CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
83221

CHEMISTRY REVIEW(S)
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CtNIsTS RIVICW FUR EFederal Fegister tIDA Humber
ASLRIVIATED 4EW DRUS APPLICATION  [Statencnt Dore 83-221
OR SUPPLEMENT .
- : : 10-156
i T i T - : i AF Nucher :
I. = and Address of Applicant {City and State) Original ?;i;;___ .
R dmernt ?
% Bolar Pharmaceutical-Co, Inc, Amen mpt
! Copiague, NY 11726 cupplement e
piague, Resubmission _____
L - Correspondance .___
] Report R
.': — : QOtner :
’ Purpose of Amenciment/Supplement Date(s) of Submissiocn(s;
{ amended analytical procedures ‘ 2-7-75
A . ’ . "
Pharmacological Category ilame of Drug
anti-gout probenecid with colchicine
Dosage Form(s) Potency (ies) How Dispensed
tablet , probenecid 500 mg, Ry  xxxxx
colchicine 0,5 mg.
R NIC..
Packaging/Sterilization Samples Related ID/iiDA/OF
. polyethylene bottles tested-refer to DAL-DO report
_ 12-2-74 : :
rwoeling B
1 _
satisfactory per medical officer's review of 4-10-73"
~ Biologic Availability
deferred
_ Establishment [nspection o T
: ,
1 satisfactory ref: HFD-322 memo 3-20-75 based on 7/17/74 inspection -

i

1 Components, Composiiioh,_Manufacturing and Controls

1 satisfactory.

[—

Remarks

approval -majarski

o 18t
Conclusion ' )

REVIEWZR

DATE



)
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CiMESTIS REVICM FOR :Federal Fegister
ALDRS Sharte ol LRUS SEFLICATION  fStatencnt Date
OR SyPPLENENT |

tIDA Humber

" s apd Address of Applicant {Lity and State)

Bolar Pharmaceutical Co,, Inc.
Copiague, NY 11726 _

83-221
LAE_Nuwher 1Q- ——
Original ——— e
Amendmert e
Supplement —

Resubmission . .
Correspondance .___

Report O
0ther FDA initiation

Purpose of Arencment/Supplement

none

Date(s) of Submission(s)

Pharmacological Category ilame of Drug
antt-gouyt probenecid wtth colchicine
Dosage Form(s) Potency (ies) How Dispensed
tablet Rx
— - QIC
Packaging/Starilization Samples Related IWD/iDA/HF L
polyethylene bottles

Labeling

satisfactory

Biologic Availabilivy
deferred

Establishment lnspection

satisfactory

Components, Comgosition, Manufa:tu?ing and Controls

see below,

Remarks

The Dallas District has indicated that when certain precautions and errors are
taken into account the method will comply wtth the representations set forth

in the application,

Firm is advised of precautions and errors, and'réquested to revise and resubmit

| o
; rev w/f majarski
> [§]lesfes

Conclusion ;r
REVIEWER

DATE



CorMIST'S RZVIEW FOR

Federal Register

ABLRIVIATCD SV UG APPLICATION Statement Date

OR SUPPLEMENT

- -

- -

| DA Humber

—

ilame and Address of Applicant*(City and State)

Bo]ar Pharmaceut1ca1 Co.. Inc.

Cop1ague, NY ]1726

83-221 .

AE Number]QA]Sﬁ !
Original o
Amendment _—
Supplement

Resubmission

Report
J0ther

Correspondance __XXXXX .

Purpose of Amendment/Supplement -

Date(s) of.Submission(s;

9-9-74

Pharmacological Category

anti-gout

ilame of Drug

‘probenecid withAcé]chicine

Dosage Form(s) Potency (ies) How Dispensed
' Ry xxxxx
tablet
- 01C
‘Samples’ Related LiD/iiDA/HF -

Packaging/Sterilization
" polyethylene bottles -

- e o Ll

sent to Dal]as District for
va11dat1on

Labeling

satfsfactory-

Biologic Availability

deferred

Establishment Inspection

satiéfactory ;

ConpOnents, Composntnon, Manufacturing and Controls

sat1sfactory

Remarks

contingent on a. satisfactory laboratbry report - thxs application is

approvaB]e

approvab]e majarski

Conclusion . |

REVISUWIR

CATC i
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. R Lt TR g e

IR I I .’"\"Iz‘.l Fonr Federal Register #HDA Humber
R TRIE VAR TER O P: L Iv ‘Tlu’ iStatement date 83-221
GROSUPPLE .E T T '
T ' : 10-156
B : i ‘ | AE_Humber e
Lo " iress of Applicant (City and State) Original —
. . ent :
Bolar Pharmaceutical Co., Inc, : , Amendmen —
Copiague, 1Y 11726 ' Supplement e
* ‘ Resubmission  XXXXXw.
: .. ' Correspondance
" iReport - ———
— ‘ Qtpher
“oreuso of fAmendrient/Suppiement Date(s) of Submissic- 3}
- 4-12-74
fhororcelonical Category Famé of Drug
anti-gout _ iprobenecid with colchicine
Fasage Form(s) . Potency (ies) iow Dispenses
' : _ ‘ probenecid 500 mg. Ry XXXXXXX
tablet colch1c1ne 0.5 mg. '
—— - —_— - L1C6 —_—
Pucweging/Sterilization Samples flelated 1WD/WZA/ME,
- -] received in sample room : .
polyethylene bottles 1 bottle 100's # 063192 A ‘ o :
(as per J. Beckwith 7-12- 74) !
Labating B B
satisfactory4-10-73
Biologic Avaitlability ‘ -
deferred
tstablishment Inspecction T
satisfactory per; HFD-340 memo. of -30-11-73
Jouponents, Composj t_?,ﬁn,: Hanufac_turin;j’and Controls o
additiona}. information. -
Remarks -
firm is requested to comment on comprehensive specifications
~—rev.. wif_ _majarski_ . - / %/ | k’31_‘
- L] U R s et

Se ko o0



LT AL A7 s

i D T L, WA T e i T -

ot AN 5?. ) Sadera) Rarisioer SCA Fumber 83.023
ST APPLICATION | ¢ {Statoment Dote :
- et N . | LF Mimber 19;135‘
JTSiresa of acoliconw {City and Stebe) Originai . "":ji:t:-

:'golar Pharmaceutical,co,,fIﬁc"'j_J

copiague, NY 11726

Amenditent
[{Supplemant
Resubmission
Corresponcance
epor®

Cther

————

—
m—

or Ascnuzand/Supplexent

——

A

pate(s) 6fl5ubLJSsi5:{z
9-17-73
(received 11-27-73)

Sl ricaangical Cotegery

" anti-gout agent

Kape' of brug

" probenecid with colchicine

L fermg) . Fotency (ies) How Dispensed
' probenecid. -500 mg; Ry RO
tablet colchicine: 0.5 mg -
virivonmental Impuct Analysis” S - Bamples . v el oo Led: 13D/ 1A

submitted 11-27-73

AT Sl 3 B

§

Lea g T LAY

sct¥sfactory per medical officer's review of 4-10-73

-

wsiogic Availability

deferred

“.ziatlisament Inspection

":atisfaétory'per.BD-3h0'meno-6f 10-11-73. .

. .

T A—

_--oneals, Couposition,”Manufacturing snd Controls |

firm to sutmit actual/mmerical specifications for the final dosage form"

-

Pt e e
Lo eand - -

- firm also to submrt'aethodology_appropriatg to thes specs and to submit test_éata.

CoCRanien

rev w/e .mrajarski:
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-

o'



Giie ity uu.luﬁ rus , rruersr Regrster Ll Liak L___J ‘
BRUVLATED LA LREG APPLICATICN Statement Date | ., . ;
O SUPPISHENT : |smproenl T ;
me & AdcTess . of- fpplicent (City & oL:lLC) ' : . KA Dumber r
/*7  Bolar Pharmaceutical CO., Imc, .. T ' 83-221 |
- CoPdigue, New York 11726 A T . {Svpplenent bate and fies_
) 7 - T i ‘
me of Dr\" ‘ B - honproprict;;ry lame Lmenduwent Date(s) r
- - probenécid with colclifcine L T . 2=7-73 1
I : S 3373 l
rpose of Supplemeat . i - S ' Other Date(s) -‘
o S y , AE FNumberx
urnacologicul Category ' - licw Dispensed ot 10-156
: ' S e T f—r JRelated IXD/iRA/HV(S)
anti-gou‘t'egent. e 4 [x] _ 0.T.Cs | . :
sege I :..x(s) I~ Potcncy (ics)
. . 500 mgc “th ) . * . . . -2‘
tablat. N o 05 mg colchicine :
sisfactory Lavbeling A . . . :
] Date Iue go¢isfactory-per medical officer. PR
liaiactony Ceuponents, Compositicn. Manuviacturing and Controls , ,‘ ;
] Date Due .addi.r.inna]_.infntmation . . : :
:islactory ; blOLULLC Availebilivy
, Pate Due deferred 6-26-72
, } Is data.on curreat .
— fornulation? YE_._{_,_! "30 E}
13£3CL01)’ Provably or Possibly Lifective ladicatioans
(if in labeling)
: I . Date hata Due .
‘ablishment ]n.ncctmn : ) Recalls
referred to compliance 6-23-73 : . :
relabeling of drug in cor:.:crcx..l chennels required? - YES| J NO [q:‘] :
so, uviat level: : A : , :
iarks
Combination preparation i.s not .& compendium item, although each active :
ingredient is a ompendium material, Firm has submitted procedure for
 agsay of the tablet.. Request samples for validation of thés met:hod. ;
~'Request submitted to.BD-105 on 2-9=73 for eval_.‘uati.on of status of firm, ;
. . , ) _ )
iclusionk . : )
rev w/f majarski \S‘D ' ~$'//5//7j ) :



S

SIEMIST'S RCVIEN ToOW my—p
4BBATVIATED NEW DRUG APPLICATION
OR SUPPLEMENT

Statement Date

Yame z=d Address of Applicant (City and State)
Rolar Pharmaceutical Ca., Inc.
Copiague, New York 11726 ~ -

83-221

Xame cI Drug ‘Nonproprietary Name

probenecid with colch cine

Purpes: of Supplement

.- . —wM"h'

Original

Amendment  yyy

Supplement

Other .

Pharm:zological Category How Dispensed

Rx‘ E]( _.o.r.c.'. |

anti goﬁt agent

Date(s) of Submission(s.

1-17-73

Dosagz Form(s) Potency (ies)

Probenecid 500 mg.

AF Number
10-156.

Related IND/NDA/MF

tablet Colchicine 0.5 mg,
Satisi:ctory Labeling
- Date Due _draft labeling satisfactory

SatisZzctory
I:J - Date Due additional information

Cowponents, Composition, Manufacturing and Controls

Satisizctory  Biologic Avallablllty

t::} 1 Date Duae deferred for combinat1on preparation used for gout

Is data on current
formulation?

YES £3 Ko 13

.§;tisfaetory
Date data Due
(.

Probably or Possibly Effective Indlcations

. (if in labeling)

Estad_ishment Inspection Recalls

requested 2-9-73

Is relzbdeling of drug in commerc1al‘channels required’ YES T3 No )
If sc. what level? o~ :
Remaris

request final printed labeling

submit specifications and tests for final dosage form."~

This is not a compendium

item (i.e. combination) therefore, firm should submit & more detailed procedure.

Conci-sions

-, rev w/f majarski

/S/
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e e emm — - - e UGSl valLe
OR SUPPLEMENT J 83-221
S:me and Address of Applicant (City and State)
Bolar Pharmaceutical Co., Inc. - ' - | original XXX
Copiague, New York 11726 - _ .
. - - - . Amendment
\:mwe of Drug | Nonproprietary Name Supplement
Probenecid with Colchilcine .
B £ Suppl i
_ Tarpose of Supplement - Other

Date(s) of Submission(s)

Tharmacological Category How Dispensed | % 9-12-72
antigout égent ‘ . ' P& m _____o.,'r.c. D ‘
S S AF Number.
Sosage Form(s) Potency (ies) S ‘ 10-156
Probenecid 500 mg ~ . -~ - Related . IND/ NDA/MF
tablet Colchicine 0.5 mg.
Satisfactory Labeling o
Date Due - revise package insert per M.O.R.
Satisfactory Components, Composition, Manufacturing and Controls - o
. Date Due adaitsonal informadion - o
D on . R B .
Satisfactory -giii°gi§ Ay APdd i combination preparation used for gout
'{::] Is data on current ' ' :
formulation? . YES T} . NO ‘:]

Satisfactory

a

Probably or Possibly Effective Indications (if in labeling)
Date data Due - } S .

Zstablishment Inspection E Recalls

- 2/7,8,9,15/72 satisfactory

-

is relabeling of drug in commercial channels required? YESQT3 No O
if so, what level? ' ~ :

Remarks

final printed container labels

revised package insert .
clarify dicalcium phosphate

BEY
.

. submit test methods for assay
submit test methods used km for final dosage form - the combination 1s not a
compendium 1tem, )

Conclusions

re’;r w/f ma jarski \%‘ /% 7«&/7'2) .




