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runlformlty, dlslntegratlon times, and/or dlssolutlon rates.

" basically a summary of prev1ously Subm1tted materla

In part, this amendment deals ; “sue of whether
Luitpold's iron dextran is pharmaceutlcaliy equ1va1€ht to either
of the two avallable 1nnovator products. The firm presents the
21CFR320.1(c) version of pharmaceutlcal equlvalents which states
that "pharmaceutical equlvalents are’ drug ‘products that contain
identical amounts of the 1dent1cal,act1ve drug 1ngred1ent, i. e,
the same s ltpor er of t ,j; 1erapeutic moiety, in
identical dosage ‘Fforms, but not nece rily containing the same
inactive 1ngred1ents, and that meet the 1dent1cal compend1al or
other appllcable standard of identlty, strengtﬁ quality, and
purity, including potency "and, where appllcable, content .

irm als g of‘pharmaceutlcal
equivalents as given in 2th Edition): -"Drug
products_ a sidered pharmaceut1ca1 equlvalents if they
contain the sam actfve 1ngred1ent(s), are of the same dosage
form, and are 1dent1ca1 in strength or concentratlon and ‘route of
administration."
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The submitted 1nformatlon and arguments 1nc1u gwln the \
amendment in support of another bloequlvalence walver request are

Comments-

~ v 4

1. The FDA recently determined that Lultpold's 1ron dextran is
pharmaceutlcally equivalent to t e approved products. The
- firm may submit a protocol for a bloequlvalence study.

27 Aside from molecular weight dlfferences th r'¥
h ences”resultlng from pr

hysicochemical differe ,
different metho ods of product1 n (as presented by Luitpold in

q@;_q ‘%he October 15, 1992 meeting wlth FDA) whlch mlght matter in

erms of effi acy.
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Is mgpaely in
molecular welght and’ partlcle ‘size from‘the 1nnovator
product. The test product (1ron de; an 1n3ectlon, 50
mg/ml) manufactured by Luitpold Pharmaceutlcals, Inc. has a
weight average molecular weight ‘of Lultpold
determined that the rence product (Fisons' Imferon, Lot
#/Batch Mw303A) has’ eigh@f”*ff“ riclecular welght of
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'S \agree,that thef
,mby Lultpold I o] 'demonstratesﬁthat
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iron. dextranvlnjectlon, 50 mg]ml falls under 21 CFR Sectlon

Bioequivalence reco
bicequivalence studies be 11
point -of view, the Division of

énds that

ivalence’ Regulatlons. The Division of

the waiver of igrv1vo

a”éenied-' ‘From the bioequivalence

Bloequlvalence deems the test

injectable prcduct not to be bloequivalent to Imfercn “Z

manufactured by Flsons Pharm c

The flrm should be adv1sed fﬂg mment‘l, the def1c1ency and the

James E. Chaney, Ph.D.
DlV1510n‘Of B;gequlvalence
‘ h

1cals.
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Concur:

s 3/22/ ‘b

Agnes T. Wa
Actlng Director
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Division of Bloequlvalence*”“ NI S A

‘cc: Anda 40-024 orlglnal, HFD—GéO, )
(Hare), HFC—130 (JAIlen), HFD 652 (Wu, Chaney), Drug File

HFD-600 (ocn), ‘HFD-604
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