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Beckman Coulter
MIAMI AND KENTUCKY REAGENTS MANUFACTURING
CERTIFICATE OF ANALYSIS

IDENTIFICATION:

Product Name:

BODY FLUID CONTROLS

Part Number:

628030

Lot Number (Finished Product):

4515130K

Lot Number (Sub-assembly):

183234640, 193244640, 203254640

Date of Manufacture:

28 Apr 2026

Expiration Date:

11 Aug 2026

(if applicable)

TEST SPECIFICATION RESULTS Pass/Fail

Microbial Integrity No Growth Meets Specification Pass

Value Verification Must meet established limits for appropriate Meets Specification Pass
parameters on designated instruments.

pH 6.50 - 6.80 Meets Specification Pass

Osmolality Level 1: 315-350 Meets Specification Pass
Level 2: 317-354 Meets Specification Pass
Level 3: 334-370 Meets Specification Pass

Hemolysis

(if applicable)

Level 2 & Level 3 <+4 hemolysis Meets Specification Pass

Homogeneity < 2 SD limits Meets Specification Pass

The product was manufactured in accordance with the US FDA Quality System Regulation (GMP).
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—Signed by: APPROVAL TITLE DATE
Pedis Cartia (slon. Manufacturing Quality Supervisor 04-May-2026
Signer Name: Pedro Garcia Colon
Signing Reason: | am the author of this document
Signing Time: 04-May-2026 | 6:27:10 AM PDT
FDB933D53ED64FE4A2CAOC1EO014EFC91
PRDRELCA628030-AC  10/2018 212-249 AD
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