~ CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
84902

CHEMISTRY REVIEW(S)




CHEMIST'S REVIEW FOR

“Alcon Laboratorie§:“lnc..

Statement Date: NDA #
. ABBREVIATED NEW DRUG APPLICATION
OR SUPPLEMENT 84-902
NAME AND ADDRESS OF APPLICANT: ORIGINAL

AMENDMENT XXX

SUPPLEMENT
Fort Worth, TX 76101 RESUBMISS ION
ORRESPONDENCE
PURPOSE QF AMENDMENT /SUPPLEMENT REPORT
THER

Bioavailqbi]ity data

PHARMACOLOGICAL CATEGORY ‘| NAME OF DRUG

PdATE(s) of SUBMISSION(s)

9-3-80; 6-25-81

antihistamine - Promethacon (promethazine HC1)

HOW DISPENSED

RX  xxxx 0TC
‘DOSAGE FORM POTENCY(IES) BELATED IND/NDA/ DMF
supposi tory 50 mg. '
STERILIZATION SAMPLES
N.A. validated
LABELING

FPL satisfactory per Dr. Seife 10-1-81

BIOLOGIC AVAILABILITY
Satisfactory per Dr. Pelsor review 6-25-81

ESTABLISHMENT INSPECTION

Satisfactory per 7-17-81

COMPONENTS, COMPOSITION, MANUFACTURING, CONTROLS

_Previously reviewed by J. Taylor 2-19-76.

PACKAGING
Satisfactory
STABILITY: Nine months data at 35°C shows product is stable. Room temperature data
Protocol: submitted for 6-9 months then skips to 36 months. A1l 36 month data
slightly less than 90% of label by USP method. me thod
consistently higher ‘% than USP assay. -
Exp. Date:

Propose two years.

REMARKS & CONCLUSION:
approval

REJoyce 10-1-81
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== and Address of Applicant (City and State) Original ;_;;w_u___j
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Alcon Labarstories, - Inc. ézsglesi:nt T
1,‘°‘ » X 70201 Resubmission _
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Repecrt —
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Purpose cf Amencment/Suppiement Date(s) of Submissicri:. :
Pharmecological Categary lame of’Drug. .
antihistamine Promethasine Rydrochloride
Gosage Form(s) Potency (ies) How Dispensed
Suppoeitory Rypoxx
50 &g.
ATC - .
Packaging/Sterilization “Samples Related [iiD/HiDA/YF ;
/ - :
Foil/Fm reguested ‘Bh-901 25 ng.
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CHEMIST'S REVIEW FOR Federal Register
ASSRISED TIEM DRUG APPLICATION Statemant Date

OR SUPPLEJ; o 6/18/71
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AMDA Humbar84-902

AF_ Mumber 27-736

Han. anJ Address of Ajplrcan» (Cluy and Scato)

Alcon Laboratoriea, Inc.
Ft. Worth, TX 76101
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10riginal XX
Amendment

Supplement

Resubmission

Corraspondance

Report

Other

- - Purpose of smenamant/Supplemens
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IData(s) of SIbmissicn {s)
September 9, 1975

" Pharmacological Catagory dame of Drug
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antihistamine . Pramethacon Supprettes
_ ) -~ Promethazine Hydrochloride

Dosage Form(s) Potency (ies) How Dispansad

suppos1 tory 50 mg. % -

0TC ,

PacLag11 /Starilization Samplas Relataed I[iD/NDA/SF

Foil/polysster/PE ﬁhﬁr4‘*11d /

next to drug heat seal . Not—required &:L 84k-901 25 mg.
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Lab‘11ng »

Satisfactory (JRCarr)

BioTojic Avatlability
* Deferred

: Establisament Inspection

Requested N s
N . [ \; ) b

Componants, Composrtion,‘danufacturIng and Controls

- Satisfactory pe.rj application

Remarks

1.  FPL of mert/cartaa A 28 Proposed ﬁmediate contaime# labeling

3. Ccmposition of the colorfng agent—- -
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