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DECLARATION OF CONFORMITY

According to annex LI of the Council Directive 98/79/EEC contcerning in vitro diagnostic medical devices

We: NOVAMED L.TD., 28 Pierre Koenig St. Jerusalem 93469, ISRAEL
(PHONE: 972-2-6781861; FAX: 972-2-6781852)

Declare under our sole reqmns:bﬂm that the following products:

Cat. No. | ___ Product Description ]
| R-5178 RotaStick One-step assay (25 tests) sl
R-5180 H.pylori Fecal Antigen One-step assay (20 tests) Ll
R-5182 FOB (Fecal Occult Blood) One-Step Device assay {20 tests) _I
R-5188 AdenoStick One-step assay (25 tests) !
| R-5192 Rota/Adeno CombiStick One-step assay (25 tests) T
R-5195 Norovirus One-step assay (20 tests) aities b 7
R-5198 RSV Stick One-step assay (25 tests) i |
___R-6009 Strep A No-Step assay(Single test)
| R-6010 ~ Strep A Stick One- -Step assay(25 tests) ‘
R-6011 Strep A Stick One-Step assay(25 tests-tube)
R-6012 _hCG 25 mIU/ml Pregnancy (Urine/Serum) One-Step assay (25 tests tests ;
| R-6012U hCG 10 mIU/ml Pregnancy (Urine/Serum) One-Step assay (25 tests)
R-6013 ___Amnio Stick One-step Assay (25 tests)
| R-6014 Pneuchnccua One-5tep Assay (20 tests) |
R-6015 Strep B Stick One-Step assay (25 strips) . M
R-6016 __Chlamydia One-Step assay (25 strips)
R-6017 _ Tuberculosis (TB) One-Step assay (20 tests) -
R-6018 | Influenza A One-Step assay (20 tests) |
R-6026 | __Gonorrhea One-Step assay (20 tests) SIAINgR
R-6027 | Glardla intestinalis One-Step assay (20 tests)
R-6028 Crypto/Giardia One-Step assay (20 tests)
R-6029 E.coli 0157 One-Step assay (20 tests)
| R-6030 Entamoeha One-Step assay (20 tests) A
R-6031 Malaria One-Step assay (20 tests)
R-6032 Campylobacter One-Step assay (20 tests}_ |
R-6033 C.difficile A/B Toxins One-Step assay (20 tests) |
R-6034 | _ C.difficile GDH One-step assay o o
R-6035 _ _Noro/Rota One-step assay (20 tests) |
R-6036 Influenza A+B One-Step assay (20 tests)
. R-6037 Norovirus GI/GII One-step assay (20 tests)
| R-6038 _EBV IgM One-step assay (20 tests)
R-6039 Tetanus One-step assay (20 tests)
. R-6040 Astrovirus One-Step assay (20 tests)
| R6041 | __ Enterovirus One-Step assay (20 tests) -
___R-6042 _ Salmonella spp One-5Step assay (20 tests)
| R-6043 Salmnnella typhi One-Step assay (20 tEStsl B
R-6044 Listeria One-Step assay (20 tests) "
R-6045 Shigella spp One-Step assay (20 tests)
R-6046 Shigella dysenteriae One-Step assay (20 tests) |
R-6503-2 | Sensdheart One step Assay (2 Tests) g TS
R-6503-20 | .‘R—.w;;ﬁ‘feart;erjs steRAssay (20 Tests) L

Meet the pravisions of the Council Directive 98{793&( u;hp'mmg‘* m ,w.lm diagnostic medical devices

which apply to them:
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DECLARATION OF CONFOQRMITY

The products are intended to be used for detection of Pathogen antigens in different type of specimens..

Conformity assessment was performed according to Annex I af the Directive and according to Annex 1
rules.
And therefore their risk classification is classified as:
“other device, not listed under Annex Il and not self-testing ™
And are not covered by Annex 11 of the IV Diagnostic Medical Device Directive.

The following standards were used to prove the products’ conformity with the essential requirements of the
above Dircctive:

= 150 9001/2015 — Quality manapgement systems

- 150 13485:2012 Medical devices — Quality management systems — Requirements for regulatory
purposes

The authorized representative within the EU who has been empowered to enter into commitments our

behalf:

McdNet GmbH. Borkstrassc10. D-48163 Miinster. (icl'muﬁq'ﬁi $9-251-32266-0;
Fax: 49-251-32266-22 y |
(Name, address, phone and fax numbers) \E / ———
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June 6, 2018 (Name and signature of the senior comgany afficer)
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