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This is to certify that representative sanpl es of

BACTEC PEDS PLUS/ F MEDI UM
were tested in the Quality Control Laboratory by procedures
conventionally utilized for this type of product, including nethodol ogy
and control ATCC cultures specified in the CLSI standard, Quality
Assurance for Commercially Prepared M crobiological Culture Media*, and
nmet the follow ng test paraneters:

pH: 7.0 £ 0.2

Aut ocl avi ng:

The product was exposed to a noist heat sterilization
process(previously validated followi ng an | SO St andard**) .

Vacuum dr aw.
greater than or equal to 4 m at time of manufacture.

Bi ol ogi cal Performance:
Sati sfactory grow h:

CULTURE ATCC No.
Al cal i genes faecalis 8750
Candi da al bi cans 18804
Escherichia coli 25922
Haernophi | us i nfl uenzae 19418
Nei sseria nmeningitidis 13090
***Pseudononas aer ugi nosa 27853
St aphyl ococcus aur eus 25923
*** St rept ococcus pneunoni ae 6305
S. pyogenes G oup A 19615

Antim crobial Renoval : Satifactory

ATCC is a tradenmark of the Anmerican Type Culture Coll ection.

* Clinical and Laboratory Standards Institute. 2004. Approved
St andard, M2-A3. Quality assurance for commercially prepared
m crobi ol ogi cal culture nmedia, 3rd ed. CLSI, Wayne, PA

** ]SO 11134, Sterilization of health care products -

Requi renents for validation and routine control - Industrial
noi st heat sterilization, 1994.

***CLSI Strain

The Batch Nunber on this certificate is synonynmous with the Lot Nunber
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shown on the product | abel.

BD Di agnostic Systens is an | SO 13485: 2003 and | SO 9001: 2008 Regi st ered
facility. BD Di agnostics - Diagnostic Systens products are
manufactured in facilities registered with the United States Food and
Drug Adm nistration (FDA), and are regulated by the FDA's Quality
System Regul ations (@Rs). This product net BD Di agnostics - Diagnostic
Systens stringent quality standards at time of batch/lot release. Any
test results reported on this certificate were obtained at tine of

rel ease. This material is not for human or ani mal consunption.

Manuf acturer is Becton Di ckinson and Conpany, 7 Loveton G rcle, Sparks,
MD 21152 USA. To determ ne |ocation of manufacturing for this product,
pl ease see www. bd. com ds/techni cal Center/regul atory. asp.

( e Wphogs

Carmen Mendoza
Seni or Quality Manager
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