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‘\ MHH3JIPAB  POCCHH

g—OQ’/O > 3003120
MMHUCTEPCTBO 3/IPABOOXPAHEHU ST POCCUMVICKOU ®EJIEPA
COT'JIACOBAHO

HMHCTPYKIIUA
[10 MEJIMITAHCKOMY IMTPUMEHEHHIO
JIEKAPCTBEHHOI'O ITPEITAPATA

Cbmoponca NPOTHBOTAHTPEHO3HASA MOJIMBAJICHTHANA JiomajaxHHasi

OYHIIEHHAN KOHIEHTPHPOBaAHHANA

Perncrpanmonnbiii Homep.

Toprosoe Haumenosanue. CHIBOPOTKA MPOTHBOTAHIPCHO3HAA MOIMBAIEHTHAS JIOLIAIHHASA
OYHIIEHHAs KOHIIEHTPHPOBAHHas.

I'pynnupoBoYHOEe HANMEHOBANNE. AHTHTOKCHH T'aHIPEHO3HBII.

Jlexapcersennas ¢popma. PacTBop s HHBEKIIHHA.

Cocras.

1 aMmysia COJIepKHUT:

Heticmayrowue sewjecmea:

AHTHTOKCHH npoTuBoranrperosusiii Cl. perfringens 10000 ME;

AnTuTOKCHH TipoTHBOTanrpenosusiit CL novyi 10000 ME;

AHTHTOKCHH npotuBoranrpenosusiit CL septicum 10000 ME.

Onucanne. [Ipeacrasnger cofoif MPo3pauHyrd HIH CIETKa OMATeCUMpYIOLLY0, OECHUBETHYIO
WITH C JKEJITOBATBEIM OTTEHKOM JKHKOCTb O€3 ocaska.

BbinyckaeTcss B KOMIUIEKTE C CHIBOPOTKOH JIOWAAMHOMH oumiieHHOH passesentoi 1:100,
KOTOpast Mpe/ICTaBIsAeT CoB0i MPo3paunyio GECHBETHYIO KHIKOCTE Oe3 ocajiKa.
dapmakorepaneBTnaeckas rpynna. MUbII-ceiBopoTka.

Kox ATX. JO6AAOQS.

dapmakojoruueckne cpoiicTa. llpemapar mpesctapiseT coboi  OenkoBylO  (Qpakimio
CHIBOPOTKM KPOBHM JIOIIAJel, THMEPHMMYHH3HPOBAHHBIX aHATOKCHMHAMH WM  TOKCHMHAMH
BO30YaMTE el ra3oBoii ranrpensl Tuna A (tfype A): Clostridium perfringens, Clostridium novyi,
Clostridium  septicum, OYMINIEHHYI0O W KOHLEHTPUPOBAHHYIO METOJOM  MENTHYCCKOro
nMepeBapMBaHMs M COJAEBOro  (PpaKUMOHMPOBAHHMA,  COJAEpKALYIO  Ccrienuduyeckue
TOKCHHHEHTPAJIM3YIOLIME aHTHTEIa,

AHTHTENa, CoJiepKalMecs B Tpenapate, HEHTPAIU3YIOT TOKCHHBI aHadPOOHBIX MHKPOOOB Cl.
perfringens, CL. novyi, CI. septicum.

Iokasanus K npumMeHenuio. Jleyenue u npohHIaKTHKA ra30BOH raHT PEHBL.

IpornBonokazanus. [TpOTHBONOKA3AHMA K [IPUMEHCHHIO CHIBOPOTKH IPOTHBOTAHIPEHO3HOH



OTCYTCTBYIOT.

IIpumenenne npu OepeMEeHHOCTH H B MEPHOI TPYIHOT0 BCKAPMIIHBAHMSL. [Ipnmenenne
npenapara JIomycKaercs 1o JKH3HEHHBIM TOKA3aHMSM C YUETOM BO3MOKHOM 10I1b3bI U MaTepH
W pUCKa JUIS 110/1a MK pebeHka.

Cnoco6 npumenenust u 103bl. [IpodunakTuyeckas 103a CHIBOPOTKH COCTABIACT 30000 ME. C
NPOMHIAKTHYECKON MebIO MpenapaT BBOAST BHYTPHMBILICYHO B KaK MOYKHO GoJiee KOPOTKHE
CPOKHM TOCIIE PAaHEHHSL.

C seuebHoit nepio BROAAT 00610 150000 ME chIBOPOTKH BHYTPHBEHHO Kall€/IbHO: BHa9aIC
co cKkopocThio | Mi B TedeHHe 5 MHH, 3aTeM 10 1 M7 B MHHYTY. ChIBOpPOTKY TMepej
BHYTPMBEHHBIM BBEJICHHEM Da3BOIAT HATPHA XJIOPHIOM pacTBOPOM A nndy3uii 0,9 %.
ConmepykuMoe 5 amilysl ¢ ChIBOPOTKOH MPOTHBOIaHIPEHO3HOH pPa3BOAT B 100 ma, 200 mi,
300 mn wm 400 M Hatpus Xjopuma pactsopa s uHdysuit 0.9 %. PacTBOpBl mnepen
pa3BeJICHHEM H TIPenapar nepejl BBeACHHEeM MalHeHTy TOBOIAT 10 TeMIIEpaTypbl (36£0,5) °C.
ChIBOPOTKA BBOJMTCSA 00s3aTebHO BpauoM, OO IO €ro nadbmonenneM. KoauuecTBo
BBOJIMMO# CHIBOPOTKH 3aBHCHT OT KIIMHUYECKOTO COCTOSHUS OOTBHOTO.

OGbIuHO J1eueOHas 1032 CHIBOPOTKH NPOTHBOraHTpeHo3Hoi coctasiset 150000 ME:
-AHTHTOKCHH npotuBoranrpenosusiit CL perfringens 50000 ME:

-AHTHTOKCHH npoTuBoranrpenosustii CI. novyi 50000 ME;

-AHTHTOKCHH npotuBoranrpenosusiii CL. septicum 50000 ME.

Ilepen BBeJEHWEM CHIBODOTKH [MPOTHBOTAHTPEHO3HOH B 00s3aTEIBHOM MOPSIKE CTaBAT
BHYTPHKOKHYIO 1Po0y ¢ CHIBOPOTKOH JOIMIQJIMHONH OYHIICHHOU passeziennoit 1:100 (ammyna
MapKMpOBaHa KPACHBIM IIBETOM) /Ui TNPOBEPKH HYBCTBHTE/JILHOCTH MalMeHTa K Oesnkam
ChIBOPOTKHM Jomraad. ChIBOPOTKY JIOWIAAWHYIO OYHINEHHYIO Pa3BCICHHYIO 1:100 BBOAAT B
obbeme 0,1 MII BHYTPHKOKHO B CruGaTeIbHYIO MOBEPXHOCT NPEATUIedbs (HCTIOIb3YHOT LITPHILBI
¢ ueHoi geneHus 0,1 M M TOHKHME HrjiaMu). YdeT peakuuu nposoast depes 20 mun. [TpoOy
CYHTAIOT OTPHIATE/LHOM, €CiH JAHaMeTp OTeKa H (MJIH) MOKPACHEHHA, MOABIIAIOLIHXCS Ha MECTE
BBesieHns — MeHee | oM. TTpofy CUMTAIOT MOJIOKHTETBLHON, €C/IM OTCK M (MJTH) MOKPacHEHHE
nocturaioT B quamerpe 1 cm u Gosee.

[Ipu oTpHu@TEenbHON BHYTPHKOXKHOM 1pobe CBIBOPOTKY MPOTHBOraHTPECHO3ZHYIO (ammyna
MapKHpOBaHA CHHMM LBETOM) BBOJSAT MOJKOXHO B Kosmdectse 0,1 mii. [Ipu OTCYTCTBHH
peakuuu depe3 30 MHH BBOJAAT BCIO HA3HAYEHHYIO 03y CHIBOPOTKH BHYTPHMBILICTHO (c
MPO(HUIAKTHYECKOH NENbI0) HITH BHYTPHBEHHO (C J1e4eOHOM Hebi0).

[Ipy MOJIOKHUTENLHON BHYTPHKOXKHOM MpoOe CHIBOPOTKY BBOAAT TOJBKO MO 0e3ycII0BHBIM
MOKA3aHMAM 110J HAOMOICHHEM Bpada M ¢ 0COOBIMH NIPENOCTOPOKHOCTIMH. BHavane BBOJAT

0]l KOKY CHIBOPOTKY MPOTHBOTAHTPEHO3HYIO, pasBeenHyio B 103ax 0,5 mm, 2,0 ma, 5,0 M



(pa3Be/IeHHYIO CBIBOPOTKY FOTOBSAT HEMOCPEJACTBEHHO TMEPEl HCMOJIL30BAHMEM, BHOCH 0,1 mn
CBLIBOPOTKH NMPOTHBOTAHTPEHO3HOH B 9,9 MJI HAaTpHA XJIOpH/Ia pacTBOpa /Uil nubekuui 0,9 %) ¢
untepsaioM 20 MmuH. Ilpy OTCYTCTBHM peakUWu Ha 3TH JIO3bI BBOASAT IOIKOKHO 0.1 Mn
CHIBOPOTKH TPOTHBOTAHIPEHO3HOH. [IpH OTCYTCTBHMM pEaKILMHM Hepes 30 MHMH BBOJIST BCE
HA3HAYCHHOE KOTHYECTBO CHIBOPOTKH BHYTPHUMBIIIEYHO (¢ MPOQHIAKTHYECKON LE/IBIO) WK
BHYTPHBEHHO (¢ jedyeGHOW 1embio). B ciayuae NOJTOKHTENLHOH PEAKUMK HA OXHY U3
BBIIICYIOMAHYTBIX 7103, CBIBOPOTKY HPOTHBOTAHTPEHO3HYIO HE BBOJST MM BBOIAT T0X
Hapko3oM, umest Harotose mmpuil ¢ 0,1 % pacTBopom ajpeHaniHa rupoxXJopuia i 0,2 %
pacTBOPOM HOpajipeHalInHa rupoTapTpara.

Bce MaHMMYJISIIHH TIPOBOMAT OTACABHBIMH CTEPHJIbHBIMM IIITPHILAMH. BekpbiTyto amiyiy ¢
CBIBOPOTKO#  MPOTHBOTAHTPEHO3HOM, 3aKPBIBAIOT ~ CTEPHIILHOH candeTkoi, XpaHAT NpH
temnepatype (20+2) °C He Gomee | waca. Bekpbrras ammyna ¢ CBIBOPOTKOH JIOIIA/THHON
ouniieHHOM pa3gsesienHoi 1:100 XpaHeHHIO HE TIOJUTeKHUT.

ITobounoe neiicTBHE.

BBeleHHe CHIBOPOTKH MOXKET MPUBECTH K PA3sBUTHIO aHa(HIaKTHYECKOro IMOKa M JIpYrHX
a/TEPrHYECKUX PEaKlUnii HEMEUICHHOTO THIA, a TAKKE CHMITOMOKOMILICKCA CBIBOPOTOYHOMH
Gonessn (MOBBIIEHHE TEMIIEPATYphbl, KOKHBIC BBICBITIAHHS, APTPAITHH), MOABIAIOUIErocs B
pannne (2-6) CyTKH) H OTHATCHHBIE (Ha 2 Heslesie) CPOKH, MPOI0IKHTENLHOCTBIO OT HECKOIbKHX
4acoB JI0 HECKOJTLKAX HEJIEb.

Mepenosuposka, Cirydan nepe03uPOBKU HE 3apCrHCTPUPOBAHbI.

BsaumoneiictBie ¢ JAPYTHMH  JIEKADCTBEHHBIMH  cpelcTBaMu. MOKET TPHUMEHATHCS
O/IHOBPEMEHHO € [pernapaTamMu, PEKOMEHIYeMBIMH Ul JICYCHUS ra3oBOH TraHTPEHBI
(HAPKOTHYECKMMH ¥ HEHAPKOTHYECKHMH aHaJbreTHKaMH, aHTHOAKTEPHAILHBIMH CPEACTBAMH,
IIIOKOKOPTHKOM/IAMHM ), @ TaKKe aHTUTHCTAMUHHBIMH MperapaTamMH.

Oco6bie yKazanus.

|. HempuroaeH X TNpHMEHEHWIO Npernapar B aMmmyiax ¢ HapymEHHOH UENOCTHOCTRIO WM
OTCYTCTBYIOIIEH MApKHPOBKOMW, MPH M3MEHEHHH (U3MYECKHX CBOHCTB (nBeT, MpoO3pavyHOCTb,
HaJIMYMe Hepa3OMBAIOIIMXCS XJIONBLEB), MPH HCTEKIIEM CPOKe IOJAHOCTH, MPH HEMpPaBHIbLHOM
XpaHEHUH.

2. VyuTbiBas BO3MOKHOCTH BO3HHKHOBEHHS II0Ka TNPH BBEJCHHM CBIBOPOTKH TIPOTH-
BOTaHIPEHO3HOM, 32 KJK/IBIM TIPUBHTHIM HEOOX0MMO 00ECTIe HTh MEIHIIMHCKOS Ha0moIeHHE B
Teuenme | waca mocie BBeACHHs rpenapata. MecTa NPOBEACHHs TPUBHBOK JOJIKHBI OBITH
obecredeHbl CpeACTBAMHI MPOTHBOIIOKOBOH TEPAITHH.

3. Jluua, MOJYYMBIINE CHIBOPOTKY NPOTHBOIAHIPEHO3HYIO, IOJKHBI OBITH MPEIYNPEK/ICHDI O

HEOOXOMUMOCTH HEMEUIEHHOTO o6pameHm 32 MEJUIIMHCKOH MOMOIIBID B Cy4ac IMOABJICHHSA



MPU3HAKOB, XapaKTEPHBIX JUTA CBIBOPOTOYHOM OONIE3HH.

Bausinne Ha CnocoGHOCTH YIPAB/AATH TPAHCIOPTHBIMH CPEICTBAMH, MEXaHHIMaMMH.
Bpesiene CHIBOPOTKH MOXET NMPUBECTH K Pa3BHTHIO aHA(UIAKTHYECKOro WIOKa M JpYyrux
aJ1IePrUYecKhX peaKkidil HEeMEUIGHHOTO THIIA, & TaKkKEe CHMITOMOKOMILIEKCA CBIBOPOTOYHOH
Gosie3ny (MOBBINICHAE TEMIEPaTypbl, KOXKHbIC BBICBITAHMS, APTPAITHH), MOABIAIOWICIOCS B
pannue (2-6) cyTKH) u OTAANCHHbIE (Ha 2 He/ele) CPOKH, TIPOJIOKUTEILHOCTBIO OT HECKOILKHX
4acoB JI0 HECKOJBKHX Hejelb. B 3TOT Mepuoj peKOMEHJIYETCs BO3JCPAKAThCA OT YNpaBJICHHA
TPAHCMIOPTHBIMH CPEJICTBAMH, MEXaHH3MaMH.

®opma Beimycka. CHIBOPOTKA POTHBOTAHTPEHO3HAs MOJIMBAICHTHAS JOMAANHAA OUHMUICHHAs
KOHIIEHTpHpOBaHHasi, pactsop s nubekimit 30000 ME (o 10000 ME kas10ro aHTHTOKCHHA)
B amnyiax. ChIBOpOTKa JOlIAQMHAs OYMIIEHHAA pa3Be/CHHAsA 1:100, pactBop st
BHYTPHKOYKHOTO BBEJICHHUs — 10 1 MJT B aMITyJIax.

Beimyckaercst B komruiekte. KOMIUIeKT coCTOUT 13 | aMIyJibl CbIBOPOTKH IIPOTHBOTAHI PEHO3HOM
(amryna MapKHpoBaHa CHHHM LBETOM) W 1 amryJibl CBIBOPOTKH JOIMIAIHMHON OYHIIIEHHON
passeaenHoii 1:100 (amrysia MapKUpoOBaHa KpacHbIM [[BETOM) B TIJIACTHKOBOM BKIIAJIbIIIIe BMECTE
¢ MHCTPYKIIHEH MO TIPUMEHEHHIO M CKapu(pUKAaTOPOM aMIly/IbHBIM B Ma4Ke H3 KapTOHA.

[Ipy MCHOIB30BAHMUM aMITyJl C HACeYKaMH, KOIBIOM W3/I0Ma HIIH TOYKOH JUTISL BCKPBITHS
ckapr(UKATOP aMITYJILHBIH HE BKJIA/(BIBACTCH.

Yeaosus tpancnopruposanust. B coorsercreuy ¢ CIT 3.3.2.3332-16 npu Temneparype oT 2
no 8 °C. He 3amopakuBaTh.

Yenosusi xpanennst. B coorsercrun ¢ CIT 3.3.2.3332-16 mpu Temnepatype OT 2 1o
8 °C B nezocTynmHOM Juis aeteit Mecte. He 3amopaxuBarh.

Cpok roanocty. 2 roja. He npuMeHsTh 10 HCTEUEHHH CPOKA FOJAHOCTH Npernapara.

Veaosust ornyceka. OTIyckaioT /s feqeGHO-IpodHIaKTHIECKHX YUPeKACHUH.

Baiajiesienn perncTpanHoHHoro ya0croBepeHns.

AO «HTIO «Mukpores».

Poccusi, 115088, r. Mocksa, yi1. JlyGposckas 1-g, a8 15.

IlpousBoauTein.

AO «HITO «Mukporen».

Poccus, 115088, r. Mocksa, yi. Jlydposckas 1-a, asaa. 15, Tem. (495) 710-37-87, daxc (495)
783-88-04, e-mail: info@microgen.ru.

Azpec npou3BOJICTRA:

Poccus, 614089, IMepmckuii kpaid, r. [Tepms, yi1. bparckas, 1. 177, Ten. (342) 281-94-96.
Opranmsanmsi,  yNnoJHOMOYEHHAs jepikareseM  (BIaJeibileM) — PErHCTPAUHOHHOIO

YA0OCTOBEPEHHSI JIEKADCTBEHHOT0 npemapara s MEIHIHHCKOro TMNpPHMEHEHHH Ha
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NpHHSITHE NPETeH3Hii 0T noTpebuTeei.
AO «HITO «Muxpores».
Poccusa, 115088, r. Mocksa, yi. Jlybposckas 1-s, apia. 15, Term. (495) 710-37-87. daxc (495)

783-88-04, e-mail: info@microgen.ru.

HavyanpHHUK yripaBlIeHHs PErHCTpallun
W MEIHUITMHCKHX HCCIICI0OBAHUM
AO «HITO «MwuxkporeH»




