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1. Name and address of the site:

Name:

" Address:

before by MOH):

Date of visit: Date of last visit (if the site has been visited

| Scope of assessment:

"Name of assessors:

Nam_c_-:;é—ﬁ(-i kind of products(Flow diagram of identified products must be attached):

Number of branches with their addresses:

to ENAJA countries ):

List of countries that products are exported (documents must be attached if the products export |

7 v[—ypgef -}3ackag?ﬂg:

Certificates & approval( copy of valid certifications must be attached):
1ISO14000
1SO17025
HACCP system
15022000:2005
IFS
BRC
CFS(Free sale)
FDA
Others

2. Facility, including:

Description of its size and nature of construction
®  Number of staff
* Amount and type of products made
® The company's quality policy

. The manufacturing facility:
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»  Floor plan, nature of construction, (i.e. type of building, is it open or closed construction, type of
walls), air quality and type of air filtration system if relevant.

* Method of cleaning relevant to the type of product, pest control program (if relevant).

Details of any other manufacturing activity carried out on site.

» Good quality photographs can be used to illustrate features, where appropriate.

4. Storage facilities:
» Brief description of the storage facility. _
* Procedures and facilities for quarantining incoming materials (both raw materials and finished
product) until approved for release.
e Procedures for quarantining and disposal of reject material.
* QA procedures for releasing both raw materials and finished product from storage and quarantine.
5. Sanitation:

» Description of cleaning and general hygiene procedures.
» Evidence of documented cleaning procedures, e.g. a copy of an SOP for cleaning.

6. Personnel issues:

*  Qualifications/experience of production manager and QC manager

¢  Staff training needs and what is done to address them.

* Personal hygiene and protective clothing needs relative to needs of the product and what is done to
address them., ]

7. Process water:

*  Quality required and steps taken to ensure that water quality meets those requirements.

 Ifthe required standard is water drawn from the domestic water supply, then that should be stated in
the specification for process water.

» Type of testing required if relevant, how ofien, evidence that it is done.

e Procedures for waste water filtration system

8. Equipment:

» Type of equipment used.
»  What steps are taken to ensure that it is correctly installed, regularly calibrated. maintained and

adequately cleaned.
*  Details of cleaning procedures and checks carried out on cleaning procedures to ensure that they are

adequate if different products are made in the same equipment.
*  Details of procedures for making sure there is no cross contamination from other parts of the facility.

9. Specifications:
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e Confirmation that written specifications for raw materials, intermediates and finished products as well
as packaging materials exist (these should be consistent with registration specifications).

» Examples of specifications should be provided (e.g. for representative raw materials and final
product).

1. Production procedures:

*  Procedures for checking that raw materials meet specifications.

*  Details of the production procedure; packaging and labeling procedures.

¢ Description of in-process quality checks (e.g. for unwanted micro-organisms such as wild yeasts,
moulds and bacteria) and quality tests on the finished product.

¢ Documented release procedures to ensure that finished product is not released until results of all
required tests are available and have been checked against release specifications.

e  Description of batch records kept which cover the process from starting materials to finished products.

« If different products are made in the same equipment, procedures for ensuring there is no cross-
contamination from the previous product of the product being made.
+ Documented procedures for implementing PMS program

11. Quality control procedures:
»  Evidence of quality control function that is related to production and marketing.
» Evidence that it is being implemented correctly.

e Documented change control procedures.
»  Ability to conduct required quality control checks.

12. Brief description of recall procedures, complaints handling procedures and selt-inspection procedures.
13. Documentation - all procedures must be documented and signed by the quality control manager.

Name & signature of Quality manager:

Name & signature of managing director:
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