CABEHKOB

13 MAP Z075

WHCTPYKILMS

0 BeTepUHAPHOMY IIPUMEHEHHUIO JIEKAPCTBEHHOTO IIpernapara
Heomactun
(Opranuzanusi-pazpadoryuk: OO0 «ArpoduocHad»,

105064, ropon MockBa, BH.Tep.I. MyHULIMNIAIbHBIN OKpYT bacMaHHbIN,
yn. Kazakosa, 1.6, ctp. 1.)

Howmep peructpannonHoro ynoctoBepeHus: 77-3-4.23-4973 NeI1BP-3-4.23/03798

[. O0mme cBeneHUs
1. ToproBoe HaMMEHOBaHHME JIEKapCTBEHHOro npemnaparta: HeomacTun
(Neomastin).
MexyHapoaHoe HeIaTeHTOBaHHOE HalMeHOBaHUE: HEOMMIIMH,
aMOKCHULIMJUTMH, TepOuHa(UH.

2. JlekapcTBeHHas (hopMma: CycreH3us i HHTPALUCTEPHAIbHOIO BBEAEHHUS.

JlexapcTBeHHBIH NpernapaT HeomMacTUH colepKUT B OAHOM LINpHLe-TyOe (3 T) B
Ka4yeCTBe JeHCTBYIOIIMX BElEeCTB: HeoOMUIIMHA cynbdar — 150 Mr, aMOKCHLIMIUIMHA
Tpuruzapatr — 184 mr (B mepecueTe Ha aMOKCHMUMIIMH — 160 mr), Tepbunaduna
rugpoxjopun — 15 Mr, a B KayecTBe BCIOMOTaTEeJIbHBIX BELIECTB: CIHUPT
0eH3UI0BbIN, apaduH, CpeHeleNIoYeYHble TPUTIIULEPHUIBIL.

3. Tlo BHemHeMy BHIYy JIE€KapCTBEHHBIH IMpenapaT IMpeAcTaBiIsieT coOon
CYCIEH3HI0 OT CBETJIO-)KEJITOTO /0 JKeJNTO-KopuuHeBoro usera. [Ipu xpanenuu
JIOTTyCKAeTCsl pacCIOeHHUe CYCIeH3UH, cye3atolllee IpH B30alIThIBaHUU.

Cpok TOAHOCTH JIeKapCTBEHHOIo IIpernapara Ipu COOJIOAEHUH YyCIOBHH
XpaHeHHUs B 3aKPLITOM YNaKOBKE MMPOU3BOAUTEINS - 2 roja ¢ JaThl MPOU3BOJCTBA,
MOoCJie BCKPBITUS WINPHUIA-TYOBI IpenapaT XpaHeHUIO He MOIJIEKHUT.

3anpelaeTcs MpUMEHEHHUE JIEKapCTBEHHOIO Mpenapara 0 MCTEYEHUH CpoKa
FOJJHOCTH.

4. JlexapcTBeHHbIM mpenapaT HeoMacTuH BbIycKalOT pac(acoBaHHBIM I10
3 r B 0OJJHOpPa30BbI€ MIMPULLI-TYObl U3 MOJIUMEPHBIX MATEPUAIOB, YKYIOPEHHbBIE
3QIIMTHBIMKA KosmadykaMu. 1lInmpuibl-TyObl MoMelialoT B KapTOHHbIE KOPOOKH



no 3, 12, 24, 30 u 60 wtyk.

Kaxnayro noTtpeOUTEeNbCKyl0  yHakoBKY CHAOXXalOT  WHCTPYKLHEH 110
MPUMEHEHHIO.

5. JlexapcTBeHHBIN Mpenapar XpaHsAT B 3aKPBITOM YIIaKOBKE MMPOU3BOAUTES, B
3aIMIIEHHOM OT MPSMBIX COJHEUHBIX Jydyedl MecTe, OTAENBHO OT MPOIyKTOB
MUTaHUs ¥ KOPMOB, ripu Temmnepatype ot 5°C mo 25 °C.

6. JlekapcTBEeHHBIN INpenapar CleAyeT XPaHUTh B HEJOCTYITHOM Ui JeTel
MecTe.

7. Hewucnonb3oBaHHBIM  JIEKApCTBEHHBIA  Mpenapar  yTUIM3UPYIOT B
COOTBETCTBUH C TpeOOBAHUSIMHU 3aKOHO/ATEIIbCTBA.

8.  VYcioBus oTmycka: OTITyCKaeTCsl 10 pelenTy Ha JeKapCTBeHHbIN mpenapar
WK TpeOOBaHHIO BETEPUHAPHOM OpraHU3aIiy.

II. ®apmakonoruyeckue (OMoOJOrHUECKHE) CBONMCTBA

9. JlekapcTBEHHBIN npenapar HeomacTtun OTHOCHUTCS K
(bapmakoTepaneBTUUECKON rpymnmne: NeHULIUIIMHBl B KOMOMHAIHSIX.
10. Heomuumna cynbdaTr — aHTUOMOTUK W3 TPYIMIBI aMUHOTIMKO3HUJIOB.

AKTHBEH B OTHOILIEHUHU psla TPaMIOIOKHUTENBHBIX M TI'PaMOTPULIATENIBHBIX
a’poOHBIX  MUKpoopraHusmoB: Staphylococcus spp., Streptococcus spp.,
Corynebacterium diphtheriae, Listeria monocytogenes, Escherichia coli, Salmonella
spp., Shigella spp., Proteus spp., Enterobacter aerogenes, Klebsiella pneumoniae,
Vibrio cholerae, Mycobacterium spp., Haemophilus infuenzae. MexaHusm
OaKTEepUIIMAHOrO eMCTBUS HEOMHULIMHA 00YCIIOBIIEH HEOOPAaTHUMBIM CBSI3bIBAHUEM
HEOMHIIMHA CO CHeUU(PUUYeCKUMU pelenTopamMu OakTepualibHBIX pPUOOCOM U
HapylIeHHWEeM CHUHTe3a LUTOIUIa3MaTUYECKUX MeMOpaH, UYTO MPUBOAMUT K rubesnu
OaKTepHaJIbHBIX KIETOK.

AMOKCULIMJITUH — MOJyCUHTETUYECKU I aHTUOMOTUK U3 TPYIIITbI TEHULUIIUHOB.
OOnagaeT WHUPOKUM CIEKTPOM OaKTepUUUIHOW AaKTUBHOCTU B OTHOLICHUU
OOJIBIIMHCTBA TPAMIIONOKHUTENIBHBIX W IPaMOTPULATENIBHBIX MHKPOOPraHU3MOB,
BbIJIENIIEMbIX U3 CEKpETa BRIMEHU MPU MACTUTaX, B ToM uuciie Staphylococcus spp.,
Streptococcus agalactiae, Streptococcus uberis, Streptococcus dysgalactiae,
Corynebacterium spp., Trueperella pyogenes, Escherichia coli, Bacillus cereus,
Bacteroides spp., Campylobacter spp., Klebsiella spp. u Pasteurella spp. Mexanuzm
aHTHOAKTepUAIIbHOIO JIeMCTBUS aHTHOMOTHKA 3aKiIro4aeTcs B TOJABICHHUU
(GYHKLMOHAIbHOW aKTUBHOCTH OaKTepHalibHbIX (EPMEHTOB TpaHCIeNTUaas,
YyYacTBYIOIIMX B CBSI3bIBAHUM OCHOBHOTO KOMIIOHEHTAa KJIETOYHOH CTEHKH
MHUKPOOPTraHU3MOB - MENTUAOTIMKAHA, YTO MPUBOJUT K ruOenu OakTepuil.

Tepbunaduna rugpoxiaopu MpeacTaBiseTr coOOM auTMiIaMUH W obJsagaer
IIMPOKUM CIIEKTPOM MPOTUBOTPHUOKOBOrO MEHCTBUs. B HU3KUX KOHIEHTPALIMIX



OKas3blBaeT (QyHruuuaHoe jaeiictBue Ha Jepmatodutsl Trichophyton (T.rubrum,
T.mentagrophytes, T.verrucosum, T.violaceum), Microsporum canis,
Epidermophyton floccosum, mecueBble rpubsr (Aspergillus, Cladosporium,
Scopulariopsis brevicaulis), aposxxeBble rpubbl, rinaBHbiM o6pasom Candida
albicans 1 HekoTopele [UMOpQHBIe rpulHI. JleiicTBHE Ha APOKIKEBbIE IPUOBI POJA
Candida u ero MuuenuanbHble (GOPMBI MOXET OBITH (YHTULMAHBIM WM
(pyHrHCTATUYECKMM, B 3aBUCHMOCTH OT Buaa rpuba. TepOGunapuu Hapymiaet
paHHHE dTan OMOCHMHTE3a OCHOBHOIO KOMIIOHEHTA KJIETOYHON MeMOpaHbl rpuba
(aprocTepoi) myTeM HHIHOMPOBaHUs (PepMEHTa CKBaJIEH-3IIOKCHUAA3DI.

[lelicTByromue BellleCTBa JIEKapCTBEHHOT'O npernapara npu
UHTPaLMCTEPHAILHOM BBEICHUH OBICTPO U paBHOMEPHO PaCIIPEAeNsSIOTCs B TKAHAX
MOJIOYHOH JKeJIe3bl, BCACHIBAsACh B CHUCTEMHBIH KPOBOTOK B HE3HAYUTENBLHOM
crerneHu. TepaneBTuyecKkas KOHLEHTpALMs aMOKCHIWIIJIMHA B MOJIOYHOM kKeyese
COXpaHseTCs B TeueHHe 12 yacoB, HeOMULIMHA U TepOrHaUHAa - B TeueHHe 24 4acoB.

BeiBossTCS  meHCTByIOIMe BeLIeCTBa JIEKAPCTBEHHOTO Mperapara M3
OpraHM3Ma XMBOTHBIX IIPEUMMYILECTBEHHO C MOJIOKOM, a TaKyKe B HE3HAYUTEIIbHOM
KOJIMYECTBE — C MOYOU U eKaTHSIMHU.

JlekapcTBeHHbIH penapaT HeomacTuH 1o crenexu Bo3eNCTBUS Ha OPraHU3M
OTHOCHUTCS K MajlooInacHbIM BeulectBaM (4 knacc omacHoctd o I'OCT 12.1.007-
76). JlexapcTBeHHBI TmpenapaT B pEKOMEHIYEMBIX J103aX He OKa3blBaeT
pa3Apakarolllero AeMCTBUs Ha TKaHW BBIMEHH.

[1I. TTopsimox npumeHeHUs

11. JlexapcTBeHHbIl mpenapaT HeomacTHH NpPUMEHSIOT ¢ JIe4eOHOM LIEbIO
KOpoBaM, OBL@AM, Ko3aM, BepOIoauMUuaM M KOObUIaM TMpH KJIMHUYECKOH M
cyOknuHuYeckod (opmax macTuta OGaKTepHaabHOM M CMEIIAHHOW STHOJOIMU B
MEepUOJI TAKTALMH; C JIe4eOHOH U 1e4eOHO-NTPOPUIAKTHYECKOMN LIENIBbI0 KOPOBaM MpH
MacTUTe 0aKTepUaIbHOM U CMELIAHHOH STUOJIOTUH B CyXOCTOMHBIN MEPHOI.

12. TIpoTuBonokaszaHueM K IPUMEHEHHUIO JIEKApCTBEHHOTO Mpernapara SB/IseTcs
WHAWBHAYallbHas MOBBILIEHHAs! YyBCTBUTEIBHOCTD dKUBOTHOT'O K €I0 KOMITOHEHTaM
(B TOM 4ucie B aHaMHe3e), TshKenble (DYHKUHOHAIbHbIE HApyUIEHUS TMe4YeHH U
no4vek. JIekapCTBEHHBIH Mpenapar 3anpeniaercs IPUMEHITh KOPOBaM MEHEE YeM 3a
42 nHA 1o oTena.

13. Ilpu paboTe ¢ nexkapcTBEHHBIM MpenapaToMm CieayeT cobmoaaTh ooIue
MpaBWJia JIMYHOW TMTHEHbl M TEXHUKH O€30MacHOCTH, MpPeIyCMOTpPEHHbIE MpU
paboTe ¢ JIeKapCTBEHHBIMU MTpernapaTaMu /il BETEPHHAPHOTO NIPUMEHEHHS.

JliogsiM ¢ rUNepyyBCTBUTENBHOCTBIO K KOMIIOHEHTaM JIEKAPCTBEHHOIO
npernapara CciefayeT wus30eratbh MNpsAMOro KOHTakTa ¢ HHUM. [Ipu ciaydaiiHOM
nonajgaHWM JIEKapCTBEHHOTO IIpenapara Ha KOXY UJIM CJIM3UCThbIe 000I0UKH IJ1a3 UX
HeOOXOJMMO NPOMBITH OONBIINM KOJMUYECTBOM BOJALIL. B cilyyae mnosBieHus
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QNIEprUYecKUX peaklUud HWAd T[pd  CIyvyailHOM TONaJjaHUuM KOMIIOHEHTOB
JIEKapCTBEHHOI'O0 IIpernapara B OpPraHU3M YeJIOBeKa CleAyeT HEMEJIEHHO
o0paTUThCS B MEAULMHCKOE yudpexaeHue (mpu cebe HMeTb HHCTPYKLHUIO IO
MPUMEHEHUIO WU STUKETKY ).

[lycTtyto ymakoBKy W3-IOJ JIEKQpCTBEHHOrO IIperapara 3alpeliaeTcs
UCIOJIB30BaTh Il OBITOBBIX LeJied, OHa MOJIEKUT yTUIU3aLUU C ObITOBBIMHU
OTXO/1aMH.

14. JlexkapCTBEHHBI Ipenapar pa3pelleH K IMPUMEHEHUIO OepeMeHHBIM U
JTaKTUPYIOLIUM YKUBOTHBIM.

15. Tlepen mpumeHeHHEM JIEKApCTBEHHOIO Ipernapara MOJIOKO (CeKpeT) u3
OOJIbHBIX J10JIE€M BEIMEHU BbIJAUBAIOT B OTAEJIBHYIO EMKOCTh U YTUIIU3UPYIOT, COCOK
00pabaThIBAIOT 1e3UH(DUIIUPYIOLIUM PACTBOPOM.

C HaxkoHeYHMKa WINPULA-TYObl YJAsIOT 3allUTHBIA KOJINA4yOK, BBOJST
HAKOHEYHHUK B MOJIOYHBIM KaHal (4aCTUYHO WJIM Ha BCHO JUIMHY) U OCTOPOYXKHO
BBIIaBJIMBAIOT COAEPKUMOE IINpUUA-TyObl B TpeOyeMOM KOJIMYecTBe. 3aTeM
HAKOHEUHMUK H3BJIEKAIOT K3 COCKOBOI'O KaHaljla, BEPXYLIKY COCKa MepPeKUMaroT
najblaMu Ha 1-2 MUHYTBI U ClleTKa MacCUPYIOT COCOK CHU3Y-BBEpX IS JIy4LIEro
pacnpeesieHus JeKapCTBEHHOTO Mpernapara.

B nepuoa nakrauuu HeomMacTuH BBOAST KMBOTHBIM 3 pasa, NMPU THKEIOM
TeyeHUH 3abosieBaHus 3-5 pa3 ¢ MHTEpBaIOM |2 4acoB B pa3oBbIX J03aX: KOPOBAM,
BepOmoauuam, koosiam — no 3 r (1 wnpuu-tyda), oBuam u kozam — no 1,5 r
(moJioBHHA WINPULA-TYObl) B KaXKAYIO MOPAKEHHYIO J10JF0 BBIMEHHU.

HeomacTuH Takke NPUMEHSIOT C JIe4eOHO-NIPOPUIAKTUYECKON UENbI0
KJIMHUYECKU 310POBBIM U OOJIbHBIM CYOKJIMHMUYECKUM MacTUTOM KOpOBaM cpasy
MoCJIe MOCJIeAHEN JOMKHU Iepe]] NepeBOJOM B CYXOCTOMHBIN IIEPUOJL, HO HE MO3IHEE
yeM 3a 42 1OHS A0 MpeanoJiaraeMoro oresna. JlekapcTBeHHBbIM mpenapar BBOAST
YKUBOTHBIM OAHOKpATHO 10 3 r (1 mwnpuil-ty0da) B KaKAy10 Y€TBEPTh BBIMEHH.

16. [ToOOUYHBIX SIBIEHMH M OCJIOKHEHHUH Yy IHKUBOTHBIX NPH NPUMEHEHUH
JIeKapCTBEHHOTO TIperaparta B COOTBETCTBMH C HACTOSIEH MHCTPYKLHMEH, Kak
npaBuUo, He  HaOmonaetrcs.  [lpu  mMOBBILIEHHOW — MHAMBUIYaJIbHOM
UyBCTBUTEJIBHOCTH J>KMBOTHOIO K KOMIIOHEHTaM JIEKapCTBEHHOrO Mpernapara U
MOSIBIEHUM MPU3HAKOB aJUIepruyd ero MNpUMEeHEHHEe MPeKpallaloT M Ha3HayaroT
AHTUTMCTAaMUHHBIE MIPenapaThbl U CPeCTBA CUMIITOMATUUYECKON TEPAIHUU.

17. CumnOTOMBI NEpPeO3UPOBKU JIEKAPCTBEHHBIM MPENapaToM y KpPYMHOIo U
MEJIKOI'0 poraToro ckota, BepOIIoauL U KOOI HE YCTaHOBIIEHBI.

18. BzaumopgeilicTBUEe C JApyrMMHU JIEKapCTBEHHBIMH IMpenapaTaMyd He
yCTaHOBJIEHO. JIekapCTBEeHHBIN MpenapaT He ClelyeT NPUMEHSITh OJJHOBPEMEHHO C
OPYTUMHU MpernapaTaMu JIJIs MHTPALUCTEPHAIBHOTO BBEICHUSI.

19. OcobeHHocTell nelcTBUS JIGKAPCTBEHHOrO MpernapaTta Mpu ero MnepBoM
[IPUMEHEHUHU U OTMEHE HE BBISBIICHO.

20. Cnepnyet uzberarb HapyLIeHU 103 U Kypca NPUMEHEHHUs JIEKAPCTBEHHOT O
npenapara, TaKk KaKk 3TO MOKET MPUBECTH K CHHIKEHHUIO €ro TepaneBTUYECKON
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3pdexTuBHOCTH. B ciydyae mpomycka OAHON WJIM HECKOJBKUX /103 NpPUMEHEHHe
JIeKapCTBEHHOTIO MpernapaTa BO300OHOBIISIOT B TEX K€ J103aX U 10 TOH JKe CXeMe.

21. Monoko, mnoOJy4eHHOE OT JOWHBIX JKHMBOTHBIX, 0OOpabOTaHHBIX
JIeKapCTBEHHBIM IpEernapaToM B MEpPUOJ JIaKTallMU, JOMYCKaeTCsl MCIOJIb30BaTh B
NULIEBBIX LIEJISIX HE paHee 4eM uepe3 72 yaca MoOcje MOCJIEeAHEero BBEAEHUS
npenapara.

Mouioko, nojay4yeHHOe OT KOpoB, 00paboTaHHBIX JIEKAPCTBEHHBIM IPernapaTom
B CYXOCTOMHBIN IEPUOJ, AOIYCKAETCsl UCIO0JIb30BaTh B MUIIEBLIX LEJSAX HE paHee
yem uyepe3 120 yacoB mocne ortena. B ciywae, ecnu orten mpousolnen paHee
NpearnojaraeMoro CpokKa, MOJIOKO IOMyCKaeTCs UCI0Jb30BaTh B MUILLY HE paHee YeM
yepe3 46 cyTOK rociie BBeJIeHHs JIeKapCTBEHHOT0 Mpernapara.

Monoko U3 340pOBBIX [0JIed BBIMEHHU, IOJIy4YeHHOE paHee YCTaHOBIEHHBIX
CPOKOB, pa3pellaercss MCIOJb30BaTh B KOPM JKUBOTHBIM IIOCIE KHUISTYEHUS, U3
00JBHBIX 10JI€H BBIMEHH I0CiIe 00e33apaKuBaHUsl Y TUITU3UPYIOT.

VY6011 )KUBOTHBIX Ha MSICO pa3pellaeTcs IPOBOJUTh HE paHee ueM yepe3 7 CyTOK
ocCJIe MOCJIEHEr0 BBEACHUs JIEKapCTBEHHOIO Npernapara Npu ero NpuMeHeHUU B
MepHo/l IaKTalluK, U He paHee yeM uyepe3 28 CyTOK 1ociie BBeIeHUsl JIEKAPCTBEHHOTO
npernapara NpU €ro MNPUMEHEHUHW B CYXOCTOWHBIM Mepuol. Msico KUBOTHBIX,
BBIHYKJI€HHO YOUTBIX /10 UCTEUEHUS yKa3aHHOTO CPOKa, MOXKET ObITh UCTIOIH30BAHO
115l KOPMJIEHUSI ITyLIHBIX 3Bepei.

HaunmeHoBaHus u azpeca 00O  «Arpob6uocHab», 143985,
[IPOU3BOJICTBEHHBIX MJI0IIAZ0K MockoBckass obnacte, banammxa,
POU3BOAUTENS JIEKapCTBEHHOIO [TonTeBckoe mocce, BiajaeHue 4.
npernapara TSt BETEPUHAPHOIO

IPUMEHEHHUS.

HaumeHoBaHue, agpec opraHusalui, 00O «ArpobuocHadt», PO,
YIIOJIHOMOYEHHOU Jep)KaTesieM WU 105064, ropon MockBa, BH.TEp.T.
B1aJie/IbLIEM _ perucTpalMoOHHOro MYHULHUNAIbHBIA OKpyr bacmaHHBIH,
yIOCTOBEPEHUS JIEKapCTBEHHOIO yi. Ka3zakosa, 1.6, ctp. 1.

npernapara Ha [IPUHSTHE IPETEH3UN OT

noTpeduTes.

['eHepasbHBIi TUPEKTOP

00O «ArpobuocHabd» O.B. Uynaxun
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