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Inrovailve B{oourlficaﬂon

Scientilience Sdn Bhd in short krnown as $S5B is the manufacturing plant for hemodialyzers. Hemodialyzers are
also known as artificial kidneys and used for dialysls treatment on patients with renal faflure. SSB was founded
in year 2005 as the only manufacturer of hemodialyzer in Malaysia and South East Asia. The company has
acquired ploneer status in 2006, SSB technical employses were trained at Alpha Plan, the technology provider
located in Dyesden, Germany. Alpha Plan engineers were also flown in 1o conduct the plant comniigsioning. In
year 2006 the hemopane hemodialyzers wers first manufactured, subseguently in the following year due to the
market demnand, the bemophane manufacturing fines were upgraded to polysulfone lines. The company has
expanded to export into various countries such as China, india, Pakistan, Bangladesh, Saudi Arabia, Turkey,
Lebanon and most South East Asia countries.
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SCIENTILLENCE SDN BHD 200501003854 {680500-V)

- _ m}, No. 65, Persiaran Selangor, Sectien 15,
éiw“ E é’;}; EIM"% EM E w E’W"E é e ; ) 40200 Shah Atam, Setangor DE, Malaysia,
i st i K Y ¥

T:+603 5518 5608 | F: +603 5518 5906
SST Exemption No : B16-2109-27200016

Letter of Authorization for Authorized Representatives

Medical Device Control Division
Thai Food and Drug Administration
Ministry of Public Health

10" January 2022

Dear SirfMadam,

Subject: Letter of Authorization for Aeonmed Co., Lid.

We, Scientillence Sdn. Bhd., as the Product Owner, hereby authorize Aeonmed Co., Lid. as
the Registrant fo prepare and submit applications for the evaluation and registration of
medical devices to the Thai Food and Drug Administration on our behalf.

This authorizatlon shall apply to the following medical devices:

Polysulfone Hemodialyzers
Model: PSM130, PSM150, PSM170, HPS160, HPS180 and HPS200

We also authorize Aeonmed Co., Lid. to make declarations and to submit documents on our
behalf, regarding the above medical devices, in support of this application. These
declarations and submissions are made pursuant to the requirements of the Medical Device
Act B.E. 2551 (2008), the amended Medical Device Act B.E. 256% (2nd edition) and any

other applicable taws that may aiso be in force. g f ‘‘‘‘‘‘‘‘‘‘‘ %fmwm
This authorization shall remain in effect until our notification to ood anﬁﬁpéqg
Administration in writing that the authorization is reVORATB...ue e pmpoenseenes

We undertake to provide post-market support and a@ﬁkjanna.m.,the.Raéistraﬂt-asﬁme
required in relation to any matter involving the above medical devices,

m«ﬁ} .................... Qﬂf ................... PR
We acknowledge that any non-compllance with any registration condition issued by the Thai
Food and Drug Administration in relation to medical devices registered with the Medical

Device Control Division may result in the suspension or canceliation of }he&ﬂggpal g{ey;oe
registration.

We agree to assist the Thal Food and Drug Administration with an
on the above medical devices.

Yours Sincerely,

+

N e
....—-4——"‘

, ] (\
s )
Mr Loh Wan Leong ) OB

(Chief Executive Officer)
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Cettificate riVRheiniatd

Quality Management System

EN 150 13485:2016
Registration No.: SX 21609121
Organization; Scientillence Sdn. Bhd.
No. 65, Persiaran Selangor, Section 15
40200 Shah Alam, Selangor Darul Ehsan
Malaysia
Scope: Design and Development, Manufacture and Distribution of Hemodialyzer
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The Gerification Body of TUY Rhainland LGA Products GmbH cerlliies that the arganization has established and applies a
quality reanagement system for medical devices.
Proof has been furnished that the requirements specified in the abovernentl
martagemen system is subjest to yearly surveillance. .

ed standard are fulfiled. The quality

Report No.: 250109889-21 MED C’Q;;g: N

Effective date: 2021-12-15 O\
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