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This document lists observations made by the FDA representative(s) during the inspection of your facili-
ty. They are inspectional observations, and do not represent a final Agency determination regarding your
compliance. If you have an objection regarding an observation, or have implemented, or plan to imple-
ment, corrective action in response to an observation, you may discuss the objection or action with the
FDA representative(s) during the inspection or submit this information to FDA at the address above. If
you have any questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1

Written records of investigations into unexplained discrepancies do not always include the conclusions
and follow-up.

Specifically, your firm has received multiple complaints relating to the quality of your ®® cap-

sule products. Although your firm conducted investigations into the manufacturing process, your inves-
tigations did not arrive at the actual root cause to take the appropriate corrective actions. For example,
the following complaints were related to the sticking together of your(bm) capsules within your
firm’s product bottles.

Complaint Number | Product Name Nature of Complaint
ODF/MC/2016/106 |~ Capsules USP®® | Capsules sticking together
mg
ODF/MC/2015/103 |0 Capsulesmw mcg Capsules were sticking / melting together
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ODF/MC/2015/120 2% Capsules. " mcg Capsules sticking / lumping
ODF/MC/2016/072 Capsules  mcg Capsules were sticking / melting together
ODF/MC/2016/077 Capsules  mcg Capsules stuck together
ODF/MC/2016/085 | Capsules®@ mg | Capsules stuck together
ODF/MC/2016/086 Capsules  mg Capsules stuck together
ODF/MC/2016/090 Capsules  mg Capsules stuck together
ODF/MC/2016/101 Capsules  mg Capsules stuck together
ODF/MC/2016/108 Capsules  mg Capsules stuck together
ODF/MC/2015/104 (;)(::) Capsules USP Capsules were stuck together
mg
ODF/MC/2016/045 “;:::) Capsules USP | Capsules were stuck together
mg

Despite receiving these quality related complaints you did not extend your investigation to evaluate if
the quality measures taken during the step represent the entire batch.
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OBSERVATION 2

Samples taken of in-process materials for determination of conformance to specifications are not repre-
sentative.

Specifically, there is no scientific rationale or data to support the sampling plan your firm uses for test-

ing the®® capsules in®® on®®@ Furthermore, your
manufacturing batch record directions are inadequate in that they only specify that operators are to take
samples from®® ind that your operators collect only a total of & capsules per

. . 4 . . .
O for @@ testing, even though each® contains ™ According to your tirm’s Chief
® @

Operating Officer each of the®® contains approximately capsules.
The following US marketed e capsules that are”®

o« 0@ Capsules USP ®% ng

o« DO Capsules®“mg

. D@ Capsulesm @ e

. 06 Capsules USP e mg
OBSERVATION 3

There are no written procedures for production and process controls designed to assure that the drug
products have the identity, strength, quality, and purity they purport or are represented to possess.

: . . . 1 (B)@) . () (4) .
Specifically, your firm has either failed to establish hold times or where n0ld times have
been established the batch sizes for the hold time studies do not represent those of commercial batches.
Furthermore, the batch sizes are not justified for the®®  hold time studies that your firm did conduct.
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For example,

. 1 B@) ; ) '
ish hold times for the following commercial drug products:
Tablets ®®ng 2® o @

[ablets gg me /0@ mg o o /(b)(J)mg ’(b)(4)mg)

a) You have failed to establ
., D@

(b) (4)

: () @)
o@ @ ©) @)
®) @) ! g B8/ ) ) 4) ) o @ () 4) ® ®) @)
o [ablets mg / mg/  mg/ mg /4 mg
oy ®) @)
ey Tablets, USP ®® mg / ng)
b) The following are examples of products intended for the US market where your firm has con-
ducted®® hold time studies using batch sizes which do not represent commercial batches:
Drug Product Name Commercial Quantity used for
Batch Size of [ Hold Time
4
the' Study
) @) “ablets USP ®@ 'mg) ) @)
B [ablets, USP ((bm) mg)
B Tablets ng)
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