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ESTABLISHMENT EVALUATION REQUEST

SUMMARY REPORT

Application : ANDA 76200/005 Sponsor: COREPHARMA
Org Code : 600 215 WOOD AVE
Priority : ’ MIDDLESEX, NJ 08846
Stamp Date 1 24-MAR-2004 Brand Name
PDUFA Date H Estab. Name: ACETAMINOPHEN
Action Goal : Generic Name:
District Goal: 24-AUG-2004 Dosage Form: (EXTENDED-RELEASE TABLE
T) v o
Strength : 650 MG
FDA Contacts: - C. PALAT III Project Manager (HFD-615)
Overall Recommendation: ACCEPTABLE on 27-APR-2004by J. D AMBROGIO(HFD-32

2) 301-827-

9049

Establishment : . CFN : FEI :

)

f

i

!

s

DMF No: . AADA:
Responsibilities: st " ,
Profile : TCM OAI Status: NONE
Last Milestone: " OC RECOMMENDATION
Milestone Date: 27-APR~-04
Decision : ACCEPTABLE

Reason : DISTRICT RECOMMENDATION
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215 Wood Ave., Middlesex, NJ 08846

P ' ' . (732) 868-1090  Fax: (732) 868-1091
COREPHARMA LLC Web: g/ rrocorepharma.com
AL g/s /M
March 22, 2004 C /.
Office of Generic Drugs
CDER, Food and Drug Administration
Metro Park North . CHANGES BEING
7500 Standish Place, Room 150 EFFECTED - 30 DAYS

Rockville, MD 20855

Re: Acetaminophen Extended Release Tablets 650 mg
ANDA 76-200
) ek 'NDA NO%"QQ( /_REF. N&ﬁg‘b AT

LA

ll.\, '\

NDA SUPPL FOR =

Dear Director:

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

_is one of the

v

previously approvég(/ , for Acetammophen Exteﬁded Release Tablets
650 mg A i recently purchased an additional facility. This facility, located
at oo s ; “(FDA Registration # e==ccmo ,, Was

’ mspected by the FDA for cGMP in March 2004 and was found to be acceptable for OTC
monograph packaging. Corepharma LLC will use this new facility as -

e A

Cdrepharma 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).

Sincerely,

Mukteeshwar Gande, M.S., R.Ph. ' MAR 2 4 2004
Vice President CG DICD:
It iy



"~ 215 Wood Ave., Middlesex, NJ 08846

, (732) 868-1090  Fax: (732) 868-1091
COR E P HAR MA LLC Web: http://wwwi.?;repharma.com
May 21, 2004
Office of Generic Drugs
CDER, Food and Drug Administration
Metro Park North AMENDMENT TO
7500 Standish Place, Room 150 CBE - 30
Rockville, MD 20855 March 22, 2004

Re: Acetaminophen Extended Release Tablets 650 mg
ANDA 76-200 ‘
Amendment to the CBE-30 o A S S e B

" Dear Director:

We are referring our approved ANDA, Acetaminophen Extended Release Tablets 650 mg,

ANDA # 76 200 and pendmg CBE 30 supplement submitted on March 22, 2004 for =——=""""_

e ~_,. Pursuant to telephone conversatlon w1th rev1ew chemlst

on Aprﬂ 6, 2004, we are confirming here agaln that ¢ ===
Stz facility will be used as < wormomsmemssimiresmSmss

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).

Sincerely,

R QECENED

Mukteeshwar Gande, M.S., R.Ph. MAY 2 4 20Q4 _

Vice President _
OGDICDER
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