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Japanese Encephalitis Vaccine,Live

[DESCRIPTION]
Japanese encephalitis (JE) live vaccine is a preparation of live attenuated JE
virus (strain SA 14-14-2) grown on the monolayers of primary hamster kidney
cell cultures. After cultivation and harvest, appropriate stabilizers are added in
the virus suspension, which is then Iyophilized. The product looks like a light
yellow or light pink crisp cake. After reconstitution, it turns into a clear, orange-
red or light pink liquid. The vaccine fulfils WHO requirements for Japanese
encephalitis live vaccine.

COMPOSITION DOSE

VOLUME 0.5mL

Live attenuated JE virus not less than 5.4 1g PFU
Gelatin 4.8mg

Sucrose 21lmg

Lactose 21mg

Carbamide 2.4mg

Human Serum Albumin 0.9mg

Residual gentamicin
Residual bovine serum albumin
Diluent composition
[ELIGIBLES]
The vaccine is for active immunization of healthy children older than 8 months
of age, as well as children and adults who intend to enter the endemic area from a
non-endemic area.
[ACTION AND USE]
The product can induce immunity against JE virus in recipients following
immunization. It is used to prevent Japanese encephalitis disease.
[SPECIFICATIONS]
The lyophilized vaccine is reconstituted just before use with sterile diluent
(WFI) to obtain 1 dose (0.5mL) of the final vaccine. A single human dose of
0.5mL contains not less than 5.4 1g PFU of live attenuated JE virus.
[ADMINISTRATION AND DOSAGE]
(1) Reconstitute the freeze-dried vaccine with 0.5mL of the enclosed vaccine
diluent (WFI), and shake the container thoroughly before use.
(2) Inject the vaccine subcutaneously at the deltoid insertion area of the lateral
upper arm.
(3) 0.5mL of vaccine shall be given: The available clinical data showed a single
primary dose from 8 months of age can provide at least 5 years of protection. In
some countries for programmatic purposes a booster dose at 2 years old is
recommended. No more injection is needed henceforth.
Asterile needle and sterile syringe must be used for the reconstitution of the
vaccine and for each injection.
The diluent supplied by the manufacturer is specially designed for use with this
vaccine. Only this diluent must be used to reconstitute the vaccine. Do not use
diluents from other types of vaccines or from other manufacturers. Using an
incorrect diluent may result in damage to the vaccine and/or serious reactions to
those receiving the vaccine. Diluent must not be frozen but must be stored
between 2-30°C before reconstitution. The vaccine should not be reconstituted
with another vaccine.
[ADVERSE REACTIONS]
Common adverse reactions:
(1)Pain and tenderness may occur at the injection site generally within 24 hours
after vaccination, which in most cases, can be relieved spontaneously within 2-3
days.
(2)Transient fever may occur generally within 1-2 weeks after vaccination, most
of which are mild, and can be relieved spontaneously within 1-2 days without
particular treatment. If necessary, the recipients should rest and drink more hot
water. Care should be taken to keep warm and prevent secondary infections. The
recipients with moderate fever or with fever lasting for more than 48 hours may
receive physical therapy or symptomatic treatment.
(3)Occasionally, sporadic skin rashes may occur after vaccination and generally
no particular treatment is needed. In case of necessity, symptomatic treatment
may be helpful.
Rare adverse reactions:
Severe fever: Physical therapy and symptomatic treatment shall be adopted to
prevent febrile convulsion.
Extremely rare adverse reactions:
(1)Allergic rash: Urticaria may occur generally within 72 hours after
vaccination. The recipients with urticaria shall promptly receive anti-
anaphylactic treatment.
(2)Anaphylactic shock: Anaphylactic shock may occur within one hour after
vaccination. The recipients with anaphylactic shock shall receive emergency
treatment immediately, including prompt injection of adrenaline.
(3)Allergic purpura: The recipients with allergic purpura shall go to the clinic
promptly and receive anti-anaphylactic treatment with corticosteroids in time. If
the treatment is improper or delayed, purpuric nephritis can be complicated.
(4)Angioedema: The recipients with angioedema shall receive medical
treatment promptly.
[CONTRAINDICATIONS]
The vaccine should not be administered in the following cases:
(1)Subjects with known allergic reactions to any components of the vaccine,
including subsidiary materials and antibiotics.
(2)Subjects with acute diseases, severe chronic diseases, and chronic diseases at
the stage of acute attack or fever.

not more than 50ng
not more than 50ng

Sterilized water for injection _ (WFI)

(3)Pregnant women.
(4)Subjects with congenital i iciency, i promised subjects
or those who are receiving or recently received immunodepressive therapy.
(5)Subjects with encephalopathy, uncontrolled epilepsy or other progressive
diseases of nervous system.

[PRECAUTIONS]
(1)The vaccine shall be administered with caution to the subjects with family or
individual history of convulsion or those with chronic diseases, history of
epilepsy, allergic diathesis or to women who are lactating.
(2)Care should be taken to avoid vaccine contact with disinfectants while
opening the container and in the course of injection.
(3)Do not use the vaccine if the container shows abnormalities, such as cracks,
illegible labels, exceeding expiry dates, and turbidity after reconstitution.
(4)The vaccine shall be administered immediately after the container is opened,
otherwise it shall be kept at 2-8°C and used within 30 minutes. The remaining
vaccine, if any, shall be discarded.
(5)Adrenaline should be available for first aid in case of severe anaphylactic
reactions. The recipients shall be observed for at least 30 minutes on site, after
injection.
(G)Vaccmauon should be deferred for at least three months following

ation of i

(7)The vaccine should not be given less than one month before or after
administration of other live attenuated vaccines.
(8)As a live attenuated vaccine, the product is not recommended to be
administered in the epidemic seasons of Japanese encephalitis.
(9)Women of childbearing age should avoid pregnancy for at least 3 months
after immunization.

[STORAGE]
The vaccine should be transported and stored at +2-8°C, protected from light.
The diluent should be transported and stored at +2-30 C. The vaccine shall be
used before the expiry date stated on the label.

[PACKAGING]
The vaccine is presented in boxes of 10 vials, each of them containing 1dose. A
vial of diluents (WFI), is provided with each JE vaccine (live) 1-dose vial. A
volume of 0.5mL diluent (WFI) is used for reconstitution. Jiangsu Desano
Pharmaceutical Co., Ltd manufactures the diluent.

[VALIDITY PERIOD]

24months.

[STANDARD FOR IMPLEMENTATION]
The vaccine satisfies the current WHO recommendations related to the live JE
vaccine, Pharmacopoeia of the People's Republic of China (current edition),
Volume 11T and Registration Standard WS~ (ZB-072) -2010

[PRODUCT LICENSE NUMBER]
E 25 F519980008

MANUFACTURED BY:

Chengdu Institute of Biological Products Co.,Ltd.

Address: 379,3" Section, Jinhua Road, Jinjiang District, Chengdu, Sichuan,
China

Zip code: 610023

Telephone: 86-28-84418968

Fax: 86-28-84419060

Homepage: http://www.cdibp.com
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