COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 14.08.2024 N= 16326
(MOCNEOCBATENEHOCTE 0001)

MHCTPYKIMA 1O MEJUIIMHCKOMY ITPUMEHEHWIO
JIEKAPCTBEHHOTI O IIPEITAPATA

CbIBOpPOTKa MPOTUBOOOTYIMHNYecKas Tuna E
JIOIIAIMHASI OYUIIEHHAs] KOHIIEHTPHPOBAHHAS JKHIKAS

Toprosoe HamMeHnoBanue. CpIBOPOTKAa TNPOTUBOOOTYIMHUYECKass THma E  JjomaguHas
OUMIICHHAs] KOHLIEHTPUPOBAHHASL KUIKAS.

MesxkayHapoaHoe HeNaTeHTOBAHHOE WJIM TPYNIIMPOBOYHOe HAMMEHOBaHHMe. AHTUTOKCUH
6oTtynuHuyeckuii Thna E.

JlekapcTBeHHast gopma: pacTBOP 11 HHBEKIUH.

Cocras.

B 1 M1 ceiBopoTKHM npoTuBoOOTYIMHIYECKOM Tuna E conepxutcs:

Heiicmsyrowee eeujecmao:

AHTHUTOKCUH OoTynuHudeckuil Tuna E - He menee 1200 ME.

Boinmyckaercsi B KOMIUIEKTE € CBIBOPOTKOM JIOIIAAMHOW OYMINEHHOM pa3BeneHHoi 1:100,
pacTBOp AJIs1 BHYTPUKO)KHOTO BBEJICHMS.

B 1 mMi1 CBIBOPOTKH JIOIIAAMHON OYMILEHHOM pa3seneHHou 1:100 conepxures:

eticmsyrowee sewyecmeo:

CeiBopoTKa JomaanHas ountiienHas - ot 0,08 1o 0,13 % (1o conepsxanuio 6enka).
Bcnomoeamenvuvie gewjecmesa:

Hatpus xnopun - ot 0,85 10 0,95 %;

Bona st mabpekmmit - 1o 1 Mir.

Onucanue. [Ipo3paynast uiu ciierka onajgeciupyronas >KUIKOCThb C JKEITOBATbIM OTTEHKOM, 0€3
0CaJKa.

dapmakoTepaneBTH4Yeckas rpynmna. VIMMyHHbIE CBIBOPOTKM UM HWMMYHOIJIOOYJIMHBI;
UMMYHHBIE CHIBOPOTKH.

Koa ATX. JOGAAO4.

DapMaKoJI0rH4ecKne CBOMCTBA.

CriBOpoTKa MpOTHBOOOTYNIMHWYECKass Tuma E mpencraBiser coboit OenkoByro (pakifuio
CBIBOPOTKM KpPOBU Jomlajzied, HUMMYHHU3HUPOBAHHBIX OOTYJMHUYECKHMM AaHATOKCUHOM WU
TOKCMHOM THna E, cozaepxamiyro crnenuuyeckue HWMMYHOTIIOOYIHHBI (aHTHTOKCHHBI),
HelTpanu3yoomuye 0oTylnuHuYeckue TokcuHbl Thna E. OnHa nedeGHas 03a COAEpKUT HE MEHee
10000 ME.

IToxa3anna k nmpumeHeHuio. IIpenapar nokasan k nmpuMmeHeHuto y aeret ¢ 0 no 18 ser u
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B3pOCIBIX [UIS JICYCHUS U TPOPUIAKTHKHN OOTyIU3Ma.

IIporuBonokasanus.

1. Hanuune B aHamMHe3€ CUCTEMHBIX AJUIEPTUYECKUX PEaKLUUid U OCIONKHEHHM Ha Mpeblayliee
BBEJICHHE CBIBOPOTKHM JiomaauHOW pa3eneHHorW 1:100, cmMecu MOHOBAJIEHTHBIX CBIBOPOTOK
(ruma A, B u E), nub0 Ha MOHOBAJICHTHYIO CBIBOPOTKY MPOTHBOOOTYIHHHYECKYIO WU
MOBBILIEHHON YYBCTBUTEJIBHOCTH K IperapaTaM.

2. Pa3zBuTre aHAQMIAKTUYECKOTO IOKA MPHU OMpPENEICHUH YYBCTBUTEIHHOCTH K JIOIIATUHOMY
OcCIKy.

IIpumeHenne npu OepeMeHHOCTHM W B NEPHOA TIPYAHOro BckapmJmBaHusi. [Ipumenenue
mpernapara J0ImycKaeTcs Mo KU3HEHHBIM IMOKa3aHHUsIM C Y4€TOM BO3MOXHOM MOJb3bI 711 MaTepu
U pUCKa IS IJ10/1a WK peOeHKa.

Cnoco6 npuMeHeHHUs U 103bI.

CBIBOPOTKY MPOTHBOOOTYITMHHYECKYIO TPUMEHSIOT C JIe4eOHOM U TPOPHIAKTHUECKON HEIBIO.
Jlo BBeieHHsI CBIBOPOTKU Y OOJILHOTO CIEYeT B3ATh KPOBb B 00beMe 10 mii, MOUy, TPOMBIBHBIE
BOJABI OKelyAKa (PBOTHBIE MAacCChl) JJs HCCIEAOBaHUS Ha OOTYIMHUYECKHI TOKCUH U
BO30yauTenp OorynuzMa. Ha wmccnenoBanme HEoOXomuMO OTOOpaTh mMpoOOBl  MHUIIEBBIX
MPOJYKTOB, BbI3BAaBIIUX 3a00JI€BAHNUE.

Jleyenue

Opna neuebHas no3a conepxxut He mernee 10000 ME (conmep:xuMoe oqHON aMITyIbl).

ChIBOPOTKY BBOJAT BHYTPUBEHHO KaleJIbHO WM BHYTPUMBILIEYHO, OHOKPATHO.

[Ipy u3BecTHOM THIE TOKCHHA (BO30YyAMTENs]) MCHOIB3YIOT MOHOBAJEHTHYIO CBIBOPOTKY
COOTBETCTBYIOIIEro THUMa. [l JedeHus 3a0ojeBaHUl, BbI3BAHHBIX HEWU3BECTHBIM THUIIOM
TOKCHHA (BO30yauTensi) 60Tyau3Ma, UCIOIb3YIOT CMECh MOHOBAJIEHTHBIX CHIBOPOTOK (THMa A, B
uE).

[MpodunakTrka

C npoduinakTHuecKol LEeNbl0 CHIBOPOTKY BBOJAT JIIOJASM, YHOTPEOJISBUIMM OJHOBPEMEHHO C
OOJIbHBIM MPOAYKTHI, KOTOPbIE BBI3BAIN 3a00JI€BaHNE OOTYIN3MOM.

BBogst mnosnoBuHy se4eOHONM 10361 (TOJOBUHY COAEP)KUMOTO aMITYJbI) CHIBOPOTKH TOTO K€
THUIIA, YTO ¥ TUI TOKCHHA, BbI3BABLIET0 3a00eBaHue. Ecau THI TOKCHHA HE YCTaHOBJIEH, BBOJST
IO MOJIOBHHE JIeYeOHOM /103bI BCEX TUIIOB MOHOBAJIEHTHBIX CHIBOPOTOK.

ITpenapaTt BBOAAT BHYTPUMBIILIEYHO.

BBenenue CbIBOPOTKH MPOBOAAT MO/ HAOIIOICHUEM Bpaya.

C neueOHOM 1ENbI0 CHIBOPOTKY BBOJSAT B MAaKCHMaJIbHO PaHHHE CPOKH OT MOMEHTA IMOSBICHUS
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NEPBBIX CUMIITOMOB OOTYyJIM3Ma.

[lepen BBeIeHHEM CBHIBOPOTKU MPOTHUBOOOTYIMHUYECKOW NJISi BBISBICHHUS YYBCTBHTEIHHOCTH K
Yy)XEpPOAHOMY OeJIKy B 00s3aTeTbHOM MOPSAKE MPOBOASIT BHYTPUKOXKHYIO MPOOY C CHIBOPOTKOM
JomaAuHON ouMIeHHOH pa3zBeaeHHOM 1:100, koTopasi HAXOIUTCA B KOMILUIEKTE C MPEMapaToM.
ChIBOPOTKY JIOIIAUHYIO OYUIIEHHYIO pa3BeAeHHY0 1:100 BBoasT B 03¢ 0,1 MiI BHYTPUKOXKHO
B CTUOATENBbHYIO TOBEPXHOCTD MPEITUICUbS.

[Ipoba cumrtaercs oTpuLIAaTeNbHOM, eciu uyepe3 20 MUHYT OTE€K WJIM MOKPAaCHEHHE Ha MeCTe
BBeneHUsT MeHee 1 cM. IIpoGa cuuTaeTcss MOJOKUTENBHOM, €CIM OTEK WM IOKpPacHEHHE
nocruratoT 1 cm u Ooee.

[Tpu oTpuIaTEIBEHON BHYTPHUKOXKHOU MTpoOe CHIBOPOTKY MPOTUBOOOTYIMHUYCCKYIO TIPUMEHSIOT
¢ JIe4eOHOM 1 MPOPHUIAKTUYECKON LIETIBIO.

[lepen BBeieHNEM CHIBOPOTKY B aMIlyJie JOBOASAT 110 Temiieparypsl (37+1) °C.

C ne4yeOHON 1eNIbI0 IPU OTPULIATEIBHONW BHYTPUKOXKHOM mpode moaxoxkHo BBoasT 0,1 mi
CBIBOPOTKH MTPOTUBOOOTYTHHHYECKOH. [Ipy OTCYTCTBUU peaknny Ha MOCIeAHIO Yepe3 30 MuH
BBOAST BHYTPUBEHHO WM BHYTPUMBIIIEYHO BCIO HA3HAYEHHYIO JI03y CHIBOPOTKU. BHe
3aBUCHMOCTH OT CTETIE€HH BBIPAKEHHOCTU KIMHUYECKOW CUMITOMATUKH BHYTPUBEHHO KarelbHO
BBOJIAT OJIHY JIEUeOHYIO 103y IMpemnapara, KOTopyr pa3BoasT B 200 mi HaTpusi XJopuja
pactBopa st unbekiui 0,9 %, mpemapar mepen BBEIEHHEM JOBOIAT 10 TEMIEPaTyphl
(37£1) °C. Ckopoctb BBeAeHust 60-90 xanenb B MUHYTY. B HCKIIIOUMTENBHBIX Cly4asX, MpU
HEBO3MOKHOCTH OCYILIECTBIICHHUS KameabHOW HH(Y3UH, TOMYyCKAaeTCs MEIJIEHHOE CTpPYWHOE
BBEJICHUE JIeueOHOW 03Bl CHIBOPOTKH INIpuileM 0e3 MpeaBapUTEeNbHOTO pa3BeneHus. Bo
n30eKaHue BO3MOXKHBIX QUIEPTHUECKUX PEAKIUMiA [0 Havaja BHYTPUBEHHOTO BIIMBAHUS
CBIBOPOTKH 00JIbHOMY CTpYitHO BBOAAT 60-90 Mr npeaHu30I0Ha.

[Ipy MONOXUTENBHOW BHYTPUKOXXKHOM mpoOe ¢ CHIBOPOTKOHM JIOMIAJMHON  OYMIIEHHOU
pazBeaenHo 1:100 mnm B ciydasx NOSBIEHUS aJJIEPTUUECKUX PEAKIUNA Ha MOAKOKHYIO
WHBEKINIO HEPa3BEJEHHON CHIBOPOTKH, CHIBOPOTKY IMPOTUBOOOTYTUHUYECKYIO BBOJST TOJIBKO B
Je4eOHBIX LENAX MOoJ HAaOMIOJACHHEM Bpaua M € OCOOBIMH IPEIOCTOPOXKHOCTAMHU: B Hayaie,
MOCJIE BHYTPUMBIIIEUHOTO BBeAeHUs 60 MI MpeaHU30J0HA U AHTUTUCTAMUHHBIX MPENaparos,
BBOJAT  TOJKOXXHO  CBIBOPOTKY  JIOHIQJIMHYIO  OYMILEHHYIO  pa3BeneHHyro  1:100,
MpeHa3HAYEHHYIO JUIsi BHYTPUKOXKHOM MPoObI, ¢ mHTEpBasioM B 20 muH B no3e 0,5 mi, 2,0 M u
5,0 M. Ilpu OTCYTCTBMM pe€akUMM Ha A3TU JA03bl MOJKOKHO BBOAAT 0,1 MII CBIBOPOTKH
npotuBoOOTYyTMHIYeCKOU. [Ipu orcyrcTBum peaknuu depe3 30 MUH BHYTPUMBIIICUYHO BBOJIST

BCIO JIEUEOHYIO 103y CHIBOPOTKHU.
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B ciydae mosoxuTenbHONW peakuu Ha OAHY U3 BBIIICYKAa3aHHBIX /103, O0OJIBHOMY BHYTPHUBEHHO
ctpyiiHo BBOgAT 180-240 Mr mnpegHuzosnoHa u, crycts 5-10 MUH, BHYTPUMBILIIEYHO BCIO
Je4eOHYI0 103y CBIBOPOTKH.

C npodunakTuyeckod LENbl0 Iepell BBEJCHHEM ChIBOPOTKM IPOTHMBOOOTYJIMHUYECKOH B
0053aTEIbHOM ~ TOPSJKE MPOBOIAT BHYTPUKOXHYIO MpoO0Yy C CBIBOPOTKOW JIOIIAJWHOU
ounnieHHOH pa3BeaeHHoi 1:100.

[Ipu oTpunaTenbHOW BHYTPUKOXKHOW TIpoOe moakoxHO BBomaT 0,1 M CBIBOPOTKH
npoTUBOOOTYIMHUYECKOH. [Ipu OTCyTCTBMM peakuuu Ha nociefHior yepe3 30 MHH BBOJAT
BHYTPUMBIILIEYHO BCIO HA3HAYEHHYIO /103y CHIBOPOTKH.

ITo6ounoe  peiictBue.  BBeneHue  CHIBOPOTKHM  NPOTUBOOOTYIMHHUYECKOM  MOMKET
COIIPOBOXKIATbCA  Pa3BUTHEM AJUIEPTUYECKUX pPEaKUuid HEMEUIEHHOro THIla, BKJIIOYas
aHa(pUIAKTUYECKUH 10K, a TAK)KE CHIBOPOTOYHON OOJIE3HH.

Ilepeno3uposka. O ciydasx nepe1o3upOBKH HE COOOILANIOCH.

B3aumopneiicTBHe ¢ APYrMMH JIeKaAPCTBEHHbIMHU cpeacTBaMu. He nsyyanocs.

Oco0ble yka3anus.

Y4uTheIBasi BO3MOKHOCTh BOSHUKHOBEHHS aHA(PHIAKTHYECKOTO MIOKa, HEOOXOIUMO 00eCieuuTh
MEIUIUHCKOE HAOII0/IeHNe 32 NPUBUTHIMU B TedyeHHe 30 MHH IoOcje OKOHYAaHHS BBEACHUS
npernapata.  IlomemieHus, B~ KOTOPBIX  OCYIIECTBISETCS  BBEAECHHUE  CBHIBOPOTKHU
IPOTUBOOOTYIMHUYECKOH, JTOJKHBI OBITH OOECIIEUEHbl CPEeICTBAMU IPOTHUBOILIOKOBOM TEPAINH,
B IIEPBYIO OYEpE/Ib aJIPEHATMHOM (3MMHEDPUHOM).

BBenenue  ChIBOPOTOK  (MPOTUBOOOTYIMHUYECKOM W pa3BeleHHOM)  JODKHO  OBITh
3apEeTUCTPUPOBAHO B UCTOPHUH OO0JIE3HU C 00s3aTEIBHBIM YKa3aHUEM J03bI, CITIOCO0a U BpEMEHU
BBEJICHUS, peakluu OOJbHOrO, HOMEpa CEepuH, Ha3BaHUS NPEANPHUIATHS, H3TOTOBUBIIETO
npemnapar.

Bansinne Ha cI0COOHOCTH YIIPABJISTH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHU3MaMHU.
BBeneHne CHIBOPOTKM MOXKET INMPHBECTH K PA3BUTHUIO aHA()UIAKTHYECKOTO IIOKA M JAPYTHX
JUIEPrUYeCKUX pPEaKIMi HEMEUIEHHOIO THIA, a TaKK€ CHUMIITOMOKOMILIEKCA CHIBOPOTOYHOM
0ose3HN (TOBBIIIEHUE TEMIIEPATYpPbl, KOXKHBIE BBICHIIAHMS, apTPAITUU), MOSIBISIOIIETOCS B
panHue (2-6 CyTKH) M OT/;MalieHHBIC (Ha 2 HEeJelle) CPOKH, MPOIOJDKUTEIIEHOCTHIO OT HECKOJIBKHIX
4acoB /10 HECKOJBKHMX HeEJeNb. B 3TOT mepnos peKOMEHIYeTCsl BO3LEPKATbCs OT YIPABICHUS
TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMHU.

®opma Beinycka. CeiBopoTKa npotuBoboTynmmHNYeckas tuna E — mo 10000 ME B ammyme.
OO0mbeM npenapara B amIlyJie 3aBUCUT OT CHELM(PHUUECKON aKTUBHOCTH ITpenapara.

ChIBOpOTKA JIOIIaguHAas O4YMIleHHas pa3BeaeHHasd 1:100 — o 1 miu B ammyse.
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Breimyckatorcss B komruiekte. KOMIUDIEKT cOCTOMT W3 | ammysisl CHIBOPOTKH TPOTUBO-
0O0TyJIMHUYECKON 1 | aMIyJibl CBIBOPOTKH JIOIIAMHON OUMIIEHHOH pa3BeneHHoi 1:100.

[To 5 KOMIUJIEKTOB BMECTE€ C MHCTPYKIMEH 10 MPUMEHEHHUI0 U CKapu(UKaTopoM aMmIlyJlbHBIM B
navke U3 KapToHa.

[Ipn ucnonb30BaHWUU amMIyl C HAceYKaMH, KOJBIIOM H3JIOMa WM TOYKOWU JUJISl BCKPBITUS
cKkapuUKaTOp aMIyIbHBINA HE BKJIAIBIBAIOT.

YcnoBusi xpanenmsi. [Ipu temmeparype or 2 mo 8 °C. He 3amopaxuBarth. XpaHUTh B
HEJOCTYITHOM JIJIs IeTel MecTe.

YcaoBus TpancnoprupoBanms. [Ipu temneparype ot 2 1o 8 °C. He 3amopakuBarts.

CpoK rogHocTu.

ChIBOPOTKH MPOTUBOOOTYIMHHYECKOH Tuma E - 2 roga; cbIBOPOTKM JOMIAAWHOW OYUIEHHON
pa3BenenHoi 1:100 - 3 roga. He npuMeHATH 10 UCTEYEHUU CPOKA TOTHOCTH.

YeaoBus ormycka. s 1e4e0HO-TIPOPHIAKTHISCKUX YUPEKIACHUH.

Baagenen perucTpauMOHHOTO Y0CTOBEPEHHUSI.

AO «HITIO «Mukporeny.

Poccust, 115088, r. MockBa, ya. 1-s JIlyopoBckas, a. 15, ctp. 2.

IIpousBoaurens.

AO «HITO «Muxkporeny.

Poccus, 115088, r. Mocksa, yi. 1-1 JlyopoBckas, 1. 15, ctp. 2, ten. (495) 710-37-87, dakc (495)
783-88-04, e-mail: info@microgen.ru.

Anpeca mpou3BOJICTBA:

Poccusi, 355019, CraBpomnonsckuii kpai, T. CtaBpomnosns, yi1. buonorudeckas, 1. 20, ten. (8652) 24-
40-84.

Poccus, 450014, Pecriy6nuka bamkoprocran, r. Yda, yn. HoBopoccuiickas, a. 105, ten. (347) 229-
92-01.

Opranu3anusi, (PUHAMAIOIIAS MPEeTEeH3UH MOTPeduTeeil.

AO «HITO «Mwuxkporeny.

Poccus, 115088, r. Mocksa, yi. 1-1 JlyopoBckas, 1. 15, ctp. 2, ten. (495) 710-37-87, dakc (495)
783-88-04, e-mail: info@microgen.ru.



