800 SW Jackson St., Suite 1414

Topeka, KS 66612 Board of Pharmacy

Phone: (785) 296-4056
Fax: (785) 296-8420
pharmacy@ks.gov
www.pharmacy.ks.gov

Alexandra Blasi, Executive Secretary

Inspection Report: 1-02C Compounding

FaC|I|ty Name: Oswego Drug Store
Registration Number: 2-06649
Inspector Name(s): Christy Seufert
Date of Inspection: 8/24/26
Pharmacist-in-Charge: Steven Charles
Pharmacist(s) on Duty: Steven Charles

Sterile Compounding o Immediate o Category 1
Non-Sterile Compounding: BYes o No
Inspection performed: o Sterile m Non-Sterile

IMMEDIATE USE ([Not Applicable

|:| Aseptic techniques, procedures, and SOP’s

|:| Personnel training and competency
[ ] Administration begins within 4 hours
[ ] Labeling, as needed

Comments: g sterile compounding.

PERSONNEL TRAINING AND EVALUATION

o Category 2 o Category 3

Unassessed

|:| Personnel training and competency
|:| Personnel garbing and hygiene

|:| Aseptic manipulation

[ ] Media fill testing

|:| Gloved fingertip and thumb sampling

Comments:

Laura Kelly, Governor

o N/A

This report contains a representative, non-exhaustive list of items that may have been reviewed during an inspection. ltems checked under each section
were reviewed during the inspection; items not checked were not assessed or not applicable. The inspection is a snapshot of time, and this report
captures what was observed during the visit. References to laws and regulations may be found on the self-assessment form on the Board website.
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2-06649 Oswego Drug Store 8/24/26

FACILITIES |[Needs Improvement

Designated area
Facility design-cleanable, equipment, water sources, etc.
|:| Environmental control-pressure, ACPH, temperature, etc.

|:| PEC/SEC certification-airflow, HEPA filter, total particle count, ISO, smoke test, etc.

Comments: Compounding area / equipment needs to be cleaned. Expired medications, components, and compounded

products need to be removed.

HD prep area certified on 5/6/26 by Advanced 797.

MICROBIOLOGICAL AIR AND SURFACE MONITORING [Not Applicable

[] Viable air sampling

Surface sampling
Investigation/corrective action for exceeding action levels

Comments: N sterile compounding.

CLEANING, DISINFECTING & APPLYING SPORICIDAL DISINFECTANTS

[ ] Agents and supplies

Unassessed

E Decontamination, cleaning, and disinfecting procedures and documentation

Frequencies

Comments: Review USP 795 for cleaning requirements for July 1, 2027 implementation.

EQUIPMENT, SUPPLIES AND COMPONENTS |Needs Improvement

|:| Suitable equipment-calibration, maintenance, etc.
Suitable supplies-beakers, utensils, filters, syringes, etc.
Component-receipt, evaluation, selection, handling and storage, etc.

Comments: Component storage area needs cleaned, and expired components removed from stock.

Flavoring bottle present with label so faded that expiration date was not readable.
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2-06649 Oswego Drug Store 8/24/26

STERILIZATION AND DEPYROGENATION |Not Applicable

|:| Depyrogenation (if applicable)
Filtration sterilization (if applicable)
Steam heat sterilization (if applicable)

|:| Dry heat sterilization (if applicable)

Comments: N sterile compounding.

MASTER FORMULATION AND COMPOUNDING RECORDS |Needs Improvement

|:| Master formulation records
Compounding records

Comments: Results of quality control procedures not documented on some compounding records.
Review USP 795 for master formulation and compounding record requirements for July 1, 2027
implementation.

RELEASE INSPECTIONS AND TESTING [Unassessed

[] Visual inspection

|:| Sterility testing (if applicable)

[ ] Endotoxin testing (if applicable)

|:| Investigation/corrective action for OOS results

Comments: Review USP 795 for visual inspection requirements for July 1, 2027 implementation.

LABELS [Needs Improvement

Comments: Beyond use date on compounded products defaults to one year from date of dispensing and does not
reflect the assigned beyond use date of the compound.

BEYOND-USE DATES |Unassessed

|:| Assignment of appropriate BUD
|:| Testing performed (if applicable)-sterility, stability, endotoxin
|:| Documentation for establishing extended BUD (if applicable)

Comments: Review USP 795 for establishing BUDs for July 1, 2027 implementation.
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2-06649 Oswego Drug Store 8/24/26

USE OF MANUFACTURED PRODUCTS AND CSP’S AS COMPONENTS ([Needs Improvement

Appropriate component selection and sourcing
Compounded CSP’s as components
|:| Appropriate BUD assigned to multi-use containers

Comments: Food grade Always Save salt listed as component on compounding record.

STANDARD OPERATING PROCEDURES |Unassessed
Comments:

Review USP 795 for required SOPs for July 1, 2027 implementation.

QUALITY ASSURANCE AND QUALITY CONTROL [nassessed

[[] QA/QC program review

|:| Product release-sampling, testing, documentation of results, etc.
[ ] Recall procedure

[ ] Complaints

Comments:

HANDLING, STORAGE, PACKAGING, SHIPPING, AND TRANSPORT |Unassessed

|:| Controlled temperature area established and monitored, excursions defined
|:| Packaging materials protect products and components

Comments:

COMPOUNDING ALLERGENIC EXTRACTS

Not Applicable

Comments:
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