MHUHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUICKOM ®EJIEPALIUU

MHCTPYKIUSA ITO MEAUITUHCKOMY INPUMEHEHHWIO
JIEKAPCTBEHHOTI' O ITPEITAPATA

BAKCUTI'PUIT®

(MHAKTHBHPOBAHHAS CIVIHT-BAKIIHHA /TSI IPO(GHIAKTHKH FPHIINA)
L

INTAMMBI <...>" rr.

COTNIACOBAHO

e —
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PEI’MCTPAIIMOHHOE YAOCTOBEPEHME: I1N014493/01

TOPITOBOE HAUMEHOBAHHUE

Bakcurpun® (WHaKTHBHPOBaHHAs CILIMT-BAKIMHA JUIS TTPOMDHIAKTHKH I'PUIIIA)

I'PYINIUPOBOYHOE HAUMEHOBAHUE

Bakuuna 11 npouIak UKy rpunna (HHaKTHBUPOBAHHAs!)

JIEKAPCTBEHHASI ®OPMA

CyCH€H3Hﬂ JUISE BHYTPHMBIIIECYHOT'O U ITOJAKOXXHOTO BBE/ICHUS

COCTAB
Ha 1 no3y Bakuuusr (0,5 mur)
Jeiicmeyrouiue seuecmea
Bupycel  rpunma, KyJIbTHBMpOBaHHbIE Ha KYPHHBIX AMOpPHOHAX, HMHAKTHBMPOBAHHKIE

pacClICIJICHHBIC, TPE/ICTABJICHHBIC ITAMMAaMH, SKBUBAJICHTHBIMHU CJICIYIOIIUM:

-A/...(HIND"™ 15 MKT reMarraioTHHHHA
-A/... (H3N2)" 15 MKI reMarrOTHHHHA
-B/... "™ 15 MKT remMarrjitOTHHHHA

B T10JIC BLIHOCHTCS YKa3aHUC TEKYLIECro MHJAEMHYECKOro CE30Ha rpuiirna.

" yKa3bIBAIOTCS AKTyaslbHbBIC WITAMMBI, pekoMen10BanHbie BO3 n perennem EC st CeBepHOTO MoyIapus Ha TEKyLHii
SMHIEMUYECKHI CE30H.

MHH3 TPAB POCCHH

<7}/V0/‘/7’45 9130519
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Bcnomozamenshsie geuecmea
By(epHbiii pacTBOp, cojiepKallfii HATPUsl XJIOPHJL, Kanus Xjiopuz, | 10 0,5 mu
Hatpus ruapodocdara auruapat, kanus auruapodocedar, Boxy s

WHBEKIUH

He coepuT aIbIOBAHTOB U KOHCEPBAHTOB.
[Ipou3BO/ICTBEHHbIE TpUMecH (B CJIEIOBBIX KOJWYeCcTBAaX): (hOpMaibIerui, OKTOKCHHOI-9,

HEOMHUIIUH, OBATLOYMHH.

OIIMCAHUE

Cnabo onanecuupyroias, ciaerka o6esioBaras )XuJIKOCThb

XAPAKTEPUCTHUKA

[IITaMMOBBIif COCTaB BakIUHBI W KOJIMYECTBEHHOE COJIEp)KAHME JICHCTBYIOIMX BEIIECTB
cootBeTcTBYeT pexkomenaanusmM BO3 u pemenuto EC s CeBepHOro mnosymapusi 1o cocraBy
FPUIIIO3HBIX BAKIMH ce30Ha <...>' rr. u pexomenaimsam BO3 1m0 npou3BOACTBY M KOHTPOJIO

BAKIWH IMTPOTHUB I'PHUIIIIA (HHaKTHBHpOBaHHLIX).

DOAPMAKOTEPAIIEBTUYECKAS I'PVYIIIIA
MWBII-Bakinna

KO/ ATX
JO7BB02

UMMYHOJIOT' MYECKUE CBOMCTBA

Mexanusm oelicmeus

Pexomenjtyercs €Kero/iHO MPOBOJUTH BAKIIMHAIIMIO B CBSA3HM € TE€M, UTO 3a00JIEBAEMOCTb I'PUIIIIOM
HOCHT CE30HHBIH XapakTep, HUPKYIUPYIOUIME ITaMMbl BUPYCa MOTYT MEHSTHCS M3 roja B roj,
a UMMYHHTET B TEUEHHE ro/ia 10Cje BaKIIMHAIMU CHUKACTCSI.

BeipaboTaHHbli HMMYHHUTET K OIpEACICHHOMY THIly WM MOATHUIY BHpyca IpHIIA JIaeT
OTrpaHUYEHHYIO 3aIIUTY WJIM HE 3aIIMIIACT B OTHOILIEHUH JAPYTUX TUIIOB BUpYCa IpUIla. AHTUTENA,
BbIpabOTaHHBIE K ONPECICHHOMY AHTUI€HY BHpyca TpHIINA, MOTYT HE O00ECIEYUTh 3allUTHBINA
pdexT B OTHOIIEHHM HM3MEHEHHOIO0 AHTUIE€HA BUpyca TOrO JKe THMa MM nojruna. Yacroe

U3MCHCHHUEC aHTUI'CHOB MOXCT IIPUBOJIUTD K €XEeroJHON CMEHE ITaAMMOBOI'O COCTaBa BAKI[UHBI IS

¥
B I10JIC BBIHOCUTCS YKA3aHUEC TCKYILICTO MHUACMHUYCCKOr0 CE30Ha rpyrirna.
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npodunaktuk rpunmna. TakuM oOpa3oM, BaKIWHBI Ul NPOQMIAKTHKH TPHUIINIA HOPMHPOBAHBI
B OTHOLIEHHH COCTaBa TIeMarrIlOTHHUHOB TeX LITAMMOB BHpYyca IpHIINA, KOTOpble Haubolee
BEPOSATHO Oy1yT LUPKYJIUPOBATh B IPSLYILEM ITHIAEMHUYECKOM CE30HE.

Hmmynozennocmeo

Bakimua Bakcurpun® dopmupyer pasBuTHE CHEH(UUECKOr0 MMMYHHTETAa K OIHIACMHYECKH
aKTyaJbHBIM IITaMMaM BHpyca rpumna TunoB A u B, cojaepxammmcs B JAHHOH BaKIMHE.
VMMyHHTET BHIpaOaThIBAeTCsl MEXKIY 2-i 1 3-i HeJtelieif mociie BaKIMHALMHY H COXpaHsAeTcs oT 6 J10

12 mecsies.

INOKA3AHUS K IIPUMEHEHHIO

Cnenuduueckas nmpoduiakTuKa rpuria y B3pociblX U JieTelt ¢ 6-MecsqHoro Bo3pacra.

ITPOTUBOITIOKA3AHUSA

I'ANCPUYYBCTBUTCIIBHOCTDL K KaKOMy-.TIH60 M3 KOMIIOHCHTOB BAaKIUHBI, a TAKXE K KYPHUHbIM

WJTH SIMYHBIM OeJTkaM, HEOMHUIIUHY, (GopMabIeruy  OKTOKCHHOITY-9;

- TsDKeJble aJUIepru4yecKHe peakiuy MOocje MPeeCTBYIOIEro BBEICHHS JaHHOW BaKIMHBI
WJIM BaKIMHBI, COJIEpIKaIlei Te ke KOMITOHEHTHI;

- cuibHas peakuus (temnepatypa Bbiie 40 °C, oTek ¥ runepemMusi B MECTe BBEJICHHS CBbIIIIE
8 cM B iMaMeTpe) UM OCIIOKHEHHE Ha Mpe/iblIylee BBEICHHE IIpenapara;

- octpble MH(EKIIMOHHBIE WM HEeHH(EKIHOHHbIE 3a00JieBaHUs, 00OCTPEHHE XPOHUYECKHX
3a00JIeBaHUH — BAKIMHAIMIO MPOBOJAST uepe3 2-4 He/enH I0Cje BbI3JIOPOBICHHS WM B
nepuo pemuccuu. [pu Hersoxensix OPBU, ocTprix KuIlIeUHBIX 3a001€BaHUSIX BAKIIMHALIIHIO

MPOBOJISIT MOCJIE HOPMAIH3AIMK TeMIIEpaTyphl.

C OCTOPOXKHOCTBIO

Bakiuny Bakcurpun® ciiefyeT NpUMEHSATh ¢ OCTOPOKHOCTBIO Y JIMIL ¢ TPOMOOIMTONEHUEH WK
C HAPYIICHUSMH CO CTOPOHBI CBEPTHIBAIOIICH CHUCTEMBI KpPOBH BCJIEJICTBHE BO3MOXKHOCTH
BO3HMKHOBEHHS KPOBOTEUEHHUS 110CJIC BHYTPUMBILICUHOH HHBEKIIMH.

MeauuuHckuii pabOTHUK JIOJDKEH pacriojiarath JEKapCTBEHHBIMU CPEJICTBAMH U HHCTPYMEHTAMH,
HEOOXOJIMMBIMH  JUIS  OKa3aHHWs MEJMIIMHCKOW TOMOIIM, B Cllyyae pa3BUTHS  PEIKHX
aHa(hUITAKTHUECKUX PEAKIIMA, BBI3BAHHBIX BBE/ICHUEM BAKIIMHBI.

CuHKOnaibHOE COCTOsIHUE (0OMOPOK) MOYKET pa3BUTHCS B pe3yJsbTaTe WM J10 JH000H BaKIMHALIMH
B KayecTBe IICHXOTCHHOTO0 OTBeTa Ha MHBEKIHIO. Cleayer MpeaycMOTpeTb Mephl IS

MpeIOTBPAIIICHHUS TPABM TIPH MAJICHHH U MEJUIIMHCKONH MOMOLIM IIPH CHHKONAJILHON pEaKInH.
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NPUMEHEHUE T1IPU  BEPEMEHHOCTU W B IIEPHOJA TPYJHOIO
BCKAPMJIMBAHUSA

bepemennocme

Wmeromumecs aHHbie 00 UCIOIB30BAaHUH BaKIIMHBI Y OEpeMEHHBIX HE YKa3bIBalOT Ha BO3MOKHOCTh
OTPHIATENILHOTO BO3/ICHCTBUS BAKIIMHAIIMU HA TUIO/1 U OPraHHU3M JKCHIIHHBI.

Bakiuuanus npenapatoM Bakcurpun® MoeT NPOBOJMTHCS, HAYMHAs CO BTOPOTO TPHMECTpa
OepemenHocTH. [lo MEIMIMHCKMM [OKa3aHUSIM, NMPH HAJTUYMM TIOBBIIIEHHOTO PUCKA Pa3BUTHUS
MOCJIETPUIIIO3HBIX  OCJIOKHEHHH, HCIOJIb30BaHUE JIAaHHOW BAaKIMHBI PEKOMEHJIyeTCSl BHE
3aBUCUMOCTH OT CpPOKa OEPEMEHHOCTH.

I'pyonoe eckapmaueanue

Bakiuna Bakcurpun®™ MoskeT HCI0J1b30BaThes B HEPHOJL TPYAHOTO BCKAPM/IMBAHHS.

CIHOCOBb INPUMEHEHMUS U J103bI

Jo3bl u pexcum oozuposanun (epagux eaxyunayuu)

YuuThIBasi ”3MEHYMBOCTH BUPYCOB I'PHUIIIA U MPOJIOJIKUTEILHOCTH COXPAHEHUS! HMMYHHOTO OTBETA
B CTPaHax ¢ YMEPEHHBIM KIMMAaTOM PEKOMEHJYETCsl MPOBOIUTh BAKIIMHAIMIO JUIS TPOPHIAKTHKH
IpUIIIIA €XKEr0/IHO B OCECHHE-3UMHMI MEpHO/I, a B CTPaHax C TPONMUYECKHM KJIMMATOM - B Havaje

SIMUJACMHUYCCKOI0 CE€30Ha.

Tabimua 1. Pekomenyemasi 103a BAKIIMHBI B 3aBHCHMOCTH OT BO3pacTa

Bospacr Jo3a KoanuecrBo 103

Jletu o1 6 10 35 MecseB BKIIOUYHTEIBHO 0,25 mn OAHOKpATHO WJIH JIBYKPaTHO*
Jletn ot 3 10 8 J1eT BKIIOYUTEIBHO 0,5 mn OJIHOKpaTHO WJIM JABYKPATHO*
Jletn ot 9 5iet u B3pocibie 0,5 mn OnHoKpaTHO

*neTsim muiaje 9 JIET, BIICPBLIC BAKIIMHUPYEMBIM IIPOTHB I'PpHUIIIIA, ITOKa3aHO ABYKPATHOC BBCICHHUEC

BaKkIMHbI Bakcurpun® ¢ MHTEpBAIOM B OJIMH MECSIL.

Cnoco6 npumenenusn
BakiinHa BBOAMTCSI BHYTPUMBILIEUHO WJIH IITYOOKO MOJIKOIKHO.
Pexomentyemast 001acTh BBEJICHUS:
e ety oT 6 10 11 MecsneB BKIIOUUTENBHO — nepeHe00KoBast OBEPXHOCTh Oe/pa;
e JieTH OT 12 MecsiueB 10 35 MecsleB BKIIIOUUTEIIBHO — NepeiHeO0K0Bast TOBEPXHOCTh Oepa
WIM 00J1aCTh JIEJIbTOBHU/IHOM MBbIIIIIIBI IPU HAJIMYMM JIOCTATOYHON MBILIEYHON MacChl;
e JIETH OT 36 MECSIIIEB U B3POCIIbIC - 001aCTh ACTbTOBHJIHONW MBIIIIIBI.

He nonyckaercst BHyTPHCOCY/IHCTOE BBe/leHHE Npenapara!
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[lepen npumeHeHHeM  BakUHMHY cJlelyeT BblAEpXKaTh J0  KOMHATHOHM  TEMIIEPaTyphl.
HenocpeacTBEHHO mnepe/; MPUMEHEHHEM BCTPSIXHYTh 10 00pa3oBaHUsl OJHOPOJIHOH CyCIIEH3UH
(cmabo onmanecuupyroas, cjaerka oemoBaras )KU/IKOCTh).

[Ipn ucnonp3oBanuy mmpuna, coaepxkamero 0,5 M1 BaKIMHBL, JUISI HMMYHH3ALUH JI€TEH, KOTOPBIM
noka3ano BBeJieHHe /10361 0,25 MI1, HEOOXOIUMO yIATHTh MOJIOBUHY 00BeMa LIPUILLA, COAEPKALLETO
0.5 M BakumHbL. [Ipy 3TOM mimpui cineyer AepKaTh B BEPTUKAIBHOM TOJIOKEHUHU, a OTPAaHUYHUTEb
X0/1a TIOPILIHS CJIeYeT MPOJBUIaTh JI0 Te€X IOp, MOKa OH He JOCTUIHET TOHKOH 4epHOH JMHUH,
HaHEeCEeHHO Ha wmmnpull. Beectu ocrapumiics 0o0bem 0,25 mut.

Ilepen mpumeHeHHEM IINPHUIL C BAKIIMHOW CIIEAYEeT OCMOTPETh BU3YyallbHO Ha IpEJMET HaIWYMs
B HEH MIOCTOPOHHUX ITPUMECEH U (MIIH ) HEXapaKTepHOi oKkpacku. B j11000M 13 3TuX cilyyaeB BakIlMHA
HE JI0JKHA UCTIOJIb30BAThHCSI.

BakiuHy Henb3si cMEIIMBATh ¢ KAKUM-TH00 JPYTUM JIEKAPCTBEHHBIM MPENapaTtoM B OJIHOM HITPUILE.
ITociie BBe/ieHHs1 BakLMHBI J1000H OCTAaTOK Ipernapara U IIIPULL JOKHBI ObITh yTUIM3HPOBAHBI

COrjiaCHO O(l)HLIHaJIbeIM PEKOMECHJAIHUsIM.

IMNOBOYHOE JIEICTBUE

Pestome npoghuna éezonacnocmu

ITopsika 10 300 siun B Bo3pacte oT 6 MecseB B KIMHUUYECKUX UCCIIEI0BAHUSIX TTOTYYHITH BAKIIMHY
Baxcurpun®.

B 3aBUCHMMOCTH OT BakIMHAJIBHOIO aHaMHe3a M BO3pacTa JIeTei JI03UPOBKA M KOJIMYECTBO JI103
BAKIMHBl pa3MyaIuch (cM. MHGOpMALHUIO O JeTIX M MOoApocTkax B mojapasjene «llepeyens
HeKeJlaTeJIbHbIX peakiuil B BUJIe TabIHI).

BOJIBIIMHCTBO HEXeNaTeIbHbIX peaKuil UMeH JIETKYIO U CPEJHIOI0 CTENEeHb TSHKECTH, OOBIYHO
pa3BUBAIMCH B [1E€PBbIC 3 JIHS [10CJIE€ BAKIIMHALMU U pa3pelliaiiuch B TEUCHHUE 3 TOCISAYIOUIHNX THEH.
Haubonee yacto cooO1aeMoit HexkenaTesIbHOM peakiiei B MecTe BBE/ICHHS B TeUeHHe 7 JJHEel rocie
BaKIMHAIHMK TpenapaToM Bakcurpun® Bo BcexX BO3paCTHBIX IPyMNIax Obiia 60J1e3HEHHOCTh B MECTE
MHBEKIIUHU.

Haubounee yacto cooOiaemoii o01ieii peakiueit B Teuenue 7 JHEH nociie BaKIIMHAIIMK [1PerapaToM
Bakcurpun® Gbia rosoBHas 6oJb y B3poCibIX U JeTeil B Bozpacte oT 9 10 17 jieT BKIIOUHTENBHO,
MHQJITHS Y JIeTel B Bo3pacTe OT 3 /10 § JIeT BKIIOYHTEILHO, MOBBIIICHHE TeMIIepaTyphbl Tena y AeTel
B Bo3pacte oT 24 /10 35 MecsleB BKIOYHTEIBHO U pa3pakUTEIbHOCTD y JIeTel B BO3pacTe oT 6 J10
23 MecsIleB BKIIOYHTEIBHO.

Ilepeuens nexcenramenbHblx peakyuil 6 6uoe maodauy

[IpuBeieHHBIE HUIKE IaHHBIE CYMMHUPYIOT YAaCTOTY HEXKeJIaTeIbHbIX PEaKIHil, KOTOpbIE COOOIIAIUCH
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nocjie BaKUMHAIMK INpenapaToM Bakcurpun® B XoJe KIMHHYECKHX HCCIEIOBAHMH H OMBITA
MOCTPErUCTPALUOHHOTO TPUMEHEHHUS B MUPE.
HesxenarenbHble siBICHUS EPEUYUCIICHBI 10 YACTOTE BCTPEUAEMOCTH B COOTBETCTBUH CO CJIC/TYIOINEH
KJIaccugpuKanuei:
Ouenb yacto (>10 %);
Yacto (>1 % no <10 %);
Heuacro (>0,1 % no <1 %);
Penxo (>0,01 % no <0,1 %);
Ouensb penko (<0,01 %);
Yacrora Heu3BecTHA (HEJIb35 OLECHHTD MO UMEIOIIUMCS JIAHHBIM).
Bspocivie
I[Ipoduie GezonacHOCTH OCHOBAH Ha JAHHBIX, MOJTYYEHHBIX:
- B XO0JI€ KIMHHYECKHX HccretoBanmil y 0osee uem 5 000 B3pocibix B Bo3pacte ot 18 10 60 jet

BKIIOUnTENIbHO U 4 000 B3pocibix ctapiie 60 Jet,

- B XO/I€ IOCTPErUCTPAIIMOHHOTO TIPUMEHEHHUs B 0011ei momynsiuu (*).

Tabauna 2. Yacrora HekeJaTeIbHBIX peakiuii y B3pocibIX B Bo3pacre ot 18 xo 60 Jer

BKJIIOYHTEJILHO H Y B3pocibix crapie 60 Jier.

HEKEJIATEJIbHBIE PEAKIIUU YACTOTA

Hapywenus co cmoponst Kposu u aum@pamuueckoit cucmemoi

Jlumpanenonarus Heuacto

Tpan3utopnast TpOMOOIUTONICHHS HeuspectHa*

Hapywenus co cmoponst ummynHoll cucmemol

AJuiepruyeckue peakiiy (THIepuyBCTBUTENLHOCTE K npenapaty ), Heuacto
aronnueckuii gepmatut @, kpanupuuna ), 6011 B poTOIIOTKE, MPHCTYIT
satpyauennoro apixanus D, annepruyecknii punnt ), nacmopk (!,
aLIepruveckuii KOHLIOHKTUBHT %))

AJulepruyeckue peakiuu (0TeuHocTh muna, 3y > %), spurema, Chib, Penxo
SMU30/1bI OLIYIIEHHS TIPUIMBOB KpoBH ), BRICHITAHMS HA CIM3UCTOI
nonoctu pra ?), omymenne onemenus B o6nactu pra %), pasapaxenue
B ropiie, oapimka > %), upxaunue, 3a105KeHHOCTH HOca %), 3a10KEHHOCTB
BEPXHHX JIbIXaTeIbHbIX MyTeit %), nokpacuenue riuas(a) )

AJIepruyeckie peakiuu (3puTeMaTo3Hble KOXKHbBIE BBICHITTAHHS, HewnsBectna*
AQHT'HOHEBPOTHUYECKUI OTEK, IIOK)
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Hapywenus co cmoponsl HepeHoil cucmemsl

["omoBHas 0016

OueHp 4acTo

T'osnosokpyskenne 7, connmmpocts ) Heuacto
CHHMIKEHME YyBCTBHTEILHOCTH (2, HapyIeHHe 4yBCTBHTEILHOCTH Penko
Hespauirusi, cy1oporu, sHnedarioMuenuT, HeBpUuT, cuapom [ mitena-bappe | Heuspectna*
Hapywenus co cmoponwl cocyooe

Backynur, B yactHocTH nypnypa lllenneiina-I'enoxa, B psijie ciryyaen HewussectHa*
C TPAH3UTOPHBIM MOPAKEHHEM MOUYEK

Hapywenus co cmoponbl jceny0ouHo-KueyHo2o mpaxkma

Jlnapesi, TourHoTa Heuacto
Boub B sxuBote ), pBota Peniko
Hapywenus co cmoponsl Koxcu u ROOKOHCHbIX MKAHell

[loBbinenHas noTauBocth Heuacto
Hapywenus co cmoponst 0omena eeuiecme u RUMAaHUA

CHuxeHue anneTura Penxo

Hapywenusa co cmoponsl ckeiemuo-moluiedHoi U coeOUHUMENbHOI MKAHU

Muainrus

OuyeHb YyacTo

Aptpanrus P

Heuacto

Obuque paccmpoiicmea u HapyuieHUA 6 MeCHe 66e0eHUA

Bosie3HeHHOCTH/60I1b B MECTE BBEJICHHUS, HejloMoranue )

OuyeHb yacTo

IMOBBIIICHHAsA YYBCTBUTCJIbHOCTH B MECTC BBC/ICHHUSA 2

[oBbienue Temneparypsl Tena (¢, 03006, spuTema B MecTe BBEICHMS, Yacto
YIUIOTHEHHE B MECTE BBE/ICHHS, IPUITYXJIOCTh B MECTE BBE/ICHHS

Actenns 1, cnabocth, KpOBOMOITEK B MECTE BBEJICHHS, 3yl B MECTE Heuacto
BBE/IEHHSI, UyBCTBO Teria/kapa B Mecte Beenus . muckomdopt B MecTe

BBE/ICHHS

["purnnonoao6uelit cungpom @), menyimenue B Mecte Beeaenus ), Penko

(1 peako y B3pocibix crapiie 60 jer

) co0BwAnOCh B X0/1¢ KIMHUYECKHX UCC/IEI0BAHUI Y B3pOCIBIX B Bo3pacTe 0T 18 10 60 1eT BKAKOYHTENLHO

() co0B1man0ch B X0/1€ KIMHUUECKHX HCCIEI0BaHMH Y B3poCibIX crapiie 60 et
) yacro y B3pocsibIx crapiue 60 et

) yacrora HeusBecTHa y B3poCabIX cTapiie 60 ner

(©) Hewacrto y B3pocabix crapie 60 et

() pesiko y B3pocibix B Bospacte oT 18 10 60 jieT BKIIOUHTELHO
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Jlemu u noopocmku

B 3aBHCHMOCTH OT BaKIIMHAJILHOIO aHaAMHe3a JIETH OT 6 MeCsIIIEB J10 8 JIeT BKIIOUUTEIbHO IOy Yalii
OJHY HIM [Be 103bl BakuuHbl Bakcurpun®. Jletu / moapoctku B Bospacte oT 9 go 17 ner
BKJTIOYMTEIIBHO MOJYUHIIM OJIHY 103y BakiuHbl Bakcurpun®™.
Jlet B Bo3pacte OT 6 J10 35 MecsIeB BKIIOUYMTEIBHO MOTyqald BakiHHy B 00beme 0,25 M1, a et
B Bo3pacTte OT 3 JieT — B oObeme 0,5 mi1.
Jlemu / noopocmru 6 6ozpacme om 3 00 17 1em 6K1104UMeNbHO:
[Tpoduie Ge30macHOCTH OCHOBAH Ha JIaHHBIX, OJTyYEHHbIX:

- B X0JIe KJIMHHYECKUX MCCIie/IoBaHui y 363 neteii B Bozpacte OT 3 /10 8 jieT BKIKOYUTEIBHO

1 296 jiereii / oJIpOCTKOB B Bo3pacTe oT 9 10 17 €T BKIKOYHTENIBHO,

- B X0JI€ MOCTPErHCTPAIIMOHHOTO TIPUMEHEH s B o01mei nomynsuun (*).
V zeteit B Bospacte OT 3 70 8 JieT BKJIIOYUTEIBHO HauOoJee 4acTo COOOLIAEMbIMU pEaKIHIMH
B TeueHue 7 JHEH I10cie BBEJICHUS] BaKIMHbI Baxcnrpnn‘i Ob11H 0016 B MecTe BBeJIeHus (59,1 %),
sputema B mecte BBeseHus (30,3 %), muanrus (25,0 %), Henomoranue (22,3 %) v NpHITyXJIOCTh B
Mmecte BBeeHus (22,1 %).
V neteii / noapocTKoB B Bo3pacte oT 9 10 17 jieT BKIOYUTEIBHO HanOojee 4acTo co00IaeMbIMH
peaKIMsIMH B TeueHue 7 jiHeil nocie BBe/ieHHs BakiuHbl Bakcurpun® Gbuti GoIb B MecTe BBEICHHS

(65.3 %), ronosuast 6011b (28,6 %) u muanrus (27,6 %).

Tabaununa 3. Yacrora HexeaaTeJIbHbIX peaknuii y jereii B Bospacte or 3 g0 17 uaer

BKJIIOYHTEJ/IBHO.

HE/KEJIATEJIbHBIE PEAKIIUHA YACTOTA

Hapywienus co cmoponst Kposu u aumgamudeckoil cucmemol

JIumpoanenonarus !¢ Heuacto

Tpan3utopHas TpPOMOOLIUTONICHHS Hewussectna*

Hapywenusa co cmopoHbsl UMMYHHOU CUCHIEMbI

AJLTepriyeckue peakiuy (KpanuBHHIA, chitb, 3ya - ©), Gomb Heuacto
B porornotke 1)

AJlepruyecKue peakiuu (IpuTeMaTo3Hble KOJKHbIC BBICBHITAHUS, ofbiika, | Henssectna*
AHTHOHEBPOTUUYECKHH OTEK, 1110K)

Hapymemul CO CHIOpOHbI HePGHOﬁ cucmemal

["osioBHAas 601 OuyeHp 4acTo

(2)

["onoBOKpYkeHue Heuvacto
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HeBpanrus, HapylleHHe YyBCTBUTEILHOCTH, CYI0pOrH, HIedanomuenur, | HeussectHa*
HeBpUT U cunapoM [ mitena-bappe

Hapywenus co cmoponsi cocyoos

BackynuTt, B yactHoctu nypnypa [llenneiina-I'enoxa, B psje ciyyaen HewusBectna*
C TPAH3UTOPHBIM MOPAKEHUEM TTOUYEK

Hapywenus co cmoponsl dcey0o4HO-KUUIEYH020 MPaKkma

Jluapes (1, 6om1b B xuBore (! Heuacto

Hapymenu}l CO CMOpPOHbI CKeJIeMHO-MbIEYHOI U COCOUHUMEIbHOI MKAHU

Muasrus OuyeHb yacTo

Obugue paccmpoiicmea u HapyuieHUA 6 MeCme 66e0eHUA

bone3nennocts/0011b B MecTe BBC/ICHHS, DpUTEMA B MCCTC BBCJICHH A, OueHp 4acTo

MNpUITYXJIOCTb B MECTC BBCACHUS, YIINIOTHCHHUEC B MCCTC BBCIICHUSA (3),

HeoMoranue, 03106 Y

TloBbIlIEHHE TeMIIEPATypPhl Tejla, KPOBOMOJTEK B MeCTe BBe/IeH s ) Yacto

3y/1 B MecTe BBEJICHHSI, UyBCTBO TeIa/kapa B MecTe BBeJeHus 2, Heuacto
nuckomdopt B mecte Beenns @, miau (), acrenns @, cmabocts

(M Coobuanocs B X0/1¢ KIMHUYECKHX MCCIC0BAHUHN Y IeTeH B BO3pacTe OT 3 /10 8 JIeT BKIOUMTEILHO

) Coo6uanoch B X0/1€ KIAMHUYECKMX MCCIE0BaHHl y JieTeii / oapocTKOB B Bo3pacte o1 9 10 17 et BKIIOUHTEILHO
G) Yacro y seteii / 10apocTkoB B Bospacte 0T 9 710 17 et BKIIOUHTETBHO

™ Yacro y siereit B Bozpacte ot 3 10 8 JieT BKIIOYUTENBLHO

©) Heuacro y erei / 10apocTkoB B Bo3pacte ot 9 110 17 jieT BKIOUHTENLHO

(®Yacrora HenssecTHa y JieTeil / MOAPOCTKOB B Bo3pacte oT 9 10 17 JeT BKIIOYUTENLHO

Jlemu 6 6o3pacme om 6 00 35 mecsayes KIIOYUMENbHO:
[Tpoduins Ge3omacHOCTH OCHOBAH Ha JIAHHBIX, MOJTYYEHHBIX:

- B Xo/e KiuHHYeckux uccienoBanuit y 101 pebenka B Bo3pacte oT 6 10 35 MecsieB

BKJIIOUHTEIIBHO,

- B XO/I€ MOCTPETUCTPAIIHOHHOTO IPUMEHEHHS B 001IeH momyisuuu (*).
Haubonee wacro cooOmaemMpiMu peakiusMd B TedyeHHe 7 JHEH TMocjie BBEJACHUS BaKIMHBI
Baxcnrppm@) Opun pazapaxkutenbHocTh (50,9 %), GonesneHHocTs B Mecte BBeaeHus (36,6 %),
sputema B mecte BBejieHus (34,0 %), HeoObrunblii 1iay (34,0 %), MoBbIIEHHE TeMIIepaTyphl Tela

(29,0 %) u cawxenue annetruta (28,3 %).
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Tabauna 4. Yacrora HekeaTeIbHBIX peakiuii y aereii B Bo3pacte or 6 10 35 MmecsiueB

BKJIIOYHTEIbHO.
HEXEJIATEJIbHBIE PEAKIITUHN YACTOTA
Hapywenun co cmoponsl Kposu u aumgamuueckoil cucmemol
Tpanzurtopnas TpomOonuToneHus, TumM¢oaaeHonaTus Hewussecrna*
Hapywenus co cmoponbsl UMMYHHOIL CUCHEMbI
AJiepruyeckie peakiuu (3y/1, SpUuTeMaTo3Hble KOKHBIEC BBICHIIAHUS, HewussectHa*

KpalmtMiBHHIIA, OJIBIIIKA, aHFHOHCBpOTH‘{CCKHﬁ OTCK, I.IIOK)

Hapywenusa co cmoponsl oomena ¢eugecme u RUMaHuA

CHuxeHue anmneTuTa M

OueHp yacTo

Hapywenue ncuxuxu

HeoObrunbiit mnau 1, pazppaxurensuocts (1

OueHb yacTo

Hapywienusa co cmoponsl HepeHOIl cucmembl

.
I'onosnas 6ostb ), conmpocts (!

OuyeHb yacTo

Hapyiuenue uyBCTBUTEILHOCTH, CYI0POTH, SHIE)ATOMHEITHT Hewussectna*
Hapywienus co cmopomst cocy0os

Backynurt, B yactHocTH myprypa Illenseiina-I'enoxa, B psije ciydaen Hewussectna*
C TPAH3UTOPHBIM MOPAKEHHEM TOYEK

Hapywienus co cmopoHbl Jceay00uHO-KUUEYHO20 MPaKma

Jluapesi, psora ! Yacto

Hapywienus co cmoponsl CKe1emHo-moliedHOoll U COCOUHUMETbHOI MKAHU

Muanrus

OuyeHb 4acTo

Obuque paccmpoiicmea u HapywieHUA 6 Mecme 66e0eHUA

bone3nenHocTh B MecTe BBCJICHHS, DPUTEMA B MECTC BBCICHHU S,
YIUIOTHEHHUE B MECTC BBCJICHH A, KPOBOIMOATCK B MECTC BBCICHU S,
MPUTTYXJIOCTE B MECTE BBCJICHU S, TTOBBIICHUE TEMIIEPATYPHI TCJIa

OuyeHb YyacTo

03100 @

Yacto

(1 Coobuanock y aeteii B Bo3pacte 0T 6 10 23 MeCAIEB BKIIOYHTEILHO
@) Cooburanoce y aereii B Bospacte ot 24 10 35 Mecs1EB BKIIOYHTENLHO

Ocobvle zpynnbl nayuenmos

HECMOTpH Ha TO, 4YTO OBLJIO BKJIIOUYEHO JIMIIb OrpaHUYCHHOEC KOJIMYECTBO JIUI[ C COIMYTCTBYIOIHUMHU

3a6OJIEBaHI/I$IMI/I, MCCIICIOBAaHUs, IPOBCIACHHBIC Yy IMMAIIMCHTOB IIOCJI€ TpaHCIUIAHTAllUU [IOYEK,
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MAalMEeHTOB ¢ OpOHXHAJIBHOM acTMOil MM y JeTeli B Bo3pacte OT 6 MecsueB 10 3 JeT
¢ 3a00JIeBaHUSIMH, TIPH KOTOPBIX HMEETCsi 0000 BBICOKHI PHCK PAa3BUTHS CEPhE3HBIX OCIOKHEHUH,
CBSI3aHHBIX C TPUIIIIOM, HE MMOKa3aIM CYIIECTBEHHBIX pa3IHunii B mpoduiie 6€30MacHOCTH BaKIMHbI

Bakcurpun® y 9TMX rpynin HaiueHToB.

INEPEJIO3UPOBKA

v ®
3aperucTpupOBaHHBIC HEXKENIATEIbHbIE SIBJICHUS B Cllyyae Mepe/lo3upoBKU BaKIMHON Bakcurpumn™
COOTBETCTBYIOT mpoduiao Oe30macHOCTH Ipenapara, omnucaHHomy B pazjene «[lobounoe

JIeHCTBHEY.

B3AMMO/IEUCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU ITPEINIAPATAMHU

Bakuuna Bakcurpun® MoxkeT NPUMEHSTHCS OHOBPEMEHHO (B OJIMH JIEHb) C JPYTMMH BaKI[MHAMH.
IIpu sTOM mpenaparbl JIOJKHBI BBOJIMTHCS B pa3Hble YYaCTKM Tejla € MCIOJIb30BAHUEM DPa3HBIX
IITTPUILIEB.

BakiuHy Hesb3si CMEIIMBaTh ¢ KAKMM-JIHOO0 JIPYTUM JIEKAPCTBEHHBIM ITPENapaToM B OJIHOM ILIIPHUIE.
[locne BakuMHaUMU [OPOTUB TIPUIINIA OTMEUAJIOCh MHITHOMpOBaHHE [EUEHOYHOrO KJIMpeHca
(denutonHa, TeopwMHA M BapdapuHa, OJIHAKO B paMKax IOCJIEAYIOLUIMX HCCIIe/I0BaHUM
BO3HUKHOBEHHS HEXelaTeabHbIX 3P(PEKTOB B CBSA3U € 3TUM (EHOMEHOM 0OHapyKeHO He ObLIO.
Ilpu BBeseHuMM BakuMHbl Bakcurpun® 1uiam, NpoXosiMM HMMYHOCYHNPECCHBHYIO TEpanuio,

PIMMyHHbIﬁ OTBET I10CJI€ BAKIIMHAIIMH MOJKET OBITH CHHIKEHHBIM.

OCOBBIE YKA3ZAHUS

Bakunna Bakcurpun® sdekTHBHA B OTHOIIEHHM IITAMMOB BHpPYCa, M3 KOTOPHIX OHA OblIa
MPOU3BE/ICHA, W B OTHOLICHUH OJIM3KOPO/ICTBEHHBIX ITAMMOB.

[1pu BBeIcHMH BaKIMHBI Bakcurpun® uiam co CHUKEHHOM COCOGHOCTBIO K BHIPAGOTKE aHTUTE,
00YCJIOBICHHOH T€HEeTHYEeCKUM J1e(heKTOM, UMMYHOJAEPHUIIMTOM, a TAKKE JIHIaM, [POXO/SIIUM
UMMYHOCYIIPECCUBHYIO TE€paruio, MMMYHHBIA OTBET 110CJI€ BAKIIMHAIIMM MOKET ObITh CHUIKEHHBIM.
Bausanue na nabopamoprnoe u OuazHocmuieckoe mecmuposanue

B TeyeHune HECKOJIBKMX JHEH r1ocie  BaKIUHAIMM  MOTYT HMMEThb MECTO  Cly4au
JIOXKHOTIOJIOKHUTEIBHBIX Pe3yJIbTaTOB Mpu onpeaeneHun anturen kK BUY-1, Bupycy renatura C u,
ocobenHo, 4enoBedeckoMmy T-mumporponHomy Bupycy | THIA METO0M MMMYHO()EPMEHTHOIO
anaim3a (MDA). JIoKHOMOIOKHUTEIbHBIH pe3yabTaT MOKeT ObITh cBsi3aH ¢ oOpasoBanueM IgM
B OTBET Ha BBEJICHHE BAKIMHBIL. B 3THX cioydasx mpoBepka pesyibTara, mnoiydeHHoro B MDA,

IIPOU3BOAUTCs C MOMOIIIBIO METOIUKH BeCTepH-G.HOTTHHI‘a.
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BJUSHUE HA CITOCOBHOCTDb YIIPABJISITH TPAHCIIOPTHBIMU CPEJICTBAMM,
MEXAHU3MAMH

VccneoBaHms MO M3YYEHMIO BIMSIHHS BakIMHbI Bakcurpun® Ha CrnoCOOHOCTb YIPABISTH
ABTOMOOMIISIME M 3aHUMAThLCsI JIPYTHMMH TTOTEHIIHAIBHO OIACHBIMH BHUAMHU J€ATEIbHOCTH (padoTa

C JBMOKYIIMMHCS MEXaHM3MaMH, paboTa aucrneryepa u oneparopa u T.11.) He IIPOBOIUIIUCH.

DdOPMA BBIITYCKA
Cycniensus JuUisi BHYTPUMBIIIEYHOTO U TOIKO)KHOTO BBeeHHus, 0,5 Mi1/103a.
[To 0,5 M1 BaKIMHBI B LIITPHILE, IO | MINPHILY B 3aKPLITON STYEHKOBON yIIaKOBKE.

[To 1 3akpbITO# STUEHKOBOM yIIAKOBKE ¢ HHCTPYKIIUEH 11O IIPUMEHEHHIO B KAPTOHHYIO MAYKY.

YCJIOBUSI XPAHEHU S
Xpauuth npu Temmneparype ot 2 10 8 °C B 3alMIIEHHOM OT CBETa MECTE.
He 3amopaxxuBarts.

XpaHHUTh B HEJIOCTYITHOM JUIsl IeTei MecTe.

YCJIOBUS TPAHCIIOPTUPOBAHUS

[Ipu Temneparype ot 2 0 8 °C. He 3amopaxuBars.

CPOK I'OJIHOCTH
12 MmecsiLies.
JlaToit okOHYaHMsI CPOKA T'OJIHOCTH CUHUTAETCS TIOCIICHHH JIeHb Mecsa, YKa3aHHOI0 Ha YyIIaKOBKe.

He ucnosnbp30BaTh 10C¢jie HCTEUCHHUS CpOKa roaHOCTH.

YCJIOBUS OTITYCKA

OTtnyckaroT 1o peuenry.

IMPOU3BOJAUTEJIb

Bce cmaouu npouzeoocmea:

Canodu ITacrep C.A., @pannus

Sanofi Pasteur S.A.,

1541, avenue Marcel Merieux 69280, Marcy I’Etoile, France.
WITH

Cano¢u ITacrep C.A., @pannus

Sanofi Pasteur S.A.,
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Parc Industriel d’Incarville, 27100, Val de Reuil, France.

BJIAJIEJIELL, PETMCTPAIIMOHHOI'O YJAOCTOBEPEHUSI / OPIrAHU3ALINA,
IMPUHUMAIOILAS IIPETEH3HH OT IMMOTPEBUTEJIEN

Canodu ITacrep C.A., @pannus.

Opranus3anui, NPHHHEMAIOIIHE NPETeH3HH 0T noTpeduTeJeii:

denepanbhas ciyx0a 1o Haazopy B chepe 31paBooxpanenus (Pocsapasnanzop)

109074, Mocksa, CnaBsHckas 1., 4, cTp. 1

Ten.: +7 (499) 578-01-31

DekTpoHHBIH aapec: pharm@roszdravnadzor.ru

W/um
AO «Canodu Poccus» 125009, r. Mocksa, yi1. Teepckas, 22
Ten.: +7 (495) 721-14-00
dakc: +7 (495) 721-14-11

3 / L
«Cy anopu-afenmuc pyn»
(Dparnyus) )
&,

Mene pKep 10 perucTparuu
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