Product List and Application MDR

(EU) 2017/745 Annex IX and XI

Including an application according to (EU) 2023/607 -

extension of MDD certification for devices intended to be transferred to MDR

A TUVRheinland®

Name of Legal Manufacturer
(shall be identical as given in General Agreement with
TRLP):

Aidite (Qinhuangdao) Technology Co., Ltd.

Additional registered trade name or registered trade
mark of the manufacturer (used on the label; MDR
Annex | clause 23.2.c):

£ o

N/A

il

TN

Address of Legal Manufacturer:

No.9 D

ne, Qin|

d, Economic And Technological Development

o City, 066004 Hebei, P.R. China

=
1N

/

EUDAMED Single Registration No:

|CN-MF-000p45573 |

MDR (EU) 2017/745:

30509 '

Annex IX Chapter |

Reason for submission:

Application according to (EU) 2023/607
(may also be an Initial application MDR)

This Product List and Application repiaces all previous applications. in case of changes to a previous version of the Product List and Application, please mark all changes in red font color and in bold. In case of deleting products from

the portfolio, please cross out the relevant products.

This Product List and Application is an addendum to the initial application dated YYYY-MM-DD.

(Please list only devices for which EU 2023/607 Confirmation Letter is requested)

Please provide a legally binding sianed version of this document by fax, 2-fold by post (note: not all data will be printed) or electronically signed (advanced or qualified signature according to elDAS Regulation (EU) No 910/2014). In

addition please provide this Product List and Application as as Excel file.
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Product List and Application MDR
(EU) 2017/745 Annex IX and XI éé TﬁVRheinIand®

Including an application according to (EU) 2023/607 -
extension of MDD certification for devices intended to be transferred to MDR

Declaration of the applicant

| hereby apply for the assessment of my quality management/assurance system with respect to the product(s) listed hereafter.

| hereby declare
« that no application has been lodged with any other notified body for the same device-related quality system.

In relation to the quality assurance system | assure
- to fulfil the obligations imposed by the Medical Device Regulation 2017/745 on establishing, documenting, implementing and maintaining a quality management system;
« to keep the approved quality system adequate and efficacious;

+ toinstitute and keep up to date a system to review experience gained from post-market surveillance, including the provisions referred to in Annex lll, and to inform the notified body about initiated corrective and / or preventive actions;
«  to notify the competent authorities and TUV Rheinland LGA Products GmbH of the following as described in accordance with Article 87:

a) any serious incident involving devices made available on the Union market, except expected side-effects which are clearly documented in the product information and quantified in the technical documentation and are subject to
trend reporting pursuant to Article 88;

b) any field safety corrective action in respect of devices made available on the Union market, including any field safety corrective action undertaken in a third country in relation to a device which is also legally made available on

the Union market, if the reason for the field safety corrective action is not limited to the device made available in the third country. The reports referred to in the first subparagraph shall be submitted through the electronic system
referred to in Article 92.

«  to notify the competent authorities and TUV Rheinland LGA Products GmbH of the following as described in accordance with Article 88:
Any statistically significant increase in the frequency or severity of incidents that are not serious incidents or that are expected undesirable side-effects that could have a significant impact on the benefit-risk analysis referred to
in Sections 1 and 5 of Annex | and which have led or may lead to risks to the health or safety of patients, users or other persons that are unacceptable when weighed against the intended benefits.

For applications according to Annex Xl Part A:
« | ensure and declare that the class lla devices in question are manufactured in conformity with the technical documentation referred to in Annexes Il and Il and meet the requirements of this Regulation which apply to them.

Additionally | declare:

« that | have not withdrawn an application with another notified body prior to the decision of that notified body, OR

that | provide all information about any previous application with another notified body prior to the decision of that notified body for the same conformity assessment that has been withdrawn, including
information about the refusal by that other notified body, as applicable

+ to submit to the notified body the relevant documentation as defined in Annex IX, Chapter, | Section 2.1;

the market. In the case of implantable devices, the period shall be at least 15 years after the last device has been placed on the market in order to fulfil Chapter Il Article 10 Par. 8

that all listed devices meet the general safety and performance requirements set out in Annex [;

that used registered trade name(s) and/or registered trade mark(s) of the manufacturer used in accordance with MDR 2017/745, Annex |, 23.2 (c) are not separate legal persons.

to inform TUV Rheinland LGA Products GmbH without delay in case of inquiries by any competent authority regarding the products covered by this application;

to inform TUV Rheinland LGA Products GmbH about any planned substantial changes to the approved quality management system (e. g. procedural changes regarding design and development
or the products/product range covered by it, and not to implement such substantial changes prior to a notification from TUV Rheinland LGA Products GmbH to do so.

Note: For guidance on substantial change notification refer to NBOG best practice guide 2014-3;

°
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Product List and Application MDR

(EU) 2017/745 Annex IX and XI

Including an application according to (EU) 2023/607 -
extension of MDD certification for devices intended to be transferred to MDR

é TUVRheinland®

- to submit an informal application for certificate re-assessment to the notified body, at least 6 months before expiry of the certificate. A different date may be agreed by means of a contract:

TOV Rheinland LGA Products GmbH

Certification Office Medical

Am Grauen Stein 29

51105 Cologne

Germany

E-Mail: medical-products@de.tuv.com

E-mail for vigilance cases: medical-vigilance@tuv.com

As a manufacturer who does not have a registered place of business in an EU member state (including states holding an appropriate agreement with the EC), | additionally declare

 to designate per generic device group one authorised representative established in the Community;
« that the designation is accepted in writing by the authorised representative
« to inform TUV Rheinland LGA Products GmbH in case the authorised representative has changed;

« that the authorised representative has permanently available and keeps the relevant documentation including documents provided by TUV Rheinland LGA Products GmbH to allow the authorised representatife

in Article 11(3) for a period of at least 10 years after the last device covered by the EU declaration of conformity has been placed on the market. In the case of implantable devices, the period shall be at leas

has been placed on the market.

= to sign an agreement with the authorised representative which enables the authorised representative to fulfil the delegated tasks as defined in Article 11(3).
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Product List and Application MDR
(EU) 2017/745 Annex IX and XI é >. TGVRheinland@)

Including an application according to (EU) 2023/607 -
extension of MDD certification for devices intended to be transferred to MDR

FACILITIES:

Code of facility Scope of facility Legal entity name of facility Address of facility EUDAMED Single Registration No

EAR(1) European authorised MedNet EC-REP GmbH Borkstrasse 10,48163 Miinster, Germany DE-AR-000000002
Representative

Internal . .
IMF(1) Manufacturing Aidite (Qinhuangdao) Technology Co., Ltd. No9 D”Sha’ami‘;'n'sg‘;g"gi‘t'; %g‘éggg’;ﬂ:?'?gzﬁ‘;pmem Zone,

Facility

Internal . . . .
IMF(2) Manufacturing Aidite (Qinhuangdao) Technology Co., Ltd. No- 56 Tmncgil::::r.‘;caog g?t];,c éggogzcggzggﬁla.ljgrﬁ: pment zene.

Facility

External
EMF(1) Manufacturing
Facility

Internal . .
. . No.9 Dushan Road, Economic And Technological Development Zone,
IR&D(1) Research & Aidite (Qinhuangdao) Technology Co., Ltd. Qinhuangdao City, 066004 Hebei, P.R. China

Development

External
ER&D(1) Research &
Development

Sterilization facility
Radiation -
Please select
method
Sterilization facility
Gas -
Please select

method P,

Sterilization facility % )
S_HEAT(1) Heat-

Please select
method
Sterilization facility N—

S_OTH(1) Other :
Please specify .tg

Please add lines as required! ,@
&

S_RAD(1)

S_GAS(1)

Note: To add line, please select and copy entire corresponding row, insert copied row and adapt the numbers in brackets (e.g. S_RAD (1), S_RAD (2),...

Gz Et\%‘@b

7
] A
o ®
3050914°
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Product List and Application MDR

Including an application according to (EU) 2023/607 -

(EU) 2017/745 Annex IX and XI

extension of MDD certification for devices intended to be transferred to MDR

TUVRheinland®

PRODUCTS:

Note: Please provide an information for all columns (also the blue columns which will not be printed).

Regulation (EU) 2023/607

European, Classification of ) )
med‘c } IDTV'CB product and classification TechnlcaiLE;ti:rrner:\entatlon If the MDR device is
%ﬁw rule resulting in highest risk class intended to substitute legacy| MDD/AIMD Certificate(s)
(EMDN) device, identification of the | reference of the devices
" corresponding MDD/AIMDD | under MDR application
) or device and the notified body
Classification Rule Summary list of Code,of Identification
. . . . N . related facilities EU-REP .
Type of device using Medical Device including declared date of submission
Product name or Trade Name terminology of Basic- . g Category . subclause of the technical
No-. (as listed on label) UDI-DI, EMDN or Basic UDI-DI code (for all medical Device Class according to documentation
GMDN devices) Annex Vil o RETT) o LYYYY-MM] )
o o (i the TD s nol readiy .
cxisis v
1|Dental Zirconia Ceramics LJATERIALS FOR
Model: HT,SHT,ST,AT MDN 1103 Non+
[THE PREPARATION active dental Rule 8, Subcluase HD 60144008 0001
OF CUSTOM-MADE  |697645949ZCW39 impl d Q010699 lla P IMF(1),IR&D(1) EAR(1) 2025-06 #019
DENTAL DEVICES - implants an 1, indent 1 7
OTHER dental materials
2| Dental Zirconia Ceramics MATERIALS FOR O 1103
Modsl: Colar, ST-COLOR,FC [THE PREPARATION ve dental | Rule 8, Subcl HD 60144008 0001
OF CUSTOM-MADE  [6976459492CCZW active fenia’  |o10699 lla ule 5 SUPCES (1) IR&D(1) EAR(1) 2025-06 0197
DENTAL DEVICES - implants and_ 1, indent 1 1
OTHER dental materials
3 n " -
Dental Zirconia Ceramics MATERIALS FOR o
Model: SHT- THE PREPARATION N 1103 Nory
Plus,, Multilayer,Multilayer- OF CUSTOM-MADE  |697645949ZCM2M ia;"‘l’:n‘::m Q010699 la ?“I': dz'n ?;‘bc'“ase IMF(1),IR&D(1) EAR(1) 2025-06 :(1)3123144008 0001
3D,Multilayer-3T,MC,GC,EC DENTAL DEVICES - P : '
OTHER dental materials
4| Dental Glass Ceramics MATERIALS FOR VON 1103 Non]
padets: HE HEIE PREPARATION active demalOn Rule 8, Subcluase
OF CUSTOM-MADE  |697645949GCHTUQ implants and Q010699 lla 1 ind ! 1 IMF(2),IR&D(1) EAR(1) 2025-06
DENTAL DEVICES - imprants an s indent
OTHER dental materials
5|Dental Glass Ceramics MATERIALS FOR MON 1103 Non]
Models: LT THE PREPARATION aciive dental Rule 8. Subcluase
OF CUSTOM-MADE  |697645949GCLTV4 . Q010699 lla o IMF(2),IR&D(1) EAR(1) 2025-06
DENTAL DEVICES - implants and 1, indent 1
OTHER dental materials
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Product List and Application MDR
L1
(EU) 2017/745 Annex IX and XI TUVRheinland@)
Including an application according to (EU) 2023/607 -
extension of MDD certification for devices intended to be transferred to MDR
6|Dental Glass Ceramics MATERIALS FOR
Models: ST [THE PREPARATION hetve donal | Rule 8, Subcluase HD 60144008 0001
OF CUSTOM-MADE  |697645949GCSTVR ) Q010699 lla e o IMF(2),IR&D(1) EAR(1) 2025-06
DENTAL DEVICES - implants and‘ 1, indent 1 #0197
OTHER dental materials
7 gi(:’lgrirég Liquid jptec‘iallized for S MDN 1103 Nond
ite Zirconia Materia active dental Rule 8, Subcluase HD 60144008 0001
Model: 25ml,50mi,100m|,250m| ~ [DEMTSTRY - |097645949CL6S implants ang | 2010299 o 1, indent 1 IMF(1)IRED(1) | BAR() 2025-06 40197
dental materials
8|Porcelain Powder MATERIALS FOR
Models: Dentine THE PREPARATION M'zN 1(1103"?""' Rule 8. Subal 1D 60144008 0001
OF CUSTOM-MADE  |697645949PPDZM ac “I’e enal 10010699 lla ) ule 5, SUBCUAse ik (2), IR&D(1) EAR(1) 2025-06
DENTAL DEVICES - implants andA , indent 1 #0197
OTHER dental materials
9| Porcelain Powder MATERIALS FOR
Models: Enamel/ Modifier THE PREPARATION ME‘.N 1d1°3ta'f°’* Ul 8. Subel LD 60744008.0001
OF CUSTOM-MADE  |697645949PPEMXZ active den Q010699 lla ule 5, SUbClase | e o) IR&D(1) EAR(1) 2025-06 "
DENTAL DEVICES - implants and_ 1, indent 1 0197
OTHER dental materials
10{Porcelain Powder MATERIALS FOR
Models:Stain/Glaze THE PREPARATION M?N 1d1 03‘30" Rule 8. Subch HD 60144008 0001
OF CUSTOM-MADE  |697645949PPSGYX ac “I’e en Q010699 lla ule 9, Subcluase | e 2) IR&D(1) EAR(1) 2025-06
DENTAL DEVICES - implants and 1, indent 1 #0197
OTHER dental materials
11|PMMA Blocks for Dental Use MATERIALS FOR
Models: Color THE PREPARATION M?'N 1d1 031 h:ow Rule 8, Subcl HD 60144008 0001
OF CUSTOM-MADE  |697645949RMCZL gc '}’ete"ad Q010699 lla ’ ue o ‘1’ CUBSE | IMF(2),IR&D(1) EAR(1) 2025-06
DENTAL DEVICES - implants an ,indent #0197
OTHER dental materials
12| PMMA Blocks for Dental Use MATERIALS FOR
Models: Multilayer THE PREPARATION MPN 1103 Non+
OF CUSTOM-MADE  |697645949RMM2B active dental | 14509 lla Rule 8. Subcluase ik (2),R&D(1) EAR(1) 2025-06
DENTAL DEVICES - implants and_ , indent
OTHER dental materials
Please add or delete lines as required!
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Product List and Application MDR

(EU) 2017/745 Annex IX and XI

Including an application according to (EU) 2023/607 -

extension of MDD certification for devices intended to be transferred to MDR

A TUVRheinland®

Qinghuangdao

Location

3/22/2024 ‘P QU [ XM/
|

Date L&gally binding signature

With signature of this application, the applicant confirms the validity and the accuracy of the data entered into the form sheet as basis for the extension of the MDD certification
covering the listed articles within the requirements and the intent of regulation (EU) 2023/607.

The applicant also acknowledges that the general agreement executed between the manufacturer and TUV Rheinland LGA Products GmbH (TRLP) on certification services
including the signed PZO applies also to all activities undertaken in execution of regulation (EU) 2023/607 resulting from this application, thus confirming that this application also
fulfills the requirement defined in (EU) 2023/607 that there be a written agreement in place between legal manufacturer and Notified Body latest by September 26, 2024.

The Notified Body TUV Rheinland LGA Products GmbH confirms receipt of the application for conformity assessment procedure.

Date '00'08+ 14:51:09 = Signature (certifier of the Notified Body)

Samuel Qin

2024.04.29 !

The Notified Body TUV Rheinland LGA Products GmbH confirms that the infomation provided on the Product List and Application is covered by the EU conformity assessment procedure as certified by

Date

MDR (EU) certificate No: |

Signature (certifier of the Notified Body)
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