OSP Bel-Art

AN BEFATS company

Certificate of Conformance

2024 Broad St., Pocomoke City, MD 21851 USA
ISO 9001 Facility (Certificate US19/819943409)

Date of Certificate:

Catalog Number:
Description:

Lot Number:

Date of Manufacture:
Country of Origin:

Material:

Gamma Irradiation:

CoSP Report Number:

Product Shelf Life:

BSE/TSE Statement:

Other:

10/3/2025

36902-0000
STERILEWARE,SCOOP,PS,207Z
1397502

8/21/2025

us

High Impact Polystyrene (HIPS)

We confirm that the material manufactured with HIPS conforms to:
21 CFR177.1640

21 CFR 178.3297

Irradiation exposure dose (avg.) = 23.5 min - 50.0 max kGy
ANSI/AAMI/ISO 11137 (latest revision), Method 1

No testing is done for Pyrogens / Endotoxins.

3822788

N/A - Product should remain in its irradiated state as long as outer
packaging remains completely intact.

Based on the information provided to us, the HIPS resin used in the
manufacture of the above product is BSE/TSE free.

During manufacture, this product does not come into contact with any
products or processes that may pose a BSE/TSE risk.

Bel-Art Products hereby certifies that the above listed product has been manufactured and

inspected in accordance with documented procedures and specifications, and that it

conforms to all applicable requirements.

D%Zﬁ/ Swafa,
Dejia Savage
Quality Inspector

Doc. No. QASFM0003002

Rev. 1
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Sterigenics.

A Sotera Health company

Certificate of Processing

STERIGENICS 75 Tilbury Road Salem NJ 08079
TEL 856 935-1400 FAX 856 935-0542 www.sterigenics.com

09/03/2025 12:48:46 GMT
Page 1 of 1

Customer Name: Bel-Art Products-NJ Processing Facility: Salem Work Order # 3822788
P.O.# MD77197 Sales Order # 3881908

23.5-50.0 kGy BelArt, Gamma Treatment Irradiation Date/Time: 08/31/2025 17:09:00 GMT
SO Qty UOM  Customer Item Number Customer Item Description Customer Customer
Line # Lot Number Load Number
101.000 240 CA 369020000(20) STERILEWARE,SCOOP,PS,20Z 1397502 NA

Dose Map 125_10885 0C3-0E3x1.14
102.000 210 CA 369300000(30) STERILEWARE,SAMPLING SPATULA,P J398351 NA

Dose Map 125_11119 0C3 - 0E3x1.095
103.000 100 CA 369040006(20) STERILEWARE®,METAL DETECT SCOO J397014 NA

Dose Map 125_10885 0C3-0E3x 1.14
104.000 30 CA 369300000(30) STERILEWARE,SAMPLING SPATULA,P J397895 NA

Dose Map 125_11119 0C3 - OE3x1.095
105.000 128 CA 379440000 STERILEWARE MINI-TONGS,PS,BX/2 J396168 NA

Dose Map 125_10774 0C3-TE6

708 CA Total
Quality Test Summary
-------- Signed By -------
Op# Quality Test Description Minimum Spec Maximum Spec Result Pass/Fail User Date /Time
450.00  Minimum Dose 23.5 kGy 50.0 kGy 25.7 KGY Pass ECEPEDA 09/01/2025 03:20:49
GMT
Reason Code Test EMANUEL CEPEDA
450.00 Maximum Dose 23.5 kGy 50.0 kGy 40.4 KGY Pass ECEPEDA 09/01/2025 03:21:07
GMT
Reason Code Test EMANUEL CEPEDA

Sterigenics certifies that the materials listed above (as described by the Manufacturer) received the indicated doses within the precision and
accuracy of the dosimetry system employed.

Electronically Signed By:

Reason:

LESLIE GLESSNER
Work Order Completions

ISO 9001 and ISO 13485 Registered

Date:

09/03/2025 12:48:20 GMT
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