METHOD FOR PRODUCI NG PURI FI ED HEMATI NILC_ |, RON;, SACCHARI DI C COVPLEX AND
PRODUCT PRODUCED Abstract: Amethodﬂr/é' @ ing and purifying the
active hematinic species present in iron-sa grafi di c conpl exes conpri sing
sodium ferric gluconate conplex in §@©r%@é-,4-§ ric hydroxi de-sucrose
conpl ex angz)fiRFERN&TIBRAC APLRIARIONPUBLISXEEUNDEQ rAE PArERT COOPERATION TROATV (PC)

function, based on separation of the iron-sa Ldic conplex fromone or
nmore excipients and, preferably, |yophigesgzation. Separation o e

|  oNn- sac gy forl fntREVHIAl BSpe§ OahiSatioh S f2 ¥ i cal quantification; further
concentrati on or Iinfhaiichil BakduON as a n B useful product; preparation of
redesi gned formul ati ons for new and uS&EE¥ pharnmaceutical s; and/ or

| yophi | i zat i @3y Intekhgtioadd Phblitafioh Date Separ at e t he i (Onhgaptiml Publioti berx

responsi bl e f 0 Jobyra@02 (B567.24mKt i on, | RCTUi ng i t SWEDPRIO56826f Al al so
provi des_a neans for pr i i ; . i dat e
i ts phar @paekigiomErtatedt CladBitakitng: GOPNL/1 £T350 S g8l CbeyigrandiStatsiraioadl AR 6G.ADIAVANT 8Y, as
wel | as anal ytical nonitoring, standardi zat% 8h BB BRuaY B4 §A €8 ) CR. CU,
i nspect i @h IawresiofabameNchtivh Bunrber U PCRAISOY4529g pr o&%%&%%ﬁ%&%ﬁ@%ﬁﬂﬁ& Spptt
standards for use therew th. LK, LR, LS, LT, LU, LV, MA, MD, MG, MK, MN, MW,

(22) International Filing Date: 31 October 2001 (31.10.2001) MX. MZ. NO. NZ. OM. PH. PL. PT RO, RU, SD, SE, SG
SI, SK, SL, TJ, TM. TR, TT, TZ, UA, UG, UZ, VN, YU,
ZA, ZW.

(25) Filing Language: English

English  (84) Designated States (regional): ARIPO patent (GH, GM,

(26) Publication Language:

(30) Priority Data:

60/245,269 2 November 2000 (02.11.2000) US

(71) Applicant: CHROMACEUTICAL ADVANCED
TECHNOLOGIES, INC. [US/US]; 7 Avenue D, Hop-
kinton, MA 01748 (US).

KE, LS, MW, MZ, SD, SL, SZ, TZ, UG, ZW), Eurasian
patent (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM), European
patent (AT, BE, CH, CY, DE, DK, ES, F1, FR, GB, GR, IE,
IT, LU, MC, NL, PT, SE, TR), OAPI patent (BF, BJ, CF,
CG, CI, CM, GA, GN, GQ, GW, ML, MR, NE, SN, TD,
TG).

Published:

(72) Inventors: BECK, Robert, A.; 16 Montcrcy Lane, Fram-
ingham, MA 01701 (US). MATEER, Robert, A.; 42 Wesl
Hartford Avenue, North Uxbridge, MA 01538 (US).

with international search report

(88) Date of publication of the international search report:
6 February 2003

For two-letter codes and other abbreviations, refer to the "Guid-
ance Notes on Codes and Abbreviations" appearing al the begin-
ning of each regular issue of the PCT Gazette.

A

*162162*

(74) Agents: COHEN, Harvey, L. etal; Lerner, David, Litten-
berg, Krumholz & Mentlik, LLP, 600 South Avenue West,
Westficld, NJ 07090 (US).

U

*ACTION*

J
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(57) Abstract: A method for separating and purifying the active hematinic species present in iron-saccharidic complexes comprising
sodium ferric gluconate complex in sucrose, ferric hydroxide-sucrose complex and ferric saccharate complex and others of similar
- form and function, based on separation of the iron-saccharidic complex from one or more excipients and, preferably, lyophilization.
= Separation of the iron-saccharidic complex permits its analytical quantification; further concentration or purification as a new and
useful product; preparation of redesigned formulations for new and useful pharmaceuticals; and/or lyophilization. The ability to
separate the iron-saccharidic complex responsible for hematinic function, including its lyophilized form, also provides a means for
preparing analytical material to verify and validate its pharmacological integrity, patient safety and clinical performance, as well as
analytical monitoring, standardization and quality control inspection over hematinic manufacturing processes and establishment of
standards for use therewith.
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