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NANOTEXTURE
(B0=1 00 mrr?)

iy bl ]y |

POLYTECH MEEMO MENTOR BILTEX ALLERGAN NICROCEL

T T B e

ALLERGAN BIOCELL GIENTRA TRUE ELURCSHLICONE
CRSTALLIRGE

g
b
2]
=
‘s
—
0
o
=
Li}]
L1
18]
L.
L)
£

HAGOR NAGOTIRX FOLYTECH POLYTHT

MACROTEXTURE+ Ll

Pl naplpor + T e K § 3 Ssaried (K,

Juai 7 wenfveaimaninAfauhyrsuseizdo

3, wuamugunse
1. w35anau (round shape)
2. visavemd (anatomical/tear drop shape)

3. W75 (conical shape)

.'\- L’

Ronud Anatomical Conical

3*..‘:"“1-": 8 sumzannu Prmil 9 puwimpaLn yunTeil 10 JUwsemg



4. wiamuduauteanisly

1, iwufeuddlaufifdesnslu 1 984 (single lumen implants) Wienfviwinddlaudaalaued
melupnusserauddlauen vwisindelalelndn

2. Wuuieudalaudfideanisly 2 de (double lumen implants) Swanfa 2 Fu viendalau
fenalawed oreflwGonita 2 udouindy viowdoniui: 2 fuludasesieiu dowsndududeanely
ursytedalauea dutasd 2 Sududosmeusnussyimiindelelelnda annsouiuReusiinw
indolelelniiaktuvie wonaanil desnelupussydminndelaleinda uasteaniouanussyiou
$alAuLea (reverse double lumen implants) Asarnsinsastuepadania

sumwdl 11 i Adlmdideinely 2 984

5. WUHRMUATILGY WiBAMWA Wierdulaa (profile/projection) goaduivudalauldidalu
catligl
1. m‘mﬂﬁh (low profile)
Wsniieudaleuldtsluinnuiideaugeh fanundreveaguanniign tmnsdwmiuindeil
Hamhanniaun
2, Arugalunane (moderate profile)
wuudeugalaulilluinmefirugaimnes Savgannndniuuien falaulsady
fumeiidaiugar waelmmuuendadntosfierundieeag i miviwdsifiddraienndn
Ununan
3. ATwugan (high profile)
Wi ddlaliduinneiiianugenn Srmgunnniniuidosdledliduimedd
Augaiuasy unans Tnsfinnuniavssguiuay il sunsanauuinnd wunedmiugudaid

1 ¥ | J = L}
qUsiAn tsmienuay ussgiRpansibnenvalwguon
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a, pruganniuiiay (extra-high profile)
nufeddlmlitduismeifauganiuiiey Saunfeesgueuiian wenedmivg

Favamslimiteniiniumaun uaswinendy

Frofile, projection

L i e sl i il i . |
Dhawtar Darater Crarates Dt

Low Profile Maoderate High Profile Extra-High Profile

il 12 unmerrumronfnanfinARlsuldiduime

Fagauitldlunsndmdnaniisudalauléiaduinanme

TngAundnililunssdainanienddlauliililuinene fo Fdlauwnsamansumd Wuwed
woiduarsiinrniitemeuelasiuiuuauuiy Uisneumumieluniddiy fe 38aou (s)
waeansBunld Ao ondiou lolasiou uazarduaus Tlaswaisuguiiddy Ao witaddla wlolndla
wialeaanigy (PMDS) Hanwnsdussmandu fu Smuamidaduiunumiugveddaie (chain)
wiothwinluana’

gnilansaiuvedindlawfinleaaniou Ao CHISICH,),0],SICHy) daduuredlawdfialeasn
iR (Dimethyl Siloxane Units) asvinligalmuiidnunzursnuant@fiuanmaiufie wu wney
wiialaleasnisu (hexamethyldisiloxane) fnammiln 0.65 wwuRalan (centistokes) FaiFntiounimii
fieruviln 1.0 wuddlan aunsognasduliluszuumaduemns luenefdflaufiiinausadaudale
apnigy 3,000 mhe iR fuieme weduvswdiiinmieinnnt 1,000,000 wuiidian®

CH, " 1 CH,
| | |

CH,— Si — O ——Si o —Si CH,
| | |
CH, | cH, IR

plavdt 12 uansgralrsaiaafadfleu siolndlaadaleaony
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Falrunreidnuniuveama wa Sanalawed (879 wiewaradnuds DauaudAfiudause
Baveu nurudouniomsiavuuyasvesguvaildd nuarudouszwin - 100 asrnialdea fis 250
oAy nuwssudy minsdaveiléR nursaandiou Toleu waeuasyd finisirduuosdilay
wamelud uarlifieufidedesmmnitneg

Tassaferugruvaadmiivudalauléililuiane’

1. waenia (shell)

1.1 WaenAaAuuen vhemdaleuiaalaweifdiunisiumdsdeninivunaidy
(platinum) Wufninlfiten Lﬂﬁanﬁﬂuuﬁmq“ﬁm:ﬁmwunnﬁwﬁuﬁaﬂmi{wﬂwnw tarimus
aniz Audnsuresdanalnued Amuvn wazdmanduresyudonin fuihuusnveudeninesiil
FuuvieRavyusedls

1.2 WasnAadmiudeafun1idusiruvesdilauiea (barrier shell) 19y Fuvaslaiila
(diphenyl) wislaudalawiialeaniey (dimethyldiphenylsiloxane) wiolufivhod lwasnisu (modified
siloxanes) agasananasewitadenda 2 fu ddnvasadiouguly wiaturomiglalidalau
(Ruorosilicone) Bawdovegiondadmilu simiiiltssfunsduinedflmusaivssgnsludin
ieddleusenundioevesirmuiemaAuudimsazaaaGoni

2. asussgmelu (filling)

2.1 falauea (silicone filling gel) Yrngalaudatalmy aduiolndlrufaleasngunaiy
siinuaufudinuiitondoulvesewindluana (cross linking)’ samsRalaumas vilidalausaiiay
wilm Ay anudavgu uazaruasiuandiuly n1sinizda (cohesiveness) wioAauudi
(solidity) Tuayfurnaiitendenlssewinluana® ladussnaumanil wazminluanaves
Falauealuusiazininszunndiusenly

2.2 dundeloluinia (normal saline) iuasazarpysmendenianududuredludey
paplsAd Souns 0.9

2.3 #u q Wy wndunsu (dextran) ndlafla Indlsdlau (polyvinyl-pyrrolidone) vy
dawdes® Hufy Fhuhgiliduituud

3. wiud@dlau (patch)
pguivugvandufsndilaulidduinmig v wihf@suwdenfawuulisevdadh

Faufty Wuiumdsildaaddlaumad i lussuianssuvunasin wesdudmwmidfssyasedii
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. al - i - -~ -
uaniust (serial number) vauduufeudalruldldudane Wovsslvndlunisfianu p:,.fﬂ'm NI
gmemslifalseadfiions: wensdfonGunfundniue

a. nAalau (silicone adhesive) uddlauilidmivlingiiinannisdaussgdalaueand,
Wluwwusideudalauldilaludtnie (injection site) iy wialnsezdlnoandluiay
(methyltriacetoxysilane) Tnuilia3alasosdlnaandluiau (ethyltriacetoxysilane) Wy cross-linkers uaz
ausutia Towalen (stannous oleate) Wudnisuijiiden (catalyst)

anslidftalszasdannisiaE s uduieudalauldilalusranie

1. Wnanieudalauuan wIada (implant rupture)

yilssalmumaiussynslusmunissdilaudiiaousdureanarlwadwiwGanfsanng
daevarinmy uendrgsruulvadnlaimidedamiwdsogindifvs iliiiaoinslifisussasd
s 4 vl liAnuRRSonamis Wy nmsaiaialarfudnaniiondaleu msRade wiadaufit
AOTEUUAT 9 1999 1MN AN

2. n3gusiuvesddlauimal (bleeding)

MsBuE T RATAUIMAT nanm;jnﬁmﬁm p431ame uaziingszuv reticuloendothelial Fadu
ssuuilsenaumuaddadonvivia lymphocyte wadwataw wadiimfionyiviin macrophage
uaziwadiimionruiia monocyte Bnvitwiihil phagocytosis ai1agiiduiu ahadimBonuazimni
et ifteenuagliinndsnudumdn (metabolism) dwwaliiliniou silicone granulomas’ R
dunssmausuudess fnnnsnouauswesmurpfalauma wasnudalauadinduinuns
nanuBfioy granuloma seranuuviialndidssiudumifiladuiondale wiadmminmaes

wSulnatAns

3. nafavsiaiagaduaivuddlau (capsular contracture)

mstlusuueegalaulusunie delwiedjitede 9 luiladeveriranie Saduiusun
Uin vilaveaufentiy uaznjuuundents vanenil AndnvuENINBANYBIUABNHT 19U UsEq
Wi audnsuzmeiiveaduufonddleu dumiswaanisiladunfouddlau Gwdamald
AnuFRselussmeuandiusenly sunessfaiiterdedwianyasy Tnsddlaudaralnwes
3alausa Falauiduveave wisunduvsniuanisudilauansefussvuquauivesainme ¥
Tiinusufvedrowmaniionddley Wadugaiilaseuriuniionddleu uazifianrmeinvegaiafia
danan lihediamoudulineiann wasdimpadiosdilaufagly
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4. yzidadouumAssfiduwudrunisld i uniouddlauldidaluinanie (breast implant -
associated anaplastic large cell lyrmphoma, BIA - ALCL)

Dunzdwouinmdessiin Non-Hodekin's lymphoma fiiuadeaiunisldiruuiiieuilaly
{1 efiine nszvuniifuiy Faiudnmsnsionsiiurnisnuzdmanhwd s luiwuemsead
dmdonurniin T-cell winfy Fallduzdadnadidannidodovondnm wii Ba-aLcL Wunsnds
dgURnisain1sifing uﬂ'aw"humwuﬁﬁlﬂﬂ'nmﬂuﬁﬂﬁmn'lu".ﬁ'i’umﬁiﬁauaﬁnmﬁudwu:
Guiu Fuflavdnlngmeuauesientsinelén Semamuraldienishinlaglifedldunniivra
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unl 3
nsiafuguaiusiisudalauldilalusraniey

1. amnmglsy™’

drunfisnaalauliiiduieniodundasflowmdflitialuiname nandrginmoiaeiine
Hawnssy warldaseusn Juduiniosdounmd class Il winndosdounmdiiiaruduags mou
wininnsi¥or 8 vodninsinsdauseunmedoslownminurudos (classification rules)

2. amigawiin’

Enufindalauldiduiimoivluanigeainfuil aa. 1962 souilul aa. 1976 miwe
USFDA Wannguandwdufiuguadnafisddlauliiduiime Tnedndusdodounmdfian
duaunans (class 1) uasAomenpdasfumsruauily uazmsgudnsednBam mstunsiou
Wuuvudalamldisludranie dudndasiiufiine 510() premarket notification wiloutuindoadle
wwnid class Il Bu

Faafunmrsy 1980 aanuinadutuiefuaavaesivvossimaniioy 38laulelduieme
Inpiawzatnbudnuisuiideddlay Sassvuariefanuvennise USFDA lidismnuilums
Wasmswnsndauewisiuasnadeiinuan uaseamgitie (case reports) AlasunsiRuilinais
vedwaslsmpaiiodofrludndaeneildfunsiwaiadimun i fatiu wioau USFDA $a
‘lﬁun's:;ﬁunﬂﬁ-lﬁuﬁuﬂti'wuuuﬁuu'l-iﬂa'luiﬁanwLﬂutn‘%aaﬂauhnﬁﬁﬁmmlﬁuaga (class I} N385y
veiduuRaiiufue premarket approvals (PMA) Aeviianeiu USFDA uasliudndudunsdmmbeys
fuaminrniponduusstssAvEnmepaimaifioilefldusine

Tl a.a. 1992 mitsau USFDA TaResauditud guaalilalaleduaiuinavesmssusey
u"fmﬁuﬂrgmﬁwﬂfummm-.ﬁ"mmﬁuuua=a1mmmni'ﬂu‘ﬁuﬁn§u Wy manfivauan wpsddlauis
st Tn uﬁwwzﬁwmnmz:}.‘ﬂuw 1qy wirway USFDA Seliaygnlfvioiunfondilauldialu
$1any ua:rhuunlﬁ:}nﬁnﬁuﬁwﬂﬁqmwn%um:uﬁuuLﬁwmﬁﬂuiﬂﬂu‘.ﬁﬂuiumu wioutayaiy
mulaerfouasyssAvinm sgiilsfny delWaserdoiunamfBInTvaIaTs s NEYY MiTLIY

USFDA aygaligndnndadiuniienddleulfidusnnedwmividlunmsidamaunuiuatugioy
sedad it dme i uuepnviadn (breast reconstruction) uflvauinunfvenduunausdide

Wionsunmasnaniuduiiddnoen gudaldidumsnuiudiu (adjunct studies) wafudioyadiu
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msaenduuazyssivininsaafuaiionddleuludndaflifunsladiuufoudale ve ANt
wifimisean USFOA ssaygalirodnndissddlauiussgfoasazatninndololeindna us
wipau USFDA rﬁi:iunim;mﬁmimamﬁwuLiuuiﬁlnu'ﬁu'nqﬁ'nuaﬂazmmfwmﬁ elalelnieiin
damalnluia 14 Tnoun ﬁm‘@aﬁw‘[wﬁal.ﬁanﬂ'l.i:ﬁwmﬁuuiﬁﬁuﬁuﬁqﬁ'summ:mﬂﬁ'lmﬁn\alﬂﬂ
iin ieannhifivnufienddlauusseieidlnusanuluiowman

ﬂaqﬁmﬁwuLﬁﬂu%ﬂinu'lﬁa'luiﬁamuiﬁLﬂum"‘maﬁauhnﬁ class Il w3a higher risk products N9
funzifoufoifiuse premarket approvals (PMA) fuwiiassiu USFDA Budumsriiuguaindosiie
wwdevuituen Wewisaw USFDA sudEldtunsadound Sasannsonavsinuaniiosdilauld
Halusanmieluinmainle

Premarket approval (PMA) lunszurunmsfisrsuisinemaniuaznisninuaua Wiadsady
wirnnaenivuazUszaninmuounisdiowmnd class il SuduirdoslowmdfiliUssfuszaomio
fuiinvesyud darwdrdgedeuinlunsdesiuruunnissuosguniwaywd viafuurlniili
Wnrndssilhianisosiuismaealddeanuiudisvientsuimdu Tnewiasaru USFDA dug
famaurinelosdlonmiiitudwe PMA Sudngrumsinemanifigniowasnfivemeriol weliiuls

TiededlowmdlammuaenfuuazUssininmmainguszainily

3. A1515ugaAlUS?

duudeusalaulitdlusanie Smduwdasilounnd Class D waninausidod 8 lu Annex 2 Risk
Classification Rules for Medical Devices other than WD Medical Devices 984 ASEAN MEDICAL
DEVICE DIRECTIVE (AMDD)

4. Uszndlny'*
Jumwes “iwineloumd” anumans 4 wimseseUydRniodeunmd we. 2551 uazady
uilvifaiiy vpAan
(1) wdoeile wiadlt wdoena Tmpildladiluluinme diefldameluvieusndes iR
ms wdedus vendurd wisdagdule fiduAmiedvomdniusijoviny ez dmiuldodamiia
sthalafuuysdviadnidwiolud Tideeldlaednia MWiudu vie Tius: neufudsiule
(n) 30eds Yastu Aarmw Urdn uism isinwlsnveanyviviedn)
(v) Filedn Femu dndn ussmn wiadnsnsuiadureanygediiadend
(A) Arana MARNY uAly dnudas wyarin viagudunenn wienssuumamaaisses
fuamouywiviodnd
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(3) UseAuUssrpaviotieTinmysiviednd
(3) audndnwiotninedyiuduonywdwiodnd
(2) Trawdaniotivwnireeuwnan wriofintsveawiviadnd
() Wiayewinnsassdsdamsreniniamuysivwladaiifieingussasimemsurmdvio
LR RbL
(9) vhaevIesuedwiuiedesdoumd
(2) pumseliadudmiuldimfuedodowmmdau (1)
(3) indealle windld wwdoana whndnel wiodrgduiiguuaiussnmanmuedt Wuindesde
W
wadugisALAmesesisfinarifien (1) FuAntuluinamenywsdviednd fosliiinan
mszurunTImandyinet Inenliduiu wisuffeenaaglifandanulumdn
muumst 6 winseslygRmisdowmd wa. 2551 uasatuudlufudy TAusseduns
Afuguanduindesdiounnduisnissiounnd muszduamdsiionnsliiindunsiodogunm
$ume vieTinvounuiviedsd wionansenudonisansisuay dawelul
1. ngundesdounndviawdolowwifuanviodirdrdedldfuoygn Ao inlesdounnd
Ussindl 4 wiawedesllawwndifimaduige dudndesfud ooy nsdneTesdourmimuwun w1
viefuninAesturveaygmindinuuy un.1 wisuenaisusznauluzvuuy Commission
Submission Dossier Template (CSDT) WaRonsmfisnmam wnsg UseAndua uazaruasain
VBIHER T
2. nduininsdownmiviondoslowmmd Adraaviofinddedanonisandon Ae ndeadle
wnmiUsEni 2 uax 3 winindnsllaunndRmudsnunanessiud waseudsnunanssziuge
fudnAnsiudrvaudironisonduandneialaumdmuuuy .01 visfidwesdudmeudnoms
aziBumvndiniuuvy 9.u.1 wiaumenarsusenavlujuuuy Commission Submission Dossier
Template (CSDT) feRansanfianuam umsgiu UssAnina ussmulaondovaaningio
3. nquininsdiounmiviainiodoumianmofinindosnuds A idesdlawmbuszand
1 iowlasflowwmifferudved fuinuasfininbudvesaudsinssuy e-submission
uodnduisndalauldilluiene Sndundodowwmdduianiodinifosdons

axidummuyssniAnTsnTasIsngy (atufl 23) wa. 2540 Sas WuaFuadalaulilduianie Tay
Tuilagiiu dvinnurmznssunsamisuazaldvivizdumadifuguarihunivudalaul i luinme

induduriodlowwmdfgndn fiind wisduododdfuoygm uazdmualiidunfionddlauldil
luiamedpasanisuiaouneuia viedusznevindnnnsse wiediuluaygnnoiniade
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wnd aassnanseviTassna Gee whuufenddladliilduienie wa. 2562 falluaviduldide
Yuil 15 fiquiu 2563

Wrufiedalaulillusumenulsenansenssansisugy Gos Wuuiivudalaulgildy
$RMY WA, 2562 WA nﬁnﬁ’mﬁﬂiﬁ’ﬂqmnmﬂﬁﬂﬂﬁ1ammﬁwnuw1ﬁ*1uuﬂ1uﬁmn1ﬂ wio
Thiinnrwaean Tneildendnidvarsddlay (Siicone) Savzinnnimidefufld sreussydwdu
381Au (Silicone gel) #Ax (Filler) uazarvinliinaia (Stabilizer) p1vussyruundelolyinia
Usmanidn (Sterile isatonic saline) wisasiu 4 nelustud warlimnurrusmtwdaiusivia
fanmodeasiinanilusadusiudoudonewdsmsindndld
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a
unn 4
a# =il -
NMFAAAMIBULDNEAN 'Eﬂ'i‘HT'IJ

o - M e v ol o i
nsbudA1vesuInnaauIau T A umienddlauldisluirnie

geavzivuanulssnoumsudmdaiiiniodawmdffinussasdeendaviodnduiu
i [ L = i L i “u &
Fenddleuldidusrme Wiudweoygmndavinhiduaiodlownmd u quiuinisndniusigunm
e = J ol
wWaiate Adnnusnznssumsesuase nsevsanstsugy Weldilueygpeasdmioduiiededs

wnEua? Tneauinsdmiauntemnonieuddlauletduhanla

wnarsildlunsiudveayannaaviovd
1. frweaygminduadooumd (Wuu un.1) (nasuan 2) visdweeyynsdmedosoummd oy
b..1) (nAnyIn 3)
2. lumuaunssrmumsaygmsdmdnihdusddowmd (neswan 4)
3. wuanniudeaygasamdniutuelasdoumd (newuan 5)
4. nasfiniuguonygn
(1) drluesnsideuaoulssneunssdnvioddiedadlounnd
(2) wilsdpupudsuAeradinduiions (masuan 6)
(3) wi@eveudnasliiduanseshimauny (asian 7)
(4) duninrdssdidsrrruresdueudwauesdiunouiuns
(5) dwwwidadedusentiavailouweslfiyera senunluiv 6 ey (nsdiiiynaa)
(6) dwulumedounisdy wislunsloumded (nsdyrrasssua)
(7) wifadefuseanuasandorvewdndusandudaniodrvoandnius (Declaration of
conformity) (n1ANYIN 8 uRENIAKWIN 9)
(8) wildeusudwnsnidewdafudliidufuny (nsddveoygwlilddvemdaing)
(mAnuIN 10)
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3 o e i
mMsnsanuuurlaiuAaayyIanaAATasauwng (WUu H.W.1)

E= ] ] a it ‘ = o
sy MUY IATAlauYMEY (WUU UN.1)

muazduaisafudvaayyin
'lﬁn'.mﬂ'sﬂuamﬁumm@tnwsLﬁu‘uﬁmuu'5:nﬁun"ﬁnﬁmfsuﬁ"niﬁﬂn':WU's:ﬂqﬁw'uEm'l.il:g‘m
wdmvdotidsuniivnddleuldiiduinme Tnussyswandualinsaiudoyeiitsnghiluemadoy
anmsznaunraaviandnaiesdowmmd daroluil
- feduanafouaonulssnaums (@ovidnshafudndain)
- inviluasmaidiouanulsenaunts
- 4uil o uaed wa. Aoonlusanafouanlsznaunts
-9 ma. Alusansdvuaomasenountsduany
- Fouarinmormmuidavilodiiusdodounmd
- Fedindufonsfsaduyeraisiuiugiuduiiasnsluluesvsidovanuysznaunts
-Tuesmsdouanuusznoumsuiaviotduadoaounnd dosssyveutsuazsuniaiaiosde
wnvidfuimioudh dmoluil
®  ggute (scope) “Surgery”
. 'ﬂaﬂ"tﬂﬁu (commeon name) “silicone breast implant”
o swaanardoiowwmed (UMDNS) iy
“17-855" Prostheses, Mammary, Internal, Gel-Filled”
o svamnaiplounnd (GMDN) 1y
“64081" Silicone gel-filled breast implant, smooth-surface
"36197" Prosthesis, internal, mammary, gel filled

=i = wr a i
TURELUEALNEINULATDAUDUWNY
= )
1. JeinTosilounnd
Theyforunmsdmeaimusfonddlmlilduinmedunmeiing usamdings

' o . ¥
2. TOUTELATDALAUNMEY

THssytonnuin “sureery”
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=
3. suadnamIasliouwnd

L 3 i J il L ] i 1
WszysvaanawrIoailounnd 1du I2UUBe Universal Medical Device Nomenclature System
(UMDNS) v38 Global Medical Device Nomenclature (GMDN)

sWaanawiosloummd “17-855" Prostheses, Mammary, Internal, Gel-Filled"

ol & i o e
q. qﬂﬂﬂﬂldﬂﬂﬂﬁﬂﬁﬁlﬂ%ﬂﬂﬂﬂ“ﬂ'ﬂﬂ {Lﬂ“"lﬁﬂiﬁlﬂ"“‘ﬂ"ﬂ

=y ] [
- srynunsfinmpmnuiudnlus sz

5. Jounsiinadwaaniniust /aviinvaulumsmeduiluioenain (Wwnsnsdhing)
5.1 ssyouazilfsvaadrvaaniniust (product owner)
5.2 founsiinsvesfiuinvaulunisnedudrluiasnan (uusundlne)
wmms Wwuumideusudnsandwaminduslfiduduny (Letter of authorization) nsdgve
pygrmtindwiafinddlaulildudenelilddresdniue (edeglunaman 10)

6. um;ﬂnﬁuﬁumﬁ'mﬁﬂuﬂﬂﬁ (Executive Summary)
Thimiwlunmndangu

(1) msedursapinmatuvausiodlourmg (Overview)

wu fayad ssduiRerfuidundsudalaulifldluiinie Taquszasdnaslduasdedsld
dnwnzanizjUuuuln (any novel feature) iy wiluwalulall ulanss ylvsi wazidowilng aguup?
wnansidanien TnoRoasznausm u'ﬁ'ﬂgaﬁqﬁlﬂﬁ
- Fomandweanduufunddlaulsiduiiime juvisuuy (model)
- dimsnuzily 1y
P sumssvandundsudflaulddaludianie vy junsanau (round) 3uns mum
{anatomical) junsanTae (conical)
» #Fnwuzvouudendia (sheld) iy 82138 (smooth) Arvirizuuuuualag (macro
texture) WSBRIVTYIELUULIN (nano texture)

» dnwnzvsnldontdoriuns@udurosddlausa (barrier shells)
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» viimvesansivssgneludniiva@aladliiduiene wu §8lauea dunfeloleinia
Usmanide

¥ drurudeanioluveaduuiouddlauleidalusrnie wu fiveaniolu 1 ¥e4 (single
lumen) wiafitasnielu 2 984 (double lumen)

# Tassahadedndsenovvansuniouddlaulsilslusanme

» Brsibivsennds wu vlismmndefeerudound (dry heat)

> pgn1iliau shelf life) i orgnisldan 5 O dumnfuiigniiliusaninide

(2) Snquszasdnlduazdiousld (Intended use and indications) mufiszyluaainuazionans
nfuriesilowwmd
- SnquazasAnsld iy dwdulldludianmsngwd

Lo B st LI~ o L . ! -l i
- dovald Wy dmiuidmaiudiaiienimaivny (breast augmentation) Tudindsiiflony
& ¥ w - - A e = u -
Faud 18 D Tl wiedwiuidamawmidrusiiviseluifsunufiiledediuiigndnoen ioswn
L] - : -J L] L3 [ ] J-
Tsmuzd wianmsuady wiawuiidadadmuiliausowmunFodamnsauidammuandiu

Anguptnious



22

(3) YszdAnnsléfvayiRnistunzifsundsoynyinliarssminoludissnann (List of regulatory
approval or marketing clearance obtained) uazUsziRni1sdmitwludszimaAdae q (Commercial
marketing history) 1éur andgawdng uauiet seamside nquuszmaannmylsy qddu faalusd
wnade Ussnadu q sunisswmegranvdoyssnad o dniue

o L A i o L) [ L]
A20t19 suanlsETRnslaiuaylinstunaloudeaygalindmiluviowatn uasUse TR
msgmislulszmann

Uszmn nquszan dovald Fudeud | fuifeud | wnanmitld
mald | (mwdingy) | AATuewiRng | ABw | dumdngur
(A wndanee) fumadowvia | b

aygnAlAIN
by

1. anigauin

2. WAuIm

3. ppawmndn

4. nauUszine

avnwelsy

5. r'fn]u
6. Aamld

7. unawin

8. Uszinadndn
(nsdianemnde 1-7)

-

9, UsEna

WTBHARS U

(nsameente 1-7)

10, Bu 1




23

*MULINR
e L= o] Lol - J - . - 1
Tuuvdnumddaiusos wiomlBeuansmsiviuvslouniooynynlinadmmimdisniioy

dalaulgilluinnelulsanadn 9 lunesunuoaenans

(4) TwazBunvainIgnifinnsy (withdrawal) n1soygaviadunzsifouainuszmanng q (i)

fiantiy muaneasdunvanIgifinaey (withdrawal) misygnmistmslouminUssmanina 4
UszinA IngUszad douald Fu deu U winalu
sl (nendann) fignifinaau nswinnau
(nrendanns) mTeyg I/ Aumsdou

(5) anwnmessvetumainuvisoygimiansdmiesinfusilunainiidefreegrioaglu
sewinaRiiuns (Status of any pending request for market clearance)

- [ - e J [ ] L L i
Aedn fl'ﬁ‘HLLH'I'I-IHI‘I"IHI'l'l'l'l‘l]EI-lﬁ']'l]Bi‘H“ﬁl.‘lJH‘l.l‘Hﬁ EIEI"I.{I'.U"IFIL‘HEITI*ITI"‘I\"I‘H ’]Hﬂﬁﬂﬁfﬂi‘ﬂ.‘l{ﬂﬂ1ﬁﬁﬂﬁﬂﬁﬂﬂg

wisaglusewirsiutiuns (Status of any pending request for market clearance)

UszinA Inguszas doudld T fou ADTUATHYBIAT
1 mily (nwndangw) | Adudwetunadou | vetlunadey
(nmendanny) winaymn winaynn®

wumg® anunineesreiunsilouniseygiafiosdmirendndus 1ty Budveudy
(submitted) l1l#Burue (not submitted) atjsewirani1seyi® (pending approval) unidnvdewfinaeu
(rejected or withdrawn)




24

[ L) [ . J -
(6) Fayadrdtyitvafuauasaisuazaussousnisitaeuvoaaisafiounnd (Important safety

and performance related information)

(n) agUswarumanisaidulinediza dornnsldiduaitoudalaulddduirnoneuddy

mineluvioanana
faatin mansamsnuwsnsaiuliissadnnmsliimuunfiosadlalilduime
wazBuavoumantsnidulifiaseasd anubvasmanisaiduliiftadszasdainnnsly
[ - L P :
inmsladruuieudilaulddsluinane (S1uruB /S uauiis e avun)
E’ i L= £ |
Tudrsud JuiafeuA suia Suiafauwd

MR

1. Wuuuenasssyneasdoarasrsrumgnialdubifasasduinnslédiuiivuddlalg
Balusmulumamnnueenars

2. winliffssamumansaidulifsdszasdenmsliviuefouddlauletkluinnme FuAoRn
yufslloglu WwemAndusifasanwiifiaiusori “liflsenumamanidubifisuszasdannsliei

uuweudaleulathluienie fussfnuiislagiu” wazuuumbdsfinamlunAruInuaneanans

(v) AjUswey field safety corrective action (FSCAs) vonswuieuda lauldialusane

AauAGuTmmueluvsrann

f90614 A1313UARTIBI field safety corrective action (FSCAs) vaaduuieugalauldildudame
Tu ey U msANLunsunly UszimARiinsia FSCAs
i1 FSCAs wisumAralsEnaUn1Ii1 FSCAS

MUIEWA

1. Muwuenasseyeandusasioy field safety corective action (FSCAs) Tummsuan
VRABNHTT
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2. winliils ey field safety comective action (FSCAs) Aaudafinaufisllagiu iirvawmind
Aospamwiadedusesin “luflsiwau field safety comective action (FSCAs) Aaudefnuiillagiu” uas
wuuwidsdasananlunirpunysaenans

7. winmsddyifeafiuarniasafsuataussoumaitnuvausiosdiauvmd uazisnig
fuaneienmdanndos (Essential Principles of Safety and Performance of Medical
Device and method used to demonstrate conformity)

faindunendangy watdedliiavidlugiuuumsauaessmsenndesiundnmsddgfeaiuam

vasnfbuasanssouzn iuvansissllawwme (Essential Principles of Safety and Performance of
Medical Device) lummauin 11

L i ot A J o
minsenteyalumisnuamauasandssiunannisddyiieriuaulasniouasanssousnis

o 'J k| L ] '-
vinvuvaanioslowrnd TiufiRdai

7.1 1404 “wann13d1An" (Essential Principles)
Guanviedwemdniusifomiuiminnsdydolafiietosiuifuuiendslal il
$1me uasfondudusaiivimannisdrdgdela varzanfud s ionddlailiialuinnooesnily
msuaRsinaasafsuatauTsuEmMIh R TagUssasdfionng Serelisuduseddndnns
dAgmndo

7.2 o1 “IHAiuindosiiowvmewialil” (Applicable to the device)
(1) fmdnnsdrdglafsadosfudinfvnddlauliieluseme Whsyd <o wie “YES” wis
“pn
() Swmdnmsddglaliistestuimanfonddlauldiidusrnme Tssyd “Lild” vle “NO”
wia “N/A" wisusBunumanaUsznay
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Aaating uudoudalaulflalusemelifidnseneuues biological substance Aty Awavlumisede

9.2 Ap
Essential Principles Applicable | Method of Identity of

to the Conformity Specific
device Documents

9.2 Where a medical device incorporates No Device

substances of biological origin, the risk of does not

infection must be reduced as far as incorporate

reasonably practicable and appropriate by substances of

selecting appropriate sources, donors and biological

substances and by using, as appropriate, origin.

validated inactivation, conservation, test and

control procedures....

7.3 994 “IEnIuamIATINADARADY" (Method of Conformity)
WiseyTinailduansfamuaenrdosfuusarmdnnsddy wu
(1) msuftRRsnsgndaiufivensumdesmssudu (Faessyaduuoannsgiu wioay
vonnmsg Sudsuivielesimsusznialduinsgn whsouidaiuinss uasdovounnsgiui
wanirABAAR AN UMENNSAIATY WU 1SO 14607:2018 Non-active surgical implants - Mammary
implants - Particular requirements
(2) Fnunsitviuasly (state of the art) wiaTsmavnasuiignamnssvdewsajoRnisiauniy
w23 (industry or in-house test methods)
(3) N Beudsuiudnsdedalaliiluinmeiuiiedeadaiudnsdminluioman
HALINA
1 wimnesguitldieddilinnsgndaige duinvioiesdndusifouanmmuunnssewing
wmsgilisedafunnsgudaign (Gap Analysis) 31 nmiwBsuwladhidmansenudeniulasadin
wazausIOUENIIIuTsNA I uEalaulEilslusnieg
2. winfidndwansgueinndmiwilunsuansauassadesfundnnisdrdniieafuny
Uasafbuazaussouznisieneandadiounmd Wsymnoavidanmsguuasufoudvialues
WRIEIUiTUnuYa
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1. msdadduturesnmsguiliuanauaenndadumnsuanaruasaniosfundnmsdty « W4
wmsgumsludmudadu
(1) wmsgruiiimunuazysEnAlAEN ST 1SAY Fes wndenddlauldidusiany na
2562 larwumnasgivvendnanitonddlauleldluinne
(1.1) 150 14607:2018 Non-active surgical implants - Mammary implants - Particular
requirements
(1.2) 1ISO 13485:2016 Medical devices - Quality management systems - Requirements for
regulatory purposes
(2) umsguisaniulny ASEAN Medical Device Committee (Standard recognized by ASEAN
Medical Device Committee)
(3) wmsgusEiuuAvisu g rusEAvaIng iy
IS0 14630:2012 Non-active surgical implants - General requirements
IS0 14155:2011 Clinical investigation of medical devices for human subjects - Good
clinical practice
ISO 11607-1:2019 Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging systems
ISO 37:2017 Rubber, vulcanized or thermoplastic - Determination of tensile stress-strain
properties
IS0 7619-1:2010 Rubber, vulcanized or thermoplastic - Determination of indentation
hardness - Part 1: Durometer method (Shore hardness)
IS0 34-1:2015 Rubber, vulcanized or thermoplastic - Determination of tear strength - Part
1: Trouser, angle and crescent test pieces
ISO 20857:2010 Sterilization of health care products - Dry heat - Requirements for the
development, validation and routine control of a sterilization process for medical devices
(@) wasgrusziveiduiveriulaomicsmivseanedlounmivosanigowidn nquuszinn
awnmglsy uauini seawnside Uu uaslne iy ASTM, EN ISO, ANSI, JIS, u1R3§IY
undusigRamnTy (uan.)

ASTM D412 - 16 Standard Test Methods for Vulcanized Rubber and Thermoplastic
Elastomers -Tension

ASTM D2240 - 15 Standard Test Method for Rubber Property—Durometer Hardness
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ASTM D792 - 13 Standard Test Methods for Density and Specific Gravity (Relative
Density) of Plastics by Displacement

ASTM D624 - 00 Standard Test Method for Tear Strength of Conventional Vulcanized
Rubber and Thermoplastic Elastomers

{5) Tormvumanizvandesniniuy (Product owner's specifications)
7.4 994 “lanmsavnziliiduwdngu” (identify of Specific Documents)
Wseyionarmmamatinifliidufouannuasandasiundnnrsdify Wy wildeduses

(certificates) S1847UNTINAABU (test reports) IIAUMSANYY (study reports) Tufinnismaasu (test
records) FILNMIATIVABUAIINGNADS (validation reports) winienarsduillusadwieiniinsuans

ATUADAARDY
Essential Principles ‘Applicable to | Method of | Identity of Specific
the device Confarmity Documents
1. Medical devices shall be designed and Yos 50 134852016 IS 13485: 2016
manufactured in such a way that, when used Medical devices - | Certificates No. Q1Moo
under the conditions and for the purposes Quality {(Attachment A)
intended and, where applicable, by virtue of management
the technical knowledege, expenence, systems -
education or training of intended wusers, they Requirernents for
will not compromise the clinical conditon of regulatory
the safety of patients, or the safety and purposes
health of users or, where applicable, other
persons, pravided 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 ........
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8. swazduniAinailaunmd (Device Description)
Tavhlunwdangw
8.1 Anwasnalu uaswdnn1m1a1u (Device description and features)
(n) Anwuzvaaduuivuddlauldilsluitsnme (complete description)

¥ Fon13fn uazdu (model) veadnaufuddleuldilludrane

» junssvpaimaniisnddlauliiluinng wu wsnau (round) i (anatomical)
W33 (conical)

> lasaairavdedulsenou (component) seadmunfionddlauldilusaanie léun wien
FrdalAu (shell) arsussgnislu (filling) uiuddleu (patch)

» sunm (diagram) wamilpssairadeduUsznovresailedalal sy

» dnuuzvaaufanih (shell) wu Faduv (smooth) Brvjuszuvunualas (macro texture)
wiefrrizuuuuly (nano texture) uasAATMTTYSE (roughness) vostudenia

» swanBuavoavdeniniviwiiitlssiuntsfuruvesidlauiea (barrer shells)

> muvuvestudenio

> waluladflflumssdnndonin

» wilavosarsiussyniludnufondalauldiluinnie wu 8dlauea asazany
dunfausmainida

P dwrudeansluveadunfouddlauleialuienie wu ddeanulu 1 184 (single
lumen) wiztaaniulu 2 184 (double lumen)

P TumussgRends

» pluvuraanirusuiipwioussying seyviinvasdaniildinrrusussgvious sy
#quﬁqﬁmﬁﬂgu nil (primary packaging) Fadunrruzussyisussyiusiidmsdudalasnsaiudin
wisndalaulgildluiane wasussyinsinfugi (secondary packaging) Fududruusznaveaanisuss
Fuveililddudalaumsatuiduufenddlalilduinme sasheBuisddutunouresdnynsns

Uiy

(1) wAnmBruMIonalnnaie (principle of operation/mode of action /mechanism)
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(A) szyUszmvsadiuuFendalauldildludrsnisnunanudes (risk class) uazwininaus
-
mstalssnnidoaiounmdniuainuiiss (Classification Rule) munssniAnsensa1s1IMaY 503
nsdnaieslloumidnussiuainandog wa. 2562

i - W [l - ¥ ow
wrnanfnEdleililuinmodueiodowmdfiduiemeromn wasgnandiluiu
4 -y i L J ]

sumuirBdaunssufjaned miulinusserem smiunioadloumniszamd 4

L w d
RIUMANNUN 8

(4) srwazBunveegUniniiaiy (accessories) waitiduiaadewvmiuazadniusidulily
wiaallaunwd Failinaslduiududunieudalauldidalusani

(3) TwanBuavassunss JUdreiuansraiu (various configuration) wasinuufisuddlau
Wilsluraniendudweeygimindwiondn
W AN 13eeEu (base) winifuriugutinans Auga (projection/profile) Uiums
(volume) uazsWadufn (catalogue number) Tapdmiilujuuuumsia
() swaziBunvaigRsn1sHaR (formulation) uaswiini (function) vasdsudazAalugns
daulsznau
ssygminInam viegasdrulsznou Tneuarsingfiu (materials) flilunsednBonia as
ussgnelu (filling) uazusiuddlau (patch) n123@lAu (silicone adhesive) wiouseywliad (function)
VRATIUAREA

() aduwAnvuziawiz Uyl (novel feature) wu wialulablwi uinnssulwiveadinu
widalauldilalugdeniy (6

8.2 inquszaeAnisld (Intended use)
seyTmquszasinslguniion@dlauldilslusanemumunjmnovesduiaviodues

udnfnsidrssyagluduuzsiintsld wu dwiulilluiemonygyd
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8.3 gavild (Indications)
sdvenguithumuneidesliimanfeugalaulelduhime

(1) dwmduehdmadshunfemmaisau (breast augmentation) luwdeiifianyiaud 18 T Fu
W satmsdivnnmn visviuguilwannmaidmaduiuundiiou

(2) dwFusindamaunudiusfvamsludounuiidodeiusiigndneen Wesnlsrunds
wiemsumiy weuwnuidodoinuiliaunsoialfeiumneaiiamquandusie
sUpteiiouss suiimsdidaduiovivusuilesannnsid amawniiusiieamgiuads
figy

8.4 Auustins Y (Instructions of use)
[} L [ ] - [} L4 i 5 el
sfuwteyafidndunindrwesmndndusiiisrfutuney (procedure) 38m3 (method) U3inm
(quantity) uaz3sn s 3oy (preparation) iisldamrsolfimuuioudalauldilduienielfeds

Unanip

8.5 38maiuine (Storage condition)
sryanmsdmiumaiuineiunienddlauldiiduinne Wedssiumadesanmatnuas
YAy gaumnil wieanmey 1

8.6 9Wn"31Ea (Shelf life)

seyegmIld wasfummenymuiigudnssylilusanviaenarsiiuisdodiowmd Tnufesuuy
sansnsuandituinduudioudalaldduiame faussouzmahouuassudinvasaasney
msldumufingm81ald Ao s1waumanisAnerorgniildauniuanieda (real time shelf lfe
studies)

winkififeyanisfnwaignisiiniuaataia (real time shelf life) anwnsalddoyanisfinmeny
nslEuuuUUISS (accelerated real time shelf life) ipatfuayunisnadsegmstinulususy
(initial shelf life claim) w¥auSusanmualuntsidenied (parameters) dmiunisdinweignislon
wuuvnds e Seyaorgmilinuiifuvenmfinmengnislinuuuiudsediveyaegmsldnuny
vAei detudunsnamdegnislioulududuliy sasfedisrunsinmengnisldamumiam

T wawINduaRNIAnE L



8.7 9wl (Contraindications)
psunnseaziBonvailsAvSanevoalie uﬁzﬂq‘uﬁﬂ'suﬂhin‘rﬂi wruneusalrulttalusann

- : " ] -y s [
Wewinflrmudesiedunsefifaennsldunndwselonife 1S uadradamu

* fwdjititham3adn werhildwmdodousdeoon

x fudeiifadluduBeainunilunsdld wadildfsdadoon

* fniediimddndony

x fwdsitddanssd violianyes

x gueihedulsela 4 fdeedenmoveniauss sailsmumumURsEiy

shmalaila

8.8 AADY (Warnings)
Hunisudafouamniiliifinduntie (hazard) AglErudndudemsunaunisliiimmdfion

salaultillusame

8.9 4eA955834 (Precautions)

Wunsieuliildrussiassiadufieslunslinu dermnaonibuassiviualunislidi
unfndalmlilduime sufimsnssinfevndosanedtheviodidau fenaliluafiundin
yiovmduiuss undelidldrussdeeds uonend srerufsnrsudafeubiglivumsnfimadul
feuszasdninnaslfrnafnufondalauldilsludnnme viensldmuisitviclifaiaguszasd uazns

- J ) J Ll ol L]
Auaufivne ondnifwaduliifsszadndn

8.10 uadulunauszasAninnisld (Potential adverse effects)
. a [} (=3 i | l'Ji-
sEuonasu R s RSeuss 1y s viadiu vleanshifaseadnieuse) fargin
fugtheviedidr wionathaAuannmsldisifedfilalifduineme moldanmzmsismung

@ nafisiaininguAmandionddlau (capsular contracture)
@ winaniinudalauunn wind (implant rupture)

& nsfudiuosRalaumas (bleeding)
B wedsdomundediduiudiunslfiiuudondalauldilduianu (breast implant -

associated anaplastic large cell lymphoma, BIA - ALCL)
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8.11 psinwAsemaiiendu (Alternative therapy)
giunsUiRvdstuneumsuftafdunmadaenduilamnudwiuidaaiusuu o
au47% (breast augmentation) uazdRmALL A ran Ui aunuiile Lﬁmﬁwuﬂqnﬁhnan
WA furuueudaleuleiluiene

8.12 swasByaunzauiivasianilindaviodudnsznovvonnioslionrmd (Materials)
pfuswanduavosianiliadmladududsenevreaimuniiesddlaulilduieme uae
aautainmenisndudsuansfiruaorrdosiuninnisdrdy saufaineaemandl Sanm uaz
muswuesianildndn Tnsliuuudoya fralud
() swnasianiilslunuinvoaiuionddlaulilduhinoidudalaonssiviemensd
(wu Suiiioy) wisdudalaodo

(v) Snwasvnall 3w uaznwamvoiaililunsuinvendnuiluddlauldluiame b
Freedudalronsaiviannged wiedudalaudou

(m) wifsdedussamantsiiniied (certificate of analysis, COA) voaTanAililuntakdadiuuiion
Falenldtlaluanemnd Sianissnoviedeyaethtion sl
1) Fo anwitin uaziuoiinsfmivoudn (supplier)
2) mnuavdnadaesianilslumsdnduniondalal ildume
3) pruavtEnmenin - manaverTanilEnsniaiuudonddlauldilduine @le
faralmuedwdinauy) amudadmun 6.5 unsg SO 14607:2018 uasdaimumwamis (specification

limits) lAwn

Shell | | 150 37:2017
ASTM D412-16

Patch E IS0 372017
ASTM D412-16

Gel IS0 37:2017
[ | AsT™Da12-16

= -r.

Shell 150 372017




Patch

Gel

ASTM D412-16

50 37:2017

ASTM Da12-16

150 37:2017
=

ASTM Da12-16

ASTM Da12-16
Patch 150 3r.2017

ASTM Da12-16
Gel 150 372017

ASTM D412-16

02260-15
150 7619-1
Patch H ASTM D2240-15
IS0 76191
Gel B ASTM D2240-15
50 7615-1
Shell ASTM D792-13
Patch ASTM D792-13
Gel ASTM D792-13
g = "y . :
Shell | | 1503a-1:2015
[ ] AsTm pe2a-00
(2012), Die B,
Patch |_| 150 34-1:2015
[ ] astm pe2a-co
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(2012), Die B

Gel |_ SO 34-1:2015
|: ASTM D624-00
{2012), Die B.

Gel

(1) ermansneasumaiuiviniead (ototoxicity) vesTagildlunisudniufondaley
Tgihaluiranemnen
#otivarianldluniswdn (raw materials) ynjuntssdin FAoswmnmisuasnnasurminiy
fivdAowadauunigIu 1SO 10993-5:2009 Biological evaluation of medical devices - Part 5: Tests
for in vitro cytotoxicity warAndlafleniuiivrowad audodmun 6.2 cytotoxicity YeaNmIEM ISO
14607:2018
() PwrunanimaasvlIviusinvedlelanmnsslenaniou (oyclotetrasiloxane, D4) unzly
Tramurelvasniey (oyclopentasiloxane, D5) Tudalauieaiidslitunisvy wietdrunisuuuds mu
torimun 6.3 residual low molecular weight oligomers YBaATE ISO 14607:2018 Fausznaudn
feypatreday Adlud
1) eardoavosiiediaduniendilauldilduienie sudidoveadudn s¥a
wiimin (serial number) viajuntsuiin (lot)
2) fuiinmeasy
3) {fmsmeasy
4) HanTIRADY
aududundevelelramassleannioy (cyclotetrasiloxane, D4) uarlelraimun:
leaanigu (cyclopentasiloxane, D5) T3ufu Wadlauea doslldnioendt wIowinfiu 50 meke wio 50
ppm
nuwmn FBnsmeapuliufiReuniauuin A ve4 IS0 14607:2018 Non-active surgical implants -
Mammary implants -Particular requirements 1Jun1sirsisinidiuinlelramnszleasnioy

(cyclotetrasiloxane, D) uarlelaamunsleaanizu (cyclopentasiloxane, D5) Ty Tudlauwainds
Tisiunisuy wastiunisuy Aumetiaufalasuilans @ (gas chromatography, GC) filiansieiavia
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flame ionizing detector (FID) uarmoduivda capillary wiowmedaufalprsulansifiiufvindos
wnasninsiimes

(@) Twenmammaasulansvuitoy

Fagililumssdadinuuinddleuliilduime seshBuulansuudiou Wud arsmy (As)

mefa (Pb) unmilen (Cd) Usemn (He) auien (V) TuBuiidy (Mo) Faduu (Se) Taunad (Co) wade (Sb)
wudeu (Ba) Tasdivy (Cr) woaums (Cu) Ayn (Sn) Inidia (N) TudGuadeundmIoniifu 10 me/ke Ay
ToriuR 6.4 trace elements uATE IS0 14607:2018

(v) onansiuansir Tapiltlumssdaiuufudalad fildusaniognadn uaslifunsneaoy
mulaszuuuinsnuRuam (quality management system)

wail FalauilElunsnaminaniiodalmlitduiunedeaduidlmunsamaniswmd (medical
grade) winfu winasiussgnwluimaiiudileuliiduhemoduasasarninge Aoaduinsme
3n (injection grade) wazimsgruiulumusisfissyludssnianssnssansisuay Goe ssyinm

atuil#lutlegi

B.13 -ﬁnﬁwunmmzﬂu fq 'ﬂkﬂﬂ‘ﬁﬂﬂ (Other relevant specifications)

afuirsdervunianie (specifications) Bu q 184 AUANYMENTINI9IY (functional
characteristics) WaSANTINUENTHIITUMAMATIA (technical performance) vaad L RuuBalaulEHly
$amo sasdafmummaadl o T vaana F3am nrsiilivseeinds Aruasaam naiu
i msruds uaEmsUsTy Wauanrueesndsiumdnnsdrdyiifides

viail enelitoyadnuaiiusing (feature) vunm (dimension) UatANANYUEANTIOUEM TN
(performance attributes) Tousmnienddlauldilduinenie dsfunnsiia (variants) uazgunselady #
Usingludeimuniawizvoandinim (product specification) Tuenatsdwmfuglii Wy ukduny

(brochures) warmasnidudoyaifouansuasBunluiells

8.14 doyaswadundu q (Other descriptive information)
- ik A - H 5 ol
sfuseanBuaandnvuzd @yl q uvenndaintauaildndnlifeiu iouanina
aprAdpafunAnnsd Ry iiEItes wu nsinussumaudiulineiin e nedoadlownmd Uas

Usediagan (patient cards)
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9. WNATATUNMTNIUADULAZNTATIVNADUAIUONADAVBINTBBNULUY (Summary of
Design Verification and Validation Documents)

dmiulunwndaingy

Wunisagy §1982 wieusznavdisdoyamsniuasunisoanuuu (design verification) uaznis
ATIVADUATINONABITBINTTEDNULY (design validation) Twhted wwuenasdwoluil

9.1 nasuaneRRonndne (declarations of conformity) WiBlNAIFUTBIRAIUADARADS
(certificates of conformity) Aunmssndniiuiauiufiemdadusiiuldfudimfodsle

TEHalusante (nARuIn 8 wasnreuIn 9)

9.2 nsAneInaun IMARRaM RGN (Pre-clinical studies)
Tuuurwnuissnaudeinguszasd 38udunts santimeasu uarunajuveadtves
wAndudiivatunisAnsmiefunmon s ndnuifsuddlaulidduiinie wasdudsznoy
(components) vauimuuRoudalauldialusanme
LE L]
1. feradnasnionsalaulitldusuneililunemeasunanisnm Foadhudnuiondalauleihly
sumeddoguidunmiliunanndewd
2, Fosiensaniinislifmunuinfinddlauldidudienefidunsdianiofian (worse-case) Tuns
yweaey Safpsszymaralunsfondunuding
3, msdmdandneuietradninddlalillusnedoeguuiiugumeata Sfessymaaauas
fimsimiududingangn
(1) TwausanImAfauaTiiulAn eI (biocompatibility tests)
Wunansmaaauesdidldmsiznmesiinanisnddlauldildluiemeduoguittu
s liUs e Inidauda (finished sterilized devices) nuuAsEIU 1SO 10993-1:2018 Biological
evaluation of medical devices - Part 1: Evaluation and testing within a risk management process
isntuililutlegiiu wionuwuudeyafiedurefiamaveasy nantvaasy wasn1sinsesiteyn windan
Melunsudmilduansveasuiliauunnsnedniiiiudfy Aowmanuasuasdonvesiandndgm
wnionddleuldiduine Wusisslowmmdildidusnnmuluszozem (3nndi 30

$u) wazdimsdudatuidadovionszgnunsirenie Ay Fasiinmsmessurmdiuliniedanam
Lo L] ;
Famglul



nminmmmmﬁ‘ﬁﬁhﬂﬁmn

1. araduerowad (Cytotoxicity)

150 10993-5:2009 Biological evaluation of
medical devices - Part 5: Tests for in vitro
cytotexicity wismuil#lutegiu

2. ASUNIaRIVL (Sensitization)

150 10993-10:2010 Biological evaluation of
rmedical devices - Part 10: Tests for irritation

and skin sensitization wisavuildluilagiu

3. ysempLRea (Irritation) Wi
Uijis g ARt uftulafands Untracutaneous

reactivity)

ISO 10993-10:2010 Biological evaluation of
medical devices - Part 10: Tests for irritation
and skin sensitization wisatuilsluilagiu

4. avsneld (Material mediated pyrogenicity)

ISO 10993-11:2017 Bioloeical evaluation of
medical devices - Part 11: Tests for systemic

toxicity, Annex F wioaUuildlutlagiu

5. Armiiufivioeitisuasseuud q vesinne
FiduRwBoundu (Acute systemic toxicity ¥

150 10993-11:2017 Biclogical evaluation of
medical devices - Part 11: Tests for systemic
toxicity wioatuiltluileqiu

6. AruduiiwRoeivlzuasseuurig q vesiume

AlluRwiaduundu (Subacute toxicity®)

IS0 10993-11:2017 Biological evaluation of
medical devices - Part 11: Tests for systemic

towicity vioatuilalutiagliu

7. pruiiufivioefoisuaeseuunn q voaiamy
FduRwiadods (Subchronic taxicity™)

IS0 10993-11:2017 Biological evaluation of
medical devices - Part 11: Tests for systemic

toxicity wWinaufillullagiu

8. ArunlufivAeeloIsuasTsUuATe | 1B351INE
Filluieda®s (Chronic toxicity™)

ISO 10993-11:2017 Biological evaluation of
medical devices - Part 11: Tests for systemic
toxicity winatuilglullagdu

s -
9. naTuieuamETmTwdinsiaedoaiowwmely

$1me (Implantation effect® ®)

IS0 10993-6:2016 Biological evaluation of

medical devices - Part 6: Tests for local effects

after implantation wisstul#luilegiu

10. arudluiiwraszuuiugnisu (Genotoxicity)

150 10993-3:2014 Biological evaluation of

medical devices - Part 3: Tests for genotoxicity,
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mamageuATEEhRulEm N ATgI :
carcinogenicity and reproductive toxicity wia
aduildluiogu
11. nsnauzds (Carcinogenicity) IS0 10993-3:2014 Biological evaluation of

medical devices - Part 3: Tests for eenctoxicity,
carcinogenicity and reproductive toxicity wie
atuililuileyiu

12, msdssdlumand (chemical evaluation) 150 10993-18:2020 Biological evaluation of
medical devices - Part 18: Chemical
characterization of medical device materials
within a risk management process Wiaaiuflély

Uagly

foyaluaarmag o uil 31 wienoey 2563
WHIBNA
1. fonfiAnstadudduiunsmaasumnudriuldnisanim (biocompatibility tests) Haaldfuns
fussrruannInvemealfifins nunnnig ISOEC 17025 Testing and Calibration Laboratories
win Good Laboratory Practice (GLP)
2. Wiwuudnumangunislifusespriuansnvesiesufifing vy ISO/NEC 17025 Certificates w3o
GLP Certificates
3, Lhigwnsalduansdnviaudrduldmsdinmesauieniienddlaulsilduiamesiedadey Jy
Aunuradnuvisdileuldlluinmeriinvguseld
4. Foyadlduninnveasunisildluiameiinsounaunimessurnaufivieetoisuas seuusn
vosumpiiuimdoundy feftadoundy fetadod uaevdoRudodt onelimumansay winlums
weaouldninmeaduswuifsme uarssysrssnalulsaiu Sabiduiuauslufiefoshnisfine
wnseviantvessuauduivden TrsuassruuAn 4 vasiemeiidufwmdoundy fudadoundu
fwiladods uas/mihwie:
5. fpsRersaiumildilaedosdowmd wu wlesdouwnmddinsdudatutudedonyia (mucosal
membranes) Awnisildtaadosflowmirshnaaeuluiudedenyinfuduiu
6. WimwsalinanisnaasunudfulinisdanmvesTanflEluntssdndwaiondalaul gy
Pmoduiumvesduudfiugilaulaliluivnmelnivgessla




(2) nswadauvang (Mechanical tests)

(2.1) nsuszdiuadiuauysnl (integrity) vaadonds Fahendalaudanlmued Usznou

funtsvaaey felui
nsNARaY AEnsmagau nusinseEay
Leradade | Aunieswnn B.1.2 teannsgi 150 14607:2018 | Anadiimedhaioy 450 %

' (elongation)

w3oatuifleluilegtiu uasamsg i 1SO 37:2017

wisatulluilegiu

2. nribmagin

(Tensile Set)

uAARYIN B.1.3 umigTu IS0 146072018
winatuildluilogiiu uaranmsgmu 15O 37:2017

winetufillutlagiu

#Bagndm 300+ 15 % 1 3
+ 0.3 uTh whrudeslmAnay
ArnsEnegia (wdndeulwe
nifundluvan 1 wW) dioagean
Laitdiu 10 %

3, ATLTLSY
vatena (joints)
souAD (seams)
winsousiin

(seals)

ATUNTANUIN B.2 NWRIE IS0 14607:2018 w30

atuilslutiegtu

3.1 sopRefidiugsingm (critical
seams) fuR L, lunm 13 gefne
Liannausimaveasy degnia

30015 % 1Whaiaan 10£1 Funil

3.2 souRpRliuAings (non-
critical seams) i o Tunm
13 seApaluiAnnuANTINRADY

dlegnia 1005 % unm
10+1 JuW
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patch
2 shell

3 junction

Uit 13 uansi L

B oruransvszdiuarusuyial (integrity) vaawdaniia fiorsznaududoya Faaluil

1) easdumieiuietaiudiedalmdsilduinme moitoveuin sWandaduiviody
nTHER

2) fuivhmsvesey

3) ginrimaasy
a) wan1maasunImdmilaen (elongation) n13Bnegia (tensile set) unzsoudefilugaingn
(critical seams) kazsoumalaiiiugsingn (critical seams) ()

(2.2) Auduny (resistance) vauduuiouddlauldddluinane

NIINAEDY FENIIMARDY SN INARaY
1. puiumuse | mumesn C.1 veanasgn 1SO 14607:2018 | Apslsiumn (rapture) iedunndoe
i (fatigue | visatuililutioqi mauldndesganssm fdauene
resistance test) 10 wi
2. ATIUATUYIUAD | mUAARUIN C.2 WRIE ISO 146072018 #osluiuan (rapture) Wedannmiy
witnsznu (impact | visaUuiildlutlegdu ussanmsgu ISO mnulAndpegamssend fhduty
resistance test) 37:2017 ﬂnm‘fﬂlﬂuﬂwﬁu 10 vy

B} srwarunantsmadaua uAIunIY (resistance) vaadruniouddlavlddalusnanie fee
Ussneududioya dvielull

1) eandemieafuioiainufonddlalilduime muidevesuin ju sianinis
wisjunsnfe uasArugrveadmanfendflaulaidduinne

2) Anwuzvanrinilavaany




a2

1) HANINAADU
s lnTunuentsUsediu wafuea eI d L nmiuRIaen

nsilisuinusinsysadu wwwenseasuriTLRERTIE Issydnouverseuiins

NAADUATD
4) Jufivnrsvwaaou

5) ijﬂ'm"nwnaau

(3) msUssdiumanienin (physical evaluation)
(3.1) nseanuuutuWAania (design of shell)
Futrfinilusazdwusnvaadenia foufnusaduam (friction) MilWiAans
naen (abrasion) sewinsuRnvsaAeninfedy wasseniradenirfuuinuiidasnaniieaddlau
Yeuitan Swsadeanuiilidanseaeniuulivisintigwaidiled iy Wivewdniusivie

= -l B Py ¥ - e ¥
Euaneamansiineasuiiirates Welwivleinduwdeninfinmensanlunistlsluiane

(3.2) AuTInEv942189 wionundsidnddlauian (valve or injection site

competence)

ATSNAABY AN ImARDY nausinTInAdaY
1. aUTINEVEIED sumAsuan D.1 seannIgy IS0 Lifisouda (leakage) Aatuly
(valve competence) | 18607:2018 wiaatuiil#luilsglu FEWIHNITAABY
2. auTInsTew MR | muniRsuan 0.2 NIRSE 1SO 16607:2018 | windfirasanalod (droplet) vas
andlruia (injection | wieatuflEluilegiu voumad wiawns unsifinetiy
site competence) Aaiios vl 30 Jufl o #uﬁﬁr_m

Wiz feiliiusedvunteants
™ ] J_
FepdumianosIalauss

@ s waunantIimasauANIINZYDAAT wlasundai@nddlauian (valve or injection site
competence) Apalsznaufiuiious Aol

1) SwazBuniEfumet i iudalaulidusme suvdevesdudn waysianindust
winjunrsndn

2) Sufvimisveasy

3) inTIMmaBy
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4) uAMALTIOUETETNEY WinauTInsvesiumiydadalruanuinusin sneaay

(3.3) Saniildussanwly (filling material)

nIsNAdBY FBnrivadau \nEusinInAdaY
¥ s W w LI -
1. ¥alu apuamATAulmmImuawsswiniani -

THusgmeluuasfenih medeyrausious
mahuasATENY sETe AN

TErmiluseuzm

2. NIiRRANUYE
Falauiea (silicone

gel cohesion)

MUNARLIN E INRSEI 1SO 14607:2018 wia

avulEluilegiu

RN SWENA wesAI T

: = =
u73 (projection length) veaaan
Inashugunininesau fesloani

viswiiu 30 dadums

3. NMIWNINTUTDY
Filmuiaa (silicone
gel penetration)
Whumalsadiun

wuy (firmness) 1auem

B E Tl

AMNARYIN F A mIgu IS0 14607:2018 win
atuililutlogiu

wantg hnaveasulusswinanisrmuny
misuin Wosnlisarsmhmmaseuiiiy
wianFeddlauduisgy

B srwrumansmasaunisiafiniuvasddlauiea (silicone gel cohesion) AavUsznauiiutoys

el

1) Muasduaiiuiotaduuiondaleuldiiduiine sanidevesdudn {u sWaninios

WIBJUNIHER

2] NANSYRADUANTIOUEMTY I U TR et i ueug aleultilalusianie wasaues

(projection length) veawaflvaziugunsaivaaey

3) Juiiviinisveasy

a) HinImeagy
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@ srvrumanmaasunsuninBuvesdilauiea (silicone gel penetration) Apssznaumiuiays
dangluil

1) MwanBumiefuiei i iodalmlfduiene suijumsdn

7) wanTIvAsBvANTITUE M TLYsset e RTaul gildluiame

3) Juivhnswaaou

4) ghirnsneasy

5) gunsamaaouy

6) wisdimedvanniadined

(3.4) nrmedauntiunsi (diffusion test)

NEMAADU AENTINARBU HanIIMAEDY

L nmegeunisund | (1) amumeson G anmsg SO 14607:2018 | WinadAlaufiundeanuneiniia
(diffusion test) vaain | vieavuildlulegiu vie uufvudalaulddduiume

wufesdaledlitlly | (2) ASTM FT03-18 wieathuilfludepiu
f1mestmun (whole

implant)
(3.5) Uums (volume)
nTNAGDUY Fensnaday WSINIINARaY
Bias (volume) . Wumsveasuuiougalaul el

Tusranm ApadiAtlihfiu + 2.5 %
o fumsRuanIULaIn

(3.6) i (dimensions)
FoeinAtAunTuBIg U (base) UALAIIGR (anterior projection) IINAIY
Winugalauldialusnedniagy
(3.7) #ufi (surface)
nnﬁﬁuE*:qnuﬁnﬁ'mﬂmﬁimwamumﬂﬁﬁﬂﬁﬁﬁﬂw Aoausediv

Qwﬁrﬂﬂmﬁﬂﬂﬂ'fmﬁ‘l (surface characteristics) wastuiinuan IMARBY




a5

nIIMARBY RELRELILEET HANTINAABY
ATy 1. masan H inmsgu 1SO 14607:2018 vile seynunvuz eI
uﬁuﬁ"[ﬂui]q?ﬁu wip 1, Budou Tenodvvnsrrueguss
2. 150 25178-2 Geometrical product uBuni 10 pm
specifications (GPS) - Surface texture: 2. fvyrsswuulailes Shadoves
Areal - Part 2: Terrns, definitions and AIITYSE SEWiNe 10 m s 50

A m
surface texture parameters aviuilitu H

Soqthu ¥ 3, nvguszuuuunles SAnody
3. 150 4287 Geometrical Product
Specifications (GPS) -Surface texture: Profile
method - Terms, definitions and surface

texture parameters aUuilHluilugiu

VELATIWTOIE 2ANMTT 50 pm

' FHAIMUHANTINAADUAMANY Y pafiuila (surface characteristics) ABaUsENDU ﬁ"]u#ﬂgﬂ
Fasiplyil

1) Mwanduainafuihosaudnuufeddlaulilduieme suvlovesduiin u sWanfinios
wiojuniiude

2) nanTvAapuaNTINUENTNTBIRBh R s ERTAulE lus e

3) fuiviinsveaoy

4) punseildlumaveaey

5) fpfintsneaau

(3.8) arsuudiouluiufia (surface contamination)

Whusdniuvviofudnsosidumsssdummudes essyladinfomnza
yesasvudeuamnluifeaiafonddlauliftluiene
(4) nsuszdiumianall (chemical evaluation)
FowssdunndnvuemanivestanifliviiuGenis asiliussy uazansiiliindoui
(61d1) M1uu1RIFIU ISO 10993-18 Biological evaluation of medical devices - Part 18: Chemical
characterization of medical device materials within a risk management process w3aaUu A4l

Uaguu
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metnnsiwseimandl (chemical analysis) 1y
(1) wiania (shell)
(1.1) szRvvasUfitondonlusszninaluana (degree of crosslinking) atins
wion 3 Junaudn (lots) teduiiuruahiana (uniformity) veafRundenlsesewivluana
(1.2) aasiadnld (extractables) :1nwdenids Wunismsieddunmunin
(qualitative) uazduyIuin (quantitative) iiaivarsindfiondufie wastszduridndingantes
aeiifiorslamidssginemuogine 1y
%* residual monomers, cyclic and linear cligo-siloxanes
% residual fifiAruiiufy Wy polychlorinated biphenyls (PCBs) winld
wWadoonled (peroxide) Tunseunnniuga
*% axlsun@n edhu (aromatic amines) winldasindyimu (polyurethanes)
(1.3) a3 szmelf v lalelnsniuea (isopropanol) a13vitasatuingdu
(toluene) avpiasaelviu
(1.9) Tanzwiin iy unn@dy (platinum) Ayn(tin) Faned (zincd) lasdiou
(chromium) a1iwy (arsenic) mea (lead) wae (antimony) Unifia (nickel) noauma (copper)
(2) arsussgnulu (filling material)
(2.1) @RlAuiaa
rsiieseiiununn (qualitative) waedBunn (quantitative) st
afmlanIngalauen arsvsemeld wazlawewdn
(2.2) srsazaroninnde Wy myiwssdnaadiaudise
9.3 naildusAsInide (sterilization)
Brroibiddalitiduiameuneenidetaiuiite T
(1) naviliUsIA9Inidadan ethylene oxide R1uUIMIFIU ISO 11135:2014 Sterilization of
health-care products -Ethylene oxide - Requirements for the development, wvalidation and
routine control of a sterilization process for medical devices H?ﬂnﬁuﬂﬂuﬂﬂﬁu

' & T
(2) mailwlsmndieAsrsdauuis (dry heat) AuuTAIg Y ISO 20857:2010 Sterilization
of health care products - Dry heat - Reguirements for the development, validation and routine

control of a sterilization process for medical devices H?Wﬁuﬂﬂuﬂwﬁu

I ‘Hﬂn‘JI
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el Faedimsuansdoya dureluil

1. 's'ma'n.ln"|1nﬂﬁmnum'mqnﬁm-uam‘ﬁ-rh'lﬁﬂ's'mmm#ﬂ (sterilization validation) 11111?'-:
swusanearumUinamnudeuresyiundd wledniuseiuniidiiFiaiuudoulunindn
(bioburden test) SwauNANTIMARBUATTINISIY (pyrogen test)

2. MwanBunveanisaTIeasuAMNgNABITBIMTUT AR INTR iy FEmeilivsreinds
% (method used for sterilization) '.i::li’un‘ﬁum.ﬁ'unﬂmiﬁ"l'lﬁuﬁnmm{a (sterility Assurance level,
SAL) wingruuansmnassadsnnnsguiildnnsssuaugnisreimsiliusiae Al usun vl
UrArnilafaenedneinnaguitinas: uﬁtﬂ}ﬂnamwmawqunﬁawmmTﬂ"l'lﬁﬂ'nﬁmnvﬂrﬂ

-} Hﬁ'ﬂgﬂuuammwnwauqunn".’m-ﬁ (revalidation) stitariailasvaanszuaun1siild
Usmenide

4. nansaagun1sIEN (functional) veadmafsuddlaulitllusnnmdmaililamnen
e Tasnsiiiummnndesaiimsissyfodibilinsldruuesmnnsondsreadinanfivadilau
Titlluiampunming

5. FIEUMIATITADUAIINGNABIVEINTIUTIY (packaging validation) TnunsilWUsrenide
sadsnsiiseysiedliiviiliavarysdveinslasidnussgdusiunwios

6. TwuRanTimrasulinin ethylene oxide ﬁﬁwaqmﬁaaq {residuals of ethylene oxide)
nuUSuin ethylene oxide :-'-;ﬁwaamiaféﬁﬂahitﬁuinﬁﬁnﬁﬂ y13lu IS0 10993-7:2008 Biological
evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals H!Eﬂﬁuﬁtﬁlwﬂu
euanvimAnaiadunseuaumsiliusimeinide ethylene oxide alussduitvouiuld (nadvinli

£ ;
Usweinitenis ethylene oxide)

9.5 wangmumaafiin (Clinical Evidence)

davhilunmndangs

nsUszidiuniadiin (clinical evaluation) WusafiouTEniaiu mavssdiu waemsieneiteys
yandTin (clinical data) veasdsslounmdatnradios Wevssduidindngnmeedinifsameluns
Bufunuseardasiundnmsddgiifordowudasaiouasauisousmaiia diold it
Faleuldialudnamueuduushnslfvsairomdadusiviaguin

foyamndiln (clinical data) iludoyanmaenfuuazaussousmmitauiiunnsléii
wuifisu@dlaulddlaluiramemandin



unaaipyaveRdin

1. M3Aneidunardiin (clinical investigation) veadnniisndalaulitlslusrinefibudve
sy mintwiondia uin

2. miAnw1idenandiin wianisdnwduluunaienisiviniimisineaniand (scientific
literature) voasuufionddlaulHlludamednusdwed uduudesddlauldidusnieioud
vapygmindwiondin win

3. Monulssaunsainislininddn (clinical experience) #lFTunsARuimoung wislilaiu
nRfiseuwns voud uufeuddlaulgildluinieitudveeygimindmIonda wlowinandley
Faleulidluiameiiruedundaiusmanieddlalitduianmeiiudwesygmihdwiondn
wunemn Tusadusameauansdidinandonddlauliililuinmeiudveoygrmidmienda Liideya
wiAiEnTINNISANYTITuveREtn

Watet Wiuuenansethalion dweluil

(1) sruuntsuszdiuniaadiin (clinical evaluation report) fiananu MEDDEV 2.7/1
resivion 4 wisatuiildlulagiu wis IMDRF MOCE WG (PD1/NS5 winatullutieglu Taugdmi
unegfayl® Fesaaunuasuf

(2) Soyaniandiin (clinical data) 1Aun d@wurunarumisdvinisaduiiu (copies of the full
text literatures) winswusansAneidentendin (clinical investigation) AldnaduReatiuayu
HH‘HHUHHTEﬁﬁﬂUHﬂﬁﬂ'JmﬁWﬁH

(3) ununsAuAuunAIINIEIEINTg (literature search protocol)

(4) T UNIRUAUUNATIUNITTEINYS (literature search report)

(5) UseiRvasdusiiu (evaluator's CV)

(6) wisdauamenibifiduldduduvesdussdiu (Declaration of interest)

10. a8 wazenanitfusasilouwnmd (Device labeling)
wadail Wiuueanuasionansiiuwdoslounmdddalui
10.1 aannTening
Wuwvamniduiuaiuwieldmfeufuaiudsimihluguuuueringdn (artwork)
preademanilunmensvunmusvsplsturousspemundnaddleul slaludanm v

] | J i (5] [ 4
wisilliiferemeluvszmafiswlddaou massnmanisnmsasningy Fos Wanfoudalauldddy
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$1ame WA, 2562 (naeuan 1) Ml ssilnwndusedld witerunwndutudosdeumusluidavie

utriuterunwilve Inufosuansspazidenatuon daralul

(1) #8 Ustiom wazvdrupaduuieuddlauldtsluiunme saoindsuasswasBusvanydoni
wiuuendaleaulvislusianie

(2) ArunJnavegu ANLG wasUBuns
fildmeninguiedgdnsafiumminfves ruge weehinmuumusunpdefuiefug w
uaRfir T “ArunIuesg Ty AT wasRunaalei whmadasfnmninguiedgdmeiiy wnflé

(3) Fouaefirvosanmndingn wianudhiudh udusinsd lunsdldufundliuandoanuiisdn
ot wasUsemafinandie winkivandoanuiuesdloinan Wuandodwowdaine e
Uspinmdromand e wasysemndindauny

(4) Vineufiussy

(5) viiviasnusuarsnsIfiLan viojuiindn
Srildmmndngwdedgdmvaiiviuaviviadmiuanseisiuin winjuiisdn vunmususspieviefiving se
wamsiary “eviviesmyiuansriiiudn Wotuiudaliad” uimadsinmnnqulsdgdnuaiuumils
(6) oAzt win DuaxiAouivuneny Wansfuiiay 4 &
frifnmndinguiedydmeussfeuinety vunusurspidoiuiofiussg ssuansiioram “WouussD
wio Duasideuimmenybiail” umudimSingewidgdnveiuumuls

(7) ipuUsedfuBniuY (serial number)

3 - i f & i L} = - i J ~
fniiFnmndngenisdgdnealiiuveryssdieiafuiuunmusunpiefwieiussg ssuandonu® vy
[ i 4 = ar ] ¥ i L
Visdiednin (seral number) Wiafl* wfmufwinndngevisdydneadiuumuils

(8) lﬂ‘!}ﬁmmﬁnﬂﬁmﬁﬂﬁﬂl‘ﬁ"ll.ﬁ%ﬂﬂ:-.lﬂuﬂhﬂ

(9) vevsly

(10) sl wasdinmsuiusne wasduenarsddiuedodoumild

(11) Aufeu uastorsseiilunsle wandluenarsdviveiodounmild

(12) Yery “MEldrdnier” wanefdnesdunsiidhulidmau

(13) Formy “nrsldimanitonddlauilsluinine Wlilssduszneviv@waunssuwiniu® Tnouama
FrufimsaunsiiulAt ey

(18) Formu “nilfduuiossalaulilduhimvedaivessirandsdumafoundwon
dindosiin BIA-ALCL" TouansfuidnusAuniiviuldtaey uansamednuiondalauld

Halusramuwiinfirvguseini
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10.2 narsiafueissiowwndniwalng
deauanstoruiunilvefisnldtaeu uasiidemiasandosivionarsiiunisie
wndfuatunwdingy el sxlmwdufefld widennunwdudusodlaumnylidamiaudaiu
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11. MIIATIIAEBS (Risk analysis)
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11.1 51891un159AN13AHBA (risk management report) FaUfuRmuuInigu 150 14971
Medical Devices - Application of Risk management to Medical Devices nﬁuﬁlﬂuﬂﬂqﬁu LR
Uszneumetoys iyl
(1) mymssdnudu (risk analysis) Uiznausiy
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W
(1.2) M3 AU (hazard) Yiluanmieund uadliun (fault condition)
(1.3) msUsudiumudswesanunisaifideiiAndunse (hazardous situation)
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(5) fnssumamussueugnABIrIMIdan A e
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(Certified Body) ﬂauﬂnaiwﬁnﬁn'lnmmgmmmﬁhmmzwqmmhn"mnﬁnnﬁwﬁﬂmd‘w fin

(1) winnasiuas T sFRlunsudawedealiownmd (Good Manufacturing Practices) i
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15. ﬂﬁ*qﬁni’maqmwﬂnnnﬁnwmnﬁnﬁmﬁmnéHﬁnv.ﬁati‘waanﬁﬂﬁmﬂ (Declaration

of conformity)
Twwumidodusorrwaoanisaminiuvininduinviownvawmindug (Declaration of
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16. visdaupudunannidivaandndusiiviiduaauny (Letter of authorization for
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nsdghindlaildidweswdniud Wuvunldousudnmamdrewdaiueiliduiun (Letter
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« uileudalauleilsluitane” (Implanted silicone breast prosthesis) WuIBAIN
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EXAMPLE

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

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

Name and Address of Product Owner:
< Product Owner who is responsible for medical device according to the definition of
ASEAN Agreement on Medical Device Direclive =

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

Authorized Representative:
< Local authorized representative responsible for placing the medical device on the market
of Thailand=

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

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

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

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

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

Authorized Signatory:

Mame, Position Date
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EXAMPLE X

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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