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Tawoudduda walinmsiiusuadnvgdmdu o aamseswdygien wa, 2510 henalunszasd
e muesmunldaudduda wazueduiidumisailownmdialuagud anwszsmlydmeiode
wrnd w.a. 2551 18y gunsnisnidaluddudafonuieu uasgunsaliudmiuieudduda ey
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Afuguanfiniusidmiunsguacudduda lasaanlszniansens e sugy 304 wdnfusidmiunts
quaaudduda wa. 2562 Uisma o Fuil 29wy 2562 esiinaliedudionu 180 Julduuddy
Usznalusisfionnyiune Aedinadeiulifuniud 26 maneu 2562 'y ielWdulusmuUssnian
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Tusmzifisuaniulsznaunndaviodudnaiofiownmd (wou vas.l wie vawul) udl wdesiy
adiunstudvendasiemsasidonn nolusseean 30 Ju (nolufudl 24 woeSniou 2562)
wavesuluiuuiasensandondailony 2 D TnsseldfumiluiuudasensasBonionsmiituiusiy



cU (nsdhiudn) wie CLM (nadikdm) dielfannsadniufsnssododd wasnaufiluduudsnens
awé‘mﬁ*mwﬁanamuﬁmq fussnaunsesfpsdEToaEnaImuLUY ASEAN CSDT iuntudiue
Tuveioulmi maww‘lumm’imum':avnﬁum fiiony 5 Dudwstusanlufuuinemsandon wae
wliuariluivutonasdonituduie . (nadbhid) wie . (nadinde) wiusnsd

dmdufussnaunsnuduiiliumidedusesdszneumaihiinaiasiiouwnduaziluen
vediouanmssnaunissasiadidnatoslowmudniy windauyszaddudivaudasienis
axfuanAminhiisBaiasidmiunsguaaudduda awnsobudiveudaonsandn- FRauiuit
26 pavay 2562 Wukuly aineuiiudedinddusznaumswsiownsvasureutshilueanadoy
anssnauntssirvIstndnalodouwnmd (Wuu v.ak 1 wio v.au.1) Wilvoutie Ophthalmology
wnnlifveutedindrilifudvaizveute funduesmedouanulsenaums nesmuriaiosio
wnnd Aoufiudaudssumsasduauinuiovudn

AUsEnauNT Tl winiiaulszadtudwaudaonsanduanisniodndudndue
dwmiunsquaaudduda na-wnw*;uuuﬂmuﬂ:mwm1uanmaum‘imn"!aqﬁnu“ﬂunuﬂqnanvaumuu
aomnlsznauns nesnuAmAosisunnd wieuirseyvevthueiasiaunnd Ophthalmology uay dle
'l.ﬂ'.ru'[m:mwuumwﬂ:.,naum'manwmu'ummﬁfamaumH (Wuu v.an1 ¥ia vaul) ud awse
fudmaudimemsasdoas 1ikusiud 26 meeu 2562 Jusuly

2. dnnuseaed

[T i s - ¥ o o i
asmuumanisiunssemsasdomeioslswndiinrsuivaousnenihusioadls
WNVET ABIRTTnsasaun

3, YAULUANISANE
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4. Usslordiiandnasldsy

(1) @wminfvsnesnupuaisdiswmidaruisolfiusuamalumsyfianlunsiivgua
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THasardsatvanawaztonnatandou nﬁﬂ‘mﬂ:umm.lﬂuanﬁﬁﬁmﬂnaumnmﬂﬂuﬂ'ﬁ ﬁwnmh
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fifuinay dmiussmeilng nﬂnnmnmmunuamuﬁ@nam naTiiusd nﬁmwﬂmaumww AN U
nendueiofiounnditfoaudaiienis am'a’un Tnsnanfusdinaindududrifaudniude
msfssiinveassvsuiifiieuRsunivamuasiiladenanumeany Fnfu nsdmiuu
mamsdusdenisazdeadmiveisdounmififinsuivanusnenduniod aunndRfouds
sumsasidualoglfudniuddmiunisouaavddudadunsddnyniu szannsalfiuduuuy
lumsusulifumsmupuitfusuenindausiduq 16 manumaudeyarneg iierdoaiusdndusidmiy
manuaauARuda Haruvinees “wdafusidmiunsguaieudduda (contact lens care products)”
warduudmianen Mifeades saianisiifuguandniusidmivguaauddudalulszinadiag
sirusndulunsiaiuumamsdusdonsasdoadmiviedssiawmifiinsuivaniuzaine
durdsaiounmdidaandnonsandon

dmunisarunuiriusuainieaile wimiituiuanuzsinenduiriasowmdnsdne
HERAuTdmiunsuaaudduda wemhiosd
1. Gonusdndusidmiunsguaaudduda
2. msfifuguandriusidmivnguaauddudalulszmanin 4
3, msfifuguandnfusidmivmsumauddudaludssmelny
3.1 marhiuaua “ususuilagiu”
3.2 mstfuua *Huniesiiounmd”

1, forundniusidmiunsquaeudduda

nﬁmmﬂﬂmwnﬂquﬂmuﬂﬁuﬂn {:nntar:t lens care products) WAL AR
fiamuoawzdmivinuasein vedn 30 '[Hnﬂu-qu-uuu?au-nm'nm NFLAYIBRIIINNTS
ldandduda Tneiilowvowdniusidmivguanudduia dii

1.1 “asazatetunde” (Saline solutions) wuiwArwrin windusiiddusznavuasladon
paolsfifuasaonquindn mududuiasar 0.9 Tnehwin washhduinheranotseveglugiuvy
asasanmiindaunannide  davisuavgainefiFemmuninduieunilinu Hiaguszadidmiy
seiaeuddudandinasimsasomiievieniuanin sassdniusiitruazomaudduda v
wuddudanounsld  msanmerdonvenavddudavursilafeanuiou  iuinwuaudduda
mwdsmstinge  Wuinharmesdndusiamiunsauaeuddidaguuuudin 1wy wulsl Juin
dazansluszuusiiniauddudadulslesisumadoanled



1.2 “windnebitauazamauddudavialnniu” (daily cleaner) wuneaiiudn uindue
filngusrasrdmiviliasuanysnuuiauddudavaseen  uarudansuanyusnuufiaudduda
il oredludnseneuesruusndaeudduda Wiathoawunyssad (multi-purpose solutions)

1.3 “udnfushitarmazomauddudavialésionds” (periodic cleaner) wuwAIwd
warfuiTTagussasidmivilirswanysnuufouasilidluavddudavasoen  wasuiaasiuantsn
vuihuasthluaudduda Wy aulusiu vieluly diawnsoviafmomslindriusivimiuasem
uddudaviinlonniu

1.4 “desindonudiuiafaedBnimanil” (chemical disinfecting solution) WunpAI7M
1 uBnAusiiddwsznauvaringiude wisasiugetn Iaqusrasidmiviaidovuaudduda
delfutiauddudanassosnanfidmun

1.5 “ssuusindoiauddudafaeiinamaail” (chemical disinfection system) wunpAI
1 windusiissneuforaniusidmiunaguaeudduda o vistuly Hnquazadd@miuldmiy
WiovAruasasuassauuauddudafeiBnamaniifasenaudonisiiruazatn mavedng
wasnIutiaudduda

16 “ssuvsidaauddudadoulolasioumatoonlud” (hydrogen peroxide system)
wrenwit  wdndusilsenaufosdadusddmiunsguanudduda 2 vieduly Wy dwen
lolasiwumedoenles arsiiilunan wasvimduiaudduda :T.l‘Tﬁf]ﬂ'mmﬁﬂ‘mﬁ"ﬁlﬁ‘mﬁmﬁmhl%ﬂ
vuiauddudamelalasiaunaisanled

“dhenlalanioumeieanled” wnuaruh asasaofiildnyssnovveslelanumadoenled
firimquszasddmivihmedovueudiuda dolfutauddudamuszoznaniiimue

“grpirlWilunane”  (neutralize) wwwmIwidt  wiRSweifiiTagUszaddimiy
valwlelasiauinesoanledfivanndevuiauddudaniondinisutiauddudasouio
lelasaumaioanledmumgnt Sieneagluginuuusiuian (disk) din wisasazay

“viiviaudduda” (lens via) weewdn wsfignesnuuuiawizdmivldifiuine
wuddudasewiunssurunissdedolelesauneioonled

17 “ierlirrwuduisudduda” (conditioning  solution) MuTeAand1  asazais
fusznaudhemsaangviindnuaiei wu Yagiude sslimaguiu (ophthalmic demulcents)
SmguszasddmivldidiuamdonenauddudaiiinuaudRliveu (hydrophobic contact lenses)
Wy RGP, PMMA rounsldiauddudawasian@ovueudduda  deldudeuddudanuszoznm
Friwun

1.8 “deownyssaed (multi-purpose  solutions) MIWATWIT  HARAUYTINFULUY
asaraeiivsznaufeaseengiiwdnuaieds  Taguirasddmivimuasemaudduda siie
vuauddudadedBnrsmaed ged wasfiuineuaudduda



1.9 “twmseanrnsldiaudduda (in-eye contact lens solution: lubricating and/or
rewetting drops) WupAIWIY WARAmSTTEIRgUIEAsRdmiunuenmualdauddudafiousion
s hiavwasanmsldeudduda Taunalaniseengriseshirminnssuraunamandeine wie
altvasfuaudduda wisiilWauddudadondauniild

1.10 “gunsnisintoiaudduiadasainuiou (heat disinfecting  units)  wuBAIIN
Hﬁnﬁmﬁﬁ:’.ﬁ'ﬂqﬂmmﬁﬂwi’mi’uﬁﬂuumuﬁﬁuﬁﬁ'ﬁﬂﬁfﬁ!ﬁﬁﬂmﬂuﬁﬁwuﬁ (hydrophilic  contact
lenses) MeAuiou

1.11 “gunsnhieiudmivntsguataudduia (contact lens accessories) WUUAIIIT
m?muaﬁﬂqﬂmmﬂﬁnqﬂwmnamw‘lﬂwnuuanﬂmiﬁ‘lmmaumnmuaﬁ’unﬂmnmuﬂﬂmm
asornaudduda Wy wlediawdagunsaifiinalansvirruasamuuuning (mechanical cleaning
aid) uazuruttyiAIuaEeTm (accessory cleaning pads)

2. msfnfuauandaiusidmiuntsauaauddudaludszmaniig 4
2.1 anmylsy

nandusidmiunsauaaudduda fiifaqussasdifiesinde (disinfecting) virAuazen
(cleaning) Tedn1 (rinsing) Winvilmauddudaiinmgutu (hydrating) Smduisdasflounnd Class b
Rule 15 Tmedinguunelunisiifuaua e COUNCIL DIRECTIVE 93/82/EEC ON MEDICAL DEWVICES
aviuit 9 fiquieu 2553

2.2 anigewdn

United States Food and Drug Administration (U.S. FDA) dmUssunvuassndninndmiy
mIgualaudduda Huedosllounnd Class 11 (Special Controls) Fosfuvauiasenisazdenniy
Guidance for industry Premarket notification 510{k) Guidance for Contact Lens Eare Products
~n:ui’nqﬂ's.,mﬁqwmmam:ﬁwwmmﬁnﬂ"mﬁ (cleaning) wE#14 (rinsing) R (disinfecting)
'urﬂimuwm'tuﬂ"nuqu'umauﬁﬁwﬁiluhrn:atungfrewettmg} wsmﬂufnmmuﬁﬁuna'uuﬂuw'ﬁaum
(Storing of a Hydrophilic soft contact lens) IauprseglujUuuvvasansavay (Solutions) uax i
(Tablets) Toeldnfuiauddudavintadivouth uasnufqunscindomuddudadommuiou

2.3 upumn

O wA2561 wiwey Health Canada Hnmsvadssinvunmdadnsidmiunisguaaud
guarineluidunioddiounmd Sudulumuruniiofungsaioukduma Canada-United States
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MARUIN o
Marketing History Declaration Template

(To be printed on Company Letterhead of Applicant)

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

[Date]

Dear Sir/Madarm,

I, [name of Company], the applicant for registration of the medical device(s) stated below, hereby
declare that the medical devices have been marketed inthe two independent reference regulotory
agencies’ jurisdictions for at least one year, The first dates of market introduction in
fiurisdiction/country] and [jurisdiction/country] were [rivnidyy] and [mmdvnyy] respectively

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

[List containing product nomes 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. | acknowledee
that any non-compliance 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 cancellation of the medical devices registration.

Yours Sincerely,

[Signature]

[Full Name and Title of Senior Company Officiol]
[Company stamp]
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Safety Declaration Template

[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,

l, fname of Company], the applicant 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/mm/yyyyl:

( ) No reported deaths;

{ ) No reported sericus deterioration in the state of health' of any person; and

() No open field safety corective actions (including recalls) at the point of submission of this
application.

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

[List containing product names of medical devices]

l, 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 Thal Food and Drug
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 Sincerely,

(Signature]
{Full Name and Title of Senicr Company Officiol]
{Company stamp]

e e e I B B e e e e e e B B O R 000 5 0850 5 e 55 e e i 55 5 e i e 5 i i e e i o

' Serious deterioration in the state of health, in relation to a person means: {a) a life-threatening
illness or injury suffered by that person; (b) a permanent impairment of a bodily function of that
person; () any permanent damage to any part of that person’s body; or (d) a condition requiring
medical or surgical intervention to prevent any such permanent impairment or damage.
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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,

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

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

Yours Sincerely,

[Signature]
[Full Name and Title of Senior Company Officiall
[Company stamp]
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(EXAMPLE)

Letter of Authorization for Authorized Representatives
[To be printed on Company Letterhead of Product Owner]

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

[Date]
Dear Sir/Madam,

Subject : Letter of Authorization for [name of Registrant]

We, [nome of Product Owner], as the Product Owner, hereby authorize [name of
Registrant], as the Registrant to prepare and submit applications for the ewvaluation and
registration of medical devices to the Thai Food and Drug Administration on our behalf.

This authorization shall apply to the following medical devices:
[product names and model number of medical devices]

We also authorize fname of Registrant] 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 reguirements of the Medical Device
Act BE. 2551 (2008) and any other applicable laws that may also be in force.

This authorization shall remain in effect until our notification to the Thai Food and Drug
Administration in writing that the authorization is revoked.

We undertake to provide post-market support and assistance to the Registrant as may be
required in relation to any matter involving the above medical devices,

We acknowledge that any non-compliance 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 cancellation of the medical device
registration.

We agree to assist the Thai Food and Drug Administration with any request for information on
the above medical devices,

Yours Sincerely,

[Signature]
[Full Name and Title of Senior Company Official]
[Company stamp]
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(EXAMPLE FOR TOOTH WHITENING AGENT THAT ARE CLASSIFIED AS MEDICAL DEIVCE)
DECLARATION OF CONFORMITY

[To be printed on Company Letterhead of Product Owner or Physical Manufacturer]

We, [name of Froduct Owner or Physical Manufocturer], as the [Product Owner or Physical
Manufacturer], hereby declare that the below mentioned devices have been classified
according to the classification rules and conform to the Essential Principles for Safety and
Performance as laid out in the ASEAN Agreement on Medical Device Directive,

Name and Address of Product Owner :
< Product Owner who is responsible for medical device according to the definition of ASEAN

Agreement on Medical Device Directive >

Name and Address of Physical Manufacturer :
< Physical Manufacturer who performs the activity of manufacture >

Authorized Representative :

< Local authorized representative responsible for placing the medical device on the market
of Thailand>

Medical Device(s) :
< e.g. product name and model number>

Risk Classification : e.q. Class B, rule
< Class of Device according to the classification rule, and the rule used to determine the
classification>

Quality Management System Certificate:
< Certification Body and Certificate Number, issue date, expiry date>

Standards Applied:
< International standards; OR Regional Stondard: OR See Attached Schedule for multiple
standards >

This declaration of conformity is valid from <Day Month Year>

Authorized Signatory:

Name, Position Date
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[COMPANY LETTERHEAD]

Date.................

To whom it may Concern
Letter of Authorization and Appointment

On behalf of...........szylagudn........... . manufacturer of the .......... sEyvoHARAW......... , |
hereby authorize and appﬂint...............i:q%ﬂﬁﬁﬁlﬁ’l.............'m apply for product registration,
distribution and declare that Common Submission Dossier Template (CSOT) of........... 1=q;§a
HARATU........... for submission to Thai Food and Drug Administration, Kingdom of Thailand
comprises of the following topics:

- Executive Summary

- Essential Principles of Safety and Performance of Medical Devices and Method Used
to Demonstrate Conformity

- Device Description:

Device description and features Intended use

Indications Instructions of use
storage condition Shelf life
Contraindications Warnings

Precautions Potential adverse effects
Alternative therapy Materials

Other relevant specifications

- Summary of Design Verification and Validation Documents
Pre-clinical studies Clinical Evidence
Sterilization validation

- Risk Analysis

- Manufacturer Information

|, the undersigned hereby certify that above information is a true content and authentic
documents.

Signature and Date

Designation Company Stamp
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