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APPROVAL LETTER




2800 Plymouth Road -
Ann Arbor, MI 48105

DearDr Scott.

T

Please refer to your new drug appheanons dated September 3,71996 (NDA 50-73 9)3}5:1

2V 29) 2 2
"December 30, 1996 (NDA: 50-749), received September 4.:1996 and Dwembcr 31"-1996

PENCAE] el

2.7 respectively, submitted under section 505(b) of the Federal Food, ‘Drug, ‘and Cosmetic Actfo

P

.- Omnicef (cefdinir) Capsules and Powder for. Oral SuSpensron. ‘We note that these “products. aré

e

subjeet to the exception provrsrons of Section 125 (2) of Title 1 of the FDA Modermzauon*Act N
of1997 s’ 4 BRGt RaR

We aclmowledge recelpt of your subrmssrons dated September 24,"No \:ember 13
- 16, and December 31, 1996; and January 31; February 21, March 10 NiarchSl
May 6, May 9, June 2, June 11, June 23, June 30, July 1, July 7 B

22 August 8, August 14, August 2‘7 August 29_ tetber 10,

3%1’25_

and December 3, 1957, The ongmal Usér Fee goal date for" meee‘""'"ﬁ;“

ap 7
+ 4, 1997 (NDA 50-739) and December 31“1997 (NDA ?50-'749).‘?5de? ,s_u_brmssron 1(";i’.Jl.u:Le ‘23
1997 extended the User Fee goal date for NDA50-739, 10 December"a : 997 i '

' "-'Ifhese new dru g apphcanons provrde for. trearment of patrenrs wrth eomrmmrty acqurr.

R Ty

'.:- ‘pneumoma ‘acute exacerbations of chromc bronchms aeute bactegal otitis med.m 1 wte
"maxrllary smusms pharyngmsltonsillitis ‘and uneomphcated skin’ andJ“shn
' X

—"- g'“‘v STV G, T A At B D T
presented to demonstrate th\at; the d

E 'products are safe and effective for1 nse as recommended in the enclosed marked up draft .
R Iabelmg Aecord.mgly, these apphcahons are approved effeeuve on the date of thls letter :

'I‘he final pnnted labehng (FPL) must be rdenncal 10 ‘the enclosed marked-up drgﬁ}gpe g 43

: Marketmg the products with FPL: _t_hat is fot 1denneal to thrs draft labelmg rnay render the
- produets mrsbranded and unapproved new drugs e

e Please submrt 20 copres of the FPL-as soon as it is avarlable. ays
-after it is printed. Please mdmdually ‘mount tén of the copies.on heavy—welght paper o LR s 56
'snmlar marenal For admrmstratrve purposes, this submission should be desrgnafedu:'FlNAL £330




‘NDA 50739
NDA 50749

it hnt

Approv;'ﬂ

Should additional information rclatmg to the safety and effecuvenms of the drugs bwome T
ava:lable revision of that labeling may be requ.u'ed T

arc listed below.
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’ . ) ) R . ‘ . B J

Protocols, data, andﬁnalreports shouldbcsubmmedtoyourIND for these productsanda
copy of the cover letters sent to these NDA"s.  Should an IND not be reqmred to meet your e :

"." ~ Phased commitments, Pplease subnut protocol data, and final rcports 1o these NDA's as i

- . - correspondences. In addmon, 'we requdst under 21 CFR 314. 81(b)(2)(vu') that you mclude m N
your annual report to these apphcauons. a status summary of each commitment.” The status - -
summary should include the number of paucnts ‘entered in each study, expected compleuon and
submission dates, and any changes in plans since the last annual rcport For admmrstratrve
purposes, all submissions, including labeling supplements, relating to these Phase 4 e

“-“commmncntsmustbcclcarlydmgnated "Phase4Commmncnts S

" In addmon, please submrt throc copm of the miroductory promouonal matcnal that you

propose to use for these products *All proposed materials should be’ submmed in draft or:
- mock-up form, not final print.- Please submit one copy to the Dmsron of Anti- Infectrve Drug
) Products and two c0p1es of both the promouonal matcnal and the packnge mscrts drrectly to:

F°°d and Drug Admmrstrauon,

* 5600 Fishiers un'e L
Rockwlle, Mary]md 20357

) &’ ‘.,.7‘ . -0 o
We rcmmd you that you must comply vmh the reqmrcmcnts for an approved NDA set forth e
u.uder 21 CFR 314.80 and 314 81‘ B - |
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