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- SMF
- Recall Log/History
- Compliant log

- Annual Product Review for the product(s)
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IR. | Topic Specific Area | Document Requested
1 Pharmaceutical | Management | Procedure for handling of Changes
2 Quality System of Change | Sampled Change control records,
Control o -
3 List of Change Control from ---to ---
4 Management | Procedure for handling of Manufacturing Deviations
5 of Deviations | Sampled Manufacturing Deviation records,
o -
6 List of Manufacturing Deviation from ---to ---
7 Handling of | Procedure for handling of Complaints
8 Complaints | Records for sampled complaints,
o -
9 List of Complaints from---to ---
10 Risk Procedure for Risk Management Procedure
11 Management | One example of application of QRM
12 Self Procedure for self-inspection
13 Inspection Records ofast self-inspection performed
14 | Product Quality Procedure for PQR
15 Review PQR reports Index and status from YYY to ZZZ for all relevant
products manufactured
16 PQR Reports for the following
o -
17 Personnel Procedure for Personnel hygiene and health examination
18 Hygiene Procedure for Gowning for production personnel
19 Procedure for material management on Goods Receipt
20 | Warehouse and Good Receipt Records for ---
Material
Management
21 Pest Control Procedure for Pest control
22 Pest bait location map
23 Pest service records from ---to ---
24 Cleaning Procedure for premise cleaning and maintenance
25 Procedure for Product changeover
26 Cleaning limits / specifications for Product changeover
27 Cleaning records from ---to ---for:
o -
28 Procedure for cleaning validation
29 Cleaning Validation protocols
30 Cleaning Validation reports
31 Documentation Procedure on Documentation Management
Management
32 Production Master  |Master Production Log from ---to ---
Production
Log
33 Production |Production Schedule for ---
Schedule
34 Batch Complete set of Batch Production Records (BMR) for batch of
Production |--- (i.e. including issuance of starting materials, packaging
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records  |materials, dispensing, production, IPC and QC testing)

37| Batch Release Procedure for Batch Release
38 Completed Batch Release Checklist / Record
39 Re-processing Procedure for Re-processing or Re-work (if applicable)

and Re-work
40 QA/QC QC Procedure for handling of Out of Specification

Sampling,
testing and
release
41 Sampled OOS records
o -
42 List of OOS from ---to ---
43 Procedure for Retention/Reference sample management
44 Retention/Reference sample records
45 Test Method for ---
46 Test Specifications for =--
47 Stability  |Procedure for Ongoing stability studies
48  Outsourced Supplier  |Procedure for Supplier Management
Activities Management

49 List of Approved Suppliers
50 List of Supplier Complaints
51 Complaints and | Product Recall Procedure for Product Recall

Product Recall
52 Product Recall Index from ---to ---
53 Procedure for Product Defect Reporting
54 Record for sampled product recall notification, on --- (if any)
55 Process Equipment Qualification (IQ, OQ and PQ) for new equipment

Validation and or new QC testing instruments (If any)

Equipment

Qualification

56 Computer system validation protocol and report for newly
installed system, or major system upgrade (If applicable)
57 List of computer systems / sub-systems and their interface (If
applicable)

58 Last Process validation protocol and reports
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