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I Adult dose (mcg)

I Standard dosing regimen (0, 1 and 6 -
months)

Published efficacy data: Neonates born
of infected mothers’

VACTRACT”-computer  software for
vaccination tracking and compliance

Bar-coded, unit-dose vials

Lowest cost per dose’
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Engerix-B@
Hepatitis B Vaccine (Recombinant)

Sso  compir.te pmmibinp  information in sI(6F iitwatum or PDR.
The ioiiowlng  is a brist runmar”.

iNOiCMiONS  AN0  U S A G E :  ‘EngerwB’  IS mdtcated  tar nnmuMzallon
agmsl mlecbon  caused by all known subtypes  01 hepabbs  B v,r”s  lmmunl
zabon IS recommended in persons 01 all ages, especially  those who are or
wll be,  al ~ncfeased  risk of  exposure to hepabtls  El “lr”s

CGNTGAiNOiCATiONS: HyptwnsR~v~ty to yeast or any other component of
Ihe vaccine  1s a conlramd~catlon  for “se of the “accl”e

WARNINGS: Do nol we  additmnal lntecbons  t o abents  experlencmg
hypeisensltlwty alter an 8 ngerw8’  mjecbon.  (See CONPRAINDICATIONS)

Hepahhs B has a long mcubabon  penod  Hepatibs  B vacclnabon  may not
ent hepabbs B mlectmn 1” mrni~~~als  who had a” unrecogruzed  hepabbs

r@mtecbon  at the bme 01 vaccne  admmlstration Addltmnally,  II may not pfe
vent lnlecbon  in indiwduals who do not achwe  pmtectw antlbody titers

PRECAUTIONS: General:  As wth  any percutaneous vaccme, keep ew
nephrme  avadable  Ior use m case 01 anaphylaxls  or anaphylactold reacbon.

As with  any vaccme, delay admmlstrabon.  lt possble,  in persons wth  any
tebrlle  illness  or acbve mlecbon.

Pmpnmcy:  Pregnancy Cat ory C Ammal  repmducbon  studies have not
3,been conducted wth  ‘Engerw n IS also not known whether ‘Engerix-B can

cause letal harm when administered to a pregnant woman or can aliect repro-
ductloo  capacity  Gwe  ‘Engenx B’ to a pregnant  woman only if clearly needed

Nur~inp Mothers:  It IS not known whether ‘EngerwB  IS excreted m human
milk  Because many drugs  are excreted m human milk, use cautmn  when
grvlog ‘Engenx-8’  tda nutimg  woman

RdYrtc  Use:  ‘Engerw8’  has been shown to be well tolwated and highly
lmmunogemc m mlants and chddren  ot all ages Newborns alsa respond  well.
maternally translerred  anbbodles  do not intertere  with  the acbve  immune
response  to the vaccme

ADVERSE REACTIONS: ‘En rix-B IS generally well tolerated Durmg  cim~.
cal  studres  invdnng over 10, ElLl mdwlduals  dlstrlbuted over all age groups,
no wous  adverse reacbons  attrlbutaMe  to vaccme  admmlstrabon  were
reporled  As with any vaccme, however, L is possible that expanded commer
cial &e 01  the vaccine could weal rare advew  reacbons  not observed m
clinical studies

Ten doubleblind  studies mvohring  2,252 subtects  showed no slgmhcant
ddlerence  ln the trequency  or  swef~ty  of  adverse expwences  between
‘Engerix-8’  and plasma-dewed vaccmes  In 36 cltmcal  studies  a total of
13,495 doses 01 ‘Engenx  B were admmlstered  to 5,071 heakhy  adults and
children  who were lnltlally woneqative  Ior hepabbs  B markers! and heatthy
neonates. All subtects  were  monitored lor 4 days post-admmdratmn  Fre-
quency  01 adverse experiences  tended to decrease wrth successwe  doses of
‘EngerwB  Using a symptom checkkst:  the most lrequently reported ad-
verse reactions were mtecbon  ate soreness (22%). and labgue’  (14%) Dther
reacbons  are hsted below

incldance  1%  la 1oH of in~ectlons:  Indurabon,  eryihema: swelling, lever
(>  37.5%): headache’, dizziness *

‘Parent or guardian completed forms loi children and neOnales  Neonatal
checkkst  did not include headache, labgue  or dizziness

incidslcn ~1%  of in)ntlonr:  P a m ;  prurrtus.  ecchymosis. sweatmg:
malaw  chlls,  weakness, flushmg, bnglmg.  hypotenwon. lnltuenza-llke  symp
tams,  uppw respratory  tract ~Ihxsses.  nausea. anonxia,  akdommal  wnl
cramps; vomiting: constipation. diarrhea,  tymphadenopathy,  painlstltiness  ln
arm, shoulder or neck. arthralgla:  myalgia:  back pam; rash, urtraria:  pete-
chlae. eryihema, somnolence. insomma: Irritability:  agltabon

Addibonal  adverse expenences  have been reported wth the CommEfClal  use
01 ‘Engslx-8’  outside the Umted  States Those lksled  below are  to serve as
alertmg  mlormabon  to physicians.  Anaphylaxis  eryihema muniloime  includ-
m g  Stwens.Johnson syndmme; angloedema.  arthrlbs:  tachycardnalpalp~la-
tions;  bmnchospasm  mcludmg  asthma-kke  symptoms, abnormal lw lunc-
bon tests, mlgrame.  syncope;  parews,  neumpathy Including hypoestheua,
pawsthesla.  Gu~llam&rrt!  syndrome and Bell’s patsy, transverse myeltils,
thmmLm+top?nia, eczema; purpura:  herpes roster. vertgo,  ccmluncbvda,
kerabtts. visual disturbances

Fbtentml A%se  Exper~ewx  In addd~on.  certam  other adverse experiences
not observed with ‘Engem-B  have been reported wdh  Heptavax-BY  andlor
Aecombivax  HB” * Those listed below are to serve as alerbng  mformatton  to
pbywxu  Opbc neuritis

HOW SUPPLIED: 20 mcg/mL m bngle-Dose Vials m packages 01 1.10 and
25 Wats

NDC OC07-3860-01 (txxkage oll)
NDC @X)7.366&11  (package  0110)
NDC wO7-36@16  (package of 25)

10 mcgl0.5 mL m SingleDose Vials  in packages 01 1 vial

NDC wO7.3659.01 (package Ot 1)

t plasma.derwd,  Hepatltls  B Vacnne.  MSD
t yeast-dewed. Hepattis  B Vaccme, MSD

Manufactured b Smnthlwne  EIOIOQICPI~.  Rwnsart,  Belwm
Distributed  by J moth tQme SFrench  Lsboratorlrs
D~vlsxm ot SmiiKbne  Beckman Corp., Philadelphia.  PA 19101
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