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| INTENDED USE
The PAPP-A2 enzyme linked immunosorbent assay (ELISA) kit provides

materials for the quantitative measurement of PAPP-A2 in human serum and
other biological fluids.
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PRINCIPLE OF THE TEST
The PAPP-A2 ELISA is a quantitative three-step sandwich type |mmun<§y

In the first step Calibrators, Controls and unknown samples are added

PAPP-A2 antibody coated micro titer wells and incubated. After 1%
incubation and washing step, the wells are incubated with biotin IabelleQ
antibody conjugate. After a second incubation and washing step, the wells are
incubated with streptavidin horseradish peroxidase conjugate (SHRP) solution.
After the third incubation and washing step, the wells are incubated with
substrate solution (TMB). After TMB incubation, an acidic stopping solution is
added. In principle, the antibody-biotin conjugate binds to the solid phase
antibody-antigen complex which in turn binds to the streptavidin-enzyme
conjugate. The antibody-antigen-biotin conjugate-SHRP complex bound to the
well is detected by enzyme-substrate reaction. The degree of enzymatic
turnover of the substrate is determined by dual wavelength absorbance
measurement at 450 nm as primary test filter and 630 nm as reference filter.
The absorbance measured is directly proportional to the concentration of
PAPP-A2 in the samples and calibrators.

MATERIALS SUPPLIED ‘

CAL-109A PAPP-A2 Calibrator A/Sample Diluent
One bottle, 10 mL, labeled PAPP-A2 Cal A/Sample Diluent, containing 0 ng/mL
PAPP-A2 in a protein-based buffer with a non-mercury preservative. Store
unopened at 2-8°C until the expiration date.

CAL-109B -CAL-109F PAPP-A2 Calibrators B thru F (Lyophilized)

Five vials, labeled B-F containing concentrations of approximately 0.09 — 9.4
ng/mL PAPP-A2 in protein-based buffer with non-mercury preservative. Refer
to calibration card for exact concentrations. Store unopened at 2 to 8°C until
the expiration date. Reconstitute calibrators B-F with 1.0 mL deionized water.
Solubilize for 10 minutes, mix well, and use after reconstitution. Discard after
5 days, if stored at 2 to 8°C. For longer storage after reconstitution, aliquot and
freeze at -20°C or colder for up to one year.
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CTR-109-1 and CTR-109-11  PAPP-A2 Controls | & Il (Lyophilized)

Two vials, labeled Levels | and Il containing low and high PAPP-A2 in protein-
based buffer with non-mercury preservative. Refer to calibration card for
exact control ranges. Store unopened at 2 to 8°C until the expiration date.
Reconstitute control Levels | and Il with 1.0 mL deionized water. Solubilize for
10 minutes, mix well, and use after reconstitution. Discard after 5 days, if
stored at 2 to 8°C. For longer storage after reconstitution, aliquot and freeze
at -20°C or colder for up to one year.

PLT-109 Anti-PAPP-A2 Antibody Coated Microtitration Strips
One strip holder, containing 96 microtitration wells with PAPP-A2 antibody
immobilized to the inside wall of each well. Store at 2-8°C until expiration date
in the resealable pouch with a desiccant to protect from moisture.

ASB-109 PAPP-A2 Assay Buffer
One bottle, 8 mL, containing a protein-based (BSA)-buffer with a non-mercury
preservative. Store at 2-8°C until expiration date.

CND-109 PAPP-A2 Biotin Conjugate Diluent

a tive. Store at 2-8°C until expiration date.

PAPP-A2 Biotin Conjugate Concentrate
mL containing a solution of anti-PAPP-A2 antibody biotin

Qo usein R A2 Conjugate diluent. Store at 2-8°C until expiration date.
N ?d/lut/or@h/s reagent should be made 15-30 minutes prior to use
q

/n the afsay. ,*

V/

-109 -A2 Strept -Enzyme Conjugate—Ready-to-Use

One Ie 12 ml§ -HRP (horseradish peroxidase) in a

protein reservative.

|n|ng stre?d
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TMB-100 ion
©f tetramethylbenzidine (TMB) in
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buffer with hydrogen p e, Store a

STP-100 Stopping 500
One bottle, 12 mL, containing 0. sulfuric acid. Store at 2 to 30°C until

expiration date.

WSH-100
One bottle, 60 mL, containing buffered saline with a nonionic detergent.

Wash Concentrate A

Store at 2-30°C until expiration date. Dilute 25-fold with deionized water
prior to use.

MATERIALS REQUIRED BUT NOT SUPPLIED
1.  Microtitration plate reader capable of absorbance measurement at 450
nm, 405 nm and 630 nm.
Microtitration orbital plate shaker.

Microtitration plate washer.

Semi-automated/manual precision pipette to deliver 10-250 pL.
Vortex mixer.

Deionized water.

N o v~ wN

Disposable 12 x 75 mm culture tubes.
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8.  Tight fitting 12 x 75 mm tube racks.
9.  PECheck™ PAPP-A2 ELISA, Catalog Number AL-1015 is designed to
measure neat pregnancy serum samples.

| WARNINGS AND PRECAUTIONS |
For in vitro diagnostic use.

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 may contain some human source material (e.g., serum) or
materials used in conjunction with human source materials. Handle all
reagents and patient samples at a Biggafety Level 2, as recommended for any

potentially infectious human I in tWters for Disease
Control/National Institutes of Health QI "Biosafety icrobiological and
Biomedical Laboratories," 6™ Egjgi /‘
WARNING: Potential Che Hazard@ n/
Some reagents in this kit contai CIm“’I 300? Sodiu / 0 as a
preservative. ProClin™ 300 and Sodwde in trated a

Ieaseé

irritants to skin and mucous membra
For further information regarding hazardous @ances i

to the SDS, either at AnshLabs.com or by reques

SAMPLE COLLECTION AND PREPARATIO

a)  Serum is the recommended sample type.

b)  Use the following recommendations for handling, proce
blood samples.!
. Allow samples to clot for two hours at room tempera

overnight at 4°C and follow blood collection %

manufacturer’s recommendations for centrifugation. K

tubes stoppered always. Within two hours aft
centrifugation, transfer at least 500 pL of cell free sample to
a storage tube. Tightly stopper the tube immediately.

. Samples if used within 24 hours may be stored at 4°C;
otherwise, samples must be stored at -20°C or -80°C to avoid
loss of bioactivity and contamination.

. Remove residual fibrin and cellular matter prior to analysis.

c)  Avoid assaying lipemic, hemolyzed or icteric samples.

d)  Each laboratory should determine the acceptability of its own blood
collection tubes and serum separation products.

e)  Avoid repeated freezing and thawing of samples. Thaw samples no more
than 3 times.

PROCEDURAL NOTES |

1.  Athorough understanding of this package insert is necessary for

successful use of the PAPP-A2 ELISA assay. It is the responsibility of the
customer to validate the assay for their use. Accurate results will only
be obtained by using precise laboratory techniques and following the
package insert.

A calibration curve must be included with each assay.

Bring all kit reagents to room temperature before use. Thoroughly mix
the reagents before use by gentle inversion. Do not mix different lots of
any kit component and do not use any component beyond the
expiration date.

4.  Use a clean disposable pipette tip for each reagent, calibrator, control
or sample. Avoid microbial contamination of reagents, contamination
of the substrate solutions with the enzyme conjugates. The enzyme
used as the label is inactivated by oxygen, and is highly sensitive to
microbial contamination, sodium azide, hypochlorous acid and
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aromatic chlorohydrocarbons often found in laboratory water supplies.
Use deionized water.

5.  Incomplete washing will adversely affect the outcome and assay
precision. Care should be taken to add TMB into the wells to minimize
potential assay drift due to variation in the TMB incubation time. Avoid
exposure of the reagents to excessive heat or direct sunlight.

| PREPARATION OF REAGENTS
1.  PAPP-A2 Calibrators B-F and Controls | & II: Tap and reconstitute PAPP-
A2 Calibrators B-F and Controls | & Il each with 1 mL deionized water.

Solubilize for 10 minutes, mix well and use after reconstitution.

2. Wash Solution: Dilute wash concentrate 25-fold with deionized water.
The wash solution is stable for one month at room temperature when
stored in a tightly sealed bottle.

3.  PAPP-A2 Antibody-Biotin Conjugate Solution: The PAPP-A2 Antibody-
Biotin Conjugate Concentrate should be diluted at a ratio of 1-part
conjugate to 50 parts of PAPP-A2 Conjugate Diluent, according to the
number of wells used. If an entire plate is to be used pipet exactly 220
uL of the Concentrate into 11 mL of the PAPP-A2 Conjugate Diluent.

4.  Microtitration Wells: Select the number of coated wells required for the
assay. The remaining unused wells should be placed in the resealable
pouch with a desiccant. The pouch must be resealed to protect from
moisture.

| SAMPLE PREPARATION

Note: All pregnancy serum should be diluted in Sample dilution buffer.

Normal males and non-pregnant females should be run undiluted.
epare Sample Dilution buffer as per the procedure detailed in the
on of Reagents section. Dilution of pregnancy serum specimens

° shoulﬁerfcrmed on the same day of testing.

)tTrlmester serum samples:

1. specimens should be diluted 1:20 folds in Sample dilution
bu
or eac nown serum sample, label one 12 X 75 culture tubes.
A d 190 u Sample dilution buffer to each tube.

0 uL of serum specimens to the pre-labeled tube and

The is now 6 analysis.

Fo@ trime d till te;{ﬁmples (14 wks. or higher):
S%peame dijuted 1:80 folds in sample dilution
buffg.

2. For ea%wn seru ple, label one 12 X 75 culture tubes.

3. Add 790 / sample % buffer to each tube.

Add 10 pL of um spe;
vortex well. 0

5.  Thesampleis now r for analysis.
-

to the pre-labeled tube and

| ASSAY PROCEDURE

Allow all specimens and reagents to reach room temperature and mix

thoroughly by gentle inversion before use. Calibrators, controls, and
unknowns should be assayed in duplicate.

NOTE: All samples reading higher than the highest calibrator should be re-
assayed by diluting two-four folds in Calibrator A/sample diluent prior to
assay.

Do not dilute Calibrators or Controls.

Mark the microtitration strips to be used.
Pipette 50 pL of the Calibrator, Controls and Unknowns (neat for non-
pregnancy and diluted for pregnancy serum specimens) to the
appropriate wells.

3. Add 50 pL of the PAPP-A2 Assay Buffer to each well using a repeater
pipette.
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Incubate the wells, shaking at a fast speed (600-800 rpm) on an orbital
microplate shaker, for 1 hour at room temperature (23 + 2°C).

5. With 30-40 minutes remaining of incubation time, prepare the PAPP-A2
Antibody-Biotin Conjugate Solution by diluting the PAPP-A2 Biotin
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| QUALITY CONTROL

a)  Each laboratory should establish mean values and acceptable ranges to

ensure proper performance.

Conjugate Concentrate in PAPP-A2 Conjugate Diluent as described under b)  PAPP-A2 ELISA controls or other commercial controls should fall within
the Preparation of the Reagents section of this insert. established confidence limits.
6. Aspirate and wash each well 5 times with Wash Solution (350 uL /per c)  The confidence limits for PAPP-A2 ELISA controls are printed on the
well) using an automatic microplate washer. control vial labels.
7. Add 100 pL of the Antibody-Biotin Conjugate solution to each well using d) A full calibration curve, low and high-level controls, should be included
a repeater pipette. in each assay.
8. Incubate the wells, shaking at a fast speed (600-800 rpm) on an orbital e)  The TMB chromogen solution should be colorless. Development of a blue
microplate shaker, for 1 hour at room temperature (23 + 2°C). color may indicate reagent contamination or instability.
9.  Aspirate and wash each well 5 times with the Wash Solution (350 uL/per
well) using an automatic microplate washer. | REPRESENTATIVE CALIBRATION CURVE DATA
10. Add 100 pL of the Streptavidin-Enzyme Conjugate-RTU to each well
using a repeater pipette. Well Number WCeIII.(l.‘.)ontents Mean Absorbance Conc.(ng/mL)
11. Incubate the wells, shaking a@ speed (6 0 rpm) on an orbital AL A2 - :“ors 0,039 (Blank) 0
microplate shaker, for 30 minu oom tefnp ére (23 £2°C). BL B2 B 0.029 0.09
12. Aspirate and wash each wel} 5 tim e Was on (350 pL /per 1,2 C 0.088 0.27
well) using an automati plate w. D1, D2 D 0.35 1.15
13. Add 100 pL of the TMB chr solutiofi to eggh well %repeater E1,E2 E 1.18 3.9
pipette. Avoid exposure to di@rs]u light. jh ? F1,F2 F 2.62 9.4
14. Incubate the wells, shaking at @) rpm Qn orbital @ CAUTION: The above data must not be employed in lieu of data obtained by
shaker, for 10-12 min at room tempez‘ (23 ¢ 2° f the user in the laboratory
NOTE: Visually monitor the color develo ptlml lncubatlo
time. | ANALYTICAL CHARACTERISTICS
15. Add 100 pL of the Stopping solution to ea using % ter A” analytical characteristics are stated ng/mL.
pipette. Read the absorbance of the solution i eIIs wi
minutes, using a microplate reader set to 450 nm. iw Detection (LoD):
NOTE: Zero calibrator should be programmed as ”Blank” admg@ R The lo amount of PAPP-A2 in a sample that can be detected with a 95%
the optical density. If instrument has a wavelength correctl?‘ the / probai@ =24) is 0.071 ng/mL. The value was determined by processing a
instrument to dual wavelength measurement at 450 ""é O mplete®siyfyint calibration curve, controls and six serum samples in the
background wavelength correction at 630 nm. ofO 85 ng/mL following CLSI EP17 guidelines. Three assay runs
Note: Observed sample concentration should be corrected for |t§ /W re pe d over four days with all samples run in duplicate per
dilution factor if applicable. O/ run. j @
RESULTS | |t of QQ tion
mated m PAP se achieved at 20% total imprecision is
NOTE: The results in this package insert were calculated by plotting the log
X i i 1 O 08 The v as deteré y processing a complete six-point
optlcal .denSIty (OP) data o.n the y-ax:s. and log P/.\PP-AZ concentration on ).(- calibrati con r A elght s in the range of 0.091-3.08 ng/mL
axis using a cubic regression curve-fit. Alternatively, log vs. log quadratic over twel an d 1 s in pllcates (n=24) following CLSI EP17
regression curve-fit can be used. Other data reduction methods may give é
guidelines.
slightly different results. Q
1.  Optimum results can be obtained at incubation temperature of 23 £ 2°C. Imprecision: / ¢ @

2.  Calculate the mean absorbance for each calibrator, Control, or Unknown.
Plot the log of the mean absorbance readings for each of the Calibrators
along the y-axis versus log of the PAPP-A2 concentrations in ng/mL along
the x-axis, using a cubic regression curve-fit.

3. Determine the PAPP-A2 concentrations of the Controls and unknowns
from the calibration curve by matching their mean absorbance readings
with the corresponding PAPP-A2 concentrations.

4.  Multiply the results with the dilution factor.

5. Any sample reading higher than the highest Calibrator should be
appropriately diluted further with the Calibrator A/sample diluent and
re-assayed. Multiply the concentration by a dilution factor.

6. Any sample reading lower than the analytical sensitivity should be
reported as such.

LIMITATIONS

The reagents supplied in this kit are optimized to measure PAPP-A2 levels in
human serum. If there is evidence of microbial contamination or excessive
turbidity in a reagent, discard the vial. For assays employing antibodies, the
possibility exists for interference by heterophile antibodies in the samples2.
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Reproducibility of the “@ ELISA s determined in a study using
four serum pools. The studfi ed a t f 12 assays, four replicates of
each per assay (n=48). Represe tive data were calculated based on NCCLS

EP5-A guidelines and are presented in the following table.

Sample Mean Within run Between run Total
conc.

(ng/mL) SD %CV Sb %CV SD %CV
Pool-1 1.029 0.044 4.25% 0.020 1.94% 0.048 4.67%
Pool-2 1.813 0.059 3.28% 0.046 2.53% 0.075 4.14%
Pool-3 2.651 0.111 4.18% 0.050 1.89% 0.122 4.59%
Pool-4 3.128 0.115 3.68% 0.076 2.42% 0.138 4.41%

Linearity:

Based on NCCLS EP-6-P multiple dilutions of the four serum samples
containing various PAPP-A2 levels were diluted with Calibrator A/sample
diluent. The % recovery on individual samples is represented in the following
table.

Dilution Expected Observed
Sample % Recovery
Factor Conc. (ng/mL) | Conc. (ng/mL)
1 1:10 8.134 N/A N/A

Release Date: 06/09/2026 PAPP-A2 ELISA



Page 4 of 5

1:20 4.067 4.239 104 Note: The values above are for reference only. It is recommended that each
1:40 2.034 2.126 105 research organization should determine the reference values for their own
1:80 1.017 1.070 105 study population.
1:10 7.541 N/A N/A

2 1:20 3.771 3.808 101 The expected ranges for PAPP-A2 in pediatric male samples in the age range
1:40 1.885 1.996 106 of 3.0 — 18.0 years were calculated using 95% non-parametric estimation. A
1:80 0.943 1.025 109 total of 389 samples in Pubic Hair Tanner stages 1 - 5 were evaluated using
1:10 6.636 N/A N/A Analyse-It® for Microsoft Excel as seen in table below.

3 1:20 3.318 3.599 108 Pubic Hair No of specimens () Median Conc. PAPP-A2 (ng/mL)
1:40 1.659 1.751 106 Tanner Stage B (ng/mL) 95% CI
1:80 0.830 0.882 106 1 217 0.26 0.1-0.69
1:10 5.245 N/A N/A py 9 0.22 011-037

4 1:20 2.623 2.693 103 3 31 023 01-058
1:40 1311 1372 105 : i
1:80 0.656 0.824 126 4 48 0.19 0.08-0.35

5 44 0.14 0.06 - 0.49
Recovery:

The expected ranges for PAPP-A2 in pediatric female samples in the age range

Known amounts of PAPP-A2 were aggled to four serum samples containing ; . g
of 2.4 — 18.0 years were calculated using 95% non-parametric estimation. A

d|fferen.t levels of endogenous P . The concgglraon of PAPP-A2 was total of 423 samples in Breast Tanner stages 0 - 5 were evaluated using
determined before and after the a of exogen PAPP-A2 and the Analyse-It® for Microsoft Excel as seen in table below.
percent recovery was calculate o Breast Tanner . Median Conc. PAPP-A2 (ng/mL)
7 No of specimens (n) o
Endogenous ected Cok.’ Observed "3 Stage (ng/mL) 95% CI
Sample ’/\ I/ / Recovery
Conc.(ng/mL) MmL) Congr (ng/m g oA 0 14 0.32 0.1-0.71
( 4 86 1 174 0.28 0.12-0.81

788 5
1 0.297

p 4 A 2 60 0.25 0.11-0.83
2 0.302 07934 O'm % 3 57 0.14 0.09 - 0.42
1.184 o 1. J 8 N

VS VN 4 49 0.17 0.07-0.31
0.819 O 698 85 NP K o - -
3 0.329 1208 5 'C . / NOTE: Itis recommended that each laboratory should determine the reference
1' 009 76 g | ‘ L ange(s) for its own patient population. The results of this assay should be used
4 0.53 1.39 1 / @,.\. conjunction with other relevant and applicable clinical information.

Analytical Specificity: O,/‘ @ + Meth omparison:
d do

The antibody pair used in the PAPP-A2 ELISA measures PAPP-A2 a snot /OA tota ﬁ sregnancy (18-34 wks.) serum samples from 110 controls and

detect other similar molecules. The assay does not detect dimeric A, preecla subjects were analyzed. The ROC analysis showed an area
STC-2, PAPP-A proMBP, PAPP-A-STC-2 complex and MMP-9. the curv. 99 and the frequency distributions of the two groups with
& res| entrations are shown in the figure below.

Interference: O/{

When potential interferents (hemoglobin, triglycerides, biotin, and bilirubin) &
were added at least at two times their physiological concentration to control Q
sample, PAPP-A2 concentration were within = 15% of the control as

represented in the following table. This study was based on NCCLS EP7-P to
serum matrix added

True Positive Rate (Sensitivi
o
»

Non-spiked Spiked * No discrimination
Interferents Analyte Conc. Sample Value Sample Value % Difference o O
(ng/mL) (ng/mL) * @ " = ossm
) 0.221 0.229 3.62 o . / — e
Hemoglobin 1.35 mg/mL o 0.2 { o.8 1
0.271 0.292 7.75 False P ¥ ate (1 - clfficity)
i X 0.221 0.213 -3.62
Triglycerides 11 mg/mL @
0.358 0.343 -4.19
ot 1200 ng/mt 0313 0.291 72 0020 ¢
ot ne/m 0.128 0.133 43 20.016 status_v1
0.214 0.225 5.14 5 0.012 B Preeclampsia
Bilirubin 0.6 mg/mL a7 oose . 20,008 P
: : : H @ Control
3_0.004
Expected Value: 2o0.000 L
These samples were analyzed using PAPP-A2 ELISA kit on site. The expected 0 400 800 1200 1600 2000
ranges for PAPP-A2 were calculated using 90-95% non-parametric estimation PAPP-A2 (ng/mL)
using Analyse-It® for Microsoft Excel.
2.5-97.5t p til
Sample Median Conc. (ng/ml) ercentiie REFERENCES
Conc. (ng/ml) 1.  Klgverpris S et al. A robust immunoassay for pregnancy-associated
Random First Trimester 30.76 13971 plasma protein-A2 based on analysis of circulating antigen:
Pregnancy (N=50) establishment of normal ranges in pregnancy. Mol Hum Reprod. 2013;
Random Second Trimester 19:756
o N=65) 4214 16.19-119.7 :
regnancy (IN= 2. Crosley EJ et al. First-trimester levels of pregnancy-associated plasma
Random Third Trimester . . . . .
73.85 51.2-117.8 protein A2 (PAPP-A2) in the maternal circulation are elevated in
Pregnancy (N=36)
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pregnancies that subsequently develop preeclampsia. Reprod Sci.
2014 Jun;21(6):754-60

3. Kramer et al. Differential expression of human placental PAPP-A2 over

gestation and in preeclampsia Placenta 2016; 37: 19-25.

4.  Overgaard MT et al. Pregnancy-associated plasma protein-A2 (PAPP-
A2), a novel insulin-like growth factor-binding protein-5 proteinase. J

Biol Chem 2001; 276:21849-21853.
5.  Winn VD et al. Severe preeclampsia-related changes in gene

expression at the maternal-fetal interface include sialic acid-binding
immunoglobulin-like lectin-6 and pappalysin-2. Endocrinology. 2009;

150 :452-62

6.  Overgaard MT et al. Messenger ribonucleic acid levels of pregnancy-

associated plasma protein-A and the preform of eosinophil major

basic protein: expression in human reproductive and nonreproductive
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Les consommables pour Ansh Labs sont livrés avec des instructions

d'utilisation en anglais. N'hésitez pas a contacter votre société d'assistance

technique ou votre représentant Ansh Labs local pour obtenir des

instructions traduites.

Die Verbrauchsmaterialien von Ansh Labs werden mit englischer

Gebrauchsanweisung (IFU) geliefert. Wenden Sie sich gegebenenfalls an

lhren zustdndigen 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

SYyM Bttt il ettt
tissue. Biol Reprod 1999; 61:1083- | -
1089. ofteFOR EXPORTONLY
7. Wagner PK et al. Regulation of Symbol | English Deutsch Frangais Espafiol Italiano
pregnancy-associated plasm in A2 (PA PP in a human
placental trophoblast cell line (BeW,o). Repr: Endocrinol. 2011 Consult Gebrauchsan | Consulter les IconSU|te Consultare
15:9-48 I:E_] instructions for | weisung instructions 'as . le istruzioni
8 Hansen YB et al. First tr er PAP, APP- GB in small- use beachten d’utilisation 'nsgucc'on per 'uso
for-gestational-age pr ies. Clin ab Med. 20 117 23 es deuso
9. HHS Publication, 6th ed., iosafety in Mj 0b|0|0 'dn vitro . :Dn'"""o't'k Usage Diagnostic Ef"a “,Sof E?r uso ;
Biomedical Laboratories. Avallabl d'ag,nos € 1BENOStIU | 4 vitro . 'asnos co . 'asnos ca
https://www.cdc.gov/labs/pdf/ 0813 L6 00- evice m In vitro In vitro
WEB-final-3.pdf Catal:gue Katalog-Nr. Numléro de Nl]rlr:ero de Numlero di
10. DHHS (NIOSH) Publication No. 78-127, 976. C@v number catalogue catdlogo | Catalogo
i i - i i eﬁ b Lot. No. / Batch N de | N di
Intelligence BuII.etm 13 - Explosive Azide Avallab tt r LOT ot. No. / Batc Chargen-Nr. | Numéro de lot umero de  Numero di
www.cdc.gov/niosh code lote lotto
11. Clinical and Laboratory Standards Institute (CLSI dures Temperatu | Temperatu
Handling and Processing of Blood Specimens for Co bora / rage Lagerungste | Température de | ra de ra di
Tests; Approved Guideline—Fourth Edition. CLSI dOCU 18- A perature mperatur conservation conservaci | conservazi
Wayne, PA: Clinical and Laboratory Standards Institute; ¢ 6n one
. VN
12. Kricka L. Interferences in immunoassays — still a threat. Clin Che - Ed Mindesthalt
2000; 46: 1037-1038. b Expir@ barkeits- Daté Fimi-te Fecha-de Data di
d’utilisation caducidad scadenza
@ 6 N .Qatum
- P v
| C, ’\? 2 k @eller Fabricant Fabricante | Fabbricante
This assay is intended for in-vitro diagnostic use. Not for sale in U.S.A. ¢ nufggturer o\
& M L R
| CQ;I@W Conte 4 “) ;h» ’\Condmonnement Contenido | Contenuto
Volyfhe g' olumen/( Volumen/ | Volume/Qu
i N tité
The Ansh Labs logo is a trademark of Ansh Labs. /No. @Jme/ //A ahl ‘ ume/Quantité Nimero antita

Manufactured by:

Ansh Labs

445 Medical Center Blvd.
Webster, TX 77598-4217, U.S.A.

C€

European Representative:
QNET B.V.

Kantstraat 19

NL-5076 NP Haaren

The Netherlands (EU)

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.
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