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A. 1. APPLICATION NUMBER: 20955 o S
| T RR2 pogg
APPLICANT: R & D Laboratories .

4640 Admiralty Way
Suite 710
Marina de] Rey, CA 90292

2. PFRODUCT NAMES: Ferrlicit Injection
Sterile single.

dose ampoule containing an aqueous solution of sodjum ferric gluconate complex
in sucrose injection (62.5 mg/5 ml) for intravenous administration,

4. METHOD(S) OF STERILIZATION: s
5. ¢ 1P; Ferrlicit Injection is indicated for

treatrnent of iron deficiency anemia in repa] bemodialysis patients on
supplemental recombinant human erythropoietin,

B. 1. DAIE—QF—MIIAL_S_UBMSSLQN December 30, 1997

2. AMENDMENT: moe.
3. RELATED DOCUMENTS: DM

IND
Response to Information Request 4/6/98.

4 ASSIGNED FORREVIEW:  January 24, 1998
5. DATE OF CONSULT REQUEST: January 21, 1998
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( sodium cations. The product has a deep red color indicative of the ferric oxjde
D. CONCLUSIONS:
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Brenda Uratﬁni, Ph.D,
Review Microbiologist
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