WHCTPYKIS

IO BETCPpUHAPHOMY IIPUMCHCHHIO JICKAPCTBCHHOI'O IIpeIiapara Mactucaun

(opranmuszanusi-paspadorunk: OOO «HUTA-®APM», 410010, r. Caparos,
ya. uM. Ocunioa B.U., 1. 1)

Howmep perucrpanronsoro yaoctoBepeHus: 44-3-3.16-3119Nel IBP-3-16.12/02885

[. OOmue cBeneuus

1. HaMeHOBaHMe JieKapCTBEHHOT'O TIperapara sl BETEpUHAPHOTO NPYMEHEHHS

- TOpProBoe HauMeHoBaHue - Mactucan (Mastisan);

- MEXIyHapoJIHble HENaTeHTOBaHHblE HAWUMEHOBAHUS: TECHUITHLUINH,
CTPENTOMUILIHH, CyJIb(hagnMe3nH.

2. JIexapcTtBeHHas Gopma: CycreH3us Ui HHTPAICTePHAIBHOTO BBEICHHS.

Mactucan B 100 r coaepuT B KayecTBe JEHCTBYIOIIMX BeIIECTB
CTpPEeNTOMHULIMHA cyibdar 2,88 r, OeH3WITNCHUITMILUIMHA HAaTpUeBas WM KaJldeBas
conb 1,41 r, cynsbamumesuna 7,0 r, a TakKe BCIIOMOTaTeJIbHBIE BEINECTBA:
OyTUNTUAPOKCUTONYON (armmoil), KpeMHHUS JUOKCHJ KOJUIOUIHBINA Oe3BOIHEIH
(aspocun 300) u padbuHUPOBaHHOE MOJCOTHEYHOE MACIIO.

3. Ilo BHemHeMy BHUIy JEeKapCTBEHHBIH IIpenapaTr IPeACTaBIsSeT COOOH
MAaCIIHUCTYIO, TOMOTE€HHYIO CYCIIEH3UIO OT OEJIoro IO CBETJIO-3KENTOTrO LIBeTa.

Cpok rofHOCTH NEKapCTBEHHOro Ipernapata MacThcaH IpH COOJIOIEHUU
YCIOBUM XpaHEHUs B 3aKpBITOM yNaKOBKE NPOU3BOAMUTENS — 2 rojia CO IHSA
IIPOU3BOJICTBA, IIOCIIE [IEPBOrO BCKPBITHS MEPBUYHOMN YITaKOBKH — 28 CYyTOK.

3amnpelaeTcs IpUMeHeH e Ipenapara MacTiCaH 110 UCTEUYEHUH CPOKa FOJJTHOCTH.

4. MactucaH BblITycKaroT pacdacoadusM 1o 20, 50, 100 M B CTEK/ISIHHBIE
(GIaKkoHBI  COOTBETCTBYIOIIEH  BMECTHMOCTH, TIEPMETHYHO  YKYIIOPEHHBIE
PE3UHOBBIMHU IIPOOKAMH, YKPEIICHHEIMUA aTFOMHUHUEBBIMH KOJIAYKaMHU C KITATICAMH
KOHTPOJIS1 IIEPBOTO BCKPHITHSL. DIIaKOHBI € IpernapaToM J0ITyCKaeTCs yIIaKOBBIBATh B
WHIMBUyallbHBIE IIa4KW K3 KapToHa. Kaxmyro NOTpeOMTENBCKYI0 YMaKOBKY
CHa0’KaroT MHCTPYKIIKEH IO MPUMEHEHHIO MpeTnapara.

5. XpaHAT NeKapCTBEHHBIN ITpenapar B 3aKPhITOM YIIaKOBKE MPOU3BOIUTEILS,
OT/EJIBHO OT IIPOAYKTOB IIMTaHUS WU KOPMOB, B 3alllMIIEHHOM OT MPAMBIX
COJIHEYHBIX JIy4eil mecte, nipu Temmneparype ot 0°C go 25°C.

6. MacThcaH ciegyeT XpaHUTh B MeCTaX, HEJOCTYITHBIX IS IETEH.

7. Hewncnons30BaHHBIM JIEKAPCTBEHHBIM IMpenaparT YTHIU3HPYIOT B

COOTBETCTBHUU C TpeOOBAHUSIMHU JAEUCTBYIOITIETO 3aKOHO/IATENILCTBA.
8. MacTtucaH oTmyckaercs 6e3 perenta BeTepHHapHOTO Bpaya.



I1. ®apmakogornyeckue cBoicTBa
9. Mactucan OTHOCHTCA K (hapMaKkOTepalneBTHYECKO TrIpymme —
NEHUIWLUIMHB B KOMOWHAIIHSX.

10. Bxomamume B coctaB mpemapata MacTtucaHn aHTUOMOTHKH -
OeH3UINEHNLWIINH, CTPEIITOMHUIIAH H CYJIb(aAuMe3HH, POSBISIOT CHHEPIU3M H
00J1afaloT LIMPOKUM CIIEKTPOM aHTHOAKTEPHUAIbHOTO NEHCTBHS B OTHOIICHUH
TPaMIIOJIOKUTEIIBHBIX M ITPaMOTPULIATEILHBIX MUKPOOPTaHN3MOB (CTa(pMIIOKOKKH,
CTPENTOKOKKH, IIPOTEeH, KUILIeTHAS [Tajl0uKa, CaJIbMOHEIIBL U Ap.).

DeH3UNNEeHUIWIIMH, BXOASIIMA B COCTaB Ipenapara, OTHOCHTCS K
aHTHOMOTUKAaM M3 Tpynmbl B-nakraMoB. CTpPeNTOMHIMH, BXOISIIUHA B COCTaB
Ipernapara, OTHOCUTCS K aHTHUOWOTUKaM W3 TPYIIBl aMUHOTJIUKO3H/OB.
Cynedamume3nH, BXOAANME B COCTaB  Ipemapara, OTHOCHUTCS K
AaHTHOAKTEpUAIbHBIM COSTUHEHUSM U3 TPYIIIBI CYITh(haHNIaMHUIOB.

MexaHu3M OaKkTepULUIHOTO NEHCTBUS OCH3WINMECHHIIMUIMHA 3aKII0OYaeTCs B
NONABICHHY  (QYHKIMOHAIBHOW aKTUBHOCTH OaKTepHalbHBIX  (EPMEHTOB
TPAHCIENTHA3, YYAacCTBYIOUIMX B  CBS3BIBAHUM  NENTHAOTIIMKAaHA, YTO
IPEMSITCTBYET CHHTE3Y KIIETOYHOW CTEHKH OakTepuil U MPUBOAMT K HAPYIIEHHIO
OCMOTHYECKOro Oananca u rubenu OaKkTepHi.

Mexanusm 0OakTepULIMIHOTO ACHCTBHS CTPENTOMHIIMHA 3aKIIOYAeTCsS B
HapylIeHHH CHHTe3a Oelika B OaKkTepHaNIbHOM KIeTKe, U4TO BeAeT K HapPYIIECHHIO
CTPYKTYpPBI KJIIETOYHOH MeMOpaHbl ¥ rubenn OakTepum.

MexaHu3M GakTeprocTaTH4ecKoro OeicTBUs cynbdamumesnHa o0yCIIOBIEH
KOHKYPEHTHBIM QHTarOHU3MOM C I1apaaMUHOOEH30MHON KHUCIOTOH, yrHETEHHEM
JUTHAPONTEPOATCUHTETA3bl, HAapyLIEHWEM CHHTe3a  TeTparuapodoaneBoi
KHCJIOTBI, HEOOXOIUMOM ISl CHHTE3a ITYPUHOB U ITUPUMHUTAHOB.

IIpy HHTpanMcTepHaIBHOM BBEJCHUM IEHCTBYIONIME BEIECTBA IIperapara
JIOKAJIM3YIOTCS B TKAaHSAX MOJIOYHOM JKelie3bl, HE BCACBHIBasCh B CHCTEMHBIN
KPOBOTOK, OKa3bIBasi MECTHOE OaKTepUIIMAHOE B 6aKTepHOCTATHIECKOE ICHCTBHE.
HMHurpanucrepsanbHOoe  BBEJCHHE JICKAPCTBEHHOro IIpemapaTa MacTucas
[IO3BOJIET  O0ECleYuTh TOANEpXKaHHE  TEPaeBTHYECKUX  KOHIICHTPAI[HiA
AHTUOMOTHKOB B ITOPa)XEHHO! YeTBEPTH BHIMEHH Ha MPOTHKEHHH 24 .

Ilo creneHM BO3AEHCTBUS HA OpraHU3M OTHOCHTCS K MAaJlOONACHBIM
BemiecTBaM (4 kinacce onacHocty corsacHo 'OCT 12.1.007-76).

I1I. ITopsnokx mpuMeHeHUs

11. MacTucaH NpUMeHSIOT JUIS JIEUEeHUS MaCTUTA Y JIAKTUPYIOLIHX KOPOB.

12. 3ampemaercs npumeHsTh MaCTHCaH >XMBOTHBIM TPH  IIOBBIIIEHHOM
WH/IUBUTYaJIbHOM 9yBCTBUTEILHOCTH K KOMIIOHEHTAM IIperapara.

13. Ilpu pabote ¢ mpenaparom MacTucaH ciieyeT coOmoaaTh OOIIHe MpaBriIa
JIMYHOM TUTHMEHBI M TEXHHWKHM Oe30IaCHOCTH, INpeayCMOTpPEeHHBIE NHpH paboTe c
JIEKapCTBEHHBIMH NpeTiapaTaMHy.

JromIM ¢ TMIEpYyBCTBUTEIHHOCTBIO K KOMIIOHEHTAaM JIEKAPCTBEHHOTO
npernapara ciegyer u3lerath NpsSMOro KOHTakTta ¢ mpemaparoM Mactucad. Bo
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BpeMs paboThI 3amperiaeTcss KypuTh, MUTh U NpuHuUMarh muiy. Ilo oxomvanum
paboTHI C TMpenapaToM PyKH CIeOyeT BBEIMBITH TETUioW BOJOM ¢ MBUIOM. Ilycryro
Tapy U3-IOJ| JeKapCTBEHHOTO NpenapaTa 3alpelaercs HCIolb30BaTh A OBITOBBIX
LeNel, OHA TIOJUIeKUT yTHITH3ANH ¢ OBITOBBIMHU OTXOaMH.

Ilpu ciydaliHOM KOHTaKTe JIEKapCTBEHHOIO IIpernapara ¢ KOXed win
CIIM3UCTHIMH O0OJOYKaMH TJIa3, HX HEOOXOJUMO TIPOMBITH OONBIIIAM KOIUYECTBOM
BoAbl. B cmyuae mnoseieHWs aleprudeckux peakuuid Wi IpU  CllydaiiHoM
NONaJIaHUN TIperapata B OpraHKM3M 4elOBeKa clieyeT HeMeIJIeHHO OOpaTHThCs B
MEIMLIMHCKOE YupexaeHue (mpu cebe HWMeTh HHCTPYKIHIO IO IPHUMEHEHHIO
Iperapara Wi 3THKETKY ).

14. TlporuBonokazaHuif 1 0COOCHHOCTEM NpUMeHeHUs npenapara MacTtucax
KOpoBaM B Iiepuoj OepeMeHHOCTH W JaKTallik He ycTaHoBIeHo. lIpemapar He
[IpeiHa3HA4YeH AJISl IPUMEHEHHUS MOJIOHSKY .

15. Ilepen npuMmeHeHueM MpernapaTta U3 OONBHOM YeTBEPTH BBIMEHH MOJIOKO
CHAWBAIOT U yTUIU3UPYIOT, COCOK 00pabaThIBAIOT aHTUCENITUYECKUM CPEJICTBOM.

Cognepxxumoe ¢rakoHa mepe]; UCIOJb30BaHMEM HarpeBaioT a0 36°C-39°C,
TIHATENbHO BCTPSAXHUBAIOT 10 ONY4YEeHUS paBHOMEpPHOU B3BecH. JlekapcTBEeHHBIN
npenapar HabupaloT u3 riakoHa CTepUIIFHBIM LITIPULIEM B KoaudecTBe 5—20 mi,
IIJIOTHO NPM)XKUMAIOT KaHIONI0 MINpUIAa K OTBEPCTHUIO COCKOBOrO KaHaja H
BBOZSAT OCTOPOXHBIM Ha)KaTHEM Ha MOpIIEHb ILIMPULA B COCKOBYIO IIHCTEPHY
BEIMEHHU. llocie BBemeHHs IepeXHMMaOT KOHYHMK COCKa W MPOBOASAT JErKH
MaccaX COCKa NOpaXEHHOW dYeTBepTH BBIMEHW CHH3Y-BBepX. He craenyer
IIPOBOAUTE MacCaX IPUA THOMHBIX U THOWHO-KaTapalbHBIX PopMax MacTHUTA.

B 3aBucuMoOCTH OT TSKECTH BOCHIAJIUTENBHOTO Mpoliecca, MacTucaH BBOAST
B 03¢ 5-20 Mi ¢ uHTepBaioM 24 yaca B TeueHUe 5-8 JHEH, a Ipu THOWHOM U
KaTtapaJlbHO-THOMHOM macTtute 1o 10 gHeil.

16. 1IoO0UYHBIX SIBNEHWHA W OCJOXHEHWH TpH NPUMEHEHHWH JIEKapCTBEHHOTO
nIpenapara MacTiicad B COOTBETCTBUM C HACTOSIIEN WHCTPYKIMEH, KaK MPaBUIIo, He
Habmoaercs. [Ipy NOBBIIEHHON YyBCTBHUTENBHOCTH KHBOTHOTO K Tperapary
IIOSIBIICHUH AJUIEPTHYECKUX PEAaKIMi UCTIONh30BAaHUE Mperapara NpeKpalialoT U npu
HEOOXOTMMOCTH Ha3HAYalOT KHUBOTHOMY aHTUTHCTaMUHHBIE TIperapaThl U CpeiCTBa
CUMIITOMAaTHYECKOH TepaItiy.

17. CumMriToMBl iepeT03UPOBKH TIpernapaTa y KOPOB HE BHISBIICHBI.

18. 3ampemaercss mnpuMeHsATb MacTicaH OAHOBPEMEHHO C APYTMMH
IIPOTHBOMACTUTHBIMU IIpeIapaTaMy sl HHTPAUMCTEPHAIBHOTO BBEACHUS.

19. OcobenHocTelt neiicTBUSA Tpernapara Ipyd MepBOM BBEACHHWH WM IIPH €0
OTMEHE He BBISBJICHO.

20. Cnemyer u30erarh NpOITycKa BBEIEHHUS OYEPEAHON O3Bl Ipernapara
Mactrcan, Tak Kak 3TO MOXET NPHUBECTH K CHHXEHHUIO TepaneBTHYECKOM
a¢ddextuBHOCTU. IIpy MpoImycke OJHOW MM HECKOJIBKHX 03 JIEKAPCTBEHHOI'O
Ipenapara He00X0UMO BO30OHOBHUTH €T0 IPUMEHEHHE B PEIYyCMOTPEHHOH J03¢e
n cxeme. He cnemyer mnpeBbllIaTh pPEKOMEHIYEMYIO 03y IIpernapara Jyis
KOMIIEHCAITUU ITPOIYIIIEHHOMN.



21. Msco XHUBOTHBIX, YOUTBIX BO BpeMs JieueHHs mpenaparoM Mactucan,
UCIIONB3YIOT HAa OOIIMX OCHOBAHHWAX, 3a HCKIIOYEHHEM BBIMEHH, KOTOPOE
Opakyrotr. B ciydae HEBO3MOXKHOCTH BBIOPAKOBKH BBIMEHM, IIPH BBIHYXIEHHOM
yb0e )XHBOTHBIX B IpoOIiecce TEpaluy IpernaparoM MacTucan U 0 HCTEYeHHS 3
CYTOK IIOClie IIOCJIeHEero IIpHUMEHEHMWs IMpemapara, MICO MOXeT OBITh
HCIIOJIb30BAHO [Tl KOPMJICHHUSI Ty ITHBIX 3BEpEi.

Moinoko, monydeHHOe W3 MOPaXEHHBIX YETBEPTEH BHIMEHHM >XMBOTHOIO BO
BpeMs JICYEHHs] M B T€4eHHE 3 CYTOK IOcIie TOCTEeJHEro BBeJIeHUs Mpernapara,
3alpelaeTcs MCIONb30BaTh B IHILEBBIX ENSX, €r0 CHAWUBAalOT B OTJIEIBHYIO
II0CY Iy, 0OE€3BPEKUBAIOT KUIIAYSHHEM U YTHIU3HPYIOT. MOJIOKO, MOyYEHHOE U3
3I0POBBIX Y€TBEpPTEH BBIMEHU paHee YCTaHOBIEHHOTO CpPOKa, IMOCTe KUIISIYeHHs
paspemaeTcsi UCIONb30BaTh B KOPM KHBOTHBIM.

B numeBbIx mensix MOJOKO HCIIONB3YIOT HE paHee, 4eM 4depe3 3 CYTOK II0Cie
IIOCIEAHEr0 BBENEHUs Ipemnapara MacTUcaH TIpH  YCJIOBHH  IIOJHOTO
HCYE3HOBEHHUs] IPU3HAKOB MACTUTA, OATBEPIKIECHHBIX MACTUTHBIMH TECTAMH.

HaumenoBanue u anpec npomsBoacteeHHoii Q00 «tHUTA-ODAPM»; 410010,
ILUTOIIAKH [IPOM3BOAUTENS TeKapcTBeHHOoro T Caparos, yi.um. Ocumiosa B.U., 1. 1.
IIpernapara isi BETEpUHAPHOTO IIPUMEHEHHS.

HanmenoBanwe, azpec opranmzaiu, OO0 «<HUTA-OAPM»; 410010,
YIOJIHOMOYEHHOM BIaJeIbIEM wm 1. Capatos, yi1. uM. Ocurnosa B.I., 7. 1
JieprKaTeseM PETUCTPALIMOHHOT'O

YIOCTOBEPEHHS JIEKApCTBEHHOTO TIperapara

Ha IIPAHATHE IIPETEH3UN OT MMOTPeOUTEIIS.

C cormacoBannem HACTOsAIIeH HHCTPYKIHH YTpaduBacT CHIIY HHCTPYKITUA

0 IpHMeHeHMI0 MactucaHna, yTBepxaeHHas Poccenpxo3HamgsopoM 12 HosOps
2019 rona.



