SZUTE ST NOTIFIED BODY CONFIRMATION LETTER

Konformititsbewertungsstelle GmbH

NOTIFIED BODY CONFIRMATION LETTER
No: MD0015-CL-01

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in the framework of
Regulation (EU) 2023/607 amending Regulation (EU) 2017/745 and implementing Regulation (EU) 2023/1194 amending
implementing Regulation (EU) 2022/2346 as regards the transitional provisions for certain medical devices.

This letter confirms that SZUTEST Konformitiitsbewertungsstelle GmbH, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 2975 on NANDO, has received a formal application in accordance with Section
4.3, first subparagraph of Annex Vil of MDR and has signed a written agreement in accordance with Section 4.3, second
subparagraph of Annex VIl of MDR with the following manufacturer:

Company Name TOR VM Ltd.
Address Novatorov, 7a, bld.2, Moscow, 119421, Russia
SRN Number {if available) RU-MF-000016957

The devices covered by the formal application and the written agreement mentioned above are identified in the Tables below.
Table 1 identifies the devices for which an MDR application has been received, written agreement concluded, and for which the
SZUTEST Konformitdtsbewertungsstelle GmbH is also responsible for appropriate surveillance of the corresponding devices
under the applicable Directive. Table 2 identifies the devices for which an MDR application has been received and a written
agreement concluded, but SZUTEST Konformitatsbewertungsstelle GmbH has not yet taken responsibility for appropriate
surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 93/42/EEC (MDD) that expired after 26 May 2021 and before
20 March 2023, without having been withdrawn, this letter also confirms that the manufacturer signed the written agreement
under MDR by the date of MDD certificate expiry; or provided evidence that a competent authority of a Member State had
granted a derogation or exemption from the applicable conformity assessment procedure in accordance with Article 59(1) of
MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s continued compliance
with the other conditions specified in Article 120.3¢c of MDR (as amended by (EU) 2023/607), are shown below:
¢ 31 December 2027 for Class IIl devices and Class lib implantable devices excluding well-established technologies (WET
- sutures, staples, dental fillings, dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips, and connectors)
® 31 December 2028 for other Class Iib devices, Class Ila, Class | devices placed on the market in sterile condition or have
a measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it under MDR
® 31 December 2028 for Annex XVI products which do not require a clinical investigation.
31 December 2029 for Annex XVI products which require a clinical investigation.

On behalf of SZUTEST Konformititsbewertungsstelle GmbH,

MEHMET ISIKLAR

General Manager  rontormitss

rich-Ebert-Anlage 36
Frankfurt am Main

\ /st-idnr. DEB1SB19575
fo@szutest-germany.de

SZUTEST Konformitétshewertungsstelle GmbH-NB 2975
Friedrich-Ebert-Anlage 36 D-60325 Frankfurt am Main /GERMANY

https://public.szutest-germanv.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For
further information please contact md_confirmation@szutest-germany.de

1/3 FR.MED.203 R.04
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Konformititsbewertungsstelle GmbH

Table 1: Devices covered by this letter and for which SZUTEST Konformitétsbewertungsstelle GmbH is also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or MDR Device classification (as. - If the MDR deviceis.a - " MDD Certificate Reference(s)
Basic UDI-DI proposed by the manufacturer-  substitute device, identification  of the devices under MDR
{(Under MDR and verified at the pre- of the corresponding MDD application, and the NB
application) _application stage) device Identification

N/A N/A N/A N/A

E To check the validity of this confirmation letter please scan the barcode. To manually check, go to
https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and confirmation letter No. For
further information please contact md_confirmation@szutest-germany.de
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Konformititsbewertungsstelle GmbH

Table 2: Devices covered by this letter and for which SZUTEST Konformitétsbewertungsstelle GmbH is NOT responsiblie for
appropriate surveillance of the corresponding devices under the applicable Directive:

Device name or MDR Device classification (as If the MDR device is a MDD Certificate Reference(s) of the
Basic UDI-DI proposed by the manufacturer substitute device, devices under MDR application, and
(Under MDR and verified at the pre- identification of the the NB Identification
application) application stage) corresponding MDD

device
Dental Polishing Class lla Same Certificate #1;2195-MED-1326801
Discs Revision No:02

Revision Date:13.09.2019
Issue Date:25.09.2013
Expiry Date:26.05.2024
NB2195: Szutest Uygunluk
o Degerlendirme A.$.
Mandrels Class lia Same Certificate #1;2195-MED-1326801
Revision No:02
Revision Date:13.09.2019
Issue Date:25.09.2013
Expiry Date:26.05.2024
NB2195: Szutest Uygunluk
Degerlendirme A.S.

'onfirmation Letter Revision  History
Date Version of the Ietter Action
2024/02/01 MD0015-CL-01 Initial issue

https://public.szutest-germany.de/ use the first 3 digits of the manufacturer name and conflrmatlon letter No. For
further information please contact md_confirmation@szutest-germany.de
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TOR TOR VM Ltd Dental Manufacturing Company
Novatorov str., 7A bld.2, apt. 44b, Moscow 119421, Russia Phone/fax: +7(495) 225 54 17
M e-mail: torvm77@gmail.com internet: www.torvm.ru

Manufacturer’s 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

o the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical
Devices (AIMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) (Directive
Certificates) and/or!

e 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 TOR VM Ltd.

Novatorov str., 7A bld. 2, Moscow
Manufacturer address and contact details 119421
Telephone:+7 (495) 22 55 417

Single Registration Number (SRN) (if available) RU-MF-000016957

Authorised Representative name (if applicable) Mr. Gregor Kostunov

Untere Seegasse 54, DE-69124,
Authorised Representative address and contact details | Heidelberg, Germany
Telephone:+49 (17) 626 400 019

Single Registration Number (SRN) (if available) DE-AR-000006585

SZUTEST, Uygunluk Degerlendirme A.S.

Notified body name (if applicable) S hed schedul
o See attached schedule

Notified body number (if applicable) 2195

o See attached schedule
Directive Certificate number(s) 2195-MED-1326801
to which this confirmation is made (if applicable) 0 See attached schedule

1 The first condition is not applicable in case of 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.
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TOR TOR VM Ltd Dental Manufacturing Company

Novatorov str., 7A bld.2, apt. 44b, Moscow 119421, Russia Phone/fax: +7(495) 225 54 17
M e-mail: torvm77@gmail.com internet: www.torvm.ru
Original expiry date as indicated on the Directive 26.05.2024
Certificate prior to the extension of the validity (if
applicable) o See attached schedule

End date of extended validity/transition period

31.12.2028
o See attached schedule

We, as the manufacturer declare under our sole responsibility:

for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the
conditions for the legal extension of validity as required in Article 120.2 of the MDR are met and/or?2

the listed device(s) in the attached schedule 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 conditions:

» Directive Certificate(s) as listed above or in the attached schedule

Directive Certificate(s) covering the listed device(s) was/were issued after 25 May 2017, was/were
valid on 26 May 2021 and have not been withdrawn afterwards.

Choose applicable statements:
O Expired before 20 March 2023:

O Before the original date of expiry as indicated on the Directive Certificate(s), we and the

notified body have signed written agreement(s) in accordance with Section 4.3, second
subparagraph of Annex VII to this Regulation for the conformity assessment(s) in respect
of the device(s) covered by the expired certificate(s) or in respect of a device(s) intended
to substitute that/those device(s), or

A Competent Authority has granted a derogation from the applicable conformity assess-
ment procedure in accordance with Article 59(1) MDR (may be provided upon request), or
A Competent Authority has required the manufacturer, in accordance with Article 97(1)
MDR, to carry out the applicable conformity assessment procedure (may be provided upon
request)

Choose one of the following statements only if a derogation per Article 59(1) or a requirement
per Article 97(1) has been granted by a Competent Authority:

O Formal application(s) to the notified body in accordance with Section 4.3, first subpara-

graph of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VIl MDR before
26 September 2024.

2 The first condition is not applicable in case of 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
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TOR TOR VM Ltd Dental Manufacturing Company
Novatorov str., 7A bld.2, apt. 44b, Moscow 119421, Russia Phone/fax: +7(495) 225 54 17
M e-mail: torvm77@gmail.com internet: www.torvm.ru

O We do notintent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

M Expired/expires after 20 March 2023:
Choose one applicable statement:

M Formal application(s) to the notified body in accordance with Section 4.3, first subpara-
graph of Annex VII MDR for conformity assessment has/have been made or will be
made/submitted by us to a notified body no later than 26 May 2024 for the device(s) listed
in the attached schedule or its/their substitute(s) and signed written agreement(s) is/will be
in place in accordance with Section 4.3, second subparagraph of Annex VII MDR before
26 September 2024.

O We do notintent to lodge an application for conformity assessment by 26 May 2024, there-
fore the transition period will end on 26 May 2024.

» Upclassified devices

In case of 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:

Choose one applicable statement:

O Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of
Annex VII MDR for conformity assessment has/have been made or will be made/submitted by
us to a notified body no later than 26 May 2024 for the device(s) listed in the attached schedule
or its/their substitutes and signed written agreement(s) is/will be in place in accordance with
Section 4.3, second subparagraph of Annex VII MDR before 26 September 2024.

O We do not intent to lodge an application for conformity assessment by 26 May 2024, therefore
the transition period will end on 26 May 2024.

» Quality Management System (QMS)
Choose one applicable statement:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.
M A QMS in accordance with Article 10(9) MDR is in place.
O A notified body has issued the attached certificate for the MDR-compliant QMS.

» Device(s) as listed in the attached schedule

e The device(s) continue to comply with the AIMDD or MDD.

e There are no significant changes in the design and intended purpose.

e The device(s) do not present an unacceptable risk to health or safety of patients, users or other
persons, or to other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:
TOR VM Ltd.

Moscow, Russia 17.05.2024

Oleg Mikhalev, CEO

torvm77@gmail.com
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TOR torVM LW

Dental Manufacturing Company
Novatorov str., 7A bld.2, apt. 44b, Moscow 119421, Russia
e-mail: torvm77@gmail.com

Phone/fax: +7(495) 225 54 17
internet: www.torvm.ru

Schedule of Devices

The above Manufacturer’s Declaration is valid for the following devices:

body number
2195

Identification of | Directive Original Notified Body Notified Body name and End date of Substitute
the device(s)® Certificate expiry date name and number where the MDR extended Device(s)
(e.g., device number(s) as indicated number that application was validity / (if applicable)
name, to which this on the issued the lodged/contract signed transition
family/group name | confirmation is | Directive Directive (if applicable) period
de;n?:e model or made Certificate (s) | Certificate
ﬁﬁﬁﬁfﬁ;e (if applicable) prior to the (if applicable)
extension of
the validity
(if applicable)
Dental Polishing | 2195-MED- 26.05.2024 SZUTEST, SZUTEST 31.12.2028
Discs 1326801 Uygunluk Konformitatsbewertungsstelle
Degerlendirme | GmbH, Notified body number
A.S., Notified 2975
body number
2195
Mandrels 2195-MED- 26.05.2024 SZUTEST, SZUTEST 31.12.2028
1326801 Uygunluk Konformitatsbewertungsstelle
Degerlendirme | GmbH, Notified body number
A.S., Notified 2975

3 for devices with AIMDD/MDD certificate(s) the identification should be as in the certificate, and only if the certificate has a generic scope it should be as defined

above)
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