/" Ansh

Ansh ¥ Check™ 1T-2T Maternal Screening Bi-Level Controls

AL-CTR-404-i and AL-CTR-404-5-i

Page 1 of 2

C€

INTENDED USE

Ansh Labs Maternal Serum (MS) Bi-Level Controls are intended for use as
quality controls to monitor the accuracy and reproducibility of laboratory
testing methods for the determination of AFP, Inhibin A, free beta hCG, Estriol,
PAPP-A and Intact hCG in human serum. This product is not intended for
diagnostic or therapeutic use.

MATERIALS SUPPLIED

Part Numbers

e Mini pack contains one vial each of CTR-404-
L and CTR-404-H, Low (L) and High (H)
Analyte Controls.

e Five vials each for CTR-404-L and CTR-404-H,
Low and High Analyte Controls per pack.

water.
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MATERIALS REQUIRED BUT NOT SUPP%&

Deionized water
Volumetric or precision pipet to deliver 1000 uL

Product Information

Anshv'Check™ MS Bi-Level Controls are human serum-based controls spiked
with purified native or recombinant human antigens labeled as MS CTR-404-L
and MS CTR-404-H containing a low and high analyte concentration. Provided
as lyophilized powder. Refer to control card for factory suggested ranges.

Traceability

The MS Bi-Level Controls native and recombinant antigen concentrations are
traceable to manufacturers working concentrations. These controls are
suitable for use in first and second trimester maternal screening methods that
measures human AFP, Inhibin A, free beta hCG, Estriol, PAPP-A and Intact hCG
in serum.

Preparation for Use

Controls are provided as lyophilized powder. Gently tap the bottom of the vial.
Open the vial carefully to avoid any loss of the material and reconstitute with
1mL of deionized (DI) water. Replace the rubber stopper and swirling gently to
solubilize the powder and allow to stand for 10 minutes before use.

Storage and Stability

Store unopened vials refrigerated at 2 to 8°C until the expiration date printed
on individual vials. Reconstituted controls are stable for 7 days at 2 to 8°C, if
kept capped in original container and free from contaminants.

For multiple uses, aliquot and freeze at -20°C or colder. The frozen aliquot is
stable for 9 months, if stored appropriately and free from contaminants. Avoid
multiple freeze-thaws and discard controls after use. The thawed aliquots are
stable up to 7 days at 2 to 8°C. The controls are shipped ambient and are
stable at 37°C for 7 days.

AN EXAMPLE OF ANALYTE CONCENTRATIONS:

The concentration of low and high controls was derived from replicate analysis
of the Bi-level controls in commercially available analyte specific ELISA
methods. It is recommended that each laboratory should establish its own
acceptable control ranges. The values provided herein are example and may
vary by methods
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QNARNINGS AND PRECAUTIONS

For in-vitro diagnostic use only.
The following precautions should be observed:
a)  Follow good laboratory practice.
b)  Use personal protective equipment. Wear lab coats and disposable
gloves when handling immunoassay materials.
c¢) Handle and dispose of all reagents and material in compliance with
applicable regulations

WARNING: Potential Biohazardous Material

This reagent contains human source material (e.g. serum) or materials used in
conjunction with human source materials. Handle all reagents and patient
samples at a Biosafety Level 2, as recommended for any potentially infectious
human material in the Centers for Disease Control/National Institutes of
Health manual "Biosafety in Microbiological and Biomedical Laboratories," 5th
Edition, 2007.

WARNING: Potential Chemical Hazard

This product contains Pro-Clean 400 as a preservative. Pro-Clean 400 in
concentrated amounts irritants skin and mucous membranes. For Further
information regarding hazardous substances in this reagent, please refer to
the MSDS, either at AnshLabs.com or by request.
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Manufactured by:

Ansh Labs

445 Medical Center Blvd.
Webster, TX 77598-4217, U.S.A.
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European Representative:
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Ansh Labs consumables are being shipped with English Instructions for Use
(IFUs). You may contact your local Ansh Labs sales representative or
technical support organization to obtain translated IFUs.

Les consommables pour Ansh Labs sont livrés avec des instructions
d'utilisation en anglais. N'hésitez pas a contacter votre société d'assistance

Westerbachstr.47
60489 Frankfurt technique ou votre représentant Ansh Labs local pour obtenir des
Germany instructions traduites.
Die Verbrauchsmaterialien von Ansh Labs werden mit englischer
Gebrauchsanweisung (IFU) geliefert. Wenden Sie sich gegebenenfalls an
lhren zusténdigen Vertreter von Ansh Labs oder den technischen
Kundendienst, um Ubersetzte Gebrauchsanweisungen zu erhalten.
Los consumibles para Ansh Labs se entregan con las instrucciones de uso
(IFU) eninglés. También puede ponerse en contacto con el representante
local de ventas de Ansh Labs o con la empresa de asistencia técnica para
FOR EXPORT ONLY obtener las IFU traducidas.
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