HHCTPYKLIMA
M0 BETEPHHAPHOMY MPUMEHEHHIO JIEKapCTBEHHOTO npenapata Jutpum ™

(opraausaums-paspaboruuk: OO0 «HATA-®APM», 410010, r. Capatos,
yn. uM. Ocumnosa B.W., nom 1)

Homep peructpaunontoro ynoctrosepenusi: 44-3-21.12-2938Ne[1BP-3-3.5/01492

[. O6bume ceenenus

1. HaumeHnoBaHHe nekapcTBEHHOrO Mpernapara AJisl BETEPUHAPHOIO IPHMEHEHHUS:

- TOProBOe HAMMEHOBAHHUE JIEKAPCTBEHHOTO npenapara: Jutpum® (Ditrim);

- MEeXIYHapoAHble HEMAaTEHTOBAaHHbIE HAMMEHOBAaHUSA NEHCTBYIOLIMX BELIECTB:
CyJib(haguMe3UH, TPUMETOIPHUM.

2. JlexapcTBeéHHas opmMa: pacTBOp AN HHBEKIHH.

Jutpum® B 1 MJI COZIEpXHUT B KadecTBe AeicTBytomuX Beiects 200 Mr cybhamime-
3u4a M 40 Mr TpuUMeTOnpMMa, a B KadecTBE BCIIOMOTATENBHBIX BELUECTB:
1-MeTUN-2-MMppoNuAOH, OEH3UNOBBIi CNUPT, OWHATPUEBYID COJb STHICHIMAMHH
N,N,N,N;-tetpaykcycHoil kucnotst 2-poanyto (Na2-DJITA), HaTpHii CEpPHOBATHCTOKHC-
JIBIM, THAPOKCHI HATPHS U BOAY [UIA MHBEKIIHH.

3. Ilo BHeltHEMY BHOy npemapar npeacTaBnsieT coGoil MPO3pavyHyro KHIKOCTh OT
KENTOro 10 KOPUUYHEBO-XKEJITOro [IBETa.

Cpok rofHOCTH JIEKapCTBEHHOTO IpenapaTa Opd COGIIOAEHUH YCIOBHM XpaHe-
HHsS B 3aKpHITOH YMAaKOBKE IIPOM3BOAMTENA — 2 roja co JHS NPOM3BOIACTBA, MOCIHE
MEePBOro BCKPHITHS MEPBUYHOMN YNIaKOBKH — He Ooee 28 CyTOK.

3anpelaeTcs NpHMEHEHHE JIeKapCTBEHHOro npemnapata J(atpuMm
CpPOKa rOJHOCTH.

4. utpum® BhimyckaroT pacacosanusM no 20, 50, 100, 250 M B CTeKNISHHbIE
¢naxonsl, no 500 Mn B cTEKIAHHBIE GYTHUIKH COOTBETCTBYIOLIEH BMECTMMOCTH, FepMe-
THYHO YKYIOPDEHHBIE pPE3MHOBBIMH MpOOKaMH, YKpPEIUICHHBIMH ATFOMHHHEBBIMU
KOJIMAYKaMK € KITHIICAaMH KOHTPOJIsS MEPBOro BCKpbITHA. Kaxayio morpeGHTEnbeKyro
yMaKOBKY CHa0XaloT HHCTPYKLHUEH 110 NPUMEHEHHUIO.

5. XpaHAT JIEKapCTBEHHBIH MpernapaTr B 3aKpLITOW YMaKOBKE MPOM3BOAMTEN,
OTAENBHO OT MPOAYKTOB IIMTAHUSA M KOPMOB, B 3aIIMIIEHHOM OT MPAMBIX COJHEYHBIX
nyuyeii mecte npu temneparype ot 5 °C no 25 °C.

6. lutpum® cliefiyeT XpaHUTh B MECTAX, HEAOCTYTHBIX JUIS JETeil.

7. Hencnonb30BaHHbIH T€KApCTBEHHBIH MpenapaT YTHIM3HPYIOT B COOTBETCTBUH
¢ TpeOOBaHUSIMHU 3aKOHOAATE/ILCTBA.

8. Mutpum™ ormyckaercs Ge3 peuenta BeTepMHAPHOIo Bpaya.
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II. ®apmaxonoruyeckue (buosoruueckre) cBoiicTea

9. Jlutpum" OTHOCHTCS K (papMaKOTepaneBTU4ECKO rpymne: cyibhaHuiaMunsl B
KOMOHHALUAX.

10. Cyasdanumesns U TpUMETONPHUM, BXOJSAILME B COCTAB JIEKapPCTBEHHOrO Mpe-
rapara, 001afaloT CHHEPTUIHBIM JCHCTBUEM, YTO 0OeCNeYUBAET IMPOKHiT CrieKTp GakTte-
pHOCTaTUHECKOW AKTUBHOCTH B  OTHOWIEHMM [PaMIIOJIOXKMTENBHBIX W [PaMM-
OTpHULATE/IbHBIX MHKPOOpraHu3mos, Bikimo4as: Escherichia coli, Bacillus anthracis,
Bordetella spp., Salmonella spp., Proteus spp., Campylobacter spp., Haemophilus spp.,
Enterobacter spp., Pasteurella spp., Staphylococcus spp., Shigella spp., Vibrio spp.,
Streptococcus spp., Klebsiella spp., Corynebacterium spp.

CynbdagumesuH, oTHOCALIMICA K rpyIne CynbhaHUIaMUAOB, CXOAHBIA O cTpoe-
HHUIO C MapaaMUHOOEH30MHON KUCIOTOH, HapyllIaeT CHHTE3 AUTHAPO(OIHEBON KHCIO-
Thbl, IPEMATCTBYS BKIIOYEHHIO NapaaMUHOOEH30MHOM KUCIOThI B €€ MOJIEKYJTY.

Tpumetonpum — cHHTETHYECKHI aHTHOHOTHK, IPOU3BOAHOE IMAMHUHOTHUPHUMUAH-
Ha, yCUJIMBAET JeHCTBHE CylibdaluMe3MHa, HAPYIIas BOCCTAHOBJIEHHE UTHAPOQOIH-
€BOH KHCJIOTHl B TETParuApoQOIHEBYIO— aKTHBHYIO (OpMYy (OIMEBON KHCIOTHI,
OTBETCTBEHHY!O 3a O€IKOBBI OOMEH M JieieHHe MUKPOOHOMH KIIETKH.

[lpy KOMOMHMPOBAaHHOM AEHCTBHH HapylIaeTCA CHHTE3 (POJIMEBON KHMCIOTHI HA
ABYX MOCNEIOBATENbHBIX CTANHAX, YTO MPUBOAUT K HApYLUEHUIO CHHTE3a HYKIEOTH-
IOB ¥ 00ycnaBIMBaeT CHHEPrUAHOE DAaKTEpHUMIHOE ACHCTBUE KOMOMHALMH CyNbga-
JUME3HHA U TPUMETOTIPUMA.

[locne napeHTepanbHOro BBEAEHHMS N€KAPCTBEHHOrO MNpernapara AeilCTBYIOMHE
BEILECTBA XOPOIIO BCACHIBAIOTCA B KPOBb H IPOHUKAIOT B GOJNILLIKHCTBO OPraHOB U
TKaHed opraHuzma. MakcuMaibHas KOHUEHTpPaliusi B KPOBH AOCTHraeTCs yepes 2 — 3
Haca W COXpaHAETCA B TEPaNEeBTHYECKHX KOHLEHTPAUMAX Ha MPOTSXKEHHM 18 — 24
4acoB mociie BeeaeHHs. Hanbosiee BbICOKHE KOHLEHTpaUMH AECHCTBYIOIHX BELIECTB
JNOCTHUrAlOTCS B JIETKUX, MEYEHH M [TOYKAX.

BbIBOIUTCS NEKapCTBEHHBIH MpenapaT M3 OpraHM3Ma >XUBOTHBIX MNpEHMYIIe-
CTBEHHO C MOYOH M B HE3HAYMTENBHBIX KOJIHMYECTBAX C JKEAUYBIO, Y JIAKTHPYIOLIMX
YHBOTHBIX — YACTHYHO C MOJIOKOM.

JuTpuM® 10 cTemeHM BO3NEHCTBHA Ha OPraHH3M OTHOCHTCA K MaJIOOMACHBIM
BeutecTBaM (4 knacc onacnoctu o FOCT 12.1.007-76).

III. ITopsinok npuMeHEeHUS.

11. utpuM® Ha3sHa4alOT KpYMHOMY pOratoMy CKOTY, CBHHBSM, JIOMIAAIM H
cobakaMm s feveHuss GakTepUANBHBIX MHGEKUMHA OPraHoOB JABIXAaHHS, XKETyIOYHO—
KHIIEYHOIo TPAKTa U MOYENOJIOBON CUCTEMBI, BO30YIMTENH KOTOPBIX 4yBCTBUTENBHBI
K Cy/ibpaqHMe3HHY H TPUMETONPUMY.

12. 3anpemaerca npumeHsts JUTPUM® HKUBOTHBIM MpPH MOBBILEHHOM HUHIUBUTY-
ambHOH YyBCTBUTENBHOCTH K CyIbpaHUIAMUIAM U AHAMHHOMMPHMMIHHAM, [IPU TDKEBIX
3a00NIEBaHHAX MEYEHH, T0YEK K OPraHOB KPOBETBOPEHHS.

13. Ilpu pabote c nekapcTBeHHBIM mpernapatom Jutpum® cregyer coGmionarsb
o0IMe MpaBuiia JIMYHONA FMIHEHBI M TEXHHKH O€30M1aCHOCTH, MPELyCMOTPEHHEIE MpPH
paboTe ¢ IeKapCTBEHHBIMH IpernapaTaMH.



Jltonsm ¢ runepyyBCTBUTEIHHOCTHIO K KOMIIOHEHTAM fpenapara cleiyer uzbe-
rate MpsMOro KOHTAaKTa C JiekapcTBeHHbIM mpenaparoM [Qutpum”. Mo okoHyanuu
paboTel PyKH ClleflyeT BbIMBITh TEIUIOA BOAOW ¢ MbUIOM. [lycThle YNAaKOBKH H3-mon
JIEKapCTBEHHOrO MpeMapara 3alpeLlacTcsl UCMONAL30BaTh A OBITOBBIX UEneil, OHH
NOIEXKAT yTUIH3ALUY C OBITOBBIMH OTXOIAMHU.

[lpy cny4yaliHOM KOHTaKTe JIeKapCTBEHHOrO Mpernapara ¢ KOXEN MJIH CIH3HCThbI-
MU 00ONI0YKAMH a3, UX HEOOXOAMMO MPOMBITH OONBIINM KOMHYECTBOM BOABL. B
C/ry4ae MosiBICHUS aJUIEPrUHYeCKUX PEAKLUA WM MPU Clly4alHOM MOMajaHHM npena-
paTa B OPraHu3M 4esoBeKa clellyeT HEMEIEHHO ODpPaTHTBC B MEHLIMHCKOE yupe-
XKAeHHue (1pu cede UMETh HHCTPYKUMIO O MPUMEHEHHIO Mpenapara Ui 3THKETKY ).

14. 3anpeuwaercs npumenenue npenapara JIutpuM® KUBOTHBIM B TIEPHOM GepeMeH-
HOCTH. B nepuo BckapMIMBaHuUs MPHUILTOAA U HOBOPOXAEHHBIM XHBOTHBIM MIPH HEOOXO-
AMMOCTH, [pernapaTr NpUMEHAIOT MO KOHTPOJEM BETEPHHAPHOIO Bpava HAa OCHOBAHUU
OLICHKH OTHOLLCHUS OXKHIaEMOH IM0JIb3bI K BO3MO)XHOMY PHUCKY €0 NMPUMEHEHHS.

15. utpim* BBOAAT BHYTpMMbIIIEUHO (JTOWAAAM BHYTPHBEHHO) OJHH pa3 B CYTKH
B fo3e | M Ha 10 kr Maccel sxuBoTHOTO. [IpU TsKenOM TedeHuu Gone3nu nepsbie 2—3
IHA Mpenapar MPUMEHSIOT Ba pa3a B CYTKH C HHTepBaJIoM 12 4acoB B TOM ke Jj03e.

B cBa3u ¢ BO3MOXHO# GoseBoii peakilueif He ciedyeT BBOOHTb B OZHO MECTO
KpYIIHOMY pOraTtomy CKOTY, CBHHBAM U jomaaiam Oosnee 10 mi, mopocsatam H cobakam
— 6onee 5 M.

IIpoaomKHTENEHOCTE Kypea JIe4eHus: COCTABISET 3—7 CYTOK.

16. Ilpyn npumeHeHHH npenapara B PeKOMEHAYEMBIX 103aX B COOTBETCTBHUH C
MHCTPYKUMEHN, MOOOYHBIX ABIECHHH M OCIOXHEHHH, KaK MpaBHIo, He Habmonaetcs. Y
HEKOTOPBIX >KHBOTHBIX BO3MOXHO MOSB/IEHHE HAa MECT€ WHBEKLHH MOKPACHEHUS U
NPUOYXJIOCTH, KOTOpbIE CaMOINpPOU3BONBHO MNPOXOMAT H He TpeOyIoT MpPHMEHEHHS
JpYTUX JIEKAPCTBEHHbIX CPEACTB.

17. Ilpn nepenosupoBKe HAH TPEBBILUECHAN MPOLOIKHTEIHLHOCTH PEKOMEHIYEMOrO
Kypca JIeYEHHS BO3MOXHBI HapyIlIeHHs] JEATEIbHOCTH MOYEK M KeMyAOYHO—KHIIEHHOro
Tpakta (aucbaktepuos). B stoM cirydae Heo6X0aHMMO NpeKpaTUThL IPUMEHEHHe Mpenapara
H Ha3HAYHUTh CHMITTOMATHYECKOE JICYEHHE (BUTAMHHBI U POOUOTHKH).

18. Jlutpum™ 3ampeuwiaercs NpUMEHATh OJHOBPEMEHHO C npenapatamu
1-aMHHOOEH30HHOM KHCIOTHI (HOBOKAHHOM, IPOKAHHOM, AHECTE3HHOM, OeH30KauHOM),
a TaKXX€ CMELIMBAThL B OJHOM IUTIPHULIE C IPYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH.

19. Ocobennocteii aeficTBus Npu MEPBOM MNPHMEHEHMH MpENapata U MPH €ro
OTMEHE HE BBIABJICHO.

20. I'pu nporrycke 0HOM HITH HECKOJIBKUX /103 JIEKapPCTBEHHOTO NpenapaTa HeoOXo-
AMMO BO30OHOBHMTH €ro NMpUMEHEHHE B MpeLyCMOTPEHHOM 03¢ H cxeme. He cnemyer
MpEBLIIATE PEKOMEH/TyEMYIO 103y NpeapaTa JUll KOMIIEHCALUK MPOMYILEHHOM.

21. Y0oii )HUBOTHBIX Ha MACO pa3peLlaeTcs He paHee, 4eM uyepes 28 CYTOK rocie
[OCNIEAHETO IPUMEHEHHS JIEKapCTBEHHOr0 npenapara. MsCO JKUBOTHBIX, BBIHYXICH-
HO YOHUTBIX IO UCTEYEHHS YKA3aHHBIX CPOKOB, MOXET ObITh HCMOIB30BAHO IS KOPM-
NEHMS MMYLIHBIX 3Bepei. Monoko NOHHBIX MKHBOTHBIX 3alpellaeTCs MCIONb30BaTh B
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MMIIEBBIX LEMAX B TeYEHHE 5 CYTOK MOCHE OKOHYAHMS MPUMEHEHMs Ipenapara
Hutpum®. Takoe MOJNOKO MOXeT ObITh HCMOJNB30BAHO NJIA KOPMIICHHS MHBOTHBIX

focijie TepMHYECKOit 06paboTku.

HaumenoBanuss 1 anpec nmpou3BOACTBEHHOM
IUIOIAJKH [IPOU3BOJMTENS JIEKAPCTBEHHOIO
npenapara ijisi BETEpMHAPHOTO MPUMEHEHHMS.

HanmeHoBaHue, anpec opraHu3aiuu, yrnom-
HOMOYEHHOM JiepxaTeneM WK BlaaenbileM
PETUCTPALIMOHHOIO YIOCTOBEPEHUA JieKap-
CTBEHHOI'O MperaparTa Ha PUHATHE [PETEH-
3l OT NoTpebuTeNs.

000 «<HUTA-®APM»; 410010, r.
Caparos yn. um. Ocunosa B.1., 1.1.

000 «<HUTA-®APM»; 410010, .
Caparos yn. um. Ocunoa B.U., x. 1.

C cornacosanuem HacTosilleH MHCTPYKLHMH YTPAa4UBACT CHIly MHCTPYKUHS MO MpHMe-
HeHuio [lutpuma ®, yreepxennas PoccensxosHanzopom 17 okTsi6ps 2019 roza.

Haganpuux OPuC

Bacunsyenko /1. U.



