R/ BD Certificate of Analysis

Bect on Di cki nson Cari be LTD.
BD Di agnostics Systens
6 Vicks Drive, Lot # 6

Cayey PR 00737-2860 PR Page: 1 of 2
Product Name . Bottle Plastic Bactec Lytic/10 Anaer/F
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Expiration Date . 2026/ 02/ 16

This is to certify that representative sanpl es of

BACTEC LYTI C/ 10 ANAEROBI C/ F MEDI UM
were tested in the Quality Control Laboratory by procedures
conventionally utilized for this type of product, including

nmet hodol ogy
and control ATCC cultures specified in the CLSI standard, Quality
Assurance for Commercially Prepared M crobi ol ogi cal Culture

Medi a*, and net the follow ng test paraneters:
pH: 7.2 £ 0.2

Aut ocl avi ng:

The product was exposed to a noist heat sterilization
process(previously

val idated follow ng an | SO St andard**).

Vacuum dr aw.
greater than or equal to 10 mM at tinme of manufacture.

Bi ol ogi cal Performance:
Sati sfactory grow h:

CULTURE ATCC No.
***Bacteroides fragilis 25285
B. vul gatus 8482
G ostridium histolyticum 19401
C. perfringens 13124
Escherichia coli 25922
St aphyl ococcus aur eus 25923
St rept ococcus pneunoni ae 6305

ATCC is a trademark of the Anmerican Type Culture Collection.

* Cinical and Laboratory Standards Institute. 2004. Approved
St andar d,

M22- A3. Quality assurance for commercially prepared m crobiol ogi ca
culture nedia, 3rd ed. CLSI, Wayne, PA

** ]SO 11134, Sterilization of health care products - Requirenents for
validation and routine control - Industrial noist heat sterilization,
1994.

***CLSlI Strain

The Batch Nunber on this certificate is synonynmous with the Lot Nunber
shown on the product | abel.
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BD Di agnostic Systenms is an | SO 13485: 2016 Registered facility. BD
Di agnostics - Diagnostic Systens products are nmanufactured in
facilities registered with the United States Food and Drug

Adm ni stration (FDA), and are regulated by the FDA's Quality System
Regul ations (@Rs). This product net BD Di agnhostics - Diagnostic
Systens stringent quality standards at tinme 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 Circle, Sparks,
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.

I

Jose E. Mjica
Seni or Qual ity Mnager
Si gnat ure Dat e: 2025/ 06/ 02
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