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Softec is used for in vitro qualitative detection of SARS-CoV-2 antigen. Its a
lateral flow sandwich assay, intended for the qualitative detection of the
nuleocapsid protein antigen from SARS-CoV-2 in oropharyngeal (OP) nasal (NS)
nasopharygeal (NP) swab specimens directly.

Softec Ag Test Kit can detect SARS-CoV-2 particles within 15 minutes with 96.38
% sensitivity and 99.17% specificity. Softec provides fast and reliable results for
you and your loved ones.

Softec doesn’t need any special equipment or laboratory enviroment. The test
can be managed anytime, anywhere by tained professionals.
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Positive

Do not use test kit after the expiration date. Bring specimen and test companents to room temperature if
needed (15-30 C) and use the appropriate personal protective equipment.

1. Gently rotate the swab several times over the surface of the oropharingeal and posteriors nasopharynx and
gently remove.

2. Add 15 drops (~ 300 pL) buffer into upright extraction tube using the stand provided.

3. Roll the swab 10+ times within tube, squeeze against inside of tube, let stand for 1 minute and squezze several
more times.

4. Safely remove and discard the swab and insert dropper tip into tube containing the specimen.

5. Lay cassette flat and add 3 drops (~ 100 pL) of the test sample into the sample wel. Read results at 5-15
minutes. Used materials should be discarded as biohazardous waste in accordance with local regulations.

Performance Materials Provided Specifications

Sensitivety: 96.38 % 25 test cassetts Test time: 15 minutes

Specificity: 99.17 % 25 sterile swabs Sample type: oropharyngeal,
25 extraction tubes ,caps nasopharyngeal

Clinical study details: 1224 subjects 25 extraction solutions Storge: room temperature or

Testing by the developer (across a 1 workstation refrigarated (2/30°0Q)

number of sites, clinic environments and 1 package insert Shelf life: 18 months from date

operators) demostrated high quality of manufacture

performance data.

Catalog Numer ZETO1A ZET25A
Prodict Format Cassette Cassette
Sample Type Oropharyngeal, Nasal and Oropharyngeal, Nasal and
Nasopharyngeal Swab Nasopharyngeal Swab
Product Number 1 25
Extra materials Steril Swab Steril Swab
Extraction Tube, Extraction Tube,
Tip and Extraction Reagnet Tip and Extraction Reagnet
Package Insert Package Insert

Softec is a trademark of Zet Medikal Ltd. Sti. All othen trademarks and brands are the
property of their respective owners.
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Saliva Test Kit

Softec is used for in vitro qualitative detection of SARS-CoV-2 antigen. Its a
lateral flow sandwich assay, intended for the qualitative detection of the
nucleocapsid protein antigen form SARS-CoV-2 in saliva specimens directly.

Softec Ag Test kit can detect SARS-CoV-2 particles within 15 minutes with 96.8%
sensitivity and 99.9% specificty. Softec provides fast and reliable results for you
and your loved ones. Softec doesn’t need any special equipment or laboratory
everonment.
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A Must be at least 2 hours after eating or
drinking used to achieve 95% accuracy.
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Do not use test kit after the expiration date. Bring specimen and test companents to room temperature if
needed (15-30 oC) and use the appropriate personal protective equipment.

1. Pour your saliva to the saliva collection bag

2. Take the saliva until saliva fills the pipette

3. Release the saliva into the buffer tube with already filled with extraction buffer

4. Close the cap tightly and mix the solution 10 times by shaking up and down

5. Lay cassette flat and add 3 dropb (~100 pL) of the test sample into the sample well by using upper opening of
the cap. Read results at 5-15 minutes.

Used materials should be discarded as biohazardous waste in accordance with local regulations.

Performance Materials Provided Specifications
Sensiticity: 96.8 % 1 tube including extraction Test time: 15 minutes
Specificity: 99.6 % bufffer Sample type: Saliva
1 colleting bag Storge: Room temperature of

Clinical study details: 609 subjects Testing 1 pasteur pipette refrigerated (2 /30 °C)
by the developer (across a number of 1 test casette Shelf life ; 18 months from date
sites, clinical environments and 1 package insert of manufacture
operators) demonstrated high quality
performance data.
Catalog Numer mmn nm
Prodict Format Cassette Cassette
Sample Type Saliva Saliva
Product Number 1 25
Extra materials Extraction Tube Extraction Tube

Collection Bag Collection Bag

Package Insert Package Insert

Softec is a trademark of Zet Medikal Ltd. Sti. All othen trademarks and brands are the
property of their respective owners.
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SARS COV-2 (Covid-19)
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Nasal Antigen Test Kit

Softec is used for in vitro qualitative detection of SARS-CoV-2 antigen. Its a
lateral flow sandwich assay, intended for the qualitative detection of the
nuleocapsid protein antigen from SARS-CoV-2 in nasal (NS) swab specimens
directly.

Softec Nasal Antigen Test Kit can detect SARS-CoV-2 particles within 15 minutes
with 97,5 % sensitivity and 99,4 % specificity. Softec provides fast and reliable
results for you and your loved ones.

Softec doesn’t need any special equipment or laboratory enviroment. The test
can be managed anytime, anywhere by tained professionals.
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Only 5 minutes to results No need any extra device Clinical trials on 600 patients




Positive

Do not use test kit after the expiration date. Bring specimen and test companents to room temperature if
needed (15-30 C) and use the appropriate personal protective equipment.

1. Gently rotate the swab several times over the surface of the oropharingeal and posteriors nasopharynx and
gently remove.

2. Add 15 drops (~ 300 pL) buffer into upright extraction tube using the stand provided.

3. Roll the swab 10+ times within tube, squeeze against inside of tube, let stand for 1 minute and squezze several
more times.

4. Safely remove and discard the swab and insert dropper tip into tube containing the specimen.

5. Lay cassette flat and add 3 drops (~ 100 pL) of the test sample into the sample wel. Read results at 5-15
minutes. Used materials should be discarded as biohazardous waste in accordance with local regulations.

Performance Materials Provided Specifications
Sensitivity: 97.5 % 25 test cassetts Test time: 15 minutes
Specificity: 99,4 % 25 sterile swabs Sample type: Nasal Swab

25 extraction tubes ,caps Storge: room temperature or
Clinical study details: 585 subjects 25 extraction solutions refrigarated (2/30°0Q)
Testing by the developer (across a 1 workstation
number of sites, clinic environments and 1 package insert

operators) demostrated high quality
performance data.

Catalog Numer ZETOINA ZET25NA

Prodict Format Cassette Cassette

Sample Type Nasal Swab Nasal Swab

Product Number 1 25

Extra materials Steril Swab Steril Swab
Extraction Tube, Extraction Tube,
Tip and Extraction Reagent Tip and Extraction Reagent
Package Insert Package Insert

Softec is a trademark of Zet Medikal Ltd. Sti. All othen trademarks and brands are the
property of their respective owners.

Zet Medikal Ltd. Sti. |IMI|

Cemil Meric Mahallesi Istiklal Caddesi +90 216 5239303 www.zetmedical.com z ET
No:132-134B 34771 info@zetmedikal.com
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Antibody Test Kit

Softec SARS-CoV-2 Rapid IgG/IgM Test is a colloidal gold enhanced, rapid
immunoassay for the qualitative detection of SARS-CoV-2 IgG and IgM antibody
in serum, plasma and whole blood samples form patients with suspacted
SARS-CoV-2 infection.

Softec Sars-CoV-2 Rapid IgG/IgM Test Kit detect SARS-CoV-2 particles within 15
minutes with 93.41% sensitivity and 99.42 % spaecificity for IgG. Softec provides
fast and reliable results for you and your loved ones.

Softec doesn’t need any special equipment or laboratory environment. The test
can be managed anytime, anywhere by trained professionals.
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IgG / IgM Positive Invalid

Cc Cc Cc Cc Cc Cc C Cc Cc
IgG IgG IgG IgG IgG IgG IgG IgG IgG
IgM IgM IgM IgM IgM IgM IgM IgM IgM

Do not use test kit after the expiration date. Bring specimen and test companents to room temperature if
needed (15-30 C) and use the appropriate personal protective equipment.

1. Use the lancet and pierce the finger for whole blood.
2. Add 1 drop (10 pL) of speciment (whole blood/serum/plaska) to the sample well of the test lay the pastic

dropper provided according to the figure.
3.Then add drops (80 pL) of sample diluent to the sample
4. Read results at 5-15 minutes.

Used materials should be discarded as biohazardous waste in accordance with

Performance
Sensitivity: 97.5 %
Specificity: 994 %

25 test cassetts

solution tubes

25 Alcohol Wipes
25 Lancets

1 Packaging insert

Clinical study details: 585 subjects
Testing by the developer (across a
number of sites, clinic environments and
operators) demostrated high quality
performance data.

Materials Provided

25 Disposable Droppers 25

Specifications

Test time: 15 minutes

Sample type: Serum, plasma
and whole blood

Storge: Room temperature of
refrigerated (2 /30°C)

Shelf life: 18 months from date
of manufacture

ZETO1AB

Cassette

Catalog Numer

Prodict Format

Sample Type Serum, Plasma and Whole Blood
Product Number 1
Extra materials Buffer Tube

Disposable Drobbers

Alchol Wipes

Lancet

Package Insert

ZET25AB
Cassette

Serum, Plasma and Whole Blood
25

Buffer Tube
Disposable Drobbers
Alchol Wipes

Lancet

Package Insert

Softec is a trademark of Zet Medikal Ltd. Sti. All othen trademarks and brands are the

property of their respective owners.
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Technical
Universal
Verification

CERTIFICATE

This Certificate has been awarded to:
ZET MEDIKAL TEKSTIL DIS TICARET LIMITED SIRKETI

CEMIL MERIC MAH. ISTIKLAL CAD. NO: 132 - 134 /B UMRANIYE
| ISTANBUL - TURKEY

In Recognition of the Organisation’s Management System which complies with:

ISO 13485 : 2016

For the Scope of Activities described below:
PRODUCTION AND SALES OF SINGLE-USE PERSONAL CASSETTE TESTS INCLUDING MIDSTREAM). SINGLE USE TESTS (PROFESSIONAL USE), URINE STRIPS,
| ELISA TEST KITS, GENE ANALYSIS KITS, NOSE SPRAYS AND DROPS, DISINFECTANTS, FIRST AD KIT. ULTRASOUND GEL, ANTISEPTICS, NASAL WASH KIT, HEAD
UCE SPRAY TREATMENT SPRAY AND SHAMPOOS, LOZENGES, WOUND CARE PRODUCTS, DISPOSABLE MEDICAL PRODUCTS, ELECTROLYTE SOLUTIONS.
MEDICAL DEVICES WITH HERBAL CONTENT, NEBULIZERS, NASAL ASPIRATORS AND SPARE TS

Certificate No : 4100 Reissue Date : 23.09.2020
Date of Audit 1 15082018 Expiry Date : 03102021

Date of Registration : 04.10.2018 .
e ofeg! Technical Universal Verification

.

This document i vadd for 3 years provided that the management system i3 well mantaned and surveiilunce 3uaas e parfarmed regularly
After performing the survedlance audits certAcate will B revssuad The current sEatus of Ihs CortNCate Can be viewed via www techcert com tr web ute
Tha corttcate is a property of Technecal Unevertal Vrificaton Cert £cation and Training Services Co, L1d
Thot this cortficate has 16 be returned d requared by property ewrer  National Accreditat on Center (NAC) 15 an ccredation body whose headquariens
15 kocated in 1he United States of Amenca which i a member of Asia Pacific Accred tation Coopetation (APAL)

Technical Universal Verification
Belgelendirme ve Egitim Hizmetleri Ltd. $1i.
Macun Mahalles: Bat Bulvan ATB Is Merkezi A Blok
No: 1/3 Yenimahatle - ANKARA / TURKIVE
Tel:0090312231 8202
« web: www techcert.comte
«e-maik infoutecheertcomte
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