COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 02.05.2024 N= 2660

(MOCNEOCBATENEHOCTE 0001)

NMHCTPYKLIUA [TO MEJUITMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O
[TPEITAPATA

CbIBOPOTKA MPOTHB /12 TAI0KH 00LIKHOBEHHOI JIOIIAUHAS OYNIIIEHHAS
KOHIEHTPHUPOBAHHAS KUAKASI.

PerncrpanuoHHblii HOMep:

Toprosoe HaumeHoBanue. CbIBOPOTKA MIPOTHB sIJ1a TAJAIOKN OOBIKHOBEHHOM JIOIIAJHAS
OUMIICHHAs] KOHLIEHTPUPOBAHHAS KU KA.

MexnyHapoaHOe HeMATEeHTOBAHHOE WM I'PYNIIMPOBOYHOE HAMMEHOBaHUe. AHTUTOKCHH si1a
ra/IfoKu OOBIKHOBEHHO.

JlekapcTBenHast ¢gopma. PacTBop JIsl MHBEKIHM.

Cocras.

B 1 nose conepxurcs:

Heticmsyrouee egewecmeo: cnenudUUecKkue HWMMYHOTJIOOYIHHBI, HEHTPATU3YIOUIUE S
ragroku oosikHoBeHHOH, 150 AE.

Onucanue. IlpencraBnsier coOOW MPO3payHyO WM CJIETKA OMAJECHUPYIOUIYIO KHUIKOCTh C
KENTOBAaThIM OTTEHKOM, 0€3 ocajKa.

dapmakoTepaneBTH4YecKas rpynna. VIMMyHHbIE CBHIBOPOTKM ¥ HWMMYHOTJIOOYJIHMHBI;
MMMYHHBIE CBIBOPOTKH.

KO ATX: JO6AAOQS.

®apmakosoruyeckne cpoiictBa. [Ipenmapar npencraBiaser co00if UMMYHOINIOOYJIHHOBYIO
(bpakuuoo CHIBOPOTKH KPOBH JIOLIaed, UMMYHHU3UPOBAHHBIX SA0M TaJlOKH, OYUIICHHYIO U
KOHIIEHTPUPOBAHHYIO METOJI0OM MENTUYECKOTO nepeBapUBaHUs U COJIEBOTO
(bpakIMOHUPOBAHHUS, COJIEPKAIIYIO creruPuyueckue aHTuTena. AHTHTENA, COAEpIKAIIUECST B
CBIBOPOTKE, HEUTPATU3YIOT /] TaI0KH OOBIKHOBEHHOM.

IToxa3anna k npumeHeHuo. JlexkapcrBeHHbI npenapaT ChIBOpOTKa NPOTUB sifa TaJlOKu
OOBIKHOBEHHOM JIOIaIMHAs OUMIICHHAs] KOHLIEHTPUPOBaHHAs JKUIKasl TOKa3aH K IPUMEHEHUIO Y
B3POCIBIX U JETEH.

Jleyenue nmonei, yKyLIeHHbIX TaJIl0KOM.

IIpornBonokasanust. [IpoTuBonokazaHueM K NPOJIOJKEHUIO IPUMEHEHNS CBIBOPOTKU SBJISETCS
TOJIbKO pa3BUTHE aHAPHUIAKTHUECKOro moka mpu BBeaenuu 0,1-0,25 mit cBIBOPOTKH.
IIpumenenne mnpu OepeMEeHHOCTH MW B IMEPUOJ TPYAHOro BcekapmiauBauusi. [lpu

6epeMCHHOCTI/I BO3MOXHO IMNPUMCHCHHEC I10 XM3HCHHBIM ITIOKa3daHHAM C YUETOM IIOJB3bI IJIA
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MaTepU U BO3MOXHOI'O pucKa Juid mioja. Ilepuoa nakrauuy He BIsSETCS IPOTUBOIOKa3aHUEM K
MIPUMEHEHHUIO.

Cnocod npumeneHusi M 03bl. CBHIBOPOTKY BBOJAT IMOAKOKHO, BHYTPUMBIIICYHO WU
BHYTPUBEHHO B MAKCUMAaJIbHO paHHUE CPOKH TOCTIE YKyca 3MEH.

Oka3anue nepeoii nomowju yKyuieHHomy Ha mecme. 1locTpajgaBiIero ykiaJIblBalOT B TEHb U
JAl0T OOWJIBLHOE MHUTHE: Yaid, Kode, MOJIOKO, OyiabOH, BOAy (ymoTpedJieHHe AJKOTOJbHBIX
HANMTKOB 3ampeniaercs) U BBOAAT 1 jieyeOHYIO 103y CHIBOPOTKHM HE3aBHCUMO OT Macchl Tela
yKymieHHoro. Bo wu30exxanue aHadUIAKTHYECKOro IIOKA WM JAPYTUX —aJIePrUYecKUX
OCJIO’)KHEHUHM, Iepe]l BBEJACHUEM CHIBOPOTKM IIOCTpaJaBIIeMy JalOT BHYTpb 1-2 TabneTku
JTH000r0 aHTUTUCTAMHHHOTO TiperapaTa. ChIBOPOTKY BBOJIST MOJKOXKHO JIpoOHO (1m0 be3penka) B
000 ydacToK Tesa moctpafasiiero: BHadaie 0,1 mi, mpu oTcyTcTBUU peakuuu yepes 10-15
MuH BBOAAT 0,25 Mnm u 3ateM uepe3 15 MHH NpU OTCYTCTBUM NOOOYHBIX PEAKIHI BCHO
OCTaBIIYIOCSI CHIBOPOTKY. BCKpBITYI0 aMiiyiy cieayeT MPHUKPBIBaTh CTEPUIBHBIM OUHTOM WIIH
BAaTHBIM TAMIIOHOM.

[locne oxa3anust TepBOM MOMOIIM HEOOXOJUMO OOECHEYUTh HEOTIOKHYIO TOCIUTATU3AIMIO
MOCTpaZaBIlero B  Ommkailliee MEAWIMHCKOE YyUpeKAEHHe, TIe TNPOAOIDKAT  JICUSHHE.
TpancrioptupyroT OOJBHOTO B JIeKAYeM TOJOKEHUH. YKYIIEHHYIO HOTY TNPHOMHTOBBIBAIOT K
3JI0POBOM, pHaBast Cllerka BO3BbIILIEHHOE MoJiokeHue. [Ipu ykyce B pyKy €€ (MKCHpPYIOT B COTHYTOM
TIOJIO’KEHUH C TIOMOIIBIO TKaHH, IEPEKUHYTON Yepe3 IIElO.

Homowp 6 meduyunckom yupesrcoenuu. OOUTYI0 BBOAUMYIO 103y CHIBOPOTKH yCTaHABIMBAECT
Bpad B 3aBUCHUMOCTH OT CTENEHW WHTOKCHUKAIMH: MPHU JIETKOH CTETNeHU BHYTPUMBIIIEYHO -2
JIO3bI, IPU TSKENOU 4-5 103, C YIETOM JI03bI, BBEJIEHHOM 70 TOCTIUTAIA3AIUH.

B cnygae 0co0o0 TsKENOM HMHTOKCHKAIIMA CHIBOPOTKY PEKOMEHIIYEeTCS BBOJWUTH BHYTPHUBEHHO
MEJUICHHO KarenbHO mocie pasBenaenus (1/5 - 1/10) crepuiibHBIM, MOJOTPETHIM JI0 TEMIIEPaTyphl
(37£1) °C 0,9 % pactBopomM HaTpus xjopuaa ajst HHbeKId. CKOpOCTh BBEICHUS: BHaYaIe 1 M B
TedeHue 5 MHH, 3areM 1Mo 1| M B MUH. B HCKIIOUMTENBHBIX CIyYasx, MpPH HEBO3MOXKHOCTH
OCYIIIECTBIICHUS KaneIbHOU HH(Y3HUH, TOMYCKASTCSI MEJIEHHOE CTPYHHOE BBEICHUE JIEYEOHON T03bI
CBIBOPOTKH 0€3 pa3BelieHus ImpuileM. Bo m3bekaHue BO3MOMXKHBIX AIJIEPTUYECKUX PEaKIUil 110
Hayalla BHYTPUBEHHOTO BIUBAHUS CBIBOPOTKU OOJLHOMY CTPYHO BBOIAT 60-90 Mr mpeaHn300Ha.

BHVTDI/IBGHHO@ BBCJICHHUEC CHIBOPOTKH pa3pemacTcsa TOJIbKO MEAUIIMHCKOMY HCDCOHaJ'IV!

VY nereil ncronb3yeTcs TOT K€ NPUHIUI JTO3UPOBAHUS, YTO U y B3POCIBIX, HE3aBUCHUMO OT Beca
U BO3pacTa.

B HEKOTOpBbIX ciydasx NpU 3arpsA3HEHUU MECTa yKyca 3€MJICH, HAIM4YUU PaH, HEKPO3a TKaHEH



COOTBETCTBYET SKCNEFPTHOMY IIT'—-ET:
ot 02.05.2024 N= 2660

(MOCNEOCBATENEHOCTE 0001)

1r000r0 THIMA HEOOXOIMMO MPOBEACHNUE MEPOTIPUATHI MO 3KCTPEHHOH MpOo(UIaKTHKE CTOIOHIKA
B COOTBETCTBHHM C MHCTPYKIUEH MO MPOPUIAKTHKE CTOJIOHAKA.

BBenenue ChIBOPOTKM JOHKHO OBITH 3apETHMCTPUPOBAHO B YCTAHOBIIEHHBIX YYETHBIX (popmax c
o0si3aTeNIbHBIM ~ yKa3aHMEM JIaThl, CIoco0a M BPEeMEHU BBEACHUS, pEaKUUU OOJIHOTO,
HPEANPUATHS-IIPON3BOINUTEIIS U HOMEpA CEPUU IIperapara.

I[Mo6ouHoe neiicTBue. BBeaeHNEe CHIBOPOTKH MPOTUB $/1a TATIOKH OOBIKHOBEHHOM JIOIIATMHON
OUYMILEHHOM KOHLICHTPUPOBAHHOM >XHAKOM MOXKET COINPOBOXKIAThCS PAa3BUTUEM Pa3IMYHBIX
QJUIEPrUYECKUX pEeaKklUil: HEMEUICHHOW, HACTyHarolled cpa3y MOociae BBEACHHS WIM Yepe3
HECKOJIBKO YacOB M TPOSIBIISIONICHCS CHMIITOMaMHU aHA(WIAKTUYECKOTO 1I0Ka, paHHEH - Ha 2-¢
CyTKM TIOCJ€ BBEICHHS W OTAaleHHOW - Ha 5-10 cytku. Ilocrmemnue compoBOXIAIOTCS
CUMITOMOKOMIUIEKCOM CHIBOPOTOYHOM 0OJIE3HU (TIOBBIIIEHUE TEMIIEPATYpPhl, MOSBICHUE 3yAa U
BBICBHITIAaHUH Ha KOe, Oosel B cyctaBax # T.1.). [Ipu nmosiBneHnn aHadumakTudeckoil peakuuu
BBEJICHHE CHIBOPOTKH MPUOCTAHABIUBAIOT M OKA3BIBAIOT IKCTPEHHYIO MEAUIIMHCKYIO MOMOIIb.
YuuThiBasi BO3MOXXHOCTh BO3HMKHOBEHHS IIIOKA TIPH BBEIACHUU CBHIBOPOTKHU 32 KaXIbIM
MPUBUTHIM HEOOXOAMMO OO0ECIeUUTh METUIIMHCKOEe HalOlojeHue B TedeHwe | dyaca mocre
OKOHYaHMS BBEJICHUS Mpernapara.

Ilepeno3supoBka. CuMOTOMBI IEPETO3UPOBKH HE YCTAHOBIIEHBI.

B3aumopneiicTBue ¢ JApPyruMH JIeKapCTBeHHbIMH cpeacrBamu. HeoOxonumo yuuThIBaTh
COBMECTHUMOCTb C JIPYTMMM JIEKApCTBEHHBIMHU CpPEICTBAMH, COJEP)KAIllMMU B CBOEM COCTaBe
qyKepOTHBIN OENOK.

Oco0Oble ykazanus. AMIYJIbl C CBIBOPOTKOM NE€pel BCKPBITHEM TIIATENBHO MPOCMATPUBAIOT.
[IpenapaT He MOANEKUT TPUMEHEHHUIO MIPH:

- W3MEHEHUH (QU3MYECKMX CBOWCTB (MYTHOE COAEPKMMOE aMIIyJbl, HaJIU4due
Hepa30MBAIOIINXCSI XJIOMHERB);

— T000M MOBPEKICHHUH [IETOCTHOCTU aMITyJ (TPEIIUHbI U T.J.).

[Ipemapar s oOka3aHus TEPBOM TOMOIIM, XPAHUBIIMHCA B YCIOBHUSAX OSKCIEAWIUNA C
HapyIlIEHUEM TEMIEPATypHOro peXHma, MO0 OKOHYAHMM OHKCIEIULIHMU K TPUMEHEHHIO He
MPUTOJIEH.

Biaunsinne Ha CcHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeICTBAMH, MeXaHM3MaMHU.
CeneHuss 0 BO3MOXKHOM BIIMSHUU IIperapaTra Ha CIIOCOOHOCTH YHPABISATh TPAHCHOPTHBIMU
CpencTBaMu, MEXaHU3MaMU OTCYTCTBYIOT.

®opma Beinycka. PactBop ans uabsekuuii, 150 AE/no3a.

B amnynax mo 1 neue6noit no3e (150 AE — B o6beme He Gonee 3 mun). [To 5 ammyn B kKapTOHHOMH
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nayke wid no 1 ammyne B KOpoOKE M3 IIACTMAcChl B KOMIUIEKTE CO CTEPHJIBHBIM INITPULIEM
OJTHOPA30BOTO TMPUMEHEHUS Ha 5 M MU Uriaod. B mauky wim KOpoOKy BKIJIAJBIBAIOT
ckapupuKaTOp aMIyIbHBIA U HHCTPYKIUIO IO IPUMEHEHHUIO.

[Ipu ucnonb30BaHMM ammyji C HACEUYKaMH, KOJIBLIOM H3JIOMa WU TOYKOM Ui BCKPBITHUS
cKkapu(UKaTOp aMITyJIbHBINA HE BKIIAJBIBAIOT.

YcaoBusi TpancnoprupoBanms. [Ipu temneparype ot 2 1o 8 °C.

YcaoBusi xpanenusi. [Ipu temneparype ot 2 go 8 °C. XpaHUTh B HEAOCTYNHOM ISl ACTEH
MecTe.

Cpoxk rognocTu. Cpok rogHoctu 2 rojga. He npuMeHsTh 110 HCTE€UEHUH CPOKa F'OJIHOCTH.
YcaoBus ornycka. [Ipenapar, ynakoBaHHblil B KOpOOKHU U3 miactMacesl o 1 ammyne (1 no3a) B
KOMIUIEKTE CO IIMPHUIIEM U UTIION, OTITyCKaeTcs 6e3 perenTa.

[Ipemapar, ymakoBaHHBI MO 5 ammyd B KapTOHHbIE mauku (5 [03), MpeaHa3HA4YeH s
CTaI[IOHAPOB.

Baajesnen perucTpauiMoOHHOI0 y10CTOBEPEHHUS.

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-s1 JlyopoBckas, a. 15, ctp. 2, Temn. (495) 710-37-87, daxc (495)
783-88-04, e-mail: info@microgen.ru.

AJlpec Ipou3BOJICTBA:

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

Opranunsanus, NPUHUMAIOIIAS IPEeTEeH3UHU MOTpeduTeIeH.

AO «HIIO «Muxporen».

Poccust, 115088, r. MockBa, yi. 1-s Jlyoposckas, a. 15, ctp. 2, Temn. (495) 710-37-87, daxc (495)
783-88-04, e-mail: info@microgen.ru.



