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Emllm Dale: September 30, 2008
Soe OMB stalement on reverss.

: g v o 1. LABEL REVIEW NO. AND REVISION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION BNO7004-2
CENTER FOR BIOLOGICS EVALUATION AND RESEARCH
TRANSMITTAL OF LABELS AND CIRCULARS | 2 CHECKONE
E Draft D Final (in dlstrlbuﬂon)

NOTE: Mo licansa may ba granted unless this compieted submlttal form has been received (U.S. Public Health Service Act, Section 351, the
Federal Food, Drug, and Cosmelic Act, Section 502; and Title 21 U.S. Code of Federal Regulations, Part 600).

3. Fresenius Kabi Deutschland GmbH 4. LICENSE NO.
MANUFAC- ¢/o Carolina Rescarch Group, Inc. (US Agent)
" AND RETURN _ ‘ . . (919)881.9%0 Fax: (919) 88 4 S. REGISTRATION NO.
ADDRESS Raleigh, NC 276 Phone: (919)881-9900 Fax: (919) 881-0014;
6. ‘ 6% hydroxyethyl starch 130/0.3 in 0.9% sodium chloride mfusnon
PRODUCT Vol:\)llen® i
NAME
7. " _ 8. SUBMISSION REASONS (Check ail that apply)
LABELING LABEL TYPE CODE REPLACES PREVIOUS LABEL R New Prodict New Scientific
DETAILS (see below) REVIEW & REVISION NO. DATE Infarmation
CIRC [0 New Indication [ editorial, Format
: D Contraindications,
LABEL TYPE CODES [J Dosage Change Adversa Reactions,
(select only one) . Precautions
" . CIRC Clrcular DILT Oiluent  PCKR Packer . .
CONT Contalner BLST Bister  SHIP  Shipping O ma"“"‘“““"? [} New Formulation
PACK Package CRTN Carton  BULK Bulk . Method Change
OTHR gj’;" (SP‘)G"Y"’ [ Anticoagulant DA other (Specityin
; mens. Additive Change Comments)
9, CHECK THE BOX{(es) INDICATING FORMAT OF _
“THIS SUBMISSION (More than one may be checked.) B Paper X Electronic
10. CHECK BOXIF THIS LABELING Associated BLA/ PLA No.
IS IN SUPPORT OF: Application [ supplement ~ [] PartotanAnnuat | BNO70012
Report . \
11. COMMENTS (Include any Manut. ID number, description of revision no. of labal being replacod IF FINAL PRINTED, provide LOT NO. & DATE of

FIRST USE.)
" Submission of revised draft package insert (vers. December 18, 2007) which incorporates revisions requcsted by the FDA on
December {4, 2007

iz, SIGNATURE

AUTHORIZED ‘ OATE
- OFFICIAL 4 : 12/18/2007

THE SPACES BELOW ARE FOR USE BY CENTER FOR BIOLOGICS EVALUATION AND RESEARCH
COMMENTS (Sae attached comments ||
Seespage #1 of approval letter fov instructions on submitting FPL

SIGNATURE DATE —
REVIEWED BY [APPROVED
8y Lawrenco Landow MD
| SIGNATURE. D A
RETURNED BY. l?ﬁyfwcm
FORM FDA 2567 (10/05) " PREVIOUS EDITION IS OBSOLETE., FRONT

PSC Madia Ass (301) 443-1080  EF




