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MHCTPYKIUA
110 BETEPHHAPHOMY IIPUMEHEHUIO JIEKapCTBEHHOTO TpernapaTa
Pumanun 5% pacTBop Ijist HHBEKITUH

(Opranumszanus-paspabdorauk: «Zoetis Inc», 10 Sylvan Way, Parsippany, New Jersey
07054, USA)

Homep perucTpanpuoHHoro yJj0CTOBEpEeHuUsI:
Y- 5-5 16- 4158 5 TTl-3-1.1/0066 /

I. OOmue cBenenus

1. Toprosoe HammMeHOBaHHUE JIEKAPCTBEHHOTO npermapara: Pumamun 5% pactsop s
uHbekuuid (Rimadyl 5% injection).

MexnyHapoaHoe HeIaTeHTOBaHHOE HaUMEHOBaHHUE: KapnpodeH.

2. JlexapcTBeHHas ¢opMa: pacTBOP ISl HHBEKITHIA.

Pumagun 5% pacTBop A MHBEKIMH CONEPXUT B 1 M B KayecTBE IEHCTBYIOIIETO
BemecTBa Kaprmpoden — 50 Mr, a B KaudecTBe BCIIOMOTATENbHBIX BEINECTB L-apruHuy,
JIELIUTHH, TIIAKOXOJIEBYIO KUCIIOTY, OCH3UIOBBIN CIIUPT W BOAY AJIS HHBEKIIHA.

3. Ilo BHemHEMy BHIy IIpenapar MpeAcTaBiseT cO00H MPO3pavyHyr XKHIKOCTh CBETIO-
XKEJTOro IBeTA.

Cpox romHOCTH JIEKapCTBEHHOIO IIpemapaTa — 3 roja co AHS Npou3BoicTBa. Ilocie
IIpOKOJIa NPOOKH JIEKapCTBEHHBIH Npernapar MOXHO KCIOJIB30BaTh B TeueHHe 28 IHEH.
3anpemaercs OpUMEHATh Pumamun 5% pacTBop Uil MHBEKLHM IOCTE WCTEYEHMS CPOKA
TOJTHOCTH.

4. BeimyckaloT npemnapat pacgacoBaHHbIM 110 20 MJI B CTEKJISTHHBIE (DIAKOHBI U3 TEMHOTO
CTeKJIa  COOTBETCTBYIOLIEM BMECTMMOCTH, YKyIOpEHHBIE pE3MHOBBIMH  IIPOOKaMH,
YKPEIUICHHBIMM ~ alIOMMHHMEBBIMM  Konmadykamu. Kaxnaeif  dioakoH  ymakoBaH B
UHIMBUIYAIBHYIO KAPTOHHYIO NTAYKy U CHAa0XXaeTCsi HHCTPYKITHEH 1Mo MPUMEHEHHIO.

5. Pumagun 5% pacTBop A4Sl HHBEKIMH XPaHAT B 3aKPBITON YIIAKOBKE IPOMU3BOAKTEN,
OTJIEJIBHO OT MPOJYKTOB IMUTAHWA M KOPMOB, B 3aILMIIEHHOM OT MPSMBIX COJTHEYHBIX Jydeit
MecTe Ipu temneparype ot 2 °C go 8 °C.

6. JIekapcTBEHHBIN IIpenapar cieayeT XpaHUTh B MeCTaX, HEMOCTYIIHBIX ISl JETEH.

7. Heucnonp30BaHHBIN JIEKapCTBEHHBIM INpemapaTr ¢ HCTEKIIHM CPOKOM T'OJHOCTH
YTHIIA3UPYIOT B COOTBETCTBUU C TPeOOBaHUSIMH 3aKOHOIATEIHCTRA.



8. JlexapcTBeHHBIN NpemapaT OTIIycKaeTcs 6e3 pelernTa BeTepUHapHOro Bpaya.

II. ®apmakosoruyeckue CBOHCTBA

9. ®apmakorepaleBTHUecKas TIpyINa: HECTEPOHAHBIH IMPOTHBOBOCIAIMTEILHEIHN
npenapar.

10. Kapnpoden, neficTByromee BeIecTBO JEKAPCTBEHHOrO mpemnapara Pumanun 5%
pacTBOp Mjisl UHBEKIMHM, OTHOCUTCS K IpyIIE HECTEPOHMIHBIX MPOTHBOBOCIAINTEILHEIX
JIEKapCTBEHHBIX IIPENapaToB, M 00JafaeT MPOTHBOBOCIAIUTEILHBIM, aHAIBIETHYECKUM H
APOTIOHMKAIOLIUM JIeHCTBHEM.

KapnpodeHn, kak M Ipyrue HECTEPOHIHBIE TPOTHBOBOCHIAIMTENLHEIE ITPENapaThl,
MHIMOMpYeT LMKIOKCUIeHa3sy B IUKJIE apaXxWIOHOBOH KUCHOTHL. Ilpu 3TOM KaprpodeH
NPEeUMYIIECTBEHHO BIIUAET HA IUKIOOKCHreHasy-1l, mox neiicTBreM KOTOPOM MPOHUCXOMUT
cuHTe3 BocnanuTenbHbIX npocrariagguHoB (IIT'E; u I1T'E,), BBI3BIBAIOLINX BOCIIAJICHHE,
oTek u Oonb. B TepameBTHUECKHX 03ax KaprpodeH 3HAUUTENbHO ciiabee JecTBYeT Ha
LIMKIJIOOKCUreHasy-1, 1 Gnarosapst 3ToMy He OKa3bIBAeT BIUSAHHS HA CHHTE3 IIPOTEKTUBHBIX
npocrarnagauHoB. Takum  oOpasomM, KapmpodeH HE MNPEHsSTCTBYeT HOPMAJbHEIM
(GU3HONIOrMYECKHM IIpolleccaM B TKaHAX, OCOOEHHO B JKEIyIKE, KUIIEYHHKE, MOYKAX M
TPOMOOIIUTAX.

Kapnpoden OpicTpo BcachlBaeTCsi M3 MecTa MHBEKIHH. Bpems MOJyBHIBEICHUS Y
cobak cocraBiseT okoio 8 u, y Komek okono 19 4. Kapmpoden Gosee uem Ha 99%
CBA3BIBaeTCS C OeslKaMy IUIa3MbI, MeTabONHM3UPYeTCS B IIEUYEHHM, BBIJEIAECTCS TIIABHBIM
obpazoM ¢ dexanusamu (okoso 80%) U B MeHbINEH CTEEHH ¢ MOYOH.

Pumanun 5% pacTtBop AN MHBEKUMI O CTENeHM BO3JICHCTBUA Ha OpPraHuM3M
OTHOCHTCS K BEIeCTBaM YMepeHHO onacHbIM (3 kiacc omacroctu mo 'OCT 12.1.007).

II1. Ilopsimok mpumeHeHus

11. Pumamun 5% pactBop il HMHBEKUUH NPUMEHSIOT IS CHATHS OOJEBBIX U
BOCHAIMTENBHBIX peakuil y cobak M KOImIeK [OCle OIepaTHBHBEIX BMEIIATEIHCTB.
PexoMeHayeTcss BBOAWTL IIpenapaT BO BpeMs IpeMeJuKalud WIA [pUd [POBEICHHH
aHECTEe3HH.

12. Pumamun 5% pacTtBOop [Uil HMHBEKUHMHM He pPEKOMEHAYETCS IKHUBOTHBIM C
IIATOJIOTUSAMH CepAlia, IIEUEHH, N10YEK, B CIydasX TMIIOBOJNEMHH, NPH PHCKE XKEITYIOIHO-
KHILIEYHOTO KPOBOTEYEHHUs], ¢ TUIEPYYBCTBUTEIBHOCTEIO K KOMITOHEHTaM JIEKapCTBEHHOT'O
npernapara.

13. Ilpn pabote c mpemapatoM Pumammin 5% pacTBOp IS HHBEKIMH ClIEAyeT
cobmonaTs o0mupe TpaBWia JIMYHOA TMIMEHbBl M TEXHHKM  0e30IIacHOCTH,
IIpelyCMOTPEHHBIE ITPU padoTe ¢ JIEeKapCTBEHHBIMH MperapaTaMu.

Bo Bpems paboTsl ¢ TpenapaToM 3alperniaeTcs MUTh, KypUTh U IPUHUMATh DHLly. 1o
OKOHYAaHHUM paboOThHl PYKH CIeAYyET BEIMBITh TEIION BOJOM C MEBITIOM.

IIycTyro ymakoBKy H3-IIOJ JIEKapCTBEHHOTO IIperapaTa 3ampeliaeTcs HCIIOIb30Barh
IU1s OBITOBBIX IIeNIel, OHa MOIXKUT YTHIM3AIUHN C OLITOBEIMA OTXOIaMH.

Ilpy ciygaiHOM KOHTaKTe JEKapCTBEHHOI'O Iperapara ¢ KOXeill WIH CIIM3UCTHIMU
000JI0UKaMH IJ71a3, UX HEOOXOIWMO MPOMBITH OONBIIHM KOMHYECTBOM BOALL. JlromsMm c
TMIIEPYYBCTBUTENLHOCTEIO K KOMIIOHEHTaM IIperapara cieayeT wuzberarp NpsaMoro
KoHTaKkTa ¢ Pumamun 5% pacteop mis mHBEKIMH. B ciydae mosiBieHHS aJUIeprHyecKux
peakuuy MI¥ NOpH CIydYaliHoOM IONAQJaHUy Iperapara B OPraHu3M UYeNOoBeKa ClexyeT
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HEMEJIEHHO OOpaTUTHCS B MEAMIMHCKOE yupexzcHue (pu cebe uMeTh HHCTPYKIHMIO I10
TIPUMEHEHHUIO WU 3TUKETKY ).

14. Pumamun 5% pacTBOp s HHBEKUMM HE PEKOMEHAYETCS HCIIONh30BaTh
OepeMeHHBIM XKUBOTHBIM, KMBOTHBIM B NEPHOJ] JIAKTAI[H, & TAKXKE XUBOTHBIM MOJIOXKE 6-
HeJIeJIbHOT'O0 BO3pacTa.

15. JlekapcTBeHHBIN IperapaT MPUMEHSIOT co0akaM BHYTPUBEHHO WM ITOJKOXKHO B
no3e 4,0 mr kapopodeHa Ha | kr maccel )xuBoTHOro (MM 1 My pactBopa Ha 12,5 Kr maccsl
KUBOTHOTO). Ilpr HEOOXOAMMOCTH TPOJOKEHHS aHalbre3un cobakaMm MOBTOPHO BBOJSAT
Pumanun 5% pactBop Ui WHBEKIUH depe3 24 daca B MOJNIOBHHHON nose (2 mr/kr). B
cllydae HeOOXOJMMOCTH JHaibHEHINed Tepanuu, JedeHHe MOXeT OBITh MPOAOIKEHO
HazHadYeHneM TabieTok Pumamuin P.

Komkam Pumanun 5% pacTBop U1 MHBEKUKNA BBOJST BHYTPHUBEHHO WY ITOJKOKHO B
noze 4,0 mr kapnpodera Ha 1 xr maccel xuBoTHOrO (0,24 M1 Ha 3 KI' Macchl )KMUBOTHOTO).
Komrkam mekapCcTBEHHBIN IpenapaT BBOJIST OJHOKPATHO.

16. Kax u mnpu TpuUMEeHEHUU JAPYIHX HECTEPOUIHBIX MPOTHBOBOCIIATUTEIBHBIX
mpernaparoB Iocijie npuMmeHeHus Pumanuna 5% pacTBOp [UIsl MHBEKIMHA Yy OTHENBHBIX
JKHBOTHBIX B PEIKHUX CIydasx BO3MOXKHO CHIDKEHHUE alllleTHTa, Juapes, pBoTa, IopakxeHue
CIM3UCTOM IKETYIOYHO-KHIIIEYHOTO TpaKTa, M3MEHEHHe IOYCUHBIX OMOXMUMHYISCKUX
mokazatenei. B sToM ciyuae HeoOXoOMMO NpeKpaTUTh IpuMeHeHue Pumammia 5%
PacTBOP ISl MHBEKLMHM K 00paTUTHCS K BETEPUHAPHOMY Bpady.

B pemkumx ciy4Jasx BO3MOXHO pa3BUTHE BOCHAJIMTEIBHOIO IIpoliecca B MeECTe
UHBEKIMH.

B ciywae nosiBIeHUs ~—aUIepruveckux peakuuMid  HKCIONb30BaHHWE IIpenapara
MIPEKpaIlaoT ¥ IPOBOJAT CUMIITOMATHYECKYIO TePaITHIO.

17. CumnTomMamu TEpelIO3MPOBKU SIBIAIOTCS pBOTa, sauapes. llpuw mnosBieHUU
CHMIITOMOB TI€pPeIO3UPOBKH IPOBOIST CUMIITOMATUYECKYIO TEPAIIHIO.

18. 3anperaetcs cmermmBars PuManui 5% pacTBop AJisi HHBEKIHUA B OJHOM LIIPHIE C
IPYTUMU JIEKapCTBCHHBIMU IIpeniapaTaMH.

19. Pumanun 5% pacTBOp il WHBEKIMN HENb3S NIPUMEHATH OJHOBPEMEHHO C
IPYTUMH  HECTEPOMAHBIMM  IPOTUBOBOCHANUTENBHBIMH  WMIHM  He(QpPOTOKCHYHBIMU
mpenaparaMy, a TakKe paHee, 4yeM depe3 24 daca IOCie BBEINEHMs ITUX IIPelaparos.
JlexapcTBEHHBIN MpenapaT COBMECTHM C JIEKAPCTBEHHBIMHU NpenapaTaMy, MPUMEHACMbIMU
TUTSI TIpeMEeTUKAlIY U aHECTE3UH.

20. ITpenapat npenHasHades il ONHOKPATHOTO IIPUMEHEHUS.

21. Pumamun 5% pacTBOp miii WHBEKUMA HE TpeAHA3HAUeH [UIsl MPUMEHEHUS
MIPOJYKTHBHBIM KHUBOTHBIM.



Hanmenosanus 151 azpeca
MIPOU3BOJICTBEHHBIX IIOIIAIOK
IIPOM3BOJIUTENS  JIEKAPCTBEHHOI'O
rpernapara i BETEPUHAPHOI'O
TIPAMEHEHHUS

Haumenosanue, anpec
OpraHu3aluy, yIIoJHOMOYECHHON
JieprKaTeseM WK BlIaeNbleM
PErHUCTPALIMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOIO IIpenapara Ha
IPUHATUE NIPETEH3UNA OT
OTpeOuTENS

«MuoBar Hupyctpua ®apmaceyruka JlTnay,
Apennpna Ilpecunente Tamkpeny me Anmeiina
Hesgec, Nel555, Maceny, 07.112-070,
I'yapyneioc/Can — Tlaynmy, Bpasunus /«Inovat
Industria  Farmaceutica  Ltda», Avenida
Presidente Tancredo de Almeida Neves, Ne
1555, Macedo, 07.112-070, Guarulhos/SP,
Brazil.

00O «3oatucy, PO, 123112, Mocksa,
IIpecHenckas Habepexxnas, 1. 10.

C cormacoBaH¥eM HACTOSINEH HHCTPYKIMH YTPayuBAaeT CHIY HHCTPYKIHS II0
MIPUMEHEHHUIO JICKapCTBEHHOTO Ipenapara Pumamun 5% pacTBop nis HHBEKIIHIA,
yrBep)a€HHas Poccenpxoznanzopom 17 mas 2016 roxa.



