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HDA 19-044/5-003

Amershamlsorp@ratien

2636 South Clearbrook Drive

Ariingtdn Heights, Illinois 60005-4652
e S T JUN

Attention: Donasld E. Baker, Hanager 8 !987

Kedlcal Regulatery Affaslrs

Dear Mr, Bakérx

Please refer to your supplemental new arug gpplication of
Becember 23, 1986, submitted pursuant to section 305(b) of the

Federal Food, Drug, and fJosmetie Act for Imdium Ian 111 Oquuinoline
Solution.

The supplemental application provides for a change in  ©®® gtreagth
for O® of Indium O® 10 111,

We have cowpleted the review of this supplemental application and it
is appreved, ¥e remind you that you must comply with the
requirements set forth under 21 CFVR 314.80 and 314,81 for an
approved NDA. o

Sinecerely yours,

ottt Jeunt C[S)57

Robert A. Jerussi, 2h.D.

Beputy Director

bivigion of Oncolegy and
Radiopharmaceutical Drug Preducts
Office of Drug Research and Review
Center for Drugs aad Biologics

CC:
_ Orig. NDA 19-044/

HFN-150/Division File

HFN-150/Leak/1-12-87 %\“/QL/I/ZM

- HFN-156/West

R/D init. by: RHWood/3-27-87
F/T by: tag/5-28-87 %&,%DKWJ
revised by REWood/6-1-87 ;ﬁ
F/T by tag/6-1-87

Wang # 09850

Approved | » 5}
63
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DMF #

(b) (4)

b qdeq

Part 4
ARMAC AL DIVISIO
, ¥
ASIS FOR PHARMACEUTICAL 1OT RELEAS
CODE: INS1P/INS1PA
STOCK_SOLUTION Sample of INSL submitted by Production
CRITERIA: 1 Radioactive Concentration (mM)mCi/ml
2 Chemical Purity* : ug/ml,
- In m”“ug/ml
ug/ml
Any other detectable
cation () ug/ml
Total detectable cations
. O ug/ml .
-3  Indium-111 identity: - Confirmed -
4 Radionuclidic Purity: ** (1)In-1lé4m % at reference
‘ ' dk (ii)Other ®@ " None detectable
.5 ®®, - O :lde'ntity test
(ii) (b) (4)
6 OION 1’ O@ g EZ;/ml
METHODS : See QA Procedures »
' COMMENTS: - * This spec applies to material with an RAC of w””mCi/ml
s and must be raised pro rata for higher RAC's.
** Measured on corresponding IN15PA final pack. In-1l4m
specification corresponds to at INS1P ref. date.
- -If no IN15PA is produced then full RNP analysis must be
done on INSl
DILUTION .-
CRITERIA : Not analysed by QA
E;NAL PACK Final Packs submitted by the Diépensary
CRITERIA: 1 ~ Approval of INS1 stock B@
2 Total activity: 1label value $ )@
3. Radioactive concentration: lﬁyﬁl value 3
4 *x  Radiochemical purity: : Oy
5 . Radionuclidic purity: No ®® getected
6 Chemical Purity:- U()ug/ml any detectable cation
_ : ®@ug/ml total detectable cations
7 ®®. ®®@ M HCl
- 8. Vipe Test: @ wci
9 Pyrogen test (Limulus) Pass
(b) (4) only)
J1
1 Page has been Withheld as b4 (CCI/TS) immediately ;‘_.‘“-" e T RO B

following this page

florry

I
i
:
LS

1 6DEC i g/

S U




CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
19-044 / S-003

ADMINISTRATIVE and CORRESPONDENCE
DOCUMENTS




Amersham Corporation

2636 South Clearbrook Drive
Arlington Heights, litinois 60005-4692

(312) 593-6300

December 23, 1986

Department of Health, Education and Welfare:

Food and Drug Administration
HFN-150
Attention:
5600 Fishers Lane
Rockville, MD 20857

Re:

Gentlemen:

ALt (Y-
N MDA S TS SCp7
. g} i e
s ;{} :\\
sl Almersham
L5150 7

Document -Control Room #17B-34

NDA #19-044
Indium In 111 Oxyquinoline Solution
SPECIAL SUPPLEMENT — CHANGES BEING EFFECTED

Reference is made to Indium In 111 Oxyquinoline Solution, NDA #19-044;

approved on December 24, 1985.

In accordance with 21 CFR Subpart B Section 314.70(c)(1), Amersham wishes to
supplement - the application for modifications to processing controls, to-
provide increased assurance that the drug product Indium In 111 Oxyquinoline
Solution has the chemical purity it is represented to possess.

1. Description of change:

In the preparation of the radiocactive raw material, Indium@

(In-111) .
®® ysed in the
material, N

2. Reason for change:

@ strength of the

(R

of the target

, from the radioactive Indium (In-111), is
reduced from 5% (concentrated
aqueous solution of concentrated

) (4) b (b),
) to 8% (an | %
O @y

(b) (4)



-2-

Department of Health, Education and Welfare
December 23, 1986

3. Section of NDA #19-044 to'be'revised:

The section of NDA #19-044 affected by the process control
modifications is Part 8(h) on pages 8.118-8.119; 8.125; 8.126.

Revised pages with the correct page number are attached for
substitution.

Attached for your information are two new pages containing the
rev1sed chemical purity spec1f1catlons for Indium (In-111)
ﬂlages inally appeared in Part 4 of the Indium
(In-111) DMF as raw material tests. 1In the near
future, these pages will be incorporated in NDA #19-044, (annual

report) as additional reference 1nformat10n for Raw Material Indium
(In-111) .

4. Justification for change - supporting information:






