MHHHUCTEPCTBO 3APABOOXPAHEHHS POCCHICKOIi ®EITEPALIMH
HHCTPYKLIMS
10 NPHMEHEHHIO TeKapeTReHHOro npenapara 1/1s MeaumHckoro NpHMeHeH s
buBak noauo

Perncrpaunonnmii Homep: J111-003511

Toprosoe nanmenosane: BuBak nomo (Bakiua NOTHOMHENHTHAS nepopansHas, ABYXBATEHTHAS, JKHBay arrenynposasnas 1, 3 tunog)
I'pynnuposounoe HAHMEHOBAHME! BaKLMHA 1715 NpOQUAAKTHEH noNHOMHeHTa

Jlekapcereennan dopma: PAcTBOp 1A NpHeMa BHYTpL

Cocras

1 no3a (0,2 mn — 4 Kamiu) conepsxur:

Axmusnstii kovnonenm: BHPYC nomHOMuenHTa, aTTenynpoRanmpe wrammer Cabnna

I Tuna ke menee 10 TLYs, 3 una pe Menee 10™ TIs,

HHOEKUHOHHBIX enum ( HE) Bupyca, BBIPAKEHHEIX B TKAHEBLIX UHTONATOreHHEBIX 103ax (TI{/s,):

Benosozamervnwe BeUeCmea; MAruug xnopun 0.018 r; kanamuimy 30 mxr.

Onucanne

ITpospaunas swuakocts or KEATOBATO-KPaCHOIo 10 PO30BO-MaTHHOBOrO LBeta Ges ocaka, Ges BHIMMBIX TIOCTOPOHHHX BE/TIOUEHMI,
d)apmxorepanenm-wcxaﬂ rpynna: MUBII - sakiung,

Koa ATX - JO7BF04

Hvmynonornueckne CBOlicTBa

Bakunna npencrasnser cogoii UPENApAT U3 ATTEHYHPOBAHHEIX WTAMMOB Cabuna supyca nommommenra 1. 3 THnos, Bhipamennbx 14 MEPRHYHO}
KYABTYpE KNeToK nowek adpuxanckmx 3CTEHBIX MapTRIINeK WiIH Ha TEPBHYHON KYIBTYPe KiIeTok mowek aDPHKAHCKIX Jemenpix MAapThILIEK ¢ OZHHM
faccameM Ha nepesHBaemoii KYABTYpEe KIETOK muHun Vero, n COICPHKHT 1IBA THNA BHpyca (NByXBaNcHTHas BAKIHHA) B BHie pactmopa ¢ 0.5 %
THApOH3aTa NakTATEGYMitHa B pacTsope Dpna. Bakiuna cosnaer CTOHKHIT UMMyHUTET K BHpYCy nonnomuenuta 1, 3 tinos ¥ (90-95) % npueurhix,
Noxasanus ans NpHMEHeHHA

AKTHBHas npotinarTika OJIHOMHeTHTa,

Mporusonokazanus 1is npHMeHeHus

Wvmynoaedumnrroe COCTOAHHE (NepBuyHOE), VIOKA4ECTBEHHbIE HOBOOBPAIORAHHS, HMMYHOCYTIpecens (npuensku MPOBOAAT He pakee, Wem yepes 3 mec
flociie okoHYaHNA kypea Tepanun);

Bepemennocts;

Iunepuysersurensuocrs x moboMy KoMIoHeHTy BakHHbL:

CHabHag peakius (Temnepatypa srie 40 °C) yn OCIOKHEHHE Ha npedkIYIlce BBeeHIe npenapara;

Mephi NPe10CTOPORHOCTH Npn NpHMeHeHHH

Bakunna ne nomkua BBOZIMTLCA napeHTepansho!

B cayuae protor nay AHAPEH BO BPEMS BBECHHS BAKLMHEL i HETNIOCPEACTBERHO MOCTIe BBefIeH s, MOBTOPHAA 1034 BAKLHHEI MOKET BEITE BBE/IeHa noce
HCHE3HOBCHHSA JAHHBIX CHMATOMOR,

B cayuae npencrosmeii TLTAHOBOIT Onepanun npueHBKy CIIeYET MPOBECTH He NoTke e 3a | MecAl 10 onepanuu. [py ONEPaTHBHOM BMelLIATeNbCTRE 1o
IKCTPEHHEBIM MOKa3aTesm HMMMYHH3ALHIO He clieyer NMPOBOLUTE paHblle, HeM Yepe3 3-4 Henemy nociie onepauus.

B ceam ¢ NOTEHUHANLHEIM - pHCKOM BOIHHKHOBEHHS amHOY y HeZoHOmeHHbx MIanesues (meree 28 wmenens) u y Zerteii ¢ pecnupaTopHoii
HEAOCTATOUHOCTBIO B aHamuese, HeoBXonuMo  ocyumecTaisTy MOCTOAHHBIN  MOHHTOPHHT ABIXaTEALHON IeATENLHOCTH B CBS3H C BO3MOKHOCTBIO
BOIHHKHOBEHHSA amHod B Tevenue 48-72 .

Ocodbie yrazanns

Bee miua, kotopeiv gomsin; TIPOBOANTECS NpoduaakTHYeCKHe NPHBHBKH TOMKHB! GbITE OCMOTpEHBI Bpayom (dbemsawepom).

B nerckux OPraHH30BAHHBIX  KOMIeKTHRAX Heobxoaumo [IAHHPOBATh  TPOBE/ICHKE MPUBHBOK MPOTHE MOTHOMHENTHTa BCeM geTsm g rpymne

MIPHBHBKH,
Hns orpanuyenus LUHPKYTALHH BAKUHHHOrO BHpyca CPEAH JHLL, OKPYKaIOUMX NPHBHTOrO, CleayeT cobmonate npasuia muyHOj THI'HEHBI pebenka nocie
NPHBHBKH (OTIenbHag KPOBaTe, TOPUIOK, OTAenbHble OT APYTHX aeTeli nocTensHoe fenpe, 0AeAIa H HeOGXOAMMOCTL H30Ms N NPpHBHTOTO pefenka B
CEMbE OT DONLHBIX HMM YHOZehHIHTOM),

B cembax, rae ecrs ne MPHBHTbIE NETH - 10 Bo3pacTy ( HOBOPOXICHHBIE) HITH MMeloLIHe TPOTHBONOKA3aHHA K NPHBHBKAM NPOTHB NMOTHOMHENHTA, 11
HMMYHH3ALHH TeTeil, OTHOCH I CY Kk Le/eBbIM Ipynnam, creayeT npumensts Bakuuny MI1B.

Bee npusnsku nporus MOMHOMHENHTA PerncTpHpYIoT B YCTAHOBACHHBIX YYeTHBIX (hopmax ¢ YKa3aHHeM HaHMeHOBaHHA npenapata, 1aty NPHBHBKH, 1031,
HOMepa cepuu, peaxiunn Ha npy BHBKY.

Heucnonesosannas sakunna us BCKPLITOTO ()1aKOHA MOXeT XpaHHThes He Gonee 2-x cyTox npu TeMneparype ot 2 10 8 °C Bo (hnaxone, mioTHo 3aKpLITOM
KaneJIbHUIEH WIH pe3HHoBofi npodKoii.

[penapar so daakone ¢ HAPYLIEHHOH LeoCTHOCTEIO, MAPKHPOBKOM, a TAKiKe NP HIMEHeHIH ero usivecknx ceoiicts (upera, APO3PaYHOCTH U 1p. ), npy
HCTEKIIEM CpOKe ronHocTH, npy HAPYIICHIH YCTOBHIt Tpancnopriporanmy i XPAHEHHA HE NPHTOACH K NPHMEHEHHIO, .

Ipumenenue npn GepemennocTu u B IEPHON FPYIHOTO BCKAPMAHBaHuS

[Tpumenenne npy Gepemennoctu MPOTHBOMOKA3aHO,

BosmoxsocTs 1 ocoBennocts, MENHIMHCKOTO NPHMEHeHNA BAKLIHHLI KCHLLHHAM B NIEPHOI rPYIHOrO BCKapMIHBAHHA He H3vuatacs,

Croco6 npumenenns u 10311

Buumanue! Bakumna NpeiHa3HaYeHa ToasKo 1ng [IEPOPanbHOro NpHMeHeHuy,

Bakuuny npumensior o 4 Kanau ua npuem. [pupusounyso 03y BaKUMHEI 3aKaNLIBAIOT B POT MpHAAraeMoii K ¢itakoHy kanensuimelt wm MHIETKOH 3a |
Hac 10 ewt. 3anuBars BakimMuy Bosoi WK KaKoH-1H60 Apyroi kuakocTsio, a Takke CCTh HIIH MHTB B TEYEHME Yaca Nocie TPHBHBEH He pa3pelaercs,

B coorsercteun ¢ AeHcTByomeli penakumeii Haunonansnoro Kallennaps npodurakTHYeckHx npusmBok NEPBas W BTOpas BaKUMHALHSA NpPOTHE
MONTHOMHENIHTA TIPOBOAATCA meTsM BAKUHHON 118 mpodmmakTHiy NOTHOMHETHTA HHAKTHBHPOBAHHO (UIIB). B cootsetcramm ¢ HHCTPYKUMeH 1o
npumenenuo MIB,

Tpetbs Bakuuuaums u HOCIeNyIOlUIHe peBaKtHHAIMI NpoTHRE MOHOMHETHTA IPOBOASTCH 1ETSM BAKIMHOGN AT APOGHAAKTHRH MOIHOMHETHTA KHBO}
nepopaisnoii (IT1RB).

Tpu nepeeie npususky COCTABIAIOT KYPC BAKIHHALLMH,
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[pusuBKy
Bakuunauus Pepakumnnaims
HIIB [nB 1B
1 2 25 4% 5% 6*
Bospacr 3 mec 4.5 mec 6 mec 18 mec 20 mec 14 ner
pedenka

* ICTAM, POMACHHBIM OT matepeil ¢ BUY-undekuneii, aeram ¢ BUY-undexumed, aetam, naxomawmmes s loMax pebenka, — TpeThs BAKUMHALMA U
TTOC/IEAYIOUINE PEBAKUHHALIHH TPOTHB NOTHOMUETHTA 11 posoaates UITB — paxkuunoii s NPOGHIAKTHKN MOTHOMHeHTa ( HHAKTHBHPOBAHHOH ).

Hetam Bonee crapurero BO3pACTa, HE NONYYHUBLIMM NPHBHBKH MPOTHB MOIHOMHETHTA B YCTAHOBJICHHbIC CPOKH, MIaHOBas HMMYHH3aLHs NPOBOAMTCA 110
TOH e cXeme (nepBas W BTOpas BakLMHALLIS - UTIB, Tpethsa RakuuHaums u nocaenyroume pesakunnaun - [I1B),

B coorsercteun ¢ jeiictyiomeii PelaKuyell  Kanenaaps npotuiakTHYECKHX MPHBHBOK MO SMHIEMHYECKHM MOKA3aHHSM  BaKUMHALHS NPOTHB
TTOJIHOMHEINTA 110 3MHACMHYECKHM NOKA3AHHAM POBOMMTCS NEpPOPanbHOH NOMHOMHETHTHON BAKUMHOI, [pn peructpaunn cayyas NOJHOMHENHUTA,
BLIZBAHHOTO [HKHM MOJHOBHPYCOM, BBIAENGHHE IHKOTO [10]] HOBHpyca B GHONpoGAax ueloBeKa WIM M3 0OBekToR OKpPYAaoLIel cpe/sl NpoBOIAT
00A3aTENBHYI0  BAKUHHALIHIO CICHYIOLHM KATeropuaM rpakiad (KOHTAKTHBIE NHUa B ovarax MONHOMUEINTA, B TOM HHCIAE BBI3BAHHOTO THKHM
MOJIHOBHPYCOM (MM NIPH MOJL03PEHIHH Ha 3abonesanue):

- JeTH ¢ 3 Mecaues 10 18 et — OIHOKPATHO;

- MEHUHHCKHE PabOTHHKM — OJIHOKPATHO:

- ACTH. TPHOLIBUIHE M3 HACMHUYHBIX (nebaarononyunsix) no TNOTHOMHENIMTY CTpan (PernoHoB), ¢ 3 mecsuer mo 15 -I€T — OJHOKPATHO (MpH HAAHYMK
AOCTOBEPHBIX NAHHBIX O HPEALUECTBYIONIMX NPHBHBKAX) HiH TPEXKPATHO (IIpH HX OTCYTCTBHH);

- uua Oes oIlpe/IeNleHHOro MecTa KHTEeTbCTBa (npu ux BbiABNEHMH) ¢ 3 mecsuer g0 15 et — ONHOKPATHO (NPH HAIHYHH JOCTOBEPHBIX AAHHBIX O
HPCALICCTBYIOWHX IPHBUBKAX ) HIIH TPEXKPATHO (NIPH 1X OTCYTCTBHH);

- JIMUA, KOHTAKTHPYIOILHE ¢ MPHOBIBIIMMHM M3 3HASMHYHBIX (Hebaaronomyunbix) no MOJMOMHEIHTY CTPaH (PErHOHOB), ¢ 3 Mecsaues KH3HH Ges
OTPAHHYEHHSA BO3PACTA — OJIHOKPATHO;

- DHUA, padoTalune ¢ KUBBIM MOTHOBHPYCOM, € MaTtepuatamu, HHOUUMPOBAHHBIMH (MOTEHUMANBEHO  HHHUMPOBAHHBIME) AHKMM BHPYCOM
NOAHOMHENHTa, Bes Orpannyenns Bolpacra, OLHOKPATHO MPH NpHEMe Ha padoTy,

TobGouneie aeiicTeun

HenonbsoBaiick crenyiomme KPHTEPHH OLEHKH YaCTOTHI BCTPEYACMOCTH HEKENATe bHEIX SBICHHIL: Heuacto (= 1/1000 zo <1/100), peako (= 1/10000 10
<1/1000), ouens peako (<1/10000). Peakiuu (KpoMe aniepruyeckux peakumii HemeaTeHHOro THNa B MIEPBLIC HECKOILKO HACOB [10CHE MPHBUBKH), KaK
1PaBHIIO, HE MOTYT MOABHTBCA PaHble 4-r0 JIHS H Gonee Yew yepes 30 aHel nocie BBeIeHHs BAKIIHHDI,

Peako-necnennduveckne cummrrompr: NOBLIUICHHE TEMNEPAaTYphl, PBOTA, FONOBHAS 0OMb, He 00sA3aTeNbHO CBA3aHHBIE ¢ N PHEMOM  mepopankHoii
NOTHOMHENTHTHOH BAKIIHHEI,

Ouenn peixo - y oTaeasHbIX MPHUBHTEIX MOTYT HAOMIOAATBCS AIIEPIHYECKHE PEAKIIHH B BHJIC KpanuBHHLLI MK 0Teka KeuHke.

Enunnynsie ciyuan - kak ¥ TIPHBHTRIX, TAaK W y JIHL, KOHTAKTHBIX C OPHBUTBIMH - BOSHHKHOBEHHE BAKUHHOACCOLMMPOBAHHOTO NapaTHTHYECKOr o
nonyomuennta (BAIII). Ins npodunaxruxy BATI HEPBLIC IBE BAKUMHAIMH NPOTHUB MOJHOMHETHTA POBOIAT BAKIMHOH M I1B.

Ilepenosuposka

[epenosuposka He npusoanT K HEWKENATEBHEIM TTOCIENCTBHAM.,

Bsaumoneiicteue ¢ apyrumu JIEKAPCTBEHHBIMH NPenapaTamu o

Ipususky npotus nonmomuennta Pa3peliaeTca MpoBOIMTE B OAMH [IeHb ¢ BAKUHHALMES AKAC-sakunnoii (AIC win AJIC-M AHATOKCHHOM ),
AONYCKACTCHA OIHOBPEMEHHOE BBEIEHHE TTONHOMHETHTHOI BAKUHHBI C ApYruMu npenapartamu HauwoHatsHoro Ka/IeHAapA NPOQHIAKTHYECKIX IDHBHBOK.
Hmmynocynpeccopsr moryt YMEHBUIMTL UMMYHHBIH OTBET HA BAKIMHALLIO NEpOPATLHON MOAHOMHENHTHON BAKLHHOI, COCOGCTEOBATE Pa3MHOKEHHIO
BAKIHHHBIX BUPYCOB H YBENHYUTL BPEMS BhIACTCHHS BAKLIHHHbIX BHPYCOB € KaJI0M.

Dopma Beinycka

Pactsop su1s npuema siyTps.

ITo 2,0 mx (10 103) Bo dnakone. 10 (PIIAKOHOB BMeECTE ¢ MECTPYKUMeil 10 MPHMEHCHHIO 1IOMELLAIOT B Ma4Ky H3 KapToHa.

Ocobennocru aeiicteus Npenapara npH nepeom npueme

OcobGennocreii geiicTens lIpenapara npH nepeoM npHeMe He HabMIONAIOCE,

Heiictaus Bpaua n naunenta TP NpONyCKe NpHEeMa 01HOH HIH HECKOILKHX 103

Yanmnenne unrepranos MCKAY NPUBHBKaMH IOMYCKAETCHA B HCKITIOYHTEbHBIX ClIyHasX, MpH HAIHYHH METHLUMHCKHX MPOTHBONOKA3AHMIL, YKOpOueHHe
HHTEPBANOE MENLY NCPBBIMH TPEMS [PHBHBKAMH He ZIOMYCKAETCH.

Jonyckaercs cokpaiiienne HHTCpBANA MEkly TpeTbell W weTBepToil npusMBKamu 0 3 MECALCB B CIy4ac. €CIH HHTEPBATH MEKIY NEPBBLIMH TpeMs
NPUBHBKAMH OBLIH YANTHHEHEI,

Bimsinme na cnocoGuocts YUPABIATH TPAHCTIOPTHBIMH CPEACTBAME, MEXaHH3IMAMHN

He mamser wa crmocobrocts YNPABIATE TPAHCTIOPTHBIMH CPEACTBAMH M BLINONHATE paGoty, Tpebyrouryio noebleHHOi KOHUCHTPALHH BHUMAHHA H
OBICTPOTHI ICHXOMOTOPHEIX peaxumit,

Cpok roanocrn

2 rozia npu Temneparype munyc 20 °C 1 uuxe,

6 mecsiues npu Temeparype ot 2 ji0 & °C.

YenoBus Xpanenus _

B coorercreumn ¢ CIT 3.3.2.2329-08 (i3menenns u gonosHenus k CTI 3.3.2.1248-03) Bakumua xpauntes: ma | YPOBHE «X0MOI0BOH uemu» — mpw
remneparype mutyc 20 °C u nixe, npu TPAHCTIOPTHPOBAHKH BAKIIHHBI B TEMIIEPATYPHOM pekuMe ot 2 10 § °C AonyckaeTcs Hocaeayioliee NOBTOPHOE ee
3aMopaskHBatne 10 MuHyc 20 °C (Ha 2 ypoBHe «x01010B0i Len ). Ha 3-M 1 4-M ypoBHsX «X01010B0# ey BAKUHHY XPaHAT [IPH TEMMEparype ot 2 1o
8°C.

XpaHuTL B HEJOCTYITHOM /1A AeTeii MecTe,

Yenosus Tpancnopraposanus

B coorserersuu ¢ CIT 3.3.2,2329-08 npH Temneparype ot 2 go 8§ °C.

Ycnopus oTnycka

Hns 1e4e0HO-NPOMHIAKTHYECKHX 1 CaHHTAPHO-MIPOMHIAKTHYECKHX YupexIeHHH.

lOpuan4eckoe o, na uma KOTOPOro BBLIAHO PErnCcTPALHONHOE yaocroeepenue u lpoussoaurens

Denepansioe rocynapersennoe YHHTapHOe npemnpustie «[Ipeanpustue no UPOH3BONCTBY OAKTEPHHAHBIX K BHDYCHBIX npenapatos Hucruryta
IOTHOMHEINTA H BUPYCHBIX 3HUedaniToB uym. M.[T. Hymakosay, (OIVIT «[THIBD um. M.IT. Yymaxosan), Poccus.

AJlpec MPOM3BOANTENS U MeCTO NPOH3BOACTBA:

142782, r. Mocksa, nocesnenne Mockosckuii, nocénok MuetuTyTta noamomuenura,

Ten.: (495) 841-90-02. dake: (495) 841-93-21, (495) 549-67-60.

E-mail: sue_poliof@chumakovs.ru

Peknamauuu na npenapar HaNpaBJIATE B 1pec NpeanpHATHA-MPOH3BOIHTE TS,
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