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Obelis European Authorized Representative Center is a member of the European Association of 
Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in 
accordance to the profession of a European Authorized Representative.

Mr. G. Elkayam CEO 
Obelis sa

Registered Address : Bd. Général Wahis 53 - 1030 Brussels I Registered Office Address : Bd Brand Whitlock 30, B-1200 Brussels - Belgium 
T: + 32 (0) 2 732 5954 I F: + 32 (0) 2 732 6003 I Email: mail@obelis.net I Website: www.obelis.net
V3 - ID: 00454716 - 22/02/2019

DNA-Technology, Research & Production, LLC

Order No.: LM 2003-2021

Ref. No.: GR 1922-2021

as stipulated and demanded by the aforementioned directive.

In-vitro diagnostic medical devices: Please See Annex A - List of Devices ( 6 pages, 10 Devices)

Date: 27/07/2021

name:

Address:

Belgium

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 27/07/2021 in compliance with the European Council Directive 98/79/EC - article 10 requirements.

As of the 28/07/2021, 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).

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:

* This is not a CE mark and is only provided
as a template for informational purposes.

20 Zheleznodorozhnaya Street
Protvino, Moscow Region
142281, Russia

** This Certificate will be automatically void if the notification is rejected by the EU Authorities or upon termination of the EAR
agreement.
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*This certificate will become void automatically upon termination of the EAR agreement 

- 01/05/2022

CERTIFICATE OF
IVD NOTIFICATION

This is to certify that, according to the Council Directive 98/79/EC, Obelis s.a. performed all notification 
duties and responsibilities as the European Authorized Representative (EC REP) of:

Reference No.: 

Order No.: 

Date:

Name:

Address:

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The manufacturer declares that the IVD device(s) comply(ies) with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (EC REP) 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 device(s), as stipulated here above, is/are fulfilling the applicable requirements of the 
European Council Directive 98/79/EC on the

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

IN-VITRO DIAGNOSTIC MEDICAL DEVICE(S): Please See Annex A - List of Devices 

As of the               , and provided that the manufacturer will continue complying with the 
hereabove mentioned requirements* he therefore:

- Is required to affix the CE marking on this(ese) device(s);

- Place this(ese) device(s) in the Territory of Belgium and/or the other EEA Member States 
(excluding territories not in alignment with Decision 2010/227/EU).*

BELGIUM

V4 - ID 00454716

Obelis European Authorized Representative Center is a member of the
European Association of Authorized Representatives (E.A.A.R.).
Obelis s.a. is ISO 9001 : 2015 and ISO 13485 : 2016 certified. 

LM 0616-2022 13/06/2022

EU DF 0310-202

DNA-Technology, Research &
Production, LLC

20 Zheleznodorozhnaya Street
Protvino, Moscow Region
142281, Russia
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 ( 9 Devices; 3 Pages)

18/05/2022



Order No.: EU DF 0310-2022 

Ref No.: LM 0616-2022

Annex A - List of Devices 

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

# Catalogue 

reference 

number 

Commercial 

Name 

Generic 

Device 

Term 

Short description and 

intended use 

GMDN 

/ GIVD 

Code 

Class and 

Rule under 

IVDD 

1. 
R3-P439-

S3/5EU 

AVRI Panel 

Multiplex 

REALTIME PCR 

Detection Kit 

REAL-TIME 

PCR 

Detection Kit 

The AVRI Panel Multiplex REAL-

TIME PCR Detection Kit is 

designed to detection of the 

most common causative agents 

of acute viral respiratory 

infections by Real-Time PCR 

method. Samples are human 

biological materials: 

nasopharyngeal swabs, 

oropharyngeal swabs, 

bronchoalveolar lavage, 

endotracheal aspirate, 

nasopharyngeal aspirate, 

phlegm. 

47922 

neither A 

nor B 

according 

II IVD 

98/79/EC 

2. 
R3-P446- 

S3/9EU 

SARS-CoV-2 Lite 

REAL-TIME PCR 

Detection Kit 

REAL-TIME 

PCR 

Detection Kit 

The SARS-CoV-2 Lite REALTIME 

PCR Detection Kit is designed to 

detect Coronavirus SARS-CoV-2 

in human biological samples 

(nasopharyngeal smears, 

oropharyngeal smears) with an 

aid Reverse Transcription (RT) 

and of Polymerase Chain 

Reaction (PCR) methods. 

64747 

neither A 

nor B 

according 

II IVD 

98/79/EC 

3. 

R1-P815-

S3/6EU 

R1-P815-

XA/5EU 

ENTEROFLOR 

Kiddy REAL-

TIME 

PCR Detection 

Kit 

REAL-TIME 

PCR 

Detection Kit 

The ENTEROFLOR Kiddy REAL-

TIME PCR Detection Kit is 

designed for detection of colon 

associated bacteria DNA 

(Firmicutes, Proteobacteria, 

Bacteroidetes, Actinobacteria, 

Fusobacteria, Verrucomicrobia, 

Euryarchaeota filums), including 

Candida fungi, as well as gene of 

methicillinresistance 

Staphylococcus spp. (mecA), 

Cl.difficile with enterotoxins A 

and B (tcdA, tcdB), Str.agalactiae 

with invasiveness marker gene 

(srr2) by real-time PCR in DNA 

preparations obtained from 

children's faeces sample. 

61058 

neither A 
nor B 

according II 
IVD 

98/79/EC 
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4. 

P-016-N/2EU 

P-016-1/2EU 

P-015-N/2EU 

PREP-OPTIMA 

DNA Extraction 

Kit 

Nucleic acid 

extraction/ 

isolation kit 

IVD 

The PREP-OPTIMA DNA 

Extraction Kit is intended for 

human, bacterial, viral, and 

fungal DNA extraction from 

human biological material 

(blood; buccal epithelium; 

smears/scrapings from 

respiratory, gastrointestinal, and 

urogenital tracts; urine; faeces; 

bioptates; amniotic liquid; 

ejaculate; cerebrospinal fluid; 

breast milk), as well as for DNA 

extraction from microbial 

cultures (bacterial, fungal) 

received from this biological 

material for further PCR analysis. 

52521 

neither A 
nor B 

according II 
IVD 

98/79/EC 

5. 

R1-H958-

N3/4EU 

R1-H959-

N3/4EU 

Hemostasis      

F2,F5 mutations 

REAL-TIME PCR 

Genotyping Kit 

REAL-TIME 

PCR 

Detection Kit 

The Hemostasis F2, F5 mutations 

REAL-TIME PCR Genotyping Kit is 

intended for detection and allelic 

discrimination of the genetic 

polymorphisms associated with 

risk of health complications 

provided by hormonal 

contraception use or in case of 

passing by hormonal 

replacement therapy. Samples 

are peripheral blood. 

59586 

neither A 

nor B 

according 

II IVD 

98/79/EC 

6. 

R1-H806-

S3/4EU 

R1-H806-

UA/4EU 

R1-H807-

S3/4EU 

R1-H807-

UA/4EU 

EGFR mutations 

REAL-TIME PCR 

Genotyping Kit 

REAL-TIME 

PCR 

Detection Kit 

The EGFR mutations REALTIME 

PCR Genotyping Kit is intended 

for the detection of somatic 

mutations in the EGFR gene 

(deletions and insertions in the 

19th exon, insertions in the 20th 

exon, mutations L858R, T790M, 

L861Q, S7681 and G719X) by real 

time PCR in human genomic DNA 

extracted from formaldehyde-

fixed paraffin-embeded (FFPE) 

non-small-cell lung cancer 

samples in order to choose the 

patients for target therapy with 

tyrosinkinase inhibitors. 

58271 

neither A 

nor B 

according 

II IVD 

98/79/EC 

7. 
P-028-N/2EU 

P-030-N/2EU 

PREP-PK Kit for 

sample 

pretreatment 

while 

processing of 

nucleic acids 

isolation 

Nucleic acid 

extraction/  

isolation kit 

IVD 

The PREP-PK kit is intended for 

the removal of inhibiting effects 

causing by fixation and 

proteolysis by proteinase K in 

human biomaterial 

(formaldehyde-fixed paraffinin-

embadded (FFPE) tissues, native 

tissues, cervical swabs taken in 

fixing transport medium for 

liquid-based cytology) before 

nucleic acid extraction for 

molecular-genetic analysis by 

PCR method. 

42703 

neither A 

nor B 

according 

II IVD 

98/79/EC 
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8. 

R1-P012- 

S3/4EU 

R1-P012-
23/4ElJ 

R1-P012-

UA/9EU 

Streptococcus 

agalactiae 

REAL-TIME PCR 

Detection Kit 

REAL-TIME 

PCR 

Detection Kit 

The Streptococcus agaiactiae 

REAL-TIME PCR Detection Kit is 

intended for Streptococcus 

agalactiae (group B 

streptococcus) DNA detection in 

human biological samples (blood, 

phlegm, urine, scrapes from 

respiratory tract, urogenital and 

gastrointestinal tracts, faeces or 

meconium, bioptates, 

cerebrospinal fluid), washings 

from catheters and endotracheal 

tubes and bacterial cultures by 

polymerase chain reaction with 

detection in real time. 

51753 

neither A 

nor B 

according 

II IVD 

98/79/EC 

9. 

R1-P101-

23/9EU 

R1-P101-

S3/9EU 

R1-P101-

UA/9EU 

Chlamydia 

trachomatis 

REAL-TIME PCR 

Detection Kit 

REAL-TIME 

PCR 

Detection Kit 

The Chlamydia trachomatis 

REAL-TIME PCR Detection Kit is 

designed to detect Chlamydia 

trachomatis nucleic acids in 

human biological samples with 

an aid of Polymerase Chain 

Reaction (PCR) method. Samples 

are human biological materials: 

urine, prostate fluid, ejaculate, 

scrapings of epithelial cells (from 

the urogenital tract, oropharynx, 

rectum, conjunctiva of the eye). 

47320 

B, 

according 

II IVD 

98/79/EC 

*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). 

Obelis s.a.

Date: 13/06/2022 
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B-1200 Brussels Belgium

Registered Adresss
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B-1030 Brussels Belgium
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*This certificate will become void automatically upon termination of the EAR agreement 

- 01/05/2022

CERTIFICATE OF
IVD NOTIFICATION

This is to certify that, according to the Council Directive 98/79/EC, Obelis s.a. performed all notification 
duties and responsibilities as the European Authorized Representative (EC REP) of:

Reference No.: 

Order No.: 

Date:

Name:

Address:

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The manufacturer declares that the IVD device(s) comply(ies) with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (EC REP) 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 device(s), as stipulated here above, is/are fulfilling the applicable requirements of the 
European Council Directive 98/79/EC on the

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

IN-VITRO DIAGNOSTIC MEDICAL DEVICE(S): Please See Annex A - List of Devices 

As of the               , and provided that the manufacturer will continue complying with the 
hereabove mentioned requirements* he therefore:

- Is required to affix the CE marking on this(ese) device(s);

- Place this(ese) device(s) in the Territory of Belgium and/or the other EEA Member States 
(excluding territories not in alignment with Decision 2010/227/EU).*

BELGIUM

V4 - ID 00454716

Obelis European Authorized Representative Center is a member of the
European Association of Authorized Representatives (E.A.A.R.).
Obelis s.a. is ISO 9001 : 2015 and ISO 13485 : 2016 certified. 
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Order No.: EU DF 0480-2022 

Ref No.: LM 0620-2022

Annex A - List of Devices 

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

# Catalogue 

reference 

number 

Commercial 

Name 

Generic 

Device 

Term 

Short description and intended use 

GMDN / 

GIVD 

Code 

Class and 

Rule under 

IVDD 

1. 

R1-P029-

S3/6EU 

R1-P029-

XA/5EU 

BacScreen 

Pneumo 

REALTIME 

PCR 

Detection Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

BacScreen Pneumo REAL-TIME 

PCR Detection Kit is designed for 

DNA analysis of bacteria from 

classes Bacilli, Betaproteobacteria, 

Chlamydia, Gammaproteobacteria 

and Mollicutes causing respiratory 

nosocomial and communityacquired 

infections and their complications 

(sepsis), in human biological material 

(sputum, aspirates, bioptates, 

exudates, smears/scrapes, washings 

from respiratory tract), bacterial 

cultures from this biomaterial and 

hemocultures, by real-time 

polymerase chain reaction. 

58957 
Neither A nor 

B according II 

IVD 98/79/EC 

2 

R1-H803-

S3/9EU 

R1-H803-

23/9EU 

R1-H803-

UA/9EU 

Fetal Gender 

REAL-TIME 

PCR 

Detection 

Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

Fetal Gender REAL-TIME PCR 

Detection Kit is intended for the 

detection of multi-copy fragment of Y 

chromosome in samples of cell-free 

fetal DNA extracted from the blood 

of pregnant women by Real-Time PCR 

method. 

60003 

Neither A nor 

B according II 

IVD 98/79/EC 

3 

R1-H802-

S3/9EU 

R1-H802-

23/9EU 

Fetal RHD 

Genotyping 

REAL-TIME 

PCR Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

Fetal RHD Genotyping REALTIME PCR 

Kit is designed to detect cell-free fetal 

DNA of RHD gene in the blood of 

Rhdnegative pregnant women with an 

aid of Polymerase Chain Reaction 

(PCR) method in order to predict the 

risk of Rh-disease and hemolytic 

disease of the fetus and newborn. 

60103 

Neither A nor 

B according II 

IVD 98/79/EC 

4 

R1-H810-

S3/9EU 

R1-H810-

23/9EU 

NeoScreen 

SMA/TREC/ 

KREC REAL-

TIME PCR 

Detection 

Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

NeoScreen SMA/TREC/KREC 

REAL-TIME PCR Detection Kit is 

designed to detect homozygous 

deletion of exon 7 of the SMNI gene 

and assess the content of T cell 

receptor excision circles (TREC) and 

kappadeleting recombination 

excision circle (KREC) in newborn 

biological material (whole blood, 

dried blood spots) for screening for 

spinal muscular atrophy and primary 

59089 

Neither A nor 

B according II 

IVD 98/79/EC 
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immunodeficiencies by real-time 

PCR 

5 P-029-N/2EU 

PREP-CITO 

DBS DNA 

Extraction Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

The PREP-CITO DBS DNA 

Extraction Kit is intended for human 

genomic DNA extraction from dried 

blood spots (DBS) for further analysis 

with polymerase chain reaction (PCR) 

52521 

Neither A nor 

B according II 

IVD 98/79/EC 

6 

P-119-A/9EU 

P-119-N/9EU 

P-119-P/9EU 

P-120-P/9EU 

P-121-P/9EU 

PREP-MB 

DWP 

DNA/RNA 

Extraction Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

PREP-MB DWP DNA/RNA 

Extraction Kit is designed to 

extract NA from biological 

materials: nasopharyngeal, 

oropharyngeal swabs 

52521 

Neither A nor 

B according II 

IVD 98/79/EC 

7 
P-103-N/4EU 

P-103-A/8EU 

PREP-MB 

MAX 

DNA 

Extraction Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

PREP-MB MAX DNA Extraction Kit is 

intended for human, bacterial, 

viral, and fungal DNA extraction 

from human biological material 

(whole peripheral blood; 

smears/scrapings from urogenital 

tract and rectum; urine; ejaculate; 

milk; faeces) for further PCR 

analysis. 

52521 

Neither A nor 

B according II 

IVD 98/79/EC 

8 P-027/2EU 

PREP-NA-FET 

DNA 

Extraction Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

The PREP-NA-FET DNA 

Extraction Kit is intended for fetal 

DNA purification from peripheral 

blood of pregnant women. 

52521 

Neither A nor 

B according II 

IVD 98/79/EC 

9 

P-901-1/1EU 

P-901-R/1EU 

P-901-N/1EU 

STOR-F 

transport 

medium 

REAL-

TIME 

PCR 

Detection 

Kit 

The STOR-F transport medium is 

intended for transport and storage of 

human biological samples 

(scrapes/smears of epithelial cells 

from urogenital tract, oropharynx, 

nasopharynx, rectum, skin, 

conjunctiva of the eye) followed by 

nucleic acids analysis (human DNA, 

DNA of microorganisms, RNA of 

viruses) by polymerase chain reaction 

method 

63232 
Neither A nor 

B according II 

IVD 98/79/EC 

10 

R1-P204- 

S3/9EU 

R1-P204- 

23/9EU, 

R1-P204- 

UA/9EU 

CMV REAL-

TIME 

PCR 

Detection 

Kit 

REAL-

TIME 

PCR 

Detection 

Kit 

CMV REAL-TIME PCR Detection Kit is 

designed to detect CMV nucleic acids 

in human biological samples with an 

aid of Polymerase Chain Reaction 

(PCR) method 

30798 

B, according Il 

IVD 

98/79/EC 

*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

Obelis s.a.

Date: 13/06/2022 

Stamp: 

2 of 2

https://obelis.eu1.documents.adobe.com/verifier?tx=CBJCHBCAABAAFFBGwHQURC4tlHCO0o7nVk6bG4985kPT













































		2023-10-18T11:20:58+0300
	Moldova
	MoldSign Signature




