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MHCTPYKLIWA

10 IIPUMEHEHHUIO JIEKAPCTBEHHOTO IIpeIapara s MEIUIIUHCKOI 0 IPUMEHEHHU

XABPUKC®/ HAVRIX®

(BaKIHHA NPOTHB renaTHTa A HHAKTHBHPOBAaHHAs)

Perncrpannonnsiii Homep:

Toprosoe HnaumvenoBanme npenapara: Xaspukc® (BakuMHA [POTMB renatuta A

uHakTHBUpoBaHHas) / Havrix”,

I'pynuupoBoyHOe HAHMEHOBAHHE: BaKIMHA /Ul IPOQUIAKTHKH BUPYCHOIO renatuta A.

Jlelcapcrnelmaﬂ d)opma: CYCIICH3HA JUIA BHYTPUMBIIICYHOTO BBCJICHHUA.

COCTAB

Ha | npuBHBOYHYIO 103Y:

HanmeHoBaHHE KOMIIOHEHTOB KonuuectBo
0.5 M 1,0 M

(1 no3a st i (1 noza mist un

maamme 16 ner) ctapie 16 ner)
Heucmeyiowee eeuecmeo
AHTHIeH BHpYyca renatuta A 720 MDA enmauIg 1440 UDA eaunun
Benomozeamenvrele sewecmsa
AJTIIOMMHHS THIPOKCHI 0.25 mr 0,5 mr
ITosmmcopbat-20 0,025 mr 0,05 mMr
Hatpus ruapodocdar 0,575 mr 1,15 mr
Kams muruapodocdar 0,100 mr 0,20 mr
Hatpus xmopun 4,500 mr 9,00 Mr
Kamus xinopuj 0,115 mr 0,23 mr
AMHHOKHCIOTHBIH KOMITOHEHT' 1,50 mr 3,00 mr
Dopmanbaeruj He 6osee 0,05 mr He 6oaee 0,1 mr
Heomunmna cynbdar He 6onee 10 Hr He Oonee 20 Hr
Bona s uHbeKIui 10 0.5 M 10 1.0 M
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! AMHHOKHCJIOTHBIH KOMIOHEHT; L-ananuy, L-aprunuy, rauuus, L-ructugus, L-uzoneinun, L-
neiinus, L-ma3un, L-metnonun, L-pennnanannn, L-npomwn, L-cepun, L-tpeonns, L-tpunrodasn,

L-tupo3un, L-Banun.

XAPAKTEPUCTHKA IIPEITIAPATA

Xaspukc® — WHAKTHBHpOBAaHHAs BaKIMHA IS TNPOQHIAKTHKH BHPYCHOrO rematura A,
npejcTaBisiiomas co0OH CTEPHIBHYIO CYCHCH3MIO HHAKTUBHPOBAHHBIX (OpMaIbAEruioM
BUpHOHOB renatita A (mramvm HMI7S), BblpalleHHBIX B KYJIbTYpE JAMIUIOMIHBIX KIIETOK
yestoBeka MRCS, KOHICHTPHPOBAHHBIX H aJCOPOMPOBAHHBIX Ha aTIOMHHUSA THAPOKCHIE.

Baknuna cooTBeTcTBYyeT BceM TpeboBanusM BceeMupHOH opraHusauuy 3ApaBOOXPAHEHHUS K

MPOU3BOJICTBY MEAMIIHHCKHX MMMYHOOHOIOTHYECKHX MTPENnaparos.

OIIMCAHHUE

['omorennas cycnensus Oenoro usera. Ilpu crosnum obpasyercst OecrBerHas HajocagodHas
KHJIKOCTh W MEJUIEHHO BBINMAJAIONIHN ocagok Oenoro IBera, JIErKO pa3OMBAIOIMHCS IpH

BCTPAXHBAHHUH.

DAPMAKOTEPAITIEBTHYECKAS I'PYIIITA

MWUBIT-Bakiuna.
Koa ATX: JO7BCO02.

UMMYHOJIOTMYECKHE CBOUCTBA

®

Bakuuna Xaspukc® ofecneuymBaeT 3allMTy IPOTHB BHPYCHOro rematuta A, Gopmupys

JUITMTEJIBHBINA crelHuecKHii HMMYHHUTET [IyTeM HHAYKIUH BbIPAOOTKM aHTUTEII IIPOTHB BHpYCa
renatuTa A (BI'A).

Hmmynnosiic omeem

B Xose KTHHHYECKHX UCCIIeIOBaHHI OBUIO MOKa3aHo, 4To y 99 % BaKIMHUPOBAHHBIX NALIHEHTOB
CCPOKOHBEPCHS IIPOHCXOAMT B TeuyeHue 30 JHei mocie BBeJACHUs NMepBOH 10361 BaKUMHEL. [Ipn
W3YYeHHH KHHETHKH HMMYHHOTO OTBeTa ObLla MPOJAEMOHCTPUpOBaHA paHHAs H OblcTpas
CepOKOHBEpCHs mocne BBeeHHs | 1036l BakimuHbl Xaspukc®: y 79 % BaKIMHAPOBAHHBIX
nauueHToB Ha 13-ii jiensb, y 86,3 % na 15-i nens, y 95,2 % wa 17-i news uy 100 % na 19-i nens,
TO ecTh 3a Oonee KOPOTKOE BpeMs II0 CPAaBHEHHMIO CO CpeaHEHd MPOAOIKHTEILHOCTBIO
HHKYOAIIHOHHOTO TIeproa renatuta A (4 Henenm).

,aa’lume"leOCMb UMMYHHO20 omeema

C.2u31l



Jlns obecrieyeHusl [UITMTEIBHOM 3alIUThl HEOOXOIMMO BBEJCHHE BTOPOH (peBaKIMHHUPYIOIIEH)
JTO3BI B IEpHO/T 0T 6 710 12 MecaiieB mocie BBeAeHNs TIEPBOi 103bI BaKIMHBL. [ [pakTHYECKH Yy Beex
BaKIMHUPOBAHHBIX ITAIIMCHTOB CEPOKOHBEPCHS HACTyTana B TeHeHHE | Mecslla 1ocie BBECHHS
PEBAKIIMHUPYIOIEH 10351,

[1pu aToM, ecii peBakiHaIMs He ObUIa MPOBe/IeHa B Iepruo/1 0T 6 10 12 MecA1IeB nocie BBECHHA
11epBOii 10351 BaKIIMHBI XaBpukc”, BBEICHHE PeBAKUMHUPYIOLICH 10351 MOKET OBITH OTJIOKEHO HA
nepuox a0 60 mecsneB. B cpaBHUTENBHOM KIMHMYECKOM HCCIIEOBAaHHH TPH BBEJCHHH
pPEeBAaKLMHUPYIOIIEH 03Bl B TeueHue nepuoga Jo 60 MecsneB mocie BBEJICHHS NMEpPBOH 0361
BaKIMHBI HAOIIO1a/1aCh MHIYKIMSI BBIDAOOTKH aHTHTEI, CTeleHb KOTOPOH ObL1a CX0/IHA ¢ TAKOBOM
TIPH BBEJICHUH PEBAKITHHUPYIONIEH 0361 B epHO OT 6 10 12 MecsteB mocie BBeeHHS NepBOH
JIO3BL.

ITpu nmpoBeIcHUH KITMHUYECKUX HUCCIEA0BAaHHH ObUIO OIIEHEHO JUTHTEIbHOE COXPAaHEHHE YPOBHS
THTpa anTHTEN poTHR BI'A mocne BBeseHns 2 /103 BaKIMHBI XaBPHKC® ¢ MHTEPBATOM MEXTY
J03aMu ot 6 110 12 mecsiues.

Jlanuble, monydenHwsle 3a 17 ner wHaOmoseHHWH, CBHJIETEILCTBYIOT O  COXPAHEHHUH
CEpPOIIOJIOKHUTEIIBHOTO OTBETA Y BAKIIMHMPOBAHHbIX yepe3 17 J1eT nociie nepBHYHON BaKLMHALIMH
npenaparom Xaspukc® B 100 % ciyuaes (cxema Bakiunanuy 0—6 mecsiies). Ha ocHoBanuu 1HX
JIaHHBIX Takke Oblla pacCyMTaHa MPOTHO3UpYEMas MPOJIOIKHTEIHPHOCT HMMYHHOM 3alllHTEI,
kotopasi cocraBwina 30 ner y cBeie 95 % BakumaupoBaHHbIX W 40 ner y cBeiue 90 %
BaKIMHUPOBAHHBIX.

Ha ocHOBaHHM MMEFOIIAXCS JaHHBIX MOYKHO C/IeNaTh 3aK/TIOYCHHE, YTO JIHI[AM ¢ HEH3MEHEHHBIM
MMMYHHBIM CTaTyCOM I[I0C/I€ NPOBEACHUS Kypca BaKLHMHALUMH, COCTOSLUEIO M3 BBEIACHUS
BaKIIMHUPYIONIEH W pEeBaKIWHHPYIOMIEH /103, HET HEeOOXOIMMOCTH TPOBOIUTH TMOBTOPHYIO
PEBAKIIMHAIHIO.

JlocTynHele B HAcToOsLICE BpEeMsi JaHHbIC HE IHOATBEPXKIAIOT HEOOXOAMMOCTH B JajbHEHIIeH
pEBAKIMHAIIHH HMMYHOKOMIIETEHTHBIX JIMIT ITOcTe 2-1030BOT0 Kypca HMMYHH3aIHH.
Dnuoemuonocudeckas 3hghexmusHoCms 6 OMHOULEHUU BCRBILUEYHOU 3a001e6aeMoCmu
W3yuenne snMuaeMHOTOrHYecKoH >QGEeKTHBHOCTH BaKIMHEI XaBpuKc® MPOBOIHIOCH BO BpeMs
HHEMHYECKHX BCIIBIIIEK 3a00sIeBaHUs Ha pa3IudHbIX TeppuTopHsX (Anacka, CnoBakus, CIIA,
BenukoOpuranus,  Wspauns, Wramus). B 1poBeAeHHBIX — HCCIEIOBAaHHAX  ObUIO
[IPOJIEMOHCTPUPOBAHO, YTO BAKIMHALMSA BaKLUMHOM XaBpHkc® NPUBOAUT K JIMKBHIALMH OYAroB
3aboneBanusa. OxBar BaknuHanued wHa ypoBHe 80 % TO3BONAT JIMKBHIHPOBATH OYard
3aboneBaHus B Te4eHUE 4—8 HEelb.

Bausinue maccosou eakyunayuu na 3a60.1e6aemMocme

Cuuxenue 3a00/1€Ba€MOCTH TenaTHTOM A HaOmoOAaToCh B CTpaHax, rjae Obula BHeJpeHa
C.3mu31l



MporpaMMa HMMYHH3aIHH 2 JI03aMH BaKIHHEI XaBpHKC" JeTeil BTOPOTO rojia JKH3HH:

B B W3pausne B ABYX peTPOCMEKTHBHBIX HCCIEIOBAHUSX HA OCHOBAHMU 0a3 JAHHBIX OBUIO
nokaszano 88 % u 95 % cHuxkenue 3a00/1IeBa€MOCTH renaTuToM A B oOLICH mMOmyssiuuu
yepe3 5 u 8 jer nocne BHEJApPEHHS MPOrpaMMbl BaKIWHAIIMHA, COOTBETCTBEHHO. JlaHHBIE
HauuoHalbHOro Hazj3opa Takke I0oKaspiBaloT 95 % cHkeHHe 3a00/1eBaéMOCTH
rernaTuTOM A 1O CPaBHEHHIO C MEPHOJIOM, ITPEAINECTBOBABIIHM BHEAPEHHIO BAKIIHHAIHH.

. B [Taname B peTpOCHIeKTHBHOM HCCIIE0BAaHHH HA OCHOBAHWH 0a3 JaHHBIX ObUTIO TMOKa3aHO
90 % cHuxeHue uyucia coolleHuit o ciayyasx 3a00/eBaHHs IenaTiToM A B MONYJ/ISIUH
BaKIIMHAPOBAHHBIX U 87 % CHMKeHHE B 00IIEeH MOMy/IsSIHYA Yepe3 3 rojia nocjie BHeJAPeHHs
nporpaMMel BakiuHauuu. B jgerckux OGonpHMIax ropoja Ilamamsr uepes 4 rojaa mocne
BHEJIDEHMs. [IpOrpaMMbl  BaKIMHALKMK He ObUIO JMAarHOCTHPOBAHO HH  OJHOIO
MOJITBEPIK/ICHHOTO Cllyyasi OCTPOTro renaTura A.

© Habmomaemoe cHwKeHue 3a0o0jieBaeMOCTH  rematutoM A B oOweld  NOmyJsiuy
(BaKLMHMPOBAHHBIX M HEBAKLMHUPOBAHHBIX JIML) B O0CHX CTpaHax CBHACTEILCTBYET O

(bOpMHpOBaHHH KOJIJIEKTHBHOTO UMMYHHTETA.

INOKA3AHHA K IPUMEHEHHWIO

IIpodmnakTika BUPYCHOTO renatuta A y B3pocibiX U jeTei ¢ 12 Mecsies.

ITPOTHBOIIOKA3AHHUA

['unepuyBCTBUTENBLHOCTE K KakoMmy-1u0o KOMIIOHEHTY BAKIIMHBI; CHMIITOMBI
THIePYYBCTBHTEIBHOCTH Ha MPEIBIIYINCe BBEICHHE BAKITMHEI XaBpHKc®.

Octpple HHpEKUMOHHBIC M HEHH(QEKUMOHHBIC 3a0osieBaHUs, OOOCTPEHHE XPOHHUYECKHX
3aboneBaHui SBISIOTCS BPEMEHHBIMH TPOTHBOTIOKA3AHHAMH JUIS TIPOBEJCHHS TIPUBHBOK; TIPH
Hersokensix OPBUM, octphix kuiuedHbIX 3a00/ieBaHMSAX IPUBHBKHA IIPOBOAAT cpa3y Iocie

HOPMAJIM3allHHA TEMIICPATYPEI.

NPUMEHEHHE TIIPH BEPEMEHHOCTH HW B TIEPHO/J TIPYJIHOI'O
BCKAPMJINBAHHUA

Bepemennocrts

OTCyTCTBYIOT JOCTAaTOYHbIE JaHHbIE 110 IPUMEHEHHIO BAKIHHBI Yy 4YelOBeKa BO BpeMs
OepeMEeHHOCTH, HCCIeOBAaHUS BIMAHHA HAa PEMPOAYKTHBHYIO (YHKIMIO JKHBOTHBIX HE
pOBOAMIHCE. OJIHAKO, KaK U B C/Iy4ae NPUMEHEHHUS BCEX HHAKTUBUPOBAHHBIX BUPYCHBIX BaKIIHH,
PHCK BO3JEHCTBHS Ha TUIOJl CUMTAETCSs MMHMMATHHBIM. Ilpuvenenue Bakiuubl Xappukc®

BO3MOJKHO, €CIIH IIpearolaraéMas moiib3a JUid MaTCpu MPEBRIIIACT MOTEHITHATBHBIN PHCK JUTA
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m1o/a.

Ilepuoa rpyiHOro BcKkapMJIHBaHHSA

OTCYTCTBYIOT OCTATOYHBIC JAHHBIC 110 IIPUMEHEHHMIO BaKIMHBI Y 4YEJI0BEKa B MEPHOJ IPYJIHOTO
BCKAPMJTMBAHMs, HCCIEJIOBAHHS BIMSHHS Ha PENpPOIYKTHBHYIO (YHKIHIO JKHBOTHBIX He
NPOBOMIACH. XOTS PHCK MOKHO CYMTATh MHHMMATHHBIM, BakKIMHy XaBpHKC® B IMEPHO
IPYIHOIO BCKAapMJIMBAHUSI BO3MOXHO [PHMEHSTH, €CIIM Ipe/roiaraeMas nojb3a Juli MaTtepu

NPEBBIINAET MOTEHIHATBHBIN PHCK [T pebeHKa.

CIHOCOb NPUMEHEHHA | J1I0O3bI

Cnocob seedenus

® CJICAYCT BBOAUTL BHYTPUMBIIIICYHO.

Bakuuny XaBpukc
[lepes BBesieHHEM BakKIMHY HEOOXOIHMO BH3YaTbHO MPOBEPHTH HA OTCYTCTBHE MOCTOPOHHHX
YACTHIL /MM H3MEHEHHE BHEIIHEro BUJIa. ITepet npuMeHeHneM BaKITMHbI XaBpuke” dakoH HiH
IINPULl HEOOXOJUMO XOPOILIO BCTPAXHYTH A MOJIyudeHHs cycneHsuu Oenoro usera. Ecim
coiep:kuMoe (hprrakoHa MITH MITIPHIIA HE COOTBETCTBYET MPHBEICHHOMY OIMMCAHUIO HITH COMIEPIKHUT
IIOCTOPOHHHE YaCTHUIbl, TO TaKasl yIAKOBKA ¢ BAKLMHON MOUIEKHT YHUYTOKEHHIO.

B3pocibiM 4 AeTM CTapluiero Bo3pacTa BakLMHY CJIEAYeT BBOAMTHL B 00JIacTh ACJILTOBHIHOM
MBIIIIIBL 1eTsiM 12-24 MecsilieB — B nepeHenaTepanbHyio odnacts oepa.

Bakuuny He cieqyeT BBOAMTH B SIOAMYHYIO MBIIIILY, @ TAKXKe I10JIKOXKHO WIH BHYTPHKOXXHO,
MOCKOJIbKY NP TAKHX IYTAX BBEJCHHA 00pa3oBaHHE aHTHTE] K BHPYCY renaruta A MOMKET He
JIOCTHTHYTh ONTHMAILHOTO YPOBHSL.

Cxema sakuunayuu

Pa3oBas no3a cocrasiser:

—  ansg man miagme 16 ner — 0,5 mo;

—  paas o crape 16 et — 1,0 mon.

Ilepeuunasn eaxyunayus

[lepBraHyI0 HMMMYHH3AIHIO TTPOBOAAT | 10303 BaKIHHBI.

Pesaxyunayus

OnTUManbHBIA CPOK BBEJICHHS PEBAKUMHHUPYIOIMIEH /03Bl cocTaBisier 6-12 mecsiueB mnocie
MEePBHYHOH HMMYHH3AIHH, YTO 00eCNeYHBaeT UTHTEIBHYIO 3alHTY TIPHBHTHIX.

Eciu peBaknuHaums He mnpoBeicHa B Cpok oT 6 g0 12 mecsiieB M IIpH 3TOM HE0OXO0AMMO
00€CIe nTh 3alIUTY OT 3apaXKEHHs FeNaTUTOM A, peBaKIIHHALIHIO POBOJAT B CpokK 10 60 Mecsues

TMOCJI€ BBEJICHUSA ﬂepBOﬁ JO3bI.

INNOBOYHOE JIEUCTBUE
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[Tpoduis Ge30macHOCTH, MpeICTaBIeHHbIH HIKE, OCHOBAH Ha JIAHHBIX, COOPAHHBIX B pe3y/bTaTe
HaOmoenus 6osee yem 5 300 nauueHTOB.
HesxenarensHble peakiiny, Mpe/ICTaBICHHBIC HIKE, IEPEYHCIICHBI B COOTBETCTBHU C TOPAKEHHEM
OPraHOB M CHCTEM OpPraHOB M 4aCTOTOH BcTpeyaeMocCTH. YacTora BeTpeyaeMOCTH ONpeaeseTCs
crenyommmM obpaszom: ovens yacmo (= 1/10), yacmo (= 1/100 u < 1/10), nevacmo (= 1/1 000 u
< 1/100), peoko (= 1/10 000 u < 1/1 000), ovenwv peoxo (< 1/10 000, Bxiiroyas OT/1e/IbHBIE CIIyYan).
Kareropuu yactotsl ObUid cOPMHPOBAHBI HA OCHOBAHHU JAHHBIX KIMHUYECKHX MCCIIEAOBAHUH
BaKIIMHBI ¥ MOCTPErHCTPAIIHOHHOTO HAOTIOICHHS.
YacTora BCTPEYAEMOCTH HEKeJIATe ILHBIX PeaKiHii
Jannbie kKniunuveckux uccnedosanuil

Hugpexyuonnvie u napasumapHele 3a601e6anus

Heuacro: HH(DEKIIMY BEPXHHUX /IbIXaTeIbHbIX yTeH, PHHHUT.

Hapywerus co cmoporsl oomena eewgecms u numanus

Yacro: 110TEpS AlIeTUuTa.

Hapywenusa ncuxuxu

OueHb yacto: pa3ApaXKHTEIbHOCTE.

Hapywenus co cmoponel nepenoi cucmemol

OueHp YacTo: roosHas 60Jib.

Yacro: COHJIHBOCTD.

HeuacTo: I'OJIOBOKPY)KEHHE.

Penxo: THIECTE3Hs, MapecTe3Hs.

Hapywenusi co cmoponbl Jceny0ouHo-KUueyHo20 mpakma

Yacro: JMapes, TOIHOTa, PBOTA.

Hapywenus co cmopoHbl KOXCU U NOOKONCHBIX MKAHE

Heuacto: CBIIIb.

Penxo: 3y/1.

Hapywenus co cmopomnsl ckeaemmo-mulidedHoil u cOeOUHUMeNbHOU MKAHU

HeuacTo: MHUAITHA, CKEJIETHO-MBIIIIEYHOE HAMPSKEHHUE.

Obuwue paccmpoiicmea u HapyueHus 6 Mecme 66€0eHUs

OueHb yacTo: 00JIb ¥ IOKPACHEHHUE B MECTE BBEACHUS, YTOMJISIEMOCTD.

Yacro: HezoMoranue, Juxopajaka (> 37,5°C), peakiuu B MecTe BBeACHHS (Takue
KaK OTEK WJIH YIVIOTHEHHE).

Heuacro: TPHIINONOA00HBIA CHHIPOM.

Penxo: 03H00.

ﬂaHHble ImCTpernchaunommro Haﬁ.’llﬂﬂeﬂﬂﬂ
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Hapywenus co cmoponsl UMMYHHOU Cucmembl

Anaduiakcus, aJUIEpruyecKie peakluuu, BKIOYasi aHa(pHIAKTOMIHBIC PEAKIHH M CHMIITOMBI
AIEPrHYeCcKOr0 COCTOSHHS, HATOMHHAIOUIHE TAKOBBIE IIPH CHIBOPOTOYHOI O0s1e3HH.
Hapywenus co cmoponel Hepenoul cucmemet

Cynopors.

Hapywenus co cmoponsl cepoedno-cocyoucmou cucmembl

Backyur.

Hapywenus co cmoponsl K0J4CU U NOOKOICHBIX MKAHEU

AHTHOHEBPOTHYECKHH OTEK, KpaITHBHHUIIA; MYJILTHHOPMHAS dprUTEMA.

Hapywenus co cmoponsl ckenemmo-mbiudeHol u COeOUHUMENbHOU MKAHU

ApTpairusi.

IEPEJO3HPOBKA

[Tpu nocTperucTpatnoHHOM HabIOIeHUH OBLTH 3aPErHCTPHPOBAHBI CITYYaH NMepeI03HPOBKH.
HexenarenbHple SBJICHHS, O KOTOPBHIX COOOWIANOCH I10C/E NEPelO3HPOBKH, ObLIM CXOJHBI C

ABJICHUSAMH, O KOTOPBLIX co001IaI0Ch TIpH BBEICHHH peKOMeHlIOBaHHOﬁ J103bl BAKIIHHBI.

B3AUMO/JEHCTBHUE C JIPYT'UMHU JJEKAPCTBEHHBIMHU ITPEITAPATAMHU

[Mockonsky Bakiuua XaBpukc” ABISeTCS HHAKTHBHPOBAHHOH BAKIIHMHOMN, MATOBEPOATHO, UTO €€
O/THOBPEMEHHOE BBEJICHHE C JIPYTUMH HHAKTHBHPOBAHHBIMH BAKIIMHAMH IIPHBE/ICT K HAPYIICHHIO
(GopMHUPOBaHHSI HMMYHHOIO OTBETA.

Baknuny Xaspukc® MOKHO BBOJHTH OJHOBPEMEHHO C TaKMMH BakiuHamu HammoHnambHOro
KajeHaapsi INpOo(QUIAKTHYCCKUX IIPUBUBOK M KaleHAapsi NPOQHIAKTHYECKHX I[IPHBUBOK I10
HMUAEMHYECKHM MOKA3aHUIM, KaK: BaklMHA Ui npoduIakTuky Opromuoro tTuda, BakimHa Juis
NMpOo(GUIAKTHKH HKEITOH JTUXOPaJIKK, BaKITHHA JUIS MPOMHIAKTHKH CTOJOHAKA, MOHOBATICHTHBIE U
KOMOHMHHPOBAHHBIC BAKIMHBI JUIsi TPOGHIAKTUKHA KOPH, IAPOTHTA, KPACHYXH, BETPSHOH OCIIBL
ITpu 01HOBpEMEHHOM BBEJICHHH C MMMYHOTJIOOYJTHHAMH YeI0BEKA 3alUTHOE IeHCTBHE BAKIIUHbI
HE CHHIKAETCH.

Ec/v BO3HMKAeT HEOOXOAMMOCTL BBECTH BakuMHy XaBpukc® ¢ JPYyrMMHM BakLMHAMH HIH €
HMMYHOTJIOOYJIHHAMHM, TO TIpenapaThl BBOJIAT ¢ HCMOJIB30BAHHEM OT/EIBHBIX IITIPHIIEB W UITT B

pa3HbIC YYACTKH TEI1A.

OCOBBIE YKA3AHUS

Vimvynusanms Bakiunoit Xaspuke™ B TiepByto ouepe/Tb MoKa3aHa JTHIaM C MOBBIIEHHBIM PHCKOM

HHOHUIUPOBAHUS, a TAKXKE JIMLAM, Y KOTOPHIX renaTuT A MOXET UMEThb TSDKEIOe TCYCHHE, MU
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nunaM, 3a0oieBaHHE KOTOPBIX IeNardToM A B CHIY HX NPOGeCCHOHAIBLHOH NPHHAICKHOCTH

MOKET MNPUBCCTH K BOSHUKHOBCHHUIO 3MTHICMHUYCCKHUX BCIIBIIICK. K HMM OTHOCATCH:

JIMLA, MPOKUBAIOIIHE HA TEPPUTOPHSAX C BLICOKAM YPOBHEM 3aD0JIEBA€MOCTH IrenaTuToM A:

— JMI@, BBIE3KAIONIHE B PETHOHBI C BBICOKMM YPOBHEM 3a007€BaEMOCTH TeraTHTOM A
(BOeHHOCITY)KaIlKE, Ty TCIICCTBEHHUKH H JIP.);

— M, KOHTaKTHBIE B ovarax 3abomeBanus. [TocTokcno3nnnonnas NpopuIakTHKa BaKIHHOM

Xaspukc®

He rapanTupyer 100 % 3¢ pekTHBHOCTH U 3aBUCHT OT CpOKa, MOMEHTa KOHTAaKTa ¢
BHPYCOM renatuTta A, WHOUUHMpYIOmEH 0361 W NMPOrHO3UPYEMOTrO COCTOAHHS 370POBBS
IIPUBHTOTO;

— MUA, NOJBEPKEHHBIC NPO(ECCHOHATLHOMY PHCKY 3apaKCHMs: MEAMLUMHCKHH NE€pPCOHANl H
mepcoHan Mo yXoay 3a  OOMbHBIMH (B OCOOEHHOCTH B HH(EKIIHOHHBIX,
racTPO3HTEPOIOrHYECKHX U MEIUAaTPUYECKUX OT/CJICHUSAX); IEPCOHAN JAETCKHUX JOIIKOIBHBIX
yUpeKJIeHUH; pabOTHHKH KaHAIW3AaHOHHBIX H BOJIONPOBO/IHBIX CITYKO; MEepcoHal TMHIIEBOH
IIPOMBIIIIJIEHHOCTH U NPEANPUSTHH 00IIECTBEHHOIO MUTAaHKS;

— JIMUa U3 4Mcaa ocoObIX rpyIn pucka (MauMeHTbl ¢ XPOHHYECKUMH 3a00/IeBaHUsIMH [1€HCHU
WIH TIOBBINIEHHBIM PHCKOM 3a0oneBaHHs mNeveHu; OoNbHBIE reModuIHeH; IalMeHTsl ¢
MHO)KECTBEHHBIMH TeMOTpaHC(y3HAMH, HAPKOMaHBI, TOMOCEKCYATHCTBI; JIHIA, BEIYIIHE
OecnopsiI0uHy10 11010BYI0 KU3Hb, BUY-uHUUMpOBaHHbIE MALIMEHTDI).

®

Baxkmunarnus BakiuHOW XaBPHUKC  MOXKET OBITh ITOKa3aHa BCEM JIDYTHM I'PYIINIaM HACCICHHUS.

Cepono3uTHBHOCTD K I'€NIaTUTY A HE SIBJIICTCS IPOTUBOIIOKA3aHHEM K BAKLIMHALIMH.

Baknuna Xappukc® He oOecrmeuWBaeT 3allMTY OT TeMATHTA, BHI3BIBAEMOrO JPYTHMH
BO30Y/MTENISIMH, TAKMMH Kak BuUpyc renarura B, Bupyc renatura C, Bupyc renatura E, a Takxke
JPYTHMH U3BECTHBIMH BO30YAMTENISMH, [I0PAKAIOIIMMH [I€UCHb.

Baxiuny Xaspukc® cieyeT BROIHTB ¢ OCTOPOKHOCTHIO MAIHEHTAM ¢ TPOMOOIHTONEHHEH HITH ¢
HapyIlICHUsIMU CBEPTHIBAIOIICH CUCTEMbI KPOBH, ITOCKOJIBKY IIOC/IC BHYTPUMBILICYHONH HHBEKLIUU
y TakuX IMalHeHTOB MOKET BO3HHKHYTH KpoBoTeueHHWe. ITocie mpoBefieHHs WHBEKIIHH TAKHM
MalMeHTaM CJIe/{yeT HaJIOKHTh JaBsIIyO MOBSA3KY (HO HE pacTHPaTh) HE MEHEEe YeM Ha 2 MUH.

VY nauMeHTOB, HAXOSIIMXCS Ha IFeMO/IMAIIM3E, @ TAKIKE Y IMALMEHTOB C HApyLUIECHUSIMH CO CTOPOHBI
MMMYHHO# CHCTEMBI 1OCIIE OTHOKPATHOTO BBEIEHHS /10351 BAKITMHBI XaBpHKC”® HMMYHHEIH OTBET
MOXeT ObITh CHMKEH. TakuM nai|eHTam MOXKeT oTpeOoBaThCs BBEACHUE JIOMOJIHUTEIBHBIX /103
BaKLMHBI.

Kak w npH napeHTepaTbHOM BBEJEHHH JIFOOBIX JAPYTHX BaKIIMH, HaroTOBE JOKHO OBITH BCe
HeoOXouMOe JUIS KYTNHPOBAaHHWS BO3MOKHOW aHAQHIAKTHYECKOH peakiliH Ha BaKIUHY
Xagpukc®. BakiMHUPOBAHHMIH T0JIKCH HAXOAMTHCS 1101 MEHLMHCKUM HaO/TIOICHHEM B TCUCHHE

30 MuH nociae MMMYHH3ALIKUH.
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ITocsie BakIIMHAIIMKE MITH HHOT A nepea HEH BO3MOKHBI OGMOPOKH HWJIH BbIpaKCHHAas c1abocTh Kak
MCUXO0JIOrHYECKasa peakilid Ha HHBLEKIHIO. ﬂepen BaKIHHAITHEH Ba)XXHO YAOCTOBEPHTLCH, YTO
I[MAUCHT HC IIOJIYYHT HOBpC)K}lCHHﬁ B Ciiy4ac 06mopoxa.

Xaspuxc® nu npu Kakux 06cmoamenbecmeax Heb3n 6600UNL 6HYMPUBEHHO.

BJIMSTHUE HA CITIOCOBHOCTD YIIPABJISITH TPAHCIIOPTHBIMU
CPEJCTBAMH, MEXAHHU3MAMHU

MasnoBeposTHO.

®OPMA BBIIIYCKA

Cycnensus ans BHyTpuMbIneyHoro Beejenns, 720 EJ1. 1440 EJI.

[To 0,5 mu1 mim 1,0 M1 Bo diakon HelitpanbHoro crexia tuna | (Esp.d.), ykynopensblii npoOKoi
M3 PE3MHBI U ATIOMHHHEBBIM KOJIMAYKOM 1101 00KaTKy, CHaOKEHHBIM 3alIMTHOH TNJIACTHKOBOH
KPBIIEYKOH.

[lo 25 ¢nakoHOB B KOpoOKEe KapTOHHOM BMECTE C COOTBETCTBYIOLIHM KOJIHYECTBOM HHCTPYKIHH
MO NPUMEHEHHIO.

ITo 0.5 mu uam 1,0 M B mmpwuir HeliTpasibHoro crexiia tuna [ (Esp.®.). Hocuk mmpuna ykynopes
KOJIIIAYKOM M3 PE3HHBIL.

ITo | mmpuiy u 1 urne B nIacTHKOBOM KoJjrayke B O1ucTepe U3 MOJIHBUHIWIXIOPU/IA, 3aKPBITOM
IUICHKOH M3 noiudTwieHtepedranara. [To 1 Gumcrepy BMecTe ¢ HHCTPYKUHKEH 110 IPHMEHEHHIO B

KapTOHHOﬁ ITavkKe.

CPOKTO/JTHOCTH

3 roja.
He ucnonb3oBare nocie uereyeHus cpoka roHOCTH, YKa3aHHOTO HA YIIaKOBKE.

HaTOﬁ OKOHYaHHUA CPOKa I'O/THOCTH ABJIACTCH MOC/IeHUI JICHb MECsIIa, YKasanHOTO Ha YIIaKOBKE.

YCJIOBUSA XPAHEHHUSA

Xpanuth npu temneparype ot 2 a0 8°C. He 3amopakuBarb. XpaHHTh B 3alMIICHHOM OT CBeTa
MecTe.
XpaHuTh B HEIOCTYTIHOM JUIS JIeTel MecTe.

[Ipenapat, noaBepriuics 3aMOPaKHBAHHIO, NO/UICKUT YHHUTOKECHHUIO.

YCJIOBHA TPAHCITIOPTHPOBAHMWS

TpancnioprupoBate npu temneparype ot 2 a0 8°C. He 3amopaxkuBats.
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HpenapaT, ﬂOﬂBCpI’H]HﬁCH 3aMOpaXXHUBAHHIO, TTOTIEKHUT YHHYTOKECHHIO.

YCJIOBUA OTIIYCKA

VnakoBka, cogepkaias 1 mnpuu win 1 ¢iakoH, — 1o peuenry.

VmakoBka, cojepxammas 25 GrIakoHOB, — JUTS Je4eOHO-TIPOHIAKTHUECKHX YUPEK/ICHHH.

MPOU3BO/IUTEJIb

IIpousBoauTe b roTOBOI JIeKAPCTBEeHHOI (GOpPMBI

«["maxcoCvutKnaitn baionomkukans c.a.», beabrus

DacoBmHK (MepBHYHAS YIIAKOBKA)

«"nakcoCmutKnsiin banonopkukans c.a.», benbrus

«I'nakcoCmutKnsiin baionomxukans, otnenenne CvutKnsitn buuem ®apma 'm6X 1 Ko.KI™»,
['epmanus

YnakoBmuk (BropuyHas (morpebure/ibcKas) yNakoBKa)

«I'nakcoCmutKnsitn baitonopkukans c.a.», benbrus

000 «CvutKnsitn buaem-buomen», Poccus

Boinyckawmuii KOHTPO.Ib KadyecTBa

«I"nmakcoCmutKnsiin baionomkukans c.a.» / GlaxoSmithKline Biologicals s.a.

Pio ne 1’DucruTio, 89, 1330 Pukcencapt. bensrus / Rue de I'Institut, 89, 1330 Rixensart, Belgium
000 «CmutKusiin buuem-buomeny», 143422, Pocens, Mockosckas 00:1., KpacHoropekwii p-, c.

IlerpoBo-/lanbhee

HAUMEHOBAHHWE n AJIPEC JEPKATEJISA NI BJIAJIEJIBLIA
PEITHCTPAIIMOHHOTI'O YIOCTOBEPEHHSA JIEKAPCTBEHHOI'O ITPEITAPATA

3A0 «I'makcoCmutKosiin Tpeiaunary

119180, . Mocksa, Sxkumanckast Ha0., 1. 2
Pexsiamaniny Ha KayecTBO Ipenapara ¥ pa3BHTHE IOCTBAKLIMHAIBHBIX OC/I0KHECHHUI HAIIPABJISTH B
anpec dDenepanbHOH cirykObI 0 HaI30pY B chepe 3apaBooxpanenus (Poc3pasuanzop):

109074, Mocksa, CnapsiHckas 1u1., 4, c1p.1
Teun.: (495) 698-45-38; (499) 578-02-30

www.roszdravnadzor.ru

u B agpec 3A0 «l'nakcoCmutKusitn Tpelauury»
121614, r. Mockaa, yn. Kpeutarckas, 1. 17, kopr. 3, aT. 5

busnec-Ilapk «Kpbuiatckue Xoambi»
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Ten.: (495) 777 89 00; daxc: (495) 777 89 04

Meneskep oTena Apremenko W.H.
peryasiTOpHbIX OTHOLLUCHHH
3A0 «I'nmakcoCmutKnaiin Tpe#tgunr»

Vo,
‘Q"ar,uﬂ
S—
4'00 ®
A8 a
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