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Committee representation (continued)
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Foreword

This Malaysian Standard was developed by the Working Group on Revision of MS 2424 —
Halal Pharmaceuticals- General requirements under the authority of the Industry Standards
Committee on Halal Standards.

Major modifications in this revision are as follows:

a)

b)

the title of this Malaysian Standard has been replaced with “Halal Pharmaceuticals -
General requirements;

» o«

incorporation of definition on “activated saccharide”, “adjuvant”, “carrier protein”, “cell
culture”, “filling lot”, “ non-halal”, “Halal competent authority”, “internal halal committee”,
“manufacturing area/facility”, “master cell bank”, “master seed lot”, “fatwa”, “Active
Pharmaceutical Ingredients (API)”, “API Starting Materials”, “buffer”, “excipients”, “growth
medium”, ‘“intermediates”, ‘“materials”, ‘preservatives”, ‘process aids”, “purified

polysaccharide”, “raw materials”, “sertu”,
cell bank” and “working seed lot”,

LT3 5

solvents” and “stabiliser’, “vaccine”, “working
amendment on clause “Quality management’ to “Halal pharmaceutical quality system or
quality management’,

amendment and improvement on clause “Management responsibility’;

amendment and improvement on clause “Manufacturing premise and equipment’;

amendment and improvement on clause “Halal Assurance System” to “Halal
Management System”;

amendment and improvement on clause “Production and storage areas” to
“Manufacturing and storage areas”;

amendment on clause “Production” to Manufacturing’;
incorporation of new requirements on “Transportation”;
incorporation of new requirements on “Synthetic materials”;

amendment and improvement on clause “Packaging materials” to “Packaging and
labelling”;

amendment and improvement on clause “Contract manufacture and analysis’ to
“Outsourced activities;

incorporation of new Annex B; and

amendment and improvement on various clauses for clarity.
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This Malaysian Standard cancels and replaces MS 2424:2012, Halal pharmaceuticals -
General guidelines.

Compliance with a Malaysian Standard does not of itself confer immunity from
legal obligations.

©STANDARDS MALAYSIA 2019 - All rights reserved \"



