Date of issuance: 17 July 2019

NOTIFICATION OF NON-COMPLIANCE

Notification no: NNC 002/2019

The following lot of FREEZE DRIED ~ GLUTAMATE BCG VACCINE
(MAL19872204AZ) produced—by. Japan 1 BCG ™ Labs, Tokyo, Japan, whose
numbers appear on the labels of the final' ¢ontainers, DOES NOT MEET the
requirements as below: [ <% AL

J | National requirement on Good Distribution Practice forColdCh:—un

\

National feﬁuirement 'o'""‘ Lot

Requirements f ork/jB CGVaccme [Amendment 201
Series, No. 979, 2013;Annex 3 .

% o

| 'No, of doses
/ per container

Lot Np bet | Explry datza ‘No. ‘of contalners
1646 30 September 2020 . 40000 | | 20

Signature:

Name of authorized person: DATINDR. FARIDAH/ARYANI BINTI-MD YUSOF
Director of National Pharmaceutical Regulatory Agency (NPRA)
Ministry of Health Malaysia

Date: 17 July 2019



