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One of the ingredients used in the manufacture of this product
originates froma mcroorganism and that m croorganismis grown using
an animal origin culture nedium Thus, the source tissues are used in
tertiary and/or beyond-tertiary processing of this ingredient (i.e.,
two or nore processing |evels renoved fromthe conponents used directly
in the manufacture of this ingredient). BD considers ingredients to be
non- ani mal where aninal tissues are used only in tertiary and/or
beyond-tertiary processing.

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
13485: 2016 Regi stered facilities. In addition, BD D agnostics -

Di agnostic Systens facilities are registered with the United States
Food and Drug Adm nistration (FDA), and are regulated by the FDA s
Qual ity System Regul ations (QSRs). This product met BDDS stringent
gquality standards at tine of batch/lot release. Any test results
reported on this certificate were obtained at tinme of rel ease. Thi s
material is not for human or ani mal 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 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
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 Aninmal Origin Information Position
Statenent” | ocated at www. bd. conf regdocs under "Position Statenents”
for the inpact that retrospective information has on COAs and on
custoners enrolled in the BDDS and BDAB Aut omat ed Change Notification
Program

For conplete details on animal origin information, refer to "BD
Di agnostics - Diagnostic Systenms, Aninal Oigin Position Statenment”, at
www. bd. com regdocs under "Position Statenents”.

Manuf acturer is Becton Di ckinson and Conpany, 7 Loveton G rcle, Sparks,
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MD 21152 USA. To determ ne |ocation of manufacturing for this product,
pl ease see

www. bd. com en- us/ support/bd-1ife-sciences-di agnosti c-syst ens- cust oner -
regul at ory-support-information.

Zul ei ka Var gas
Director, Quality Managenent
Si gnature Date: 2023/ 01/ 17

Creation Date: 2023/01/17 21:40:18




