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JIEKAPCTBEHHOTO npenapata [learamact
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Homep perteTpauioHHOro y10cToBepeHIA 15-3-3.15-3349Ne[1BP-3-2.0/02519

1. OBuuie cejeHHs

|. HanMeHoBaHHe JeKaPCTBEHHOTO Npenapara uis BETEPHHAPHOTO IIPHMEHEHU:

TOPIroBOE HAHMCHOBAHMNE - [Mesramact (Peltamastum).

MEJKIYHAPOAHbIE HEMATEHTOBAHHbIC HANMCHOBAIT AefCTBYIOULITX BEWIECTB!

HEOMHLMH 1 TOKCHLHKIIHH.

2. Jlekapcrsennan hopmaz CyCreH3s L HHTPAUHCTCPHAILHONO BBEIICHUA.

[MenTaMacT B KauecTBe AefCTBYIOUINX BEUECTB COACPRHT HeOMHLMHA CY/IbdAT — 6,0 MI7MI 11 JLOKCHUNKIHHA FHAPOXIOPILL
19.9 MI/MI1, A TAKKE BCIIOMOTATE/ILHBIC BELLECTBA: BOCK IMYILCHOHHBI, ATHOMHHIA CTEAPAT, MATHI ORICH. MAC/10 Ba3e/HHOBOC.

3. Mo sBHEWHEMY BHIY nperiapat npeacrasiact CoBOM MACIFHICTYIO CYCTICHINIO KENTOrO UBETA.

CpOK IOHOCTH JIEKAPCTBEHHOTO Npernapata fpi COBMOAEHHN YCIOBHI XpaHEeHH B 3aKpLITOIT YITAKOBKE NPOM3BOANTCNA = 2 rona
¢ 1aThl [IPON3BOACTBA.

anpewaercs npumenenie [eaTamacta 1o nereueHmi CPOKa MOAHOCTH.

4. Tlesramact BbIIYCKAlOT pacdacoBanibim 1O 100 M2 BO (IaKOHBI M3 OPAHKEBOIO CTCKAA, YKYMOpeHHble Pe3itOBLIMH
NpoOKaMK, YKPEIUIEHHLIMI  aNOMUHHEBLIMI Konnaukami: 1o 10 M1 B LIMPHII-I03aTOPbl  OAHOKPATHONO HCHOMIL3OBAHII,
CcHABKeHHbIE KaHio/iel is HHTPALMCTEPHANIBHOIO BBEACHIH, YKYHOPEHHBIE 3ALHTHBIMH KONAIKAMH. Kasaas emntinua Gacosrm
CONPOBOK/ACTCA MHCTPYKUMEH O IPHMEHCHINO.

5. TleTamMact XpauaT B 3aKpbITON YNAKOBKE NPON3BOANTCIA, B JaULLEHHOM OT CBETA MECTe, OTIE/IBHO OT TPOIYKTOB [IMTAHMA 1
KOPMOB, IpH TeMIepaType ot 5°C a0 25°C.

[locne BCKPBITHA YTAKOBKH NPENapaT XpaHeHHIO He [IOJLICIKHT,

6. TentamMact cielyer XpaHiTh B MECTaX, HEAOCTYIHBIX JUTA nerei.

7 Heucronb3oBaHHbI IEKAPCTBEHHbIT IPerapaT yriansnpylor 8 COOTBETCTBHI ¢ TPEGOBAHISIMH 3aKOHONATEbCTHA.

8. Ornyckaeres [lesramact 6e3 peuerira BETEPUHAPHOIO BPAUA.

I1. bapmakonoruueckie cBoicTsa

9 [lesramMact OTHOCHTCS K (hapMakoTepalienTHIecKoil rpynne - AMUHOIIHKO3 ML B KOMOMHALIHAX.

10. HeoMuimHa Cyab(aT H JAOKCHUMKIMHA THAPOXIOPHI, BXOAALLME B coctas npenapara, obecre iBaoT LWIHPOKHIT CHEKTP €ro
AHTHMHKPOOHOH aKTHBHOCTH.

Heomittisa cyabdar — asitHorKO3HHbIi anTHOHOTHK, dGREKTHBEN B OTHOWCHIT P FPAMIOIOAKHTENLHBIX (€1 aHIOKOKKIL,
[IHEBMOKOKKH) 11 FPAMOTPHLATE/bHbIX (KHILIEUHAA TIJIOUKA, HAJIOUKA AHIEHTEPHIL, 1IPOTEH W ApP.) MHKPOOPIAHHIMOB. He axriser B
OTHOWIEHMN aHadPo6OB. MeXaHH3M ero ACHCTBH 3aKM0UACTCA B CBS3LIBAHMN CO CHELUMPIUECKHMU PCLEHTOPANMH GAKTCPHAIBLHBLIN
pHBOCOM 1 HAPYLIEHHEM CHHTE3A LHTOIIA3MATHUECKIN MeMOPaH, IPHBOAS UMM K ribesn GakTepHalbHBIX KACTOK.

ﬂOKClH.lHKJlHHﬂ FHAPOXJIOPHI — IIOJI)’CHH'I'C’!'H‘ICCKOC l!pOH'}BO,’lHO@ OKCH’I’C‘l"p?\llHKJIHHZI, ')q)(l)CKTHBCH B OTHOLWCHHHI DosLIHCTEA
FPAMIONOKHTENLHBIX 1 IPAMOTPHUATENLHBIX MUKPOOpratiamos. B ocHose €ro AHTHOAKTEPHAILHOIO ACHCTBIS JICKHT HOABACHIE
GeAKOBOIO CHHTE3a MUKPOOHOT KIICTKH HA YPOBHE pubocom.

Braroaapsi KOMOUHIPOBAHHOMY ACHCTBINIO JOKCHLIKINHA FHAPOX/IOPHAA 1T HEOMIILMHA 1 CHeLALHON OCHOBBI HAb/O1AeTCS
NPOAOHIHPOBAHHOE AHTHOAKTEPHAILHOE eficTBHE npenapaTa B TeueHne 6 Heneab.

Ilen'ra.\mcvné cTelleHn BO3ACHCTBHA HA OPraHH3M OTHOCHTCH K BELLECTBAM «MaJO0HACHLIMY (4 knace onacHocTH 110 FOCT
12.1.007-76). Tlpi’ HHTPAUMCTEPHANLHOM BBEACHHH B MOJOMHYIO JKeAe3y KHHUYECKH 3/10POBbIX  KOPOB ppenapar Bui3biBact
He3HAUTEIbHOE, GBICTPO MIPOXOMALILEE Pa3IPAKEHHE TKAHEH BLIMEHH.

(11, TTOpsi10K 1PHMEHCH I
11, TlearaMacT NpUMEHsioT ¢ AeneBHO-NPOPIIAKTIIECKOTT UENbIO NPI MACTHTE KOPOB B CYXOCTOFHBIT epHoL.

12 Flpmnumloxa:sal‘mexi K np»mcuennm [Tentamacta ABAsCTCA [HOBbLILICHHAA HHAMBHYA L HAA HyBCTBHI eALHOCTh IRHBOTHOIO K
KOMITOHEHTaAM Hpetapara,
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B ¢Ba3u € BuIACJEHHEM Ilpenapara C MOJIOKOM, 3anpeuiaercs I’(pMMEHCHME [Menramacra JIOHHBIM KOpOBAM, a TAKXKEe CTeJIbHBLIM
KOpOBAM MeHee ueM 3a 49 CyTOK 10 NPENoaraemMoro oTena (Hauana naKTauHm).

13. [pu nposenetiy siedeGHO-IPOPHIAKTHYECKHUX MEPOIPHATHIT C HCHONB3OBAHIEM [Mentavacta cieayer coda01ath 00ue
NPaBHIA AMYHON FHIMEHbI N TEXHUKI DE30NACHOCTH, IPEAYCMOTPEHHBIE TIPH paboTe ¢ NEKAPCTBEHHBIMH HPLTapPATAMIL.

Bo Bpems paboThi ¢ MPEnapaTom 3anpewaeTcs HHTh, KypHTh M IPHHHMATH TTHULY. [To okoHuaHHH paboOThl PYKH CAEAYCT BbIMBITL
TEIUioi BOAOH ¢ MbLIOM.

ﬂymyvo YIaKOBKY H3-110J1 Jlexapcmeunoro npenapara 3anpemaercn HCI10IL30BATL VIS OBLITOBBLIX LEJEN, OHA [OLTCAMT
YTuausaumn ¢ OBITOBBLIMM OTXOAAMH,

JHOAAM € FHNEPUYBCTBHTEALHOCTLIO K KOMIOHEHTAM rpenapara cieiyer wiberarh HPAMOIo KoHtakta ¢ [learamacTon. Ipn
CJI_\“IZ\“HOM NonajlaHuK JIEKapCTBEHHOTO npenapara Ha KOKY HIIH CAMIHCTLIC 00010UKI HX HeOOX0AMMO POMBbBITH leO'l‘O‘lHOﬁ BO0I
¢ MbUIOM. B c1ytiae noaBeHis aliepritieckix peakimit win npi C/IyuaiiHOM NOMAJAHINT [IPENApaTa B OPTAHHIM HENOBERA CACAYET
HEMC/UVICHHO OGPBTHTbCﬂ B MEJIHLLHHCKOC ytlpcu\'uemie (llpH cebe umernb mw‘rpyxumo 1o HpH.\iCHCHHlO upenapara WIH J'HlKi"IK)").

14, TMenramactT He NpeAHA3HAMEH UIS 1IPUMEHEHHS JIAKTHPYIOULHMM KOPOBAM. [pimeHerne tpenapata Koposam B HEPHOA
CTE/IbHOCTH PA3peLluacTes He 11031Hee 4eM 3a 49 CYTOK 110 npe/noaaraeMoro orena.

1S, [MentamMact BBOAAT KOPOBAM CPa3y MOC/E 3aBEPUICHHA JIAKTALHOHHOTO NEpHoOIa (nocse nocneareii A07Kin) BO BCC HCTBEPTH
BLIMEHH, OIMHOKPATHO B 7103€ 10 M/ B KaZKAY10 YETBEPTL.

[lepen BBeACHHEM OperapaTa MOIOKO M3 BCEX HETBEPTEHl BLIAAMBAIOT, & COCOK aesunduunpytor 70 % pactBopoM JTIKIOBOTO
crnpra, [eatamact nojorpesaor a0 36 — 39 °C w p30anTbiBAIOT. [IpH HCIONB30BAHMM LINPHUA-03ATOPA €10 KAHIOMO MI0THO
HPIAKMMAIOT K OTBEPCTHIO COCKOBOIO KaHala 1l BBOAAT Mperapar. W3 dnakona npenapat HAOHPAKOT CTEPHIIBHBIM LIPIUCN | BBOIAT
B COCOK NPH MOMOLLM CTEPHILHOrO KateTepa. [1oc/ie BBEACHHA IPOBOAAT JIerKHit MacCak BbIMEHH CHH3Y BBEPX.

16. pu npusmenenun [lesramacra B COOTBETCTBHM C HACTOS LT HHCTPYKLUEH OGOUHBIX SBACHUI H OCJIOKHEHHIT Yy KOPOB, KaK
1paBHiIO, He HalnonaeTcs., B cayuae [OABJACHNA a/UICPIHUCCKHX pCZlKLlHﬁ MCIIOJBL30BAHNE npenapara npexpal.umor H HazHaualol
KUBOTHOMY GHTHIHCTAMHHHBIC W CUMNTOMATHYECKHE TIpernaparsl.

17. CuMNTOMBE NEPENO3HPOBKH IIperiapara y )KUBOTHBIX HE BbIAB/ICHDI.

18. He CheayeT MPUMCHATDL npenapaT COB'MEC'I'HO CAPYIuMH JICKapCTBCHHhIMH cpeacrBamit JnY] HHTPZIllHC'l’C[)HZ\JleO!‘O BBCACHHA.
Hudopmaums 0 HecomectTumocTh [TeatamacTa ¢ npenaparamMit 8 Apyrix NeKapCTBEHHBIX (hopmax OTCyTCTBYET

19. OcobenrocTei aefcTBH nexapc’rucnnoro npeunapatra rpu €Io HepBoOM HA3HAUCHIH HE YCTAHOBIACHO.

20. IMenramacT 1peaHa3zHaueH Uit 0AHOKPATHOrO HPHMEHEHHA.

21. Tlocne MPHMEHCHHA [Tearamacra B COOTBETCTBIHH C HacTORLEH llHCTp)’KllHCﬁ MOJIOKO B [IHUIEBLIX LEAAX pasperiactcs
HCIONBLIOBATL HE Panee uem uepes 96 uacoB nocie otena kopos. B cayuae OWHOOYHOrO IPHMEHEHHS [Ipenapata JaKTHpyIowiei
KOPOBE WIH CTE/ILHOH KOpoBe MeHee uem 3a 49 CYTOK 10 oTena MOJOKO MOXKHO HCIIONL30BATL HE patee uem ueped 53 CyTokK.
Mosoko, NOJYHECHHOC M3 310POBbLIX ‘|CTB€p'I'6‘ﬁ BbIMEHI 10 HCTEHEHHSA }‘C‘I‘HHOB!ICHHMX CpPOKOB, MOKET ObITh HCHOAB3OBAHO B KOPM
JKHBOTHBIM 1OCNE KRITAUCHHS.

YGoit KOPOB Ha MACO. Pa3pelacTCs HE PaHee HeM Hepes 28 CyTOK nocie BBEICHHs npernapara. MSCO KHBOTHBLIX, BbIHYAKICHHO
)’GHTH.\‘ JI0 UCTEUEHHA YKAZAHHOI O CPpOK et OblTh HCIIOJIB30BAHO B KOPM [TYUIHBIM 3BEPAM.
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