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MMARUIN &
Marketing History Declaration Template

(To be printed on Company Letterhead of Applicant)

Medical Devices Control Division
Thal Food and Drug Administration
Ministry of Public Health

[Date)

Dear Sir/Madam,

I, fname of Companyl, the applicant for registration of the medical device(s) stated below, hereby
declare that the medical devices have been marketed in the two independent reference
regulatory agencies” jurisdictions for at least one year. The first dates of market introduction in
fjurisdiction/country] and [jurisdiction/country] were [mmdyyyyl and [mmdyywyl respectively

This declaration shall apply to the following medical device{s):

[List containing product names of medicol devices]

I, the applicant, am aware that making a declaration which | know to be false is an offence under
the Medical Device Act (B.E.2008) and other applicable laws that may be in forced. | acknowledge
that any non-compliance with any registration condition issued by the Thai Food and Drug
Adrninistration in relation to medical devices recistered with the Medical Device Control Division
may result in the suspension or cancellation of the medical devices registration,

Yours Sincerely,

{Signature]

[Full Name and Title of Senior Company Official]
[Company stamg]



MARUIN o
Safety Declaration Template

(To be printed on Company Letterhend of Applicant]

Maedical Devices Cantral Division
Thai Food and Drug Adrmiristration
Ministry of Public Mealth

{Datef
Dear Sin/Madam,

I, (name af Campony], the applicart for registration of the medical devicels) stated below, hereby
declare that there are no safety issues globally associated with the use of the medical device(s)
when used as intended by the Product Owner, in the last one year from  [dd/mimidfyyyl:

{ } No reported deaths;

() Mo reported serous deterioration in the state of health' of any persory; and

() Mo open field safety comective actions lincluding recalls) at the point of submission of this
appiication.

This declaration is made with respect to the following medical device(s),

[List cantaining product names of medical devices]

I, the applicant, am aware that making a declaration which | know to be false s an offence under
the Medical Device Act (B.E.2008) and other applicable laws that may be in forced. | acknowledge
that ary non-compliance with any registration condition issued by the Thal Food and Orug
Administration in relation to medical devices registered with the Medical Device Control Division
may result in the suspension or cancellation of the medical devices registration,

Yours Sincarely,

{Signature]
[Full Name and Title of Sersar Company Official]
[Company stam]

! Serious deteriaration in the state of health, in relation to a person means: (al a life-threatening
illress o injury suffered by that persor; (b} a permanent impairment of a bodily function of that
- person; (g any permanent darmage 1o any part of that person’s body; or (d) & condition requinng

medical or surgical Intervention to prevent any such permanent impairment or damage.



ATAHUTIN &
Declaration Letter

[To be printed on Company Letterhead of Applicant]

Medical Devices Control Division

Thai Food and Drug Administration

Ministry of Public Health

(Date]

Dear Sir/Madam,

|, [name of Companyl, the applicant for registration of the medical device(s) stated below, hereby
to certified that;

All aspects of device guality including intended use, indication, packaging, labelling, instruction for
use, for supply in Thailand are identical as that approved by the reference agency.

Yours Sincerely,

[Signature]
{Full Name and Title of Senior Company Cfficial]
[Company stamp]



AMANUIN &

[To be printed on company letterhead]

Thailand FDA & Singapore H5A Reliance Model Consent Form

Iedica! Devices Branch

Medical Devices Cluster

Health Products Reguiation Group
Health Sciences Authority

[Darej
Dear Sir/Madam,
We, [Singapore Company Mamej, the Registrant for registration of medical deviceds) stated below, hereby grant

Thailand FOW the access to the submission dossier(s)/evaiuation summary of the medical device[s| submitted to HSA,
for the purpose of Thaifand FDA and Singapore H34 Reliance Mode! evaluation as stated below.

Singapore List of Medical Device(s):

Cevice Name Cravice lob reference number | Job reference number Device Product
Registration of main submission of{s} all change Identifier
number notifications filed to

date

Thailand FDA Submission Information:

Full Company Name:

Ful Name of Company Contact Person:
Thailand FOW submiszion reference number:
Submission date [DOYMMYYYY):

We hereby alse declare that by participating in this regulatory reliance program, | understand that:

(i The evaluation report will be shared only after & product is approved by Singapore HSA
(i) For approved medical devices where change notifications had been submitted since nitial premarket
approval,

{2} for technical changes, the change notification evaluation report will be appended together with the
rnain premarket evalustion report, and

{b} for notification and administrative changes, the |latest information on the Singapore Medical Device
Regiter [SMDR] for the device will also be appended.

Yours Sincerely,

[Signature]

[Full Name and Title of Senior Campany OQfficial]
[Stame with name and godress of company]



AMANUIN &

{To be printed on company letterhead]
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