otr 14 ZUU0 1014 1AM LOER/0GD/CHEM] NO.BOO. P 1/4

FAX COVER SHEET

‘lm"mmm'mn"" Department of Health and Human Services
: - Public Health Service

e Food and Drug Administration
Center for Drug Evaluation and Research
- Office of Generic Drugs
. Rockville, Maryland

,. | Date: AC/jﬁ/{L/‘og

To: __ | Dmy /[%erm(cg/ﬁ‘fﬁfe}(
P 7

Phone: 1§ 4 -3 €3 200 Faz;%/é“?‘ﬂ/ ~ 3809

-1-5¢
From: SH»L&M" EnG 7 L (\CB ({lﬁ Sé%g
Phone: (301) 827-5843 | " FAX: (301) ssa-o1s0
Number of pages:

(Including Cover Sheet)

Semmewy Cogrdts [ 79744 (s

1
“ ed ¢
{. Ca
SEP 1 2 2006 /
REGLI »-"-.'a“.“?‘-‘-* ACEAIDD - :
b JPOISX Corp. ] .
Tr1s DOCLIMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED
AND MAY CONTAIN INFORMATION THATIS PRIVILEGED, CONEIDE AND FROTECTED

FROM DISCLOSURE UNDER APFLI CABLE LAW. If you are not the addresses, or @ gerson guthorized in
deliver the document o the addressze, ifs commmunication is not quiharized Ifyou hape received thds docimen: i

arrar, please nmediately matify us by telephone end raivrn iz fo 13 gt Hie dbove aeddress by maml.,
Thank yow.




aomtll Lol LURRIAN  Seeredl/lneN] NO.500 P 2/4

sy

SRR,

S

‘g

é DEPARTMENT OF HEALTH & IUMAN SERVICES

| .
= Food and Drug Administration
BHER, EIRG Hﬂondwille MD 20857

SEP| I 2 2006

Apotex Corp.
Attention: Tammy McIntire

U.S. Agent for Apotex Inc.
2400 N. Commerce Parkway, Suite 400
Weston, FL 33326

Dear Madam:

This is in reference to your abbreviated new drug application
(ANDA} dated June 30, 2005, submitted pursuant to Section 5053(3j)
of the Federal Food, Drug, and Cosmetic Act (the Act), for
Midodrine Hyvdrochloride Tablets, 2.5 mg, 5 mg, and 10 mg.

Reference is alsc made to your amendments dated September 1, and
December 8, 2005; and February 23, March 30, April 3, April 7,
May 8, May 24, and August 28, 2006.

We have completed the review of this abbreviated application 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 labeling. Accordingly the
application is approved, effective on the date of this letter.

The Division of Bioeguivalence has determined your M%dodrine
Hydrochloride Tablets, 2.5 mg, 5 mg, and 10 mg, to be
bicequivalent and, therefore, therapeutically equivalent to the
listed drug, ProAmatine® Tablets, 2.5 mg, 5 mg, and 10 mg,
respectively, of Shire Development, Inc. Your dissolution
testing should be incorporated into the stability and quality
control program using the same method proposed in your
gpplication,

FDA granted marketing approval for Shire’s ProAmatine Tablets
pursuant to 21 CFR 314.510 (Subpart H) on the basis of adequate
and well-contrelled clinical trials establishing that the drug
product has an effect on a surrogate endpoint. This|effect is
reasonably likely, based upon epidemiologic, therapeutic,
pathophysiologic, or other evidence, to predict clinical benefit
on the basis of an effect on a clinical endpoint other than
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(1) The post—-marketing clinical study fails to verifiy clinical
benefit;

(2) The applicant fails to perform the required postmarketing
study with due diligence:;

(3) Use of the drug product after marketing demonstrates that
the postmarketing restrictions are inadedquate to assure the
safe use of the drug product:;

(4) The applicant fails to adhere to the postmarketing
restrictions agreed upon;

(5) The promotional materials are false or misleading; or

(6) Other evidence demonstrates that the drug product is not

shown to be safe or effective under its conditic

ms of use.

Please note that if approval of the listed drug is withdrawn or

suspended for any of the reasons specified in 21 CFR‘

314.530,

the approval of your abbreviated new drug application (ANDA),
which relies on the finding of safety and effectiveness for the

listed drug, may also be withdrawn pursuant to 21 CFE
and 314.151, or suspended prior to withdrawal pursua
21 CER 314.153.

341.150
t to

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

Postmarketing reporting requirements for this abbrevlated

application are set forth in 21 CFR 314.80-81 and 314.¢98.

The

Office of Generic Drugs should be advised of any chaﬂge in the

marketing status of this drug.
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Promotional materials may be submitted to FDA for comment prior
to publication or dissemination. Please note that these
submissions are voluntary. If you desire comments on proposed
launch promotional materials with respect to compliance with
applicable regulatory requirements, we recommend that you

submit, in draft or mock-up form, two copies of both

promotional materials and package insert directly to:

Food and Drug Administration
Center for Drug Evaluation and Research

the

Division of Drug Marketing, Advertising, and Communications

5901-B Ammendale Road
Beltsville, MD 20705

We call your attention to 21 CFR 314.81 (b) (3) which yequires
that all promotional materials be submitted teo the Division of

Drug Marketing, Advertising, and Communications with
Form FDA 2253 at the time of their initial use.

G

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




