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Attachment A  

 

Fluvax® Junior 
Inacril"aled I/1j1l1en~a Vaccine (Split Virion) 

Consumer Medicine Information 

What is in this leaflet 

This l .... fl~t an"'"NS ~ common qu~,tions 
about Fluvax Juni.,,- vaccin~ 

It d.,.,s not contain all th~ ava;]abl~ informatioD-

It d.,.,s not tah th~ plac~ of talking to your doct.,,­
or pharmacist 

All m .. ,hcin .. s. including vaccin .. s. hav .. risks and 
bmd'iTS. Your doct.,,- comi<!n-s th .. risks of your 
child ha,~ng Fluvax Juni.,,- vaccin~ and th .. 
bmd'iTs th~y ""P"CT it will ha,-~ 

If ~"ou haH any conC~nl' aboUT thi , ,'a ccin~, 

a,k you~ tioctm·, nUT'S~ 01' phal·mari,t. 

KHP thi, l~afl~t. 

You may n~d To r~ad iT again 

What Fluvax Junior vaccine is used for 

Fluvax JwU.,,- vaccin .. is us..d in childr..., ag..d 6 
months To 35 months. It Mips pr~,· .. m influ~nza. 
oft..., call..d "Th~ flu" lnfln=za is caus..d by 
inf..,tion WiTh spttific influ~nn ,~ru~. N .. w 
typ~ s of influ=za ,"irus can appear ~ach y~ar 
Flu,."x Juni.,,- ,."ccin~ conTains fragments ofthr~ 
wlTNentl}~ ofinfl .... nza '~ms. Each year Th .. 
Aumahan Influenza V accin<- COlllllUII~ d«';d .. s 
which tlu-~ I}l""s of virus ar~ most suitabl .. 

Th .. ,"irus in th~ ,-accw is kill..d. ThNd'.,,-~ tM 
, 'accine \\~11 noT g.i," .. your child "th .. flu" 

NOI~: th~ vaccine will noT prot<"CI your child from 
th~ OthN influenza rim, .. s that Flu,-ax Juoior 
, 'accw d.,.,s ooT contain 

Flu,."x Juni.,,- vaccin .. is a,-ailabl .. only wilh a 
docTot'S pr .. scripTion. This y~ar (2010) th~ , 'ims"" 
ar~ AlC"lifomiaf7I2009 (HINI) - like su-ain, 
AlPerthll6flOO9 (H3N2) -lik~ su-ain and 
BlBri,bane!60fl OOS - lih STram 

Vaccination againsl influenza is r~commend..d 
",'M)' y .. ar. fo.- anyone waming To low~r th .. ir 
chane .. of catching influenza 

How Fluvax Junior vaccine works 
Flu,<IX JwU.,,- vaccin .. works by causing yOUl" 
child's body to proT..,T it,.,lf agamsT inf..,Tion by 
th .. infl .... nza '~m~. types A and B. that are in 
th .. ,""ccin .. . The body mak .. s subSTanc"". call..d 
antibodi"". AnTibodi"" fighl th .. influenza virus. If 
your duld ha. bttn ,-accinal..d. when your child 
COl11<'S imo comact \\~th Th .. influ .. nza viru, .. s 
lcilled to mak .. th~ vaccine. your duld's body is 
usually abl .. quickly to deSTroy the rims. This 
pr .. ,.-=TS your child from gelling influenza 

Your child', body takes a f~w w .... ks after 
, 'accinaTion To filily dcvdop proT..,Tion againST th .. 
influenza ,ws 

If your child is being ,"aCCinaT..d fo.- 1M firsT tim .. 
againsT infl .... tlZa.. 0.- your child has low 
immunity. proT..,Tion r<quir .... two injeCTions of 
Flu,<IX Juni.,,- ,."ccin ... Your docTo.- will Tell you 
if you or your child n~ another dos .. 

MOST propl .. mak~ .... lisfacTory amibodies againST 
th .. infln=za virus. How .. ver. as with all 
,'accine_~, 100% prolCCfion cannot be guaranleed 

The chane .. oflta"ing a S .. VN .. unwam..d reaction 
aft~r ha,wg Flu,."x JlIllio.- ,."ccin .. is v .. ry .mall 
WhN .. a .. the ri<ks from nol being vaccinaT..d 
againsT influ .. nza maybe vM)' sNious 

Before your child is given Fluvax Junior 
vaccine 

When your child must not be given 
Fluvax Junior vaccine 
Do nOllli,.. Flu,-ax J uo io l" ,"ac~i n p if your child 
ha.' or p'"."iou.iy had an all.'·IlY to : 

Fluva" vaccin .. oc Fluva" Junio.- vaccin~ 0.­

any ofth .. ingr .. diml< liSTed aT th .. end of this 
leaflcr 

.. ggs 

th .. antibiotics n,""",-ycin or polymyxin 

Symptoms of an allNg.ic r .. action may include 

shorln .. ss of breaTh. \\-h~zing oc difficulty 
br .. athing 

sw .. lling of the facr, lip!>, tongu .. 0.- oTher 
parts of th .. body 

skin rash. iTching 0.- hiv~s 

Do nOlllin Fh"'3x Junio," ,'ar ci n ~ if ~'our child 
ha, a t.mp~I"a lUr~ hi ::h~ I ' Ihan 3S.5°C. 

Fluvax Junior vaccin~ is noT recomm...,ded fo.-
us .. in children lIIldN 6 months 

Do nor ::in Flu,'n Juniot" ,"arcinp aftH th . 
upiry daT~ PI"iOT~d onth~ pack. 

Th~ Flu,-~" J unior ,'arri n~ '~Tin ll. i, 'UI'I,l i~d 
~ n c~,,"d ,,-ilh a clul' film wrappu. Th. 
pt"~5~ncp of lb. film Wr3pp~r prmid. , 
a" UI"aocp thaI th~ pI'odurt ha , oot b~~n 
oppn~d. Do nol u"" if th~ film 'Hap i, dama ll~d 

01' mi" io ll. 

If yo u a l '~ no t s "r~ whethH yo ,,~ child ,hould 
han F1uvax Juoior Yaccin p, talk 10 YO UI' 
dOClol' 01' IlhanoaciSf, 

Before your child is given Fluvax Junior 
vaccine 
T~lI ~"OUI' dodm' if in thp paS! yo"r child ha , 
~ncled 10 ,"a rCi nalio n WiTh any of Ih~ 
followin::: 

s~v~ allergic r .. acrion 

difficulty br~athing 

sw .. lling of the ThroaT 

fainting or collapse 

fits.,,- conHllsions 

high tempNlllllre (gr~aT"'-Than 38 .5°C) 

s~v~ skin reaction alThe inj..,Tion sil~. 
including s .. v...-e bruising 

T~lI ~"OUI' doc 101' if your child ha< an iof~c rio n 

01' high l~mp~!"aIU~ •. 

Your doctoc may d..,ide To delay , 'accinalion 
until your child's illness has passed. A min.,,­
illn .. ss such as a cold is noT uSWllly a reason to 
delay,'accination 

T~lI ~'OUI' dodm' if in th. paS! your child ha , 
had an ~" m~ dir al condiTion" ~" p...,iall ~" Ih~ 

f"ll ... "j .. ~: 

low immunity du .. to ill-h .. alTh, foc exampl .. 
som~ blood diso.-<!n-s. malaria. kidney 
di""as~ requiring dialysis. HIVIAIDS or 

low immunity du .. to tr .. aOOmT with 
m..dicines such as corticosTNoid.'. 
cydosporin or OIh...- medicines. used 10 tr .. at 
canc...- (including radiaTion IhNapy) 

all...-gi"" or aliNgic reaction,. including 
runny. block..d oc iTchy nose; itchy ntsh.,,­
hiv .. s: .w .. lIing of The fac .. , lips. mouth 0.­

tongue 

Guillain-Barr~ Syudrom .. (GBS). an i11n""s 
,,-hich aIT..,ts Th .. neryou. sySTem and caus .... 
paralysis 

T~ll YO UI' docro l' if ~"o Ul' child ha , aliulli., to: 

any OIhN m..dicin .. s 

any OIhN substances. such as foods. 
pr~s...-... aTi,'"" 0.- dy~s 

Taking other medicines 
T~ll YO UI' docto l' or phumaci,1 if yo u I' child i., 
takinll an ~" oth~l" m~dicines, in riurlinll any ThaI 
yo u bu~" without a 1"'P"""ip lion froID ~"our 
pharmacy, sup~I'markPt 01' h~alth food shop. 

Som .. m..dicin .... and Fluva" Junio.- vaccin~ may 
in • ..rrN .. \\~Th each olher. 

The following m..dicin .... 0.- U .. atm=I< may aff..,T 
how w .. l1 Fluva" Junio.- vaccin .. works 

=dicin .... which aIT..,T th .. body's immun .. 
r""pollS~. such as corlicOST...-oids. cyclo.porin 

SOl11<' U~aTm .. "ts fo.- caneN (including 
radiaTion thNapy) 

Your doctor.,,- pharmacist will help you decide 
wh~thn- 0.- nol your child .hould hav .. TM 

Ha ving other vaccines 
T~ll YO UI' docto l' if your child ha , had any 
y acr in~ ' io Ihp last " w~~k,. 

Your doctor will tell you ifFiuva" Junio.- vaccin .. 
is To be giv .. n aT th .. sam .. '~5iT as another ,-accw 

Your docto.- and pharmacist may hav .. mor~ 
informaTion on m..dicin"" and vaccin ... To be 
car .. ful \\~th 0.- avoid when your child is gi,-~n 
Fiuva" Junio.- \"accin .. 

How Fluvax Junior vaccine is given 

Fiuv"" Junio.- \"accine is g.iven by ioj..,tion by a 
docTo.-.,,- n=. In babi .. s. Fiuvax llmio.- \"accine 
is usually gi,-en in The upper thigh. Othcrn~s ... il 
may be inj..,t..d ;,uo th .. uppN arm. Your docto.-
0.- n= may choose 10 gi,'" it elsewher .. 

FiuYa" llmior , 'accm .. should nOl k inj..,t..d 
die..,dy inTo a blood ,-""sd 

Fluva" Junio.- vaccin .. should be g.i,-en at 
faciliTies able 10 manag .. any allergic reaclion 
AlI...-gy To Fluv"" Junior vaccin~ is uncommon, 
bUT allergy To any '""ccw may occur 

How much is given 
Fluva" Junior vaccin .. is giv= as one inj..,Tion of 
0.25 mL Ifrou,,- child is being giv .. n Fluva" 
Junio.- vaccine foc Ih .. f""TTim .. , 0.- your child has 
low immwuty. iT is r..,ommmd..d a s .. cond 
(boostN) ioj"'lion be giv= 4 w~ks aftN th .. firM 
m)ecl1on 

Overdose is unlikely as your docTo.- or nurse 
givP' your child the inj..,tion and il is pre-pack..d 
in indiridual singl .. -u ... syring .... 

If you han any ~oncun', ask YO UI' dOClor 01" 
phannaci,t. 

When it is given 
FiuYa" Junior , 'accine is usually giv= ~fore the 
start OfTh .. influ=za s~aSOD-

VaccinaTion should be rep .. aT .. d ""cry y .. ar as n .. w 
types of influenza virus can appear .. ach y"ar 
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If you miss an injection 
If your doclo.- has r,""ommnllkd a s,""ond 
inj ,""liOll of Flu va" Junio.- v.ccin~ and il has ~u 
missnl_ talk to your doclo.-

After having Fluvax Junior vaccine 

Things you must do for your child 

K HP an updat pd rpco l'd of YOIII' chi ld ', 
,-a ccin3ti",,,. 

K pPII 3ny fo llow-UII appoiulmp uIS for yo u>' 
chi ld wilh ~·o",· dOClor o r dinic . 

h is imponant 10 h.,,-~ your child's "",,ond 
inj ,""liOll of Flu va" Junior v.ccin~ al th., 
app.-opriat., lim., . This .-n,ur.,s th~ v.ccin., has tM 
~I chanc~ of p.-o,-iding prot,""ti"" ag.in.1 "Ih" 
flu" 

H an blood I'-"' IS if yo u!" do-r to r ad, -i ..... 

Your doctor may wish 10 ch,""k thaI your child 
has d~nlopN prol,""lion (/Illlibodi" s) again" 
influnlZll 

If your chilli dpnlop' an~' mpdical problp llI., 
aflPr bp iug ginn Fln,'n Junio r ,'a rciup, IP Ii 
~-o ur dOClor . 

Side effects 

T plJ yo ur dor lo l' 01' " harlll ar i>! a, ,oon ~' 
po" iblp if your cbild fppj, umnlJ aflPl' ha , i ng 
F1 uvn Juuior ,-acciIl P. 

Flu,,,,, Junior vaccin., rnay ha,-" unwant..d . i<k 
df,",,15 in """''' p«lpl,,_ All m..dicin"s. including 
,-accin.,.. can haV., si<k df,"",,_ Som~limes th~y 
ac" ...nous. most of th., ti"", th.-y .r., nOI_ Your 
ch ild may n....d "",dical tr"atnl.,nt foc """'" of th., 
sid~ df,""ls 

During th., 2010 South.-m Hemi'ph.,,-., inflU<"llZll 
..,asou, ther" W llS ao UO=!>N'I..! incr"as~ in 
r"POf1s of f~ver aod "';zur.,slconnllsions in 
childr.-n uo&.- 5 yrars of . g~_ Your doclo.- will 
as..,.s /Illd advi.., if it is approprial" for your 
child 10 r.-c";v., m.- 2010 South.-m Hemi,ph~r., 

influ= vaccin.,. d~ding on your child's 
un&.-I);ng m..dical condilion which in rum could 
I.,ad to ""v..-" complicalio." from infl""nz,a oc 
spr.,ad influenza 10 oth..- P"OVI" 

A .. , k your doctor 01' pbal'm aci>! 10 an,wPr any 
'lup, liou, ~-ou m ay ban . 

T plJ yo ur docto l' 01' pha rmac i>! if you nolicp 
any of Ihp following iu your chi ld and Ihpy 
wO ITY yon : 

r.,aclion amw,d tM inj,""l ion sil" such as 
rNin ... s. burning. ilchin ... s. I~n<krn ... s_ pain 
0.- discomfOll, warmth or Slinging. .wrlling 
0.- th~ formation of hard lumps or scars 

flu,hing. =!nt'Ss or skin rash, rsp.-cially 
aiT.-cting Ih., fac~ 

g.-nerally f"rling unwrll 

flu-lik" S}mpIOlllS. such as Mada.ch". faligu", 
high 1etlJ.p..-arur., (f~v ... ). ""r" tJu-oaI. runny 
nos~, cough, chins, s" ..,ating, nau..,a, 
vomiting and diarrh""a 

""r.-nt'Ss. aching mU'iCles or joints. muscl" 
tr,ukm.,.s oc w~alrn~ .. 

los< of a~lil", irritabilily or t""'thing 

Th~s" arr th~ moce common sid" eiT.-cts of 
Fluva" Junioc v.ccin.,_ Mostly t1 ... s~ ar., mild and 
shOll-Iiy..d 

T plJ yo ur docto l' immpdi a lpl~' if yo u no ticp a u ~' 

of Ihp fo llowing: 

inf.-ctioo al th., inj .-ction si ... 

unusual bl....ding. bruising oc p'upl., spots 
anywh.-r~ on tM.kin 

skin ash. itchy SpolS or r~d lumps on the 
.kill 

painful, swollm joints 

s"'-... ~ stabbing or throbbing nrn-., pain 

tingling. numbu., .. 0.- wealm.".. 

Th""" may be S<"rious si<k .,iT.-cls_ Your child 
m.y ne..d urg.-nt n..-dical anmtion_ Serious si<k 
eff.-cls.,-., r...-~ 

If any of Ihp following bapppn, IP Ii ~-o u!· doctOl' 
imlllPdialPly or 10 10 t bp EmPI'gpuQ­
Dppal'llnpnl ~ t ~ 'our npal"pst bo'pilal: 

An all~rgic r~acllon: Typic.1 symptoms 
includ~ rash_ ilching oc hiv~s on th., skin. 
swdling ofth" fac", lips, longt'" or oth.,,­
pans of the body 

shorm.,ss of breath. wh"",zing 0.- troubl~ 
br.,athing 

a fil, conndsion or se-izur~. inclnding 
con\'ul~ion a5sociat..d with f~,-~r 

musd~s : f"",1 sore or t.-nd .... =trnnrly w~ak. 

lOS<" str.-ngth 0.- mov........"t 

Uri~: th.,,-., is Iinl" or no orin., 

skin bmising, which;5 painfuloc swollm 

pain, swdling and h.,at injoims, sm muscl~ 

oc oth.,,- parts ofth., body 

headache aud high trlllpr-rarur~ associat..d 
with hallucinalions, confusion. paralysis of 
part or all oftl ... body. di,rurbances of 
beha,'iOlll", s"".-ch and <"}'e movnn.-nt._ and 
s.-n,i ti,~1y to light 

V~ry rardy. a ...nous disor&.- call..! Guillain­
Barre syndrOll1~ may occur_ This aff~clS th~ 
DOn'ous syMetlJ. and caus.,. paralysis 

Th""" are very serious .i<k ~iT.-cls_ Your child 
may .... ..d urgnu m..dical anmlion 0.­
ho.pita li .... tion 

All ofth.".., sid~ ~ iT,",,1S ar~ rar~ 

OlhPl' sid . piTpct, not li"pd may oerur iu . omp 
pa lipnt, . Tpll yo U!' doctOl' 01' n,"', p if you 
nOlicp an yt hi ng t bal mak • • your child fpp l 
unwpll . 

Do nol b. a l.lI'mpd b ~' Ihi, Ii" of possibl. , idp 
df .... I'. 

Your child may not exprri~llce any of th ...... 

Storing Fluvax Junior vaccine 

Flm -"" Innio.- ,""ccine is u.ually 510.-..! in the 
doclor'S surgery 0.- chnic. or at th" pharmacy 

If you nC't<! 10 STorr Flm-n Junio.- ,-accin., 

Kr<'p it wh.,,-., childrm cannot r.,,,,,h il 

Kr<'p it in th., r.,trig ... aloc. bern·...,.. 2°C and 
8°C. Do nol fr"",,,,, Flu,-n Junior ,-accin~ 
PrOI~1 it from lighl_ 

Not,, : Fr"",zing <kstroys th., vaccin~ 

Kr<'p Fluv"", Junior vaccine in th., original 
pack until il ;5 tin..- fo.- it 10 be giy.-n 

Fluv"", Jm,ior ,""ccin" .hould uot be us..! aft..­
the e"piry da.t., on th., label 

Product description 

What it looks like 

Fluv"" Jl1nio.- vaccin" is in a p",-fi ll..! d;sposabl., 
syring., (,,~th an. ch..d n....dle) for single m,ag~ 

only_ Your docto.- o.-n= ",ill gi,-e your child 
th" inj.-ction 

Ingredients 

Acti,-" ingr..di.-nts 

Purifi..d. inacti'-31..! ,'irus fragmmlS from 
influenza Iypes 

HINI .train - 7_S micrograms 

H3N2 .train - 7_S micrograms 

B strain - 75 micrograms 

fo.- Ih~ South.-m Hemi'ph.,,-., wint ... sea '>On 2010 

Oth.,,- ingr..dirms 

Sodium cblon d" 

Sodium ph05phal~ - monobasic 

Sodium ph05phal~ - diba.ic anhydrous 

Pota .. ium cWori<k 

Pota .. ium phosphat" - monobasic 

Calcium chlori<k 

Fluyu: J,wior ,-accin~ may .150 contain trac~ 
amounTS of ~ggprotr-ins, nromycin. polymyxin , 
sucro"" and <k-t.,,-g.-nt (sodium 
taurodro"ycholat.,) 

FluYa" Junior ,""ccin~ does nol contain lactos<, 
g1ut.-n_ tartrazinr oc/llly azo dyes 

Ask your docto l' o r phal'lllar i, t if yo u an 
un, ul'p about aU ~'lhi u I or waUl IDOl'. 
iufol 'malion about FiU'-3X Junior ,'arciup. 

Manufacturer! Distributor! Supplier 

Fluy." Junior , 'accine is rna<k in Au.traha by 
CSL L inntpd. 
ABN99051588348 
45 Poplar Road 
P.,-hill" 
Victoria 3052 
AUSTRALIA 

Di>!ribulOl 
Fluyu: J,wior vaccin~ is di.tribut..d in Australia 
h, 
CSL Bio tbpl'apips P ly L id, 
ABN 66 120 398 067 
45 Poplar Rood 
Parkville 
Victoria 3052 
AUSTRALIA 

Rpl:i, t, 'a ri ou uUlllbpl' 
AUST R 149127 

DalP ofpl 'ppanriou 
25May2010 

ill R,.,gist ... ..d Tra<kmark ofCSL Limit..d 


