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Medical Health Screening Form for Dental Treatment

Objectives : For health evaluation in patients undergoing dental treatments providing safety to patients and
related parties. The decision to perform dental treatment is subject to additional history taking and the
dentist's discretion.

12111 S ——- e A R N ot AgE oo years
Medical conditions / Allergies / PregnanCy . ........ocuu e iiein et e e e e e e e e et eaaaen et eaaaannns
Occupation (Please specify). A .. . 0 Suloiuedi, & S, A0 o Telephone NO.......ccoevvvnvninennns

Please provide the following information by checking / in ‘:|

1. Do you have any of the following conditions? (within the past 14 days)
1.1 History of contacting or close contact with COVID-19 patient ....................
1.2 History of a involving cluster infection .............
1.3 History of travelling abroad (Please spemfy the country ......................... |
1.4 History of visiting public places or attending large gatherings....................

2. Do you have any of the following symptoms?

22Cough. S5 5 T . ORI L R
2.3 RUNNY NMOSE. ..o e
24Sorethroatss | LI . TS . LR R ......
2.5 Difficult breathing/Shortness of breath.................................................
2.6 Alterad/POOTISINEIIIR . .. xox en e on o TS « ¢ s o om0 xS A A s« 10 s e
2.7 Altered/poor taste ... ...

3. History of being confirmed with COVID-19 infection but recovered

(Please specify the date of recovery........................... )

4. Documented temperature ......................... Degrees celsius

O OIS (T8
|

I hereby certify that the information given on this form is accurate. Therefore, | have given
my signature as a confirmation.

Signature of Patient/Legal Guardian...............................
i 55w 6 1 S 8 8 s i )
Signature of Examiner
(s rs'es v e e wiwa e o AR R e i N N e VR )
DAle. . . cvenevnvaisrnnsmsnrmrasaerasnsnevanis Entry time..covcemnesassamssasurarvnsess EXIEUMS. ccverevnvsininersennrness

** If you have a history of a confirmed COVID-19 infection, but have recovered and undergone home
isolation for 1 month, you may receive treatment.

(In emergency/urgency case the dentist will provide appropriate procedures)
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Uaonseuariinisseuigeiniaiiigans Ldndusuiiu nsdlauawesanung1u1aninil 2.6 wns Aol
msudlusesnsssunguaziiunsivaisuveteniAluan uneIuIa WU N15iUaYedsEUIgeINIA v3e N3

Td5zuuna W Weautegaenaiioliinisssuigeinafiiese Wudu

A lunistesdunisfineasnisnaun1slunsiaunasiinsn1slunsuenUszinnau
#anszane uaglidifinszanaielvisinnslduuimuasislunmstesiulaegamngan 1Wu nsiarsanlduny
81917 W11a18 (rubber dam sheet) ¥aglunuinanisursuseian n1sldiigandags (high power

evacuation) YieanazeadreeNfinTzatgeanuInUngUielagnse NMsUSuaeuIsnsviunannis
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UVC, Ozone Warn1shy fogging disinfection CDC dauugiindsdesnisinisAnuiiagidoiindy Jedly
fifeasuin aslivsell Wanfnwideya manwin diui 7 msld UVC Auresiuanssulunsdlaniunisel

A1558UMUB9LSALAIN-19 USeNBunIsNaNTaN
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N15U9INUNITHNINTZINELTD
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ATQuAaNAl luuImA IFn1955n1
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AuhnAidasduialn AufaflaiAunTas m%uﬂmmmu‘lu
FTWININTINE W T1 fumssnmlasass || mInugun1siade
T UulAiaas meluanINenLa

o dwiulaylv Nurod HitaTas Traan ldnag

* iJuiFumaviug fuuzvui g i
n338(Dental Unit) IMiFarhaaa 3% wazrnuled
Do GERRUIPHPRL Ufdaaaaeng

‘L‘iﬂ‘ma@mmm aulu wIaansinwan ualll  aIsada

mInguiuia i 14 e ﬂﬁwme&ht%a

wasanuLsy (plastic NBNATS

wrap )rsafanilasnn

NNNWANTIN (Dental

barrier film) Agunan

Iﬁﬂ’ﬁﬁﬂﬂ’lﬂ’]\‘m%@]

nysu L alaFeRuns

Snwlunaazey

wnzaan Y1a21u

82819 WAztiNIIHT
o Wafilifianis
WWINTEULTRTZHINN
Hile

ns¥aned @ (Disinfection) 1 uign13mdnd eqadnmifeunnsdaaing Unsal
w3ssilenansunndeniuaUedvendewuninis mahareideluinnsldiienharedeudmuseiv
vasmsvhanedeld 3 seeu feil

1. High level Disinfection a1u13nvhaned eqadwnelsaldnnvin sausaves
%BQL%EJLL‘UﬂﬁL%EJﬁ}fEJ’MWmEJL%aluﬂﬁjuﬁlﬁud Glutaraldehyde, Chlorine dioxide, Hydrogen peroxide Wag

Paracetic acid based ihennguilanunsavhanewslugunsalldegnsfivszansnmluy naisinsy



2. Intermediate level Disinfection n13vhaneidesianusarilidonundise Welada
wazld o9 doufidsasauliineliiAndunsedeuyud wiliawnsavaisadesveads uuaiiseld
ﬁﬁ”mﬁwmm%ﬂuﬂdmmﬁm Alcohol ( 70- 90% ethanol #3® Isopropanol) Chlorine compound uag
Phenolic %39 lodophor Unswila

3. Low level Disinfection a13130¥1a181d auuafiise 1 elaa uasiiesmnuia
wolal @runsaviaed o daanuaany wu Tubercle bacilli w5eavesveud suuaiiseold

Wgvanaidelunguillakn Quaternary Ammonium Compound

nstaentgunegndalunsdivesiisalalsul COVID-19 nng Centers for Disease Control and
Prevention (CDC) wasansgorinitazesaniseunsialan (WHO) lauuzinlild ethyl alcohol (ethanol)

Annudndueg1siloy 70% lagUsuing (v/v) e sodium hypochlorite [Wudu 0.5% lun1svipnazein

e

UND

=)

UBNYINUNIS National Environmental Agency (NEA) vpsuseinadenlus lanuriiuilnves

g13aeanunsalyiu Coronavirus aneugiaeiinsAnwiunneulivangviin usitiieaniniie COVID-19

[ -

& & YL Y = v ' = & v av v = 1Y) .
LUUL%@ﬂqUWUQIWN ﬁ]ﬂsﬂlummayjaﬂﬁﬁﬂm GUQHEW]'NG] QQLUU%@HﬁVIIWQWﬂﬂ?ﬁﬁﬂU’]ﬂU Coronavirus

[%
&Y [

PN a [ a
VlLﬂEJﬂJi']EN']uVL'JLVnuu ﬂﬂLLﬁ@ﬂ‘L&GﬂiN% 2

P & Yy v o & . v a
AN 2 TN YDLALAINULVUIUNFNUITOANYD coronavirus 1@ (% I@ﬂﬂilﬂ@ﬁ V/V)

hensinde AMALTNTY
Accelerated hydrogen peroxide 0.5%
Benzalkonium chloride 0.05%
(alkyl dimethyl benzyl ammonium chloride)
Chloroxylenol 0.12%
Ethyl alcohol 70%
lodine in iodophor 50 ppm
Isopropanol 50%
Povidone-iodine 1% iodine
Sodium hypochlorite 0.05-0.5%
Sodium chlorite 0.23%

WREISUNY DUNNTLADIIMIT B A 81N 119 NEA TaLusU1@159471.% 091 b uUIULS D ULALANUTOU YD
Coronavirus Wt 5 wia bekn benzalkonium chloride, chloroxylenol, ethyl alcohol, isopropyl alcohol,

ae sodium hypochlorite



assdelutiagtudiumnagdmiiglusuuuuamududugs ddureuldfuilnafeniundeans
Frlidenututulidosniiaududuiifandanunsod 17 old mun1seil 2 dregradu
Tniisulelunaslsst 1uansuszneundnlundndusinaisdve l¥dessuaaindrsvinitudazde
Tanvulalunaalsiagwinlug 1y Haiter® wag Clorox® dlwidsulaluaaslsviluguves available
Chlorine 6% w/w Fanu1eaa1u2Tundad st 100 n$u 9dl available Chlorine 8¢ 6 n¥u
mntuduievlildanudutuniud vuizas 19y 91914 Clorox® 1 drunauduy 11 d9u
fazldaududulneUszuna 0.5% dmduansandosy 9 wu chloroxylenol 38 benzatkonium
chloride figpaiaansnouldiguriv

Sndfidoesr TR AsUUISNARanse LT evanevdnneld ooty 1y Dettol® Hygiene
Multi-Use Disinfectant i U Dettol® Antiseptic Disinfectant F9darseon aqn § 9 wmna 19y
Taed ousndarseangns 1du alkyl dimethyl benzoyl ammonium chloride 19 1% w 2.4%w/w
§ dluanunsalddudmidsld dud o aesarseangniidu chloroxylenol 1dudy 4.8%
Funnlaon1sn i vanaeduangdMrvuaain) §ldlddudinds Tasadnududui wugin
Tildviusurharmazeeiiuiafio 0.12% vhnndeadlasnismauiuiludnsdau 1:40 (e 1 dau
et 39 dau) drunisldiudmiadeariinisidoarsaddwoyTuanududud wunzan 1
yhenuazaauauss Wienahelusnadu 1:20 vieflfifleeuniforesiunelidens 1:40

dmvasdud suazarmdudud szylumsned 2 Wuansdldiui i dufdTaminiu
esnunrdndanuguussliausoldfuddiTiald dmsuiheend ofildvianuazenfamd
Wedeatuid e CoOVD-19 Tuniansznssarsisuavresdsenalneuugirlld ethyl alcohol
ANUdNtuagley 70% lun1svihauazenn

wiulddnansandedlmidenldnatseda nsdinauanznssuniseInIsuazen (ae.)
vosusuinalngldlenuugiilunisdend endnfmeiidussdns nmaisdanagadidny 3 90 Ao
dosfidmusryinanansn dndelse” “edndouuaiie” vie sdelita” desdasddduansenide
wazflavngidou ey, FsnrsasraaevindnduellaldSunistunzifouaines. amnsagldd vules

http://www.fda.moph.go.th #id8  A51ERUNARANY” LazApdldamuAILUzIIULaaINDE1LATIASA
1 UMAMIKELNSANNSEUSEEBUTIe9Te fu 1ade-19 Talsulada
AIEAanT13758 A3, AN. Nual BINUEWE M1AIRTIIMET AmsAdYAEnS I INedewding

MnUsEnauaN : https://www.cleanlink.com/resources/editorial/2020/cleaning-office-25237 jpg
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Ugyn132uU High power suction Tu gllnviuanssy

iwumi@]m‘u’éﬁmmwu High power suction Tu qﬁmﬁ’ummsuﬁlﬂmwu Air suction
ﬁ'ﬁms'ﬁzmaamLLaxsuaqmmaﬂuizww'mfwﬁywmqﬁm 919N 0 IMLAN T Y MILIIAUNGUVDIDINA
Fuurlugredaunane vld A annatanszatsveshianiuuld Searsfunsnisudlassuy
Wetestulamsng nsenafivumislunsuilotym wu
- M3RwiesTUIsmIMALEneananviethits ellliAnussunduiniteatuiany
« N3lgsEUY High power suction Uy Motor suction WuSEUU Air suction

Tunsainnislasuwlainseyinlaenn 91315l Mobile suction wnu Ineaiatdansdy wuy

[
=

Phlegm suction N15151A19N WALTLIINART N30 F¥LABNLATBY Surgical mobile suction MU AFT

e

a ' =1 R ' a | & = '
llm’Jﬂ‘Uii'ﬂq‘U@ﬂLVa'J“V]NGU‘L!"IWIVT%GUU LGB ILAT @ﬁ‘ﬂ%umuqﬂiﬁmsﬂ UATU Lag UITAIN E‘lﬁmu

lnidanszuuniidinses iedesiuongaesnniaszuigay war Wisuldnsewuimuaissyluaie

e F2n

Wi ald naunusyuy Airr suction Moy LA N Az ud Aty nIn1sW ansEateveclisa 1 o1aindu

INWIIPUNAUVDISTUULA

Phiegm suction

g Mobile suction

Filter
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A58 UVC NUTR9InuUAnssy unsailain-19

was UVC lﬁ%’umﬁﬁqfaﬁmmuLLé’aﬁmmamhL%ﬁyaIsﬂlﬁ Tnevianefisuevesddliinvundnetslisa,
wuAfise, wazides vilivgadasyansamlunmsunsitusuazaellufian SuSendh UVGI (Ultraviolet
Germicidal Irradiation) UVC gnldannlumssinideluth msfnuiknusdiulng3adunisinuilud uie
Tunadoade Wisezuiinnuaulanisld Uve sdelusniedelaiunud

A5 IY9U UVGI

1. AueIAdY (wavelength) Aldfeindiafia 100 - 280 nm

108 peak effectiveness 260 - 265 nm AIUAIN

o0& %

2. Tusssumlinuade s dedldunasninsed laun

Relative germicidal effectiveness

vaenUsen way aen UVC-LED wuadu

- UVC winlaideslelay Anue1andu 253.7 nm

f L
240 260 280 300

- UVC wiindilalau 8 2 Anug1Indu 185 way 253.7 nm Wavelength (nanometers)
- Far-UVC A1uem@au 207-222 nm awdelanazliidusunsionanu wanasastaidilidvglunsmain
- LED-UVC Tlgunndu vivelilam1anusubadsunniy lnguunnvaaiasnduad

3. UsganSamlunisvinanestia Ui ANNeNIAaY ANULTNYR9SIE wassyarnaNlasusd Nasadanly

Tivsngay

4. ANUdUU959d (UV intensity) ArAudussdlaainnisinaag UV meter lnsviununneanilaning
aﬁuauumﬂ Lighting Innovation Center 984 L&E Manufacturing Co.,Ltd. TAAIAULTULASIDINA DA

UVC Philips 36 Watt Tutfasuaufiszezvinasnag linansinniunisng

UVC intensity ﬁisasmﬂ‘] (puW/cm? )

aanln sygzanganvasnln (cm) IaNenatsviaen

10 20 30 50 100 150 200 | 250 | 300

Philips TUV 36 W T8 x 1 760 400 | 250 99 a5 24 15 10 7

lamp

NP9 1 WUNTZEHINTEA BI1eun AUTLLERIZANAIBENIN MINNY inverse square
law U99was vaandvaLAeIfu 981NN Tenudussduinnws liidudndiuniuauetin naanana

70 ANUIUINRNNY 9719 MAANULTUS IR



5. USuauSe@nanunse inactivated 1@® (UV dose) USUNUSI87NA 09N 150 AANAINIUAIULA AL TUAVD LT D
lngly hifamedenan dnlufeuwuafiseuazites aua1au Lieda1nie Covid-19 1lATaaT9ARTE SARS

wag MERS F9in1393usanaUsuasssdn 90% inactivated coronavirus aguidumsnamugutneaail

Table 1: Summary of Ultraviolet Studies on Coronaviruses

Microbe DQZIDDZSG UV k m?J Base Pairs kb Source
m

Coronavirus 7 0.35120 30741 Walker 2007°
Berne virus (Coronaviridae) F 0.32100 28480 Weiss 1986
Murine Coronavirus (MHV) 15 0.16351 31335 Hirano 1978
Canine Coronavirus (CCV) 29 0.08079 29278 Saknimit 1988°
Murine Coronavirus (MHV) 29 0.08079 31335 Saknimit 1988"
SARS Coronavirus CoV-P9 40 0.05750 29829 Duan 2003°
Murine Coronavirus (MHV) 103 0.02240 31335 Liu 2003
SARS Coronavirus (Hanoi) 134 0.01720 29751 Kariwa 2004°
SARS Coronavirus (Urbani) 241 0.00955 29751 Darnell 2004

Average 67 0.03433

? (Jingwen 2020) ® (estimated) ¢ (mean estimate) ?(at 3 logs)

[

nansdunissausiuleg Purplesun 3nvaten1sny) wudtUsunasidyiddmsuanie coronavirus

(%
=

16 90% (Dgg) AvarwAunn Faududsiinatulalunisvaass sigenalifulsisewnimuindoninieiu

1 = A o o

faaudy geunndl LLasﬁ'sﬂaNﬁﬁamﬁ’aaq Fafiduuzildaneds 67 J/cm? w3 6,700 pl/cm?
15ANW1I89 Walker 2007 93189 muuianaussa@nlddmsu coronavirus 1isa 7 I/m2 iilelusruunai
Fuatu wuindunismaaesmiuduazens aerosol fafureasU UV dose au % viral inactivation 41
Doo lusmsnswas Purplesun 1 Tnsaa 2 1ilalild 99% uazan 6 ialild 99.9999% lu aerosol wa

WU WetdenldnulmunzaunIumnisIall

UV dose (uW.sec/cm? %30 pJ/cm?2) @1 % viral inactivation
fianans 90% 99% 99.9999%
aerosol 700 1,400 4,200
surface 6,700 13,400 40,200

(% [
]

M5 2 Udmideya induwesnuesianuiimialudagiu Fedslidisgnunaiuiuaiduleasun
ieliidenldiguil Yeyallenawdsuutadlsilieinsfnwiuindu dihdeyaluldaisiasanauuiunves
AuLed Fainasienisidenlivaealilvirmanuiduiaimeiiies 1afiudiuiuvaen I1WINIng 3ean

1 I ) o 4:1' a % v
SEgEYeaINass Nau1satnluAmwInsTezaInlgule



6. Sz8zLIAUNTANTD (exposure time) @unsamuIadlaan

aun1s UV dose (Mlvil@enie) = Atueesssd (UV intensity) x 130

YUY UW.sec/cm? %38 pJ/cm? = pW/cm? X  sec

v =

ALY ABIMNIILIAT AR UV dose 15978 UV intensity Mlibiudn uanaintiu vaanlWnnvasn fasdl

528 warm up #asnileaindauninvsaiies Fausavdvieliuindu wastusgiumsldaanadiigndes
AuaAresiaensig vaeaundeldiiaiuiuiin galauuganldaaiuiuninndy 20 wil Jeanaded
33 warm up 887 15 U1yt vaeadrluneaeu (Philips 36 T06) 1433 warm up 5 U1l Jedpaiiiasvesiiad

113 warm up NNASINUAlgLadlUse
FBE19NITATUIANIAT  TRI519 1 UV intensity Wazm1519 2 UV dose 1nAIuiey

- msevdWeldan1dlug UVC Nlivasn 36 watt 1 aen WYIUE8TUIUATLLLIEIVEIMENA 1119

20 @3, AN 1 1AAIANLTNLES 400 pW/cm? m1579 2 UV dose n1seiide 99.9999% uu

£
v v

W UAIR® 40,200 pl/cm? Fadudoeldiaan = 40.200 / 400 = 100 Fund = 1.67 urit waviiiy
Szuz1Ia1 warm up Tesusasvasn dudunasaiitiluneaesianiese desuania 5wt dndu
vaenTlUTilamsuive endldanadefe 15 wii
e USnaseuRy iefasdedlids azlildfunissnde waruinmunavaenaaduuas
1nniUanevemann Samsiesvezatliinniy

- msld direct light dwsulueme wWunsAsvaeRUMIeTY TIszeegq 2.5 s Smmiduas 10 pw/om?
UV dose 11 aerosol /B 4,200 pJ/cm? datfudeaddiian = 4.200 / 10 = 420 3undt = 7 undt uas
WidlszezaT warm up Yesrasmniieuiiet s

- TWluedesenainia anudusamInmIzszezinaies waglda UV dose luenia widesdn

133U IBUTNNLMADA UVC Famsusnynimnsieenwuussuuiliiaiy

v IS g 1

aa a o o 9 v a & a o 9 v oA A o = v
7. 9@y SunsesioR M waraen i liiAauessRntds waznsvanadnauld Wellalduidies
0 o U d’l v a aa o o b4 L4 a ()
selnsemnudasndevesnau uenaini SsdgIdduiliergmsldnuvemanadinanas uas UVC laisiu
nszan Trwld lanurn s wagliiunanafinuun Mdugunsalidauasls wazusiuiigniids

Tailpunasdliifalunisanige

8. fn1si UVC anlaluguuuusingg

8.1 Iousedswewingg Wundeswuindn wie WWudidedn Fansaiiilunsaniiouy surface Ar5319lW

loszeylndvaeniian wWislvild intensity &9



8.2 4% air disinfection Tudnweug

- Upper room UVC @auumnnugs diniseuaaswadiidlilauay wagliornayuiusiuaiias

- Direct light Luu@nLwA1U salduwuu mobile unit

- agluirdoslonainia w3e External oral suction Bsld9amAuusunsos HEPA

mslfnuusazsruy Sdosiauazdeuddeaty annsnihdoyamadinliszney ieonuuuias
Gonldnuldegneliuszansnm wazlaonsds agnslsfianu CDC guideline Satiuluil air ventilation waz
msnsasenna daduiilandn dau UVC, Ozone wazn1shd fogging disinfection §3§83n13 researches
i Fedslaifisnuusiil aasld vide lalmsld yaviwanansafamuseanden uazanudmiiGes

A15k9 UVC disinfection for covid-19 151"171| website U849 International Ultraviolet Association.
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nsauasaslasiunuiesdiuyana dmsuyaainsiinerdaddagaseiunsinemeiuanssy

¥ (%
<) a ¥ ¥

ANUNIUANENTIUNITONNISHAZEN (98.) VOLULUIITNI5LABNT DA UANLMAT TAAILNAYDUAUURATN

Y

&

eNENsAAu wanaden wiealensldneeninednaavsadnvewansins fil

1. nihnineunde fdud1deesey (1) 3o wiininaundenianisunng, Surgical mask, Medical mask (2)

TmgUszaan1sly iensewiseddelsn Wwelida Wweuuaiiise fuazesslayainnisle 9

2. ytnn N95 fdumdessey (1) o wihn1n N95 M9n1sunne, Sureical N95, N95 respirator, Medical
respirator, Surgical respirator, Healthcare respirator, Medical protective respirator (2) Usgtaniay
ASFIUTBITNIN NO5 wagvtiseuiilvinisiuses/eynn snuuviaeiian fedl

. ANIFOLITNT: N95 Laze1aRITINAUTHANIATFIUNISTNAFRUNITUBIAUNISTUN1UVDIVDUNAT
ASTM F1862 Fusedlag NIOSH

Ju: KN95 9198991111195571 GB 19083 kazo1auanadiuiusiaunsgiunismaasun1stediunig
FUNUYDIVBNNET YY/T 0691-2008 Susaslag NMPA

. annnglsy: FFP2, FFP3 kag auanssiuiusian1nsgiun1snaaeun1sdesiun1sgduniuves
Yaaa7 EN 14683, 1ISO 22609 Susedlae EU Notified Bodies

. paamIaekasiITLaun: N95/P2 LAz 1kanIdIuiuInalInsgIunImaaaun1slasiunisduniuy

99UDTAY ASA381 SU09lA8 TGA

[ |

3. gngunsailesiudiuunna (PPE) wuatu 2 Uszuan laun

3.1 9 Surgical Gown FiadldunmsgTumuuETiin Foll

. andgelin: fadldunnsgnu ANSI/AAMI PB70 fisediu 3 we 4 uazonauandsaufusiaunsg
ASTM F1670 (Jaafun1sdunuveswatan) way ASTM F1671 (Jesiunsnzauiuvetisa)

. anniglsy: desléiumsgiu EN 13795 fisgdu High Performance Wago1auanssmfusiansgiu
EN 20811 (Hoefunsduruveainfiiuses), EN ISO 22610 (Jesfunsdusinuvesindidussufivudeu
wuALSE) wag EN 1SO 22612 (Jaafiuns@uriuveseyniakunilge)

3.2 9 Coverall Faslfunsgrunuundsiiun il

. Ju : foldunIgIu GB 19082

. avianglsy: Fosldunssiu EN 14126 5¥dU 5 Larenauanisaufusianinggiu 1SO 16604

Taieninsgeu 2

3

ausansvdaularuani

https://www.cdc.gov/niosh/npptl/topics/respirators/disp _part/n95list1.html



https://www.cdc.gov/niosh/npptl/topics/respirators/disp_part/n95list1.html

@ Thai FDA

N95

Finsuamumsaimsaaldabsalalsun 2019 (COVID-19)

AUINOIUACUENSSUNSDIKISILAEN
1 Wwuwsu 563

N95 nonisuwng ta: N95 sssuan cvnuasivls

FDA Cleared

ADWLANCYAdATYAD

o] MSIUMUNMISBUKWIL
Mashs UDVUDVLKAD
(T mnounly)
younsovaUmMAlLUTU: gounsovoumAluynd: ¥ignsavayMALYL:
ARIALUE msmeiouooRaduld | msmisiadnua:aonuooy | Mskigtdoonuaoasuld
: doutd wisumodiunmiu | wSsurodiunmunisdu

MSBUNILUDVUDVIKAD

WILUDVUDOIHKAD

ANUrU=MSBIU

@ Thai FDA

Uniavsz:uumuotdumegio
upodasuldiuamo:n
ldgodomsduaayma

AL @ Surgical N95 vs. Standard N95 - Which to Consider?, 3M

tuurushdanideucionms
acudo

TuuruWidanidgudoms
ldlalti}



wiasguuow N95 momsuwng tumsquayuoe COVID-19

Guidance from USFDA : Surgical Masks - Premarket Notification [510(k}] Submissions

@ Thai FDA

msnadou

UIASFIUDI0DD

msUpuiumsBuriuypoupukad (Fluid resistance)

ASTM F1862

MsnOdouuds:FNSNMwiuNsnsov
(Filtration Efficiency)

Js:ANEnwlunisnsooouma
(Particulate Filtration Efficiency)

ASTM F1215-89

Us=ansmwlumsnsoouunnise
(Bacterial Filtration Efficiency; BFE)

ASTM F2101-01

mMsNQdaauANULLANCNYYSVADTIIAU

(Differential Pressure {Delta-P) Test)

MIL-M-36945C

msnadsumsanuiw
(Flammability Testing}

CPSC CS-191-53

UL 2154

swafs'aumsg‘lunmmn N95 nonmsuwne

United States

Europe

China

Australia/New
Zealand

Term frequently used

Surgical N95

Medical respirator or
healthcare respirator

Medical protective
respirator

Surgical respirator or
healthcare respirator

Agency issuing
respirator certifications

National Institute for
Occupational Safety

EU Notified Bodies
certify compliance with

National Medical
Products

Products are expected
to meet requirements

(See 3M Technical and Health (NIOSH) the requirements of EU | Administration (NMPA) | of AS/NZS 1716 or
Bulletin on Global PPE Regulations Note: NMPA is the NIOSH N95. Products
Certificationfor more former CFDA may be certified by 3rd
details.) party companies.
Respirator approval for | N95 or higher, with FFP2 and FFP3, with Medical protective N95/P2 rating or
surgical respirators appropriate fluid appropriate fluid respirator (GB 19083, higher, with

resistance rating resistance rating PFE 2 95%) appropriate fluid

resistance rating

@

Agency Food and Drug EU Notified Bodies NMPA Therapeutic Goods
clearing/approving Administration (FDA) certify compliance with Administration (TGA)
products to be sold as the requirements of the
surgical masks EU Medical Devices

Directive
Test for fluid resistance | ASTM F1862 EN14683 refers to test | YY/T 0691-2008 AS 4381 refers to

(high-velocity stream

o i)

method ISO 22609

ASTM F1862 or ISO
22609
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(Gounukinnmn NS5 monisuwne
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o DIFODIWDUMSIBOIUKLANIN |«
N95 mwmsuwnecioynna
WIS IHINARUAUaDIU .
figddooiunNIssnuKEodura
nuUoslooaso

WKinNN N95 sssuan AlALIAsTUaIUA NIOSH TRnisupusu
{Industrial grade) .
aoFuouRigowLDBKHINMNAldUA WS duagviseaou
W@ontdrihnnotadu a wu Filtering Facepiece Respirator
(FFR) , Elastomeric respirator , PAPRs Wudiu
« W6 (Reuse) lagns:uoumsiindaddauan UVC rsa Dry heat
{(Boluyru:dogluduapunmsAnuSdy IWoUs LouUs:ansmw)
« Weliauisndamikinnin N95 1
+ wgnuAMNsMOMsIWNgRbaWdgdonsaaidogo Taur
Waooig WRDTsAUS:31AD RdvassA WUdU oanonmsqua
WJoae COVID-19
+ I3 Portable fan devices with high-efficiency particulate air
(HEPA)
SrinMnAlUldsuMssusavloy NIOSH rokithnminan
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FDA NEWS RELEASE

Coronavirus (COVID-19) Update: FDA and CDC take
action to increase access to respirators, including
N95s, for health care personnel

For Inmediate Release:
March 02, 2020

Today, in a joint effort, the U.S. Food and Drug Administration and the Centers for
Disease Control and Prevention took action
(https://www.fda.gov/media/135763/download) to make more respirators, including
certain Ng5s, available to health care personnel. Currently, the majority of respirators
on the market are indicated for use in industrial settings. Today’s action allows certain
National Institute for Occupational Safety and Health (NTOSH) approved respirators
not currently regulated by the FDA to be used in a health care setting by health care
personnel during the coronavirus (COVID-19) outbreak, thereby maximizing the
number of respirators available to meet the needs of the U.S. health care system.

@ Thai FDA

Today, the FDA granted the CDC's request for an emergency use authorization (EUA)
to allow health care personnel to use certain industrial respirators during the COVID-
19 outbreak in health care settings. The FDA concluded that respirators approved by
NIOSH, but not currently meeting the FDA’s requirements, may be effective in
preventing health care personnel from airborne exposure, including COVID-19, which
can cause serious or life-threatening disease, including severe respiratory illness.
Given the increased demand and supply challenges on the availability of respirators,
today’s EUA helps to provide alternatives that can enable more health care personnel
to have access to this potentially lifesaving personal protective equipment. This action
is the result of the close collaboration between the FDA and the CDC to prioritize
access to needed medical products during this outbreak to support health care
personnel.



sheBouNasgIUKtIMIN N95 sssua (Industrial grade) A NIOSH thmisgousu
IBlawonaunu N95 momsuwng (Medical grade) tuanmo=uiaumau

Performance Acceptable product Standards/Guldance Protection
Country Standard classifications Documents Factor = 10
Australia AS/NZS P3 AS/NZS 1715:2009 YES
1716:2012 P2
Brazil ABNT/NBR PFF3 Fundacentro CDU 614.894 YES
13698:2011 PFF2
China GB 2626-2006 KN 100 KP100 GB/T 18664—2002 YES
KN95 KPS5
Europe EN 149-2001 FFP3 EN 529:2005 YES
FFP2
Japan JMHLW-2000 DS/DL3 JIS T8150: 2006 YES
DS/DL2
Korea KMOEL-2017-64 Special KOSHA GUIDE H-82-2015 YES
1st
Mexico NOM-116-2009 N100, P100, R100 NOM-116 YES
N99, P99, R99
N95, P95, R95
US NIOSH NIOSH approved N100, P100, R100 OSHA 29CFR1910.134 YES
Requirements 42 CFR 84 N99, P99, R99
Thai FDA N95, P95, R9S

KUNNNBTaSU 9 Aauisolsidiwanaunu N95 tuanid=uiauAau

Key Attributes Key Potential Advantages | Key Potential Limitations
Non-surgical filtering . Effectively filter . Cost . No facial hair - daily
facepiece respirators airborne biological . Minimal care and shaving required
particles such as maintenance . Fit with certain safety
viruses and bacteria glasses
. Designed to fit tightly
to the face

. Wide variety
. Certified as particu-
late respirator

Elastomeric respirators . Effectively filter . Cost . Facial hair - daily
airborne biological . Reusable - longevity shaving required
. pgrtic\es suchas i / replacement parts . Fit with certain safety
"_ viruses and bacteria |y Eye protection glasses (half face)
. Designed to fit tightly (Full-face only) . Communication
to the face . Storage, cleaning,
. Multiple sizes maintenance
. Cleaned and reused . Prescription eyewear
(Full-face)
Powered air-purifying . Effectively filter . Wide variety of head- | » Storage, cleaning,
respirators (PAPRs) airborne biological tops maintenance
particles such as - Limited facial . Care, charging, and
viruses and bacteria hair permitted life of PAPR batteries
. Designed to fit over for locse-fitting | o Weight and size
some facial hair headgear . Communication
. Variety of styles and - Eye protection
facepiece/headtop (certain head-
offerings gear)

- More of face

Thai FDA visible
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N95 / KN95 sssiuan (Industrial grade) N95 / KN95 nonmisuwng (Medical grade)
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8110S, 8210, 8210 Plus, 8216,
8217, 7048, 8212, 8214, 8512,
3M (N95) 8514, 8211, 8511, 8515, 8516, 3M (N95)
9211, 9210, 8510, 9105, 9210+,
9211+, 851IMX, 9820, 8864

1804, 1804s, 1805, 1805s, 1860,
1860s, 1870, 1870+

NI5A-S, N9SA-ML,

Honeywell (IKN95) H910 Cardinal Health (N95) NO5-S NOS-ML. USA-NO5-R

Makrite (N95) 910-N950V, 9500 Emerald Medical (N95) N9500

SH3810V, SHI550, SHI550C,
SHY550A, SHIS50V

46727, 46767

San Huei United (N95) 46827, 46867

Kimberly-Clark (N95)

NON24506, NON24506A,

JSP (N95) 3255M, 325ML, 3265M, 326ML Medline (N95) HENGABD . NONIABOTA

UKAVFUAUKLINNINATASUNISSUSDVDINDILEM

Promoting product
DUON satety and haM resaarc

NIOSH-Approved Particulate Filtering
Facepiece Respirators

Select a type of respirator to see all approved models:

NO95 - Filters at least 95% of airborne particles. Not resistant to oil.

For information about Coronavirus Disease 2019, visit
httpsﬂwww cdc govlcoronavirus/201 9-ncov/index.html Surgical N95 - A NIOSH-approved NS5 respirator that has also been cleared by the Food and
: . ik : . Drug Administration (FDA) as a surgical mask.

N99 - Filters at least 99% of airborne particles. Not resistant to oil.

For information about the FDA-authorized emergency use of N100 - Filters at least 99.97% of airborne particles. Not resistant to oil.
NIOSH-approved FFRs, please see:
https://www.fda.gov/emergency-preparedness-and-
response/mcm-legal-regulatory-and-policy-framework/emergency-

use-authorization#2019-ncov P99 - Filters at least 99% of airborne particles. Strongly resistant to oil.

R95 - Filters at least 95% of airborne particles. Somewhat resistant to oil.

P95 - Filters at least 95% of airborne particles. Strongly resistant to oil.

P100 - Filters at least 99.97% of airborne particles. Strongly resistant to oil.

This site provides a listing of NIOSH-approved particulate filtering facepiece respirators. This type of
air-purifying respirators protects by filtering particles out of the air the user is breathing. There are
seven classes of filters for NIOSH-approved filtering facepiece respirators available at this time.
Ninety-five percent is the minimal level of filtration that will be approved by NIOSH. The N, R, and P
designations refer to the filter's oil resistance as described below.

@ ALT: https://www.cdc.gov/niosh/npptl/topics/respirators/disp_part/default. html
Thai FDA i
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