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AN ITALIAN COMPANY THAT RESEARCHES, DEVELOPS AND PRODUCES READY TO USE KITS
USING CHROMATOGRAPHICTECHNIQUES FOR CLINICAL LABORATORIES

CALIBRATOR LYOPHIL. IN WHOLE BLOOD FOR ABUSE DRUGS
(3,4-MDMA, 3,4-MDA, 3,4-MDE, Amphetamine, Methamphetamine, Ketamine, Morphine, Codeine, 6-
Monoacethylmorphine, Beg, Cocaethylene, Methadone, Cocaine, EDDP, Norbuprenorphine,
Buprenorphine, MBDB, Ecgonine Methyl Ester, Fentanyl, Delta-9-THC, Delta-9-THC-COOH, 11-OH-THC)

Code LC89016
TO USE WITH THE KIT CODE LC89010

OBJECTIVE

The calibrators on blood are used to calibrate the HPLC system for the quantitative measurement
of analytes contained therein. Each analyte has a concentration that allows the construction of a
calibration curve of seven points. The calibrators are freeze-dried human matrix and should be
handled as if they were a real patient sample.

RECOVERY

Remove the metal seal and rubber stopper from the vial. Add exactly 1 ml of HPLC-grade water
through the tube. Replace the rubber stopper, allow to stand for at least 30 to 40 minutes. Before
use, mix by inverting the vial to dissolve the material until a homogeneous solution.

STORAGE AND STABILITY

The calibrators are stable for 36 months from the date of preparation if stored at -20 ° C. After
reconstitution are stable for 1 week at 2-8 °C except for Cocaine and Cocaethylene that must
be reconstituted and analysed in the same day. Do not use after the expiry date.

PRECAUTIONS
These calibrators in human matrix should be treated with care and treated as potentially infectious.
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PACKAGING AVAILABLE:

-LC89016 CALIBRATOR IN WHOLE BLOOD FOR ABUSE DRUGS 7x2x1ml
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CONCENTRATIONS

CODE LC89016
LoT @ g
014 July July
2022 2025
MEAS MEDIUM MEDIUM MEDIUM MEDIUM MEDIUM MEDIUM MEDIUM
UREM VALUE C0 VALUE C1 VALUE C2 VALUE C3 VALUE C4 VALUE C5 VALUE C6
ANALYTE ent | €0 | ogremep | €' | osremep | €2 | osremep | ©® | oBTEINED c4 OBTEINED c5 oBTEINED | € | oBTEINED
UNIT + DS* + DS* + DS* + DS* + DS* + DS* + DS*
Morphine ngml | 00 | %00%000 | 44 | 0931080 | 50 | 50%093 | 100 | 9,2%0,32 200 | 21,0%£2,85 | 40,0 | 425037 | 60,0 | 56,1%1,37
Codeine ngiml | 00 | 9002000 | 48 | 4731063 | 6,0 61%204 | 120 | 12,0%1,34 | 220 | 21,6%205 | 360 | 361%1,65 | 50,0 | 491%7,32
6-Mam ng/mi | 00 | @00%000 |\ 4o | 4211053 | 70 | 721,10 | 100 | 107%048 | 220 | 227%1,34 | 400 | 398%1,77 | 60,0 | 60,0£1,17
Methadone ng/ml | 5o | 0002000 |, | 089+002 | 50 | 53%038 | 100 | 101004 | 200 | 208%058 | 40,0 | 387132 | 60,0 | 583042
EDDP ng/ml | 5o | 0002000 | 6 | 4150:037 | 45 | 43%070 | 100 | 981,12 200 | 185%2,08 | 40,0 | 41,1336 | 50,0 | 46,5%3,55
Ecgonine Methy ng/ml 0,00 + 0,00
Ester 0,0 20 | 1854021 | 80 | 810,03 | 140 | 1392051 | 240 | 243%041 | 440 | 446%291 | 60,0 | 60,7%1,37
) 0,00 + 0,00
Cocaine ng/ml | 0,0 * 20 | 19%044 | 70 | 67049 | 120 | 123%051 | 200 | 208%094 | 500 | 482%684 | 60,0 | 61,5%1,18
Cocaethylene ngiml | 00 | 9002000 | 545 | 47:016 | 80 | 80%019 | 150 | 141%1,0 250 | 263+087 | 550 | 541+233 | 850 | 83,9081
Benzoilecgonine | ng/ml | 0,0 | %00%000 | o8 | 0731006 | 50 | 46+027 | 100 | 10,0£016 | 200 | 21,0£045 | 40,0 | 420219 | 70,0 | 66,4%1,06
Amphetamine | ng/ml | 0,0 | %00%000 | 54 | 551074 | 12,0 | 12,4%055 | 240 | 242%1,07 | 360 | 380%1,67 | 840 | 84,2%096 | 150,0 12517 ’gsi
Methamphetamine | ngimi | 0,0 | %002000 | 44 | 4012008 | 90 894081 | 180 | 182%0,66 | 350 33,1% 1,27 70,0 | 67,2%332 | 130,0 | 132,30,94
Ketamine ngiml | 00 | @00%000 | o4 | 591050 | 100 | 103%126 | 200 | 197+122 | 300 | 203%1,19 | 750 72,4+87 | 130,0 | 131,1£4,98




CONCENTRATIONS
CODE LC89016
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VEASU MEDIUM MEDIUM MEDIUM MEDIUM MEDIUM MEDIUM MEDIUM
VALUE C0 VALUE C1 VALUE C2 VALUE C3 VALUE C4 VALUE C5 VALUE C6
ANALYTE ';.Elmf?.’ co OBTEINED c1 OBTEINED c2 OBTEINED e OBTEINED c4 OBTEINED c5 OBTEINED cé OBTEINED
+ DS* + DS* + DS* + DS* + DS* + DS* + DS*
3,4-MDMA ng/ml 0,0 0,00£000 | 449 11,3£3,6 20,0 20,827 30,0 31,246 40,0 39,417 750 | 733:10,5 | 150,0 131k
3,4-MDA ng/ml 0,0 0,00£0,00 | 45, 147 %25 25,0 23,7£3,0 35,0 37113 70,0 70,4+2,0 | 110,0 | 112,4%14,0 | 2000 | 2012222
3,4-MDE ng/ml 00 | 9002000 1 4, 83:153 | 200 | 19,4:304 | 300 | 286097 | 500 | 481284 | 800 | 81,8:640 | 1400 | 141,3+7,00
MBDB ng/mi 0,0 0,00 + 0,00 6,0 6,6 £ 0,24 10,0 | 104%082 | 200 | 200%092 | 300 | 303139 | 70,0 | 69,0£7,30 | 120,0 1123’166*
Buprenorphine | ng/ml 0,0 0,00 + 0,00 0,4 0,39+0,13 1,3 1,3£0,05 2,7 2,740,34 5,0 4,7 %0,06 9,0 8,6+ 1,47 150 | 14,7%0,94
Norbuprenorphi ng/ml 0,00 + 0,00
ne 0,0 1,0 0,08 + 0,08 2,5 2,6+0,09 45 43+078 5,5 5,5 0,27 130 | 12,7+081 | 200 | 19,6%231
Fentanyl ng/ml 0,0 0,00 + 0,00 0,8 0,79 +0,09 4,0 3,8+0,48 8,0 7,3+0,37 12,0 12,6 +0,99 30,0 29,4 + 4,65 40,0 40,3 £ 3,33
Delta e ng/ml 00 | %00%0,00 1,0 1,06£025 | 20 210,13 6,0 6,0 £ 0,65 8,0 7,8 £ 0,01 150 | 145:1:85 | 300 | 32,8115
Delta-9-THC ng/ml 0,0 0,00 +0,00 1,0 0,84 + 0,04 2,0 2,1+0,43 5,0 4,5+0,44 7,0 6,5+0,73 120 | 12,0£018 | 30,0 | 27,3%0,26
11-OH-THC ng/ml 0,0 0,00 + 0,00 0,5 0,510,113 2,0 1,8+0,27 5,0 4,1£0,45 7,0 6,5+ 0,74 12,0 | 122%1,41 | 240 | 245%0,43




* The procedures for production and validation / quality control of every batch shall be performed using the
chromatographic method LC / MS / MS validated according to international guidelines of the Food and Drug
Administration (FDA-May 2001) and the International Conference of Harmonisation of technical requirements
for registration of pharmaceuticals for human use (ICH-Q2-R1-Nov 2005). The mean value and standard
deviation were obtained during the validation phase of batch processing for level four bottles in duplicate.

This product fulfills all the requirements of Directive 98/79/EC of 27/10/1998 on in vitro diagnostic medical devices (IVD). The

declaration of conformity is available upon request.

FOR IN VITRO DIAGNOSTIC USE ONLY
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