MHCTPYKLIMS

o npuMeHeHuro Inpenapata OHcrop™ pacTBOp I MHBEKIUN IS JIeUeHWs
BOCHIQJIUTEILHBIX U 0OJIeBBIX CMHAPOMOB Pa3jIMYHOIO IIPOUCXOXIeHWs, B TOM 4YucCyIe
ABJISIONINMXCS ITOCIIe/ICTBUSMY XUMPYPTrUUecKoro BMeIlaTesIbCTBa, Y cob0akK M KOIIeK

(Opranusanusa-paspaborunk: «Elanco Europe Ltd», Lilly House, Priestley Road,
Basingstoke, Hampshire RG24 9NL, UK / «Dnanko IOpon JItn», Jlmsun Xayc,
ITpuctan Poyn, r. bencunrcrok, rpadcrso amomup, RG24 9INL, BenukoOpuranms)

I. « OBUIME CBEAEHMS

1 .Toprosoe HamMMeHOBaHMe JleKapCcTBeHHOTro Ipenapara: OHcuop™ pacTBop mng
nabekuin (Onsior™ solution for injection).

MexayHapo/iHOe HelaTeHTOBaHHOe HauMeHOBaHMe: pobeHaKoKcuO.

2. JlexapcTBeHHass popma: pacTBOp I MHBEKIUIL.

OHcuop™ pacTBop Aj1s MHBeKIMUII B 1 MJI B KauecTBe [eVICTBYIOINIETO BellecTBa
copgepXuTt pobenakokcub - 20 Mr, a B KauecTBe BCIIOMOTaTeJIbHBIX BeIleCcTB: 3TaHOJI
GesBonHBIN, TOoOKcamep 188, MoHOrmMapaT JIMMOHHOV KWUCJIOTHE, HNUPOCYIbPUT
Hatpusa (E223), rugpoxcun HaTpusa, makporoa 400 u Booy miIs MHBEKIIWA.

3. Ilo BHemHeMy BuUAy IIpellapaT IHpejcTaBiisgeT coOOVM IPO3padyHbINl PacTBOP
CBEeTJIO-PO30BOTO IIBeTa.

Cpox TOOHOCTM JIeKapCTBEHHOro IIperlapaTra IIpu COOJIIOJIeHUM  YCJIOBUM
XpaHeHMs B 3aKPBITOV yIIaKOBKe NPOM3BOAWUTeNd - 3 Toja C JaTbl IPOU3BOJACTBA,
Iocjie IepBOro BCKPBITUA (lakoHa - 28 CyTOK.

3anpemiaercs npuMmeHeHue OHcuopa pacTBopa Ui MHBEKIUI II0 VCTeYeHWUU
CpoKa TOJHOCTMU.

4. BeimyckaroT OHcuop™ pacTBop g mHBeKUUN pacdacoBaHHbeiM 1m0 20 MJI BO
dirakoHBI M3 IBETHOTO CTeKjla COOTBeTCTBYIOIeVl BMeCTUMOCTM, YKYyIOpeHHBbIe
Pe3MHOBBIMM TIpOOKaM¥, YKpeIUIeHHBIMM aJIlOMUMHMEeBBIMM KojrnadkaMmu. @DakoHBI
IIOMEIAIOT IIOMTYYHO B KapTOHHBIE ITaYKM BMeCTe C MHCTPYKIMeN 110 IPUMeHeHUIO.

5. Xpamar Owncumop™ pacTBOop Wi WMHBEKOUI B 3aKPBITOM  yIIaKOBKe
NPOM3BOAUTEIA B CYXOM, 3allMIIeHHOM OT IIPAMBIX COJIHEUHBIX JIy4el MecTe,
OTIeJIbHO OT MNUIIEeBBIX IIPOAYKTOB M KOpMOB, Ipu Temieparype oT 2°C mo 8°C.

6. XpaHUTb B MecCTaX, HeJOCTYIHBIX IIJI AeTerl.

7. Heucnob30BaHHBIV JIEKAPCTBEHHBIVI IpellapaT yTWIM3SUPYIOT B COOTBETCTBUN
¢ TpebGoBaHMAMM 3aKOHOATEJILCTBA.

8. YcioBus oTmycka: Oe3 pelleniTa BeTepMHapHOIO Bpada.



II. PAPMAKOJIOTMUYECKUME CBOVICTBA

9. Omncuop™ pacTBOop [WId WHBEKIUNM OTHOCUTCA K HeCTePOWUIHBIM
IIPOTMBOBOCHAJINTEIbHBIM JIEKAPCTBEHHBIM IIperapaTaM.

10. PobOenakokcmb, BxoAdImImMM B COCTaB IIpelapaTa, - HeCTEpPOUIHOe
IIPOTMBOBOCIIAJINTEILHOE CPeJICTBO TIPYNNBl KOKCUOOB, 4BJIgeTCS CeJIeKTUBHBIM
cieniundeckuMm mHrHOutopom IIOT-2 wm obnamaeT MTpPOTMBOBOCHAIMTEIBHBIM U
ananpresupyrommumMm pevicteueMm. L[OI' npepcrabnena B paByx dopmax: HOT-1 -
KOHCTUTYTMBHasg ¢opMa 3H3MMa - BBIIOJIHAET 3allUTHBIEe (PYHKIWU, B TOM UMCIe B
XKeJIyJOYHO-K/NIIeuyHoM TpakTe m moukax; LHOTI'-2 - maagynupyemas dopma sH3uMa -
oTBeuaeT 3a BBIPaOOTKYy MeamaTopos, BKiaouaromux IITEr, Bei3piBarommux 00ib,
BOCHasjieHue " Xap.

IToce mMOAKOXHOTO BBeJleHUs IIpernapaTa pobeHakoKcubO ObICTpO BcachlBaeTcCs
U3 MecTa MHBEKIWUM, MOCTyIlaeT B CMCTEMHBIVI KPOBOTOK M OOJIBIIMHCTBO OpPraHoOB U
TKaHeV; Oosee 99% poOenakokcmba cBA3pIBaeTcss ¢ Oenkamu 11asmel.  Ero
MaKcuMaJjibHas KOHIIeHTpalus B Ila3Me oTMedvaeTcss depe3 1 dac, OMOIOCTYyIHOCTH
cocrapigeT 69% y xomek m 88% y cobak. Merabonmsupyercss pobeHakoKcub B
Ie4yeHY, BBIJIe/IgeTCs B OCHOBHOM C Xeyublo (okoso 70% y Komek m okoyso 65% y
cofaK) M dYaCTUMYHO - C MOYOW; IepuoJ] IIOJyBBIBeJeHWs W3 OpraHmMsMa cobak
cocraBiseT okoio 1,2 waca, xomek - 1,1 daca.

Oncuop™ pacTBop I WMHBEKIUI II0 CTeleHM BO3JAeNCTBUS Ha OpraHusM

OTHOCUTCS K yMepeHHO omacHbIM BemectsaM (3 kiacc omacHoctn mo T'OCT
12.1.007).

III. TIOPAOOK ITPMMEHEHWMA

11. Oncuop™ pacTBOop /I MHBEKIUNM HasHauvaloT cobakaM w KOIIKaM B
KayecTBe  IPOTMBOBOCIAJINUTEILHOrO ¥ OosieyTosysiomiero  Ipemapata  IIpu
BOCHQJIUTENILHBIX ¥ 00JIeBBIX CUHIpOMax pas3jIMUYHOTO IPOMCXOXIAeHWs, BKI0Yasd
OoCTpBle ¥ XpOHMUYecKue 3abojieBaHWUSA OIIOPHO-IABUTraTeJIbHOTO ammapaTa (apTPUTHI,
apTpoO3bl, CUHOBWUTHI, BBIBUXM), BOCHaJINUTe/IbHbIe 3abojleBaHMS MITKMUX TKaHel, a
TaKXe B KaudeCcTBe aHaJIbre3Vpymollero ” IPOTUBOBOCHAJINUTEILHOIO IMpernapara B
mocjieornepariMOHHBIVT TIEPVOI.

12. 3anpemeno npumeHaTsh OHcuop™ pacTBop i MHBEKIUI XUBOTHBIM B
COCTOAHUM JeTrujapaTaluyl, IUIIOBOJIEMUN M TUIIOTEH3UM, a TakXe cobakaM M KOIIKaM
Maccomt MeHee 2,5 kr. Ilpm kpamtHem HeoOXOJMMOCTM HasHadeHMs JIeKapCTBEHHOTO
Iperapara TakKMM >XXVBOTHBIM JiedeHUe ITPOBOJIST IIOJ, IOCTOSHHBIM HabI0eHreM
BeTepMHapHOro Bpaua.

I[IpoTuBOomoKasaHMeM K HPUMEHEHWIO SBJISeTCS MHAWBUAYyalbHad IMOBBIIIeHHAas
YyBCTBUTEJIBHOCTh XMBOTHOIO K KOMIIOHEHTaM IIpernapara.

He cnenyer npmmeHaTh mnpemapaT >XMUBOTHBIM C BBIPaXeHHOW CepJiedHol,
IIOYEYHOM ¥ II€YEeHOUYHOW HeIOCTaTOYHOCTBIO.

13. Oncuop™ pacTBOp 711 MHBEKIUN NPUMEHSIOT KOIIKaM U cobakaM B 1o3e 1
M1 Ha 10 Kr mMaccel XMBOTHOTO (UTO COOTBeTCTByeT 2 Mr pobeHakokcmba Ha 1 Kr
Macchl Tejla XMBOTHOTO).



Ilp xupyprmdyeckmx BMellaTeJlbCTBax IIpenapaT BBOAAT mHOpuMmepHo 3a 30
MUHYT [0 BBeJeHMs B Hapko3. B mocjeonmepallMOHHBIVI IIepuoOJ B KadecTBe
aHaJIbTe3UPYyIOIIero M NPOTUBOBOCHAJIUTEILHOrO IIpernapaT BBOAST B TeueHue 1-2
ITHeMN.

IIpn 1neueHnun 3aboseBaHMN OIOpPHO-ABUraTelbHOro amnmapara OmxHcuop™
pacTBOp IS MHBEKLIUWM HOPUMEHSIOT [Ajid CHATUS OCTpoy 00 OJHOKPaTHO WIN
aBykpaTHOo B mo3e 1 M Ha 10 Kr Macchl XMBOTHOIO (YTO COOTBETCTByeT 2 MT
pobenakokcuba Ha 1 KI Macchl XMBOTHOTIO); AajlbHelilllee JjledeHUe peKOMeHIyeTcs
NponokKuTh npenapatroM OHcuop™ TabieTKM B COOTBETCTBUM C WMHCTPYKIIMEN IO
ero NpuMeHeHWIO.

14. Tlpm mnepeno3smpoBKe JIeKapCTBeHHOTO IIpernapara Yy JKMBOTHBEIX C
BBIpa’keHHOVI UYBCTBUTEJIbHOCThIO K KOMIIOHEHTaM IIpeliapaTa MOTYT HaOJojaTbcs
paccTpovcTBO  XeJIyAOYHO-KMIIeYHOro TpakKTa, IIedeHOYHas WIM  IlodedHas
HepmocTtaTouHOocTh.  Chnenmududeckme  cpeacTBa  JeTOKCUKaIUU  OTCYTCTBYIOT,
IIpUMeHHIOT 00Ie Mephl, HallpaBJleHHble Ha BbiBeJleHle JleKapCTBeHHOTO IpenaparTa
n3 opraHmsMa.

15. OcobeHHoOcCTelt fAeVICTBUS JIeKapCTBEHHOIO IIpernapaTa IIpM ero IepBOM
OpUMeHeHUN M OTMeHe He YCTaHOBJIeHO.

16. 3anpemeno npumersTs OHCcMOpP™ pacTBOp AN MHBEKIUN OepeMeHHBIM U
JTaKTUPYIOIIMM caMKaM, IIleHKaM MoOJIoXe 2-MecA4HOro u KOoTdATaM MoOJIoXe 4-
MeCcsAYHOTO BO3pacTa.

17. Cnepyer wms30eraThb HapyllleHUs pPeKOMeHJyeMOro WHTepBaja MexXay
BBeJleHUsMM  IpellapaTa, TaK KaK 3TO MOXeT MNpUBeCTM K CHVWXXEHUIO
TepaneBTuueckom 3ddexkTuBHOCTH. B ciydae mpomycka MNOBTOPHOTO BBefeHUS
nperapar cjeAyeT BBeCTM KakK MOXXHO cKopee B HpedyCMOTpPeHHOW Jo3e.

18. Ilpu npumenenum OHcmopa pacTBopa [jII MHBEKIUN B COOTBETCTBUM C
HacTosIer WHCTPYKIMeV ITOOOYHBIX 4BJIGHUN W OCJIOXHEHUM Yy >XMBOTHBIX, KakK
npaswio, He HabOmogaercs. Y Kollek M cobak BO3MOXHBI XKeJIYJOYHO-KUIIeUHble
paccTpovicTBa (pBOTa, MSATKMM Kajl WiIM Juapes), yKa3aHHble CUMIITOMBI IIPOXOOAT
CaMONIPOM3BOJIBHO ¥ He TpeOyIOT NpUMeHeHMs JIeKapCTBeHHBIX cpeAacTs. Ilpu
VHAWBUAYaJIbHOVI TOBBIIIEHHOW YyBCTBUTEJIBHOCTY JXXMBOTHOTO K IIpenapaTry wu
HOsABJIEHUM aJlJlepTUYecKMX peakKnul, NOpUMeHeHMe IIpellapaTa MHpeKpallaoT WU
KMBOTHOMY Ha3HadaloT aHTUIMCTaMMHHBIE M CUMIOTOMaTU4YecKye cpescTsa.

19. OHcuop™ pacTBOp I MHBEKIUN He cjlefyeT INPUMeHATbh OJHOBPEeMeHHO C
npyrumu HIIBC, a Takke cMemmuBaTh B OJHOM IIIPHUIE C TPYTUMHU JIeKapCTBEHHBIMU
nperapaTaMu.

20. JlexapcTBeHHBIVI  IIpenapaT He IIpefHasHaueH [YId  IpUMeHeHUd
OpOAYKTUBHBIM >XVMBOTHBIM.

IV. MEPBI JIMYHOW TIPO®UITAKTUKNU

21. JIrogsiM ¢ TUIIepPUYYBCTBUTEJIBHOCTBIO K KOMIIOHEHTaM IIpellapaTa cjlefyeT
n3beraTtp mnOpsMoro KoHTakTa ¢ OHcuopoM pacTBopoM i uHBeknumn. Ilpnu
cIydaiHOM KOHTaKTe JIeKapCTBEHHOIro IperapaTa C KOXell WIM CJIU3UCTBIMU
obojioukaMy, MX HeoOXOAMMO HeMe[JIeHHO HPOMBITh OOJIBIINM KOJIMYeCTBOM BOIIBI.

HYCTBIG (bHaKOHBI M3-I10/0 JIEKapCTBEHHOTO IIpelriapaTa 3alipeltaeTrcsia



VICIIOJIb30BaTh [JIg OBITOBBIX IleJieVl; OHM MojJieXaT YTWIn3aluu C OBITOBBIMU
OTXOJlaMU.

22. Tlpu npumenenumn OHcuMopa pacTBOpa AjId MHBEKIUI cjleayeT cOOJII0IaTh
obmime mpaBuiia JIMYHOW TUTMEHBl UM TeXHUKM Oe30IlacHOCTHU, IpeayCMOTpeHHble Hpu
paboTe c JjleKapcTBeHHBIMM IHpelnapaTaMu. Bo Bpemsi paboTel 3ampelnaercsi KypuUTh,
OUTh M OpuHMUMaTh nwumly. ITo okoHuaHuM paboOTHI cileayeT TIIaTeIbHO BBIMBITH C
MBUJIOM JIVIIO U PYKWU.

23. B ciyyae 1ogBlIeHMs aJUIeprUUYecKux peakIum WIM IpU  CIydatHOM
rnomnajgaHUM IIperapaTa B OpraHM3M uYejloBeKa cJieflyeT HeMe[JIeHHO OOpaTUTbCA B
MeAUIIMHCKOe yupexjgeHue (npu cebe wMMeTh WMHCTPYKIUIO 110 HpUMeHeHUIO
npernapara WIN 3TUKETKY).

HaumenoBaHMs 1 ampeca Bela-Pharm GmbH & Co0.KG, Lohner Strasse 19,
HPOM3BOACTBEHHBIX IUIOMIAIOK D-49377 Vechta, Germany / bena-®apm I'm6X &
HpOM3BOAUTEINA JIeKapCTBEHHOTO Ko. KT, Jlonep Lltpacce 19, D-49377 r. ®Pexrta,
IIpernapara i BeTepUHAPHOTO l'epmanns;

IIpUMeHeHIs:

HaumMmenosanue, ampec OO0 «Dmanko Pyc», 123317, Poccusa, Mocksa,
opraHmusanuy, yIOJTHOMOYEHHOW IIpecunenckas Habepexnas, 10.

ImepiKaTesieM WIN BilajlelIblieM
PeTUCTPaMOHHOIO YIOCTOBEPEeHMS
JIeKapCTBEHHOTO IIperapara Ha
NpUHATUE IIPETEeH3U OT
otTpebwuTens:

HOMep perncTpaiMOHHOTO YAOOCTOBEpPEHII



