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AIA-PACK® ACTH CONTROL SET Data Sheet
Oy h&ES / Lot No. : F74A688

HBIEAE/ Method :
1) EFAN TTOSOH, ® I1 / ST AIA-PACK®

fEFHARR / Exp. Date : 2026-06-30

EEE B [LZI%EE” [LZI%E{II.E 2]
ANALYTE UNIT s =
Range Range
#ACTH pg/mL ~62 240 ~ 360
2) AIA-/XyZCL® / CL AIA-PACK®
AIEEE g [LQI%E;;‘E” [LZ:/%E;;E 2]
ANALYTE UNIT c 8
Range Range
ACTH pg/mL 48 ~72 280 ~ 420
ACTH-2 pg/mL 41 ~61 240 ~ 360
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For U.S., Latin America, and Canada, please refer to the Tosoh Bioscience website at Br‘mgv Fhe C(})‘mII-OIS ht(i 1 3_2‘5 CI prlor to luse' he USlrllg VOllf"?elr]lf plE ecttZSP
www.tosohbioscience.us for your country specific AAM-IFU. reconstitute the lyop! Hlize controls accurately to the volume of 1 m wit
This Instructions for Use is not for use in the Americas. Class I water or the clinical laboratory reagent water (formerly NCCLS Type I)
Para EE. UU., América Latina y Canada, consulte el sitio web de Tosoh Bioscience en dCﬁncq by CLSI GP40-A4-AMD guldcllnc, Allow the lyophlllZCd material to
www.tosohbioscience.us para conocer las instrucciones de uso de AAM especificas fully dissolve.
de su pais.
Estas Instrucciones de Uso no son para ser utilizadas en las Américas. STORAGE AND STABILITY
Para EUA, América Latina e Canada, consulte o site da Tosoh Bioscience em Always store the AIA-PACK ACTH CONTROL SET in an upright position at
www.tosohbioscience.us para ver as AAM-IFU especificas do seu pais. 2-8 °C when not in use. When stored unopened and refrigerated at 2-8 °C, the
Essas instrucdes de uso nio sio para uso nas Américas. control set is stable until the expiration date on the label. The controls should be
Pour les clients aux Etats-Unis, en Amérique latine et au Canada, veuillez consulter le used within 7 days of opening or reconstituting, provided the vials are kept tightly
site Web de Tosoh Bioscience ww us pour le mode sealed and refrigerated at 2-8 °C.
d’emploi AAM spécifique a votre pays.
Cette Notice d’utilisation nest pas destinée a étre utilisée aux Amériques. PROCEDURE
Refer to the Tosoh AIA® System Operator’s Manual or the Tosoh AIA-CL
INTENDED USE Analyzer Operator’s Manual for additional procedural instructions regarding

The AIA-PACK ACTH CONTROL SET is intended for IN VITRO quality control.
DIAGNOSTIC USE ONLY, by healthcare professionals, for performing quality 1. Load the appropriate amount of test cups on the instrument.
control procedures with the ST AIA-PACK ACTH assay and the CL AIA-PACK 2. Add the appropriate amount of each control to sample cups. (Refer to the

ACTH assay. instrument worksheet for the sample volume.)

3. Print a worklist and place the sample cups in the position indicated.
SUMMARY AND EXPLANATION 4. Select START. Verify that the positions on the worklist match the starting
The AIA-PACK ACTH CONTROL SET contains buffered bovine serum albumin position on the screen.

with the assigned levels of adrenocorticotropic hormone (ACTH). The ACTH
controls shall be run at the beginning of each day on which ACTH assays are ASSIGNMENT OF VALUES

scheduled. The AIA-PACK ACTH CONTROL SET contains assigned concentration range
of ACTH. The assigned range is determined on a lot-by-lot basis and is designed

CONTENTS to provide target control levels of ACTH. Since the assay values are dependent
Cat. No. 0025421 upon assay procedures as well as several other factors, each laboratory should
2x1mL AIA-PACK ACTH CONTROL LEVEL 1 establish its own range for the assay procedure being monitored.

Buffered bovine serum albumin containing ACTH (Lyophilized). See

the Data Sheet for the assigned concentration range. LIMITATIONS
2x1mL AIA-PACK ACTH CONTROL LEVEL 2 The AIA-PACK ACTH CONTROL SET is designed solely for use with ST AIA-

Buffered bovine serum albumin containing ACTH (Lyophilized). See PACK ACTH and CL AIA-PACK ACTH assay procedures.
the Data Sheet for the assigned concentration range.

WARNINGS AND PRECAUTIONS “AIA” and “AIA-PACK” are registered trademarks of Tosoh Corporation in the
The AIA-PACK ACTH CONTROL SET is intended for in vitro diagnostic European Union, etc.
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. Although material derived from human origin is not used for these controls,

it is recommended that this product be handled with the same precautions as

used for patient samples.

Do not use beyond the expiration date.

For safe waste disposal, it is recommended that each laboratory complies with

established laboratory procedures and local, state, and federal regulations.

ne



