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Device Classification Name powder, porcelain

510{K) Humber K192231
Device Name Dental Glass Ceramics Blocks
Applicant Aidite {Qinhuangdaa) Technology Co., Lid.

Mo.9 Dushan Road Econormic And Technological Development Zone
Qinhuangdao, CHWOGE000
Applicant Contact Zhang ¥Wei
Correspondent Shenzhen Joyantech Consulting Co., Lid
MO, §5 Shizhou Middle Road , Manshan District
Shenzhen, CN GD755

Correspondent Contact Christy Young
Regulation Number 872 6BR0
Classification Product Code EIH

Date Received 081612019
Decision Date 07082020
Decision Suhstantially Equivalent {SESE)
Regulation Medical Specialty Dental

510k Review Panel Dental
Summary Surmimary
Tvpe Traditional
Reviewed by Third Party Mo
Combination Product Mo

Page Last Updated: 081 82023
Mote: If you need help accessing infarmation in different file formats, see Instructions for Downloading Viewers and Players.



EC Certificate TUVRheinland
Directive 93/42/EEC Annex Il, excluding Section 4

Full Quality Assurance System
Medical Devices

Registration No.: HD 60144008 0001

Report No.: 17047780 009
Manufacturer: Aidite {Qinhuangdao) Technology
Co., Ltd.

No. 9 Dushan Road, Economic And
Technological Development Zone
Qinhuangdao City

066004 Hebei

China

Products:

- Dental Zirceonia Ceramics

- Dental Glass Ceramics

- Coloring Liguid Specializeds for Aidite Zirconia Material
- Porcelain Powder

- PMMA Blacks for Dental Use

Replaces Approval, Regiptration No.: HD 0139224 0001

Expiry Date: 2024-05-27

The Notified Body hereby declares that the requirements of Annex Il, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established

and applies a guality assurance system, which is subject to periodic surveillance, defined by Annex II,
section 5 of the aforementioned directive. For placing on the market of class lll devices covered by

this certificate an EC design-examination certificate according to Annex Ii, section 4 is required.

Effective Date: 2018-12-02
Date: 2019-12-02
TUV Rheinland LGA Products GmbH - TillystralRe Niirnberg

TOV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197,




[ Product advantage »

Aizir
Ajzir represents Aldite’s most advancead RE&D
and production lever integrating several
patented technelogies in one disc, mean- j
while meeting the full range of indications. It [
has larger systematic processing, a wider

sintering temperature range, and a increased
stable three-dimensional gradient effect.

Aizir will uphold the vision of ‘'making people
healthier and more beautiful’ and redefing
all-ceramic prosthetic materials.
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Alzir has an ultra-wide sintering
temperature range, giving a
perfect bionic cesthetic effect
at different temperatures.

- production of zirconia, with gcom? mat_t—:risllts (suusu_s sm;;fo:%mTM}
* stable material performance. A S ON BOLIE: STLES
PELBN e rmultiple matarials.
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[_Shdde and dimension »
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[ Parameters and application systems »

Color Vita 18 colors OMI/OM2{ OM3
Aasthetic Super high translucency Q

Sintered density :6.0gfem® 9Bmm 95mm  9ZXTSmm
Bending strength Cervical part 1050MPa

Fracture toughness SMpam®® I:::' ]

Hardness (Hvio) 1250 Sirona Other

[_!ndications »

0@ @O

Anterior Posterior Full arch crown FuII crown Full contour screw Implant
inallL R bridge retained bridge

[ Digital work flow »

Aizir is one incredible material, which can be used in the above systerns, but it is also part of an
entire digital workflow. From the intracral scan to the final restoration, Aidite have volidated work-
flows with equipment and material for the whole process. Can be achieved faster production time
and higher gquality with Aizir take advantages of our service full technical and engineer support,
through our dealers and ourselves 7days 24hours never stop worldwide, With Aizir, you are not just
purchasing any ordinary zirconia disc, but investing in a part of a wider dedicated system, benefit-
ting the whole dental team and their patients. Dentists will definitely need it once they find out how
different it is.

Intraoral Seanner Milling Fast sintering

Vg » exocad »
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[ Sintering curve »

single crowns & Bridges< 3 unit(2h)
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