TOCE™ Technology

Anyplex™ II

High Multiplex Real-time PCR

 High multiplicity in a single channel using Catcher-Tm analysis

@) Anyplex™]

STI-/7 Detection

Simultaneous Detection of 7 STl Pathogens
by Real-time PCR

» Controllable Catcher-Tm profile

- Consistent Catcher-Tm values regardless of target sequence variations

- As sensitive as singleplex real-time PCR
e Ureaplasma parvum (UP)

* Ureaplasma urealyticum (UU)
* Mycoplasma genitalium (MG)
* Mycoplasma hominis (MH)

e Trichomonas vaginalis (TV)

* Neisseria gonorrhoeae (NG)

e Chlamydia trachomatis (CT)

- Multiple quantitative analysis using cyclic-CMTA in a single channel

« High multiple point mutations detection in a single tube

CE'IVD Marked

Ordering Information Not Available in U.S.A.

Product Package Volume Cat No.
. 50 rxns SD7500Y
Anyplex™( STI-5 Detection
100 rxns SD7500X
— 50 rxns SD7700Y
Anyplex™( STI-7 Detection
- (@ Seegene R com -
Anyplex™(] CT/NG Real-time Detection 50 rxns SD7200Y \ X
Instrument & Extraction reagent  Description Cat No.
- . . Seegene Inc. Seegene Germany .
e Real-time PCR _ Optical Reaction Module 1845097-IVD Taewon Bldg., 91, Ogeum-io, Songpa-gu, Seoul, 05548, Korea Eschborn, Germany N S

Real-time PCR_ Thermal Cycler 1841000-IVD Tel (82) 2-22'40-4000, FAX (82) 2-2240-4040 Tel: f49-61 96-769-3468
Korea E-mail : korea@seegene.com E-mail : eu@seegene.com 4
Nimbus IVD Automated extraction & PCR Setup 65415-02 Asia E-mail : asia@seegene.com \-
SIARIetVD auiomatecxuacionRCREtuD 173000025 Seegene TECHNOLOGIES Inc. Seegene MIDDLEEAST  Seegene CANADA Inc. —
STARMag 96 Tissue Nucleic acids extraction reagent 744300.4.205875 California, USA Dubai, UAE Toronto, Canada @ S e e g e n e
N ) N " Tel : +1-925-332-5664 Tel : +971-4-558-7110 Tel : +416-548-8046
STARMag 48 x 8 Tissue Cartridge Kit Nucleic acids extraction reagent 744300.4.TC384 E-mail : usa@seegene.com E-mail : sgme@seegene.com E-mail: canada@seegene.com WWW,Seeg ene.com
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ST|'7 Detection

Anyplex™ STI-7 Detection is a high multiplex real-time PCR assay developed using the proprietary DPO™ & TOCE™ technologies. Anyplex™

STI-7 Detection can detect, differentiate and provide quantitative information concerning 7 pathogens causing sexually transmitted
infections (STls) from a single sample using real-time PCR.

Real-time PCR is a highly sensitive diagnostic tool for detection of urogenital pathogens, especially for culture-difficult organisms.
Quantitative results from real-time PCR can be useful to determine the disease severity” and the possibility of transmission?. Higher bacterial
loads of pathogens such as C. trachomatis'?, M. genitalium*> and Ureaplasma spp.9, suggest infections rather than colonization. In the case
of co-infections, quantitative results will help to determine optimal treatment.

Anyplex™ STI-7 Detection represents a new class of multiplex molecular assays. Multiple quantitation of bacterial load by real-time PCR will
facilitate a better understanding of bacterial pathogenesis and has the potential for providing information to guide patient management
decisions, allowing true patient specific personalized management.

O Analytes O Features

- Chlamydia trachomatis (CT)
« Neisseria gonorrhoeae (NG)

« Trichomonas vaginalis (TV)

« Mycoplasma hominis (MH)

« Mpycoplasma genitalium (MG)

« Ureaplasma urealyticum (UU)

= Ureaplasma parvum (UP)

- Internal Control (IC)

a. Detection and differentiation of 7 major STl causing pathogens
in a single reaction

b. Multiplex real-time PCR with high sensitivity and specificity
by utilization of DPO™ and TOCE™ technologies

c. Quantitative analysis by cyclic-CMTA

d. Amenable to automated sample handling and assay systems

e. Utilization of the UDG system to prevent carry-over contamination
f. Internal Control for assay validity

g. Convenient data interpretation by the Seegene Viewer

O Compatible Instrumentation  (CE-IVD Marked) O Specimens

« Auto Extraction & PCR setup
Nimbus IVD (Hamilton)
STARlet IVD (Hamilton)
- Real-time PCR
CFX96™ (Bio-Rad)
AB7500 (Life Technologies)

* Swab specimen
(urethral, vaginal and cervical)

* Liquid based cytology specimen
(e.g., ThinPrep® and Surepath™)

* Urine specimen

O Workflow - Accurate &convenient by automated platform

Automation via validated Nimbus IVD & STARIet IVD improves easy workflow and decreases hands-on time.

Specimen Auto Extraction & PCR Setup Real-time PCR Auto Data Interpretation
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MICROLAB Nimbus VD~ MICROLAB STARlet IVD CFX96™ Seegene Viewer

O High multiplex quantitative analysis by cyclic-CMTA

cyclic-CMTA points

1st CMTA point (cycle 30)

Weltpeak

2nd CMTA point (cycle 40)

Meltpeak Ml peak

(Result view in CFX96™ (Bio-Rad))

3rd CMTA point (cycle 50)
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High Multiplex Real-time PCR

Result

CMTA points
Analytes Interpretation
2nd
(cycle 40)
NG = + 4F ++ | Intermediate
cT - - + + Low

The Catcher-Tm can be measured repeatedly at 30,40, and 50 cycles during the PCR process. The cyclic-CMTA results indicate that the patient carries Neisseria gonorrhoeae (NG) in an
intermediate number of copies and Chlamydia trachomatis (CT) in a low number of copies.

O As sensitive as singleplex real-time PCR

(positives / tests)

C. trachomatis

Serial dilution of ATCC strains

TOCE™ - based 10-plex real-time PCR* 24 /24

2424 24 )24

2224 7124 0/24

Probe - based singleplex real-time PCR ** 24 )24

2424 2424

20/24 324 0/24

TOCE™ technology provides a level of sensitivity equivalent to probe-based singleplex real-time PCR.

*10-plex real-time PCR (7 analytes + dual targets for CT & NG +1C) :
Chlamydia trachomatis, Neisseria gonorrhoeae, Trichomonas vaginalis, Mycoplasma hominis, Mycoplasma genitalium, Ureaplasma urealyticum, Ureaplasma parvum

** Singleplex real-time PCR (1 analyte) : Chlamydia trachomatis

O Result
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O Seegene Viewer

Quick and easy data analysis &
interpretation

5

Interface specialized for multiplex testing
b. Interlocked with LIS

Patient information input via barcode
scanning system

n

o

. Printable in various formats
Downloadable results in a CSV file

@

f. Convenient read out for quantitative
analysis result by cyclic-CMTA
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