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PRODUCT CODE: ML-3008
EXP: 2028-07-09
DOM: 2025-07-09

LOT#MLAC1G5

INTENDED USE

EXPECTED RANGE OF VALUES FOR MULTI-LIGAND CONTROL - TRI LEVEL

Analyte

Allergy
IgE in 1U/mI

Feritin in ng/ml

MASTER LOT :MLAC1G5

A B C
| Mean | _Range | Mean | Range | Mean | Range | Method |

70.13-139.21

15.32-34.23

115.08-230.23

MB ACCUBIND ELISA

66.26-131.56

16.06-31.89

14.8129.39

51.34-101.91

107.66213.72

207.79-412.48

MB ACCULITE CLIA

MB ACCUBIND ELISA

The Multi-igand Controls are intended for use as an assayed quality control material to monitor the consis of
performance of laboratory test procedures associated with determination and monitoring of the clinical status. This
product is a human-serum based, lyophilized control, stabilized with preservatives and can be used with all ELISA
and CLIA methods.

SUMMARY AND EXPLANATION

The use of quality control material to assist in the assessment of precision in the clinical laboratory is an integral part
of laboratory practices. Controls that contain varied levels of analytes are necessary to insure precision and accuracy
in immunoassay systems.

REAGENTS

Monobind's Multi-ligand Controls are intended to be used in the exact manner as patient samples. The control is
packaged as 6 vials of 3.0 ml, dried. The analyte activities are adjusted to concentrations in the low, middle and high
range in order to monitor the efficacy of the procedure in use.

INSTRUCTIONS FOR USE

1) Bring the vials to room temperature before use.

2) Carefully unscrew and remove cap.

3) Add three (3) ml of distilled or deionized water to each vial. Close the cap tightly and let the contents mix
thoroughly for 30 minutes

4) Aliquot the materials in 0.5 ml aliquots in cryo vials and store at -20°C.

STORAGE, STABILITY AND DISPOSAL

This product will be stable until the expiration date when stored unopened at 2 to 8°C. Once the control is
reconstituted, all analytes will be stable for 7 days when stored tightly capped at 2 to 8°C with the following
exceptions: 1) C-Peptide should be assayed immediately after reconstitution, and 2) Folate, Insulin, tPSA, fPSA,
DHEA-S and DHEA will be stable for 1 day. To avoid contamination, it is recommended labs aliquot required
quantities into vials before each use.

After reconstituting, controls should be tightly capped and retumed to refrigerator 2 to 8° C as soon as practical after
usage. (Long term room temperature storage is not supported.) After reconstituting, controls should be tightly capped
and frozen within 2-hours. Once thawed, do not refreeze the control; discard remaining material. It is recommended
that customers aliquot control into separate containers before freezing to allow for usage on different days. Outdated
material should be discarded as a biohazardous component.

STORAGE STABILITY TEMPERATURE
Lyophilized, Unopened Three (3) vears <8°C
Reconstituted, Opened ~ Seven (7) days 2-8C

tuted, Opened Ninetv (90) davs <-10C

EXPECTED RANGE OF VALUES

The mean values printed in this insert were derived from replicate analyses and are specific for this lot of product. The
tests listed were performed by Monabind QA using representative lots of this product, as wel as those of Monobind's
AccuBind® ELISA and AccuLite® CLIA reagents.

Individual laboratory means should fall within the corresponding acceptable range; however laboratory means may
vary from the listed values during the life of this control. Therefore, each laboratory should establish its own means
and acceptable ranges for the product used, using Monobind's assignment only as guide. A trend log should be
maintained for batch to batch consistency of the test. Variations over time and between laboratories may be caused
by a) differences in laboratory personnel, b) improper technique, c) instrumentation and reagents, d) improper
dilutions from the stated manufacturer's procedure, and/ or e) modifications in the manufacturer's test procedure.

Refer to http://www.monobind. ite/qo-d

ts.html for any updated insert information.

WARNING AND PRECAUTIONS
FOR IN VITRO DIAGNOSTIC USE

All products that contain human serum have been found to be non-reactive for HIV 182, HIV-Ag, HBsAg, HCV and
RPR by FDA required tests. Since no known test can offer complete assurance that infectious agents are absent, all
human serum products should be handled as potentially hazardous and capable of transmitting disease.
Iaboratory procedures for handling blood products can be found in the Center for Disease Control / National Institute of
Health, "Biosafety in Microbiological and Biomedical Laboratories," 2nd Edition, 1988, HHS Publication No. (CDC) 88-
8395.
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Please visit our website to learn more
about our products and services.
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Bone Metabolism

Vit D Direct in ng/ml

Cancer Markers

17.99:35.72

32.03-63.58

22.05 14.77-29.33 81.85 54.84-108.86 303.10 203.08-403.12 MB ACCULITE CLIA
Vitamin 812 in pgiml 3681 | pasrrasree | aseos 2655450672 | 102708 | ee4dt-1s90.14 B ACCUBIND ELISA
38691 | as00351459 | aosse 273.75543.41 910 | 60070121030 MB ACCULITE CUA
Folate in ng/ml 297 1.99-3.95 9.56 6.41-12.71 17.69 11.85-23.52 MB ACCUBIND ELISA
27 181350 258 6281247 2003 | 12572749 V8 ACCULITE CUA

Anemia Vast
itamin B12) in pgiml  |2045_|_trerasssrt | sraon 2505049744 | 00110 | 67074133147 VB ACCUBIND ELISA
310.84 208.26-413.41 405.08 271.40-538.75 890.32 596.51-1184.12 MB ACCULITE CLIA
(Folate) in ng/ml 243 1.63-3.23 840 5.63-11.18 A7.75 11.89-2361 MB ACCUBIND ELISA
278 1.82-3.73 8.54 5.63-11.44 17.18 11.51-22.84 MB ACCULITE CLIA

52.55-104.32

MB ACCUBIND ELISA

154130 59

35747095

62.19-123.46

B ACCULITE CLIA

Cancer Markers Vast

AFP in ng/mi 20.71 13.88-27.55 76.49 51.25-101.73 158.55 106.23-210.87 MB ACCUBIND ELISA
2056 13.78-27.34 84.68 56.87-112.89 175.18 117.37-232.99 MB ACCULITE CLIA

CEA in ng/mi 502 337668 19.58 13.12.26.05 3022 20.25-40.20 MB ACCUBIND ELISA
48 322638 2114 14.16-28.12 33.06 22.15-43.97 MB ACCULITE CLIA

CEA Next Generation in 476 3.19-6.33 23.42 15.69-31.15 4157 27.85-55.29 MB ACCUBIND ELISA
ng/ml 4.24 284564 2246 15.05-29.87 41.13 27.56-54.71 MB ACCULITE CLIA

PSA in ng/ml 12 0.80-1.60 390 261518 >10 MB ACCUBIND ELISA
1.09 073145 425 285566 >10 MB ACCULITE CLIA

{PSAXS in ng/ml 123 083164 3.86 259513 2198 14732023 MB ACCUBIND ELISA
127 085168 382 256:5.08 2051 13.74-27.28 MB ACCULITE CLIA

(PSA in ng/ml 175 1.18:2.33 551 369733 24.79 16.61-32.97 MB ACCUBIND ELISA
1.97 132262 547 366728 2523 16.90-33.55 MB ACCULITE CLIA

Fertili

(CEA) in ngimi 432 289575 2040 13.67-27.13 3828 25655091 MB ACCUBIND ELISA
395 265525 210 12.77.2923 3516 23.56-46.77 MB ACCULITE CLIA
(AFP) in ng/ml 1921 12872555 81.12 54.35-107.90 16244 | 1088421605 MB ACCUBIND ELISA
187 12532487 8255 553110979 16860 | 1129622424 MB ACCULITE CLIA
(PSA) in ngiml 189 127252 620 416825 2953 19.79:39.28 MB ACCUBIND ELISA
153 123244 563 377.7.49 2877 19273826 B ACCULITE CLIA
Cardiac Markers
Dig in ng/mi 030059 106211 188:3.74 MB ACCUBIND ELISA
033.066 106211 187372 MB ACCULITE GLIA
Diabetes
C-Peptide in ng/mi 054 036:0.72 289 193384 525 351698 MB ACCUBIND ELISA
051 033068 302 2024.01 470 315625 MB ACCULITE CLIA
Insulin in plUml 219 14.67:29.13 57.03 38217584 10108 | 67.72-134.43 MB ACCUBIND ELISA
2247 15.05:29.88 5737 38.44.76.30 11147 | 744814785 MB ACCULITE CLIA
Rapid Insulin in ulU/m! 225 15082993 5775 33.6976.81 1020 633413566 B ACCUBIND ELISA

|

Fertility Vast

FSH in miljm] 869 5961183 2616 17.53:34.79 34.20 22914549 MB ACCUBIND ELISA
866 580-11.52 2625 17.59.34.91 3629 24.32-48.27 MB ACCULITE CLIA

hCG in milyml 521 349693 2043 19723914 12871 | 62317118 B ACCUBIND ELISA
a6 308612 2635 17.65-35.05 119.38 79.96-156.77 MB ACCULITE CLIA

hCGXR in miljm] 386 259513 2667 17.67-3547 143.47 96.12-190.81 MB ACCUBIND ELISA
377 253502 2482 1663330 136.45 91.42-181.48 MB ACCULITE CLIA

LH in miyml 533 357.7.00 2373 15.9031.56 4863 32.58-64.66 MB ACCUBIND ELISA
488 327648 2335 15.64-31.06 47.95 32.13-63.77 MB ACCULITE CLIA

PRL in ng/mi 6.09 4.088.10 47.42 31.7763.07 7083 47.45.94.20 MB ACCUBIND ELISA
587 3937.60 4483 30.04-50.63 7033 47.12:93.54 MB ACCULITE CLIA

PRLseq in ng/mi 528 3547.02 39.10 2620-52.01 60.60 40.60-80.59 MB ACCUBIND ELISA
545 3657.25 37.05 24.82.49.28 65.85 44.12:87.58 MB ACCULITE CLIA

Rapid HCG in mIU/mI 503 337-6.69 29.38 19.68-39.08 129.46 86.74-172.18 B ACCUBIND ELISA

Triple Screen VAST

(FSH) in miU/mI 75 502097 2447 16.19-32.14 29.10 19.50-38.70 MB ACCUBIND ELISA
713 478.9.49 2557 17.43:34.0 3027 20.28-40.25 MB ACCULITE CLIA
(LH) in miU/m1 515 345685 2273 15.23-30.24 4164 27.90-55.38 MB ACCUBIND ELISA
49 3.286.52 2048 11.88-20.07 4128 27.65-54.90 MB ACCULITE CLIA
(hCG) in miU/mI 517 346687 2661 17.83.35.39 127.02 85.10-168.94 MB ACCUBIND ELISA
602 404801 2342 15693114 11574 77.55-153.93 B ACCULITE CLIA

(AFP) in ng/mi 24.88 16.66-33.07 104.18 69.80-138.57 244.97 164.13-325.81 MB ACCUBIND ELISA|
247 16.55-32.85 104.53 70.04-139.03 21577 144.56-286.97 MB ACCULITE CLIA
UE3 in ng/ml 0.9¢ 0.66-1.30 260 1.74-3.46 499 3.34-6.63 MB ACCUBIND ELISA
0.9¢ 0.85-1.30 268 1.80-3.57 730, 4.89971 MB ACCULITE CLIA
(hCG) in miU/mI 6.1 351875 3046 20414051 18714 | 018518239 MB ACCUBIND ELISA
5.4 3.63-7.22 30.18 20.22-40.13 131.40 88.04-174.76 MB ACCULITE CLIA
Growth Deficiency
hGH in plU//mI 5.48-11.26 19.75-39.21 33.24-85.99 MB ACCUBIND ELISA
5461084 196730 44 31756302 8 ACCULITE CLIA
Steroids
Cortisol in pg/d! 87 1.92-3.82 17.25 11.56-22.95 39.24 26.29-52.19 MB ACCUBIND ELISA
89 1.94-3.84 16.58 11.11-22.05 36.57 24.50-48.64 MB ACCULITE CLIA
DHEA-S in pgimi 37 0.25-0.49 153 1.02-2.03 405 2.71-5.39 MB ACCUBIND ELISA
44 0.29-0.58 1.62 1.09-2.16 429 2.87-5.71 MB ACCULITE CLIA
DHEA in ng/ml 78 0.50-1.07 462 3.106.15 12.92 8.66-17.18 MB ACCUBIND ELISA
92 081-1.22 4.50 3.015.98 14.65 9.81-19.48 MB ACCULITE CLIA
E2iin pg/ml 4339 29.07-57.71 198.98 133.32-264.64 364.27 244.06-484.47 MB ACCUBIND ELISA
4047 2692.53.43 197.70 132.46262.04 33030 | 2273345126 MB ACCULITE CLIA
in ng/ml 1.45 0.97-1.92 7.16, 4.799.52 22.78 15.26-30.29 MB ACCUBIND ELISA
148 0.99-1.97 821 5.50-10.92 2348 15.73-31.23 MB ACCULITE CLIA
17-0HP in ngiml 061 041082 175 117233 473 317630 MB ACCUBIND ELISA
08 0.40-0.80 1.89 1.27-2.51 432 2.89-5.74 MB ACCULITE CLIA
17-0HP-S i ng/ml 031 021041 096 064127 247 165328 MB ACCUBIND ELISA
03 0.20-0.40 098 0.65-1.30 238 1.59-3.16 MB ACCULITE CLIA
i ngiml 051 034067 127 085169 742 497987 MB ACCUBIND ELISA
053 0.36-0.70 145 0.97-1.93 750, 4.74-10.28 MB ACCULITE CLIA
UE3 in ng/ml 0.83 0.56-1.10 2.56 1.72-3.40 517, 347-6.88 MB ACCUBIND ELISA
1.09 0.73-1.45 281 1.88-3.73 5.82 3.90-7.74 MB ACCULITE CLIA
E1in pg/ml 22,67 15.30.30 54 13959 93.53-18565 25625 | 1716834081 MB ACCUBIND ELISA
19.54 13.09-25.98 131.37 88.01-174.72 245.67 164.60-326.74 MB ACCULITE CLIA
ANST in ng/ml 067 0.42:0.92 112, 0.75-1.49 9.09 6.09-12.09 MB ACCUBIND ELISA
08 0.40-0.80 1.01 0.68-1.34 754 5.05-10.02 MB ACCULITE CLIA
in ng/ml 55.73 37.34-74.12 362.29 242.74-481.85 1121.03 751.09-1490.97 MB ACCUBIND ELISA
50.85 34.07-67.63 347.93 233.11-462.74 1179.25 790.10-1568.40 MB ACCULITE CLIA
Free Te 149 1-1.98 331 2.22-4.40 2592 17.37-34.47 MB ACCUBIND ELISA
(0-60pg/m! calibration) 135 090180 303 203403 2381 15953167 8 ACCULITE CLIA
Thyroid
T3 in ng/ml 53 0.36-0.71 122 0.82-1.63 3.38 2.27-4.50 MB ACCUBIND ELISA
56 0.38-0.74 1.20 0.80-1.59 3.18 2.13-4.23 MB ACCULITE CLIA
T4 in pgldl 64 1.77-3.51 7.55 5.06-10.04 17.32 11.60-23.04 MB ACCUBIND ELISA
52 1.69-3.35 7.78 5.21-10.35 13.56 9.09-18.03 MB ACCULITE CLIA
TSH in plU/ml 1.27 0.85-1.69 6.89 462917 39.01 26.14->40 MB ACCUBIND ELISA
123 0.83-1.64 6.79 4.556-9.02 37.43 25.08->40 MB ACCULITE CLIA
T3in pg/ml 2.1 1.40-2.79 3.90 262519 771 5.17-10.25 MB ACCUBIND ELISA
1.97 1.32-2.62 3.82 2.56-5.08 8.06 5.40-10.72 MB ACCULITE CLIA
T4 in ng/di 0.36 0.24-0.48 1.99 1.33-2.64 429 2.88-5.71 MB ACCUBIND ELISA
0.38 0.25:0.50 20 1.34-2.65 4.28 2.87-5.69 MB ACCULITE CLIA
T3-Uptake in %U 25.65 22.43-28.87 3275 29.54-35.96 42.04 39.02-45.05 MB ACCUBIND ELISA
25,67 2287.29.07 3262 202535 99 4437 41374737 MB ACCULITE CLIA
Repid TSH in piljm] 15 077153 739 495983 36,39 24.38-48.40 MB ACCUBIND ELISA
1.02 0.68-1.35 6.71 4.50-8.93 35.53 23.81-47.26 MB ACCULITE CLIA
Thyroid VAST
(TSH) in plUmI 1.18 07957 693 464921 38.45 25.76-51.14 MB ACCUBIND ELISA
1 0.80-1.59 6.96 4.66-9.26 39.48 26.44-52.48 MB ACCULITE CLIA
Strep T3 in ng/ml 066 0.44-0.88 1.20 0.81-1.60 334 223444 MB ACCUBIND ELISA
067 0.45-0.88 122 0.81-1.62 367 246-4.87 MB ACCULITE CLIA
Strep T4 in pg/di 3.07 2.05-4.08 8.59 5.76-11.43 12,01 8.05-15.97 MB ACCUBIND ELISA
3.23 2.16-4.29 8.46 5.66-11.25 11.76 7.88-15.64 MB ACCULITE CLIA
Free Thyroid VAST
(TSH) in plU/mI 1.36 0.91-1.81 747 5.01-9.94 4185 27.90-55.39 MB ACCUBIND ELISA
1.26 0.85-1.68 7.86 5.27-10.46 44.85 29.92-59.39 MB ACCULITE CLIA
Strept T3 in pg/ml 179 1.20-2.38 393 263523 921 6.17-12.25 MB ACCUBIND ELISA
175 1.18-2.33 391 262521 9.20 6.16-12.23 MB ACCULITE CLIA
Strept fT4 in ng/dl 03 0.20-0.40 184 1.23-2.45 3.38 2.27-4.50 MB ACCUBIND ELISA
03 0.20-0.40 165 1.11-2.19 331 222-4.40 MB ACCULITE CLIA




