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INTRODUCTION
Risk management is one of the foundations of a pharmaceutical quality
system and is an integral part of the processesin a company. The purpose of
quality risk management is to provide evidence-based information and
analysis to make informed decisions and improve processes in the
pharmaceutical quality system.

The risk management process is an essential element for establishing a
proactive approach that will ensure continuity of operation and readiness of
the company to anticipate, detect and respond to negative impacts that have
the potential to prevent the execution of critical processesof the company,
achieving its goals and meeting the requirements of stakeholders for quality.

The risks managed by Alkaloid AD Skopje are integrated in all business and
production processes.

Risk and continuity management is under the authority of the Risk
Management, Crisis Management and Continuity Management Board, the
Risk and Continuity Management Team and the Heads of Organizational
Units / ProcessOwners.

Continuity management is established by the standard ISO 22301 Continuity
system requirements. The main elements according to which the process of
continuity of work is based are the following :

RISK MANAGEMENT PROCESS
Risk managmentfor identifying , analyzing and assessingwhether the risk
should be modified , eliminated or reduced to an acceptable level. 

WHEN TO USE RISK MANAGEMENT PROCESS 

RISK METHODOLOGY
All applicable methodologies described appropriately in the quality system can
be used for risk evaluation. Methodologies used and recommended in the risk
evaluation are:

CONCLUSION
Risk management is a part of the quality management processes,products and
pharmaceutical quality systems. The output/results of the risk management
process should be reviewed at least annually and take into account the
information from other processesas:
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TYPES OF RISK
The Strategic Risks and the Quality Risks (process operational and product -
specific risks):

RISK TRENDS
By continuously reviewing the risks, measures are taken to raise awareness,
readiness,management and maintenance of risks at an acceptable level.

BUSINESS CONTINUITY IN ALKALOID
Businesscontinuity plans that have been developed in Alkaloid AD Skopje are
related to IT security, pharmacovigilance, partners, pandemic, natural disasters
and others.

The pandemic has made us think much more deeply about the business
continuity process. We achieved the improvement of the process by
implementing the ISO22301 management system.

By implementing the continuity management system, we aim to attain the
following possibilities and benefits:

Risk management and Businesscontinuity system is implemented in Integrated
management system and organizational structure and strategy of Alkaloid
Skopje in order to improve all processesand achieving company goals.

RISK MANAGEMENT AND BUSINESS CONTINUITY IN AKALOID AD SKOPJE
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