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EC Certificate

Producion Quality Assurance System
Directive 82/42/EEC on Medical Devices (MDD), Annex V
{Devices in Class lla, Itb or I

No. G2 095446 0005 Rev. 00

WL Eigdn

Manufacturer: Wuhu Ruijin Medical Instrument & Device
Co., Ltd.

No.33, Wanchun Road

Economic and Technological Development Zone
241000 Wuhu City, Anhui Province

PEOPLE'S REPUBLIC OF CHINA

ilitvlies): Whu Ruijin Medical Instrument & Device Co., Lid,

Fac l‘j’{ } ho.33, Wanchun Road, Economic and Technological
Development Zone, 241000 Wuhu City, Anhui Province,
PEOPLE'S REPUBLIC OF CHINA

Product Medical Electric Saw Drill,
Categoryl{ies}): Medical Electric Drill,
Medical Electric Saw

The Cerlification Body of TOV S0D Product Service GmbH declares that the aforementioned
manufacturer has implementad a quality assurance system for manufacture and final inspection of the
respective devices [ device caleguries in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to pericdical suiveiilance. For

marketing of class Ik and 1l devices an additional Annex 1l certificate is mandatory. See also notes
overieat,

Report No.: SH19104501
Valid from: 2020-01-08
Valid until: 2024-05-26
Date, 2020-01-08

C@iL\/

Christoph Dicks
Head of Certification/Notified Body

Digitally signed by Ermicev Alexandr
Date: 2026.03.10 16:59:19 EET
Reason: MoldSign Signature
Location: Moldova

| MOLDOVA EUROPEANA |
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TUW 3UD Product Service GmbH is Notified Body with identification no. 0122

TUW 80D Product Service GmbH = Cartification Body » Ridlerstralia 85 = 80335 Munich = Germarny
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Wuhu Ruijin Medical Instrument & Device

Co., L1d.

MNo.33, Wanchun Road

Economic and Technological Development Zone
241000 WUHU CITY, ANHUI PROVINCE
PEQOPLE'S REPUBLIC OF CHINA
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TUV s0D Product Service GmbH
Confirmation Letter
CL 095446 0006 Rev. 00

Reference: SH24104901
To whom it may concem,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in
the following referenced as MDR) as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices.

With this letter TOV SUD Product Service GmbH, designated under MDR and identified by the number
0123 an NANDO, confirms that we have 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 above stated manufacturer with the following
SRN Mumber:

SRN Number: CN-MF-000033842

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.

- Tahble 1 identifies the devices for which an MDR application has been received, written agresmeanl
concluded and for which TOV SUD Product Service GmbH is also responsible for appropriate surveillance
aof the comesponding devices under the applicable Directive.

- Table 2 identifies the devices for which an MDR application has been received and a written agreement
concluded, but TOV SUD Product Service GmbH has not vet taken the responsibility for appropriate
surveillance of the corresponding devices under the applicable Directive.

Reglstered Offlce: Munich Supervisory Board: TUV SUD Product Service GmbH tuvsud

.comips
Trade Register Munich HRBE 85 742 Huolger Lindner {Chairman) Certificstion body for medical Products  Hetine: +40 B3 50084-747
UniCredit Bank AG - BIC HYVEDEMMXXX  Board of Management: Ridiarstr. 65
IBAN DE13 TO02 D270 0048 B522 11 Walter Reithmaier (CED} 80339 Munich
VAT ID No. DE129484267 Patrick wan Well] Gerrmiany &
Infgrmation pursuant to § 2 [1] DL-Infol TtN

(Genmany] =t ivaud comdimprint
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If devices covered by certificates issued under Directive 0/385/EEC (AIMDD) or 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/AIMDD certificate expiry; or
- provided evidence that a competent authority of a Member State had granled a derogation o examption

from the applicable conformity assessment procedure in accordance with Article 58(1) of MDR or Articla
a7(1) of the MDR respactively.

The transition timelines in accordance Article 120 (3) of MDR that apply to the devices covered by this
letter, subject to the manufacturer's continued compliance to the other conditions specified in Aricle 120
{3c) of MDR, are shown below:
« 26 May 2026 for Class 11l custom-made implantable devices
« 31 December 2027 for Class Iil devices and Class iIb implantable devices (except sulures, staples, dental
fillings, dental braces, tooth crowns, screws, wedges, plates, wires, ping, clips and connectors)
« 31 December 2028 for other Class lib devices, Class lla, Class | devices placed on the markel in sterile
condition, measuring function.
« 31 December 2028 for devices not requiring the involvement of a notified body under MDD but requiring it
under MDR {e.g., class | devices that qualify as re-usable surgical instruments)

We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmaltion
letter according to effort.

For confirmation letter validity see www.tuvsud.com/ps-cert?q=CL 095446 0006 Rev. 00

In case of inguiries please contact medical devices@tuvsud con.

On behalf of the Notified Body TUV SUD Product Service GmbH,

27" May 2024.

TUV sUD Product Service GmbH TUV SUD Product Service GmbH

Medical and Health Services Medical and Health Services
Wu?!r""ﬁ( Zheo g‘ 4

Wenjing Zhou Tunde Junaid

Conformity Assessment Responsible (CARE) Application Reviewer
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Table 1: Devices covered by this letter and for which TUV sUD Product Service Gth Is also
responsible for appropriate surveillance of the corresponding devices under the applicable

Directive:

| BE.'\I‘I'.!‘.:! name or Basic UDI-
+ DI {under MDR
application)

Device 1
Medical electric suw drill

{Basic UDI-DI:
H9359THIRI-MPVE)

Device 2

Medical eleetric drill
(Basic UDH-DI:
GOASTIORI-PIVA)

Ivievice 3

Medical electric saw
| (Basic TDI-D:
HEASOTIORI-PEWE)

MDR Device elassification
(a5 proposed by the
manufacturer and verified
during application review)
[ Class ML

O Class 1Th implantable
{non-caempied)

[ Class Iy ! Class ik
itplastable (cxempted)

& Class ITa

O Class I devices in sterile
crendition

3 Class | devices with
mezasuring function

71 Class TH implantable
custom-made-device

O Class 11

O Class Th inaplantable
{npn-cxempted)

[ Class 1ib  Class [Tk
implaniabie (exemptesd)

& Class Il

O Class I devices in stetile
conditian

O Class T devices with
measuring fanction

O Chiss 111 implantshle
custom-made-device

0 Class 111

O Class b implaniable

i (non-exempled)
i [ Clasa 1 / Class (b

implantabile {cxempied)

[ Class Ha

[ Class [ devices in sterile
condition

Ol Class | devices with
measurng fanction

I Class 11 implantable
custom-made-device

' If the MDR device is a substitute
. device, identification of the

eorresponding MDY AIMDD
device

FENA

B NA

B NA

MDD ATMDD Certilicate
Reference(s) of the devices under
MV application, and the NB
Ldentification

 Centification as follows:
Cermificate #

G2 095446 D003 Rov. K

NBE# 0123

& Certification as follows:
Cenificate #

(32 05446 OD0S Rev. 00
NBL o123

B Certificalion as follows:
Cerntificate #

G2 095440 0005 Ry, (6
NEE& 0123
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Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is NOT
responsible for appropriate surveillance of the corresponding devices under the applicable
Directive:

Device name or Basic UDI-  MDHR Device classification If the MDER device is » substitute MDIVATMDD Certificate

D {under MDR {ns proposed by the device, identification of the Reference(s) of the deviees

application) manufacturer and verified corresponding MDINAINDI under MR apphcation, and the
during application review) device NB Identification

Mot applicable & niA = N/A B NiA

Confirmation Letter Version History

| Date TUV sUD Product Service GmbH Action
internal reference traceable to each
version of the letter

2024-05-27 SH24104901 Initial issue
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