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Definitions and abbreviations:
GMPs


: 
Good Manufacturing Practices
HACCP

: 
Hazard Analysis and Critical Control Point
QMS


:
Quality Management System

SOPs


:
Standard Operating Procedure (s)

References

· ISO 22716:2007 Cosmetics — Good Manufacturing Practices (GMP) — Guidelines on Good Manufacturing Practices

· Food Safety Management: Requirements for a Food Safety System based on Hazard Analysis and Critical Control Point (HACCP) 
ASEAN Cosmetic Documents Appendix V – ASEAN Guidelines for Cosmetic Good Manufacturing Practice

· 1. INTRODUCTION
	In this Section provide an introduction of your organisation and outline the principle of management’s commitment to the development and implementation of Good Manufacturing Practices (GMPs).
This could include:

· Nature of business

· Scope of products

· Target customers

· Commitment to quality statement

Organisational chart showing positions within the organisation responsible for food safety




2. QUALITY POLICY STATEMENT AND SCOPE

	In this section document the quality policy statement for your company. 

Describe the scope and purpose of the Good Manufacturing Practices (GMPs).




3. PRODUCT DESCRIPTION AND INTENDED USE
Complete details for each product you manufacture as well as a hazard analysis of the process steps. Use the hazard analysis worksheet provided. 
	Product Name 
	

	Ingredients used/composition
	

	Form
	

	Packaging
	

	Shelf Life
	

	Storage and Transport
	

	Intended Use
	

	Consumer
	


4. PERSONNEL
4.1 Organization chart

Complete details of your organization chart. 

4.2 Key responsibilities
Key roles, responsibilities, authorities for personnel are assigned, communicated, understood and that personnel receive relevant Good Manufacturing Practices as per the standard operating procedure (SOP-01-Personnel and Training). XXX Cosmetics Manufacturing employs only staff who has the required technical, skill, experience and education so that the staff are capable to perform their duties effectively. All the functional managers shall have the relevant formal education. 

All new staff will undergo 3 months’ probation. During the probation period, the non-managerial staff will have to work under the mentorship of an experienced staff assigned by the department manager.

Staff whose work could impact upon the quality of the product produced shall be given trainings on the understanding of GMP principles and requirements as well as the relevant SOPs and work instructions.

All personnel that access production, control and storage areas as well as handle materials whether in-process or finished products are required to adhere to good hygiene practices as stipulated in (SOP-02- Personnel Hygiene and Health).

5. PREMISES
The manufacturing plant of XXXX is constructed with the appropriate designs and measures to avoid cross contamination, materials/products mix-up and difficult cleaning. The plant shall have adequate space to facilitate orderly storage, logical personnel flow, material flow and equipment flow.
The production environment shall be equipped with the appropriate facilities such as changing room, laboratory, sampling room and weighing room. Segregated areas shall be allocated for the storage of materials or products that are rejected, returned or under quarantine. A standard operating procedure (SOP-03-Premises) is maintained. 
6. EQUIPMENT
Only GMP designed equipment shall be used in the manufacturing plant. The production equipment shall be constructed with stainless steel. They shall allow for easy cleaning and sampling during the production process.
The production equipment is subject to installation qualification (IQ), operation qualification (OQ) and performance qualification (PQ) before they are commissioned for use. Every equipment shall be labelled with an identification number. An equipment log with information such as date of use, product manufactured, batch of manufacture and date of cleaning, shall be maintained. 
Equipment and its support system shall be subject to regular service/ maintenance by the in-house technicians or external qualified companies as per (SOP-04- Maintenance of Equipment).
All measuring instruments regardless of whether they are used as a stand-alone instrument or form part of the equipment, shall be subject to calibration at a frequency which is in line with the recommendation of the equipment manufacturer. Calibration records forms shall be maintained according to (SOP04- Form03 Calibration Status of Instrument and Equipment).
7. RAW MATERIALS AND PACKAGING MATERIALS
All raw materials and packaging materials that are purchased should meet defined acceptance criteria relevant to the quality of finished products as per (SOP-05- Handling of Raw Materials and Packaging materials)

8. PRODUCTION
The manufacturing facility is equipped with a water system, which provides purified water for use in manufacture of cosmetics. The microbiological and chemical quality of the water shall be monitored on a regular basis. The purified water generated shall conform to the USP standards. 
Only materials with verified and traceable quality shall be used in the production. All starting materials including the packaging materials shall be sampled, checked or tested to confirm their compliance with the required standard and established specifications according to the (SOP-05- Handling of Raw Materials and Packaging materials).

Each material used in the manufacture shall be measured/weighed using calibrated measuring instruments. Materials/products that do not meet the established specifications shall be rejected. Re-work of reprocessing of a failed batch shall be authorised by the Quality Control Manager. The relevant procedures are described in the (SOP-09- Treatment of product that is out of specification).

The products manufactured shall be labelled with a batch number and expiry date. A batch numbering log shall be maintained to facilitate the issue of correct batch number to a new production batch. All manufacturing shall be conducted according to the (SOP-06- Production of Products).
9. FINISHED PRODUCTS
All finished products shall be approved by Quality Control Manager prior to release. Products release, storage, shipment and returns shall be managed in a manner so as to maintain the quality of finished products as (SOP-07- Handling of Finished Products).
10. QUALITY CONTROL LABORATORY
Quality control laboratory is responsible for ensuring that the necessary and relevant controls, within its activity, are carried out for sampling and testing so that materials are released for use and products are released for distribution or shipment, only if their quality fulfils the required acceptance criteria. 
Quality control laboratory activities are performed in accordance to approved specifications, sub-contracted to an accredited external laboratory. A standard operating procedure (SOP-08 Quality Control Laboratory) is maintained. 

11. TREATMENT OF PRODUCT THAT IS OUT OF SPECIFICATION
Finished products, materials that are rejected and reprocessed shall be identified and controlled to prevent their unintended use or delivery.
A standard operating procedure (SOP-09- Treatment of product that is out of specification is maintained. Rejected finished products and material is controlled as per the (Disposal of Non-conforming Product-GMP SOP05- Form 02).
12. WASTES
Waste can generated from production and quality control laboratories activities. Waste generated is identified, handled and disposed-off to ensure it does not affect the quality of the product. Wastes is disposed of in a timely and sanitary manner as per (SOP-10- Handling Storage and Disposal of Wastes).
13. SUBCONTRACTING
A written contract or agreement should be established, mutually confirmed and controlled between the contract giver and the contract acceptor covering subcontracted activities. The objective of this step is to obtain a product or service that complies with the defined contract giver requirements. A standard operating procedure (SOP-11- Managing of Subcontracted Activities) is maintained. 

14. DEVIATIONS
Deviations occurring in the production process should be identified, investigated and correction action implemented. A standard operating procedure (SOP-12- Managing of Deviations) is maintained.
15. PRODUCT COMPLAINTS AND RECALL
Any product complaints and recalls should be followed-up, investigated and corrective action implemented as required. A standard operating procedure (GMP SOP-013- Product Complaints and Recall) is maintained.
16. CHANGE CONTROL
Changes that could affect the quality of product should be approved and performed by authorized personnel on the basis of sufficient data. Change controls related to but not limited to regulatory analytical methods and specifications, SOPs, Product formulae, manufacturing instructions, cleaning procedures, and equipment. A standard operating procedure (SOP-014- Change Control) is maintained.
17. INTERNAL AUDIT
Internal audit shall be carried out periodically at least twice a year to ensure the QMS is implemented and maintained properly as per (SOP-15- Internal audit).

The Quality Control Manager must ensure the internal audit is carried according the (GMP SOP015- Form 01 Annual Internal Audit Calendar). The audit team shall comprise of all the relevant key personnel. 
The audit team shall identify the QMS non- compliances and ensure that the relevant departments carry out the necessary investigation, corrective as well as preventive actions. Audit findings will be recorded and captured as per (GMP SOP015- Form 02 Internal Audit Findings Notification).

18. DOCUMENTED INFORMATION AND RECORDS
Relevant documentation should be available, updated and made available as required by Good Manufacturing Practices (GMP) guidelines and Hazard Analysis and Critical Control Point (HACCP) principles. A standard operating procedure (SOP-016 Documented information and Records) is maintained.
The quality system documents are established according to the following 3 levels:

	Level
	Document
	Definition

	1
	Quality Manual based on Good Manufacturing Practices (GMP)/HACCP requirements
	Overview of GMP guidelines, including food safety management  requirements based on HACCP principles are guidelines.

	2
	Standard Operating Procedures (SOPs)
	Describes the activities performed according to the  ISO 22716:2007 Cosmetics-Good Manufacturing Practices (GMP)- Guidelines on Good Manufacturing Practices/HACCP

	3
	Forms (Documented Records)
	Forms, other documents that require maintain of records, evidence and ensure compliance to GMP and HACCP requirements. 
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