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Application : ANDA 76200/002 ‘Sponsor: COREPHARMA -

Org Code : 600 - ’ 215 WOOD AVE

Priority. : MIDDLESEX, NJ 08846

Stamp Date : 20-MAY-2002 Brand Name

PDUFA Date : . Estab. Name: ACETAMINOPHEN

Action Goal : _ Generic Name:

District Goal: 20-0CT-2002 Dosage Form: (EXTENDED-RELEASE TABLET)

Strength : 650 MG -

FDA Contacts: J. MIN Project Manager (HFD-617) 301-827-5761

Overall Recommeﬂﬁation: ACCEPTABLE on 05-JUN-2002by J. D AMBROGIO (HFD-324) 301-827-
: - 0062
3

Establishment : CFN FEI
DMF No: ~ AADA:
Responsibilities: B e .
- Profile ;o TTR- OAI Status: NONE
? Last Milestone: OC RECOMMENDATION
Milestone Date: 05-JUN-02
Decision : ACCEPTARLE
Reason : BASED ON PROFILE
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Application : ANDA 76200/003 Sponsor: COREPHARMA -

Org Code : 600 — 215 WOOD AVE

Priority. : . MIDDLESEX, NJ 08846

Stamp Date : 20-MAY-2002 Brand Name

PDUFA Date : Estab. Name: ACETAMINOPHEN

Action Goal : Generic Name:

District Goal: 20-0CT-2002 Dosage Form: (EXTENDED-RELEASE TABLET)

Strength : 650 MG

FDA Contacts: J. MIN Project Manager (HFD-617) 301-827-5761

Overall Recommeﬁ?ation: ACCEPTABLE on 05-JUN-2002by J. D AMBROGIO (HFD-324) 301-827-
: : 0062
3

Establishment

DMF No: AADA :

Responsibilities: o ” A |
. Profile : TTR OAI Status: NONE
4 Last Milestone: OC RECOMMENDATION
Milestone Date: 05-JUN-02
Decision : ACCEPTABLE
Reason : BASED ON PROFILE
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215 Wood Ave., Middlesex, NJ 08846 -

(732) 8681090 Fax: (732) 868-1091
COREPHARMA LLC ._ Web: hitp:/ oo cortrsens oo

September 18, 2002 NDA SUPPL AMENDMENT
| =LA Py

Office of Generic Drugs S C DD ) S?‘)% wfgjm
CDER, Food and Drug Administration St
Metro Park North MINOR

7500 Standish Place, Room 150 AMENDMENT

Rockville, MD 20855

%

“* .

- Re: Ac_etaini;ophen Extended Release Tablets 650 mg, ANDA # 76-200

Dear Director:

Reference is made to the above; ANDA for Acetaminophen Extended Release Tablets 650 mg.
Reference is also made to the Agency’s minor deficiency letter dated August 29, 2002.

The deficiency questions are attached and responded to in the same order as they appear on the
minor deficiency letter. ' '

Field Copy: We certify that a true copy of the techmical section described in 21 CFR
314.94(d)(5) of this submission has been provided to the Food and Drug Administration, New
Jersey District Office. '

If you have any questions or comments regarding this submission, please call me at
(732) 868 1090 or fax at (732) 868 1091. - -
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Sincerely,

ﬂ). Mol Do

~/

Mukteeshwar Gande, M.S., R.Ph.
Vice President

RECEIVED

SEP 19 2002
OGD/CDER



ANDA 76-200/S-002, S-003, S-004

A6 29 oo
Corepharma LLC
Attention: Mukteeshwar Gande, M.S., R.Ph.
215 Wood Avenue -

Middlesex, NJ 08846
Dear Madam:

This is in%reference to your supplemental new drug applications
dated May-i7, 2002, submitted under section 505(j) of the
'Federél'FSBd, Drug, and Cosmetic Act, regarding your abbreviated
new drug application for Acetaminophen Extended Release Tablets
650 mg.

Reference is also made to your new correspondence dated
May 29, 2002.

These supplemental applications, submitted as “Changes Being
Effected”, provide for the following changes:
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S-004 The addition of a bulk packaging configuration.

The supplemental applications are deficient aney therefore, not
approvable under Section 505 of the Act for the following
- reasons: z . :

-~ o
-

Chemistry Deficiencies:

1. Please indicate if the bulk packaging used for shipping
the drug product is tamper resistant

2. Please provide a commitment to place the first lot
packaged in each of the proposed packaging.sites on long
term stability according to the stability protocol as
approved in the original application.

3. Please acknowledge that the expiration dating of the
repackaged product will be calculated starting from the
date of the pre-mix operation as approved in the
original application.



The file on these supplemental applications is now closed. You
are required to take an action described under 21 CFR 314.120
which will either amend or withdraw these supplemental
applications. Your amendment should respond to all the
deficiencies listed. A partial reply will not be cgnsidered for
review, nor will the review clock be reactivated until all
deficiencies have been addressed. The response to this letter
will be considered a MINOR amendment and should be so designated
in your cover letter. If you have substantial disagreement with
our reasor® for not approving these supplemental applications,
you may reﬁuest an opportunity for a hearing.

Sincerely yours,

Jrpf 4 22

/,/[yJ»“‘

Florence S. Fang

Director

Division of Chemistry II

Office of Generic Drugs

Center for Drug Evaluation and Research
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215 Wood Ave., Middlesex, NJ 08846

: (732) 868-1090  Fax: (732) 868-1091
con E P HA R MA L L c Web: http://www.corepharma.com

May 29, 2002 NEW
' CORRESP
T TS oy o -
[y Lot o= Q{ﬁ g;: ,
. Office of Generic Drugs A .
CDER, Food and Drug Administration .
Metro Park North -

7500 Standish Place, Room 150
Rockville, MD 20855

Re: Aceta‘{'ﬂinophen Extended Release Tablets 650 mg, ANDA # 76-200
-_New Gorrespondence to CBE 30 Supplement, Dated May 17, 2002

Dear Director:
This is the new correspondence to CBE 30 supplement submitted on May 17, 2002 for our

approved. ANDA, Acetaminophen Extended Release Tablets 650 mg, ANDA # 76-200. We
included OGD's recommendations as follows: :

1. Please be advised that St _ ~ S R R R

s 5 s ATE operatmg under

‘ cGMP regulat1ons and they are suitable for the packagmg of Solid Oral Dosage
Forms including Extended Release Dosage Formis.

2. Corepharma commits to place the first batch packaged at each -

=*"5n long term stability and conduct stability testing as described in the approved

stability protocol. Results of the stability testing will be submitted as part of the
routine annual reports, or as specified by FDA. -

* ~This also-certifies that a True Copy of this submission (including a copy of the 356h form) was
sent to our 19531 New Jersey district office.

Piease direct any written communication regarding this submission to me at the above address. If
you need to call or fax me, my telephone number is (732) 868 1090 and (732) 868 1091 (fax).

Sincerely,

Z Mukfoanie RECEWVED

Mukteeshwar Gande, M.S., R.Ph. : MAY 3 ¢ 2002 /
Vice President '
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215 Wood Ave., Middlesex, NJ 08846

£ o (732) 8681090 Fax: (732) 868-1091

con E P HARMA LLC Web: http://WWWi)(()repharma.com
May 17, 2002 |

ay 9 260 SeD 0572 ﬁ

NDA NO.__.__.....REF NG : /
Office of Generic Drugs NDA SUPPL FOR
CDER, Food and Drug Administration - :
Metro Park North CHANGES BEING
7500 Standish Place, Room 150 EFFECTED — 30 DAYS
Rockville, MD 20855
NDA NO. 76 Z@Z? ‘O rer N CD gj A FL
* | | NE)A suppLEce P, PQK ﬁgiw

-~ Re: Acetamlnophen Extended Release Tablets 650 mg, ANDA # 76- 200
Alternate Packaging Site

NDA NO. 76209 REFNO.Scs- 52
NDA SUPPL FOR fi4ck. charus

Dear Director: _ VA A

Please find enclosed a “Changes Being Effected — 30 Days Supplement” to our approved ANDA
for Acetaminophen Extended Release Tablets 650 mg, ANDA # 76-200.

This supplement includes : - for the finished product. The finished product
(film coated tablets) will be shipped in bulk containers to the new site for packagmg into final
containers (bottles).

Corepharma has submitted an additional copy of this supplemental application, as required under
314.71(b), to the Food and Drug Administration, New Jersey District Office. We hereby certify
that this additional copy (field copy) is a true copy of the supplemental application.

Please direct any written communication regarding this submission to me at the above address. If
' you need to call or fax me, my telephone number is (732) 868 1090 and (732) 868 1091 (fax). -
. - A

-~ Soe
-

Sincerely,

Mukteeshwar Gande, M. S R.Ph.
" Vice President '

RECEIVED
MAY 2 6 2002
OGD / CDER



