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PRODUCT INFORMATION

STAMARIL”

[YELLOW FEVER YACCINE a5
(LIVE), STABILISED]

NAME OF PREPARATION
Yellaw Fever Vaccine (Live), Sabilised.

DESCRIPTION

Each 0.5 mL dose of reconstituted vaccine from the freeze-dried product contains an mjectable suzpension in

stabiliser of the attenuated 170 sthain of yellow fever virus. The virus has been propagated in specific

pathogen-fres chick embryos, in particular free from avian leucosis viruses. Each doze comaing not less than

1000 mouse LD units.

Other ingrecients ;

Stabilising medium: 16.0 mg lactose, 8.0 mg sorbitol. 833 g L-histidine hydrochloride, 362 pig L-alnine.
1.6 mg sodium chloride, 54 pg potassium chloride, 598 pg sodivm phosphate - dibasic
dodecaliydrace, 63 g potassivm phosphate-monobasic, 39 g calcium chloride, 29 g
magnesiun sulfate.

Diluent: 04'% sodivm chloride solution.

STAMARIL™ has been manufactured in a facility approved by the Wor'd Health Organization,

PHARMACOLOGY

STAMARIL™ is a live stabilised vaccine for active mmwnisation against yellow fever. Immunity appears 7 to

10 days after injection and lasis at least 10 year:

INDICATIONS

Prevention of yellow fever: Vaccivation is recommended for:

» Every parson over 6 months of aze living in or iravelling through an endemic ares.

* Non vaccinaed persons moving from an endemic to a non-endemic area.

* Laboratory workers handling potenuially infected materials.

« In order to be officially recogiised. the yellow fever vaccimtion must be administered in an approved vaca-
nation centre and registered on an international certificate. This certificate is valid from the 10th day after
vacination for 10 years,

CONTRAINDICATIONS

Not for use in children under 6 months of age.

Alergy 10 any componsnt of the vaccine sespecally sggs and egg protein (including ovalbuain).

Vaccinavon should be postponed in the case of fever, acute illness or chronic disease in evolution.

STAMARIL" should not be administered 10 the following indmidual=

« patients rzceiving high-dose oral or injeciable corticostercids or other mmunosupprestive treatment. ncluding
radiaton therapy:

= those sulfering from malgnant conditions such a lymphoma. levkaemia, Hodgkin's disease or other
wmcurs of the reticdoendothelial system, inclidng those 1 remisaon who have recerved chematherapy
vaithin the Lt 6 months;

+ patients with impaired immunological mechanizs, such a5 severe combined immunodeficiency. symptomatic
HIV positive ndividua's and patientz who have had recent bone marrew or other organ tranzplants.

PRECAUTIONS

Only for subcutaneous or intramuscular injection. Do not inject by intravascular route,

As with other injeciable vactines. appropriate medical treatment and supervision should always be available m

cases of anaphylactic resctions. Adrenaling should atways bz readily avalable whenever the injecuon & given.

Provided adequate provision is made for obieryation and any needed treament of the patient, inGividuals

with suspected allergy 1o the vacone may have a kin test of 0.1 mL of vaccine intradermally. I there has been

1o reaction within |5 minutes. the remainder of the doze fie. 0.4 ml) can be given subcutaneously.

Care should be takzn in administering the vaccine 1 children under 12 monihs because of a theoretical rick

of encephalitis.

Use in Pregnancy Category B2

Live viral vaccines constituee a theoretical risk to the embrya, espechally in the first trimester. Although there

is data which shows that several huadred pregnant women have been vaccinated with yellow fever vaccine

without consaquences 1o the developing fetus, it & prudent to avoid vaccinating pregnant women, and 0

postpone travel 1o arexs where yellow faver 5 present until after delivery. Pregrant women who must travel

to areas where the rick of yellow fever is high should be vaccinated. It is believed that under these circum-

stances, the theoretical risk for mother and fetus from vaccination is far outwaighed by the risk of yellow

fever infecuon,

Use in Lactation

Mo data exists on the ue of STAMARIL” during lactaton,

Interactions With Other Drugs

To avoid reduction in serofogical responses:

+ Another live vaccine, if ot given concurrencly with STAMARIL™, chould be given afier four weeks have
ehpsed.

+ Injeczable cholera vaccine should be given at 3 mininum interval of four wesks sker STAMARIL™ if vme
does not permit. the vacaines thould be given simultanecusly at separate sies.

ADVERSE REACTIONS

The data used to calevlate the rates of common and uncommon adverse reacuions have been denved from
clinical trizks, whereas the rare and very rare adverze rexctions are derived from spontaneous reporting of
adverse evenis. The rexcuons are listed within body systems and categorised by frequency according to the
following defingions:

Commen: < 1110 and 2 11100 patients

Uncommon: < 11100 and = 1/1000 patients

Rare: < 1/1000and = [/10000 patiznts

Veryrare; = 1/10000

Appication Site Disorder

Common:  redness, induration, pain, haematoma
Whale

Common:  sthenia, fever

Uncommon: mabise, nfluznza-like symptoms.

Veryrare:  allergic reaction

Cenral and Periphersl Metvaus System Disorders *

Common:  headache

Very rare: memncc[ﬂulilh.mnpﬁs

Gato-intestinl System Disorders

Uncommon: nawsed, diarthoea

Muzoulo-skelznl System Disorder

Common:  myalgh

Rare: arthralgia. abdominal pain, arthritis
Skin and Appendsge Disprders

Rare: rash

Veryrare:  eczema

Haematalogical

Veryrare:  lymphadenopathy (associated with the injection sity

The very rare cases of meningitisimeningo-encephalitis have been rgaried with an incidence of | in a milfic
or less, and a causal relationship has not been clearly demonstrated.

DOSAGE AND ADMINISTRATION

A single 0.5 mL dose given by intramuscular or subcurncous injection provides protection for at least 10 yeat
The vaccination scheduls is identical for adults and dhildren over 6 months.

The contents of each vial should be carefully rehydrated with the accompanying syringe diluent. After complel
dizpersion, the vaccine is withdravm back inta the syringe and is ready for injection. Strict aseptic techaiqt
shouid be employed when rehydrating and withdravang the reconstitued product back into the syringe. T
reconstituted vaccine should be used as soon as possible and nust be used within one hour of reconstitution.

PRESENTATION AND STORAGE

| single dose lyophilised vaccin ampoule + (0.5 mL) diluent syringe.

Store at 2-8°C. Do not freeze. Protect from light.
MANUFACTURED BY

Pasteur Mérieux Sérums & Yaccing

1541, avenue Marcel Méreux

69260 - Marcy LTtofie - FRANCE

and

Parc Industrid dincarville

BP 101

27100 Val-de-Revil Cedex - FRANCE

Date of Approval by TGA: 9 April 1993

Minor amendment: 23 July 1998

DISTRIBUTOR

Australia:

CSL Limited A.C. N . 051 588 348

45 Poplar Road - PARKVILLE VIC 3052

New Zealand:

CSL (New Zeatand) Limited

Level 4, Building 10

666 Great South Road - Central Park, Penrose
Auckland 6 - NEW ZEALAND
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CONSUMER MEDRICINE INFORMATION

STAMARIL”

YELLOW FEVER VACCINE
(LIVE), STABILISED
AUST R 58570

JdO1SIH

1 cantains mformation about STAMRIL™. Please read it carefully and keep i for future reference.
=—gsnation in this leaflet is only a s=AMary and is net intended 1o rephce advice from your doctor,
@\wl:m‘ dactor or pharmacic 1f you have aity commnts o question:.
1S STAMARIL®?
I—NL" & 2 vaccine which rases the body to produce inmunity against the Yclow Fever virus. lc con-
ive virvs (17D strmin) Loich i similar to tie yellow fever virus but does not caee yellow fover. Cur
ver canot vell a2 dfference and produce antibodies which zre the proteins of the innnune systen
ect us from yellsr fevar. Theze can be found in the blood about 7 1o 10 days after injecton and It
i 10 years.,
() poEs STAMARILY CONTAIN?
conns the 170 strain of yehow kever virus which has been grown in chicken eggs which contain
mme-ca¢ing Microorganems, The eggs have specifically been shove 1o be free of a particular virus
kecosis virws, Each dose contains a: least 1000 wics of virus. Each dose contains lactosa, sorbitel,
hydrochioride, Lahvine, sodium chloride, potassum chloride, sodium phozphate, potassion phos-
n ehloride and magnesium sulfate.

25 1S STAMARIL® USED FOR?
1 is used for the prevention of yellow fever Vaccination i recotmended for people who five in or
woush infected areat or hiboratary workers wio handle material which may be infected.
ries requive a valid vaceination certificate for travellers to be allowed entry, The vacche must be
roved vaccination centre 10 be registered on an international certificate. This certificare is
10 days zfter the injection for 10 years.
[ SHOULD NOT HAVE STAMARIL??
L should not be vsed in:
»n under 6 months cf aze,
» alergic to any part of the vaccine,

« people whose immunity is reduced.

+ peaple who have a fever,

+ people Wilo are pregrant,

+ people: having cholera or certain typhaid injections o the same day.
BEFORE YOU HAVE YOUR STAMARIL™ INJECTION -
YOU SHOULD TELL YOUR DOCTOR IF:

« you may be ablergic to any part of the vacane (egzsh

* you are pregrant.

* you are breanfeeding,

+ you have any illness,

« pou are taking any medication,

» you are taking any medicines and what they are.

7 SIDE EFFECTS OF STAMARIL"

As with any medicines some side effects may oceur.

Reacvons at the site of injection are uncommon and include redness, tenderness, pan and swelling. Raraly the

shnds under the arm can swell.

Paople can oceasionally get a mild fever. This uswally happens within one week of the injecoon and czn be sim-
piy treated, Parely, people can geta higher fever with stifiness, tirednes and headache. This happens between

410 7 days after Wjection.

Very rarch, abnormalitizs of the central nervous system have been regorted after vacamuan particularty in

children under 12 monthe buc theze miay not be due to the vaccine.

Alwags tel your doctor if you have any unpleazanc effects after receiving yelow fever vaccine

THE DOSE OF STAMARIL”

STAMARIL™ comes as 2 freeze-dried powder which iz dissolved in the soluton n the accompanying syringe.
The solution (0.5 mL) i then given into the muscle or belw the stin. The doz¢ i the szme for all ages.

OVERDOSAGE
There are no reports of overdesage.

STORAGE
STAMARIL™ should be stored betwaen 2°C to 8'C (in the fridze).
It thould not be used sfter the expiry date on the package.

WHERE CAN | GET MORE INFORMATION?
You can get more information from your doctor or pharmacizt.

STAMARIL" IS MANUFACTURED BY:
Pasteur Méricw: Sérums & Vaccins

1541, avenue Marcel Mérieux

69200 - Marcy L'Ecoile - FRAMCE

and

Parc Industriel d'Tncarlle

ep 1ol

27100 Val-de-Revil Cedex - FRANCE

DISTRIBUTOR:

Austraba:

CSL Limiced A.CN . 051 568 348

45 Poplar Road - PARKVILLE VIC 3052

New Zaaland:

CSL (Mew Zeahind) Limited

Level 4, Buikding 10

666 Great South Road - Central Park, Penrose
Auckbnd 6 - NEW ZEALAND

Date of Leaflet: July 1938
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