COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 09.08.2024 N= 16483
(MOCNEOCBATENEHOCTE 0001)

NHCTPYKLMA [1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O
ITPEITAPATA

ChIBOpOTKA NPOTUBOOOTYIMHUYECKAs TUNa B

JIOIIA/INHAS OYMIIEHHAs] KOHIEHTPHPOBAHHAS KUAKAS
Toprosoe HammeHoBanme: CbIBOPOTKAa NPOTUBOOOTYIMHMYECKas TUna B nomanuHas
OUMIICHHAs] KOHLIEHTPUPOBAHHASL KU KA.
MesxkayHapoaHoe HeNaTeHTOBAHHOE WJIM IPYNIIMPOBOYHOe HAMMEHOBaHHMe. AHTUTOKCUH
OoTynMHUYECKU TUTa B.
JlekapcTBeHHast gopma: pacTBOP 11 HHBEKIIUH.
Cocras.
B 1 M1 ceIBOpoTKHM pOTHBOOOTYIMHUYECKOM Tuna B conepxurcs:
Heticmsyrowee eeujecmao:
AHTHUTOKCUH OoTynuHH4eckuil Tuna B - He menee 600 ME.
BoinyckaeTrcsi B KOMIUIEKTE € CBIBOPOTKOM JIOIIAQAMHOW OYMINEHHOM pa3BeneHHoi 1:100,
pacTBOp AJIs1 BHYTPUKO)KHOTO BBEJICHMS.
B 1 mMi1 CBIBOPOTKHM JIOIIAAMHON OYMILEHHOM pa3BeneHHou 1:100 conepxures:
eticmsyrowee sewgecmeo:
CeiBopoTKa JomaauHas ountienHas - ot 0,08 1o 0,13 % (mo conepsxanuio 6enka).
Bcnomozamenvhvie gewjecmea:
Hatpus xnopun - ot 0,85 10 0,95 %;
Bona mins nabeknuii - 1o 1 Mot
Onucanme. [Ipo3paynas i cierka onajgecupyrouas >kKMJIKOCTh C JKEITOBAaThIM OTTEHKOM, 0e3
0CaJKa.
dapmakoTepaneBTHYecKasi rpynna. VIMMyHHbIE CBIBOPOTKM ¥ HWMMYHOIJIOOYJIUHBI;
MMMYHHBIE CHIBOPOTKH.
Koa ATX. JO6AAQ4.
DapMaKoJI0rH4ecKne CBOMCTBA.
ChIBOpOTKa MPOTHBOOOTYIMHMYECKass Turna B mpexacraBnser coOoil OGENKOBYIO (pakinio
CBIBOPOTKM KpPOBU Jomlajzied, HUMMYHHU3HUPOBAHHBIX OOTYJUHUYECKHMM AaHATOKCUHOM WIIH
TOKCMHOM Tuna B, cozepxaimryto crenupuueckue WMMYHOTIIOOYIHHBI (QHTUTOKCHHBI),
HelTpanu3yoomue 00TyIMHUYECKHe TOKCUHBI Tuna B. OxHa neyeOHas 103a COIEPKUT HE MEHEe
5000 ME.
IToxa3anna k nmpumeHeHuio. IIpenapar nokasan k nmpuMmeHeHuto y aereit ¢ 0 no 18 ser u

B3POCIIBIX IS JICUEeHUs U MPOPUIAKTHKU OOTYIU3Ma.



COOTBETCTBYET SKCNEFPTHOMY IIT'—-ET:
ot 09.08.2024 N= 16483
(MOCNEOCBATENEHOCTE 0001)

IIporuBonokasanus.

1. Hanuuue B aHaMHE3€ CUCTEMHBIX AJUIEPTUYECKUX PEaKLUil U OCI0XKHEHUI Ha mpenblayliee
BBEJICHUE CHIBOPOTKM JIOIIAJUHOW pa3BeacHHOM 1:100, cMecHn MOHOBaJEHTHBIX CHIBOPOTOK
(ruma A, B u E), nub0 Ha MOHOBAJICHTHYIO CBIBOPOTKY MPOTHBOOOTYIHMHHYECKYIO WU
HOBBIIIEHHON YyBCTBUTEJIBHOCTH K IIpenapaTam.

2. Pa3ButHe aHa(MIAKTUYECKOIO LIOKA IPU ONPENECHUH YyBCTBUTEIBHOCTH K JIOIIAJAUHOMY
OeIKy.

IIpumeHenne npu OepeMEHHOCTH W B NEPHOJ I'PYJHOr0 BCcKapMmumMBaHMsA. [Ipumenenue
npenapara JI0IyCKaeTcs 10 )KM3HEHHBIM [TOKa3aHUSM C y4€TOM BO3MOYKHOM IMOJIb3bI ISl MaTepu
U pUcKa JUIsl 11J10/1a WK peOeHKa.

Cnoco6 npuMeHeHHUs U 103bI.

ChIBOPOTKY TPOTUBOOOTYIMHUYECKYIO IPUMEHSIOT C JIe4eOHOM U MPOPUIaKTHUECKON LEIBIO.
Jlo BBeJIeHMsI CHIBOPOTKU Y OOJIBHOTO ClIEAYeT B3ATh KpoBb B 00bemMe 10 mil, MOUy, IPOMBIBHBIE
BOJABl JKeNyAKa (PBOTHBIE MAaccChl) JJsl HCCIENOBaHUS Ha OOTYJMHUYECKHI TOKCUH U
BO30yauTenp OorynuzMa. Ha wmccnenoBanme HEoOXomuMO OTOOpaTh MpOOBI  MHUIIEBBIX
IPOJYKTOB, BBI3BABILIUX 3200JI€BaHNUE.

Jleyenue

Opna neuebHas no3a conepxkut He meHee 5000 ME (comeprkrmoe 0THOM aMITyIIbI).

ChIBOPOTKY BBOJST BHYTPUBEHHO KamelbHO UM BHYTPUMBIIIIEUHO, OJJHOKPATHO.

[Ipy u3BecTHOM THIE TOKCHHA (BO30YAMTENS]) HCHOIB3YIOT MOHOBAJEHTHYIO CBIBOPOTKY
COOTBeTCTBYyIOLIEro THma. [lng nedeHus 3a0ojeBaHUN, BBI3BAaHHBIX HEHW3BECTHBIM THUIIOM
TOKCHHA (BO30yauTesns) 60Tyau3Ma, UCIOIb3YIOT CMECh MOHOBAJIEHTHBIX CHIBOPOTOK (THMa A, B

[MpodunakTrka

C npoduIakTHUeCKON IENIbI0 CHIBOPOTKY BBOJAT JIIOJSM, YHOTPEOISBIINM OJHOBPEMEHHO C
OOJBHBIM MPOIYKTHI, KOTOPHIE BRI3BAIN 3a00JIeBaHE OOTYIU3MOM.

BBoasaT monoBuHy neueOHOM 103bl (MOJOBHHY COAEPKHUMOTO aMIyJIbl) CHIBOPOTKH TOTO K€
THUIIA, YTO ¥ TUI TOKCHHA, BBI3BABLIET0 3a00eBaHue. Ecau THI TOKCHHA HE YCTaHOBJIEH, BBOJST
IO MOJIOBUHE JIeYeOHO 1036l BCEX TUIIOB MOHOBAJICHTHBIX CHIBOPOTOK.

[Ipenapar BBOAST BHYTPUMBIIIEYHO.

BBenenue cbIBOPOTKH MPOBOAST 110/ HA0JII0IEHHEM Bpaya.

C neueOHOM 1ENbIO 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»XEPOAHOMY O€JIKy B 0053aTeTbHOM MOPSAKE MPOBOASIT BHYTPUKOXKHYIO MPOOY C CHIBOPOTKOMN
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 CrH0ATEbHYIO TOBEPXHOCTh MIPETUICUBSI.

[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 MTPOTUBOOOTYIMHIYECKON. [Ipy OTCYTCTBUM peakiuu Ha MOCleaHIon Yepe3 30 MuH
BBOAST BHYTPUBEHHO WM BHYTPUMBIIIEYHO BCIO HA3HAYEHHYIO JI03y CHIBOPOTKU. BHe
3aBUCHMOCTH OT CTETIE€HH BBIPAKEHHOCTU KIMHUYECKOW CUMITOMATUKH BHYTPUBEHHO KarelbHO
BBOJIIT OJIHY JIEUeOHYIO 703y IMpemnapara, KoTopyr pa3BoasT B 200 mur HaTpus XJIOpHaa
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 Oe3 MpeaBapUTEeNbHOrO pa3BeneHus. Bo
n30eKaHue BO3MOXKHBIX QJIEPTMUECKUX PEaKIUuid 10 Hadaja BHYTPUBEHHOTO BIIMBaHUS
CBIBOPOTKH 00JIbHOMY CTpYitHO BBOAAT 60-90 Mr npeaHu30I0Ha.

[Ipy mMONOXUTENBHOW BHYTPUKOXXHOM 1poOe ¢ CHIBOPOTKOM JIOUIAJUHOW OYMIIEHHOM
pazBenenHo 1:100 wnm B ciydasiX NOSIBJIEHUS QJJIEPTHYECKUX PEAKIUH Ha TOJKOKHYIO
WHBEKINIO HEPa3BEJEHHON CHIBOPOTKH, CHIBOPOTKY IMPOTUBOOOTYTUHUYECKYIO BBOJST TOJIBKO B
ne4eOHBIX IeNIAX TMOJI HAOMI0IEHHEeM Bpada M C OCOOBIMH TMPEJOCTOPOKHOCTSIMHU: B Hadvaje,
MOCJIE BHYTPUMBIIIEUHOTO BBeAeHUs 60 MI MpeaHU30J0HA U AHTUTUCTAMUHHBIX MPENaparos,
BBOJSAT  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 peakUMM Ha 3T J03bl MOJIKOKHO BBOAAT 0,1 M1 CBIBOPOTKH
npotuBoOOTYTMHIYeCKOH. [Ipu orcyrcTBum peakiuu depe3 30 MHUH BHYTPHUMBIIIEYHO BBOJST

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

C mnpodunakTHuecKol LeNbl0 Mepea BBEACHHEM CBHIBOPOTKH MPOTHBOOOTYIMHHYECKON B
0053aTEIbHOM ~ TOPSJKE MPOBOIAT BHYTPUKOXHYIO MpoO0Yy C CBIBOPOTKOW JIOIIAJWHOU
ounnieHHoM pa3BeaeHHoi 1:100.

[Ipu oTpunaTenbHOW BHYTPUKOXKHOW TIpoOe moakoxHO BBomaT 0,1 M CBIBOPOTKH
npoTuBoOOTYIMHNYECKON. [Ipu OTCyTCTBHMM peakiuu Ha mocienHio yepe3 30 MUH BBOJST
BHYTPUMBIILIEYHO BCIO HA3HAYEHHYIO /103y CHIBOPOTKH.

ITo6ounoe  neiictBue. BBeneHue  CHIBOPOTKM  NPOTHUBOOOTYJIMHMYECKOHM  MOXET
COMPOBOXKAATHCS  PA3BUTHUEM AJUIEPTUUYECKUX PEaKIUil HEeMEAJIEHHOrOo THUMa, BKIIOYas
aHaUITAKTUYECKUI [IOK, a TAK)KE CHIBOPOTOYHON OOJIE3HU.

Ilepeno3uposka. O ciydasx nepe1o3upOBKH HE COOOILANIOCH.

B3aumopneiicTBHe ¢ APYrMMH JIeKAPCTBEHHbIMHU cpeacTBaMu. He nsyyanocs.

Oco0ble yka3anus.

Y4uThIBasi BO3MOKHOCTh BOSHUKHOBEHHSI aHA(PHIAKTHIECKOTO IIOKa, HEOOXOIUMO 00eCTIeunTh
MEAMIMHCKOE HaOJI0JIeHHe 3a MPUBUTHIMM B TedeHHe 30 MUH IOCJ€ OKOHYAaHHS BBEJIEHUS
npernapara.  IlomemieHus, B KOTOPBIX  OCYIIECTBISETCS  BBEACHHE  CBHIBOPOTKHU
IPOTUBOOOTYIMHUYECKOH, TOJKHBI OBITh 00eCIeueHbl CPeICTBAMH MTPOTHUBOLIOKOBOW Tepanuu,
B [IEPBYIO OYEPE/b AJPEHATTUHOM (AIMUHEPPUHOM).

BBenenue  ChIBOPOTOK  (IPOTHBOOOTYIMHUYECKONM W pa3BEAEHHON)  JOKHO  OBIThH
3apEeruCTPUPOBAHO B UCTOPUM OOJIE3HH C 00s3aTEIbHBIM YKa3aHUEM JI03bl, CIIOCO0a U BPEMEHH
BBEJICHUS, peaklUu OOJbHOr0, HOMEpa CEpUH, HA3BaHUS MNPEANPHUITUS, H3TOTOBHUBILETO
npemnapar.

Biaunsinme Ha CcHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeICTBAMH, MeXaHM3MaMHU.
BBeneHne CHIBOPOTKM MOXKET MPHBECTH K PA3BUTHUIO aHA(UIAKTHYECKOTO IIOKA M JAPYTHX
QJUIEPTUYeCKUX PEaKIMi HEMEUIEHHOIO THIA, a TaKK€ CHUMIITOMOKOMILIEKCA CHIBOPOTOYHOM
0ose3Hn (TOBBIIIEHHUE TEMIIEPATYpbl, KOXHbIE BBICHIIAHMS, ApPTPAITHH), MOSBIAIOIIEIOCS B
pannue (2-6 CyTKH) M OT/MaleHHBIC (Ha 2 HEeJelle) CPOKH, MPOIOJDKUTEIIEHOCTHIO OT HECKOJIBKHIX
4acoB /10 HECKOJBKHMX HeNeNb. B 3TOT meprnoa peKoMeHIyeTcs BO3JAEPKaThCs OT YIPABIICHUS
TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3MaMHU.

®opma BbIIIYCKA.

CeiBopoTKa mpoTHBOOOTYIMHMYEecKas Tuna B - mo 5000 ME B ammyne. O6beMm B ammylie
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3aBHCHUT OT CIIEU(PHUECKON aKTUBHOCTH Iperapara.

ChIBOpOTKA JIOIIaAuHAas O4YMIleHHas pa3BeaeHHasd 1:100 — o 1 mi B ammyse.

Bemyckatorcss B koMmiuiekte.  Kommiekt  coctouT w3 1 aMmynbl  CHIBOPOTKHU
MPOTUBOOOTYIMHUYECKON 1 | aMIysIbl CBIBOPOTKH JIOIIAAMHOW OYMINEHHON pa3BeaeHHou 1:100.
[To 5 KOMIUIEKTOB BMECTE ¢ MHCTPYKIMEH MO MPUMEHEHHUIO M CKapU(PHUKATOPOM aMITyJbHBIM B
IayKe U3 KapToHa.

[Ipy ucnonb30BaHMM ammyjd C HAceUYKaMH, KOJIBLIOM H3JIOMa WU TOYKOH Ui BCKPBITHUS
ckapuuKaTOp aMIyJIbHBIA HE BKIIABIBAIOT.

YcaoBusi xpanenms. [Ipu temmeparype or 2 go 8 °C. He 3amopaxkuBaTh. XpaHUTh B
HEJOCTYITHOM JIJISl IETEel MECTe.

Ycaosust tpancnoprupoBanus. [Ipu remneparype ot 2 1o 8 °C. He 3aMmopaxuBaTh.

Cpok rognoctu. ChIBOPOTKH MPOTUBOOOTYyNMHUYECKOW Tuma B - 2 roma; chIBOpPOTKU
JomaauHON ounieHHoW pasBeneHHo 1:100 - 3 ronma. He mpumeHsTh 1O MCTEUEHUUM CpOKa
TOJTHOCTH.

YcaoBus ormycka. J{is 1e4eOHO-POPUITAKTHUECKUX YUPEKICHUN.

Baapenen perucTpanMoOHHOI0 y10CTOBEPEHHUS.

AO «HITO «Muxkporeny.

Poccus, 115088, r. Mocksa, yi. 1-1 JlyopoBckas, 1. 15, cTp. 2.

IIpousBoaurens.

AO «HIIO «Muxporen».

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

Anpeca Ipou3BOJICTBA:

Poccusi, 355019,  CraBpononbckuit  kpad, 1.  CraBpononb, yi1.  buonornueckas,
1. 20, ren. (8652) 24-40-84;

Poccus, 450014,  Pecnybmuka ~ bamkoprocran, 1. Yda, yn.  Hoopoccwuiickas,
1. 105, Ten. (347) 229-92-01.

Opranunsanusi, IPMHUMAIOLIAS NPEeTEeH3HU MOTpeduTeIeH.

AO «HIIO «Muxporen».

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