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APPROVAL LETTER 
 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993

ANDA 065488/S-002 and S-003

CHANGES BEING EFFECTED/
PRIOR APPROVAL SUPPLEMENT

 APPROVAL

Lupin Pharmaceuticals, Inc.
U.S. Agent for Lupin Limited
111 South Calvert Street
Harborplace Tower, 24th Floor
Baltimore, MD 21202
Attention: Sudhir Kaushal

     Director, Regulatory Affairs

Dear Sir:

This is in reference to your supplemental abbreviated new drug applications (sANDAs) dated 
and received July 25, 2016 (S-002) and March 16, 2017 (S-003), submitted pursuant to section 
505(j) of the Federal Food, Drug, and Cosmetic Act (FD&C), regarding your abbreviated new 
drug application (ANDA) for Azithromycin for Oral Suspension USP, 300 mg (100 mg/5 mL) 
and 1200 mg (200 mg/5 mL) Bottles.

Reference is also made to any amendments submitted prior to the issuance of this letter.

These supplemental ANDAs, submitted as “Changes Being Effected” and “Prior Approval 
Supplement,” provide for:

S-002 (CBE-0):  Revised labeling to be in accordance with the reference listed drug.

S-003 (PAS): The merge of information from tentatively approved ANDA 202793 to 
approved ANDA 065488.

We have completed our review of these sANDAs, as amended, and they are approved.  

In addition, we are today changing the therapeutic equivalence (TE) evaluation code for your 
product in FDA’s Approved Drug Products with Therapeutic Equivalence Evaluations (the 
Orange Book) from “BX” to “AB.”

We remind you that you must comply with the requirements for the approved ANDA described 
in 21 CFR 314.80-81.
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ANNUAL FACILITY FEES

The Generic Drug User Fee Amendments of 2012 (GDUFA) (Public Law 112-144, Title III) 
established certain provisions with respect to self-identification of facilities and payment of 
annual facility fees.  Your ANDA identifies at least one facility that is subject to the self-
identification requirement and payment of an annual facility fee.  Self-identification must occur 
by June 1 of each year for the next fiscal year.  Facility fees must be paid each year by the date 
specified in the Federal Register notice announcing facility fee amounts.  All finished dosage  
forms (FDFs) or active pharmaceutical ingredients (APIs) manufactured in a facility that has not 
met its obligations to self-identify or to pay fees when they are due will be deemed misbranded. 
This means that it will be a violation of federal law to ship these products in interstate commerce 
or to import them into the United States.  Such violations can result in prosecution of those 
responsible, injunctions, or seizures of misbranded products.  Products misbranded because of 
failure to self-identify or pay facility fees are subject to being denied entry into the United 
States.  

The Electronic Common Technical Document (eCTD) is CDER’s standard format for electronic 
regulatory submissions.  Beginning May 5, 2017, ANDAs must be submitted in eCTD format 
and beginning May 5, 2018, drug master files must be submitted in eCTD format.  Submissions 
that do not adhere to the requirements stated in the eCTD Guidance will be subject to rejection.  
For more information please visit: www.fda.gov/ectd. 

Sincerely yours,

{See appended electronic signature page}

For Vincent Sansone, PharmD
Acting Deputy Director
Office of Regulatory Operations 
Office of Generic Drugs 
Center for Drug Evaluation and Research



Priya
Shah

Digitally signed by Priya Shah

Date: 8/24/2017 06:24:18AM

GUID: 5256c7080002b0e78814870319c70608
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SUPPLEMENT LABELING REVIEW
Division of Labeling Review

Office of Regulatory Operations
Office of Generic Drugs (OGD)

Center for Drug Evaluation and Research (CDER)

Date of this Review 11/3/2016

Review Cycle Number 1

ANDA(s) and Supplement 
Number(s)

065488/S-002

Applicant Name Lupin Limited

Proprietary Name, Established 
Name, and Strength(s)

Azithromycin for Oral Suspension USP, 100 mg/5 mL and 200 
mg/5 mL

 Current Received Date 7/25/2016 

Previous Received Date(s) of 
Proposed Supplement

NA

Labeling Reviewer Soon Oh

Labeling Team Leader Betty Turner

Review Conclusion

  ACCEPTABLE - No Comments.

  ACCEPTABLE - Include Post approval comments.

  Minor Deficiency/ECD - Refer to Labeling Deficiencies and Comments for the Letter to Applicant 

  On Policy Alert List



 For labeling supplement(s):

This Changes Being Effected supplemental abbreviated new drug application provides for revised package 
insert labeling to be in accord with the Reference Listed Drug (RLD), ZITHROMAX®, NDA 050710/S-043 
approved May 23, 2016.  

We have completed the review of this supplemental application.  It is approved, effective on the date of this 
letter.   However, please make the following revisions to the labeling and submit them in your next Annual 
Report, provided the changes are described in full.  

PATIENT INFORMATION LEAFLET
Revise your proposed pronunciation of the non-proprietary name to conform to the phonetic 
pronunciation in the current USP Dictionary of USAN and International Drug Names as follows: (ay 
zithʺ roe myeʹ sin)

 For combined supplement(s):

_______________________________________________ __________________________________________
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1. ANDA REGULATORY INFORMATION:

Type of Supplement: CBE
Are there any pending issues in DLR’s SharePoint Drug Facts?

If Yes, please explain:
 NO



Is the drug product listed in the Policy Alert Tracker on DLRS SharePoint? 
If Yes, please explain:

NO

Reason for Submission: 
This Changes Being Effected supplemental abbreviated new drug application provides for revised package 
insert labeling to be in accord with the Reference Listed Drug (RLD), ZITHROMAX®, NDA 050710/S-043 
approved May 23, 2016.  
Is this supplement combined with another discipline? NO
Is this product an OTC product? NO
Is this ANDA the RLD? NO

2. MATERIAL ANALYSIS 
The results for each material reviewed in this section provide the basis for the labeling comments to the 
Applicant and other review disciplines.  

2.1.1     MATERIALS REVIEWED 
Tables 1 and 2 provide a summary of recommendations for each material analyzed in this review. 

Table 1: Review Summary of Container Label and Carton Labeling

Package Size Draft or Final Recommendation Received 
Date

Container
Blister
Carton
Other

Table 2 Review Summary of Prescribing Information and Patient Labeling

Revision Date and/or Code Draft or Final Recommendation Received 
Date

Prescribing 
Information Revised: 08/2016 Final Satisfactory 7/25/2016

Medication Guide
Patient Information Revised: August 2016 Final Satisfactory 7/25/2016

2.1.2    MODEL LABELING 
The review model labels and labeling used for comparison to the submitted ANDA labeling are described in 
Table 3.

Table 3: Review Model Labeling for Prescribing Information and Patient Labeling (Check all that apply)
NDA/Original 
or 
Supplement: 

NDA 
050710/S-
043

Approval 
Date:   5/23/2016 Proprietary 

Name:  ZITHROMAX

Description of 
Original or 
Supplement:

This “Changes Being Effected” supplemental new drug application provides for an update to 
the labels regarding the risk of Drug Reaction with Eosinophilia and Systemic Symptoms 
(DRESS) syndrome.

 BPCA TEMPLATE   

 OTHER (Describe)   



Reviewer Assessment:
Is the NDA listed in the discontinued section of the Orange Book? NO 
If yes, then comment below regarding the current model labeling.      
Comment: 

2.1.3    PATENTS AND EXCLUSIVITIES 
Are there any remaining unexpired patents or marketing exclusivities for Model Labeling?  YES

If YES go to the table 4 and assessments below.

Table 4 describes how the applicant certified to the Orange Book patent(s) for the Model Labeling and how this 
certification impacts the ANDA labels and labeling. For applications that have no patents N/A is entered in the 
patent number column.

Table 5 describes how the expiration of the Orange Book exclusivities for the Model Labeling impacts the 
ANDA labels and labeling. For applications that have no exclusivities N/A is entered in the Exclusivity Code 
column.

Table 5: Impact of Model Labeling Exclusivities on ANDA Labels and Labeling

Exclusivity 
Code

Exclusivity 
Expiration Exclusivity Code Definition Exclusivity Statement

Labeling 
Impact

(“Carve-out” 
or “None” or 

“Not 
addressed by 

firm”)
NA

Reviewer Assessment:
Are there any recently expired patents or exclusivities? NO
If yes, did these patents or exclusivities have any labeling impact? N/A
Comment: 

2.4    UNITED STATES PHARMACOPEIA (USP) & PHARMACOPEIA FORUM (PF)
We searched the USP and PF to determine if the drug product under review is the subject of a USP monograph 
or proposed USP monograph and determined how the monograph impacts the ANDA labeling with respect to 
packaging and storage.  The results of this search are provided in Table 6.

Table 6: USP and PF Search Results

For OTC products 
Please provide PDP of 
NDA

Table 4: Impact of Model Labeling Patents on ANDA Labeling

Patent 
Number

Patent 
Expiration

Patent
Use Code Patent Use Code Definition Patent 

Certification

Labeling Impact
(“Carve-out” or 
“None” or “Not 

addressed by firm”)
6268489 Jul 31, 2018 IV None



Date 
Searche

d

Monograp
h? YES or 

NO

Monograph Title
(NA if no 

monograph)
Copy of pertinent information from USP or PF

US
P

11/3/201
6 YES Azithromycin for 

Oral Suspension

Packaging and Storage:  Preserve in tight containers
pH 〈791〉  

For a solid packaged in single-unit containers:  9.0–11.0, in 
the suspension constituted as directed in the labeling 
For a solid packaged in multiple-unit containers:  8.5–11.0, 
in the suspension constituted as directed in the labeling

PF 11/3/201
6 YES Azithromycin for 

Oral Suspension NA

Reviewer Assessment:
Are there any updates needed to the labeling based on the USP monograph? NO
Comment: 

2.1.5    HISTORY OF ANDA
We evaluated previously approved and pending supplements (Table 7) to determine if actions are needed for the 
current review.

Table 7: History of ANDA

Last approved labels and labeling addressed the following:

Original or 
Suppleme
nt

Approval Date What post approval changes requested and were the changes addressed?

S-000 5/15/2015 None 

Are there any Pending Supplements for this ANDA that impact labeling? NO

Suppleme
nt

Submission 
Date

Labeling Impact

3. ASSESSMENT OF CURRENT SUPPLEMENT’S LABELING

3.1.1    CONTAINER AND CARTON LABELS

Reviewer Assessment:
Were container or carton labels submitted in this supplement? NO
If yes, state the reason for the submission, and comment below whether the proposed revisions are acceptable or 
deficient.
Comment: 

3.1.2   MODEL CONTAINER LABELS  
Please provide the reference listed drug labels if applicant submits container, blister, carton, etc.

Model container/carton/blister labels [Source:         ]

3.1.3   RX PRESCRIBING INFORMATION AND PATIENT LABELING



Reviewer Assessment:
Was labeling submitted in this supplement? YES
Are the labeling contained in the submission the same as the review model labeling (not including allowable 
differences under 21 CFR 314.94(a)(8))? YES
Is the Prescribing Information shared by other ANDAs? NO (If yes please list ANDA numbers). 
Comment: 

3.1.4   DESCRIPTION, HOW SUPPLIED, MANUFACTURING BY STATEMENT sections [for OTC 
products, please include the inactives in table 8;  package sizes being marketed in table 9; and drug product 
manufacturing/distributing statement in table 10.]

Reviewer Assessment:
Are there changes to the inactives in the DESCRIPTION section or OTC labeling? NO
Are there changes to the dosage form description(s) or package size(s) in HOW SUPPLIED section or OTC 
package sizes? NO
Are there changes to the manufacturing/distributing statements? NO
If yes, then comment below in Tables 8, 9, and 10. 

Table 8:  Comparison of DESCRIPTION Section
Previously Approved Currently Proposed Assessment

Table 9:  Comparison of HOW SUPPLIED Section
Previously Approved Currently Proposed Assessment

.

Table 10:  Manufactured by Statement  
Previously Approved Currently Proposed Assessment

4. SPECIAL CONSIDERATIONS [PLEASE INCLUDE OTHER INFORMATION THAT MAY 
PERTAIN TO YOUR DRUG PRODUCT APPLICATION.]

NA



Betty
Turner

Digitally signed by Betty Turner

Date: 12/08/2016 09:40 26PM

GUID: 508da70600028acef381be737f7836a9

Soon
Oh

Digitally signed by Soon Oh

Date: 11/04/2016 08:46:15AM
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