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ERTIFICATE

"CE (IVD) NOTIFICATION

Ref. No.: FM 0447-2012
Order No.; FM 0429-2012 Date: 30/05/2012

THIS IS TO CERTIFY THAT, ACCORDING TO THE EUROPEAN COUNCIL DIRECTIVE 98/79/EC. OBELIS S.A.

.__*_-,ﬁtf;ﬂ. C.) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROTEAN
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ROBONTK (INDIA) PVT. LTD.

ADDRESS: PLOT NO. A-374, TTC, MIDC INDUSTRIAL AREA,DIST. THANE,
MAHAPE, NAVI MUMBAI-400 710- INDIA =
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The Manufacturer declaras that the IVD davice(s) comply(ies) with the Dlre?lve lnciuding’aﬁ;sﬁaqﬁdlﬁlremems 5.

The Manufacturer has provided Obelis s a. (O.E.A.R.C.} with all the appropnata dscla,ratgné accordi MJ@EC \
Directive - article 10 requirements Including the EC Declaration of Conformity m:ggning that bieefE 1»!rg:c3‘13)_ngL -
medical davices, ag stipulated here above, ara fuffilling the applicable requiremehis’of me"éﬁ_rﬁpeal\\f_: five
Q8/T9IEC ;

The notification of the following In-Vitro Diagnostic medical device(s) has haan i}gplataﬂ’ H;Obelis s.8. (0.EARC.) on
tha 23/12/2008 in compliance with the European Council Diractive 98/78/EC - article 10 requirements,

IN-VITRO DIAGHOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES (1 PAGE. | DEVICE)

As of the 24/12/2008, and as long as the manufacturer will continue complying with the heraabove mentioned
requirements* he therefore:

- Is required o affix the CE marking on these devices;

- place these devices in the Territary of Belgium and the other EEA Member States (excluding tarritories not in alignment
with Decision 2010/227/EW).
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date & stamp
rizad Representative Center is @ member of the European ,I

ot Representatives (E.A.A.R.} and \80 8001-2008 certified in
geccordancs to fession of a European Authorized Representative.
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‘and provided that the product dassil not be rejected by the Comgpetent Authorifies.
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NOT ED

Rajapl Pathak
B.Sc., LL.M.
NOTARY
. tet Floor, Vision Business Centre,
Bhiwandiwala Terrace, Adjacent the Court,
Thane. Ph.: 25340355, 9821138766

NOTED & REGISTERED
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Ref. No.: FM 0429-2012

Annex A’ - List of Devices

(Recital 29 of the Directive 98/78/EC an In Vitro Diagnostic Medical Davices)

& i

Commercial Catalogue Short
name - reference description and
oo number intended use

Prietest TOUCH,
is intended to be

| used in

i E laboratory,

| pathology and .

biood banks. It

measures the

optical density

| of the sample to

process the

rasults, which

are further use

in blochemical

invastigation . It

displays the |

. results as well

Generic Device Term

GMDN/EDMS
code**+

Biochemistry
1 Analyser

Other Davice
(Except Annex II and seif
testing devices )

GMDN code
30839

T Annax A s part of g
** The here above pro
SY/THEC),

Obelis S.A.
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