CVC 223 CO-Oximeter Calibration Verification Controls

CVC 223

5 Levels

Level 5
65246 og  2027-08-31 .|
Expected Values Chart ) CVC 223 CO-Oximeter Calibration Verification Controls
tHb 0,Hb COHb MetHb
gldL % % %
- LOT| Set 622346 Level 1: 65143 g Set: 2027-08-31  Level 1: 2027-08-31 REF|CVC 223
nalyzers mean range mean range mean range mean range
y Level 2. 64883 Level 2: 2027-08-31
Accriva . .
AVOXimeter 1000E 214 19.2 - 236 6.2 -18-142 Level 3: 64980 Level 3: 2027-08-31 IVD
AVOXimeter 4000 214 192236 07 -73- 87 ORL' 00 -30-30 Level 4: 65078 Level 4: 2027-09-30
IL Level 5: 65246 Level 5: 2027-08-31
482 DNA? DNA? DNA? DNA?
682 204 184 - 224 04 -21-29 100.1 95.1 -105.1 08 -12-28
Synthesis Series 189 16.9 - 20.9 16 -09- 41 98.5 : 935 -103.5 03 -17-23 INTENDED USE EXPECTED VALUES
GEM OPL 214 192 - 236 07 -73- 87 ORL 00 -30-30 RNA Medical® Brand CVC 223 CO-Oximeter Calibration Verification Controls The values for each control analyte on the enclosed Expected Values Chart are
GEM Premier 4000 202 182-222 15 -1.0- 40 982 932 -1032 -03 -23-17 are assayed materials used for confirming the calibration and linearity of total based on multiple determinations performed on randomly selected samples
GEM Premier 5000/7000 209 189- 22.9 11 -14- 36 9.1 911 -101.1 02 -18-22 hemoglobin and hemoglobin fractions on CO-Oximeter analyzers. from each lot. The listing for each instrument represents the expected range
Nova PRODUCT DESCRIPTION and mean value of this range.
“Prime Plus 218 19.8- 238 DNA® DNA 05  00-50 CVC 223 is provided in five (5) distinct levels of total hemoglobin, ~ 1ne Expected Values are provided as a guide in evaluating analyzer
*pHOXx Ultra 233 213-253 DNA?2 DNA? 0.3 0.0-5.0 oxyhemoglobin, and carboxyhemoglobin covering the physiologically perfrc])rlmsnc?. Slﬂcelénstrtur;_er;]t .:Je5|gn and otperatmgt cgndltlons may vary,
Radiometer significant range of instrument performance. It also contains methemoglobin. each laboratory should establish its own acceptance criteria.
' CVC 223 is packaged in sealed glass ampuls, each containing 1.2 mL of STATISTICAL SUPPORT
ABL 700 Series 195 175-215 -01 -26- 24 964 914 -1014 36 16-56 . Y e
ABL 800 Seris 204 184 - 221 04 29 21 %4 914 -1014 43 23-63 solution. Ampuls are packaged in kits containing four (4) ampuls of each level. RNA Medical PeerQC, available at www.RNAMedical.com, features web-
. ! ; ) X ) ) ' ; ; X e . . based graphing and reporting for its Calibration Verification Controls and is
ABL 80 Series DNA? DNA? DNA? DNA? Active Ingredients: ) . k !
ABL 9 Srice 210 19.0 - 23.0 04 29. 21 085 935 - 1035 23 03.43 CVC 223 is a purified bovine hemoglobin solution that has been saturated with  2Yallable atno charge to RNA Medical customers. The graphing steps outlined
Roch ' ' ' ' ' ' ' ' ' ' R carbon monoxide or treated with precise concentrations of carbon monoxide. ;l\?X?\Am;y Ie pel gt)rme OB' !trlefas.af eatut(e N E) |stset.r|\./|c.;e. P easeCc;ontt?]pt
oche This control contains no preservatives and no human-based materials. It is h edical or visit our website for information about utilizing PeerQC for this
Cobas b 221 20.1 18.1 - 22.1 00 -25- 25 97.5 925 -1025 1.0 -1.0-30 considered good laboratory practice to follow the recommended "Universal product.
OMNI Series 20.1 18.1-221 09 -16- 34 955 90.5 -100.5 15 -05-35 Precautions" when handling any blood product. LIMITATIONS
Siemens STORAGE 1. Extended exposure to temperatures greater than 8 °C will affect product
400 Series 21.8 198 -238 42 1.7- 67 943 893 - 993 09 -11-29 The expiration date stated on the CVC 223 packaging is for product stored at performance. If CVC 223 has turned brown in color, this change indicates
500 Series 221 201 - 24.1 4.2 17- 6.7 942 892 - 992 08 -12-28 2-8 °C. Avoid exposure to freezing and temperatures greater than 8 °C. deterlor_atlon an_d the formation of methemoglobln. In such a case, the
1200 Series 220 20,0 - 240 39 14- 64 951 901 -100.1 04  -16-24 control is not suitable for use and should be discarded.
" " " " " " . " " " s DIRECTIONS FOR USE 2. The methemoglobin in this control can confirm product storage temperature
CVC 223 should be analyzed immediately after removal from refrigeration. integrity as well as the performance of the MetHb channel on CO-
Itis best CVC 223 in th tient les. h Oximeters. Because of its limited range of values, it will not be of significant
IS best 1o run > In the same manner as patient samples, however, value in determining linearity, calibration verification, and reportable range
FOOTNOTES: please refer to any specific instructions for your analyzer regarding the use of for MetHb.

1. ORL - Outside Reportable Limits of Analyzer
2. DNA - Data Not Available at time of printing

3. MetHb range cannot determine linearity, calibration verification or reportable range.

*Samples should be run as Profiency or Linearity samples on the analyzers.
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Consult Instructions for Use

For In Vitro Diagnostic Use

INSTRUMENT MANUFACTURERS

Accriva Diagnostics, San Diego, CA
Instrumentation Laboratory, Bedford, MA
Nova Biomedical, Waltham, MA
Radiometer America, Westlake, OH
Roche Diagnostics, Indianapolis, IN
Siemens Healthineers, Malvern, PA

these or any other control materials.

General Instructions

1. Calibrate your CO-Oximeter according to the manufacturer’s recommendations.
If the analyzer is a combination blood gas/CO-Oximetry system, a two-point
calibration is suggested.

2. Beginning with level 1, gently invert the ampul to mix the solution. Tap the
ampul to restore the liquid to the bottom of the ampul.

3. Open the ampul by snapping off the tip at the score. Use the Snapper
provided to protect fingers from cuts.

4. Introduce the liquid from the ampul to the analyzer. Use direct aspiration,
syringe transfer, or capillary mode techniques.

5. Record the results on the Data Collection and Linearity Worksheet provided
for each analyte.

6. Repeat steps 2 through 5 for the remaining ampuls of level 1 until three
(3) replicates are completed. (A fourth ampul of each level is provided in
the event of accidental breakage or obvious sampling error.) Test levels 2,
3, 4, and 5 the same way. Record all values on the worksheets.

7. Calculate the mean value for each test analyte and compare your mean to
the range on the Expected Values Chart. If your mean is within the range,
circle "Y" at the question “OK?” If your mean is outside the range, circle "N"
and take corrective action.

8. To graph the linearity of your results:

a) Using the graph area provided, plot the Test Value (mean) against the
Expected Value.
b) Connect the plotted points to visualize linearity.

3. CVC 223 is sensitive to many instrument related factors that would affect
analytical results. It is a bovine blood-based material but does not contain
red cells. Therefore, it may not detect certain malfunctions that would affect
the testing of human blood.

4. This product is intended for use as a quality control material and can assist
in evaluating the performance of laboratory instruments. It is not for use as
a calibration standard and its use should not replace other aspects of a
complete quality control program.

RNA Medical is a registered trademark and PeerQC is a registered service mark of Bionostics, Inc.

]

RNA Medical, Division of Bionostics, Inc.
7 Jackson Road
Devens, MA 01434 USA
978-772-9070 » 800-533-6162
www.RNAMedical.com
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Note: Steps 7 and 8 may be performed on-line as a feature of PeerQC®
described below.
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CVC 223 CO-Oximeter Calibration Verification Controls

CVC 223 CO-Oximeter Calibration Verification Controls

Level 1
65143 od 2027-08-31
Expected Values Chart 3
tHb O,Hb COHb MetHb
gldL % % %
Analyzers mean range mean range mean range mean range
Accriva
AVOXimeter 1000E 52 46 - 58 340 294 - 386
AVOXimeter 4000 5.1 45 - 57 30.7 26.1 - 353 69.1 62.1 - 76.1 0.0 -30-30
IL
482 DNA? DNA? DNA? DNA?
682 5.1 45 - 57 215 245 - 305 748 708 - 78.8 00 -20-20
Synthesis Series 49 43 - 55 310 280 - 34.0 713 67.3-753 -03 -23-17
GEM OPL 5.1 45 - 57 30.7 26.1 - 353 69.1 62.1 - 76.1 0.0 -3.0-30
GEM Premier 4000 ORL' ORL' ORL' ORL'
GEM Premier 5000/7000 47 41 - 53 30.0 27.0 - 33.0 69.9 659- 739 03 -17-23
Nova
*Prime Plus 54 47 - 6.1 249 209 - 289 DNA*? 2.1 0.0 - 5.0
*pHOx Ultra 58 51 -65 239 199 - 279 745 705- 785 1.1 0.0 - 5.0
Radiometer
ABL 700 Series 48 42 - 54 315 285 - 345 68.8 648 - 728 19 -01-39
ABL 800 Series 44 38 - 50 312 282 - 342 68.8 648 - 728 26 06 -46
ABL 80 Series DNA? DNA? DNA? DNA?
ABL 90 Series 50 44 -56 314 284 - 344 69.0 650-73.0 18 -02-38
Roche
Cobas b 221 48 42 - 54 27.0 240 - 30.0 702 662 - 74.2 04 -16-24
OMNI Series 48 42 - 54 250 220 - 28.0 7.7  67.7 - 757 09 -11-29
Siemens
400 Series 64 58 -70 323 293 - 353 67.8 63.8- 718 02 -18-22
500 Series 61 55 - 67 314 284 - 344 686 64.6- 726 06 -14-26
1200 Series 56 50 - 62 312 282 - 342 704 664 - 744 05 -15-25
Level 2
64883 od 2027-08-31
Expected Values Chart 3
tHb 0,Hb COHb MetHb
gldL % % o
Analyzers mean range mean range mean range mean range
Accriva
AVOXimeter 1000E 87 80 - 94 947 902 - 99.2
AVOXimeter 4000 82 75 - 89 97.7 932 -102.2 39 -041 7.9 0.0 -30-30
IL
482 DNA? DNA? DNA? DNA?
682 75 68 - 82 953 90.3 - 100.3 6.5 25 -105 -01 -21-19
Synthesis Series 72 65 - 79 982 932 -103.2 5.6 16 - 96 -02 -22-18
GEM OPL 82 75 - 89 97.7 932 -102.2 39 -01-79 0.0 -30-30
GEM Premier 4000 78 71 - 85 9%.4 914 -1014 4.0 0.0 - 80 01 -1.9-21
GEM Premier 5000/7000 79 72- 86 952 90.2 - 100.2 39 -01-79 08 -12- 28
Nova
*Prime Plus 79 72 - 86 932 882- 982 49 19 - 79 13 0.0-50
*pHOX Ultra 82 75 - 89 971 921 - 1021 2.6 00 - 6.0 03 00-50
Radiometer
ABL 700 Series 7.7 70 - 84 96.7 91.7 - 101.7 24 -16 - 64 06 -14-26
ABL 800 Series 8.1 74 - 88 95.6 90.6 - 100.6 29 -11- 69 1.1 -09 - 31
ABL 80 Series DNA? DNA? DNA? DNA?
ABL 90 Series 86 79 - 93 97.0 92.0 - 102.0 34 -06- 74 11 -09 - 31
Roche
Cobas b 221 74 6.7 - 8.1 958 90.8 - 100.8 42 02 - 82 01 -1.9-21
OMNI Series 72 65- 79 96.7 91.7 - 101.7 35 -05- 75 01 -1.9-21
Siemens
400 Series 92 85 - 99 9.1 91.1 - 1011 39 -01-79 01 -1.9-21
500 Series 96 89 -10.3 95.7 90.7 - 100.7 47 07 - 87 03 -17-23
1200 Series 89 82 - 96 9.5 91.5-101.5 48 08 - 88 -02 -22-18

Level 3
64980 od 2027-08-31
Expected Values Chart 3
tHb O,Hb COHb MetHb
gldL % % %
Analyzers mean range mean range mean range mean range
Accriva
AVOXimeter 1000E 143 132-154 81.7 774 - 86.0
AVOXimeter 4000 139 128 -15.0 831 788- 874 179 134 - 224 0.0 -3.0-30
IL
482 DNA? DNA? DNA*? DNA*
682 126 11.6-13.6 813 77.3- 853 213 173 - 253 -01 -21-19
Synthesis Series 128 11.8-13.8 835 795- 875 202 16.2 - 242 -03 -23-17
GEM OPL 139 128-15.0 831 788- 874 179 134 - 224 0.0 -3.0-30
GEM Premier 4000 126 116 -13.6 829 789- 86.9 174 134 -214 02 -18-22
GEM Premier 5000/7000 128 11.8-13.8 822 78.2- 86.2 175 135-215 01 -19-21
Nova
*Prime Plus 140 125-155 80.6 75.6 - 85.6 17.5 145- 205 1.4 0.0 - 5.0
*pHOX Ultra 134 119-149 847 79.7 - 89.7 174 144 -204 0.2 0.0 - 5.0
Radiometer
ABL 700 Series 131 121 -1441 83.7 79.7- 877 15.7 1.7 -19.7 08 -12-28
ABL 800 Series 132 122-142 831 79.1- 871 155 11.5-195 08 -12-28
ABL 80 Series DNA? DNA? DNA*? DNA*?
ABL 90 Series 142 132-15.2 839 799- 879 16.2 122 - 20.2 09 -11-29
Roche
Cobas b 221 123 11.3-133 829 789- 86.9 175 135-215 01 -19-21
OMNI Series 125 11.5-135 832 792- 872 16.6 12.6 - 20.6 06 -14-26
Siemens
400 Series 140 13.0-15.0 831 791 - 871 176 136 - 21.6 -03 -23-17
500 Series 142 132-152 834 794- 874 176 136 - 21.6 -02 -22-18
1200 Series 139 129-149 829 789- 86.9 179 139-219 00 -20-20
Level 4
65078 od 2027-09-30
Expected Values Chart 3
tHb O,Hb COHb MetHb
gldL % % %
Analyzers mean range mean range mean range mean range
Accriva
AVOXimeter 1000E 175 16.2 - 18.8 554 511 - 59.7
AVOXimeter 4000 172 159 - 185 55.3 51.0 - 59.6 457 404 - 510 00 -30-30
IL
482 DNA? DNA? DNA? DNA*?
682 15.7 145-16.9 523 483 - 56.3 491 451 - 531 00 -20-20
Synthesis Series 15.6 144 - 16.8 576 53.6 - 61.6 473 433 - 513 -01 -21-19
GEM OPL 172 159 - 185 55.3 51.0 - 59.6 457 404 - 510 0.0 -3.0-30
GEM Premier 4000 16.0 14.8 - 17.2 53.6 49.6 - 57.6 449 409 - 489 07 -13-27
GEM Premier 5000/7000 16.3 15.1-175 534 494 - 574 447 407 - 487 07 -13-27
Nova
*Prime Plus 174 159 - 189 475 435- 515 51.0 47.0 - 550 1.0 0.0- 50
*pHOX Ultra 17.3 15.8- 18.8 56.0 52.0- 60.0 470 43.0 - 510 0.0 00-50
Radiometer
ABL 700 Series 15.8 146 - 17.0 56.3 523 - 60.3 437 39.7 - 4717 23 03-43
ABL 800 Series 16.3 15.1-175 554 514 - 594 437 39.7 - 417 26 06-46
ABL 80 Series DNA? DNA? DNA? DNA*?
ABL 90 Series 17.3 16.1- 185 572 532- 612 436 39.6 - 476 15 -05-35
Roche
Cobas b 221 154 142 - 16.6 53.6 49.6 - 57.6 451 411 - 4941 03 -17-23
OMNI Series 155 143 - 16.7 551 51.1- 59.1 429 389 - 469 09 -11-29
Siemens
400 Series 17.0 158 - 18.2 56.4 524 - 604 435 395 - 475 01 -19-21
500 Series 174 16.2 - 18.6 55.9 51.9- 59.9 436 39.6 - 476 04 -16-24
1200 Series 17.2 16.0 - 184 551 511 - 59.1 442 402 - 482 05 -15-25




