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Expiration Date : 2019/ 02/ 23

Description: A suspension of light mneral oil and manni de nonool eat e.

Suitable for use as an i munopotentiating agent. Conplete
adj uvants contain a m xture of Mycobacterium sp.

The Mycobacterium powder, a conponent of this adjuvant, consists of
pur e

dried cells of Mycobacteriumbutyricumor M tubercul osis as applicable
to the product - there are no additives. BD kills the Mycobacterium
cells using a steam aut ocl ave. The autocl ave cycl e has been vali dated
using an overkill nethod according to the applicable standards. During
production of the nmaterial, the autoclave charts are revi ewed by
Production personnel for adequacy. The records are then independently
reviewed by Quality Assurance personnel to assure the |oad paraneters
were met or exceeded. This certifies that the product is non-viable.

Appearance: Yellow, oily liquid.
(a heat killed bacterial suspension present in conplete
adj uvant s)

St orage: 15-30 degrees cel sius

Lower Upper
Characteristic Uni t Val ue Limt Limt
Vi scosity CST 12. 28 10. 00 14. 00
Density in g/n 0. 85 0.79 0. 85
Bi oburden passed - K - -- -
Ermul si on Preperati - K - -- -
Ani mal source Country of Ti ssue Category

Oigin Bl C SIC ABC

Lepori ne USA |V |V | B

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

BD Di agnostics - Diagnostic Systens products are manufactured in | SO
9001: 2008 Regi stered facilities. In addition, BD D agnostics -

Di agnostic Systens facilities are registered with the United States
Food and Drug Adm nistration (FDA), are regulated by the FDA's Quality
System Regul ations (@Rs), and are al so | SO 13485: 2003 Regi st er ed.
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This product nmet BDDS stringent quality standards at time of batch/l ot
rel ease. Any test results reported on this certificate were obtained
at tinme of rel ease. This material is not for human or ani nmal
consunpti on.

BD Di agnostics - Diagnostic Systens' Certificates of Analysis (COA)
typically contain aninmal origin informtion when products are

manuf actured using materials of animal origin. This information may
be contained in the animal source table and/or in one or nore of the
addi ti onal paragraphs found on the COA. Fol l owi ng Quality Control

rel ease, the COA is created and published at http://ww. bd. com regdocs.
For each batch of finished product that contains animal origin raw

mat erials, the COA shows the animal origin data fromthe individual
lots of animal origin raw materials used, as provided by the raw

mat eri al suppliers.

At times, suppliers notify BD Diagnostics - Diagnhostic Systens of new
and/or additional information they have received fromtheir raw

mat erial suppliers that nodifies the animal origin information for lots
previously provided to BD. See "COA Animal Origin Information Position
Statenent” |ocated at http://ww. bd. conlregdocs under "Position
Statenents"” for the inpact that retrospective information has on COAs
and on custoners enrolled in the BDDS and BDAB Aut onat ed Change
Notification Program

For conplete details on animal origin information, refer to "BD
Position Statement - BD Diagnostic-Di agnostic Systens, COA Ani nal
Oigin Information Position Statenment”, at http://ww. bd. com regdocs
under "Position Statenents".

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 ww. bd. coni ds/techni cal Center/regul atory. asp.

Ohnidotte Donrsdlie,

Char| ott e Dannenf el ser

BD Life Sciences - Diagnostic Systens
Quality Director, M crobiology
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