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[. OOmue cBeneHus

1. HaumeHoBaHuMe JiekapcTBEHHOT'O TIpernapara Juisl BETEPHHAPHOIO IPUMEHEHMS:

- TOpProBoe HAMMEHOBaHHE JEKApCTBEHHOTo mpemapara: MacTOMUIMH®
(Mastomicin).

- MEXIyHapOJHbi€¢ HENATEeHTOBAHHbIE HAUMEHOBAHMs JEHCTBYIOLLUX BELIECTB:
reHTaMULWH, KJIMHIAMUIIMH, THI0KauH.

2. JlekapcTBenHas opMa - Tellb AN HHTPALUCTEPHATLHOTO BBEICHHUS.

Macromuiuu® B 1 M1 Ipeniapata CONEPKHUT B KaueCTBE AEHCTBYIOIMX BEIIECTB:
15 Mr renramuumHa cyibdara, 20 Mr KIHHIaMWMHA THApoxjaopuaa, 50 wr
NUIOKaWHA THAPOXJIOPH/IA, & B Ka4€CTBE BCIIOMOraTeNbHBIX BELLECTB: MMOJIOKCAMep
407, nonuokcui-35-KacTopoBOe MAacio, TIHLEPUH, CHOUPT OCH3WJIOBBIH, HATPUA
THIPOKCHU] U BOLY OYHILECHHYIO.

3. Tlo BHemHeMy Buay MacTtoMUuMH® MpeacTasiseT coboi onaieciupyoLHii
reib, OT OECLIBETHOIO J0 KEJITOTO LBETa.

Cpok TOAHOCTH JIEKAPCTBEHHOTO I[pemapara IMpH COOMIOJEHUH YCIOBUH
XpaHEHHUs B 3aKPBITOH yNaKOBKe NPOMU3BOAMTENS — 3 roja co JHS IPOU3BOICTBA.
BekpbIBaTh yNakoBKy He0OXOIHMMO HEMOCPEICTBEHHO MEpe]l €€ HCIONb30BaHUEM,
[10CJIe BCKPBITHsl YITAKOBKH ITpenapaT XpaHEHHUIO HE MOJJIeKHUT.

3anpeluaercs NpPUMEHEHHE JIEKAPCTBEHHOro mpenapara MacToMULMH® 110
HUCTEYEHUH CPOKa FOAHOCTH.

4. MactomMuuid® BbIITyCcKaroT pacacoBaHHBIM M0 10 MJI B IIMPHLIBI MEAXLIHHCKHE
OIHOPA30Bble WM CHELUaTbHbIE COOTBETCTBYIOIIEH BMECTUMOCTH, CHaOXEHHBIC
KaHIOJIEH JJI1 MHTPaUUCTEPHAIBHOTO BBEJCHUS M 3alUTHBIM Koimadkom. Kaxmyro
NOTPEOUTENBCKYIO  YNAKOBKY  CHAOXalOT  MHCTPYKLMEH IO  NPUMEHEHHIO
JIEKapCTBEHHOIO Ipernapara.

5. XpaHAT JICKAPCTBEHHBIA Mpenapat B 3aKpbITOH yIaKOBKe HPOM3BOIUTENS,
OT/EBHO OT IMPOAYKTOB MHUTAHMWS W KOPMOB, B 3aUIUIICHHOM OT [PAMBIX
COJIHEYHBIX JTy4yel MecTe npu Temneparype ot 5°C o 25°C.

6. Mactomuimn® crielyeT XpaHUTh B MECTaX, HEAOCTYITHBIX IS ACTEH.

7. Hewmcnonp3oBaHHBIM  N€KapCTBEHHBIM  Mmpenapar  YTHIU3HPYIOT B
COOTBETCTBUU C TPeOOBaHUIMU 3aKOHOAATENILCTBA.

8. Macromuiiua® otnyckaercs 6e3 pelenta BeTepHHApHOTrO Bpaya.



II. ®apmakosoruyeckue CBOMCTBA

9. MacromuuuH® OTHOCHTCS K (apMakoTepaneBTHYECKOH rpymnne —
aHTHOAKTEpHaIbHBIE CPE/ICTBA B KOMOUHAIMIX.

10. Bxoxsiue B cocTaB npenapara MacTOMHUMH® aHTHOHOTHKH — FeHTaMHLIMHA
cynbhaT M KIMHIAMHUIIMHA THAPOXJIOpUA  O0ECHeuMBarOT LIMPOKHM  CIIEKTp
aHTUOAKTepUANbHOTO  JCHCTBUS B OTHOLIEHUW  IPAMIIOJIOXKMTENBHBIX U
rPAaMOTPULIATENLHBIX MHUKPOOpraHu3mMoB, B ToM uucne Staphylococcus  spp.,
Streptococcus spp., Proteus spp, Escherichia coli, Salmonella spp, Haubonee wacro
BBIJICJIIEMBIX TPHA MacTHTEe KOpoB. Bxomsfmuii B cocTaB Ipernapara JJHIoKanHa
TUAPOXJIOPU OKa3bIBAET MECTHOAHACTE3UPYIOLIEe ACHCTBHE.

eHTaMUIMH, BXOMAIIMNA COCTAaB mperapara, OTHOCHTCH K aHTHOMOTHKaM H3
rpynnbl aMHHOITIMKO3HAOB. MeXaHu3M OakTepUNUIHOTO JEHCTBUS Te€HTaAMHLIMHA
3aKJIF0YAeTCs B ero cBs3biBaHuM ¢ 30S pubocomanbHO# cyObeaMHULEH MUKPOOHOM
KJIETKH W TNpPEensSTCTBUH OOpa30BaHMI0 KOMILIEKCA TPAHCIOPTHOW M MaTPUYHOM
PHK, npu 3TOM MNpOHUCXOOUT OIHOOYHOE CUHUTHIBAHHE TE€HETHHYECKOTro KoJa H
obpaszoBaHue HeDYHKITMOHANBHBIX OenkoB. B OonbIMX KOHLIEHTpALUsIX Hapyllaer
OapbepHyl0 (QYHKIMIO NUTOIUIA3MATUYECKONH MeMOpaHbl M BBI3bIBAEGT T'MOEIb
MHKPOOPTaHHU3MOB.

KnunaamMuuuH, BXOJSHIMA B COCTaB Mpenapara, OTHOCUTCS K aHTUOHOTHKAM M3
rpynnsl JTUHKO3aMUAOB. MexaHu3M OakTepHIUAHOIO NEHCTBHS KIMHIAMUIMHA
3aKJIIOuaeTcd B ero cBs3biBaHuu ¢ 50S prbocomanbHO# cyObeaUHULIEH MUKPOOHOM
KIeTKH ¥ HMHCMOMpOBaHMH CHUHTe3a OelKka YyBCTBUTENBHBIX MHKPOOPTaHH3MOB.
Mosxer oka3piBaTh OakTepuocTaTHyeckoe JAeiicTBUe (B  3aBUCMMOCTH  OT
KOHUEHTPALIUH).

JlunokanHa THAPOXJIOPUA  SBJISETCS  KOPOTKOJAEHCTBYIOIUMM  MECTHBIM
AHECTEeTHKOM aMHUIHOTO Tuma. MexaHH3M €ro aHecTe3UpYIoLIero JeHCTBHA
3aKJII0OYaeTCd B YMEHBIICHWM IPOHMLIAEMOCTH MeMOpaHbl HEWpoHa Ui HOHOB
HaTpUsl, B pe3yibTare 4Yero CHUXXAeTCid CKOPOCTh JAeNOJISPH3alldd Y IOBBILIACTCS
NOpOr BO30YXXIAEHHUS, YTO MO3BOJSET CHU3UTH OONEBYIO peakLuio. JInaokauH
ObICTpO THApoNU3yeTCcs B ciabollesnodyHoll cpeje TKaHell M 1oOcCiIe KOPOTKOro
JaTeHTHOro nepuopaa AeictByer B TeueHue 60—90 muH. DddekTHBeH NMpU Beex
BUJaX MecTHoro obe3bonuBaHus. Pacmmwmpsier cocyasl. He  okassiBaeT
pazapaxarollero JeHCTBUS Ha TKaHU.

Ilocne MHTpanucTepHaNbHOTO BBEJCHHS Tperapara FeHTaMULHUHA cylbdaT H
KIMHAAMHIMHA TUAPOXJIOPUA MPOHUKAIOT B MAPEHXHMY BBIMEHM, COXPAHAACH B
TeparneBTUYECKUX KOHLIEHTPAIMIX Ha MPOTSDKeHUH 12 4acoB; B KPOBb NMOCTYIAIOT B
HE3HAYUTENBHbIX  KOJAMYECTBaX M  BBIBOAATCS W3  OpraHu3sMa  KOpPOB
NIPEUMYIIECTBEHHO C MOJIOKOM.

Ilo crenenn Bo3zaelictBus Ha opranusMm cornacHo ['OCT 12.1.007-76
MacToMHULKH ® OTHOCHTCS K BELIECTBAM MaJIOONACHBIM (4 KI/IacC OMacHOCTH ).

I1I. TTopsinok npuMeHeHUs
11. Mactomuuus® NpUMEHSIOT s JeYeHus pa3iudHbIX (GopM MacTUTa
OaKTepUabHOM 3THOJIOTHH Yy KOPOB B MIEPUO/ JTAKTallUMH.



12. INpoTHBONOKAa3aHHEM K NPUMEHEHHIO Npenapata MacToMuuH® sBIseTCs
WHAUBUAYAIbHAS MOBBILIIEHHAs YYBCTBUTEJIBHOCTh >XMBOTHOTO K KOMIIOHEHTaM
JeKapCTBEHHOrO NMpenapara.

13. Ilpu pabore ¢ JeKapcTBEHHBIM MpenapaToM MacToMUUMHY Cresyer
cobmomare OOLME IpaBuia JIMYHOW TUTHEeHBl M TeXHUKH 0e30IacHOCTH,
NpeyCMOTPEHHBIE NPU paboTe ¢ JIEKapCTBEHHBIMHU IIpelapaTaMu.

JIronssiM ¢ TrUNepuyBCTBUTEIBHOCTBIO K KOMIIOHEHTaM Iiperapara cleayer
u3beraTh NPSMOTO KOHTAKTA C JIEKAPCTBEHHBIM IpenapaToM Mactomuuma®. o
OKOHYaHMH pPaboOThl PyKH clellyeT BBIMBITH Teriol Bogod ¢ MbuioM. IlycTblie
YNAKOBKH H3-TI0J] JIEKAPCTBEHHOrO Iperapara 3ampellacTtcss HCIoJb30BaTh [Uid
OBITOBBIX 1IeJIel, OHU MOIJIEKAT YTHIU3AHUU C OBITOBBIMA OTXOJAMH.

[Ipu cny4yaiiHOM KOHTaKTe JIEKApCTBEHHOTO Iipernapata C KOXeH HIn
CJIM3UCTHIMUA 00OJIOYKAMU TIJla3, UX HEOOXOAUMO MPOMBITH OONBIIMM KOJIHYECTBOM
BOABL. B ciydae mnosiBIEHUS aNIEprUu4eCKUX peakuuil MM IpH  Cily4aiHOM
NONalaHKH TpernapaTa B OPraHU3M 4eJioBeKa clielyeT HeMeJIeHHO OOpaTHThCs B
MEIULHMHCKOE YupexaeHue (mpu cebe HMeTh HHCTPYKLHIO 10 NPUMEHEHHIO
npenapara Ujid STUKETKY ).

14. TlpotuBonoka3aHuit 1 0cOOEHHOCTEN MpuMeHeHUs: MacToMuUIIMHA KOPOBaM
B I1epHo] OEPEMEHHOCTH U JIaKTalluy He yCTaHOBJIeHO. [Ipenapar He mpeaHa3HaueH
JUISL IPUMEHEHUS] MOJIOHSAKY.

15. MacromMuuus® BBOAAT KOpOBAM MHTPALMCTEPHANLHO B go3e 10 M
(comepkumoe 1 wmpHLia) B KaXAyIO MOPaXKEHHYIO 4YeTBepTh BbIMEHH 2-6 pa3 ¢
UHTEpBaJIOM 12 yacoB, BIUIOTh [0 HCUE3HOBEHHS KIMHUYECKHX CHUMIITOMOB
3a00jieBaHUs W TOATBEPXKACHHUS BbI3JOPOBJICHHUS XHBOTHOIO J1abOpaTOPHBIMU
Tectami. Ilepen BBeleHWeM Tmpenapata MacTOMUUMH® CONEPXKUMOE IONH
CHauBalOT, MOJIOKO 00€33apaXMBalOT KUISYEHHEM M YTHIM3HUPYIOT, a4 COCOK
Ae3uHOUIMPYIOT. HakOHEUHMK LIMpUIAa BBOJST B COCKOBBIA KaHal, OCTOPOXKHBIM
HaXaTHEM Ha MOpLICHb IUNPULA BbIJABIMBAIOT COAEPAKUMOE, TIOCIE Yero
NepeXXUMAalOT KOHUUK COCKA M MIPOBOJAT JIEMKUH MaccaXX YeTBEPTH BbIMEHU U COCKa
B HallPABICHUU CHU3Y-BBEpPX (HE MPOBOAUTH MACCaX MpU THOMHBIX U THOHHO-
KaTapajlbHBIX PopMax MacTHTA).

16. Ilo604YHBIX SIBNEHUMI W OCIOXKHEHUH NPH NMPUMEHEHHU JIEKapCTBEHHOTO
npenapata MacToMUIMH® B COOTBETCTBMM C HACTOSINEH MHCTPYKLMEH, Kak
npaBWJio, HE HAOIIOJaeTCs.

IIpy NoBbILLIEHHON YYBCTBHTENBHOCTH KHUBOTHOTO K Ipenapary u MposiBIEHUU
QIIEPTHYECKUX PEaKLMi ero MCIOJb30BaHUE MPEeKpallaloT U MPH HEOOXOIUMOCTH
HA3HAYalOT  JKMBOTHOMY  aHTUTMCTAaMHHHBIE  [penapatbl U CpeacTBa
CUMIITOMATUYECKOHN TepanuH.

17. CuMnTOMBI EpeRO3UPOBKH Ipernapara y KOpoB He BBISIBJICHBI.

18. Bo BpeMs Je4eHUs JEKAPCTBEHHBIM npemnaparoM MactoMuuu® He
pEKOMEHIYyeTCsl PUMEHEeHHe XJiopaMpeHNKoaa (JEBOMULIETHMHA) U MaKPOJIMIHBIX
QHTUOUOTUKOB (THJIO3HH, SPUTPOMULIMH, CIIMPAMULIUMH), a4 TAKKe OJHOBPEMEHHOE
BHYTPHULUCTEPHAILHOE BBEJICHUE APYTUX JICKAPCTBEHHBIX NIPETNapaTos.

19. OcobeHHocTei AelicTBUS MPU MEPBOM NMPUMEHEHUH NperapaTa U Mpu €ro
OTMEHE HE BBISIBIECHO.



20. Tlpu mnpomycke OMHOM WM HECKOJBKMX [03 JIEKapCTBEHHOIO IIpernapara
HE0OXOMMO BO30OHOBHTH €r0 NPHUMEHEHHE B IIPelyCMOTPEHHOM A03UPOBKe U cxeMme. He
CJIEZyeT NMPEBBIIIATH PEKOMEHIYEMYIO 103y TpernapaTa Uisi KOMITIEHCALUH MPOITy1LEHHOM.

21. Bo BpeMs JiedeHHs W B TeueHHEe /2 4HacoB MOCIE IMOCIEAHEr0 BBEACHHS
JNIeKapCTBEHHOTrO IpenapaTa MacTOMHIMH® 3alpelaeTcs KCronb30BaTh MOJIOKO B
MHUIIEBBIX HeJIAX. MOJIOKO, MOJyYEeHHOE paHee YCTaHOBIEHHOIO CPOKa U3 3/10POBbIX
yeTBepTeld BBIMEHH I[IOCJ€ KHUIISIYEHUs pa3pellaeTcs HCNoabp30BaTh B KOPM
)KMBOTHBIM. B MHIIEBBIX 1IENAX MOJOKO MOKHO HCIIOJIb30BaTh 4epe3 3 CyTOK IMOCTe
[OCJIETHETO BBEIEHUS JICKAPCTBEHHOro Ipernapara, IpU YCIOBUM IIOJIHOrO
UCYE3HOBEHHUS  KJIMHHYECKUX  MPU3HAKOB  MAacTHTa,  NOATBEPHKAECHHOTO
COOTBETCTBYIOLIMMH TECTAMHU.

Mosioko U3 OONBHBIX YeTBEpTEH BbIMEHM BBIAAUBAIOT B OTIENIbHYIO MOCYAY,
00€3BpEXUBAIOT KUMITYCHHEM U YTHIIU3HPYIOT.

V6oii Ha MsICO KMBOTHBIX, pa3peliaeTcss He paHee 4eM 4depe3 1 cyTku mocie
NIOCJIETHETO BBEJEHMS JICKQpCTBEHHOrO mpernapara, a BbIMs BbIODAKOBBIBAETCS B
Te4yeHHe 3 CyToK. B cnydae HEBO3MOXHOCTH BbIOPAaKOBKM BbIMEHH, IIpH
BBIHYXIEHHOM y00€ XHBOTHBIX B IpOLIECCe TEpanuM npenaparoM Macromuuuu® u
JI0 MCTeyeHust 3 CyTOK Iocile MOCIEAHEero NPUMEHEHHUs Mpernapara, MsIcO MOXET
OBITH UCITOJIF30BAHO B KOPM IMYIIHBIM 3BEPSAM.

Haumenoanue u anpec npomsBoacteeHHo OO0 «HUTA-®APM»y; 410010,
IUTOLLAKH MTPOU3BOAUTEIIS JiekapcTBeHHoro  T. Caparos, yi1. um. Ocunosa B.1., . 1.
npenapara /1j1s1 BETepUHApHOTO IPUMEHEHHUSI.

HaumenoBanue, azpec opranuzaiud, OO0 «HUTA-OAPM»; 410010,
YIIOJTHOMOYEHHOH BJIAJIEJIbIIEM wi 1. Caparos, yia. um. Ocunosa B.U., 1. 1.
Jepxareiaem PETUCTPALIMOHHOTO

YIOCTOBEpEHHUS JIEKAPCTBEHHOTO Nperapara

Ha NIPUHATHE NPETEH3UM OT NMOTpeOUTeNs.

C cornacoBaHueM HacTosLIEH MHCTPYKLMH yTpauuBaeT CHIIy MHCTPYKLUS MO
npuMeHeHut0 MactomuimHa, yrBepxaeHHas Poccenbxo3nanzopom 09 uions 2016
roaa.



