HUHCTPYKIWA
Mo npumMeHennio JMHONMTHKA U PeTYISIHY BOCIIPOU3BOAUTEILHON QYHKIHK H
NedyeHHs] THHEeKOIOTHYeCKHX 3a00/IeBaHUil Y KOPOB, jotnaneil 1 CRHHEH

(opraruzanug-pazpadotunk: «Zoetis Inc.», CILIA)
I. OBIIUE CBEJEHIA

1. Toprosoe HazpaHHe JekapcrBenHoro npenaparta: Juaomutnx (Dinolytic)
MexayHapogHOE HEIATCHTOBAHHOE HA3BAHUE: JIMHOMPOCT

2. JlexkapcreeHnast (ropma: pacTBOP AV HHBEKIIFH.

JHHOMHTHK B 1 MJI COJEPXKHT B KayecTBe ACHCTBYIOHIETO BEIECTBA 5 MI
JUHOIIpOcTa (IpoctariaiivH Fa, B BHIOE COMM ¢ TPOMETAMHHOM), 4 B Kauecrhe
BCIOMOTATENIBHEIX BeIecTB 16,5 Mr GCH3MIOBOTO CIIHPTA B BOAY IS MHLEKIHI
o 1 mm.

3. JIHHOMUTHK BHITYCKAIOT pac(acOBAHHBIM B CTEKJSIHHBIE (lakoHsl 1o 10
MJ, YKYIOPEHHBIE PE3HHOBLIMH HApOOKaMH, YKPEIUIEHHBIMH AMOMHHHEBBIMH
KosmaukaMu. MIakoHBl yIaKOBBIBAIOT 110 5 WITYK B KapTOHHEIE Kopobku, Kaxayio
EIMHUILY IPOJAYKIHN CHa0XKAIOT UHCTPYKIHEH IO IPHMEHEHHIO,

4. Xpanar nexapcTBeHHBIH IpenapaT B 3aKpBITON YIaKOBKE IIPOHU3BOANTENS,
B CYXOM, 3alIMINEHHOM OT TPSIMBIX COJHCUHBIX JAy4eH MecTe, OTIEIbHO OT
IIPOAYKTOB MHTAHUS U KOPMOB [1pH Temaeparype oT 15 °C 110 30 °C.

Cpox TOOHOCTH IIEKapCTBEHHOrO mnpenapara Tpe CoONIOAeHHH YCIOBHI
XpaHeHHs 1 B 3aKpbhITOH YMAKOBKE MPOH3BOTUTENA COCTABASET 2 TOAA CO JHS
IIPOM3BOACTBA, [10CIE BCKPLITHA (paakoHa — He Gonee 28 nueii.

3anpemaeTcs MpUMeHsTh JJMHOMUTHK TTOCTE HCTETeHHs CPOKA TOAHOCTH.

5. JIuHOANTHK caeayeT XpaHHTh B MECTaX, HEJOCTYIHEIX [T JAeTeii.

6. Heucmonp3oBaHHBIH  neKapcTBEUHLIA IIpenapar  YTHIM3HPYIOT B
COOTBETCTBHH ¢ TPeOOBAHHIMM 3aKOHOIATENBCTBA.

[I. DPAPMAKOJIOTUUECKHWUE CBOMCTBA

7. JIMHONUTHK OTHOCHTCS K TOPMOHAJILHEIM JIEKaPCTBEHHBIM MpenaparaM.
JUHOIPOCT, BXOAAIMH B COCTAaB Ipemnapara, oOnafact MOTEONHTHUECKO
AKTHBHOCTBIO, @ TaKke  CTHMYNHPYIO(MM . BIHAHHEM Ha



[NAAKYI0 MYCKYJIATypy, OCOOEHHO MUOMETPHH, MBILINBI COCYIOB, OPOHXOB H
KENYIOUHO-KUIIEYHOTO TPAKTA.

Iocne sBemenus Junonnruka, JUHONPOCT-TpoMETAMIH OBICTPO pasiiaracTcs
¢ obpazosannem nuHoupocra (Fi,). Ilepuon r1onysbiBeaeHHs JHHOTIPOCTA
cocrapnger 5-10 Mumyr, merabunuzupyeTcs B I1I€YeHH, BBIBOIWICSH B BHIE
MeTabOoIUTOB W3 OPIaHM3Ma NPEHMYIIECTBEHHO [TOUYKAMH.

I'lo crenenu BozmeficTis Ha opranusM JUHONMTHK OTHOCHTCS K YMEPEHHO
oracHeIM BemecTsam (3 xnace onacrocty o 'OCT 12.1.007).

I TTIOPAJOK 'TPUMEHEHMSI

8. JIMHONHTHK NPUMEHSIOT JUI  CHHXPOHH3AIHH TIOJOBOIO LMKNA, JEeYeHHs
TIHOMETPHI, XPOHHIECKOI0 METPHUTa M DHAOMETPUTA (B KOMIUIEKCHOH Teparun B
KauecTBE YTCPOTOHHHUECKOIO CPECTRA), CTHMYIALHHM OTena H IPepbiBaHHA
CTEABLHOCTH Y KOPOB; CHHXPOHH3ALMH TIONIOBOTO 1IHKIIA, JICUCHHUS YHIOMETPUTA (B
KOMIUIEKCHOH TePAlHi B Ka4eCTBE YTEPOTOHMYECKOIO CPEACTBA) M CTHMYIISIVM
POJOB Y KOOLII, 0A0POCa Y CBHHOMATOK.

9. JMHONMTHK  3aNpemIaeTcsl  MCHONB30BATh  KHBOTHHIM B [EPHOL
OepeMeHHOCTH, KpOME Ciydaes, Kkorja HEoOXONUMO BbI3BATE aGopr; INpu
3a00J1€BAHUAX CEPACYHO-COCYMCTOH CHCTEMBI, XKellyJ0UHO-KAITEHHOr0 TPaKTa
HJIH OPTaHOR JIBIXAHUS B OCTPOH HITH TIOA0CTPOH (opme,

10. JINHONHUTHK BBOASAT KWBOTHHIM BHYTPUMEIIIEUHO,

KopoBam niperrapar sBojst B 1o3e 5 Mit (25 Mr jjunonpocta):

~ TPH HAJIMYHH [EPCUCTCHTHOrO KEJITOro Tela OJHOKPATHO, OCEMEHEHUE
MOJKHO TIDOBOMTS Yepe3 2 — 4 must;

— JUIsl CHHXPOHH3AHH MOJIOBOA OXOTHL He paHee ueM depes 35 nuell mocne
OTeNa IOBYKpaTHO ¢ w®HTepBanoM 10 — 12 jueil, oBOpaBoTaHHbIX WKIBOTHRIX
oceMeHsaIoT Yepes 72 u 90 qacor nocue noBTOPHOH MHBEKIIHN;

— DOPH OpepbIBAHWM CTEJIBHOCTH OJHOKpaTHO Mexay S5 u 120 puamu
CTETBHOCTH, BBIKHIBIIL IPOUCXOAUT B TeueHUe 4 mueil,

— JUL JICUSHHS YHIOMETPHTA, ITHOMETPH! OIHOKPATHO.

JUist CTEMYJIAIHA OTena npenapaT BBOAST OJHOKPATHO B 03¢ OT 5 Jo 7 Mo
nocne 270 nust crenbHocTi. Oren npoucxonut yepes 1 - 8 pueid (8 cpenmem uepes
3 nusa).

KoGeutaM il CHHXPOHM3AUMK 3CTPYyCa, JIEUeHHs AHICTPYCd, BLI3BAHHOIO
NEPCUCTEHTHRIM JKeNThIM tejtoM JIUHOMMTUK BBOIAT B mose 1 mu Mexay 4 u 13
FHAMHM IHKIA. (JCEMCHEHHE TIPOBOAST INOCNE TMOSBICHHUS MEPBBIX NPU3HAKOB
TEUKH.

CrUHOMaTKAM JUIS CTHMYIISIMA OTOPOCA TIPENapaT BBOMST OAHOKPATHO B J103€
2 M1 3a 2 ~ 3 mHS JI0 TIPEAIONAraeMoro cpoka onopoca. OHOpoc IPOHCXOAUT B
cpenHeMm 4epes 33 vaca.

11. Tlpu mepenozaposke npenapara B 5 wim 10 pas wame Beero HabmomaoT
TIOBBILICHHE PEKTAIBLHOH Temrieparypul. IlogobHoe u3MeneHue rtemnepaTypsl Bo



BCEX OTMEUCHHBIX CJy4asx HOCHT BPEMEHHLIH XapakTep W He OKa3biBaeT
HeONaronpusaTHOTO AeHCTBUA Ha (DYHKIUOHATBHOE COCTOSHHE KHRBOTHLIX.

12. Ocobennocteil IeHCTBHA TIPH TIEPBOM TIPHEME IIPENAPATA H €TI0 OTMEHE
HE BBISBICHO.

13. Caenyer m3berars nponyckoB NpH BBeASHUH OUEPEIHON AO3HI Mpermapara,
TaK KaK 3TO MOXeT NPHBECTH K CHIDKEHHIO TeparesTHdeckolt s¢gdpextusroctn. B
Cliydae MporycKa 0JIHOM 40361 He0OXOMMMO BRECTH ee Kak MOKHO ckopee. Jlanee
HHTEPBAN JO CAEIYIOLIEro BBEACHUS Npenapara He N3MeHseTCs.

14, Tlobounbx sBIeHUH M OCNOKHEHMH Yy KOPOB IIPH IIPHUMCHEHHH
JIMHOMMTHKA B COOTBETCTBHM C HACTOALICH MHCTPYKuMell He BeIABIEHO. B cnyuae
TOABICHUA AIEPTHYECKNX PEaKMil UCTIONB30BAHME Nperapara [PeKpanaloT |
Ha3HAYAIOT AHTUTHCTAMHUHHBLIE CPEACTBA, aJPEHANNH, KOPTHKOCTCPOMUABI HIlM
APYroe CUMIITOMATHUECKOE JIEHeHHE,

Y nowagedl noGoYHbIE ABICHUS MOTYT TPOSBIATECS ITOTEHHEM, CHIDKEHUEM
PEKTANBHON TEMIICPATYPBl. DTH W3MEHEHMS HOCAT BPEMCHHBIL Xapakrep M He
OKa3BIBAIOT HEONATONPUATHOTO AeHCTBUS Ha JKHBOTHBIX. Cpenu Apyrux peaxipii
OTMEYAIOT YBEIHYEHHE YACTOTHI CEPIEHHBIX COKPAIEHHH, YBeIUYeHHe YacTOTR
ABIXAHUS, KENYJIOYHBIC pacCTpOHCTBA, HapyUIeHUe KOOPIMHALMY IBHXCHHIE W
CTpeMIIEHUE Niedb. ITH 3QdexTh 00buHO HAGMONATCS B Tevenue 15 MunyT
10Cle MPBEKIHH U HCUE3aKT B TCUEHHE Jaca.

[ocne BBeneHus J{MHOMUTHKA CYTOPOCHLIM CBHHBSIM Y OTACTBHBIX KUBOTHBIX
B pajie ClydacB OTMEUAIOT KPATKOBPEMEHHOE ITOBEHIICHME TEMIIEPATYDHI Tesa,
YBEJIMYCHUC 4YaCTOTHI  IBIXAHHSA, YCHIEHHE CIIOHOOTHENEHHS, CTHMYISAIHIO
Ae(peKallil H MOYEOTACNCHHA, TOKPACHEHUE KOKH H Gecnokoicrso. CBUHBH
BBITHOAIOT CIIMHY, POIOT 3eMIIO, TPYTCs GOKaMH M I'PBI3YT NPYThS KIETKA. DTH
>pPexrsl aHANOrMYNbL TEM SBICHUSM, KOTOPHIE XAPAKTEPHBI s CBUHEH mepen
HOPMANBHBIM - OMOPOCOM, HAOMIOJAIOTCS HA NPOTSUKEHHH 15 MHHYT mnocnie
UHBEKIHN W IIPOXOJAT B TEUEHHE Yaca,

15, Hudopmauns 06  0coBeHHOCTIX — B3aUMOAEHCIBHA ¢ JIPYrHMH
JTEKAPCTBEHHBIMU NIPEIAPATAMK OTCYTCTBYET.

16. V6oii %HUBOTHEIX Ha MsCO paspelaeTcs He paiee, dem uepes 48 uacon
[OCHE  TIOCHEJHEr0 IPUMEHEHHs JICKapCTBEHHOro mpernapara. B cnyuae
BBIHYKJ/IEHHOTO y0O0s KHBOTHOFO paHee YCTAHOBICHHOTO CPOKA, MACO MOKET
ORITL HCIIONB3OBAHO JUBE KOPMITEHUSE TTYHIHBIX 3Bepeit.

Monoko kopos nocne npumenenus JIMHOINTHKA MOMKHO HCHOAB3OBATH B
THIIEBBIX Lesax 6e3 orpaHuyeHni.

IV. MEPBI JIMUHOW IIPOGHUITAK TUKU

17. Ilpu paGote ¢ HunomuTHkoM HeoGXouMO cobmonats obmiue npasuna
JHYHOH THUTHEHBI W TeXHMKH 0e30rmacHocTH, NpefycMOTpeHHBle npu pabore ¢
NEeKAPCTBEHHBIMH MNpernapaTamu.

Hpocrarnapgmanl tuna Fy, MOTYT npoHuKaTh wepes KOKY B CHOCOBHLI
BEI3BIBATE GponxocnasM w/wimi seikisi. Tlosromy He pexoMenayercs paboTath



¢ JICKapCTBEHHBIM TIPENaparoM OCepeMEHHBIM JKEHINMHAM, JIOMIAM, Gonerommq
acTMOH, ¥ HMEIOLIMM 3a00JIeBaHIS OPTaHOB JABIXaHUsI,

18. Jlrogsm ¢ rumepuyBRCTBHTEABHOCTHIO K KOMITOHEHTAM LIPENAPaTa CIemyer
nzberare NpAMoro KoHTakTa ¢ JnHonutukom. [lpm caywaiimoMm momapanum
Inpenaparta Ha KoKy HIIM CIH3UCTHIe 000NOYKH ero HeoGXOZHMO TOTHAC CMBITEH
IPOTOUHOM BOJOH ¢ MBUIOM. B cliydae NossaeHus alnepruoveckux peakumit w/unu
Opy CyvadioM NONaJaHHH JIEKApCTBEHHOrO Tperapara B OPraHU3M deloBeKa
CleJlyeT HEMEATEHHO o0paTUTLC B MEJIMIHHCKOE yupexdenne (Ipa cebe UMeTs
HHCTPYKUKIO 1O TPUMEHEHHIO IIpenapara Wi dTHKETKY ).

19. Ilycreie (uakoHBl W3-TOJ JIEKAPCTBEHHOTO TIPENapaTa 3alperiactod

MCTIONB30BATh AN OLITOBBIX IICHEH, OHHM TOIUIEHKAT YTHAH3AINH C OLITOBBIMH
OTXOAMH.

20. Opra"uzalus-ipoOH3BOJHTEND:
«Pfizer Manufacturing Belgium NV/SA» Rijksweg 12, B-2870 Puurs,
Belgium.

«Zoetis Belgium s. a», Rue Laid Burniat 1 B 1348 Louvain-la-Neuve,
Belgium.

Hncrpykiua paspaborana xomnanued «Zoetis Inc» (100 Campus Drive
Florham Park, New Jersey, 07932 USA) coBmectro ¢ OO0 «305THCY.

Anpec: OO0 «3ovtucy B P®: 123317, Mocksa, [Mpecrenckag Habepesknas, .
10.

>

C yTBepXKIeHHEM HACTOSIMEH MHCTPYKLIMH yTPAauMBaeT CRIIY WHCTPYKIHS 110
NpUMEHEeHHI0 JlnHon KA, yTBepkaAEHHas PoccenbxosHaszopoM 25 moHs 2014
Toja.
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