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QUALITY CONTROL SERA

PRODUCT CODE: ML-3008
LOT# MLAC1D6 EXP: 2029-04-01
DOM: 2026-04-01
INTENDED USE
The Multi-igand Controls are intended for use as an assayed quality control material to monitor the consistency 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 c:

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) tPSA,fPSA, PSA-XS, tPSA-Vast and C-Peptide should be assayed immediately after reconstitution,
and 2) Folate, Insulin, 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 returned 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 Outdated material should be discarded as a biohazardous component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) years <8°C

Reconstituted, Opened ~ Seven (7) days 2-8°C
Opened __Ninety (90) days <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 Monobind QA using representative lots of this product, as well 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 techniue, c) instrumentation and reagents, d) improper
dilutions from the stated manufacturer's procedure, and/ or ) modifications i the manufacturer's test procedure.

Refer 0 hitp:/fwww.monobind. -d htmi 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 162, 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. Good
laboratory 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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EXPECTED RANGE OF VALUES FOR MULTI-LIGAND CONTROL - TRI LEVEL
MASTER LOT :MLAC1D6

A -] C
(UM Miean | Range | Mean | Range [ Mean | Range | Method |

Allergy
12580-249.74 13382657 185.24-367.71 MB ACCUBIND ELISA

1gE in 1U/mi
1240426623 13552689 157.06:37134 B ACCULITE CLA

23014567 40938125 2159942876 MB ACCUBIND ELISA

Ferritin in ng/mi

275 19933957 s7.10 30267594 853 | 100313874 MB ACCULITE CLA
26984 | 1807935689 2042 2877157112 110360 | 7301146778 ELsA
Vitamin 812 in pg/mi
25379 | 100433754 53592 359.06.712.77 95290 | 63n.44-1267.36 MB ACCULITE CLA
663 sass82 1258 839-1666 1450 9711028 ELsA
Folate in ng/mi
653 436860 1118 749148 1450 9921058 B ACCULITE CLA
Anemia Vast
3632 | aue342070 60390 4046180318 109042 | 73661146223 ELsA
(Vitamin B12) in pg/m!
31478 | 2109041865 63905 4281784094 100033 | 67022133044 MB ACCULITE CLA
5 402798 1021 6841357 1450 9781940 ELsA
(Folate) in ng/mi
563 377749 1019 6531355 1365 9141815 B ACCULITE CLA
Bone Metabolism
19263824 32206598 674713394 MB ACCUBIND ELISA
Vit D Direct in ng/mi
19.37-38.46 32406432 502511959 B ACCULITE CLA
Cancer Markers
.76 1857-3894 12882 863117133 23000 | 1541630602 MB ACCUBIND ELISA
AFP in ng/ml
2784 18653703 13476 202017923 23662 | 1585431470 MB ACCULITE CLA
] 310616 1924 12892550 3250 21774322 ELsA
CEAin ng/ml
s 335665 1790 11992381 3203 22064379 MB ACCULITE CLA
CEA Next Generation in a1 260563 2000 14062792 4167 21925542 ELsA
3.98 267-5.29 2212 14.82-20.42 46.78 3134-62.22 MB ACCULITE CLIA
F¥E] 076-0.50 318 213423 802 s537-1067 ELsA
PSA in ng/ml
114 076151 s01 2004 794 5321055 MB ACCULITE CLA
138 093184 EE) 25049 1013 679-1347 MB ACCUBIND ELISA
PSAXS in ng/ml
1a1 094187 563 243483 o70 6501289 MB ACCULITE CLA
212 142282 ) 364723 1390 9321849 ELsA
PSA in ng/ml
24 161310 515 345685 1374 9211028 B ACCULITE CLA
Cancer Markers Vast
384 257510 1750 n222 3455 23154595 ELsA
(CEA) in ng/ml
a1 275548 1792 12012383 3283 224367 MB ACCULITE CLA
2169 14532885 1177 74.89-148.66 17335 | 1161423055 B ACCUBIND ELISA
(AFP) in ng/ml
2249 15072091 11862 794715776 10181 | 1285125510 MB ACCULITE CLA
201 134267 566 379758 121 851757 ELsA
(tPSA) in ng/mi
o 123245 509 341677 1305 5751736 B ACCULITE CLA
Cardiac Markers
032064 215421 ELsA
Digin ng/mi
032064 214425 MB ACCULITE CLIA
Diabetes
057 038076 288 193383 551 369733 ELsA
C-Peptide in ng/mi
056 037074 288 193383 s64 378750 MB ACCULITE CLA
2283 15.29-30.36 53.28 35.70-70.87 162.69 109.0-216.37 MB UBIND ELISA
Insulin in plU/mi
278 16603295 s183 36067159 15775 | 1056920081 MB ACCULITE CLA
Rapid Insulin in ulU/ml 2151 14412861 4015 3203 6537 15839 | 1061221060 VB ACCUBIND ELISA
Fertility
524 351697 353 23504672 s 34246797 ELsA
FSH in miU/mI
] 327649 3540 22724708 s268 35307007 MB ACCULITE CLA
S8 301775 2457 16463268 1399 | 03778615 B ACCUBIND ELISA
hCG in miU/mi
618 414821 2264 15073011 12905 | 931618404 MB ACCULITE CLA
416 2.79-554 20.65 13.84-27.47 156.0 104.52-207.48 MB UBIND ELISA
hCG-XR in miU/mI
a1 275545 2365 15853145 14955 | 1002019890 MB ACCULITE CLA
478 320635 2118 18213615 s188 3476690 ELsA
LHin miU/mi
a9 328652 2807 10413853 st45 30497641 MB ACCULITE CLA
545 365-7.25 42.76 28.65-56.87 11151 74.71-148.30 MB UBIND ELISA
PRL in ng/mi
533 357708 4343 20005776 10043 | 733114554 MB ACCULITE CLA
503 337660 3589 20054774 1901 | 707415820 B ACCUBIND ELISA
PRL-seq in ng/ml
531 356706 3678 20644892 12030 | eesaar1r MB ACCULITE CLA
Rapid HCG in miU/mI 674 452897 3498 23424652 1s866 | 1130022432 VB ACCUBIND ELISA
Fertility Vast
468 314623 3756 25164995 5559 37247393 ELsA
(FSH) in miU/mi
a3 208572 3420 22014549 5316 35617070 MB ACCULITE CLA
393 269522 2481 16623299 4676 31336210 ELs)
(LH) in miU/mI
a5t 302599 2098 16743322 4674 31316216 MB ACCULITE CLA
54 361.7.18 2164 1450-28.78 101.98 68.33-135.63 MB UBIND ELISA
(hCG) in miU/mi
598 475 2051 13612742 10520 | 704913992 B ACCULITE CLA

Triple Screen VAST

PPy 3555 2382.47.28 16897 1132122473 28472 | 1907637868 MB ACCUBIND ELISA
in ng/mi
o 358 23.99-47.61 17355 116.28-230.82 27848 186.58-370.38 MB ACCULITE CLIA
Tor 068134 380 254505 660 414906 ELsA
UE3 in ng/m
103 069-1.37 408 273542 77 494980 MB ACCULITE CLA
643 4.30-855 30.30 20.30-40.30 14125 94.64-187.86 MB UBIND ELISA
(hCG) in miU/mi
573 354761 2565 1.20.38.10 14270 | os6118979 B ACCULITE CLA

Growth Deficiency

304602 15032085 36517248 ELS)
hGHin U/imi
333661 15393055 37607465 B ACCULITE CLA
267 179355 1398 9371850 3000 20164002 ELs)
Cortisol in pg/di
265 191379 1466 9521049 3457 23164598 MB ACCULITE CLA
043 029057 1o 128259 458 307610 ELsA
DHEA-S in ug/mi
04z 028055 17 115228 434 201577 MB ACCULITE CLA
045 030059 an 276547 243 6321254 ELsA
DHEA in ng/ml
063 042083 460 308611 968 6471285 MB ACCULITE CLA
E2in pg/ml 4281 28695694 22363 1498320743 2765 | 28653.560.78 VB ACCUBIND ELISA
45.18 30.27-60.08 199.68 133.78-265.57 399.55 267.70-531.40 MB ACCULITE CLIA
g et 095234 967 6481286 2203 14762030 ELsA
] 120239 1077 7221033 2436 1632.3240 MB ACCULITE CLA
063 042084 228 153303 538 361716 ELsA
17-0HP in ng/mi
064 043085 208 139276 ) 317620 MB ACCULITE CLA
025 018035 116 078154 243 163323 ELsA
17-0HP-S in ng/mi
[ 020040 106 071140 230 154306 MB ACCULITE CLA
04 029058 103 069-036 688 461914 ELsA
Testosterone in ng/ml
045 030059 116 076156 787 5281047 MB ACCULITE CLA
Tor 068135 33 223442 604 405803 ELsa
UE in ng/m
13 089-077 349 230464 785 5261044 MB ACCULITE CLA
I w054 27165392 45636 3124662026 80711 | c01.06119313 ELsa
4699 31486250 45683 3127862089 83661 | se0sa111260 MB ACCULITE CLA
073 05102 255 171330 509 3ar677 ELsA
ANST in ng/ml
072 048095 225 151290 583 391776 MB ACCULITE CLA
g w081 27415641 37825 253.42.502.08 97715 | 65460120061 ELsA
69 24724908 35110 235.24-466.96 86695 | sa0.s61152.04 MB ACCULITE CLA
Free Testosterone 104 068140 280 104385 2043 13602718 ELsa
(0-60pg/ml calibration) 104 070138 205 106393 1576 12572494 MB ACCULITE CLiA
Thyroid
045 031061 169 113224 338 226449 ELS)
T3 in ng/ml
05 034067 149 1108 340 233460 MB ACCULITE CLA
204 197391 643 431855 152 906-17.08 ELsA
T4 in pg/dl
265 191379 683 457.0.08 1135 7601510 MB ACCULITE CLA
fE) 0s7-172 1032 6911372 a0 ELsA
TSHin piUmi
13 091181 1030 6901370 a0 MB ACCULITE CLA
139 093184 504 33860 832 571107 ELsA
fT3in pg/ml
152 102201 491 329652 83 5601112 MB ACCULITE CLA
03 020039 171 114227 308 206-4.10 ELsA
T4 in ng/di
032 021042 172 115228 308 206400 MB ACCULITE CLA
2105 17062684 3247 2851364 3799 33854213 ELsA
T3-Uptake in %U
2195 18202572 5258 28743641 3054 35754333 MB ACCULITE CLA
11 079-158 1008 6751340 4292 28.75.57.08 ELsA
Rapid TSH in plU/mi
113 075150 1072 7181425 4349 20135784 MB ACCULITE CLA
TSH-RC in uiU/ml 127 035168 1021 6541357 >0 B ACCUBIND ELISA
Thyroid VAST
114 076151 860 576-11.44 4015 269040 ELsA
(TSH) in iu/mi
121 081161 566 5801152 3896 2610540 MB ACCULITE CLA
06 040080 169 113225 362 242481 ELsA
Strep T3 in ng/ml
061 041080 196 131260 395 265525 MB ACCULITE CLA
29 104386 827 sse11 1191 7981583 ELsA
Strep T4 in pgldl
51 207412 507 5401073 1224 5.20-1627 B ACCULITE CLA
Free Thyroid VAST
105 067-144 280 657-1303 3802 254840 ELsA
(TSH) in piu/mi
094 063125 5 6031107 3025 2630540 MB ACCULITE CLA
1 115227 527 353701 290 663137 ELsA
Strept T3 in pg/m
Tas 1108 513 340682 998 669-13.27 MB ACCULITE CLA
035 023048 167 112222 305 204406 ELsA

Strept T4 in ng/dl

03 020040 162 108215 306 205407 MB ACCULITE CLIA




