BECKMAN COULTER SYSTEMS
DRUGS OF ABUSE ASSAYS (DAT)

CERTIFICATE OF ANALYSIS

MICROGENICS PART NUMBER
BECKMAN COULTER PART NUMBER
MICROGENICS LOT NUMBER

1604
474985
74281965

[{A. CALIBRATOR/MANUFACTURE INFORMATION

PRODUCT DESCRIPTION OPIATE 300 HIGH CALIBRATOR (1000 NG/ML)
MICROGENICS PART NUMBER 1604

BECKMAN COULTER PART NUMBER 474985

VENDOR (MGC) LOT NUMBER 74281965

PLATFORM USED FOR MANUFACTURE TESTING DXC

MANUFACTURE DATE April 2021

EXPIRATION DATE 2022-10-31

QUANTITY 799

STORAGE CONDITION 2°TO8°C

|B. MATERIALS USED FOR TESTING

BCIP/IN MGCP/N LOTNUMBER EXPIRATION

1. CALIBRATORS FROM MOST RECENTLY APPROVED LOT

NEGATIVE CALIBRATOR 445803 0555 73872060 2021-09-30
OPIATE 300 LOW CALIBRATOR (300 ng/mL) 474982 1602 73852189 2021-07-31
OPIATE 300 HIGH CALIBRATOR (1000 ng/mL) 474985 1604 73871932 2021-08-31
2. GOLD STANDARDS
OPIATE 1000 ng/mL GOLD STANDARD [ NA 2069 72799447 2021-08-28
3. REAGENTS
DB 300 ANTIBODY 445963 | 10007370 73777181 2021-07-31
ENZYME 445962 0550 73777182 2021-07-31
[C. TESTING*
SPECIFICATION RESULT PASS/FAIL
1. FILL VOLUME 5.2+0.2mL 5.2 mL PASS
YELLOWISH CLEAR SOLUTION: ESSENTIALLY | Ye!lowish Clear Solution;
2. APPEARANCE FREE OF PARTICULATE EsS(Tar;tlﬂ.':liI(I:):j II;:ze of PASS
3. UPN/GS1 BARCODE Meets SCD specifications (Yes or No) Yes PASS
4. ANALYTE CONCENTRATION (BY GC/MS)
OPIATE 1000 ng/mL I 900 ng/mL TO 1100 ng/mL |  98sngmL | PASS
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C. Testing* (Continued)

5. COMPARISON TO GOLD STANDARD AND MOST RECENTLY APPROVED LOT ON A SYNCHRON
SYSTEM AT 37 °C USING BECKMAN DEFINED PARAMETERS:
SPECIFICATION: THE RATE IN mA/min MUST BE WITHIN = 5% OF GOLD STANDARD AND MOST
RECENTLY APPROVED LOT .
SAMPLE |__GOLD STANDARD RECENT LOT T
RESULT | RESULT |PERCENT| RESULT |[PERCENT
OPIATE 300 435 433 0% 435 0% PASS

[D. TREND ANALYSIS DATA |

DATA ATTACHED BY DATE
YES Magiruz Hilario 06/03/2021

|E. COMMENTS:
* Testing performed on a Synchron Automated Chemistry Analyzer at 37 °C.

TESTED BY: ﬂw H_{ (ﬁm% DATE: 0 (0 { 0 5/)@ 2/)
APPROVED BY: %M DATE: ¢, / 570 09
7= QUALITY CONTROL
1604CoA-5
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