apube, 69007, Jlnon, ®pannus)

1. OOmue cBeneHns

1. Toprosoe HauMeHOBaHUE JIEKAPCTBEHHOTO Npenapara: Ponakcan (Ronaxan).
MexayHapoaHOE HETaTeHTOBAHHOE HAMMEHOBAHME: IOKCULIMKIIMH.

2. JlekapcTBeHHas popma: TabJIETKHU Il OPAIbHOTO MPUMEHEHHS.

PoHakcaH BBIIYCKAlOT B JBYX [JO3MPOBKAaX, COJCPXKAIMX B KadecTBE IEHCTBYIOIIETO
BEIleCTBA JOKCUIMKINH (B ¢opme rukiata) - 20 mr/rabn. wu 100 mr/rabn., a Tamke
BCIIOMOTaTeJIbHbIE BEIECTBA: CTeapaT MarHusl ¥ MUKPOKPHCTAJUTNYECKYIO EJUTIONI03Y.

3. Ilo BHemHeMy BHIY IpenapaT NpeacTaBiseT co00il Kpyrible IBOSKOBBINYKIIbIE TaOIeTKH
OT CBETJIO-XKEJITOTO J0 XKEJNTOro I[BETa.

CpoK TOMHOCTH JIEKApCTBEHHOIO MpenapaTa IpH COOMIOJCHUHM YCJIOBHN XpaHEHHs B
3aKpBITOH yIaKOBKe NPOU3BOAUTEINS — 36 MECSIIEB C JaThl IIPOM3BO/ICTBA.

3anpemaeTcs NpuMeHeHne PoHakcaHa 110 UCTEUEHUH CpOKa rOJHOCTH.

4. Bwmyckator Ponakcan pacpacoBanHbiM 1o 10 Tabiretok B OamcTephl U3
NOJIMBUHUIIXJIOPU/IA M AIFOMMHUEBOH (onbru Ha OyMakHOW OCHOBe. BIMCTEpHl YyNakOBBIBAIOT B
KapTOHHbIE KOPOOKHM MOMTYYHO (A1 103upoBKU 100 Mr/tabmn.) uiam 2 mwTykd (Uit 103upoBku 20
Mr/Tabi1.) BMECTe ¢ MHCTPYKIUEH 110 MPUMEHEHHIO.

5. XpaHaT jeKapCTBEHHBIH Ipenapar B 3aKpBITOM yIakOBKe MPOM3BOAMTENS, OTAEIBHO OT
NUIIEBBIX TPOJYKTOB U KOPMOB, B 3aUIMIIEHHOM OT MNPSIMBIX COJIHEYHBIX JIy4eil MecTe, Npu
temneparype ot 0°C no 25°C.

6. PonakcaH cienyeT XpaHUTh B HEJOCTYITHOM JUISI IETEN MECTe.

7. Hewcnonb30BaHHBIA JIEKAPCTBEHHBI TIpernapaT yTHIM3UPYIOT B COOTBETCTBHH C
TpeOOBaHUSMHU 3aKOHOIATETHCTRA.

8. Ponakcan ormyckaercst 6e3 pelenra BeTepHHAPHOTO Bpaya.

II. ®apmaxosnoruueckue cBOMCTBa

9. PoHakcaH OTHOCHTCS K aHTHOAKTepUAJbHBIM JICKAPCTBEHHBIM MpeNaparaM TIpYIIIbI
TeTPALMKIHHOB.

10. JIoKcHMIMKIMHA THWKIAT, BXOMIIMM B COCTaB Ipemapara, OTHOCUTCS K
TMOJTyCHHTETHYECKUM aHTUOMOTHKAM TPETHErO MOKOJIEHUS TeTPALMKIMHOBOM IPYIINbl, AKTHBEH B
OTHOIICHUH TIPAMITOJTIOKUTENLHBIX U TPAMOTPULIATENBHBIX MUKPOOpranu3MoB: Staphylococcus
spp., Streptococcus spp., Corynebacterium spp., Actinomyces spp., Clostridium spp., Bacillus
anthracis, Erysipelothrix spp., Listeria spp. Fusobacterium spp., Pseudomonas spp., Pasteurella
spp., Eikenella spp., Enterococcus spp., Enterobacteria spp., Moraxella spp., Brucella spp.,
Bartonella spp., Proteus mirabilis, Escherichia coli, Citrobacter, Serratia, Bacteroides tectum,
Salmonella, a Taxxe MUKOIIIa3M, CIIUPOXET, XJIAMHUIUN M PUKKETCHIA.

Mexannsm 6akTepHOCTaTUUECKOTO AEHCTBHS JOKCHIMKIMHA CBA3aH C YTHETCHHEM DH3MMOB,
KaTalu3upyomux cBs3biBanue amuHoaueTun-PHK ¢ pubGocomanpHbIMEH  akmenrtopamu, d9To



NPUBOJAMT K OJOKMPOBAaHMIO B3aMMOJEHCTBUS aMuHoammiaTpaHcnoprHoii PHK ¢ 30S-
cyObemnuIei pubocoManbHOM MEMOPaHBl M HAPYIIEHUIO CUHTE3a Oelka MUKPOOHOM KIIETKH.
ITocnie mepopallbHOro BBEIEHHMs Ipenapara JOKCHIIMKIMH THKJIAT JIEFKO BCACHIBAETCS B

XKeJIyI0YHO-KHIIIEYHOM TPAKTe ¥ JOCTUIa€T CUCTEMHOTO KPOBOTOKA, MaKCHMaJIbHasi KOHIIEHTPAIUs
B IJIa3M€ OTMEYAETCH Yepe3 3 yaca I0C/e BBEAECHHs, COXPaHAsACh HA TEPAeBTHYECKOM ypoBHE 24
yaca; JIETKO IPOHMKAeT B OOJBLIIMHCTBO OPraHOB W TKaHed, MeTaboNM3MpYeTcs B IEYEHH C
00pa3oBaHMEM HEAKTUBHBIX METAabOIMTOB, BBIBOAUTCS M3 OpPraHN3Ma B OCHOBHOM ¢ (peKanusiMH U
MOYOiA.

Ponakcan 1o cTeneHy BO3J€HCTBHS HA OPraHU3M OTHOCHTCSI K YMEPEHHO ONAaCHBIM BEIIECTBAM
(3 knacc omacHoctn mo I'OCT 12.1.007-76), B peKOMEHIyeMbIX [103aX HE OKa3bIBaeT
CEHCHOMIM3UPYIOLIETO, TEPATOTEHHOTO U AMOPUOTOKCHYECKOTO JIEHCTBHS.

I11. Tlopsimox mpuMeHeHUS

11. PonakcaH Ha3HayalOT KOMIKaM M cobakaM ¢ Jie4eOHOW WeNbI0 MpH GonesHsX OPraHoB
JbIXaHUs (PUHUT, TOH3UIUIAT, OPOHXONHEBMOHHS), MOYEIIOJIOBOI CHCTEMBI (LIUCTHT, TUETOHE(PHT,
MPOCTATUT, SHIOMETPUT), KOXKM (THOWHBIE JAEPMATUTHI, aOCHECCH) M JAPYrUX HWHQEKIUSIX,
BO30yIMTEIM KOTOPBIX, YyBCTBUTENIbHBIE K IOKCULIUKIIMHY.

12. IlpoTuBomOKa3aHWeM K NPUMEHEHMIO SBJISETCS TOBBINIEHHAs YyBCTBHTEIBHOCTD
)KHBOTHOTO K KOMIIOHEHTaM Mpernapara i aHTUOMOTUKAM TETPAL[UKJINHOBOM TPYIIIbI, BBIPA)KEHHbIE
HapylmeHus QyHKUMA nedenn w/mmm nodex. He criemyer mpumenste PoHakcaH GepeMEHHBIM U
KOPMSIIUM CaMKaM, a TaK)Ke IEHKaM ¥ KOTSATaM B IEPHO/I Pa3BUTHS 3y0OB.

13. PoHakcaH MPUMEHSIOT )KUBOTHBIM HHAMBHAYAIBHO NEPOPATHHO B CMECH ¢ KOPMOM HIIH
BBOJAT NPUHYAUTEIEHO Ha KOPEHb sA3bIKa OJUH pa3 B JIeHb B 03¢ 10 Mr JOKCHLIMKIMHA Ha | Kr
Macchl JKHBOTHOTO. Kypc JieueHust npu ocTpom Tedenuy 3aboNeBaHuMii cOCTaBiseT 3 - 5 CyTOK, npu
xpoHuyeckom — 8- 10 cyrok.

[To Ha3sHa4YeHHIO BETEPMHAPHOIO Bpada JO3MPOBKA M JUIUTEIBHOCTH NPUMEHEHUS MOXKET
OBITH yBEJIMYEHA.

14. Tlpu mnepeno3upoBKe IIpemnaparta y >KMBOTHOTO MOXKET HabIoJaThesi pPBOTA, OTKA3 OT
KOpMa, HapyIIeHHe KOOpJMHALMH [BIKEHHWs. B 5ToM ciydae crneqyeT mpekpaTuTh NpUMeHEHHE
npenapara ¥ Ha3Ha4YUTh CPEICTBA CUMIITOMATHYECKOM TepaIuy.

15. OcobenHocTell elcTBUS J1€KapCTBEHHOTO IIpenapaTta NpH ero MepBoM NMPHUMEHEHHH W
OTMEHE He BBISIBIICHO.

16. bepeMeHHBIM ¥ KOPMSIIMM caMKaM PoHakcaH NMPUMEHSIOT 10 )KU3HEHHBIM MMOKA3aHUAM
MO/l KOHTPOJIEM JIEYaIero BETEPHHAPHOTO Bpava, TaK Kak NpH CHCTEMHOM aGcopOuum mpenapat
MOJKET BbI3BaTh HApYLIECHUS Pa3BUTHS KOCTHOM TKaHM ILJIO/A.

17. Cnenyer nsberath mpomycka o4epeHoO# 1035l IperapaTa, Tak Kak 3T0 MOKET IPHBECTH K
CHI)KEHHIO TeparneBTHYeckoil s¢pdexktuBHOCTH. B ciywae mpomycka OAHON 103b1 IpUMEHEHHE
npenapaTta BO300OHOBIISIIOT B TOMH JKe JJ03€ IO TOi e CXeMe.

18. Ilpy npuMeHEHMH JIEKapCTBEHHOTO Tperapata B COOTBETCTBHH C HACTOSIIEH
MHCTPYKIMEH MOOOYHBIX SBJICHUI M OCIOXKHEHUH y KMBOTHBIX, KaK MPaBMJIO, HE HAGIIOIAETCH.
[Ipy TOBBINIEHHO! WHIMBUIYaNbHOM YYBCTBHTENBHOCTH K TETPALMKIMHAM W BO3HMKHOBEHHH
QIEPrUYeCKUX peaklui NPUMEHeHHWe Mpenapara MNpPEKpalalT M Ha3HAYaloT IKABOTHOMY
AHTUTUCTAMHUHHbIC MTPENapaThl ¥ CPEACTBA CUMITOMATUYECKOI Teparnuu.

19. He cnenyer npumensTs PoHakcaH COBMeCTHO ¢ GaKTepMIMAHBIMH AHTHOMOTHKAMH
NEHULMWIMHOBOM M 1edanocnopuHOBO#  rpynm  (M3-32  BO3MOXKHOTO — CHMSKEHHUS
aHTHOAKTepUAIbHON aKTUBHOCTH), C JIEKAPCTBEHHBIMH IIperiapaTaMd U KOPMOBBIMH J00aBKaMu,
COJEpIKAIMMH COJIM KaJIbLMsl, MarHus, XKeje3a U aloMUHus 6apOoutyparamu u peHUTOMHOM (U3-3a
BO3MOKHOTO YXY/IIEHHS BCAChIBAHMS ).

20. Ponakcan He npe/iHa3HaueH ISl IPUMEHEHUS IPOLYKTUBHBIM )KHBOTHBIM.



IV. Mepsl nuuHO#i TpoUIaKTUKH

21. Ilpu pabore ¢ PonakcanoMm cienyer coOnonarh oOIIuMe MpaBujia JIMYHONW THTHEHB U
TeXHUKH 0€30I1aCHOCTH, IPEYCMOTPEHHBIE IIPH PaboTe ¢ JIeKapCTBEHHBIMU MIPENapaTaMH.

22. JlopsaMm ¢ TUNEPYYBCTBUTENBHOCTBIO K KOMIIOHEHTaM JIEKapCTBEHHOTO IIperapara
HeoOXoauMo M30erath NMpAMOro KOHTAaKTa ¢ JIEKapCTBEHHBIM IpenapatoM. Bo Bpemsi paGoTsl
3alpenaeTcs KypuTh, IMTh U IPUHUMATD IIUIILY, [10CIe pabOTHl ClIeyeT BHIMBITh PYKH ¢ MBLIOM.

23. Ilpn ciay4ailHOM KOHTaKTe JIEKapCTBEHHOIO Wpernapara C KOXKeH WM CIU3UCTBIMU
0000YKaMK TJ1a3a, MX HEOOXOAMMO IIPOMBITH OONBIIMM KOJMYECTBOM BOABL. B ciyudae
NPOSBJICHHs AJUICPIUYECKUX PeaKlUidl WM NpU Cly4aiiHOM NonagaHuu PoHakcaHa B opraHusm
4eJIoBeKa CIIeIyeT HEMEIJIEHHO 00paTUTLCs B MEIMIMHCKOE YIPEK/ICHNE, UMest TIPH ce0e ITUKETKY
WIA UHCTPYKIIMIO 110 IPUMEHEHUIO IIpenapara.

HanmeHoBaHue 1 aapec npou3BOACTBEHHOU «Mepnany, 4 lllemu a0 Kanwke, 31000
TUIOIIA/IKA TTPOU3BOIUTEIS JIEKAPCTBEHHOTO Tyny3a, ®pannus / «Merial», 4 Chemin du
npernapara JJisi BeTepUHapHOr0 MPUMEHEHUS Calquet, 31000 Toulouse, France.
HaumeHnoBaHme, agpec opranu3aium, 00O «bepunrep MHrenpxaimy,
YIIOJIHOMOYEHHOM BiIaJesiblieM Wi aepxkareneM  Poccuiickas ®eneparnus,
PErUCTPALlMOHHOTO YAOCTOBEPEHUS 125171, Mockga, Jlenunrpajackoe mocce,
JIEKapCTBEHHOI'O Ipernapara Ha IPUHITHE 16A, cTp.3

npeTeHsuii ot norpedutens/Mmmnoprep

C cornacoBaHMeM HACTOAIIEH MHCTPYKLIMHM YTPAuMBAeT CHIY MHCTPYKIHS 110 IPUMEHEHUIO
Ponaxkcan, yrBepxkaennas Poccenpxo3nanzopom 29 anpens 2016 roza.
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