
Date of issuancff 1O Oetober 2014

NOTIFICATIO}f OF NON-COMPLIANCE

![otlfication no: I[I{C {}$OU2O14

The foll*wing 1at *f HEPAVAX-GENE TF 2OMCG/I.OML {MAL19971313A}
produced by Berna Biotech Korea Corporation, South Korea, whose nrrmbers
appear on the labels of the final containers, DOES ISOT MEEt tJr.e

nts as below:

National reqrrirernerrt an Good Di*trihution Practise f*r Csld Chain

National requirement on Lot Summar5r Protocol Evaluation

Requirea"eats for Hepatitis B Vaccines Made by Recorrbinant I}$A
Techaiques, WHO Technical Repart Series, No" 786, 1989, Annex 2

Suhmission of evidence *f product destroy is conpulsory before 2 January 2015.
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tnt No

1434017

Signature:

Narne of authorized person:

Signature:

Expiry date

7 May 2*17

No- of containers

320

No. ofdoses
per container

1

Dirscsr fu r Pharff acy *egulatory
frl*tiranal Phamraceutical €ontral Bureau
Ministry ef Heakfi Malayria

10 October 2014


