
PHYSIOLOGICAL SALINE (1 ML)
FOR FREEZE-DRIED GLUTAMATE BCG VACCINE

(JAPAN)
FOR INTRADERMAL USE

DESCRIPTION
Diluent for FREEZE-DRIED GLUTAMATE BCG VACCINE (JAPAN) FOR INTRADERMAL USE

COMPOSITION (1 ampoule)
-Sodium Chloride････････････････････････････････････････････････････････････････････････････････････････････････････････････････････ 9mg
-Water for Injection･･････････････････････････････････････････････････････････････････････････････････････････････ a sufficient quantity

INDICATION
To be used to reconstitute the vaccine.

ADMINISTRATION
This diluent is specially designed for use with FREEZE-DRIED GLUTAMATE BCG VACCINE (JAPAN) FOR 
INTRADERMAL USE. Only this diluent may be used to reconstitute the vaccine. Do not use diluents from other 
types of vaccine or from other manufacturers. Water for injection may NOT be used for this purpose. 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 cooled between +2: and +8: before 
reconstitution. Any opened container remaining at the end of a session must be discarded.

RECONSTITUTION AND VACCINATION
File the neck part of the BCG ampoule with the file provided with the pack for cutting the ampoule. Wrap 
the filed site with the sheet provided with the pack to prevent the vaccine from blowing out of the ampoule 
as the interior of the ampoule is kept vacuum, and then snap to break off the ampoule at the filed site. With 
a syringe, add the whole amount of saline diluent into the BCG ampoule (A file is not needed to break off 
the diluent ampoule). Give a few gentle shakes to the ampoule to ensure homogeneity of the suspension. A 
homogeneous suspension in a concentration of 0.5 mg per ml is now obtained. The vaccination site is about 
half way down the outer aspect of the upper arm. Do not vaccinate at the shoulder, nor revaccinate at a 
previously vaccinated site. Any volume of vaccine remaining in the container must be discarded.
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CONTRAINDICATIONS
Not Applicable.

WARNING AND PRECAUTIONS
To be used with FREEZE-DRIED GLUTAMATE BCG VACCINE (JAPAN) FOR INTRADERMAL USE only.

INTERACTIONS WITH OTHER MEDICAMENTS
Not applicable.

ADVERSE EFFECTS/ UNDESIRABLE EFFECTS
Not applicable.

INCOMPATIBILITIES
Not applicable.

STORAGE
The diluent should be stored and transported between 2: and 8:. The diluent should not be frozen. Vaccine 
and diluent should be transported together. 

PRESENTATION
The diluent in boxes of 10 ampoules or 100 ampoules each containing 1.0ml physiological saline 
accompanies all orders.

MANUFACTURER
JAPAN BCG LABORATORY
HEAD OFFICE  : 1-5-21 Otsuka, Bunkyo-ku, Tokyo 112-0012, Japan

Tel  : +81-3-5395-5583
Fax : +81-3-5395-5580

KIYOSE PLANT : 3-1-5 Matsuyama, Kiyose-shi, Tokyo 204-0022, Japan

PRODUCT REGISTRATION HOLDER
Eisai (Malaysia) Sdn Bhd,
Unit 701D, Level 7, Tower D, Uptown 5, No. 5, Jalan SS21/39, Damansara Uptown, 47400 Petaling Jaya, 
Selangor, Malaysia.

Date of revision
October 31, 2022
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