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Site Master File

Validation Master File

Management Review

Internal Audit

CSV (Computer system Validation)
APR (Annual Product Review)

MMR (Master Manufacturing record Review)
BPR (Batch Production record Review)
SOP Index

Training Matrix

Mock Recall (Z|z=A X})

Job Description

D .

17

18

19

20

21

22

23

24

25

26

27

28

29

30

31

OTC Product Master list

NCR Master list

Deviation Master list

Complaint Master list

RAF (Rework Authorization form) Master list
0OO0S (Out of Spec) Master list

Change Control Master list

Calibration Master list

Approved Supplier List (ASL) _ PM, RM
External lab Audit Master list (Agreement)
Mixing Validation

C&S Validation

Filling Valiation

Bulk Hold Study

Warehouse Mapping (¥ &= )
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Environmental monitoring

Purified water system Validation (1Q/0Q/PQ)
Daily monitoring log sheet for Purified water
Weekly monitoring Purified water testing result
Accelerated stability

Long term stability

Daily Calibration (Internal)

Qualification lab employee

Pest control

Filter maintenance

Preventive maintenance plan (PM)

Mixer 1Q/0Q

Fillling Machine 1Q/0Q
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FDA & A}l (FDA inspections)

Inspectional Observation Data Sets
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-references/inspection-observations

Short Description

Long Description

Frequency

Procedures not in writing, fully followed

Investigations of discrepancies, failures

Absence of Written Procedures

Scientifically sound laboratory controls

Equipment Design, Size and Location

Cleaning / Sanitizing / Maintenance

The responsibilities and procedures applicable to the quality control unit a
re not [in writing] [fully followed]. Specifically, ***

There is a failure to thoroughly review [any unexplained discrepancy] [the
failure of a batch or any of its components to meet any of its specifications
] whether or not the batch has been already distributed. Specifically, ***
Your firm failed to establish [adequate] written procedures for production
and process controls designed to assure that the drug products have the id
entity, strength, purity, and quality that they are purported or represented
to possess. Specifically, ***

Laboratory controls do not include the establishment of scientifically soun
d and appropriate [specifications] [standards] [sampling plans] [test proce
dures] designed to assure that [components] [drug product containers] [cl
osures] [in-process materials] [labeling] [drug products] conform to approp
riate standards of identity, strength, quality and purity. Specifically, ***
Equipment used in the manufacture, processing, packing or holding of dru
g products is not [of appropriate design] [of adequate size] [suitably locate
d] to facilitate operations for its [intended use] [cleaning and maintenance
]- Specifically, ***

Equipment and utensils are not [cleaned] [maintained] [sanitized] at appro
priate intervals to prevent [malfunctions] [contamination] that would alter
the safety, identity, strength, quality or purity of the drug product. Specific
ally, ***
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Drug product component testing and vendor qualification is deficient.

For example, testing of glycerin from the supplier does not include analysis by your firm (nor is it reported as
conducted by your supplier) to demonstrate the absence of or that diethylene glycol and ethylene glycol meets
safety limits (glycerin is used as an ingredient in OTC drug with sunscreen). Additionally, there is no validation of
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Labeling materials are not stored separately with access to label storage limited to authorized personnel.

Labeling is stored openly in the warehouse with everyone working in the warehouse having potential access to
labeling (approximately 28 warehouse employees).
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a) Concerning Purified Water manufacturing (Purified Water is used as an ipgredicnt in manufacturing OTC drug
product and is used in drug process equipment cleaning), operating ranges for process paramelers are n(?t fully
established. such as determining and monitoring acceptable levels/ranges of pressures and flow for routine
production, in order to sufficiently validate and control this manufacturing process. For example, appropriate
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Specifically, when there is no scientific basis found for invalidating initial OOS results and no assignable cause for
the OOS is determined after Phase I and II investigations, procedures (SOP CMQP-1130) allow retesting of OTC
drugs, which permits reporting additional analyses that meet specifications as the final data. Thus, procedures
tolerate releasing retested material as an outcome of additional testing without a scientific basis for invalidating
original OOS results (No OTC products were reported as retested per this protocol).
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