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MHH31PAB POCCHH

AL G074 12100811

MUHUCTEPCTBO 3JIPABOOXPAHEHHS POCCUMCKOU ®EJTEPALIUA
COT'TACOBAHO

UHCTPYKIHA 10 MEJJUITUHCKOMY [TPUMEHEHUIO
JIEKAPCTBEHHOI'O ITPEITAPATA

CblBOpOTKa ﬂpOTHBOGOTyJﬂlHH‘lCCKaﬂ THNA A JIOIAJWHAs OYHIIeHHAs

KOHIEHTPUPOBAHHAA KHAKasA

Perucrpanmonnslii Homep:

ToproBoe nanmenoBauue: CHIBOPOTKAa NMPOTHBOOOTYJIMHHYECKAs THIIA A JlOIIaguHas
OUHINEHHAss KOHIIEHTPUPOBAHHAS HKH/IKas.

MexkIyHapoaHOe HeNATeHTOBAHHOe WM  IPYNIHPOBOYHOE HAMMEHOBAHHE.
AHTHTOKCHH OOTYJTHHUYECKUH TUIA A.

JlekapcTBennasi popma: pacTBOp UL HHBEKIIHUH.

Cocras.

B 1 MIT CBIBOPOTKH NMPOTHBOOOTYTMHHYECKOH THIIA A COAEPKHUTCS:

Lleticmeyowee eewjecmso:

AHTHTOKCHH OoTyTHHHYecKui THra A - He meree 2500 ME.

BeimmyckaeTcss B KOMIUIEKTE ¢ CBIBOPOTKOH JIOIMauHON ouHIeHHOH pa3Bezennon 1:100,
pacTBop Uit BHYTpuKoxHOro BBeseHus (JIC-000349).

B 1 MJI CBIBOPOTKH JTOMIaIMHON O4HIIeHHOH pa3Besennoi 1:100 cogepxutes:

Heticmsyrowee sewjecmso:

CeBopoTka nomaaunas ounmmenHas - ot 0,08 1o 0,13 % (1o coxepxkanuio 6enka).

Benomozamenvhuvle sewyecmsa:

Harpus xnopua - ot 0,85 10 0,95 %;

Bopa mis unbsekuui - 10 1 mit.

Onucanmne: [lpo3payHas HIM cjerka OnajJecCHUpyIOUas MXHIKOCTh C IKEITOBATHIM
OTTEHKOM, 0e3 ocaaka.

®dapmakorepanesTuyeckas rpynna. MUbII-ceiBopoTka.

Koa ATX: JO6AA04.

dapmakoJ0rHIecKue CBOHCTBA.

[lpencraBnsier  coboit  OenkoByro  (pakiui0  CHIBOPOTKH  KPOBH  JIOIIAJIEH,
UMMYHH3HPOBAHHBIX OOTYJIMHHYECKHM AHATOKCMHOM HIIM TOKCHHOM THHIA A, COJAEpXKallylo
cnenudryeckue HMMYHOTJIOOYIMHBI (aHTHTOKCHHBI), HEHTpaIM3ylomme OOTyIMHHYECKHH
TokcuH Tuna A. Oana nevebHas no3a conepxkut He meree 10000 ME.

IMokasanus Kk npuMeHeHno. Jledenue u npodunakTuka 60TyIM3MA.

Hponmonmcazamm.



1. Hanuume B aHamMHe3e CHCTEMHBIX QUIEPrHYECKHX PpEaKIMi H OCIOXKHEHHH Ha
npeblIyInee BBEJACHHE CBIBOPOTKM JIOmaguHON paszpeseHHOH 1:100, cMecH MOHOBaJIEHTHBIX
cbiBopoToK (Tuna A, B u E), 1160 Ha MOHOBAJICHTHYIO CHIBOPOTKY HPOTHBOOOTYIHHHYECKYIO
WJIH MOBBIIEHHON YyBCTBHTEIIBHOCTH K Iperaparam.

2. PasBuTHe aHaMIAKTHYECKOrO IIOKAa IPH OIpPEJICICHHH YYBCTBUTEIBHOCTH K
JIOaIMHOMY OelnKy.

C 0CTOpPOKHOCTBIO. YUYHTHIBAS BO3MOJKHOCTH BO3HHKHOBEHHS aHaQHIAKTHYECKOIO
III0Ka, HEOOXOAMUMO 00ECIIeYHTh MEIUIIMHCKOE HaO/I0/IeHHe 3a IPUBUTHIMH B TedeHue 30 MuH
1ocjie OKOHYaHMs BBeJeHHs mpernapara. [lomenienus, B KOTOPBIX OCYINECTBIIAETCS BBEICHHE
CHIBOPOTKH  [POTHBOOOTYJIMHHYECKOH,  JO/DKHBI  OBITH ~ OOecledeHbl  CpeACTBAMHU
IIPOTHBOIIOKOBO# TEpAIHH, B IIEPBYIO OYepe/ib aJpeHATHHOM (dITHHEDPHHOM).

BBejieHHe CBIBOPOTOK (IPOTHBOOOTYJIMHHYECKOW M  pa3BeIEHHOH) JOKHO OBITh
3apErMCTPUPOBAHO B HCTOPHH OOJIE3HM ¢ 00s3aTeIbHBIM YKa3aHHEM JI03bl, CI0C00a U BPEMEHH
BBEJICHHS, peakuuu OOJBHOrO, HOMepa CEepHH, HAa3BaHUS IIPEANPUATHS, H3TOTOBUBILETO
npemnapar.

Ilpumenenne npu OepeMeHHOCTH M B IEPHOA TPYAHOr0 BCKAPMJIMBAHHS.
[IpuMeHeHHe mpenapaTta JOMYCKaeTcs [0 J>KA3HEHHBIM ITOKa3aHHSAM C YYETOM BO3MOXKHOM
MOJIB3BI JUIS MaTE€pH M pHCKa JUTs I1J10/1a HIIK pedeHKa.

Cnocod npumeHeHHst M J03bl. CBIBOPOTKY NPOTHBOOOTYIHHHYECKYIO IPHMEHSIOT C
ne4eOHOM ¥ MpoHIaKTHIECKOHN 1EJbIO.

C rneveOHOW HENBIO CHIBOPOTKY BBOAAT B MAKCHMAaJIbHO PaHHHE CPOKH OT MOMEHTa
TOSIBJICHHSI IIEPBBIX CUMITTOMOB O0TyH3Ma. J[0 BBEIeHUS CHIBOPOTKH Y OOJIBHOIO CIIEIyeT B3ATh
KpoBb B 00beme 10 M1, MOYy, IPOMBIBHBIE BOJIBI JKeTy/Ka (PBOTHBIE MACChI) Ul HCCIIEIOBAHUSA
Ha OOTYIMHHYECKMH TOKCHH M B030Oyautens Oorymm3ama. Ha mccnenoBanme HeoOXoammo
0ToOpaTh NpOOKI MUINEBLIX IPOAYKTOB, BEI3BABIIMX 3a00/1€BaHHE.

Jlns nedenus 3abojeBaHMi, BBI3BAHHBIX HEM3BECTHBIM THIIOM TOKCHHA (BO30yauTess)
00Ty/IM3Ma, HCIOMIB3YIOT CMECh MOHOBAIGHTHBIX CHIBOPOTOK (THNa A, B u E). Ilpu u3pectHOM
THIIE TOKCHHA (BO30YIMTENs) HCHOIB3YIOT MOHOBAICHTHYIO CHIBOPOTKY COOTBETCTBYHOIIEIO
THIIA.

BHe 3aBHCHMOCTH OT CTEHNEHH BBIPAKEHHOCTH KIMHHYECKOH CHMIITOMATHKH
BHYTPHBEHHO KarleJIbHO BBOJST OJHY JedeOHyro 103y Ipenapara, KoTopyioo pa3Boasar B 200 mi
HATpUsA XJIOpHIA pacTBopa /Uit uHbeKui 0,9 %, mogorperoro nepes BBEIEHUEM B TEILIOH BO/IE
1o temneparypsl (37+1) °C. Ckopocts BBesienus: 60-90 kanens B MUHYTY. B HCKIIOUMTEIBHBIX
cllydasx, IpH HEBO3MOJKHOCTH OCYIIECTBICHUS KanelbHOH HH(Y3MH, JOIyCKaeTCs MEIIEHHOE
CTpyiHOe BBeJIeHHE JIe4eOHOMH 1035l CHIBOPOTKH IIIPHIIEM 0€3 IpeBapHTEILHOIO pa3BeICHHUS.

Bo mu3bexanue BO3MOKHBIX AJIEPIrHYECKUX peaxunifl JI0 Hayalla BHYTPHUBCHHOI'O BJIMBaHWSA



CBIBOPOTKH O0IbHOMY CTpYiHO BBOAAT 60-90 Mr npeHu3010Ha.

ChIBOPOTKY BBOJISAT OIHOKPATHO.

C npohHIaKTHYECKOW METbI0  CBIBOPOTKY — BBOAAT  JIFOAAM,  YHOTpPEOJISBIIMM
OJIHOBPEMEHHO ¢ OOJBHBIM MPOJYKTHI, KOTOpbIe BbI3BaIH 3abojeBanue OoTyau3sMoMm. Beoasr
MOJIOBHHY Jie4eOHOM /1035I (IIOJIOBUHY COAEPKUMOTO aMITYJIbl) CBIBOPOTKH TOTO K€ THIIA, YTO H
THII TOKCHHA, BBI3BaBIIero 3abojieBaHwe. EciaM THN TOKCHHA HE YCTAHOBJIEH, BBOJAT 110
[I0JIOBUHE JIe4eOHOM 03Bl BCEX THIIOB MOHOBAJICHTHBIX ChIBOPOTOK. Ilpemapar BBOasT
BHYTPHMBILIEYHO.

Ilepen HCmonp30BaHUEM aMITyITy C MPerapaToM TIIATeIbHO ocMaTpuBaioT. He nmpuronen
K IPAUMEHEHHIO TTpenapar B aMITyJlaX ¢ HapyLIeHHOH HENOCTHOCTRIO, OTCYTCTBHEM MapKHPOBKH,
Npd U3MEHeHWH  (U3MYECKMX CBOHMCTB  mpenapara (M3MEHEHME I[BETA, HAIHYHE
Hepa3OUBAIOIIMXCS XJIOMBEB), [IPU HCTEKIIEM CPOKE FOAHOCTH, HENPABUIIBHOM XPaHEHHUH.

Ilepesr BBeneHHWEM amIlylly C CBHIBOPOTKOH HAarpeBalOT, BBIIEPKHBas B BOJAE IPU
temmneparype (37£1) °C 5 muH.

BcekpeiTHE aMmItyll ¢ CHIBOPOTKOH, IIPOLelypy BBEI€HHs IIpernapaTa i XpaHeHHe BCKPHITON
amryael (He Ooliee yaca) OCYIIECTBISIOT NPH CTPOroM COOJIIOJIEHHM IPaBHJI ACENTHKH H
AQHTHCEITUKH.

BBesieH#He CHIBOPOTKH MPOBOJAT 1101 HAOIIOAEHHEM Bpaya.

[lepen  BBeJEHHEM  CBIBOPOTKH  NPOTHBOOOTY/JIHHHYECKOH IS BBIABICHUS
YyBCTBUTEIBHOCTH K Yy)KepoaHOMY OelKy B 00s3aTeIbHOM MOPAJKE NPOBOJAAT BHYTPHKOKHYIO
npoOy ¢ CBIBOPOTKOM IOMAAMHON ouMineHHOH pas3BeneHHod 1:100, xoTopas HaxomuTcs B
KOMIUIEKTE C IIpernaparoM.

AMITYJIBI ¢ CBHIBOPOTKOM JIOMIAAWHON OuMIneHHON pasBenenHoil 1:100 mapxupoBaHbl
KPacCHBIM, @ C CHIBOPOTKO# MPOTHBOOOTYITMHHYECKOH - CHHHM HJIM YEPHBIM LBETOM.

ChIBOPOTKY JIONIAJMHYIO OYHINEHHYIO pasBeneHHyio 1:100 BBomst B goze 0,1 wmn
BHYTPHKOXKHO B CrHOATE/ILHYIO IOBEPXHOCTD MIPEIICYbS.

[Ipoba cumraercst oTpHuATENbHOM, ecnd uyepe3 20 MHHYT OTEK WM IIOKPAaCHEHHE Ha
Mmecte BBesieHHs MeHee 1 cm. [Ipoba cuMtaeTcs MonoKUTENBHON, €CIIH OTEK MM MOKPaCHEHHE
npocturator 1 cM u Gosee.

Ilpu oTpHUATENBHON BHYTPHKOXKHOM mpobe mnoakoxkHo BBOAAT 0,1 M1 CHIBOPOTKH
IPOTHBOOOTYIMHHYECKOH. [IpH OTCYTCTBHH peakiMu Ha mociaejHio udepe3 30 MHH BBOJAT
BHYTPHUBEHHO WJIM BHYTPHMBIIIEYHO BCIO HA3HAYEHHYIO 103y CHIBOPOTKH.

[Ipu MOJOKHTETBHON BHYTPHKOKHOW 1po0e C CHIBOPOTKOM JIOIIAMHOMW OYHIIECHHOM
pazBenenHoil 1:100 wim B ciydasx MOSBICHHS AUIEPrHYECKMX peakIMid Ha IOIKOKHYIO
UHBEKIIHIO HEPa3BEe/IEHHON CBIBOPOTKH, CHIBOPOTKY NMPOTHBOOOTYIHHHYECKYIO BBOIAT TOJIBKO B

ne4eOHBIX HensX 1Mo HaOIIoIeHHEM Bpaya H C 0coOBIMH IIPEIOCTOPOKHOCTAMHU: B Hadalle,



OC/Ie BHYTPUMBIIIEYHOTO BBejeHHus 60 MI IpeJHH30/I0Ha H aHTUIMCTAMHHHBIX IIpEnapaTos,
BBOAAT  IOJKOXHO  CBIBOPOTKY  JIONIAAMHYKO  OYMIIEHHYI0  pas3BedeHHyoo  1:100,
IpeHa3HAYEHHYIO Ul BHYTPHKOXKHOHU 1poObl, ¢ uHTepBasioM B 20 MuH B no3e 0,5 mi, 2,0 M u
5,0 mu. Ilpu OTCyTCTBHHM peakiMd Ha 5TH 03kl MOAKOXHO BBOAAT 0,1 M CBIBOPOTKH
npotuBoboTyIMHHYecKoH. [Ipu orcyrcTBuM peaknmy 4epe3 30 MHH BHYTPHMBIIIEYHO BBOJIST
BCIO /103y CBIBOPOTKH.

B ciaydae MOJNOKHMTENBHOM peakIMd HA OJHY M3 BBIICYKA3aHHBIX /103, OOIBHOMY
BHYTpUBEHHO cTpyitHO BBOaaT 180-240 wmr npenHuzonona wu, cmycts S-10 MumH,
BHYTPHMBIIIEYHO BCIO JIEUEOHYIO 103y CHIBOPOTKH.

IToGounoe jeiictBhe. BpeneHne CHIBOPOTKM NPOTHBOOOTYTMHHYECKOH  MOXKET
CONPOBOKAATHCA PAa3BHTHEM AIEPIrHUECKMX pEaKkiHi HEMEINJICHHOr0 THIIA, BKIKOYas
aHaUIAKTHYECKUH 0K, a TAK)KEe CBIBOPOTOYHOM O0s1e3Hu.

IlepenosupoBka. O ciydasx nepeo3npoOBKH He CO0OIIaIoCh.

B3zaumojeiicTBHe ¢ IPYrHMH JIeKapCTBEeHHbIMH cpeacTBamu. He uzyuanocs.

Bimsinue HA Cr10cOOHOCTH YIPABJISATH TPAHCIOPTHBIMH CPeACTBAMH, MEXaHH3MaAMH.
BBe/ieHre CHIBOPOTKM MOYKET NPUBECTH K Pa3BHTHIO aHA(DMIAKTHYECKOrO IIOKa M JPYTHX
QUIEPrHYecKHX peakiMid HeME/JICHHOTO THIA, a TakkKe CHMITOMOKOMILUIEKCA ChIBOPOTOYHOM
Oose3nn (MOBBIIIEHHE TEMIIEPATYPhl, KOXHBIE BBICHINIAHUS, ApPTPAITUH), MOSBISIONIETOCs B
panHue (2-6) CyTKH) U OTAATCHHBIE (Ha 2 HeJele) CPOKH, IPOI0JDKUTEIBHOCTHIO OT HECKOIBKHX
YacoB JI0 HECKOJBKHX Helelb. B 3TOT mepuoja pekoMeHyeTcsi BO3JAEpXKAThCA OT YIpaBICHHS
TPAHCHOPTHBIMHU CPECTBAMH, MEXaHH3MaMH.

®opma  Beinycka. PactBop s mmbekmmit 100000 ME.  Cemopotka
npotuBoboTyuHuYeckas tina A — no 10000 ME B ammyne. O6vem npemapara B amiryse
3aBHCHT OT aKTHBHOCTH ChIBOpOTKH. CHIBOPOTKA JIOIIaiHas ounineHHas pa3eneHHas 1:100 —
o 1 mi B ammyse.

Bemyckator B Komiutekte. KoMmmekT coctouT W3 1 ammyiel  CBIBOPOTKH
IPOTHBOOOTYIMHHYECKOH M | amMITyJIbl CBIBOPOTKH JIOLIAJIMHOM oYnIeHHOH pa3BeaenHoi 1:100.

ITo 5 KOMIUTEKTOB B Mayke M3 KapTOHA BMECTE ¢ HHCTPYKIIMEH MO IPUMEHEHHIO H HOXKOM
aMITyJIbHBIM HJIH CKapH(PHUKATOPOM aMITyIbHBIM.

MapkupoBka Ha amiyily (3THKETKY aMmiIlyJ/ibl) ChIBOPOTKH JIOIIAJIMHON OYMINEHHON
paszBenenHoi 1:100 HaHOCHTCS KpacHOM Kpackod, Ha aMIryily (3THKETKY aMIlyJibl) CBIBOPOTKH
NPOTHBOOOTYIMHHYECKO# THIIA A - CHHEH WM YepHOH KpacKoi.

[Ipy MCIIOIB30BAHUH aMITyJl C HAaceYKaMH, KOJIBbLIOM H3JI0Ma MM TOYKOW Ul BCKPBITHS
HOYX aMITYJIbHBIH HIH CKapr(HUKaTOp aMITy/IbHBINH HE BKJIAIBIBAIOT.

Cpok roguoct. CBIBOPOTKH MPOTHBOOOTYIHHUYECKOH THIA A - 2 roja; ChIBOPOTKH

N0 IMHON ounIneHHOH pa3BeaeHHo# 1:100 - 3 roza. Ilpenapar ¢ HCTEKIIMM CPOKOM TOJHOCTH



IPUMEHEHHUIO HE MOJUICIKHT.

Yca0Bus TpaHCHOPTHPOBAHHSA.

B cootserctuu ¢ CIT 3.3.2.3332-16 npu temmeparype ot 2 10 8 °C. He 3amopakusarts.

YcioBusi XxpaHeHHs .

B cootsercrsuu ¢ CIT 3.3.2.3332-16 npu Temneparype ot 2 10 8 °C. He 3aMopakuBarts.
XpaHHUTh B HEIOCTYITHOM IS JIETEH MecTe.

YeaoBus ornycka. Jis neyeOHO-pOGHIAKTHYECKUX YUPEKIECHUH.

Baajaeaen perncTpanHoHHOr0 ya0CTOBepeHHs.

AO «HITIO «Muxporen».

Poccus, 115088, r. Mocksa, yn. 1-a Jlybposckas, a. 15, ctp. 2.

IIpousBoauTen.

AO «HIIO «Muxkporen».

Poccus, 115088, r. Mocksa, yiu. 1-a JlyOposckas, a. 15, ctp. 2, Ten. (495) 710-37-87,
baxc (495) 783-88-04, e-mail: info@microgen.ru.

Anpeca npou3BO/ICTBA:

Poccus, 355019, CraBpononmsekuii  kpaif, 1. CraBponomb, yia.  buosormueckas,
1. 20, Ten. (8652) 24-40-84;

Poccust, 450014, Pecnybmmka bamkoprocran, 1. VYéda, yn.  HoBopoccuiickas,
n. 105, ren. (347) 229-92-01.

Opranu3anmsi, yno/JHOMO4YEHHasl jJep:karesieM (BJaJejbleM) PerHcTPaAlHOHHOIO
YAOCTOBEpPeHHs] JIEKADCTBEHHOI0 Mpenapara /sl MeIHIIHHCKOr0 NpHMEHeHHs Ha
NPHHSATHE NPETEeH3NH 0T moTpeduTe. 1ei.

AO «HITO «Muxkporen».

Poccus, 115088, r. Mocksa, yi. 1-s Jlyoposckas, a. 15, ctp. 2, Ten. (495) 710-37-87,
baxc (495) 783-88-04, e-mail: info@microgen.ru.

HavaibHHK ylpaBlIeHUs pErHCTPaLuK :
U MEIUIMHCKHX HCCJIeI0BAHUI Vi
AO «HITO «Mukpores» /




