MHH3OPAB POCCHH

o NomHgor 150818

COTNACOBAHO

MHUHHUCTEPCTBO 3IPABOOXPAHEHHUSA POCCHUCKOH OEJEPAITNHN

HHCTPYKIIHUA

10 NPHMEHEHHI0 JIEKAPCTBEHHOr0 npenaparta A MEAHUHHCKOIo NpUMEHEeHHHA

BAKCHUI'PUII

HHaKTHBHpDBaHHaﬂ CIVTHT-BAKLIHHA IS llpoq)HJIaKTHKH rpunna

HITAMMBI <...>rT.

PETHCTPAIIMOHHOE YIOCTOBEPEHHME: I1 N014493/01

TOPTOBOE HAUMEHOBAHHE

Bakcurpun (MHaKTHBMpOBaHHas CIJIMT-BaKLMHA i NpodUNaKTUKK rpUIIna)

I'PYIINIMPOBOYHOE HAMMEHOBAHHUE

BakuuHa 11s npopunakTHKY rpunna (HHaKTHBUPOBaHHas)

JJEKAPCTBEHHAS ®OPMA

CychH3Hﬂ AJiss BHYTPUMBILLICYHOI'O U IMOAKOXHOI'0 BBCACHHUA

COCTAB

Axmugnbiii Komnonenm
KyneTuBMpOBaHHBIE HA KypHHBIX SMOPHOHAX HHAKTHBUPOBAHHbIE PAaCLUENICHHBIE BUPYCH IPUMNA,

NpeACTaBACHHLIC LITAMMaMH:

Ho3a 0,25 ma Hdosza 0,5 mn
*
A/ (H3N2) 7,5 MKI reMarriloTMHHHA 15 MKr remarrniOTHHUHA
*
A/ (HIN1) 7,5 MKr reMarritoTHHHHA 15 MKr reMarrnmOTHHWHA
*
B/ 7,5 MKr reMarrmoTHHHHA 15 MKr remarrnOTHHHHA

* ~ ~
- B [10N1€ BbIHOCATCA Ha3BaHHA LUITAMMOB, pEKOMCHAOBAHHbIX BO3 Ha TEKYUHH INUAEMHYECKHHU CE30H rpunna.
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Bcnomozamenshotit Komnonenm (pacmeopumens)
BydepHslii pacTBOp (HaTpHs XNOPHA, no 0,25 mn 1o 0,5 mn
KaJlus XJ0opua, HaTpus ruapodocdara
AMruapaTt, Kanusa adrugpodocdar,

BOZA I HHBEKLHH)

He COAEPXHUT aAbKOBAHTOB U KOHCEPBAHTOB.

[IpousBoacTBeHHbIE NpUMecH (coaepXKaHHe B OJHOM 103€):

Ho3a 0,25 ma Ho3a 0,5 ma
dopmanbaerua He boaee 15 mMkr He bonee 30 mkr
OkTokcuHON-9 He 6onee 100 mkr He 6onee 200 mMkr
HeomMuuux He 6onee 10 nukorpamMMoB | He Honee 20 nukorpamMmos
OBansbyMHuH He 6onee 0,025 Mxr He 6onee 0,050 mkr

LlITaMMOBBI# COCTaB BaKLIMHBI COOTBETCTBYET pekoMenaauusaM BO3 ans CesepHoro nonywmapus u

PECUIEHHIO EC no COCTaBY IpHUINIMO3HBIX BaKLHH CE30HA <...>IT.

OIIMCAHHUE

Cnabo onanecumpyrowas cnerka 6enoBatas KUAKOCTS.

DOAPMAKOTEPAIIEBTHUYECKAS I'PYIITIA
MMUBII-sakuuHa

KOJ ATX
JO7BB02

UMMYHOJOTWYECKHUE CBOMCTBA

Bakuuna Bakcurpun npousBeeHa M3 TpeX IITAMMOB BHpYCa [DPMINA, KylbTHBMPOBAaHHBIX,
OYHMIICHHBIX U 3aTEM HHAKTHBHPOBAaHHbIX (OpManbaeruaoM.

Bakuuna Bakcurpun ¢opMupyer pa3BUTHE crneuM(PUUYECKOr0O HMMYHMTETAa K SNMAEMHUYECKH
aKTyanbHbIM lITAMMaM BHMpYyca rpunna THNoB A W B, coaepxawMmcs B JaHHOM BaKUMHE.
WmmyHuTeT BhIpabaTeiBacTCa Mexay 2-0f M 3-eil Heflened Nocie BaKUMHAUMM U COXPAHAETCS OT

6 1o 12 mecaues.
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INOKA3AHUS K IPUMEHEHHIO

[TpodunakTrka rpunna y B3pOCHBIX M AeTeH ¢ 6-MecsyHoro Bo3pacTa. BakuuHauus ocoGeHHO

NnokKaszaHa JduUaM, TMOABEPrarolIMMCa TMOBBIWIEHHOMY PHUCKY pasBUTHA TOCHEIPUINIIO3HBIX

OCJIOXXHEHHUI.

IMPOTHUBOIIOKA3AHUSA

- TMMEPYYBCTBUTENBHOCTh K KAaKOMY-TM60 M3 KOMIMOHEHTOB BaKLUMHbI, a Taloke KOMIIOHEHTaM
KyPHHOTO MsiCa MJIW KYPHHOTO fiilia, HEOMHLMHY, dopmanbaeruay ¥ OKTOKCHHONY-9;

- TAXKENbIE aJUlepruyecKue peakuuy nocne NpeAlecTBYIOLIEro BBEAEHHS BaKLMHBI WK BaKLKHBI,
COZEPIKalLEH TE K€ KOMMOHEHTBI;

- cunbHas peakuus (temnepatypa Boiwe 40 °C, 0TeK ¥ rUnepeMus B MECTE BBEACHHUSA CBHILLE 8 CM B
AMaMETPE) UK OCAOXKHEHHUE Ha NpeablAyLUee BBEACHUE Npenapara;

- ocTpble HH(EKLHOHHbIE HNH HeWH(EKUHOHHbIE 3aboneBaHus, 00OCTpeHHE XPOHMYECKHMX
3aboneBaHUi — NPUBMBKM NPOBOAAT yepe3 2-4 HeAeNH Noche BHI3JOPOBIEHUS UK peMUccHU. [Tpu
HeTsokensix OPBU, ocTpeix kuieyHBIX 3a6071€BaHUSX NPUBUBKY NPOBOIAT MOCHE HOpMalH3aLMK

TEMNEPATYpHI.

C OCTOPOXHOCTBIO
Bakuuny Bakcurpun crnesyer npUMEHSATh € OCTOPOXHOCTBIO Y JIKL C TPOMOOLIMTONEHHEH HIIH C
HapyLIEHUSIMH CO CTOpPOHBI CBEPTHIBAIOIIEH CHCTEMBI KPOBWU BCJIEACTBME BO3MOXHOCTH

BO3HUKHOBE€HHS KPOBOTCUECHHA I1OCTIC BHyTpPIMbIUJC‘-]HOf;I HHBEKLIHUH.

IIPUMEHEHHE TIIPM BEPEMEHHOCTH MW B IIEPHOJA TIPYJIHOI'O
BCKAPMJIMBAHMSI

Hmerowmecs nanHble 06 HCMONB30BaHUM BaKUMHB! Y 6€PEMEHHBIX HE YKa3bIBAlOT Ha BO3MOXHOCTh
OTPHULIATENBLHOIO BO3AEHCTBUSA BaKLIMHALMK Ha TJ10[ H OPraHU3M >XEHUIMHBL.

Bakuvnauusa npenapatom Bakcurpun MoxeT npoBOAMTHCA, HauWHas CO BTOPOro TPHUMECTpa
6epemenHocTH. [lo MEAMUMHCKMM NOKa3aHMAM, NMPH HalHYWKM MOBHILIEHHONO PUCKA pPa3BUTHA
NOCNErPUIIIO3HBIX  OCTIOKHEHUH, MCMOJNb30BAHWE JaHHOHW BAaKUMHBI pPEKOMEHAYETCS BHE
3aBUCHMOCTH OT CpoKa 6EpEMEHHOCTH.

BaKuHHa MOXET UCNMONB30BaThHCA B NEPUOA 'PYAHOI0O BCKapMJIMBaHHUA.
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CIIOCOB NTPUMEHEHUS U 1O3bI
BakunHa BBOAWTCA BHYTPUMBIIIEYHO WAM rnyboko noakoxHo. He BBoAHTH BHYTpHBEHHO!
epen MCMONB30BAHMEM BaKLMHY CNEAyeT BBIAEPXKATh NpH KOMHATHOH TeMmepaType U

BCTPAXHYTb 10 06pa3oBaHUs OJHOPOAHOIO PacTBOpa.

Ho3upoBka:
— netH ot 6 fo 35 mecsaues — 0,25 M1 OJHOKpaTHO;
— JeTH crapiue 36 MecsaueB U B3pocnbie — 0,5 M OAHOKPATHO;
— zeTH 10 6 MecsueB — 6e30macHOCTb U 3 (PEKTUBHOCTb NMPUMEHEHHUs BakKUMHbI Bakcurpun y
aetei no 6 MecaleB He U3y4anach.
Pekomennyemas obnactb BBElEHHS:
— netu oT 6 1o 11 mecsaues — nepeaHe6oKkoBas nNoBepXHOCTH Heapa,;
— netn ot 12 mecsaueB po 35 mecsaueB — nepeaHebokoBas MOBEpXHOCTH 6eapa uau obnacthb
AENbTOBUAHON MBILILBI;
— et oT 36 MecsLeB M B3pocbie - 061acTh AENbTOBHAHON MBILILIBI.
Hetsam Mnaawe 9 ner, BnepBble BAKUMHHPYEMbIM MPOTHUB IPUIINA, MOKA3aHO ABYKPAaTHOE BBEJEHMUE
BaKLWHBI Bakcurpun ¢ uHTepBanom 4 Henenu.
I[Tpn ucnonb3oBaHKM WINpHUA, coaepxkauiero 0,5 Ma BakLMHBL, AN UMMYHH3aUUH JeTel, KOTOPBIM
nokasaHo BeeAeHHe A03bl 0,25 mMn, HeobxoauMo yaanuTe nonoBuHy o6sema wnpuua 0,5 mn. Ipu
3TOM IUMNpHUL cledyeT AEpXaTh B BEPTHKAJILHOM TOJNIOKEHHH, a OrpaHWuYMTENb XOAa MOPLIHS
CllelyeT NpPOJBUraTh A0 TeX MOp, NOKa OH He JOCTHTHET TOHKOW YepHO JIMHUH, HarneyaTaHHOW Ha
wnpuue. Beect ocraBniics o6vem 0,25 mi.

Ocratok BaKLMHB! B LUTTPHULIE DOJIKEH OBITE HEMEAJIEHHO YHHUYTOXEH.

IIOBOYHOE NEHCTBHE
I/IH(I)OpMauHﬂ 0 HEXKCNATECNBbHBIX ABJEHHUAX TMOJNYy4Y€HA M3 KIHHHYCCKHUX I/ICCHCILOBaHHFl H B

INpoLECCe MOCTMApKETUHIOBOro NPUMEHEHUA Npenapara B pa3/IMYHBIX CTpaHaxX MUpa.

ﬂalﬂlble, ROIYHEHHbIE 8 X00€e KTUHUYeCKUX UCCNe00B8aAH U

B cBA3W ¢ exerogHelM HM3MEHEHHMEM COCTaBa LUTAMMOB NPOTUBOrPUNIMO3HBEIX BAaKIIMH H B
COOTBETCTBUU C CBpOl’lGFlCKPlMH TpCGOBaH HAMH  [IPpOBOAATCA  €KErogHbl€ KIHMHUYECKHE
HCCllenoBaHUa 6e30macHOCTH M HMMYHOIN€HHOCTH BaKLIHHBI Baxourpnn, BKJIHOYAKOLIUE HE MEHEE

50 B3pocnsix auu B Bozpacte 18-60 net u He MeHee S0 noxkunbix nuu B Bo3pacte >60 ner.
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B O6’b€IlMHCHHblFl aHanu3 0e30MacHOCTH BKJIIOYEHBI KJIMHHYECKHE JAHHBIC, [IOJIy4Y€HHBIE B

36 uccnenopanusax. B obuweit cnoxxnoctu 10 880 uenosek 6v11n npuBHUTH Npenapatom Bakcurpun
BHyTpuMbIlleyHo (54 pebenka B Bospacte oT 6 no 35 mecsauee, 460 pereli B Bo3pacte
ot 3 no 8 ner, 72 pebeHka B Bo3pacte oT 9 no 17 ner, 4 775 B3pocasix B Bo3pacte oT 18 no 60 ner
1 5519 B3pocnsix crapuwe 60 ner). BoNbIMHCTBO HEXeRaTeNbHBIX SBIACHUH WUMENH JIETKYIO W
CPEIHIOIO CTENEHb TXKECTH, OOBIYHO pa3BUBANIMCh B A€Hb BaKLMHALMM W pa3pellaliich B TEUEHHUE
3 nocnenyoWmUX AHEH.

Huxe npuBeneHsl cBeaeHUs O 4vacTtoTe (C yKa3aHUEM Juana3oHa, COOTBETCTBYHOLLErO
NoKa3aTessaM, NONYYEHHbBIM B paMKax OTAENbHbIX WCCNENOBaHHi) HEXeNaTeNbHbIX ABJIEHUH,
3aperucTPUPOBAHHbBIX B TeYeHHUE 3 M 7 AHeH HaOMOAEHHS NOCe UMMYHHU3aLMHK.

Hanbonee wacroii MecTHoW peakuued, oTMevaBlueics 3a nepuoa HabmoaeHus 7 AHe#H mnocne
BBEACHMS BaKLMHBI, JU1 BCEX MONYNALMH, KpoMe aeTel B Bo3pacte oT 6 1o 35 mecaues, sBasnach
00Jb B MECTE HHBEKLIMH.

Hna nereit B Bo3pacte oT 6 no 35 MecsaueB 3a nepuop HabnwogeHws 7 AHeH mocne BBeJCHHSA
BAaKLIMHBI Yallle BCETO OTMEYANOCh HApYIEHHE MCUXHUKM B BUJIE Pa3JpaXXUTEIbHOCTH.

Cpean obmmx paccTpoiicTB Haubonee 4acToH peakuMel, OTMeYaBLLeics 3a nepuo HabMoAeHHs
7 IHER moce BBEACHUA BaKUHHBI, A/ B3POCIHBIX, TMOXKHIBIX W IeTeil B Bo3pacte oT 9 mo 17 ner,
sBjAnack ronosHas 6one. Jlna perel B Bo3pacte OoT 3 A0 8 neT uamie BCEro OTMevasoch
HEJJOMOTaHHe.

HexenarenbHele ABNEHUs, NMpeACTAaBACHHBIE HWXE, NEPEUYUCIIEHB] B COOTBETCTBHH C CHCTEMHO-
OpPraHHBIM KJIacCOM M YacTOTOH BCTpeyaeMOCTH. YacTOTy BCTpedaeMOCTH ONpenensid Ha
OCHOBaHUM CJIEAYIOLIMX KpUTEepHeB: o4deHb yacTo (=10 %), yacto (>1 % mo <10 %), Heuyacro
(20,1 % no <1 %), penko (0,01 % mo <0,1 %), oueHb peako (<0,01 %), yacToTa HEU3BECTHA

(Henb3s OLEHUTH MO UMEIOLIUMCS AAHHBIM).

HexenateabHble fiBleHHS, 3aperHCTPHPOBaHHbIe B TeueHHe 3 AHel nocjie HMMYHH3aUHH
*
Hapywienua co cmoponst o6mena eeugecms u nUmaHus
Ouenv yacmo: NOTeps anneTuta’.

*
Hapywenue ncuxuxu

1 -~
Ouens yacmo: PasapaXUTECNBHOCTE , NATOJIOTUNYECKUH nnaq'.

* PerucTpHpoBanock He BO BCEX KIHHHYECKHX MCCEI0BAHHAX H HE BO BCEX BO3PAaCTHBIX Ipyrnnax.
' Iletn (6-35 mecsues).

2 letu (3-8 ner).

3 leth (9-17 ner).

* Bapocasie (18-59 ner).

5 Bapocnste (crapuwe 60 net).
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Yacmo: 6eccommua'.
’ - *
Hapywernusa co cmopoHs! HepeHOU cucmembsi

4 1
23, '5, COHNIUBOCTD .

Quenb yacmo: ronoBHas 6onb
*
Co cmoponbl dHeenyO0oHHO-KUWEUHO20 mpaKkma
1
Ouensy yacmo: nuapes .

Yacmo: pBora' .

¥
Co cmoponbl Kodicu u NOOKONCHbIX MKaHel
4
Yacmo:- NOBbILLIERHAS IOTAUBOCTS™.
Co cmopoHbl cKenemHo-MblledHOW U COeOUHUMETbHOU MKAHU
*234
Quenv yacmo: MHaNTHS )
. 45 5
Yacmo: apTpanrus , MHarus’ .
- *
Obuue paccmpoiicmea u HapyuieHUA 8 Mecme 88e0eHUA
Ouenv uacmo: 601151'2'3'4’5, noxpacnenne"z’3’4'5, ynHOTHeHHC4’5, otek>>* B MecTe HHBEKLIMH,
4 o 1 3
acTeHus , mnoBbllleHHe TemnepaTtypsl >38 °C (npu HM3MepeHWM B TNOJOCTH prTa), O03HOO,

HCﬂOMOFaHH62’3’4.

4 12,4
Yacmo: OTeKI, ynHOTHeHue2’3, remaToma' 2> ’5, 3yn 243 B mecTe HHBEKLMH, aCTeHHﬂS, MOBBILLIEHHE

4
TemnepaTypsl >38 °C (npu u3MepeHun B nonoctr pra)>>*?, 03106>*, Henomoranne’.

V nereii B Bo3pacte 9-17 net B TeueHHe 3 AHEH nocsie MHBEKLUMH Yalle Bcero Habmoaanuce 6onp 1
NMOKpacHEHHE B MECTE HHBEKLIMH, FOJOBHAs 60Nb, MHANTHA.

V nereli B Bo3pacTte 3-8 sieT B TeueHHe 3 AHEH nocne HHBEKLUMH Yalle Bcero Habnonanucs 601s 1
NOKpaCHEHHE B MECTE MHBEKLIMH, HEOMOTaHUE.

V pereii B Bo3pacTe 6-35 MecsleB B TeueHHe 3 AHEH Mnoclie HHBbEKLUMH Yalle Bcero Habmoaanuch

601b B MecTe HUHBECKUWUH, PA3APAXKHUTECIIBHOCTE U NaToNIOrMYECKUH iay.

Hexenatenbuble fIBJICHHS, 3apEerHcTpHpOBaHHbLIC 3a MNepHOA HaﬁJ’IIO}.]eHHﬂ 7 nHell mocae
HMMYHH3AUHH

*
Hapymenuﬂ CO CMOpOHB! obmena sewiecme U nUMAHUR

Ouenb yacmo: NoTeps anneTura'.

" PerucTpHpoBanoch He BO BCEX KITHHUYECKHX HCCIIENOBAHHAX W HE BO BCEX BO3PACTHBIX FpyMNaX.
' Mletn (6-35 mecsues).

2 Iletn (3-8 ner).

3 letw (9-17 ner).

“ Bapocnsie (18-59 ner).

5 Bapocasie (crapiue 60 net).
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*

Hapywenue ncuxuku
~ 1
Ouenb yacmo: paspaXMTENBHOCTD', NATONOrHYECKUH Mnay .

Hapymemm CO CMOPOHbL uepenoﬁ cucmemasl

2,345

*
Quenb yacmo: ronopHas 60np , COHJIMBOCTb .

*
Co cmopoHbl dHceny0oHHO-Kume4Ho20 mpakma
Yacmo: pBOTal.

¥
Co cmoponbt Kodicu U NOOKOMCHBIX MKaHell

4
Yacmo: noBelLIEHHAdA MNOTJHUBOCTH ’5.

Co CMOpOHbI CKeNemHOo-MblUeUHOU U COCOUHUMENbHOU MKAHU

2,34,
Ouenb yacmo: muanrus>>™*>.

*4
Yacmo. aprpanrus 3

Obujue paccmpoiicmea u HapyuwieHUA 8 Mecme 66e0eHUA

1,2,3,4,5 12345 1,2,4,5

4 *4
QOuenv yacmo: 6onb , TOKpacHeHue , YMJOTHEHHE . orex' S,

3yA B MecTe

*
MHBEKLMH, aCTEHWS ', TOBBILIEHHE temnepatypsl >38 °C (npu M3MepeHHUHU B TMOJIOCTH pTa)l,

03H063, HeloMoraHHe ",
) 3 234,5 .5 *5
Yacmo: yNIOTHEHWE , remMaroma ™, 3yl ~ B MECTe HWHBEKUMH, acCTEHHS ~, TMOBBILIEHWE
° 234,5 *2,4,5 5
temriepaTypbl >38 °C (np1 U3MEPEHHH B MOJNIOCTH pTa) , 03HO6 ~"”, HeJoMoraHue™.

BelienepeyncneHHbie HeXenaTenbHblE SBJECHMS Yalle BCEr0 OTMEYAalMCh Y B3pPOCIBIX CTaplue
60 ner, yeM y B3pocneix B Bo3pacte 18-59 ner. B obwem u uenom, npodpuns 6e3onmacHocTH
BakUMHBI Bakcurpun B TeyeHue 3 unm 7 aHel HabnroaeHUs nocne MHBbEKUMHM WAEHTHYEH Y obenx
BO3PacTHBIX rpyni.

V pereit B Bo3pacte 9-17 ner 3a nepuon HabmoaeHus 7 AHEH mocie MHBEKLUMM Yallle BCEro
Habatoaanuce 60/1b M NOKPaCHEHUE B MECTE HHbEKLIMH, rojloBHas 6011k, MHanrus.

YV nereit B Bo3pacte 3-8 ner 3a nepuoa HabnioaeHuss 7 AHeH Mocne MHBEKLUMM 4Yalle BCEro
Habnoaanuce 601b U NOKPAaCHEHHE B MECTE HHBEKLIMHY, HEIOMOraH1e, MHaJITus.

Y nereii B Bo3pacte 6-35 mecsaueB B 3a nepuol HabnoaeHus 7 qHei nocne MHBEKUMH Yalle BCEro
Habnojanuch pasfApaKMTENbHOCTb, MOBblWEHHE TemnepaTypbl >38°C, cHibKEeHUe anneTura W

NnaToJOrHYECKHUM niay.

* PerncTpupoBanoch He BO BCEX KIHHHYECKHX HCCIIENOBAHUAX U HE BO BCEX BO3PACTHBIX FPyINax.
' letn (6-35 mecsues).

? Iletn (3-8 ner).

3 Iletw (9-17 ner).

¢ Bapocnsie (18-59 ner).

5 Bapocnsie (cTapute 60 ner).
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Hanee npuBemeHbl CBeJeHMs O yYacToTe (C YKa3aHMEM [HMana3oHa, COOTBETCTBYHOILETO
NoKa3aTeNsM, MOJYYEHHBIM B paMKaX 7 KJIMHUYECKHX MCCIEAOBAHMI) HEXENATEAbHBIX ABJIEHUH,
CBEAEHHS O KOTOPBIX OBUIM NpefoCTaBieHb! 106pOBOIEHO B TeyeHHe 21 AHA nocne HMMYHH3aUMH.
B o6uueit cnoxHocTr 7 680 yenoBek NPUHANM y4acTHE B AaHHBIX MCCIIEOBAHUAX, CPEAH KOTOPBIX
20 pmeteii B BO3pacte 6-35 mecsaues, 384 nereii B Bo3pacte 3-8 net, 72 pebenka ot 9 mo 17 ner,
2 607 B3pocabix B Bo3pacte 18-59 net u 4 597 B3pocnsix crapuie 60 ner.

HexenarenbHble siBJleHHs, 3apernCTPHPOBaHHbIe 32 nepHoj HabmogeHus 21 geHbL mocie
HMMYHH3aLHH

Hapywenus co cmoponsi Kposu u 1umamueckoii cucmemst

Heuacmo. numbaneronatus™*.

Pedxo: numbaneHonarus’.

Co cmoponst uMMyHHOG cucmembt’

Heyacmo: KpanuBHuuaz.

Peoko: 3yn*’, renepanusosanublii 3yn®, spurema®”, reHepanusoBaHHas sputema’, ceimp®’
KpannBHnua4, OTEUHOCTH NHLa".

Co cmoponst HepeHoii cucmemst’

Yacmo: ronosoxpymeuue3.

Heuacmo: coHnuBOCTS®, ronoBokpyxenue’.

Pedko: napectesus™, runoscTesns’, Hepanrus’, nieueBoil paguKyauT.
Co cmopoHbl dHceny0ouHO-KUUueUH020 mpakma*

2’4’5, TOL[]HOTa4.

Heuacmo: pnapes
Obugue paccmpoiicmea u HapyWeRUA 8 Mecme 86€0CHUA

Yacmo: HeNpPUATHBIE OLLYIEHUS, 3y, NOBBILICHHE TEMIIEPATYPEI B MECTE BBEJCHMUS.

Heuacmo: wenpuatheie omtyienus®, 6onp*’, 3yn®®, ynnotuenne®, kpoporeuenue?, noesimenne

24 o
TCMINCPATYpPhl ~ B MECTEC HHBCKUHH, f’pHﬂl’lOI‘lOﬂOGHb]l/l CPIHIIpOM“.

OrpanuyeHHas 0a3a gaHHBIX AN Aereil 6-35 Mmecsues, a Taloke creud¢uUuecKkue s Bo3pacTa
KpuTepun 6€30MacHOCTH HCKIIIOYAIOT NpsMOe cpaBHeHWE npoduns ©6e30macHOCTH B 3TOH

BO3pacTHOM rpynne ¢ npogunem 6€30NacHOCTH Y B3pOCIBIX.

’ PCFHCTPHPOBB.HOCB HE€ BO BCEX KIIMHHUYECKHX HCCNICAOBAHUAX U HE BO BCEX BO3PACTHBIX rpynnax.
? Jletn (3-8 ner).

? Ietw (9-17 ner).

* Bapocnbie (18-59 ner).

3 Bapocnste (cTapue 60 ner).
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Hannsie, nonyuennsie 8 xo0e nocmmapKemuHzo8bix Haba100eH Ul

Tak kak cMOHTaHHBIE COOOLIEHUS O HEXEATENbHBIX SABIECHUAX NPU KOMMEPYECKOM NPHUMEHEHHH
npenapata ObLIK MOJIyYeHB! OYEHb PEAKO W M3 MOMYJSLMH C HEONpPEJENIEHHBIM KOJIMYECTBOM
NalKMEHTOB, TO MX 4acTOTy K1acCU(UUMPOBANH KaK «4acTOTa HEU3BECTHAY.

HapyuieHHs cO CTOPOHBI KPOBH H IHM(ATHUYECKOH CHCTEMbI

TpanautopHas TpombouuTONEHHs, NMMaaeHONaTHs

Co cTopoHBI HMMYHHOI CHCTEMBI

Annepruueckue peakuvd (KOXKHBIA 3y, 3PUTEMATO3HBIE KOXKHBIE BBICHIMAHMs, KpanMBHHULA,
AMCIHO3, aHTMOHEBPOTHYECKHH OTEK MIIH LLIOK)

Co cTopoHBI HepBHO#H CHCTEMBI

[Tapectesus, cunapom ['niteHa-bappe, HEBpUT, HEBpaTrus, Cyl0pOry, 3HUEDAaNOMUENUT

Co cToponbl cocyaoB

Backynaut, B wactHoctu nypnypa lllennefina-I'eHoxa, B psme cnyyaeB ¢ TpPaH3MTOPHBIM

NopakeHHeM 1oyek
Ocobbie zpynnsl nayuenmog

HecMoTps Ha To, 4TO ObII0 BKIIOYEHO NHLIB OFPAHHYEHHOE KOJIMYECTBO JHL, C COMYTCTBYIOLUMMU
3aboneBaHHAMM, MCCNENOBAHHSA, NPOBEACHHbIE Y TMALMEHTOB TMOC/IE TPAHCMIAHTALMH MOYeK,
nauveHToB ¢ OpOHXWanbHOM acTMOil unM y JeTeit B Bo3pacTe OT 6 MecsileB A0 3 JeT ¢
3a00n€BaHHAMM, NIPU KOTOPHIX UMEETCA 0CODO BBLICOKMH PHCK Pa3BUTHUS CEPHE3HBIX OCIOXKHEHHH,
CBA3aHHBIX C FPHUMINOM, HE NOKa3alH CYLUECTBEHHBIX Pa3NuuHii B npodune 6€30nacHOCTH BaKUMHBI

Baxcurpun B 3THX rpynnax naumeHToB.

IIEPEJO3UPOBKA
3aperucTpUpoBaHHbBIE HEXENaTelbHblE ABJIECHUS B Clyyae NepeAo3WpOBKH BaKLMHO#M Bakcurpun
COOTBETCTBYIOT npoduno OezonacHOCTH mnpenapara, onucaHHoMy B pasaene «[loGouyHoe

JEHCTBHUEY.

B3AMMOJAENCTBHUE C IPYTMMH JJEKAPCTBEHHBIMHU IIPEIIAPATAMU

Bakuvna Bakcurpun Mo>xeT NpUMEHATECS OAHOBPEMEHHO (B OJWH A€Hb) C APYrHMH BaKLHWHAMH.
Ilpu 3TOM npenapaTbl AOMKHB BBOAUTHCS B Pa3Hble YYAaCTKH Tela ¢ MCMONB30BAaHUEM Pa3HBIX
LUTIPHLIER.

BakuuHa He MOXeT ObITb CMeLIaHa ¢ KaKMM-THOO ApYruM NeKapCTBEHHBIM NpenaparoM B OAHOM

WIApHULE.
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XoTs nocne BaKUMHALUMK MPOTHB TPUINa OTMEYAJIOCh WHIMOMPOBaHUE MMEYEHOYHOrO K/IMpEHCa
¢dbenuTonHa, TeopuiHa ¥ BapdaprHa, B paMKaX MOCAEAYIOLWHUX HCCIIENOBAHUN BO3HMKHOBEHHS
HexenarenbHeIX 3G PeKTOB B CBA3H € 3TUM (HeHOMEHOM 0OHapyXeHO He 6BIno.

[Ipy BBemeHHM BakLWMHbLI Bakcurpun nuuam, NPOXOASIIMM HMMYHOCYNPECCUBHYIO TEPAIHIO
(KOpPTHKOCTEPOHJAMH, LIUTOTOKCHYECKMMH WM paJMOaKTHBHBIMM TpernapaTaMH), MMMYHHbIH

OTBET NOCJEC BAKUHHALUKUH MOXET ObITH CHHIKEHHBIM.

OCOBBIE YKA3AHUA -

B cBasu ¢ Tem, uto 3a60n€BaEMOCTb IPUMNMNOM HMEET CE30HHBIH XapaKTep, PEKOMEHAYETCs
€XEerofiHo TMPOBOJAWTL BaKLMHALMIO B OCEHHE-3MMHUI MNepuoa, Korza pvck 3aboneBaeMOCTH
FPUINNOM MaKCHMaJEH.

BakuuHa npuBOAMT K BbIpabOTKE MMMYHHMTETa TOJbLKO MPOTHB 3-X LUTaAaMMOB BHpyCa IpuMnna,
COACpPXKALUMXC B MpenapaTte, WM MPOTHB IUTAMMOB, CXOAHBIX C YKa3aHHbIMU. BakuuHa
Bakcurpun He obecnieunBaeT (HOpMHpOBaHHE MMMYHHUTETa MPOTHB TPHUMMNA MNpH BaKLUWHALMH B
MHKYOaUMOHHOM miepHoie 3aboneBaHHs, a TaKkKe MPOTHB TpHUNNAa, BHI3BAHHOrO APYrHMH
mTamMMamd  Bupyca. BakuuHa Bakcurpun He ¢GopMHpyeT pa3BUTHE HMMYHHTETa TNpOTHB
3aboneBaHHUH, CXOAHBIX MO CUMNTOMATHKE C IPUINOM, HO BBI3BAHHBIX 'HHBIMM BO30yaUTENSAMHU.
BakuuHauus npoTHB IpHMMNa, OCYLWIECTBAEHHAA BO BpeMs MNPEALIECTBYIOIIErO 3MUAEMHYECKOro
Ce30Ha, He MOXeET 00eCNeYHTh HAIe)KHYIO 3aLUMUTY Ha CNEAYIOLIMH CE30H, TaK KaK sl KaXAOro
3MUAEMHYECKOTO CE30Ha XapaKTepHbl CBOM Haubonee pacrnpocTpaHEHHBIE LUTaMMBl BHpyca
rpunna.

I[Tpu BBeneHMH BakuMHBI Bakcurpun nMuam co CHW)KEHHOH CIOCOOHOCTBIO K BEIpabOTKE aHTHUTEN,
00YCNOBNEHHOH reHETHYeCKUM Ne(PeKTOM, UMMYHOAE(DULIMTOM, a TaKXKe JHMLaM, NpPOXOAALIUM
MMMYHOCYMPECCHBHYIO T€PaNu1i0, UMMYHHBII OTBET MOCJE BaKLIMHALMHK MOXET ObITH CHXXEHHBIM.
B TeueHMe HeckOnbKMX AOHEH TMoOcie  BakUMHAUMM  MOTYT WMETh MECTO  Cllyyau
NIOXXHOMNONOXUTENbHBIX pe3yNbTaTOB NpH onpeaeneHun anturen k BUY-1, supycy renarura C u,
ocobeHHo, yenoBeueckoMy T-numborponHomy Bupycy 1 Tuna umMmyHopepmeHTHbIM (MDA)
MeToA0M. JI0XKHOTMONOKUTENBHBIIA pe3ynbTaT MOXKET ObITh CBA3aH ¢ 06pazoBaHueM IgM B OTBeT Ha
BBEEHWE BaKLUMHbl. B 3TUX cnyuyasx oueHka pesynbraTta, nonyyeHHoro MDA, npousBoaurcs ¢
NOMOILBIO BECTEPH-6J10TTHHTa.

Bpau pomkeH 61T NpoMHGOPMHPOBAH O HAIMYKKU Y NAaLMEHTa HMMYHOAEDHULINTA, ANIEPTHH HITH
HEOOBIYHOW peakuWH Ha NpeablayLlyl0 BaKLMHALMIO, a TakKe O JIOOOM JIeYEHHH, COBMAAAIOLIEM
no BpeMEHH C BaKUMHaUWeH, nubo mnpealecTByOeM BakUWHauWud. Bpauy pomkeH OHITBH

PIH(bOpMMpOBaH 060 Bcex ciyyasax 1oOOYHBIX peaxuuﬁ, HE OrpaHH4YUBaiACb TEMH, UYTO
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NepeyncieHbl B JAaHHOH UHCTPYKUMH.

BakuuHa He [0JKHA MCTIONB30BAThCA MPH HEXAPAKTEPHOM OKPAaCKe CYCMEH3UH UM HAIMYMH B HEM
NOCTOPOHHUX YAaCTHLI.

Bakuuna He MOXeET 6bITh CMEIIaHa ¢ KaKUM-THOO0 APYrMM NEKapCTBEHHBIM MpPEnapaToM B OJHOM
LUNpULE.

MenuumuHCKui paboTHUK NOMKEH pacrnofiaraTh JEKapcTBEHHbBIMH CPEACTBAMM W HHCTPYMEHTaMH,
HEOOXOAMMBIMHM Ul  OKa3aHM MEAMUMHCKOH TNOMOWM B CHyYae pa3BUTUS  pPENKMX

auadmnamuqecxux peaxuuﬁ, BbI3BAHHbIX BBCACHUEM BaKLIMHBI.

BJIUSHHUE HA CITIOCOBHOCTbD YIIPABJISITH TPAHCIIOPTHBIMU CPEJACTBAMMU
Hn 3AHUMATBCA JAPYIMMH IIOTEHIUAJIBHO OIIACHBIMM BHIAMHU
JAEATEJBHOCTH

Hccnenosanns no M3ydyeHHIO BAMSHHMS BakUMHBI Bakcurpun Ha crnocoGHOCTB ynpaBasThk
aBTOMOOMIISIMH M 3aHUMATBCA JPYTUMH MOTEHLHANBHO OMAacHBIMK BUAAMHU JestensHocTH (paboTta

C ABMXYUIUMHCA MEXAaHHU3MaMH, pa60Ta AUCTIETYEPA H ONneEpaTopa H T.ﬂ.) HE NMPOBOAHNJIHCE.

®OPMA BBIITYCKA
CycneH3us Ans BHYTPUMBILLEYHOTO U MoaKkoxcHoro BeeaeHus 0,25 min/nosza uiu 0,5 ma/ao3a.
ITo 0,25 mn nnu 0,5 MJ1 BaKUMHBI B LUMPHLE, MO | LWINPULLY B 3aKPHITOH SYEHKOBOH yMakoBKe.

Mo 1 3aKkpeITOH AUEHKOBOM YNAKOBKE C MHCTPYKLIMEH MO MPUMEHEHHIO B KAPTOHHYHO MayKy.

YCJIOBUS XPAHEHUSA
Xpanuts npu Temnepatype ot 2 a0 8 °C B 3allMIIIEHHOM OT CBETa MECTE.
He 3amopaxcuBaTs.

XpaHHTL B HCAOCTYINNHOM A4 JIETEH MECTE.

CPOKT'OJTHOCTH
12 mecsues.
JlaToi OKOHYaHMA CPOKa FOAHOCTH CYMTAETCSA MOCIEAHEE YUCIO MECsLA, YKa3aHHOTO Ha YTIaKOBKe.

He vcnonk3oBaTe nocne ucreyeHus CpOKa roAHOCTH, YKa3aHHOI'O0 Ha YIaKkOBKe.

YCJIOBUS OTITYCKA
Ilo peuenrty.
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IOPUAUYECKOE JMIIO, HA UMSI KOTOPOI'O BBIIAHO PETHCTPAIIMOHHOE
YIAOCTOBEPEHME
Canodu Iacrep C.A., Ppanuus

INPOU3BOAUTEJIb

Canoou [Nacrep C.A., PpaHuus

Sanofi Pasteur S.A.,

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

BBIITY CKAIOIUH KOHTPOJIb
Canodu INacrep C.A., PpaHiyr;

:CTBA

Sanofi Pasteur S.A,, }/) Juag s
1541, avenue Marcel Meﬁéﬁi?692‘85?ﬁggy_l’
MK |
Canodu INacrep C.A., Ppanuus

Sanofi Pasteur S.A.,

Parc Industriel d’Incarville, 27100, Val de Reuil, France

NPETEH3UM IOTPEBUTEJEN HAIIPABJIATH IO AJIPECY B POCCHM:
depepanpHas cnyx6a no Haa3opy B cepe 3apaBooxpaHeHus (Poc3apaBHaazop)
109074, Mockea, CnaBsiHckas ni., 4, ctp. 1

Ten.: (499) 578-01-31

DnexTpoHHbIi aapec: pharm@roszdravnadzor.ru

W/

AO «Canodu-asentuc rpyn» 125009, r. Mocksa, yn. Teepckas, 22
Ten.: (495) 721-14-00

Paxc: (495) 721-14-11

CneunanucT no perucTpaumu Komuccapoga E.1O.
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