EC Certificate TUVRheinland
Directive 93/42/EEC Annex ll, excluding Section 4
Full Quality Assurance System
Medical Devices

Registration No.: HD 60148506 0001

Report No.: 12022666 014
Manufacturer: Kai Industries Co., Ltd.

1110 Oyana, Seki City

Gifu

501-3992 Japan

Products: Surgical Blades, Scalpels, Biopsy Punches, Micro Surgical
Scalpels and Dental Manual Instruments

Replaces Approval, Registration No.: HD 60135210 0001

Expiry Date: 2023-12-19

The Notified Body hereby declares that the requirements of Annex I, 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 quality 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 Il devices covered by

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

Effective Date: 2020-08-18

- Ma«’/’e«ﬂ/

Date: 2020-08-18

TUV Rheinland LGA Products GmbH - ystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10/020d 0408 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HD 60135210 0001
Report No.: 12022666 012
Manufacturer: Kai Industries Co., Ltd.

1110 Oyana, Seki City
Gifu 501-3992
Japan

Manufacturing site:
Kai Industries Co.,Ltd.
1110 Oyana, Seki City, Gifu 501-3992, Japan

Design and Development site:
Kai R&D Center Co., Ltd.
1110 Oyana, Seki City, Gifu 501-3992, Japan

Sterilization Method: Gamma Irradiation
Products, all for single use:

- Surgical Blades

- Scalpels

- Biopsy Punches

- Micro Surgical Scalpels

- Dental Manual Instruments

Sterilization Method: Ethylene Oxide Sterilization
Products, all for single use:
- Scalpels

- Biopsy Punches

- Micro Surgical Scalpels

Date: 2018-12-14

- ®
TUVRheinland

M.Sc. M. Aihara

10/020d 0408 ®

TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval
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***** Benannt durch/Designated by

* Zentralstelle der Lénder &
a4 | fur Gesundheitsschutz 2
® == * bei Arzneimitteln und ;
* * Medizinprodukten

Kk + #*  71G-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lib or lll)

No. G2 050079 0012 Rev. 01

Product Service

Manufacturer: Shenzhen Ant Medical Devices

Co., Ltd.

18 Jinhui Ave., Pingshan New District
518122 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

EC-Representative: Shanghai International Holding Corp. GmbH

(Europe)
Eiffestralle 80, 20537 Hamburg, GERMANY

Product High Pressure Syringe, Pressure Connecting Tube,
Category(ies): Injection Tubing System.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For
marketing of class Ilb and Il devices an additional Annex lll certificate is mandatory. See also notes
overleaf.

Report No.: BJ1889907
Valid from: 2018-09-18
Valid until: 2023-09-17

Date, 2018-08-07 / W

Stefan Preil

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body * Ridlerstrae 65 « 80339 Munich » Germany Tav
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ZERTIFIKAT & CERTIFICATE ®

*{( ‘A’%* Benannt durch/Designated by

Zentralstelle der Lander S
fur Gesundheitsschutz 2
= bei Arzneimitteln und 2
* w Medizinprodukten §

of" Y #* 71G-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, lIb or Ill)

No. G2 050079 0012 Rev. 01

%
I
F
,},t»

Fac“ity(ies): Shenzhen Ant Medical Devices Co., Lid.
18 Jinhui Ave., Pingshan New District, 518122 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstralle 65 » 80339 Munich « Germany

Product Service



