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 NDA: 22-007

- Drug Product Name
“Proprietary: N/A , :
Non-proprietary: Formoterol Fumarate Inhala’uon Solutlon ,
Drug Product Prlorlty Classnficatlon S. '

o Revnew Number 1

| Dates of Submlssmn(s) Covered by this Review -

Letter ~ Stamp Consult Sent | Assigned to Rev1ewer.' .

6/28/200.6_ 6/29/2006» 8/-10/2006 | 8/17/2006

— :"Submlssmn Hlstory (for amendments only) N/A

Appllcant/Sponsor

Name: Dey LP . ’ o R
Address: 2751 Napa Valley Corporate Drlve Napa CA 94558
Representative: Michele Carpenter, JD

Telephone: 707-224-3200 ext4750

Name of Reviéw_er: Bryan S. Riley, Ph.D.

Conclusion: Recommended for Approval




. NDA 22;007'((F6rm(;tefo_l .FumarateiInaflatiar_l_Solu:tjon')_'; o

Product Quahty Mlcroblology Data Sheet

5.

6.

TYPE OF SUBMISSION Or1gma1 NDA [505(b)(2)]

i ASUBMISSION PROVIDES F OR Sterlle mhalatlon solutlon o

‘ MANUFACTURING SITE f ~ Dey, L. P. - '
‘ 2751 Napa Valley C(_)rporate Dr

‘Napa, CA 94558

~ DOSAGE FORM, ROUTE OF ADMINISTRATION AND .
STRENGTH/POTENCY: Sterile aqueous, non-preserved, solutlon in
: ‘umt-dose !

Vlal for 1nhalat10n 20 mcg/2 mL

METHOD(S) OF STERILIZATION —_ by

' PHARMACOLOGICAL CATEGORY: bronchodilatef "

B. SUPPORTING/RELATED DOCUMENTS N/A :

o '_;_.,-EREMARKS N/A

| ﬁlename:Nozzoo_ml‘.doo i
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- NDA 22-007 (Formoterol Fumarate Inalation Solution) . Microbiology Review #1

Executive Summary

I

. -

m.

CA. Revnewer s Slgnature

Recommendati(ms

_,‘»_recommended for: approval on the basis of product quahty
; .mlcroblology N ,

. B, Recommendations on Phase 4 Commltments and/or

e Agreements, lf Approvable N/A

Summary of Mlcrobiology Assessments

AL Brief Description of the Manufac'turingﬂProc_:es'ses that relate to

. Product Quality Mierobiology — The drug productis

B. | . Brlef Descrlptlon of Mlcroblology Deficlencnes - N/A

C. Assessment of Rlsk Due to Mlcroblology Deﬁcnencws —'N/A

: 'Admlmstratlve ‘

- Bryan S. R1ley, Ph D

B. Endorsement Block

James L. McVey
Microbiology Team Leader

C.  CCBlock
- N/A
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: A ""Recommendatlon on Approvablllty ThlS submwsmn is SR
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