ANNEX |1 TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2023-MDR/QS-013

issued for the company

ROKIT HEALTHCARE Inc.

12F, Gasan High-hill Bldg., 9, Digital-ro 10-gil, Geumcheon-gu, Seoul, 08514 Republic of Korea

List of medical devices covered by the EU Quality Management System Certificate:

Type No. Trade Name Other Trade Names
Sterile Single-
use Fat
Separator

Dr. INVIVO Al Regen KIT
Models: ARK-001, ARK-002
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ANNEX 11 TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2023-MDR/QS-013

issued for the company

ROKIT HEALTHCARE Inc.

12F, Gasan High-hill Bldg., 9, Digital-ro 10-gil, Geumcheon-gu, Seoul, 08514 Republic of Korea

Intended purpose of medical devices covered by the EU Quality Management System
Certificate:

This product is a device used to separate the autologous fat for the re-application of separated fat to the
wound area of the same donor.
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ANNEX Il TO EU QUALITY MANAGEMENT SYSTEM
CERTIFICATE No. 2023-MDR/QS-013

issued for the company

ROKIT HEALTHCARE Inc.
12F, Gasan High-hill Bldg., 9, Digital-ro 10-gil, Geumcheon-gu, Seoul, 08514 Republic of Korea

Certificate history:

EU QMS Certificate Date of | Application for Conformity
reference issue Assessment of MD number

00 2023-MDR/QS-013 | 03.07.2023 MDR042_2021 initially granted
certification

Revision Description
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In Bratislava, Slovakia, 03.07.2023
Valid until 03.07.2028

ETiadiared canin KASICO, & & islava, 110-141-21




