NDA 21-163

Sabex Inc.

Attention: Ken Muhvich, Ph.D.
Authorized U.S. Agent for Sabex
1818 Circle Road

Ruxton, Maryland USA 21204

Dear Dr. Muhvich:

Please refer to your new drug application (NDA) dated July 19, 1999, received July 20, 1999,
submitted pursuant to section 505(b)(2) of the Federa Food, Drug, and Cosmetic Act for Multi-12a
(Multiple Vitaminsfor Infuson). We acknowledge receipt of your submissions dated December 6,
1999, and January 12 and 28, April 11, and May 9, 10, and 16, 2000.

This new drug application provides for the use of Multi-12& (Multiple Vitaminsfor Infuson) asadaily
multivitamin maintenance supplement for adults and children aged eeven years and older receiving
parentera nutrition or in other Stuaions in which administration by intravenous route is required.

We have completed the review of this gpplication, as amended, and have concluded that adequate
information has been presented to demonstrate that the drug product is safe and effective for use as
recommended in the agreed upon labeling text. Accordingly, the application is gpproved effective on
the date of this letter.

We remind you of the need to comply with the April 20, 2000, Federd Register notice, " Parenteral
Multivitamin Products. Drugs for Human Use; Drug Efficacy Study Implementation
Amendment”, by June 19, 2000.

Thefind printed labding (FPL) must be identicd to the submitted draft labeling (package insert

and immediate container and carton labels submitted May 16, 2000). Marketing the product with FPL
that is not identica to the approved labeling text may render the product misbranded and an
unapproved new drug.

Please submit 20 copies of the FPL as soon asit is available, in no case more than 30 days after it is
printed. Please individualy mount ten of the copies on heavy-weight paper or smilar materia. For
adminigirative purposes, this submisson should be designated "FPL for gpproved NDA 21-163."
Approva of this submisson by FDA is not required before the labeling is used.

Be advised that, as of April 1, 1999, al applicationsfor new active ingredients, new dosage forms, new
indications, new routes of administration, and new dosing regimens are required to contain an



assessment of the safety and effectiveness of the product in pediatric patients unless this requirement is
waived or deferred (63 FR 66632). We notethat Multi-12& (Multiple
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Vitamins for Infusion) isindicated for children aged eleven years and older and isformulated in
accordance with the September 17, 1984, Federa Register notice, "Drugs for Human Usg,
Parenteral Multivitamin Products; Revocation of Exemption (" Paragraph XIV/Category 11");
Announcement of Effective Formulations; Followup Notice and Opportunity for Hearing." A
separate Federa Register notice, dated January 26, 2000, " Pediatric Parenteral Multivitamins
Products; Drug Efficacy Sudy Implementation; Announcement of Marketing Conditions,”
specifies a different formulation for usein children younger than deven years. Parenterd multivitamin
drug products formulated as described in the Federal Register notices do not require pediatric studies.
Therefore, we waive the pediatric sudy requirement for this gpplication.

Vadidation of the regulatory methods has not been completed. At the present time, it isthe policy of the
Center not to withhold approval because the methods are being vaidated. Nevertheless, we expect
Sabex's continued cooperation to resolve any problems that may be identified.

In addition, you should submit three copies of the introductory promotiona materias that you propose
to usefor this product. All proposed materias should be submitted in draft or mock-up form, not fina
print. Submit one copy to this Divison and two copies of both the promotiona materids and the
package insert directly to:

Divison of Drug Marketing, Advertisng, and Communications, HFD-40
Food and Drug Adminigtration

5600 FishersLane

Rockville, Maryland 20857

We remind you that you must comply with the requirements for an gpproved NDA st forth under
21 CFR 314.80 and 314.81.
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If you have any questions, call Steve McCort, Consumer Safety Officer, at (301) 827-6415.

Sincerdy,

John K. Jenkins, M.D.
Acting Director
Divison of Metabolic and
Endocrine Drug Products, HFD-510
Office of Drug Evauetion [1
Center for Drug Evauation and Research

Susan Levesque

Vice Presdent, Qudity Assurance and Regulatory Affairs
145 Jules-Leger Street

Boucheville, QC, Canada JB 7K8






