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TOSOH MULTI-CONTROL LEVEL 3

INTENDED USE

TOSOH MULTI-CONTROL LEVEL 3 is intended for IN VITRO DIAGNOSTIC
USE ONLY for performing quality control of immunoassay procedures.
TOSOH MULTI-CONTROL LEVEL 3 can be used to evaluate and monitor
the precision of the analytical performance of an assay in the same way as an
unknown specimen.

CONTENTS
Cat. No. 0015964
3x5mL TOSOH MULTI-CONTROL LEVEL 3 (Lyophilized)

WARNINGS AND PRECAUTIONS

1. TOSOH MULTI-CONTROL LEVEL 3 is intended for in vitro diagnostic use
only.

2. Inspect the packaging and the exterior of the vials for any sign of damage
before use. If any damages are visible, contact your local TOSOH sales
representative.

3. Human serum used in the preparation of this product has been tested by CE
mark approved methods and found negative for the presence of HBsAg,
antibody to HCV and antibody to HIV-1/2. Because no test method can offer
complete assurance that products derived from human blood will not transmit
infectious agents, it is recommended that this product be handled with the
same precautions as patient specimens.

. Do not use beyond the expiration date.

. For safe waste disposal, it is reccommended that each laboratory complies with
established laboratory procedures and local, state, and federal regulations.
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TOSOH CORPORATION

Shiba-koen First Bldg.
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PREPARATION OF REAGENTS

1. Lightly tap the vial before opening to ensure the lyophilized material collects
at the bottom of the vial.

2. Carefully remove the screw cap and rubber stopper.
NOTE: A sudden rush of air could result in a loss of the lyophilized material.

3. Using volumetric pipettes, accurately reconstitute the lyophilized material
with 5.0 mL of CAP Class I water or the clinical laboratory reagent water
(formerly NCCLS Type I) defined by CLSI GP40-A4-AMD guideline.

4. Replace the rubber stopper in each vial and allow to stand for 30 minutes at
18-25°C.

5. Swirl the vial gently but thoroughly before use to ensure homogeneity.

STORAGE AND STABILITY

Always store the TOSOH MULTI-CONTROL LEVEL 3 in an upright position
at 2-8 °C when not in use. When stored unopened and refrigerated at 2-8 °C,
the TOSOH MULTI-CONTROL LEVEL 3 is stable until the expiration date on
the label.

As for the stability after opening or reconstituting of this product, refer to the 1.
STABILITY AFTER OPENING OR RECONSTITUTING in the Data Sheet on
the reverse side of this insert sheet.

PROCEDURE
Set up the TOSOH AIA® System Analyzers for analysis. Refer to the TOSOH
AIA System Operator's Manual.

EXPECTED VALUES AND LIMITATIONS

The ranges in the Data Sheet on the reverse side were obtained by using ST AIA-
PACK?® available at the time of testing. The ranges are served as guidelines only
for this specified control lot, since the obtained target ranges were estimated by
limited data. Since the assay values are dependent upon assay procedures as well
as several other factors, each laboratory should establish its own range for the
assay procedure being monitored.

“AIA” and “AIA-PACK” are registered trademarks of Tosoh Corporation in the
United States, etc.

In vitro diagnostic Consult instructions
medical device for use
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TOSOH MULTI-CONTROL LEVEL 3 Data Sheet

Oy &S / Lot No. : D940033 {EFRHEARR / Exp. Date : 2025-10

(F) RPICRLBEEIR. AEEROFTEEZERT 250 TRHBDEEA

BIEAE/ Method :
1) EFAN TTOSOH, ® 11 / ST AIA-PACK® 2) AIA-)XyoCL*®

[LEVEL 3] [LEVEL 31
HEEE Bfif SE(E AEIER BAfif SEE
ANALYTE UNIT Range ANALYTE UNIT Range
#AFP ng/mL 210~ 310 AFP ng/mL 190 ~ 290
#CEA ng/mL 43 ~ 64 CEA ng/mL 47~70
#CA19-9 U/mL 200 ~ 300 CAI19-9 U/mL 380 ~ 570
#CA125 U/mL 380 ~ 570 CAI125 U/mL 250 ~ 380
#CA15-3% U/mL 49 ~73 CAI5-3 U/mL 41~62
#PSA2 (PSA) ng/mL 19 ~29 PSA ng/mL 22~32
#free PSA ng/mL 94 ~14 fPSA (free PSA) ng/mL 12~18
#PAP ng/mL 20 ~ 30 TSH (TSH_IFCC) uIU/mL 46 ~ 68
#TSH uIU/mL 56 ~ 84 T3 ng/mL 34~5.1
TSH_i (TSH) uIU/mL 52~78 T4 ng/dL 12~18
#TT3 (T3) ng/mL 33~50 FT4 ng/dL 24~36
#T4 pg/dL 95~14 FT3 pg/mL 11~17
#FT4 ng/dL 22~33 LH mlU/mL 73 ~ 110
#FT3 pg/mL 11~17 FSH mlU/mL 33~49
#FT3 (FT3) pg/mL 13~19 PRL (Prolactin) ng/mL 63 ~95
#LH2 (LH) mlIU/mL 76 ~ 110 * *| PRL2 (Prolactin) ng/mL 59 ~ 88
#FSH mIU/mL 44 ~67 HCG mlU/mL 170 ~ 260
#PRL ng/mL 59 ~ 88 BHCG mIU/mL 270 ~ 410
#HCG mIU/mL 190 ~ 290 E2 (Estradiol) pg/mL 1400 ~ 2100
#HCG?2 (HCG) mlIU/mL 210 ~310 PROG (Progesterone) ng/mL 15~22
#BHCG mIU/mL 220 ~ 330 TES (Testosterone) ng/dL 1100 ~ 1700
#BHCG2 (BHCG) mIU/mL 230 ~ 350 FER (Ferritin) ng/mL 500 ~ 740
#E2 (Estradiol) pg/mL 1100 ~ 1700 IgE TU/mL 770 ~ 1200
#E2 (Estradiol) pg/mL 1500 ~ 2300 B2-M mg/L 0.21~0.31
#PR-2 (Progesterone) ng/mL 10~19 IRI (Insulin) u#U/mL 130 ~ 190
#PR-3 (Progesterone) ng/mL 15~22 hGH ng/mL 15~22
#TES (Testosterone) ng/dL 1100 ~ 1600 CORT (Cortisol) ug/dL 30 ~45
#FER (Ferritin) ng/mL 430 ~ 650 *| DHEA-S ug/dL 400 ~ 610
#IgE2 (IgE) TU/mL 720 ~ 1100 CK-MB ng/mL 67 ~ 120
#BMG (B2-m) mg/L 0.20 ~0.31 cTnl (Troponin I) pg/mL 4400 ~ 6700
#IRI (Insulin) uU/mL 130 ~ 190 MYO (Myoglobin) ng/mL 200 ~ 310
#HGH ng/mL 17 ~26
#CORT (Cortisol) pg/dL 27 ~41
#COR?2 (Cortisol) pg/dL 31 ~46
#DHEA (DHEA-S) pg/dL 400 ~ 590
#CKMB ng/mL 74 ~ 140
#cTnl3 (Troponin I) ng/mL 42~62
#MYO (Myoglobin) ng/mL 220 ~ 320

#) Adb e F 0T #CAIS-3 ZIET 2B813, FOMMSBLETT,
FPUiE, EFAF TTOSOH) 1T (CA15-3) MuikAmpik %
LT £,
This product should be diluted with AIA-PACK CA15-3 SAMPLE 1. STABILITY AFTER OPENING OR RECONSTITUTING
DILUTING SOLUTION prior to #CA15-3 assay. This product remains stable for 7 days after opening or reconstituting
provided that the vials are kept tightly sealed and refrigerated at 2-8 °C
except for the following analytes.

1. #8523 WIRARBROREN (1) As for Troponin I, this product remains stable for | day after opening
PR & 2 WIZTIRBE O ARG E, BELT2~8 "CREL % or reconstituting provided that the vials are kept tightly sealed and
Bifr, UTOMEHAZRS, 7 HMZETT, refrigerated at 2-8 °C. )
(1) Troponin I 1%, BHEMSH 2\ 1378804% 1 HRZETT, (2) As for freg PSA and In;ull_n, this pyoduct remains stable for 3 days
(2) free PSA X Insulin 3. BEHE 5 2\ 1230804 3 FEZ22E after opening or reconstuutmgﬂpmwded that the vials are kept tightly
T 3) Zej I?Srarlcll;sglﬁ)eiftei?: %)ridlit remains stable for 5 days after
(3) Myoglobin i, BHEffedH % v 133l 5 HIZE T, opening or reconstituting provided that the vials are kept tightly
2. R RERENORTEERISIEHIE sealed and refrigerated at 2-8 °C.
An oy Mok T, BT L. 20 CUUFTIRIFL7: 5 gTABILITY AFTER FROZEN STORAGE
Bty THBLER & RSP 30 HBOMGEMIBIC R & 4T3 & Once the product is reconstituted and stored frozen at -20 °C or below, all
VRS %’l’//y“f‘\l, 72, R N R . analytes will be stable for 30 days.
AR (2P ST C 728y F 7o, B oA I, TR Please use the product immediately after thawing. Do not refreeze the

FEETICHEEL TSV, product.



