R/ BD Certificate of Analysis

Bect on Di cki nson and Conpany
BD Di agnostic Systens
1475 At hens Hi ghway

Grayson GA 30017-1538 US Page: 1 of 2
Product Name . Vial Coag Plasma Rabbit Edta 10X3M
Cat al og Nunber . 240827 Manuf act ure Date: 2018/ 05/ 27
Bat ch Number : 8159608
Expiration Date : 2021/ 05/ 26

Lyophil i zed Appearance: Of-white to cream dried button or
fluffy material.

Solubility: Soluble in distilled or deionized
wat er. (per package instructions)

Rehydr at ed Appearance: O f-white to cream opaque solution
wi t hout visible fibrin.

Coagul ase Test: A fixed amount of Coagul ase Pl asma
was pipetted into one tube per test specinen. 0.05

milliliters of an overnight broth culture was added,

m xed and incubated at 37°C for six hours. Coagul ati on was
exam ned after two, four and six hours of incubation.
TEST ORGANI SVS ATCC® COAGULASE REACTI ON
St aphyl ococcus aur eus 25923 clot (positive)
St aphyl ococcus aur eus 29213 clot (positive)
St aphyl ococcus epiderm dis 12228 no cl ot (Negative)
Ent er obact er aer ogenes 13048 no cl ot (Negative)
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 synonynmous 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.
This product nmet BDDS stringent quality standards at time of batch/I 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. Following Quality Contro

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 individua
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lots of animal origin raw materials used, as provided by the raw

mat eri al suppliers.

At times, suppliers notify BD Diagnostics - Diagnostic 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 Aninmal Origin Information Position
Statenent™ | ocated at http://ww. bd. conf regdocs under "Position
Statenents” for the inpact that retrospective informati on 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 Circle, 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.

S S b

St eve Strouphauer
QA Manager
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