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Blood & Blood Products

Approved Products

Licensed Products (BLAs)

Blood Donor January 10, 2008
Screening
Blood Grouping and Phenotyping Our STNS: SEE BELOW
Reagents

Olympus America, Inc.

Attention: Ms. Raya Zerger
Authorized U.S. Agent for Diagast
2131 W. Royal Lane

Irving, TX 75063

Dear Ms. Zerger:

We are issuing Department of Health and Human Services U.S. License No. 1744 to DIAGAST, Loss Cedex, FRANCE
under the provisions of section 351(a) of the Public Health Service Act controlling the manufacture and sale of
biological products. The license authorizes Diagast to introduce or deliver for introduction into interstate commerce,
those products for vhich the company has demonstrated compliance vith establishment and product standards.

Under this license, Diagast is authorized to manufacture the Blood Grouping Reagents and Reagent Red Elood
Cells listed below. These products are indicated for the in vitro detection and identification of human blood group
antigens by direct agglutination.

Our Submission Tracking Name of Biological Product Cell Line(s)

Numbers (STN)

BL 125169/0 Blood Grouping Reagent, Anti-A (Murine Monoclonal) |[2521B8 and 16243G2
(Formulated for Automated Testing)

BL 125165/0 Blood Grouping Reagent, Anti-A (Murine Monoclonal) [9113D10
(Formulated for Automated Testing)

BL 125170/0 Blecod Grouping Reagent, Anti-B (Murine Monoclonal) [S621A8
(Formulated for Automated Testing)

BL 125170/0 Blood Grouping Reagent, Anti-B (Murine Monoclonal) |164B5G10 and 7821D9
(Formulated for Automated Testing)

BL 125171/0 Blood Grouping Reagent, Anti-A,B (Murine 2521B8, 16243G2,
Monoclonal) (Formulated for Automated Testing) 16247E10 and 7821D9

BL 125172/0 Blood Grouping Reagent, Anti-D (Monoclonal) (IgM) P3X61
(Formulated for Automated Testing)

BL 125172/0 Blood Grouping Reagent, Anti-D (Monoclonal) (IgM) HM10
(Formulated for Automated Testing)

BL 125173/0 Blood Grouping Reagent, Anti-D (Monoclenal Blend) P3X61, P3X21223B10,
(Formulated for Automated Testing) P3X290 and P3X35

BL 125174/0 Bleod Grouping Reagent, Anti-E (Monoclonal) s06

(Formulated for Automated Testing)

BL 125175/0 Blood Grouping Reagent, Anti-C (Meonoclonal) P3X25513G8 and MS24
(Formulated for Automated Testing)

BL 125176/0 Blood Grouping Reagent, Anti-e (Monoclonal) MS63 and P3GD512
(Formulated for Automated Testing)

BL 125177/0 Blood Grouping Reagent, Anti-c (Monoclonal) 951
(Formulated for Automated Testing)

BL 125186/0 Blood Grouping Reagent, Anti-K (Monoclonal) MS56
(Formulated for Automated Testing)







