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INDEX OF STANDARD OPERATIONAL PROCEDURES

SEE SOP FILE A - GENERAL INFORMATION

A/001/1
A/001/2
A/001/3

A/001/3.1

A/001/4.1
A/001/4.2
A/001/4.3
A/001/4.4

A/001/4.6
A/001/4.7
A/001/4.8
A/001/4.9
A/001/4.10
A/001/4.11
A/001/4.12
A/001/4.13
A/001/4.14
A/001/4.15
A/001/5.1
A/001/5.2
A/001/5.3

-Logo
-Aim (Letterhead)
-Status Label For Raw Material, printed
Material, Final Products and Equipment
-Labels to Indicate Material Sampled,
Rejected or Returned and those to be
Reworked or Destroyed.
-Organogram
-List of approved signatures
-File: Registration Documents
-List of Suppliers
List of Suppliers (Raw Materials)
List of Suppliers (Empty Capsules)
List of Suppliers (packaging Materials)
-List of Printers
-Raw Materials List
-Packaging Material List
-Printed Material list
-Machinery and Apparatus
-List of Punches (Tablet Machines)
-Organization and Management
-Quality Assurance Structure
-List of empty capsules.
-previous batch numbers used by Biomox
-Job description: Responsible Pharmacist
-Job description: Desighated Deputy
-Job description: Operator
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A/001/5.4 -Job description: Quality Assurance
A/001/5.5 -Job description: Production Manager
A/001/5.6 -Job description: Quality Control
A/001/5.7 -Approval Of Formula
A/001/5.8 -Grievance Procedure
A/001/5.9 -Product final release - QA
A/002/6.1 -Training of personnel
A/002/6.2 -Training protocol
A/002/6.3 -Log: Training Session Attendance
A/002/6.4 -Training Effectiveness Checks
A/002/7.1 -Health Policy
A/002/7.2 -Health Profiles
A/002/7.3 -Log: Health Report
A/002/7.4 -Health Assessment attendance Log
A/002/7.5 -First Aid Assistance
A/002/7.6 -First aid Marshalls
A/003/8.1 -Self-Inspection Audit
A/003/8.2 -Third Party Inspection Audit
A/003/8.3 -Observation Check List
A/003/8.4 -File: Self-Inspection Audits
A/003/8.5 -Inspection Form-Contract Inspector
A/003/9.1 -Analytical Control Laboratory Audit:

Observation
A/003/9.2 -Printers Audit: Observation
A/003/9.3 -File: Contractor Inspection Audits
A/003/10 -In-Process Spot Checks
A/003/11.1 -Example of third Party Contracts
A/003/11.2 -File:Third Party Contracts
A/003/12.1 -Advertising Control

A/003/12.2 -Log: Advertising Control Procedure
A/003/12.3 -File: Advertising Guidelines
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A/003/12.4 -File: Ethical Rules
A/003/12.5 -File: Pharmacy Guidelines
A/003/12.6 -File: Code Of Practice
A/003/13.1 -Complaints File
A/003/13.2 -Technical Complaint Reaction
A/003/13.3 -Clinical Complaint Reaction
A/003/14.1 -Recall Procedure
A/003/14.2 -Log: Recalled Stock
A/003/14.3 -Procedure: Recall Communication
A/003/14.4 -Example of Recall letter
A/003/15.1 -Returned Goods procedure
A/003/15.2 -Log: Returned Goods
A/003/16.1 -Rejected Goods Procedure
A/003/16.2 -Log: Rejected Goods
A/003/16.3 -File: Destruction Certificates
A/003/17.1 -Re-Process Procedure
A/003/17.2 -Re-work Procedure
A/003/18.1 -Reporting of Deviations & Trend Analysis
A/003/18.2 -Deviation Report
A/003/18.3 -Log: Trend Analysis
A/003/18.4 -Distribution Control of Trend Analysis logs
A/003/18.5 -Log: Trend Analysis Distribution
A/003/19.1 -MBR1 Documentation/Master
Manufacturing Document
A/003/19.2 -List of Copies
A/003/19.3 -File:Compliance with MBR1 Documentation
Check
A/003/20.1 -Equimmune-Packaging Specification check
List (Equimmune A & B)
A/003/20.2 -Process Validation Programme of

Equimmune Capsule
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A/003/21 -Policies:
A/003/22.1 -Creation and Updating of SOP Procedures
A/003/22.2 -List of SOP Document (file A, B, C & V)
Distribution
A/003/22.3 -Distribution Control of Master Documents
And Copies
A/003/22.4 -Log: Certified Copy Distribution (copies of
SOP's)
A/003/23.1 -Good Housekeeping Procedures
A/003/23.2 -Log: Good Housekeeping Procedures
Control
A/003/24.1 -Maintenance Program
A/003/24.2 -Log: Equipment Maintenance
A/003/24.3 -Log: General Maintenance
A/003/24.4 -Problem/Breakage report form
A/003/25.1 -Cleaning procedures of Apparatus and
Areas
A/003/25.2 -Log: Equipment Cleaning
A/003/25.3 -Log: Area Cleaning
A/003/25.4 -Cleaning of Door Mats
A/003/25.5 -Cleaning of Sticking Mat
A/003/25.6 -Cleaning of Cleaning Apparatus
A/003/25.7 -Air Conditioner
A/003/25.8 -Central Air Conditioning Unit
A/003/25.9 -Cleaning of the Air Conditioner

A/003/25.10 -Cleaning of the Central Air Conditioning

Unit

A/003/25.11 -Log: Cleaning of the Air Conditioner
A/003/25.12 -Electrostatic Extractor

A/003/25.13 -Cleaning of the Electrostatic Extractor
A/003/25.14 -Control of the Hoist
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A/003/25.15 -Cleaning of the Hoist

A/003/25.16 -Cleaning of the Floor Polisher

A/003/25.17 -Wash Bays

A/003/25.18 -Cleaning of Vacuum Cleaners

A/003/25.19 -Labelling of containers containing
Decanted cleaning solutions

A/003/25.20 -Cleaning of Filters

A/003/26.1 -Rodent and Insect Control

A/003/26.2 -Certificates: Pest Control

A/003/26.3 -Log: Insect and Rodent Control

A/003/26.4 -List of positions of where Rodent bait
Stations are places in the manufacturing
Plant.

A/003/27.1 -Temperature Control

A/003/27.2 -Log: Temperature

A/003/27.3 -Thermometers and their placement

A/003/27.4 -Log: Temperature Mapping

A/003/27.5 -Daily temperature Checks: Personnel
Responsible

A/003/27.6 -QC of airflow, relative humidity,
Temperature

A/003/27.7 -Log: QC Check

A/003/27.8 -List of Thermometers

A/003/27.9 -Calibration of Thermometers

A/003/27.10 -Thermometer Calibration Log

A/003/27.11 -Thermometer Calibration records

A/003/28.1 -Waste Disposal

A/003/29.1 -Protective clothing in the Manufacturing
Plant

A/003/29.2 -Dust masks with replaceable Cartridge
Filters
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A/003/29.3 -Log: Replacing Cartridge Filters of Dust
Masks
A/003/29.4 -Cartridge Suppliers Information Leaflet
A/003/29.5 -Hand Washing and Hygiene in the
Manufacturing Plant
A/003/29.6 -Personnel change room
A/003/30.3 -File: Representative Stock Register
A/003/31.1 -Intermittent Breathalyser test
A/003/31.2 -Breathalyser test report



