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Dear Valued Customer,

bioMérieux, Inc is pleased to announce the FDA 510(k) clearance for our new second-generation VIDAS®
Rubella IgG assay, product #30226. This new assay is intended as an aid in the determination of Rubella
patient immune status.

The new VIDAS Rubella IgG assay, product #30226 includes the following enhancements compared to the
previous VIDAS Rubella IgG assay, product #30200:

» Quantitative versus Qualitative results

» World Health Organization (WHO) standardized International Units (lU/mL) versus assay unique
units

> Stated traceability to the 1% WHO International Standard for anti-Rubella serum (Anti Rubella
Immunoglobulin, Human NIBSC code: RUBI-1-94)

» Use of the Clinical Laboratory and Standards Institute (CLSI) recommended 10 IU/mL threshold for
positive immune status

You will be contacted by your bioMérieux Sales Specialist in the near future to discuss your transition to the new
second-generation VIDAS Rubella IgG assay, product #30226. Be sure to inquire about bioMérieux’s other
VIDAS assays for determining immune status.

Product Product # Product Description Tests/Kit
Mumps 30218 For the qualitative detection of Mumps Virus IgG antibodies in 60
serum
Measles 30219 For the qualitative detec':t|onl of Measles (Rubeola) Virus IgG 60
antibodies in serum
Varicella-Zoster 30217 For the qualitative det_ecthn of Varicella Zoster Virus IgG 60
antibodies in serum
Toxoplasmosis IgM 30202-01 For the qualitative detection pf Toxoplasma gondii IgM antibodies 60
in serum
Toxoplasmosis IgG 30210-01 For the qualitative detection pf Toxoplasma gondii IgG antibodies 60
in serum
Toxoplasmosis IgM/lgG ~ 30211-01 For the qualitative d.etec_tlon_ of Toxoplasma gondii IgG and IgM 60
antibodies in serum or plasma
CMV 1gG 30204-01 For the semi-quantitative dgteqtlon of Cytomegalovirus IgG 60
antibodies in serum
CMV IgM 30205-01 For the qualitative detectlonl of Cytomegalovirus IgM antibodies 30
in serum
Regards,
Beth Cosey
U.S. Clinical Marketing, VIDAS P/N 60-00468-0

100 Rodolphe Street, Durham, North Carolina 27712ePhone: 919/620.2000#800-682-2666¢http://www.biomerieux-usa.com
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For More Information Contact:

The Infolab Distribution Center Nearest You

Clarksdale, MS

Toll Free: 1-800-647-8222
Phone: (662) 627-2283
Fax: (662) 627-1913
Email:
infolabms@infolabinc.com

Round Rock, TX

Toll Free: 1-800- 322-3882
Phone: (512) 255-7994
Fax: (512) 244-9659
Email:
infolabtx@infolabinc.com

Fort Oglethorpe, GA

Toll Free: 1-800-241-8953
Phone: (706) 861-5046
Fax: (706) 866-5234
Email:
infolabga@infolabinc.com

Ocala, FL

Toll Free: 1-800- 734-7584
Phone: (352) 237-9654
Fax: (352) 237-9733
Email:
infolabfl@infolabinc.com

Greensboro, NC

Toll Free: 1-800-782-9700
Phone: (336) 272-2874
Fax: (336) 274-9473
Email:
infolabnc@infolabinc.com

Zionsville, IN

Toll Free: (866) 232-7096
Phone: (317) 873-4400
Fax: (317) 873-4443
Email:
infolabnc@infolabinc.com





