IHCTPYKIIA
AJIS1 MEIUYHOT0 32CTOCYBAHHS JiKAPCHLKOI0 3aC00y

NEHTAKCUM®
Baxkuuna s npoduiakTuku audrepii, npaBus, KAILUIIOKY (ALEJIOJAPHANA KOMIIOHEHT),
MOJIiOMI€JIITY IHAKTHBOBAHA Ta BAKIMHA 1JIs1 NPOQUIAKTUKY iHdeKLil, CHPpUYNHEHUX
Haemophilus Tuny b xon’1oropana, agcopooBana

Cknao:

0i10Ui pevuosutu.

Diphtheria, tetanus, pertussis (acellular, component), poliomyelitis (inactivated) vaccine
(adsorbed) and Haemophilus influenzae type b conjugate vaccine

1 imyHi3ytoya no3a BakuuHu (0,5 M) micias po3BEeSHHS MICTHUTD:

nudrepiiinuii anatokcua() >30 MO
npasuesuii anatokcun() >40 MO
antureHu Bordetella pertussis:
KaIlumokoBuil anarokcuu(!) 25 MKT
¢inamenTHuii remararoTAHIHD 25 MKT
1HAaKTMBOBAHUH TOJIIOBIpYC:
tumy 1 (ram Mahoney) 40 D-oguaup®@ 3 4)
tumy 2 (uram MEF-1) 8 D-oaunump? ) @
tury 3 (mram Saukett) 32 D-oaunaumi® G &4
nomicaxapun Haemophilus influenzae tamy b, 10 MKT
KOH IOTOBaHUH 3 MPaBLEBUM IPOTETHOM 18-30 Mkr

(1) ancopOoBanmii Ha TiAPOKCHII AIOMIHIIO rigpaToBanoMy (Bigmosizae 0,3 Mr AlPY)

) D — anTUreHHi OUHUII

() 260 exBiBaJleHTHA KIJIBKICTh aHTUTEHY, BU3HAYEHA BiIIOBITHUM IMyHOXIMIYHUM METOJIOM
*) orpumani Ha KiiTHHAX Vero

OONOMIJICHI peuosuHu: caxapo3a, TPOMETaMoJl, CepeloBHIle XeHkca 0e3 (eHoly uYepBOHOTrO
(cymim aMiHOKHCTIOT, BKJIIOYalOud (eHUNanaHiH, MiHEpaJbHUX COJIeH, BITaMiHIB Ta 1HIIMX
KOMITOHEHTIB, y T.4. TJIFOKO3H), OLITOBAa KHUCJIOTa 1/a00 TiIPOKCHUI HATPit0 sl BCTaHOBICHHS pH,
dbopMmanbaeriza, peHokcieTaHo, BOJA IS 1H’ €KIIIH.
IMenrakcuM® MOXe MICTUTH Y CIIIJOBUX KIIBKOCTSAX IJIyTapaibIeril, HEOMIlMH, CTPENTOMIIMH i
nonimikcud B (auBuch po3ain «IIpoTunokasanus»).

Jlikapcbka ¢gopma. CycrieH3is A iH €KIIH Ta TOPOIIOK.

OcHosHi  izuxo-ximiuni eracmusocmi. TIOPOLIOK OUIOTO KOMbopy momicaxapuny Haemophilus
influenzae tuny b Ta crepuibHa, KalaMmyTHa, OlTyBaTa cycneH3is AU(TEpiHOro Ta MpaBIEBOIO
AQHATOKCHHIB, aleIIOJIPHOTO KOMIIOHEHTa KaIUTIOKY (a1copOOBaHMX Ha TIIPOKCHII aFOMIHIIO
TiIpaTOBaHOMY ), IHAKTUBOBAHOTO BipyCY MOJIIOMIEIITY.

®apmakoTepaneBTHYHA rpyna. Kom6iHoBaHi npoTrudakTepiaabHi Ta MPOTUBIPYCHI BaKIHHH.
Kon ATX JO7C A06.

Imynonociuni i 6ionoziuni enacmueocmi.

Dapmaroounamixa.

Toxcuuu qudrepii Ta IpaBIl AETOKCUKYIOTh 3 BUKOPUCTAHHAM (POpMasberiay, NOTIM OYUIIYIOTh.
Bakuuny ans npo@inakTHKH TOMIOMIENITY OTPUMYIOTh 3 KYJIBTHBOBAaHHMX BIpYCIB MONIOMIENITY
tumiB 1, 2, 3 Ha KnTHHHIA diHIT Vero, o4uiIyloTh, a TOTIM I1HAKTHUBYIOTH 3a JOTIOMOTOKO
¢bopmanpaeriny.



AUeNronsipHi KOMIIOHEHTH KalUTOKy (KanutrokoBui TokcuH [PT] ta dinamMeHTHHI reMarimioTHHIH
[FHA]) exctparywoTb 3 KynabTyp Bordetella pertussis, micns 4oro ouuinyioTh. KanumtoxoBuit
TOKCUH, JETOKCUKOBAHMW 3 BHUKOPUCTAHHSAM TIIyTapaibAerioy, BIAMOBIIAE KAILIIOKOBOMY
anatokcuHy (PTxd). ®T'A (FHA) — HaTtuBHUi. Byso BCTaHOBJICHO, IO KAILTIOKOBUN aHATOKCHH 1
OI'A € ABOMa KOMIOHEHTaMH, 10 MAaIOTh HAMBA)KIUBIIIE 3HAYEHHS IJIS 3aXUCTy OpPraHi3My Bij
KaIlTIOKY.

Kancynpamii monicaxapun PRP (momipubosun-puditon-gpocdar (PRP)) ekcrparyiors 3 KynabTypu
Haemophilus influenzae tany b Ta 3’€IHYIOTh NUISXOM KOH foraitii 3 npaBueBum OitkoMm (T) mis
oTpuMaHHs PRP-T KoH’1oroBaHoi BaKIIMHHU.

Kancynpamii momicaxapun PRP ingykye antu-PRP ceponoriuny BianoBiap y moanau. OmHak, sK i
JUIS BCIX TMOJNicCaxapuIHUX aHTUTEHIB, IMyHHa BIANOBiAb HE 3aJEKUTh BIA TUMYCY 1
XapaKTepU3y€eThCsl HU3BKOIO IMYHOTCHHICTIO Y HEMOBIISIT Ta BIJCYTHICTIO OycTepHOro edekry 1o
JOCATHEHHS MaIlieHToM Biky 15 wmicsimiB. KoBaneHTHU 3B’SI30K MIX KallCyJIbHUM IOJIiCaxapuoM
Haemophilus influenzae turty b Ta G1JIKOM-HOCIEM — TIPABIIEBUM O1JTKOM — JJa€ 3MOTY KOH FOTOBaHI!
BaKIMHI JISTH SK 3aJeKHUNA Bl TUMYCy AaHTHUIeH, SKWi 1HAyKye croenudiuny antu-PRP
CEepOJIOTIYHY BiAIMOBIb Y HEMOBJIST, Ta OTPUMYBATH OyCTEpHUN €EKT.

Imynna 6i0no6ios nicisn nepeuHHoi aKyuHayii

B xonxi mocmimkeHb IMyHOT@HHOCTI y HEMOBIIAT OyJIO MOKA3aHO, IO 4Yepe3 OAMH MICAIb MiCIs
3aCTOCYBaHHS TpPEThOi J03M MepBUHHOI BakmuHamii y Bcix (100%) miteit OyB IOCSITHYTHIA
cepornpoTekTopHHid piBeHb aHTHTLA (> 0,01 MO/mi) sik 10 aHTUTEHIB TudTepii, TaK 1 0 AHTUTEHIB
IpaBIIsl.

Hlomo kanumoky, To y moHaa 88 % aiTell MOJIOAIIOrO BiKy Yepe3 OIMH MICSIb MICIs 3aBEpIICHHS
MEPBUHHOTO KypCy IMyHI3allii TUTPU aHTUTLI KalLIIOKOBOTO aHaTOKcHHy abo PI'A 3pocim B 4
pasmu.

Hlonaiimenie 99% niteit micis iMyHi3allil Mall CEpONPOTEKTUBHI TUTPU aHTUTLI MPOTHU BIPYCiB
noyioMiemity 1, 2 Ta 3 TumiB (piBeHb > 5 y BEIMYHMHI, 3BOPOTHOI /IO CTYTEHSI PO3BEJICHHS B pPeaKIii
CepoHeuTpamizaiii).).

Hlonaitmenmie y 97,2% uemoBisT gocsranucs Tutpu PRP antutin Bume 0,15 Mxr/mn yepe3 oaux
MICSAILIb MICHs 3aCTOCYBaHHS TPETHOI 03U MEPBUHHOTO KYypCy BaKI[MHAIII].

Ivynna 6i0nogiob nicia bycmepHoi akyuHayii

[Ticnsa mepmioi 6ycrepHoi 103U (BiK MamieHTIB: 16—18 MicsAIiB) y BCIX AiTEH yTBOPIOBAIUCS 3aXHCHI
aHTUTLIa 10 TokcuHiB mudTepii (> 0,1 MO/mi), npasus (> 0,1 MO/mi), BipyciB MOIIOMI€TITY
(piBeHB > 5 y BeTMYMHI, 3BOPOTHOI JI0 CTYIIEHS PO3BEJICHHS B PEaKIlii cepoHenTpami3aitii).
[Toka3HUKM CepOKOHBEpCii B aHTUTLIAX KANUTIOKY (TUTpH Oinblie HDK y 4 pa3u NepeBHIIYIOTh
TATPU 10 BaKIMHAIi) CTAaHOBWIM IOHaiMeHme 98% s KamnIioKoBOro aHaTtokcuHy PT
(imyHodepmenTamit ananiz (IGA)) ta 99 % mang FHA (IQA). V Bcix aiTei mocsaraBcst TUTP aHTUTLI
1o PRP > 1,0 Mkr/mit.

[Momanpiie AOCTIKEHHST IMYHOTE€HHOCTI KalUTIOKOBOTO KOMIIOHEHTY y JiTell BiKOM 5—6 pOKiB
nmokaszano, mo tutpu aHtuTin no PT ta FHA y niteit, ski mpodnum mnepBHHHY Ta OycTepHY
BaKIMHAIIIO alleTIOJSIPHUMA KOMOIHOBAaHUMH BaKIIMHAMH, OyJIM IIOHANMEHINE E€KBIBaJCHTHHUMH
TUTpaM, SKi CIHOCTEpirajgucs y JMJIT€Hd TaKOro camMoro BiKy, IIEIJICHUX IUIbHOKIITHHHUMH
KOMOIHOBaHMMH BaKIIMHAMH MIPOTH KAIILTIOKY.

Dapmarokinemuxa.

He 3acTocoByeTncs.

Kuiniuni xapakrepucTuku.

Ilokazanns.

Bakuuna IMenrakcum® mokaszana st KOMOiHOBaHOI mpodinakTuku qudTepii, MpaBiisl, KAILIIOKY,
MOJTIOMIENIITY Ta 1HBa3UBHUX 1H(EKIN, BUKIMKAHUX Haemophilus influenzae tumy b (Takux sk
MEHIHTIT, CENTHUIIEMis, LIETIOIIT, APTPUT, CHITIOTUT TOIIO):

- 17151 KypCy MEepBUHHOI IMYHi3aIlii HEMOBJISAT BIKOM BiJ] 2 MICSIIiB;



- Iutst OycTepHOT BaKIMHALIIT Yepe3 OJIUH PiK MICiIst KypCcy MEpBUHHOI BaKIMHAIIIT MPOTATOM JAPYTOro
POKY MKHUTTSL.

Bakiuna Ilentakcum® He 3abesneuye 3axucry Big iH(ekIii, 30yJHAKAMH SKHX € iHII THIN
Haemophilus influenzae, a Takox BiJl MEHIHTITY, BUKJIMKAHOTO 1HITUMH MiKpOOpPTaHi3MaMH.

Ilpomunokazanns.
e [ine4yTiIuBICTb:

- 10 Oyab-sKoi 3 firounx peyouH [lenTakcumy®;

- 110 Oyab-KOl 3 JIOOMI)KHUX PEUYOBHH;

- 0 TIIoTapaiblerily, HEOMIIUHY, CTpPenTOMiluMHy abo mnojiMmikcuHy B (sxi
BUKOPUCTOBYIOTbCS B TpOIleCi BUPOOHHUITBA 1 MOXYThb OYTH HpPHUCYTHI Yy CIIJOBHX
KUTBKOCTAX) (AuBHCH po3ain «Ckiaamy);

- JI0 BaKIMHU MPOTH KAIUTIOKY (ALETIOJIIPHUAN a00 MUIBHOKIITHHHUN KOMIIOHEHT).

o BUHUKHEHHS peakilii, sika 3arpoXye JKUTTIO, MICHIS TOMEPEeIHFOTO BBEICHHS I1i€1 BaKIIMHH
a00 BaKIMHH, 1110 MICTUTb TaKi caMi peYOBHUHHU.

) BakruHartito ¢ BiZKIacTH y pasi TMXOMaHKU a00 TOCTPOTO 3aXBOPIOBAHHS.

J [Tporpecytoua eHmedanonaris.

) Ennedanonaris, 1o BUHHUKIA TPOTATOM 7 JIHIB MICJIS BBEICHHS IMOMEPEIHBOI 03U Oyb-

SIKOT BaKIMHH, IO MICTUTh AHTHTCHHM 30yJHWKA KAlLIOKYy (IITBHOKIITHHHI a00 alesossapHi
BAKIMHU MTPOTH KAIILUTIOKY).

Ocobauei 3axo0u de3nexu.

[Ticns BUKOpHUCTAaHHS BC1 3aJIMIITKA BaKIIMHU, IIIPHUIH Ta (PIaKOHK HEOOX1THO 3HUIIUTH O€3IIEUHUM
CIIOCOOOM 3Ti/IHO 3 IIIOYMMH BUMOTaMH MIOA0 YTHIIi3awii 610I0T1YHUX BiAXO/IB BIAMOBIAHO J10
YUHHUX HOPMATHUBHUX aKTiB YKpaiHH.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6uou 83acmooiil.

Bakuuny IlentakcuM® MOXHA OJHOYACHO BBOAUTH 3 BaKIMHOK JUIA NPOQIIAKTHKH KOpY,
eMiJIEMIYHOTO TMAPOTHTY Ta KpacHyXdW ab0 3 BaKIMHOIO I MpodiIaKkTUKH TemaTuTy B, ame 3a
YMOBH BBEJICHHS B OKpeMi JBi pi3Hi AUISHKHU TiJa.

Bnaue na pezynomamu nabopamoprux 00cniodicensy

Ockinbku antureH Haemophilus influenzae tuny b (Hib), sikuii € KancyJpHUM IOJIiCAXapHIOM,
EKCKPETY€EThCS B Ceuy, IPOTAroM 1—2 THXKHIB MIC/sl BaKIIMHALIT MOXJIMBUM MO3UTUBHUNA pe3yibTatT
aHamizy ceuli Ha ned 30ymHuMK. J[ng migTBepmkeHHs HasBHOCTI Hib-iHdekuii B mell mepion
HEOOX1THO 3pOOUTH 1HIIII aHAJII3H.

SIK 1 IpyW 3aCTOCYBaHHI IHIIKMX BAaKIMH, aA€KBATHOI IMyHOJIOT1YHOI BiAMIOBi/II MOKHA HE OTPUMATH Y
TMAIIEHTIB 3 IMyHOAE(IITUTOM ab0 y THX, XTO JIIKYETHCS IMyHOCYITPECUBHUMH TpETapaTaMHu.

Ilepen menyieHHsIM HeOOXiIHO MonepeIuTH JiKapsi MPO NPUHIIOM OyAb-IKMX MeANKAMEHTIB
a00 BaKIuUH.

Ocoobnueocmi 3acmocy8amnns.

IMyHOreHHicTh BakiuMuu IleHTakcuM® Moke OyTH 3HMIKEHOK BHACIIIOK iMYHOCYIIPECHBHOIO
JiKyBaHHS a00 iMmyHoAedinuTy. ToMy mepen BaKIIMHAIIE€I0 PEKOMEHIYEThCS JJOUSKATHCS
3aBepIleHHs JIiKyBaHHS a0o 3axBoproBaHHA. OpHAaK BakIUHALIA 0Ci0 13 XPOHIYHUM
imyHoxaedirurom, Hanpukian 3 BlJI-indekiiero, pekoMeHay€eThCsI, HaBITh SIKIO IMYHHA BiJIIOB1Ib
Moke OyTH 0OMEKEHOIO.

SIKmo micis MomepeaHhOro BBEACHHS BaKIMHM, IO MICTHTH IMPaBIEBUN aHATOKCHUH, PO3BUBCS
cuaapom ['ifiena—bappe abo Mie4yoBUi HEBPHUT, PIIIEHHS NPO MOAAJBINE 3aCTOCYBAHHS OYAb-SKO1
BaKIIMHM, II0 MICTUTh NMpaBLEBUN aHATOKCHH, MOBHHHO 0a3yBaTHCA Ha PETEIbHOMY 3Ba)KyBaHHI
MOTEHIIIMHOT KOPHUCTI Ta MOXKJIMBUX PHU3HMKIB MPOJOBKEHHS BaKIMHAIMil. BakuuHaiis 3a3Budaii



BUIIpaBAaHa JJIsl HEMOBIIST 3 HEMOBHUM rpadikoM MEpBHHHOI iMyHi3allii (HAMPUKIAA, AKIIO BOHH
OTPUMAJIA MEHIIIE TPHOX J103).

BakuuHy He BBOJAUTH BHYTPIIHHOCYJIMHHO: NMEPEeKOHATHCH, 10 TIOJKAa He MOTpamwia Yy
Cy/JAMHHE PYCJIO.

BakuuHy He BBOAUTH BHYTPIlIHbOIIKIPHO.

Sk i Bci iW’exniiimi  BakuuHu, IlenTakcuM® BBOAUTLCA 3 OOEpEKHICTIO oco0aM 3
TPOMOOLIUTONICHIEI0 200 TMOPYIIEHHSM 3TOPTaHHS KPOBi, OCKIIBKHU MiCs BHYTPIIIHBOM SI30BOTO
BBEJICHHS y WX OCI0 MOXE BUHUKHYTH KPOBOTEYA.

[Tepen mpoBeneHHSAM MICTUICHHS CJIij] 310paTv MOMNEPEIHIM MEIUYHUN aHaMHE3 JKUTTS (0COOIMBO
100 aHAMHE3Yy BaKIMHAILlIi Ta BAHUKHEHHS Oyb-IKUX HeOa)KaHUX PEaKIlii) Ta MPOBECTH KIIIHIYHE
00CTEKEeHHS.

SAxmo Bigomo, mo Oyab-SKWK 3 HABEJACHUX HIDKYEC CHUMITOMIB OyB TIOB’S3aHANA Yy daci 3
OTPUMAaHHSIM BaKIMHHU, [0 MAa€ B CKJIaJl KAILTIOKOBUI KOMIIOHEHT, CIIiJ] MEPErJIIHYTH MOajbliie
BUKOPHUCTAHHS TaKO1 BAaKIIMHU:

- temrneparypa > 40 °C mnporsrom 48 roauH, HE TOB’sA3aHa 3 OyAb-KOIO 1HIIOKO
1IeHTH()IKOBAHOIO PUIHHOIO;

- KoJiarnc ado MOKONoAIOHMIA cTaH (TIMOTOHIYHO-TIMOPECIIEHCUBHUN CUHAPOM) TPOTAroM 48
TOJIUH TTICIIS MICTUICHHS;

- TpUBaIui, OC3yTIIIHUHA IJIa4 TPUBAIICTIO > 3 TOAWH, KWW BUHHUKAE MPOTATOM 48 ToJHUH
ITiCJIs BaKIIMHAIIIT;

- bebpuibHi a00 adeOpHIibHI CyIOMH, AKi BUHUKAIOTh MIPOTATOM 3 THIB MICIIs IIETUICHHS.
HasBHicTh B aHaMHe3i marfieHTa (eOpHIBHUX CyJIOM, HE TOB’S3aHUX 3 IOMEPEIHIM BBEICHHIM
BaKIIMHH, HE € MPOTUIOKA3aHHAM [JIs BaKIMHAII. Y I[bOMY BUIAJAKY JYyXKE€ BaXXIUBO BHUMIPIOBATH
TEMIIepaTypy Tijla MpOTAToM 48 TOAMH TICHA WHICTJICHHS Ta PETyJsipHO 3acTOCOBYBAaTH 32
MIPU3HAUYCHHAM JIiKaps KapO3HIKYBaIbHI 3aCO0M MPOTITroM 48 rouH.

AdeOpunibHi CyOMH B aHaMHE31, HE TIOB’s3aHI 3 TMOMEpPEHIM BBEJICHHSIM BaKIIMHU, MOBUHCH
OIIIHIOBATH CTCIHANICT Mepe]l MPUHHATTAM PIIICHHS PO BaKIIUHAIIIIO.

VY pa3i po3BUTKY HAOPSKY HIKHIX KIHI[IBOK IICIISI IMIETUICHHS BAKIIUHOIO, IO MICTUTh KOMITOHCHT
Haemophilus influenzae tTunty b, 00MIB1 BaKIIMHU — BaKIIMHY IS TPOQiIaKTUKK AU Tepii, MpaBiis,
KallUTIOKY, TOJIOMIENITY Ta BakUWHY s NpodinakTuku iH(eKmii, cnpuuuHeHnux Haemophilus
influenzae tury b, — MOTPiOHO BBOAWTH Y Pi3HI IIISHKH TiJIa Ta y Pi3HI JHI.

Sk 1 mpu 3acTocyBaHHI yCiX iH €KIIIHHMX BakKUWH, NMOBHHHI OyTHM HamoroToBi yci HeoOXimHi
JKapchKi 3aco0M NIl HAJaHHS HEBIAKIAJAHOT MEIUYHOI JIOTIOMOTH Y PIIKUX BUIIAJKaX PO3BUTKY
aHaQUTAKTUYHOT peakilii Ta 3a0e3MeYeHI peTeIbHUN HaTTIs .

[TamienTn MoBUHHI mepedyBaTH MiJ MEIWYHUM HArIaIoM npoTsaroM 30 XBWJIMH MICIS BBEACHHS
BaKITMHH.

Bakiuna ITenrakcum® He 3a0esneuye 3axucty Bin iHdekuiii, Buknukanux Haemophilus influenzae
iHIIKUX cepoTumiB, kpiMm Haemophilus influenzae tuny b, a TakoX BiJl MEHIHTITY, BUKIUKAHOTO
THITUMU MIKpOOpTraHi3MaMH.

[MoreHuiiiHnii pU3MK amHOE Ta HEOOXIAHICTH MPOBEACHHS MOHITOPHHTY JAWXalbHOI (YHKII]
npotsiroM 48—72 TonWH HEOOXIHO BPaxOBYBAaTH IMPHU IMPOBEACHHI NMEPBUHHOI IMyHI3alii myxe
HEJIOHOMICHUX [iTe (Hapo/keHi y TepMiH < 28 TH)XHIB BariTHOCTi) Ta OCOOJIMBO y AiTed 3
HE3PUTICTIO JUXAJIbHOI CUCTEMHU B aHaMHe31. OCKUIbKHA KOPUCTh BaKIIUHAIIIT IS Ii€T TPYIIH JITEH €
BHCOKOI0, BaKI[MHAIIIIO HE CJIiJ BIAMIHATH a00 BIIKJIaJaTH.

[ono BmiIMBY Ha pe3yibTaTH JabOpaTOPHUX MOCHIPKEHb AMBHUCH po3all «B3aemomis 3 iHIIKMMU
JTIKapChKUMU 3ac00aMU Ta 1HII BUIM B3AEMOII.

[eit mikapchbKuii 3acid6 MiCTHTB:

MeHIe 1 Mmmons (39 Mr)/no3y Kaiiro, TOOTO IPaKTUYHO BUIBHUIH BiJl Kaliio;

MeHie 1 Mmmoib (23 Mr)/mo3y HaTpito, TOOTO MPAKTUYHO BUTHHHUH B HATPIIO;

HEBEJIMKY KUIbKICTh eTanoiy, MeHme 100 mr/no3y;

(dbeHinanaHid, y 3B 3Ky 3 UMM MOXKe OyTH HEOE3MeUHUM I XBOpUX Ha (PEHIIKETOHYPIIO (IUBUCH
po3ain «Ckmam).



3acmocysanns y nepiod sacimnocmi abo cooysanus epyoor. He 3actocoByeThes. Bakiinna
IMenTakcum® npu3HavYeHa TiTBKH /IS 3aCTOCYBaHHS B IEiaTpii.

30amuicms enaueamu Ha wWEUOKICMb peakyii npu KepyeauHi aemompancnopmom abo iHWuUMu
MexaHisMamu.
He 3actocoByetbcst. Bakiuna [Tenrakcum® npu3HaueHa TiTBKK LTS 3aCTOCYBAHHS B IeIiaTpii.

Cnocio 3acmocysanna ma 003u.

IIpu npoBenenHi imyHi3auii Ha TepuTopii YKpaiHu moao cxem iMyHizauii, NpOTHNOKA3aHb Ta
B3a€EMOJil 3 IHIIMMH MeAUYHMMH IMYHOOIOJIOTIYHMMH T@IpenapaTaMu CJiJl KepyBaTHCH
ynHHUMH Hakazamu MO3 Ykpainu.

BakuuHanis npoBoaAMTBHCS MEJIMYHUM IEPCOHAJNIOM Yy KalOiHeTax MpPO(ilaKTHYHMX IIeNJIeHb
JIKYyBaJbHO-NPO(}iTaKTHYHNX 3aKIATIB.

Cnocib 3acmocysanns

Bakuuny BBOASTH BHYTPIIIHBOM S130BO. PexoMeHmOBaHe Micle IICTUICHHS Ui HEMOBIAT —
NepenHbo-NaTepaibHa TOBEPXHs CTerHa (cepeAHs TpeTHHa), Ui JITeHd CTapuioro BIKY —
ENBTONOMIOHUN M 3.

Jlozysanns

Kypc nepBuHHOI BakIMHALT CKIIAIAETHCA 13 BBEACHHS TPHOX 103 BaKIUHH 110 0,5 MII 3 iHTEpBajIOM
1-2 micsui. ByctepHa 103a BBOOUTHCS Ha 2-MY POILI JKHUTTA.

VY Bcix BUMNaJIKax MOPYIICHHs rpadika BaKIMHALIT JiKap MOBUHEH KepyBaThucs HitounMu Hakazamu
MO3 VYkpainu oo npoBefeHHs] Tpo(iTaKTUYHUX MIEIUIEHb Ta 1HCTPYKIIEI MPO 3aCTOCYBAHHS
BaKIIVH.

Inecmpykyis 3 8UKOpUCMAHNA BAKYUHU

Jlo mmpuniB 6e3 mpueAHAHOI TOJNKH 3MIHHY TOJKY HOTpPiOHO MII[HO NPHUKPIMHUTH HUIIXOM
obepTaHHs ii Ha YBepTh 00EPTY BIAHOCHO IIMPHIIA.

BiIHOBIIOIOTE PO3YMH IIJISXOM BBEJICHHS CyCIeH3ii (KOMOiHOBaHa BaKIMHA JUIS MPO(UIAKTUKH
nudTepii, mpaBIs, KANLTIOKY (aeTIOISIPHUA KOMITOHEHT) Ta MOJIOMIENTY ajgcopOoBana) y ¢iakoH
3 MOPOIIKOM (BaKIMHA JUIsl PO UTaKTHKY 1HEKIiH, cipuanaeHux Haemophilus influenzae tumny
b, xon’toroBana). CTpylIyloTh A0 MOBHOTO PO3UMHEHHS mopomky. [licis BigHOBIIEHHS BaKIIMHA
Ma€ BUTJISA]] KaJJaMyTHOI O1TyBaToi CycreHsii, 0 € IIJIKOM HOPMAaJIbHHM.

BakiuHy BUKOPHCTOBYIOTH BiJjpa3y MiCIIsl BIIHOBJICHHS.

He BUKOpPHCTOBYBAaTH BakIMHY 32 HassBHOCTI 3MiHU KOJIBOPY Ta CTOPOHHIX JJOMIIIOK.

Bynp-skuii HeBUKOpPUCTaHUH mpernapaT ad0 BiAXOAW MOBHHHI OyTH YTHIII30BaHi BiJIMTOBIITHO 10
YHHHUX HOPMATUBHO-TIPABOBUX aKTiB YKpaiHU.

Mimu. Bakiuny Ilentakcum®  3aCTOCOBYIOTH JUTAM 3 2-MIiCSYHOrO BiKy (AMB. pO3minu
«ITokazanns», «Croci0 3acTOCyBaHHS Ta J03U).

Ilepeoo3ysanns.
[ndopmaris BiaCyTHS.

I06iuni peakuii.

[To61uHi peakii k1acu]ikyOTh 3aJIKHO BiJl YaCTOTH iXHHOTO BUHUKHEHHS
nyke gacto: > 1/10

gacto: Big > 1/100 mo < 1/10

Hevacto: Big > 1/1000 go < 1/100

piako: Big > 1/10000 mo < 1/1000

ayxe piako: < 1/10000

HEBIJIOMO: HEMOXIIMBO OI[IHUTH 32 HASIBHUMU JIAHHUMH.



Ha mincTaBi cnoHTaHHUX 3BiTiB OyJIO BUSBIEHO J€AKl MOOIYHI peakilii, M0 CIOCTepiraiucs ayxe
piako micis BBeleHHs BakuuHM Ilenrakcum®. OCKiIbKM TOJAHHS 3BIiTIB OYJIO CIIOHTAQHHHUM, a
YHCENbHICT, TIOMyJNALIl HEBiZIoOMa, HE 3aBXKIU MOXHAa TOYHO pPO3paxyBaTH TOKa3HUK
3aXBOPIOBAHOCTI 200 BCTAHOBUTHU NMPUYHHHO-HACIIAKOBHUH 3B’SI30K Mi’K BUKOPHCTAHHSIM BaKIWHU 1
JaHUMH peakuisMu. ToMy i mo6iuHI peakilii MaroTh YaCTOTY BUHUKHEHHS «HEB1JIOMOY.

Ilix yac mpoBeleHHs KIIHIYHMX JOCTIIKEHb cepel IiTed, mo orpumyBand Ilentakcum® sk
MEepPBUHHY BaKIMHAIIIO, HalyacTilie MOBIJOMISIIM TPO TOSBY peakuid B Micli 1H €Ki,
QHOPMAJTBHHI TI1a4, IPATIBIMBICTh T TMXOMAHKY.

i cumnromu 3a3BUYail 3’SBISIOTHCA MPOTIroM 48 TOAWH Micis WIEIUICHHA 1 MOXYTh TPHUBATH
npoTsirom 48—72 roauH. BoHM 3HUKAIOTh CIIOHTAHHO, HE MOTPEOYIOUH CIENiadbHOTO JIIKYBaHHS.
YacroTa peakuii B MicIi 1H’€KI[il Ma€ TEHIEHIIO M0 30UIbILICHHS MpU OyCTepHiM BaKUWHAIT y
MOPIBHSHHI 3 IEPBUHHOIO IMYHI3aIli€l0.

Po3znaou 3 6oky imynnoi cucmemu

Hesigomo: peakmii TimepyyTiIMBOCTI HETaHOTO THITy, Taki SK HaOpsSK oOMW4YYs, aHrioenema,
HaOpsk KBiHke, aHadinakTryHi peakiii Ta aHa(UIAKTHIHUI II0K.

Memabonizm i po3nadu xap4yeanis

Jlye JacTo: BTpaTa aneTurTy.

Tcuxiuni poznaou

Jly’xe 4acTo: 3HEPBOBaHICTh, IPATIBIUBICTh, AHOPMAJIBHHH I1J1a4.

YacTo: mopyLIeHHs CHY.

Hewacro: TpuBanuii 6e3yTilIHMIA M1a4.

Po3znaou 3 60ky nepeosoi cucmemu

Jly’ke 4acTo: COHJIUBICTb.

Heginomo: ¢hebpunbHi ab0 adedprinbHi CyJTOMH, TMOTOHIYHO-TITOPECTICHCUBHUIN CHHAPOM.
LInynkoso-kuwuko6i poznaou

Jy»xe dacTto: OIroBaHHS.

YacTo: miapes.

Po3znaou 3 6oky wkipu ma niowxipnoi K1imkosutu

Hesigomo: BucwHm, eputeMa, KpOIIUB STHKA.

3azcanvui po3naou ma peakyii' y micyi 66e0eHHs

Jlyxe yacTo: epuTemMa B MicIi iH €KIii, TuxoManka > 38 °C, HaOpsK B Micii iH €Ki, 017b B MicCIIi
1H’ €KITii.

YacTo: yniinpHeHHS B MICIIi 1H’ €KITii.

Heuacro: muxomanka > 39 °C, mouepBOHIHHA B MicCIli iH €Ki Ta HAOPSIK > 5 cM.

Pinko: muxomanka > 40 °C.

Hesinomo: migsumienns remmneparypu 1o 38 °C.

Halpsik omniei abo 000X HWKHIX KIHIIIBOK B pe3yibTaTi BBEJACHHS BaKI[MHHU, IO MICTHTh
KomnoneHT Haemophilus influenzae tuny b. Taki peakuii nmepeBakHO 3’SIBIISIOTHCS Yepe3 KilIbKa
TOJIMH TICJS TPOBEICHHS KypCy IEpPBUHHOI IMyHI3alii Ta CIMOHTAaHHO 3HHMKAIOTh 0€3 HACIIJIKIB
npotssroM 24 roauH. 3a3HauyeHl peakiii MOXYTh CyNpPOBOJKYBATHCS I[1aHO30M, EpPUTEMOIO,
THMYACOBOIO MyPITYPOIO 1 CHIIBHUM TUTaYEM.

Hesinomo: cuibHa peaxitisi B Miclli BBeACHHs iH ekuii (> 50 MM), BKIIO4at0ud OOMIMPHUI HAOPSK
KIHITIBKH, 110 MOE MMONTUPIOBATHCS BiJl MICIls BBEICHHS Ha OJMH a00 00MBa CYMIKHHMX CYTJIOOH.
i peakmii TPOSBISIOTECA HpoTAroM 24—72 TOAWMH TMicAs BakIMHAIL Ta MOXYTh
CYyNpPOBO/DKYBATHCS TaKMMH CHUMIITOMaMH, SK €pUTEMa, MICIIEBE IIiJIBHIICHHS TEeMIEPaTypH,
qyTIuBicTh a00 Oinb y micui iH’ekuii. CUMOTOMH 3HHMKAaIOTh CHOHTaHHO MPOTATOM 3—5 MHIB.
BiporigHicTe pO3BUTKY MOMIOHMX peEaKIliil 3aJeKUTh BiJl KUIBKOCTI MOMEPEIHRO OTPUMAHUX 03
BaKIMH, 110 MICTATh AlETIOJSPHUNA KAIUTIOKOBHA KOMIIOHEHT, 3 MiABUIICHHSM PU3HUKY IiCIS
BBeneHHa 4-1 Ta 5-1 103.

Ilomenyitini nobiuni_peaxyii (ToOTO HECHPUATIMBI MOAIi, sIKi OyiaM 3apeecTpoBaHi 3 IHIIUMHU
BaKI[MHAMH, 1110 MICTATh OJMH a00 KiJIbKa aHTUT€HHUX KOMIIOHEHTIB, aHajoriynux Ilenrakcumy®).




[Ticns BBeneHHS BaKIMHU, IO MICTUTH MPAaBLEBHI aHATOKCUH, 3a()iKCOBAHO BUMAAKH PO3BHUTKY
IJIEYOBOT0 HEBPUTY Ta cuHApoMmy [ 'iitena—bappe.

Hooamxkosa inghopmayis cmoco8HO OKpemux nonyasayit

AmHOe y JyXe HeIOHOHIeHUX aiTedl (Hapomwimcs Ha < 28 THXXHI BariTHOCTI) (IUBUCH PO3ILI
«Oco0IMBOCTI 3aCTOCYBAHHS»).

3BITHICTB PO MOOIYHI PEAKIIIi.

[ToBimomieHHs mMpo MOOIYHI peakilii y mepioj] Mmicis peecTparllii JIKapchbKOTo 3aco0y € BaKJIMBUM
3axozoM. Lle mae 3mory 3xilicHIOBaTH Oe3nepepBHUII MOHITOPUHT CIIBBIIHOMIEHHS KOPUCTH/PU3UK
MIPU 3aCTOCYBaHHI JIAHOTO JIIKAPCHKOTO 3aco0y. Y pa3i BUHUKHEHHS Oy/b-SKHX MOOIYHUX peaKIlii,
Oyab Jacka, IOBIJOMTE CBOTO JIIKapsI.

MenuyHauM mpamiBHUKaM HEOOX1THO MOBIJOMIIATH MPO Oy/b-AKi MOOIYHI peakIlii 3a JOMOMOTOK0
CHCTEMH IOBIAOMJIEHB MPO MOOiI4HI peakuii B YKpaiHi.

Tepmin npuoammuocmi.
3 poku.
Bakuuny BUKOPUCTOBYIOTH Bijipa3y K IICJIS BiTHOBJICHHS.

YmoBu 30epiranus.

Baxknuny ciig 36epiratu npu temneparypi Big 2 1o 8 °C (B xonoauiabHUKY). He 3aMoposkyBat.
3axuaTH BiJ cBiTia. 30epiraTi B HEAOCTYIHOMY IS AiTEH MicLii.

He BukopucTtoByBaTH npemnapat miciisi 3aKiHISHHsI TEpMiHY MPUAATHOCTI, BKA3aHOTO Ha YIaKOBIII.
om0 ymoB 30epiranHsi po34MHEHOI BaKIIMHU JUBUCH PO3iT « TepMiH mpuaaTHOCTI».

HecymicHicTb.
VY 3B’S3Ky 3 BIJICYTHICTIO JOCIHIIKEHb CYMICHOCTI IO BAaKIMHY HE CJiJ 3MINTyBaTH 3 1HIIMMH
JTIKapChKUMU 3aCO0aMHU.

YnakoBka.

ITo 1 ¢nakony 3 mopomkoM Ta 1 momepenHbo 3amoBHeHOMY mmpHIy (0,5 Mir) 3 TPHUKPITIICHOO
roJKoI0 (200 2 OKpeMUMH TOJIKAMH), [0 MICTUTh CYCIIEH310 JIJIS 1H €KIIiid, B KAPTOHHINM KOPOOITi.
ITo 1 ¢nakony 3 mopomkoM Ta 1 momepenHbo 3amoBHeHOMY mmpHIly (0,5 M) 3 TPHUKPITIICHOO
roikow (abo 2 OKpeMHMH TOJKaMH), IIO MICTATh CYyCIEH31l0 Ui 1H €KUid y CTaHAapTHO-
eKCIIOPTHIN YMaKoBIll, fKa MICTUTBCA y KapTOHHIM KOpPOOIl, 3 IHCTPYKIIEI [JII MEIUYHOTO
3aCTOCYBaHHSI.

Kareropis Bignmycky.
3a perenTom.

BupoOHuku.
Canodi Iactep, @panuis / Sanofi Pasteur, France.
Canopi-Agentic [lpaiisit Ko. JITa., Yropmuna / Sanofi-Aventis Private Co. Ltd., Hungary.

Micue3HaxoakeHHs] BUPOOHUKIB Ta iX agpecu Micusi NPOBasKeHHS JiIbHOCTI.
KOpuaununa anpeca:

2 asento [lont [Tactep 69007 Jlion, @paHniis.

2 avenue Pont Pasteur 69007 Lyon, France.

Micrie mpoBaKeHHS TISTHHOCTI:

1541 aBento Mapcens Mep’e, 69280 Mapci 1’ Etyans, @paniiis.

1541 avenue Marcel Merieux, 69280 Marcy 1’Etoile, France.

IMapk Innactpiens n’lukapsine, 27100 Banb-ne-Poii, @panuis.

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



oyn. 5, Kamnona ytna 1., bymanemr, 1225, YropmuHna.
Bdg. DC5, Campona utca 1., Budapest, 1225, Hungary.

3asiBHUK.
Canoi ITactep / Sanofi Pasteur

Micue3HnaxoakeHHS 3aiBHHKA.
14 Eciac Aupi Bamte 69007 Jlion, ®@panmis / 14 Espace Henry Vallée 69007 Lyon, France



