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MUHUCTEPCTBO 3JIPABOOXPAHEHMS POCCUNCKOU PEJEPALIMN 1

COTJACOBAHO ‘

MHCTPYKIMS 110 MEJULIMHCKOMY TTPUMEHEHUIO
JIEKAPCTBEHHOT'O ITPEITAPATA
AJIBFABAK® M

BakuuHa 2151 NpoQHUIAKTHKH BHPYCHOIO renaTura A

PerucrpannoHHbIi HOMeD:
Toprosoe HaHMeHOBaHHE: AJIBFABAK®*M
I pynnupoBoYHoe HANMeHOBaHHe: Bakimua Juist TPOMUIAKTHKN BUPYCHOTO rernaTuTa A.

JlekapcrBenHasi popMa: CyCIIeH3Us JUIs BHYTPUMBIIICYHOTO BBEICHUS.

CocraB

1 npuBUBOYHAS 1032 JUIsL B3pOCJbIX (1 MJI ) COJIEPIKHUT:

Jleticmsyioujee sewjecmeo:

MHAKTHBHPOBaHHBIH anTHreH Bupyca rematuta A (Al BI'A) - ne menee 320 UOA E[T;
Bcnomozamenvhbie gewjecmea

amoMuHus ruapokcut, popmansaerni, 0,01 M docdaTHo-comneBoit 6ydepHbiit pacTBOp
(narpus ruapodocdara M0AEKATHAPAT, HATPUS XJIOPUJL, BOJIA 11 HHBEKIUH).
BaxiuHa He COIEP)KUT KOHCEPBAHTOB M aHTHOMOTHKOB

1 npuBuBOYHAas n03a Junst aereit (0.5 MJ1) COIEpIKUT:

Jleticmsyrowee eewyecmeo:

MHAKTHBHPOBAaHHKIN anTHren Bupyca rematura A (AI' BI'A) - ne menee 160 UDA EJI;
Bcnomozamenvhuie gewjecmea:

amoMHuHHs ruapokcua, dopmanbmerua, 0,01 M docharno-coneBoit OydepHblii pacTBOp
(satpus ruapodochara JoAeKaruapar, HaTpUs XJIOPHJ, BOJA UL HHBEKLHH).

Bakuuna He COZIEPKUT KOHCEPBAHTOB U AHTHOMOTHKOB.

Onucanne: Crerka onalecUMpyromas CyCIleH3usl, TIPH OTCTaWBaHUM pa3leNsiercs Ha 2 CIos:
BEPXHHMI1 — po3paunas, GecuBeTHas KHIKOCTh; HIKHHI — 0caJloK 0eJI0ro nBeTa, JIerko pasou-

BAIOIMHCS TP BCTPAXUBAHKUHU, 6€3 00pa3oBaHusl XJIONBEB H NOCTOPOHHHUX BKJIIOYCHHUI.
dapmakorepanesTuyeckasi rpynna: MUDBII — Baknuna.

Kox ATX: JO7BCO02



XapakTepHcTHKA

AJIBTABAK® M - Bakumna uts mpouIakTHKH BUPYCHOTO renaTtuTa A. Bakimua npezcTapiser
oGO CYCTIEH3HIO MHAKTHBUPOBAHHBIX BUPHOHOB BUpYyca remartuta A (LITamMM JIBA-86), BBIpaleH-
HBIX Ha Pa3pelléHHOM JUIs IPOM3BOJICTBA BAKIMH KyJIBTYPE NEPEBUBAEMBIX KIETOK 4647, OuHIleH-

HBIX, KOHICHTPHPOBAHHBIX U a[ICOp6HpOBaHHI>IX Ha reje alrtoMUHUA THAPOKCHUIA.

NMMyHOJIOTHYeCKHE CBOHCTBA
[TonHBIA Kypc BakKIMHALMK, COCTOSINMH M3 JBYX INPUBHBOK, NPOBOJMMBIX C MHTEPBAIOM
6-12 MecsileB, aKTUBMPYET JOMOTHUTEIBHYIO HApaOOTKy aHTUTEN B BEICOKHX THTPaX M CO3/laHHe

JUTATENBHOTO HANPSYKEHHOTO MMMYHHUTETA K BUpYCy renartuta A 0 100 % mpHBHTBIX.

IMoka3zaHus K NPUMEHEHHIO

[TpoduakTHKa BUPYCHOTO TenaTiTa A y B3pOCIbIX U JIETEH C TPEX JIET.

BaknuHaIUK MOUIEKAT JIHIA, KOTOPBIE ITOABEPraroTcs WK OyayT MOABEPraThCs PUCKY 3apake-
HHSI BUPYCHBIM I'elIaTHTOM A

1. JTua, MPOXKMBAIOIIKE HA TEPPUTOPHUSX C BEICOKHM YPOBHEM 3a00J1€BAEMOCTH IE€NaTHTOM A;
2. Jluia, BbIE3KAIOIIHE B PETHOHBI ¢ BHICOKMM YPOBHEM 3a00JICBAEMOCTH TeNaTHTOM A (BOECH-
HOCJTYXKalllue, MyTeIECTBEHHUKU H JP.);

3. JIuna, KOHTaKTHBIE B OYarax;

4. Jluna, noaBepKeHHbIE MPO(YECCHOHATPHOMY PUCKY 3apakeHHsi: MEIMIMHCKUI TepcoHal H
TIEPCOHAJI M0 YXO1y 32 OOMbHBIMH (B 0COOEHHOCTH, B MH(EKIIMOHHBIX, FACTPOIHTEPOIOTHUECKHX
M TIeMATPUUYECKUX OT/ENEHHUSX); MEPCOHAN JETCKHX MOIMIKOIBHBIX YUPEXKNEHHH; pabOTHHKH
KaHAJIM3alHOHHBIX U BOJOIPOBOIHBIX CITYXKO; IEpCOHAN MHUIIEBOM MPOMBIIITICHHOCTH H
MpEeANPUATHH 00IECTBEHHOTO MUTAHUS;

5. JIuna u3 yncia ocoObIX TPy prucka (MAHEHThI C XPOHUYECKUMH 3a00JIEBaHUSIMU TICYCHH
WY TTOBBIIIEHHBIM PHCKOM 3a00JieBaHMs NeueHH; O0IbHbIE reMOQHIHEN; TAMEHThI ¢ MHOXKEe-
CTBEHHBIMH TeMOTpaHC)y3usIMH; HApKOMAaHbBI, TOMOCEKCYaIUCThI; JIMNA, Beaylue Oecrops-
JIOYHYIO MOJIOBYIO JKU3HB).

[TpuBHBKH TaK)Ke MOTYT OBITH IPOBE/ICHBI IPYTUM I'PYyIINaM HaceJIeHHUs.
IIporuBonoka3zanus

- CunpHast peaxius (Temnepatypa Beie 40 °C, B MecTe BBEJICHHS BaKIIHMHBI - OTEK U THIIEPEMUS
CBBIIIIE 8 CM B JHAMETpe) WM T'MIIEPUYBCTBHUTEIBLHOCTh Ha INPEbIIYIIEe BBEICHHE BaKIHUHBI

AJIbTABAK® M

- [loBbrnenHas HYBCTBUTCIIBHOCTD K JHOﬁOMy 13 KOMIIOHEHTOB BaKIIMHBI.
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- OcTtpble HH(EKIMOHHBIE W HeHH(EKIHOHHBIE 3a0071eBanus, 000CTPEHHE XPOHHYECKHX 3a00-
JIeBaHMIl ABJISIOTCS BPEMEHHBIMHU IPOTHBOMOKA3aHMAMHI JUIS TIPOBEIEHUS IPUBUBOK. [11aHOBBIC
IPMBUBKY TIPOBOMAT Yepe3 2-4 HEJeIHM I10CiIe BBI3IOPOBICHHS WM B NIEPHOJl PEKOHBAJICCIICH-
wun vy pemuccuu. [pu Hetspkensix OPBU, 0CTpBIX KHMIIEYHBIX 3a00/ICBAHUAX IPUBHBKHA PO~
BOJIAT OCJIE HOPMAJIU3AIlMU TEMIIEPATYPHI.

- JleTckuii BO3pacT 10 3-X JIET.

C 0CTOPOXKHOCTBIO

C 1eNbIO BBISBJIEHHUS IPOTHBONOKA3aHuii Bpay ((hebamep) B I€Hb MPUBUBKH JIOJKEH IIPOBECTH
OCMOTp H OIPOC IIPUBHBAEMOTO C 00513aTEIbHON TEPMOMETPHEH.

MecTa mpoBeIeH s TPHBUBOK JO0JDKHBI OBITH 00€CTIeUeHbl CPEICTBAMH [IPOTHBOLIOKOBOH Tepa-
nuu. BakIMHUPOBAHHBIN JIOJDKEH HAXOIUTBCS MO MEJMIHMHCKMM HAOJIOJCHHEM B TEUCHHE

30 MUHYT 1OCJI€ UMMYHH3ALIUH.

Ipumenenne npu 6epeMEeHHOCTH H B MEPHO/ IPYAHOr0 BCKAPMJIHBAHHA

Knunnyeckue vccnenoBaHus 110 BIHSAHHIO BAKIIHHBI AJIbTABAK® M Ha mion y GepeMeHHbIX
JKEHIIMH ¥ Ha TPYJHBIX JIETel MpPH BBEJCHUU BAKLMHBI KOPMAIIMM MaTepsiM HE IPOBOIMIIHCE.
Pemenne o BakiuHanuu O€peMEHHBIX )KEHIIMH M KEHIIMH B IIEPHOJI TPYTHOTO BCKapMIIMBAHUA
BO3MOJKHO, €C/IM IIpejroiaraemMas moiib3a Ul MaTepy NPEBbIAeT MOTEHINAIBHBIA PUCK JUIs

110/1a U pedeHka.

Cnoco0 npuMeHeHHUs H 103bI

Cnocoo eseoenun

BakuuHy BBOJST BHYTPUMBILICYHO B 00J1aCTh IeTbTOBHIAHON MBIIIIBI (061aCTh II€Ya).

I[Tepen BBenenunem AJIbI® ABAK® M Heo6X0/MO MPOBEPHTH Ha OTCYTCTBHME TIOCTOPOHHUX BKIIFO-
YeHUH WM U3MeHeHHs BHemHero Buja. Ilepes HabopoM 036l B LIIPHIL aMITy Ty ¢ BaKIIMHON HE0O-
XOJIMMO SHEPIMYHO BCTPSXHYTH JI0 00pa30BaHuUsI OJHOPO/IHOM CIIerKa MyTHOBAaTOM CycrieH3uu Oejio-
ro IBeTa.

He ucnonp30Bath mpemnapar, MoJBepriIfics 3aMOpakuBaHUI0. EciM conepKumMoe amIrysibl He
COOTBETCTBYET OIMCAHMIO Iperapara WA COACPKHUT MOCTOPOHHHME BKIIOYEHHUS, TO YIIaKOBKa C
BaKIIMHOM MOJUICKUT YHUUTOKECHHUIO.

BCKpbITHE aMITyJIBI ¥ [IPOLIEYPY BaKIIMHALIMK TTPOBOJAT MPH CTPOTOM COOJIIOJICHUHM TIPaBHII acerl-
THKH.

Bakyuny Henv3s 6600ums 6HympueenHo!

BakiuHy He peKOMEHIyeTCsl BBOJWTH BHYTPHMBILIEYHO B STOJAWYHYIO 00JaCTh, MOIAKOXKHO WM

BHYTPHUKOXXHO, TaK KaK 3TO ITPUBOJAUT K (l)OpMI/IpOBaHHlO 0oJiee HU3KOro HMMYHHOT'O OTBETA.



Cxema eakyuHayuu

TToJHBIA Kypc BaKIMHALMH, 00€CTICYMBAIONIIT JUINTENBHYIO 3aIMTY OT MHMHUUMPOBAHHS BUPYC-
HBIM TEIaTHTOM A, COCTOMT M3 2-X NPUBHMBOK (BaKIMHALWK M PEBAKIMHALMHU), IIPOBOJMUMBIX C
HHTEpBAJIOM 6-12 MecslEeB.

JleTsim ot 3 j1eT ¥ noApocTKaM J1o 17 JieT BKIFOYUTEIBHO:

BaKI[MHY BBOISAT B pa3oBoii no3e 0,5 mir;
PEBAKIMHALMIO TPOBOAT Yepe3 6-12 MecsineB B pa3oBoii 103€ 0,5 M.

B3pociibiv B Bo3pacre 18 et u crapiie:

BaKIIMHY BBOJIST B Pa30BOii 103€ 1 mur;
PEBAKIMHALIMIO TIPOBOIAT depe3 6-12 Mecsies B pa3oBoi 103e 1 MiL.
B MCKITIOUNTENBHBIX CIydasX JOIMYCKAeTCs MPOBEICHHE PEeBAKIIMHAIIMK B 00JIee MO3IHHE CPOKH MO-

CJIC BBECICHHUS nepBoﬁ J103BI.

[lo6ounoe aeiicTBHe

Baximna AJIbBTABAK® ssrsiercs ciraGo peakToreHHoi. YacToTa pasBUTHs HEXKeNATeNbHBIX Peakii
(HP) onpezensiiach e Iy olmM 00pa3oM: oueHb yacteie > 10 %, gacteie > 1 % u <10 %, HeyacTsie
>0.1%u <1 %, penxue > 0.01 % u <0.1 %, ouens peaxue < 0.01 %.

Kareropuu yactorsl 66U cHOPMHPOBAHB! HA OCHOBAHUH JIAHHBIX KIMHHYECKHX HCCIIEI0BAHUN
BaKI[MHBI ¥ MTOCTPETUCTPAIIMOHHOTO HAOIIOICHHUS.

OO1re paccTpoiicTBa M MECTHBIE PEaKIMU:

OYEHb YaCcTO — OOJIE3HEHHOCTh U THUIEPEMHUS KOXKH B MECTE HHBEKIIHH;

4acTo — rojioBHas 00JIb, FOJIOBOKpYXeHHE, MOBbIIIeHHE TemmepaTypsl (>37,0 °C), cirabo Bbipa-
JKEHHBIA HHOUIBTPAT B MECTE HHBEKIUH;

OYEHb PEJIKO — MOJAEPIUBAHUE MBIIII] B MECTE UHBEKIHH.

Bce HexenarebHble peakiiy ObUIH KpaTKOBpeMeHHBbIMU (He Gonee 24 4acoB) U He TpeboBaiu

MECIUKaMECHTO3HOTI'O JICYCHHU .

Ilepeno3supoBka

Ciy4dau nepe103upoBKU AJIBTABAK® M ne 3apEruCTPUPOBAHEL.

B3anmoaeiicTBHe ¢ APYrHMH JIEKAPCTBEHHBIMH CPeACTBAMH

AJIBI'ABAK® M MOXHO BBOIHTD OJTHOBPEMEHHO (B OJIMH JI€Hb) UM C UHTEpBaIoM 1 mecsn
C APYrMMH HWHAaKTHBUPOBAHHBIMHM BakIMHaMu HamnuoHalbHOro KajeHaaps npoduiakTuye-
CKUX MPHUBHBOK U KaJeHAaps MpOPUIaKTHYCCKUX TPUBUBOK IO SMUJIEMHYECKUM ITOKA3aHU-
M (3a UCKITIOYEHHEM aHTUPAOUYECKOH BaKIIUHBI).

BaKL[qul 66004M 0MOeIbHbIMU wnpuyamu 6 pasHsvle y4acmku meid.
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Bakyuny nenb3s cMeuueams 6 00HOM winpuye ¢ Opy2umu 6aKyuHamu.
AJIBIABAK® M MOHO HMCIIOJB30BaTh JUIS PEBAKIIMHALMA B TEX CIydasX, KOIJa IpeblIyiast
BaKIMHALMS OCYIIECTBIISUIACH JPYTMMH MHAKTUBHPOBAHHBIMU BAaKIHHAMHU U NPOQHUIAKTHKH

rernatuta A.

®opma BbINyCKA

Cycriensus Juis BHYTpUMbIeyHoro Beeerns 1o 0,5 mi (1 gerckas no3a); 1 mut (1 B3pociias J103a)
B amITyJiax.

[To 10 ammyn ¢ BKIajblIeM «3MeiiKka» M3 KapToHa B KOPOOKM M3 KapTOHa ¢ MHCTPYKLHMEH IO

NIPUMEHEHHUIO ¥ CKapU(PUKATOPOM aMITyJIbHBIM (€CITH HEOOXOIHUM).

Ocobble ykazanus

BakiuHa He 3ampmaeT ot BUpycHbIX renatutoB B, C u E, a Tax e Jpyrux HHQEKUHMOHHBIX 3a-
0oJIeBaHUI TTEUEHH.

Bakupnanus, npoBejieHHas B HHKYOAIMOHHbIH nepruo 3a00/1eBaHus TeNaTUTOM A, MOXKET OKa-
3aThCs HEJOCTATOYHO 3()(HEKTUBHOM.

V JHI, IPOXOAAIIMX JIeYeHHe UMMYHOCTHMYJISITOPAMH HJIH MMMYyHoJenpeccantamu u BUY —

I/IH(I)I/IHI’IpOBaHHI)IX MOXET HaOII0AaThCS ciaa0bId HMMYHHBIﬁ OTBET Ha BBCJICHHUC BAKIIHHBI.

Bausinue Ha cnocOOHOCTH YIIPABJSITH TPAHCIIOPTHBIMH CPeICTBAMH, MEXaHH3MaMH

[Tpumenenue AJIBTABAK® M He 0Ka3bIBaeT OTPHUIIATEILHOTO BIMSHHAS HA BBIIOJHEHHE BHIOB
NeSTeNLHOCTH, TPEOYIONMX MOBBINICHHON KOHIEHTPAIMH BHUMAHHS H OBICTPOTHI IICHXOMOTOP-
HBIX peakuuii (ynpapjieHue aBTOMOOHJIEM W JPYTMMH TPAHCIIOPTHBIMH CPEICTBaMH, paboTy ¢

JBUXYIITUMHUCA MEXaHU3MaMHu, pa60Ty JUCIIETYCpa U oreparopa u T.H.).

Cpoxk rogHocTu
2 roja.

He ucrionp30BaTh M0 HCTEUEHUH CpOKa roAHOCTH, YKa3aHHOT'O Ha YITaKOBKE.

YeaoBust XxpaHeHust
B cootserctBun ¢ CIT 3.3.2.3332-16 npu temneparype ot 2 10 8 °C. He 3amopaxuBarb.

XpaHHUTH B HEJOCTYIIHOM JUIA IETEH MeCTe.

Yc10BUSI TPAHCIIOPTHPOBAHHUS

B coorBerctuu ¢ CIT 3.3.2.3332-16 npu temnepartype ot 2 110 8 °C. He 3aMopaxuBaTs.

YcjioBust 0TIy CKA

Jlst neyeGHO-POoGHIIAKTHYECKUX YUPEKICHUH.



IIponsBoauTen

Bce crajimu mpou3BOJICTBA U BBITYCKAIOIUH KOHTPOJIb KaYeCTBa:

AO «Bekrop-BuAnsram», Poceust, 630559, HoBocubupcekas 06:1., TOPOJCKOH OKpyr pabovuit
nocenok KoibioBo, pabounii mocenok KombnoBo, HayuHo-npou3BOACTBEHHAs 30HA, KOPITYC

104.

Baajesen perscTpanHoOHHOIO Y/A0CTOBEPEHHs/OPraHM3alus, NPHHHMAKOMAS TPeTeH3HH
norpeduTe/Ist

AO «Bektop-BuAnsram», Poceust, 630559, HoBocubupekas 06:1., ropoJcKo OKpyr pabouuit
nocenok Kombioso, paGounii mocenok Kombioo, HayuHo-mpou3BoACTBEHHAs 30HA, KOPITYC

104, xa6uner 201, Tenr./paxc: (383) 336-75-50, 336-68-94, www.bialgam.ru.

["enepanbHbIi IUPEKTOP



