Anaerobe Systems c €

Declaration of Conformity — Anaerobic Culture Media

Date of Issue: July 21, 2025
Updated: November 26, 2025

Manufacturer: SRN: US-MF-000040030 EU Authorized Representative: SRN: NL-AR-000037688
Anaerobe Systems Casus Europe B.V.

15906 Concord Circle 3511 BK Utrecht

Morgan Hill, CA 95037 USA Lange Viestraat 2b The Netherlands

408-782-7557 Tel: +31 30 899 3946
Email: EURep@casusconsulting.com

Product Group, Codes: Anaerobic Culture Media
Refer to page 2 for variants included in group.

Basic UDI-DI: 081004890ANAEROBEDT

Classification: Class A, Rule 5 (a)

Notified Body: Not applicable, IVD device self-certified

Certification: EN ISO 13485:2016 RN: SX2233872-1 TUV Rheinland Exp.2027-07-11
Intended Purpose: TruePRAS™ Anaerobic Culture Media is intended for the transport,

preservation, or cultivation of a wide variety of microorganisms from specimens to aid in the isolation of
bacteria for in vitro diagnostic and / or research / general laboratory purposes.

Intended Users: Scientists, laboratory, and healthcare professionals trained in anaerobic
microbiology techniques working in areas such as clinical, research, industrial, pharmaceutical and
veterinary applications.

We, as the manufacturer of the device, take sole responsibility for and hereby declare the above mentioned
product meets the provisions of Regulation (EU) 2017/746 on In vitro Diagnostic Medical Devices.

Conformity Assessment Route: Annex |, II, Il
Place of issue: Morgan Hill, CA 95037 USA

Signature:
Signed by:

Stoe 5y

13FDE294101348D...
Authorized Signatory:
Steve Cox, VP Product Development and Quality
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Declaration of Conformity — Anaerobic Culture Media

Appendix A
ANAEROBIC CULTURE MEDIA

PLATE MEDIA (PRAS)

Catalog # | ITEM DESCRIPTION EMDN Class UDI-DI GMDN | CE Date
Brucella Blood Agar

AS-111 PRAS BRU (1 plate) W0104010405 | Class A 00810048900008 58688 | 07-2025

AS-141 PRAS BRU (4 plates /pkg) W0104010405 | Class A 00810048900015 58688 | 07-2025

AS-614 PRAS BRUCELLA (1 plate 150mm) W0104010405 | Class A 00810048900336 58688 | 07-2025

Laked Brucella Blood Agar w/ Kanamycin
and Vancomycin

AS-112 PRAS LKV (1 plate) W0104010405 | ClassA | 00810048900022 58585 | 07-2025

AS-142 PRAS LKV (4 plates /pkg) W0104010405 | ClassA | 00810048900039 58585 | 07-2025
Phenylethyl Alcohol Blood Agar

AS-113 PRAS PEA (1 plate) W0104010405 | ClassA | 00810048900060 58585 | 07-2025

AS-143 PRAS PEA (4 plates /pkg) W0104010405 | ClassA | 00810048900077 58585 | 07-2025
Bacteroides Bile Esculin Agar

AS-114 PRAS BBE (1 plate) W0104010405 | ClassA | 00810048900046 58585 | 07-2025

AS-144 PRAS BBE (4 plates /pkg) W0104010405 | ClassA | 00810048900053 58585 | 07-2025

Brucella Agar, Laked Blood Kanamycin
Vancomycin Agar, Phenylethyl Blood
Agar

AS-303 PRAS BRU LKV PEA (3 plates /pkg) W0104010405 | ClassA | 00810048901302 62106 | 07-2025

Brucella Agar, Phenylethyl Blood Agar,
Laked Blood Kanamycin Vancomycin
Agar, Bacteroides Bile Esculin Agar

AS-444 PRAS BRU PEA LKV BBE (4 plates/pkg) | W0104010405 | ClassA | 00810048901333 62106 | 07-2025
Campylobacter Agar

AS-211 PRAS CAMPY (1 plate) W0104010405 | Class A | 00810048900091 58585 | 11-2025
Cycloserine-Cefoxitin Fructose Agar

AS-213 PRAS CCFA (1 plate) W0104010405 | Class A | 00810048900121 58585 | 07-2025
Chocolate Agar

AS-214 PRAS CHOC (1 plate) W0104010405 | Class A | 00810048900152 58688 | 11-2025

AS-244 PRAS CHOC (4 plates /pkg) W0104010405 | Class A | 00810048900169 58688 | 11-2025
Botulism Selective Medium

AS-223 PRAS BSM (4 plates /pkg) W0104010405 | Class A | 00810048900176 58585 | 11-2025
Tryptic Soy Agar w/Polysorbate and
Lecithin

AS-228 PRAS TSA-TL (2 plates /pkg) W0104010405 | Class A | 00810048900183 58685 | 07-2025
Yeast Malt Extract Agar

AS-229 PRAS YMEA (2 plates /pkg) W0104010405 | ClassA | 00810048900190 58685 | 07-2025
Egg Yolk Agar

AS-511 PRAS EYA (1 plate) W0104010405 | Class A 00810048900206 58585 | 07-2025
Tryptic Soy Blood Agar

AS-542 PRAS TSBA (4 plates /pkg) W0104010405 | Class A 00810048900213 58688 11-2025
Enriched Tryptic Soy Agar

AS-548 PRAS ETSA (4 plates /pkg) W0104010405 | Class A 00810048900237 58688 11-2025

QM-15 Rev0 11/12/25  Anaerobe Systems 15906 Concord Circle Morgan Hill, CA USA 95037 408-782-7557 Page 2 of 6




Anaerobe Systems

B O L O« BRAND

Declaration of Conformity — Anaerobic Culture Media

q

Enriched Tryptic Soy Agar w/Nalidixic
Acid and Vancomycin

AS-549 PRAS ETSA-NV (4 plates /pkg) W0104010405 | ClassA | 00810048900244 58585 | 11-2025
Clindamycin Blood Agar

AS-645 PRAS CBA (4 plates /pkg) W0104010405 | ClassA | 00810048900411 58585 | 11-2025
CDC Anaerobe Blood Agar

AS-646 PRAS CDC (4 plates /pkg) W0104010405 | ClassA | 00810048900428 58688 | 07-2025
Crystal Violet-Erythromycin Agar

AS-647 PRAS CVE (4 plates /pkg) W0104010405 | ClassA | 00810048900442 58585 | 11-2025
Tryptic Soy-Serum-Bacitracin-
Vancomycin Agar

AS-648 PRAS TSBV (4 plates /pkg) W0104010405 | ClassA | 00810048900459 58585 | 11-2025
Yeast Casitone Fatty Acids Agar with
Carbohydrates

AS-675 PRAS YCFAC (4 plates /pkg) W0104010405 | ClassA | 00810048900466 58688 | 11-2025
Yeast Casitone Fatty Acids Agar with
Carbohydrates and Sheep Blood

AS-677 PRAS YCFAC+B (4 plates /pkg) W0104010405 | ClassA | 00810048900473 58688 | 11-2025
MTGE-Anaerobic Enrichment Agar

AS-777 PRAS MTGE (4 plates /pkg) W0104010405 | ClassA | 00810048900541 58688 | 11-2025
Columbia Blood Agar

AS-895 PRAS CA (4 plates /pkg) W0104010405 | ClassA | 00810048901166 58688 | 11-2025
Cycloserine-Cefoxitin Fructose Agar with
Lysozyme

AS-2133 PRAS CCFA-L (1 plate) W0104010405 | ClassA | 00810048900138 58585 | 11-2025
Cycloserine-Cefoxitin Fructose Agar with
Horse Blood and Taurocholate

AS-2136 PRAS CCFA-HT (1 plate) W0104010405 | ClassA | 00810048900145 58585 | 11-2025
Reinforced Clostridial Agar

AS-6061 PRAS RCA (4 plates /pkg) W0104010405 | ClassA | 00810048900312 58685 | 11-2025
Tryptic Soy Agar w/n-Acetylmuramic
Acid

AS-6421 PRAS TSA-NAM (4 plates /pkg) W0104010405 | ClassA | 00810048900343 58688 | 11-2025
Bifidobacterium Selective Agar

AS-6423 PRAS BIFIDO (4 plates /pkg) W0104010405 | ClassA | 00810048900367 58585 | 11-2025
Brain Heart Infusion Agar

AS-6426 PRAS BHI Agar (4 plates /pkg) W0104010405 | ClassA | 00810048900374 58688 | 11-2025
Fusobacterium Selective Agar

AS-6427 PRAS FSA (4 plates /pkg) W0104010405 | ClassA | 00810048900381 58585 | 11-2025
Lactobacilli-MRS Agar

AS-6429 PRAS LMRS (4 plates /pkg) W0104010405 | ClassA | 00810048900398 58585 | 11-2025
Oral Hydrogen Sulfide Organism Agar
w/Lead Acetate

AS-6430 PRAS OHO-C (4 plates /pkg) W0104010405 | ClassA | 00810048900404 58585 | 11-2025
Brain Heart Infusion Agar w/ Horse
Blood & Taurocholate

AS-6463 PRAS BHIY-HT (4 plates /pkg) W0104010405 | Class A 00810048900435 58688 11-2025
PLATE MEDIA Bi-plate (PRAS)
(non-chromogenic media only)

Catalog # | ITEM DESCRIPTION EMDN Class UDI-DI GMDN | CE Date

AS-322 PRAS BRU, BBE/PEA (2 plates /pkg) W0104010405 | Class A 00810048901319 62106 | 07-2025
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AS-212 PRAS BBE/LKV (1 plate) W0104010405 | ClassA | 00810048900107 62106 | 07-2025

AS-242 PRAS BBE/LKV (4 plates /pkg) W0104010405 | ClassA | 00810048900114 62106 | 07-2025

AS-302 PRAS BRU, BBE/LKV (2 plates /pkg) W0104010405 | Class A 00810048901296 62106 | 07-2025

AS-323 PRAS BRU, PEA, BBE/LKV(3 plates /pkg) | W0104010405 | Class A 00810048901326 62106 | 07-2025
TRANSPORT MEDIA (PRAS)

Catalog # | ITEM DESCRIPTION EMDN Class UDI-DI GMDN | CE Date
Anaerobic Transport Medium

AS-911 PRAS ATM (10 tubes /pkg) W0104010203 | ClassA | 00810048901241 63232 | 07-2025
Anaerobic Transport Medium Surgery Pk

AS-914 PRAS ATM-SP (10 tubes /pkg) W0104010203 | ClassA | 00810048901258 63232 | 07-2025
Anaerobic Tissue Transport Medium
Surgery Pk

AS-915 PRAS ATTM-SP (5 tubes /pkg) W0104010203 | ClassA | 00810048901425 63232 | 07-2025
Anaerobic Tissue Transport Medium

AS-919 PRAS ATTM (5 tubes /pkg) W0104010203 | ClassA | 00810048901272 63232 | 07-2025
Dental Transport Medium

AS-920 PRAS DTM (10 tubes /pkg) W0104010203 | ClassA | 00810048901265 63232 | 07-2025
TUBED/BOTTLED MEDIA (PRAS)

Catalog # | ITEM DESCRIPTION EMDN Class UDI-DI GMDN | CE Date
Brucella Broth

AS-105 BRU BROTH 4mL W0104010206 | ClassA | 00810048900084 58586 | 07-2025

AS-1055 BRU BROTH 500 mL W0104010306 | ClassA | 00810048902637 58687 | 11-2025
Oral Treponeme Enrichment Broth

AS-603 OTEB 7mL W0104010206 | ClassA | 00810048900251 58687 | 11-2025

AS-6031 OTEB 100mL W0104010306 | ClassA | 00810048902521 58687 | 11-2025

AS-6032 OTEB 250mL W0104010306 | ClassA | 00810048900268 58687 | 11-2025

AS-6035 OTEB 500mL W0104010306 | ClassA | 00810048900275 58687 | 11-2025
Reinforced Clostridial Broth

AS-606 RCB BROTH 7mL W0104010206 | ClassA | 00810048900282 58586 | 11-2025

AS-6063 RCB 100mL W0104010306 | ClassA | 00810048902613 58586 | 11-2025

AS-6062 RCB 250mL W0104010306 | ClassA | 00810048900299 58586 | 11-2025

AS-6065 RCB 500mL W0104010306 | ClassA | 00810048900305 58586 | 11-2025
Lactobacilli-MRS Broth

AS-609 LMRS BROTH 9mL W0104010206 | ClassA | 00810048900329 58684 | 11-2025

AS-6091 LMRS BROTH 100mL W0104010306 | ClassA | 00810048902538 58684 | 11-2025

AS-6092 LMRS BROTH 250mL W0104010306 | ClassA | 00810048902545 58684 | 11-2025

AS-6095 LMRS BROTH 500mL W0104010306 | ClassA | 00810048902552 58684 | 11-2025
Yeast Casitone Fatty Acids Broth with
Carbohydrates

AS-680 YCFAC BROTH 7mL W0104010206 | ClassA | 00810048900480 58687 | 11-2025

AS-6801 YCFAC 100mL W0104010306 | ClassA | 00810048902644 58687 | 11-2025

AS-6802 YCFAC 250mL W0104010306 | ClassA | 00810048900497 58687 | 11-2025

AS-6805 YCFAC 500mL W0104010306 | ClassA | 00810048900503 58687 | 11-2025

AS-801 Thioglycolate Broth W0104010206 | ClassA | 00810048900589 58586 | 07-2025
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AS-805 THIO BROTH 5mL W0104010206 | ClassA | 00810048900596 58586 | 07-2025
Campylobacter-Thioglycolate Broth
AS-807 CAMPY-THIO BROTH 7mL W0104010206 | ClassA | 00810048900602 58684 | 11-2025
Brucella Agar Deep
AS-810 BRU DEEP 18mL W0104010206 | ClassA | 00810048901395 58685 | 11-2025
AS-808 BRU DEEP CLSI 19mL W0104010206 | ClassA | 00810048901371 58685 | 11-2025
AS-809 BRU DEEP CLSI 17mL W0104010206 | ClassA | 00810048901388 58685 | 11-2025
Chopped Meat Medium
AS-811 CM 7mL W0104010206 | ClassA | 00810048900619 58687 | 07-2025
AS-8111 CM 100mL W0104010306 | ClassA | 00810048902569 58687 | 11-2025
AS-8112 CM 250mL W0104010306 | ClassA | 00810048900640 58687 | 11-2025
AS-8115 CM 500mL W0104010306 | ClassA | 00810048900657 58687 | 11-2025
Chopped Meat Medium w/Glucose
AS-813 CMG 7mL W0104010206 | ClassA | 00810048900626 58687 | 07-2025
AS-8131 CMG 100mL W0104010306 | ClassA | 00810048902576 58687 | 11-2025
AS-8132 CMG 250mL W0104010306 | ClassA | 00810048900664 58687 | 11-2025
AS-8135 CMG 500mL W0104010306 | ClassA | 00810048900671 58687 | 11-2025
Chopped Meat Medium w/Carbohydrates
AS-823 CMC 7mL W0104010206 | ClassA | 00810048900633 58687 | 07-2025
AS-8231 CMC 100mL W0104010306 | ClassA | 00810048902583 58687 | 11-2025
AS-8232 CMC 250mL W0104010306 | ClassA | 00810048900688 58687 | 11-2025
AS-8235 CMC 500mL W0104010306 | ClassA | 00810048900695 58687 | 11-2025
Peptone Yeast Extract Broth
AS-821 PY 7mL W0104010206 | ClassA | 00810048900701 58586 | 11-2025
Peptone Yeast Extract Broth w/Glucose
AS-822 PYG 7 mL W0104010206 | ClassA | 00810048900725 58586 | 07-2025
AS-8221 PYG 100mL W0104010306 | ClassA | 00810048902590 58586 | 11-2025
AS-8222 PYG 250mL W0104010306 | ClassA | 00810048900732 58586 | 11-2025
AS-8225 PYG 500mL W0104010306 | ClassA | 00810048900749 58586 | 11-2025
AS-824 PY with ARABINOSE 7mL W0104010206 | ClassA | 00810048900756 58586 | 11-2025
AS-825 PYG with POLYSORBATE 10mL W0104010206 | ClassA | 00810048900763 58586 | 11-2025
AS-826 PY with LACTOSE 7mL W0104010206 | ClassA | 00810048900770 58586 | 11-2025
AS-827 PY with RHAMNOSE 7mL W0104010206 | ClassA | 00810048900787 58586 | 11-2025
AS-828 PY with SALICIN 7mL W0104010206 | ClassA | 00810048900794 58586 | 11-2025
AS-829 PY with STARCH 7mL W0104010206 | ClassA | 00810048900800 58586 | 11-2025
AS-830 PY with SUCROSE 7mL W0104010206 | ClassA | 00810048900817 58586 | 11-2025
AS-831 PY with TREHALOSE 7mL W0104010206 | ClassA | 00810048900824 58586 | 11-2025
AS-832 PY with XYLOSE 7mL W0104010206 | ClassA | 00810048900831 58586 | 11-2025
AS-833 PY with ESCULIN 7mL W0104010206 | ClassA | 00810048900848 58586 | 11-2025
AS-835 PY with ARGININE 7mL W0104010206 | ClassA | 00810048900862 58586 | 11-2025
AS-837 PY with CELLOBIOSE 7mL W0104010206 | ClassA | 00810048900886 58586 | 11-2025
AS-838 PY with DULCITOL 7mL W0104010206 | Class A 00810048900893 58586 11-2025
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AS-839 PY with ERYTHRITOL 7mL W0104010206 | Class A | 00810048900909 58586 | 11-2025
AS-840 PY with FRUCTOSE 7mL W0104010206 | Class A | 00810048900916 58586 | 11-2025
AS-841 PY with GALACTOSE 7mL W0104010206 | Class A | 00810048900923 58586 | 11-2025
AS-842 PY with GLYCEROL 7mL W0104010206 | ClassA | 00810048900930 58586 | 11-2025
AS-844 PY with INOSITOL 7mL W0104010206 | Class A | 00810048900947 58586 | 11-2025
AS-845 PY with INULIN 7mL W0104010206 | Class A | 00810048900954 58586 | 11-2025
AS-846 PY with LACTATE 10mL W0104010206 | Class A | 00810048901135 58586 | 11-2025
AS-847 PY with MALTOSE 7mL W0104010206 | Class A | 00810048900961 58586 | 11-2025
AS-848 PY with MANNITOL 7mL W0104010206 | Class A | 00810048900978 58586 | 11-2025
AS-849 PY with MANNOSE 7mL W0104010206 | Class A | 00810048900985 58586 | 11-2025
AS-850 PY with MELEZITOSE 7mL W0104010206 | Class A | 00810048900992 58586 | 11-2025
AS-851 PY with MELIBIOSE 7mL W0104010206 | Class A | 00810048901005 58586 | 11-2025
AS-853 PY with RAFFINOSE 7mL W0104010206 | Class A | 00810048901029 58586 | 11-2025
AS-854 PY with RIBOSE 7mL W0104010206 | Class A | 00810048901036 58586 | 11-2025
AS-855 PY with SORBITOL 7mL W0104010206 | Class A | 00810048901043 58586 | 11-2025
AS-857 PYG with BILE 7mL W0104010206 | Class A | 00810048901067 58684 | 11-2025
PYG with FORMATE and

AS-858 FUMARATE 10mL W0104010206 | Class A | 00810048901142 58586 | 11-2025
AS-859 PY with XYLAN 7mL W0104010206 | ClassA | 00810048901074 58586 | 11-2025
AS-860 PYG with GELATIN 5mL W0104010206 | Class A | 00810048901081 62082 | 11-2025

Brain Heart Infusion Broth
AS-872 BHI BROTH 5mL W0104010206 | ClassA | 00810048901104 58687 | 07-2025
AS-8721 BHI BROTH 100mL W0104010306 | Class A | 00810048902606 58687 | 11-2025
AS-8722 BHI BROTH 250mL W0104010306 | Class A | 00810048901111 58687 | 11-2025
AS-8725 BHI BROTH 500mL W0104010306 | Class A | 00810048901128 58687 | 11-2025

Cycloserine Cefoxitin Mannitol Broth

with Taurocholate Lysozyme
AS-8216 CCMB-TAL BROTH 5mL W0104010206 | Class A | 00810048900718 58684 | 11-2025
History

Rev0: 07/21/2025 Initial issue of Anaerobic Culture Media - Agar Plate Media, Bi-plate Media, Transport Medium and

Broth/Tubed Media per CE issue date.
Rev1: 07/24/2025 AS-911, 914, 915, 919, 920 Transport Mediums changed to GMDN 63232 from GMDN 33355 (obsolete).
Rev2: 11/26/2025 Anaerobic Culture Media Agar Plate culture media and Broth Tube/Bottle variants added per CE issue date.
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