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¥.Brand name ofthe product

¥.Personnel

-Personnelqualifications,experienceandresponsibilitiesofkey

qualitypersonnel

-TrainingProgramme

O.Buildingand facilities
-Administration and management
-Description ofmanufacturingareas
-Materialstorage and warehousing
-Laboratories
-Watersystem
-Cleaningand sanitation

#. Equipments
-Production layout by details
-Qualitycontrollaboratories

-R&D

-Maintenance
-Qualification, validationand calibration
-Cleaningand sanitation
¥.Documentation &Certificates
-Preparation revision anddistributionofdocuments

-Copiesofallofthe approvals&certificates
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-The list of the countries that these products have been

exportedto them

-Submitting the name and the country of the raw material

suppliersofthe factory.

A.Production
-Description ofthe production operation

-Handling of starting materials, packaging materials,

finishedProducts,quarantine, release and storage

-Handlingof rejectedmaterials
-In-Processsamplingproceduresand controls
-Final product samplingproceduresand controls
-Reprocessing

-Description ofgeneralpolicyforprocessvalidation
-Packaging

-Labeling

4.qualitycontrol and Halal Control
-Description ofthe qualitycontrolsystem and halal Control

-The list of instruments available in the quality control

laboratoryandcontrolduringprocessinglaboratory(ifapplied)

-Samplesattheblankformsusedindifferentstagesofthe

qualitycontrol

) +. Distribution, Complaintsand product recall
-distributionprocedure
-Handlingofcomplaintsand product recall
¥Y. Contract production andanalysis

-Assessment ofGMPcompliance ofthe contract

manufacturer

VY.Abriefexplanation ofthe monitoringthe site bythe

authoritiesofthe country.

VY. Decleration the operations could be interfere to halal issue
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Y. description ofmanufacturingprocessand

itsflowchart

Y. specification andstandardanalytical

usedforacceptance and release of

- List of all raw materials

-In —processcontrol

- Composition of finish product

Y. packagingmaterial

¥. Labeling

d. Stability

-Generaltestmethodology

-Specification andtestprocedure

-Storage testconditions

-Testingfrequency

#.Manafacturer and origin of all raw

materials

Y. List of all additives and manafacturer and origin

of all additives
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