Hiberix 2
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Hiberix is a Illsaﬂ \rw:lna o uurﬂ'lad polyribosyl-ribitol-phosphate capsular pawmama (PRP) of
?Iunrriovanlgnmnrsmm md!lo] b, strain 20,752 and aft bromide ﬁ
he Hib aride & prepared from Hib, strain ] aatscuvatlunw anogen mm an
derivatisation with an ad ﬂ hydrazide simraar ts :unplecl 10 tetanus toxoi m:d’ﬁ ﬁe
After purification the conjugate is lyophi oe of factose as
mess the WHO requrremsn:s for the rnanul'a:luru of 0 ann ol Hib

vaccing!
Each mnule dose of vaccine is formolated to contain 10 pg of puritied capsolar polysaccharide: covalantty
bound to approximately 30 pg tetanus Toxoid

CLINICAL PARTICULARS

r active immunisation of all infants from the ape of 6 weeks against disease caused by Hi
Hiberix does not pmlecl against disease due to other types of H. influenzae nor against meningitis caused by olner organisms.

Fﬁ primary vaccination schedule consists of three doses in the first 6 months of life anﬂ can'start from the age of 6 weeks,

To ensure a long tarm protection, a booster dose is recommended in the second year o

Infants between the ages ol 6 and 12 months usly unvaccinated should receive 2 hw:ﬂo fis, givan with an inferval of

ona month, anwedm biy-a booster in the second year of fife) Previously Unvaccinated children aged 1-5 years should be given

one dose of vaccine,

As vaccination schemes vary from country 1o country, the schedule for each country may be used in accordance with the
afional recommeniations.

IE rmnstﬂu!ﬁ vaccing s for Intmmusculax injection. However, it is good clinical practice that in patients with
thromi penia or hieeding d the vaccing should be administered subcutaneously,

ﬁ{"% %uum not be administerad o subjects with known b iivity to;any ¢ of the vaccing, or to subjects
having shown sig itivity atter nistration of Hib vacgines.
The presence of a minor infection, however, s not a contra-indication for vaccination.

5 other vaccines atio H:hmmbepos!mdlnmm;mnnuwmmmmmfemm
fliness. Appropriate medical rmalmnnl and su mlslon should always be readily avaitable in case of a rare anaphylactic
loliowing the admmrsﬁra'ncn of the vaccine For this reason the vaccines should remain under madical supervision for 30
minutes after immunisation.

Human Immunodaficiency Virus (HIV) Infection is not considered as a contra-indication for Hiberix,

Although limited immune response 1o the tetanus toxoid may occur, with therht alone does not
substitute for routing tetanys vaccination.

Excretion of capsular polysaccharide antigen in the urine has baen described Tollowing receipt of Hib vaccines, and therefore
antugen detection may not have a diagnostic value in suspected Hib disease within' 1-2 weeks of vaccination.

Hiberix should under no circumstances be administered intravencusly.

can b islare Itar "ﬁ ime before or after a different inactivated or live vacci
Hlboﬂ:wnbemludmlhssumsyh taxoSmithKline vaccines Infanrix (DTPa vaccine), ur‘lmunrllltﬂ(DTPw-HB
vacaine). Dthar injectable vaccines shwld Js b administered at different injection sites.
As with other vaccines it may be expect ma! inpatients receiving immunosuppressive theragy or patients with
an SpOnse may not be

Eauuﬂa &uman % on use during pregnancy or lagtation and adequate animal raproduction studies are not available.

d Iraﬂ;u |:|In{t':13I s1u1:hes signs and symptoms were actively. monitored and recorded on diary cards: following the

ministration of the

Of the local solicited nlnrrrs the mosl (Iea gy reported within the first 48 hours was mild redness at the injection site
which resolved e Other local at the site.

sponmmw); mptoms. mﬂw were mild swelling and pain at

“The genaral symptoms which bunsoliellm rup:md ithin the first 48 hours were mild and resqived spontaneously.

These include: !wer. loss of appetite, vomiting, a1 and umsuul:rm As for all Hib vaccines, these
have also been reported when ad with other

a:ry rarmﬂernic including anaphyk Teactions, have been reported.

PHARMACOLOGICAL PROPERTIES

A fitre of = 0.15 po/mi was obtained in 95-100% of infants one month after the completion of the vaccination ol itre

of = 0.15 pp/mi was obtained in 100% of infants one month after tha booster dose (94.7% with a titre of 2 10 u‘;.l'u'uj~
PHARMACEUTICAL PARTICULARS

Hllﬁ can E mixed in the same wnnﬁ\mh GlaxoSmithKline vaccines Infanrix (DT?n vaceine), or Tritanrix HB (DTPw-HB
vaccine). Other injectable vaccines should aways be administered at different injection sites.

s% e;mry date of the vaccine is indicated on the label and packaging:

e stored at +2°C to «B°C and has to be protected from lght. The lyophilisad vaccine is not

affacled by freezing.
The r:l|lucnl can be stored in the refrigerator {+2“C 1o +8°C) or al arnh-ern temperatures &hpln 25°C) and-should not be frozen;
While recommended storage conditions should be he vacting remains stable under
Spec

the lnunwlm; fons:

= lyophillsed product’ stored at 37"C for up to 24 months:

* reconstituted product: stored at-37°C for up to 24 hours
stored at 21°C for up to 5 days

lnmlmmmﬂm

i vawmﬁllrllgdls presented as a white Hib pellet in a vial, with a clear and colaurless sterile diluent (saline) In either a second

of a pi syringe.

The diluent and reconstituted vaceine should be inspected Isuaﬂy for any lforeign particulate matter and/or variation .of

hysical aspects prior lnadmhisfmiou 1nlhumn| af either bernq observed, discard the diluent or reconstituted vaccine,

vaccing must be reconstituted by adding the entire-contents of the Ied containar of diluent to the vial containing the

f:lglﬁt cmﬁrr‘tm addition of the diluent to the pellet, the mixture should ba ‘well shaken until the petlet is completely dissolved
& di

When using a multidose vial, each dose should be taken with a sterile nsedie and syringe, As with other vaccines; a dose of

vaccing should be withdrawn under strict aseptic conditions and precautions taken to avoid contamination of the contents,

A new needie should be used to administer the vaccing.

After reconstitution, the vaccine should be injected prompliy.

Iﬁiﬁﬁx uar.u!ne may E msiﬁ;m: with Tritanrix HB or with Infanrix for simultangous administration via one

nmmunmwm:m mmusmm&uMswmw :Mﬂrulapm clear supernatant be
ohserved, The vacaing Shoukd De. wel Shaken i order 1o Gbtain & ho Torbid white suspersion and vist
lnsnecled for any tnre,lgn particulate matter andfor variation of physical aspect prior to animlnhhanm n me event of either
being observed, disca \rawne

Discard the sterite d provided Hibarix

The combinad IJTPw-HB Hih or DTPa Hlb va:cmes must be reconstituted by adding the entire contents of either a Tritanrix
HB or Intanrix monodose container fo the monodose vial containing the white Hiberix pellet. After the addition of Tritanrix
HB or Infanrix to the Hiberix peliet, the mixture should be well shaken untll the Hiberix petiet is completely dissolved in either
the Tritanrix HB or Infanrix suspension.

The reconstituled combined vaccine should be inspected visually for any foreign particulate matter and/or variation of physical
aspects prior to administration, In the event of aither being observed, discard (he raconstituted vaccine.

A new needie should be used ta administer the vaccine. After reconsfitution, the vaccine should be injectad promptly.

Mr’ﬁumhﬂ, refer fomanutaciurer.

Hiberix, Infanrix and Trilanrix are trademarks.





