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Memorandum DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION

CENTER FOR DRUG EVALUATION AND RESEARCH

Date: February 17, 2016

From: Yichun Sun, Ph.D.

Application Technical Lead, Branch V

Division of New Drug Products II

Office of New Drug Products

Through: Moo-Jhong Rhee, Ph.D.

Chief, Branch V

Division of New Drug Products 11

Office of New Drug Products

To: CMC Review #1 of NDA 207154

Subject: Final Approval Recommendation for NDA 207154

At the time when the CMC review #1 was written, resolution of issues on Labels and

Labeling was pending.

Label/Labeling

On February 11, 2016, the NDA applicant submitted an amendment providing the

finalized mock up container and carton labels. Additionally, the applicant also agreed to

all the CMC changes made to the package insert. All the labels/labeling issues are now

satisfactorily resolved. The review of the CMC sections of the final package insert, and

mock up container and carton labels was conducted by Dr. Hitesh Shroff is attached

(Attachment - 1).

Recommendation:

The revised package insert and mock-up container and carton labels are acceptable from

the CMC perspective. Therefore, from the ONDP’s perspective, this NDA is

recommended for APPROVAL. An expiration dating period of 24 months is granted for

the drug product ofNDA 207154.

Application Technical Lead’s Assessment and Signature

The NDA is recommended for approval from quality perspective.
Dlgitally signed blechunSun -5

Yichun Sun, Ph.D. ' DN:c=US, o=U.S.

Application Technical Lead, Branch V Yl Ch u n «@3123?
Division ofNew Drug Products H S m=YIdIun Sun -S-un-S

092342192003m.100.1 .1
=1 300393310
Date: 2016.02.171421z13
-OS'00’

2/17/2016
 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


2

Attachment - 1 (Review of CMC Sections of the Finalized Labeling and 
Labels)
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I. Package Insert

(a) “Highlights" Section

EIGIIUGIITS Of PWGDTORMATION

MWdonothdndnllthehlomdon
needed to use ACZONE‘ Gel. 7.5% salely and
em. See mu preset-thug bun-ub- [or
ACZONE‘ Gel. 7.5%.

ACZONE' («lapse-e) Gel. 7.5%. [or topknl use
new ES. Approval: [’55

—'DOSAGE YORMS AND STRENGTHS—
Gel 7.5% (3).

(b) “Full Prescribing Information" Section

#3. Dosage Form and Strength

3 DOSAGE FORMS AND STRENGTHS

Gel. 7.5%. Each gram ofACZONE Gel, 7.5% calmns 75 mg ofdlpsone In In ofi-whne to yellow gel wnh
suspendedpamdes.

#1 l. Dggcriptjon

ll DESCRIPTION

ACZONE (dapsone) Gel. 7.5%. contents dapsone. a sulfone. m an aqueous gel base for toptcd dermatology:
use. ACZONE Gel, 7.5% is an off-white to yellow gel With suspended particles. Chemicmy. dapsone hes an
en‘puicll {mulls of C13H33N102$ It is a white or slighly yellow-white. ctystnllme powder that has a
molecular weight of 248.30. Dupsone‘s cheuncal name 15 4~[(4-ammobenzene) sulfonyl] nmhne and its
shuctunl fomula is:

wOwOm
Each gram of ACZONE Gel, 75%. contains 75 mg of dapsone, USP. in a gel ofdiethylcne glycol nmoedlyl
etha. methylpanbea acrylnmde/sodimn auyloyldmmhyl taunte copalymer. Isohexadecane. polysodante 80.
and punfied water.
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#16 How Supglied/storage and Handling

16 HOW SUPPLIED/STORAGE AND HANDLING

ACZONEGdismofi-whitewyeflawgdwnhsspmdedpufidahswmmm”
conhmingapdypupylmebofliemflnlfighdenmypolyefllylempistm

ACZONE (dlpsone) Gel, 7.5%, is mliedinme buowing sins:

NDC 0023-5206-30 30 gram puny

NDC 0023-5206450 60 gram pulp

NDC 0023-5206-90 90 gram puny)

Storage: Store at 20°C-25°C (68°F-77'F), exclusions pamimd to 15°C-30'C (59°F-86'F) [see USP Candied
Roan Tamenm]. Placed fi'om fueling.
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