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APPLICATION NUMBER:

76-200/S-005

CHEMISTRY REVIEW(S)



: - - : Change
Abbreviated New Drug Supplemental Application Administrative Review

ANDA 76-200/S-005

NAME AND ADDRESS OF APPLICANT:
Corepharma, LLC )

Attention: Mukteeshwar Gande

215 Wood Avenue

Middlesex, NJ 08846

PURPOSE OF AMENDMENT/SUPPLEMENT
SPECIAL SUPPLEMENT — CHANGES BEING EFFECTED IN 30 DAYS:

For. =

i emsssasmsesws . The addition in the
l%@;!«&i’;\zﬁz.\'ﬁ:lf_v’l&m, . IS as foll OWS:

—

DATE(S) OF SUBMISSION(S)
May 21, 2004 CBE-30

NONPROPRIETARY NAME
Acetaminophen

DOSAGE FORM ‘ POTENCY
Extended Release Tablets 650 mg

Rx or OTC
Rx only

DOCUMENTATION |
In support of the proposed ~~the firm submitted the following:

- A commitment to use the same SOP's and test methods employed in the approved

application.

- Certification that all post approval commitments relating to the we.aethod(s)

have been fulfilled.

- Certification that the -~ -~has the capability to perform the intended

RS SR

- Certification that the ~eemmmmem==wuw==is in conformance with cGMP's.

.- A full description of the = , to be performed by the



ESTABLISHMENT INSPECTION
An acceptable EIR was issued on April 27, 2004 by the Office of Compliance.

REMARKS AND CONCLUSION
Recommend Approval
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