ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer: ViennalLab Diagnostics GmbH

Address: Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

Phone: (+43 1) 812 01 56-0

Web: www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament

and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity A e St
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
g ; Mix, 500 ul Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex llI
4-130 gtﬁlc/’fs';‘a SMED 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution te233 ?S‘SF VDD
P y A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
3 . Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex llI
4-130-TRIAL gtﬁk’At::a JOMED 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization | egts ?g‘gr DD
P Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Wl 2

Martin Zeppetzauer, MRes

Vienna, May 25™, 2022

Chief Executive Officer
ViennalLab Diagnostics GmbH

ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 - Email: info@viennalab.com « www.viennalab.com
HG Wien « FN382209y - ISO 13485




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Il

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity S tlan | ASatament
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
1 . Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex Il
4-140 gtﬁ"/’\b;ga R IHE 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tezs({s ol%er B
P y A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 yl Amplification
. Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase,
B-Globin ; . A 5 Other Annex Il
4-140-TRIAL StripAssay® IME 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tests VD VDD

Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25™, 2022

At 24"

Martin Zeppetzauer, MRes
Chief Executive Officer
Viennalab Diagnostics GmbH

ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 -
Phone: (+43-1) 8120156-0 - Email: info@viennalab
HG Wien »

cor
F

A-1120 Vienna, Austria
M = www.viennalab.com
N382209y - 1ISO 13486




{ED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer: ViennalLab Diagnostics GmbH

Address: Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

Phone: (+43 1) 812 01 56-0

Web: www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament

and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity R N R
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
~ . Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex I
4-150 gtgli’tgga ® SEA 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tezs(is Olg‘gr VBD
P Y A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
~ ; Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex |l
4-150-TRIAL gtglﬂga /® SEA 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization teit i Ol%er DD
P Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

L 2,47

Vienna, May 25", 2022

Martin Zeppetzauer, MRes

Chief Executive Officer
ViennalLab Diagnostics GmbH

c

ViennalLab Diagnostics GmbH + Gaudenzdorfer Guertel 43-45 -
Phone: (+43-1) 8120156-0 - Email: info@viennalab.com -

A-1120 Vienna, Austria
www.viennalab.com

HG Wien - FN382209y - ISO 13486




DECLARATION OF CONFORMITY

Manufacturer: Viennalab Diagnostics GmbH

Address: Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

Phone: (+43 1) 812 01 56-0

Web: www.viennalab.com

ESTABLISHED INNOVATIONS IN DIAGNOSTICS

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Il

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament

and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity o A eaaamant
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
_ . Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, nex Il
4-170 BST.hi' Meifier 20 Teststrips, 25 mi Hybridization Buffer, 80 ml Wash Solution | 6235 Olg‘sr ATVDD I
tripAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
~ . Mix, 500 ul Taq Dilution Buffer, 75 U Tag DNA Polymerase, Annex llI
4-170-TRIAL gtT.hi' Mdificr 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization | egts ol%er lvg)f)
ripAssay Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer
{
Vienna, May 25", 2022 Martin Zeppetzauer, MRes
Chief Executive Officer
Viennalab Diagnostics GmbH
ViennaLab Diagnostics GmbH + Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria

Phone: (+43-1) 8120156-0 - Email: info@viennalab.com -

www.viennalab.com

HG Wien » FN382209y - I1SO 13486




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex .

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
REF Product Name Contents QuanliClassifiz Conformity
tity cation |Assessment
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
: Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex llI
4-210 gf‘.e”'&"‘:h’%msams's 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution | :‘S(:S Olg‘Der e
ripAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 m
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
. Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex Il
4-210-TRIAL gf'?’R”h'%rgatos'S 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tegts Olg‘gr NSD
FpAssay Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer
Vienna, May 25", 2022 Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH
Viennalab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria

(
Phone: (+43-1) 8120156-0 - Email: info@viennalab.com

HG Wien

www.viennalab.com
« FN382209y

- 1SO 13486




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer: Viennalab Diagnostics GmbH

Address: Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

Phone: (+43 1) 812 01 56-0

Web: www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to
Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity R et
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
: Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Ann [
4-220 gf?rROCh;%rRat°s's 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution t62523 ?g‘gr IVS’B“
npAssa A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
. Mix, 500 ul Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex Il
4-220-TRIAL gf.erxmhr%rgatos's 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tegts Olg’gr B
HpASSaY Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Mt Zple

Vienna, May 25", 2022 Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

Viennalab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 - Email: info@viennalab.com - www.viennalab.com
HG Wien - FN382209y - ISO 13486




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

ViennalLab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

Al products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity R e et
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pyl Amplification
Mix A, 500 ul Amplification Mix B, 500 pl Taq Dilution Buffer, Annex I
4-240 g?/'D Assav® 1.5 ml DNAT, 3 Typing Trays, 20 Teststrips, 25 ml tezs(: Olg‘gr IVDD'
NpAssay Hybridization Buffer, 80 ml Wash Solution A, 25 ml Conjugate -
Solution, 80 ml Wash Solution B, 25 ml Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
Mix A, 500 ul Amplification Mix B, 500 pl Taq Dilution Buffer,
4-240-TRIAL CVD 75 U Taq DNA Polymerase, 1.5 ml DNAT, 1 Typing Tray, 5 Other Annex IlI
StripAssay® 5 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tests IVD IVDD

A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 mi
Color Developer

Vienna, May 25", 2022

ML b

Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

Phone: (+43-1) 81

D.COM = WW\

- A-1120 Vienna, Austria

w.viennalab.com

Nien - FN382209y - ISO 13486




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer: ViennalLab Diagnostics GmbH

Address: Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

Phone: (+43 1) 812 01 56-0

Web: www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to
Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

Al products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity S T
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
2 i Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, An
4-260 g}[/ PPTH MTHFR 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tezsgs %‘Sr ICS’B‘"
ripAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
3 L Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex Il
4-260-TRIAL Qﬁl P;;:"yg HER 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization te‘zt < ol%ar VoD
P Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25", 2022 Martin Zeppetzauer, MRes

Chief Executive Officer
Viennalab Diagnostics GmbH

Viennalab Diagnostics GmbH + Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 - Email: info@viennalat viennalab.com
HG Wien » FN382209y - 1SO 134856




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45

A-1120 Vienna, Austria
(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Il

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity S fon L Acceasmant

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification

Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex Il
4-280 g‘f‘.’ E & 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tezsc:s ?{';gr VoD

npRssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml

Color Developer

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification

Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex Il
4-280-TRIAL gfr? issa & 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tegts OIU‘SF e

pAssay Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25", 2022

L 2 b

Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

ViennaLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 - A-11

Phone

120156-0 - Email: info




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

ViennalLab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Il

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity el N
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
_ Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex |l
4-290 Q’ P;H & 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution t:sc:s OIS‘Der DD
ripassay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
3 Mix, 500 ul Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex llI
4-290-TRIAL EXI P;;a /o 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization teits Ol%ar WED
P Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25", 2022

Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

ViennalLab Diagnostics GmbH + G
Phone: (+43-1) 812

O1£ZU 100

rfer Gu 43-45 - A-1120 Vienna, Austria

nalab.com
- 1SO 13486




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer: Viennalab Diagnostics GmbH

Address: Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

Phone: (+43 1) 812 01 56-0

Web: www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament

and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details

Quan- | Classifi- | Conformity
REF Product Name Contents tity Ao AR

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification

Mix, 500 ul Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex Il
4-300 lé?‘.’t‘;\se '"tg'efame 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution | ezsots c?{?gr VDD

npAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml

Color Developer

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification

Mix, 500 ul Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex Il
4-300-TRIAL 'é",:‘r?t‘fsesg;‘g'erance 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization | ezt . ?%’r BB

P Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 mli
Wash Solution B, 25 ml Color Developer

W 2l

Vienna, May 25", 2022

Martin Zeppetzauer, MRes

Chief Executive Officer
Viennalab Diagnostics GmbH

o A

- A-1120 Vienna, Austria

viennalab.com

2209y - 1SO 13486




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer: ViennalLab Diagnostics GmbH

Address: Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

Phone: (+43 1) 812 01 56-0

Web: www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to
Annex lIl.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details

Quan- | Classifi- | Conformity
REF Product Name Contents tity aton NS e s ant

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification

Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex Il
4-310 g:’ga}& '"“;'gfa"‘v‘e 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tezsgs ?3‘5” NS’B

MpAssa A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml

Color Developer

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification

Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex Il
4-310-TRIAL g;;r?a}&;rs\;olgrance 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization ,[egt . Olg‘sr BB

prssay Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25" 2022 Martin Zeppetzauer, MRes

Chief Executive Officer
ViennalLab Diagnostics GmbH

ViennaLab Diagnostics GmbH + Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 - Email: info@viennalab.com - v.viennalab.com

HG Wien « FN382209y - ISO 13485




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

ViennalLab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the ce.- symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity T R Sl
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 yl Amplification
_ Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, nnex llI
4-320 gt"A 527 ® 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tzas Olg‘gr A /DD
TipAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml €S
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
Mix, 500 ul Taq Dilution Buffer, 75 U Taq DNA Polymerase,
HLA-B27 ) h AR 5 Other Annex Il
4-320-TRIAL StripAssay® 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization feashs VD VDD

Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 mi
Wash Solution B, 25 ml Color Developer

Vienna, May 25™, 2022

Hhe 2l

Martin Zeppetzauer, MRes
Chief Executive Officer
Viennalab Diagnostics GmbH

ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45

- A-1120 Vienna, Austria

Phone: (+43-1) 8120156-0 - Email: info@viennalab.com - www.viennalab.com
HG Wien « FN382209y - 1ISO 13486




DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

ViennalLab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex llI.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details

Quan- | Classifi- | Conformity
REF Product Name Contents tity A a et

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification

Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex Il
4-360 (S:tVD Assay®T 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tezsc’)ts OI{?S r IVSD

Nipassa A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml

Color Developer

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification

Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex Il
4-360-TRIAL (S:tV”D Assay®T 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tegts ?g]g r VDD

P Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25", 2022

2L

Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

Viennal ab Diagnostics GmbH + Gaude
Phone: (+43-1) 8120156-0

a0

ienna, Austria
viennalab.com
182209y - ISO 134856




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD" (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Ill.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details

REF

Product Name

Quan- | Classifi- | Conformity

Contents tity cation |Assessment

50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification

CcVD Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, 20 Other
4-370 StripA oA 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution (Bsts VD
TipAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml &
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
cVD Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, 5 Other
4-370-TRIAL StripAssay® A 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tosts VD

Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25", 2022

ik 2ok

Martin Zeppetzauer, MRes
Chief Executive Officer
Viennalab Diagnostics GmbH

ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
w.viennalab.com

Phone: (+43-1) 8120156-0 - Email: info ennalab.cor

HG Wien = FN3

2209y -




ESTABLISHED INNOVA

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

IONS IN DIAGNOSTICS

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Ill.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
REF Product Name Contents Quanzy)Classlfi-HiConformity
tity cation |Assessment
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
_ Mix, 500 ul Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex Il
4-710 th.X AH'V - 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution teza ?{;‘gr IVSD
TipAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml 818
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
g Mix, 500 pl Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex I
4-710-TRIAL gtcr;lx Al-s”s\; ® 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization t eit s OI{?I;‘ 4 IVSD
prissay Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer
; 9
éa”, b
Vienna, May 25™", 2022 Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH
ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 « Email: info@viennalab.com « www.viennalab.com

HG Wien -

FN382209y - ISO 13486




ESTABLISHED INNOVATIONS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

ViennalLab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

GIAC.OSTICS

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Il

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity e e e
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
s Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, An I
4730 th_x AThr°'Qb° 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tezsq(s ijer ICS’B“
npAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
3 Mix, 500 ul Taq Dilution Buffer, 75 U Taqg DNA Polymerase, Annex
4-730-TRIAL :tGrix ATS g{:fg“ 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tegts Ol%er IVDD”'
P Yy Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer
Vienna, May 25", 2022 Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH
ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 - Email. info@viennalab.com « www.viennalab.com

HG Wien « FN382209y « ISO 13485




ESTABLISHED INNOVATION

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

ViennalLab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

S IN DIAGNOSTICS

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Il

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

Al products are marked with the C€ - symbol.

Product details

Quan- | Classifi- | Conformity
REF Product Name Contents tity tion e sty
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
2 Mix, 500 ul Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, n m
4-740 thX AT PML 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution tezsqts ?{?S ' A I\r/]g)l(:)
Hprseay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
R Mix, 500 ul Taq Dilution Buffer, 75 U Taqg DNA Polymerase, n
4-740-TRIAL gtc-;ﬁx ATSZZ'yL 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tegt . Ol%er ATSS’B
P Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25" 2022

ME Dl

Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

ViennalLab Diagnostics GmbH » Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 « Email: info@viennalab.com « www.viennalab.com
HG Wien - FN382209y « ISO 13486




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer: ViennalLab Diagnostics GmbH

Address: Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

Phone: (+43 1) 812 01 56-0

Web: www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Il

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament

and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the €€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity e e e
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
S Mix, 500 pl Taq Dilution Buffer, 1.5 ml DNAT, 3 Typing Trays, Annex
4-750 g?x ACYP%CMQ 20 Teststrips, 25 ml Hybridization Buffer, 80 ml Wash Solution t2(:s Olglg ' IVDD”I
HpAssay A, 25 ml Conjugate Solution, 80 ml Wash Solution B, 25 ml es
Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
1 Mix, 500 ul Taq Dilution Buffer, 75 U Taq DNA Polymerase, Annex IlI
4-750-TRIAL th”X AC;ZaPZ@(:w 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization t eit E OI{?S L IVSD
el ] Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

ML 20l

Vienna, May 25", 2022

Martin Zeppetzauer, MRes

Chief Executive Officer
Viennalab Diagnostics GmbH

ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 -

A-1120 Vienna, Austria

Phone: (+43-1) 8120156-0 - Email: info@viennalab.com « www.viennalab.com
HG Wien - FN382209y « ISO 13486




ESTABLISHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Ill.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details

Quan- | Classifi- | Conformity
REF Product Name Contents tity e lion A asoaamant
500 ul Amplification Mix A, 500 pl Amplification Mix B, 500
_ Taq Dilution Buffer, 125 U HS-Taq DNA Polymerase 1.5 ml Annex Il
4-770 th.X ACYP2®D6 XL DNAT, 3 Typing Trays, 20 Teststrips, 25 ml Hybridization tezs(;s Olnger IVSD
nprssay Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer
500 pl Amplification Mix A, 500 pl Amplification Mix B, 500 pl
3 Taq Dilution Buffer, 125 U HS-Taq DNA Polymerase 1.5 ml Annex 11
4-770-TRIAL g?x ACYP2®D6 2L DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization Buffer, tegts O|{l/1|§ r IVS)I(D
ripAssay 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml Wash
Solution B, 25 ml Color Developer

Vienna, May 25", 2022

it 247"

Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

Viennalab Diagnostics GmbH + Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 « Email: info@viennalab.com « www.viennalab.com
FN382209y - ISO 13486

HG Wien -




DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

ViennalLab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex llI.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity AR e
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 pl Amplification
7 Mix, 500 ul Taq Dilution Buffer, 75 U Tag DNA Polymerase, A
4-780 th.x A5 Pt 1.5 ml DNAT, 3 Typing Trays, 20 Teststrips, 25 ml t2§S Olt}‘gr TCS’B”'
NpAssay Hybridization Buffer, 80 ml Wash Solution A, 25 ml Conjugate =
Solution, 80 ml Wash Solution B, 25 ml Color Developer
50 ml Lysis Solution, 5 ml Genxtract Resin, 500 ul Amplification
7 Mix, 500 ul Taq Dilution Buffer, 75 U Taq DNA Polymerase, A I
4-780-TRIAL thriX A?stg XL 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, 25 ml Hybridization tegts OIS‘gr TCS’B L
P y Buffer, 80 ml Wash Solution A, 25 ml Conjugate Solution, 80 ml
Wash Solution B, 25 ml Color Developer

Vienna, May 25™, 2022

UL

Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

ViennalLab Diagnostics GmbH + Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 » Email: info@viennalab.com « www.viennalab.com
HG Wien » FN382209y - ISO 13486




ESTABLI

SHED INNOVATIONS IN DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex Il

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament

and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

Al products are marked with the C € - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity B e A et
500 ul Amplification Mix, 500 ul Taq Dilution Buffer, 75 U Taq
DNA Polymerase, 1.5 ml DNAT, 3 Typing Trays, 20 Teststrips, i
5-560 g?.Ai a0 25 ml Hybridization Buffer, 80 ml Wash Solution A, 25 ml tzs(is O[U‘gr AT\?S’B
npAssay Conjugate Solution, 80 ml Wash Solution B, 25 ml Color e
Developer
500 ul Amplification Mix, 500 pl Taq Dilution Buffer, 75 U Taq
DNA Polymerase, 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, nex |
5-560-TRIAL gtR.A; GG 25 m Hybridization Buffer, 80 ml Wash Solution A, 25 ml tegt . Olg’gr ATVS’B .
fipAssay Conjugate Solution, 80 ml Wash Solution B, 25 ml Color
Developer

Vienna, May 25", 2022

W gl

Martin Zeppetzauer, MRes
Chief Executive Officer
Viennalab Diagnostics GmbH

ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 « A-
Phone: (+43-1) 8120156-0 - Email: info@viennalab.com » www
HG Wien - FN382

1120 Vienna, Austria
ww.viennalab.com
209y - I1SO 13485




ESTABLISHED INNOVATIONS IN I

DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament

and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details

Quan- | Classifi- | Conformity
REF Product Name Contents tity et R
500 ul Amplification Mix, 500 pl Taq Dilution Buffer, 75 U Taq
DNA Polymerase, 1.5 ml DNAT, 3 Typing Trays, 20 Teststrips, Annex
5-620 gtRAi XL ® 25 ml Hybridization Buffer, 80 ml Wash Solution A, 25 ml tezscis O|{?|§r IVDDHI
fprssay Conjugate Solution, 80 ml Wash Solution B, 25 ml Color
Developer
500 ul Amplification Mix, 500 pl Taq Dilution Buffer, 75 U Taq
DNA Polymerase, 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, Annex Il
5-620-TRIAL gtRAi Al ® 25 ml Hybridization Buffer, 80 ml Wash Solution A, 25 ml tezts OI{?Der TCSD
npAssay Conjugate Solution, 80 ml Wash Solution B, 25 ml Color
Developer
it W
Vienna, May 25™", 2022 Martin Zeppetzauer, MRes
Chief Executive Officer
Viennalab Diagnostics GmbH
Viennalab Diagnostics GmbH « Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria

Phone: (+43-1) 8120156-0 « Email: info@viennalab.com -
HG Wien -

www.viennalab.com
FN382209y

+ |SO 134856




DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

ViennalLab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex lll.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament
and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

All products are marked with the C€ - symbol.

Product details

REF Product Name Contents Quan=t;Classifi-i| Conformity
tity cation |Assessment
500 pl Amplification Mix A, 500 ul Amplification Mix B, 500 pl
Taq Dilution Buffer, 125 U Taq DNA Polymerase, 1.5 ml DNAT, Annex |
5-630 EtGF,I: XL ® 3 Typing Trays, 20 Teststrips, 25 ml Hybridization Buffer, 80 mi t22 OIS]I;: d IVD)I(D .
TipAssay Wash Solution A, 25 ml Conjugate Solution, 80 ml Wash eSS
Solution B, 25 ml Color Developer
500 ul Amplification Mix A, 500 pl Amplification Mix B, 500 pl
Taq Dilution Buffer, 75 U Taq DNA Polymerase, 1.5 ml DNAT, nex Il
5-630-TRIAL thFi XL ve 1 Typing Tray, 5 Teststrips, 25 ml Hybridization Buffer, 80 ml tegt OI{?E? J ATVS)I(D
HpAscsa Wash Solution A, 25 ml Conjugate Solution, 80 ml Wash 8
Solution B, 25 ml Color Developer

Vienna, May 25", 2022

M Rphs”

Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH

ViennalLab Diagnostics GmbH - Gaudenzdorfer Guertel 43-4
Phone: (+43-1) 8120156-0 « Email: info@viennalab.com «

~=1120
WWW

Vienna, Austria
viennalab.com

HG Wien - FN382209y - ISO 13486




DECLARATION OF CONFORMITY

Manufacturer:
Address:

Phone:
Web:

Viennalab Diagnostics GmbH
Gaudenzdorfer Guertel 43-45
A-1120 Vienna, Austria

(+43 1) 812 01 56-0
www.viennalab.com

D INNOVATIONS IN DIAGNOSTICS

We declare under our sole responsibility that the products listed below are in compliance with
the essential requirements of the “Directive 98/79/EC of the European parliament and of the
council of 27 October 1998 on in vitro diagnostic medical devices (IVDD). According to the
IVDD the products are classified as “Other IVD” (all devices other than those covered by
Annex Il and self-testing devices). Conformity assessment was performed according to

Annex IlI.

In addition, all products are in accordance with the requirements on post-market surveillance,
vigilance and market surveillance of the Regulation (EU) 2017/746 of the European parliament

and of the council of 5 April 2017 on in vitro diagnostic devices (IVDR).

Al products are marked with the C€ - symbol.

Product details
Quan- | Classifi- | Conformity
REF Product Name Contents tity AR S
500 ul Amplification Mix, 500 pl Taq Dilution Buffer, 75 U Taq
DNA Polymerase, 1.5 ml DNAT, 3 Typing Trays, 20 Teststrips, A
5-680 gﬁAi AL 25 ml Hybridization Buffer, 80 ml Wash Solution A, 25 mi 20 Other TSS’B”'
ripAssay Conjugate Solution, 80 ml Wash Solution B, 25 ml Color
Developer
500 ul Amplification Mix, 500 pl Taq Dilution Buffer, 75 U Taq
DNA Polymerase, 1.5 ml DNAT, 1 Typing Tray, 5 Teststrips, Anne
5-680-TRIAL gﬁAi AL 25 ml Hybridization Buffer, 80 ml Wash Solution A, 25 m . egts OI{?Sr IVD’B”'
npA&say Conjugate Solution, 80 ml Wash Solution B, 25 ml Color
Developer
HE 2l
. . i
Vienna, May 25™, 2022 Martin Zeppetzauer, MRes
Chief Executive Officer
ViennalLab Diagnostics GmbH
Viennalab Diagnostics GmbH - Gaudenzdorfer Guertel 43-45 - A-1120 Vienna, Austria
Phone: (+43-1) 8120156-0 « Email: info@viennalab.com « www.viennalab.com
HG Wien - FN382209y - ISO 13486




