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1. 1AsgIuNAnSaeTgnanunssa wen. 2424-2562 winneuteldaiaiien (Single - use
hygienic face masks)
2. ASTM F2100-11 (Standard specification for performance of materials used in medical
face masks)
3. BS EN 14683:2014 (Medical face masks — requirements and test methods)
4. YY 0469-2011 (Pharmaceutical industry standard of The People’s Republic of China:
surgical mask)
5. YY/T 0969-2013 (Pharmaceutical industry standard of The People’s Republic of
China: single-use medical face mask)
3.2 ymsgruduiineadas
1. European Regulation
- Regulation (EU) 2017/745 of the European Parliament and of the Council of
5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002
and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC
- Regulation (EC) No 1272/2008 of the European Parliament and of the Council of
16 December 2008 on classification, labelling and packaging of substances and mixtures,
amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC)
No 1907/2006
- Regulation (EC) No 1907/2006 of the European Parliament and of the Council of
18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC
and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94
as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC,
93/105/EC and 2000/21/EC
2. International standard
- 1SO 9001 Quality management systems - requirements
- 1SO 13485 Medical devices - quality management systems - requirements for regulatory
purposes
- ISO 14971 Medical devices - application of risk management to medical devices
- 1SO 15223-1 Medical devices - symbols to be used with information to be supplied
by the manufacturer - part 1: general requirements

- EN 980 Symbols for use in the labelling of medical devices
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[
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(1) viledonoUBUNAAIRIRANTURINT (A1AKRUIN 3)

(2) wisdonous e ligPuannszyhnsumy (MAruIN 4)

(3) @NuUnsUseanMUTE VRN U TUNAUALHTULOUEIUNA
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¢ o ¥ a a P ¢
NI15NIDNLUUNDIUATIVDAALLAINANLATDINBLNNEG (LLUU 2.9.H.1)

A o Y o v A A ¢
NIDANVDIALLAIUINYILATDINBLLNNEY (LUU 2.9.U.1)

suazBuaieatulueanuds
Tinseneazideavesganvezifouaniuuszneunsidanuuszasdazveanudamininy
Inoszysreazidenlnssdudeyan usinglulusanzidouaniuusznounisndnns etid
wiesiiounng Faseluil
- Fofjaamzidyuannulszneunis

- viluasngideuanIuUsenaunns

v A

& = A ]
- UN LABY WAy W.A. V]aﬂfﬂfUﬂWV]gL‘UEJuaﬂ'TU‘Uigﬂ@'Uﬂ'ﬁ

= e

- U wa. Aluannzideuanulsznoumsdueny

[y

- Fogaiufamsseaduypaaiieaiuiug
g

[

wiunansluluaanzieouaniuysznaunis
:I’ dy a = 6 ¥ a 1 a A o ¥
Nl Tuaangidouan1uusenouni1sias o3l ownng f o9l Yo uU18n1THE ANS 8UILDN
A3 aedlaunngnay “Nursing services” “Surgery” #39 “Home care” 3393@11150993ALI

PN 19

aya LNa1s Wsanangunefuntninaunsieninisunng

- A ¢
. VaLATR9UBLWNY (Product name)
TiszyBevewmthniny iWumwilvewazn1wsingy lngeraduievesmiining wedons
N13AMTNMEFONTININ Y307 IITnunuUNguYeIniinINg AINTIANGULNaUIENBUNT

& ~
YUNLLUYU

2. 1ASDUILNNIF1NSU

Tviiesemunedentinde “uywd” wag “Non-IVD”

y o o ¢
3. UDIALLIINLATDINUDLNNLUU
3.1 wanfnuaiie (Single) Midaniitell nsdilidesnisvunsideunuuinngy wiellvany
YWINUTTINElATeNIsALALIiU

3.2 wuUsNgH (Grouping) Widenyitell MNABINIsTUNZTEULUUTINNGY InefBdLuY

a N

LONAITUIINTTIUNG N UAY Fad519azidenNrfuUselanyeInIsIangyu 819U ¥an13A1

(NMYIFINGY) TouasN AU NAN STANAWHAN UTTNA RGN Touasi AN vonandnel

Y
WA IViEaUA"
1 = I (1
4. YaUVULATIIUBLULNNY
IszyveutiginTellounndmuluaansiisuaniuusznaunis lunsantininy 81asey

vouv18 famelull Nursing services, Surgery, Home care
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o/ = IS 3
5. sugganatnsasuanng (GMDN)
Jusitaannaignasisuiieldlunmsimusauazduuntevewnsosiiownmd (Generic name)
2819921233 Tneviininy 81358y GMDN fsialuil

66196 PUNYD Surgical/medical face mask, antimicrobial, reusable

66197 I UalIaN Surgical/medical face mask, antimicrobial, single-use
66198 PR Surgical/medical face mask, non-antimicrobial, reusable
66199 PUNYD Surgical/medical face mask, non-antimicrobial, single-use

6. s18azLdanLATassauwnNg (Device description)
dnvidumwilnerienwdingy lneddetos Aweluil

6.1 anwauznald waznann159191u (Device description and features)

'
=

aSuganwugiilUvemtIning sneazdeansnduiiieasuieinntining iauld

=

0¢1ls wAAaMAnsImansildlunisairanthning wazJanfidudiulseney (Component
materials) ¥9911Y 111N i’JiJVlgﬂUiiﬁlﬂvm“Vl‘ (Packaging) 85 U1 s1vazLd 8nv0Id1UUTENOU
(Component) 9, (Materials) #3025 (Ingredient) 71/l a4 s fun1svinaugasnianing wail
91395 urelaeldnimusznou 1y wNuNIW (Diagrams) A1Wa e (Photographs) %3 8A1NI1A
(Drawings) AuALWinzas TnsuanssoaziBendeluil

(n) anwealgUsniin1n (Complete description)

(v) ndnnsvhauraenalnnisvingu (Principle of operation/Mode of action/Mechanism)

(A) srynguedasaunmdmuamude (risk class) uagndninasinsianguedosilounmd
muAIIAEs (Classification rule) Tnsszyiduaieslowmdussiandl 1 aamdninasid 4

(4) TwaziBunvegUNT JUTI asAUsENay Funnsnsfuremining hundumae
AU LU & e Inedaviluguiuunis

(3) T18azdunvesdulsznoudifsy (Key functional elements) [faag1419u i
YeetunTes (Meltblown nonwoven fabric)] AeTiuszneuiu (Composition) {Wuninin warnthi
vouusazaIulsEneu il e1sesuielaemsldninusynou Wy wuuaw (Diagrams) ANwenevie
AW (Drawings) AnuAANEaLLielrannsadlol gty

(8) eFurganuyusianzsUkuulnl (Novel features) 1y naluladlny uinnssuln

Wusu
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6.2 InquseasAnsld (intended use)
afuenslidauntininy auauymaneveuIvemind g seyaglumuugil
n3ld wazAauEuIalunsiuveaIesliauwnng (Functional capability) 1w Tdionsaseine

Tnganuaseuluniusnaaynuazuin Wusu

6.3 4ausld (Indications)
aSungTgaridgnvadlsAnIantzvalsa Fedacldmiining uazsiudanguUae
Whnnedsdedddanuntininy wu Miedesiunsindeainelsalueinia Tdiedeadugiiui

PNHuvseazeasnasnentiluaniea

6.4 AwuztNsld (Instructions of use)
a5 uedoyan Indwf saduduneu (Procedures) 35015 (Methods) A3ud lunasld
(Frequency) sgaztaanlun1sle (Duration) USunad (Quantity) wag3Sn15im3eu (Preparation)

[

dalianunsaldntining leg1eUaends lnadoyadina1iuanioguuiinni osdownnduas/vie

Y a o

AMUrUTTIUIURUUAN 9 Wy Tidsusaunsedunsaunlvmediuluntimnesudieaiuldnianing

Y
Tgleilaiiiu 8 Halus Tinssae 1 Ju Wudu
6.5 n15iiu3nen (Storage condition)
ssuedeyaduduferivanziinnizinizasdmsunsinuinymiiinng wedesiu
NSEBNANINIINLEY ANNTU QNI YToaN1ILAU 9 Fededin1sdunauarduinaugieian

Annzay W AUlUNLA 1199nAN0TY Wusu

6.6 2181514 (Shelf life)

1. nsdind1nin Aimnuneignislden Iiuansdeyad uansliiuiimianane
flaussouznsitaulazaudnuazaaenegnslinuiing1281sly deandduguvesiununeny
(Expiry date) Iy

(n) M3finwtoyauuulutrant (Prospective studies) lngldigusiss (Accelerated
ageing) UAINTINABUAMNLATUSYRINM TR AN BURUNANTS Vi

(v) nsAnwveyadeunds (Retrospective studies) Iagn1sldauniuiIa1ase (Real
time experience) W naaauntning Mfusnwly nunmulseiadesosSourderssunssufiafum
LHELNT 1138

(A) HANSANYITRYANNTD (N) Uz (V)

minldfivayanis@nyie1gnisldauniuiaiase (Real time shelf life) aunsalyd

Toyan13An¥1918n15IFULUUUILS (Accelerated studies) ipatiuayun1sNaId9018N5LENY
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shelf life claim) wouduaunanalunisiiendady (Parameter) dmfunisAinwergnislidaunuy

Uuss adl deyaogmsldnuiivannsnmeigmsldnuiuuinsssisadidoyaignisldauniy

a1934 WeBudunsnagegnsldaulutuiuiy wagdesdinsnunsnyiegnisldauni

1981934 (Real time study) ¥89INFUFANITANBING?

2. nsdivihning Aifiongmsldaueniunu (duansfumineny) dosuansdngu dail
(n) A1svhIunSednvazemtnInY Mdeuanmaussoziainsideuliiinase
Tududu (nitial AuUaonde Wie
(@) nMsFouanmauszezinainsiday livhlfAnenudssfisensulils wie
(A) szeznaTiinaudenannavldannsasensulidussoznanuunndsain

ASLYASILSA U 30 T

3. nsddntiining Aliddununegnislaanu ussananissseznaintgininy §ang

TH9uld (Projected useful life) Tngld 1ISO 13485:2016 — Medical devices - a practical guide

6.7 ¥8%1u1Y (Contraindications)
a a = R av o v v o & v v v
afuieTwasidualsansannzvadlsawaznausUleildaslivdining vl devinuld
& A | | v v a a W a a v ' ¢l Yo
Wudaulyvanliaslaninnine ws1edlanutdsawasunsiennnannnistauinninuselevinaglasy

agnetaau 1w Wuldlugiui Polypropylene 1usiu

6.8 AABIU (Warnings)

Dudeyansudufoudaiidudunsie (Hazard) Tld81ndudemsuneunisldninning
iy o1 liiinnisseanedesusuitdntdining ldadslden ldasldminniny vagldusmin
sy

6.9 ¥am355234 (Precautions)

I = v ug v o v & a v Y Y a a

Wunsweulvyldsednsy TuduiimvlunsidanuinennulasndowasUssdnina
lunisldniining sadsmsnsgviuievanidswadeUiensedldau Fsoaldinadwndinvse

(%
[ =]

VInUIeuse usie i ldiAnAnusedaseds uenanid enasaudansudaseuligldnsuime
guldialszasdainnisidauniininy nien1sldauidaisnielddainguseasd (Misuse)

o & v @ a Y a o Y} | = s v 1 | 1 g v v g
wazdnduresuatduiiirwiendnifeswadulifialszadnana wu vining AduaInisig

wazAALUUTEEAnRe Tunssuiuveswiindy Wusu
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6.10 wadulinaUszasranmsty (Potential adverse effects)
afunewadulafsUssauIfifreuss (wu e viadu wieenssuldfeuszasd
f$10u59) fonainfugtheniedlion vienatrafssannslintininy aeldnnmsalldiuuna
wnlidl Tisey “lag”
6.11 M33nwdremadendu (Alternative therapy)
ssuemsUfiivietuneunsufiRnidunmadondufionnaduieiuniinng wu
n1504 PAPR (Powered Air Purifying respirator) nsldwiinineundantanisunngldadaiieavia

N95 w3agenin (N95 respirator) 1usiu

6.12 s1vaziBuanazauiivesiagfi ldndaniaidudiulsznouvaansaeiiownnd
(Materials)
afurgswasidunvesianiiiuingAuniediusznauremiining wazautinig

L4 td =

nmenmiisnduiieuansnnuaenndosiundnnisd1dsy Teyadessuisdnuaeniand Taam
wagnenmvesianild lngliuuuteyadwelud
1. sremsiagitdlunisndaniinine

2. dnwaignianil Faam wazneamvesiagnldlunimdantining

6.13 danuuALanIzau ¢ NtNgades (Other relevant specifications)
Judemnuaaniziieriuaudnuaznsinaulazaussaugnanaiaveaniinin
FIDITOAUALAWIZDU 9 LU ToMUUANINLAT MBI T A1svilaUTEnEe (Sterility)

ALAIENTIN (Stability) n151A U (Storage) N15aud S (Transport) azn15uU35y (Packaging)

v A

LN DLARIDIAUEDAAR DN UNANNISANA UL NEIVDS

o

NUYLNG iwmﬁé’ﬂwmzﬁﬂimg (Feature) ff (Dimensions) &47uANA"S (Variants)
LAEAMENYUEN15YIN9U (Performance attributes) Y0110 Faazurngluderdmuaanzves
wAnsuai (Product specification) fianunsavmulaluienans Wi wiuwu (Brochures) wazuananden
(Catalogues) a’miﬁi’fud]wﬁagauamiwazL%ﬂ@iuﬁ’rﬁaﬂé’

6.14 %’agaiﬁaamﬁaﬂﬁu 6 (Other descriptive information)

'
o w A

gauneieaTgazdennuEnyrdAndY 9 wenwillednteyanlananilitieiu iieuans

a A

D4AUADAAR BIA UNANAITANA YT LA 82709 11U AT 1A Ul 19310 INV09LAS 99l aunne

(Biocompatibility)
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7. danualanIzZYaINana N (Product specification)
Tiszutenvunvemtiinin N1e9nuds (Specifications) agnilay fesialuil
3.1 AUNIN AN VBINTIAIN

3.2 Umtinuestunsas (Meltblown nonwoven fabric) Inauanslunuag gsm

a |

3.2 FYRINUIINITNAFOULALHANSNAFDUANLATIIUYDIMEININY TIHARTTE198 19U

v
(2 =

3.2.1 nsale19dw1asgrundad aengad1vnssuniininaurdeldas waeq

UaN. 2424-2562 =LV

1) Ananwagaildnd 5 5180135 o
1.1) UsganEn1mnIsnsohuaiiisy
1.2) ANULANANYBIAINGU (AP)
1.3) U5An801mn15nT899UNNATEIA 0.1 pm
1.4) pmfnure I diiny AnufuA1gn
1.5) nMsaula
2) AudnwarN1sTInIm 2 318015 (amgntiinneunfemanisunmdifise sy
nsUesiuszau 3) lown

2.1) NI5LANELADY

2.2) NMIWANIRINLS

322 N30 9199 941A5514 ASTM F2100 - 11, Standard specification for

v Y

performance of materials used in medical masks %3a7l11n1 A¢iIve

1) Bacterial filtration efficiency

2) Differential pressure

3) Sub-micron particulate filtration efficiency at 0.1 micron
4) Resistance to penetration by synthetic blood

5) Flame spread

323 ﬂiﬂiﬁwﬁqmmgm EN 14683 : 2014, Medical face masks. requirements

and test methods ¥#399113N31 LD

1) Bacterial Filtration Efficiency (BFE)
2) Breathability
3) Biocompatibility

4) Splash resistance (@ zvtINMNBUTEYNINTLIME NTlsEAUNTTReU Type IIR)
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3.2.4 N3RIO19B9WIATFIU YY 0469 - 2011, Surgical mask w3evlvsinii ilvive

1) Bacterial Filtration Efficiency (BFE)
2) Particle Filtration Efficiency (PFE)
3) Synthetic blood penetration

4) Pressure difference (Ap)

5) Flame retardation properties

6) Skin irritation

7) Cytotoxicity

8) Delayed-type hypersensitization

3.2.5 ﬂiﬂ?@ywﬁﬂu’lﬂigﬂu YY/T 0969 — 2013, Single-use medical face mask

videfilminin agilhde
1) Bacterial Filtration Efficiency (BFE)
2) Airflow resistance
3) Biological evaluation
3.2.6 nadidredanmsguduuenmieainds 3.2.1 - 3.2.5 Widenuiunsgtu 4

ANAUA

] ¢117]
8. AANLAIDINDLLNNGY
Tiuuuaan? Adusuatunsedidmiiousuatuddaviluguuuuaninidsn (Artwork) Tnadaq
¥ a Y o o 9 P a o - &
wanstendnuluarwlned eulddanudimsunidining dldlaeyananily wieuanady

Aw1dengensaniwringfierulataudmsuntining dmsudusenauivdnnianisunng

Laza1515 9198 azn1wdusaeild wadearuniwidududesdauninglidaniendsiv
Janrunwinenionwsinguiazdsddiduianiofiuanussmisifidnvazldoinasmgu

eyl laraluansedfgy

2311957 4 wkinseulayeAnsosdonnng w.e. 2551 UayelAan
« N v 4 vl A p 4 A o4 p
281n” nueANd Yeaula 1 Fauansliaiesleunng nsurusTy viseRiurieusIYATesllounmd
«¥ " P o v v v o a & s a &
oAU NUEAUTINAINIINTIIAUTINGAI8AI8NYS JU Se8UsERAYS NN Aneuns was Wdes laseanany
a o ' A o § v o v P
wsensnseyeddle q Minlruaramiluanansadilannumunels
“HUsENaUTVITNNNITUINNEUAATSITUEY” MU18A1NT JUTENOUIMTNIIYNTIH {UsEnauIvdwiunnssy
HUsznauivdinnisdmuwnmddunils fusznevindnnienmirda guszneviviinmaiianisunng viesusznauiviin

MNTUNNGUAZENSITUAUBUN NN TTUUATUSENIAM VLA
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nsuansnaIntiuansliv naoans eresussguiinineuienisnsunngiiuldlnedie
wagannsaaulatnu lngegatsydeuaniseaiden fasialuil

(1) YouAnHuN

[ [ [

2) TwanBuadesiumtiinng wu drudseneudidey wdnnisvhen Ussum oiin
(3) dngusvasAnmsldvsedeusly
(@) ﬁ‘]’nmu%uumiﬁ;
(5) 3Bmsld sniunsdiintining farwdaaulunisldnuegudn
(6) Touaziidavosaniufindn vieaoufivnd udrusnsd Tunsdidugundn
THuansdoanudingn Wes uazUssimaiindnde mnlivansdeanuiinaziiloswesindn Tiuansde
LWANYDINENAUIN 109 UTeMAIveINaniael uazUseimeENanumY
(7) ailusuanuds Tngliuanadumumu 1wu XX-X-X-X-XXXXXXX
(8) ¥o fioguazmnuialnsdyi vietessnisinse nsdifesnsteyaiiiniiumie
ERNEE!
(9) weiviednuauaninsiingn viesuiingn
(10) ey U viel 1feu findnvievuneny TaouandUsnemian 4 wan nsdintinine
finmsfmunorgnsldnliuanasion U vied iou fivunengse
(11) Bnshusnw
(12) Aufou Torild niedonsseda iielinsldniining iAnauuasads
(unsdidish
nsuanstaaddly (3) (5) (8) (11) waz (12) vmnldatunsauansuuaainla Iiuanslily
lenansiifuiaTesiiounmeuny
nsuansaainrtinniny Aldlaeyanaialuay (9) amnsauanadunwisanguiede
A8INguila
NSUWARIRAINMIINTINT dMTURUTENOUIMTNNINMSWIMERazaNs1sauay (9) uag (10)
annsawanadunudinguisemegen1wsinguile

Y v

NTHANIRAINNUININT dMTURUTENBUIYANIINTLINNERazas1saNgY dinnsldsage

(%
6 o

N11TINYNT 8 YA NWANIAULNUTEAIIY ABI85UIEAIUNUEVBIAIY NS ad fyd nwal

> o

Junmwilnensenmwisenguliluaainvselonansinuinissdlonndee
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9. l@na1snINULAsasdianng (lunsaing)”

ynnthning Slenarsifuiedesdeund Tuuuenansmiuiaieafiownmd? Usznoudive
¢ Tnsnisuansianansiiduind ssdlounmdanunsouanaldsisluguuunseauniotagdule
Faneanusamiinisuanaenarsiiuiedesdeunmdlusunuudidnnsetnd wu dAseu Aensldn
uled TnoyanaviluuaziuszneuinInvnenisunmduaransisuguansnsadfslding anmnso
wusdlel 2 nadl e

9.1 n3dintininy fildlasyanasialy (Home use medical device) IWuanatenansitiu
wosdiounngdedamunmlne v aedinwdudefls witoruniundududesdienumne
Lidnnieudsfutonnunwine Tnsuansmeasdenagnatios fwielud

(1) Vonansinusi

(2) swazBeanetunrtinin A5udu W dudsenoudAy nannsvinau Ussian

(3) Fnguszaadlunsly

a

(4) IUIUTUNUTTY

q
(% '

(5) FouazAsvaanuiingn nioao unundy ududnsd Tunsdidudundn uans
= A a = A a v ' A a = Y a v = %
Yoanuindn Wee uazUsemaindnie mnlduanseanuiiaziiloswewnin laniwod1ves
ARSI W Useinadveandndu wasUssmaguanuny

6) Yaudld 350191 Awuziinsly

(7) F3nsAuSne

(8) Anfau TavulY YIaUaMITIEIa Walinsiertnnina wnaulUasnny (unsangd)

(9) oulneannIowiluATIAIAYDIBNATSANAUIAT DN UNNEVTaTHARIUANLENANT
Mfuiagiu

aa v & % 2 (-7 a o %
nsaliin1swansdamnulu (5) ¥3s (7) Buuaannkad lifoaanisieazidentuenaisninu
= P RV v
LASD9LIBLNNE LA
a s 14 = v v v Y 1 F 2K v
nsadn1swanstan1uly (1) 89 (8) Nuuaainasusiunal Wineilasuniseniu
laiAadnvinlonansiniuLAIosliawnmeg

9.2 NIMNTININ ANFUKUTENOUIMTNNINITWNNGUaLas1504aY peetioenasilianans

MiuAseslounmdnwdingeieuladaau

SUM9T 4 wAtwsE U gRATeiownng w.e. 2551 UeyelAin
« o w a' o <y ' & o :4' A o g v v 1% v A o
na1siiueseeunnd” vaneanudi nseawnsedngdulaivihliusingaunuemedeaula 9 suieariv
A oA ¢ = = Yo A = | A Ao ¢ & v = e P =] '3
wisealleunmd Faaeaunsnvserilitunisusvseiiuveniussynsesdiounndiy uaglinnumnesiufigiionsliinsesdownnd

TUAY
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10. NE1SENIUSEIRNNSVUNSIUgUTuaA1sUsEma Tunsaininisvunsiisulunsussmne
Tuuuenanswanlseifnisdunsidoulusnausemne Tunsaindnstunsdsulunnauseme

(M1AKLIN 6 - 8) WFpuMANgIUNTTUNsLTsuYRIUsREUTEINA

4

& A a A A ¢ A
11. LBNEISLENINITNATDIUAINNUIIAINNLYD 1‘Uﬂ'iﬂ<!NaGILﬂ5EN§JaLLWVIEJU'i"IﬁQWﬂL?fa
N & ] & v & Aay

sl dunthning wuudsiane Tikuuenaswanin1saaeunulsIrINwenilteya

o &
il

1. 51882188AYBINITATIVABUAINY NAB9BIN1TVIN IR UTIAIIN BLT 8ed U (Initial
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AUNNULINTFIUNENA U QAAINNTIN, NTENTIQAFIMNTIY, 2562. UINTFTIUNAN U
gMA11NTIN Thai Industrial Standard wan. 2424 - 2562.

NTENTNATITAUGY. UTENIANTENTHAITITUAY 1309 HIMTFIUVBALAT 03T oUNNET | W
nIof Ut esUfUR W 2563 19Ra14IUnYY avuUsENIALazauialY L 137
iy 98 ¢ (AsTuil 28 wWwiew 2563).

NTENTNATITAUGY. UTENIANTENTHAIITUAY 1309 HIMTFIUVBALAT 03T oUNNET W
viofiidndes fuR @Uuil 3) wa. 2563 TwRa U atfuUszmMakazauTaly el 137
iy 185 ¢ (aeufl 13 Fumnau 2563).

NIENTNAIGITUAY. NYNTENTNMIIUTIUazn1oonluTUILmEavotituedesilownmd
WA 2563. 1R IUAYY atunguiinn 1@y 138 aeudl 13 n (@sTuil 15 nuanius 2564).
nosMUAILAT B3 auNYY, dNINITUAMENTINNITOMITUALE, NTENTIEITITAGY. , 2560,
WINIMSIRwseenansdnsuesesdiaunndilildaiasdiownmddmiunsitadunieuen
$19718 (non-in vitro diagnostic medical device) dmfunsiudveoyy A3 ondssens
aviBuanInsdiounme

AINUANENTIUNITNG AN, wszsUyResosiownnd w.ea. 2551 (atu Update angn).
Buwesidnl. Ldade 2566 funau 3. Whisldan -

https://www krisdika.go.th/librarian/get?sysid=773817&ext=htm

Overview of Device Regulation [Internet]. [Cited 2023 Mar 3]. Available from:

http://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/overview-device-regulation

Classify Your Medical Device [Internet]. [Cited 2023 Mar 3]. Available from:

https://www.fda.gov/medical-devices/overview-device-regulation/classify-your-medical-

device
Product Classification, Mask, Surgical. [Internet]. [Cited 2023 Mar 3]. Available from:

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpcd/classification.cfm?id=FXX

Purnama A, Drago D, Fundamentals of the European devices regulatory framework.
CPD Supplement [Internet]. 2019 [Cited 2023 Mar 3]. Available from:
https://www.topra.org/ TOPRA/TOPRA MEMBER/PDFs/TOPRA-RR-OCT19-CPD-

Supplement.pdf
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A1NUNIANTINUYIR, NTEnTIInemansuazinalulad. dlevesuuinsgiu CE dmsu
wsesdlownnd. [Buwesiial. Lddade 2566 fuia 3] Widslaann -

http://medicaldevices.oie.go.th/box/Article/2801/gilaua3uannsg1u%20CEdwsuir3nsiln

wwnel.pdf

GN 13 Guidance on the Risk Classification of General Medical Devices [Internet]. [Cited
2023 Mar 3]. Available from:

https://www.hsa.gov.sg/docs/default-source/medical-devices/gn-13-r2-1-guidance-on-

the-risk-classification-of-general-medical-devices-(18sep-pub).pdf

Public Enquiry — Class A Medical Device Database, Surgical mask [Internet]. [Cited 2023
Mar 3]. Available from:

https://eservice.hsa.gov.sg/medics/md/mdEnquiry.do?action=loadClassA& ga=2.192597
034.1803903920.1554265549-551332391.1551944793
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ANANUIN 5

(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, [name of Product Owner], as the Product Owner, hereby authorize [name of Regisfrant],
as the Registrant to prepare and submit applications for the evaluation 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 [name of Regisfrant] 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. 2562 (2nd edition) 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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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/Madam,

I, [name of Company], as the product owner 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
[jurisdiction/country] and [jurisdiction/country] were [mm/yyyy] and [mm/yyyy] respectively
This declaration shall apply 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), Medical Device Act (2™ edition B.E.2562) 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 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 Official]

[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,
I, [name of Company], as the product owner of the medical device(s) 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 serious deterioration in the state of health® of any person; and
() No open field safety corrective 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]

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), Medical Device Act (2™ edition B.E.2562) 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 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 Official]
[Company stamp]

! 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; (c) 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.



AMAKNUIN 8

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,
l, [name of Company], as the product owner of the medical device(s) stated below, hereby to
certified that;

All aspects of device quality 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 Official]
[Company stamp]

32



33

AMAKNUIN 9

(EXAMPLE)
DECLARATION OF CONFORMITY

[To be printed on Company Letterhead of Product Owner or Physical Manufacturer]
We, [name of Product Owner or Physical Manufacturer], 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 Medical Device Regulations in Thailand according to the Medical Device Act B.E.
2551 (2008) and the amended Medical Device Act B.E. 2562 (2019), 2nd edition.

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 >

Name and Address of 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>

. age . o - -
Risk Classification: e.g. Class .., rule .... (muﬁwmmtaﬂatﬁawm:wau'luﬂs:mﬁ‘lm)

< Class of Device according to the classification rule, and the rule used to determine the
classification>

Quality Management System Certificate: (for Physical Manufacturer)

<[SO...... , Certification Body and Certificate Number, issue date, expiry daite>

Standards Applied: (for Medical Devices)

< International standards; OR Regional Standard; OR See Attached Schedule for multiple

standards >

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

Authorized Signatory:

Name, Position Date



