Quality Cortrol Certificaze = Rev.o
P01 03-01

Y ol ol af - Pag i/
DIESSE DIAGNOSTICA SENESE SpaA Sede Legale e Amministrazione
53035 Monteriggion] (SI), Italy, Strada dej Laghi 39 m 20144 Milano (ltaly) Via A. Solari 19 sc. 6
Tel.+3a 0577319554 FAX +39 0577313020

QUALITY CONTROL CE RTIFICATE

KIT NAME ENZYWELL EPSTEIN BARR EBNA IgG

Code 91057

LOT.NO 105 g 2025-02 @ 2023-T1

REAGENTS

DESCRIPTION

PF93071 054800 MICROBLATE 120 2025-03 1 _I
PF93509 005470 CONJUGATE 105 2025-02 il
PF93910 1036 NEGATIVE CONTROL 178 2025-05 1
PF92073 005330 POSITIVE CONTROL 097 2025-05 1
PF91873 005450 CUT OFF CONTROL 097 2025-05 1
PF93619 1034 SL.IBSTRATE—HS 381 2025-04 1
PF93621 006030 DILUENT 10 165 2025-05 1
PF93603 1035 WASHING BUFFER 10x 466 2025-04 1
PF93602 1032/RiSKO STOP SOLUTION 218-6 2025-06 1
PF91083 006840 SORBENT G 095 2025-05 1
CONTROLS
l FOUND RESULTS EXPECTED RESULTS l
NEGATIVE CONTROL 0.030 <0,6 Cut Off
CUT OFF CONTROL 0558 > 0.200
POSITIVE CONTROL 1545 215 Cut Off
CV % 7% <15%

—
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APPROVED BY: RESPONSIBLE HEAD, Quality Control Reagents /IU

DATE: D} . L’l ol

WARNING: POTENTIAL BIOHAZARDOUS MATERIALI

This kit may contain some reagents made with human serum or plasma.All serum or Plasma used has been tested by an
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QUALITY CONTROL CERTIFICATE

Annex: Method Evalution

NAME KIT EPSTEIN BARR EBNA igG

LOT. 105
DATE OF TEST 05/12/2023
———— e

1. SOLID PHASE FOUND EXPECTED

A) UNIFORMITY BETWEEN PLATES

Ist PLATE OD 450 nm 1.947
CVv% 7% <20%

2nd PLATE OD 450 nm N/A
CV% N/A <20%

B) UNIFORMITY WITHIN PLATE

OD 450 nm 2148
CV% 6% <15%
2. BULK CONTROL date: 29/1/2023
A) Average OD of Cut Off Control OD 450 nm 0.421 =0.200
B) Index of Negative and Positive Sera accepted According to specification
C) Sensitivity with working calibrators accepted According to specification
3. FINAL CONTROL date: 05/12/2023
A) Blank OD 450 nm 0.047 <0.100
B) Average 0D of Negative Control OD 450 nm 0.030 < 0,6 Cut Off
C) Average OD of Cut Off Control OD 450 nm 0.558 = 0.200
D) Average oD of Positive Control OD 450 nm 1.545 =15 Cut Off
E) HOMOGENE|TY OF CUT OFF No. 6
OD 450 nm 0.605
CV% 7% <15%
F) PRECISION OF FILLING PROCESS
SATISFACTORY [ ] unsaTisractory
FINAL RESUITT: ACCEPTED i
Date: O\r_rl ZD)_B _
Signed:! bl

Released: Q_C.Manager

Allegato Certificate of Analysis 91057 EBNA Rev 1 lot 105.xisx




