Ilepexnan ykpaiHCEKOIO MOBOIO, aBTEHTHYHICTH | JI0 peecTpaniiHoro mocBiqueHHs
AKOTO MIiATBEP/DKEHA YIIOBHOBAXEHOIO 0CO00I0 | No ///}/ // F3/8 /0! /27 o
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PO  3aCTOCYBaHHSA  JIIKAPCBKOTO  3aco0y
(JIMCTIBKU-BKJIQUINA YIIAKOBKH  JIIKAPCHKOTO

3aco0y),  3aTBEp/UKEHOI  BIQIOBIAHO 10
HOPMaTUBHMX BUMOT pekoMmeHJjoBaHux BOO3.
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lepeknad yKpaiHCbKOK MOBOK IHCMPYKUYii MPpO 3aCMOCYy8aHHA NiIKAPCbKO20 3acoby
(nucmisKu-8KkNQOUWA YNAKOBKU MiKAPCbKO20 3acoby)

Baxkuuna ais npodinakruxu 1udrepii, npaBus, Kauuioky, renatuty B ta
3aXBOPIOBaHb, cipuuuHeHuX Haemophilus influenzae Tuny b, kon’1oropana,
aJacopOoBaHa

Omnmuc

Baknuna pa18 npodimakTHkM AuTepii, HpaBIsd, KalUIIOKY, TEHaTHTy B Ta 3axBOPIOBaHb,
cupuunHennx Haemophilus influenzae tuny b, KoH’10roBaHa, afgcopboBaHa, BUpoOHHITBa «CepyM
Incturyr Immii IIeT. JITA.», € TOMOTEHHOIO PiAMHOIO, IO MICTUTH O4HMINEHI JudTepifiHui 1
IIPaBLIEBUN aHATOKCHHHM, IHAKTMBOBAHI aHTUT€HU KAIUTIOKY, BUCOKOOYHIIICHI HEIH(EKIIHHI YaCTKH
noBepxHeBoro aHTtureHy renatuty B (HBsAg) ta xommoneHT remodinsHoi iHpekuii (Hib), mo
MICTUTh BHCOKOOYMIIECHUH, HeiH(eKUiHHuN KancyneHuil nonicaxapun Haemophilus influenzae
tuny b (Hib), XiMIYHO KOH'IOTOBaHUH 3 IIPOTEIHOM (IIpaBLIEBUI aHATOKCHH). [IOBEpXHEBUI aHTUTE€H
Bipycy rematuty B (HBV) oTpuMyeThCs KyJIbTHBYBaHHSIM CTBOPEHHX METOJOM TI'€HETHYHOI
IHKeHepll IpDKKOBUX KITHH Hansenula polymorpha, sKi MalOTh T€H TOBEPXHEBOTO aHTHUTEHY
Bipycy renatutTy B. IloBepxHeBuii anTuren Bipycy rematuty B (HBsAg), excmpecoBanuit y
kiIituHax Hansenula polymorpha odniyeTsbest JeKiTbKOMa XIMIYHUMH METOJaMHU 3 BUKOPHUCTAHHAM
nporenyp pekom6inanTHoi JIHK. Tiomepcai 10Aa€eThes B AKOCTI KOHCEPBAHTA.

[MTonicaxapun Haemophilus influenzae tuny b (Hib) BUpOOISETHCS 3 KaICYJIBHOTO MOJICaxapuIy
mramy H.influenzae tury b 1 micias akTUBALI 3'€THYETHCA 3 IPABIEBUM aHATOKCHHOM.

Baxmuna Bignosigae BumoraM BOO3 1 Bpurtancekoi @apmakomnei 3a pe3yinbTaTaMH TECTYBaHb 3a
Meronamu, HaseacHuMH y Cepii TexHigHuX gonosigcit BOO3 Ne 980 (2014 p.), 978 (2013 p.), 897
(2000 p.) Ta y Bpurancekiit dapmaxorei.

Koxna mgo3a 0,5 MJI MiCTHTB!

mudrepinmii anatokcun < 25 Lf (=30 MO)

MIpaBIEBUH aHATOKCHH >2,5 Lf (=40 MO)

KaIUTIOKOBUH aHTHUreH (B. pertussis) (ITBHOKITITHHHUAN) <16 OU (= 4,0 MO)*

p-AHK noBepxueBuii anturen Bipycy renatuty B (HBsAg (rDNA)) > 10 mkr

OYMILIEHHH KaICyJIbHUH moricaxapu remModiapHoi iHdekii (PRP)

KOH'IOTOBaHHIA 3 IPABIIEBUM aHATOKCUHOM (O1JI0K-HOCIH) 10 MKT

Ancop6oano Ha docdati amominito, AI™ < 1,25 Mr

Koncepsant: Tiomepcanr 0,005 %

*Hwxuuit qosipunii inTepBai (P=0,95) pozpaxoBaHoi MUTOMOT aKTHBHOCTI He MeHIle, Hik 2,0 MO.




Bakiaa mpoTu 3aXBOpIOBaHb, CIpUYMHEHUX Haemophilus influenzae tuny b (HIB) He 3axurmae
BiJl 3aXBOPIOBAHHS, CIIPUYMHEHOT0 1HIIUMH TUnaMu H.influenzae, 9u BiJi MEHIHTITY, CIPUYHMHEHOTO
IHIIUMH 30y IHHKaMH.

ITIOKA3AHHS

Baknuna mus npodimaktuku audrTepii, mpaBms, KalUTIOKy, TeHaTuTty B Ta 3aXBOpIOBaHB,
cupuanHeHux Haemophilus influenzae tuny b, KOH’IOroBaHa, ajacopOoOBaHa, IOKa3zaHa I
aKTHBHOI IMyHi3allii HEMOBJIAT BiKOM BiJ 6 TIDKHIB IpoTH audTepii, IpaBis, KallIoKa, renaTuty B
1 3aXBOPIOBaHb, cipuYuHeHUX Haemophilus influenzae tuny b.

s piteit monoamoro Biky PIII (Posmupena IIporpama IMynizamii) pekoMeHIye BBEISHHS 3a
OJIMH pa3 MaKCHUMaIbHO MOXJIMBOI KiJIbKOCTI aHTUT€HIB.

Baknuny s mpodimaktuku mudTepii, Npasis, KalUTIOKy, rematuty B Ta 3aXBOpIOBaHS,
cupwunHeHUX Haemophilus influenzae tumy b, xon’roroBany, anxcopbosany, HE CJIIJ
3aCTOCOBYBATH B SIKOCTI BaKIIMHH, 1[0 BBOJUTHCS JUTHHI IPH HAPOKEHHI.

B kpaiHax, ¢ KaluIOK CTAaHOBUTH HeOe3neKy I JiTed MOJIOIIIOro BiKy, KOMOIHOBaHI BaKIIMHH
CJIiJT 3aCTOCOBYBATH SIKOMOTA paHille: MepIry 103y CJiJ BBOAUTH Yy Billi 6 THKHIB, ABI HACTYIIHI — 3
4-TH)XKHEBUM 1HTEPBAJIOM.

Bakuuny s npodinakThkd gudTepii, IpaBIs, KalUIOKy, IenatuTy B Ta 3axBOpIOBaHb,
cupuuuHenux Haemophilus influenzae tamy b, KOH’IOroBaHy, aJcopOoBaHy, MOXHa Oe3NeyHo Ta
edexTrBHO BBOAUTH pazoM 3 BakuuHamu BIDK, Baknunoo npotu kopy, nosioakuuHooo (OIIB Ta
ITIB), BakmHUHOIO IIPOTH JKOBTOI JMXOMAHKH Ta pa3oM i3 BiTamiHOM A. SIKIIO BakIUHYy IS
npodinaktukud audrepii, NOpaBls, KalUIOKy, FenatuTy B Ta 3aXBoproBaHb, CIPHYHHEHHX
Haemophilus influenzae Ttumy b, KOHIOroBaHy, aicopOoBaHy, BBOJSTH OIHOYACHO 3 IHIIMMH
BaKIMHAMH, 11 CJIiJl BBOJHTH B 1HIIE Micue. BakiuHy He ciij 3MinryBaTtu y (JIaKkoHl Yd HIIPHUIN 3
IHIMMMH BakKIMHAMHM, SKIIO 11 HE JIIEH30BaHO JUISI BUKOPHUCTAHHS B SIKOCTI KOMOIHOBaHOIO
IPOJYKTY.

JO3YBAHHS

Jlns aktuBHOI iMyHI3aIil HEMOBIST Ta AiTeH OIIKIILHOrO BiKy PEKOMEHIOBAHO BBOIUTH TpPH
BHYTPIIIHBOM's130B1 iH'ekil 0,5 M1 3 iHTepBaoM 4 (4OTHPH) THXKHI MiX 103amMu. X04ya 3BUYHHUHI BiK
VIS TIEPINOT JI03W IIEPBHHHOI iMyHi3alii CTAaHOBHTH JiBa MiCslli, 3apa3 peKOMEH/YEThCS BBEICHHS
BakIMHK y Bimi 6 TmkHIB. BycrepHa no3a kon'toroBanoi BakuuHd AKJII (DTwP) ta nnd
po(iJTaKTHKH 3aXBOPIOBAHb, CIpUYUHEHUX Haemophilus influenzae tumy b, Moxke OyTH BBEICHa y
Bimi 15-18 micsmis.

Bycrepua in'exuis Bakuumau AKJII (DTwP) nmoBumHHa BBOAMTHCH B S-piuHOMY Bimi (ToOTO Ha
MOMEHT BCTYNy J0 IuKoJH). [Hmiliceka axanemis nemiatpii (IAP) pekomeHnmye, 3a HasBHOCTI
KOMOIHOBaHMX BAaKIUH BUKOPHCTOBYBATH IX 3aMiCThb MOHOBQJICHTHHMX BaKIMH Y HalliOHAILHOMY
rpadiky BaKIIHHAIli], 3TITHO 3 BKa3iBKaMH.

BBEJIEHHSA

He BBOJUTH ITiIIIKiPHO YH BHYTPIIIHEOBEHHO.

®rakoH 3 piAKOIO BAakIMHOKO CiJy 300BTaTH Iepe]l BHUKOPHCTaHHSM, INOO TIOMOTEHI3yBaTH
cycrensio. BakiuHy Ci1ii BBOAUTH BHYTPIIIHEOM 5130B0. [lepeanpo-00koBa BEpXHs 4aCTUHA CTErHa
a0 JeNbTOBHM/IHI M'SI31 € KPaIllUM MicleM JUIsl iH'eKIl Ul cTapInuX JiTel i 1opociuX. Beenenns
iH'ekii AiTAM y CIOHHIO MOXKE CIPHYMHHTH IOIIKOKEHHsS CiHHYHOTO HEpBY, TOMY, He

PEKOMEH/IYEThCA. BakuuHy He CIIijJi BBOAMTH Yy IIKIpY, OCKIIBKH BBEACHHS MOXE CHPHIHHHTH

BUHUKHEHHS MicneBux peaknif. OnmHa nemiatpuyna posza — 0,5 s s iH'eKuiﬁ'HCOGXinHO




3aCTOCOBYBAaTH CTEpUJIBHMH IIIPULl Ta CTEPWIbHY TOJKy. BakuumHy cioil BBOAUTH

BHYTPILIHBOM '30BO.

IHmma in'exuis B pa3i 0JHOYACHOIO BBEACHHS 3 Bakuuuoro mis npodimakTuku audrepil, mpasis,

KallTIOKy, TemaTHTy B Ta 3aXBOpIOBaHb, CHpUYHHEHHX Haemophilus influenzae tumy b,

KOH’IOrOBAaHOIO, aJcopboBaHOI0 MOBHHHA OyTH BBeaeHa B iHime wicie. J[inst koxHOT iH'euii

NIOBHHHI BUKOPHCTOBYBATHCH BUKIIIOUHO CTEPUIIbHI TOJIKH 1 IIIIPHIIH.

[Ticns BigkpuTTs OaraTo1030Bi (hIakoHM MOBHHHI 30epiratuch 3a temrepatypu Bix +2°C mo +8°C.

Bakmuna s mpodinakTukd gudTepii, mpaBIs, KalUIIOKy, TemaTuTy B Ta 3aXBOpIOBaHb,

cupuyuHeHux Haemophilus influenzae Tumy b, xoH’1oroBaHa, amacopOoBaHa, y 06araTox030BHX

¢akoHax, 3 SKuX OyJI0 B3STO OJHY YM AEKUIbKAa 03 BaKIMHHU IIIJ 4ac cecil BaKUUHALII, MOXE

BHKOPHCTOBYBATUCh y HACTYIIHHX CEpisX BaKIMHANIl IPOTAroM MakcuMyM 28 1HIB, 32 yMOBHU

BHKOHAHHS BCiX yMOB (sx BkazaHo y [Iporpammuiit 3assi BOO3: PoGora 3 Gararomo3oBuMH

braxonamu BakiuHM micis Biakputtss, WHO/IVB/14.07):

* BaKIIMHA Ha JaHu# vac npexsBaiidikoana BOO3;

* BakI[MHA JO3BOJICHA JUIS 3aCTOCYBaHHS 10 28 AHIB IHiCis BIAKPUTTS (IIaKOHY, SIK BH3HAYEHO

BOO3;

* CTPOK IPHIATHOCTI BaKIIMHU HE MHHYB;

* (brmaxoH 3 BakiUHOIO 30epirascs 1 Hajayll 30epiraTUMETHCS 3a TEMIIEPaTypH, PEKOMEHIOBAaHOI
BOO3 yu BupoOGHHKOM; OuIbLIE TOro, (IAKOHHUK 1HAMKATOp (3a HASBHOCTI) € BUAMMHUM Ha
€TUKETINl BakKI[MHH i HE OCAT TEPMiHY yTWIi3alii, a TaK0X BakUHHY He OyJI0 MOIIKOIKEHO
3aMOpPOXKYBAHHSIM.

Jlo BBeIeHHS BAKLUHY CJIiJ{ OTJSIHYTH Ha HAsIBHICTH Oy/Ib-SIKUX CTOPOHHIX 4acTOK Ta/ab0 BiAXUIIEHD

GisuuHuX AKOCTEH. 3a HaIBHOCTI OyIb-IKUX BIAXWICHD, YTHII3yHTE BaKIHHY.

MMPOTUIIOKA3AHHSI

Bimoma rimep4yTiauBicTh 10 OyIb-SKOT0 KOMIOHEHTY BAKLMHU YU BaXKKa peakilis Ha IOIEPENHIO
103y KOMOIHOBAHOI BaKIIMHH 49U OyIb-KHH 3 11 KOMIIOHEHTIB € abCOJIIOTHUM INIPOTHIOKA3aHHAM
JUIA BBEJEHHS HACTYIHHX 03 KOMOIHOBAHOI BaKIMHH YU KOHKPETHOI BaKIMHH, IO CIPHYHHHIIA
nebaxany peakuiro. st neprnoi no3u Bakuuad AKJIIT (DTP) € nexinbka MpoTUIIOKa3aHb: CYA0MH
YH aHOMAJIbHI [epeOpabHi CUMITOMH y HOBOHAPODKEHHX a TaKOX IHIII CepHo3HI HEBPOJIOTIYHI
aHOMaJii € IPOTHIIOKa3aHHSAMH /I KallIIOKOBOTO KOMIIOHCHTY. B IIbOMy BHIAZKy HE CIiJ
BBOJMTH KOMOiHOBaHy BakiuHy, aje 3amicts Bakuumuau AKJIT (DTP) cnig BBOOUTH BakIUHY
npotd audrepii Ta mpaBld, a BaKUUHM I[POTH TeNaTHTy B 1 3axBOproBaHb, CIPUYMHEHHX
Haemophilus influenzae turmy b ciifg BBOAMTH OKpeMmo. Baknuua He HamKOAMTHL ocobaM, IO Ha
JaHu} yac 4d B MUHYJIOMY Oyid iH(dikoBaHi BipycoM rematury B.

INOIIEPE/[’KEHHS

Uepes mosruii iHKyOariiinmil nepiox rematuty B (mo 6 micsmiB abo 6inblue) y BHIMagKax, KOJM
TIOTIEPEIHBEO MAJIO MiCIle 3apaXKeHHs BipycoM renatuty B, BakiuHanis Moxe OyTH Hee(eKTHBHOIO.
SIKIO BUHMKAE OyIb-sKa 3 HACTYIHHX peaklii y 4acoBOMY BIAHOIIEHHI 10 OTPUMAHHS BAKLIUHU
AKJIIT (DTP), pimieHHss Ipo BBEACHHS HACTYIHHX 103 BakKIHMHH, IO MICTUTh KaIIIOKOBHH
KOMIIOHEHT, Mae OyTH j00pe 3BaxkeHHM. MoKyTh OyTH IeBHI 00CTaBHHH, Taki K BUCOKHH PIBEHb
3aXBOPIOBAHOCTI Ha KAIIUTIOK, KOJIX IIOTEHLiHHI [IEPEBATH [IEPEBAKAOTH MOJKJIMBI pH3HKH, 30KpEMa,
SIKIIO I1i peakilii He MOB'A3aHi 3 MOCTIHHUMHU HACIIIKAMH.

* Temneparypa 40,5°C (105°F) um Bmme nporsroM 48 rojJuH IHicis BBEAECHHS ):(om mo He_,(

HOSICHIOETHCS IHIIUMH IIPHYHHAMH.
« Konarc uu mokornoi6auit cTad (TimoToHIYHUM-TiopeakTUBHHUI e11i30,1) IPOTArOM 48 TOIMH.
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o [TocTiitHui, HEBTIMHMH 1184 IPOTATOM 3 FOAUH i OLIbIIe, 10 BUHHUK IIPOTAroM 48 rofuH.

* KoHByIbCil 3 TMXOMaHKOIO 4it 6e3 Hel, [0 BHHHKIIM IIPOTArOM TPhOX IHIB.

OcobH, o MM peakiil rinepyyTIMBOCTI 3a THIOM ApTioca abo temmeparypy 39,4°C (> 103°F)
micas BBEJEHHS JO3HM IIPABIEBOrO AHATOKCHHY, 3a3BH4Yali MAalOTh BHCOKI DiBHI IIPaBIIEBOIO
AHATOKCHHY B CHPOBATIl, TOMY iM HE CIIiJ BBOJUTH BaKLUHY IIPOTH HpaBLs i audTepii HaBiTh y
Ha/3BUYAMHUX OOCTaBMHAX yacTime, HiX pa3 Ha 10 pokiB, HaBITH 3a HAsBHOCTI paHU BEJIMKOIO
po3Mipy 3 3a0pyTHEHHSIM.

AKJIIT (DTP) He ciig BBOAUTH MTAM 3 OyAb-SKUMH IOPYIISHHSIMH KOAryJISIil, B TOMY YMCII 3
TPOMOOIMTOIEHIEIO, 0 € MPOTHIOKA3aHHSAM IO BHYTPIIIHBOM'S30BHX iH'€KIIM, 3a BHHATKOM
BHIIAZKIB, KOJIH IIOTEHIIIMHI TepeBard 4iTKO MePeBaKAIOTh PU3UKH BBEICHHS.

HemonasHi JOCITIIKEHHS CTBEPIKYIOTh, IO HEMOBISATA 1 [IiTH, Yy POJHYIB IIEPIIOTO CTYIECHIO
CIIOpiMHEHOCT] AKuX (B ToMy 4ucii OpartiB, cectep i 6aThkiB) OyiM KOHBYIECII, MarOTh B 3:2 pasu
MiIBHINEHHH pPU3MK HEBPOJOTIYHMX peakuidt, mopiBHsHo 3 Baknuuoro AKJII (DTP) ra
HE3BOPOTHHUMH HEBPOJIOITYHUMH IOMIKOKEHHAMH.

HewmogusTa i JiTH 3 BUABJICHUMH MOX/THBUMHE YM MOTSHIIMHIMH HEBPOJIOTIUHUMH CTAaHAMH MAOTh
MiJBHINEHY 3arpo3y MpOSIBIB HEBPOJOIiYHOTO IOPYIIEHHS B MekKaX JBOX UM TPhOX JIHIB ITCIIs
BaKIMHAII].

Beemennsts AKJII (DTP) nairaM 3 MiATBEpIKEHUMH YH I1i03PIOBAHMMH HEBPOJIONYHUMH
IIOPYLIEHHSAMH, 1[0 HE IIPOTPECYIOTh AKTUBHO, HMOBMHHO PO3TJIANATHCEH IS KOXHOTO BHIAIKy
OKpPEMO.

3ACTEPEKEHHSI

[lepen BBeIeHHSAM Oy/ab-KOI BAaKIWHM CJIJ BPaxoByBaTH BCi BiZomi 3amoOiKHI 3aXomu UL
3anobiragds HebOakaHuM sBuInaM. Lle BKIIOYae Ieperiisiy aHaMHe3y OaThKIB IOJ0 MOMKIJIHBOI
YyTIMBOCTI Ta OyNb-AKAX [OIEpPeAHiX HeOakaHWX peakiiff Ha BaKIMHY YM aHAJIOTIYHI BAKI[HHH.
Ictopis momepeaHbOI BAaKUMHALIl, OTOYHMM CTaH 370POB'S 1 3HAHHS JITEpaTypH MIOJ0
BUKOPHCTAHHS JaHOT BaKIUHE. J{iTH MiCIs Kypey iMyHOCYIPECHBHOI Tepallii MOXKYTh He pearyBaTH
Ha BBEJICHHS BaKIIMHH.

Ilepen BBeICHHSM BAakUMHA Uit HpodirakTHKy AudTepii, mpaslsd, KalULIOKy, remaruty B ra
3aXBOpIOBAHb, CclpuuuHeHuX Haemophilus influenzae Tumy b, KOH'IOroBaHoi, a1copOOBaHOT
(DTPHep B Hib), mepcoHas 3axjiagy OXOPOHM 3[0pOB'S IOBUHEH IPOiH(OpMYBAaTH OIIKyHa
JUTHHH IO MEpeBard Ta PU3UKU BaKUHHALII, a TAKOXK 3aMTATH HPO MOTOYHME CTAH 3/10pOB'
JMTHHA, 110 MiUIIrae BAKIMHALIT. BaThKH JUTHHH, B CIMEHHOMY aHAMHe31 KO € CyJOMH, HOBHHHI
6yTH HIpoiH(OpPMOBaHi PO Te, IO iX JUTHHA Ma€ IIiIBUINCHHI PU3MK BHHHKHEHHS CYIOM MiCI
seenns Bakuuan AKJIIT (DTP), a TakoX MOBUHHI MPOMTH IHCTPYKTaX CTOCOBHO BiIIOBIIHOL
MeIHYHOT JOIIOMOTH Y BHIIAAKY BUHHKHEHHs cygoM. OcoGuuBY yBary CIIif IPHALIATH TOMY, 100
iH'eKIlis He OTpanuiIa y KPOBOHOCHY CYIMHY.

AJIPEHAJIIH (1:1000) HOBUHEH BYTH HETATHO JOCTYITHUM JJIs1 BBEJIEHHS
HA BHITAJIOK T'OCTPOI AHA®IIAKTHYHOI PEAKI(II, CIIPUYUHEHOI BY/b-
SIKUM KOMIIOHEHTOM BAKIIMHHU. Ilpu Baxkiit axadimakcii BHYTPIIHEOM'S30BO YH
IiIIKIPHO BBOJMTECS NMEPBUHHA 11038 aipeHaliny, mo cranoButs 0,1-0,5 mr (0,1-0,5 mur in'exuii
1:1000). Pasosa no3a me mosuHHa mepesuutyBatd 1 Mr (1 wum). s HeMOBIAT Ta JiTeH
pexoMen0BaHa no03a anpenaniny cranosuts 0,01 mr/kr (0,01 mr/kr im'exuii 1:1000). Pasosa no3a
st miteit He moBuHHA mepepumysatu 0,5 mr (0,5 mur). KimodoBuit daxTop y mpoTail BaKOro
aHa(iTaKTHYHOrO CTaHy — LIBHKE 3aCTOCYBAHHS apEHAIliHY, [0 MOXKE BPSTYBATH KUTTSE. - ¢

SIK i Tpu BBeJEHHI IHIIMX BakKIMH, BAKIMHOBAHA 0CO0A MOBMHHA 3IMIIATHCH III HAPJSIOM HE

Menmre 30 XBAJIMH Ha BHIIAIO0K IOSBY HEralHUX 4 PAHHIX ajlepriqHux peakuii. ['ipokopTH3oH T
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AHTHTICTAMIHHI IpernapaTy TaKoX MOBHHHI OyTH JOCTYIHHMH JUIS JOJATKOBHX 3aXOMIB IMIATPUMKH
K, HAIPUKJIA]], KACHEB 1HraJIsIii.

B3AEMOJIA 3 JIIKAMU

Sk 1 immi BHYTpIiIIHBOM's30Bi iH'eKwil, 3acTOoCOBYHTEe OOEpEKHO AJIS NAIIEHTIB, IO IPOXOJIATH
AHTHKOATyJISHTHY Tepamifo. I[MyHOCYIpecHBHa Tepamis, B TOMY YHCIi OIPOMIHEHHS,
AQHTUMETa0OJIITH, AIKUIyBaJIbHI arceHTH, NUTOTOKCHYHI IIpermapaTd i KOpPTHKOCTepoigu (mpu
3aCTOCYBaHHI y J03aX, OUIpImuX 3a (iziosioriuHi) MOXYTh 3HH3UTH IMyHHY PEakllilo Ha BAaKIHHH.
KopoTkocTpokosa (< 2 THXHIB) KOPTUKOCTepOinHa Teparis abo BHYTPIIIHBOCYTIO0H], OypcalibHi
YH CYXOXKHJIBHI 1H'€KIIIT KOPTHKOCTEPOIi/IiB HEe IIOBUHHI OyTH IMyHOCYIIPECUBHUMH.

HEBAKAHI PEAKIIIT

He6axani peaxirii, mos's3aHi i3 3aCTOCYBaHHSM i€l BaKIIMHHU, BKIIOYAIOTH MiCI[eBE TOYEPBOHIHHS,
03HO0, HaOpsAK 1 yIIUIbHEHHS 3 4YyTJIHBicTIO Ta abo Oe3 Hel, a TakoX KPONMUB'SHKY 1 BHCHIIL
CucreMHi peakiii, Taki SK JIMXOMaHKa, TOJOBHHUH Oib, Hy10Ta 1 C1a0KICTh MOXKYTh BHHHUKHYTH Yy
HeBeNUMKOl KinbkocTi cy0'exTiB. Jlestki maHi cBimuath mpo Te, mo (eOpuibHi peakiii OLIbII
BipOT'i{HO BUHHKHYTH Yy 0Ci0, sIKi MaJI{ TaKi peakIlii Ha BBEICHHs IIOIEPEIHIX 103.

Tun Ta iHTEHCHBHICTH BaXKKUX HeOaKaHWX pPEaklliii HE BIAPI3HAIOTHCS 3HAYHO BiJ peakuid Ha
BAKIMHY OpPOTH Kaunumoky, mudrepii, npasusg (DTP), rematuty B (Hep B) i 3axsoproBaHs,
cpuurHenux Haemophilus influenzae tary b (Hib), mo onmcani okpemo.

Mlomo AKJIIT (DTP), M'siki MicueBi 4i CUCTEMHI peakIil € XapakTepHUMH. TuM4acoBHH HaOpIK,
YyTJIUBICTG 1 MOYEPBOHIHHS y Micui iH'e€KIil, 8 TAKOXK JIMXOMaHKa BUHUKAIOT Y BEJIHKIH KiIBKOCTI
BHUIAKIB. [HOMI BUHHKAIOTH BXKI PEakIlii y BUITISIII CHIIBHOI JTUXOMAHKH, IPATiBIXBOCTI Ta IJIady
nporsroM 24 roauH micis BBeieHHs. byno 3adikcoBaHO TiNOTOHIYHI-TINOpPEaKTHBHI €Mi30MH.
Debpunbui cymomu Oynu 3adikcoBani B 1 Bumanky Ha 12500 BBenenux no3. Baenenns
aneraMinopeHy B MOMEHT BakuuHamil Ta 3a 4-8 TroamHM Immicis Hel 3HMXKye BIpOTiIHICTH
BUHHMKHEHHs (eOprmibHuX peakuiil. HanioHaabHe JOCIUKeHHS eHnedaronarii y aitel, npoBeaeHe
y Benuxo6putanii, moxasano emo MiABHINCHHH PU3HMK rocTpoi ennedanonarii (31ebinbuioro,
cynom) micist Bakimuanii AKJIT (DTP). Oxxak, nmogaisii AeTaibHi IEPEerasay BCiX JOCTYIMHUX
JOCIiIKEHb JEeKIJIBKOX TIpyIl JOCHIAHHUKIB, B ToMy wyucii IHcTHTYyTy Memuuuan CroaydeHHX
IItariB, KomHcynbraTHBHOr0 KoMmiteTy 3 MerToauku BakumuHauii (KKMB) Tta nemiarpuvHux
acomianiit Acrpaiii, Kanamu, Cronydenoro Koposisersa i CIIIA, mpuBes 10 BUCHOBKY, IO JaHi
HE JIEMOHCTPYIOTh IIPUYHHHO-HACiqKoBoro 3B'13Ky Mixk AKJII (DTP), i xporiyHOIO AHCYHKIIIE
HEpPBOBOI CHCTEMH y JiTelf. TakiM YHHOM, HEMA€ HAyKOBHX CBiT4YEHB, IO i peakmii MaroTs Oy1b-
sIKi HE3BOPOTHI HACITIIKH IS AiTeH.

Baknuna npotd rematuty B Mae Iyke XOpOIIy NEpeHOCHMICTh. Y ILIaneb0-KOHTPOJIbOBAHUX
JOCITIDKEHHSIX, 332 BHHATKOM MicieBoro 6omo, Oynu 3adikcoBaHi Taki sSBHINAa SK Miairis Ta
JUXOMAaHKa, [0 MUHYJIACh, | BOHH BHHHKAIH He 4acTille, HX y rpymi miane6o. 3BiTH Ipo BaxKi
aHadinakTHuHi peakmii € ayxe pixkicuumu. Cepen MOCTYNHHX MaHAX HEMAE CBiIYEHb IIPO
IIPUYMHHO-HACIIIKOBHIT 3B'S130K MIXK BaKI[MHOIO MpOTH rematuTy B ta cunapomom [ikena-bappe
ab0 neMieNiHI3yIOYMME 3aXBOPIOBAHHSIMH, B TOMY YHCJIi MHOXHHHHM CKJIEPO30M, & TAKOX HEMae
eHiIeMIONOriYHMX JaHMX, [0 IiATBEPKYBAIH O NPUIHHHO-HACIIIKOBHH 3B'S30K MiX
BaKIMHAIIEIO IPOTH Tenatuty B Ta cuHIpomoM xpOHquol’ BTOMH, apTPUTOM, ayToiMyHHHMH
IIOPYLIEHHSAMH, &CTMOIO, CHHIPOMOM DaIITOBOI CMEPTi HEMOBJIAT 9H AiabeToM.

Bakuuna mpotu 3aXBOPIOBAHD, CIPHIHHEHHX Haemophilus influenzae tany b (Hib): Wae TyKe,
Xopolny mnepeHocuMmicts. MicneBi peakii MOXYTh BHHHKATH HPOTSTOM 24  TOmMH TICI)

BaKIWHAIII]. BaxnuHoBaHI1 MOXXYTb BIII‘-IYBaTPI 0i71p Ta I—IyT.TII/IBlCTI;w Y MicIi iH CKHII. TaKl peaKm
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3arajioM € JIETKUMH 1 TaKUMH, L0 IPOXOAATh. Y OUIRIIOCTI RUTAJ/IKIR ROHU CAMOCTIHHO 3HWKAKOTH
3a JBa—TpH OHI 0e3 J0NaTKOBOiI MeAWYHOi JomoMoru. JIerki CHcTeMHi peakilii, B TOMYy YHCII
JIMXOMaHKa, PIAKO BUHHMKAIOTh IICIAS BBEIECHHS BAaKIMH IPOTH 3aXBOPIOBAHb, CIPUYAHEHHX
Haemophilus influenzae tany b (Hib). buibim cepiio3Hi peakuii € ayxe pigkicHumu. [IpuauHHO-
HaCJIIIKOBUH 3B'I30K MK OUIBII CEpHO3HUMH PEaKIiIMU Ta BaKIIHHOIO HE OYB BCTAHOBJICHHUH.

IMYHOJE®INUT

Ocobwu, iH(pikoBaHI BipycoM imyHoaediuuty sogunu (BUI), sk acMMITOMAaTHYHHM, TaK i
CHMIITOMaTHYHUM, IOBUHHI OyTH BaKIIMHOBaHI KOMOIHOBAaHOIO BAaKIIMHOIO 3TiHO 31 CTAHJAPTHUMH
rpadikamu.

3BEPITAHHSA
Bakuuny cmip 36epiratu 3a temneparypu 2-8°C. TpaHcnopTyBaTH BakIHHY Takox ciif 3a 2-8°C.
HE 3AMOPOXYVYBATH.

TEPMIH ITPUJJATHOCTI
He BHKOpHCTOBYBaTH IiCiIs CTPOKY IPUAATHOCTI, BKA3aHOTO HA 30BHIIIHBOMY [1aKyBaHHI.

JIKAPCBKA ®OPMA
®iakon 3 1 go3oro 0,5 M
drakoH 3 2 J103aMH 1 M1
dnaxon 3 10 qozamMu 5 M

®JIAKOHHUM TEPMOIHUKATOP (oris)

@ v BHyTpimmHi#i KBaApaT CBITIIIIUHN 3a 30BHINIHE KOJO. SIKIITO KiHIIEBA JaTa CTPOKY
npuaatHocTi me He Hactala, BUKOPUCTOBVYUTE Bakuuny.

0' » [Ti3HiIme BHYTpPIMIHIM KBaAgpaT BCE 1€ CBITIIIIIMI 3a 3OBf1iu1He K0J10. SIKIIIO KiHIleBa JaTa
cTpoky npuaatHocTi me He Hactana, BUKOPUCTOBYUTE Bakuuny.

TepmiH yTHTI3aLII:

° X BHyTpiniHi#i KBaApaT 3a KOJIbOPOM CIIIBIIAJA€ 3 30BHIIIHIM KOJIOM.

HE BUKOpPHCTOBYHTE BAKIIHHY.

ITicns HacTaHHS TEPMIHY YTHIII3aLi:

@ BHyTpimHi#i KBagpaT TEMHIIIMH 3a 30BHIIIHE KOJIO.
HE BUKOpPHCTOBYHTE BAKIIHHY.

®nakouHi TepMmoinaukaropu (VVMs) po3ramoBaHi Ha Kpumkax (¢JakoH 2 MiI)/dacTHHA €THKETKH
BaKIMHU JUIS TpodimakTHKU audTepii, NpaBlsd, KalUIIOKy, IenaTMTy B Ta 3aXBOpIOBaHb,
cnipuauHeHux Haemophilus influenzae tuny b, KOH’IOroBaHoi, aacopOOBaHOI, IO ITOCTAYAETHCS
komnaniero «Cepym Incturyt Innii I1eT. Jlimiten» (Serum Institute of India Pvt. Ltd.). Lle kxpamnxa,
YYTJIUBA 70 Yacy Ta TeMIIepaTypH, 10 3abe3nedye IMoKa3H MO0 aKyMYJbOBAHOTO TeIla, BIUIUBY
SIKOT'O 3a3HaB ()IakOH. BOHU monepekaroTh KiHIIEBOIO KOPUCTyBaya, KOJIU BIUIMB TeIIa BipOTiIHO
IIPUBIB JI0 MOIIKO/KEHHS BaKIUHH. =
TrnymadeHHs 1I0Ka3iB dakoHHUX TepMoinaukaTopis (VVMs) npocre. Choxycyifrées
B 1eHTpi. Moro koJip MOCTYmoBo 3MiHIOEThCA. Komm Kosip 1mporo kBaapaTa cff
KUIBI[SI, BAKIIHHY MOKHA BUKOPHUCTOBYBATH. SIKIIO KOJIIp KBaJpaTy Yy LEHT]
KUIBI a00 TEMHIINHN, (JIaKOH CIIi/l yTHIIi3yBaTH.
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Bupoounk:
«CEPYM IHCTUTYT IH/II IIBT. JIT.» (SERUM INSTITUTE OF INDIA PVT. LTD.)
Anpeca: 212/2, Hadapsar, Pune 411028, INDIA (m. Iyue, Inais)
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Diphtheria, Tetanus, Pertussis,
Hepatitis B and Haemophilus influenzae type b
Conjugate Vaccine Adsorbed )

Diphtheria, Tetanus, Pertussis, Hepatitis 8 and Haemophilus influenzae type b Conjugate Vaccine Adsorbed as supplied by Serum
[nstitute of India Pvt. Ltd., is a homogeneous liquid containing purified diphtheria and tetanus toxoids, inactivated whooping
cough (pertussis) organisms, highly purified, non-infectious particles of Hepatitis B surface antigen (HBsAg) and Hib component as
a bacterial subunit vaccine containing highly purified, non-infectious Haemophilus Influenzae Type b (Rib) capsular
polysaccharide chemically conjugated to a protein (Tetanus Toxoid). Surface antigen of the Hepatitis B virus {HBV) is cbtained by
culturing genetically engincered Hansenula polymorpha yeast cells having the surface antigen gene of the Hepatitis B virus. The
Hepatitis B surface antigen (HBsAg) expressed in the cells of Hansenula polymorpha is purified through several chemical steps
using recombinant DNAprocadures. Thiomersal is added as preservative.

The Hib polysaccharide is prepared from capsular polysaccharide of H. influenzae type b strain and after activation 1s coupled to
Tetanus Toxoid.

The vaccine meets the requirements of W.H.0. and B.P. when tested by the methods outlined in W.H.O.., TRS. 980 (2014).
978(2013), 897 (2000) and B.P.

Each dose of 0.5 ml contains

Diphtheria Toxoid < 25Lf(2301U)
Tetanus Toxoid 2 2.5Lf (Z2401U)
B. pertussis (whote cell) < 160U 24.01U)°
HBsAg (rDNA) 2 10 mcg

Purified capsular Hib Polysaccharide (PRP}

Conjugated to Tetanus Toxoid (carrier protein) 10 mcg

Adsorbed on Aluminium Phosphate, AL*** s 1.25mg

Preservative: Thiomersal 0.005%

*The lower fiducial limit (P=0.95) of the estimated potency is not less than 2.0 {U.

Diphtheria, Tetanus, Pertussis, Hepatitis 8 and Haemophilus influenzae type b Conjugate Vaccine Adsorbed daes not prevent
Hepatitis caused by other agents different from HBV (as virusA, C and E) but it is considered effective in praventing Hepatitis
caused by the delta agent. HIB vaccine does not protect against disease duc to other types of H. influenzae nor against meningitis
caused by other organisms.

INDICATIONS

Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenzae type b Conjugate Vaccine Adsorbed is indicated

for the active immunization of infants, at or above the age of 6 weeks against Diphtheria, tetanus, pertussis, Hepatitis B and

Haemophilus influenzae typeb.

Inyoung children the EPI recommends as many antigens as possible to be administered at a single visit.

Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenzae type b Conjugate Vaccine Adsorbed should NOT be used

for the birth dose.

In countries where pertussis is of particular danger to young infants, the combination vaccine should be started as soonas

possible with the first dose given as early as 6 weeks, and two subsequent doses given at 4-week intervals.

The Diphtheria, Tetanus, Pertussis, Hepatitis 8 and Haemophilus influenzae type b Conjugate Vaccine Adsorbed can be given
H safely and effectively at the same time as BCG, measles, polio (OPV or {PV), and yellow fever vaccines and vitamin A

supplementation. If Diphtheria, Tetanus, Pertussis, Hepatitis 8 and Haemophilus influenzae type b Conjugate Vaccine Adsorbed

“is given at the same time as other vaccines, it SHoUld beadministered at aseparate site: itshoutd-not-be-mixedintheviak
or syringe with any other vaccine unless it is licensed for use as a combined product.

DOSAGE

For active immunization of infants and pre-school chitdren, it is recommended that three intramuscular injection of 0.5 ml be
administered with an interval of four weeks between doses. Although the customary age for first dose of primary immunization is
two months but is now recommended to be given at 6 weeks of age. A booster dose of DTwP and Hoemophilus influenzae type b
Conjugate Vaccine can be given at the age of 15-18 months.

A reinforcing injection of DTwP vaccine should be administered at 5 years of age (i.e. at the time of school entry). IAP (Indian
Academy of Pediatrics) recommends that wherever combination vaccines are available they can be substituted for monovalent
formulations in the national immunisation schedule wherever indicated.

ADMINISTRATION

Donot inject subcutaneously or intravenously.

The liquid vaccine viat should be shaken before use to homogenize the suspension. The vaccine should be injected

intramuscularly. The anterolateral aspect of the upper thigh is the preferred site of injection, or into the deltoid muscles of older

children or adults. An injection into a child's buttocks may cause injury to the sciatic nerve and is not recommended. It must not
be injected into the skin as this may give rise to local reaction. One paediatric dose is 0.5 ml. Asterile syringe and sterile needle

must be used for the injection. The vaccine should be administered by intramuscular injection .

Another injection if coadministered with Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenzae type b

Conjugate Vaccine Adsorbed should be made at a different site. Only sterile needles and syringes should be used for each

injection.

Once opened, multi-dose vials should be kept between +2°C and +8°C. Multi-dose vials of Diphtheria, Tetanus, Pertussis, Hepatitis

B and Haemophilus influenzae type b Conjugate Vaccine Adsorbed from which one or more doses of vaccine have been removed

during an immunisation session may be used in subsequent immunisation sessions for upto a maximum of 28 days, provided that

all of the following conditions are met(as described in the WHO policy statement: Handling of multi dose vaccine vials after
opening, WHO/IVB/14.07):

« Thevaccine is currently prequalified by WHO;

. The vaccine is approved for use for up to 28 days after opening the vial, as determined by WHO;

. The expiry date of the vaccine has not passed,

. The vaccine vial has been, and will continue to be, stored at WHO - or manufacturer recommended temperatures;
furthermore, the vaccine vial monitor, if one is attached, is visible on the vaccine label and is not past its discard point, and
the vaccine has not been damaged by freezing.

The vaccine should be visually inspected for any foreign particulate matter and /or variation of physical aspect prior to

administration. In event of either being observed discard the vaccine.

CONTRAINDICATIONS
Known hypersensitivity to any component of the vaccine, or a severe reaction to a previous dose of the combination vaccine or
any of its constituents is an absolute contraindication to subsequent doses of the combination vaccine or the specific vaccine
known to have provoked an adverse reaction. There are few contraindications to the first dose of DTP - fits or abnormat cerebral
signs in the newbarn period or other serious neurological abnormality are contraindications to the pertussis component. In this

case, the vaccines should not be given as a combination vaccine but DT should be given instead of DTP and Hep B and Hib va: ines”
given separately. The vaccine willnot harm individuals currently or previously infected with the hepatitis B virus.

WARNINGS 'y

Due to the long incubation period of Hepatitis B {upto 6 months or more), cases where prior exposure to Hepatitis B yirl, as{aken

place, vaccination may not be effective. ;’ £

If any of the following events occur in temporal relation to receipt of DTP, the decision to give subsequent dosé's:

containing the pertussis component should be carefully considered. There may be circumstances, such as a high:‘lji?idence of

pertussis, when the potential benefits outweigh possible risks, particularly since these events are not associated vam ermanent

sequelae. o

. Temperature 40.5°C (105°F) or more within 48 hours of a dose unexplained by another cause.

« Collapse or shock-like state (hypotonic-hyporesponsive episode) within 48 hours.

. Persistent, inconsolable crying (asting 3 hours or more occurring within 48 hours *

. Convulsions with or without fever occurring within three days. N + A o

Persons who experience Arthus-type hypersensitivity reactions or a temperature of 39.4°C (> 103°F) following a prio fo ebo( 1"4‘1' A w e
'«._b‘:f:__;’/,




tetanus toxoid usually have high serum tetanus antitoxin levels and should not be given even emergency doses of Td mere
frequently than every 10 years even if they have a wound that is neither clean not minor,

OTP should not be given to children with any coagulation disorder, including thrombocytopenia that would centraindicate
intramuscular injection unless the potential benefit ciearly outweighs the risk of administration.

Recent studies suggest that infants and children with a histary of convulsions in first-degree family members (1.e. siblings arfd
parents) have a 3:2 fold increased risk for neurologic events compared DTP vaccine and permanent neurologic damage.

Infants and children with recognized possible or patential underlying neurclogic conditions seem to he at enhanced risk for the
appearance of manifestation of the undertying neurologic disorder within two cr three days following vaccination.

The administration of DTP to chitdren with proven or suspected underlying neurclogic disorders that are not actively evolving
must be decided on an individual basis.

PRECAUTIONS

Priur tu an injection of any vaccing, all known precautions should be taken to prevent adverse reactions. This includes a review uf
the parent’s history with respect to possible sensitivity and any previous adverse reacticns to the vaccine or similar vaccines.
Previous immunization history. current heatth status and a current knowledge of the literature concerning Lhe use of the vaccine
under consideration. Immuncsuppressed children may not respond.

Prior to administration of DTPHep B Hib, health care personnel should inform the guardian of the child the benefits and risks of
immunization, and also inquire about the recent health status of the child to be injected. Parents of a child with a family history
of seizures should be informed thal their child has an increased risk of seizures following DTP administration and should be
instructed regarding appropnate medical care in the unlikely event of a seizure. Special care should be taken to ensure that the
injection does not enter a blood vessel.

ADRENALINE INJECTION (1:1000) MUST BE IMMEDIATELY AVAILABLE SHOULD AN ACUTE ANAPHYLACTIC REACTION OCCUR
DUE TC ANY COMPONENT OF THE VACCINE. For treatment of severe anaphylaxis the initial dose of adrenaline is 0.1- 0.5 mg
{0.1-0.5 mt of 1:1000 injection) given s/c or i/m. Single dose should not exceed 1 mg (1 ml). For infants and children the
recommended dose of adrenaline is 0.01 mg/kg (0.01 ml/kg of 1:1000 injection). Single paediatric dose should not exceed 0.5 mg
(0.5 ml). The mainstay in the treatment of severe anaphylaxis is the prompt use of adrenaline, which can be lifesaving.

As with the use of all vaccines the vaccinee should remain under observaticn for not less than 30 minutes for possibility of
occurrence of immediate or early allergic reactions. Hydrocortisone and antihistaminics should also be available in addition te
supportive measures such as oxygen inhalation.

DRUG INTERACTIONS

As with other intramuscular injections, use with caution in patients on anticoagulant therapy. Immunosuppressive therapies,
including irradiation, antimetabolites, alkylating agents, cylotoxic drugs. and corticosteroids (used in greater than physiologic
dosesimay reduce the immune response to vaccines. Short-term (< 2 weeks) certicosteroid therapy or intra-articular, bursal, or
tendon injections with corticosteroids should not be immunosuppressive.

ADVERSE REACTIONS

Adverse reactions associated with the use of this vaccine include local redness, warmth, edema, and induration with or without
tenderness, as well as urticaria and rash. Systemic reactions such as fever, headache, nausea and weakness may appear in a few
subjects. Some data suggests that febrile reactions are more tikely to occur in those who have experienced such responses after
prior doses.

The type and rate of severe adverse reactions do not differ significantly from the DTP, HepB and Hib vaccine reactions described
separately.

For DTP, mild local or systemic reactions are common. Some temporary swelling, tenderness and redness at the site of
injection together with fever occur in a large proportion of cases. Occasionally severe reactions of high fever, irritability and
screaming develop within 24 hours of administration. Hypotonic-hyporesponsive episodes have been reported. Febrile
convulsions have been reported at a rate of one per 12500 doses administered. Administration of acetaminophen at the time and
4-8 hours after immunization decreases the subsequent incidence of febrile reactions. The national childhood encephalopathy
study in the United Kingdom showed a small increased risk of acute encephalopathy (primarily seizures) following DTP
immunization. However subsequent detailed reviews of all available studies by a number of groups, including the United
States Institute of Medicine, the Advisory Committee on Immunization Practices, and the paediatric associations of Australia,
Canada, the United Kingdom and the United States, concluded that the data did not demonstrate a causal relationship
between DTP and chronic nervous system dysfunction in children. Thus there 1s no scientific evidence that these reactions
have any permanent consequences for the children.

Hepatitis B vaccine 1s very well tolerated. In placebo-controlled studies, with the exception of local pain, reported events
suchas myatgia-ana—transient—fever havenotbeern—morefrequent-thaninrtheplacebogroup—Reports of severe-anaphytactic-
reactions are very rare. Available data do not indicate a causal association between hepatitis 8 vaccine and Guillain Barré
syndrome, or demyelinating disorders including multiple sclerosis, nor is there any epidemiological data to support a causal
association between hepatitis B vaccination and chronic fatigue syndrome, arthritis, autoimmune disorders, asthma, sudden
infant death syndrome, or diabetes.

Hib vaccine is very well tolerated. Localized reactions may occur within 24 hours of vaccination, when recipients may
experience pain and tenderness at the injection site. These reactions are generally mild and transient. In most cascs, they
spontaneously resolve within two to three days and further medical attention is not required. Mild systemic reactions, including
fever, rarely occur following administration of Hib vaccines. Mare serious reactions are very rare; a causal relationship
between more serious reactions and the vaccine has not been established.

IMMUNE DEFICIENCY
Individuals infected with the human immuno-deficiency virus (HIV), both asymptomatic and symptomatic, should be immunized

with combined vaccine according to standard schedules.

STORAGE
The vaccine should be stored at a ternperature between 2-8°C. Transportation should also be at 2-8°C. DO NOT FREEZE.

SHELF LIFE
Do not exceed the expiry date stated on the external packaging.

PRESENTATION

1 doseviatof 0.5ml
2 dosevialof { m!
10 dose vial of Sml

THE VACCINE VIAL MONITOR (Optionaf)
=14 Inner square lighter than outer circle. If the expiry date has not passed, USE the vaccine,

GV At alater time, inner square still lighter than outer circle. if the expiry date has not passed, USE the vaccine.

Discard point:
&35 Inner square matches colour of outer circle.
DO NOT use the vaccine.
Beyond the discard point:
% Innersquare darker than outer ring.
DO NOT use the vaccine.
Vaccine Vial Monitors (VVMs) are on the cap (2 ml vial) / part of the label of Diphtheria, Tetanus, Pertussis, Hepatitis B and
Haemophilus influenzae type b Conjugate Vaccine Adsorbed supplied through Serum Institute of India Pvt. Ltd. This is a time-

temperature sensitive dot that provides an indication of the cumulative heat to which the vial has been exposed. it warns the end o

user when exposure to heatis lxkely tohave deg(aded the vaccine bﬂyond an acceptable level,

same colour as the ring or of a darker colour than thcnng then the vial should be discarded.

Manufactured by:

SERUM INSTITUTE OF INDIA PVT. LTD.
212/2, Hadapsar, Pune 411028, INDIA

Protection from birth enwards
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