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COI'TACOBAHO
PECNYBJIMKU BEJIAPYCh

f—

110 MPUMECHEHHUIO JIEKAPCTBCHHOTO npenapara 4 MeIUIIMHCKOro TIPUMEHCHHNA

TETPAKCHUM

(BaknMHA AAs NpoduIaKTHKH AUTEPUH M CTOAGHAKA afcopOupoBaHHas,

KOKJIIOIIA ale/uIoJgapHasi, nNoJJHOMHEINTA HHﬁKTﬂB“pOBaHHaﬂ)

TOPI'OBOE HAUMEHOBAHMUE

Terpaxcum

I'PYIIIINPOBOYHOE HAUMEHOBAHHUE

Bakiuuaa mns  npodunakTukd gudTepun UM CTONOHAKA aAcOpOMpOBaHHAs, KOKIOLIA

aleJnoApHas, NoJHOMHUEINTa HNHaAaKTHBHPOBAHHAs

JEKAPCTBEHHAS ®OPMA

Cycrensus JUisl BHYTpUMBIILIEYHOro BBeeHus 0,5 Mo

COCTAB
Opnna no3a BakuuHE (0,5 MIT) COAEPXKUT:

HaumenoBanue KOMIIOHEHTOB

Axkmuensle eeujecmea

AHaTOKCUH IUPTEpUIAHBIN

AHaTOKCHH CTONOHAYHBIN

AHATOKCHH KOKJIFOIIHBIA

I'eMarrmoTHHUH (UIaMEHTO3HBIA

Bupyc nonuomMuenura Tuna | HHaKTUBUPOBaHHBIA
Bupyc nonnomMuenura Tina 2 MHaKTHBUPOBAHHbIH
Bupyc nondoMuenuTa TUIa 3 HHAKTUBUPOBAHHBIH
Bcnomozamenwhole geniecmea

AJIOMAHMS TUIPOKCH

Cpena XeHkca 199"

dopmanbaerug

2-(heHOKCUATaHOII

Konuuectso B oxno# pose (0,5
M)

>30ME

> 40 ME

25 MKr

25 MKT

40 eguuun D anTureHa
8 equnui D aHTUrEHA
32 enuHunbl D aHTUTreHA

0,3 Mr
0,05 mn
12,5 MKT
2,5 Mxn

Mpukas MuHUCTepCTBa 3APABOOXPAHERHUA

p

Pecny6ayku Bengpych
oT « _ﬂ ) Q - N-Wé‘
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YKCycHas KUCJOTa WM HAaTpHs THAPOKCHA - o pH 6,8- mopH 6,8-7,3
7,3
Bona nng uHBEKUMHA g0 0,5 mn

* - ge coliepuT (HeHONOBBIH KpacHBIH

AHTHOMOTMKYE (CTPENTOMHUIME, HEOMMIMH H MONMMHUKCMH B) ucnombsyioTcs mpd
NPOM3BOACTBE BAKUMHBI, HO HE IPHCYTCTBYIOT B ONPENENAEMbIX KOIUHCCTBAX B KOHCHHOM

IPOIYKTE.

OIINCAHHUE

Benoparas MyTHas CyCIIE€H3H

OAPMAKOTEPAIIEBTHUYECKAS I'PYIIITA
MMWBII-BakiinHa

KOJL ATX
JO7CA02

UMMYHOJOT'HYECKHE CBOHMCTBA

BBejieHue TIpemapaTa B COOTBETCTBUM C yTBEP)KIACHHOH CXEMOHU dopmupyeT creunduecKui
MMMYHUTET IPOTUB KOKIIOMIA, AU(TEpUH, CTONOHAKA U [I0THOMHUEITHTA.

HMMyHHbLIE 0méem nocie nepeutHo20 Kypca eaKyuHayuu

Wccnenosanus MMMYHOTEHHOCTH, TIPOBEJICHHBIE y AeTel 1-To rofa >KA3HHM, MONyHMBIINX 3-
KpaTHYO ummyﬁmaumo‘ pakuuuOM  TeTpakcuMm, HauMHas C 2 MeC  OKH3HH,
IPOJIEMOHCTPUPOBANH, YTO Y Beex npuButhix (100 %) BLIPAOOTANICS 3AlUTHBIA TUTP aHTUTEN
(> 0,01 ME/mu) k gudrepuiiHOMy U CTONOHSIYHOMY aHTUTECHAM.

B OTHOLICHHH KOKMIOIIHBIX AHTHIEHOB MpuOIM3uTensHO y 90 % neredt Habmooganock 4-
KpaTHOE HapacTaHHe TUTPOB AHTHTE] K KOKIOUIHOMY aHATOKCHHY H buIaMEeHTO3HOMY
reMarrIOTHHEHY depe3 1-2 Mec mocie 3aBeplieHus MePBUYHOro Kypca BaKIMHALNH. B cBs3u
C OTCYTCTBHEM OSMIIMPHYECKHM YCTaHOBJEHHOTO CEpOJNIOTUIECKOro KPUTCPUA 3AIIATEL, 4-
KpaTHOe HapacTaHWe THTPOB AHTHTEN IOCIE BaKIMHAMM MO CPABHCHHIO C MX yPOBHEM 10O
BaKIIMHALMM CUUTAETCS KPUTEPHUEM CEPOKOHBEPCUH.

Kak munumyMm 99,5 % nereit ObLIH 3allMIIEHB] OT MONMOMHUENNTA, TaK KaK MOCIE NEPBUYHON

MMMYHHU3AIMH [OCTMMMYHN3aUMOHHbBIE TUTPBI aHTUTEN K BAPYCaM IIOJIHOMUEIUT
COTJEACUR

MHUHUCTESCT
PRCTIVE]
Mpoxas Mustere
Peonyduuxy B

a TUIosB 1, 2

ety e

AlTeH L
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¥ 3 y HHMX TIpeBBlIaNM IOPOr, paBHBI 5 (BenMdMHA obpaTHast pa3BEeCHHUIO

cepoHeiTpaau3alum).

HmmynHbtii omeem nocjie peeaKkyuHayuu

VccreoBanysl MMMYHOTEHHOCTH, IpPOBENEHHBIE y JEeTed 2-T0 Toja JXW3HH, MOMyYMBIIMX
NepBUYHBIA KypC BAaKIMHAIWK B BUAE 3 /103 BakiMHbI TeTpakcuM, MPOACMOHCTPHPOBAIH
BBICOKMH YpOBEHb MMMYHHOTO OTBETA KO BCEM KOMIIOHEHTAaM IOCJE BBEACHHA 4-# 03Bl
(peBaKIMHALUH).

Wccnenopanus, NpoBeeHHble y AeTeit B BospacTe 12-24 Mec, MOTy4MBUIMX MEPBUYHBIH KypC
MMMYHH3ALEA TpeMsl H03aMH BaKIMH C LENbHOKJIETOYHBIM KOKIIIOMIHBIM KOMIIOHCHTOM,
NPONEMOHCTPUPOBANH, YTO MOCHEAYIOas peBakuuHanys BakiuHo# Terpakcnm 6ezomacHa u

MUMMYHOI'€HHA B OTHOIIIEHHH BCCX KOMIIOHEHTOB BaKIIUHBI.

O®APMAKOKHHETUKA

Uccnenopanus hapMaKOKMHETHKH HE TIPOBOJUIHUCE.

IMOKA3AHUS K NPUMEHEHHIO
[epBuuHas BaKUMHALKMSA U PEBAKIMHALMA NeTeH, HadMHad ¢ 3-MECAYHOTO BO3PACTa, HPOTUB

nudTepuH, CTONOHAKA, KOKIIIOII, T0JTMOMHETIUTA.

IMMPOTUBOIIOKA3AHUS

- Tporpeccupyromas 3H1edaNonaTHs, COIPOBOKAAIOIIAALC CyI0pOraMul il 6e3 TaKoBBIX.

- Dunedanonarus HeSCHON JTHOJOTHH, PA3BUBLIA’ACS B TeYeHHE 7 ziHeﬁ II0CjIe BBEIEHMUS
mo60ii BaKkUMHBl (LETHHOKIETOYHON WM aue/UTONApHOH), CoAepiKalledl aHTUIEHBI
Bordetella pertussis.

- CuibHas peaKius, pasBUBIUASCS B TedeHue 48 u mocne MpefbIAyIIed MMMYyHU3ALUHH
BAKIMHOIA, coJiepiKalieil KOKIIOMHbIA KOMIIOHEHT: TIOBBIILICHUE TEMIIEPATYPhl Telld 110 40 °C
¥ BBINIE, CHHAPOM UIMTENBHOrO HEOOBIYHOrO IUiada (ATHTENBHOCTBIO bonee 3 u),
¢eGpunsHble U adeOpuIbHEIE CYA0POTH, TUMOTOHUYECKUM-THIIOPEAKTUBHBIA CHHAPOM.

- T'unepuyBCTBHUTENBHOCTh IIOCHIE  IPEABIAYIIETO  BBEACHUS m000f  BakUMHB Ui
npouIaKTUKK AUGTEPUH, CTONOHSKA, KOKIIOMA, TOTHOMUEIHUTA.

- T'umepuyBCTBHTENBHOCT K JNIOOOMY KOMIIOHEHTY BaKIMHBI, a TaKXe ITI0TapanbACruiy,
HEOMHLIMHY, CTPENTOMULIMHY ¥ NIOTUMUKCUHY B.

- 3a6OIIeBaHI/IC, CONPOBOXAAIOLIHECS ITOBBLIIICHHEM TeMIIEpaTyphl Teina, OCTpOEL

ACUOBAILO
LPAVTHUS

H
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MHMEKIHOHHOE WM XPOHMHYECKoe 3aboJeBaHME B CTaliu obocTpenus. BakiuHanuio
TIPOBOJIAT uepe3 2-4 HeleNH MOCyIe BHI3JOPOBIICHHS MM B [IEPHON PECKOHBANIECHCHIMH W1
pemuccun. [Ipu HeTspkensrx OPBU, oCTpBIX KHIICYHBIX 3aboneBanmsaX U Ip. NPUBUBKU
IPOBOJST Cpa3sy MOclie HOpMANU3alui TEMIIEPATYPBI.

- TunepyyBCTBUTENBHOCTD K KOKIIOUIHON BaKIMHE (LLeTBHOKIIETOYHOR HIIH AIE/UTIONSAPHON).

C OCTOPOXHOCTBIO
- Ilpm HamMuuu B aHaMHeE3e Y peberka (eOpUIIBHBIX CYAOpOr, HE CBS3aHHBIX C
NpeaIIecTBYIOIIEH BaKUMHANMEH, CIeNyeT CICAUTh 3a TeMIlepaTypoil Tejla MPUBUTOrO B
teyegue 48 Y mocie BaKIMHALMH H, NPU €€ IOBBIICHUHU, PETYIIPHO TPUMEHATH
AHTUIIMpeTUYeCcKHe (3KapONIOHIKAIOLIKe) [IPENaparThl B TEYEHUE BCEr0 3TOr0 NEpHoAa.
- Ilpu TpOMGOIMTONEHHM ¥ APYTHX HApYLICHUSIX CBEPTHIBACMOCTH KPOBH BBEACHHE BAKIIUHBI
JOJDKHO TPOBOAMTHCS C OCTOPOXXHOCTHIO U3-32 PUCKA PA3BUTHS KPOBOTEHCHUA BCICACTBUE

HHBCKIIUU.

IPUMEHEHUE TIPM BEPEMEHHOCTH W B MEPHOA TIPYIHOI'O
BCKAPMJIMBAHUS
Tlockonbky BakuuHa TeTpakCMM MPUMEHSETCA JUis BaKUMHAMM JACTEH, JAHHBIC O BIMAHUA

Ipernapara Ha TedeHue 6epeMEeHHOCTU ¥ KOPMIICHHE IPYJIbIO OTCYTCTBYIOT.

CIIOCOB IPUMEHEHUS " TO3bI

Cxema BaKIHHALIHH

OpHa 1032 BakiuHe! coctasnseT 0,5 M.

Ilepguunaa eakyunayus

Haumnas ¢ 2 WO 3-MeCSdHOTO BO3pacTa, Kypc BakKIMHANMM CHemyrowwmid: 3
oceoBaTeNbHEe 10361 o6beMoM 0,5 M, HasHauaemble C HHTepBamoM 1-2 mecdna,
HampuMmep, B 2, 3, 4 mecsna U B 2, 4, 6 MecsleB, WM B 3, 4, 5 mecsnes uw B 3, 5, 12
MECSIIEB.

B coorercrur ¢ HalMOHATBHEIM KaleHIapeM NpoQMIAKTHYeCKHX MPUBUBOK PecryOnuky

Benapych NepBUYHAas BaKI[MHAIMSA TPOBOAUTCSA B 3,4,5 MeCSILEB.

Pesakyunayus

Cornacio HalnMoHaNBHOMY —KajeHOapro MNPO(QHUIaKTAYECKUX INPUBHBOK pEBaKIMHALAA

COTHACOS

MEERD

O
YOXPAHEHUS

ey

i
{ pyas BOXDAHEHUH
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TIPOBOMIMTCS OJXHOKPATHO B Bo3pacte 18 Mec.

TerpakcuM Tak)Ke MOXET HasHA4aThes JACTAM B BO3pacTe 5-12 ner, paHee NPUBUTHIM
AleJUTIONSPHOM BaKIMHOM, (3 vy 4 103bI), 60 3 H03aMyt ALETONAPHOH BaKIMHEL, & 3aTeM
GycTepHOH f030H AUENTIONIAPHOM HIM LENBHOKNETOIHON BaKIMHEL (B COOTBETCTBHMHU C

HallMOHAJIbHBIMU IIpaBUJIaMHA BaKHHHaL{HH).

[Ipn Hapymienum rpaduka BakUMHANMH [OCHEAYIOUME HHTEPBANBl MEXIY BBEACHUCM
O4yepenHOM [03bl BaKUMHBI HE M3MEHAIOTCA, B TOM WYHCNE, HHTEpBAl [EPEL 4-oit
(peBakuMHUpYIOLIeH) 030# - 12 mec. JlanbHEHUIYIO PEBAKIMHALKIO MIPOTUB ITOJIMOMUCIIHTA
BBIIIONIHAIOT B CPOKH, IpeLycMOTpeHHbIe HalnoHaNBHBIM KaleHAapeM npodHIIaKTHIECKUX
IIPUBUBOK.

Bo Bcex cnydadXx HapymuieHus rpaduka BakUMHAMHM Bpad JODKCH PYKOBOJACTBOBATHCH
MHCTpYKIMEH 10 [PUMEHEHMIO JIEKApCTBEHHOTO  Mpemapara M PEKOMCHAANMAMH
HanuoHaneHOro KajieHaaps NpoQuiakTH4eCKIX IpUBUBOK.

Cnoco0 BBeaAeHHs

HenocpeacTBEHHO Tepe] BBEACHHEM BCTPSXHYTH A0 00pa3soBaHUS rOMOTeHHO#I 0enoBaTOM
MyTHOM CYCNeH3uH. BakiyHy BBOIAT BHYTPHMBILIEIHO B f03e 0,5 MJI, PEKOMEHYeMOe MECTO
BBeJICHHS - CPEMHAS TPETh MepeHeNnaTepalbHOM NOBEPXHOCTH Oe/pa ls ISTEH BO3PAcTOM 10
24 Mec 1 IeNTHTOBUIHAS MBIILIIA IIJIeda JUId AeTel Ooiee cTapiiero Bo3pacra.

He BBOAUTH BHYTPUKOXXHO HIJIM BHYTPUBEHHO.

Ilepen BBeaeHHEM HEOOXOAUMO YOEIUTECS, YTO UTJIa HE IPOHUKIIA B KPOBEHOCHBIH COCYI.

IIOBOYHOE JENCTBUE

HexenarelbHple SBJIECHMS, IpEINCTABICHHBIE HIDKE, II€PEYMCICHBl B COOTBETCTBHH C
knaccuduKalmedl CUCTEM M OPraHOB ¥ 9aCTOTOH BCTpeyaeMOCTH. HacTOTy BCTpedaeMOCTH
OIIpe/IeTIsM Ha OCHOBAHMH CIEAYIOIIMX KPHTEPHEB: O4EHb YacTo (2 1/10), gacto (> 1/100 no <
1/10), Hewacto (> 1/1000 mo < 1/100), peaxo (= 1/10000 mo < 1/1000), ouens penxo (<

1/10000), yacToTa HEM3BECTHA (MMEIOLIMKCS JTAHHBIX HEOCTATOUHO AJIs OLIEHKH).

JlaHHbIe KIMHHYECKHX Hccael0BaHui
B Tpex wHccieIOBaHUAX IpernapaTroM TeTpakcuM OJHOBPEMEHHO C Bakuuuoit Axt-XMb

(CMEIIAHHBIX B OJHOM IIIPHLE MK BBOJMMEIX Pa3ieNbHO) OBLIO NPUBUTO cerinre 2800 neren
BAMHO

IO PAHEHNWT
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mepBoro roja usHu. Ilocne NepBUYHOH MMMYHU3AUHH oonee yeM 8400 nozamMM BaKLMHbI
HauboJiee YacTO PerdCTPUpOBANach Takas HeXenareNbHas Peaknus Kak pasapakuTeNIbHOCTD
(20,2 %), ¥ Takue JIOKaJbHBIE PEAKLMK B MECTE MHBEKIUM KaK [TOKPACHCHHE >2cm (9 %) m
YITIOTHEHHE B MECTE nHLeKImH > 2 cM (12 %). DT! cCUMIITOMBI OOBIYHO MOSIBIISUIMCE B TEYEHHE
48 4 110CyIe BAKIMHALMK ¥ MOTIIHM [IPOIOKaThes 10 48-72 4. OHHM IPOXOIUIIN CIIOHTAHHO U HE
TpeGoBaTi KaKoro-nubo cnenuajibHoro JeYCHus.

TTocie NepBUYHON MMMYHH3ALUK OTMEYANACh TCHACHIUS K YBEIHYCHUIO JaCTOTHI peaxkiyi B
MeCTe HHBEKIMH IIPU Ha3sHaYeHNH PEBAKIIMHUPYIOEH O3bI.

[podums 6e30MacHOCTH JIEKapCTBEHHOTO Tpenapara TeTpakcuM CYLIECTBEHHO HE OTIMHAeTCs
B Pa3HBIX BO3PACTHBIX IpYMNaX, OJHAKO HEKOTOPHIE HEXENaTeNbHbIE SBICHUA, HANPUMED,
MUAIrUs, HEZOMOTAHHE W TOJNoBHas 6oib, crnenubuuHbl Ui [eTell B BO3pacTe = 2 netr u

craplie.

Hapywenua co cmopoHbl 06MeHa éeujecmes i RUMAHUA

Ouenb wacmo. HapyllICHUE alleTUTa

Co cmopoHbl nCUXUKu

Ouenb uacmo: pasipaXUTEIBHOCTh, HEOOBIYHEIH T11a4

Yacmo: HapylIeHUs CHA

Heuacmo: AOUTENBHBIN 11124

Co cmopoHbl HepeHOU CUCmeMbl

Ouenv yacmo. 6ECCOHHHUIIA, FOJIOBHAs OOMb

Co cmopoHbl 3cesly004HO-KUWEYH020 mpaKkma

Ouenb wacmo: pBOTa

Yacmo: nuapest

Co CropoHbI CKeNemHO-MbleYHO CUCMEMbl U COeOUHUMENbHO I MKAHU
Ouenv wacmo: MAAITHA

Obuque paccmpoiicmea u HapyuwieHus 6 Mecme 66e0eHuUA

Ouenv yacmo: MOKPAaCHEHHE B MECTE MHBEKIMH, OOJIE3HEHHOCTb M OTEK B MECTE HHBEKLHH,
nuxopanka (> 38 °C), HegoMoranue

Yacmo: yIJIOTHEHNE B MECTE UHBEKIUH

Heuacmo: IOKpacHeH#e ¥ oTeK (= 5 ¢M) B MECTe UHDBEKIMH, TUXOPaKa (>39°C)

Peoxo: maxopanka (> 40 °C)
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Bo BpeMs KIMHMYECKMX  MCCJIEOBaHUM  BaKIMHBI TerpakcuM  T'UIOTOHUYECKHE-
THTIOPEAKTUBHBIE SMU30/bI HE PErMCTPUPOBAIUCH, OJHAKO OTMEYANMCE MPH MCIIONB3OBAHAN
JPYTHX BakIMH IPOTHUB KOKIOLIA.

Peakiuy B BHJE OTEKa, TIOPAKAIOUIEr0 OHY MM 00e HIKHHE KOHEYHOCTH, MOTYT BO3HHKATDH
ocje MMMYHHU3ALUK BaKIMHAMH, COlepXKallliMK KOMIIOHCHT IIPOTHB Haemophilus influenzae
tana b. Ecou peakuys BO3HMKAET, OHA, KaK IPaBHIIO, HabnIroaeTcs B Xo/€ MEPBUYHOrO Kypca
MMMYHM3ALMM M OPOSIBISETCS B TEUEHME INEPBBIX HECKOJIBKAX 4acoB TIOCIE BBEACHHA
BakiUHEl. OXHOBPEMEHHO C STHM MOTYT HalIOAATECS MUAHO3, IOKPACHCHUE U NPEXoMsiiias
nypnypa B OONacTH peakudu W CHIBHBIH IlIad. Bce ykaszaHHBIE CHMIITOMBI IPOXOASAT
CIIOHTAHHO 6€3 OCTAaTOYHBIX ABJICHUH B TeyeHue 24 4.

OnuH ciydall TaHHOM peakiuu ObLl 3aperHCTPUPOBAH BO BPEMS KIMHUYECKUX UCClIeJOBaHHUH
BaKIMHEl TeTpakcuM, BBOAMBINEHCS OJHOBPEMEHHO C KOHBIOTHPOBAHHO! BaKIMHOM TPOTUB
nHbeKIuH, Bei3biBaeMoit Haemophilus influenzae T b, B pa3nuyHble YYaCTKH Tela.

[Ipy Ha3Ha4yeHWM BaKIMHBI TeTpakCuM NETAM B BO3pacTe 5-12 ner B KauecTBE MO3JHEH
pEeBaKLMHUPYIOLIEW [MO3bI, peakuu¥ Ha BaKUMHY TerpakcuMm y JeTelt B 3TOH BO3pacTHOH
rpymne OTMevarTcs pexe (B CpaBHEHHH C AKJIC-VITB BakuuMHOH € LEIBHOKIETOYHBIM
KOKJTFOIITHBIM KOMIIOHEHTOM, BBOJMMOW B TOM >X€ BO3pacTe) MM C TaKOH Xe 4acToTo# (B

cpasaenun ¢ AJIC-UIIB BakuuHOM, BBOXMMOH B TOM XK€ BO3pacTe).

JlaHHBIE NOCTPErUCTPALIMOHHOr0 HA0II0IeHHS]

Tak KaK CIOHTaHHBIE COOOIIEHWS O IMEPEUMCICHHBIX HHXKE HeXeNnaTelbHBIX SBJICHUAX IPHU
KOMMEpYECKOM NpPUMEHEHHH IMpenapara PerucTPUPYIOTCS OHYEHb PEIKO U3 HOMyJIANAd C
HEOINpeIeIeHHBIM YMCIOM TPUBUTHIX JAaHHOW BAaKIMHOHM, TO X 4acTOTY KNacCUULIHPOBAIN
KaK «4acTOTa HEM3BECTHA.

Hapywierus co cmopoHbl Kposu U TUMPamuyecKoli cucmembst

Jlumdanenomnarus

Co crmopoHbl UMMYHHOU CUCHIEMbL

AnaduaKkTUYecKye peaKliMu, TaKiue Kak OTEK U2, OTeK KBunke

Co cmopoHbl HEpEHOU CUCHeMbl

Cyjoporu Ha (oHe MOBBIIIEHHS UK 0€3 OBBIIICHHS TEMIIEPATY DB

O6MopoK

Co cmopoHbl KOMHCU U NOOKOMCHBIX MKaHell

AJepronogo6Hble CHMIITOMBI, HaPHEMED, Pa3I4HbIC THIIBI CBINH, SpUTEMa, KpallMBHUIA

SONTAHISIAH
SEJIAPYUb

DO PATCHIH
PyEh

MUHUCTEPCTRO i
PECIIVBIH

!

i
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O6uque paccmpoiicmea u HAPYWEHUs 6 MecHe 66e0eH A

BripaxeHHBIH OTeK (> 5 cM) B MECTe UHBEKIHH, B TOM YUCIE OTCK, PacIpoCTpaHSIOLIUHCS 32
IpeJienBl OHOTO WM 0GOUX NPHIIEKAIIMX CYCTaBOB. DTH PEAKIMH NOSBIISINCE YCPE3 24-72 4
mocie BBENEHHS BAKIMHEI M MOTJIM COIPOBOXKAATHCS TOKPACHEHMEM, IOBBILICHHEM
TeMIIepaTypbl KOXH B MECTe MHBEKIIMH, IyBCTBUTENHHOCTBIO WM GONIE3HEHHOCTHIO B MECTe
MHbeKIMY. JJAHHBIE CHUMIITOMBI MCUE3ald CaMOCTOATEIbHO B TedeHue 3-5 jiHel Ges xakoro-
60 XOMOMHUTENBHOTO JedeHus. 1IpefronaraeTcs, YT0 BEPOSTHOCTh PA3BUTHS MOXOOHBIX
EeaKIyii yBENMYMBAETCS B 3aBUCHMOCTH OT HMCIa NPEABIIYIIMX BBENCHMH BAaKIMHBL C
aleJUTIONSAPHBIM KOKIIOMIHBIM KOMIOHEHTOM. JTa BEPOATHOCTD BBIIIE I10C]IE BBEACHUA 4-it n

5-# 10361 TaKO# BaKIMHEI.

IHoTeHMaJILHBIE noGo4HbIE peaKuUnHu
Komnanus pacniojaract JAaHHBIMH, 4TO [I0CJIE BBEIECHUS JPYTHX BakUWH, COJAEPKAIINX

CTONGHAUHbIH AHATOKCHH, HaGIOANMCh HEBPHT IIEYeBOro HepBa U cunapom I'uitena-bappe.

HEPEJO3UPOBKA

HaHHBIC OTCYTCTBYIOT.

B3AUMOJENCTBHE C IPYTAMU JEKAPCTBEHHBIMU IPEITAPATAMU

3a HCKIIOYEHHeM HMMYyHOCynmpeccuBHOM Tepamuu (cM. pasgen «Ocobsie yKa3aHUA») HET
JOCTOBEPHBIX NAHHBIX O BO3MOXXHOM B3aMMHOM BIIMSHUH IIPH MCIIONB30OBAHWHU C APYTMMH
JIeKapCTBEHHBIMH [penapaTaMy, B TOM YUCJIe C IPYTUMU BaKIMHAMH.

BaxuuHy TeTpakcuM MOXKHO BBOJAMTH B OZHOM INNpHUIE C KOHBIOTMPOBAHHOH BaKIMHOH
npoTHE uMH(eKIuH, BH3bIBaeMo Haemophilus influenzae tui b (Axt-XUb) (npu sTOM
pakuuHy AxT-XHWB pa3sBonsT HENOCPENCTBEHHO BakuHo# Terpakcum), 1160 OTHOBPEMEHHO C
3TOH BaKLMHOM (B pasHble YYaCTKH TENa).

Bakuuny TeTpakCHM MOXXHO BBOJUTH OJHOBPEMEHHO C BaKIMHAMH MPOTHB KOPU-TIApPOTHTA-
KPaCHyXH, BETPSIHOM OCIIBI, renaruTa B B pasHble y4acTKH Tea.

Bpay gomxeH ObiTh HHQOPMHUPOBAH O HeNaBHEM MO COBMANAIOIIEM IO BPEMEHH C
BAKI[MHAIMEH UCIIONB30BAHUM Y pebeHKa Jo60ro ApYroro NeKapcTBEHHOrO Hpenapara (B ToM

yucie 6e3pelenTypHoro).

OCOBBLIE YKA3AHUS

Bpau pomked GbITh ©HOOPMUPOBAH 000 BCEX Clydasx n10GOUHBIX peaKnu, B. TOM.YUCIE. HE
ACUORANG
MUHUCT PAREHUY

b REX
1Y TAPVCD

TTpukas




HOPB 6189 2

IepeuncIeHHbIX B AaHHOM MHCTpyKumu. Ilepen KaXJ0fl [PUBMBKOM, s MPEeNOTBPAILCHUS
BO3MOXKHBIX aJIEPIHUECKHX ¥ JPYTHX Peakiui, Bpad J0JDKEH yTOYHUTE COCTOAHAC 3J10pOBb4,
FICTOPHIO MMMYHH3AllH, aHaMHe3 NalueHTa U GKaifnX POACTBEHHUKOB (B YACTHOCTH —
ATIEproJIOTHYecKyil), Cllydan T0604HbBIX 3((EKTOB Ha NPEAICCTBOBABIINE BBEJICHMS BaKIIMH.
Bpad J0IDKEH pacroarath J€KapCTBCHHBIMU CPE/ICTBAMI U HHCTPYMEHTAMH, HEOOXOAUMBIMU
TIpY PasBUTUM PEAKLHUHU IUIIePIyBCTBUTENBHOCTH.

MMMyHOCYTIpECCHBHAs TEpanus WM COCTOSHUE UMMYHOJeduIUTa MOryT OBITH NPHYHHOH
cnaboro MMMYHHOrO OTBETa Ha BBEACHHUE BAaKHIMHBL B sTux choydasX pPEKOMEHIyeTcs
OTJIOKUTh BaKIIMHALMIO JO OKOHYAHMs TAKOM Tepanuy Wi peEMHCCHA 3a0oneBaHus. Tem He
MeHee, IMIAM C XPOHMYECKAM HMMYHOJCHHIUTOM (nanpumep, BWY-undexurei)
BaKIMHAIMS PEKOMEHIIOBaHa, JaXKe eCIi UIMMYHHBIH OTBET MOXET OBITE OCIA0JIEHHBIM.

IIpy pa3BUTHM B aHaMmHe3e CHHIpOMA [unitena-bappe WM IJI€4eBOro HEBpHTA B OTBET Ha
KaKyro-nu60 BaKIKMHY, CONEPXKAIIYI0 CTONOHAIHBIA AHATOKCHH, DEILEHHAE O BaKIMHAlKH
JIEKapCTBEHHBIM ITpenaparoM TeTpakchuM A0IDKHO OBITH TIIATENBEHO 000cHOBaHO. Kak mpaBuio,
B TaKMX CIy4adX OIpABJaHHBIM SBIACTCA 3aBEPLICHUE TIepBUYHON MMMyHHU3aIMu (eciu
BBEJIEHO MeHee 3 103).

TToTEHIMANBHBIH PUCK PAa3BUTUS ANHOD ¥ HEOOXOAMMOCTE MOHMTOPHHIA [BIXAHUA B TEUCHUC
48-72 4 clieAyeT YYUTHIBATH IIPH IPOBENEHAN MEPBUYHOTO Kypca MMMYyHU3ALMH ¥y riayfoko
HeJIOHOLIEHHBIXK JieTell, PONMBUINXCS Ha Cpoke 28 Hejenb Wid paHee, B 0COOEHHOCTH Y
UMEIOIMX B aHAMHE3e IPU3HAKK HEe3peNOCTH NbIXaTeNbHOM CUCTEMbL. [ToCcKOBbKY IMOJb3a OT
MMMYHH3alMM 3TOM TPYNIBl JeTeid BBICOKA, BAKIMHALMIO HE CICAYeT OTKJIaJbIBaTh HIIH

CUUTaThb HpOTI/IBOHOKaBaHHOI?'I.

BJIMSTHUE HA CIIOCOBHOCTD YIIPABJISITB TPAHCIIOPTHBIMU
CPEJICTBAMH H 3AHMMATLCS JPYI'HMU NOTEHIIAAJIBHO OINACHBIMU
BUJIAMMU JEATEJBHOCTH '

He npuMeHuMO, TaK Kak BakiiHa TeTpakciM MPUMEHSCTCS Al BAKIMHALMH feTen.

®OPMA BBIIIYCKA

CycrneH3us Ajs BHYTPUMBILICYHOIO BBEICHUS 0,5 mi.

ITo 0,5 mx (1 [03a) CyCHEH3WH B LIIPHUIE ¢ 3aKPENICHHOH WTJION, BMECTUMOCTBIO 1 MII M3
crexia tuna I (USP), ¢ mopiuHeM XI10p6poMOy THIIOBBIM.

ITo 1 mmpuiy B 3aKpBITYIO SYEHKOBYIO yIIaKOBKY (TIET/TIBX).

[To 1 syeiikoBoifl ymakoBKe B HHIMBHIYaIbHYIO KapTOHHYIO TMauKy C HHCTpYKUMeEH 1o

]
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IIPHUMEHEHHIO.

CPOKTOJHOCTH
3 roja.

He ucnons3oBaTh M0 OKOHYaHUU CPOKa TOJHOCTH, YKa3aHHOI'O Ha yIaKOBKE.

YCJOBUS XPAHEHHSA
XpaHUTB [IPY TEMIIEpaType OT 2 JI0 8 °C. He 3amOpaXuBaTh.

XpaHI/ITB B HENOCTYIIHOM JUIA JleTel MecTe.

YCJOBUS OTIIYCKA

OTIIycKaroT 10 PeLenTy.

IOPUJIMYECKOE JUIO, HA ©IMsI KOTOPOT'O BBLIJIAHO PETUCTPAIIMOHHOE
YAOCTOBEPEHHE
Canodu ITacrep C.A., Opanuus

HPOI/BBO)II/ITEJIL/BBIIIYCKAIOIIII/Iﬁ KOHTPO.Jb KAYECTBA
Canodu I[Tacrep C.A., Opannus

Sanofi Pasteur S.A.,

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

W

Canodu ITacrep C.A., Opanuus

Sanofi Pasteur S.A.,

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

060 Bcex caywasx HCIIM (HebnarompusaTHOTO COOBITHS TOCNE MMMYHH3alldu) Tocne

NpUMEHEHHUA JIEKapCTBEHHOTO CPELCTBA HeoOX0IUMO HallpaBUTh coOOIIEHUE B!

Pecny6nuKaHCKOe yHUTApHOE —TPEANpPHUATHE «lleHTp OKCIEPTH3 ¥  MCIBITAHHH B
snpasooxpaneHuny» (220037, Pecniy6mnuka benapycs, I MuHcK, mep. TOBapuIIecKuH, 2A, Tel:
+375-17-345-71-01).

«Canou-Asentic rpyn» IIpeacTaBUTENLCTBO AO B Pecny6muxe bemapyce (220004,

r.Munck, yi. JlumutpoBa 5, od. 5/2, Ten + 375 (17) 203-33-11).

COFJTACOBANO |
MUHUCTEPCTROM BIPABGONFAHRHIH §
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Tpukas Mina QUK PAHRHIA
Pecntydnuui Baaapycs




