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This document lists obeervations made by the FDA wepresentative(s) during the inspection of your facility. They are inspectional
abservations, end do not represent a final Agency determunation regarding vour compliance, i you bave an objection regarding an
observation, or have implemented, or plan to implement, correstive action in response Lo an observation, you may discuss the objection or
action with the FDA rapresentativeds) during the inspection of submil this infermation to FDA at the sddress above, [f you have any
questions, please centact FDA at the phone number and addeess above.

DURING AN INSPECTION OF YOUR FIRM { OBSERVED:

OBSERVATION 1
Aseptic processing areas are deficient regarding the system for monitoring environmental conditions.

Specifically,

a) Surface and air monitoring i$ not performed of the IS0 § environment {room and laminar flow hood) each day sterile
drug products are produced. As stated in your procedure, 1114-02, Air and Surface Sampling, "Air sampling for viable"
and non-viable "organisms (bacterial and fungal) shall be performed on a (B) (4)  basis™.

b} Pressure differentials are not monitored between the ante room (180 7) and the clean room (ISQ 5} and betwoeen the ante
room {ISC 7} and the non-classified area due to the absence of pressure gauges. Your procedure, 1] 14-G4, Cleanroom
and Anteroom Activities and Specifications, states " (b) (4)

(b) (4)

e} There is no evidence to show airflow has constant pressure in the ante room with sink located just outside the clean room

{150 5).
g} Certification of the 180 § environment docs not occur snder dynamic conditicns.
e} 1observed air gaps of approximately 1 at botiom of doors te the ante room and from the ante room to 18O § room.

*HETHIS IS A REPEATED OBSERVATION ¥*#

OBSERVATION 2

Clothing of personne! engaged in the manufacturing, processing, and packing of drug products is not appropriate for the
duties they perform.

Specificaily, employees were observed 10 wear non-sterile lab coats {net full gown/bunny suit), masks, head covers and
boaties while producing sterile drug products. Clothing used does not cover neck or forehead of employee during aseptic
operations. In addition, an employee was observed not wearing a beard cover during the production of sterile drug products
on September 15, 2015,
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OBSERVATION 3

Procedures designed to prevent microbioiogical contamination of drug products purporting ta be steriic are not established,
wrilten, and followed,

Specifically,

ajy Media fills do not simulate actual production guantities. Currently, your media fills and written procedure, 0415-01 only
requires (b) (4)

b) Ialso observed personnel engaged in operations in the aseptic progessing area on September 15, 2015 reach over filled
pre-stoppered vials to fil} other vials behind the filled pre-stoppered vials. The sleeve of the non-sterile gown wouid
touch the top of filled pre-stoppered vials during this process.

c} Filled pre-stoppered vials are not sealed in a classified area immediately afier filling. (B) (4) batches of filled pre-
stoppered vials remained in plastic totes vhsealed and unlabeled for up 1 (B) (@) in an area not monitored for
temperature or humidity. '

OBSERVATION 4

Aseptic processing areas are deficient regarding the sysiem for cleaning and disinfecting the room and equipment to produce
aseptic conditions.

Specifically,
a} You use non-sterile wipes to clean the ISO 5 equipment, laminar flow hood and room (b) (4)

b) You have not performed disinfectant effectiveness testing,
¢} Your procedure, Cl, does not include contact times and a schedule of cleaning.

OBSERVATION 5

Drug products do not bear an expiration date determined by appropriate stability data to assure they mest applivable
standards of identity, strength, quality and purity at the time of use.

Specifically, you assign a one vear "Discard by” date on all of your products. This date was determined alter analyzing for
sterility on (D) (4) at the "Diiscard by" date and lacked potency and stabitity data. You have no written stability
program for determining the bevond-use-date of one vear you assign.

**4THIS 1S A REPEATED OBSERVATION #*+
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OBSERVATION 6

There is a failure 1o thoroughly review the fatlure of a baich or any of its components to meet any of its specifications
whether or not the batch has been already distributed.

Specifically,

a) You did not conduct an investigation into lot LE/Q50815 of Lipo-Den Extreme when the potency resuits indicated
two ingredients did net meet your potency specification of (B) (4)%;. This lot was released and distributed by the
firm.

b}  Your investigation did not extend 1o other batches of the same drug products for the sterility test failures of lot
LPAEIOIS for Lipo-Plex and lot LE/G§1315 for Lipo-Den Extreme.

¢} You did nat foliow your proceduare, 1114-06, Qut-of Specification-investigations that states, "H any of the initiaf test
vahues fal] outside the pre-established specifications, a Laboratory Investigation must be initiated and documented”.

***THIS IS A REPEATED OBSERVATION ***

OBSERVATION 7

There is a lack of written procedures deseribing in sufficient detail the receipt, identification, storage, aad examination of
labeling and packaging materials,

Specificaily, vou do not have & written procedure that explains the receipt, identification, sterage and examination of finished
product labels pripr to use nor do you document the examination of izbels against & label proef to verify the accuracy of the
fabel.

OBSERVATION 8

Compiaimn procedurss are deficient in that they do not include provisions that allow for the review to determine if the
complaints represent serious and uncxpected adverse drug experiences which are reguired to be reported to FDA.

Specifically, your complaint or recall procedures do not inglude directions for defining an adverse eveut or serious adverse
event or what steps you will take if 2 complaint involves an adverse event,
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OBSERVATION 9

The labels of some of vour outsourcing facility's drug products do not include information required by section
503B(=)(10)(A) and (B}

Specificaliy,

The following information i not found on some of your drug product labels, as required by seciion 503BRY10XA):

The staternent, "This is a2 compounded drug ™

The full address of the outsourcing facility.

The dosage form of the product.

The statemeny, “Not for resale,” and i the drug is dispensed or distributed other than pursuant to a prescription for
an individual patient, the statement, “QOffice Use Only."

el

The following information is not found on or in the containers for some drug products you produce, as deseribed in section
503B(@)( V0B
. Information to facilitate adverse event reporting: www.fda povimedwatch and L-800-FDA- 1088
<htg/hwww fda govimedwarch%20and%4201-800-FDA- 1088

Examples of drug product labels that do not contain this information include;
Lipo-Den Bxtreme 30ml, Pyridoxine 100 mg/mi, Lipo-Plex 30mL, Lips-B 30 mL, Lipo-Den Plus 30 mi,
Cyanocobalamin 1000 meg/mL in 30 mL, Methylcobalamin 30 mL, Lipo-Den 30 mL, Hydroxocobalamin 3¢ mL, Lipo-
Den Max 30 mlL, Rodex 30 ml, Adeno-Plex 30 mL, Methyl-Plex 30 mL

OBSERVATION 10

Your outsourcing facility has not submitted product reports to FDA as required by section 593B(b)(2)(A).

* DATES OF INSPECTION:
097157201 5{Tue), 0V 16201 3{Wed), 09/87/201 5(Thu), 09/23/2015(Wed)
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The cbservations of abjectionable conditions and practices listed
on the front of this form are reported:

1. Pursuant to Section 704(b) of the Federal Food, Drug and
Cosmeatic Act, ar

Z. To assist firms inspected in complying with the Acts and
reguiations enforced by the Food and Drug Adrainistration

Section T04(b) of the Federal Food, Drug, and Cosmetic Act {21
USC 374(b)) provides:

"Upon completion of any such inspection of a factory,
warehouse, consulting laboratory, or other establishiment, and
orior to leaving the premises, the officer or employee making the
inspection shall give to the owner, operator, or agent in charge a
report in writing setting forth any conditicns or practices
observed by him which, in his judgement, indicate that any food,
drug, device, or cosmetic in such establishment (1) consists in
whole or in part of any filthy, putrid, or decomposed substance,
of {2) has been prepared, packed, or held undsr insanitary
conditicns whereby it may have become contaminated with filth,
or whereby it may have been rendered injurious to health. A
copy of such report shall be sent promptly to the Secretary.”






