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NEW DRUG APPLICATION OR SUPPLEMENT

NDA NUMBER

84-321
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Forward origir‘al
approva!l has beer ﬂ

TYPE OF APPLICATICON
—  SUPPLEMENT

~— : :
[_JoRiGINAL NDA 70

Press Relations Seaff (PA~0)

FROM:

E] Bureau of Drugs

i___{ Bureau of Veterinary Medicine

val letter has been issued and the daic of

CATEGORY

ABBREVIATED
Eomcmu. NDA

B SUPPLEMENT

TO ANDA T oyETEQINiIa

HUM N

DOSAGE FORM

tablet

_probenecid with colchicine

TRADE NAME (or other designated nams) AND ESTABLISHED OR NONPROPRIETARY NAME (if any) OF DRUG

HOW DISPENSED

f_@n x

“ToTe

declared on label.)

probenecid
colchicine

ACTIVE INGREDIENTI(S) (as daclared on label.

List by established or nonproprietary name(s) and include amount(s), if amount is

0.5 g.
0.5 mg.

Bristol, TN 37620

NAME OF APPLICANT (Include City and State)

Beecham Laboratorfies

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

anti-gout

COMPLETE FOR VETERINARY ONLY

ANIMAL SFECIES FOR WHICH APPROVED

~

COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPROVED TO PROVIDE FOR.

FORM PREPARED BY

NAME

majarski

DATE

FORM AFPROVED 8Y

NAME

JImeyer

DATE

PN

Form FO 1647 14773}

PREVIOUS EDITION MA 7 BE USED UNTIL SUPPLY I3 EXHAUSTEO.




MEMOR AND UM DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

v

FROM

SUBJECT:

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

W, Michael lRogev"s _ ‘ DATE: September 5, 1975
Director of Chemistry o . :

Atlanta Regional Laboratory (HFR-460)

dary Ann Jarski - HFD-530

Assay validation for:

84-321 Probenecid with Colchicine Tablets
Beecham Laboratories
Bristol, TN 37620

" Per our telephone conversation of 9-5.75, enclosed find

procedure for assay of Probenecid with Colchicine tablets, Validati
is requested., Samples and standards are being forwarded to you directly
by the firm. | )

™ ‘

| \%‘

v



MEMO RECORD: ' AVOID ERRORS

OATE

PUT IT IN WRITING 9-5-75

FROM:

OFFICH

mary ann jarskl - HFD-530

TO:

DIVISION

file 84.321

. § SUBJECT:

Telephone conversation between J.L, Meyer HFD-53Q and Ernest W. Cornett

SUMMARY

Re:

Beecham Laboratories.

Beecham Laboratories communication of 8«11~75 relating to theik

application 84-321 Probenecid with Colchicine

In the referenced communication the firm advised that (a) the
dissolution time had been verified at __ minutes and (b) the assay

. had Been changed to a - _ : : method.

Per. telephone conversation with the firm, Mr. Meyer indicated (a)
the mtnutes was {nconsistent with data they had submitted for
the applfcation ( however, this was not regarded as a significant
point since U.S,P, allows a  minute disintegration time for
Probenectd tablets - therefore the FDA finding of ’Q_minutes :
ts probably consistent with this specificatipn) and (b) the

o assay would have to be validated
and samples and standards should be sent directly to the Atlanta
District,

SIGNATURE

/gi | ' : : . Docu*snr NUMBER

FD FORM 2034 (2/72)




.-~ MEMO'RECORD .

FROM;

Sary Ann Jarski HFD-530

OFriICE

DIVISION

c doaa L D
Bl 5 A7 (w8 Ea e v

SUBJECT:

Assay validation o]
SUMMARY B S0 | e
A1DA 34-321 " Probenecid w colchicine - ;

. Beacham-"tassengill

_ Bristol Tennessee

Per our telephone éonvérsation of 3-29-75, a district assignment'is

requasted for validation of firm's new assay'procedure -see ehclosure"'_i

The Atlanta district did the'original work on this A%DA

Thanx you

x Y

SIGNATURE . / DOCUMENT NUMBER
FD FORM 2034 (2/72) i
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[ MEMO RECORD , Avom sRRoRs 5-21-75
- _ = _ — g y oFFicE
t'“ﬂﬁ ma jarski »
DIVISiON - *“
TOs '
file 84-321
SUBJECT: Talephone Conversations [
SUMMARY F
1/3/74

Re: 84-321 Probenecid & Calchicine Tablets - Beecham-Massengill

Received a call for John Ross of the Atlanta District that the
support for the rocedure was not available (no longer made

by the manufacturers I indicated I would call the firm and
arrange for them to provide an answer

Spoke to Mr, Horning and Mr, Jackebson of Beecham-Massengill

I requested that they call the Atlanta District about the .

plate : t-
3/19/75

Call to E, Carley of the Atlanta District concerning thefr results
vs manufacturers results on colchicine assay; Rf values and Tg0

dissolution, ‘tr, Carley indicated he would submitt detailed comments.
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FORM FDH-2034 (11/66)



“MEMO'RECORD PUT IT IN WRITING .
: OFFICE =
ma jarski - genoric drias - HEHD-=197 BN RR |-
- - - ] ] . OIVISION R k&
‘ Tor ) ) . ’ - N
S 3 john marcus - HF2-139 ‘ ‘ ' B b
SUBJECT: '
34-321  Prabenecid & Colgnigins Tablats it
SUMMARY . .
Beacham-Massengill Pharmacauticals - -
Pristol, Teunassee 375625 ’ N
Rttached find methodology -for subject A4DA.  Please assign Uistrict
B Tatoratory forvalidation.
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