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~ HEPATITIS B VACCINE
(rDNA)

DESCRIPTION
nepauus B vaccine IrDNA) is a non infectious reccmbinent DNA Hepatitis B .•.ecclne. H contains purffted surface
antiien of the virus oblaiof'd by culturing geneucattv-englneerec Hansellulo polymorpha vea~l cells hailing the
surface antigen gene 0' the Hepatitis B vii us. The hepatitis B svrfd<.e antigen tHB1>AgJ expressed m tile cells of
Hansenula polymorpna IS punueo through several chemical steps and formulated as a suspension of the antigen
aoscroed on atullllOilllll hyd/Oxide and unomerset 15 added as preservauve. Tbe vaccme does not contain any
rnatertet of human or an,mal origHl. The vaccine meets the requlfhnenh of W.H O. when testec by the methods
ccumeouiw.H 0., TRS978 (2013).

COMPOSITION
Paediatric

Each oose or O.5 ml ccntalns :-
tumcg of purified uepeuus B surface antigen
Aosol bed onAtuminium h),droxide (At·· , l O.~

~~~:~:~II;lef~a~::/:~s;~ly~:r~~U ()'~ -
pose : O. '5 ml by muarnuscuter mjecuo.

Each dose of 1 rnt contelr» :.
20 IIlC" of pcrined Hepeuus B sw face dnt',
AOsurbE>donAlumlllium h),druxide tAl" j

IItC'lrATIONS
IICIJGliti~ B vi:lct.inl:' I~ 1nt1k.a'.~'a tor acuve imrnull":itinn a~ainst Ilt·~J.titis R infection 10 Subjects comld,'rl:'d at ri~k
'lf exposer e El I:!iV-po:.illv(' mater id!
burnunrsauon agalllst Ilepalllls B ISexpected In rbe long teun to reduce not only the tnooeoce of uns o.seese. but
atso Its cnrouc compuceucns such as •..humlc active hepatlll~ B and nepauns B assocrared ClII·llo:.l~ and ~'nn'ary
Lepatocettctar Lal cmceua.
III areas of low prevalence of hepatitis a, immunisation wuh hepatitis e vaccine is recommended fOI
neonates/toterus and ddole~ellts as v.·etl ••s f,Jr suLjectswho ale, or Wilt be, at Inn cased risk of uuecuon ~\lt h as:
• Health Care Perscnnet.
• Patients receiving frequent blood prOdutt~
• Pr:.ononnel and re~idenls ofinslitutil.)fl.
• I-'ersons at increased n!:okdue 10 their sexual behilvlOl.Ir.
• Jlticit u~e(sof addictive injectable drugs.
• lravellers to areas wjth a 'Iiii:h endemicU)' ofH6V.
• lnfallls burn of mottlE'fS who afe HeV carn!:!s.
• Persons originalln8 from aleas With a high endemicity of He.•••.
• Othels: Poticepersonnel, fire bnllilde pel sonnet, al mcd fmct's personnel and allybody who thruugh lIlf'il work or

personal tift:style may ~ t'xposed to ~IBV.
• Household contacts of any of tile above iroups and of patients .•••.ith acute or chronic HBV infeclion.
In areas of inlel ml':.'dlate or high prevalencl':.' of hepatitis B, With most of tIle population at mk of acquinog the
disease, Immuni~atio., should be offered to at! neonates and young children. Immunisation should al~o be "
considered for adolescents and )'UUllg adults.
The vaccine can be safely and effectively iiven simultaneousl), but at dlfferenl injection site with DTP. OT, TT. BCG,
Measles, Polio vaccine (OPV and IPVj, yellow fever vacCine and vltammAsupplementatlon. It shIXlld not be iTIlxt'd In
thevbl or syringe with an),other vaccine unless it i~manufactufed as a combinec\ plOduct (e.g. DTP·HepB).

CONTRA-INDICATIONS.
HepatitIs B vaccine should not be administered to subjects with known hypersensitlvlt)' to an)' component of the
vaccine, or to subjects having shown signs o( h)'penensit ivlty after prevIOus Hepat it is B vaccine administration.

WARNINGSAND PRECAUTIONS.
Bt'cause of the pel wd of latency of hepatitis B infection it is possible (Of" unft'cogniSl..>d infection to be pl'esent at tile
time of immunisation. The vaccine may nut prevent Hepatitis B infectioo ill ~uch cases.
rhe vaccine will not prevent infection caused by other agents ~uch as hepatitis A, hepatitis C and hepatitiS E and
other pathogens known to lIlfect the liver.
The Immune response to Hepatitis B vaccines is rtllated to age. In ieneral, people over 40 years of age respond less
well.
In haemodialysis patleots and persons with an impaired immul,e system, adequate anli-HBs antibody litres illa)' not
be oblained after the primary immunisation course and such pal1ents ma)' therefore require administration of
additiooal doses of vaccine (see Dosilge recommendation forlmrnunocompromlsed persons).
As with all injectable vaccines, apj)ropl1ate medication (e.g. adrenalinej ~hould alwa)'s be readily available for
treatment in case 01 rare anaphylactiC feaclions following the administration 01 the vaccine.
Hepatitis B vaCCine should not be administered in the gluteal muscle or intradermaHy since this ma)' lesult In a
lower immune response.
HepatitiS e vaccine may be used to complele a primary Immu01satlon course started either with plasma-derived or
with other genellCatt),-englneered Hepatlu~ 8 vaccines, or as a booster dose In subjects whu hav~ pleviousl),
received a prima!")' Immunisation course with plasma·derived Of with other geneticaU)'·englneered t-Iepatitis B
vaccines.

I ~~:~~~!s~rE~~:~~~~ts are temporally related to the administration of HepatitiS B vaCClOe. They arc usually mild
and cunfined to the !lfSt lew day~ of the vaccluation. The mv~t Lornmon react lOllS are nllld so'ellC'ss. el ythenla,
induration, fatlgue, fever, malaise, inftuenld-l1ke ~)'mptoms
less common syst(-ITIIC react lOllS include nausea, vomlllng, diarrhoea, abdommal pain, abnormdlllver fun<.tlO11
tests, arthralgia, m),algla, ra~h, prunllls, urllrana.

DOSAGE AND ADMINISTRATION
Paedlatflc dose vaccll1e: 10 mcg dose jlo O.S 1111";UspensIOIl) is recommen(led for neOllutt's, in/ulllS, (lllldren a.-,d
adolescents upto 1'1years 01 age.
Adult dose vaccill!::; 10nlt.1! dose iI 0 11"11~'.15pl'mlO'I.\ h Il'CUIIUllCI\,leJ fur -idull~ d!!cd 20~':dl ~ and nl.lOvl'.
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IMMUNISATION SCllEDUlE
Prtmary nnmontseuon: Asenes ot three mvenwscotcr injections ISIeqcrreo to ecmeve coumet protection.
The following lmm illi~tioll screcctes can be I•..-ccmrendec.:
• C, 10, 14 weexs to/ "lldnh.
• O,t,OI1lOllttIS.
., O,t ,1 months trapld schedule]
TIll:!hum •..•n1SatIOII schedule snouto De adapted re rneertocat tounuruseuon recornmenucucr».

eOOSTER DOSE.
Ihe need for the booster dose m healthy mdrvrouats who have received tlit· full pnrnary unmonueuon. IS not
recommended. 11would s~elll eovrsacre to recoounernt Clbooster dose •.•.nen Anll·HB~ enuboov UHt'S tall tetow
10 iU/llor at! people at mk and especially for paneuts wllo are mununcco.nruoouseo IHIv Hlfect~cl patients) 01
mcse 011 hal2"nUXllalysl~.

SPECIAL DOSAGE RECOMMENDATIONS
DOSAGE RECOMMENDATION fOR r~EONATES BORN Of MOTHERS WHOARE HeV CARRIERS.
The 0, 1,2 month lnununuatton scneocre IS reco.umcnoed. ll." ~houhl st an at birth Concomitant admmistrauon of
uepeuus 6 imrnuucglcuuliu not np.C"(::~saly,but when 11I:..,"lllIS 9 lInnnlno~tnuullll IS !!Ivt'n suuoneneoustv with
Hcpem ISB vaccine a separate In]htloo site must be chosen

DOSAGE RE(DMMfNDATtON FOR KNOWNOR P!{[)UMED FXPOSURE OF HBV
In CIIcurnstences where exposure to HBV has recently occun eo leg ueeote suck wtth contaminated needle) the first
dose of Hepauus B vaccme call be administered snnuueneocstv With Hepauus e nnmonogtcbcun whICh however
must be given at a sepal ,HEmjecucn site. The rapto Immunisation schedule should be advrseu.

fJOSAC,ERECOMM(NDATlOI'I FOR Ir.w.UrlOCOMPROMISED PERSONS.
the pllillar) nnmumsanon Sdlt'dule- /(" cnromc IlaemOl1lalY\I~ petients or persons wnc have an unpaueo Immune
~y~t.,m b Ivur noses of 40 nlcg at 0, 1, 1 ond b momns fl cm the date et nrst ocse. rue uurnunrseuon scneoute $l,ould
t.e adal,t"J in orocr tu ensure that tilt:" antl·HBs anubody uuc reruauu <l1l'-'~t:"ll,~ ••c•..c!-'t.,J pu.rec uve l<!ltd;.f
!DIUIl.

METIiOD OF ADMINISTRATION.
Hepatitis B vac ctne (IDI~AI ~IIOUld be fnjecteo Imralllu~Clllal y in the .:ielloi~II'1!liVIIII! 1J,11.tl~<>11<1~11i1C1I•.•n or In lilt:
alltcIOlat •.'lal t;ligl11ll i1t'uilates, in(allt~ and yOUIl!!Llultlu.:II. Tile varcme I!lay \..~.t.I'I'IIII~l\."lt·!I ~U •.••, ut au •..-{)u~ly ill
vatlt..'lItswlth tJllolllUur.ytove',la or I.JleedlllM OIso/(.\t:rs. r~S~b~1I )Ildl<.cn 1..>t:-191£:u:'c. Oflly srene
ne(·dtt..' ail') SYllO'1e:: ~"u!Jld be Ih•...,1 (." eech 111Ji."dlOn.cocc Opt?ll",d, mutt I due.' vials :;ll.It.IIJ ht· ~ept between' lvC
alld ,!le N.ljlll·du~e.' 'II,\I~ ollivjJ.lIlIS ~ l'Uil' Wlllll, (11\•..•VI jI·W.: d,'~i::~'-'I V"C' 1••.• t.ove beet: Il',IIl.I;;·:1 ,j",II,!! <It)
11'IhItU,I~"I")n ~.·.~Ion :.1:01 L.., u~",c1I1. ~IILs("qll•..nI t'1~mtll.I~'ltll,)ll )\:,SlOn) fUI UI.tu n Ula~UI'l,'n uf 2' .t;'f~. provtded
th<lt "It lA use rouo•.•.1fl1< u:'I.,f!tlun5 ••I., Inl'l (d~ J•.:.t..fltJt.·d1:111·.,.\'11(1) pollry Sldll·III.,Ilt: l~dfJdlUlWut nunu 110\ •..·

.•..acrme vials ener opefllu!S, WHO/IVIi/14.07):
• tne veccfue is curreutly t-'feq"allfi~d b)' WHO,
• TlI'~ vacru.e is approved for u~e '01" ut-' to 28 days <lft.:r coeumg the vtet, as oerenmoeu l:.y W'IO;
• I ne ~xp1l"y date of cne vaccine lIa) not passed;
• The vaccine vial ha~ been, and Wilt cOlltll1lle to b.:!, ~to(ed "t WHO· 01 n~anu'~ctul€"f recommcnd.:-d

klHpclatUlCS; fUltlli::llllUre. the vau illc vial 1Il0nitul. If 0I1t' IS attallll'tl, is Vhlbl", on tl\ •..•vau.illl· labd al\d
IS nOI past ih discard puint, and the vaccine ha~ not bcl"n ddlllaged lIy fleezln!t.

rhe vacCine :.houtd be vl~ualty inspected fOI allY fOH'lgn parllCutate matter <uldl 01 variation 01 phYSical aspe-ct
pllor hl admlfllslfallOll. In event of either bemg observed, discard the vaCCine.

IMMUNE DEFICIENCY
Indlvlduab inf.-cleJ ''''Ith human immuno·deflCiency Vlf\IS IHIVI, IJOt/i .;.syrnpl"ln"II': olnd symptOmatIC, slloutd be
imlllllllilt:d VlIt1,llt:l-'tdl'liS B vaCClnt: accvldill,!: lO stancl,ltd~, II",d"le~.

SlORAGE
Hl:'potltlS B vare IIl.- jl ONl\l ~lluuld hf' ~ttlled al1· 8-(. ()ONO I ~"ttIf. olscal Olt varrlll., l.o.\h:.,illloLer.

Ji..'"'"'n;~;,;;uMllll.i:Q,j_ •••• J
SIlELFUFI: I. ~ ~
1l,hlySl'" Inonlhs flomtlledateoflnanl..fa1ure U t..9 ~~, ~..)lj.J
Pk"'NTATlONS I 4$~ I W~"';J ;y :<' • -
I, ~lnl,SlOg1el1oseacnpouleIPae<1ldtllL' _ •.•'-J"d,J41 /)..) t ~-:if
051111 Slnl]:tt'lJo)evlaIIPdc-dldlth, ~3~' .:.t ~~-; ....tl _
,n,\-IOdu)esvlalIPaedlallKI ••. - .".--~ ~~;; t I
11111-S~ngle dose ampoult" lAdult I ,~ " I \ ,,- .. .. .... ..)~
tlllt·5mgledosevlallAdultJ I 1 ~JU c l~._. A .•.
100)1· 10dosesvlallAdullJ •••••••.••••••• ~~

TIlE VACCINE VIAL MONITOR IOptiona

0../ ~~~~~~U:~;cli~~~ef ttlnll out(:!" clfch:.'. If the ~xpiry dat~ nas oot pa~sed,

0.,/ ~~:!~~:~~~r~;.nner squar~ stilt lighler than IXlle,. (Ifcle. If the expiry date has not passed,

Discard pOint:
• X Inner square matches colou( of IX.ter circle.

DD NOT use the vaccine.
Beyond lhe discard point;

X Inner~quareda!kerthanoutel nng.
DD NOT use the vaccine.

vaccine Vial MonltO(S IWMsJ are on the cap t2 ml vial" palt 01 the label of HepatitiS B Vaccine IIOI~A) S\IPl-llle-d
through Serum tnsUtule of IndIa Pvt. Ltd. The colOllr dot whiCh appears on the lau!:'l of the VIal IS a VVM. ThiS IS a
lIi1le-tcmperawr!:! ~emlllve dot thGt plOvldes an imlicatlCln ut tile cumulative heat to Wh1Ch till' vldl has b€-en
~)(posetl. It warns IIIC end user when exposure to heat ISllkt:ly 10 have degladed the vaccme beyonc..! iln acceptilble
level.
Th~ lIlterpretatilHl 01 ttle VVMIS~lInple. Focus un the ct'mral squale. Its cotour win change plOgre)slvdy. As tOllg as
the colour of tlib square IShghter than the colour of the ru',!1. then the vacune can be USed. As ~wn a) Ilk colour of
the cenllal square is Ult" same colour as the flng or of a dalker colOtlr than the ring. then tIle Vial should be
dlsca!1,,(I. --~- -- -~.-.-

/~~X~ A1ollu{actoft'd hy:\~(tJ.l~SERU.V.INSTITUTE OF INDIA PVT. LTD.
~, ; 212ll,i1ddaps3l, Punc41102H, INDIA

PIOk'Ctlon r'uln bull, ()/IWdld:i

~ VACUNA DE LA
HEPATITIS B (rADN)

DESCRIPCION
l •• VdCUna de la uepauus B (rADN) es una vacuna • ecomcmerue de ADN no mteccfosa. Ccruiene et antigeno
superficial punhcado del Vlru) ootemco por et coruvc de cetotas geoeucemerue rnanipvledas de la tevaccra
Ilullsellu/o polymorpllo, que ccnuer.en et eene del anugeno superficial det VlrU) de la Heoauus B. El aougenc
soperucrat de la uepauus B (HbsAg) mamuestc en tas cetceus de Hansenu/a po/ylllo/pha se purifica par vanes pasos
cehmccs y se to fOImula en forma de suspenston del antigeno adsorbido en hldroXldo de annnmtc, coo ta ad1Cloo de
tfOlHco'rsal COIIIO preservanvo. la vecuna no conttene omgun meteuat de cngen humano 0 animal.
la vacuna cumote con los reqursucs de Id O.M.S. cuenco se Id ccmprueba se!tun tcs metcdos oescruos en la O.M.S.,
rRS97B(2013).

COMPOSIC16N
Pediatnca

r.eoa dOS1~de O,S ml ccnuene..
10 mcg de eruigcnc super ucrat punuceoc de la Hepatitis ~
eosororoo en Hidroxldo deAlutll1nlo (AI I", 0,2'5mg aO,40mg
Pt eservauvo : Tioruersat O,OOSX
Pnxjucidc en Nan~ci'/Iu/a Polymolpl!a t tevaccra )
DO~lS: 0,5 mt per ulyec, 1011intramuscular

Adultos
Ceda ocsrs de 1 nucouuene..
le In •..g de anugenc supernctet pcnnceoc de te tlepatltl~ B
.•<I~oltldos en HICllokldodeAlufllinw (All" J O,'50mg a 0,80fll~
PI eservauvo : Tl0!llE.'fsal 0,005:(
PIooccroo en Nw Iseflula Pvtylllorpf1{J I tevaocra )
\Josb; 1 rut pVI inyecctcn Intramuscular

INDICActONES
I a vacuna oete uepetuts B esta mctcaoe en la inmunl1a.:l6n ecuva contra la infeccioo de la H.,palit\~ e en personas
4lJ!:!corren nesgc de excosrctcn a marenat VH8· posmvo.
Se ccostoera que la inlnumzacion contra la Hepatitis B, a lar!to plazo, no solo reouce la lnctoencta de la entennedeo.
stnc t amoien tes ccmouceclones crouces cc cue, tales come la hepatitis B ecuva tipo cronlce. la cirrusls asociada a
la r-epauns B:, la carcinoma pnmaria heparccetutar

E'l zonas de baja focrdencta de la Hepatitis B, se recorntenoa la inmunizdcioo de recten-nactocs , eeoes y
acotesce.ues con la vacuna de la Hepat It is e est come de Pt'1 soous q. I•. eo-reo nesao u que sean soscepubtes at I iesgo
aumentado de lIlfecC101l talescomo:
• Pl:"lsollal deAS1~tel1Cla Sanltana.
• Pacientes que rcciben P(Oductos sanguineos frecuemcmente.
• Pe(sonal y lesidentes de instilucionE.'S.
• I-'ersonas a riesgo de contraerta enfennedad debidoa su rompcrtamientoseX1J.11.
• Usuarlos de drogas adlCtlvas lIlyectllbles ItiCltas
• Per~onas que IIlajan a zonas con alta endellllCidad de VHB.
• Bebesnacido) a nladres que son portadoras de VHB.
• p.,rsonas que provi~nt"n de zonas con alta endeml(ldad deVt·IB.
• Otros: Personal de la pol1da, bornbe"o~, mitita(t:~ )' cualqwer otfa persona Que e:.te a rie~go de exposicion

it VHBen el CUI~o de su trabajoo POI SU e~tito de vida.
• Contacto lon cualquier de los grupos susodichos )' ron paciemes con inleccion ((oOlca 0 aguda de ta

Infeccion VHB.
En zonas de alia 0 Inlermedla prevalencla de la HepatlllS 6, en que la mayor parte de la pobtaclon est a con riesgo de
contraer la enfe,.nedad, la it,lllunlzaoon debe hacerse en todos los reClen'nClcidos y nlnos. Debe considerarse
lambien la inmunlzact6n en adolescentes y adultos jovenes.
la vac una pued(-!>er admlmstrada con !of'gundad y ef1CaCla, sunultaneamente, peroeo distlntos Sltl0S de myecC1on,
con LlPT. DT, 11", BCG, Saramplon, la vacuna anllpol1ocnehlis IVPO e VPlt. la vacuna cootra la flt:bre amanlia y
suplementos de Vltanl1na A. No debe sel mezdada con cualqUler otra vac una ell el Iras(o 0 jeringll a no ser que haya
mlo fabricada en la 10l"1nade un produclo combinado tp e. OTP'HepB)

CONTRAINDICACIONES
le vacuna de la Hepal1l1s B no debe admllmtrarse en personas con hipersenstbitidad e5tableClda a cualqu;e.-
cOlll!)Onente (le la vacuna, 0 en pel)onas que manifestaron la hlpl':.'rsemlbllldad clespUlh de una aptlCClcion previil elt'
la Vacuna l1e la ~lepidllls B.

AOVERTENCIAS Y PRECAUCIONES
Debldo al pedodo ell Que la infeccion de la Hepatitis B esta en un estado lat£'llte, es posible que este presente una
mfeccion no detectada en et momellto de la mmUnlzaciOn. En tales casos es posible que la vacuna no pl'evenga la
mfeCClon de HepatitlsB.
La vacuna no protege contrilla Infecclon causada por otros agentes como la HepatltlS A, HepaUt1S C, la Hepamis E y
otros patogenos que afectan el hlgado.
la respuesta Inllluoitana a la vacuna Hepatitis B esta.ligada a la edad. En general, personas de edad mayor a los
cuarellta atlas no responden tan blell a ta vacuna.
Ell paclentes de hemodialisls y personas con un sistema inmunecomp(ometido, puede Sf'( Que no seobtenllan titutos
ddecuados de anlicuerpos anti HB despues del curso pnl1lano de inmunizacion y tales pacienles pueden por 10 tanto
necesitar la adlllinfstraClon de OOSlS adicionales de Id vanlna (ver RecOflle{)daClones para la Dosificacioo en
personas inmul\ocOlHplOf11etldasJ.
C0l110 para todas las vacunas myectables, ~lempre debe tenerse dlspomble lIled]camentos apropiados Ipor ej
adl enalina) para (,1 tratarnlento ell el evento de rMas leacciolH:S anafllacuca~ (\e~pues de la admllilslr"acion de la
vacuna.
la vacuna de la Hepatltls B no debe adcnmlSlrarse en et musculo gluteo 0 Int(adenmcamente ya que eSlO puede
resultar en una baJa respuesta inmunllaria.
la V"'cuna de (a lIt"polltlS B puede ser usada para acaba( un curso de inrnuniLaci6/i primaria que se empieza con
vacunas de Hepatitis B denvadas del plasma 0 geneticiJl1leme construidas 0 como dosls de refuerzo en lIldlViduos
quco'I,all reClbido un CU(SOde inmumzaClon primana con vacunas de la Hepalitis e derivadas del plasma 0 con otras
vacunas g('neti(amente gl:!neradas.

REACCIONESADVERSAS
Lus eveutm Hlde:.t:"dblt'S que oCUlren est an tempo(dlmente relaclonados con la admini~tlaClon de \a vacuna
lIepatlll~ B. Esto~ SOli fl(umalmente leves )' re~tnClOs d los prime(()s didS de t" vacunacioo. Las rr:.odcciones mas
comunes S()IIel enlOJt'culHt:'OlO de t.;t2OC'iI en el ~Ilio de la ill),"'CC10Il, entellla, 1IidUlaUOn, laliga, flebl e, llIale~tar y
~i(ltOlllas pal eCldll~ a III illf\uenza.
uti d~ r.,,,er '1J11••.~ ~1~l~mlCas menos cOlllunes lncluyen ta nausea, v6Illito~. charf!:!a, elolor abdorl1l1lal, pi uebas
<lIUJllIlall:"~tl., la "'Ill Ion cl•..1higihfo, IlIldljjld, ('rup{"iones, onH ItO, urllcana.

--~-~.----.~-----


