‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\

CERTIFICATE

No. QS6 015409 0032 Rev. 01

America

Certificate Holder: VDW GmbH
Bayerwaldstral’e 15
81737 Miinchen

GERMANY

Certification Mark:

1S0O 13485

Scope of Certificate: See Page 2 for Overall Scope Statement.

Standard(s): ISO 13485:2016

Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

The Certification Body of TUV SUD America Inc. certifies that the quality management system
of the manufacturer listed above has been audited against the stated criteria and found to
conform to those criteria for the scope of certification listed. Validity of this certificate can be
obtained by visiting the website www.tuvsud.com/ps-cert

TUV SUD America Inc. is an MDSAP Recognized Auditing Organization.

REPs Facility ID: F003847
Effective Date: 2022-06-09
Expiry Date: 2025-04-17
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Date of Issue: 2022-06-16

( Renee Walker )
Manager, US Certification Body,
Medical and Health Services
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\ @

America

CERTIFICATE

No. QS6 015409 0032 Rev. 01

Regulatory Requirements:  Audit/Certification Criteria

Australia

Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) — Full Quality
Assurance Procedure

Brazil

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

Canada
- Medical Device Regulations — Part 1- SOR 98/282

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act

United States

-21 CFR Part 803

- 21 CFR Part 806

- 21 CFR Part 807 — Subparts Ato D
- 21 CFR Part 820

-21 CFR Part 821

Overall Scope Statement:

Design, Development, Service, Production and Distribution
of Dental Instruments, Devices for Root Canal Treatment
and Accessories as Sterile Root Canal Instruments for
Repeated Use, Lubricant for Endodontic Instruments in the
Root Canal Preparation, Rotating Root Canal Instruments,
Root Canal Filling Points, Paper Points to Dry the Root
Canal, Sterile Root Canal Instruments for Single Use,
Device for Root Canal Length Determination, Root Canal
Posts, Electronic Powered Motor for Root Canal Root
Instruments, Endo Contra Angle, Software as Accessory for
Endodontic Equipment, Accessories for the Root Canal
Instruments for Diagnosis and Treatment of Acute Cases
and Permanent Preservation of Diseased Teeth
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‘ MEDICAL DEVICE SINGLE AUDIT PROGRAM\ @

America

CERTIFICATE

No. QS6 015409 0032 Rev. 01

Facility(ies): VDW GmbH
Bayerwaldstralte 15, 81737 Minchen, GERMANY

VDW GmbH
Hoferstrasse 1, 81737 Minchen, GERMANY

Facility Scopes: VDW GmbH
Bayerwaldstralle 15, 81737 Minchen, GERMANY

Design, Development, Service, Production and Distribution

of Dental Instruments, Devices for Root Canal Treatment and
Accessories as Sterile Root Canal Instruments for Repeated
Use, Lubricant for Endodontic Instruments in the Root Canal
Preparation, Rotating Root Canal Instruments, Root Canal
Filling Points, Paper Points to Dry the Root Canal, Sterile Root
Canal Instruments for Single Use, Device for Root Canal Length
Determination, Root Canal Posts, Electronic Powered Motor for
Root Canal Root Instruments, Endo Contra Angle, Software as
Accessory for Endodontic Equipment, Accessories for the Root
Canal Instruments for Diagnosis and Treatment of Acute Cases
and Permanent Preservation of Diseased Teeth

REPs Facility ID: FO03847

VDW GmbH
Hoferstrasse 1, 81737 Miinchen, GERMANY

Service and Distribution of Electronic Powered Motor
for Root Canal Root Instruments, Device for Root Canal
Length Determination, Endo Contra Angle, Software as
Accessory for Endodontic Equipment

REPs Facility ID: F003847
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Manager, US Certification Body,
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ZVDW

Regulation 2023/607 EU

Manufacturer’s SELF-DECLARATION

in relation to Regulation (EU) 2023/607 amending Regulations (EU) 2017/745 and (EU)
2017/746 as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices, in particular with respect to:

e the validity of certificates issued under Council Directive 93/42/EEC on Medical Devices
(MDD) (Directive Certificates) and

¢ the compliance of the devices and us as their manufacturer with the conditions for the
continued placing on the market and putting into service

Manufacturer name VDW GmbH
Bayerwaldstr. 15
Manufacturer address and contact details 81737 Minchen
Germany
Single Registration Number (SRN) DE-MF-000015941
TUV Siid Product Service GmbH
Notified body name . Y iGe B
0123
Notified body number

s = ‘ ; G1 015409 0035 Rev. 00
D:rec;t:ve 'Cen_‘fﬁcate numbers to which this G2S 015409 0027 Rev. 00
confirmation is made

2024-05-26
Original expiry date as indicated on the Directive

Certificate prior to the extension of the validity

End date of extended validity / transition period | 2028-12-31
for Directive Certificates




ZVDW

We, VDW GmbH, in the role as the manufacturer declare under our sole responsibility:

for the above listed Directive, the conditions for the legal extension of validity as required
in Article 120.2 of the MDR are met and

the devices covered by the existing DoCs listed in the Annex | and we as their
manufacturer are in compliance with the conditions listed in Article 120.3c of the MDR for
continued placing on the market and putting into service,

namely by fulfilling the following two applicable conditions:

Directive Certificates

Directive Certificates covering the devices covered by the existing DoCs listed in Annex
| were issued after 25 May 2017, were valid on 26 May 2021 and have not been withdrawn
afterwards.

devices for which the conformity assessment procedure pursuant to MDD did not require
the involvement of a notified body, for which the declaration of conformity was drawn up
prior to 26 May 2021 and for which the conformity assessment procedure pursuant to this
Regulation requires the involvement of a notified body.

Formal applications to the notified body in accordance with Section 4.3, first subparagraph of
Annex VIl MDR for conformity assessment has been made by us to our notified body for the
devices covered by the existing DoC’s and listed under Annex | (including unclassified devices)
covered by our current existing and signed written agreement will be in place in accordance with
Section 4.3, second subparagraph of Annex VIl MDR before 26 September 2024.

Quality Management System (QMS)

Our existing QMS in place is in accordance with Article 10(9) MDR, see valid ISO Certificate

Q5 015409 0033 Rev 00

Attachments:

Annex |: List of existing DoCs

Annex Il: SKU list of products for which a formal application to the notified body for MDR 2017/745
conformity assessment has been made

Signed for and on behalf of the manufacturer VDW GmbH.

Petra Altmann-Peichl
Director Quality & Regulatory Compliance




ZVDW
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Annex I:

Devices Covered by the existing DoC:

The followings DoCs will be extended acc. EU 2023/607 and still be valid until 31.12.2028 in
compliance to MDD 93/42/EEC with commitment of our Notified Body:

Document Name

(certain SKUs listed within the listed DoCs can be affected by commercial discontinuation )

DoC_Accessories for root canal treatment_Rev02_MDD

DoC_Non-sterile root canal instruments for repeated use_Rev30_MDD

DoC_Paper points to dry the root canal_Rev12_MDD

DoC_Root Canal Filling Points_Rev34 MDD

DoC_Rotating Root Canal Instruments_Rev32_ MDD

DoC_Sterile root canal instruments for repeated use_Rev30_MDD

DoC_Sterile root canal instruments for single use_Rev13_MDD

DoC_Size Tools_Rev00_MDR




Annex IlI:

Devices placed on the market under MDD 93/42 EEC (on basis of individual article numbers) and for which a formal

application to the notified body for MDR 2017/745 conformity assessment has been made.

MDD/AIMDD Certificate I.ndivid ual Device Name (trading name) Device
Reference Article Number Basic UDI-DI
N/A * V041508000020 GUTTAFUSION SIZE VERIFIER 20; 6 PCS ++E22510047DN
N/A * V041508000025 GUTTAFUSION SIZE VERIFIER 25; 6 PCS ++E22510047DN
N/A * V041508000030 GUTTAFUSION SIZE VERIFIER 30; 6 PCS ++E22510047DN
N/A * V041508000035 GUTTAFUSION SIZE VERIFIER 35; 6 PCS ++E22510047DN
N/A * V041508000040 GUTTAFUSION SIZE VERIFIER 40; 6 PCS ++E22510047DN
N/A * V041508000045 GUTTAFUSION SIZE VERIFIER 45; 6 PCS ++E22510047DN
N/A * V041508000050 GUTTAFUSION SIZE VERIFIER 50; 6 PCS ++E22510047DN
N/A * V041508000055 GUTTAFUSION SIZE VERIFIER 55; 6 PCS ++E22510047DN
N/A * V041508000305 GUTTAFUSION SIZE VERIFIER ASSORTMENT ++E22510047DN
G1 015409 0035 Rev. 00 V040216029025 RECIPROC PAPER POINTS, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040216029040 RECIPROC PAPER POINTS, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040216029050 RECIPROC PAPER POINTS, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040216029237 RECIPROC PAPER POINTS, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040259029025 RECIPROC BLUE PAPER POINTS ++E22510038DM
G1 015409 0035 Rev. 00 V040259029040 RECIPROC BLUE PAPER POINTS ++E22510038DM
G1 015409 0035 Rev. 00 V040259029050 RECIPROC BLUE PAPER POINTS ++E22510038DM
G1 015409 0035 Rev. 00 V040259029237 RECIPROC BLUE PAPER POINTS ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00425 VDW.ROTATE PAPER POINTS ISO 25.04 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00430 VDW.ROTATE PAPER POINTS ISO 30.04 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00435 VDW.ROTATE PAPER POINTS ISO 35.04 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00440 VDW.ROTATE PAPER POINTS ISO 40.04 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00450 VDW.ROTATE PAPER POINTS ISO 50.04 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00460 VDW.ROTATE PAPER POINTS ISO 60.04 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00625 VDW.ROTATE PAPER POINTS ISO 25.06 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00630 VDW.ROTATE PAPER POINTS ISO 30.06 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00635 VDW.ROTATE PAPER POINTS ISO 35.06 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPO00640 VDW.ROTATE PAPER POINTS ISO 40.06 ++E22510038DM
G1 015409 0035 Rev. 00 MSTVRPPOOOAST VDW.ROTATE PAPER POINTS AST ++E22510038DM
G1 015409 0035 Rev. 00 V040225029457 MTWO PAPERPOINTS 25/.06-25/.07 ++E22510038DM
G1 015409 0035 Rev. 00 V040225429035 MTWO PAPERPOINTS 35/.04 STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225429040 MTWO PAPERPOINTS 40/.04STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225429045 MTWO PAPERPOINTS 45/.04STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225429050 MTWO PAPERPOINTS 50/.04STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225429060 MTWO PAPERPOINTS 60/.04STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225529030 MTWO PAPERPOINTS 30/.05STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225629025 MTWO PAPERPOINTS 25/.06STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225629030 MTWO PAPERPOINTS 30/.06STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225629035 MTWO PAPERPOINTS 35/.06STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225629040 MTWO PAPERPOINTS 40/.06STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040225729025 MTWO PAPERPOINTS 25/.07STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029015 PAPER POINTS, BLISTER, STERILE ++E22510038DM

N/A *: Device did not require a Notified Body certificate under referenced Directives

1/34



MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G1 015409 0035 Rev. 00 V010560029020 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029025 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029030 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029035 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029040 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029045 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029050 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029055 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029060 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029070 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029080 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029230 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029240 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V010560029260 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029015 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029020 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029025 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029030 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029035 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029040 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029045 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029050 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029055 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029060 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029070 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029080 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029230 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029240 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V020560029260 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029015 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029020 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029025 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029030 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029035 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029040 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029045 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029050 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029055 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029060 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029070 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029080 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029230 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029240 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V030560029260 PAPER POINTS, BLISTER, STERILE ++E22510038DM
G1 015409 0035 Rev. 00 V040214028025 RECIPROC GUTTA-PERCHA ++E22510031D7
N/A *: Device did not require a Notified Body certificate under referenced Directives 2/34



MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G1 015409 0035 Rev. 00 V040214028040 RECIPROC GUTTA-PERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040214028050 RECIPROC GUTTA-PERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040214028237 RECIPROC GUTTA-PERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040258028025 RECIPROC BLUE GUTTAPERCHA ++E22510050DB
G1 015409 0035 Rev. 00 V040258028040 RECIPROC BLUE GUTTAPERCHA ++E22510050DB
G1 015409 0035 Rev. 00 V040258028050 RECIPROC BLUE GUTTAPERCHA ++E22510050DB
G1 015409 0035 Rev. 00 V040258028237 RECIPROC BLUE GUTTAPERCHA ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00425 VDW.ROTATE GUTTA-PERCHA I1SO 25.04 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00430 VDW.ROTATE GUTTA-PERCHA ISO 30.04 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00435 VDW.ROTATE GUTTA-PERCHA ISO 35.04 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00440 VDW.ROTATE GUTTA-PERCHA ISO 40.04 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00450 VDW.ROTATE GUTTA-PERCHA ISO 50.04 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00625 VDW.ROTATE GUTTA-PERCHA ISO 25.06 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00630 VDW.ROTATE GUTTA-PERCHA ISO 30.06 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00635 VDW.ROTATE GUTTA-PERCHA ISO 35.06 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPF00640 VDW.ROTATE GUTTA-PERCHA ISO 40.06 ++E22510050DB
G1 015409 0035 Rev. 00 MOOVRGPFOOAST VDW.ROTATE GUTTA-PERCHA ISO AST ++E22510050DB
G1 015409 0035 Rev. 00 V040220028457 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220428035 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220428040 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220428045 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220428050 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220428060 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220528030 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220628025 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220628030 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220628035 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220628040 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V040220728025 MTWO GUTTAPERCHA ++E22510031D7
G1 015409 0035 Rev. 00 V010525028015 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028020 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028025 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028030 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028035 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028040 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028045 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028050 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028055 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028060 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028070 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028080 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V010525028230 GUTTAPERCHA POINTS 015-040 ++E22510049DS
G1 015409 0035 Rev. 00 V010525028240 GUTTAPERCHA POINTS 045-080 ++E22510049DS
G1 015409 0035 Rev. 00 V010525028260 GUTTAPERCHA POINTS 090-140 ++E22510049DS
G1 015409 0035 Rev. 00 V010528028015 .04 TAPERED GUTTAPERCHA ++E22510049DS
N/A *: Device did not require a Notified Body certificate under referenced Directives 3/34



MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G1 015409 0035 Rev. 00 V010528028020 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010528028025 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010528028030 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010528028035 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010528028040 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010528028230 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010529028015 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010529028020 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010529028025 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010529028030 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010529028035 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010529028040 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010529028230 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V010542020431 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V010542020441 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V010542020451 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V010542020461 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V010542020471 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V010542020477 PUNTAS PIRATAS G.P., XF- L ++E22510049DS
G1 015409 0035 Rev. 00 V020525028015 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028020 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028025 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028030 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028035 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028040 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028045 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028050 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028055 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028060 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028070 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028080 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V020525028230 GUTTAPERCHA POINTS 015-040 ++E22510049DS
G1 015409 0035 Rev. 00 V020525028240 GUTTAPERCHA POINTS 045-080 ++E22510049DS
G1 015409 0035 Rev. 00 V020525028260 GUTTAPERCHA POINTS 090-140 ++E22510049DS
G1 015409 0035 Rev. 00 V020528028015 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020528028020 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020528028025 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020528028030 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020528028035 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020528028040 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020528028230 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020529028015 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020529028020 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020529028025 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020529028030 .06 TAPERED GUTTAPERCHA ++E22510049DS
N/A *: Device did not require a Notified Body certificate under referenced Directives 4/34
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G1 015409 0035 Rev. 00 V020529028035 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020529028040 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020529028230 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V020542020431 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V020542020441 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V020542020451 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V020542020461 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V020542020471 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V020542020477 PUNTAS PIRATAS G.P., XF- L ++E22510049DS
G1 015409 0035 Rev. 00 V030525028015 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028020 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028025 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028030 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028035 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028040 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028045 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028050 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028055 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028060 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028070 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028080 GUTTAPERCHA POINTS, STANDARD. ++E22510049DS
G1 015409 0035 Rev. 00 V030525028230 GUTTAPERCHA POINTS 015-040 ++E22510049DS
G1 015409 0035 Rev. 00 V030525028240 GUTTAPERCHA POINTS 045-080 ++E22510049DS
G1 015409 0035 Rev. 00 V030525028260 GUTTAPERCHA POINTS 090-140 ++E22510049DS
G1 015409 0035 Rev. 00 V030528028015 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030528028020 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030528028025 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030528028030 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030528028035 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030528028040 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030528028230 .04 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030529028015 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030529028020 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030529028025 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030529028030 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030529028035 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030529028040 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030529028230 .06 TAPERED GUTTAPERCHA ++E22510049DS
G1 015409 0035 Rev. 00 V030542020431 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V030542020441 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V030542020451 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V030542020461 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V030542020471 PUNTAS PIRATAS G.P., SHORT ++E22510049DS
G1 015409 0035 Rev. 00 V030542020477 PUNTAS PIRATAS G.P., XF- L ++E22510049DS
G1 015409 0035 Rev. 00 V040521028015 ALPHA-GUTTAPERCHA, TAPER .04 ++E22510031D7
N/A *: Device did not require a Notified Body certificate under referenced Directives 5/34



MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI

G1 015409 0035 Rev. 00 V040521028020 ALPHA-GUTTAPERCHA, TAPER .04 ++E22510031D7
G1 015409 0035 Rev. 00 V040521028025 ALPHA-GUTTAPERCHA, TAPER .04 ++E22510031D7
G1 015409 0035 Rev. 00 V040521028030 ALPHA-GUTTAPERCHA, TAPER .04 ++E22510031D7
G1 015409 0035 Rev. 00 V040521028035 ALPHA-GUTTAPERCHA, TAPER .04 ++E22510031D7
G1 015409 0035 Rev. 00 V040521028040 ALPHA-GUTTAPERCHA, TAPER .04 ++E22510031D7
G1 015409 0035 Rev. 00 V040521028230 ALPHA-GUTTAPERCHA, TAPER .04 ++E22510031D7
G1 015409 0035 Rev. 00 V040522028015 ALPHA-GUTTAPERCHA, TAPER .06 ++E22510031D7
G1 015409 0035 Rev. 00 V040522028020 ALPHA-GUTTAPERCHA, TAPER .06 ++E22510031D7
G1 015409 0035 Rev. 00 V040522028025 ALPHA-GUTTAPERCHA, TAPER .06 ++E22510031D7
G1 015409 0035 Rev. 00 V040522028030 ALPHA-GUTTAPERCHA, TAPER .06 ++E22510031D7
G1 015409 0035 Rev. 00 V040522028035 ALPHA-GUTTAPERCHA, TAPER .06 ++E22510031D7
G1 015409 0035 Rev. 00 V040522028040 ALPHA-GUTTAPERCHA, TAPER .06 ++E22510031D7
G1 015409 0035 Rev. 00 V040522028230 ALPHA-GUTTAPERCHA, TAPER .06 ++E22510031D7
G1 015409 0035 Rev. 00 V041531000025 GUTTAFUSION PINK RECIPROC OBT. R25, 6X ++E22510036DH
G1 015409 0035 Rev. 00 V041531000040 GUTTAFUSION PINK RECIPROC OBT. R40, 6X ++E22510036DH
G1 015409 0035 Rev. 00 V041531000050 GUTTAFUSION PINK RECIPROC OBT. R50, 6X ++E22510036DH
G1 015409 0035 Rev. 00 V041532000025 GUTTAFUSION PINK RECIPROC OBT. R25;30X ++E22510036DH
G1 015409 0035 Rev. 00 V041532000040 GUTTAFUSION PINK RECIPROC OBT. R40;30X ++E22510036DH
G1 015409 0035 Rev. 00 V041532000050 GUTTAFUSION PINK RECIPROC OBT. R50;30X ++E22510036DH
G1 015409 0035 Rev. 00 V041551000025 GUTTAFUSION FOR RECIPROC BLUE, 6 PACK ++E22510036DH
G1 015409 0035 Rev. 00 V041551000040 GUTTAFUSION FOR RECIPROC BLUE, 6 PACK ++E22510036DH
G1 015409 0035 Rev. 00 V041551000050 GUTTAFUSION FOR RECIPROC BLUE, 6 PACK ++E22510036DH
G1 015409 0035 Rev. 00 V041552000025 GUTTAFUSION FOR RECIPROC BLUE, 30 PACK ++E22510036DH
G1 015409 0035 Rev. 00 V041552000040 GUTTAFUSION FOR RECIPROC BLUE, 30 PACK ++E22510036DH
G1 015409 0035 Rev. 00 V041552000050 GUTTAFUSION FOR RECIPROC BLUE, 30 PACK ++E22510036DH
G1 015409 0035 Rev. 00 V041541000020 GUTTAFUSION PINK OBTURATOR 20; 6 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041541000025 GUTTAFUSION PINK OBTURATOR 25; 6 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041541000030 GUTTAFUSION PINK OBTURATOR 30; 6 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041541000035 GUTTAFUSION PINK OBTURATOR 35; 6 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041541000040 GUTTAFUSION PINK OBTURATOR 40; 6 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041541000045 GUTTAFUSION PINK OBTURATOR 45; 6 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041541000050 GUTTAFUSION PINK OBTURATOR 50; 6 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041541000055 GUTTAFUSION PINK OBTURATOR 55; 6 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041542000020 GUTTAFUSION PINK OBTURATOR 20; 30 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041542000025 GUTTAFUSION PINK OBTURATOR 25; 30 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041542000030 GUTTAFUSION PINK OBTURATOR 30; 30 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041542000035 GUTTAFUSION PINK OBTURATOR 35; 30 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V041542000040 GUTTAFUSION PINK OBTURATOR 40; 30 PCS ++E22510036DH
G1 015409 0035 Rev. 00 V040005000508 GUTTAFUSION OBTURATORS, 20-30; 4PCS ++E22510036DH
G1 015409 0035 Rev. 00 V040505025020 GUTTAMASTER, OBTURATORS, 6PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040505025025 GUTTAMASTER, OBTURATORS, 6PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040505025030 GUTTAMASTER, OBTURATORS, 6PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040505025035 GUTTAMASTER, OBTURATORS, 6PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040505025040 GUTTAMASTER, OBTURATORS, 6PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040505025045 GUTTAMASTER, OBTURATORS, 6PCS ++E22510037DK

N/A *: Device did not require a Notified Body certificate under referenced Directives
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G1 015409 0035 Rev. 00 V040505025050 GUTTAMASTER, OBTURATORS, 6PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040505025060 GUTTAMASTER, OBTURATORS, 6PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040506025020 GUTTAMASTER, OBTURATORS,20PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040506025025 GUTTAMASTER, OBTURATORS,20PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040506025030 GUTTAMASTER, OBTURATORS,20PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040506025035 GUTTAMASTER, OBTURATORS,20PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040506025040 GUTTAMASTER, OBTURATORS,20PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040506025045 GUTTAMASTER, OBTURATORS,20PCS ++E22510037DK
G1 015409 0035 Rev. 00 V040506025520 GUTTAMASTER, OBTURATORS,20PCS ++E22510037DK
G1 015409 0035 Rev. 00 MDDVROT325AST VDW.ROTATE DEMO (15.04,20.05,25.06) 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT321AST VDW.ROTATE ASSORT 3-FILE 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT325AST VDW.ROTATE ASSORT 3-FILE 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT331AST VDW.ROTATE ASSORT 3-FILE 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421415 VDW.ROTATE 15.04 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421425 VDW.ROTATE 25.04 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421430 VDW.ROTATE 30.04 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421435 VDW.ROTATE 35.04 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421440 VDW.ROTATE 40.04 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421450 VDW.ROTATE 50.04 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421460 VDW.ROTATE 60.04 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421520 VDW.ROTATE 20.05 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421525 VDW.ROTATE 25.05 RETREATM. 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421625 VDW.ROTATE 25.06 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421630 VDW.ROTATE 30.06 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421635 VDW.ROTATE 35.06 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT421640 VDW.ROTATE 40.06 4-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425415 VDW.ROTATE 15.04 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425425 VDW.ROTATE 25.04 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425430 VDW.ROTATE 30.04 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425435 VDW.ROTATE 35.04 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425440 VDW.ROTATE 40.04 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425450 VDW.ROTATE 50.04 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425460 VDW.ROTATE 60.04 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425520 VDW.ROTATE 20.05 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425625 VDW.ROTATE 25.06 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425630 VDW.ROTATE 30.06 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425635 VDW.ROTATE 35.06 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425640 VDW.ROTATE 40.06 4-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT425ATK VDW.ROTATE FILES ONLY TRAINING ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431415 VDW.ROTATE 15.04 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431425 VDW.ROTATE 25.04 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431430 VDW.ROTATE 30.04 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431435 VDW.ROTATE 35.04 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431440 VDW.ROTATE 40.04 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431450 VDW.ROTATE 50.04 4-FILES 31MM ++E22510046DL

N/A *: Device did not require a Notified Body certificate under referenced Directives
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G1 015409 0035 Rev. 00 MSTVROT431460 VDW.ROTATE 60.04 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431520 VDW.ROTATE 20.05 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431625 VDW.ROTATE 25.06 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431630 VDW.ROTATE 30.06 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431635 VDW.ROTATE 35.06 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT431640 VDW.ROTATE 40.06 4-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621415 VDW.ROTATE 15.04 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621425 VDW.ROTATE 25.04 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621430 VDW.ROTATE 30.04 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621435 VDW.ROTATE 35.04 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621440 VDW.ROTATE 40.04 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621450 VDW.ROTATE 50.04 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621460 VDW.ROTATE 60.04 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621520 VDW.ROTATE 20.05 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621525 VDW.ROTATE 25.05 RETREATM. 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621625 VDW.ROTATE 25.06 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621630 VDW.ROTATE 30.06 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621635 VDW.ROTATE 35.06 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT621640 VDW.ROTATE 40.06 6-FILES 21MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625415 VDW.ROTATE 15.04 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625425 VDW.ROTATE 25.04 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625430 VDW.ROTATE 30.04 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625435 VDW.ROTATE 35.04 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625440 VDW.ROTATE 40.04 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625450 VDW.ROTATE 50.04 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625460 VDW.ROTATE 60.04 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625520 VDW.ROTATE 20.05 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625625 VDW.ROTATE 25.06 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625630 VDW.ROTATE 30.06 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625635 VDW.ROTATE 35.06 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT625640 VDW.ROTATE 40.06 6-FILES 25MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631415 VDW.ROTATE 15.04 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631425 VDW.ROTATE 25.04 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631430 VDW.ROTATE 30.04 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631435 VDW.ROTATE 35.04 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631440 VDW.ROTATE 40.04 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631450 VDW.ROTATE 50.04 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631460 VDW.ROTATE 60.04 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631520 VDW.ROTATE 20.05 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631625 VDW.ROTATE 25.06 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631630 VDW.ROTATE 30.06 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631635 VDW.ROTATE 35.06 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 MSTVROT631640 VDW.ROTATE 40.06 6-FILES 31MM ++E22510046DL
G1 015409 0035 Rev. 00 V040007021701 M2 BASIC SEQ, 4X,10/04 - 25/06 ++E22510035DF
G1 015409 0035 Rev. 00 V040007021702 M2 BASIC SEQ, 4X,30/05 - 25/07 ++E22510035DF
N/A *: Device did not require a Notified Body certificate under referenced Directives 8/34



MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G1 015409 0035 Rev. 00 V040007025701 M2 ASS.,4X,AT21, 10/04 - 25/06 ++E22510035DF
G1 015409 0035 Rev. 00 V040007025702 M2 BASIC SEQ, 4X,30/05 - 25/07 ++E22510035DF
G1 015409 0035 Rev. 00 V040007025711 M2 ASS.,4X,AT16, 10/04 - 25/06 ++E22510035DF
G1 015409 0035 Rev. 00 V040007031701 M2 BASIC SEQ, 4X,10/04 - 25/06 ++E22510035DF
G1 015409 0035 Rev. 00 V040007031702 M2 BASIC SEQ, 4X,30/05 - 25/07 ++E22510035DF
G1 015409 0035 Rev. 00 V040204021010 M2 NITI TAPER .04 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040204021035 M2 NITI TAPER .04 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040204021040 M2 NITI TAPER .04 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040204021045 M2 NITI TAPER .04 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040204021050 M2 NITI TAPER .04 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040204021060 M2 NITI TAPER .04 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040204025010 M2 NITI TAPER .04 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040205021015 M2 NITI TAPER .05 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040205021030 M2 NITI TAPER .05 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040205025015 M2 NITI TAPER .05 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040206021020 M2 NITI TAPER .06 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040206021025 M2 NITI TAPER .06 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040206021030 M2 NITI TAPER .06 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040206021035 M2 NITI TAPER .06 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040206021040 M2 NITI TAPER .06 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040206025020 M2 NITI TAPER .06 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040206025025 M2 NITI TAPER .06 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040207021025 M2 NITI TAPER .07 STERILE WP16, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V040230021230 M2 NITI ASS. 015/.05 - 040/.04 ++E22510035DF
G1 015409 0035 Rev. 00 V040230021456 M2 NITI ASS. 010/.04 - 020/.06 ++E22510035DF
G1 015409 0035 Rev. 00 V040230021457 M2 NITI ASS. 025/.06 - 040/.04 ++E22510035DF
G1 015409 0035 Rev. 00 V040230025230 M2 NITI ASS. 015/.05 - 040/.04 ++E22510035DF
G1 015409 0035 Rev. 00 V040230025456 M2 NITI ASS. 010/.04 - 020/.06 ++E22510035DF
G1 015409 0035 Rev. 00 V040230025457 M2 NITI ASS. 025/.06 - 040/.04 ++E22510035DF
G1 015409 0035 Rev. 00 V040232021015 M2 RETREATMENT FILES, STERILE ++E22510035DF
G1 015409 0035 Rev. 00 V040232021025 M2 RETREATMENT FILES, STERILE ++E22510035DF
G1 015409 0035 Rev. 00 V040232021202 M2 RETREATMENT FILES, STERILE ++E22510035DF
G1 015409 0035 Rev. 00 V040234021010 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234021035 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234021040 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234021045 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234021050 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234021060 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234025010 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234025035 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234025040 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234025045 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234025050 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234025060 M2 NITI TAPER .04 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040234025246 M2 NITI ASS. 045/.04 - 060/.04 ++E22510035DF
N/A *: Device did not require a Notified Body certificate under referenced Directives 9/34



MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G1 015409 0035 Rev. 00 V040235021015 M2 NITI TAPER .05 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040235021030 M2 NITI TAPER .05 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040235025015 M2 NITI TAPER .05 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040235025030 M2 NITI TAPER .05 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236021020 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236021025 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236021030 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236021035 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236021040 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236025020 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236025025 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236025030 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236025035 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236025040 M2 NITI TAPER .06 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040236025203 M2 NITI ASS. 030/.06 - 040/.06 ++E22510035DF
G1 015409 0035 Rev. 00 V040237021025 M2 NITI TAPER .07 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V040237025025 M2 NITI TAPER .07 STERILE WP16 ++E22510035DF
G1 015409 0035 Rev. 00 V041204025010 M2 NITI TAPER .04 STERILE WP21, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V041205025015 M2 NITI TAPER .05 STERILE WP21, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V041206025020 M2 NITI TAPER .06 STERILE WP21, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V041206025025 M2 NITI TAPER .06 STERILE WP21, 4X ++E22510035DF
G1 015409 0035 Rev. 00 V041230025456 M2 NITI ASS.010/04-020/06 WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041230025457 M2 NITI ASS.025/06-040/04 WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041234025010 M2 NITI TAPER .04 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041234031010 M2 NITI TAPER .04 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041234031035 M2 NITI TAPER .04 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041234031040 M2 NITI TAPER .04 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041234031045 M2 NITI TAPER .04 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041234031050 M2 NITI TAPER .04 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041234031060 M2 NITI TAPER .04 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041235025015 M2 NITI TAPER .05 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041235031015 M2 NITI TAPER .05 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041235031030 M2 NITI TAPER .05 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041236025020 M2 NITI TAPER .06 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041236025025 M2 NITI TAPER .06 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041236031020 M2 NITI TAPER .06 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041236031025 M2 NITI TAPER .06 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041236031030 M2 NITI TAPER .06 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041236031035 M2 NITI TAPER .06 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041236031040 M2 NITI TAPER .06 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V041237031025 M2 NITI TAPER .07 STERILE WP21 ++E22510035DF
G1 015409 0035 Rev. 00 V040341021015 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341021020 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341021025 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341021030 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
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G1 015409 0035 Rev. 00 V040341021035 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341021040 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341021045 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341021241 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025015 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025020 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025025 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025030 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025035 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025040 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025045 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025050 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025060 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025070 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341025231 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040341031231 FLEXMASTER TAPER 02 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342021015 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342021020 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342021025 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342021030 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342021035 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342021040 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342025015 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342025020 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342025025 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342025030 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342025035 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342025040 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342031020 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342031025 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342031030 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342031035 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040342031040 FLEXMASTER TAPER 04 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343021015 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343021020 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343021025 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343021030 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343021035 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343021040 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343025015 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343025020 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343025025 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343025030 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343025035 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V040343025040 FLEXMASTER TAPER 06 STERILE ++E22510028DJ
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G1 015409 0035 Rev. 00 V040344025232 FLEXMASTER ASS.TAP04+06 STERIL ++E22510028DJ
G1 015409 0035 Rev. 00 V040357019000 FLEXMASTER INTRO FILE, STERILE ++E22510028DJ
G1 015409 0035 Rev. 00 V010093021025 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V010093025025 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V010093025030 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V010093025035 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V010093025040 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V010093025290 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093021025 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093021030 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093021035 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093021040 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093021290 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093025025 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093025030 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093025035 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093025040 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V020093025290 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V030093021025 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V030093025025 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V030093025030 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V030093025035 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V030093025040 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V030093025290 ROOT FILLERS -L-, METAL SHANK ++E22510043DE
G1 015409 0035 Rev. 00 V040393021025 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393021030 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393021035 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393021040 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393021290 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393025025 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393025030 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393025035 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393025040 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V040393025290 ROOT FILLERS -L-, STERILE ++E22510044DG
G1 015409 0035 Rev. 00 V200709021025 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709021030 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709021035 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709021040 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709021290 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709025025 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709025030 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709025035 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709025040 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200709025290 KENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609021025 PRO-ENDO ROOT FILLER ++E22510043DE
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G1 015409 0035 Rev. 00 V200609021030 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609021035 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609021040 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609021290 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609025025 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609025030 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609025035 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609025040 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V200609025290 PRO-ENDO ROOT FILLER ++E22510043DE
G1 015409 0035 Rev. 00 V040012021025 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012021040 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012021050 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012021200 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012025025 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012025040 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012025050 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012025200 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012031025 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012031040 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040012031050 RECIPROC FILES 4X ++E22510042DC
G1 015409 0035 Rev. 00 V040212021025 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212021040 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212021050 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212021233 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212025025 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212025040 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212025050 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212025233 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212031025 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212031040 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212031050 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040212031233 RECIPROC FILES 6X ++E22510042DC
G1 015409 0035 Rev. 00 V040052021025 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052021040 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052021050 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052021200 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052025025 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052025040 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052025050 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052025200 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052031025 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052031040 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040052031050 RECIPROC BLUE, 4X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040252021025 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040252021040 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
N/A *: Device did not require a Notified Body certificate under referenced Directives 13/34



MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G1 015409 0035 Rev. 00 V040252021050 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040252025025 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040252025040 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040252025050 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040252031025 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040252031040 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V040252031050 RECIPROC BLUE FILES, 6X, STERILE ++E22510042DC
G1 015409 0035 Rev. 00 V041217021012 R-PILOT, 4X, STERILE ++E22510045DJ
G1 015409 0035 Rev. 00 V041217025012 R-PILOT, 4X, STERILE ++E22510045DJ
G1 015409 0035 Rev. 00 V041217031012 R-PILOT, 4X, STERILE ++E22510045DJ
G1 015409 0035 Rev. 00 V040217021012 R-PILOT, 6X, STERILE ++E22510045DJ
G1 015409 0035 Rev. 00 V040217025012 R-PILOT, 6X, STERILE ++E22510045DJ
G1 015409 0035 Rev. 00 V040217031012 R-PILOT, 6X, STERILE ++E22510045DJ
G1 015409 0035 Rev. 00 V040333021410 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V040333021420 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V040333021430 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V040333021440 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V040333021450 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V040333021460 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V040333021470 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V040333021480 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V040333021485 BARBED BROACHES STERILE CC-C. ++E22510023D8
G1 015409 0035 Rev. 00 V041441000000 EDDY ++E22510026DE
N/A * V010053021006 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021008 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021010 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021015 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021020 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021025 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021030 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021035 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021040 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021230 K-REAMER, CC+ ++E22510011CZ
N/A * V010053021240 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025006 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025008 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025010 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025015 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025020 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025025 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025030 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025035 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025040 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025210 K-REAMER, CC+ ++E22510011CZ
N/A * V010053025230 K-REAMER, CC+ ++E22510011CZ
N/A *: Device did not require a Notified Body certificate under referenced Directives 14/34



MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V010053025240 K-REAMER, CC+ ++E22510011CZ
N/A * V010063021006 K-FILES, CC+ ++E22510007DA
N/A * V010063021008 K-FILES, CC+ ++E22510007DA
N/A * V010063021010 K-FILES, CC+ ++E22510007DA
N/A * V010063021015 K-FILES, CC+ ++E22510007DA
N/A * V010063021020 K-FILES, CC+ ++E22510007DA
N/A * V010063021025 K-FILES, CC+ ++E22510007DA
N/A * V010063021030 K-FILES, CC+ ++E22510007DA
N/A * V010063021035 K-FILES, CC+ ++E22510007DA
N/A * V010063021040 K-FILES, CC+ ++E22510007DA
N/A * V010063021230 K-FILES, CC+ ++E22510007DA
N/A * V010063021240 K-FILES, CC+ ++E22510007DA
N/A * V010063025006 K-FILES, CC+ ++E22510007DA
N/A * V010063025008 K-FILES, CC+ ++E22510007DA
N/A * V010063025010 K-FILES, CC+ ++E22510007DA
N/A * V010063025015 K-FILES, CC+ ++E22510007DA
N/A * V010063025020 K-FILES, CC+ ++E22510007DA
N/A * V010063025025 K-FILES, CC+ ++E22510007DA
N/A * V010063025030 K-FILES, CC+ ++E22510007DA
N/A * V010063025035 K-FILES, CC+ ++E22510007DA
N/A * V010063025040 K-FILES, CC+ ++E22510007DA
N/A * V010063025210 K-FILES, CC+ ++E22510007DA
N/A * V010063025230 K-FILES, CC+ ++E22510007DA
N/A * V010063025240 K-FILES, CC+ ++E22510007DA
N/A * V010063031006 K-FILES, CC+ ++E22510007DA
N/A * V010063031008 K-FILES, CC+ ++E22510007DA
N/A * V010063031010 K-FILES, CC+ ++E22510007DA
N/A * V010063031015 K-FILES, CC+ ++E22510007DA
N/A * V010063031020 K-FILES, CC+ ++E22510007DA
N/A * V010063031025 K-FILES, CC+ ++E22510007DA
N/A * V010063031030 K-FILES, CC+ ++E22510007DA
N/A * V010063031035 K-FILES, CC+ ++E22510007DA
N/A * V010063031040 K-FILES, CC+ ++E22510007DA
N/A * V010063031230 K-FILES, CC+ ++E22510007DA
N/A * V010063031240 K-FILES, CC+ ++E22510007DA
N/A * V010073021008 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021010 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021015 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021020 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021025 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021030 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021035 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021040 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073021240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A *: Device did not require a Notified Body certificate under referenced Directives 15/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V010073025008 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025010 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025015 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025020 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025025 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025030 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025035 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025040 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073025240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073031230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V010073031240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020053021006 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021008 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021010 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021015 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021020 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021025 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021030 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021035 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021040 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021230 K-REAMER, CC+ ++E22510011CZ
N/A * V020053021240 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025006 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025008 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025010 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025015 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025020 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025025 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025030 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025035 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025040 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025210 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025230 K-REAMER, CC+ ++E22510011CZ
N/A * V020053025240 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031006 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031008 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031010 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031015 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031020 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031025 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031030 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031035 K-REAMER, CC+ ++E22510011CZ
N/A * V020053031040 K-REAMER, CC+ ++E22510011CZ
N/A * V020063021006 K-FILES, CC+ ++E22510007DA
N/A *: Device did not require a Notified Body certificate under referenced Directives 16/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V020063021008 K-FILES, CC+ ++E22510007DA
N/A * V020063021010 K-FILES, CC+ ++E22510007DA
N/A * V020063021015 K-FILES, CC+ ++E22510007DA
N/A * V020063021020 K-FILES, CC+ ++E22510007DA
N/A * V020063021025 K-FILES, CC+ ++E22510007DA
N/A * V020063021030 K-FILES, CC+ ++E22510007DA
N/A * V020063021035 K-FILES, CC+ ++E22510007DA
N/A * V020063021040 K-FILES, CC+ ++E22510007DA
N/A * V020063021045 K-FILES, CC+ ++E22510007DA
N/A * V020063021050 K-FILES, CC+ ++E22510007DA
N/A * V020063021055 K-FILES, CC+ ++E22510007DA
N/A * V020063021060 K-FILES, CC+ ++E22510007DA
N/A * V020063021070 K-FILES, CC+ ++E22510007DA
N/A * V020063021080 K-FILES, CC+ ++E22510007DA
N/A * V020063021230 K-FILES, CC+ ++E22510007DA
N/A * V020063021240 K-FILES, CC+ ++E22510007DA
N/A * V020063025006 K-FILES, CC+ ++E22510007DA
N/A * V020063025008 K-FILES, CC+ ++E22510007DA
N/A * V020063025010 K-FILES, CC+ ++E22510007DA
N/A * V020063025012 K-FILES, CC+ ++E22510007DA
N/A * V020063025015 K-FILES, CC+ ++E22510007DA
N/A * V020063025017 K-FILES, CC+ ++E22510007DA
N/A * V020063025020 K-FILES, CC+ ++E22510007DA
N/A * V020063025025 K-FILES, CC+ ++E22510007DA
N/A * V020063025030 K-FILES, CC+ ++E22510007DA
N/A * V020063025035 K-FILES, CC+ ++E22510007DA
N/A * V020063025040 K-FILES, CC+ ++E22510007DA
N/A * V020063025045 K-FILES, CC+ ++E22510007DA
N/A * V020063025050 K-FILES, CC+ ++E22510007DA
N/A * V020063025055 K-FILES, CC+ ++E22510007DA
N/A * V020063025060 K-FILES, CC+ ++E22510007DA
N/A * V020063025070 K-FILES, CC+ ++E22510007DA
N/A * V020063025080 K-FILES, CC+ ++E22510007DA
N/A * V020063025230 K-FILES, CC+ ++E22510007DA
N/A * V020063025240 K-FILES, CC+ ++E22510007DA
N/A * V020063031006 K-FILES, CC+ ++E22510007DA
N/A * V020063031008 K-FILES, CC+ ++E22510007DA
N/A * V020063031010 K-FILES, CC+ ++E22510007DA
N/A * V020063031015 K-FILES, CC+ ++E22510007DA
N/A * V020063031020 K-FILES, CC+ ++E22510007DA
N/A * V020063031025 K-FILES, CC+ ++E22510007DA
N/A * V020063031030 K-FILES, CC+ ++E22510007DA
N/A * V020063031035 K-FILES, CC+ ++E22510007DA
N/A * V020063031040 K-FILES, CC+ ++E22510007DA
N/A * V020063031230 K-FILES, CC+ ++E22510007DA
N/A *: Device did not require a Notified Body certificate under referenced Directives 17/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V020063031240 K-FILES, CC+ ++E22510007DA
N/A * V020073021008 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021010 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021015 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021020 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021025 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021030 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021035 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021040 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073021240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025008 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025010 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025015 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025020 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025025 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025030 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025035 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025040 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073025240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031008 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031010 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031015 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031020 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031025 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031030 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031035 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031040 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V020073031240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030053021006 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021008 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021010 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021015 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021020 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021025 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021030 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021035 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021040 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021045 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021050 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021055 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021060 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021070 K-REAMER, CC+ ++E22510011CZ
N/A *: Device did not require a Notified Body certificate under referenced Directives 18/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V030053021080 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021210 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021230 K-REAMER, CC+ ++E22510011CZ
N/A * V030053021240 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025006 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025008 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025010 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025015 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025020 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025025 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025030 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025035 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025040 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025045 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025050 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025055 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025060 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025070 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025080 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025210 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025230 K-REAMER, CC+ ++E22510011CZ
N/A * V030053025240 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031008 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031010 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031015 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031020 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031025 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031030 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031035 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031040 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031045 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031050 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031055 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031060 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031070 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031080 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031230 K-REAMER, CC+ ++E22510011CZ
N/A * V030053031240 K-REAMER, CC+ ++E22510011CZ
N/A * V030063021006 K-FILES, CC+ ++E22510007DA
N/A * V030063021008 K-FILES, CC+ ++E22510007DA
N/A * V030063021010 K-FILES, CC+ ++E22510007DA
N/A * V030063021015 K-FILES, CC+ ++E22510007DA
N/A * V030063021020 K-FILES, CC+ ++E22510007DA
N/A * V030063021025 K-FILES, CC+ ++E22510007DA
N/A * V030063021030 K-FILES, CC+ ++E22510007DA
N/A *: Device did not require a Notified Body certificate under referenced Directives 19/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V030063021035 K-FILES, CC+ ++E22510007DA
N/A * V030063021040 K-FILES, CC+ ++E22510007DA
N/A * V030063021045 K-FILES, CC+ ++E22510007DA
N/A * V030063021050 K-FILES, CC+ ++E22510007DA
N/A * V030063021055 K-FILES, CC+ ++E22510007DA
N/A * V030063021060 K-FILES, CC+ ++E22510007DA
N/A * V030063021070 K-FILES, CC+ ++E22510007DA
N/A * V030063021080 K-FILES, CC+ ++E22510007DA
N/A * V030063021210 K-FILES, CC+ ++E22510007DA
N/A * V030063021230 K-FILES, CC+ ++E22510007DA
N/A * V030063021240 K-FILES, CC+ ++E22510007DA
N/A * V030063025006 K-FILES, CC+ ++E22510007DA
N/A * V030063025008 K-FILES, CC+ ++E22510007DA
N/A * V030063025010 K-FILES, CC+ ++E22510007DA
N/A * V030063025015 K-FILES, CC+ ++E22510007DA
N/A * V030063025020 K-FILES, CC+ ++E22510007DA
N/A * V030063025025 K-FILES, CC+ ++E22510007DA
N/A * V030063025030 K-FILES, CC+ ++E22510007DA
N/A * V030063025035 K-FILES, CC+ ++E22510007DA
N/A * V030063025040 K-FILES, CC+ ++E22510007DA
N/A * V030063025045 K-FILES, CC+ ++E22510007DA
N/A * V030063025050 K-FILES, CC+ ++E22510007DA
N/A * V030063025055 K-FILES, CC+ ++E22510007DA
N/A * V030063025060 K-FILES, CC+ ++E22510007DA
N/A * V030063025070 K-FILES, CC+ ++E22510007DA
N/A * V030063025080 K-FILES, CC+ ++E22510007DA
N/A * V030063025210 K-FILES, CC+ ++E22510007DA
N/A * V030063025230 K-FILES, CC+ ++E22510007DA
N/A * V030063025240 K-FILES, CC+ ++E22510007DA
N/A * V030063031006 K-FILES, CC+ ++E22510007DA
N/A * V030063031008 K-FILES, CC+ ++E22510007DA
N/A * V030063031010 K-FILES, CC+ ++E22510007DA
N/A * V030063031015 K-FILES, CC+ ++E22510007DA
N/A * V030063031020 K-FILES, CC+ ++E22510007DA
N/A * V030063031025 K-FILES, CC+ ++E22510007DA
N/A * V030063031030 K-FILES, CC+ ++E22510007DA
N/A * V030063031035 K-FILES, CC+ ++E22510007DA
N/A * V030063031040 K-FILES, CC+ ++E22510007DA
N/A * V030063031045 K-FILES, CC+ ++E22510007DA
N/A * V030063031050 K-FILES, CC+ ++E22510007DA
N/A * V030063031055 K-FILES, CC+ ++E22510007DA
N/A * V030063031060 K-FILES, CC+ ++E22510007DA
N/A * V030063031070 K-FILES, CC+ ++E22510007DA
N/A * V030063031080 K-FILES, CC+ ++E22510007DA
N/A * V030063031210 K-FILES, CC+ ++E22510007DA
N/A *: Device did not require a Notified Body certificate under referenced Directives 20/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
N/A * V030063031230 K-FILES, CC+ ++E22510007DA
N/A * V030063031240 K-FILES, CC+ ++E22510007DA
N/A * V030073021008 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021010 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021015 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021020 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021025 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021030 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021035 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021040 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021045 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021050 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021055 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021060 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021070 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021080 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021220 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073021240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025008 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025010 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025015 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025020 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025025 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025030 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025035 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025040 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025045 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025050 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025055 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025060 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025070 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025080 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025220 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073025240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031008 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031010 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031015 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031020 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031025 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031030 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031035 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031040 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031045 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A *: Device did not require a Notified Body certificate under referenced Directives 21/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V030073031050 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031055 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031060 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031220 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031230 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V030073031240 HEDSTROEM-FILES, CC+ ++E22510003D2
N/A * V200705021006 KENDO K-REAMER ++E22510011CZ
N/A * V200705021008 KENDO K-REAMER ++E22510011CZ
N/A * V200705021010 KENDO K-REAMER ++E22510011CZ
N/A * V200705021015 KENDO K-REAMER ++E22510011CZ
N/A * V200705021020 KENDO K-REAMER ++E22510011CZ
N/A * V200705021025 KENDO K-REAMER ++E22510011CZ
N/A * V200705021030 KENDO K-REAMER ++E22510011CZ
N/A * V200705021035 KENDO K-REAMER ++E22510011CZ
N/A * V200705021040 KENDO K-REAMER ++E22510011CZ
N/A * V200705021230 KENDO K-REAMER ++E22510011CZ
N/A * V200705021240 KENDO K-REAMER ++E22510011CZ
N/A * V200705025006 KENDO K-REAMER ++E22510011CZ
N/A * V200705025008 KENDO K-REAMER ++E22510011CZ
N/A * V200705025010 KENDO K-REAMER ++E22510011CZ
N/A * V200705025015 KENDO K-REAMER ++E22510011CZ
N/A * V200705025020 KENDO K-REAMER ++E22510011CZ
N/A * V200705025025 KENDO K-REAMER ++E22510011CZ
N/A * V200705025030 KENDO K-REAMER ++E22510011CZ
N/A * V200705025035 KENDO K-REAMER ++E22510011CZ
N/A * V200705025040 KENDO K-REAMER ++E22510011CZ
N/A * V200705025230 KENDO K-REAMER ++E22510011CZ
N/A * V200705025240 KENDO K-REAMER ++E22510011CZ
N/A * V200705031006 KENDO K-REAMER ++E22510011CZ
N/A * V200705031008 KENDO K-REAMER ++E22510011CZ
N/A * V200705031010 KENDO K-REAMER ++E22510011CZ
N/A * V200705031015 KENDO K-REAMER ++E22510011CZ
N/A * V200705031020 KENDO K-REAMER ++E22510011CZ
N/A * V200705031025 KENDO K-REAMER ++E22510011CZ
N/A * V200705031030 KENDO K-REAMER ++E22510011CZ
N/A * V200705031035 KENDO K-REAMER ++E22510011CZ
N/A * V200705031040 KENDO K-REAMER ++E22510011CZ
N/A * V200705031230 KENDO K-REAMER ++E22510011CZ
N/A * V200705031240 KENDO K-REAMER ++E22510011CZ
N/A * V200706021006 KENDO K-FILE ++E22510007DA
N/A * V200706021008 KENDO K-FILE ++E22510007DA
N/A * V200706021010 KENDO K-FILE ++E22510007DA
N/A * V200706021015 KENDO K-FILE ++E22510007DA
N/A * V200706021020 KENDO K-FILE ++E22510007DA
N/A * V200706021025 KENDO K-FILE ++E22510007DA
N/A *: Device did not require a Notified Body certificate under referenced Directives 22/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V200706021030 KENDO K-FILE ++E22510007DA
N/A * V200706021035 KENDO K-FILE ++E22510007DA
N/A * V200706021040 KENDO K-FILE ++E22510007DA
N/A * V200706021210 KENDO K-FILE ++E22510007DA
N/A * V200706021230 KENDO K-FILE ++E22510007DA
N/A * V200706021240 KENDO K-FILE ++E22510007DA
N/A * V200706025006 KENDO K-FILE ++E22510007DA
N/A * V200706025008 KENDO K-FILE ++E22510007DA
N/A * V200706025010 KENDO K-FILE ++E22510007DA
N/A * V200706025015 KENDO K-FILE ++E22510007DA
N/A * V200706025020 KENDO K-FILE ++E22510007DA
N/A * V200706025025 KENDO K-FILE ++E22510007DA
N/A * V200706025030 KENDO K-FILE ++E22510007DA
N/A * V200706025035 KENDO K-FILE ++E22510007DA
N/A * V200706025040 KENDO K-FILE ++E22510007DA
N/A * V200706025210 KENDO K-FILE ++E22510007DA
N/A * V200706025230 KENDO K-FILE ++E22510007DA
N/A * V200706025240 KENDO K-FILE ++E22510007DA
N/A * V200706031006 KENDO K-FILE ++E22510007DA
N/A * V200706031008 KENDO K-FILE ++E22510007DA
N/A * V200706031010 KENDO K-FILE ++E22510007DA
N/A * V200706031015 KENDO K-FILE ++E22510007DA
N/A * V200706031020 KENDO K-FILE ++E22510007DA
N/A * V200706031025 KENDO K-FILE ++E22510007DA
N/A * V200706031030 KENDO K-FILE ++E22510007DA
N/A * V200706031035 KENDO K-FILE ++E22510007DA
N/A * V200706031040 KENDO K-FILE ++E22510007DA
N/A * V200706031210 KENDO K-FILE ++E22510007DA
N/A * V200706031230 KENDO K-FILE ++E22510007DA
N/A * V200706031240 KENDO K-FILE ++E22510007DA
N/A * V200707021008 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021010 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021015 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021020 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021025 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021030 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021035 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021040 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021220 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021230 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707021240 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025008 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025010 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025015 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025020 KENDO HEDSTROEM FILE ++E22510003D2
N/A *: Device did not require a Notified Body certificate under referenced Directives 23/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V200707025025 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025030 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025035 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025040 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025220 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025230 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707025240 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031008 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031010 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031015 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031020 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031025 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031030 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031035 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031040 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031220 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031230 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200707031240 KENDO HEDSTROEM FILE ++E22510003D2
N/A * V200605021006 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021008 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021010 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021015 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021020 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021025 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021030 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021035 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021040 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021045 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021050 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021055 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021060 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021070 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021080 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021230 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605021240 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025006 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025008 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025010 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025015 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025020 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025025 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025030 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025035 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025040 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025045 PRO-ENDO K-REAMER ++E22510011CZ
N/A *: Device did not require a Notified Body certificate under referenced Directives 24/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V200605025050 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025055 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025060 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025070 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025080 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025210 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025230 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605025240 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028006 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028008 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028010 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028015 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028020 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028025 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028030 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028035 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028040 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028045 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028050 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028055 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028060 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028070 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028080 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028230 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605028240 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031006 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031008 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031010 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031015 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031020 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031025 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031030 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031035 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031040 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031045 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031050 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031055 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031060 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031070 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031080 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031230 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200605031240 PRO-ENDO K-REAMER ++E22510011CZ
N/A * V200606021006 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021008 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021010 PRO-ENDO K-FILE ++E22510025DC
N/A *: Device did not require a Notified Body certificate under referenced Directives 25/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V200606021012 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021015 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021017 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021020 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021025 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021030 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021035 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021040 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021045 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021050 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021055 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021060 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021070 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021080 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021210 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021225 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606021230 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606021240 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025006 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025008 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025010 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025012 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025015 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025017 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025020 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025025 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025030 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606025035 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025040 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025045 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025050 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025055 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025060 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025070 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025080 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025210 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025225 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025230 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606025240 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028006 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606028008 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606028010 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606028015 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606028020 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606028025 PRO-ENDO K-FILE ++E22510025DC
N/A *: Device did not require a Notified Body certificate under referenced Directives 26/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V200606028030 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606028035 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028040 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028045 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028050 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028055 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028060 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028070 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028080 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028225 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028230 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606028240 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031006 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606031008 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606031010 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606031015 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606031020 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606031025 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606031030 PRO-ENDO K-FILE ++E22510025DC
N/A * V200606031035 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031040 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031045 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031050 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031055 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031060 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031070 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031080 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031210 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031225 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031230 PRO-ENDO K-FILE ++E22510007DA
N/A * V200606031240 PRO-ENDO K-FILE ++E22510007DA
N/A * V200607021008 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021010 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021015 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021020 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021025 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021030 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021035 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021040 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021045 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021050 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021055 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021060 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021070 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021080 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A *: Device did not require a Notified Body certificate under referenced Directives 27/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Qevice
Reference Article Number Basic UDI-DI
N/A * V200607021230 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607021240 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025008 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025010 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025015 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025020 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025025 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025030 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025035 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025040 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025045 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025050 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025055 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025060 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025070 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025080 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025220 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025230 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607025240 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028008 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028010 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028015 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028020 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028025 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028030 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028035 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028040 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028045 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028050 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028055 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028060 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028070 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028080 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028230 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607028240 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031008 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031010 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031015 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031020 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031025 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031030 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031035 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031040 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031045 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031050 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A *: Device did not require a Notified Body certificate under referenced Directives 28/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
N/A * V200607031055 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031060 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031070 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031080 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031230 PRO-ENDO HEDSTROEM FILE ++E22510003D2
N/A * V200607031240 PRO-ENDO HEDSTROEM FILE ++E22510003D2
G2S 015409 0027 Rev. 00 V040368019006 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368019008 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368019010 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368019012 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368019015 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368019210 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368021006 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368021008 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368021010 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368021012 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368021015 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368021210 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368025006 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368025008 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368025010 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368025012 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368025015 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040368025210 C-PILOT FILES, CC+, STERILE ++E22510001CW
G2S 015409 0027 Rev. 00 V040363021006 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021008 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021010 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021012 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021015 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021017 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021020 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021025 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021030 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021035 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021040 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021045 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021050 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021055 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021060 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021070 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021080 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021090 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021100 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021110 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021210 K-FILES, CC+, STERILE ++E22510006D8
N/A *: Device did not require a Notified Body certificate under referenced Directives 29/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G2S 015409 0027 Rev. 00 V040363021230 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021240 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363021250 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025006 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025008 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025010 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025012 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025015 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025017 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025020 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025025 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025030 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025035 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025040 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025045 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025050 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025055 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025060 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025070 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025080 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025090 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025100 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025110 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025120 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025130 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025140 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025210 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025230 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025240 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363025260 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363028006 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363028008 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363028010 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363028210 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031006 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031008 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031010 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031015 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031020 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031025 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031030 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031035 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031040 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031045 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031050 K-FILES, CC+, STERILE ++E22510006D8
N/A *: Device did not require a Notified Body certificate under referenced Directives 30/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G2S 015409 0027 Rev. 00 V040363031055 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031060 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031070 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031080 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031090 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031100 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031110 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031120 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031130 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031140 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031210 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031230 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031240 K-FILES, CC+, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040363031260 K-FILES, CC-CORD, STERILE ++E22510006D8
G2S 015409 0027 Rev. 00 V040353021006 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021008 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021010 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021015 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021020 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021025 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021030 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021035 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021040 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021045 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021050 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021055 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021060 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021070 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021080 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021090 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021100 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021110 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021210 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021230 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021240 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353021250 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025006 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025008 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025010 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025015 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025020 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025025 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025030 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025035 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025040 K-REAMERS, CC+, STERILE ++E22510010CX
N/A *: Device did not require a Notified Body certificate under referenced Directives 31/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G2S 015409 0027 Rev. 00 V040353025045 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025050 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025055 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025060 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025070 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025080 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025090 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025100 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025110 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025120 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025130 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025140 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025210 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025230 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025240 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353025260 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353028006 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353028008 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353028010 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353028210 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031006 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031008 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031010 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031015 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031020 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031025 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031030 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031035 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031040 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031045 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031050 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031055 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031060 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031070 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031080 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031090 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031100 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031110 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031120 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031130 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031140 K-REAMERS, CC-CORD, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031210 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031230 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031240 K-REAMERS, CC+, STERILE ++E22510010CX
G2S 015409 0027 Rev. 00 V040353031260 K-REAMERS, CC-CORD, STERILE ++E22510010CX
N/A *: Device did not require a Notified Body certificate under referenced Directives 32/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G2S 015409 0027 Rev. 00 V040373021008 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021010 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021015 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021020 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021025 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021030 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021035 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021040 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021045 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021050 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021055 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021060 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021070 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021080 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021090 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021100 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021110 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021220 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021230 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021240 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373021250 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025008 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025010 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025015 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025020 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025025 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025030 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025035 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025040 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025045 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025050 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025055 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025060 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025070 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025080 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025090 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025100 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025110 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025120 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025130 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025140 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025220 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025230 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025240 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373025260 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
N/A *: Device did not require a Notified Body certificate under referenced Directives 33/34




MDD/AIMDD Certificate I.ndivid ual elies e el mEme) Device
Reference Article Number Basic UDI-DI
G2S 015409 0027 Rev. 00 V040373028008 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373028010 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373028220 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031008 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031010 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031015 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031020 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031025 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031030 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031035 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031040 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031045 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031050 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031055 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031060 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031070 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031080 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031090 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031100 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031110 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031120 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031130 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031140 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031220 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031230 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031240 HEDSTROEMFILES, CC+, STERILE ++E22510002CY
G2S 015409 0027 Rev. 00 V040373031260 HEDSTROEMFILES,CC-CORD,STERILE ++E22510002CY
N/A *: Device did not require a Notified Body certificate under referenced Directives 34/34
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ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 015409 0033 Rev. 01

Product Service

Holder of Certificate: VDW GmbH

Bayerwaldstral’e 15
81737 Minchen
GERMANY

Certification Mark:

EN SO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design, development, service, production
and distribution of medical devices,
software and accessories for diagnosis,
treatment of acute cases and permanent
preservation of diseased teeth

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity see:
www.tuvsud.com/ps-cert?g=cert:Q5 015409 0033 Rev. 01

Report No.: 713233263
Valid from: 2022-05-27
Valid until: 2025-05-26

C@:L\/

Date, 2022-05-20 Christoph Dicks
Head of Certification/Notified Body

un 7 ®
Page 1 of 2 Tav

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20015409%200033%20Rev.%2001%C2%A0

=
<
()
™
-
SS|
L]
(&)
\ 4
(=
(=]
<
(&)
™
o
==
Ll
(&)
4
—
<
x
=
©
>
o
o
LI
()
¢
I
!

IELE
aaE s

ZERTIFIKAT o CERTIFICATE o

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 015409 0033 Rev. 01

2

Product Service

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): VDW GmbH
Bayerwaldstralle 15, 81737 Miinchen, GERMANY

Design, development, production and distribution of medical
devices,

software and accessories for diagnosis, treatment of acute cases
and permanent preservation of diseased teeth

VDW GmbH
Hoferstrasse 1, 81737 Miinchen, GERMANY

Service and distribution of medical devices,
software and accessories for diagnosis, treatment of acute cases
and permanent preservation of diseased teeth
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Page 2 of 2 TOV
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