4 N

™
A . QuauTy ControL Sera

2 Sure

. QuUALITY CONTROL SERA

PRODUCT CODE: ML-300
LOT# MLAC1F2 EXP: 2025-06-21

INTENDED USE

The Mult-ligand 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 o 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 cay

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 and Insulin 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° G 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 Outdated material should be discarded as a biohazardous component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

Lvophilized, Unopened Three (3) vears <8°C

Reconstituted. Opened Seven (7) davs 2-8°C
Opened Ninety (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 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 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 htp monobind.comisite/qc-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 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. 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 :MLAC1F2

A B C
XU Ronce | Range | Range | Wethod |

13424443 1962646477 | 1326244376 MB ACCUBIND ELISA
1353+ 4.47 19620 +64.75 | 13853+ 4572 MB ACCULITE CLIA

EXPECTED RANGE OF VALUES FOR MULTI-LIGAND CONTROL - TRI LEVEL
MASTER LOT :MLAC1F2

A B C
SV onze | Range | Range | Wethod |

Allergy Allergy

1gE in 1U/mI JGE in 1U/mI 13428443 196.26 46477

1353+ 4.47 19620 +64.75

Feritin in ng/ml 335441107 711942349 | 340302 11230 MB ACCUBIND ELISA Feritin in ng/ml 335441107 711942349 | 340302 11230 MB ACCUBIND ELISA
3030 £ 100 683542256 | 355062 11717 MB ACCULITE CLIA 3030100 683542256 | 35506 117.17 MB ACCULITE GLIA
Vitamin 812 in pg/ml 33130210933 | 51513+ 169,09 | 86160228433 B ACCUBIND ELISA Vitamin 812 in pg/ml 33130210033 | 51513216999 | 86160428433 MB ACCUBIND ELISA
3260410758 | 55872218438 | 91086230058 MB ACCULITE CLIA 3260210758 | 55872218438 | 91086230058 MB ACCULITE GLIA
Folate in ng/mi 2444081 625206 14574474 VB ACCUBIND ELISA Folate in ngiml 2442081 625: 2,06 a7 ata B ACCUBIND ELISA
2552004 627: 207 14531479 B ACCULITE LA 264094 627: 207 14532479 B ACCULITE CLIA
(Vitamin B12) in pg/mi 34912211521 | 50839+ 16777 | 85747428310 B ACCUBIND ELISA (Vitamin 812) in pg/ml 349122 11521 | 50830+ 16777 | @767+ 283.10 MB ACCUBIND ELISA
40645213613 | 50059+ 10487 | 07312432113 MB ACCULITE CLIA 40646+ 13613 | 50059+ 10487 | 07312432113 MB ACCULITE CLIA
(Folate) in ng/mi 2742090 639211 13,414 443 B ACCUBIND ELISA (Folate) in ng/mi 274209 639+ 2.11 13412443 MB ACCUBIND ELISA
261209 6511215 15454510 B ACCULITE CLIA 2612099 6511215 15452510 B ACCULITE CLIA

Bone Metabolism Bone Metabolism
Vit D Direct in ng/ml 2299£7.59 4536£14.97 | 103.48+34.15 MB ACCUBIND ELISA 22994759 45368 14.97 | 103.4834.15 MB ACCUBIND ELISA

Vit D Direct in ng/m

19,85+ 6.5 4375+ 14.44 | 110752 36.55 MB ACCULITE CLIA 1985+ 6,55 4375+ 14.44 | 110752 36,55 MB ACCULITE CLIA

Cancer Markers

Cancer Markers

AFP in ng/mi 23732783 56723164 | 1536645071 MB ACCUBIND ELISA AFP in ng/mi 23732783 958723164 | 1536645071 M ACCUBIND ELISA
230802 976043221 | 1566045168 MB ACCULITE CLIA 2304802 976043221 | 1566045168 MB ACCULITE CLIA
CEAn ngimi 3922129 19092630 | 374311235 MB ACCUBIND ELISA CEAn ngimi 3924129 1909630 | 3743+1235 1B ACCUBIND ELISA
3684121 e7e508 | sat7enize B ACCULITE LA 3684121 e7es0s | sat7enizs B ACCULITE LA
CEA Next Generation in 407£134 22564744 4315+ 1424 MB ACCUBIND ELISA CEA Next Generation in 407+134 22564744 4315+ 1424 MB ACCUBIND ELISA
ng/ml 371£1.22 20694 6.83 421241390 MB ACCULITE CLIA ng/ml 371£1.22 20694 6.83 4212+ 13.90 MB ACCULITE CLIA
PSA in ng/mi 1112037 3224106 >11 VB ACCUBIND ELISA PSAin ngiml 1114037 3224106 >11 B ACCUBIND ELISA
1184039 3204107 =11 MB ACCULITE CLIA 1184039 324107 11 MB ACCULITE CLIA
PSAXS in ng/mi 1924063 sz7at7a | toarsear VB ACCUBIND ELISA PSAXS in ng/ml 1924063 5271174 | tears642 B ACCUBIND ELISA
2258074 ss0s182 | te25:602 MB ACCULITE CLIA 2252074 ss0s182 | 18251602 MB ACCULITE CLIA
PSA in ngimi 2302076 5862193 | 20581679 MB ACCUBIND ELISA {PSA in ng/ml 230+076 5862193 | 20881679 VB ACCUBIND ELISA
255084 6052 21754 7.1 B ACCULITE CLA 2554080 6052 2175718 B ACCULITE CLA
Cancer Markers Vast Cancer Markers Vast
(CEA) in ng/ml 3674128 18122508 | 3481% 1149 MB ACCUBIND ELISA (CEA)in ng/ml 3674128 18122508 | 3481% 1149 1B ACCUBIND ELISA
3454114 17s5e501 | s3aseinoa B ACCULITE LA 3454114 7s5e501 | s3aseinoa B ACCULITE CLA
(AFP) in ng/mi 2672755 908942099 | 1428014712 MB ACCUBIND ELISA (AFP) in ng/mi 2672755 90892000 | 1428044712 VB ACCUBIND ELISA
2094800 901302074 | 147034852 B ACCULITE CLA 2094809 901362074 | 147034852 B ACCULITE LA
(PSA) in ng/ml 1681062 570+ 1.68 21131697 VB ACCUBIND ELISA (PSA) in ng/ml 1864062 5.70¢ 1,88 21131697 B ACCUBIND ELISA
193:075 5a7e 181 2272+ 750 1B ACCULITE LA 193:075 57161 2272+ 750 B ACCULITE CLiA
Cardiac Markers Cardiac Markers
Dig in ngimi 032011 133044 2684088 VB ACCUBIND ELISA Dig in ngimi 032:0.11 1.33: 0.44 2681088 VB ACCUBIND ELISA
036012 1404046 2704080 B ACCULITE CLA 036012 1404046 2704080 B ACCULITE CLA
Diabetes
C-Peptide in ng/mi 0432014 2112070 4902162 MB ACCUBIND ELISA C-Peptide in ng/ml 0431014 2112070 4902162 MB ACCUBIND ELISA
045+015 207+068 489+ 161 B ACCULITE LA 045015 2074068 489+ 161 B ACCULITE CLIA
nsulin in piU/mi 1446477 26221406 | 1381314558 MB ACCUBIND ELISA nsulin in piU/mi 1446477 426241406 | 1381314558 VB ACCUBIND ELISA
1410 £ 465 436021439 | 1427044709 B ACCULITE LA 1410465 436041439 | 14270+ 47.00 MB ACCULITE CLIA
Rapid Insulin in plU/ml 1454+ 4.80 430321420 | 1355944468 /8 ACCUBIND ELISA Rapid Insulin in ulU/ml 1454480 430321420 | 1353944468 /8 ACCUBIND ELISA
Fertility Fertility
FSH in miUmI 4302142 2452742 | 38341266 MB ACCUBIND ELISA FSH in miUmI 4302142 245742 | 38341266 1B ACCUBIND ELISA
4132136 206726 | 398241314 B ACCULITE CUA 413+1.36 202472 | w9e2s1314 MB ACCULITE CLIA
hCG in miU/mi 6164203 2984090 | 1369424519 MB ACCUBIND ELISA hCG in miU/mi 6164208 2984090 | 1369424519 VB ACCUBIND ELISA
575¢1.90 26654879 | 140024620 MB ACCULITE GLIA 575¢ 190 26656879 | 140044620 B ACCULITE LA
hCG-XR in miUiml 3984131 2010£960 | 110263630 MB ACCUBIND ELISA HCGXR inmiU/mi 3984131 20108960 | 11026+ 3630 1B ACCUBIND ELISA
3304109 2154030 | 087313258 MB ACCULITE CLIA 3304109 25156830 | 987323268 B ACCULITE LA
LH in miUfmi 4934163 25728849 | 4085 + 1645 MB ACCUBIND ELISA LH in miUfml 4934163 25724049 | 4985 +1645 VB ACCUBIND ELISA
4702155 233403 | 5383 1776 MB ACCULITE CLIA 4702155 2533403 | 5383 41778 MB ACCULITE CLIA
PRL in ng/ml 3572118 1568 £551 | 28442038 B ACCUBIND ELISA PRL in ngimi 3572118 1568 +551 | 28441938 B ACCUBIND ELISA
3704122 15204502 | 2780207 B ACCULITE LA 3704122 15204502 | 27802917 B ACCULITE CLIA
PRL-seq in ngiml 3304100 190308 | 16702581 VB ACCUBIND ELISA PRL-seq in ng/ml 3302100 1190308 | 16702581 VB ACCUBIND ELISA
3884137 10902360 | 16084530 MB ACCULITE CLIA 384137 10902360 | 16084530 MB ACCULITE CLIA
Rapid HCG in miU/mi 6402211 30012900 | 1451020788 48 ACCUBIND ELISA Rapid HCG in miU/mi 640:211 30012900 | 1451020768 8 ACCUBIND ELISA
Fertility Vast Fertility Vast
(FSH) in miU/mi 385 1.27 1878620 | 3a58+1141 VB ACCUBIND ELISA (FSH) in miU/mi 3658127 1878620 | 3458+ 1141 VB ACCUBIND ELISA
3851127 16758553 | 339041119 MB ACCULITE CLIA 3852127 16758553 | 330041119 MB ACCULITE CLIA
(WH) in mumi 365¢ 125 19301640 | 370541222 VB ACCUBIND ELISA (LH) in miUmI 3656125 1930s640 | 370511222 VB ACCUBIND ELISA
370: 122 125560 | 77081244 B ACCULITE CLA 3704122 125560 | 77081244 MB ACCULITE CLIA
(hCG) in miU/mi 6192204 29264965 | 1218824022 MB ACCUBIND ELISA (hCG)in miU/mI 619204 29264965 | 1218814022 MB ACCUBIND ELISA
7304284 26222865 | 1094143610 B ACCULITE LA 7304284 2622865 | 1094123610 1B ACCULITE CLiA
[ Triple Screen VAST Triple Screen VAST
(AFPY in ng/mi 2457 2811 913323014 | 15830+ 5224 VB ACCUBIND ELISA (AFP) in ng/mi 24571811 91.33:30.14_| 1563045224 VB ACCUBIND ELISA
25882850 9677:3193 | 1628945375 B ACCULITE CLA 2588851 967743193 | 1628845375 MB ACCULITE CLIA
(WE3)in ngiml 093039 2512083 6781224 MB ACCUBIND ELISA (WE3)in ngimi 093039 2512083 6784220 1B ACCUBIND ELISA
095+031 248+082 589+ 1.04 B ACCULITE LA 095+031 2484082 589+ 104 B ACCULITE CLIA
(hCG) in miUmI 5231172 27264099 | 1537024412 MB ACCUBIND ELISA (hCG) in miUmI 5234172 27264099 | 1937024412 VB ACCUBIND ELISA
493 163 26731082 | 1528724385 B ACCULITE CLA 493 163 26731082 | 1528724385 B ACCULITE CLA
Growth Deficiency Growth Deficiency
hGH in lUm 8204273 25502841 | 550341984 MB ACCUBIND ELISA hGHin ulUmi 8284273 25508841 | 550341984 1B ACCUBIND ELISA
755 4249 22952757 | 495521635 B ACCULITE CLA 755 4249 22952757 | 495521635 MB ACCULITE CLIA
Steroids Steroids
Cortsol in g/dl 2852094 15268500 | 27572903 VB ACCUBIND ELISA Cortsol in ugid) 2852094 15264504 | 27372903 B ACCUBIND ELISA
299099 14486478 | 28051926 MB ACCULITE CLIA 2992099 14486478 | 28052926 MB ACCULITE CLIA
DHEA-S in pgimi 03014 1544051 4642153 MB ACCUBIND ELISA DHEA-S in pg/mi 036+014 1544051 4642159 1B ACCUBIND ELISA
040013 1444048 412146 B ACCULITE LA 040013 1444048 a2 146 B ACCULITE CLIA
DHEA in ng/ml 0882033 7672258 16944550 MB ACCUBIND ELISA DHEA in ng/ml 0854033 7674253 16.9445:50 1B ACCUBIND ELISA
084054 772260 19144652 B ACCULITE CLA 084054 7672 260 19.144632 MB ACCULITE CLIA
£2 in pgimi 51302 1693 2712728952 | 30639+ 10111 MB ACCUBIND ELISA £2in pgimi 51302 1693 271272895 | 306302 10111 1B ACCUBIND ELISA
51102 1686 56,172 6764 | 34769 1 118.50 MB ACCULITE CLIA 51102 1686 266,172 87.84 | 34760 + 11850 MB ACCULITE CLIA
in ng/ml 1214040 8032265 | 22951757 MB ACCUBIND ELISA in ng/ml 1214040 803265 | 20054757 VB ACCUBIND ELISA
1264041 9264305 | 2555:84 B ACCULITE CLA 1264041 9264305 | 255584 MB ACCULITE CLIA
17-0HP in ng/mi 058+ 0419 2225073 5464180 MB ACCUBIND ELISA 17-OHP in ng/mi 058 0.19 222+073 5462180 VB ACCUBIND ELISA
063+ 021 236078 60722 MB ACCULITE GLIA 063: 021 236078 60722 MB ACCULITE CLIA
17-0HP-S1 in ng/ml 030+0.10 1264041 270 089 MB ACCUBIND ELISA 17-0HP-Slin ng/ml 030+0.10 1264041 270 +089 1B ACCUBIND ELISA
030010 1174039 289 £004 B ACCULITE LA 030+0.10 1174039 283 4094 MB ACCULITE CLIA
T in ngimi 029010 1112037 6712221 MB ACCUBIND ELISA T i ngimi 029010 1114037 6712221 1B ACCUBIND ELISA
0404013 1.25¢ 041 7284240 B ACCULITE CLA 0404013 1.25¢ 041 7284240 MB ACCULITE CLIA
WE3 in ngimi 1.05+038 2442080 5761226 MB ACCUBIND ELISA WE3 in ngimi 1.05+038 2442080 5764226 VB ACCUBIND ELISA
1224040 269+ 1.07 7784267 B ACCULITE LA 1224040 289+ 107 7784257 B ACCULITE CLIA
E1.in na/ml 41102 17.18 2155447106 | 79955426385 B ACCUBIND ELISA E1.in na/ml 41102 17.18 2155447106 | 79955426385 VB ACCUBIND ELISA
ANST in ng/ml 03011 111203 | 1070+38 VB ACCUBIND ELISA ANST in ng/ml 032011 111203 | 1070:38 1B ACCUBIND ELISA
035+012 1194039 | 12024426 B ACCULITE CLA 035012 1194039 | 12024426 B ACCULITE CLIA
in ng/ml a3s1562 | 34056+ 11232 | 95890431644 MB ACCUBIND ELISA in ng/ml 31562 | 3056+ 11232 | 95890+ 31644 1B ACCUBIND ELISA
416021373 | 32640210771 | 96013+ 31684 MB ACCULITE GLIA 416081373 | a640210771 | 96013+ 31684 MB ACCULITE CLIA
Free Testosterone 1114048 2814113 251041032 MB ACCUBIND ELISA Free Testosterone 1114048 2814113 251041032 MB UBIND ELISA
(0-60pg/ml calibration) 1254047 3014099 27.86+9.19 MB ACCULITE CLIA (0-60pg/mi calibration) 1254047 3014099 2786+ 9.19 MB ACCULITE CLIA
Thyroid Thyroid
T3in ngiml 0532017 1414047 3782125 MB ACCUBIND ELISA T3in ngimi 053:017 1414047 3784125 MB ACCUBIND ELISA
052+017 1354044 3704122 B ACCULITE LA 052017 1354044 3704122 B ACCULITE CLIA
T4in ygid 322105 689225 | 16804550 1B ACCUBIND ELISA T4in ygid 324105 6691225 | 16804550 1B ACCUBIND ELISA
295007 6772223 | 15404508 B ACCULITE LA 2954097 6772223 | 1540:508 MB ACCULITE CLIA
TSH in plU/mi 0624020 502+166 | 3382+1116 MB ACCUBIND ELISA TSH n piU/mi 0624020 5024166 | 338241116 MB ACCUBIND ELISA
0502017 4608152 | 332041095 MB ACCULITE CLIA 0502017 4608152 | 332041095 MB ACCULITE CLIA
T3 in pgimi 200069 3512116 7064233 MB ACCUBIND ELISA T3in pg/ml 209+060 3512116 706223 VB ACCUBIND ELISA
1854061 3434113 7594250 B ACCULITE LA 1864061 3432113 7592250 MB ACCULITE CLIA
fT4 in ng/dl 0844028 1424047 3394112 M8 ACCUBIND ELISA T4 in ng/di 0844028 142047 3394112 MB ACCUBIND ELISA
0844028 1354045 3522 1.16 B ACCULITE CLA 081+028 1.36+0.45 3522 1.16 B ACCULITE CLIA
T3-Uptake in %U 1405195 3017:182 | 45612180 MB ACCUBIND ELISA T3-Uptake in %U 31404193 30174182 | 45612180 MB ACCUBIND ELISA
32512190 30442183 | aazzs1re VB ACCULITE CLA 32512190 30442183 | aazzsire B ACCULITE CLA
Rapid TSH in piU/mi 063+021 523172 | 315441041 MB ACCUBIND ELISA Rapid TSH in piU/mi 063+021 5230172 | 3tsastoan 1B ACCUBIND ELISA
051017 5261174 | 328341084 MB ACCULITE CLIA 0512017 soe174 | spesetom B ACCULITE CLA
TSH-RC in plU/ml 0.63+0.21 51165 31.71£1047 MB ACCUBIND ELISA| TSH-RC in plU/ml 0.63+0.21 51165 31.71£1047 MB ACCUBIND ELISA|
Thyroid VAST Thyroid VAST
0572019 4852160 | 326621078 0572019 4852160 | 3266+1078
(TSH)in iUl B ACCUBIND ELISA (TSH)in uiUiml VB ACCUBIND ELISA
0552018 484160 | 3079:1016 MB ACCULITE GLIA 0552018 484160 | 3079+1016 MB ACCULITE GLIA
0552018 1572045 3092102 0552018 1372045 3002102
Strep T3 n ngiml B ACCUBIND ELISA Strep T3 n ng/mi B ACCUBIND ELISA
0632021 1472049 338+ 112 MB ACCULITE GLIA 0632021 1472049 3382112 MB ACCULITE GLIA
3062101 7692299 | 15602515 3062101 7692299 | 15622515
Strep T4 in gl B ACCUBIND ELISA Strep T in gl VB ACCUBIND ELISA
2752091 7902261 14522504 B ACCULITE LA 2752091 7902261 14522504 B ACCULITE LA
Free Thyroid VAST Free Thyroid VAST
(TSH) in plU/mi 0484078 5244173 20734981 MB ACCUBIND ELISA (TSH) in piU/mi 048+0.16 524173 20734981 MB ACCUBIND ELISA
042+014 4821150 2875 949 B ACCULITE LA 0422014 4822159 20754949 MB ACCULITE CLIA
Strept 73 in pgimi 1824060 3544117 8092267 MB ACCUBIND ELISA Strept 73 in pgimi 1824060 354217 8094267 VB ACCUBIND ELISA
205072 3644120 7741285 B ACCULITE LA 2052072 3642120 7742255 MB ACCULITE CLIA
Strept T4 in ng/dl 089+029 1294043 3372111 MB ACCUBIND ELISA Strept T4 in ngidl 089+029 1294043 ag7e11t 1B ACCUBIND ELISA

093031 1354 0.44 3094102 MB ACCULITE CLIA 093031 1354 0.44 3094102 MB ACCULITE CLIA




