Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We, ‘

Savyon Diagnostics Ltd.
3, Habosem Street, Ashdod, 7761003, Israel
Tel.: +972.8.8562920 Fax: +972.8.8523176 E-mail: info@savyondiagnostics.com

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

List of products on the attached Annex to EC Declaration of Conformity

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Il section 2 to 5:

- availability of the technical documentation set in Annex Il (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).

- the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex lll section 5).

Conformity assessment was performed according to Article 9 (7) and Annex Ill, section 3.

Our current Quality System is formatted to international standards:

e ENISO 9001:2008
e ENISO 13485:2012 + AC:2012

Page 1 of 2




Corporate Contact Information

Savyon Diagnostics Ltd.

3 Habosem Street, Ashdod,
7761003, Israel

Tel.: +972.8.8562920

Fax: +972.8.8523176

E-mail : esti@savyondiagnostics.com
EstiSagiv £ )“H

Position: Regulatory Affairs Manager
Signature:

Date: 30.07.2017

Stamp:

SAVYON DIAGNOSTICS LTD
D7YP3 NPIOININGT 112D

Signatory established within the EU who has been empowered to enter into commitments
on our behalf:

European Authorized Representative (E.A.R.)
Obelis S.A.

Registered Address:

Bd. Général Wahis, 53
1030 Brussels, Belgium
Phone : +32.2.732.59.54
Fax :+32.2.732.60.03
E-mail : mail@obelis.net
Mr. Gideon Elkayam
Position: C.E.O.
Signature;

Dategj /Z{ﬂ H/

Stamp;
G

OBELISs.a.-O.EARC
Registered address :
Bd Général Wahis 53
1030 Bruxelles
Tél. +32 2732 59 54 - Fax +32 2 732 60 03
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Annex to EC Declaration of Conformity

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)

LIST OF GENERAL IVD DEVICES**

Generic Device Term Commercial name

Catalogue
reference humber

ELISA Kits 1 SeroHSV1 A240-01
2 SeroHSV2 A250-01
3 SeroHSV IgM A151-01
4 SeroHSV IgG . A152-01
5 SeroPertussis IgG A231-01
6 SeroPertussis IgA/IgM A233-01
7 SeroPertussis Toxin I1gG A1231-01
8 SeroPertussis Toxin IgA A1233-01
9 SeroMP™ IgG A261-01, B261-01
10 | SeroMP™ IgM A262-01, B262-01
11 SeroMP™ IgA A263-01, B263-01
12 SeroMP™ Recombinant IgG A1261-01
13 SeroMP™ Recombinant IgM A1262-01
14 SeroMP™ Recombinant IgA A1263-01
15 CoproELISA Cryptosporidium 734-01
16 CoproELISA Blastocystis 714-01
17 CoproELISA Giardia 724-01
18 CoproELISA Giardia/Cryptosporidium 744-01
19 CoproELISA Entamoeba histolytica 754-01
20 CoproELISA Dientamoeba 764-01
21 CoproELISA™ C. difficile GDH 784-01
22 | CoproELISA™ C. difficile Tox A/B 794-01
23 CoproELISA ™ H. pylori 744-01
24 Haptoglobin (Hp) Typing ELISA A710-01

RAPID KITS 25 | CoproStrip Cryptosporidium 41217
26 CoproStrip Giardia 41218
27 CoproStrip Giardia/Cryptosporidium 41219
28 Coprostrip C. difficile Toxin A/B 41223
29 Coprostrip C. difficile GDH 41222
sy Coprostrip C. difficile Positive control 41220-10

set
BE CoproStrip™ C.Difficile GDH+Tox 41220

A+Tox B
32 CoproStrip ™ H. pylori 41221
33 QuickStripe™ H. pylori 41103
34 QuickStripe ™ Strep A 41202
35 QuickStripe ™ Strep B 41216
36 QuickStripe™ Adeno/Rota 41207
37 QuickStripe™ Adenovirus 41206
38 QuickStripe™ Rotavirus 41205
39 QuickStripe™ RSV 41209
40 QuickStripe™ hCG 41110
41 QuickStripe™ Syphilis 41213
42 QuickStripe™ Gonorrhea 41203
43 QuickStripe™ Malaria 41108




eneric Device Term

Commercial name

Catalogue
reference number

RAPID KITS PregnanStick™ 41210
45 Savvycheck™ Vaginal Yeast Test (POC) | 41013
46 KANDIDA TEST-Kvasinkovy Test (POC) 41013-01
&7 GENITEST VAGINALAS KANDIDOZES 41013-02
Tests (POC)
48 | Vaginalinés kandidozés testas (POC) 41013-03
49 Vaginaalse kandidoosi test (POC) 41013-04
50 Uriscreen™ (POC) 101-01
51 | URINFEKT TEST (POC) 101-01S
52 H. pylori Saliva Test 41121
Reagents 53 | Formalin Filled Container 800173
54 NaOH (1N), HCL (6N) Buffers 800171,800172
NanoChip® Kits 55 | NanoChip ® CF14 800272
Genetic Products: [ NanoChip ® CF14/ TAY SACHS 800672
57 NanoChip ® TAY SACHS 800572
58 NanoChip ® CF19 800001
59 NanoChip ® CF70 803001
60 NanoChip® CONNEXIN 800472
61 NanoChip ® AIP 12 800372
62 NanoChip ® GAUCHER 800672
63 NanoChip ® SMA 800772
64 NanoChip ® FMF 12 700103
. NanoChip ® CVP8 (Cardiovascular 899009
Panel)
66 NanoChip ® CVP5 899015
67 | NanoChip ® BRCA14 800016
i NanoChip ® All in one (carrier 800014
screening panel)
69 NanoChip ® Beduins Panel 800018
NanoChip® Kits - NanoChip @ ICP (Infection Control 899050
Infectious Disease Panel)
Products: 71 | NanoChip ® MRSA Panel 899054
- NanoChip ® Gastrointestinal Panel 899058
(GIP)
75 NanoChip ® GIP-Gastrointestinal Panel | 899051
Combi |
- NanoChip ® GIP-Gastrointestinal Panel | 899057
Combi Il
- NanoChip ® Gastrointestinal Parasites 899052
Panel (GIP Para)
- NanoChip ® Gastrointestinal Bacteria 899053
Panel (GIP Bac)
77 NanoChip ® Clostridium difficile Panel | 899061
78 NanoChip ® HPV Screening Panel 899017
79 NanoCHIP® ZIKV/DENV/CHIKV 899063
NanoChip ® 80 | NanoChip ® 400 Cartridge 800160
Cartridges: 81 NanoChip ®© 400 Fluidics Cartridge 800161
NanoChip ® 82 | NanoChip ® 400 800159
Instrument: 83 | NanoChip ® XL 800165
NC General 84 | NC400 Low Salt Buffer 800154
Purpose Reagents: |5 | nczoo High Salt Buffer 800155
86 NC400 Target Prep Buffer 800156




eneric Device Term Commercial name Catalogue

reference number

SAVVYGEN-PCR 87 | Sawvygen Gl-Cryptosporidium 601-01
88 Savvygen Gl-Giardia 602-01
89 Savvygen Gl-Entamoeba 603-01
920 Savvygen Gl-Salmonella 604-01
91 Savvygen Gl-Shigella/EIEC 605-01
92 Savvygen Gl-Campylobacter 606-01
93 Savvygen Gl Adenovirus 607-01
94 Savvygen Gl Rotavirus 608-01
95 Savvygen Gl Astrovirus 609-01
96 Savvygen Gl Norovirus Gl 610-01
97 Savvygen GI Norovirus Gl 611-01
98 Savvygen Flu A, Flu B, RSV 612-01
99 Savvygen B. pertussis 613-01
100 | Savvygen STI Extraction Kit 651-01/652-01
101 | Savvygen Respiratory Extraction Kit 653-01/654-01
102 | Savvygen GI DNA extraction kit 655-01/656-01

PRONTO™ Kits: 103 | PRONTO™ FMF Screen 9904
104 | PRONTO™ Gaucher 9900
105 | PRONTO™ ThromboRisk 9923
106 | PRONTO™ 4GeneScreen 9953
107 | PRONTO™ MTHFR 9910
108 | PRONTO™ Canavan 9906
109 | PRONTO™ Prothrombin 9909
110 | PRONTO™ Bloom/Fanconi 9931
111 | PRONTO™ FD 9948
112 | PRONTO™ FD Screen 9963
113 | PRONTO™ BRCA 9911
114 | PRONTO™ 2GeneScreen 9954
115 | PRONTO™ ApoE 9903
116 | PRONTO™ ML4 9960
117 | PRONTO™ Factor V 9905
118 | PRONTO™ Niemann-Pick 9961
119 | PRONTO™ APC 9907
120 | PRONTO™ CF Open 9920

**  The here above product list classification is based on the classification claim of the manufacturer and under its sole responsibility (IVD
98/79/EC).

Manufacturer’s Name

Sav Yo N D(&-{; NoST LS /\TD

Signature: gd“

Date: (¢3.c0372. Fol7

Stamp:

SAVYON DIAGNOSTICS LTD
B7Y3 NPSOIINGT 1130




