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APPROVAL LETTER 
 



DEPARTMENT OF HEALTH & HUMAN SERVICES 

                          
             Food and Drug Administration 
             Rockville, MD  20857

ANDA 77-991

Sandoz, Inc. 
Attention: Beth Brannan 
   Director, Regulatory Affairs 
2555 W. Midway Blvd. 
P.O. Box 446 
Broomfield, CO  80038-0446 

Dear Madam: 

This is in reference to your abbreviated new drug application 
(ANDA) dated November 15, 2005, submitted pursuant to section 
505(j) of the Federal Food, Drug, and Cosmetic Act (the Act), 
for Cetirizine Hydrochloride and Pseudoephedrine Hydrochloride 
Extended-Release Tablets, 5 mg/120 mg (OTC).

Reference is also made to your amendments dated February 14, 
May 26, and December 14, 2006; November 30, and December 19, 
2007; and January 31, and February 29, 2008.  We also 
acknowledge receipt of your correspondence dated April 14, 2006, 
April 16, June 11, December 6, December 12, December 13, 
December 14, and December 17, 2007, pertaining to the patent 
issues associated with this ANDA. 

We have completed the review of this ANDA and have concluded 
that adequate information has been presented to demonstrate that 
the drug is safe and effective for use as recommended in the 
submitted over-the-counter (OTC) labeling.  Accordingly the ANDA 
is approved, effective on the date of this letter.  The Division 
of Bioequivalence has determined your Cetirizine Hydrochloride 
and Pseudoephedrine Hydrochloride Extended-Release Tablets, 
5 mg/120 mg, to be bioequivalent to the reference listed drug 
(RLD), Zyrtec-D Extended-Release Tablets, (12-Hour), 
5 mg/120 mg, of Pfizer Pharmaceuticals, Inc. (Pfizer).



Your dissolution testing should be incorporated into the 
stability and quality control program using the same method 
proposed in your ANDA.  The “interim” dissolution specifications 
are as follows: 

The dissolution testing should be conducted in 500 mL of 
0.1 N HCl at 37°C, using USP Apparatus I (Basket) at 100 rpm.
The test product should meet the following “interim” 
specifications:

  Component   Time   Percent Dissolved 
                             (hours)

Cetirizine HCl  0.5    NLT 80% 

Pseudoephedrine HCl   1    30-50  
                                2    50-70 

  6    NLT 80 

The “interim” dissolution tests and tolerances should be 
finalized by submitting dissolution data from the first three 
production size batches.  These data should be submitted as a 
“Special Supplement – Changes Being Effected” if there are no 
revisions to be made to the “interim” specifications, or if the 
final specifications are tighter than the “interim” 
specifications.  In all other instances, the information should 
be submitted in the form of a Prior Approval Supplement.

The RLD upon which you have based your ANDA, Pfizer’s Zyrtec-D 
Extended-Release Tablets, is subject to periods of patent 
protection.  The following patents with their expiration dates 
are currently listed in the agency’s publication titled Approved 
Drug Products with Therapeutic Equivalence Evaluations (the 
“Orange Book”) for this drug product:

 U.S. Patent Number   Expiration Date

 6,469,009 (the '009 patent) July 13, 2019 
 6,489,329 (the '329 patent) April 8, 2016 
 7,014,867 (the '867 patent) June 10, 2022 
 7,226,614 (the '614 patent) June 10, 2022 

With respect to each of these patents, your ANDA contains 
paragraph IV certifications under section 505(j)(2)(A)(vii)(IV) 
of the Act stating that these patents are invalid, 
unenforceable, or will not be infringed by your manufacture, 
use, or sale of Cetirizine Hydrochloride and Pseudoephedrine 
Hydrochloride Extended-Release Tablets, 5 mg/120 mg, under this 

(

 



ANDA.  Section 505(j)(5)(B)(iii) of the Act provides that 
approval of an ANDA shall be made effective immediately, unless 
an action was brought against Sandoz, Inc.(Sandoz) for 
infringement of one or more of these patents that were the 
subjects of the paragraph IV certifications.  You have notified 
the agency that Sandoz complied with the requirements of section 
505(j)(2)(B) of the Act, and that no action for infringement was 
brought against Sandoz within the statutory 45-day period, which 
action would have resulted in a 30-month stay of approval under 
section 505(j)(5)(B)(iii).

Under section 506A of the Act, certain changes in the conditions 
described in this ANDA require an approved supplemental 
application before the change may be made. 

Postmarketing reporting requirements for this ANDA are set forth 
in 21 CFR 314.80-81 and 314.98.  The Office of Generic Drugs 
should be advised of any change in the marketing status of this 
drug.

Sincerely yours, 

{See appended electronic signature page}

Gary Buehler 
Director
Office of Generic Drugs 
Center for Drug Evaluation and Research 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Robert L. West
3/5/2008 12:54:05 PM
for Gary Buehler
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Drug Facts (continued)

Other information
� Safety sealed: do not use if the imprinted bottle seal is open or torn
� Store at 200-250C (680-770F) (see USP Controlled Room Temperature)

Inactive ingredients
Colloidal silicon dioxide, croscarmellose sodium, D & C yellow  aluminum lake, hypromellose, iron oxide red, iron oxide yellow, lactose monohydrate, magnesium stearate,
microcrystalline cellulose, polyethylene glycol, polysorbate, povidone, and titanium dioxide

Panel 4 4 of 5

5285-31 1.75x6 12-2007 R:Layout 1  12/19/07  4:37 PM  Page 4

Panel 5 5 of 5

NDC 0781-5285-31

Cetirizine HCl and
Pseudoephedrine HCl
Extended Release Tablets

antihistamine/nasal decongestant
ALLERGY & CONGESTION     Indoor & Outdoor Allergies
12 hour Relief of
• Runny Nose • Itchy, Watery Eyes • Sinus Pressure
• Sneezing • Itchy Throat or Nose • Nasal Congestion

5 mg/120 mg

30 Tablets

5285-31 1.75x6 12-2007 R:Layout 1  12/19/07  4:37 PM  Page 5
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LABELING REVIEWS 



 This labeling approval summary supersedes the labeling approval summary  
 dated December 14, 2006. 
 APPROVAL SUMMARY 
 REVIEW OF PROFESSIONAL LABELING 

DIVISION OF LABELING AND PROGRAM SUPPORT 
LABELING REVIEW BRANCH 

____________________________________________________________________________________ 
____________________________________________________________________________________ 
ANDA Number:  77-991    
 
Dates of Submission:  December 19, 2007 and November 30, 2007 
 
Applicant's Name:  Sandoz Inc. 
 
Established Name:  Cetirizine Hydrochloride and Pseudoephedrine HCl Extended Release Tablets,  

5 mg/120 mg (OTC) 
____________________________________________________________________________________ 
____________________________________________________________________________________ 
BASIS OF APPROVAL: 
 
APPROVAL SUMMARY  
 
CONTAINER (bottles of 30) 
 
Satisfactory in FPL as of December 19, 2007 e-submission.   
 
REFERENCE LISTED DRUG: 
 
Was this approval based upon a petition?   No 
What is the RLD on the 356(h) form: Zyrtec-D 12 Hour Extended Release Tablets 
NDA Number: 21-150 
NDA Drug Name: Zyrtec-D 12 Hour Extended Release® Tablets 
NDA Firm: Pfizer Pharmaceuticals 
Date of Approval of NDA Insert and supplement: NDA 21-150/S-007, approved November 9, 2007 
       This supplement provided for the OTC switch 
Has this been verified by the MIS system for the NDA?  Yes 
Was this approval based upon an OGD labeling guidance?    No 
Basis of Approval for the Container Labels: Side-by-side comparison 
Basis of Approval for the Package Insert:  Side-by-side comparison 
 
PATENTS/EXCLUSIVITIES for NDA 21-150 
             Patent Data  

No Expiration Use Code Use File Labeling Impact 
6469009 JUL 13, 2019 U-295 Treatment of seasonal and 

perennial allergic rhinitis symptoms
IV None 

6489329 APR 8, 2016   IV None 

7014867 Jun 10, 2012   IV None 

Exclusivity  Data  
 There is no unexpired exclusivity for this product. 
 
FOR THE RECORD: 
 
1. The following review is based on the on the labeling of Zyrtec-D 12 Hour Extended Release Tablets (NDA 

21-150/S-007) approved November 9, 2007. 
 
2. PATENTS/EXCLUSIVITIES for NDA 21-150 
      See above table. 
 
3. MANUFACTURING FACILITY 
 Sandoz Inc. 





---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Postelle Birch
1/7/2008 04:43:48 PM
LABELING REVIEWER

John Grace
1/8/2008 11:08:59 AM
LABELING REVIEWER
30 count bottles only are satisfactory for approval. The 

(b) (4)



 APPROVAL SUMMARY
REVIEW OF PROFESSIONAL LABELING 

DIVISION OF LABELING AND PROGRAM SUPPORT 
LABELING REVIEW BRANCH 

____________________________________________________________________________________
____________________________________________________________________________________
ANDA Number:  77-991   Date of Submission:  December 14, 2006 

Applicant's Name:  Sandoz Inc. 

Established Name:  Cetirizine Hydrochloride and Pseudoephedrine HCl Extended Release Tablets,
5 mg/120 mg 

____________________________________________________________________________________
____________________________________________________________________________________
BASIS OF APPROVAL: 

APPROVAL SUMMARY 

1. CONTAINER (bottles of 30,  tablets) 

Satisfactory in FPL as of December 14, 2006 e-submission. (Vol. 5.1) 

2. INSERT 

Satisfactory in FPL as of December 14, 2006 e-submission. (Vol. 5.1) 

REFERENCE LISTED DRUG: 

Was this approval based upon a petition?   No 
What is the RLD on the 356(h) form: Zyrtec-D 12 Hour Extended Release Tablets 
NDA Number: 21-150 
NDA Drug Name: Zyrtec-D 12 Hour Extended Release® Tablets 
NDA Firm: Pfizer Pharmaceuticals 
Date of Approval of NDA Insert and supplement: NDA; NDA 21-150/S-005, approved March 17, 2004  
Has this been verified by the MIS system for the NDA?  Yes 
Was this approval based upon an OGD labeling guidance?    No 
Basis of Approval for the Container Labels: Side-by-side comparison 
Basis of Approval for the Package Insert:  Side-by-side comparison 

PATENTS/EXCLUSIVITIES for NDA 21-150 
Patent Data  

No Expiration Use Code Use File Labeling Impact 
4525358 JUN 25, 2007 U-295 Treatment of seasonal and 

perennial allergic rhinitis symptoms
III None

4525358*PED DEC 25, 2007 U-295 Treatment of seasonal and 
perennial allergic rhinitis symptoms

III None

6469009 JUL 13, 2019 U-295 Treatment of seasonal and 
perennial allergic rhinitis symptoms

IV None

6489329 APR 8, 2016 IV None

7014867 Jun 10, 2012 IV None

Exclusivity  Data  
 There is no unexpired exclusivity for this product. 

FOR THE RECORD: 

1. The following review is based on the on the labeling of Zyrtec-D 12 Hour Extended Release Tablets (NDA 
21-150/S-005) approved March 17, 2004. 

2. PATENTS/EXCLUSIVITIES for NDA 21-150 
      See above table.

(b) (4)





---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Postelle Birch
1/11/2007 05:33:28 PM
MEDICAL OFFICER

John Grace
1/12/2007 11:19:59 AM
MEDICAL OFFICER







CRC = child resistant closure  
(p. 727)  
 

10. The tablet/capsule imprint(ings)/embossing(s)/ debossing(s) has/have been accurately described in the 
HOW SUPPLIED section as required by 21 CFR 206,et al. (Imprinting of Solid Oral Dosage Form Products 
for Human Use; Final Rule, effective 9/13/95). 

  
 Round, film-coated yellow bilayer tablets, debossed SZ 912 on one side and plain on the reverse side 
_____________________________________________________________________________________________
__________________________________________________________________________________________ 
Date of Review:  October 17, 2006 
 
Date of Submission:  November 15, 2005 
 
Primary Reviewer: Postelle Birch 
 
Team Leader:  John Grace 
____________________________________________________________________________________
____________________________________________________________________________________ 
cc: ANDA: 77-991  

DUP/DIVISION FILE 

(b) (4)

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Postelle Birch
10/20/2006 12:53:33 PM
MEDICAL OFFICER

John Grace
10/22/2006 12:18:50 PM
MEDICAL OFFICER
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cc: ANDA 77-991 
 ANDA DUP 
 DIV FILE 
 Field Copy 

Endorsements (Draft and Final with Dates): 

 HFD-630/Guoping Sun, Ph.D.-Review Chemist/2-13-08/2-26-08/3-3-08 
 HFD-630/Shing Hou Liu, Ph.D.-Team Leader/ 
 HFD-617/L. Matheny-Project Manager/ 

F/T by: 

V:\FIRMSNZ\Sandoz\LTRS&REV\77991.R05.doc

TYPE OF LETTER: Approvable



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Guoping Sun
3/5/2008 12:39:40 PM
CHEMIST

Shing Hou Liu
3/5/2008 12:51:22 PM
CHEMIST

Leigh Matheny
3/5/2008 02:33:49 PM
CSO





















            

 

CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 

ANDA: 77-991 
APPLICANT: Sandoz, Inc.  
DRUG PRODUCT: Cetirizine Hydrochloride and Pseudoephedrine 

Extended-Release Tablets, 5 mg/120 mg 

The deficiencies presented below represent Minor deficiencies. 

A. Deficiencies:

1.

2.

3.

4.

(b) (4)



            

 

5.

Sincerely yours, 

Vilayat A. Sayeed, Ph.D. 
Director
Division of Chemistry III 
Office of Generic Drugs 
Center for Drug Evaluation and Research

(b) (4)



            

 

cc: ANDA 77-991 
 ANDA DUP 
 DIV FILE 
 Field Copy 

Endorsements (Draft and Final with Dates): 

 HFD-630/Guoping Sun, Ph.D.-Review Chemist/1-15-08/1-23-08 
 HFD-630/Dave Gill, Ph.D.-Team Leader/1/24/08 
 HFD-617/L. Matheny-Project Manager/1/25/08 

F/T by: LM 1/25/08 

V:\FIRMSNZ\Sandoz\LTRS&REV\77991.R04.doc

TYPE OF LETTER: NOT APPROVABLE – Minor Deficiency



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Guoping Sun
1/30/2008 02:43:49 PM
CHEMIST

Leigh Matheny
1/30/2008 03:11:32 PM
CSO

Devinder Gill
1/30/2008 04:22:01 PM
CHEMIST





















            

 

CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 

ANDA: 77-991 
APPLICANT: Sandoz, Inc.  
DRUG PRODUCT: Cetirizine Hydrochloride and Pseudoephedrine 

Extended-Release Tablets, 5 mg/120 mg 

The deficiencies presented below represent Minor deficiencies. 

A. Deficiencies:

1.

2.

3.

4.

5.

6.

(b) (4)



            

 

7.

Sincerely yours, 

Vilayat A. Sayeed, Ph.D. 
Director
Division of Chemistry III 
Office of Generic Drugs 
Center for Drug Evaluation and Research

(b) (4)



            

 

cc: ANDA 77-991 
 ANDA DUP 
 DIV FILE 
 Field Copy 

Endorsements (Draft and Final with Dates): 

 HFD-630/Guoping Sun, Ph.D.-Review Chemist/12-12-07/12-19-07 
 HFD-630/Dave Gill, Ph.D.-Team Leader/12/20/07 
 HFD-617/L. Matheny-Project Manager/12/20/07 

F/T by: LM 12/20/07 

V:\FIRMSNZ\Sandoz\LTRS&REV\77991.R03.doc

TYPE OF LETTER: NOT APPROVABLE – Minor Deficiency



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Guoping Sun
12/21/2007 03:16:18 PM
CHEMIST

Leigh Matheny
12/21/2007 03:50:03 PM
CSO

Gil Jong Kang
12/21/2007 03:54:13 PM
CHEMIST
acting team leader
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36.  CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
ANDA: 77-991    APPLICANT: Sandoz Inc.                           
 
DRUG PRODUCT:   Cetirizine Hydrochloride and Pseudoephedrine 

Extended-Release Tablets, 5 mg/120 mg 
 

The deficiencies presented below represent MINOR deficiencies.   
 
A. Deficiencies: 
 
1.

 
2.

 
3.

 
4.

 

(b) (4)

Following this page, 2 pages withheld in full (b)(4)



             

Page 42 of 43  

2. Please provide all current stability data on stability summary 
sheets that reflect all current specifications. 

 
 

 
 

Sincerely yours, 
 
 

 
Vilayat A. Sayeed, Ph.D. 
Director 
Division of Chemistry III 
Office of Generic Drugs 
Center for Drug Evaluation and Research 
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cc: ANDA 77-991 
 ANDA DUP 
 DIV FILE 
 Field Copy 

 
 
Endorsements (Draft and Final with Dates): 
 
 HFD-630 / R. Iser- Review Chemist /3-16-07; revised 3-21-07/ 
 HFD-630 / D. Gill – Team Leader /3-21-07 
 HFD-617 / L. Matheny – Project Manager /3/23/07 
 
F/T by: EW 3/23/07 
 
V:\FIRMSNZ\Sandoz\LTRS&REV\77991R02.doc 
 
TYPE OF LETTER:  NOT APPROVABLE - MINOR 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Robert Iser
3/26/2007 09:31:55 AM
CHEMIST
minor

Leigh Matheny
3/26/2007 11:13:01 AM
CSO

Devinder Gill
3/27/2007 01:52:37 PM
CHEMIST
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DOCUMENTS 

 







Review Support Branch        Initials LM
N/A Date PETS checked for first generic drug (just prior to notification to firm)

Applicant notification: 
2:28 pm Time notified of approval by phone  
3:35 pm Time approval letter faxed 

FDA Notification: 
3/5/08 Date e-mail message sent to "CDER-OGDAPPROVALS  distribution list. 
3/7/08 Date Approval letter copied to \\CDS014\DRUGAPP\ directory. 





View a list of all patent use codes
View a list of all exclusivity codes
Return to Electronic Orange Book Home Page 

FDA/Center for Drug Evaluation and Research 
Office of Generic Drugs 
Division of Labeling and Program Support 
Update Frequency:
    Orange Book Data - Monthly
    Generic Drug Product Information & Patent Information - Daily
    Orange Book Data Updated Through January, 2008
    Patent and Generic Drug Product Data Last Updated: March 04, 2008



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Leigh Matheny
3/7/2008 03:12:35 PM



             

 

MINOR AMENDMENT 
 
ANDA  77-991 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North II 
7500 Standish Place, Room 150 
Rockville, MD  20855-2773  (240-276-9327) 
 

  
APPLICANT:  Sandoz, Inc. 
 
ATTN:  Beth Brannan, Director, Regulatory Affairs 
 
FROM:  Leigh Ann Bradford 

TEL: 303-438-4237 
 
FAX: 303-438-4600 
 
PROJECT MANAGER: (301) 827-5727 

 
Dear Madam: 
 
This facsimile is in reference to your abbreviated new drug application dated November 15, 2005, submitted 
pursuant to Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Cetirizine Hydrochloride and 
Pseudoephedrine Extended-Release Tablets, 5 mg/120 mg.  
 
Reference is also made to your amendment dated August 9, 2007. 
 
The application is deficient and, therefore, Not Approvable under Section 505 of the Act for the reasons provided in 
the attachments ( 2  pages).   This facsimile is to be regarded as an official FDA communication and unless 
requested, a hard copy will not be mailed.  
 
The file on this application is now closed.  You are required to take an action described under 21 CFR 314.120 
which will either amend or withdraw the application.  Your amendment should respond to all of the deficiencies 
listed.  Facsimiles or partial replies will not be considered for review, nor will the review clock be reactivated until 
all deficiencies have been addressed.  The response to this facsimile will be considered to represent a MINOR 
AMENDMENT and will be reviewed according to current OGD policies and procedures.  The designation as a 
MINOR AMENDMENT should appear prominently in your cover letter.  You have been/will be notified in a 
separate communication from our Division of Bioequivalence of any deficiencies identified during our review of 
your bioequivalence data.  If you have substantial disagreement with our reasons for not approving this application, 
you may request an opportunity for a hearing. 
 
SPECIAL INSTRUCTIONS: 
 
In an effort to improve document flow and availability to review staff, please submit your response in electronic 
PDF format, with a signed cover letter and 356h form. 
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND 
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, OR PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW.   
If received by someone other than the addressee or a person authorized to deliver this document to the addressee, you are hereby notified that any disclosure, 
dissemination, copying, or other action to the content of this communication is not authorized.  If you have received this document in error, please immediately 
notify us by telephone and return it to us by mail at the above address. 
 



             

 

CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
ANDA: 77-991 
APPLICANT: Sandoz, Inc.  
DRUG PRODUCT: Cetirizine Hydrochloride and Pseudoephedrine Extended-

Release Tablets, 5 mg/120 mg 
 

The deficiencies presented below represent Minor deficiencies. 
 
A. Deficiencies: 
 
1.

 
2

 
3

 
4

 
5

 
6

 
7

 
 

(b) (4)



             

 

 
Sincerely yours, 
 
{See appended electronic signature page} 

 
Vilayat A. Sayeed, Ph.D. 
Director 
Division of Chemistry III 
Office of Generic Drugs 
Center for Drug Evaluation and Research 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Gil Jong Kang
12/21/2007 03:52:37 PM
acting team leader



MINOR AMENDMENT

ANDA  77-991 

OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North II 
7500 Standish Place, Room 150 
Rockville, MD  20855-2773  (301-594-0320) 

APPLICANT:  Sandoz, Inc. 

ATTN:  Beth Brannan, Director, Regulatory Affairs 

FROM:  Leigh Ann Matheny 

TEL: 303-438-4237 

FAX: 303-438-4600 

PROJECT MANAGER: (301) 827-5727 

Dear Madam: 

This facsimile is in reference to your abbreviated new drug application dated November 15, 2005, submitted 
pursuant to Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Cetirizine Hydrochloride and 
Pseudoephedrine Hydrochloride Extended-Release Tablets, 5 mg/120 mg.  

Reference is also made to your amendment dated October 10, 2006. 

The application is deficient and, therefore, Not Approvable under Section 505 of the Act for the reasons provided in 
the attachments ( 4  pages).   This facsimile is to be regarded as an official FDA communication and unless 
requested, a hard copy will not be mailed.  

The file on this application is now closed.  You are required to take an action described under 21 CFR 314.120 
which will either amend or withdraw the application.  Your amendment should respond to all of the deficiencies 
listed.  Facsimiles or partial replies will not be considered for review, nor will the review clock be reactivated until 
all deficiencies have been addressed.  The response to this facsimile will be considered to represent a MINOR 
AMENDMENT and will be reviewed according to current OGD policies and procedures.  The designation as a 
MINOR AMENDMENT should appear prominently in your cover letter.  You have been/will be notified in a 
separate communication from our Division of Bioequivalence of any deficiencies identified during our review of 
your bioequivalence data.  If you have substantial disagreement with our reasons for not approving this application, 
you may request an opportunity for a hearing.

SPECIAL INSTRUCTIONS: 

THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND 
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, OR PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW.   
If received by someone other than the addressee or a person authorized to deliver this document to the addressee, you are hereby notified that any disclosure, 
dissemination, copying, or other action to the content of this communication is not authorized.  If you have received this document in error, please immediately 
notify us by telephone and return it to us by mail at the above address.



36.  CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 

ANDA: 77-991    APPLICANT: Sandoz Inc.                           

DRUG PRODUCT:   Cetirizine Hydrochloride and Pseudoephedrine 
Extended-Release Tablets, 5 mg/120 mg 

The deficiencies presented below represent MINOR deficiencies.

A. Deficiencies: 

1.

2.

3.

4.

5.

(b) (4)

Following this page, 1 page withheld in full (b)(4)
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B. In addition to responding to the deficiencies presented above, 
please note and acknowledge the following comments in your response: 

1. Please be informed that any changes to the drug substance 
specifications should be reflected in the in-house secondary 
standard specifications, as applicable.

2. Please provide all current stability data on stability summary 
sheets that reflect all current specifications.

Sincerely yours, 

{See appended electronic signature page}

Vilayat A. Sayeed, Ph.D. 
Director
Division of Chemistry III 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Devinder Gill
3/27/2007 01:51:44 PM
for Vilayat Sayeed, Ph.D.



Telephone Fax 
 
ANDA  77-991 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North I 
7520 Standish Place 
Rockville, MD  20855-2773   
301-827-7347 
 

 
  
TO:   Sandoz Inc. 
 
ATTN:   Beth Brannan 
 
FROM:  Postelle Birch-Smith 

TEL:  303-438-4237 
 
FAX: 303-438-4600 
 
 

 
: 
 
This facsimile is in reference to your abbreviated new drug application submitted pursuant to Section 505(j) of the 
Federal Food, Drug, and Cosmetic Act for Cetirizine Hydrochloride and Pseudoephedrine HCl Extended Release 
Tablets, 5 mg/120 mg 
.  
 
Pages (including cover): 3  
 
SPECIAL INSTRUCTIONS: 
 
 
Labeling Comments  
 
 
 
 
 
 
 
 
 
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND 
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, OR PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW.   
If received by someone other than the addressee or a person authorized to deliver this document to the addressee, you are hereby notified that any disclosure, 
dissemination, copying, or other action to the content of this communication is not authorized.  If you have received this document in error, please immediately 
notify us by telephone and return it to us by mail at the above address. 
 



REVIEW OF PROFESSIONAL LABELING 
DIVISION OF LABELING AND PROGRAM SUPPORT 

LABELING REVIEW BRANCH 
____________________________________________________________________________________ 
____________________________________________________________________________________ 
ANDA Number:              77-991    
 
Date of Submission:       November 15, 2005 
 
Applicant's Name:      Sandoz Inc. 
 
Established Name:      Cetirizine Hydrochloride and Pseudoephedrine HCl Extended Release Tablets,  

5 mg/120 mg 
____________________________________________________________________________________ 
____________________________________________________________________________________ 
Labeling Deficiencies:  
 
1. CONTAINER (bottles of 30,  
 
Revise the  to read,  
 
2. INSERT 
 
a.  
 
b. Place all section headings on a single line. 
 
c. Revise “Cetirizine Hydrochloride and Pseudophedrine Hydrochloride” to read “Cetirizine Hydrochloride and 

Pseudophedrine Hydrochloride Extended Release Tablets”  
 
3. GENERAL COMMENT 
 
Your submission did not address the 7014867 patent.  Please comment. 
 
Revise your labeling, as instructed above, and submit final printed labeling electronically according to the guidance 
for industry titled Providing Regulatory Submissions in Electronic Format – ANDA.  
 
Prior to approval, it may be necessary to revise your labeling subsequent to approved changes for the reference 
listed drug. In order to keep ANDA labeling current, we suggest that you subscribe to the daily or weekly updates of 
new documents posted on the CDER web site at the following address - 
http://www.fda.gov/cder/cdernew/listserv.html 
 
To facilitate review of your next submission, and in accordance with 21 CFR 314.94(a)(8)(iv), please provide a side-
by-side comparison of your proposed labeling with the reference listed drug's labeling with all differences annotated 
and explained. 
 
         {See appended electronic signature page} 

___________________________ 
Wm. Peter Rickman 
Director 
Division of Labeling and Program Support 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

 

(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
John Grace
10/22/2006 12:23:03 PM
for Wm.Peter Rickman







          
         

 

         
          

   

         
         
          

        
         

       
       

        
   

       

  

     
 
    

    
      





  

     

       
     

        
        

        
         

       
 

          
 

          
            

      

        
        

     

         
        

 

 

  
    

    
      




