


PERFORMANCE CHARACTERISTICS

1. 1025 cases were detected simultaneously with the Encode Chlamydia trachomatics
antigen test kit and the same kind of product by blind method. The results were as

2.
antigen test kit and the same kind of pi

positive negative total
positive 219 6 255
Encode
negative 10 765 775
total 229 771 1000
Positive coincidence rate 95.6%
Negative coincidence rate 99.2%
3, Analytical Sensitivity :
égigt::ﬁ; Type Source
Chlamydia 2x10° IFU/mi lannctli;zf?n po Irggép;?:ries.inc
Gonorrhea 3x10* CFU/ml ATCC 19424 GDMCC

4.

follows.
Contrast agents
positive negative total
positive 201 34 235
Encode

negative 15 775 790
total 216 809 1025

Positive coincidence rate 93.1%

Negative coincidence rate 95.8%

1000 cases were detected simultaneously with the Encode Neisseria Gonorrhea
roduct by blind method. The results were as follows.

Contrast agents
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result are negative.

Analytical Specificity: Compared with difference kinds infection factors and the test

miconazole, 5mg/mL tinidazole, 5mg/mL metronidazole (gels), 50uL/ml Jieeryin (lotion),
50ul/ml Fuyinjie(lotion).

. Intra-batch Discrepancy: The test results are the same in one batch.

. Inter-batch Discrepancy: The test results are the same in different batch.

. Hook effect: No high dose hook effect was observed when tested with up to a
concentration of 2.0x10® ifu/mL chlamydia positive reference, and 3.0x10° cfu/mL
gonorrhea positive reference.

PRECAUTIONS

For disposable use only.

For professional in vitro diagnostic use only.

The specimen dilution buffer contains sodium azide which may react with lead or
copper plumbing to form potentially explosive metal azides. Do not drink or smell it.
Do not use the devices when the package is damaged.

Do not use the swab when the package is damaged.

Do not interchange or mix reagents from different lots.

Do not use after the expiration date indicated on the package.

Do not touch membrane before performance.

After the test procedure is completed, dispose of the test kit,tube and swab according
to local regulations.

Buffer A:Causes severe skin burns and eye damage.

Buffer B:Fatal if swallowed.Very toxic to aquatic life.Contact with acids liberates very
toxic gas.

The kit shall be stored in strict accordance with the conditions specified in this manual.
Please do not store the kit under freezing conditions.
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GLOSSARY OF SYMBOLS

Catalog number Temperature limitation

Consult instructions for use Batch code

In vitro diagnostic medical device Use by
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5. Interference: After testing, the following interferences have no effect on the results.
50ul/ml whole blood, 5mg/ml mucoprotein, 50ul/ml urine, 5mg/ml nystatin, 5mg/ml

Manufacturer W Contains sufficient for <n> tests
Concentration Source Do not reuse ‘T Guard against damp
Candida albicans ATCC1023 6*10°CFU/ml /:/\lli\ Keep out of the direct sun éﬁtrzzggidésgﬁii?:;“ve in the
L)
Candida tropicali ACCC20005 6*108CFU/mI c € CE marked according to IVD Medical Devices Directive 98/79/EC
Candida near smooth ACCC20221 6*108CFU/mI
“Zhuhai Encode Medical Engineering Co., Ltd
Streptococcus fae cium ATCC29212 6*105CFU/mI NO.020, Honghui 2" Road, Honggqi Industrial Zone, Jinwan District, Zhuhai,P.R. China 519090
GDMCC Tel: (0086)756-3981528
Proteus mirabilis CMCC49005 | 6*10°CFU/mI \Ev’e“bjl't:xhﬁfp'}/%i’v‘f‘e’:ifg:cg;cn
Staphylococcus a ureus ATCC6538 6*108CFU/mI Name: MedUnion S.L.
Address: Carrer de Tapioles, 33, 2-1, 08004, Barcelona, Spain
Escherichia coli ATCC8739 6*108CFU/mI E-mail : rep@themedunion.com
Pseudomonas aer uginosa ATCC9027 6*108CFU/mI
mycoplasma hominis ATCC23114 1x10*CCU/ml Zhuhai Skin
Di
. P ti d
Ureaplasma urealyticum ATCC2781 1x10*CCU/ml CLer:/t?; Ilzr;tﬁ:te




