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DEPARTMENT OF HEALTH & HUMAN SERVICES . Pubio Health Servic
E Food and-Drug Administration
Rocivile MD 20857
S - DEC 2 8 1999
NDA 20-125 ' S

"= Parke-Davis Pharmaceuticals. Ltd.
Actention: Mr. James A. Parker
- Worldwide Regulatory Affuirs -
20! Tabor Road . S o--
Mormis Plains, NJ 07950 :

Dear Mr. Parker: ) ‘
[Please refer to your new drug application (NDA) dated December 13, 1990, received -
* December 14, 1990 and withdrawn on October 27, 1992 and resubmitted ‘with your April 30,
1999 amendment. This application was submitied under-section 505(b) of the Federal Food, -
Drug. and Cosmetic Act for Accuretic (quinzpril HCUhydrochlorothinzide) 10/12.5, 200125,  _

We acknowledge receipt of your submission dated December 9,1999. S

This new drug applicatiun providés for the use of Accurstic (quinapril HCVhydrochiorothiszide)
10/12.5, 20/12.5, and 20/28 mg Tablets in the treatment of hypertension.

We have completed the review of this application, as amended, and have concluded that adeguate -
information has been presented to demonstrate that the drug is safe and effective foruse as
rccommended in the submitced fina) printed labeling (package insert included in your

December 9, 1999 submission) and immediate container and carton labels included in your
November 10, 1999 submission. Accordingly. the application is approved effective on the date of
this lemer. - - -

We remind you of your agreementto - L . in the drug product stability sdies

T by : ‘ ) test. A shelf-life acceptance criterion e ___ Should

be established, TF appropriate, in addition to the current release limit o
Validation of the regulatory mothods has not been completed. At the present time, it is the policy
of the Center not 1o withhold approval because the methods are being validated. ‘Nevertheless.
we expect your continued cooperation to fesolve any problems that may be identified. B
. Be advised that. as of April 1, 1999, all nppliéations for new active ingredients, nsw dosage
forms, ncw indications, new route of administration, and new dosing regimens ore requiredto_ -
contain an assessment of the safely and effectiveness of the product in pediatric patiests unless
‘this requirement is waived ar deferred (63 FR 66632). We are waiving the pediatric study
_requirement for this action on this application. Pediatric studies are not required for combination
products, _ T

Please submit one market package of the drug product when it.is available,
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Wao remind you thot you must comply with the raqmrcmcnts forun appmved NDA sel forth under
2I CFR 314.80 and 314.81.

At the time of your next printing, please make the following changes:
_ Under lhe ADVERSE REACTIONS/Postmarketing Experience subsecmn.
I In‘the first sentence, please insert the word “been” between the words “have and “reported.”

2. Under Skin and Appendages, plcase delete the comma between the words macnlt)papul.:r"
- and “rash.”
If you have 8Ny qUeSLIONS, contuct: _ T
B ‘Ms. Sandra Birdsong
"Regutatory Health Project Manager ) : -
(301} 594-5312 - N

Sincerely yours, - T -
RIS

R - M
— - Raymond J. Lipicky. M.D. ~ _ - . -
< - -Director
-— Division of Cardio-Rena! Dnug Products
- —Office of Drug Evaluation [ . -
Center for Drug Evaluation and Research : ’




CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER: NDA 20125

APPROVABLE LETTER



savICy, T

« L o _
/ DEPARTMENT OF HEALTH & HUMAN SERVICES : Public Hestth Service
?(: _ y

5

P Ui,

-“'-nub

” ' Food and Drug Administration
— - Rockville MD 20857 ‘

NDA 20-125 = NOV 30 g2

e Pafke-Davis Pharmacenticals Limited
Attention: Timothy Cunniff, Pharm.D.
2800 Plymouth Road "
Ann Arbor, MI 48105 _ o

Dear Dr. Cunniff: - —_— ' S

- = - "Please refer.to your new drug application (NDA) dated December 13, 1990, received R
December 14, 1990 submitted under section 505(b) of the Federal Food,:Drug, and Cosmetic Act for
‘Accuretic (quinapril HCV/hydrochorothiazide) 10/12:5, 20/12.5 and 20/25 mg Tablets. Your submission of
May 3, 1999 constituted a-complete response to our September 24, 1992 action letter, .-

We acknowledge receipt of your submissions dated Julj'lc‘:,r August 10 and 16, October 6 and 8, and
" November 8§ and 10, 1999. o . -

We have completed the review of this application, as amended, and it is approvable. Before : SRp——
the application may be approved, however, it will be necessary for you to submit final printed labeling
-(FPL) for the drug. The labeling should be identical in content to the enclosed marked-up draft labeling. —

Please submit 20 copies of the printed labels and other labeling, ten of which are individually mounted on
heavy-weight paper or-similar material. o - R

) If zidditj.qnal information relating to the safety or effectiveness of this drug becomes available, )
revision of the labeling may be required. | - ’ .

—We remind you of your commitment tof u _]in the drug product stability studies by'
- st. A shelf-life acceptance criterion fo Jshould be
established, if appropriate, in addition to the current release limit of] - :

In addition, please-submit three copies of the introductory promotional materials that you propose to use
for this product. All proposed materials should be submitted in draft or mock-up form, not final

. print. Please sefid one copy to this division and two copies of both the promotional materials and the- --
package insert(s) directly to: — o

_ - Division of Drug Marketing, Advertising,
- _ " and Communications, HFD-40
— o Food and Drug Administration }
5600 Fishers Lane —_——
"~ -.“Rockville, MD 20857 - B O
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Within 10 days after the date of this letter, you are required to amend the application, notify us of your
intent to file an' amendment, or follow one of your other options under 21 CFR 314.110. In the absence of
such action, FDA may proceed to withdraw the application(s). Any amendment should respond to all the
deficiencies listed. We will not process a partial reply as a major amendment nor will the review clock be
reactivated until all deficiencies have been addressed. . :

The drug.product may not be legally marketed until you have been notified in writing that the apﬁic_a_tion
is approved. . ' o Foe : _

If you have any questions, please contact:

T " Ms. Sandra Birdsong ' e :
- Consumer Safety Officer__ ’ -
(301) 594-5312 - ] _
. _ | _Sincerely yours, - -
- R - - . /S/ . 2 -
— Raymond J. Lipicky, M.D. e e
- - ' Director ‘ -
—_ — - Division of Cardio-Renal Drug Products

Office of Drug Evaluation I
~-Center for Drug Evaluation and Research

Enclosure



