CERTIFICATE OF ANALYSIS

CHROMOGENIX werfen

We hereby cedily that the above produci(s):

. have been manufactured and tested according Lo the requirements of their Manufacturing and Quality Conirol procedures

and have bean found o mesl all conditons set forth vith these documants.

PRODUCT NAME: COATEST APC Resistance V EXPIRATION DATE: 2027-04-30
PRODUCT NUMBER: 00082312063
LOT NUMBER: MN1358524
]

TEST DESCRIPTION SPECIFICATIONS RESULTS
APT-time on ACL MIN MAX UNITS PassiFall
Oiluled Control Plasma Level 1 27 A3 seconds 35 PASS
Diluled Controt Plasma Lavel 2 28 48 geconds 6 PASS
APC-V ratio on ACL
Control Plasma Level 3 28 3.2 3.1 PASS
Control Plasma Level 2 t.4 1.9 1.9 PASS
KIT COMPONENTS:

NAME LOT NUMBER VOLUME
COATEST APC Resistance CaCi2 M1057318 8 mL
COATEST APC Resistance APTT reagent N1057330 16 9l
COATEST APC Resistance APG/CaCl2 M1158522 2mb
COATEST APC Resistance Controf Plasma Level i M1158523 1 mi.
COATEST APC Resistance Conirot Plasma Level 2 M1057563 1mb
COATEST APC Resislance V-DEF Plasma M1057140 4 mi

121125

PRV
PREPARED BY: Monika Skowionska HA?\U Vi, )lf..o;_akl{’)]ﬂ/,‘wlu\’, DATE: 12017/2025
PRINT SIGNATURE
TITLE: 2¢ Avrdyar 57
12-13-25
- . . e
APPROVAL SIGNATURE. Nehal Palat }‘) A PG"* { DATE: §211712025
FRINT SICNATURE

TITLE: Sexn g Ldotda

526 Route 303, Orangebirg, New York 10962, Telephone 845-365-8000

QUIPB23120.1, Rev. 04



