cp-0050E 360 4 1

MHHUCTEPCTBO 3JIPABOOXPAHEHMS POQCCUIICKON ®EJEPALINH
COTJACOBAHO

HUHCTPYKIMNA

no ﬂpHMCHCHHiO neKapCTBCHHOI“O npenapaTa i1 MEAUUHUHCKOTIO ﬂpMMCHeHPISI
NEHTAKCUM®

BaKLIHHA 0Jid npoq)u.nalc'mlm ﬂH(bTepHH H CTOJIOHAAKA ancopﬁuposanﬂaﬂ,
KOKJIKIIA ale/VIIJIAPHASA, NOJIHOMHE/IHTA HHAKTHBHPOBAHHAA,

nH¢eKunH, Boi3biBaemoil Haemophilus influenzae tun b kKoHbLIOrHpoOBaHHAsA
PEIT'UCTPAIIMOHHOE YJOCTOBEPEHHE: JICP-005121/08

TOPTOBOE HAMUMEHOBAHHME

TenTtakcum®

I'PYIIIIMPOBOYHOE HAUMEHOBAHHUE
BakuuHa ana  npodunakTuku AudTepuM M cTonGHsAKa aacopbupoBaHHas,  KOKIOWA
ale/UIIoNpHas, MOJIMOMHENUTa WHAKTUBMPOBaHHasA, HHGeKkuMKW, Bbi3piBacMor Haemophilus

influenzae TUN b KOHBIOrMPOBaHHaA

JJEKAPCTBEHHASI ®OPMA
JInodunuzaT ANA NPUrOTOBNEHHMSA CYCMEH3MM IJI8 BHYTPUMBILIEYHOrO BBEACHMA 1 103a, B

KOMIIJIEKTE C CYCMEH3UeH A1 BHYTpUMBILIEYHOro BBeAeHHs 0,5 Mn.

COCTAB

OnHa po3sa (0,5 Mn) coaepxur:

HaumeHoBaHHE KOMITOHEHTOB | Konuuectso B onHoi#t no3e (0,5 mn)

Bakuuna g9 npopniaakTHkH AudTepHH U cTON0HAKA aacopOHpOBaHHAa,
KOKJIIOLIA alle/LTI0IAPHAs, NOJIHOMHEINTA HHAKTHBHPOBAaHHAA
(cycrnieH3us JJisi BHYTPHMBbILLIEYHOr 0 BBEACHHS)

AxkmueHnsie geujecmea

AHaTOKCHH A1 TepHIAHBIHA >30 ME

AHATOKCUH CTONOHAYHBIN > 40 ME

AHaTOKCHH KOKITIOIIHBINA 25 MKr
["emMarrnioTHHHH QHIAMEHTO3HBI 25 Mkr

Bupyc nonuomuenura 1-ro Tuna WHaKTUBUPOBaHHbBIN 40 epunuu D aHTHreHa
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Bupyc nonuoMuenura 2-ro THra MHaKTHBUPOBaHHBIH 8 enunuu D aHTHreHa
Bupyc nonuoMuenura 3-ro TMNa MHaKTHBUPOBAHHBIH 32 eaunuupl D aHTHreHa
Bcnomozamenshole geujecmsa

ANIOMMHHSA THAPOKCHA, 0,3 mr

Cpena Xenkca 199 0,05 mn

dopmanbaerua 12,5 Mkr
®denokcusTaHON 2,5 MK

Bopna ans vHbeKUMi o 0,5 mn

VKCyCHasi KUCJIOTa MK HaTpus ruapokcun - no pH 6,8-7,3

Baxkuuna gaa npopunakTiku HHpeKuHH,
Bbi3biBaemoit Haemophilus influenzae Tin b, KOHLIOTHPOBaHHASA
(inopUAN3AT A1l NPHTOTOBJIEHHS CYCNIEH3HH /i BHYTPHMbILIEYHOI 0 Baeuemm)

Axmuenoe sewiecmeo

[Monucaxapua  Haemophilus influenzae  T™MN b | 10 mkr
KOHBIOTMPOBaHHbIH CO CTONOHAYHBIM aHATOKCHHOM

BcnomozamenoHble gewecmea

Caxapo3a 42,5 mr

Tpomeramon 0,6 Mr

* - He COAEPXUT (PEHONOBBIA KPaCHBIH

AHTHOHOTHKHM (CTPENTOMHMLMWH, HEOMHLIMH U NMONUMHUKCHH B) HCMoOne3yroTcs npu NpoM3BOACTBE
BaKLMHBI, HO HE NMPUCYTCTBYIOT B ONPEAEISEMBIX KOJMYECTBAX B KOHEYHOM NMPOAYKTE.

BakuuMHa npousBegeHa B yCNOBMAX, COOTBETCTBYHOLMX TpeboBaHuaM  Hapnexaiuei

npou3BoacTBeHHOH npakTuku (GMP).

OITMCAHHE

BakuuHa anga  npodunakTuku  audrepuu M cronbHska  aacopOMpoBaHHAas,  KOKJOLLA

aueanwaspHasa, NOJUOMHUEINTA  HWHAKTHBUPOBAHHAA (C!CHCH3H$! ANd BHYTPHUMBILLICYHOI'O

BBEICHMUS): 6enoBaTas MYTHas CYCri€H3us.

BakuuHa ans  npo¢unakTUkM  UHMEKUMH, BbI3biBaeMoit  Haemophilus influenzae tvn b,

KOHBIOTUpOBaHHaa (NModuAM3aT NS MPUrOTOBAEHUS CYCNEH3WM IS BHYTPHMBbILIEYHOTO

BBeJleHUs): 6enblii roMOreHHbIH NMOUIN3aT.

BoccraHoBneHHas BaKLMHA: HErnpo3pa4yHasa >XHWAKOCTb 6enosartoro LB€Ta, MNpPHU OTCTaAaWBAHUU

paszaensiowascs Ha OeCUBETHYIO XHMAKOCTb ¢ oOpa3oBaHueM Oenoro ocajaka, KOTOpBI Jerko

pecycneHaupyeTcs BCTPAXHBaHHEM.

DOAPMAKOTEPAIIEBTHUYECKAS I'PYIITIA
MMWBII-BakuyHa
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KOJ ATX
JO7CA06

MMMYHOJIOTHYECKHE CBOVICTBA

HmmyHnozennHocms nocne nepeuiHoil UMMyHuU3ayuu

B uccnenoBaHHsAX UMMYHOIEHHOCTH Y JieTei, BaKUMHUPOBAaHHBIX TPEMS J03aMH NEKapCTBEHHOrO
npenapara ITentakcum®, Haummas ¢ TpexmecsuHoro Bospacta, y 100 % aereit 6511 AOCTHrHYT
CEpOMNPOTEKTUBHLINM YPOBEHb aHTUTEN K aHTUreHaMm audrepuu W ctonbuska (> 0,01 ME/mn).

Bonee uem y 88 % pereii Habnioaanoch YETbIPEXKPaTHOE YBENMYEHHME TWUTPOB AHTHUTEN K
KOKJIIOIIHOMY aHaTOKCHHY M (WJIaMEHTO3HOMY arrjlOTHHHHY yepe3 | Mec nocne 3aBeplueHHs
nepBU4YHOM uMMyHH3auu. [Ipy OTCYTCTBMM  CEpPONOrHYECKOro KOppensTa MPOTEKLHH
YETHIPEXKPATHOE YBENHYEHHUE TUTPOB MOCIE KMMYHHM3ALMU MOXHO CYUTATh CEPOKOHBEPCHEH.

Kak MuHMMYM y 99 % pereii nocine kypca MNEpBHYHOW HMMYHH3AUMH ObIMM AOCTHTHYTHI
NOCTBAaKLUMHANbHbIE THTPHl MPOTHB BHPYCOB MNOJHMOMHMENWTa THNa 1, 2 ¥ 3, npeBhluaroLIMe
NOpPOroBoe 3HaueHWe paBHoe 5 (BenuuuHa, obpaTHas pa3BeAeHHIO, NMpW KOTopoi Habironaercs
CepoHEHTpanu3aLua), CUMTaoLLEeCs 3aLIMTHEIM, Yepes | Mec nocie OKOHYaHUs Kypca NEepBUYHOIA
MMMYHH3aLH1H, COCTOSLLEro M3 Tpex 03, KaK MUHHUMYM Y 92 % npuBuTHIX AeTel 1-ro rofa >ku3Hu
THTP aHTHTENl K KancynsHomy nonucaxapuny Haemophilus influenzae t™an b 6bin  Bbilue
3aluTHOrO ypoBHsa 0,15 Mkr/mn, HEo6X0AMMOro Ui KpaTKOBPEMEHHOM 3alUMTBI OT MHBAa3WBHOM
remoduibHOR HMHpekunn. Uepez 1 mec nocne TpeTbei NPUBUBKM KOHLEHTpALUMs aHTHTEN K
KancynsHoMy nonucaxapupy Haemophilus influenzae tan b Beiie 1 mMxr/ma, Heobxoaumas ans
obecnieueHus NNUTENbHOW 3alUUTBI OT WHBAa3MBHOW remModunbHOW HHGekuuHu, Habmopanach y
Honee yeM 67 % NPUBUTHIX.

Hmmynozennocms nocne pesakyunayuu

HccnenoBaHns MMMYHOT€HHOCTH y AETeH Ha BTOPOM TOAY JKW3HM, NMPUBHTBIX TPeMs J03aMH
akuuubl [Tenrakcum® B pamkax nepBudHOM HMMYHH3ALIMK, OKA3a1H BBICOKMH YPOBEHb aHTHTEN
KO BCEM AKTHBHbIM BELUECTBAM JEKapCTBEHHOro TMpernapaTta Mocjie peBaKLMHALIMK 3TOH XKe
BaKLMHOW. Y Bcex aerteit yposeHb aHTHTeN npesbian 0,1 ME/Mn anis cronbHA4HOro KOMNoOHeHTa,
¥ Habmoaanoch B CpPeAHEM MNATHKPATHOE YBENWYEHHE THTPOB aHTUTEN K KOKJIIOLIHOMY
aHaTOKCHHY M (pUIaMEHTO3HOMY arrjalOTHHHHY. Y BCeX AeTeH Habmoaancs AoCTaTOYHBIH YPOBEHb
aHTHTEN K BUpycaM nonvomuenura Tunos 1, 2 u 3. Bonee uem y 97 % pereii ypoBeHb aHTHUTEN K
Bo3byauremo audrepun npeseian 0,1 ME/mn.

TuTp anturen k kancynsHoMy nonucaxapupy Haemophilus influenzae Tvn b npesbiwan 1 Mkr/mn

nociie peBakuMHauuu 6onee uem y 99 % nereii.
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OTH  JaHHBIE NOATBEPXKAAKT HWHAYKUHIO HMM}’HOHOI‘H'{eCKOﬁ NMamMsaTH [Mocjne HCPBM‘{HOFI

BaKUMHAUHUH.

IOKA3AHMUS JISA IIPUMEHEHUW S
[lepeuuHas BakUMHAUMS M peBakUMHAUMs AeTeH NpoTWB OudTepun, CTONOHAKA, KOKMIOLIA,
nonMoMuenuta W uHbekuuu, BeI3bIBaeMoit Haemophilus influenzae Tdn b (MEHMHrUT,

CENTHLUEMMUA, aPTPUT, SMUTJIOTTUT, MHEBMOHHSA, OCTEOMHUEITUT U Ilp)

IMPOTUBOIIOKA3AHUWA 1)1 IPUMEHEHMSA

- Tlporpeccupytouias sHuedanonaTus, CONpPoOBOXAAIOLIAACT CYAOpOraMH UK 6€3 TaKOBBIX.

- DHuedanonaTus HesICHOH 3THONOrHH, Pa3BUBLLUAACA B TeueHHe 7 QHEH mocne BBEAeHHS Ntoboi
BaKUMHE (LUENBHOKJIETOYHOH WIJIM  aLeJUIIONAPHO#), CoaepXkaluer aHTureHsl Bordetella
pertussis.

- CunbHas peakuus, pa3BuBUIascs B TeyeHHeE 48 4 nocine npeabaylied HMMYHH3aUMK BaKLIMHOM,
colepxallieil KOKIOLWHBIH KOMIOHEHT: TeMIepaTypa Tena paBHas Wnd npesbiwarouas 40 °C,
CUHIPOM AJNUTENbHOro HeoOplyHOro mnnaya (ponbwe 3 4), ¢deOpunvHole U adebpunbHble
CYAOPOTH, F’MNOTOHHYECKHH-rUNOPEaKTUBHbII CHHAPOM.

- T'unepyyBCTBUTENBHOCTE Ha MpeaplayLiee BBeAeHHE AUGTEPUIHHOM, CTONOHAYHON, KOKITIOUHOM
BAaKLIMH, BaKLIMH NPOTHB MOJWOMHENNTA UNU WH(pekumuy, Boi3biBaeMoi Haemophilus influenzae
THN b.

- VYcraHOBNIEHHAas THUMEPUYBCTBUTENBHOCTh K JIOOOMY KOMIMOHEHTY BaKLUMHBL, a TaKKke
rMoTapaibAeruly, HEOMMLUUHY, CTPENTOMHLUMHY M MOJMMHUKCHHY B.

- 3abonesaHue, cONpPOBOXKIAIOLMECS NMOBBILIEHHEM TEMNEPATYphl TeNa, OCTPoe UHPEKLMOHHOE
WM XpoHWueckoe 3aboneBaHue B cTaguu obocTpeHus. BakuuHauuio npoBoasT uepes
2-4 Henenw noche BLI3KOPOBNEHHMS WM B MEPUOA PEKOHBANECUEHUWW MU pemuccuu. [lpu
HeTsoiensix OPBH, ocTphIX KuuieuHbIX 3a60M€BaHUAX U JP. NPUBUBKM NPOBOAAT CPa3y Mocie

HOpMallu3aLHH TEMIEPATYpPHI.

MEPBI ITPEJOCTOPOXHOCTHU ITPU TIPUMEHEHHUHN
- Tlpu Hanu4Mu B aHaMHe3e y pebeHka HeOpHIBHBIX CYAOPOT, HE CBA3AHHBIX C NpeLIECTBYIOLLEH
BaKLMHALMEH, CNEAYeT CNEeJWTh 3a TEeMIlepaTypoii Tena MpUBMTOro B TeyeHHe 48 u mocne
BaKLMHAUMH W TPH €€ MOBBILIEHHH, MO Ha3HAUYEHWIO Bpaya, NMPUMEHATH AHTHIUPETHYECKHE
(>xapornoHMXaloLKe) npenapaTsl.
- Tlpy TpoMOOLMTONEHMM W IPYTUX HApYLUEHUAX CBEPTHIBAEMOCTH KPOBM BBEAEHHE BaKLMHbI
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JAOJDKHO TMPOBOAUTECA € OCTOPOXHOCTLKO H3-32 PpHUCKA pa3BUTHA KPOBOTEYCHHS IpH

BHYTPUMBILLIEYHON HHBEKLHH.

IIPUMEHEHHUE IIPH
BCKAPMJINBAHUSA

HOCKOJ’lBKy BaKLIMHA HCHT&KCHM® NPUMEHAETCA AJid BaKLHHALUHA JI€TEN, TO AAHHBIE O BJIMSHHUHU

BEPEMEHHOCTH HW B IIEPHOJA TIPYJHOI'O

npenaparta Ha T€YEHHE 6CpCMCHHOCTH U KOpMJIEHHE IPYyABIO OTCYTCTBYIOT.

CIIOCOBb IPUMEHEHUSA U 1O3bI

Cxema BakuHHAaLHH

PasoBas no3a BakuuHbI cocrapnget 0,5 mi.

Ilepeuunan sakyunayun

B coorBercteuuM ¢ HauuoHanbHbIM KaneHaapeM npodHUIaKTHYECKHMX TNpPUBUBOK Poccuiickoii
@epepauun Kypc NEPBHYHON BaKUMHAUMH COCTOMT M3 TpeX [03 BaKUWHBI, BBOAUMBIX C
MHTepBaJIOM B 1,5 Mec: B Bo3pacte 3, 4.5 u 6 mec. TeM He MeHee, O pEeKOMEHJALMK Bpaya MOryT
TAKOKE MNPHUMEHATBCA W APYrME CXEMbl TpPEXJ030BOH WMMYHHM3auuu (Hanpumep, 2-3-4 wmec,
2-4-6 mec unu 3-4-5 mec).

Pesgakyunayus

PeBakuuHauMio npoBoasAT ofHOKpaTHO B Bo3pacTe 18 mec. [Ipu Hapywennu rpaduka BakuMHaUKH
NOCAEAYIOWME HHTEPBA/bl MEXY BBEACHMEM OYEpENHOH N03bl BaKUMHBI HE W3MEHSAIOTCA, B TOM
yucnie, WHTepBan nepen 4-od (peBakuumHMpyoweH) posoi - 12 mec. [lpu nposeaeHuu

BaKLIMHaUMKW/ peBaKUMHALMHY PYKOBOACTBYIOTCS CNEAYIOLNM rpaduKom:

1-as npuBHBKa, BO3pacT
- 2-as npuBMBKa 3-51 npMBHBKa PeBakuunHauus
pebenka (BBOAAT nonHblii (uepes 1,5 mec) (uepes 1,5 mec) (uepe3 12 mec)
npenapat [Tentaxcum® pBBO ’ - ’ pBBO ’ T ’ pBBO T ’
[cycnensuto+nnodunusar)) AT AAT: AAT:
Tlo 6 mec CYCNEeH3Ho+ CyCNeH3no+ CyCneH3uo+
nuodunuzat nuogunuzaT a1oduUIn3aT
CYCMNEH3HUI0+ CYCMNEH3UI0+
6-12 mec CYCNEH3HIO
nuodunuzar nrodunuzaT
13 mec u crapiue CYCMEH3HIO CYCNEH3HUIO CYCNEH3UIO

Bo Bcex ciiydasax Hapyue€Hus rpaq)m(a BaKUMHallMK Bpa4 AO0/DKEH PYKOBOACTBOBATHCA

MHCprKLlMCFl N0 NPHUMEHEHHIO JIEKAapCTBEHHOI0 npenapara U peKOMECHAAUMUAMH HaumonansHoro

Kanenjaps npodunakTuueckux npuBuBok Poccuiickoit denepauun.

Cnoco0 BBegenus

BaKutu BBOJAT BHYTPHMBILLIEYHO, PEKOMEHAYEMOE€ MECTO BBEACHMSA: AETAM B BO3pacTe OT 6 no
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24 Mec — cpelHsis TpeTh NepeaHenaTepalbHOM NMOBEpPXHOCTH Oelpa; JeTAM B BO3pacTe crapiue
24 mec — B IGNBTOBURYIO MBILLLLY Meya.

He BBOAHTB BHYTPHUKOXHO WIIH BHYTPHUBEHHO.

Ilepen BBeseHHEM HeoOX0ANMO YOeAUTbCS, UTO MIfla HE NPOHMKIA B KPOBEHOCHBIHM COCYA.

Hns BapvaHTa YNakoBKM C ABYMs OTAeNbHBIMH urnamu (16 mm 25G, 25 mm 23G), nepen
NPUrOTOBJIEHHEM BaKLIMHBI OJHY U3 ABYX UM CAEAYET MJOTHO 3aKPENHTh, Bpallas e Ha YeTBEepTh
0bopoTa OTHOCHTENBHO LWNpHLA. BeIGop Uribl 3aBUCUT OT TONLUMHEI MOAKOXHO-)XXUPOBOTO CIOS Y
pebeHka B MecTe MHbEKLIMH.

Jns npuroToBNEHHs BaKUMHbI, NPEABAPUTENbLHO YAANMB MNACTUKOBYIO LBETHYIO KpBILIEYKY C
¢ nakoHa, MOJHOCTbIO BBECTH NpeABapUTENbHO B3OONTAHHYIO CYCMEH3UIO A1 BHYTPUMBILLIEYHOrO
BBEACHUS (BaKLMHA Ui npodunakTHky aAudTepun, cTonbHAKa, KOKIOLIA W NOTHOMHENNTA) Yepe3
WIJly M3 WnpuMua Bo (nakoH ¢ Juopuau3aToM (BakUMHAa Ans npodunakTuku WHOEKLMH,
BeI3bIBaeMor Haemophilus influenzae tan b).

B3bonrate ¢nakoH, He BbIHMMas LUMpPHUA W3 HEro, W MAOXKJAAThCS TMOJNHONO pPacTBOPEHHS
nuodunuzara (He Gonee 3 muH). IlonyyeHHas cycneH3us AOMKHA ObITH MYTHOW M WMETh
GenoBaThlit OTTEHOK. BakuMHa He JOMKHA HMCMONB30BATHCS B Clydae M3MEHEHHS OKPACKW WIIH
Hanu4YMs NOCTOPOHHUX YaCTHLI.

IIpuroTosneHHyro TakuM 0O6pa3oM BakiMHY CIEAYET MOJHOCTBIO HAbpaTh B TOT XK€ LUMPHLL.

FOTOBy}O BaKIIHHY CIC€AYET BBECTH HEMEAJICHHO.

IIOBOYHOE JEVCTBUE

HexenatenbHble sIBNEHUsA, MPEACTABIEHHBIE HUXE, MEPEYUCIEHbl B COOTBETCTBUM C CHCTEMHO-
OpraHHBIM KJIaCCOM M 4aCTOTOH BCTpeyaeMOCTH. YacToTy BCTpeuyaeMOCTH ONpeleNsyii Ha
OCHOBaHMM CNEAYIOLMX KpUTEpHEB: oueHb 4acTo (> 1/10), yacto (= 1/100 po < 1/10), HeuacTo
(= 171000 gpo < 1/100), peaxo (= 1/10000 mo < 1/1000), ouens peako < 1/10000), uactora
HEMU3BECTHA (HENb35 OLUEHHMTH NO UMEIOLLIMMCS NaHHBIM).

JaHHble KIHHUYECKHX UCC/IeA0BaAHMIA

B xone nposeneHus Tpex UCCNENOBaHUI Cpel AETEH MEPBOTO MOAa XHU3HH, NMONYYUBLIMX MEPBBIE
Tpu mo3sl Bakumubl [lentakcum®, HamGonee uwacTbie coobLuaemsie peakLMH BKIIOYaH
pazapaxurensHocTs (15,2 %) v peakuuu B MecTe MHBEKLMH, Takie Kak nokpacHeHnue (11,2 %) u
ynaotHeHue >2 cm (15,1 %).

B xoxe uccnenopanus, nposenenHoro B lllseumm, nocne Tpex 103 BakumHel Ilentakcum®
BBENIEHHOW B Bo3pacte 3, 5 u 12 mec HaubGonee uacTele coobliaemble peakuUHMH BKIIOYAIH

pasapaxuTensHOCTh (24,1 %) M peakuuMu B MECTE UHBEKLMH, Takue Kak nokpacHenue (13,4 %) u
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ynnotHeHue (12,5 %).

Vka3aHHbIe NMPU3HAKKM ¥ CUMNTOMBI OOBIYHO Pa3BMBAIOTCSH B TeueHue 48 4 nocie BaKUMHALMH M
NPOXOASAT CaMOTMPOU3BOILHO, He Tpebys cnelndUIEecKoro eYeHus.

[Ipy peBakUMHAUMH OTMEYaeTCAs TEHAEHLMS K BO3PACTaHWIO YacCTOTHl BO3HMKHOBEHHs OOLIMX
pacCTpPONCTB ¥ HapyYLUEHHUH B MECTE HHBEKLIMH.

Hapywenua co cmopoHst 06meHa eeujecme u numanua

QOuenb yacmo: aHOPEKCUS

Co cmoponst ncuxuxu

QOueHb yacmo: HEPBO3HOCTL (Pa3ApaXKMTENbHOCTD), HEOObIYHBIH Nnay

Yacmo: HapylleHuUs CHa

Heyacmo: pnurensHbii nnay

Co cmoponbst nepeHoii cucmemst

Ouenv wacmo: GeccoHHHLIA

Co cmoponb! dHcenyoouHO-KUWeuHo20 mpakma

Ouenb yacmo: pBoTa

Yacmo: puapes

Ob6uque paccmpoiicmea u HapyuieHUA 8 Mecme 66€0eHUA

Ouenb wacmo: NOKpaCHEHHE B MECTE MHBEKLMH, Nuxopaaka (> 38 °C), 60n1e3HEHHOCTh M OTEK B
MECTE HHBEKUMUH

Yacmo: ynnoTHEHHE B MECTE UHBEKLIMH

Heuacmo: nokpacHeHue W oTek (> 5 cM) B MecTe MHBEKLMH, Tuxopaaka (> 39 °C)

Peoko: nuxopapka (= 40 °C), anddy3Hbii OTEK OAHOW WIM OBeMX KOHEUHOCTEH MOXKET
HabntoAaTbCs Mocne BBEACHHMsS BaKLUMH, COJepXallMX KancynbHbIH nonucaxapun Haemophilus
influenzae tan b. Ecnu Takas peakuus pa3BHBAeTCS, TO BO3HWUKAeT OHa B OCHOBHOM TMocCje
NEpBUYHOM BakUMHAUMM M HabmopaaeTcs B Te4YEHWE NEPBBIX HECKONBKMX YacoB Moche
BaKUMHaUMK. J[aHHas peakLMs MOXKET COMpPOBOXAATHCS LMAHO30M, NMOKPACHEHHEM, NpexXoisluei
Mypnypoil W cuabHbBIM nnayeM. [lepeuyncneHHble CUMNTOMBI MPOXOAAT CaMOMNPOM3BONBHO Oe3
NOCNEACTBUI B TeueHHe 24 4acos.

JaHHbIe NOCTPErHcTPaLHOHHOI0 HabII0AeHHSI

Tak kak CrIOHTaHHbIE COOOLIEHHS O HEXENaTEeNbHBIX ABJIEHHUAX NPH KOMMEPYECKOM NPUMEHEHHH
npenapara OBUTH MOJyYEHBl OYEHb PEAKO W M3 TMOMYJIALMU ¢ HEOMpeAeNeHHbIM KONHYECTBOM
NaLUEHTOB, TO UX HaCTOTY KNACCU(MHULMPOBAIM KaK «4acTOTa HEM3BECTHAY.

Hapywenua co cmoponst uMMyHHOU cucmemsl

AHaQ)PlJlaKTH‘-ICCKMC pP€akuH, TAaKHE KaK OTEK JIMLA, OTEK KBHHKC, LIOK
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Co cmopoHbl dvixamenvHou cucmembst

VY rayboko HeOOHOLIEHHBIX AeTel (pOoAMBILUMXCA Ha cpoke 28 Heaenb WM paHee) B TEHEHUE
2-3 AHe# nocne BaKUMHAUMKM MOTYT HabNIOAATECA CY4aH YAJIMHEHWS MHTEPBANOB BPEMEHH MEXY
ABIXaTeNbHbIMU ABHXEHUAMH (cM. pa3aen «Ocobble ykazaHHUA»).

Co cmoponbl HepsHOU cucmembl

Cynoporu, CONpoBOXAAIOIUMEC HAM HE COMPOBOXIAAIOLUIMECS JIMXOPAAKOH, TI'MIIOTOHHUYECKHUE
peakUMK MM 3MU30]bl TMITOTOHUK-TUNOPECNOHCUBHOCTH.

Co cmopoHbl KodMcU U KOJCHBIX mMKaHel

Cobinb, KpanuBHULA.

Obwue paccmpoiicmea u HapyweHua 6 mecme 66€0eHUA

BeipaxxeHHBIH OTeK (> 5 €M) B MECTE MHBEKLIMK, B TOM YHCJIE OTEK, PaClpOCTPaHAIOLMICS 32 OJIMH
unu oba cycraBa. OTH peakUMH NOSBASANHUCH yepe3 24-72 4 rocne BBEACHUS BaKLMHBEI U MOIJH
COMpPOBOXAATHCA TMNOKPAaCHEHHWEM, TMOBBILUEHUEM TEMIEPATYpbl KOXHM B MECTE HHBEKLHUH,
YyBCTBMTENbHOCTbIO MW OONE3HEHHOCTHIO B MECTE HMHBEKUMH. JlaHHbie CHUMMNTOMBI HcCYe3anu
CaMOCTOSTENILHO B TeyeHHe 3-5 npHed 6e3 Kakoro-aMbo  JOTMOJNHUTENBHOrO  JIEYEHMS.
[1peanonararot, 4TO BEPOSITHOCTH Pa3BUTHS NOAOOHBIX peakL1ii yBENIMYHMBAETCS B 3aBUCUMOCTH OT
YyKca BBEACHUH aLE/TIOIAPHOrO KOKJIIOLIHOIO KOMIOHEHTA, 3Ta BEPOATHOCTD BhlLLIE N0cne 4-0M
5-0#i 103bl TAKOH BaKLIMHBI.

IloreHunanbHble MOOOYHDbIE peaKLIHH

Komnanus pacnonaraer AaHHBIMM, YTO TMOCNE€ BBEACHHUA ApPYrdX BaKUMH, COAEpXKalluX

cTONOHAYHBIA aHATOKCHH, HabMOAaNHCh HEBPUT Nile4yeBoro Hepea v cuHapoM I'uitena-bappe.

IIEPEJO3NPOBKA

JlaHHBIE OTCYTCTBYIOT.

B3ANMOJIEUCTBHUE C JIPYTUMU JEKAPCTBEHHBIMH IIPEITAPATAMHA

3a HCK/IIOYEHHEM HMMYHOCYNpeCCHBHOM Tepanuu (cM. paszgen «Ocobble yka3aHHA») HET
AROCTOBEPHBIX AAHHBIX O BO3MOXXHOM B3aUMHOM BJIMAHHWW TMpPH HCMONB30OBaHWH C JAPYTHMH
NIEKapCTBEHHBIMH NpenapaTaMH, B TOM YHCIIE - C APYTUMH BaKUIMHAMH.

CycneHsuio, colepxallyld BakUMHY ans  npodunaktiku  audrepur U cronbHska
ancopOMpOBaHHYIO, KOKJOWIA aLEUTIONAPHYIO, TOJMOMMENNTa WHAKTMBHPOBAHHYIO, HeJb3s
CMELIMBATh € KakMMHU-THOO [ApPYrMMH JIEKapCTBEHHBIMHM TperapaTaMH, 3a HCKIIHOYEHHEM
npunaraeMoro JMoguau3aTa BakUMHbI A1 npodunakTuku uHdekunu, BeisbiBaeMoi Haemophilus
influenzae TN b KOHBIOTUPOBAHHOM.

BoccTaHoBnEHHYIO BakUMHY Henb3s CMELIMBaTh C APYIMMM JIEKapCTBEHHBLIMH TNpernapataMd U
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BaKLIMHAMH.
Bpau pomxeH 6b1Th MHPOPMHUPOBAH O HEAABHO MPOBOAMBLIEMCS MO0 COBMAAIOLIEM 10 BPEMEHH
C BaKL|MHALMe# BBeeHUH pebeHKy moboro Jpyroro NeKapcTBEHHOro npenapara (B TOM Yucie -

6e3peLenTypHoro).

OCOBBIE YKA3AHUA

Bakuuna Ilentakcum® e (hOpMHPYET UMMYHHTET NPOTUB MH(EKUUH, BHI3BIBAEMOH APYTHMH
cepotunamu Haemophilus influenzae, a Taxxke NPpOTHB MEHHHTUTOB WHOM STHONOTHHU.

Bpau pomkeH 6biTh MHGOpMHpOBaH 000 Bcex cnydasx MOOOYHBIX peakllWii, B TOM YHCIE HE
NEepPEeYUCNEHHbIX B AAaHHOW MHCTpyKuWHW. Ilepen kaxaoil NpUBMBKOM, AN NpeaOTBPaLIECHUS
BO3MOXXHBIX annepryyeckux W APYruX peakUMid, Bpay NOMKEH YTOUHWTH COCTOSHHE 30POBbS,
MCTOPMIO MMMYHMW3allMM, aHaMHe3 NauueHTa U OnukailuMX POACTBEHHMKOB (B YaCTHOCTH -
aJUIeprofIornyeckuit), cnyyau nobouHsIx 3¢¢GexkToB Ha NpeAllecTBOBABIUWE BBEJEHHS BaKLMH.
Bpau pomxeH pacnonaraTh 1€KapCTBEHHbIMH CPEACTBAMH U MHCTPYMEHTaMH, HEOOXOAUMbBIMH MpPH
Pa3BUTHH PEAKLIMH MMIIEPYYBCTBUTENBHOCTH.

HmMyHOcynpeccuBHas Tepanus HAM COCTOSSHHE WMMYHoaeduUMTa MOryT OBITb NpPUYUHOM
cnaboro UMMYHHOrO OTBETa Ha BBEAECHWE BaKUMHBL. B 3THX ciydasX peKOMEHAYETCH OTIOXKHMTh
BAaKLMHALMIO 10 OKOHYAHMsA TaKO# Tepanuu unu pemuccuu 3abonepaHus. Tem He MeHee, nMLaM C
XPOHHYECKMM HUMMYyHoaeduuuToM (Hanpumep, BHUY-uHpekuus) BakuvHauus peKOMEHAOBaHa,
AaXKe €CIi MMMYHHBIH OTBET MOXET ObITh OcNabNeHHbIM.

Ilpu pa3BuTHM B aHaMHe3e cuHApoMa [ uiteHa-Bappe unu HeBpuTa nyeuyeBOro HepBa B OTBET Ha
KaKkyro-nubo BaklMHY, COAEpXALLYI0 CTONOHSYHBIA AHATOKCHH, peELIEHWEe O BaKUMHALMM
NeKapcTBeHHbIM npenapatoM Ilentakcum® NOMKHO GbITb OCHOBAaHO Ha TILATENbHON OLIEHKE
NOTEHLMANBHONW MNONB3bl U BO3MOXHOro pucka. Kak npaBuno, B Takux ciydyasx OMpaBJaHHBIM
AIBJIAETCS 3aBEPLICHHE TNEPBMYHOW MMMYHH3aLMHK Yy AETeil MEpBOro roja >kM3HW (€ClHU BBEAEHO
MeHee 3-X 103).

IToTeHunaneHbIA PUCK Pa3BHTHA aMHOd M HEOOXOAMMOCTH MOHMTOPHHra [IbIXaHMsS B TEUEHHE
48-72 u cnepyeT Y4YMTHIBAaTH NPH TNPOBENEHWH MEPBMYHOIO Kypca HMMYHHM3aUMH y rayboko
HEJIOHOLIEHHBIX AETEH, POAUBILMXCS Ha CpOKe 28 HeAeNb WK paHee, B OCOOEHHOCTH, Y UMEIOLIUX
B aHaMHe3€ NPU3HAKH HE3PENOCTH JBIXaTeNbHOM cucTeMbl. [T0CKONBKY MONb3a HUMMYHHU3ALIHMK 3TOH
rpynNel AE€TEH BBICOKA, BAKLIMHALMIO HE CNEAYET OTKJIAABIBATh WJIK CUMTAThH NMPOTHBOMOKA3aHHOM.
[Tockoneky aHTUreH kancynspHoro nonucaxapupa Haemophilus influenzae tin b BBIBOAWTCS
yepe3 TMOYKH, B TedeHHe 1-2 Hemenb MOCNe BaKUMHAUMM TNPH  aHaNW3e MOYM MOXKET

PETMCTPUPOBATHCA TONOXKHUTENBHBIA TECT Ha HHGeEKUuHMto, Bhi3siBaeMyto Haemophilus influenzae
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tvn b. B 3TOT nepuoa HeoOXxoAUMO MpoBeAeHHE APYrUX TECTOB ANS MOATBEPXKIAECHHS AMarHosa

uHdekuun, Boi3biBaeMor Haemophilus influenzae tan b.

BJIUSTHHUE HA CIHIOCOBHOCTD YIIPABJIATH TPAHCIIOPTHBIMH CPEJACTBAMMU
U 3AHUMATBCA JAPYIMMHM [OTEHIMAJIBHO OIIACHBIMM BHJIAMHU
AEATEJBbHOCTH

TMockonbky Bakumua ITentakcum® npuMeHsieTcs AN BAKUMHALMK JETEH, TO BIMSHHE Mpenapara
Ha CNOCOGHOCT YNpPaBNATL TPAHCMOPTHBIMA CPEACTBAMH M 3aHWUMAThCS APYTHMH MOTEHLMANBHO

OonacHbIMHW BHUAAMHU NE€ATENBHOCTH HE U3Y4aJIOCh.

DOOPMA BbIIIYCKA

BakuuHa ans  npodunaktuku  aubTepun W ctonbHska aacopOuMpoBaHHas,  KOKIOLIA
ale/UIONAPHAas, NOJMOMHENNTa UHAKTUBHPOBAHHAs - CYCNIEH3Us [/ BHYTPHUMBILIEYHOrO BBEAECHHUA
0,5 mMn; B KOMMIIEKTE C BakKUMHON ansa npodunakTuku wHbekuuH, BeI3bIBaeMoit Haemophilus
influenzae TMN b, KOHBIOTHPOBAHHOW - NMO(UAM3AT ANS TNPUTOTOBJEHHS CYCMEH3UM JUIA
BHYTPHUMBILLIEYHOrO BBeAEHHs | no3a.

ITo opHoW po3e nuodpunuzara B cTekiIsHHOM ¢nakoHe M no 0,5 mn (1 po3a) cycneHsuu B
CTEKNAHHOM wnpuue (C 3aKperuleHHoW Wrioi WaM 6e3) BMECTUMOCTBIO 1 M, ¢ nNopLIHEM
XJ10pOpOMOYTHNOBEIM. -
ITo 1 ¢nakony v 1 wnpuwy B 3akpeITyto sueikoByto ynakoky ([IOT/TIBX). Ecau wnpuy He
MMEET 3aKPENNEHHON UIJIbl, TO B YNIAKOBKY BKJIaJIIBAOTCS 2 OTAE/IbHBIE CTEPHIIBHBIE HIIBI.

ITo 1 sueiikoBoi ynakoBke B HWHAMBHUAYaNbHYIO KAapTOHHYIO TNayKy C MWHCTPYKLUHMEH Mo

TNTPUMEHEHHIO.

CPOKI'OJHOCTH
JInodunuzara - 3 ropa,
CycneHsuw - 3 roaa.

He uMcnone30BaTh Mo HCTEYEHHH CpOKa roqHOCTH, YKa3aHHOIO Ha YNaKOBKE.

YCJOBHS XPAHEHUSI
Xpanuth B XonoauabHuke (npu temneparype ot 2 1o 8 °C). He 3amopaxxuBaTth.

XpaHUTh B HEJOCTYMHOM JUisl I€Tel MecTe.

YCJIIOBMA OTITYCKA

Otnyckalor no peuenty.
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IOPUIUYECKOE JIMIIO, HA UMsI KOTOPOI'O BBIJIAHO PETMCTPAIIMOHHOE
YAOCTOBEPEHME

Cano¢um INacrep C.A., Ppanuus

IMPOU3BOJUTEJIb

Canodu INactrep C.A., ®paHuus

Sanofi Pasteur S.A.,

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

Canocu Ilacrep C.A., @panuus

Sanofi Pasteur S.A.,

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

BTOPHUYHBIN YIIAKOBIIUK/BBIITY CKAIOIIIUHA KOHTPOJIb KAYECTBA
Canodu INacrep C.A., PpaHuus

Sanofi Pasteur S.A.,

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

Canodu INacrep C.A., Ppanuus

Sanofi Pasteur S.A.,

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

uu

000 «HaHonek», Poccus

612079, Kuporckas 061acTs,

OpuueBckuii paiioH, nrr JIEBHMHLB, BuoMeAMLIMHCKHI KOMIEKC
«HAHOJIEK»

Ten.: +7 (495) 648-26-87

IIperen3un norpebureeii HanpaBaaTb No aapecy B Poccun:
DepnepanbHas cnyxba no Haa3opy B cepe 34paBoOOXpaHEHUS
(Poc3npasHaazop) 109074, Mockea, CnaBsiHckas ., 4, ctp. |
Ten.: +7 (499) 578-01-31

OnexTpoHHEIH agpec: pharm@roszdravnadzor.ru

Wunmu
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AO «CaHodu-aentnc rpyn» 125009, r. Mockea, yn. Tsepckas, 22
Ten.: +7 (495) 721-14-00

®akc: +7 (495) 721-14-11

wunu

00O «Hanonek», 127055, r. Mocksa, byteipckuii Ban, 1.68/70 ctp.1,
Ten.:+7 (495) 648-26-87

OneKTpOHHHIH aapec: gmp@nanolek.ru

MeHepxep no perucrpaunu [".E. CynraHoBa
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