belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

'CERTIFICATE

IVD NOTIFICATION

Ref. No.: TMV 2499-2021
BELGIUM
Order No.: JC 1991-2021 Date: 26/10/2021

THIS IS TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A. (O.E.A.R.C))
PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REP) OF:

ABDOS LABTECH PVT. LTD.

ADDRESS: PLOT NO-1, SHIV GANGA INDUSTRIAL ESTATE, LAKESHWARI,
BHAGWANPUR, ROORKE PIN-247667, INDIA

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics

medical devices, as stipulated here above, are fulfilling the applicable requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on
the 19/10/2021 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES (9 PAGES, 17 DEVICES)

As of the 20/10/2021, and as long as the manufacturer will continue complying with the hereabove mentioned
requirements™ he therefore:

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

- Place these devices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in
alignment with Decision 2010/227/EU).

Mr. G. Elkayam CEO
Obelis sa

=3 “' “"\ Obelis European Authorized Representative Center is a member of the European Association of
‘E‘ﬁ 3 *J Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in

accordance to the profession of a European Authorized Representative.

oum"

* This Is not a CE mark and Is only provided
3s a tempiate for Informational purposes.
** This Certificate will be automatically void if the notification is rejected by the EU Authorities or upon termination of the EAR

agreement.

Registered Address: Bd. Général Wahis 53-1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels- Belgium
T: +32(0) 27325954 | F: +32(0)2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net
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Order No.: JC 1991-2021
Ref No.: TMV 2499-2021

Annex A - List of Devices

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

Catalogue Commercial
# reference Name Generic Device Term Short description and intended use GMDN Code Class
number
1 ([P10201, Micro Micro Centrifuge Hematocrite Centrifuge,To centrifuge the 43761|All Others
P10202, Centrifuge Tube|Tubes (Natural, small volume of blood samples, serum,
P10203, Coloured ,Amber & [plasma, human tissue, wound samples for the
P10207, Last Drop) detection of pathogen or genetically disease
P10201A,
P10204,
P10204A,
P10205,
P10203A,P1020
8,P10209,P102

10, etc..
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P10430,
P10401,P10441
,P10431,P1040
3,P10443,P104
05,
P10407,P10405
T,
P10407T,P1043
2,P10423,
P10449,
P10411,
P10413,
P10415,
P10417,P10480
, P10481,
P10483,
P10487,
P10484,
P10486,R,G,B,
etc

Centrifuge Tube

Centrifuge Tube,
Conical/Self Stand
(Natural/ Amber)

Hematocrite Centrifuge, To centrifuge the
large volume of blood samples, serum,
plasma, human tissue, wound samples for the
detection of pathogen or genetically disease

43761

All Others
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P10402,
P10442,
P10404,
P10444,
P10406,
P10408,
P10406T,
P10408T,
P10419,P10421
P10424,P10450
, P10425,
P10451,P10426
,P10452,P1042
7,P10453,
P10412,P10414
, P10418,
P10482,
P10485,
P10488, R,G,B,
etc

Centrifuge Tube

Centrifuge Tube,
Conical/Self Stand
(Natural/ Amber)
Sterile

Hematocrite Centrifuge, To centrifuge the
large volume of blood samples, serum,
plasma, human tissue, wound samples for the
detection of pathogen or genetically disease

58970

All Others

P21020,
P21022,
P21025,P21026
, P21014,
P21023,
P21031,
P21033,
P21026 etc..

Tissue Culture
Treated Plates

Tissue Culture
Plates/Culture, PS

Diagnosis of Lymes/ELISA/RIA, For the
culturing of the blood samples, serum,
plasma, human tissue, wound samples, urine
samples, human excreta for the enumeration
of numbers , detection of pathogen/ species &
antibiotic sensitivity of the pathogen

17440

All Others
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5 ([P10115, Micro Tips Micro Tips, PP (Bulk, |Blood Coagulation( accessory of 63337|All Others
P10137, Last Drop, Filter, Coagulometer) ,To transfer the accurate
P10130, Racked & Refill) amount of blood samples, serum, plasma,
P10101, human tissue, wound samples for the
P10105, detection of pathogen or genetically disease
P10138,
P10102, 10106,
P10144,
P10145,
P10116,
P10139,
P10140,
P10141,
P10107,P10108
, P10142,
P10109,
P10110,
P10117,
P10147,
P10149,
P10148,
P10111,
P10112,
P10150,
P10113,

nanaaa
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6 ([P10707,P10706 |PCR Tubes PCR Tubes (Plates) |For the isolation & detection of blood, 61304(All Others
,P10701,P1070 PP detection of pathogen/ species & antibiotic
2,P10713,P107 sensitivity of the pathogen, DNA, RNA
17, P10713, detectio/Blood Coagulation
P10715,
P10723,
P10709,
P10708 etc..
7 |P10901,P10902 |Petri Dish Petridish , PS Diagnosis of Lymes/ELISA/RIA, For the 43344|All Others
,P10903,P1094, culturing of the blood samples, serum,
P10905,P10906 plasma, human tissue, wound samples, urine
,P10907,P1090 samples, human excreta for the enumeration
8,P10909,P091 of numbers , detection of pathogen/ species &
1,P10912,P109 antibiotic sensitivity of the pathogen
28,P10927,P10

931,P10935,P1
0937,P10934,P

10915,P10920,
P10924,P10922
6 etc..
8 |P10303, RIA Vial RIA Vial , PP/PS Hematocrite tubes in diagnosis of Lymes/ 43324|All Others
P10306,P10301 ELISA/RIA, For the sample preparation of
, P10305, blood samples, serum, plasma, human tissue,
P10301A, wound samples for the detection of pathogen
P10301A1, or genetically disease
P10305A,

P10305A1 etc..
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9 |P21070,P21072 |Bioreaction Bioreaction Tube, Hematocrite tubes in diagnosis For the 64705|All Others
,P21071 etc.. |Tube PP/HDPE culturing of the blood /Urine samples, serum,
plasma, human tissue, wound samples, urine
samples, human excreta for the enumeration
of numbers, detection of pathogen/ species &
antibiotic sensitivity of the pathogen
P10304, RIA Vial Cap Radioimmunoassay |Hematocrite tubes in diagnosis of Lymes/ 43324]All Others
P10307, (RIA) Vial Cap ELISA/RIA, For the sample preparation of
P10302, PP/HDPE/LDPE blood samples, serum, plasma, human tissue,
10 P10312,P10313 wound samples for the detection of pathogen
, A, A1, R,B,G)Y, or genetically disease
etc.
P40101,P40105 [Sample Sample Container, [Hematocrite ,For the sample collection of 46023 |All Others
,P40103,P4011 |Container PP/HDPE blood, serum, plasma, Tissues, wound
2, R, B,W, etc samples, Urine for the detection of pathogen
or genetically diseases
11
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P40102, Sample Sample Container, [Hematocrite ,For the sample collection of 46023]|All Others
P40106,P40104 |Container PP/HDPE, Sterile blood, serum, plasma, Tissues, wound
, P40113, samples, Urine for the detection of pathogen
P40109,P40110 or genetically diseases
12 | R, B,W, etc
P60115 Cryo Vial Cryo Vial External Hematocrite, For the preservation of 65457|All Others
P60116 External Thread |Threaded Sterile, PP |notochord, embryo, placental stems cells for
P60117 the future prospective to detect & cure
13 P60118 genetically disease.
P60108 Cryo Vial Cryo Vial Internal Hematocrite, For the preservation of 65457|All Others
P60109 Internal Thread [Threaded Sterile notochord, embryo, placental stems cells for
P60110 with Silicone Seal, PP |the future prospective to detect & cure
P60112 genetically disease.
P60113
14
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P60102,P60103
, P60102NP,
NPNS, P60119,
P60106,
P60107,
P60119A,
P60119A1,
P60106A,
P60106A1,
P60107A,
P60107A1,
P60104
R,B,Y,G,W,P601
14
R,B,W,G,Y,P601
078, etc

Freezing Tubes

Freezing
Tubes(Storage Vial)

Hematocrite, For the preservation of
notochord, embryo, placental stems cells for
the future prospective to detect & cure
genetically disease.

65457

All Others

16

P10224,
P10223,
P10232,
P10232,
P10240,
P10241,
P10228,
P10229,
R,B,Y,G,A

Screw Cap Vial

Screw Cap Vials, PP

Hematocrite, For the preservation of
notochord, embryo, placental stems cells for
the future prospective to detect & cure
genetically disease.

43761

All Others
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P10224,
P10223,
P10232,
P10232,
P10240,
P10241,
P10228,
P10229,
R,B,Y,G,A

Screw Cap Vial

Screw Cap Vials, PP,
Sterile

Hematocrite, For the preservation of
notochord, embryo, placental stems cells for
the future prospective to detect & cure
genetically disease.

58970

All Others

* Annex A is part of the Agreement.

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

Signature:

-

Stamp:

Obelis s.a.- O.E.A.R.C.
Registered Address :
Bld Général Wahis 53
1030 Bruxelles
Tél +322 73259 54 - Fax +32 273260 03
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