UHCTPYKIIHUA
1o npuMenenuo Opuppmuia
JUIsE JICYCHUsE OTOJICKTO3a Y co0aK U KOLIeK

(oprammzanus-pazpaborunk: BETOKMHOJI C.A., Manbu-Bepnya 70200 Jlrop,
®parnus/ VETOQUINOL S. A. Magny-Vernois 70200 Lure, France)

[. OOmwue crejieHus

1. ToproBoe HaUMeHOBaHHe JiekapeTBeHHOTo npenapara: Opuadpmu (Oridermyl®).

MekKIyHapoaHOe HEeMaTeHTOBAaHHOE HAaMMEHOBaHME: [EPMETPHH, HEOMHIMH, HHMCTATHH,
TpHAMLHHOJIOH.

2. Jlekapcreennas popma: Masb JUlsl ayPUKYJISPHOIO IPHMEHEHHS.

Opuyspmuit B 1 I B KaueCTBe AEHCTBYIONMX BEIIECTB COJIEPHHT: TepMeTpun - 10 wmr,
HeoMHIUHA cyibdar — 5,145 mr, aucratud — 100 000 ME, TpuaMiinHOIOHa aueToHu I - 1 Mr, a B
KauecTBE BCIOMOIATE/IbHBIX BEIIECTB: TOIHITHICHOBBIH BOCK M KU/IKUH napagud - 1o 1 1.

3. Io BHemHemy Buay OpHIdPMHI mpejacTarisier cofoi Ma3e OieHO-KENTOro nBera, Oe3
3araxa.

Cpok rogHoctH OpHIPPMHIIA TIPH COOMIOAEHHH YCIOBUA XPAHEHMsS B 3aKPBITOH YIIaKOBKE
NPOU3BOIUTEIS — 36 MeCsIeB CO JiHs IPOM3BOJICTBA, TIOCIE IEPBOTO BCKPHITHS YNAKOBKH (TYObI)
— 28 nHei.

Banperaercst IPAMEHATE OpHAIPMHUI N0 HCTEYEHHH CPOKA I'OJIHOCTH.

4. OpumspMu BeinyckaioT pacacoBanHbM 110 10 r 1 30 r nomTy4HO B aIOMHHHECBEIE TyObI,
3aKPBITHIE HABHHYMBAIOIMMHUCS KPBIIIKAMH U YTIaKOBAaHHBIE B KAPTOHHBIE KOPOOKH B KOMILIIEKTE
¢ 1 xamoneli w3 noiuBuHWIXIOpHAa. Kakaylo ymakoBKy CHaOarOT MHCTPYKUMEH 110
MIPEMEHEHHIO Tpeliapata.

5. OpumdpMHI XpaHAT B 3aKpbITOH YIIAKOBKE NPOM3BOAMTENS, OTACIBHO OT IPOAYKTOB
[MTAHAS M KOPMOB, B CYXOM, 3alAIICHHOM OT IPAMBIX CONHEYHBIX Iydyel MecTe, IpH
temnepatype ot 15°C jio 25°C.

6. OpUIIPMHIII CIIEYET XPAHUThL B MECTAX, HEJIOCTYITHBIX JUIS IETCH.

7. Hewncronn3oBaHHBIA JIEKAPCTBEHHBIH IIpenapar yTHIAM3UPYIOT B COOTBETCTBHH C
TpeGoBaHUSIMH 3aKOHOATEILCTRA.

8. Veious oTmycka: 6e3 penenta BETEPUHAPHOIO Bpaya.

[1. ®apmakonoruyeckue cROHCTBA
9. OpHIPPMHI OTHOCHTCH K KOMOMHHMPOBAHHBIM JIEKAPCTBEHHBIM TIpeniaparaM s
aypHKYJISIPHOTO IIPUMEHEHUSI.
10. bnarogapss KOMOMHAIMM AKTUBHBIX KOMIIOHEHTOB C Pa3HbIM MEXaHM3MOM JICHCTBHS,
npenapat 001anaeT HNIUPOKMM CHEKTPOM aHTUMHUKPOOHOH, akapuUMIHOH, IPOTHBOIPHOKOBOI
AKTHBHOCTH, OKA3bIBAET POTHBOBOCIIAJIMTENIBHOE JICHCTBHE.



IlepMETPUH OTHOCHTCS K CHHTETHYECKHM NHPETPoUIaM. MexaHuusm JeiicTBHsS mepMeTpHHa
3AKJIIOUAETCS B HAPYUICHHH [POHMIIAEMOCTH HATPHEBHIX KAHAIOB MeMOpaH HEPBHBIX KJIETOK
HACEKOMBIX M KJIEHICH, OKa3biBasi TeM CAMbIM aKapHIH/HOE JIeHCTBHE.

Heomununa cymbdar oTHOCHTCS K aHTHOMOTHKAM TPYIlbl AMHHOTJIHKO3HIOB H 06lajiaer
AHTHMHKPOOHBIM ~ [ICHCTBUEM B OTHOLICHHH  TPAMIIOJIOKHTENBHBIX M HEKOTOPHIX
rPaMOTPHIIATENBHBIX MUKPOOPraHW3MoB, B ToM umcne: Staphylococcus spp., Proteus spp.,
Pseudomonas spp. Corynebacterium pyogenes, L. coli. Heomununa cynastar obnanaer
OaKkTepHIIMIHBIM JCHCTBHEM, MEXaHH3M KOTOPOTO 3aK/II0YaeTCs B HAPYILICHHH CHHTe3a Gelka B
OakTepuaibHON KICTKE, Y4TO BE/IET K HAPYIICHHIO CTPYKTYPhl KIETOUHOH MeMOpaHbl W rubemns
OakTepu.

HucTaTHH OTHOCHTCS K IOJMEHOBBIM AHTHOMOTUKAM, B 3aBHCHMOCTH OT KOHIIEHTPAIldH
obnagaeT GyHruCTaTHYECKMM W QYHTHIHMIHBIM JCHCTBUEM, MEXAHH3M KOTOPOTO 3aKITHOYAETCS B
HOBPEMHICHHN  KJICTOYHOH MeMmOpanbl rpuboB. AxrtuBeH B ortmomenuu Candida spp.,
Cryptococeus spp., Histoplasma spp., Blastomyces spp., Trichophyton spp., Epidermophyton spp..
Pityrosporum canis.

TpuamMnuHONIOHA ANETOHM/L SBJISETCS CHHTETHYECKHM IJIHOKOKOPTHKOCTEPOUIoM. [TonaBiseT
(ynxuum JeHKOUMTOR M TKaHeBBIX MakpodaroB. OrpaHHYMBACT MMIPAIMIO JIEHKOLUTOB B
obmactu Bocnanenus. Hapymaer cmocobGnocts MakpodaroB K QarouuTosy, a TaKke K
obpasosanuio nHTepnekikuaa-1. CrocobeTByer cTabHIN3AIMY JTM30COMATLHBIX MEMOPaH, CHHIKas
TEM CaMBbIM KOHIIEHTPALMIO MPOTCONMTUYECKUX (PEPMEHTOB B 001aCTH BOCIIAIICHHS. Y MEHbIIIAET
[POHULIEAEMOCTh KAIWIISAPOB, OOYCIOBICHHYK) BBICBODOMKIACHMEM rucTaMuHA. llonmasisier
aKTUBHOCTL (Qocdonunassl Az, U4TO NPHBOJAMT K TMOAABICHHIO CHHTE3d MPOCTATIAHIHHOB W
JICHKOTPHECHOB.

OpHIOpMIIL 1O CTeNeHn BO3AeHCTBHSA Ha OPIraHW3M OTHOCHTCH K MaJlOONACHBIM BEIecTBaM (4
knace onacHoctd o 'OCT 12.1.007-76).

ITI. Topsinok npumeHeHust

11. OpuispMun HasHA4aloT ¢ NeveOHOM Weabio cofakaM W KOmIKaM IIPH OTOJEKTO3e,
OCJIOKHEHHOM OaKTepHanbHON W/ KiK rpubKoBOI HHEKIHEH.

12, TIporuBonokasaHueM K NPUMEHEHHIO SBIAETCS I[OBbILICHHAS WHIHBWJyaJIbHAS
YYBCTBHTEJIbHOCTE K KOMIIOHCHTAM I[ipenapara. 3anpeniaercss OpUMeHATs OpWIdpMuI TIpH
11poboiennn GapabaHHOH NEPENOHKH M KOIIIKaM Maccoil mexee 1,5 Kr.

13. Opmmpmul NPUMEHSIOT aypukylsipHo. Ilepen mpuMeHeHMeM IIpemapara [POBOST
THTHCHHYECKYI0 00paboTKy YIIHOH PaKOBHHBI H HAPYKHOTO CIIYXOBOTO MpoXo/a. B yiiHoii kanan
BBOJAT 0K0JI0 0,5 €M Ma3H B aKKypaTHO MacCHPYIOT OCHOBAaHHME yXa.

B HavanbHON cTaquK OTO/EKTO3a Npenapat MPHMEHSIIOT IBYKPAaTHO ¢ HHTEPBAIOM 5-7 mHeil.
Ipn oronexrose, ocnokHeHHOM OakrepuaibHOW W/HIH IpuOKOBOH WHQEKIMel, npenapat
NPUMEHSIIOT 1 pas B ieHsb B revenne 7 ueit. [Ipu HeoGX0mMMOCTH Kype JieueH s TOBTOPSIOT yepes
7-14 nueii. OpumopMuil 00s3aTebHO BBOAAT B 00a yXa JaKe NpPH MOPAKESHAH OTOAEKTO30M
TOJILKO OJTHOTO.

14. Ilpu nepenosupoBsKe npenapara y sKHBOTHBIX MOXKET HAGIIOATHCS Pa3IPaKEHHE KOJKHBIX
MIOKPOBOB B 00JIACTH YHIHOH PAKOBHHBI H CIIYXOBOI'O IPOXO0/IA.

15. Ocobennocreit jieicTBHS IEKAPCTBEHHOTO IIperiapaTa Npu MepBoM IPHEMEHEHHH WIH pu
€ro OTMEHE HE YCTaHORBJIEHO.

16. JlekapcTBeHHBIH NpenapaT He Ipe/iHA3HAYEH IS IPUMEHEHHS B TICPHO/I GepPEeMEHHOCTH 1
JIAKTaIHH.

17. Cnenyet usberars nponycka ouepe/HON /10351 penapaTa, Tak Kak 3T0 MOXKeT IIPUBECTH K
CHHJKCHHIO ero TepaneBTHUYeCKOH > dexrupHoCTH. [Ipn nponycke oqHOM MIIM HECKOJBKHX 103
JICKAPCTBCHHOTO Npenapara Kype IPUMEHEHUS HEOOX0MMO BO300HOBHTE B IPE/lyCMOTPEHHBIX
J03HPOBKAX U CXEME IIPUMECHEHHS.

18. TTobouHBIX sIBIEHUIH H OCIOKHEHHH TIpH puMeHeHuH OPUIPPMMIA B COOTBETCTBHH ©
HACTOAIIEH HHCTPYKIHCH, KaK NPaBulo, He HabmotaeTces. B pesikix ciryyasx mocie npuMeHeHus



JIEKapCTBEHHOT'O IIperapara y JXHBOTHBIX MOI'YT HaOIIoJaThes pasjipakeHHe KOKHBIX MOKPOBOB
B 00J1aCTH YIIHOH PaKOBHHLI H CIIyXOBOI'O HPOX0/1d, TOKOMOTOPHAs aTaKCHs H TPEMOP, KOTOpbIE
CAMOIIPOM3BOJIBHO HMCYE3aI0T MOCe MPEeKpallleHHs €ro mnpuMeHeHus. [IpH MOBBIIEHHOM
HH/MBHIYATbHOH YYBCTBHTEIBHOCTH JKHBOTHBIX K KOMIIOHEHTAM IIpemaparta W I10sIBJICHUH
AJUICPrAYeCKHX  peakiuud  Hcnonmb3oBanwe  OpuidpMHulIa TNpeKkpam@aiT H  OPOBOAAT
JIECEHCHOMIIM3UPYIOLIYIO TEPATTHIO.

19. 3anpemaercs npuMensTh OpHIPPMHI OAHOBPEMEHHO C NpenapaTaMs, COAepkaniiMu
AMHHOIIIMKO3W/IHBIE  AHTHOMOTHKH, a TaKke ¢ JICKAPCTBEHHBIMM [penapaTaMd  Juis
ayPHUKYJISIPHOTO [IPUMEHEHHSI.

20. Ilpenapart He mpeHA3HAYUEH JUIsS TPUMEHEHHSI PO/l KTHBHBIM JKHBOTHBIM.

IV. Mepbl nuuHOM nipoduIakTHKH
21. Tlpu pabore ¢ Opwmpmuiom creayer cobmojath oOIIHE MPaBHIA TEXHWKH
Oe30macHOCTH, TPEJyCMOTPEHHBIC NpH  paboTe ¢ JEKapCTBEHHBIMM TpemapaTaMH  Juls
BETEPUHAPHOIO IPUMEHECHHS.

22. Bo Bpems paboThl ¢ JIEKADCTBEHHBIM MPENApaToM CledyeT cobmoath obiiue mpasuia
JIMYHOM THTHEHBI.

[Iycrele ynakoBKM H3-TIOJ| JICKAPCTBEHHOrO TpEnapara 3anpeliaercss MCIOoNb3oBaTh JUis
OBITOBBIX 11€JI€H, OHH TOJIEIKAT YTHITH3AIHH C OBITOBBIMH OTXO/IAMH.

JItosM ¢ rHIepUyBCTBUTENBHOCTLIO K KOMIOHEHTAM TIperapara clielyeT u30eratb npsamMoro
KOHTaKTa ¢ npenaparom Opua3pMHIL.

23. llpu ciyyaliHOM KOHTaKTe JIEKapCTBEHHOIO Tpenapara ¢ KOXKeH HIH CIH3UCTHIMH
000J104KaMH  CIIEYET HEMEMJICHHO NPOMBITH HX OONBIIMM KOJMYECTBOM BOjbl. B ciyuae
M051BJIEHMS AJUIEPTHICCKHUX PEAKIMH WIIK ITPH CITy4aii HOM 110118 JaHHH JIEKapCTBEHHOTO Ipernapara
B OpPranu3M 4ejoBeKa CICAYCT HEME/UICHHO 0OpaTHTECS B MEAMITHHCKOE yupexkaenue (npu cede
MMETh HHCTPYKIIMIO 110 TPUMEHECHHIO UITH 3THKETKY ).

C cornacoBaHueM HACTOSIICH HHCTPYKIMH YTPAUUBACT CHITY MHCTPYKIIHIO TI0 TIPUMEHEHHIO
Opwpmuia, yreepxaennyio Poccenbxos3naazopom 19 mapra 2015 roga.

HanmenoBanusi v ajipeca NpoU3BOJACTBEHHBIX BETOKMHOJI C.A., Maubu-Bepnya

IJIOMIAJ0K TPOU3BOIMTENS JIEKAPCTBEHHOTO 70200 Jhop, ®pannus/ VETOQUINOL
npenapara Al BeTepUHAPHOTO IPUMEHCHUS. S.A., Magny-Vernois, 70200 Lure, France
HaumenoBanue, ajpec opranu3amnmu, Mockogckoe IIpeyicraBurensecTBo
YNOTTHOMOYUCHHOM AepikaresieM HiTH aKImoHepHoi koMnanun «Berokunon CAy
BJIA/IE/IIIEM PETUCTPAIHOHHOrO yiocToBepenust  (®panmusa), 121596, r. Mocksa, yi.
JIEKapCTBEHHOIO MIperapara Ha NPUHATHE I'opbynosa, 1. 2, crp. 3.

NpETEeH3HH 0T moTpeduTes.
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