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snnauidu polysaccharide d@nilngjegluguindelaiion iuansfinulusssumily extracellular matrix
TuidoiBeuynd famids dilade Jum uasnszgnseu wilsluanmesnsnlesiglsiiniinnsdosaniouay
aslmivniu  UssaaSesay 50 vesnsalaeglstinlussmenuluiionis nsaleenglsindunuviluvane
nszUIuMItUTINIY W nsasiaduiienlny (angogenesis) N133nwaunalugenig (homeostasis)

N3sNYIUIALKE (wound healing) waideu (osteoartitis) waz N13uzands (anti ageing)

D-glucuronic acid ~ N-acetyl-D-glucosamine
| |

OH OH

CH; n

suan? 1 laseadreveslaenglsiin

wminluana

ihndnluanavesnsalesiglsfinuiaindnaiuvessiuau disaccharides i1 luluiana
iwinvesnsalesiglsdnildlunswdnnsaleenglsiniedadioudludounniesvesimiegseving
500 &4 6,000 Alanasiu (kDa) drulvgjmisiedsunsalesglsdniiiedminsaziniosluguindeluifeuiil
tiwiinves disaccharides Uszaas 401 a1adiu (Da) Undnsnleeglsiinuiindniiieuladeunnioes

a LY

Y a aa . = s = o 8§ v a
AmiaseUseneusmeluanavesnsalaenglsdnfiinis cross-link ievesuduaa Jwhlvinsalaenglsiinaa
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%

fumdnluanauin auswanasdniesvesdininluianavesnsataeglsinisuduinadntesse

o

AuauTRgavnevesaa Ui cross-link wazdovazvasnisuiulsaludsddgiisesiansanieaiunis
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msvsuvsaudluuas n159 cross-link
nsnlavnglsfinlusssusfiinuand® biomechanical Nliflun1suiladounnsesvesiiinis

wizilanaunfulaniadiininuazfsanuiles wailasndulndwesnazareunls vinlaiinsindnegns

Y

suledadngRomia Ay eiiumuauselumsenwasfunuiovisiioanseeiiengu Jsedinig

@ =

WauiaUSulgeauand@ biomechanical waansalaenglsiin wasiiiuszeviiainisasegluusiim
A oV v ad A a i . a o= iae v oa A A
7130 a1u150vile 2 35 Ao nsiAuny functional Tunsalaenglstin Fandaldiduuiniian 2 ny Ae
carboxylic acid Lag hydroxyl (alcohol) Inan1514735 esterification wagn15uiis cross-link 141 divinyl
sulfone wag diglycidyl ethers %138 bis-epoxides taUuUTIAELUR biomechanical kagdimeiinay
Wiulanis@iinin mMsussiiuseaunisuiuusensalagglsiinfiansanainusuna cross-link lagdiu
Tngjaziion cross-link funsalaenglsfiniesinuies wasdniudassliidudase

N15UFUUTIMeAiiannn1saiie cross-link nen1siiumy functional dinavinlin13vinauves
nsnlaenglyinvesusiasnanunneneiy

szaunsUsulTwesnsnlaenglsiiniinanonmuaudfvenisiiudiy HesnAmuiuILLY cross-
link Tutaatin@u 528819581319 cross-link duas MinliAoIn1Tusslun1siatstiudu AetunisLig
AUMUIMULTBY cross-link g lrlassas eianuaudausslu sinldianunsatinauudsldiaala
agdlsfinnn windusznevveaadiulngidunisifiumy functional asvinldanumuuiuges cross-
link anas vilAaadinueoudas

lnemalulunisgesaangnsalagglsinludadidinfinannisdevaaslagieuley wasujisen
reactive oxygen species (191 superoxide, peroxynitrite) lnglAs3a3190849 cross-link ﬂmlamgiiﬁﬂ
fansey MUNTENINTTY0EAAE0E 1L NEINBLARTUNNURIIALNBA31 oligosaccharides azatgnla
o Y a & o W ' [V a P v .
mbiiAnnsaveladlazidneenuaniienielsd Wigiuazeulenlelunszuiunisadne cross-link
FWRANUTNTUVRLIR karsERuNSUINTEiNaenIINSgaLaATEYaINAlaggLstn

§74 i74
ATITUTY

nswanstapududuvesasfiuiy dAwinnUsuiavensaleenglsdniinuluansifiuia
Unfaguandluning mg/mL  anudutuvensalagnglsinUsenaumensalasglsiniliavaty uas

nsalagrglsfinnazarsunlanlasunisuyiudsauaslalasunisuiudge druniazanela

anwanueladlaisuazliisdnssesniauaryssaninmueandndue Judianiznsalaenglsiinid
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L4 U

cross-link ia@unsaduniueuleyl waznisdesls Mlngaaainisasedvesasiiuiiuluimdedy
dermis I 1 Judsddgiisemsuanududuvesnialaenglsinindunsalaenglsiinieg vse cross-

linked n3nlaenglsiin uasUsnaeswesvainavaeuils viensalaenglsindasy
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ﬁ’]imllLG]NVI@J?I’JU‘USBW@U"UENﬂi@lﬁ%?giiﬂﬂﬁ’lﬂi‘wmmﬂmﬂNUGl viscoelastic BINANVUSEANYU
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willouveauds waziinnunilemilamiiouveunad anvazauautd viscoelastic 1Wun133n complex
modulus (G*) ufuussiuismunsenisilfinaudsunuassuss Taedunissiua modulus ves
elastic modulus (G’) wag viscous modulus (G™’) Wl elastic modulus 13® storage modulus 1aun
Mnmsazaundnuitltlunisidsuulasiiwesian vunvesdn G’ JufvUfAseduTusvesAY
EangunazUfizenmuudeussvedan @ viscous modulus %38 loss modulus tunsinaaauts
nslvavesian osnnludiifivdsunlassusnasimsgadondanuluvnrai sazaaeiuss
elastic modulus JunmandRiiowanidnvarauuiuswenaa Jaduufisorssnitenng
faveuuaranuudausainsaduuiofoys Tner 6 Wunsintiinauss stress Aidosnislélunsyinls
Wasuwasgusswesian nieauannsalunsdumainlihdssuvesan degatu arsidannuuds

vV

! a ! v a ' Y] D w ! B s
nd19gd modulus g3nd1 szdesldusdunisisuwlasgusiavesiaguinnit Jangdiulnge G
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modulus aandentdludnsimdind Asludedisnisinierseuiigud modulus vesdansae el
wladnennlavinieiu
USuawea cross-link agAnududuveaaa WududrdglunisuenA modulus ¥eiaa uay
Andndiuiuninldnisifimes 29daliion1vuaAI IuLdILarAIINBIUVDIATTLANLAY
lpganiaududuinnniagndaluananivueivgniuasyinlal modulus vaaaliudu Wandusunm
cross-linking AMN31 UANANUTNTUYBUIAGIANNTAH modulus NlnalAgaiulRanilANUTNTUAINI Ul
U310 cross-linking g4 wenantliaanu3ana cross-link Weundn usidlanugmvesnsaleenglstinggyringlink
innninazdesmsksslunsieadeguiesndt luvaeinsaleeglstinmaniusinn cross-link ann gyl
a o ] | a Ao [y | . " )~ ] P
Wallmudannnii daunsaleeglstinaaniimsuiulsmy functionagliirseiinasiart modulus tHasan
Lsifeadesiunsasng cross-link
o B ' = < ' = Y A a ! P
AN G’ @and1 @Auudannnidi) dauaiansalunisrefunssiiinseninenisndeuln

1 =3 1

v & Y aAa Y & a | .
ona o uuluntnfinng wagaiy support karfAsnanutiioluuInmmiee) 1w nasolabial folds waz

marionette lines LAu1UN31 19alA1 G Andwansauiusesiietgunegiunvsesgluseaunu
Feldsansusslunissesunisasusy USRI LA DINITANULTY L@ INTUSINATILAZAIY
| 1 a o Y1 a 5 = . PN 1 [ 1 =3

gau 1w SudUIn wildinsalagnglsinaananunazi elastic modulus Nuansineiy agelsiniy

nanlgeglstineaniin?il G’ geianidnsdinugeusnnnii elastic modulus Tuiavtisdu dermis Yoty
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rnuunans fuselalasiauvesinudoniungu N-acetyl uag carboxyl Tainshgavesiuselalasiauiy
\ \ ) a P 2 o Svy aa a ' o § val
nau carboxyl dewalvinsalaenglstinanunsofsgauasiiuinuile luananinsaleeglsiing1anda vinlnd
Tanaiweuiulndwesunnnin
ANLENLNSOIUNITUINYBIIAVLHANANAUTENINHNANT U BAZTUNUANUTUTY ANUALLULYDY
cross-link wagnszuiumsnlglunisgaul MIpavsesnyIaNnaves T Ui UANAINNTANNTRAEITD
Wa wiiagliviwidledadlUlufmilsdu dermis wanldegluaunasiuunliunzuiumdninia
Wil
o &
YUINDYNIAKALH TN YUTU
wafidl cross-link Mduansfudnsodivuineynafivinzay aunsedaniuvwinduivagay
Tode Feldiduvunmian (27-g wag 30-9) Tun1sda ieano1n1sdraAsantlaielsyaed Wy 1du 90
Fonoon wazuINdl Mt FwIneuNAveLIaIzfedivuafiuinsataunsandud lulpgldus ey
Avausule
Andnnsnlaenglstinydadaiioudludounnseswesianisldiimsunnseiulunisiiliaadu
Y PRONEY) o A Ay vo | v P ~
auN1A Tuiu modulus AMAULTIRUTMINzaunlasy dewaliaalivuinauniaawasinisnszany
Muaneneiy imuneanyiedeinsfevuinvensalaeglsiniaa wag modulus Minliaaaunsndn
wnluluusnunaaanishaae
N1SLARITNENBALTDITUIADYNIANIITAIAINVUINBYAIALREY KATNITNTLIURIVBIVUIA
aunA wmszwaniioynavuagaziiudiivluduldsnn asdusuiiswneynewdsvunlngay
linanszuandalaenn usinAvesaEsiufLRauaINT0anlilnen1sanTLINBLAIR WANINNITNTZINY
sunpdaliduuveseynaliguin e1aviliinnslvanuduvianeunsengmduing
AMuLdsvesaanse G’ dunumdianlunisylmaaluasudulaie waudefinauanunsalu
v a v a < A o a ~ v a ' I3 v
nseduNsidesy agdesdvuineyniadn uazlitininseaedminuauiiieliausadauudule
98194189 Tuvgilaageunil G’ a1 au15ain13NTELVBIVUINBUNIANNINAL INT1ERUNIAGEUNTT
lanunsaaesuguiielirinuduliegisie liiaazulavisessy wwneyniansiswindediuie
A A Y] ' = v
wandeiunisivanuulue nen9sendnen1sdn uaen1sMIVANNITUIIIALARNTI

wenINVUINeUAIANIRadaLs a1 TRNAYN AnauTAnTiva WUy modulus vesansLALLAY
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JEAUMTUTUUTY USunal cross-link wag uncross-link veansalaenglsiin sesunisgaduiniinanssnu
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1.3 nswaansalagnglsiin ¢

nssannsalaenglsidnainmsvldnuuaiiise

uiFndnsatnuennsalesnglsiinainnseuld wag bovine vitreous humour usilduniseniiay
wennsalaenglsinfiflouetminluanagennunasadamad inmndumsaislasaisidudouse
proteoglycans fiounnszurunsatauarnsvinliuIandviliimidnluanaanas Snnsdedunisld
wAnSusiosnwuyusiilduandaifuinniy vonudeanmsldudaTesniosssy mmeanudes
mnmsfndelifa grannnssuiavdsunldnssuiunslunssinuueiiGeuny Taglumsndnuuadie
yilsiiin1sUdes polysaccharide aanuuanieadluemsidsade Tufsamnsonivaudnuuzes
oolymer uazUSinamesansasils S1uau biopolymer @nnsananiudsildogndlaisnia

mswannsnlaeglsinly Streptococcus

Streptococci Hudoriin anaerobes fianunsandnnsauanin sy by-product ¥84015L4M"
veladmimanglaa nsmleenglsiinitafoenudriuldmedanm uaransndusuifuuauga mucoid
50U 1wad inluuaiiievdaunsuuinaiunsavavidssnistesiulaegiduiuveadrduls
nanleerglafingnudnain Streptococcus tnensniueladadedl 2 uagmandniavswalasiladoriag
s2ufaugnsy wazlnsuanig Streptococcus amnsanannsalasngladnldvisludoulyiifnaylad
a0n31au Tneagndniiszes particular lua993%3n wazfieferziiienfuazndneuley hyaluronidase
lunaseufiodesaarsnsalosglsiniindnudeunth fefusiondonaieus Streptococcus Aindn

nsnlaenglyinilidgndeslaeieuled hyaluronidase waglinelviinlse

1.4 1AS98519999RINLS 67

(% [
Y v a o 1Y [ A

NN wawqwéﬂﬁzﬂaué’awummm 3 YUNan A epidermis, dermis Wag subcutaneous fat
Tnousaztuiidnuazamzuasinifiiuandreiull Suunfanleeniy 2 v Insedrnumuives
epidermis laun

- Thick skin wuishile wawelinn & epidermis U1 waz keratin ununn luflay

- Thin skin UnAguaiufmaevessenie i epidermis u1ana vy (Ennuluuisim)



Skin Anatomy”

B2005 HowStufWorks

Sweat

Gland  Ergcior

Muscle Hair Sebaceous
Folicle Gland

sUN 2 laseadrevasianis

a v & . . @ A v ) Y Ao o w a
1. ANt epidermis Wuiinilatuuugn wazidutuiinudidyuinluiseroininuey
wiszRanilstuiiaziavenfsanuiavgu waranuguiuresiiy souvaduduiindadiadindneoe
91H MU epidermis Withazvg1u AgvinlARIndeaun N15QUaT epidermis 9x@11150918¥2 A0
ANULAYeIRale Ranidstullisenauniowaa 4 vila Ae Keratinocyte, Melanocyte, Langerhans cell

bz Merkel cell

[ . a o ‘:l' I 1 [ a C% :5 . .
1.1 g Keratinocyte #91uun1niian waziludiulsenaundnvaidivitstu epidermis

1AS1131N ectoderm agyivuNase keratin IneSuidaduusIMTua19gAves epidermis USLIN

' (% (%
o 1 =

Anfu dermal-epidermal junction (DEJ) 5en¥atuansanilin basal layer dlofinnsuussafiaziia cell
Tnil 13un31 daughter cells %qazLﬂﬁauﬁaﬁuéﬁﬂuuumm epidermis 91991 wﬁa%’juuuqm Youzil
Lﬂ?ﬂl@uaﬁgﬁuVLULmu;iﬁﬁiN keratin VLUWJ‘EJ ﬁQL‘%EJﬂ']IW“UU'JUﬂ’ﬁ keratinization

Epidermis 84 thick skin bu 9a8nLtd W 5 $u 1o ur stratum basale (stratum germinativum),
stratum spinosum  (prickle cell layer), stratum granulosum, stratum lucidum, 8% stratum corneum

(Stratum basale Wag stratum spinosum TIAWEFEN stratum Malpighii 158 Malpighian layer)
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Stratum ’ ”- : —
v P S keratinocytes
Stratum
lucidum
Stratum
granulosum Lamellar granules
Keratinocyte
Langerhans cell
Stratum
spinosum
Melanocyte
Stratum \ = Merkel cell
basale : L4 T1aciile disc
Dermis ATy Sensory neuron

JUN 3 TA39a519H9nile uaziwadludu epidermis

1. Stratum basale (stratum germinativum) sg@angausenaumeitaagy columna %38 cuboid
Fuien é’mdwqm%gmmsﬁ’u desmosomes &4 form 181 basernent membrane anely cytoplasm &
keratin filaments AszaNETAR ma%agtﬁmq v bundle wihiindn Ao mafinduiuiwad
Femsuusieanavaalin g Tullwuiieaatinieves epidermis

2. Stratum spinosum (prickle cell layer) Uszﬂaumamaagﬂwmam?{EJaJL'%méfmmsJ%”’u LAY
waawennfudnueswazidendunlsiawdng inlviwaaidnvazmioudnuiy Fudunvaaves
Fuiin prickle cell meluwaad keratin filaments Sauauann Wlsimusousadonmulds Wummaudauss
U cell Tuduiiusgnads Bunu lamellar granules Tusudl Usidanisifinuuanuns keratinization 3udiu
Tuduil Desmosomes WudUszneufiasiudnunaludu lmdudupmuany souq wad  fmands
TUsfuuavansUsznowsingg fsnnivlueadiul Wenmsdoumiondmiumaadeuihdtuuusely

3. Stratum granulosum Cells US¥NaUA ILLAR UL gﬂ?im?iamumﬂ gAyu 3-5 u
i1 granules 138171 keratohyaline granules FeUsznousig profilaggrin Tae profilaggrin ‘f‘:%l,‘f]u precursor
294 filaggrin woly druntiiives filagerin Afians cross-link keratin filaments vl¥iinsid eusefuagig

WHausesEming keratin filaments wiavdu uonanildedinis form cell envelope Tutuilse
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4. Straturn lucidum snaglunseifiu Wutuun 9 wasasnouuds Ussnouniewwaa 3.5 4u
Feluanansaiuuenainiu WuwaamesUiuusyBatuuun Tu cytoplasm 1 semifluid substance 7AGon
keratohyalin s?fﬂéfuﬁwgﬂm%ﬂumﬁmﬁmsﬁmm keratohyalin granules Keratohyalin Wn3ng 5811319 keratin
filaments Fwarisshunuiuituivedaml

5. Stratum corneum Lﬂu%uﬁBQUusjﬂmaﬂ epidermisﬂisﬂa‘umdm“ejaa1a€] U199
fimneuamanedu Keratinocytes Tutuilifumadii mature flan K1uns keratinization aneehsasysal le
wedlutulli oreanelles 3nudn wazlinseeinumiloununedy Fad ‘Uumuaua Ao keratinocytes
duyuiledouaiudglifntuiy Aoasiivdseninain lamellar granules Tnefdudsznaundndulusiiu
fulashy Fu Stratum corneum tufieslu dead layer psmnwadluduillifinsinulag nifindnues
Rvifsduuugniide protective barrier 1y Hasfun1ssgimevosinanduia ansiiléannisaaefives
filaggrin Ananaluilu natural moisturizing factorImﬁy’wmé’amﬁuﬁauﬁﬂﬁ’aﬂuﬂﬁiﬁmmﬁm%u YUwIa
WarAvg UUBIRT

@71 Epidermis U914 thin skin U140 1984 thick skin 13§ stratum lucidum wag Stratum
basale 1l ouvos thick skin Tnafidu Stratum spinosum U19N21 @71 Stratum granulosum REREAAA
Wuigaa 1150 2 4u uie Wi weaa legnszdnnszaenuuudinisezifu uag Stratum cormeum
VNN

1.2 1waa Melanocyte ATy pigment 3 vila lauA 1) carotene Wu pigment anniialy

ag/lu stratum comeum uaglu fat cells 484 dermis wag hypodermis viliR33ldmd0 2) haemoglobin Tu

1%
o

won Turasalaenved dermis MlRTALAS 3) melanin pigment YiliRTEUNa dulng melamin g
agﬂuwaamaa stratum germinativum LLaﬂumaa%’uam VB stratum spinosum a3nalag melanocytes
§9193 QYU1210 neuralcrestNS£AANT L8 D E‘Jjel,u stratum germinativum i 8 & stratum spinosum
ﬂm?;lga hair follicles wag dermal connective tissue A2y

melanocytes 1 utgadsunay I dendritic processes 8199 u1nu1e Buluagszniig
keratinocytes Liidl filaments Laz desmosomes melanin granules (melanin-packed melanosomes) foad ‘L&!J
a%wﬁu%mﬁaumu processes L?’Jjﬂicj keratinocytes 999 stratum germinativum Wae stratum spinosum
(&8 cytocrine secretion)

1UIUVD9 melanocytes LaEN15NTLAIY VDI U Tiflmnuunnssfununans o1d o9 d
alafriuresauiiiiferddiuiewnnniauuansiddusiuiuuazvuinves melanosomes

L1 keratinocytes@4ni8nSwasiedn laun nssuiug sesluu dwwindon Jadenrawugnssy
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19NTNarnovUINVBY epidermal-melanin unit LazYUIAVBY melanosome WAz HIlBNTNARDN1TAF1
melanin
1.3 19a4 Langerhans Cell (Langerhans' cell, Langerhans's cel) 1 uiaa ég‘d A1724 dendritic
processes 31UIULIN agﬂu%uuuﬂ 994 stratum spinosum ﬁwmwﬁﬁwﬁ’zyﬁmﬁ’umamauaummgﬁ?’jwﬁ’u
U313l surface antigens Widlowiu B uaz T lymphocytes tag monocytes Lﬁaﬂmmﬁﬁmmmﬂ bone marrow
precursors 3¢3maglu mononuclear phagocyte system
1.4 1wad Merkel Cell (Merkel's cell) 1¥u modified epidermal cell agﬂ,u stratum basale
gafanu epidermal cells7191A 89628 desmosomes & dense granules YUNALANTIUIULN
base V0LwadHUAZ U terminal disc W94 nerve fiber form 1w merkel cell-neurite complex Futing
\Ju mechanoreceptor
2. fiaviiatu Dermis
Anmidada dermis E/5¥11379 epidermis U subcutaneous fat Hutuiiimuamumunvesionds
USLIDUAN99 UBIT19NE dourasiamiladu dermis azuntas saustailnnsviatninduluduilsae
vlRaaunAusuasiendy drulseneundnvasinwlstu dermis Ao collagen Tngagnuilussning
dule collagen Huaggnunsnduludeidulszam duiden uas downio Usenaudie connective
tissue 2 4u fie 1) papillary dermis wu collagen bundles Aiflaurmanndn §81uauu1nnia waznudl
udenaguunuiiuniidu reticular dermis wag 2) reticular dermis isadiudulsenoundnvasfianily
“f?u dermis A @ fibroblasts 6‘30 qn1 '17‘i 4514 collagen, elastin, matrix proteins, enzymes f19 9 LU

collagenase L@ g stromelysin uana1ALIWU immune cells L% U mast cells, PMNs, lymphocytes,

macrophages TuRnisguiidneme

Dermal papillae Papillary plexus

Papillary
layer

Reticular
layer

Cutaneous
plexus

5UN 4 Taseainefianiiay dermis
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dauﬂszﬂauﬁﬁmﬁuaqﬁwﬁfq%ﬁu dermis fistastaluil

1. Collagen Wumildlulusauifimuudausanniian laenolranmnuudusuasdomeuogisnn
YoIRIs collagen Usenaulumelusiu 18 vila wu collagen ﬁLﬂ%iy,LaUImLﬁmﬁLLéj’Jﬁluﬁ’mﬁQ%uuu PIAU
duiifu elastin Fsazmu elastin A immature fibers Tufiriuuy @ mature elastin ndunusnNeE LA
osledu dermis collagen %Qm%ﬁﬂu cell fibroblasts tJu procollagen nou LLé’aﬁaﬁaagﬂLﬂﬁauLﬁu
collagen Tnemnusumeusineg 394 vitamin C wag Fe Dududigy

2. Elastin 95un5n629g381319 collagen bundles lasdininfidrdgyfe anudanguvasin
(recoil properties) Iag elastin fibers avildruusznaundnidu fibrillin ‘Luﬂ'gﬁgﬂﬁwmammaum
9z elastin @a1e#au8u amorphous substance N157 elastin gNNa18AINLaAILAn AN ITHIYIR
aruBangudanulufaauud venantudeinliAsmisenitenguuuinge

3. Glycoproteins %11 fiieafu cell migration, cell adhesion lLa¢ cell orientation
glycoproteins ﬁwumﬂﬁ'qﬂu dermis fa fibronectin wag tenascin fibronectin 18 filamentous 7ifldu
danlunsdanizveaniadeniu collagen wagiiunumdrAgyluvruiunisiia granulation tissue wag
reepithelialization tenascin WulaW1EUsIU papillary dermis whﬁ?u

[

4. Glycosaminoglycans 11 polysaccharide chains ?jﬁgmmzagjﬁu core proteins Antinfidday
\iwaffu salt and water balance glycosaminoglycans finunan ﬁ’cj alu dermis Ao nInlee WQIS‘Q Ahay
dermatan sulfate 39 ﬂi@lamgiiﬁ nlnting dfAgy ety cell growth, cell membrane receptor, cell
adhesion azwunsaleenglatinagiia Wludu dermis Tnsiamgluudnaiiwadlimnuiu Tnenslseglsin
9821U0g 70U collagen Way elastin fibers uaz¥ 093195 NINwadf199 lngnuinluAuwn gl
ﬂi@lﬁﬂﬂqiiﬁﬂaﬂaﬂasjN@J’mmﬂ%u dermis

Aaudsdunuvemdndasieiuaunusng azefiunsalaeglsinliiuil Wediuaudgy

lituidhiewnld swidmsedansaleenglsiinuilandadglovmisusnaidusiseaiiadududnee

Y

Pores

Elastin

Collagen

Fibroblast

Hyaluronic —
acid O

JUN 5 wadngluianiiadu dermis
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3. ﬁmﬁ'a%”'u Subcutaneous tissue %38 Hypodermis

oeflidu dermis asly Usgneuludewadlududundn neduwdsdfyremdsnuaraunes
fumeiiontgunntu lufuludy subcutaneous fazanasine Tnsenaasmely vieinisineiiogluerlu
finlaifoanns

L4

1.5 @A UBIAUULAYVDININLS ®

AnuunvesiviiadudsiiinTunusssurfuuiviayed Faineneudenvedsiiniouas

]
a0

nafid Uy anuuivesiniliddnwasiusngliiiueudn de I509dn $1508 Brvaaudangu
Judu Faflefouiisuimilanuunduianilaianyuannuin Bvdwesaundeiguinazivsuu
collagen elastin wag glycosaminoglycans anas

AMULAYRIRINTLARRIN 2 Jadeuan Ao Uadenielusieniy (intrinsic aging) Loeu1ann

¢ U U

navafinuly waziinannsdudadiuiadunieuen (extrinsic aging) wu wased Jaududinszdunis

Anauwnedngs vinliRmdseinainudangy intrinsic aging WuanmndAgynane fviliAn
aruuAluaysd dagtunuihnuudvesdovlsiifntudulngiinnntadoniglusnniowazmsduda
nutadeniguansunu
1. UaduaeTu

MR suAvesimlaliAnnntladsmeluilrmduius fuiugnssy amedon seslau Wudy
TnewenSanninintu Wud Aamidedu epidermis (a2t stratum comeurn i ssanfiamdsduil ldinns
WatuwUas) Amiletu epidermnis U1eas ewanin wasUSnasesseRvistu epidermis Auilamisdu dermis
\An flattening naeflmnuunuundy Wesannisadrasasiimilanas woulsifivhninfidesaans
collagen (collagenase) Lﬁﬂmmlaja:u@aLLazﬁU%mmLﬁ'uﬁu WoNaNE S1uIuwad fibroblasts TuRamls
$u dermis fsunuanas ﬁﬂﬁmmmmmﬁlumié’ameﬁl,mm%ﬂeﬁﬁasjuaﬂmaéamamiuﬁu dsnayinln
UTFu1a collagen, elastin tag glycosaminoglycans LLazmm‘ﬁmmjuﬁawﬁﬂ%u dermis anas lngaine
yosmuuivesimlsiinandadenielugissdl

1.1 nsguIun1sideuvewas (cellular senescence) lutwad fibroblasts Yot aUnd
(presenescent dermal fibroblasts) @ 1u1sanuteulesifigesuunindfioguenivad (matrix
metalloproteinases, MMPs) wiu toulasifiviintifiges collagen (collagenase e metalloproteinase-1,
MMP-1) ua stromelysin (metalloproteinase-3, MMP-3) Tnenauleni 2 wilathdueulaiiiddalunsdes
amame%ﬂsﬁﬁasg'uamsaaémmﬁmﬁq Feluanneunfsnuieulesl 2 9dind lutiinaiian Tumnssiuda
US1auwad tissue inhibitor of metalloproteinases (TIMPs) loiun TIMP-1 uag TIMP-3 qgiluSanaumaudiega

Feflvinngugnaulas MMPs d@ululgad fibroblasts MAANTEUIUNITWATI VRS (senescent dermal
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fioroblasts) 9giiU31a MMPs Aiaudnsgawagsl TIMPs Aeudnesndsdsnavinlinisdansedt collagen vials
Tnssasosmifainmaasuuadaduamnififnnsdovesfiandedy dermis (dermal atrophy)
167 du elastin sxiiUFanauanaailosann elastin gene Insuanseonanasidsaineny 40 - 50 Y vilaa
gaviguvpsiIviiianas

1.2 AmziAieniltinaneendindu (oxidative stress) ﬁé’éﬁ%ﬁmﬁgm’jwmsLﬁﬂﬂismumilﬁau
voswaddsdamarinliAnauuiveaRmdls e19vztinananzielsaiiinaineendindu tnevinlviAs
aUYADATY (Free radical Wag reactive oxygen species, ROS)%aﬁummaﬁﬂﬁﬁmmwﬁqﬂa"n
oyyadaszlusnanienyudensszgnaiiewnanmsdunundsnuluiinie nsldsuasiadiduiiv
V98819 1Y 8191uNaanNgu organophosphate visen1sduiaiuuamanuiuly 1Wudu nalnves ROS
fivnliiin3asosuazauLd Ao n3gAU growth factor cytokine receptors UNRIY8@as fibroblasts
danavinbiiAnnisdsdya1aluds protein kinase W&IN32AU activating protein-1 (AP-1) Tulliaded

A5 ALTUYDY SEAU AP-1 danavinliuSunawasaulasl MMPs Wfiudu vinliinnisvinanewunsndiios

Y

s & a v @ v o Y a = o ! a aa
UsNLYaa uaﬂ"\]’]ﬂua‘l,é%ﬁ@ﬁigENLUU?HL%G}ENVHIMW@ DNA damage 621@‘14'11‘1.]éj;ﬂ’]’iLﬂ(ﬂﬂ'ﬁViﬁlﬁ’J\W’iGU?WU’PN

waaKazN1IMNYeYad (cell cycle arrest and apoptosis)

[

s ) & A o A o Y a
1.3 nMsanaswesgasiuuealasian oalnsiaudugesluuiia iUﬂJ’]ﬂVWl’]I‘MLﬂ@ﬂ’]iLLﬂ@QE]E]ﬂ

o

INWULLNAN aaﬂmuﬁgﬂa%’mmmﬂ follicles 7835414 corpus luteum warsn wena1nimun
LaﬁimLfﬂu:ﬁwmwﬁwéﬁ’zyiumsﬂaaﬁ’umnﬁmésaa‘lmamnﬁ'mmm%jwﬁu (skin hydration) wagUTua
collagen Tufanifs fin1s@nwanarenisdnwifinanslfifiuiinisldiealasiauniasvuiionids
(skin application) @1u1504fiun158579 collagen lusuniauwvily nalnvevealasiauiivinlinnsadia
collagen 1u58gu‘wﬁfm,l,ﬁl,ﬁuﬁu Ao anunsafiuuiuna type | procollagen mRNA uag type | procollagen

protein TunsiwareLazinangs usnanil Loalaslauduiuni1sasng transforming growth factor beta

(TGF- B) vialusfuwaz mRNA Faduiinsnuiufiudain TGF- B anusarienisnszAunisadis fioroblasts

[

wazhuvsngioguanwad Ay msanasweedlasiauduannnedaniiddgyiliinanuwnves

Raviale

1.4 N15LAin Advanced glycation end-products (AGEs) N15LAn AGEs WuLinanufisensening

[%
o aa

unnanglaalugusaag (reducing glucose) Aulusau ludu wiensafianddn viliAndunisseney
Fedou Fuibianstailuanalusanmedeanin lunsdivesrsesaziilu collagen lutumilaus laevialy

Y & a v a @ L v & v P a ! a %
waanzilaziinlug ey hyperglycemia dsiiu guaelsatuimuilonainanuunvedvisla

uNNAUUNA
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AsUABURUaWMNINIEANIAAEAS AT ES S INE

NaTINAYUNI9ARLIN

- §u epidermis u19as 10 - 50%

- stratum spinosum LAANTSH8 (atrophy)

~ qunnves basal cells Suunauansnsfuinniy
- WwaaRg 9 dnsuusntesas

- msassletuvesiamiisiionmaunulusiuves
Rvidsiigaydeludias

_ UShmsesseRamisty dermis fu epidermis
L flattening wazdioluAnwimng histology
WU 1AM dermo-epidermal separation

- Langerhans cells anas

- fibroblasts amaaLLaz%u dermis UN9aN

- g ToguenivadUINag

- collagen i@ elastin fiber amamamﬁwﬁumu
&N 1ntu

- mslvaieulafinvestuiinmls (cutaneous
microvasculature) angad

- skin appendages anad U sebaceous glands,
sweat glands, apocrine glands

- %’u subcutaneous fat U9a9

- Uangusean (nerve ending) anag

- fvilaunead ensuiaiulaane

- fauauneas ansunadulaae

- fauaungas ansunadulaae

- MINAARILAZNITUYVBIUIALNATIA

- GSunalvsiunazinsigdesiufianga (barrier
function) anasg

- uauidesuesnisiiiolse toxic epidermal
necrolysis (TEN) wag Stevens Johnson
syndrome (SJS)

- pllRuiuvesimilsanas

- AL arAUEnEUYDIRIaNaY

- AL arAUEnEUYDIRIaNaY

- [irsasesldinetunayiamlimusenss nsvunn
DLEGN

- gunpivesiinilaunannuiaunfuay
AN59MNSIUMERIABIanA

- msassluify wlenaznsasaiedey i
anad

- MFANAUAINBUIUVDITINBANA

- Msfuanudnana

A15199 1 NISLUASULUAINIINIEINIAAIEAS AL AT TINEARTUIINATAAAINULAVDIRINT

P Y 1Y)
nnetesiutadenieluy

2. Jagsnneuan

nsiiaAuunaesianiliiiinandadentsusndiulugiinannisduianasdanitlledn

(ultraviolet, UV) Tuaanan J518971973101560033508 UL UNTININNI1508aE 80 1AMINNNISHURE

LEILAANIBL38n91 photoaging Tun19adfin photoagingfidnwazUsinglitituiadudn Ae

i
a a ! = A a a

AyvnANEangy Baveruwia msinasiadedniaung \insesdnniesises wasiinisiUasuwlas

1A598519999HINTITU epidermis A9 T epidermis #u1Tu

Re

(hyperplasia) uagtinnisilasunlasveg
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wuvsndneguanwanluty dermis laln collagen, elastin kae glysaminoglycan #4n154inAIAILAYDY

v

a v a a (% IS dy
HanAnanUadunisuenilidnyaueaail

a 6 1 (3

2.1 Lﬁ@miL‘U?}I&JuLLanaaLLumﬂ%ﬁaquaﬂLsaaa (extracellular matrix changes) collagen uag
elastin LHuduuszneundnveausmindiioguonadlufvistu dermis uenanil wuvindfioguen
wadluduilgsusznoulugae elysaminoslycan %w%mam%’uimaqammﬁﬁ v‘iﬂﬁﬂuﬁmmﬁm%u
mu?’%auamasuQQLLum%ﬂGEﬁaguiuaﬂLsdaéﬁluﬁ'mﬁﬁgu dermis ziigafunisidenadans/idenaninuag

a Y

USuaunianadves collagen, elastin ke glysaminoglycan nnsidewaatevas collagen egluiinitistuy

dermis f@LMaNANN191NN15LANUTUYBY dermal proteinase activity Favaulasitignnssfulaey

Y

a o o v

neutrophils, IL-10L, 1L-6, waz TNFOL uluansdesniaviivduilefidudatunauan 990n15AnwnIg
histochemistry Wu31 N15aAa3U99 collagen wag elastin Lﬁummaﬁ'ﬁ'} “mﬁﬁ'ﬂﬁl,ﬁm photo-aging skin
aghalsfny nsufinduves metalloproteinase activity lagtan1y matrix metalloproteinase-9 %5
MMP-9 1SudunilsfivhliiAn skin photo-aging
2.2 n9ufinTuves matrix metalloproteinases (MMPs) wagn1sdsnendygyraidrgiuad

(cellular signal transduction) MMPs iuteuluslusnamediviiwihiidesaaneveausmindioguenivad
Taedl calcium waz zinc W co-factor ifretssnsyiauveseule wulwidvildinnisdouaans
V04 Lw‘%ﬂ%ﬁa@juam%é Feusznauludie collagen elastin waz slysminoslycan MMPs Tusnane
yosywdannsanulivarsviaud MMPs AiRgtesiumsidenaaeuvindioguonisad 1y

- MMP-1 w3ai3undnegnein collagenase vimifidurime i dueulediivhwindiges
d@a1e collagen type | wag Il

- MMP-2 w3ai3undnagnein eelatinase-A inniiihdueulesifiviuinfiges collagen
‘171.ﬂﬁmWaagJJIuU'%L?mﬁaaﬁiaﬁﬁﬂﬁﬂ%u dermis U epidermis (dermal-epidermal junction)

- MMP-3 WiaiSendnegnamilein stromelysin-1 viwiiildueuluifigovaans collagen sia
70 MMP-1

- MMP-9 vi3ai3undnetawilei eelatinase-B viwthilueuleifigesaans collagen sl
0 MMP-1 widloudiu MMP-3

Tuan1izs1aneAund Ysunames MMPs azdeudna agnslsinia MMPs anansagn

v v a Al

nsgdulpsnsdudanuiadgilusamaanilugadmizifeawasludadidia (In vitro cultured cell and In

Y
[

. = 1 = 1 v a a a v o Y a
vivo) ns@nwineuniiidnudn nsanesedgiasuuiiintdeinliusuna type | collagen anasnelu 24
il nalnmafinduves MMPs 1w MMP-1 WedudadussdeTlunatunadslimsuuidn agnelsfing

Fisher kazanizlalauanalnineidunisifinduves MMPs uagn1sdanendaya1andndioas (cellular
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signal transduction ¥3anszUIUMIwaasuidatensEAuaINAEuanLadmendyy atudidnely

Y

¢ = v v v o v

wad dsilugnisnevauswesead) Weduiatiuidgilusaunaliinsedyiaunsanszdu growth
factor cytokine receptors ULAUBLwaR fibroblasts d@wwavinlit tinnsasdme1dluds protein kinase
WaINIEAU activating protein-1 (AP-1) lufinadea AsiinTuresseRy AP-1 dawasinliusunaes
woulwsl MMPs 1isTu ﬁﬂﬁlﬁmmsﬁﬂmaLLam'%ﬂ%ﬁagjuaﬂLezfaa‘ damavilifiin skin photo-aging wenanii
Fisher uazanzdalaasurenalnnisifia skin photo-aging 1371 Sedg3lunasuandensesunisvinauees

mitogen-activated protein (MAP) kinase vINl#LAANIT@319 MMPs LANNNATU

nswWasuLUamaneiniaaiansuazassinen HATLAATUNN AN
- [Amnsazanus elastic tissue TRAUNRANINN | - oeaviinnisasadodeiiinund
o - Ansaseglddety
- msaas collagen Liunndy - Aawitdatu dermis MR YN

- USH14v99 glysaminoglycan FRnUnRfuNTY | - RansuiuasnnssnuEy

- mast cells Wag neutrophils N - fiupnadssuesnisialsn toxic epidermal
- Bnusesseiviiduntusifumdafndiie necrolysis (TEN) wag Stevens Johnson
flattening wavfloluAnwmng histology #wuU11 | syndrome (SJS)

WM dermo-epidermal separation - NMINARRITAS

- NTATNLAZAITULUIAIT8Y keratinocytes anad - 1fin hyperkeratosis %138 hyperplasia

- Fantatiu epidermis ¥uNTY

AN5197 2 NMSLUAULUAINIINIEINIAFIEAST LAZESTINETIANTUINNNITAAANUBLAVDIRINTNNEIVDY

AulUavengusn

1.6 nann1inuYanIalaenglslinlunisudledeunwsasvasidmnia ?

(%
o

nsnlagnglslindauaudfiguin szluanaaunsagaduiilang 1,000 w1 feansiliieglusianig

]
(% (% v
=1 a

Tnesssuminszasagilulunniiede Inglufnnilsuansiasgnadeiunazegluuinaiomsd

dermis SU3mnasnnludio@onisusnead uazaosindy collagen Wilifotu uaniosnauaul
Huansduh Feelifmilansaduinenuguiuhlifomlgguiusansais doorgnniunisude
nsaleenglsinausssuvAfiazantiosassiniu collagen MPussAvsznoulianuudausazai

gavguunrIndaanas vinluRigaidenuguiy #ouiedy uazddnuasu19aninnudanguy

a A 1

WiNS7998 Wiggy 59980 RAlAnungaunasy Wawnluneainan I@nasainneusnun buluiimg

'
a

WevaununsalaeglsfinfiagmeluiedudusodniinTuuiueag veslumi

YRS
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1.7 aamshinsUszasanenainannislindndiasinsalaenglsinviindanauily

v 1 a (% 9
VBUNNIBIVDININIUY
Y a A a = 1 v & o &

HatN9LABIoNinINN1TEn ausanuseantaluranslszian fadl

1. \inTouLAs W3es0sg 1UTMANTIMeliean1ely 1-2 dUai

2. Msiinsesyu viserlliiseu (beading) Wasanninaiansannuiuly wu nsdaieunily
AIUUUNTDIUINNEAN BIRINTIUTIIUTOUAIIAITAINUINAIIUIIABUEY N1saaustiauiniiuly wie
& vaa | < o 8 ¥ a My o
Wonldniivwn wanaldwangay Aoyl lgmnillauiu

3. indgyninisiadsudie (migration) lnslinisidoulnasonaindiunisnda lUdausie
Tafeslddesns JymiddniAndedinisdalngs Aunauileninisvdules

4. Ujnseuil nlidnvasidudouyy uae sniau Gsernswiwdafiuaiseranuld nendinis

Y Yy
v ad [ Y o

Anruiulvudndunaivate ) weuniedud Midtuivengldnuresasifuiuyiniug wasgliduiu
aaa vaa o @ A a . PR ~ Y
5. Ufisewinianvauziuiiuauiviuuiunse (angioedema) wuldtasunnminilenisiesiu
NURNNELNBTUNITTNY
6. MIAAWRNEYEINITAA 1NE19LINTAWAUINUIN WAS Tau sy ¥TaRauUNILEY USIMNSY
a a i a ad a A 1
nsaafnliaanmallnIsnsaanliagen
7. Msn@aradunidasdadnlilunasndon lnganisrasniientata1avinliiin n1sgasiu
vasvaanienlatlugnisiinilonis (necrosis) USuduLiontuLLGes
8. ANUBANEMEINTTAA Wawnninn1sandu Ju 38 navaeadanwad (supratrochlear and

supraorbital artery) @ainvusaslunvasadonunsiiluidesasuszamnn (ophthalmic artery)

2.mMsmiuguananduansalaenglsinviindaauiludaunnsasvasiani

2.1 auanglsy'ony
= A ¢ = 4 -1
luanamelsuiinsauaunsesdiaunndidu 4 class mMuANLEEwBNATBHBLNNE a1l
® Class | in3asflounvdnimnudessn uiseandu 2 nqudes Ao
B Class | ipSosilaunngliinnseniie (Sterilization) wagiilifunsin (Measuring
function)
dl =) o’d‘d 1 dﬁl = %
" (Class | iasosdlannndninisadouaziiuinsin
A o« ¢ alal d' v o & A A s ala i s v
® (lass lla ta3asdlounngndanuidssuiunansszaun L un3elalnygniinisaaan

sameluseauRtndarsanluseniglutiesseziadu
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saa i

A A o & A ¢ v ]
® (lass llb Lﬂi@\illaLL‘WVlEJ‘V]lIﬂ']']lILaEN'U'TNﬂarNizﬁl‘UQﬂ L‘IJ'UL@?EN&IE]LLWV]?JLGU'ﬂUTNﬂ']?J

[ a [

stwaidendunaunuuasimamieldszuulnihdidnnseindduuasiidandsnulunisldonu
® Class Il i3silounnddifaudssge 1iuniosdlownndfifaudssgeenaazegly

s1unenaeall wioduedesdiownndiferdestussuuusramdiunans ssuulvaiowladindiunans
Wudu velldiunanvesen

wanasinsnlevnglsinuindaioutlateunnsesveiovils dnilvegdniduiniesiiounnd class
b/l waludw. . 2563 @1 Medical Device Regulation (MDR) @ ¢tduszideulny
fil¥unuil Directive Medical Device Directive (MDD) 93/42/EEC final#{isdu wansfmsinsnleenglsin
Finaniiounladeunndosvosianils dmoglu class ll M3 Annex XVI No. 2 MDR: “Substances,
combinations of substances, or items intended to be used for facial or other dermal or mucous
membrane filling by subcutaneous, submucous or intradermal injection or other introduction,
excluding those for tattooing.” 675@L‘flum%aﬁaLwaéﬂizmmmmL%mqaﬁqm foglasun1ssuses CE
910 notified body ImEJQ’mEméfaﬂ?J'ul,aﬂmwszﬂauﬁ’mauazmiﬂizLﬁummaﬁﬂﬁtﬂuiﬂmm MEDDEV
uardiszuunmsiamsannniivangauuazaenndesiu 15O 13485 uenaini Ssfesufohniu common
specifications fivmualae EU Commission way Regulation (EU) 722/2012 (Commission Regulation
(EU) No 722/2012 of 8 August 2012 concerning particular requirements as regards the requirements
laid down in Council Directives 90/385/EEC and 93/42/EEC with respect to active implantable
medical devices and medical devices manufactured utilising tissues of animal origin Text with EEA
relevance)
2.2 gusgaLisnn P14

Tuavsgeuidny mihenuidugemunuiadosileunmdfie Food and Drug Administration (FDA)
wismsmunueioaflounmdidy 3 Class mumnudes nefivsanaudesdutuiaussasnild was
Fouddvonetasdiounms mufmudswonriodownmdfineiion warviefld feil

o Class | iflundasilounndiamnuidssin tiiigvieamarnlalaedrilva/ldsunisoniiulsl

Fodduenans 510 (k) w3e Pre Market Approval (PMA) ffu FDA

o Class Il iueRslounmdifimmdssiunais thidhgviosmanldndsanlssumseygyn
910 FDA Inedesduienans 510 (k) iilels FDA finsaneygesdnfasiaiesdiounnd

o Class Il \Jurdasdownmeffimnuidssnniian dndngiesmaaldmdsnnldiunseygym

971 FDA lnen158enans Pre Market Approval (PMA) el FDA nsaineyaIanandiaeiinseddiownme
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[

Tuansgouisn wandaminsaleenglsiinvfindafiowdludeunnsewwediionis daduededownnd
class lIl Tagi50U19UYININNTTAINTUINTTIUTINTOYANSANWINeAR TN AUTEliuUsEAvS ey
AuvasnieanMslinandug Seunnmzaniagingnaningrundinunasluianisuaglign

Z’JVW%M UNYIN9NANANE1Y1 lidocaine LilaanANUiuUINANNTAA
2.3 UssnAauinn 16118

Tudszmenaun wanmsmuauasosiiounmdilu 4 Class aumnudes lnefinnsanauides

=

mudnguszasAanisidveanIesiounnd seAun1sanan svezliaInsdulaiaIesdieuwnnd n1sinasie

[

SEUUTNNY LATRARBLRNIZNNGBYITEUU SE8LaINNSHIATadawnng nail

a

® Class | 1uASaailonnnganuLdassnaan

9

® Class Il /WuaSasilaunndmnuidsauIunanaseeusi

® Class Il {Uwpsosiiounmganudssiiunaiessaugs

=

® C(Class IV L“ﬂum%aq;‘jaLwaémwmﬁmqwam

i
ludseimanauini mnudadueinsalaenglsinyiadaiiounlvteunnseveiiniauulaid

) o ¢ o & A ¢ o ¢ o ¢ a4 & A fu & 4 «

drulsznevvesdnivieilloiouyud viseyiiusvesdnivioilaouyuwd dniduinIadieunnd class Ii
| ) v ¢ a4 X A s v g A A 4 v a o ¢

wivnilduusenevvesdnivseiloenywd dniluinTeslounnd class IV lngfaaveun1nNEn s

NOUODNINNUNY UarADIdnYIRaInAIl Medical Devices Regulations ¥89USZNALALIAN

2.4 g1s1sauigusEyIvudu O

[y

Tuanssaussuszavudu wusnsmuaunzesdlounmeidu 3 Class aumuides fail

'
a

® Class 1 WuaSaailaunndmnudesiinan

9

® Class 2 Wuasaallounndanudssliunans

® Class 3 WuBosilounmdanuidssgaiian iurdesilounndiilslusreniedine fnasieo
NIANALYEIEUANEUIE viseYIeUsEAUUsEARITIn
Tuanssasgusevwuiu wandusinsalesnglsinaiedaiioudladounnsomesiomledadu
\3eailaunme class Il fuumaLazaInIgIUYesUszinas1989a181#n13guaves China Food and Drug
Administration (CFDA) undssdnvesingauleidonlasnglsiunazdoanisuionarsdmiviudive
Wy undawdansaleenglsinuladnifioudladounnsesesiiiladesnsteya nsfnufifismevos
dimunevesingav 1h¥adilddqns vievesnddudiu nszvaunisvinlilusduuians (Hudu
nsnleeglsladnuiadafionsledeunnsomwedimvifsimanmamingduriddeansmsinuiieadiy

a

M3nARduvEdean Msndnamseu N1sidn hemolysin war NsvuIUMSYIIMIUSAUUTANS
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2.5 d157150u5gaALUS 2122

Tuans1saussanlus wianismvauazasiiounydidu 4 Class muaudess lnaiiansanainy

U W «

deownuingusvasinislivesniesdiounnd seaun1sqnan seusnaInsdulaiasedounnd n1siikase

[

SEUUITNNY LASNARDLANIZANTNITEUU S28La1INSLATDdawnneg fadl

=

® C(lass A WupSasiiaunndanuidsssinian

q

® (Class B iWuasasilaunndmnuideauiunanaseeusi

® Class C uesesdiounmdaruidesiunanssiuas

a

® Class D Wuadasilounndanudssasiian

Y 9

Tuassusgdeelus nandasinsalaeglsfinsiindaiondludeunnseweminluaiede
winé class D

2.6 Uszinalng 2324

a

witAuUseimalneiinisiiduguanindudinialaenglsfinvlindaniingUssasddmiuuila

[
Yo =

Jaunnsasvasimilalaenisiiuusuies Wu “en” Tneddnendudsuiunsideundadunsanan el

54

#9AARBININNITAIUANNITNAUUATBINGUUSEINADLTEU nuUszinaglsy uavanigolusn
dinoungnssimsesuazeddatimsusunasunsiiuguandniasinsaleenglsinuiisdaileudle
founniesadiamislasnafisnBinasan “en” i “intesilounnd”

MnmsdvAundnsasinsalesglsinviadafioudladeunnsesesimmielugiudeyasiniu
Fuledvesditiniunuenssunsensnsuaze Wedui 10 fugieu 2562 nuin diinnuanznssuns
omnsuazenldsennzilvugdmiundndusinialesglsinviadaiieuslutounnissesiand
11U 32 579019

A15199 3 neleumiuenddiunauvensalagglsinvieludeleenglsiun

aeuft | eameeu Fonsdn UIEN
1 2C 5/55(NB) | Juvederm Ultra Plus XC UTEW woalaesunu (Uszinelve) 911ia
2 2C 4/55(NB) | Juvederm Ultra XC UTEW woalaesunu (Uszinelve) 911ia
3 2C 1/57(NBC) | Juvederm Voluma with Lidocaine UTEW Uoalaasunu (Ussindlne) 91na
4 2C 5/57(NBC) | Juvederm Volbella With Lidocaine UTEW woalaasunu (Ussindlne) 91ia
5 2C 2/60(NBC) | Juvederm Volift With Lidocaine UTEW Uoalaasunu (Ussindlne) 91nia
6 2C 4/62(NBC) | Juvederm Volite Lidocaine UTEW Uoalaasunu (Ussindlne) 91nia
7 2C11/60(NBC) | Restylane Defyne UTEW fawmesun (Usemealny) 9110
8 2C12/60(NBC) | Restylane Refyne UTEW fawmesun (Usemealny) 9110
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aauf | awnzdeu Fonsdn UIEN
9 2C13/60(NBC) | Restylane Volyme V3TN famesin (Usemdlne) d1in
10 2C8/61(NBC) | Restylane Vital lidocaine V3TN famesin (Usemdlne) d1in
11 1C10/57(NB) | restylane vital UV fawmesun (Usemelny) 9110
12 1C11/57(NB) | restylane vital light UV fawmesun (Usemelny) 9110
13 2C5/62(NBC) | restylane vital light lidocaine UV fawmesun (Usemealny) 9110
14 1C6/57(NB) | restylane UV fawmesun (Usemelny) 9110
15 2C2/57(NB) | restylane lidocaine UV fawmesun (Usemealny) 9110
16 2C3/60(NB) | Restylane LYFT LIDOCAINE UV fawmesun (Usemealny) 9110
17 1C19/60(NBC) | Belotero volume UTEW W59 Lgasuas (Usemalne) 91in
18 1C28/59(NBC) | Belotero intense T W59 Lgasuas (Usemalne) 1in
19 1C30/59(NBC) | Belotero balance UTEW W59 Lgasuas (Usemalng) 91in
20 2C4/60(NBC) | Belotero balance lidocaine USEM 5% 1oasuas (Useindlne) 3in
21 2C5/60(NBC) | Belotero soft lidocaine T W59 Lgasuas (Usemalng) 91in
22 2C8/60(NBC) | Belotero intense lidocaine USEW 5% 1aduas (Usealny) 3in
23 2C9/60(NBC) | Belotero volume lidocaine USEW 5% 1aduas (Usealny) 3ia
24 1C29/59(NBC) | Belotero soft UTEW 1059 Lgasuas (Uszmalny) 911
25 1C16/56(NBC) | Revanesse ULTRA USEN Adun W1sHT 3in
26 1C1/55(NBC) | Dermavisc DF (0.6% SODIUM U3 19 ted 39 $rin

HYALURONATE)

27 1C1/56(NBC) | Perfectha DERM UM UARe whiungiiaea (Inguaud) e
28 1C20/58(NBC) | Perfectha COMPLEMENT UM UARe whiungiiaea (Inguaud) e
29 1C3/56(NBC) | Perfectha SUBSKIN UTEN une vhsungiimea (Inewaud) I1in
30 1C2/56(NBC) | Perfectha DEEP UM UARe whiungiiaea (Inguaud) e
31 1C8/61(NBC) | Varioderm Subdermal U Lwdunua lulawa 9110
32 1C7/61(NBC) | Neuramis Deep USEN LALYLaE 9119

ANNIATY 6 (1) YosnsysulaygainTesdounng w.e. 2551 Faunluiufulaensessvyqm

s

Ln3ollounyd (RUUN 2) w.A. 2562 LakUIsEAUNITAIVANLATBINOLNNEAINTEAUAIULEEITBIA

AoliAngUATIERBAUAIN 1901 MSRTINVRINYWEVTRANT VSENaNTENUABNITANSITNEY AewalUll

(2) naupIRilounmndvIaiATasdlaunngn

o

(1) nguesasdiaunndvisoinsadownndNgnanvsegunddeslasuounn
AnAnviseRuIiAeIITIEN1TALEYN
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(3) NguLAIRouNNEVIBIATR B UNNETIHERVS ORI DA

B
Y
1918
Y

i
lngnguasesilounndvisensosdlownmenindnvisegndidedasuengniasnguasasilownmnd

q U

e awlownndnganvsegidideudanenmsasitun MvualviEnaavs efundnazdsstiuenalsaive
auIANINIULUU Commission Submission Dossier Template (CSDT) Lﬁaﬁ’iﬂimﬁﬂﬂmmw UINTZU
Usvdvisna uazanuuaensievesmdnsie
« o « IS 4 (Y d‘

LAANNUTENIANTENTIAGITUAY 1389 N15IALATDIOUNNINNTEAUAIIEDS WA, 2562
[y 5 =] & < ! o &
doipTealounmdilu 2 nau dsil

(1) irsosownmnddmsumsIgadunieusnsanie (n vitro diagnostic medical device)

(2) ww3edlounndluldadastiounnddnsunisitladunieusnssnie (Non-in vitro diagnostic
medical device)

lagdnnduinsosiaunndvsotasesliawnnddiniunisitiadentsuensianie  (In vitro
diagnostic medical device) MusERUAVIIAWOYARAKANITANSITUAY nEtUas Fasialuil

(1) taSesdlownndUseianyl 1 nu18A18d7 1ASeelaunnglaluidusdisoynna
WAZNNTANSITNGY

(2) 1AT0IWOUNNIUTLANT 2 MU8AIINTT LATDIHDUNNENTANULFIUIUNAT FaYAAAUTO
AHULFIRFBNITANTITUGY

(3) 1ATesounndUsEanyl 3 MuEAINTT ATRNlBLNNENTAIUEEOUAAR UTOAINEEY
UUNANFADNTAETEUEY

(4) taTesdounndUseiany 4 nuteAI1Ld LaSesdlounngniialuldgsgesaynna
WAZNNTANSITNEY

Y ! - A | = IS caln 1§ 1 = A ] [ aa o '

wazdnnguintoslieunndvisansostliaunndililiniadlounnedmiunisidadunieusnsianig
(Non-in vitro diagnostic medical device) Mus¥AUANUFLIWBYARAKANITAITITUEY I1NANLUgN
asiluil

A A ¢ PN ] A A s ala = °
(1) 1AFDNUBLNNYUTELANN 1 KUIYANIT LATDIUDLNNENUAMULFIRN

o

A A ¢ PN ] A A Aa = v o
(2) 1AFDIUBUNNYUITELANA 2 KUIYAIINIT LATDIUDLNNENUANULFSIUIUNANTEAUSN

faa =

(3) w3ostiounmdUseandl 3 ManeAIINIn Lﬂ%iaqﬁau,wmwum'mLammuﬂamzﬁuqq

(4) \3esilounngusziand 4 mnena ndesdieunmdfiiinandesgs

et N1590NUTENIANTENTINENEITUAY 1309 ﬂmlamgisﬁmﬁma@LﬁaLLﬁlmﬁaUﬂwéawm
Awifs w.a. 2562 a1fed1uamuAlunIng 4 (3) wiamsesiasydAniosounnd w.e. 2551

Faunluainlaensessdygainiasdiownmnd (@UUN 2) WA, 2562 STUUATIINITNTLNTWEIEITUEY
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Tnemuugihvesnznssumaiaiosdieunndussmaimundiy wandusinsnlosglsinviadaiiiowdly
Younwiosvesianadaduiniosdownndfideslifuoynindeunglianizunianiungiuianie
FUsznouivIinanssy uiedusenevividnsiunnssy niegivoyginvigiaioaflonnned
Tngguuniitnisnsensteatsisaguldasuinluuszniansgnineansisagy 1309 wan s
nsnlsenglsdnuiladniiondludeunniesvesionids na. 2561 1euil 9 dwnau 2562 uazUsznie
asswAsIyUnw Tull 13 Aueou 2562
wdnfusinsnloenglsdnudadeifiousladounnsesveaiimienuusznansensiasisagy
509 ninleenglstinvindaifiendledeunniosvesiontds n.e. 2562 nueanudn wdndaseiad
nsnlsenglstinuselatiulesglaumduasddnilddn dalfnquszasddnsuudladeunnsoses

q

RvilalaenstiuUsuIng
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Ui 3
ASaiun1sAnEI

1. nunnssunssuiifedelnensnuuneazdoateyavosndnioe ngunws Tetdy
1955 U wazngvanefiisadesiunisiiuguandndusinnlesiglsiinviadnvosussimasingg i
annmglsy ansgorisni UsemALAuIn a151553UTEmvRin ansnsasaaealys

2. Tmgazdeateyaiiisafunsmivquanansnsinsalenglsinviadavesussmelne

a

Fausihussmalnedinsinduguandaduainsalagglslinvliadend

[

noUsrasRdmsunilutounnses
a o - a < « 9 o w < Vo & = a [ Y 1 oA t%
vasimtelaenisiindiuins Wu “o1” lnvdrdnendugSudunsiounindudideanand wiliiale
A0AARBINNUNITAIUANNSINAUALAYDINGUUTHINADLTEY NuUsHNAYlsU uazanszoisn1 inuay
Juesesdeunnd Jeldiinnsusuilasunismiuguanansdadinsaloeglsinviindaiiouilataunnia
a o PN a « » & « A A LA = o A
vosrmilalagnsiinusuaslulsemalngain “o1” Wy “isesdounnd” 1wy neilousfuend
drunanvensalaeglsinyiedauasiingussasddmivunlutounnsesveddmis  UseniAnsens
A157150gUNNEITRY WIATFIU LATWININITIASBRLNaTSNeITRsiuNEniaeinalaenglstiniledn
NLBNAITONDIFN 9|
3. fnwseasidunn1sdnwseuenalsniseudve sy nidndnduansaleeglsinyinda
1Tngusrasadmiuuiladounnsasvesiiintdaluguuuu Common Submission Dossier Template
(CSDT) andieeedveayy nveUsznaumMidnaniagiasnan?
4. Feusestenny wazdnvinduaiionmsdawsouenansd msunmstuArveougnnanvietnngn

Y 9

HandurnIaleenglsinviindeiiiouwnlutounnioswedliniiy
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Ui 4
=
NANISANEN

NDUUINIINITIAATIULBNHITEIMTUNITTUAI VDD YYIANEANT DU

edD.

=\

4 o ¥ a o d 1 I a a a oA 9.11 v '
NAANIDUNYVINAANUNNIALTYIGETUNVUARALND LN LVVBUNNIDIVDY
=\ o/

NINUN

¥ =~ a 4 o W a4 A ¢l I3 a A o w

Aaanzidouaniulsznaunisndansedndiaiesounnd daudseasassndnniadnd
nanduainsalagnglsinviadaiiowdlvdounnsesvesiiinislvtudrveougynndnnieuiien
LATRlauwNTY U NBIAIUANLASEINBLNNE d1TNUANENTTUNITEIMITUAZET NTENTIIANTITUEY
Janiauunys WelasulueygiandavietndiaIoownndudy F99zarunsandnniatdndindndoud

nsaleenglsinlin@aiveunlatounnsesvesiavidala

wnansildlunistudveaygandavietid
1. Aeeya i esodlounme Wy um.1) (AN 2) viervesyanARaRLRBlaUurME (LUU H.1)
(MARUIN 3)
2. lueuRunsEuIuTUNsS Uy eRaRv e silaunmd (MaruIn 4)
3. wuuRTesuAvesyaranvsothidAesilaunng (AN 5)
4. lenansieafuguesyan
(1) duulussmzidouanuuszneunsnanieditiedosdeunmd
(2) niisdoususutauisagAniuiants (MAkwIN 6)
(3) wisdonous e ligPuannsEI STy (MANLIN 7)
(4) FNuTnsUsranmUTEr BTN USTUNALAYHTULDUBIUNA
(5) dumilsdesusesnisannzidouvesiiiyana senunliiiu 6 Weu (nsalliAuaaa)

(6) dunlungiounsamiseluneidoumdlyd (nsalunrasTsun)

(7) nilsdenousuaandwemdndaeibidusioum (hsddounalildidveswdnaioe) (1anuan 8)
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n1snsanuuunasuAvayIntIdATalaunng (HUU W.W.1) NS0AIYDRYINNER
| ¢
LATDINBUNNY (WU K.W.1)
= = vy
SIUATLDYANYINUN VDU A
linsensiuazidenvesgaanziiguan1uysenoun1INininuUseasAaz veauy 1nNan e
nandnansalaeglsinyiedaieunlutounnsssesimilnessyneazidenlinseiudeyanusinglu
Tuaanzleuanulsznaunisuansodidnasesdlawnnd desialuil
- Yeannzideuaniulsznauns

- uiluannzdeuanIuUsenaunns

'
v

- JUN ey wast w.A. Neanluaansilouaniulsenaunis

'
=

w.A. Mluaanezdsuaniulsznaunisaueny

L

=~ A A a 4 o v A A ¢
- VDAL VAIVDIADTUNNARNWIDUVILATIDIUDLLNNEY

[y a a

- Fogaiufamsseaduyaraiedduiviniuianislulussmedeuaoulszneunis

q

54

= A A ¢ v o ' a A o w A A ¢
- EL‘U"\]WV]%LUEJUﬁﬂ']U'Uﬁgﬂ@‘Uﬂ']ﬁLﬂi@Q@J@LLW‘V]EJ W@QNT@U‘UWSﬂ’ﬁNﬁWWi@UqLGUr]LﬂiaﬂllE]LLWV]EJﬂ@lI

“Surgery”

= = ) A A ¢
IYASLRYALNYINULAIDIUDBLLNNEY

A oA ¢

=
1. YDLATDINDLULNNY
Tszutenamsivedndarinsaleenglsiinviedafieudlatounnseavealmtdandunvilne

WAZNYIDING Y
2. YaUVIBLATDDUNTEY
Iisgydonudn “Surgery”

3. shaaInNaLAIoIlanNNg
IﬁSSQ‘iﬁaﬂﬁﬂaLﬂ%a\iﬁaLLW%é LU 2UUYDY9 Universal Medical Device Nomenclature System

(UMDNS) %158 Global Medical Device Nomenclature (GMDN)

29819

saanawr3osilounyd GMDN 17876 Tissue reconstructive material synthetic, fluid

4. YouasNAEnIUNNANLASDILLNNE (NSAIUNLTN)

rUTouaznIanuannaniaginInlagglstinviedaounletounnsesasiimi

o
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©

5. Yauaznasiinveswaninel/giuiaveulunisiedudnlurisemana (nsaldadn)
- szyBeuasiinainvemansas /5 uRnvoulunsnaduiluviomaiandniasinsalesglsin

TnRnLNaLA LIt aUNNTDIUDIRINTANS DULUUNTI AL USIUINLE1VINANA g D uswny (Letter

of authorization) nsgleyaalilidnvewdnsiom (Fegrsegluniauuin 8)

Y 9

= @ o o ¢ .
6. unaguinganuiAIasliounng (Executive Summary)
[ o ) [ 1% a a A 1Y v o & N
Jovinduniwdaingy eniiunsalndalulsemaaiunsadenitdesnisdnvinluniuineg wse
A¥dIngy Ingseaziduanedrnundndudinialagiglsinviadaiiownlutaunnsosvedings
Toguszasansld deuddduazilontlagasudeanileuiuiitesigazideninIosilounnd (Device
Description )
(1) M3aSUIETUATWIINVRNLATEHBUNNE (Overview)
| Y & Y a Y a o ¢ a a a oA v ] a o
iy Teyalasuiediundndudinsalaenglsinsiledaieunletounnseswedinis lag
Aoslsznaumedeyadisialuil
sru¥onunsAvasNdndueinsalesglsiinviindaiiiownlutaunnsesvedidiniasiadus
a [ Y [ 1 N o < a1 a
afuwdnuaenIly (Gnwagn1anignn) Wy Idnwuziduiaa la ddiudsznauveansalaeiglsiin
(Hyaluronic acid) Afiszgauaududuiosidus a1aiinselifidiudsznaunes lidocaine sxyviinves
Tanldvi A gugUIIasAUMauTsY IUIAUTTY IIUNUTTY (ivaneruiaussyiissysviaduduas
YWIAUTIINVR R IAlTATUAIL) warliauled i uTUNBUYDITNYUENITUTIY SYUTBLHEN Lag/1T0
LA UBINERS
i - a = ] a o ¢ a a a oA
LAAININGNE TBAINIIN NuanesIgaziBencng q vasudndusinsaleenglsiinyiindaiiie
wludaunnseswaiianisliognedniau
Joduesosdiownmdldlyiesodiouwmddmividadunisuensiinme Ussimle wdninasile
AulsEMAd N NUANENTIINITEIMNMTHAZET 1389 MITnUssneT ostlaunmdnlilies osdiaunmddmsu
aa o ! = ! v & 5 o cay 19 1 A P & o YU aa o
mMyIdaduneuenseMesuANdss wa. 2558 wu Iaduesosdlounmdnlilersodiownmddmsuitady

ABUDNTWNBUSLANT 4 MUASNLNUNT 14

(2) TnguszasAnislduasdausld (Intended use and indications)
muiszyluaainuazienasmiunsesilownme

3 ¥ 1 Y o v a dl dill QI a £ A a d‘
- InguszaeAnisly wu lddwivaaeruyuasiiuusuinsvedunt weusuaug

- Foudld 1u {Nfeen1sanTosieIguUsIMA1 Yo
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7N 1 wa X =] ) o ' .
(3) UszdAnslasuaydiin1svunzidounseayginliiedvingluioswnana (List of regulatory
approval or marketing clearance obtained) wazuszifin1satuurgluuszinannge (Commercial
marketing history) laln ansgeisni uau1n eeaaside nauussmaannmeglsy guu denlus ualde

Usempd e SaNsUssmAHanvisoUsemedvemEnsi e

M15°9% 4 3 uanIlseIRnstasueyliinstunsileuvse oyl eimingluviewan uazusen

nsanglulsznenng o

Uszmne Inguszaea Fously Wuiweul | uheud wnansild
N5l (Medenge) | Aldueyda Gt Junangu*
(nNM¥199INY ) mMsvunedey | 9NuUIe
ooy In i
93 MUY

1. ansgowisn

2. LAUIAN

3. DRALNSLAY

4. NANUTENAINAIN
glsu

5. iy

6. FaplUs

7. dawdy

8. Useinanuan
(NSEUR19917Y8 1-7)

9. Usune
LNUDINARN N
(NSUAN9INVD 1-7)

10. B9

VUGG
iuudnuniiidesusssvsenilsdeuwaninssutungideunisoygnlinesdiming winsdon

nsnlaenglsinvlin@aieunlateunniosweiinds luusenasiie) lunanuinvetenans



(4) srwaziBenvanIIgLngau (withdrawal) n1sayy1nnsadunsiisuanUsemesngs (fail)
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= a a . N X a !
AN 5 (5]']3']\1LLa@ﬁﬁWUagLaﬂﬂsﬂaﬂﬂqigﬂLWﬂﬂ@u (withdrawal) ﬂ'ﬁaiéiy']mﬁiaslluwgL‘UEJu‘U']ﬂ‘UiZW]ﬂWW\T5]

Uszine

[ <
WwUszasn
N5y
(N¥199NgY)

v ] v
Jauely
(MEdenge)

W 1heu U
Ngniinnaau
n1say/Aungzileu

WaNaly
ASINNaDU

(5) daunnUaIRIvaTuNzileunIaayy e MeRani e lunanadernsagvisaatly

serI9Aliung (Status of any pending request for market clearance)

MITNN 6 ATNUARIANTLAINYBIA VB IUNZI T BUVT ORI NGRS ua luna1nNdarnaag

v3eagluseninadniiunis (Status of any pending request for market clearance)

Ysene

o/

-3
WMQUsTEA
nsld
(NM¥199NgH)

174 1 173
Jauald
(NE199nNg )

o = =
AU AU 4
N o = =
NYUATVDVUNSLUYY
ERRYRIRT

amgmwmaaﬁq
YpIUNLULY
ERRYRIRT

(6) dayadAgiigafiuauUasnieuazanssauzNIsincuveLaIasliaunnd(Important safety

and performance related information)

(n) asumsnumanisaidulinilszasranmsldnaniueinialaenglsinyiadaivaudle

JBUNNIDIVBIRINUIALLALNIIUNeTuiBInaNa

A5 7 msesansssnumensalsuliisUssasaannnislindndunnsalaenglsinviia@aeudludaunnses

YDININTY

swazvgnvasuanisalaulinsUszasnain
nsldnanaueinsalaenglsinyiadaivaudly
YBUNWIBIVDININAIN

= 6 =1 I3 ;74
m’mmaamqmsmauluwlaﬂszmﬂgqnm{(fu
(5ﬁuaysqﬂqqu/ﬁﬂmuﬁﬁmmaﬁwm)
Tuga9n9ua Ju/nau/Adaune 7u/inauAl
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NUBLIAG)

1. Tuwuulena1sszyseasdunvessieungnissdulidisuszasdainnislduin g
nsaleenglsiinwiladaifoudlytounnieswesinmislunrmnnvesienans

2. minlifisenumgnsalsulifisssasdainnsldndn fusinsalsenglstnudadaifioudly
founniosasianilsssudefnauisiagiu i1veadnfasidesoonvidedesusesin “Lifisneeu
wansaisulifisszasdannisldndntasinsalosglsinviadaioutludaunnsasvasimiedous

annautelagiu” wazwuunilidedinanlunianuinvedenans

(v) e15Us18911 field safety corrective action (FSCAs) vasnansinudinsalagnglsiinviinia

WawA ludaunwsasvasRInanaisuImuig luiaswnann

1571 8 M1TIARITI8NU field safety corrective action (FSCAs) vesnansiaueinsalaenalsinyiinda

WawAludaunnsasaanIna

Juhaul asanduniswily UsemANiNIgyIn FSCAs
vin FSCAs wiaumnnausEnaunisvin FSCAs
UG

1. luueNaNTIvUTEasldunvedsedu field safety corective action (FSCAs) Tunanuan
YDILBNENT
2. mnlilfiseau field safety corrective action (FSCAs) Asusiafnaufslagiu 11vesndnsium

Aedpanvisdasusesin “lufisneeu field safety corrective action (FSCAs) aausiafnaugialagiu”

WAL LUUNTIADAINAN I UNIANUINYDILDNETS

7. #ANNTENAYNEINUAMNUADAN AT ANTTOULNITVINNIUVDIATOINBUNNE |AZITNIS
uanefenudanndas (Essential Principles of Safety and Performance of Medical

Device and method used to demonstrate conformity)
Javinduniwdingy sniunsdiudalulszmaaiuisaidenindesnisiniuduniwlng wie

AMWBINYY

'
1Y a

PR IAINYINNNUAT1ARIAINUADAAR DN UNANNITAIA UL NEINUANUUADA N WAL ANTIOUY

o

nsuretadesiieunngd (Essential Principles of Safety and Performance of Medical Device) Tu

AIAKNUIN 9
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[ d‘

nsnsendeyalumsananinudenndesiunannsaAgiefiuanulasaiouazaussaugnis

<

¥
ava v a

o = IS L3 4
NI UVBILATDIUDELNNY IW‘U{]UW@Q‘U

7.1 %99 “vann13d1Agy” (Essential Principles)

Y a [ v 1 1Y a

ANV O VRIHANS IR INTIUImaN s ARy TalaTiie ey nandueinsaleenglstl

U o

2 v

nvfindaiiowiladeunnseswesiimiiuarfeadudussifiuimannisdrdgdelamunzauiundn fue

nsnlgenglslinvlindaiaudlutounnsesesimiaveswmulunisuansfsnnulasndowazaussougnis

umuingUssasdiiyene Jseralisndudeddwinnisddgynnde

7.2 gaq “Ildfuiniosdounndudali” (Applicable to the device)
(1) fwdnnsdrdalaiondesiunansusinsalosglsinadadaiioutladounnssswes
Avdalvisyydn “l9” wise “YES 50 “A”
(2) dmdnmsdrdnlaliitierdesiundnfusinsaleonglsinvindafioudladounnseves

Aavldliszydn “lily” vise “NO” wise “N/A"neueturewgnalsenau

7.3 989 “T3N5UEAIAINEDAAGDY” (Method of Conformity)
TszyiEnsilduansianruaenadosiuuiazndnnisdiday 1
(1) M3UFURMuIesgudaduiisoniuniennsgiudu (Fesszydeifuvesinsgiu
VNBLAIRNTEIY TuiReuluietuesnsusemaltunnsgiu mhenuiidaiunssiuuazing sves
mmgwuﬁLLammmaamﬂﬁaﬂﬁumé’ﬂmiﬁwﬁmvﬁu ISO 14971:2007- Medical Device - Application of
risk management to medical devices
(2) Inernnsitviuarte (state of the art) WioiBnsnAaeUignavnssNvIeviosUtAnIg

WAIUNTULLBS (industry or in-house test methods)

' '
A =

(3) Msidseuiiisuiunandueinsalaeiglsinyiindaiounlydounnsesvesilanied
AREARNUTNIMNeluiaInan
VUG

1. ymnunsgunlgenedslilyunsgrulagn guanvsoidIveInandueifeuanInuianAi

U d‘ Y Y a % = . U d' [ !
5ENI9UAIFIUNLEE198iuNIRsgIuTaan (Gap Analysis) In1swasusuatlidanansenuneniny

Uaoasdeuazaussaugnsinuresrdniuinsalaeglsinviladaiiownluteunnsesresimiy

'
[ a [y

2. MniigneBannsgrunInnImiawislunisiananianuaenadesiunann1sdfgyLAedi

o

A A

ANNUABASULAzANTIANENTYIUYBLATEHBLNE Tiseunineauaeduinsgukas Suioulns ol

VBIWINTFIUAAUNNUN
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3. madaddutuesnmsguilduansmuaenededumssuansanuaenadostundnmsd @iy
Tildunsgrudeludnudisu mmnaspudiduusnlifidmiusdadasinanlesglsinuindaioudly
TounwseuaIniIbildunsgIuadudaly

(1) tmsguiifmuauazUssnMalaensE NS IEY

nIEMTNEIAUUTEMATIUAINRIEIUNERSTinsalesglsinuladafioudludounnses
vosivisliluuszniansznssansisuge es nandasinsnlesnglsdnviadafousludounnsoses
Ranls wa. 2562 seyinlinsalesnglstinudadaiiieutladounnsesvesimidsfosdinmsgruduly
audeimualusiseisuusiussnmanungingindee viemnssuanaiiieuin woutuiing
nsnadauAlItuAIanIn (stability) tdulumiu ICH Guideline for Stability Testing of New Drug
Substances and Products %38 ASEAN Guideline on Stability Study of Drug Product

(2) 419331 ufivaudulay ASEAN Medical Device Committee (Standard recognized by
ASEAN Medical Device Committee)

(3) 1nsgrusziumAndufivensulaemhonuiuseanissilounndvesanizelusng ngu
Ussimaanamglsy uauian eoawside guu uaylve 1wy wen., ASTM, ANSI, JIS

(4) TomuuALRNIZURNINTBINANS I (Product owner’s specifications)

7.4 %93 “wnasaniziitdidundngu” (Identify of Specific Documents)
liszyenansnienaliafldonsdaienaninuannaeafunannIsafsy W nilidesuses
(certificates) 169MUNIINAADY (test reports) $I8941UNTANYI (study reports) W3oLENA1TDUNITIAAS

AUADAARDY

]
[ =

A1519% 9 (F29819) ANSILANIANNEDAAADINUNSNANTANANLNEINUANUUABAN ILASAUTTOULANS

o

Maureaasesiionnng (Essential principles of safety and performance of medical devices)

Essential Principles Applicable to Method of Identity of
the device Conformity Specific
Documents
1. Medical devices shall be designed Yes ISO 13485:2016 | Certificates
and manufactured in such a way that, Medical devices- | No. Q1Nxxxx
when used under the conditions and Quiality
for the purposes intended and, where management
applicable, by virtue of the technical systems
knowledge, experience, education or
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Essential Principles Applicable to Method of Identity of
the device Conformity Specific
Documents

training of intended users, they will not
compromise the clinical condition or
the safety of patients, or the safety and
health of users or, where applicable,
other persons, provided that any risks
which may be associated with the use
of the medical device for its intended
purpose constitute acceptable risks
when weighed against the intended

benefits to the patient and ........

8. s19azidunLAIaIlaunng (Device Description)

o udunwdingy sniunsaindaluvszimaainisaidonindesnisdaindunivlne wie

AMWBING Y

8.1 anwauenaly waznann1sviney (Device description and features)

(n) dnwuzvaswdniuginialagglsdnviindainaudludeunwiasvasidamils (complete
description)

[y

wu Jdnwaziluea la Jdudsenavvesnsalaeglsiin (Hyaluronic acid) AflszAuainy
Y v a s @& & N A i . . a ) A o ¢
WnduAesidud onvliviselilidiuysenaues lidocaine syyvlALALIARNTBINIYULUTIINIBUTTYN
1 nszUanda (syringe) 1Y Y181 YuAUTTy $1Wu Tu 1 gausznaumediuUsznau (component) 320

(material) #30@13 (ingredient) Ta ANuTNTUYINLA

() nanmMsinurseanalnn1syingu (principle of operation/mode of action /mechanism)
nalnniseengud nsnlesiglsfndauautadud iwansluanaaiuisogaduinlade
1,000 wh Ssensiifleglusnenelaesssuminszaeeginluluynidedo Tnelufavifafuarsdadaggn
wantuazagludnafmilsuniud (dermis) fiudiamnluiiodonisusnisad wazaosdady
collagen i3y uaziiesinamandiiduaisdud Feaeldfmdsanansafufnanuduiy

Y oA

iliRanilagUuiuwaziaeds Weerguindunisnannsalaglsinaiusssuvifnazanteeassiuiu

<

collagen MiuasAvsznaulvinnuudusinasarnudanguuniavisanas vinliRagydeninuguiy
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AL wazdlanuiru19aInANEaveY in3IT08 Wiedgu se%En Hidaiuvdoundey Lo Ly
AMgaina1s Fdaasannnreuendilulufionis eneununsalaenglsinigyvieluiiafuiusesdn

MARTUUTAA1 Vslunil

(A) seyUssanvasndnsusinsalasglsinviiadaioutludaunnsasvasioniieniu
auEsfianalfinty uasndninasinisTaUssniese silaunndanunudes

T#dauszianndnfudinsalasiglsinvdadaioudlodounwiesvesianis
aundnnasnsIaUsTiamasesownnsildldedediownmddmiunmsitadunieuensaneniuniy
FesfuuuinesenaddnanenssunsemsLazen 13 Msdausznniedesiiouwnmdnildlveiosie

LNNTFIUTUNISIRINYAYUDNTINNIEANUANLLEES W.A. 2558

f20819 NANAI oo Atduasasilaunngnldldiaosdiawnngdnsunis

A8 UDNINNYUTLANT & PURSNLNUNT 14

(1) eazBenvasaunIaiiaiu (accessories) Neiluiasasdiounnduasndniaioulsily
= IS ¢ = = 4 1 [ a o (4 a a = v ! a £
wsastlounnd Felinisldausiuiundniusinsalaenglsinviiadaiauiludounniasvasidmils
A9
(1) Wndmsudn
(3) s18aziduavasjuuuuiunncefiu (various configuration) ¥adndninusinsa
lagnglstinviindaauiladaunwiasvasianisnunaudivaayyn Wy Anuuduvensaleeiglsin

Wwdnluana dnvag cross link Ala wane1yvselil vuaussy sadua tnedavinluguiuuniig

(R) s18adgnvasgnTduUsEnau (formulation) wazninNvasarsudazalugns
(function) W3PUWUULDNENS material safety data sheet
) - a2 A4 o a o a DA a
srygnsdinUszneunseasiiludiulszneuvseingaunldlunisudn anududu/Jsunm
wagntivesansuariiluansaduUsenou 1wy
(1) Sodium hyaluronate

(2) Lidocaine hydrochloride

(v) aunanuauzianzgUuuUTni (novel feature)u wilumalulad walulagval Wusiy
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8.2 InqUszasAnslY (Intended use)

[

seydnguszasdanislindndudinsalasnglstnvindaiiounluteunnsevesianieniy

AN IINETDIN AN VTR VR INEN T ITT gAY Wi Tinguszashdmsulddmsuia

A X A a v = a =~
Lwav\luﬁdLLaszmsmmmaﬂwm WIDUILINDUE

20819

[

a o ¢ = fo v gua oA X a a o
ARSI xoox IngUszasAdmsuldaaieiuuaziiuusunsvesluni

8.3 UauslY (Indications)
a = - = v Y a o ¢ a a a A
atu1eTeazdunveslsavsenzvedlse Feresldnindudinsalagglsinyindaiiowly
TounnIovesrmits dmsushuvseussm wavsninguitlsidmunededesldanuniniugindndoe

nsnleenglsinvlindaiveunlatounniosweaiangs wu

819

=)

NRDINITANTOULRYITUUTLIFN®) VDIRINTI

ey

8.4 3501514 (Instructions of use)
aunetoyandndu 1wy Juneu 38n1s arudlunisly szeznailunisld Usuna uwasisnis
Wigd sudetuneunsimseuauldale wWeldanunsaldudndasinsaleeglsinvindaiiowdly

JaunnsasvasiIvilaog1slasnsiey

0819
ad ¥
3813514
- NARSAU xx gREBNLUUNNe AR IMTuntsun lagunnd ieanaI1y
\E89UDINSANDINITUNINYoU wazAueensuludsdrAgazyinlinisSnw

L4 & 2 o dl

Uszaumudnsa nandusdazdesanldlagwnndgsiuignisilasunisiniy
Y o

Y

wadialun1sie Jusvaunisal wazlianuinieniginiamansusiunziinsann

\upened




- Aausunshw Aswdslvigiensudsteusdy devinuld avadniuldle

a Y L3 4

Y88 UALRINTlINIUTEANA AEBIaafnTuaNMsaanandie waziUle
ASATEVUNDIDINT LATDINITHEARIYDINIEMNSNYIUNDNNATY

- AISINANNAEDNR ABLSA USHMNTNAEYININNSSnEnlvig g

= 1 = al g U <@ al 1

- AedasevdIuUa18lnen1SAINTee 99NNNTEUONAA INUUAULTINAA L
dnlulunszuanda myumulnw@ng aunseNawiuain LLawamsuaqtfﬁuﬁmmagﬂu
Fuwntsgnaes MntuAshaseveanlagduduveInszuandameilotidlatimile
wazilednd1milsduliasey neunsin NAgNguNsEuandnIuNGnineiliaeanin

< \ A v ) a X% ~ o &
NN Ay AT wazduUSinalidesganiuauIndy
difin1sganuvendy egnfinusinagnaunszuenda Tinganisdn uay
Wasuwduda vl

- aendsnnisaenludaneunisde wuzilifsgngunszuandandu
< v ~ | v v < v N
dnteaiiegauazarivaeuitlilawnadudiluluvasniden

- NUNSTAYRIRINTITINTITENINN5AA MITVYARA karAISYINNITINYIT
WINNZAL WU NTUIAUSATY AunseisRandundudUng

- wé’uLLaziwznawaamiLLfﬂﬁuagjffué'ﬂwmz‘i%ﬂﬁLLﬁiﬁuﬁaUﬂwim

= dy = a A a < = dglj =~ a A a < a al
ANUAUBLLDE BUS UTIALAYN ANNANVDILBEDUSUTALGY waswalAn15an

- USuanlddusdiuusiianagyiinisshewr audssaunisalvasunng
SRR

- ldesuSuknunniuly Wesannnisaausunaunniuldeavinldiinennns
TNaUsEaIAUN90E19 LU WaRNeLAYeINISUIL

- A1sseauUNTEIe N sluNIUsrasArmAntuniell (agetiesidutian 2

8.5

35n1siiuSnen (Storage condition)
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szyanMzdmiunisiivinwindndadinialesglsinaiiadaiiounladeunnsaavesiions

iieUaaiunsid@euanImaINues ANUTY gungll visean1IzauY

A29819

I3 vl ~ aa v v @
LﬂU‘l’JV@mVﬂQJ 25 ALY IUV]M@LLagLLﬂQ WNUELYLLUN

Y
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8.6 218M31491u (Shelf life)

Y a

53Uyl waziunueengauiguanseyliluaainvseenaismiuniasdiownmnd laedeq

Y 9

uuuxan1sAnw Nuandbiiuindndadinsnlaeglstinyiedadiowdludeunnievesiviadaussous

myvhnusazaudnvaznaenetgnslinumuiingnEdls leua

(n) n'lsﬁnm%'aagjauuu‘w%"lwﬁﬁ (prospective studies) 1na385UuLT9 (accelerated
ageing) W& mTIvdeUALdIRLISIeIM S daNan Tisuiunanase Wia

(¥) mMsAnwdeyauuudounds (retrospective studies)lngnisldaunuiaass (real
time experience) 131U NadoUNARSAT T AU N YL nunIulseRdesendeunietssunssuiffu
LIS
nuewe Mnlidveyanisfinweignisldnunaiate (real time shelf life) anansalddayansfinweny
nsldeuuuuUs (accelerated studies) Lieatfuayunsnandisengnistdaulududu (initial shelf
life claim) w¥ostuaagualunisidontiade (parameters) dmsunisinwiorgnisldaunuungs vl
foyaogmsldauiiivannsineognisldaunuutusedesiidoyasgnisldanuniunaiads e
Fudunsnanndregmisldnuluduiuiy uasdosdsmenunsinumegmslfnununaiass wdman

(%

AuaANITAN YL

8.7 ¥a%1ulY (Contraindications)
asueTwazdnvadliansanizvedlsa wasnquitienldmsldndndaginsalaeglstiny
TR TBUNNIBIVBIRINT L 8991NTANULES I DD UASIBTLNAINNIT IBUINAIUS L ev N

TasuagnataLau

A9
- Wu@ausasauln (Wasnan, Tem, seediunn) U%Lam'ﬁw’mﬁaﬁu’aLLaszﬁaau”ﬂ
ﬁaﬂsﬂmEJQL%EJQ%W@VM%’Umiﬂﬂmumlﬂuasma
- vudadmeenden ilesnnsiadvaeaidensahlmAnnsgaiurendudenunsdiu
Jany viaemidenandu nzndeaviaiiemeannsunaien
- MnuaaiuANUsay
- iadldlugine ddl
- fthelsmautiny A8sllliFunmsinvinazaiun

- fUreifiununldunaziluwnaduyy
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o v a = = N - a
- fhenuvinsalaenglsin uaz/v3e Tsiuvesuailiseunsuuan ieswinnsaleeglsin
HEMIINULUATISENGY Streptococcus
- JUgiuiien lidocaine 3pev ANzl il amide
- Wie porphyrin
- HveseRsTAvTelviuLyns
[3
- 6N

- Ul uUSRURIMTaNTaITnoNEU waz/vseRnwie (&3, 15U)

- ldeslandauiunissnunmeaweas nstaRLieliRSeu

8.8 AMaU (Warnings)

6

Wunisudnfeudamiludunsie (hazard) Agld5ndudeansiuneunisidndn S

nsnlaenglsinvlin@aiieunlataunnioswaaiane

f28819
- AT9ERU TUNLARIYUURAINHEAN S ua

P v v a A a A ) N
- vl dmudanussglunseuendaiinisuendu way/vseyuy
- unavun e
- Puv lUsAaN N TN

L g dgy v a P a
- Nedunlanarlunwusimnngay saufansEUanan

- dunegeusdunaelinss Tinadunaqlddusuuny

8.9 4@A233¢34 (Precautions)
< 4:4 vem v W U & a % - Y a a 1%
JumsieuligldsedaseTaduiiiaslunisldau ieanudasasieuazyseansualunisly
a o ¢ a a o oA o ' a o ¢ o A a A A -
WansdusinsaleeglsiinviadaieunlutounnsesesiiamiasiuisnsnssyiuiiendnideswadegUievie
Aldudsoraldiinadeundinniouimiuiauss usiiebigldsednseds uenainil enemudnsudusiou
Iglinsuimaduliifislsrasdannisidnundndaninsalagglsinviadaiieunlydounnsesues

= Y

a o A 1% a aa va s 2 a ~ a A Y] | = I3
N?ﬁu@%i@ﬂqiﬁl‘ﬁﬂqumﬂjﬁﬁiaiﬂjwﬂrg(ﬂﬂﬂﬁgﬁﬂﬁ LLagﬂqiaLLaLUUWLﬂH LW@ﬂaﬂLaEQNa@‘UlﬂJWQUigaﬂﬁ

q

AINATY
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f28819

[ '
= 2

- TR guIneinte meldalazmIuanTeInITAATURUUTIIANIZ N
- ldwugdliaadinanuile
- il msuaaieliuun “eoUTUANINYDILA U
- ldesausnaimelasuasiudueiings WeananudswesnisiineinishifieUsyesa
19U granuloma
- fihefifiuseiRfaie Streptococcus (Wumauaws wagldgufndaunau) msvinisvegey
meimiladmiulgizengihifuneunisinen uaslimsldelludeldsuninndeinisunsn
Founeialasaneme

X Ao vy aAa Lo & o 2 2 Ao § v N X |
- ghenmadldennidgnsmunisulsivesdennsearsiminlinizidensons1auIuiu 1y e
573U pzmiiausadtada wedn srmunsenauiltlvafiusesn Wseasaus N
sraznaIMudaiivenden wu ayulnsiidwlsznovvesnsafisuvioudzie assunsu
= = ! 2 Ny 2 A a = Y] a A
felemaldesrongiiensen MieneuldeniliinaniaenAsluusiaian

]
= =

- pshuzdielinanidesnisldiasesdonslusending 12 Tilumdnsan vandeanisgn

[

waauan $9dg7 anmenilgamgiininii 10 ssrwalea n1seuln it Tui 2 fUamivasinida

Y

8.10 nasulunaUszasAannsid (Potential adverse effects) 2
o3ueNasUlUNIUTITOUINS 18T (19U BNe UL KS01n1TlUReUSEaIAnsnens)
a a o v = v = v P Y a o & a A a P v |
o1afnfudieviedldanu vienatrnfssannslidndndusinsalogglsinviindaieudladounnsos

YRNINUINYLAAN NS ITIUUNR

f19814

_ MISALEU V2N UAd Y Ben9AnTuilesnnnennsdu way/mseUan 81n5Tn Bainudenisin
pIMamddlazUningegusran 1 dUnni

- Aoudeniinainidendldim

- fianswdivesilelie Wiaiafaunsonuians uuide

v aaa

' A a = a PP Y] ] A a a A&
- 998019 MIRINTITENWALULY UShunde anadunsriulagianiziiodausnunnuly way/
PIDUSLIUNRIVIY
- M59AfUTDIMABAEBAYIIALARDINITHINY LU ARILUANTBININITUBITUTIATIINTN12T
a <@ & & & o Y v a
AMggduNIsIaLTIY AMzIatenlualsmtaiensanluaues o1avhlidulaiinluatesunn

WadaRmiane waryinatelasadsIanIuans 91n1sveddulanisluauawmn
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- msinde eraduideuuaiile Thda videdesn W nsinie Herpes simplex

- pnaflidenvonidntesluszninamsfidne uavazmeluluiuiinisdnadauysal

- Ufsenmsuvisieladeulaenglsium

- amzgiiluiu fAudsi (induration) ennsvnaszuuUszanm oy san wiloulaumunudiv fu i

HaluszuzA NN IEU 9

8.11 N153NEIAN19ENdU (Alternative therapy)
dnvinduntwdinge snunsdindalulseiweaaunsadenitdesnisdninduniwmine
N3N 1WBINGY
a Ava &4 a vad & A A A o o v |
asu1en1sUfuRnsetunaun1suUAndunaiendunywanedmivwiludeunniaes

Aavlauieniundnduainsaleeiglsinulindaiewi lutounnseswoiangd

(8819
1. n1sanasiiuiiu (filler) Nfld1uUsyneuvesalsaus Ly Poly-L-Lactic acid, Calcium
hydroxylapatite iounlutouNNIoIUBIRINI

2. Mslilawes vsonawing Wieennssduwnlun1endoundoe UiVt LALanIITREUURINTY

8.12 seaziduanazantivasianiildndavsaludiuusznauvaniosiiounnd (Materials)

(Y]

o & [ 1% a a A 4 v o & &
f\]@Vl’]L‘lJUﬂ'TH’]ENﬂi]M ‘EJﬂL’JUﬂiﬂJNaGﬂ‘LJUizL‘Vlﬁﬂ’]iﬂiﬂLﬁ@ﬂ??ﬁ]@ﬂﬂ?iﬂ]ﬂﬂ%ﬂﬂﬂ’]ﬂﬂ%ﬂ NI

AWDINGY

a

a a [y ANy Y a =) [ ] a [ & a a
aﬁmsﬁ’]ﬂazLaammaaqﬂﬂmammaLﬂumuﬂizﬂaumaq mamﬂm%ﬂwlamqhuwumm

[y

Weudluteunnsosvesinmiuazgaautfinsnenmiididuiiowansiinnuaonadesiuvannisddny
swdsdnuagmand T warnenmeestagiild lagluuudeyaseiolud

() omsianiildlunsudnndndusinsnleglsinuindafioutlateunnsesvesiovied
fustalnmsatusnaniengesd (Wu Suboy) vieduialasdon

(v) dnwazynaed Fram uazmenmesianiililunsudnndndusinsaleeglsinuinda

iawnlutounnsesvaarmidliivsdulalaenssiuianieuysd vsedudalngdou
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(M) WUU Material Safety Data Sheet (MSDS) wag Certificate of Analysis (COA) Lagtan1nualanig
(specification) vesTanildlunsuanndnfasinsalevnglsinvindaitoudlatounnissasiomis
8.13 Yarviuaanizdug fiieadas (Other relevant specifications)
dnvindunwsinge eniunsdndnlulsswaauisadenindesnisdainduntwlng wie
AN
ofuedeimunanzifnriuaudnvarmaiulasanssaugmanadnved nan sl
nsnleenglstinviadaifiouslotounniosesimdsiadvdu q Aiferdes wasdormuaamsdug s
Formuaniaed meam i nena Tanm mavhliusende aruasanin mafuinw msouds
LAzN5UTY Weuanafanuaenndesiundnmsdidgiiieades
viail e9lddeyadnuaeiiusing (feature) 1un (dimension) wazAMANYUENNTHIL
(performance attributes) TeaiA3osilounme Asiunnsing (variant) wavgunsaliaty Jsusngluterdmue

WzveNansiue (product specification) uldiludeyauansseazidenluiitedla

8.14 Yayas1eazidendue (Other descriptive information)
dvindunwnsenge snriunsiindslulssweaunsadenindesnsinyinduniwilne wie
AN

a v o w

afueTeazBunnudnvuzd1AyduY wenmllenindeyaiilanailitisiu iienansds

9

'
v A

ANMUABAAADINUNENNITANATLNYITD4

o

9. Lanmiaqﬂmimuaauu,azmimsaaaavwnugné’awmmsaanLLUU (Summary of

Design Verification and Validation Documents)
wateil Wuuuienansiwieluil
9.1 nNMsAnEIRBUNNIINAABINNAALN (Pre-clinical studies)

(1) ToLanIINAABUNIIAIUNIEAIN (pre-clinical physical test) fiusznaudig TogUszasn
FBufiung nansveaey wazunaglvesitvesHandeiinafumMAnyImsiumen myeuaiesilo
wMdazaIUsEnNeU (components) Yatesodioune wu

- @1 pH

- AnutuveInsalaeglsiin (Hyaluronic acid)

- ATLTLTUVDIALALAY (Lidocaine concentration)
- 15U (swelling)

- LLiﬂé’ﬂ%ugiJ (Extrusion force)

- cross linker ﬁmaaa@j (Residual cross linker)
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- pauanURnIsiva (Rheological properties)
- nsnlaenglstindase (Free Hyaluronic acid)
59104 physical test vasnszuonnLaziindn
(2) FoyansmaaeumnunAulFmadinin (biocompatibility tests) yasansildlunisnan
wanfusinsalesnglsdnvindafieudludeunniosvosimianundnnisvesaissilounnd feai
mMsnageuaNulimMsdinnvesndnsusinialesglsinuiadaiieudludounnsewosiamianiu
11M351U 1SO 10993-1:2018 Biological evaluation of medical device -Part 1 : Evaluation and Testing

[

vnTanfilivinlinanismeaeuiiauunnssegaiitoddny fosuanuasneazdunvesianfnan niew
wuudayaileSuiefamavagey wanisvaaeu uazmslnTeitoya laedvhdefidesinidl Ao

(1) anuduivrolsad (Cytotoxicity) 111185514 1SO 10993-5:2009 Biological
evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

(2) aularenisnouaue (Sensitization)nuuImsgIU 1SO 10993-10:2010 Biological
evaluation of medical devices - Part 10: Tests for irritation and skin sensitization

(3) N1352A18LABY (Imitation) MINLINTFIU ISO 10993-10:2010 Biological evaluation

£% LY

of medical devices - Part 10: Tests for irritation and skin sensitization M%@Uﬁﬁ%ﬂ?ﬁlﬁm%uﬁ%’uléf

HA%Te (Intracutaneous reactivity)

@ e dufiwidsundudeszuuiiag Tulusienie (Acute Systemic Toxicity)
AINUINTTIU ISO 10993-11:2017 Biological evaluation of medical devices — Part 11: Tests for
systemic toxicity

(5) A PufiwuuuiiaFoss (Subacute/Subchronic Toxicity) AUNINTZIU 1SO 10993-
11:2017 Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

(6) AuLduilwnoniaeiugnssu (Genotoxicity) AIUNIATFIU 1SO 10993-3:2014
Biological evaluation of medical devices — Part 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity

(M n158987 (Implantation) M1111A5g1Y 1SO 10993-6:2016 Biological evaluation of
medical devices — Part 6: Tests for local effects after implantation

(8) n1sneNgL5e (Carcinogenicity) M1 A 757U 1SO 10993-3:2014 Biological
evaluation of medical devices — Part 3: Tests for genotoxicity, carcinogenicity and reproductive
toxicity

(9) wansgnuiiiinoidenlusnaniy (Hemocompatibility) A1NATFI SO 10993-4:2017

Biological evaluation of medical devices — Part 4: Selection of tests for interactions with blood
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(10) mandufiviuuiass (Chronic toxicity) AMuNIRIEIU 1SO 10993-11:2017
Biological evaluation of medical devices — Part 11: Tests for systemic toxicity
(11) msnagouasinlsiau (Pyrogenicity)

uenanidesdeyanisnaaeuanuidaiulinisdaniw (biocompatibility tests) vosfuuas
nszuandnen ilesanimsdudiatunselannglsinmedon Tneidoidosdavidad fo
(1) anuduiureivad (Cytotoxicity)uu1a 3§14 1SO 10993-5:2009 Biological
evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity
(2) aulbasion1smauaued (Sensitization)nuu195FIUISO.10993-10:2010 Biological
evaluation of medical devices - Part 10: Tests for irritation and skin sensitization
(3) N1ssEAELAB (Irritation) A1UNIATFIU.ISO.10993-10:2010.Biological evaluation
of medical devices - Part 10: Tests for irritation and skin sensitization M%@Uﬁﬁ%mﬁﬁm%uﬁ%ﬂﬁ
HA%Te (Intracutaneous reactivity)
(3) YeyaNINARBUAIIUAIANTN (stability)

NANIINAFDUAIUAIENIN (stability) fidulunnu ICH Guideline for Stability Testing of

New Drug Substances and Products %38 ASEAN Guideline on Stability Study of Drug Product
(@) Faganismaaeunsviliusmanide (Sterility test)

(1) Twandenvsmsrmadeur g ndamas vl nanidaidesiu (initial sterilization
validation) it safsmavageuvmUBinaudoqaurEduudngiast (bioburden testing) mannaeualnlsian
(pyrogen testing) MvedeUANTREANAINMSlUsIARNITe (testing for sterilant residues) (@81 uaznns
MTIAABUAINYNADIVBINITUTTY (packaging validation) minlallavinnisnsisaeuanugniesveansvinli
Urmnidelosiudeseiuiewua feg1 iy mstudwelaeddemanmadeumiugniesesmsvinli
Usimanidfe (sterilization validation) luieesilounmeay Fasesuiammamavasnséndeiitunussndlasy
Adasilounngfidusive wieuuutnanIsTaeuANgNdas TasmsilRUTEInTeidosuy (initial
sterilization validation report) veaA3osiiounne7iensd

(2) MENGILARINSNTIEDUAMNFBIN (revalidation) aEwsiaiflaswasnszUILNITUITY wa
nsrumMIhlUTInde

(3) 918AzIBYAYBINTTNTINABUANNYNABY (validation) AITUTENOUAILITNITNTIAABUAIY
ALY FdfserumssensuNansyldusrnde (Sterility Assurance Level, SAL) mmg'mﬁi%mwaaumm

ANABY 11U ISO 11135, 1SO 11137, Aszuiumsvinliusaanie (Sterilization protocol) ﬁaamé’mmumm@u

Y

a

Mswyld wiounaagumnsivaauAugnses
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(@) mavegeunsidnueariesdiewmendnsviliusrande (post-sterilization)

(5) mnansildlunsynliusmamndaduiub evinliiinansiivande (toxic residues) (i
ethylene oxide Ainnfng) FosuuuNaNISAgE UL IS NSNAEEU tilauansInduasaaunszuIunsvili
Unennde asfidlumsiliunenndenioasivanéedlussduiivonsuln

9.2 vangruneaatin (Clinical Evidence)

davindunmudenge sniunsiindnlulssmaaansaidonitdesnsinindunivilng wie

AMBINguNIoNiuInYiasUyy (index)

o A 19 °

ANUNANNTITUDILATDILDLINNEG ABILARINANNNTAIAUTLNYITDIAINTUNNTUSELAUNIIARTN

o

vomdndudininlaeglsiinviadaiiioudlataunnsesvesidmialaenisnuniuenaisegiadussuy

1 1%

(systematic reviews) 31nUTTUIUNTUATBEUAT (existing bibliography) #5031nUsgauni1sain1slanig

Y

L3

Adfln (clinical experience) vowansnsinsnlaeglsinviindaiitousladounnsesvasiimiaviafeodiu
NIDAAYARINY 13BN13ANYIITENIAATN (clinical investigation)
ImaﬁaqﬁﬂﬁﬂizLﬁummﬁﬁﬂﬁﬁ'mﬁﬂugﬂLLU‘U%WWmmnwﬂamﬁumméﬁﬂ Clinical
Evaluation Report #14LLUIN19Uv8Y MEDDEF 2.7/1 Revision 4 Faudu Guidelines on Medical Devices
Clinical Evaluation: A Guide for Manufacturers and Notified Bodies under Directives 93/42/EEC and
90/385/EEC 138 UWUIN19¥83 GHTF/SG5/N2R8:2007 (The Global Harmonization Task Force Study
Group 5 Clinical Evaluation) %nf]a@ﬁm‘dﬁ'aﬂmﬂu IMDRF MDCE WG (PD1)/N55 (International Medical
Device Regulators Forum Medical Device Clinical Evaluation Working Group) TagUsgiiiuain
Uszaunisainislannemddin (clinical experience) Gu'eNmﬁmﬁmsﬁmmlam@ﬂiﬁﬂ%ﬁmamLﬁaLLﬁ’lﬁm’J’aUﬂwém
vosfmtiailafierfuviondiondeiu vien13Anuidenisndin (clinical investigation) AUFTAAY
U1MI31U 1SO 14155: 2011 Clinical investigation of medical devices for human subjects - Good

clinical practice %39 Annex 8 U89 ASEAN Agreement of Medical Device Directive

mnﬁanussmmniu (Use of Existing Bibliography)
- AITUUUAMUIINUAYBIITIUNTTUNTBUTTNIUNTY BUI1V0INERA I LT UT US98 9L
atuayuUsravsralazauUaenny wazdnviimuainuan (chronological order)
= = I3 9 v o Y a
- pastdenusTaYnIEwInzaukasdudagdulunsldduenansonsds

[

- MIFAUAUNANFIUNIRFRUUSEANENANNAATinveIndndnsinTalagglsinyiindaieunly

<9

YBUNNIDIVDIRINUINANTUNSIUUTENANTDANUTENA FI9719UIUIDINUNAMUNIIBINISANITANUN

LIS
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- na1IvangIuAIsUsENRUMIeIngUseatd 38aiun1s nan1s@ne 8iusie uazasuna

nsfnweaainfdaNutaukazineIiundnduansalaeglsinylin@aieunlutaunnioswaalns

o w { (4 . .
10. 281NLazENd13AINULATDINBLNNEY (Device labeling)
TdnuazienansiiuAIaadiownmg auUsenIANIENTINENsnsE (583 nansdasinsnleeglsiin
windauiounlutaunniasasimny we. 2562 il

(1) aanudnduainsalaeglsdnvin@anauiludaunniasvasliantla uun1vusuTsans adiu

Y

aussanandnsinsalagiglsinviindainaudledaunnsasvasiintdenvrensaiiliinevie
meludssna

3

Twuvaainvesndndadinsalaeglstnviindaiiiounludeunniosvesiianianaussydueiduly
) A 9 ) A Ao = o o =& o o ¢ ac P v
wazuueniiluduadunseddmlousuatuddnviluguiuuesaisn (artwork) lagdaeianidaniny
Wunrelneeuledmau istazinedusmedladdaninuniwdutudasinnuvaiie ludansawdaiu
Tamnuniwine Ingednatsudadanisieaziden aemalull

]
=

(n) FDNSANVDINANNUN

[

(1) FoLATANULIUTUVBIAIUUTENBUAAEY

o

(A) USanaugvisviseu3anauiuss

<

(1) Fowagiinsvesaniuiindavioaniuiivnd udwdnsd lunsdduifuing Wiansde
anuiindn iWeaazUsemaiingn vieTerdvesmdninm Wonarusamadivesnanios

(3) Wouuard vide Vuazifouiingn Tnsuansdieduay 4 6

(@) Wwounazl wie ?JLLazLﬁauﬁwmmq (expiry date) lnguansUmediay 4 77

(4) Wiiviodnuauaninsaingn wiesuiinGe

(%) taviluaygnesesiiounnd

(1) FBnLAusnw

(e) Vousld Amuztihnsly

(1)) Avklou Tovuld wavdenTsLis

(9 Tornuiiuansit TWeneuenansifuiaiosdounndnould

(5) Fomuiinanyi Unannide wagdsmaviliunannide

() Tommiiuansi1 Wugunsalfiuaniindte Tsnsz s

() Fonuiuansin Yrsvesgamailunisiiusng

(o) Tomuiuansin vaniAsaLaLAn

() Tomud “vuthlginnmaugussgiIarIednuin” LaninufidnyIawns
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(®) 99A170 “TlAATIRE” WARIPILFITNYSAWA
() YaAnud “mildnsaleeglsinvlindaiieunlutounnsesasiiamidlnld neuseneau
TWTWIYNTTH VFORUTENOUTNANTIUANTTUWINIU UARIRIEFIBNYIaALA
(2) wnasmiiuiATastlaunndvasndniusinsalaenglsinviiadanaudludeunniavas
a o o A aqy A
Rautlanvevsadibdnavienielulssng
v % [~ d' 1 Y gj dy = d' v o Y o 1 dy
foswanitannulun 1w ineianuladmaau el aziinnwaumenls sanalud
(n) IBN1TA1VDINAN TN

[

(1) Fouazanududuvesdiuusenoudfy

(A) Vsanaugvidudousunasdiun

(1) Fouasidismesanuiindnvioanuiiu 1 wdusnsdl Tunsdidufu wih Tuansde
anuiindn WoswarUsemaiingn viotaidnvemandos WowmazUsemedvosmdnsioum

(3) wviilueygmiedosilounmd

(@) Bmsiiusnw

(v) Vously Auzthnsly

(@) Anfiou Toviuly wazdonlsszds

o o a a o 6

(a1) Fovuld Aufiou FamsszTs wazdedrfafisndudionnuvasnselunisldndn o
wanfasinsaleenglsinvindndeutladeunniesosionil Tnelfssydenuatnetion il
1) Us1Anide uayisnsvinliusimannide
2) \fugunsaifiuaniindre TusaseTs
3) 929099l lunIsAUsnY)
4) MANALILEILAN
5) vuiluldansugussytigaviseanein
6) 19lgndaiien
7) msldnsaleenglsinwiladafionsludeunnsowestomislilflnedusznovin Ty
N353 w‘%aﬁﬂizﬂau‘ism%wﬁummimvhﬁ?u
8) fuiifimsuiluuduussenansiiuiaesilounne
LN
1. yenanaanuastonasiiuesesiounng dosduonans/Tenudaadunisuns wasendns

NN URAAN U (013) WiaUselevulun1sUsei U3l ownye LU WHURU wARA1&an
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2. N1THUVLONANTANATUNITVIBTITIN0Y A ULENA1TAMTUNITEUAIYE DU IANEN A eudt
nsntaenglsiinslindaiiounlataunnsesesimmteliladunsiuseanisnandrsluenaisduaiunis

)

IYFINATI TIUDWDNATAWASUNITVI8TIRLIAVIN L UBUNAR

11. MsAszsadea(Risk analysis)

daviuduniwidingy sniunstindnludssimaanisadenitdesnisdainduniwlne wie
AN

Taavinlusuuuuvessrssunisdanisaaiuidss (Risk Management Report) TagufdfAnau
U1mIg1u 1SO 14971:2007 Medical Devices - Application of Risk management to Medical Devices
wioufuluUlona1se193e THuA wnunsdanisanuidss navesn1sUssliumnuidss nsmuauALEe
wiondumsUssiiuanudssiisuiulssloviannldudndusinsalosglsinviindaiieundladounnses
Tnefiseazdonssil

(1) unun133ANITAIL e ‘US%ﬂ@‘Uﬁ’JEJGU@‘UL‘UWUENﬂ’]ifﬁjﬂﬂ’]‘iﬂﬁmLéﬂﬂ@@jlu%umaulﬂ%@ﬂ’mﬂi

[

Fin (life cycle) voaniosilounmd TnguszasanisliduazipaziBeanmsiuvesaioslounnd wiind
AMuSURATeLTaITinauNTIANIsAIED tnausTlunssensuA e wNuI lun1ssiuniudeya
TUATZUIUNTHAALAZNIBWRINTEUIUNTIINER (production and post-production information)

(2) M13NIFTANITAEES USEnauseni1siasizvaudes (risk analysis) n15Usziiy A
A8 (risk evaluation) nM15AIUANAIILEDS (risk control) (i) m'ﬁ‘dizLﬁumwmﬁlmﬁmaamﬁaaq
(residual risk evaluation) (613) msﬂimﬁummLﬁﬂqﬁwaquﬁaagiﬂaiam (overall residual risk
evaluation) (61)

(3) sreuMsianisanudes Useneudeianssunisdinnisaanudealdviasudiuniy waunns
Fan1saandes mnuidssiivasveglagsiu (overall residual risk) aglusnamifieensuld & szuunis
i?Ui?M%}@%aﬁ'ﬂuﬂigU’mﬂ’ﬁ&laﬁlLL@%ﬂWHMﬁQﬂi%U’JUﬂ’]iN%W (production and postproduction
information) sieluidusieg1an1sriinisdanisainudes (Risk management) FasLiiunisnau 150
14971:2007 Im%’@ﬁﬂugmmuﬁﬂu WHUNSEANISAILEBY M1519M15TANITANEEY WarTIBIIUNTT

IANITAIULEE



A9 9 (F9819) ANTLERINITUTEIUAINLLEY 20
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Characteristics Hazard Harm miaﬂm'ml,?iaq
(Anwa) (AuEeq) (dUn319)
Fagauldudnlaild | Lianuisowdn, ¥inlv | ldeenfuimgdvlunis | 1iiussuuamainnis
UINIFIU ‘U%?j‘ﬂé V30aRAENTN | HARNARST, NAR LU EANS AN
o1 Wasstumuliugan

Y

puatsdutUoulu

[

naR ALY

a

Characterize 99/

q

ASEUIUNISNILA

U1ANLT0

TIQRUAIH
)~ A o = sa a a Y] ¢ o a . Y] a
arsazaedanuniden | Telndwesinvde HAMTUNM197UR A | Characterize 10§ A U
P ANUANTIEN
a a & [~4 2 . [ a
nsguruni1sn1suae | Indwesnldlailuly | ndaldaidn Characterize 7997 U
Togavldanunsondngy | @14 specification ¥ Tngldignianuligs
o fAuualy
nanN e klausavinly | n1sUusdauduiuuin | gausunssulunish | tUasuisnasvinlag
Usiaanniale SEMIN9NSHER 130T | NanA i lla u1av78 | USIAaNnuie
ANSHLANFHITLNING | TURae

WutngAuldmanzay

MRAUAANEM

a (% & o a

NARNAUNNIITUN

v o
NUMN

Charcteization

nanNuanouly

12.dayan1suan (Manufacturer information)

[ o« [ 14 a a P~ 4 [ [ < L=
wmwummaaﬂqw ‘EJﬂL’J‘L!ﬂiZuNﬁ@IuUi%LVIﬂﬁ’m’ﬁﬂLﬁ@ﬂ’Nﬁ]ENﬂ’ﬁf\]WVI'WLUUQ’]‘HWIVISJ nIv

MBI

(1) nzUrUNITNER (Manufacturing Process)

wuudeyanediunszuIunIHEn Wi Tuguvasnuda (flow chart) TunmsiuweInseuIuNITHEn

MIAIVANANNIN N15UTZNBUNSVAGRUNEAT N UTFU N15UTY MsAnaan NsiiuSnyInGns el

nsnlaeglstinuila@aiveunlutounniomamivis uaenseuIUMIBUNNLITDY

mnudndusinsalagglsinviiadaiiouilutounniosvesimianinainanuingnvaigums

ADILANITIEATLDYANTLUIUNSHNANUDILARLADIUN
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(2) apunNHaAATDEBUNNE
1% = =i a a4 A 4 Ao v a a4 A 4
ABITEUTRANTUTOBNLUULALNAALATEBWNNE AADAIUANIUNTUIIHEAIATDITBLNNE
NINNSHARYIN A UNNEA 18K ABITTYTVRIANUNNEAYNLNS NTDUAULUUNITIEDT UTRITEUY
AMAINNIINER (Quality Management System Certificate) vosufavan ungeaanlaeniisnususes
wedtinauAuenITINIToMITHare1 el ldsiudndndiulseneuvendnduainsalagglsiinyiinia

e LUTBUNNTDIVBIRINLI

13. %19803UT99N15018 (Manufacturer information) (tawaznsaidgn)

Tnuunilsdasusesnisene (Certificate of free sale) MuUTELTEUEITNIIUAMLENTIUAITOINT
wazen IeendninasiieTunlideSuseildlunisiiduniosiounns waznsidedesdiounmdi
Tpsuniseniiulidesuananlidesusosmenin i ming i diuenmsuazen w.a. 2550 S1eazBunny
AARWIN 10

waninasiiafunilsdefusesiildlunsindnasasdiownnd

1. feadumilsdosusosnisueiioonlnemisnuvesiganussmeargian

2. Tunsdifindnsusiiulifnduedodounmslulsemeadnin aunsoldvidoiusesnsved
enlagmIsueNYUTINIIBIUYesFluUTEINALNER UT0 19U Chamber/Association (FB9uuy
milsdodademhsruontuiiviasuvesssiuses)

3. faagluetgmsidvemilsdesusesnisue mnlildasyyenanisld nilsdesusesnisviedesesn
Wudliiiy 2 9 Suanfufiosnndde

4. imsfuseaenansnuszileuisuiAvesusemeageenutisde uazi1un1siuseemigau
NENT1NSANUsEIAvRIUSEIAlNaus ad 1N umasd lua19UssnAvesUsewmalneg

5. fessvymwanBundsioluil

Y a

(1) WorNan Usenau viSeUTIY wazan1uing
(2) FownToadiounmd lagduunsienis WU Ju LUU aue sadudn WWudu inssiuaain
v3eLanansasdua (invoice) uarlunsilnveniinisavesaiailaunndnnenielulssimayninuie
19 a o L3 ! 4 A v = U 1@ d' A & ! a v
WvaeHaniuguanAInendwnuelulsemelng destinsSusesinduesesdiounndataumeaiu
(3) Toaruiuansin “Wuesesdlownndninnsveglulszsmegudn”
(@) aruesosounnddaludnisueludszmedndn esanludaruindudeddiniosde
wnndnainanlulsemaguantudediniideiusosunamdnanusemalnanfieanlagniie nureesgnse

MNBNWeNYUNNEIENUYesFluUsEInAlNEATUTEY Laglildnilsdoiusensueanysemadnves
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wanAnsinieainUseinadu q Afinisvne TnedesdindngrunanunauaainUssnaguanvioidives
HERSTEUN

(5) lunsaliimfsdosusesmsvsatunilsatule Sdemrulinsudumuiiszylude 5 (1) 3o
(2) vi3e (3) 3o (4) Whimlsdeusesdu 4 eenlagmisnuuieriufeenviideiusesnisvioniu
1o 1 ve 2 wuanaiianisle

(6) MsuandeLrdesiiounvesmude (2) Wiudilaenznsduunenadu Ju wuu vun
TAFUAT LaZaNU15000NAUANENYTLIITDINEATUIIMAINIUNTTUTRININMURENUTDITTUT BB
yastenvuinuIsuvesiFlulssimafioonuilsdefuseswmiontnaulunIwuan(notary public) vas
Useinaiioonuilsdesuses

s Y a

6. dmuiaTesdlounndNgnan Useneu vseussyeglulssimanguaindnanainglsy Felinis

Y

a wa 1

UtRnmngringindheiniesdeunndvasannimglsy (EU Directive) uaglasuinieanang CE wialvld
NiEDTUTBINTIEAINTE 1 Y5e 2 NInluutlsde EC Certificate wag/130 EC Declaration of Conformity
AlwazBoanude 5 (1) uar (2) wazdidalununergfuntidosuseanisue dwsunsdiiila seyeny
msl4EC Certificate %30 EC Declaration of Conformity feseanunudiliiiuz U tuusiufieannilsde

7. nilsdedusoimsuienude 1 v3e 2 w3e 6 Mildsuadu nsdildannsaldsuaduld Tildduun
vowisdafuatiuifidiusesgniadlneninssuiioonudsdetusesiu vienhenuvessy vioneau
YoLoNYUTINIENUYBIIFTUTes rientinaulumIiuan (notary public) nsdifideasduifeafuainy
ndesasduniisdeduatulildfuatiuniiy visliuansuatiuiflensnsvde Ui

8. nsdivtivdesusesnsveidunuessamaildlynwdnge Wdaidudaiduniwine
nien1w1dinge lagnitssruvesiguientisauvesenvuiidiiugsionisuvaienarsiiy
wasgvanalszmdalne wisiinisulailunwdinguniofusasnnugndeswesruuainuiieauy

panvitlade mhenuigrenlsemagsanviideiuses MiemhsnulenuNIZNUVBIIFIUTeN

O - a . o po

14.MUNEDIUTDITTUUANINATTNEAR (GMP or Quality System Certificate)
mundnnIsvanseslownndliwuuntidesusasnuninnisuaniasaiisunmdsuaduiioaniag

MUYy iTentieaususes (Certified Body) 39d1UNUAMENTINNITEIMITUAZE TIaAIIT

AR LATUNTTTUTDITEUUAMAINIUNITHENMINLIATTIUNTHEAN L TEUUAMAINNTHEN 08191 T1a8EN9

D) N

9
(1) eNLNUIILaEITNIINAIUNITHARLATEINBULWNEY (Good Manufacturing Practices) 13U Thai
GMP %39

(2) FeUUMIIANITAMNIN (Quality Management System) 1uISO 13485:2016%50
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(3) tnaurduvesrULAUTisumT (1) %38 (2) Fdldfumnufiuseuandunnuanenssunis
9IMTHhALY

UBNNLARIITITEUUAMN NN TNEAM LRI AT nifsdeduTesssuunun A SHERFeal
swazBuadseluil

(1) %ai{wﬁm UsENaU ¥38UT9] wazanuTing

(2) vouty Usziam vizeviinveaaieailownmdfinan

(3) 919N TIUTITTUUAMNINNSHART S TTnany Tunsdlfilufifmusnaisyyl wideiuses
Foseeninudilaiiiu 2 U duuifuiieanvide

nsdtllannsaldfuatuld Wlddiumemiide fusesnunmsudnadesiiounme fuatuiild

(%
CA - Y

Susesndedlagniisnuiioanvtiideusedtiy Mieniguedsy Mseniiguveen U NIeY
Y93355UT09 visonnUlumSWUAN (notary public) nsaliiteasdeinedtuaiiugnievesduimviisde
AuauuUlRlgRuaUUWNTY %150 MAkEAIRURTUNBDNNTASIEDULNLLAL
] @ d' a [ 6 a a o 41' % |

e19l3MY UTeMANTEnIIasnsnge 15e9 nindueinsalagnglslinvlindaiieunladounnsos
YOIRINT WAl 2562 Mvualignandeslasun1siuTasszuuRmnluNSHERMUTANIN e kAL IENTNA
Tuntsudniasesliouwnnd (Good Manufacturing Practices; GMP) 141 Thai GMP #3858UUN1S9ANIS
AN (Quality Management System) 1 1SO 13485:2016 %i3011ASIUNANINMUIIKALIBNTNRALUNS

NAMENUDY Pharmaceutical Inspection Co-operation Scheme (PIC/S)

15. MisHaiuT0IANFINARDIYRINENNUINIINENEAVTOLI1 VR INEATMIN (Declaration
of conformity)

Tuuunifsdesusosnnuasnndes (declarations of conformity) AunnsgIududufisonsui
duanvioiirvesmdnduminnlddunandusinialesglsinviadaiieudludounnsosvesianis

SYALDYAMIUNIANUIN 11- 13

16. WI9A2UBUTIUIANINVDINANS U AL UAILNUY (Letter of authorization for

authorized representatives)
Iuumladeuaus1u1aand wean s uailidusunu (Letter of authorization for authorized

representatives) S188ELBUANUAIANLIN 8
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D.

ad o o yQy [ = a dg! [ v Y
17. 3591818 NS AALENTNILAZNITVINVDULEINAATUN18UAINTT LY (a13)

seyIsmsvhane msviliduanimuaznisvinveadeiiindunendanistd munguansesylily

QANNY3LENANSANNULATDITDLNNE

18. 579A159U 9 MtNeatasnuiATasiiaunng

onlaifl Tvisgydn lad
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unii 5
unauuazdalauauuy

unagl

uilRnUszmealned nsifuquandniasinsalsenglsinviiadnfififngussasddmniuudle
founniesesimidlasnafiuiiantu “o1” Tnsdinendu¥utunsfoundesusidenan el
AAAHBINIUNITAIVANAITAITUQLAYBINGUUTEINABLTIY niuUseinaglsy uazandgaiusng
fimuguiduedesdiownmd drinnuanznssunsemsuazendsliinisuiuasumsiiuguandn s
nnloenglsinviiadaiiloutlutiounnseswesioiidasnafinznasan ‘e Wy “iedoslounnd”

asiiufuiiddiutsznevveansalasnglsinduiiden esanidednatveda 15y

a a

< [y S 1 = N (B Y a v 53 = 1 a Y 1
Lﬂu%’liﬂ/msLUﬁiill“U’m HANBEUZYAYU UATIUNUN illﬂaiﬁmﬂﬂ'ﬁLLW VL@JG]@Q@JNGVI@E@UﬂE]UQ@LSU’Vi'Nﬂ’]EI
IS a a

I3 v v & Y = = wa a ada v X o
LﬂUVL'Qu@ﬂ@LEJuVL@quQQ 2 Qmﬁ@iU@m@Qﬂiﬁl@ﬁl’]QIiummﬁﬂiﬂigﬂmﬁﬂqwLLagﬂﬁqNUaamﬂﬁl VUNAUTUIN

auMA modulus 5EAUNSUTUUT 313U cross-linked wag uncross-linked veinsalaenglstin sedunis

(%
o o

AnguL
f a o o« a a o A o ] a v v & a4 oA cal v

vuztinandaeininlagnglsinviia@aieudludeunnsesasimvidaduniedlounmd idosve
BUAINSEUTDLUAINNUTENIANTENTIEATITUAY 1504 nIaleenglstinviindaiieudladounnsesves
Ravia e, 2562 lnennefandndasindnsalaeglsiinvsoladoulaaglsiumduansdAgnldan
FellTnguszasndmiuvunladaunnsesvesimidlagnisiiudiuins Jaannsdouaniulsenounsnin
e wandueiandueinsalaeglsinuiindaiteun lutounnsesesiiviioawiesonalsdmsy
gud1veayyInAIesllownndluguiuu Common Submission Dossier Template (CSDT) tiVouanE <

AN Usvdnana wavauUasnsievainangoue

UalauaLug
1. 1lesarnnisimmIoutenaisnisdudivesyyinluguuuy Common Submission
Dossier Template (CSDT) LileUszifiunmnn UseAnsuna uazmnuvasadvvesndniue luisinded
Auszneunslinsuimsdesdawssuenasiudnuala Faduasbinmuawuiniansdamseendals
iiornudnaudedusznaunislunisinnieuionaisve andndsinsalosglsinuiadaiiiondly
founmsasvosiiavils IneBanusnsgiu waen1sfuasesiuilnafivanyauduussmalne fuielud
(1.1) nsAnwneunIAaeIneAain (Pre-clinical studies)
(1) Toyan1snAaauUNIMIUN18nIN (pre-clinical physicattest)ﬁﬂﬁxﬂaué’w

nnUsrasd F5ALTNNTT HaN1TVAFBY LazunasuvesiIvemaniaaAgIfuN1SANEINIRIUNENIN
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gaaadosiounnduazdiuusznou (components) vow3aslownmg wu A1 pH, mnududuves
nsnlagglstin (Hyaluronic acid), A31atduduvedlaiau (Lidocaine concentration), A15U2LEN
(swelling), LLiQé’@%ugiJ (Extrusion force), cross linker ﬁmﬁaagj (Residual cross linker), Aauaud#nIg
I#ta (Rheological properties), ﬂiﬂiamqiiﬁﬂﬁaiz (Free Hyaluronic acid) 53183 physical test 484
nszuendnuazidude
(2) Foyanismaasuuiriuldmedanmm (biocompatibility tests) vasansildlunis

wanndndnsinsnleeglsdnuiadaieuiluteunnsssvesiavdanmundnnisveaaiosdeunndsiosd]
mManeaouANi Ul nveandnsarinsalesglsinindafieutlateunnsowostavlan
U1m337U 1SO 10993-1:2018 Biological evaluation of medical device -Part 1 : Evaluation and Testing
mnTanilivilinanismaasuiinnuunndsedsfidodfy desuanuasseazidoavesiandandtn
wouuuudayafieieianamaasy wanismeaeu uaznsinTesidoya laedvhdefidesinindl Ao

(1) mudufivsowwaa (Cytotoxicity)n1uu1msgu 1SO 10993-5:2009 Biological
evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

(2) arulasianismouausy (Sensitization)n11UN1ATFIU 1SO 10993-10:2010
Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization

(3) n1ssgATgLABY (Irritation) MIUNIATFIU 1SO 10993-10:2010 Biological

evaluation of medical devices - Part 10: Tests for irritation and skin sensitization M%@Uﬁﬁ%ﬂ?ﬁ

AnTuiisuldfinmids (intracutaneous reactivity)

@ audufiwdsunduseszuuiag lWlugiene (Acute Systemic Toxicity)
AINUIMTZIU 1SO 10993-11:2017 Biological evaluation of medical devices — Part 11: Tests for
systemic toxicity

(5) Arandufivwuuiagods (Subacute/Subchronic Toxicity) #1uu19351U 1SO
10993-11:2017 Biological evaluation of medical devices — Part 11: Tests for systemic toxicity

(6) A duiiwneaniieiugnssy (Genotoxicity) MUNINTFIU 1SO 10993-3:2014
Biological evaluation of medical devices — Part 3: Tests for genotoxicity, carcinogenicity and
reproductive toxicity

(M) M358ed (Implantation) MuUIASFIU 1SO 10993-6:2016 Biological evaluation of

medical devices — Part 6: Tests for local effects after implantation
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(8) n15AvuEL3 e (Carcinogenicity) A11N1A 3374 15O 10993-3:2014 Biological
evaluation of medical devices — Part 3: Tests for genotoxicity, carcinogenicity and reproductive
toxicity

(9) wansynuiifineidenlusnanie (Hemocompatibility) ANuNATEIL ISO 10993-0:2017
Biological evaluation of medical devices — Part 4: Selection of tests for interactions with blood

(10) Aandufiwiuuisess (Chronic toxicity) AMuIRSgIY 1SO 10993-11:2017
Biological evaluation of medical devices — Part 11: Tests for systemic toxicity
(11) nMsnageuasinlsiau (Pyrogenicity)

uaﬂmﬂﬁé’faqa‘jﬁi’fa%amswmaa‘ummLi’hﬁ’ulﬁmﬁnmw (biocompatibility tests) vaadsiay
nszuandnen ilesanimsdudiatunsalasnglsinmedon Tneivdoidostavidal fo
(1) mudufivsowwaa (Cytotoxicity)n1uu1nsgu 1SO 10993-5:2009 Biological
evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity
(2) arulasianisnouausy (Sensitization)m1uN1ATFIU 1SO 10993-10:2010
Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization
(3) n1ssgATgLABY (Irritation) MIUNIATFIU 1SO 10993-10:2010 Biological

evaluation of medical devices - Part 10: Tests for irritation and skin sensitization M%@Uﬁﬁ%ﬂ?ﬁ

AnTuiisuldfinmids (intracutaneous reactivity)
(3) UyANINARBUAIIUAIANIN (stability)

NANITNAFBUAINUAIFNTIN (stability)LﬂuIUmmCH Guideline for Stability Testing of
New Drug Substances and Products %38 ASEAN Guideline on Stability Study of Drug Product

(8) Fogansmaaountsviiliuamainide (Sterility test)

(1) ':twazLSEJmJaamim’;aaaummQﬂéfawaqmiﬁﬂ%ﬁﬁmm%mﬁmﬁu (initial
sterilization validation) il swﬁamsmaaumﬂ%mm%@@ﬁuw%éuuwémﬁmeﬁ (bioburden testing)
nsnaaeuasinlsiau (pyrogen testing) nsnagevasivanaenmsilisAanide (testing for
sterilant residues) (§131) kAEN1T ATIVHBUAIUYNABIVBINITUTTY (packaging validation) mnlalavi
mInssaeuAugniesasmmhliunanndeifeudesesuiemema g wu matudvelng
é’NSqmimaﬁmaummgﬂé’awmmiﬁﬂﬁﬂmmmL%@ (sterilization validation) luiA3esflounndau
FesasunewmaNaraIn1sedsithunyszgndldtuiedesilounndfidudive wieuluunan1snsiadey
Argneias vasmsviliumAnieidasiu (initial sterilization validation report) vadiAiasilounme

a

v
RANON
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() mé’ﬂgmLLammimaﬁ]aaummgﬂé]’aqs{fﬁ (revalidation) a8nasipLileauaInTzUILNNT
U599 wanszUIUMTlTUTIAINTe

(3) 918A21B8ATDINITNTIVEBUAINNYNABY (validation) AITUTENOUMELTEN1INTIVEBY
Argndies fildssdumssensunamsvhliusieanide (Sterility Assurance Level, SAL) anasg1uifld
ATIRADUANIUYNADY 1¥U 1SO 11135, 1SO 11137, AsgULASY s ENEe (Sterilization protocol)
faenndeanuumsguiiszyly wieunaazunnsnTIaeumNgnsios

(8) msnegoumsidrurssdesiounmdnginsinliusiaande (post-sterilization)

(5) mnansildlunsiliunmndeduivterlifnasfivandie (toxic residues)
(19U ethylene oxide 1ANAT9) FBIUUUNANITNAGOUKALIZNITNAGRY LTlouanIIMALaSaAY
AsTUIMTIRUT ALY aﬁﬁiﬁ’ﬂumw‘fﬂﬁﬂimmﬂLs??aw‘%amiﬂwﬂﬁ’magﬂuizﬁuﬁaam%’ﬂm

(1.2) nanguneaddin (Clinical Evidence)

Aeaiin1susziliunendinlagdavinlugukuuressgaunsuseiiunienain Clinical
Evaluation Report 14 UIN1IYDI MEDDEF 2.7/1 Revision 4 ‘?jﬂ .91 GUIDELINES ON MEDICAL
DEVICES CLINICAL EVALUATION: A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES UNDER
DIRECTIVES 93/42/EEC and 90/385/EEC #50ULUIN19U89 GHTF/SG5/N2R8:2007 (The Global
Harmonization Task Force Study Group 5 Clinical Evaluation) %ﬂ’fjf\]ﬁ;ﬁ'umgauiﬂlﬂu IMDRF MDCE
WG (PD1)/N55 (International Medical Device Regulators Forum Medical Device Clinical Evaluation
Working Group) TngUsziiuainuszauni1sainistdnisaadn (clinical experience) UaINan AU
nsnlsenglsinuindaiieutladeunnieswesimisaiafefundondnondstu uiensAnuidenis
Aaln (clinical investigation) ﬁﬂﬁﬁamummgm ISO 14155: 2011 Clinical investigation of medical
devices for human subjects - Good clinical practice %38 Annex 8 U89 ASEAN Agreement of Medical
Device Directive

(1.3) mﬁmeﬁmwmﬁmmmmmgm ISO 14971:2007 Medical Devices - Application

of Risk management to Medical Devices %38 ISO 14971:2019 Medical Devices - Application of Risk
management to Medical Devices

Tunsudniedosflounmd desfinisuseiiunnudsanasnindnsiinvesadosiliownmng
Wisuivdszloviveandeailounmd TngdesUfoRniuunnsgiu 1SO 14971:2007 Medical Devices -

Application of Risk management to Medical Devices
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(1.4) M33usesszuununmlunsHaRmuvdninaeiLay IS s lunskanedsilaunnd
(Good Manufacturing Practices; GMP) #3838UUN153AN15AMAIN (Quality Management System) 191
ISO 13485:2016 , Thai GMP wag PIC/S

luusemiansensisansisaay Sesnsalaenglsinvlndaiieusladeunmsasesionils

¥ muninsgruililunisiusesssuvguninlunsndandasuinsalseglsinvdndailondly

Founnsosvasiionis mundnnasiuazisnsialunisnaniasesilewnnd (GMP) 15U Thai GMP %30
JPUUNNTIANITAMAIM (Quality Management System) 1y 1SO 13485:2016 %38 PIC/S

2. msinmsUsznduiuligafiduiadesiundnfusidnan Wy uwnd Ussvu asnsae

Fandn fuszneunsnanviedndt tudu nswiisafunisuiuivasunisiifuguanan faei

nsnlaenglsineiindniioudladeunnissuasioniis :n “o1” Wy “iedeslounme” wieliaunsaufifny

ngvanenieItesliegigndes
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5. unaguieafuieiosilounmd (executive summary)

o, vdnnsdRmAeiuauUaeafouazanssaurnsiuteaiosdewnne uagisnis
finanafanuaenndos (Essential Principles of Safety and Performance of Medical Device and
method used to demonstrate conformity)

. Twazniuniaesdiownmd (device description)

2o Snvneihly wazndnnnsyieu (device description and features)

<l Inguszasnsly (intended use)

.o UaUsld (indications)

c.@ onsld (instructions for use)

=.¢ 3mafAushw (storage condition)

zo 919Nl (shelf life) (i)

.o Tovwld (contraindications)

c.c  ANFBU (warnings)

.« UIAITILII (precautions)

c.00 NavuluisUszasrannsly (potential adverse effects)

200 NMISNITIEMLTendy (alternative therapy)

®.0b ﬁﬁEJazL?)EJﬂLLazamﬁﬁmaﬁaﬂﬁ%’waw%LﬁudauﬂizﬂawaaLﬂ%laﬂﬁaLLW‘mET
(materials)

2.om Tafmunamzdy 9 fiAzrtos (other relevant specifications)

c.0c foyasearidundu q (other descriptive informations)

& LNANTATUNIINIUADUKALNITATIVABUAINYNABIVBINITBBNIUY (summary of

design verification and validation documents)

wo. 87N wazlenasituasasfiownns (device labeling)

0o, MIWATIZRAUEES (risk analysis)

eb. ﬁi’faa‘ﬂamiwﬁm (manufacturer informations)

oen. MIEBSUTBINNSUY (certificate of free sale)

oc. NNFRTUTDITFUUANAINNIINEGS (GMP or quality system certificate)

o&. NHTUTRINNUARANTDIVBINAASUTIINFHENNTOIIVBIHARS M (Declaration
of conformity)

oo. NldaNaUs1UIINI1veIHARSuIlTuF LU (Letter of authorization for
authorized representatives)

0. Fan1svhans msvilauanmuaznsvinvendeiistuniondanisly (&)

oc. T18MIIU 9 Mierdesiunsosdiownne

NUEWe © @IMTUTE b 19 U9 or  LWkAAITIEAZLBUALALLUUIDNANTUSENOY
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finanafennuaonnded (Essential Principles of Safety and Performance of Medical Device and

method used to demonstrate conformity)
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5. wandunnsesiownng (device description)
bo  Anvazihly wazndnnsieu (device description and features)
ol IngUszadn1sly (intended use)
o.an VUl (indications)
. Auuzingld (instructions for use)
o.& MSNUShY (storage condition)
oo 18N (shelf life) (6n3)
o.e Uyl (contraindications)
o.@  ANLADU (warnings)
. UIAITITII (precautions)
o.00 NavulUfisUsyasnannisld (potential adverse effects)
boe MISnWIFemMadendy (alternative therapy)
0.0 31aamﬁamLLazamﬁ’ﬁmaﬁa@ﬁ%’maw%L{‘Judawigﬂawmm%qﬁauwmé
(materials)
b.om TofMuARIAY 9 fAuIdod (other relevant specifications)
.0« foyasearidundu q (other descriptive informations)

o LBNANTATUNIINIUADULALNITATIVADUAINYNABIVBINITBBNLUU (summary of
design verification and validation documents)
<. aannuazienasfiuiIasiiounme (device labeling)
& AFIATIZRAILEES (risk analysis)
®0. Gi’faaﬂaﬁliwam (manufacturer informations)
o0, MIIFRTUTBIANUABAARDIVBINANSUNINENENVTLI1VBINEN TN (Declaration
of conformity)
olo. Tamsvhany nsvilrauanmuarnsvinvedeiniuniendanisly @i
oo, 918M158U 9 TRerdastuindesiiounnsd

AT oo JEuFve

nuewe : Smiule & e 9o om WkanITgazidealagluulenaTUTENeY
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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, [name of Product Owner], as the Product Owner, hereby authorize [name of
Registrant], 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 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 requirements of the Medical Device
Act B.E. 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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(Essential principles of safety and performance of medical devices)

Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
General Requirements
1. Medical devices shall be designed and manufactured in such a way Yes - 1ISO 13485:2016 Certificates No. xx-xxx

that, when used under the conditions and for the purposes intended
and, where applicable, by virtue of the technical knowledge, experience,
education or training of intended users, they will not compromise the
clinical condition or the safety of patients, or the safety and health of
users or, where applicable, other persons, provided that any risks which
may be associated with the use of the medical device for its intended
purpose constitute acceptable risks when weighed against the intended
benefits to the patient and are compatible with a high level of

protection of health and safety.

Medical devices-Quality
management systems/

Thai GMP/ PIC/S

- 1SO 14630:2012 Non-active
surgical implants- general
requirement

- [EC62366-1:2015 Medical
devices Application of
usability engineering to MDs
- 1SO 14971:2007 Medical

devices-Application of risk

Certificates No. xx-xxx

Usability Memo No. xx-

XXX

Risk Management Report

NO. XX-XXX
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
management to medical
devices
- MEDDEV 2.7/1 ¥i38 GHTF | Clinical evaluation report
739 1SO 14155:2011 Clinical | No. xx-xoex
investigation of medical
devices for human subjects
- Good clinical practice
(if any)
2. The solutions adopted by the product owner for the design and Yes - 1SO 13485:2016 Certificates No. xx-xxx

manufacture of the medical devices shall conform to safety principles,
taking account of the generally acknowledged state of the art. In
selecting an appropriate solution for the design and manufacture of a
medical device so as to minimize any risks associated with the use of the
medical device , the product owner shall apply the following principles:
e identify any hazard and associated risk arising from the use of the
medical device for its intended purpose, and any foreseeable misuse of
the medical device,

e eliminate or reduce risks as far as reasonably practicable through

inherently safe design and manufacture,

Medical devices-Quality
management systems/
Thai GMP

- 1SO 14971:2007

Medical devices-Application
of risk management to

medical devices

Risk Management Report

NO. XX-XXX

Certificates NO. xx-xxx
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
e if appropriate, ensure that adequate protective measures are taken, - 1SO 14630:2012 Non-active
including alarms if necessary, in relation to any risk that cannot be surgical implants- general Usability Memo No. xx-
eliminated, and requirement -
e inform users of any residual risks. IEC62366-1:2015 Medical
devices Application of
usability engineering to MDs
- US¥MANSENTIENE150UG 2a1nNvIBLeNa13AU
5oq ﬂi@l@ﬂ’@lﬁﬁmﬁﬁmamﬁa ASasilaunne
Al oUNNIBIVRIRINTY
.. 2562
3. Medical devices shall achieve the performance intended by the product Yes ISO 13485:2016 Certificates No. xx-xxx

owner and be designed, manufactured and packaged in such a way that
they are suitable for one or more of the functions within the scope of the

definition of a medical device.

Medical devices-Quality
management systems/

Thai GMP

- 1SO 14630:2012 Non-active
surgical implants- general

requirement

Certificates NO. xx-xxx
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Essential Principal

Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

- IEC62366-1:2015 Medical
devices Application of
usability engineering to MDs
- 1SO 14971:2007 Medical
devices-Application of risk
management to medical

devices

Usability Memo No. xx-

XXX

Risk Management Report

NO. XX-XXX

Clinical evaluation report

NO. XX-XXX

Packaging validation
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Essential Principal

Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

- MEDDEV 2.7/1 %38 GHTF
%30 1SO 14155:2011 Clinical
investigation of medical
devices for human subjects
- Good clinical practice

(if any)

- 1SO 11607-1:2006/A1:2014
Packaging for terminally
sterilized medical devices
— Part 1: Requirements for
materials, sterile barrier
systems and packaging

systems

4. The characteristics and performances referred to in Clauses 1, 2 and 3
shall not be adversely affected to such a degree that the health or safety
of the patient or the user and, where applicable, of other persons are
compromised during the lifetime of the medical device, as indicated by

the product owner, when the medical device is subjected to the stresses

Yes

- 1SO 13485:2016
Medical devices-Quality
management systems/
Thai GMP

- 1SO 14971:2007

Certificates No. xx-xxx

Risk Management Report
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?

which can occur during normal conditions of use and has been properly Medical devices-Application | No. xx-xxx

maintained and calibrated, if appropriate, in accordance with the product of risk management to

owner’s instructions. medical devices
- ICH Guideline for Industry | Stability report No. xx-xxx
Stability Testing of New
Drug Substances and
Products %50 ASEAN
Guideline on Stability Study
of Drug Product
- USEMIANTEIT 51 T0UE aanvEeLeNdIiy
Fos nanleenglstinviladnuiie \3osdlounme
AT oUNNTBIVRIRINTY
.4 2562

5. The medical devices shall be designed, manufactured and packed in | Yes - 1ISO 13485:2016 Certificates No. xx-xxx

such a way that their characteristics and performances, when it is being
used for its intended purpose, will not be adversely affected during its
transport and storage, if the transport and storage is carried out in

accordance with the instructions and information provided by the product

owner.

Medical devices-Quality
management systems/
Thai GMP

Good Distribution Practice

Packaging validation
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Essential Principal

Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

- 1SO 11607-1:2006/A1:2014
Packaging for terminally
sterilized medical devices
— Part 1: Requirements for
materials, sterile barrier
systems and packaging
systems

- ICH Guideline for Industry
Stability Testing of New
Drug Substances and
Products %39 ASEAN
Guideline on Stability Study
of Drug Product

- Transportation test
method

Stability report No. xx-xxx

Transportation test

6. The benefits must be determined to outweigh any undesirable side

effects for the performances intended.

Yes

- 1SO 14971:2007
Medical devices-Application
of risk management to

medical devices

Risk Management Report

NO. XX-XXX
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
- MEDDEV 2.7/1 %39 GHTF Clinical evaluation report
%30 1SO 14155:2011
Clinical investigation of
medical devices for human
subjects - Good clinical
practice (if any)
7. Medical devices shall require clinical evidence, appropriate for the use Yes - MEDDEV 2.7/1 %39 GHTF Clinical evaluation report
and classification of the medical device, demonstrating that the medical #59 1SO 14155:2011 NO. XX-XXX
device complies with the applicable provisions of the essential principles. Clinical investigation of
A clinical evaluation shall be conducted. medical devices for human
subjects - Good clinical
practice (if any)
Design and Manufacturing Requirements
8. Chemical, physical and biological properties
8.1 The medical devices shall be designed and manufactured in such a Yes - 1ISO 13485:2016 Certificates No. xx-xxx

way as to ensure the characteristics and performance requirements
referred to in Clauses 1 to 6 of the 'General Requirements' are met.

Particular attention shall be paid to:

Medical devices-Quality
management systems/

Thai GMP
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Essential Principal

Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

e the choice of materials used, particularly as regards toxicity and, where

appropriate, flammability,
e the chemical and physical properties of the material used,

e the compatibility between the materials used and biological tissues,
cells, body fluids, and specimens, taking account of the intended

purpose of the medical device,

e the choice of materials used shall reflect, where appropriate, matters

such as hardness, wear and fatigue strength.

- 1SO 14971:2007

Medical devices-Application
of risk management to
medical devices

- 1SO 10993-1:2018 Preview
Biological evaluation of
medical devices - Part 1:
Evaluation and testing
within a risk management
process

- 1SO 10993-5:2009
Biological evaluation of
medical devices - Part 5:
Tests for in vitro cytotoxicity
- 1SO 10993-10:2010
Biological evaluation of

medical devices Part 10:

Risk Management Report

NO. XX-XXX

Cytotoxicity Evaluation

Report No. xx-xxx

Skin Irritation Evaluation
Report No. xx-xxx
Sensitization Evaluation

Report No. xx-xxx
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
Tests for irritation and skin
sensitization Hydrogen peroxide
- European Pharmacopoeia
8.2 The medical devices shall be designed, manufactured and packed in Yes - 1SO 13485:2016 Certificates No. xx-xxx
such a way as to minimize the risk posed by contaminants and residues Medical devices-Quality
to the persons involved in the transport, storage and use of the medical management systems/
devices and to patients, taking account of the intended purpose of the Thai GMP
product. In minimizing risks, particular consideration shall be given to the - 1ISO 14971:2007 Risk Management Report
duration and frequency of any tissue exposure associated with the Medical devices-Application | No. xx-xxx
transport, storage or use of the medical device. of risk management to
medical devices
8.3 The medical devices shall be designed and manufactured in such a No Device has no medicinal

way that they can be used safely with the materials, substances and
gases with which they enter into contact during their normal use or
during routine procedures; if the medical devices are intended to
administer medicinal products they shall be designed and manufactured

in such a way as to be compatible with the medicinal products

product used with.
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
concerned according to the provisions and restrictions governing these
medicinal products and that the performance of the medicinal product
is maintained in accordance with the intended purpose of the medicinal
product.
8.4 Where a medical device incorporates, as an integral part, a substance Yes - 1SO 13485:2016 Certificates No. xx-xxx
which, if used separately, may be considered to be a medicinal product Medical devices-Quality
as defined in the relevant legislation that applies and which is liable to act management systems/
upon the body with action ancillary to that of the medical device, the Thai GMP
safety, quality and performance of the medical device as a whole shall be - 1ISO 14971:2007 Risk Management Report
verified, as well as the safety, quality and efficacy of the incorporated Medical devices-Application | No. xx-xxx
substance in relation to the intended purpose of the medical device. For of risk management to
the purposes of this paragraph, “medicinal product” medical devices
includes any stable derivative of human blood or human plasma. - European Pharmacopoeia
8.5 The medical devices shall be designed and manufactured in such a Yes - 1ISO 13485:2016 Certificates No. xx-xxx

way as to reduce as far as reasonably practicable and appropriate the risks

posed by substances that may leach or leak from the medical device.

Medical devices-Quality
management systems/

Thai GMP
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?

- 1SO 14971:2007 Risk Management Report
Medical devices-Application | No. xx-xxx
of risk management to
medical devices

8.6 Medical devices shall be designed and manufactured in such a way as Yes - 1ISO 13485:2016 Certificates No. xx-xxx

to reduce as far as reasonably practicable and appropriate risks posed by Medical devices-Quality

the unintentional ingress or egress of substances into or from the medical management systems/

device taking into account the nature of the environment in which the Thai GMP

medical device is intended to be used. - 1ISO 14971:2007 Risk Management Report
Medical devices-Application | No. xx-xxx
of risk management to
medical devices
- European Pharmacopoeia

9. Infection and microbial contamination

9.1 The medical devices and manufacturing processes shall be designed Yes - 1SO 14971:2007 Risk Management Report

in such a way as to eliminate or to reduce as far as reasonably

NO. XX-XXX
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Essential Principal

Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

practicable and appropriate the risk of infection to any persons. The
design shall:

e allow easy handling, and, where necessary:

e reduce as far as reasonably practicable and appropriate any microbial

leakage from the medical device and/or microbial exposure during use,

e if appropriate, minimizes contamination of the medical device, or
specimen where applicable, by the patient, user or other person, or

contamination of the patient by the medical device, during its use.

Medical devices-Application
of risk management to
medical devices

-1SO 11737-1:2018
Sterilization of health care
products — Microbiological
methods — Part 1:
Determination of a
population of

microorganisms on products
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Essential Principal

Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

- 1SO 17665-1-2006 1SO
17665-1:2006

Sterilization of health care
products — Moist heat —
Part 1: Requirements for the
development, validation
and routine control of a
sterilization process for
medical devices

- 1SO 11607-1:2006/A1:2014
Packaging for terminally

sterilized medical devices
— Part 1: Requirements for
materials, sterile barrier
systems and packaging

systems
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
9.2 Where a medical device incorporates substances of biological origin, No Device does not incorporate
the risk of infection must be reduced as far as reasonably practicable substances of biological
and appropriate by selecting appropriate sources, donors and substances origin.
and by using, as appropriate, validated inactivation, conservation, test
and control procedures. This may not apply to certain IVD medical
device if the activity of the virus and other transmissible agent are
integral to the intended purpose of the IVD medical device or when such
elimination or inactivation process would compromise the performance
of the IVD medical device.
9.3 Products incorporating non-viable tissues, cells and substances of No Device does not incorporate

animal origin falling within the definition of a medical device, shall
originate from animals that have been subjected to veterinary controls
and surveillance adapted to the intended purpose of the tissues. The
product owner is required to retain information on the geographical
origin of the animals. Processing, preservation, testing and handling of
tissues, cells and substances of animal origin shall be carried out so as to
provide optimal safety. In particular, safety with regard to viruses and

other transmissible agents shall be addressed by implementation of

non-viable tissue, cells and

substances of animal origin.
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
validated methods of elimination or inactivation in the course of the
manufacturing process. This may not apply to certain IVD medical device
if the activity of the virus and other transmissible agent are integral to
the intended purpose of the IVD medical device or when such
elimination or inactivation process would compromise the performance
of the IVD medical device.
9.4 For products incorporating cells, tissues and derivatives of microbial Yes European Pharmacopoeia

or recombinant origin falling within the definition of a medical device,
the selection of sources/donors, the processing, preservation, testing and
handling of cells, tissues and derivatives of such origin shall be carried
out so as to provide optimal safety. In particular, safety with regard to
viruses and other transmissible agents shall be addressed by
implementation of validated methods of elimination or inactivation in
the course of the manufacturing process. This may not apply to certain
IVD medical device if the activity of the virus and other transmissible
agent are integral to the intended purpose of the IVD medical device or
when such elimination or inactivation process would compromise the

performance of the IVD medical device.
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Essential Principal

Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

9.5 For products incorporating non-viable human tissues, cells and
substances falling within the definition of an IVD medical device, the
selection of sources, donors and/or substances of human origin, the
processing, preservation, testing and handling of tissues, cells and
substances of such origin shall be carried out so as to provide optimal
safety. In particular, safety with regard to viruses and other transmissible
agents shall be addressed by implementation of validated methods of
elimination or inactivation in the course of the manufacturing process.
This may not apply to certain IVD medical device if the activity of the
virus and other transmissible agent are integral to the intended purpose
of the IVD medical device or when such elimination or inactivation

process would compromise the performance of the IVD medical device.

No

Device does not incorporate
non-viable human tissues,

cells and substances.

9.6 Medical devices labeled as having a special microbiological state
shall be designed, manufactured and packed to ensure they remain so
when placed on the market and remain so under the transport and

storage conditions specified by the product owner.

No

Device does not have a

special microbiological state
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
9.7 Medical devices delivered in a sterile state shall be designed, Yes - 1SO 17665-1-2006 1SO

manufactured and packed to ensure that they remain sterile when
placed on the market and remain sterile, under the transport and

storage conditions indicated by the product owner.

17665-1:2006

Sterilization of health care
products — Moist heat —
Part 1: Requirements for the
development, validation
and routine control of a
sterilization process for
medical devices

- 1SO 11607-1:2006/A1:2014
Packaging for terminally
sterilized medical devices
— Part 1: Requirements for
materials, sterile barrier
systems and packaging
systems

- 1SO 14644 -1:2015
Cleanroom and associate
controlled environments -
Part 1: Classification of air

cleanliness
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Essential Principal

Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

- 1SO 14644 -1:2015
Cleanroom and associate
controlled environments -
Part 2: Specifications for
testing

and monitoring to prove
continued compliance with
ISO 14644

9.8 Medical devices labeled either as sterile or as having a special
microbiological state shall have been processed, manufactured and, if

applicable, sterilized by appropriate, validated methods.

Yes

- 1SO 17665-1-2006 1SO
17665-1:2006

Sterilization of health care
products — Moist heat —
Part 1: Requirements for the
development, validation
and routine control of a
sterilization process for

medical devices

Sterilization validation

report No xxx

9.9 Medical devices intended to be sterilized shall be manufactured in

appropriately controlled (e.g. environmental) conditions.

No

Device sold as sterilized
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
9.10 Packaging systems for non-sterile medical devices shall keep the No Device sold as sterilized
product at the level of cleanliness stipulated and, if the medical devices
are to be sterilized prior to use, minimize the risk of microbial
contamination; the packaging system shall be suitable taking account of
the method of sterilization indicated by the product owner. The medical
device shall be produced in appropriately controlled conditions.
9.11 The packaging and/or label of the medical device shall distinguish No No device placed on the
between identical or similar products placed on the market in both sterile market in both sterile and
and non-sterile condition. non-sterile condition
10. Manufacturing and environmental properties
10.1 If the medical device is intended for use in combination with other Yes ISO 14971:2007 Risk Management Report

medical devices or equipment, the whole combination, including the
connection system shall be safe and shall not impair the specified
performance of the medical devices, or equipment with which it is used.
Any restrictions on use applying to such combinations shall be indicated

on the label and/or in the instructions for use.

Medical devices-Application
of risk management to
medical devices

- U3gNIANIgNTNENs1I0E

d' a a a d'
1504 ﬂi@iaaﬁqiiuﬂ%umawa
WA Y BUNWS DIV
N.A. 2562

NO. XX-XXX

AANWALLDNAITNINY

a4 3
LATDNUBDLLNNY
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
10.2 Medical devices shall be designed and manufactured in such a way Yes ISO 13485:2016 Certificates No. xx-xxx

as to remove or reduce as far as reasonably practicable and appropriate:
e the risk of injury, in connection with their physical features, including
the volume/pressure ratio, dimensional and where appropriate
ergonomic features;

e risks connected with reasonably foreseeable external influences or
environmental conditions, such as magnetic fields, external electrical
and electromagnetic effects, electrostatic discharge, pressure, humidity,
temperature or variations in pressure and acceleration;

e the risks connected to their use in conjunction with materials,
substances and gases with which they may come into contact during
normal conditions of use;

e the risks of accidental penetration of substances into the medical
device;

e the risk of incorrect identification of specimens;

e the risks of reciprocal interference with other medical devices normally

used in the investigations or for the treatment given;

Medical devices-Quality
management systems/
Thai GMP

- IEC62366-1:2015 Medical
devices Application of
usability engineering to MDs
- 1SO 14971:2007 Medical
devices-Application of risk
management to medical
devices

- MEDDEV 2.7/1 w38 GHTF
%39 1SO 14155:2011 Clinical
investigation of medical
devices for human subjects
- Good clinical practice

(if any)

Usability Memo No. xx-

XXX
Risk Management Report

NO. XX-XXX

Clinical evaluation report

NO. XX-XXX
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
e risks arising where maintenance or calibration are not possible (as with
implants), from ageing of materials used or loss of accuracy of any
measuring or control mechanism.
10.3 Medical devices shall be designed and manufactured in such a way No Device is not intended to
as to minimize the risks of fire or explosion during normal use and in single exposure to or use in
fault condition. Particular attention shall be paid to medical devices association with flammable
whose intended purpose includes exposure to or use in association with substances.
flammable substances or substances which could cause combustion.
10.4 Medical devices must be designed and manufactured in such a way Yes - UTemAN e VT WE 1500 aaNUAZLNA1IAAY
as to facilitate the safe disposal of any waste substances. Ses m@l@m@ﬁﬁﬂsﬁﬁﬂamﬁ@ w3asflounnd
WA U oUNWIBIVININTY
WA 2562
11. Medical devices with a diagnostic or measuring function
11.1 Medical devices with a measuring function shall be designed and No Device does not have

manufactured in such a way as to provide sufficient accuracy, precision
and stability for their intended purpose of the medical device. The limits
of accuracy, precision and stability shall be indicated by the product

owner.

diagnostic or measuring

function.
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Essential Principal Applicable Method of Conformity Identity of Specific

to the Documents
device ?

11.2 Medical devices shall be designed and manufactured in such a way No Device does not have

as to provide sufficient accuracy, precision and stability for their intended diagnostic or measuring

purpose, based on appropriate scientific and technical methods. In function.

particular the design shall address the sensitivity, specificity, trueness,

repeatability, reproducibility, control of known relevant interference and

limits of detection, as appropriate.

11.3 Where the performance of medical devices depends on the use of No Device does not have

calibrators and/or control materials, the traceability of values assigned to diagnostic or measuring

such calibrators and/or control materials shall be assured through a function.

quality management system.

11.4 Any measurement, monitoring or display scale shall be designed No Device does not have

and manufactured in line with ergonomic principles, taking into account diagnostic or measuring

of the intended purpose of the medical device. function.

11. 5 Wherever possible values expressed numerically shall be in No Device does not have

commonly accepted, standardized units, and understood by the users of

the medical device.

diagnostic or measuring

function.

12. Protection against radiation
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Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

12.1 General

Medical devices shall be designed and manufactured and packaged in
such a way that exposure of patients, users and other persons to any
emitted radiation shall be reduced as far as practicable and appropriate,
compatible with the intended purpose, whilst not restricting the
application of appropriate specified levels for therapeutic and diagnostic

purposes

No

Device does not emit

radiation.

12.2 Intended radiation

12.2.1 Where medical devices are designed to emit hazardous, or
potentially hazardous, levels of visible and/or invisible radiation
necessary for a specific medical purpose the benefit of which is
considered to outweigh the risks inherent in the emission, it shall be
possible for the user to control the emissions. Such medical devices
shall be designed and manufactured to ensure reproducibility of

relevant variable parameters within an acceptable tolerance.

No

Device does not emit

radiation.

12.2.2 Where medical devices are intended to emit potentially

hazardous, visible and/or invisible radiation, they shall be fitted, where

No

Device does not emit

radiation.
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Applicable
to the

device ?

Method of Conformity

Identity of Specific

Documents

practicable, with visual displays and/or audible warnings of such

emissions.

12.3 Unintended radiation

Medical devices shall be designed and manufactured in such a way that
exposure of patients, users and other persons to the emission of
unintended, stray or scattered radiation is reduced as far as practicable

and appropriate.

No

Device does not emit

radiation.

12.4 Instructions for use

The operating instructions for medical devices emitting radiation shall
give detailed information as to the nature of the emitted radiation,
means of protecting the patient and the user and on ways of avoiding

misuse and of eliminating the risks inherent in installation

No

Device does not emit

radiation.

12.5 lonizing radiation

12.5.1 Medical devices intended to emit ionizing radiation shall be
designed and manufactured in such a way as to ensure that, where
practicable, the quantity, geometry and energy distribution (or quality) of
radiation emitted can be varied and controlled taking into account the

intended purpose.

No

Device does not emit

radiation.
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
12.5.2 Medical devices emitting ionizing radiation intended for diagnostic No Device does not emit
radiology shall be designed and manufactured in such a way as to radiation.
achieve appropriate image and/or output quality for the intended
medical purpose whilst minimizing radiation exposure of the patient and
user.
12.5.3 Medical devices emitting ionising radiation, intended for No Device does not emit

therapeutic radiology shall be designed and manufactured in such a way
as to enable reliable monitoring and control of the delivered dose, the
beam type and energy and where appropriate the energy distribution of

the radiation beam.

radiation.

13. Requirements for medical devices connected to or equipped with

an energy source

13.1 Medical devices incorporating electronic programmable system:s,
including software, shall be designed to ensure the repeatability,
reliability and performance of these systems according to the intended
purpose. In the event of a single fault condition in the system,
appropriate means shall be adopted to eliminate or reduce as far as

practicable and appropriate consequent risks.

No

Device does not incorporate
electronic programmable

systems.
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
13.2 For medical devices which incorporate software or which are No Device does not incorporate
medical software in themselves, the software shall be validated software.
according to the state of the art taking into account the principles of
development lifecycle, risk management, validation and verification.
13.3 Medical devices where the safety of the patients depends on an No Device is not connected to
internal power supply shall be equipped with a means of determining or equipped with an energy
the state of the power supply. source.
13.4 Medical devices where the safety of the patients depends on an No Device is not connected to
external power supply shall include an alarm system to signal any power or equipped with an energy
failure. source.
13.5 Medical devices intended to monitor one or more clinical No Device is not intended to
parameters of a patient shall be equipped with appropriate alarm monitor one or more
systems to alert the user of situations which could lead to death or clinical parameters of a
severe deterioration of the patient's state of health. patient.
13.6 Medical devices shall be designed and manufactured in such a way No Device does not create

as to reduce as far as practicable and appropriate the risks of creating

Electromagnetic fields.
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
Electromagnetic interference which could impair the operation of this or
other medical devices or equipment in the vicinity where the medical
device is located.
13.7 Medical devices shall be designed and manufactured in such a way No Device is not connected to
as to provide an adequate level of intrinsic immunity to electromagnetic or equipped with an energy
disturbance to enable them to operate as intended. source.
13.8 Protection against electrical risks No Device is not connected to
A medical device shall be designed and manufactured in a way that or equipped with an energy
ensures that, as far as possible, a patient, or any other person is source.
protected against the risk of accidental electric shock when it is installed
and maintained as indicated by the product owner, is being used under
normal conditions of use and in the event of a single fault condition.
14. Protection against mechanical risks
14.1 Medical devices shall be designed and manufactured in such a way No Device does not have
as to protect the patient and user against mechanical risks associated mechanical function.
with the use of the medical device.
14.2 Medical devices shall be designed and manufactured in such a way No Device does not vibrate.

as to reduce to the lowest practicable level the risks arising from
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
vibration generated by the medical devices, taking account of technical
progress and of the means available for limiting vibrations, particularly at
source, unless the vibrations are part of the specified performance.
14.3 Medical devices shall be designed and manufactured in such a way No Device does not emit noise.
as to reduce to the lowest practicable level the risks arising from the
noise emitted, taking account of technical progress and of the means
available to reduce noise, particularly at source, unless the noise
emitted is part of the specified performance.
14.4 Terminals and connectors to the electricity, gas or hydraulic and No Device is not connected to
pneumatic energy supplies which the user has to handle shall be equipped with an energy
designed and constructed in such a way as to minimize all possible risks. source.
14.5 Accessible parts of the medical devices (excluding the parts or areas No Device does not generate

intended to supply heat or reach given temperatures) and their
surroundings shall not attain potentially dangerous temperatures under

normal use.

potentially dangerous
temperatures under normal

use.

15. Protection against the risks posed to the patient by supplied energy or substances

15.1 Medical devices for supplying the patient with energy or substances

shall be designed and constructed in such a way that the delivered rate

No

Device does not supply

energy or substances.
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Identity of Specific
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and/or amount can be set and maintained accurately enough to

guarantee the safety of the patient and of the user.

15.2 Medical devices shall be fitted with the means of preventing and/or
indicating any inadequacies in the delivered rate and/or amount which
could pose a danger. Medical devices shall incorporate suitable means
to prevent, as far as possible, the accidental release of dangerous levels

of energy from an energy and/or substance source.

No

Device does not supply

energy or substances.

15.3 The function of the controls and indicators shall be clearly specified
on the medical devices. Where a medical device bears instructions
required for its operation or indicates operating or adjustment
parameters by means of a visual system, such information shall be

understandable to the user and, as appropriate, the patient.

No

Device does not supply

energy or substances.

16. Active implantable medical devices

16.1 An active implantable medical device shall incorporate, display,
emit or exhibit a code or unique characteristic that can be used to
identify :-

e the type of medical device;

No

Device is not active medical

device.
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
e the product owner of the medical device; and
e the year of manufacture of the medical device.
16.2 The identifier shall be readable without the need for surgery to the No Device is not active medical

person in whom the medical device is implanted.

device.

17. Protection against the risks posed to the patient for medical devices for self-testing or self-administration

17.1 Such medical devices shall be designed and manufactured in such a No Device is not intended for
way that they perform appropriately for their intended self-testing or self-
purpose taking into account the skills and the means available to users administration.

and the influence resulting from variation that can reasonably be

anticipated in user’s technique and environment. The information and

instructions provided by the product owner shall be easy for the user to

understand and apply.

17.2 Such medical devices shall be designed and manufactured in such a No Device is not intended for

way as to reduce as far as practicable the risk of error in the handling of
the medical device and, if applicable, the specimen, and also in the

interpretation of results.

self-testing or self-

administration.
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Essential Principal Applicable Method of Conformity Identity of Specific
to the Documents
device ?
17.3 Such medical devices shall, where reasonably possible, include a No Device is not intended for
procedure by which the user can verify that, at the time of use, the self-testing or self-
medical device will perform as intended by the product owner. administration.
18. Information supplied by the product owner Yes - US¥MANSENT IENEITEUGY AANUAZLNATAAY
The following information shall be provided with a medical device, 3o ﬂi@l@ﬂqﬁiﬁﬁﬂ%ﬁﬂamﬁ@ \A3psilounme
having regard to the training and knowledge of potential users of the uiilviouniesesiamy
medical device: A, 2262
« information identifying the medical device;
« information identifying the product owner of the medical device;
« information explaining how to use the medical device safely
19. Clinical Investigation Yes - MEDDEV 2.7/1 58 GHTF Clinical evaluation report

Clinical investigations on human subjects shall be carried out in

accordance with the spirit of the Helsinki Declaration. This includes every

step in the clinical investigation from first consideration of the need and

justification of the study to publication of the results. Clinical

investigations on human subjects shall be carried out in accordance with

the spirit of the Helsinki Declaration. This includes every step in the

%39 1SO 14155:2011
Clinical investigation of
medical devices for human
subjects - Good clinical

practice (if any)

NO. XX-XXX
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clinical investigation from first consideration of the need and justification

of the study to publication of the results.
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DECLARATION OF CONFORMITY
[To be printed on Company Letterhead of Product Owner or Physical Manufacturer]

We, HYATEMA Co., Ltd, as the Product Owner and 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 and Physical Manufacturer :
Name : HYATEMA Co., Ltd
Address : 65, Dongbaekjungang-ro 16 beon-gil, Gyeonggi-do, Korea
Authorized Representative :
Name : COMMERCE Co., Ltd
Address : 38, Ramindra Road, Kannayao, Bangkok, Thailand
Medical Device(s) :
Hya Plus
Risk Classification :
Class 4 (Surgically invasive — long term use/implant) according to Rule 8 and Rule 13 of
GHTF/SG1/N15/ASEAN Agreement
Quality Management System Certificate:
EN ISO 13485:2016 The Notified body: LL-C (Certification) Czech Republic s.r.o. Certificate No.
873409, Valid from November 10 th 2019 to November 9 th 2022
Standards Applied:
ISO 13485:2016/GMP/PIC/S, ISO 14630:2012, IEC 62366-1:2015, ISO 14971:2007, ISO 10993,
ISO14155:2011, ISO 11607-1:2006/A1:2014, ICH Guideline for Industry Stability Testing of New
Drug Substances and Products, 1ISO 11737-1:2018, ISO 17665-1:2006, ISO 14644
This declaration of conformity is valid from December 19 ' 2020 to December 18 ™ 2025
Authorized Signatory:

Name, Position Date



122

A1ANUIN 12

4

(feagdmsuldnvesndndurivisednanlulsemelny)
(N5eMIWTIUTINIYVOINENSTUNNTORES)
L@ﬂﬁqiLLﬁﬂﬁﬂ'Jqﬁlﬂﬂﬂﬂﬁ'ﬂ\‘l
U3 Snanesnow arin Sadudwessdndusivideduin vesusoriwaniaminsalesnglsinviinga
oudlatounnsesvesianids leen finanafedudieiladnussinnaundninasinisdalszan
wdesiownndiililinssdounnddmiunsitadenitsuenstanenuainudes uazaenndes
wdnnsddiieatuanulasndeuaraussousnsvhauenaiassilownnd mudonnatendeuin

%

A uNUaAAIoslonnng

Fouaziinaveus1vasuansa uazinagnan :

7o : T Snane3na ddn

Tiogu0suan: 555 ouuamval AAIEIU AL, 10600

insaslounne ;

nsnleeglsinviindniouslatounwsosesiiond loen

NFIAYsHANAIAIUELS:

Usztamil 4 auvisninaseii 8 uaz 13

Wilada5Use9TIUUNITINNTISAQININ:

nifsdo¥usesnnnInnisudn (GMP) penlagdtinauanenssunisemsuaze uivifsdesuses
..................... poniletuil 4 fiquiy 2563 nunengiudl 3 fiquiy 2567

wmsguiiale:

ISO 13485:2016/GMP/PIC/S, 1SO 14630:2012, IEC 62366-1:2015, 1ISO 14971:2007, ISO 10993,
ISO14155:2011, ISO 11607-1:2006/A1:2014, ICH Guideline for Industry Stability Testing of New
Drug Substances and Products, 1ISO 11737-1:2018, ISO 17665-1:2006, ISO 14644

LONAITHANNAIINFINAFDITNNARINE 15 599173 2563 099491 14 591713 2568

8, AU Jun



