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improve your performance

DECLARATION OF CONFORMITY

Manufacturer: OVERFIBERS S.R.L.
Via Malatesta,7
40026 Imola (BO)
Italia

Medical Devices: Glass Fiber Endodontic Posts,
Endodontic Reamers for Endodontic Posts,
Dual-Curing Self-Adhesive Resin Cement.

Ref. Codes: Annex 1

Applicable Directives: EC Directive 93/42/ECC concerning medical devices and following updates
Classification (Annex I1X, MDD 93/42): Class lla (Rule 8)

Conformity Assessment procedure: Annex Il

We hereby declare, under our sole responsibility, that the products listed above meet all the applicable
essential requirements, provided for in Annex | of Directive 93/42/EEC concerning Medical Devices and
applicable standards

Applicable harmonized European standards: The list of applicable standards is reported in Chapter
4 of the Technical Files:
e Fiberglass Endodontic Posts,
e Endodontic Reamers for Endodontic Posts,
e Dual-Curing Self-Adhesive Resin Cement.

The Manufacturer undertakes to keep and make available to the competent Authorities the technical
documentation specified in Annex Il Excluding (4) of EC Directive 93/42/EEC, for a period of 15 years from the
date of last manufacture of the product.

Notified Body ICIM S.p.A. Identification number:
Piazza Don Enrico Mapelli, 75
20099 Sesto San Giovanni (M)

CE Certificate: 0425-MED-004006-00 ‘ €

Expiry Date: 31/12/2028 0425

Date (DD/MM/YYYY): 24/07/2024
Legitimate representative
Signature
Castrenze Genovese
Administrator
Overfibefs S.r.l.
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REF. CODE DESCRIPTION
SKRPYOP Hi-Rem Polygon Post Starter Kit
RPYOPO1 Hi-Rem Polygon Post # 1
RPYOPO02 Hi-Rem Polygon Post # 2
RPYOPO03 Hi-Rem Polygon Post # 3
SKRPOP Hi-Rem Prosthetic Post Starter Kit
RPOP100 Hi-Rem Prosthetic Post # 0
RPOP101 Hi-Rem Prosthetic Post # 1
RPOP102 Hi-Rem Prosthetic Post # 2
RPOP103 Hi-Rem Prosthetic Post # 3
SKREOP Hi-Rem Endodontic Post Starter Kit
REOP201 Hi-Rem Endodontic Post # 1
REOP202 Hi-Rem Endodontic Post # 2
REOP203 Hi-Rem Endodontic Post # 3
SKPYOP Polygon Over Post Starter Kit
PYOPO1 Polygon Over Post # 1
PYOPO02 Polygon Over Post # 2
PYOPO3 Polygon Over Post # 3
SKPOP Prosthetic Over Post Starter Kit
POP100 Prosthetic Over Post # 0
POP101 Prosthetic Over Post # 1
POP102 Prosthetic Over Post # 2
POP103 Prosthetic Over Post # 3
POP104 Prosthetic Over Post # 4
SKEOP Endodontic Over Post Starter Kit
EOP200 Endodontic Over Post # 0
EOP201 Endodontic Over Post # 1
EOP202 Endodontic Over Post # 2
EOP203 Endodontic Over Post # 3
EOP204 Endodontic Over Post # 4
DOP301 Duo Over Post # 1
DOP302 Duo Over Post # 2
SKCLOV Cylindrical Over Post Starter Kit
CLOVO08 Cylindrical Over Post # 0.8
CLOV10 Cylindrical Over Post # 1.0
CLOV12 Cylindrical Over Post # 1.2
CLOV14 Cylindrical Over Post # 1.4
CLOV16 Cylindrical Over Post # 1.6
SKCNOV Conical Over Post Starter Kit
CNOVSM Conical Over Post # Small
CNOVMD Conical Over Post # Medium
CNOVLG Conical Over Post # Large
SKRHP Hi-Rem+ Starter Kit
RHP600 Hi-Rem+ # 0
RHP601 Hi-Rem+ # 1
RHP602 Hi-Rem+ # 2
RHP603 Hi-Rem+ # 3
SKPP Over Post+ Starter Kit
PP700 Over Post+ # 0
PP701 Over Post+ # 1
PP702 Over Post+ # 2
PP703 Over Post+ # 3
PP704 Over Post+ # 4
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PYDO1 Polygon Drill # 1

PYDO02 Polygon Drill # 2

PYDO3 Polygon Drill # 3

PD100 Prosthetic Drill # 0

PD101 Prosthetic Drill # 1

PD102 Prosthetic Drill # 2

PD103 Prosthetic Drill # 3

PD104 Prosthetic Drill # 4

HED201 H-Endodontic Drill # 1
HED202 H-Endodontic Drill # 2
HED203 H-Endodontic Drill # 3

ED200 Endodontic Drill #0

ED201 Endodontic Drill # 1

ED202 Endodontic Drill # 2

ED203 Endodontic Drill # 3

ED204 Endodontic Drill # 4

CNDSM Conical Drill # Small

CNDMD Conical Drill # Medium

CNDLG Conical Drill # Large

CLDO8 Cylindrical Drill # 0.8

CLD10 Cylindrical Drill # 1.0

CLD12 Cylindrical Drill # 1.2

CLD14 Cylindrical Drill # 1.4

CLD16 Cylindrical Drill # 1.6

SKOCS OverCEM SA Starter Kit
KOCTR OverCEM SA Translucent KIT
KOCUN OverCEM SA Universal KIT
KOCOP OverCEM SA Opaque KIT

KOCTI OverCEM Ti-Abutment KIT
KOCCE OverCEM Cer-Abutment KIT
ROCTR OverCEM SA Translucent
ROCUN OverCEM SA Universal
ROCOP OverCEM SA Opagque

ROCTI OverCEM Ti-Abutment
ROCCE OverCEM Cer-Abutment
SKOCPP OverCem SA - Prosthetic Over Post Kit
SKOCPE OverCem SA - Endodontic Over Post Kit
SKOCPY OverCem SA - Polygon Over Post Kit
SKOCHP OverCem SA - Hi-Rem Prosthetic Post Kit
SKOCPE OverCem SA - Hi-Rem Endodontic Post Kit
SKOCHY OverCem SA - Hi-Rem Polygon Post Kit
SKOCP+ OverCem SA - Over Post+ Kit
SKOCH+ OverCem SA - Hi-Rem+ Kit




