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PRODUCT lNFORM4TION 

Sl'AMARILl2) 
[YELLOW FEVER VACCINE (LIVE), STABILISED} 

NAME OF P.REPAR~UON 

Yellow Fever Vaccine (Live), Stabilised 

DESCRlPTION 

Each 0.5m.L dose of reconstituted vaccine from the freeze-dried product contains an 
injectable suspension in stabiliser of the attenuated 17 D strain <>f yellow fc\'er virus, The 
virus has been propagated in specific pathogen-free chick embryos, in particular free 
from avian lcucosi1- viruses. Bach dose contains not less than 1000 mou.c;e LOso units. 

Other ingredients; 

Stabilising medium: 16.0 mg lactose, 8.0 mg sorbitol, 833 11g L-hlstidinc hydrochloride, 
362 µg L-alanine, 1.6 mg sodium chloride, 54 µg potassium 
chloride, 598µg sodium phosphate-dibasic dodecahydratc, 63 µ.g 
por:-.issium phosphalc-monobasic; 39 µg calcium chloride, 29µg 
magnesium sulfate. 

Diluent: 0.4% sodium chloride solution. 

ST AMA.RIL a> has been manufactured in a facility approved by the World Health 
Orgo.nizati on. 

PHARMA.COLOGY 

ST A.MARIL a.> is a live stabilised vaccine for active immunisation against yellow fever . 
Immunily appears 7 to 10 days aftet injection and lasts at least 10 years. 

INDICATIONS 

Prevention of yellow fever. Vaccination is recommended for: 

• Every perS<,m over 6 months of age living or travelling through an endemic area. 

• Non-vaccinated persons moving from an endemic to a potentially receptive non­
endemic area. 

• Laboratory workers handling polenlially infected materials, 

• In order to be officially recognised, the yellow fever vaccination must be 
administered in an approved vaccination centre and registered on an international 
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certificate. This certificate is valid from the I 0th day after vaccination for JO 

years, 

CONTRAINDICATIONS 

Not for use in children under 6 months of age. 

Allergy Lo any components of the vaccine, especially eggs and egg protein (including 

ovulbumin) or Severe reaction after p1evious administration of the vaccine. 

Vaccination should be postponed in the ea~ of fever, acute illness or chronic disease in 

c:volulion. 

Pregnancy constitutes a contraindication considering the dara available at the presen t 

time. However, a vaccinution carried out during au unsuspected pregnancy, even during 

the first trirne..~ter, does not justify a termination of pregnancy. In the case of outbre~s. 

che vaccine may be administered to pregnant women a,.""t.cr rhe assessment of the risk 

related to the epidemiological context 

ST AMARIL ® should not be administered to the following individuals: 

• patients receiving high~dose oral or injectable corti,costeroids or orher 

immunosuppress,ive treatment, including radiation therapy. 

• those suffering from malignant conditions such uS lymphoma, leukaemia, 

Hodgkin's disease or other tumours ot the reticuloendotbelial system, including 

those in remission who have received chemotherapy within the lust 6 months. 

• patients with impaired immunological mechanisms, such as severe combined 

immunodeficiency, symrtomatic IDY-positive individuals or patienLq with CD11 

count less than 200/mm , and patients who have had recent bone marrow or other 

organ rransplants. 

PRECAUTIONS 

Only f.or subaitaneous or inrramuscular injcccion. Do not ilrject by lntravasc:ular route. 

As with othet injectable vaccines, appropriate medical treatm::nt and supervision should 

always be available in cases of anaphylactic reactions. Adrenaline should always be 

readily available whenever lhe injection is given. 

Provided adequate provision is made for observation and any needc:d treatment of the 

patient, individuals with suspected allergy to the vaccine may have a skin test of. 0.1 m L 

of vacdne intraderrnally. If tbere hall been no reaction within 15 minutes, the remai nder 

of the dose (ie. 0.4mL) can be given subc..-utaneously. 
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Ci:U'e should be taken in admin.is1ering the vaccine to children under 12 months because: of 

theoretical risk of encephalitis. 

In children born of H.JV positive mothers: the inevitable pa~age of maternal lgG 

antibodies through. the placenta makes the child 's serology uninterpr~table until the age 

of about 9-10 months. NOTE: the persistence of circulating antibodies of malemal 

origin has been detected at up to 14 months of age. If is therefore necessary to obtain 

confirrnatfon of the child's .rilV status, determined by immunotra.nsfer (Western Blot), 

possibly also using viral genome detection techniques: 

• If the child is not infected with IIlV: ST'AMA.RILIJ'J can be administered as 

routinely advised. 

• lf the child is infected wlrh HIV: the advice of specialist paediatric team must be 

soughc. 

An analysis carried out by the US Centres for Diseacic Control and Prevcutio.o, studied 

yellow fever vaccine adverse events from 1990 to 1998, This demonstrated an increased 

frequency of reported serious adveTSe events (neurologic or systemic rcnctions persisting 

more than 48 hours) in patients 65 years of uge anc;! older, as compared to other age 

groups. 

Therefore, the health status of individuals 65 years of age or older travelling to arc.as 

experiencing ongoing epidemic yellow fever should be evaluated prior to vaccination. 

These individuales should be carefully monitored for adverse evencs 10 days post­

vaccination (see Adverse .Reactions). The risk of a rare reaction Lo Yellow Fever vac.:cine 

in these elderly travellers must be balanced against their risk. of yellow fever infection. 

Use in Pregnancy Category B2 

As with all live vaccines, pregnancy constitutes a contraindication, particularly during the 

first trimester. However a vaccination carried out during an unsuspecred pregnancy does 

not justify termination of pregnancy. In the case of outbreaks, the vaccine may be 

adminisrcrcd in pregnanr women after a.'s.qe..qsment of the risk related to the 

epidemiological context. 

Use in Lactation 

No data exists on the u.r::e of STAMARIL® during lactation. There is a theoretical risk of 

transmission of the live attenuated Y cllow Fever virus i.o STAMARIL® from vaccina ted 

brcasrfeeding mothers to the newborn. This applies particularly when the newborn is 

below 4 molhs of age. 

lnteractions With Other Drags 

To avoid reduction in serological responses: 
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• Another Hve vaccine, if not given concurrently with STAMARTL®, should be 

given after four weeks have elapsed. 

• The administration of either injectable cholera vaccim; or whole cell paratyphoid 

or typhoid vacci.nes concomitantly wit.h STAMARIL® is not recommended. A 

period of 4 weeks is recommended between yellow fever vaccination and these 

other vaccinations. 

Available data 1,11pports concomitant use of STAMARfL® with polysaccharide typhoid 

vaccine in separate syringes at .separate sites, Data concerning other vaccines is limited. 

However, no interaction is an1icipakd when vaccines are given at separate sites using 

separate syringes. 

ADVERSE REACTIONS 

The clala used to calcuJatc the rates of c,:ommon and uncommon adverse reactions have 

been derived from clinical trials, whereas the rare and very rare adverse reactions are 

derived from spontaneous reporting of adverse events, The reactions arc listed within 

body systems and categorised by frequency according to the following definitions; 

Common: 
Uncommon: 
Rare: 
Very rare: 

<1/10 o.nd ;::;l / 1000 patients 

<1./l 00 and .?:1/1000 patients 
<1/1000 und ~1/1 0000 patients 
<1/1000() 

Application Site Disorder 

Common: redness, induration, pain, haematoma 

Body As A Whole 

Common: 
Uncommon: 

Very rare: 

asthenia. fever 
malaise, influenz a-l ike symptoms 

anapbylactoid reaction, fatigue 

Central and Peripheral Nervous System DiSordcts 

Common: headache 
Very rare: meningo-encephalitis, meningitis, sever headache, neuritis, Guillain-Burre 

Syndrome 

Gastro-intcstins.1 System Oisoroers 

Uncommon: nausea, vomiting, diarrboea 
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Musculo-skeletal Systt!m Disorder 

Common: 
!:{are: 

myalgia 
artbraJgfa, abdominal pain. arthritis 

Skin and Appendage Disorders 

Rare: rash 
Very rare: eczema, urucaria, oedema 

Haem:itologicaJ 

Very rare: lymphadenopathy (associated with the injection site) 

Liver nnd Biliary System disorders 

Very rare: I iver dysfunction, varying in severi ty from mild LO severe 

Cases oI meningitis or roeningo-enc-.ephalitis have been reported, with an incidence of 1 

in a million or less, and a causal relationship has not been clearly demonstrated. Betw~n 

the fourth and seventh day post-vaccination a reaction may occur taking the form of fever 

and generuli~d muscle an.d/or neck stiffnes.c;, accompanied by tirednc.o;s und headache. 

Exceptionally, cases of multi-organ system failure (with death as an outcome) have been 

reported following vaccination with the 170 straiu of yellow fever virus vac.cinc, with the 

first symptoms occurring within a few days after vaccination. The pathophysiological 

mechanism of such a reaction has not been determined (Sec Precautions). 

DOSAGE AND ADMINISTR.L\TION 

A single 0.5-mL dose given by intramuscular or subcutaneous injection provides 

protection for at lea.<n 10 years. 

The vaccination schedule is identical for adults and ch.ildren over 6 months. 

The contents of each ampoule should be c-arefully rehydrated with the accompanying 

syringe diluent. Airer complete dispersion, the vaccine is withdrawn back imo the 

syringe and is ready for injection. Srrict aseptic technique should be employed when 

rehydrating and withdraw.ing the reconstituted product back into the syringe. 'l'he 

reconstituted vaccine should be used as soon as possible and must be used within one 

hour of reconstitution. 

PRESENTATION AND STORAGE 

1 single dose lyophilised vaccine ampoulc/v~l + (O.SrnL) diluent syringe. 
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Store 2.I 2-8°C. Do not freeze. Protect from ligbt. 

MANUFACTURED BY 

Aventis Pasteur SA 
154:l, avenue Marcel Merieux 

69280-Marcy L'Eroile 

FRANCE 

And 

Pare Industricl d'lncarvillc 

BP 101 
27100 Val-de-Reuil Cedex 

FRANCE 

DISTRIBUTOR 

Australia: 

Aventis l)a.~ti::ut Pty Ltd., ABN 79 085 258 797 

Suite 3,08, Level 3, Lakeside Corporate Centre 

29-31 Solcnt Circuit 

Baulkharn Hills 
~SW 2153 - AUSTRA'l'...IA 

New Zealand: 

CSL (New Zealand) Limited 

Level 4, Building 10 
666 Great South Road - Ccnua1 Park, Penrose 

Auck.land 6 - NEW ZEAI.AND 

Date of Approval by TGA: 

Minor Amendment: 
Date ot safety-related cnangcs: 

9 April 1998 
23 July 1998 
27 March 2003 
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