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DURING AN INSPECTION OF YOUR FIRM | OBSERVED;

OBSERVATION 1

There is a failure o thoroughly review 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, the finn failed to investigate the potency failures of Baclofen, Cyclobenzaprine HCI, Diclofenac Sodium, and/or
Lidocaine in three lots of CDBCL-A Cream (Lots 11112013@1, 01312014@)|, 04182014@5) as required by SOP 9.060,
“Product Quaranting, Storage, and Releasc” and SOP 1.030, "Deviations-00S8" . The Baclefen assay ranged from 84.0%-
R4.1%; the Cyclobenzaprine HC| assay was 88.0% for cach lot, the Diclofenac Sodium assayv ranged from 89.0%-90 3%, and
the Lidocaine assay ranged from 88.2%-89.0%. The firm’s procedures (SOP 9.150, "Non-Sterile Compounding Finished
Preparation Testing" and SOP 9.060, "Preduct Quarantine, Storage, and Release") require that finished product test results
conform to specifications but do not include the acceptance criteria However, SOP 9 140, "Non-Sterile Compounding
Process Vialidation", states the acceptance eriteria is as follows. "Potency testing must meel the defined acceptance criteria
documented in the UST monograpl. 1T there is no monograph [(SIECH

OBSERVATION 2
The written stability testing program is not followed.

Specifically, thoee e nn crability data 1o cuppart the enrrent REIDs af Q90 days assipned by the [irm ta the mﬂjnrily. of their
drug products including COBCL-A Crean, KBCGL-F Cream, DBCGL-1 Cream, and IDCTG Cream, SDPQ.U.‘!}L"!’:cya.nd-
Use Dating (BUD) of Compounded Preparations” requires that BUDs shall be assigned on current drug stability information

lie ahsence of stabilty informalion

OBSERVATION 3

I inf; 1 ' et - SR
Rateh production and control records do not include compleie information relating 1o the production and control of cach

balch

Specifically, the firm's farmula worksheets for CDBCI -A Cream, KBCGL-F Cream, DBCGL-H Cream, and 1DCT G Cream
do not include ¢t mplete information relate: to the prashction of the batch including accurate mixin tunes, the proeessing
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i in-process weight checks, visual inspections, correct lsheling, or the container used in
dispensing, SOF 9,040, "lonnula Workshcet', requires (he formula compounding worksheet include campounding
directions and [GYNEY 5. SOP 9.060, "Product Quaranting Storage, and Release", reguires that the
( )

SOP 9.150, "Nen-Sterile

OBSERVATICN 4

Written production and process control procedures are not followed in the exceution ¢f production and process contro)
functions and documented at the time of performance,

Specifically, the firm has failed 10 follow SOP 9,140, "Naon-Sterile Compeunding Process Validation® which requires JJGIE]
vatidation of the protcvicr vrece (T T S s AN 1

OBSERVATION &

The responsibilities and procedures appiicuble to the guality eontral unit are not fully followed,

Specifically,

The firm failed (v follow SOP 2.010, "The Quality Assurance Program"  For example, the compliance cantrol officer failed
1o assure that critical processes are validaled; pradaction of drug products is performed in accordance with established
procedures: records of each significant siep in the process are created/mamtained; deviations to procedures are investigated
and documented; equipment used is calibried/maintained in sccordance with procedures: and cleaning/sanitization of

I s Ui arcas i Sipiprsent are perlou e nined

OBSERVATION 6

Writien procedures are nol follnwed for the cleaning and maintenance of equipment. including uiensils, used in the
manufacture, processing, packing or holding of # drug product.

Specifically, the firm has failed 1o follow SOP 3,050, "Cleaning and Meintenance of the Non-Sterile Compounding Area” in
it they have no dacumentation of cleaning for the powder hood, countertops, sinks, or equipment/utensils used in the

production of drug products.
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OBSERVATION T

The calibration of instruments is not dare at suitable intervals in accordance with an established written progiam anc with
provisions for temedial action in the event accuracy andfor precision limits are not met

Specifically, the firm has failed to calibrate the balances used Lo weigh the active ingredients and perform in-
process weight checks for their drug products. Additlonally, they have no written procedures describing the requirements for
the calibration of the balances

OBSERVATION &

Procedures deseribing the handling of all wrirtan and ara) complaints regarding a drug product are not Tollowed,

Specilically,

The firm has failed (o follow SOP 5.030, "Complaint Handling", which requires that a "Customer Camplaint Reeord” 1s to be

initiated/documented for each complainl received. Additionally, there is no "Custorner Complaint Log" maintained as
required by this procedure.
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