belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

A.R.-CERTIFICATE

(Article 11 of the REGULATION (EU) 2017/745 on Medical Devices)

ref. no.: PM

M 1880-2021
date: 07/07/2021

Order No.: DK 1556-2021

Manufacturer: Unit I, Export Promotion Industrial

Product Categories:

Models:

it A PREVEST DENPRO LIMITED

( Facilities: Unit Il, Export Promotion Industrial
Park (EPIP), Bari Brahmana Park (EPIP), Bari Brahmana
181133 Jammu, India. 181133 Jammu, India.

PREVEST DENPRO LIMITED

Please See Annex A - List of Devices (147 Devices, 22 Pages)

Please See Annex A - List of Devices (147 Devices, 22 Pages)

The European Authorized Representative Center Obelis s.a. declares it will assume the role of European Authorised
Representative of the aforementioned manufacturer, provided that the manufacturer complied with the terms and
conditions set out in the EAR Services Agreement, which entered into force on August 1st 2020*, and the Mandate is

*This certificate is not a confirmation of product notification nor an approval to place products on the market.
**This certificate will become void automatically upon termination of the EAR agreement or rejection of the products from Obelis PRR

Reg%gr(ecg éddress Bd. Général Wahis 53 - 1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium

V3 — ID:

signed by both parties in accordance with article 11.2 of the MDR (EU) 2017/745.

= -
7S
7
]
o
0) /

Obelis s.a.- O.E.AR.C.
Registered Address :
Bld Général Wahis 53
1030 Bruxelles

Tél. +322 73259 54 - Fax +32 273260 03

Mr. G. Elkayam CEO
Obelis sa

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.

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

7325954 | F: + 32 (0) 2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net
00072720— 15/01/2021




Country: India

ANNEX to MDR EAR Certificate
Manufacturer: PREVEST DENPRO LIMITED

Order No.: DK 1556-2021

Reference No.: PMM 1880-2021

GMDN/ | Generic device name Commercial Name of Intended use Class Rule Legacy | Mandated | Mandate | Mandated
EMDN (including BASIC device (Y/N) (Y/N) starting Vigilance
uDI) date (Y/N)
Direct restoration and permanent filling dental
” cavities. It is indicated for direct filling of class I, 11, llI,
35875 M N-Z, Refill BEEK IV and V Cavities in anterior and posterior teeth.
9 Preventive resin restoration and repair of composite lla 8 Y N N/A Y
/ ceramic veneers
Direct restoration and permanent filling dental
. cavities. It is indicated for direct filling of class I, 11, 111,
35876 Magma4|:l(1’ LT i IV and V Cavities in anterior and posterior teeth.
] 9 Preventive resin restoration and repair of composite lla 8 Y N N/A Y
Restorgtlve / ceramic veneers
Materials : ; =
++D967RMTF0797 Direct restoration and permanent filling dental
i cavities. It is indicated for direct filling of class I, I, 1Il,
35876 Spma §I4Master A IV and V Cavities in anterior and posterior teeth.
9 Preventive resin restoration and repair of composite lla 8 Y N N/A Y
/ ceramic veneers
Direct restoration and permanent filling dental
. cavities. It is indicated for direct filling of class I, 11, 1,
Magma NT Unit Dose s . . .
35875 Compules 20x0.25 IV and V Cavities in anterior and posterior teeth.
P 220 Preventive resin restoration and repair of composite lla 8 Y N N/A Y

/ ceramic veneers
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Fusion Universal
Composite Refill Pack

49

Direct restoration and permanent filling dental
cavities. It is indicated for direct filling of class I, 11, 111,
IV and V Cavities in anterior and posterior teeth.
Preventive resin restoration and repair of composite
/ ceramic veneers

lla

N/A

Octolight Composite
1x4g Al

Direct restoration and permanent filling dental
cavities. It is indicated for direct filling of class I, II, III,
IV and V Cavities in anterior and posterior teeth.
Preventive resin restoration and repair of composite
/ ceramic veneers

lla

N/A

Octolight Composite
1x4g A2

Direct restoration and permanent filling dental
cavities. It is indicated for direct filling of class I, 11, 11,
IV and V Cavities in anterior and posterior teeth.
Preventive resin restoration and repair of composite
/ ceramic veneers

lla

N/A

Octolight Composite
1x4g A3

Direct restoration and permanent filling dental
cavities. It is indicated for direct filling of class I, 11, llI,
IV and V Cavities in anterior and posterior teeth.
Preventive resin restoration and repair of composite
/ ceramic veneers

lla

N/A

5| 35875
6| 35875
7 | 35875
8 | 35875
9| 35875
10 | 35875

Octolight Composite
1x4g A3.5

Direct restoration and permanent filling dental
cavities. It is indicated for direct filling of class I, 11, 11,
IV and V Cavities in anterior and posterior teeth.
Preventive resin restoration and repair of composite
/ ceramic veneers

lla

N/A

Fusion Universal
Composite Intro Kit
4x49g

Direct restoration and permanent filling dental
cavities. It is indicated for direct filling of class I, I, 111,
IV and V Cavities in anterior and posterior teeth.
Preventive resin restoration and repair of composite
/ ceramic veneers

Ila

N/A
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Fusion Universal
Composite Master Kit

Direct restoration and permanent filling dental
cavities. It is indicated for direct filling of class I, 11, 111,
IV and V Cavities in anterior and posterior teeth.

11 | 35876
12 | 35876
13 | 35875
14 | 35875
15 | 35875

7x4g Preventive resin restoration and repair of composite lla N/A
/ ceramic veneers
Direct restoration and permanent filling dental
Fusion Universal cavities. It is indicated for direct filling of class I, II, III,
Composite Master Kit IV and V Cavities in anterior and posterior teeth.
7x49 Preventive resin restoration and repair of composite lla N/A
/ ceramic veneers
Direct restoration and permanent filling dental
Fusion Universal cavities. It is indicated for direct filling of class I, 11, 11,
Composite Unit Dose IV and V Cavities in anterior and posterior teeth.
Compules 20x0.25g Preventive resin restoration and repair of composite lla N/A
/ ceramic veneers
Direct restoration and permanent filling dental
cavities.To be used for direct filling of class V
. . (Cervical Caries), root erosions, wedge shaped
R P T s defects. Fillings of anterior teeth (Class Il & IV).Small
1x2g fillings i 4 . ; lla N/A
gs in posterior teeth. Repair of composite and
ceramic veneers Block out of undercuts. Adhesive
cementing of composite and ceramic restorations.
Direct restoration and permanent filling dental
cavities.To be used for direct filling of class V
Octolight Flow (Cervi(?a! Caries), roo.t erosions, wedge shaped
: defects. Fillings of anterior teeth (Class Il & IV).Small
Composite 1x2g A2 lla N/A

fillings in posterior teeth. Repair of composite and
ceramic veneers Block out of undercuts. Adhesive
cementing of composite and ceramic restorations.
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Octolight Flow
Composite 1x2g A3

Direct restoration and permanent filling dental
cavities.To be used for direct filling of class V
(Cervical Caries), root erosions, wedge shaped
defects. Fillings of anterior teeth (Class Il & IV).Small
fillings in posterior teeth. Repair of composite and
ceramic veneers Block out of undercuts. Adhesive
cementing of composite and ceramic restorations.

lla

N/A

Octolight Flow
Composite 1x2g A3.5

Direct restoration and permanent filling dental
cavities.To be used for direct filling of class V
(Cervical Caries), root erosions, wedge shaped
defects. Fillings of anterior teeth (Class Il & IV).Small
fillings in posterior teeth. Repair of composite and
ceramic veneers Block out of undercuts. Adhesive
cementing of composite and ceramic restorations.

lla

N/A

Fusion Flo Intro Pack
2x2g

Direct restoration and permanent filling dental
cavities.To be used for direct filling of class V
(Cervical Caries), root erosions, wedge shaped
defects. Fillings of anterior teeth (Class Il & IV).Small
fillings in posterior teeth. Repair of composite and
ceramic veneers Block out of undercuts. Adhesive
cementing of composite and ceramic restorations.

lla

N/A

16 | 35875
17 | 35875
18 | 35875
19 | 35875
20 | 35875

Fusion Flo 1x1.2ml

Direct restoration and permanent filling dental
cavities.To be used for direct filling of class V
(Cervical Caries), root erosions, wedge shaped
defects. Fillings of anterior teeth (Class Il & IV).Small
fillings in posterior teeth. Repair of composite and
ceramic veneers Block out of undercuts. Adhesive
cementing of composite and ceramic restorations.

lla

N/A

Fusion Flo SE Trial
Pack 1x2g

Fusion Flo SE is indicated for direct filling of class V
(Cervical Caries), root erosions, wedge shaped
defects. Fillings of anterior teeth (Class Il & IV). Small
fillings in posterior teeth.

|F]

N/A

Page 4 of 22

Attachments - ANNEX to MDR EAR Certificate -V323/03/2021 - ID: 00444720




Fusion Flo SE Intro
Pack 2x2g

Fusion Flo SE is indicated for direct filling of class V
(Cervical Caries), root erosions, wedge shaped
defects. Fillings of anterior teeth (Class Il & 1V). Small
fillings in posterior teeth.

Ila

N/A

Fusion Flo Combo kit
4x29g

Direct restoration and permanent filling dental
cavities.To be used for direct filling of class V
(Cervical Caries), root erosions, wedge shaped
defects. Fillings of anterior teeth (Class Il & IV).Small
fillings in posterior teeth. Repair of composite and
ceramic veneers Block out of undercuts. Adhesive
cementing of composite and ceramic restorations.

lla

N/A

Self Comp

Direct restoration and permanent filling of dental
cavities. The device is Intended for class lll to V
fillings - class | and Il fillings which are not exposed to
occlusal forces - extended fissure sealing - core build-
up - reconstruction of traumatically affected teeth -
improving aesthetics (e.g. diastema, hypoplasia,
conical teeth, erosions)

N/A

Fusion Core DC Flo
Intro Pack

Core build-up of vital or non-vital teeth and luting of
fiber post

lla

N/A

21| 35875
22 | 35875
23 | 16725
24 | 38789
25| 38789
26 | 31780

Fusion Core DC Flo
Combo Pack

Core build-up of vital or non-vital teeth and luting of
fiber post

lla

N/A

PF Seal Trial Pack 1x2g

Sealing /filling of pits & fissures. Intended for
Sealing/filling of pits and fissures, Sealing/facing of
damaged enamel surfaces, Covering of caries
predilection sites during orthodontic treatment,
Sealing of deciduous teeth.

lla

N/A
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27

31780

PF Seal Intro Pack
2x29

Sealing /filling of pits & fissures. Intended for
Sealing/filling of pits and fissures, Sealing/facing of
damaged enamel surfaces, Covering of caries
predilection sites during orthodontic treatment,
Sealing of deciduous teeth.

Ila

N/A

28

31780

PF Seal SE Trial Pack
1x29g

1. Sealing/filling of pits and fissures.

2. Sealing/facing of damaged enamel surfaces.
3. Covering of caries predilection sites during
orthodontic treatment.

4. Sealing of deciduous teeth.

lla

N/A

29

31780

PF Seal SE Intro Pack
1x2g

1. Sealing/filling of pits and fissures.

2. Sealing/facing of damaged enamel surfaces.
3. Covering of caries predilection sites during
orthodontic treatment.

4. Sealing of deciduous teeth.

lla

N/A

30

35870

Fusion Ultra D/C Intro
Pack

Permanent cementation of crown and bridge,
Permanent cementation of endodontic posts made
of metal, re-enforced composites, permanent
cementation of implant retained crowns.

lla

N/A

31

35870

Fusion Ultra D/C
Universal Intro Pack

Cementation of crowns, bridges inlays and onlays.
Cementation of prosthetic restorations on implants
abutments and frames, Cementation of adhesion
bridges and splints, Cementation of posts and cores.

lla

N/A

32

35870

Fusion Self Lute Intro
Pack

Cementation of indirect restorations Cementation of
indirect restoration (Inlays, crowns bridges, posts)
made of :

Metal and metal ceramics, reinforced composite.
All ceramics
Composites.

lla

N/A
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Fusion Crysta Adhesive

This product is Indicated for metal and ceramic

17 . N/A
33| 31750 Trial Pack 1x4g orthodontic brackets and bands to be bonded L2 /
Fusion Crysta Adhesive This product is Indicated for metal and ceramic
34 31750 1
Intro Pack 2x4g orthodontic brackets and bands to be bonded @ N/A
35 | 38770 Apacal Art Trial Pack Direct and indirect pulp cap.ping and lining for pulp lla N/A
1x2g protection
36 | 38770 Apacal Art Intro Pack Direct and indirect pulp cap.plng and lining for pulp Ila N/A
2x29 protection
Pulp protecting agent in deep cavities and cavity liner
37 | 38770 Fusion | Seal Trial Pack under varlo.us restorations F.u5|on I-Seal single ila N/A
1x2g component, light cured glass ionomer cement for
lining, extended fissure sealing and smaller lesions.
Sealants Liners & : Pulp protectlr.\g agent in dc.aep caV|'F|es and caylty liner
33| 38770 Base Materials Fusion | Seal Intro Pack under varlo.us restorations F.u5|on I-Seal single Iia N/A
++D967SLTFO89B 2x29 component, light cured glass ionomer cement for
lining, extended fissure sealing and smaller lesions.
Pulp protecting agent in deep cavities and cavity liner
39 | 38770 Fusion | Seal Economy under variots restorations l—jusmn I-Seal single ila N/A
Pack 4x2g component, light cured glass ionomer cement for
lining, extended fissure sealing and smaller lesions.
Pulp protecting agent in deep cavities and cavity liner
40 | 38770 Fusionil Seal 1x3g under various restorations Fusion I-Seal single lla N/A

component, light cured glass ionomer cement for
lining, extended fissure sealing and smaller lesions.
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Pulp protecting agent in deep cavities and cavity liner
under various restorations Fusion I-Seal single

41 38770 NS - component, light cured glass ionomer cement for e N/A
lining, extended fissure sealing and smaller lesions.
Direct Pulp capping and cavity liner under all filling
42 | 38770 Cal LC Trial Pack 1x2g materials. Direct pulp capping, lining under all filling lla N/A
materials, temporaryand long term sealing.
Direct Pulp capping and cavity liner under all filling
43 | 38770 Cal LC Intro Pack 2x2g | materials. Direct pulp capping, lining under all filling lla N/A
materials, temporaryand long term sealing.
Direct Pulp capping and cavity liner under all filling
44 | 38770 Cal L E:ggomy e materials. Direct pulp capping, lining under all filling lla N/A
9 materials, temporaryand long term sealing.
Fusion Bond 7 Intr Fusion Bond 7 / Fusion Self Etch Bond adhesive can
45 | 34782 usio Y 0 be used for the bonding of both direct and indirect lla N/A
Pack 5ml 3
restorations.
. Fusion Bond 7 / Fusion Self Etch Bond adhesive can
46 | 34782 s SE gl ot be used for the bonding of both direct and indirect lla N/A
. Intro Pack 5ml h
Adhesives restorations.
++D967ADTF09X8 Fusion Bond 7 Fusion Bond 7 / Fusion Self Etch Bond adhesive can
47 | 34782 O be used for the bonding of both direct and indirect lla N/A
Economy Pack 2x5ml X
restorations.
. Fusion Bond 7 / Fusion Self Etch Bond adhesive can
48 | 34782 O Self Etch Bond be used for the bonding of both direct and indirect lla N/A

Economy Pack 2x5ml

restorations.
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Fusion Bond 5 Intro
Pack 5ml

Adhesive for direct, light-curing and dual-curing
composite and compomer restorations.
Adhesive for light-initiated resin cements used in
conjunction with indirect all-ceramic and composite
restorations (inlays, onlays, veneers and full-
coverage crowns).

lla

N/A

Fusion Total Etch Bond
Intro Pack 5ml

Adhesive for direct, light-curing and dual-curing
composite and compomer restorations.
Adhesive for light-initiated resin cements used in
conjunction with indirect all-ceramic and composite
restorations (inlays, onlays, veneers and full-
coverage crowns).

lla

N/A

Fusion Bond 5
Economy Pack 2x5ml

Adhesive for direct, light-curing and dual-curing
composite and compomer restorations.
Adhesive for light-initiated resin cements used in
conjunction with indirect all-ceramic and composite
restorations (inlays, onlays, veneers and full-
coverage crowns).

lla

N/A

Fusion Total Etch Bond
Economy Pack 2x5ml

Adhesive for direct, light-curing and dual-curing
composite and compomer restorations.
Adhesive for light-initiated resin cements used in
conjunction with indirect all-ceramic and composite
restorations (inlays, onlays, veneers and full-
coverage cCrowns).

lla

N/A

Fusion Bond DC

Direct, Light Cure Composite restorations, Core
Build-Ups and adhesion of resin cements for post,
crowns, bridges, inlays and onlays.

lla

N/A

49 | 34782
50 | 34782
51 | 34782
52 | 34782
53 | 34782
54 | 34782

Renew MDP Regular
Pack 1x5ml

Renew MDP can be used for the bonding of both
direct and indirect restorations and may be used
with or without phosphoric acid etchant.

lla

N/A
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55

34782

56

34782

57

34782

58

31750

59

31750

Renew Universal Intro
Pack 1x1.2ml

Renew MDP can be used for the bonding of both
direct and indirect restorations and may be used
with or without phosphoric acid etchant.

N/A

Renew Universal
Regular Pack 1x5ml

Renew Universal can be used for the bonding of both
direct and indirect restorations and may be used
with or without phosphoric acid etchant.

lla

N/A

Renew Universal 2x5ml

Renew Universal can be used for the bonding of both
direct and indirect restorations and may be used
with or without phosphoric acid etchant.

lla

N/A

Fusion Crysta Adhesive
Primer Regular Pack

Fusion Crysta Adhesive Primer is indicated for use as
a combined etchant and primer in orthodontic
treatment and is used only with light curing direct
bonding orthodontic adhesive (FUSION CRYSTA
ADHESIVE).

lla

N/A

Fusion Crysta
Orthodontic Adhesive
Kit

This product is Indicated for metal and ceramic
orthodontic brackets and bands to be bonded.
Fusion Crysta Adhesive Primer is indicated for use as
a combined etchant and primer in orthodontic
treatment and is used only with light curing direct
bonding orthodontic adhesive (FUSION CRYSTA
ADHESIVE).

lla

N/A

60

34779

Dental Cements
++D967DCTF10X
M

Micron Silver

Core build-up. Restoration of primary teeth.
Cases where radiopacity is required.
As a base or liner. Class |, limited Class ll(low stress
bearing areas), temporary fillings, etc.

Long term temporary replacement of cusps.
Intermediate restoratives and base material for class
I and Il cavities using the sandwich
technique. Class V restorations in non-aesthetic
situations. Restorative in the field using the ART
technique. Temporary endodontic fillings.

lla

N/A
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Crysta Silver

Core build-up. Restoration of primary teeth.
Cases where radiopacity is required.
As a base or liner. Class |, limited Class ll(low stress
bearing areas), temporary fillings, etc.

Long term temporary replacement of cusps.
Intermediate restoratives and base material for class
I and Il cavities using the sandwich
technique. Class V restorations in non-aesthetic
situations. Restorative in the field using the ART
technique. Temporary endodontic fillings.

lla

N/A

61| 34779
62 | 34779
63 | 34779

Micron Bioactive

Core build-up. Restoration of primary teeth.
Cases where radiopacity is required. As a base or
liner. Class |, limited Class ll(low stress bearing
areas), temporary fillings, etc. Long term temporary
replacement of cusps. Intermediate restoratives and
base material for class | and Il cavities using the
sandwich technique. Class V restorations in non-
aesthetic situations. Restorative in the field using the
ART technique. Temporary endodontic fillings.

lla

N/A

Crysta Bioactive

Core build-up. Restoration of primary teeth.
Cases where radiopacity is required. As a base or
liner. Class I, limited Class II(low stress bearing
areas), temporary fillings, etc. Long term temporary
replacement of cusps. Intermediate restoratives and
base material for class | and Il cavities using the
sandwich technique. Class V restorations in non-
aesthetic situations. Restorative in the field using the
ART technique. Temporary endodontic fillings.

lla

N/A
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Micron Superior

Restoration of primary teeth, core build up and
restoration of class Ill, V and limited class | cavities.

lla

N/A

Crysta Restorative

Restoration of primary teeth, core build up and
restoration of class Ill, V and limited class | cavities.

lla

N/A

Micron Superior
Capsules

Restoration of primary teeth, core build up and
restoration of class I, V and limited class | cavities.

lla

N/A

Micron Luting

Cementation of metal-based inlays, onlays crowns
and bridges. Cementation of high strength (Zirconia
based) all ceramic crowns and bridges. Cementation

of stainless steel Crowns
Attachment of metal orthodontic bands.

lla

N/A

Crysta Luting

Cementation of metal-based inlays, onlays crowns
and bridges. Cementation of high strength (Zirconia
based) all ceramic crowns and bridges. Cementation

of stainless steel Crowns
Attachment of metal orthodontic bands.

lla

N/A

Poly Zinc + Intro Pack

Cementations of crowns, bridges, inlays and
orthodontic brackets. Cavitylining under all
restorative materials. Temporary fillings

lla

N/A

Poly Zinc + Economy
Pack

Cementations of crowns, bridges, inlays and
orthodontic brackets.
Cavitylining under all restorative materials.
Temporary fillings

lla

N/A

64 | 34783
65 | 34783
66 | 34783
67 | 34779
68 | 34779
69 | 16705
70 | 16705
70 | 16710

Zinc F+ Intro Pack

Cementation of crowns, bridges, inlays and
orthodontic brackets.
Cavity lining under all restorative materials.

N/A
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71

16710

Zinc F+ Economy Pack

Cementation of crowns, bridges, inlays and
orthodontic brackets.
Cavity lining under all restorative materials.

Ila

N/A

72

38778

73

38778

74

46939

75

46939

76

38778

77

31783

78

16709

Temporary Filling
Materials
++D967TMTF119Q

Orafil-G 40g

Recommended for temporary restoration of cavities
in the interval between tooth preparation and the
permanent cementation of completed inlays.

lla

N/A

Orafil Plus 40g

Recommended for temporary restoration of cavities
in the interval between tooth preparation and the
permanent cementation of completed inlays and as
a cementing medium for all types of temporary
crowns.

lla

N/A

OraTemp NE Manual
Mix Paste

Temporary cementation of provisional restorations &
Temporary cementation of final restorations.
The Product has been designed to remain in the
mouth for upto 4 weeks.

lla

N/A

OraTemp NE Automix
Mix Paste

Temporary cementation of provisional restorations &
Temporary cementation of final restorations.
The Product has been designed to remain in the
mouth for upto 4 weeks.

lla

N/A

Orafil LC 1x3g

All types of temporary fillings, temporary protection
in‘inlay and onlay technique.

lla

N/A

OraTemp C&B

Fabrication of temporary crowns, bridges, inlays,
onlays, and veneers.
Fabrication of long-lasting temporary restorations.
Lining material for prefabricated temporary crowns
made of composite .

lla

N/A

Zinc Oxide Powder
110g

Mix with Eugenol to form a thick paste and place into
a tooth cavity either as a dressing on a painful tooth
or as a lining under a non composite resin

lla

N/A
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restoration.

79 | 36095
80 | 36095
81 | 36095
82 | 36095
83 | 36095
84 | 36095
85 | 36095

Root Canal
Sealing Materials
++D967ESTFO15L

GuttaFill BA

Endodontic sealer.
Obturating material in combination with gutta-
percha.

lla

N/A

Eposeal

Permanent obturation of root canals of teeth of the
secondary dentition in combination with
root canal points.

lla

N/A

Eposeal Manual Mix
Cartridge

Permanent obturation of root canals of teeth of the
secondary dentition in combination with
root canal points.

lla

N/A

Zical Automix Paste

Permanent filling of dental root canal points.

lla

N/A

Zical Manual Mix Paste

Permanent filling of dental root canal points.

lla

N/A

Endoseal Plus

Permanent obturation of root canals of teeth of the
secondary dentition in combination with root canal
points.

lla

N/A

MTA Plus Trial Pack 1g

Dental procedures that contact vital pulp tissue such
as:

e Pulp capping,

e Cavity lining, or
¢ Pulpotomies.

Dental procedures that contact the periradicular

tissues such as :

¢ Root-end filling,
¢ Apexification,

e Perforation repair,
e Root resorption,
e Sealing, or
e Obturation (pulpectomy).

lla

N/A
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86

36095

MTA Plus Aqua

Dental procedures that contact vital pulp tissue such
as:

e Pulp capping,

e Cavity lining, or
¢ Pulpotomies.

Dental procedures that contact the periradicular

tissues such as :

¢ Root-end filling,
¢ Apexification,

e Perforation repair,
e Root resorption,
e Sealing, or
¢ Obturation (pulpectomy).

lla

N/A

87

36095

MTA Plus Intro Pack 2g

Dental procedures that contact vital pulp tissue such
as:

e Pulp capping,

e Cavity lining, or
¢ Pulpotomies.

Dental procedures that contact the periradicular

tissues such as :

¢ Root-end filling,
¢ Apexification,

e Perforation repair,
e Root resorption,
e Sealing, or
e Obturation (pulpectomy).

[F]

N/A
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Dental procedures that contact vital pulp tissue such
as:
e Pulp capping,
e Cavity lining, or
¢ Pulpotomies.
Dental procedures that contact the periradicular

88 | 36095 NGRS Economy tissues such as : lla N/A
Pack 6g -
¢ Root-end filling,
¢ Apexification,
e Perforation repair,
e Root resorption,
e Sealing, or
e Obturation (pulpectomy).
1. Permanent obturation / filling of root canals.
. 2. As a root canal sealer for teeth of the secondary
89| 36095 RN CS X dentition in combination with root canal points. 2 N/A
(suitable for single cone and lateral condensation).
1. Permanent obturation / filling of root canals.
. 2.A | sealer f h of th
90 | 36095 Cerafill RCS 1x2g i o Sglio e oty 8 il N/A
dentition in combination with root canal points.
(suitable for single cone and lateral condensation).
. For chemical & mechanical preparation of root
91 | 45233 Sl e sl canals. Cleansing and enlarging of calcified root lla N/A
Pack 1x2g
canals.
For chemical & mechanical preparation of root
Dolo EDTA Gel Intro . ) o
92 | 45233 Endodontic Pack 1x3g canals. Cleansing and enlarging of calcified root lla N/A
Materials canals.
++D967EMTF023L Dolo EDTA Gel For chemical & mechanical r_)reparatio.n_of root
93 | 45233 canals. Cleansing and enlarging of calcified root lla N/A
Economy Pack 4x2g
canals.
94 | 45233 EDTA Plus 2x3g For chemical & mechanical preparation of root lla N/A

canals. Cleansing and enlarging of calcified root
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95

40016

96

40016

97

45234

canals.

EDTA Solution 15ml

For root canal cleansing and shaping during
instrumentation. EDTA Solution helps in opening
calcified canals.

lla

N/A

EDTA Solution 100ml

For root canal cleansing and shaping during
instrumentation. EDTA Solution helps in opening
calcified canals.

lla

N/A

Carvene 10ml

Carvene G.P. Solvent is used for removing gutta
percha at the time of root canal retreatment. Also
useful for removing all types of root canal filling
materials including Zinc Oxide — Eugenol Cement or
as a cleaner for endodontic instruments.

lla

N/A

98

38770

99

38770

100

38770

101

38770

102

38770

Pulp Capping
Materials
++D967PCTF044R

Calcigel Trial Pack 1x2g

As a liner for pulp capping on vital pulp.Capping after
pulpotomy. Cavity Lining before filling Root canal
treatment and periapical therapy.

lla

N/A

Calcigel Intro Pack
1x3g

As a liner for pulp capping on vital pulp.Capping after
pulpotomy. Cavity Lining before filling Root canal
treatment and periapical therapy.

E]

N/A

Calcigel Regular Pack
1x2.2g

As a liner for pulp capping on vital pulp.Capping after
pulpotomy. Cavity Lining before filling Root canal
treatment and periapical therapy.

lla

N/A

Calcigel Economy Pack
4x2g

As a liner for pulp capping on vital pulp.Capping after
pulpotomy. Cavity Lining before filling Root canal
treatment and periapical therapy.

lla

N/A

Octocanal 1x3g

As a liner for pulp capping on vital pulp.Capping after
pulpotomy. Cavity Lining before filling Root canal
treatment and periapical therapy.

lla

N/A
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Pulp Devitalizer prior to mortal extirpation or

103 | 38770 Pulp X 69 amputation.Residual devitalization after removal of lla N/A
non-vital pulp tissue.
Direct & indirect pulp capping.
. . Sub b d toration.
104 | 38770 Calcium Hydroxide 10g S la N/A
Dressing for apexification procedures.
Thermal insulation
To seal and protect the surface of glass inomers
105 | 34771 Nano Coat 5ml direct or indirect composites and provisior.\al lla N/A
restorations.To seal and protect the adhesive
interface between restoration and tooth surface.
106 | 35698 Copal F 15m| Cavity linier and varnish under amalgams composites la N/A
and cements
FluoroDip Bioactive Treatment of hyper sensitive teeth and
107 | 42341 ” P remineralization of enamel & dentine. Prevention of lla N/A
Desensitizers & 10ml :
. caries
VegliiEhes Treatment of hyper sensitive teeth and
++D967DVTF126D ip Bi i
108 | 42341 RSP Eroactie remineralization of enamel & dentine. Prevention of lla N/A
Monodose 10x0.5ml b
caries
FluoroDip Bioactive Treatment of hyper sensitive teeth and
109 | 42341 u ! M remineralization of enamel & dentine. Prevention of lla N/A
Monodose 10x0.5ml X
caries
Shield Activ Dentin Desensitizer is used for treatment
of dentinal hypersensitivity, before and after scaling,
110 | 45232 Shield Activ 5ml under veneers, inlays crowns, onlays, amalgams, lla N/A

composites, before and after tooth bleaching or
whitening.
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Remineralization of de-mineralized tooth structure.
Post whitening sensitivity.

111 | 45232 BioEnamel 2ml 8 . . lla N/A
Sensitivity caused due to non-carious lesions and
sensitivity after oral prophylaxis.
Repair & relining of dentures
Denture Base Construction of temporary crowns.
112 | 16737 Polymers Hiflex RR Impression trays for individual teeth. lla N/A
++D967DBTE13X Orthodontic plates, Splints, Check bite & other
G general purposes.
113 | 16737 Hiflex H Constructions of full and partial dentures. lla N/A
. i Used for conditioning both dental enamel and
114 | 36153 A (?L)e(lz-lr;qulal Pack dentine surfaces prior to the placement of an lla N/A
adhesive restoration.
Used for conditioning both dental enamel and
115 | 36153 Actino Gel 1x3ml dentine surfaces prior to the placement of an lla N/A
adhesive restoration.
. Used for conditioning both dental enamel and
116 | 36153 Acig G(;In!lliltro P dentine surfaces prior to the placement of an lla N/A
adhesive restoration.
Actino Gel Econom Used for conditioning both dental enamel and
117 | 36153 . : =t ECONony dentine surfaces prior to the placement of an lla N/A
Etching Materials Pack 4x5ml TR -
++D967ETTF1468 Scnest :
Actino Gel Jumbo Pack Used for conditioning both dental enamel and
118 | 36153 K "o eSOr:quIn il dentine surfaces prior to the placement of an lla N/A
adhesive restoration.
Used for conditioning both dental enamel and
119 | 17737 Actino Liquid 10ml dentine surfaces prior to the placement of an lla N/A
adhesive restoration.
. Used for conditioning both dental enamel and
120 | 36156 PCLGEE! SS'r:n:ntro Pack dentine surfaces prior to the placement of an lla N/A
adhesive restoration.
121 | 36156 VLB 21 F5E g Used for conditioning both dental enamel and lla

Pack 4x5ml
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122

36153

dentine surfaces prior to the placement of an
adhesive restoration.

N/A

Cera Etch Intro Pack

Repair of porcelain restorations.

lla

N/A

1x1.2ml Cementation of porcelain restorations
Cera Etch Economy Repair of porcelain restorations.
123 36153 Pack 10ml Cementation of porcelain restorations ns N/A
124 | 34782 Silane X Intro Pack Used for porcelain rgpalrs and.bondlng etched Ila N/A
1x1.2ml porcelain restorations
125 | 34782 Silane X Economy Pack Used for porcelain rgpalrs and.bondlng etched Ila N/A
10ml porcelain restorations
126 | 34782 Silano X 4x1.2mi Used for porcelain r.epalrs and.bondlng etched lla N/A
porcelain restorations
Micron Dentin Intended for dentine conditioner to improve the
1271 34779 Conditioner 10ml bond between glass ionomer cement and dentine. & N/A
128 | 34779 Auxiliary Dental Crysta Dentin Intended for dentine conditioner to improve the Ila N/A
Materials Conditioner 10ml bond between glass ionomer cement and dentine.
++D967AMTF0322
129 | 34524 Ultra Dry Intro Pack Chemical drying of etche-d portfelaln surfaces prior to lla N/A
1x1.2ml applying saline.
130 | 34524 Ultra Dry Economy Chemical drying of etchgd port?elaln surfaces prior to lla N/A
Pack 10ml applying saline.
EpoSolv is a solvent for epoxy and other resin sealers
131 | 35717 EpoSolv 15ml during endodontic re-treatment EpoSolvaidsin the lla N/A
softening of phenolic resin type fillings.
132 | 34814 Platina Hi Gloss 4g Final polishing of direct or indirect anterior and lla N/A

posterior composite resin restorative materials
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Use for repair of composite-to-porcelain, porcelain-

133 | 35877
134 | 34814
135 | 34814
136 | 34814
137 | 34814
138 | 34814
139 | 34814
140 | 34814
141 | 38783
142 | 38783
143 | 34872
144 | 34872

A.C.E to-metal, and porcelain-to-porcelain crowns, bridges, lla N/A
inlays and onlays
. Prophylaxis Paste, is indicated for use to effectively
Prgpﬁﬁgﬁ;gj;yggo clean and polish tooth structure with minimal lla N/A
phy 9 abrasion
. Prophylaxis Paste, is indicated for use to effectively
Pr(?pf?cltz;;iigrssgtévgzo clean and polish tooth structure with minimal lla N/A
phy 9 abrasion
i Prophylaxis Paste, is indicated for use to effectively
Plipicﬁg(izrgzgtl\éhgg clean and polish tooth structure with minimal lla N/A
phy 9 abrasion
. Prophylaxis Paste, is indicated for use to effectively
Psrgeﬁtrlzxﬁ;esgslt:eru;f clean and polish tooth structure with minimal lla N/A
phy 9 abrasion
Spectra Fresh Prophylaxis Paste, is indicated for use to effectively
Strawberry Prophylaxis clean and polish tooth structure with minimal lla N/A
Paste 75¢g abrasion
Prophylaxis Paste, is indicated for use to effectively
?P:C;r?ailirssﬁagt;agge clean and polish tooth structure with minimal lla N/A
phy 9 abrasion
Spectra Fresh Prophylaxis Paste, is indicated for use to effectively
Pineapple Prophylaxis clean and polish tooth structure with minimal lla N/A
Paste 75¢g abrasion
Reveal 5ml Caries Indication lla N/A
Octoop 5ml Caries Indication lla N/A
Gingiva Shield VLC To seal the margins to protect soft tissues during la N/A
Intro Pack 2x1.2ml whitening treatment
Gingiva Shield VLC To seal the margins to protect soft tissues during lla N/A

Economy Pack 4x1.2ml

whitening treatment
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Intermediate restorative material (IRM) for class | &

Zinconol (Powder 15 Il restorations. Temporary restoration in emergency
145 | 38773 I ., 9: treatments and to seal the coronal portion of the lla N/A
Liquid 20ml) .
teeth under endodontic treatment. As a base under
) ) amalgam and non resin restorations.
Zinc Oxide - X "
Eugenol Intermediate restorative material (IRM) for class | &
e . Il restorations. Temporary restoration in emergency
Temporary Fillin
146 | 38773 R/Iate?/ial g Zlncol?ioh(iz(zlvc\)ldmel)r 750, treatments and to seal the coronal portion of the lla N/A
++D967ZETFO69M g teeth under endodontic treatment. As a base under
amalgam and non resin restorations.
. Temporary restoration, temporary cementation of
Zitemp (Powder 15g, S R Y
147 | 38773 A crowns, cavity liner under most
Liquid 10ml) k . lla N/A
restorative materials.
Date: 07/07/2021
CEO Of Obelis
Gideon Elkayam
pa
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