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Abstract

Polycaprolactone (PCL) is one of the most popular products for facial rejuvenation
nowadays. However, studies on 21% polycaprolactone in water are still limited, especially in
the Thai population. Most products for facial rejuvenation are administered by the generalized
microinjection method. On the other hand, 21% polycaprolactone in water is normally
administered by the 5-point protocol which is recommended by the manufacturer. The
purpose of this study is to compare the efficacy of 21% polycaprolactone in water for facial
rejuvenation between the generalized microinjections and the 5-point protocol. In 15 Thai
subjects, we randomly assigned each side of the face into one of the two groups; 5-point
protocol and generalized microinjections by Vital Injector 3. Three injections were
administered at 0, 4, and 8 weeks respectively, 2 mL each week (1 mL on each side of the
face). 11 points on each side were marked for evaluation, Cutometer MPA580 (R2) was used
to determine Gross Elasticity (R2), and Visioscan VC98 was used to determine Skin Wrinkles
(SEw). 2 subjects were excluded after the second injection due to facial edema treated with

dexamethasone.

No statistical difference in gross elasticity and skin wrinkles between the two groups
was found. There is also no statistical difference in skin wrinkles before vs. after treatments.

However, there is an increase in gross elasticity before vs. after treatment in both groups,



especially at 8 and 12 weeks. During the study, only mild side effects were found; edema,
erythema, bruises, and nodules. All side effects resolved without any intervention after 2

weeks.

In conclusion, 21% polycaprolactone in water is an effective treatment for facial
rejuvenation in Thai, especially for skin elasticity improvement at 12 weeks. There is no
difference between the 5-point protocol and generalized microinjections. Still, the most

suitable method for 21% polycaprolactone in water delivery remains open for further study.

Keywords : Polycaprolactone, Facial Rejuvenation, Elasticity, Wrinkle
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Tnevnsdnans 21% PCL in water auwuy Protocol 5 sumusluluntignumila 1Hu
$1u7u 3 S TudUa¥iil 0, 4, 8 wardauuy Vital Injector 3 nszanesiaialuluntdndunils uas

A1sIaNa 710, 4, 8, 12 dUa1nuaIay



2.2 wudAnuazngufitieades
2.2.1 N e Ramaialunih
FrsesunsTovesAndunsruiunisfifiadu Tnefnndsunlasseduluana waz
Tassadsvesdusng 4 vestuin Selassadefidviinunniianfonaaiaulnd | lnefedu 80%
voIngan LT ImuATesRIMiIIane’ YadefidmaliiAnruaunisnsdsineivesssuuiands
wsoanifiu Haduneusnuaztiadenelu Tnethfemardavdmanssnuderanninuaziinmuues
duloreaaau lnssadswastuiinfasdsuntadly wagldamnsailuynduanlndld Sedamalidy

Auuuas Mneudnngu waznanalusisesurieioanuun

Dry epidermis

* Reduction in sebaceous
and sweat glands
activity

Thin epidermis

* Slower repair function

* Decreased vitamin D
production

* Reduced number of
Langerhans cells

Fewer melanocytes

* Paler skin

* Reduced tolerance
to sun exposure

e— Thin dermis

» Sagging and
s wrinkling due to
Fewer active follicles / collagen fibre loss
* Thinner, sparse hair

Reduced sweat gland
activity
» Tendency to overheat

Changes in distribution of fat and hair

*» Due to reductions in sex hormone

levels Reduced blood supply
+ Slower healing
* Reduced ability to lose
heat

AN 2.1 AR UL UAIURIT UM NS AL TUNLIWAN F UL D911 N T PRu T
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Differentiation

Differentiation

+ < +

AT 2.2 AILANAIIY983AUTENOU LazlaTiassuosliniladuag o suseninsiieewis fu

N1t

WU fibroblast HUSMamazmsvuanas’t vilviAansanaswesneaaiaulneiade
$ovar 1 Tunn 1 1 3 ludaudieny 30 U July™?
2.2.2 AMNWAYYRIANS PCL
IndA1lusuanlau (Polycalprolactone : PCL) ¥aog luna ulndtoamnesatalynse
Fuasgitunniiuivu diunssviunsnaadiasnisdmmulndiuedues e-caprolactone

aaa '

wagldissu)isen anunsadesanelamenszuiunisialasladavesiussieamas danudangu

v '
! 1 IS

= va a s = ~ 3
LLazﬂugﬂlﬂﬂﬂlﬂaﬂiiwaLuaiwaaaamﬂmw’smwau 4 Iﬂﬂﬂﬁl@ﬂa@ul;%a?mqﬂiglnm 60 93A1

waged way yaldsuan ugAdeuI -60 srwaigya’



/\< Catalyst ﬁ
[ + Heat

0 - O—{CHyj—C

L n

e-Caprolactone PolyCaprolactone

AN 2.3 lassasieamiaaiiues Polycaprolactone

denmautiffgndesaaeldlunsdininuazanudiiuldfuidedolasseu Fedins
st dlumansunnd wu lvabuusa eibefuduagnsgn 14lun1sthdsen (drug capsule)
way finsihunldnszdunisaiianeaaau (neocollagenesis) dvdswalinoaaauldfiautu 32
SeURUTY IE iR (augmentation)®®
2.2.3 n3zUIuvIUNITasIAeaaaulng (neocollagenesis) 31nN13@nas PCL
1NMsANYIMAaRslunNAAINUI1 NIRRT PCL A11130NTEAUNITATIIABAANAY
Tradludufionds wasyhldRamtafiaumunsaiiudu®

nsnaedluuyyd Tnemsdnans PCL Afmifsuinneiy wdninismseduidelnonis
foudvdsdn 13 ey wui Snsvuiunsadisneaanau misou q @13 PCL Tua3e™® wananiuds
WU fibroblasts, neovascularization, elastic fibers lLae giant cells 58U ¢ @15 PCL oy AUNRUIA
yasimilfaiutuogradiieddndnge’

Fanalnlunsassneaaauves PCL Hu Anainnnsiieynia PCL Insmszaneaiu
agradussfou vmhfidulaseadieaudf (3D scaffold) Wesesfunsasradulenoaaiau lu
anwndauiiusenauludewwadsng « wu fibroblasts, giant cells’

uanIntunszELIuNsadesaanal tududunannnsdeuuriedefilasuuinigu
Inenada1nadnans PCL %Lﬁmﬂszuauﬂwsmaﬁuaqt,l,waéﬁ ﬁuﬁa Inflammation, proliferation &
repair, remodeling’

(1) szez Inflammatory phase (utudi 0-3)

szsunnnssvInsklsivenden ndiniu axlinsinde uiveudindenvrudn
wluvinadfiinansuindu Wemdndwlanyasy u,aza]wé"qmsﬂszéjuiﬁl,ﬁmmia’”ﬂmwﬁu Fadu
AL liin 9INTUINUITOUNIMEIRNETS PCL 1A uiaIn15azeoe  anadluniends wonNTugT

83813 Growth factors Nagraslun1smeveunaluszey Proliferative phase



(2) szug Proliferative phase (lwiu# 3-10)
AziN15LAG aUAYBY fibroblast cell WSaududn15as19 Nasaliennazid oy 3
fibroblast cell ag@519 @15313nAaa 1w dngLanie type Il collagen), fibronectin, elastin,

proteoglycan, glycosaminoglycan(GAG) &slassaiawmantiagyiviialinnudavguia wazdnase

. . S & a v
skin barrier NLYILLIIDNAIY

Phase 2: proliferative phase (days 4-21)

= Macrophage
T . @ phag
P 8 =
e L g e 7
= B ’L“:u_z. S S/ N
/ ’/ \‘
/
| / PDGF TGF-B1
| / \ /
v \ /
Framework for endothelial \\. /
roliferation and angiogenesis
proli i giog i /m Fibroblast
v S =

VEGF, PDGF, bFGF, thrombin

Granulation tissue:
fibroblasts, granulocytes,
macrophages, capillaries and
loosely organized collagen

' bundles

Collagen il

i 2.4 nsisgiulavsawadlussyy Proliferative phase

(3) 5¥8% Remodeling phase (&atufl 21 uguly)
WU type | collagen umALNU type Il collagen FudunszurunsfiAntu Tu

Usnunanais PCL Tusseze?
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Phase 3: remodeling phase (day 21 to 1 year)

Collagen 1l .
~ -
R & - ~
- \ \\‘ ;
| Myofibroblast
v , \ i
B S X
""’fl‘;«,'ﬁﬁ‘,ﬂg - Contractile response
e decreasing scar surface
Collagen |

Anglagerzsis

Pood ncw

Hair follicles or sweat glands have

no potential to heal -
P Apoptosis

AN 2.5 Msiawguldvesesdusenaugadluszey Remodeling phase

2.2.4 manszaediveseluduiani
o efiitesuyud iy fdnvusidugngu wioures 8avyud duunly
(deformable porous medium) Zaviliveanatanunsadunseatedald e Wednvesmandiluudy
windulnsmesvamnautu mnduussdunininsmeavarsgyliveanainszansesnlug
daBeuinadiafes fansnssaefvesteavaniu uenanazduiusiauasanuidutuvesans
HetuagfuuTinnsiian wordnrisfidndnge’

[
a Y 1

wiazdalufinis@nundannsnszanesfued 21% PCL in water Tun152ANTURIMT WAL
=1

= = o aov & a A Ad a o I v Ao
ﬂqiﬁﬂﬁfﬂﬂﬂﬂ’]ﬁﬂﬁzf\]’]ﬂﬁnma(ﬂumaujhlm@ﬂsﬁu ELUﬂ']iQ@VIGUUN'JVUQ 1UN1TNTL YNINTAL 15-30

TadUMT NAULTUTUAT BazALNIEAUMLARTUDNLLDAMUTNT UL ALY

23  mudseiiisades
231 UsyAvSnaves PCL denszurumsaisneaaaulyiuasitunamnmiavis
INN15ANIUDY Guk Jin Jeong wazamzlud A.A. 2019 W1n15aA 21% PCL in water
Uiy Rejuran (RIR) Liteg3sesuTaaman 7 4 uay 12 &Unsi wudh via PCL way RIR vl
SOUUT A ALTL
232 anudaendelunisld PCL Wuaisnszdunisasnimoaaiiau
(1) Polycaprolactone (PCL) Lﬁumiﬁﬁmmﬂaamﬁaqa (high safety profile)
PCL flanudnduldiuilede (Biocompatibility) wislunasanaass wazluddldsn

a

lasunnsgu ISO 10993 Fagududn PCL fimnudaends Wednsdudaiuiiletovosuywe PCL 1
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AuavTRTigneosaaelsiesnusssued (Biodegradation) lelaenszuiunslelasladavesiuszioa
wesluaelndiues™ uazgnindnesnaininniy (Bioresorption) luglvesfinwaiveulasenlys
wazth? wenaintiu PCL dafiudrusznauiilélugunsalvnansunndsng q fefinarluudadnadu
(2) Polycaprolactone Dermal Injection ﬁmmﬂaamﬁﬂuuu%‘

Pneuialan linunsifanadiafieafifieuss 1w vascular event HadnaAes
d’;uimyjmé’mn%’nmLﬂuLﬁaqwasﬁwaLﬁaaszaxgu 19U edema, ecchymosis? %

9INNSNA@BeYi1 PCL dermal injection uuluntlunane q sgauanudn waaiu
foyaiduszazinat 3 9 fmsdnwsauiomn 1,111 ady wagfamumsinwiduszesnan 13
Tulszwmaldgniu® wuluhn

1. 913U (Edema) (Ao n1suund 2 Un1vi) 50 578 (4.5%)
50897 (Bruising) 30 518 (2.7%)
TrunkAuU (Malar edema) 8 518 (0.72%)

Lﬁmﬁauuu%mn (Temporarily palpable lump) 5 518 (0.45%)

AR

Msnn1slasuLUaswesdin (Discoloration) 2 518 (0.18%)

wanINUUEINI55189U UAN15YINI5LAA nodule %138 granuloma TuUaguns

i,]EIZS,Z(S

[

AUz luN1SNE Weteeiuni1siin nodule deall

—
b))}

YR < 0.2 mL

An9E1T 9

v a a ¥ d’lj a A
MURAUILIUNAULUD SUHNUIN LAZTOUAIIAN

ﬁzﬁmmqL“fluﬁmwsluﬂummmq

Tu3aUsunamnn wedaeiun1siawsIReuaIRIvanuniuly

S O

TidnluRndarunu

2.4 MTHAIUIENNAFIY

INNITAUATINIUITINUINAYEIUNINVDINUITY EVNTANBIUTEANTNAVDINIT
nszAuNsaseAsaaRulndvesiIniauInalunt fen1sia PCL TugUiuuvas 30% PCL in 70%
CMC (carboxymethyl cellulose) sa1nn1sfnufisn@iunuin CMC anadinasionisifinuiuinsves
FuRamlsdans Feenaduiauusniu (confounding factor) lun1suusnanisnseiunIsaseneaa’
LU LLaza'amam'aﬂmﬁuﬂmmmmﬁmﬁﬂumwé’q WAZWUIHLNEY 1 $1U398 970 Guk Jin Jeong
wavmnz® Afldunilwesudde nands nsfnwuseaniainaesnisan 21% PCL in water lunig

AR1N MaUsEANSAINNITAALABUTITEUTBUAIIA VOINAUAIBE1NYINNINATIUIY 30 AU B9
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eandeavernide nuimelunsruaunsmeass msanansinegiaiios 1 ade wazTanadnsd
Antunelu 12 @ank whths wuisasesseunemanasegnaiited iy
FaldinsAnu13dun152nans 21% PCL in water lungudiag1saulng wuuasy
As¥UILNTT 3 ATS I Protocol fifandmun uazianansanumsiauauniavidslusudy
q ivenwileannadnsuszansnanisanawesisessounim uazdeldnunsAnwvewanis
N398RV 21% PCL in water Tudsuinsang o Au
wenantunsaanszelunihlusuussiniugowhnsaavanesumis e19vi s
Tonainaruduan vienad1aufssusnafidalduinniin1sdnniuwuy Protocol @ 8sluidl
nsfnwmaaesdinisdalusuuuudl §33e3sfoenisfigaddn msdanszareialumingas Vital
Injector 3 W3BUBURY Msannuuuy Protocol tu Thuszansnasoanimiainsiundelsl Tugu
YOIANUTANEUYDININTI nsanidensases waznathafsftenainty
{3fueeanuuunismaassanaunigiuiiin enaznszaneluied 15-30 fadluns seu
USnafmtanan'® v‘fﬂﬁﬂwﬁw%maiuﬂﬂiﬁuvjamwﬁmﬁﬂ sewirsluniinie 2 du lduesdinang
uanAAUeY1slTEATY
yaurinadnadeiioraindy lundideidauuu Vital Injector 3 e1aviliAnsaswAa
yiosostildinnninndiuaugndaiiunnndt dndunidneiidaniuuuy Protocol anainfeuyy

[
VA v 2 v a

AT W3091NSUMIUNIINGUINENTRY e nU3unssegaiiuinndt §IdeTefsauuRgnuin

&

HATILALATDINT 2 NY TAURANGIATT

2.5 NIBULUIAANTIY

N3AnyITeUviNIsAnwislseansnavesnisdnans 21% PCL in water vulumin lu
msuyan nialusnuaudangu waznisandeusasey laeviin1sdnans 21% PCL in water tJu
3 3 a9 lwda1nin 0, 4, 8 Tag Aanusurisignaniuaiusnmeiing 9 5 dundsluluni
Y =~ a J a v Y a v ) = . . A
Aunila waz@awuunszarenidanilulunindndiunis Adewn3es Vital Injector 3 LioAIUAY
anvaznsanliag lagainiwasuaudangy wasnisandousisesiu Wurauiainnisadig

Aoaaauluy MinanaAuaudRves 21% PCL in water Lad



uni 3

ASn1sAnE

1 [

A15ANENITL5 09U L ANSHNaTBIN15AAANS PCL 21% in water 15ABN15ES19ADAANLIUY
Tnaifivae ansa9es waziinaudanguvesiaiatumi iWunismaasmisadin wuu Split-face,

prospective cohort, randomized control trial fi3nguszasAiveyssiiiuauuanAvasseansneg

'
a v a

91nN152A PCL LUUMINLUU Protocol 1guAUu n1sannseanaviiiimtinig Vital Injector 3 33ka

! & a v | & % a a v a A a X
W@ﬂqiwuwjﬁﬂqujﬂu’]aﬁqﬁlﬁ V]QIU@WUU?%ﬁVlﬁNa LASNAUINLAYINBIUNAUY

3.1 JUuUUN13IRY
n1snaaenIeaddnuuuingualuay Split-face, prospective cohort, randomized

control trial Ingn158a Polycaprolactone (PCL) 21% in water 719%3n 3 AssAef 0, 4 uaz 8 dUan

Yy v o

neun1s@nans PCL aglvifidnsuiddeviuuudssiliuiazduiindeyasisesuulumin uazaiudanguy

Y

vasiamlsuulumin Wnewsunmeaes uazasiinsfinaiunai 12 dUaindan1ssne ieg

Usgandnavesnsiuaniniavi wuutuiinfildlunisfiusivsudeyanismeassie 1) wuuduiin

Yoya3dsesuuluminvediinInddy 2) wuuduiindeyannudanguvesilmiluuluniives

Y

¥

W1321378 3) wuuduiindeyaiasesvarimisuuluntives|insiuide 4) wuuduiindeys

Y

e

KAt 1LAEIINNTITIRaN1sYesliinTINdde Tneasduiing 0, 4, 8,12 daninduaziiluasuua

ANRYA2I51N

3.2 N15993UNTHATUIINAULNTINNITNTITE TUaIyue

[y

AnsuideaglasulenansauBugendnsinnsidy vdslasunisesuigegeaziBunis
Uszlomiliaranudesiionainiuainnside wazazvegRnsidedislanle

Ingrdnusatud laTun1siansaIInNaAmNenIsuN1533e535un15338lunywe

=

a Y] a o a =~ v & = a o v
NW??WUqaﬂﬁqiﬂf\]Um%@ LW@I‘V‘L‘UUI‘UW']N?%LU?JUﬂW?QQEJ‘V]@ﬂG]@QWT@J']SﬁlI

)
3.3 nMsmuadTEIINsHasnNguAlaEi
3.3.1 Usewng
Uszynslne 01g5ewdng 30 - 50 U lddfinune
3.3.2 nguiieg

HLU1391798lng 9185213 30 - 50 U FedugenidnsiunisAnuidelaganuaingle

LLaSﬁQU’]?,JLﬂua’]Sﬁﬂﬂﬂjgﬂwﬂuwﬂa’ﬁuaﬂﬂﬂﬁ']ll@ﬁ&]@lliﬂﬂ’]'ﬁLsiJI’l'il’JllﬂTi”;Jg]JEJ
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3.3.3 YUINAIBEN

(1) $198991n9338909 Guk Jin Jeong wazamz® Feldviinisisediientunisdnans
PCL 21% in water Tun15¥n 813 2508u510m19A1 Taeld Crow feet erading scale tHutian 12
Favh wuinAedpredsisestounInnasdie 1.79 Aedesisesndanisnnasie 1.41 dau
Desuunmsgufe 0.24 fvuavunafegiaiionaaeuauuigiudiade Tnofvuald Type | error
= 0.05, Power = 0.9 a¢ldnansnaaesianua 10 fegarangu

(2) $198991n91388909 Ji Yeon Hong wasaaz® dalgvinisisediientunisdaans
PCL 21% in water Tunynaaes Mt iakaruEanguresindsieinios Cutometer Llunan 4
Fami wuiheedennuBavunounisnaassio 0.339 e AnadsANLBAguMAINITNAADIFe
0.725 yiae drudesuunnsgiu fe 0.31 Muuaruiadetiuitonaaevauuigm Tnefvuali
Type | error = 0.05, Power = 0.9 a¢lananaaesiane 7 Fiegarangy

9nM53dea 2 fogs ATedddnguiiedne 15 fegwiongu ileteatunisanudy
TEMINNITNARBIVDIFLITIUNARDY

3.3.4 LAIINITARLLN

(1) dryydlng 91g5endng 30 - 50 U ludndnume

(2) laifiusgIRnisun Polycaprolactone (PCL)

3) Wldsunmsinanisuanunuuilumitluge 6 Weufiiiuun wavasdedlidh
$UNTYIERENITAIUALNUUTUNTNAUAUIZIENSANEIINY

@) lLiPulsaneseuusianie wu wmnu nsess uziss

(5) Lidulsamsiiamlsusinaldumi

6) hilaldenguaifissosnluruzidisiunismnass

(1) lildengu shiuea vise arsnanwadiIMinszninnIsnaaed

(8) ladsuusenundniueiaiuenmns nsedunisaiisnoaaiiay 1y Pycnogenol,

Astaxanthin

[ o 1

9) liasundndueiiniesdensnldegidulszdnseninanimenss
(10) anansandnides anusaursenubugaldndslasunisinwm
(11) lailyndensnssd Mmasliuuyns Ussdmsuinliunivsenuausednsou

(12) fifin Wrinkle severity grading system?” annninviewiniu 3 (nwdl 3.1)



Wrinkle

At rest
Grade

At Rest

No visible fold,

1) None J 3
continuous skin line

Shallow but visible fold
with a slight
indentation; minor
facial feature.
disappears when
stretched.

2) Mild

Moderately deep folds.
Clear facial features
3) visible at normal
Moderate appearance but
disappears when
stretched.

Very long and deep
folds; prominent facial

4) Severe feature. Less than 2
mm visible fold when
stretched.

Extremely deep and
long folds, detrimental
5) to facial appearance.
Extreme =2 mm visible folds still
visible even when
stretched.

AR 3.1

Wrinkle severity grading system

15
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3.3.5 N9INIAReDN NaIN1SHY
(1) uians Polycaprolactone (PCL) #ldlunssnw
(2) VINMSAAFBIENINNTANYIY
(3) \Aanerdanm lisugiRmg viedsduln Adsmalifmisuinalumiasuidas
TWeguiiuledn
@ ldanunsaufuRnuaiuuinsnisvesnisuaasdligu Wsunisviminanisaiuay
swurlunih sewinseglurisvesnisvmnans vie Wasunansaseiguaimiildegidulsed sening
N3NAEDY
NIrUIUMSIALarYeAINEuYaY
(1) Svadinslagldlutnusema (nanuIn @)
- gaulayl
- unTIvedegsnatuding
(2) oradaslavinnsdnduleegradudase waziinisliinalunsdeduls 3 u
Tnfimslideyaiignies Tnegisuurouwnndgudud anaatag) tielvioraainsanuisadaimin
sevialszlend uazanuidssiayrlasu uaslimsnseasunudiladeulienaaiasinsdadula
(3) NTEUIUNMTVDAUBUYDUDIAALAT (Informed consent process)
- Thenansteyadedursdmivenanaiaslunisise wazlidoyaifindusieg

(% (3

awdladg Tneide(unsunndgudud anaaniug)

a

- aoaudl S-Mart Anti-Aging and Wellness Center 35/2 auuﬂsma%gmém
WYL [weaIans1 nvd AeluiesdIui 129198113 12.00-18.00 .
- wnziliaubugeuy HUonIudugay agnsivdeuinetatadasian
Uty zATUNIU LLazﬁmmLsﬁﬂﬂﬁgﬂﬁawiamimaaq
- msdrduladuluegrdase Usiaanmstuderumeisnisana o
- yarafverBugon Ao FITeunsunndaudud anaanind)
- fl¥anuBusenasnuuay Tuil/asemules
- Tenansteyaunonatadaslty 1 ya waslidnunluugenuionanadasly 1
AIdeuUnauiiegtenndu nquvnaeLaYNaNAIUAY
nauneaes : Tunthd1elasun1sia PCL amukuu Protocol

nauAIuAw : lunihialasunisia PCL nsgangvniiant1nie Vital Injector 3
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3.4 gunsalinldluauidey

3.4.1

21% Polycaprolactone in water, lukhuunaendnd1tsa3u 1 mL n1elddan1sein

Gouri® (WAnlae USEM Dexlevo Inc. Usewmain1ua didnlae usom snudataas(Usewmealng) 914a)

3.4.2
3.4.3
344
3.4.5
3.4.6
3.4.7
3.4.8
3.4.9

Wadee1vuin 30G
gunInluaziATRilounme Wy d1d weanesed guileldudaine ey

gny1gusuumdmsulunin 10.56% Lidocaine

a <

YIAUN Cetirizine 10 mg vllaLdl

[

LONATIIANLBUYBUTNTIITY (Consent Form)

'
a

LONANTUBLATHINTIUALLDUATIA

v [

13WBABINIIU
wwutuiindeyaiiuguresidrinidenounisise

wuutuiindeya

wuutuiindeyssasesuluminvesdidrsuide

(1) wvuduiindeyarnuanguvasiantuuluntvesid1siuise

(2)  uvuduiindeyanatiufgaaInnsvivinan15vesins ity

3.4.10 #3099 Cutometer Dual MPA580 (Cutometer Probe) (U3t Courage + Khazaka

Flectronic Useineteasudl)

3.4.11 1304 Visioscan VC98 (U3 Courage + Khazaka Electronic Usginelgasuil)

3.4.12 1301 Vital Injector 3 (US®% Eunsung Global Uszineniug)

3.4.13 Fudusiialdudiisdmsuinses Vital Injector 3

3.4.14 1PNA1T5UTOILAL LONF1TATIVADUANIWATEY Cutometer Dual MPA580, Visio Scan

VC98 way wisea Vital Injector 3

3.5 AspslaNtYlun1snnag

35.1 Cutometer dual MPA580

'
a Ya v

glilalinsnyvaninedwiaiiadlagidminvesuTeniaense ludiuvesinmadalasy

=
bATBINGKA

Jwasesfildsunseausumenisunngd lusnwidvan iy [Dueiesdildunsgiu way

N150UsUASN151AS auaztd1an191I9UTe AT 89 1W2ATA (Probes) wazlusunsuidussem Lag

Y [ [

Jo ao &
IPINUAIU
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A 3.2 1ASe9 Cutometer Dual MPA580

Cutometer dual MPA580 wagiia Cutometer MPA580 Probe Lﬁlafﬂmmgﬂ%aﬁﬁum
Fantla (skin elasticity) Tiudnvowusagn Insgunsaiadaussduauiiuin nsuiimidaggnaadily
Tug%’ULLamW’i’am?aa ﬂ"]GUE)\‘iLLﬁQﬁVI%QB\i’]quﬁ’JLﬂ%ia\‘if\]SQﬂﬁ’ﬁ/iumiﬂEJWJ’]&Jﬁﬂ“UENLLﬁQﬁﬁ’]ZJ’]’iﬂVI8@
NURalE et ufuauiunuYeiafousIFuau(firmness) WAENITAUGANINANVBINING 9N
Lsauaumateas (elasticity) Faagldnasanundunsl uwazanunsasunaesnunduiuayld

3.5.2 Visioscan V(98

HueIesitanunsataanudniuvesionisly Tnenslduassansilaloante (UV-A) 910
uwnasiudanas waziasunandundesd@a (CCD-Camera) d9agldnmanisiiddidsvensgaun
wdantiy thamilduyinisunae anuanaunsensvasidnvesiian Tneldlsunsy
SELS (Surface Evaluation of the Living Skin) Program \ieR1wans Surface Parameters lagaunsn

a

° & @ v 41' A va o v ' oA Y v a o
ﬂqu’Jm@@ﬂNqLUumjLami@ Lﬂi@ﬂmﬁj'ﬁ ﬂimmﬂﬂqﬁmijﬂaﬂqwaﬂqﬂm@LUENI@EJLQWWUW%@QU?UWIWEJW%Q

a

ludiuveanvialasuniseusuisnislidiaTasazidnlan1svinauvenies viin (Probe) uag

TUsnsudungnef
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AW 3.3 1ASD4 Visioscan VC98

3.5.3 Vital Injector 3
\Hundealounnd Ala3uluouginain dinuAnznITINITEMNTUATET NTENTI
a51504dY 1avii luaynn 65-2-2-2-0004400 Tewdnsiaual Vital Injector3 Model ESK-2432MTG

o

Vital Injector3 {lasueugin u3Em wwawma Sulundu ia Wuedesdienldlunisisinanisda
A ° a aa Yy 1 v oA w o A 1w a vy o

RN F9iidefRe aunsamruaUsunuenianlawinnuy Assauanudniminiuy wazdalansias 9
FIVUANNENBUE VTN 1WUN1TUIAUAIULANAIIIINNITEN L AL LNNE LA A YITURYINTRaN1S

ielilinguauauviniieuiu

Al 3.4 1A304 Vital Injector 3
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3.6 A9N15NAADI

£%
U 1%

3.6.1 fndenoraadasiidnsunuiTenuinaminasly

(%
4 v

3.6.2 Yuoyasiuviwenarsveyanetarsalinsiessunsiunesud19iulaseauife

Y

IS v a

praalasiandandulaegrdasylunisdnsinnisAny1ive
3.6.3 pradlAsasaganwalenwslulenasiiaudusenlun1ssnwl (consent form)
3.6.4 mmaﬁmniaﬂﬂizi’ﬁL’aszjszl,ﬂauuazsﬁagaﬁugm
3.6.5 vhanuaranivitietaaliag d1esuninng, augng uag MU
3.6.6 Randomization IUVﬂWLLGiaBEjQ ¢3¢ Block Randomization Lﬁuiuwﬂﬂﬁjﬂﬁamm’]ugﬂLLUU

NAMUALALNHER Lagnquidanseanevikmvt

% =

36.7 \fiudeyanuBangu uariasosvesinniiivesdidr9anidedieinias Cutometer Dual
MPA580 wawiA3ed Visioscan VC98 miAadsvadadng q luusnaiiazriinisdnas PCL wasdn
NNBAUTEIN 2 B9, ALAINT 3.5

(1) dumdsidvuadugada g

() uwiisd 6 aarngadaans PCL suvsdl 1 ludwimn 2 e lussuufetu

(3) ghuwisdl 7 faarnandnans PCL suvtsdl 1 Tudumein 2 aulussunuidentu

(@ sumiadl 8 Tnangeaaudnansvesandnans PCL Mumist 2-4 Fulumsdnuuiing
Tin 2 @3, NAUna

(5) shumiadl 9 Trngeaudnansvesandnans PCL Mumisdt 2-4 Fulunsdnuuiing
AN 2 B3l IINAUINAIN

(6) umisil 10 sevinadunsefiangndnans PCL fuvsdl 5.1 wag 5.2

3.6.8 Toranadnsfuuseniuen Cetirizine 10 mg wag W89 10.56% Lidocaine 1AMt
W 30 U

3.6.9 w383 21% PCL in water 2 syringes (2 mL) / 01anasins 1 AU wagidu 30 G

) a L o A

3.6.10 YiAuEERIAUSIIMNAEARMEE1aYU 70% alcohol
3.6.11 @n PCL musundediimunly Winadunihdeiidungumaass muniwd 3.4 Usinns
593 1 mL ¢35 Deep intradermal injection
(1) sl 1 Wrneanilons 2 wu. mid pupil Usu1»5 0.2 mL
2) Funud 2 ea1nUnagn 2 wu. Usums 0.2 mL
(3) uveiadt 3 daanduned 2 eenludn 3 wu. Tussuudieatu sie 2 $19 Vs
0.2 mL

(@) U 4 W9 nyuUIn 3 @y, 119 2 919 USuas 0.2 mL
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(5) duiadt 5 iy 2 9ages UM 2 wu. futhaves lateral canthus wagfuans
#e lateral canthus 2 93, Y3umsyaag 0.1 mL
3.6.12 @0 21% PCL in water nszateviafiavt vinalumhdeidunguaiuay feindes
Vital Injector 3 MANaA 2 mm UY3u105590 1 mL (Uszun shot 8z 0.025 mL 59 40 shots)
36.13 taUssifiunandoudnaluduavid 4 uar 8 laiiutoyauasnisuauldidudeituly
Adauan
3.6.14 taussidunaludunnii 12
yanen Rauagniuakazdn vlasunmdauieatu fe wowmndgudud ana

& vVa v

a1Taug) ({338) NIUTTAUNITAMNURINT SULAEAINNNI 2 T

Cﬂl o ! lﬂl o
AA 3.5 MundsinuualunIsnaass
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N —

] o Ao @ v
ANN 3.6 (5]’]LL%UQVIﬂ’]WU@IUﬂWiLﬂU‘U@Nﬂﬁ

a

3.7 myieszidayauazananldlunisine

aa a A

3.7.1 MTIATIZAEATNUS U (Descriptive Statistics)

<9

'
v v Y

(1) FoyadowuRefusnumeialuresideily (Baseline Characteristics) ¢iuf A3
LaNUasANLA Aedl druldoauuamnsgu

(2) AnfiialdaniA3es Cutometer Dual MPA580 (AuEAMEL) LAZLAT DY Visioscan
VC98 (37508) Thud Aade dudenuunnsgiu

(3) wadhaAeasng 9 THun nsuanuasAInmd

3.7.2 MIATIEVadAgaeyuu (Inferential Statistics)

(1) Kolmogorov-Smirnoff Test "3LmﬂzﬁﬁﬁagaﬂizmﬂﬂﬁamaaumiLLf\mLLﬁN‘Uﬂa

(2) Paired t-test WiloUSsuiivuszninadiads 2 nqu lsiifudaszsoru loun Aiade
s Aeuuagvdananases Tulumiiusasdiu ¥ud enudaveuuasiases

(3) Independent t-test iifaiUTouLfiBusEnindads 2 ngu Mdudasededu ldun

ARAETAINIINAARITENIN Tunthngunaaed uaznguatuAulaun anuBaney wagiises
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NANI538

UszAnsuavesindalusuanlausonisiulannmiamdi fesnisdamuguiud
Avuslaegan 5 90 Wisuiflsuiunmsdauuunszaneiitmin Tusiaadasaulne lussesnan 12
dUni: Mmavaasaeddinuuudy uisaiath Sngussasdilovaaeunareanisinais 21% PCL
in water $e3ULUY Protocol Uihalluntivinuwils eudunsdauuu Vital Injector 3 Tuluwthan
Frunils ludrunisiuaniniand e TanaludueuBanegu uagiases (Insiedos Cutometer
MPA580 uag Visioscan VC98) wagnatnadss lunulngeny 30-50 U fiszeziian 3 1ou lngvinis
aAanT 21% PCL in water Wusiuiuiavun 3 as viaduasas 4 §Uani Tnevinnsiaaad 0, 4,8,

£
v A

12 &UA9 ANuAPUAIT

4.1 dayalasiunednudnuaznilivesidnsiuidy

v
v

91aad AT UN UL ETIUNTANYIITATIHT 15 Au Toysening 30-50 U lnedl
% [ a o [~ a 5 a [~ % = a

DIFANATYNANDDNIINNITIVY 2 AU (LWUWARYIYY 2 AU) AALTUTDYAE 13.3 LUDI9INNDINITUIL
1UINUFINITAAASIN 2 NFUAYN 4 hazlasun1ssnuInIen15anen Dexamethasone L11119%a800
LBDART FUINTUNUINNITANDDN JIABIFADDNINNAITNAAD

Nan1TATIZiToLa dnvazenaadnasiionewde 41.2+5.6 U lumandgewioveussuno
1:1 TaifllsAUs¥s6a Wrinkle severity grading system : grade 3 = 6 A, grade 4 = 7 AU AnLdu
ANadBYBs Wrinkle severity grading = 3.54+0.52 10931t Jun1snAanaluuwUIns swtdnwuy

Mllvaaingunaass 119 2 nguaelifinnuuaneneiu (M157199 4.1)

A1319% 4.1 818, LA, Wrinkle Severity Grading ladgvesnaumieg1s (n=13)

Vital Injector 3 (n=13) Protocol (n=13)
910i0dY 41.2+5.6 (min = 30, max =49)
wie (M to F Ratio) Male = 6 (46.2 %) / Female = 7 (53.8%)
Wrinkle Severity
3.54+0.52

Grade 1Ra¥




Azzessed for eligibility
:l'l=':'1u-:|

Excluded (n=13)
* Mot meeting inclusion
criteria

Allocation & Follow-Up

At 0 week [n=15) At 0 week [n=15]
* Baseline data collection and received * Baseline data collection and received

1% Protocol treatment 1% Vital Injector 3 treatment

At 4 weeks (n=15) At 4 weeks (n=15]
& 4 yweeks data collection and received ® 4 yweeks data collection and received

2 Protocol treatment 2nd Vital Injector 3 treatment

Withdrawn |
PCL Adwerse Reaction

At 8 weeks (n=13) At B weeks (n=13}
* & weeks data collection and received * & weeks data collection and received
3 Protocol treatment 3™ Vital Injector 3 treatment

At 12 weeks [n=13) At 12 weeks [n=13}
* 12 weeks data collection » 12 week data collection

Analyzed [n=13)

AN 4.1 ERUTUNBUNITNAADY

24



AW 4.2 fregenanaiasia Wrinkle severity grading system : grade 3

A 4.3 fhegenanaiasfia Wrinkle severity erading system : grade 4

25
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4.2 waduanudavguvasiia (Skin elasticity) Tngia3as Cutometer MPA580

Afvglduseidiu Ao A1 R2 (Gross Elasticity) 1unsinanudnneureiy aann1sausa
MRIQNAARIBLIIRUAU (R2 dAnannudadniinumilag) nadnsluluniudagduresfidnsiunaaes
nwuinaudanguveddn lulaiauuanaisiuegadivediAynieadfandunviang 9 (p>0.050)

(ms'm?i 4.2)

A1319% 4.2 ANUEANEUVDIHINT

Vital Injector 3 Protocol
Week p-value
Mean+SD Mean+SD
Baseline 56.9+10.6 56.0+9.9 0.485
Week 4 59.5+11.0 57.9+10.5 0.187
Week 8 59.4+10.4 58.9+10.0 0.664
Week 12 60.3+9.6 59.3+10.3 0.397

v = ' a ao ¢ 1 = A £ O ] . =
LLU'JIUN‘?J@QWJ']@Jﬂﬁwqu%aﬁmjﬂaﬂﬂqﬁmqﬂ ] HATTLWUVU ANLLA baseline aung 12

&Uansk (ndl a.a)

Elasticity (Cutometer)

75

70
65
60
55
50
45
40
Week 0 Week 4 Week 8 Week 12
Vital Injector ~ ceeeeeeee Protocol

A9 4.4 Anadnard e wuniIngg Y YaIrNEANgUTaIRInn
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4.2.1 WisuiisuAedsmudaneuueia seninaneulagndansaassluusazdun lu
lunthusiagau
Tnsmsiasgridenase Kolmogorov-Smimoff Test Lilovadaunsianiasuninuin
foyaviavaniinisuanuasnd (p>0.050)
Wisuiflsuanadesening Aeunagndsnmamaaedundazduan lulunhusaziu agld
a A

N153ATIELAE Paired T-Test WU ANEANEUvRIRHANTURE 1T TEdAyn19adA 91 12 §Uam

(mswﬁ 4.3)

M1319% 4.3 WisuiiguAnafenugangurasiia(R2) seninneulayvdinisaaeddunsazduan

a8 Paired T-Test

Mean 95% Cl
Week p-value
Difference Lower Upper

Vital Injector 3

Baseline vs. Week 4 -2.7 -4.9 -0.4 0.020

Baseline vs. Week 8 -2.5 -4.8 -0.2 0.030

Baseline vs. Week 12 -3.4 -5.6 -1.2 0.003
Protocol

Baseline vs. Week 4 -1.8 -4.0 0.4 0.102

Baseline vs. Week 8 -2.8 -4.9 -0.8 0.008

Baseline vs. Week 12 -3.2 -5.4 -1.1 0.003

4.22 WisuiWsuAnadseuBaveuvosiasyning lumihdnudidaans 219% PCL in water #e
1384 Vital Injector 3 wag Protocol
lagn153AsIEivayaniy Kolmogorov-Smirmnoff Test \ienadaunIsLanLasUninuIn
%aagaﬁ%%mﬁmmwmmaﬂﬂa (p>0.050)
Wiuieuaadesening lunihdudianans 21% PCL in water feLa3ad Vital
Injector 3 uaz Protocol #idUais 9 aldlun13nszeilee Independent T-Test wualald]

AMNLANANAURY ST AR SaRANEUAIRRANN 9 (p>0.050) (1157991 4.4)
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M1919% 4.4 WisuiguAefsanudanguueari(R2) senindluntvnuin@nans 21% PCL in water

fewp3ed Vital Injector 3 way Protocol Iagl Independent T-Test

Vital Injector 3 Protocol Mean 95% Cl p-
Week
Mean=SD MeantSD  Difference  Lower Upper value
Baseline 56.9+10.6 56.0+9.9 0.9 -1.5 3.2 0.485
4 59.5+11.0 57.9+10.5 1.7 -0.8 4.2 0.187
8 59.4+10.4 58.9+10.0 0.5 -1.9 2.9 0.664
12 60.3+9.6 59.3+10.3 1.0 -1.3 3.3 0.397

4.3 madsases (Wrinkles) Tngindos Visioscan VC98

Arfilduseifiu Ae SEw (Skin Wrinkles) §99¢ld a1nn1saenn wagdasienlaeld
TUsunsa SELS (Surface Evaluation of the Living Skin) (A1SEw finunnudainiistsesunn) nadws
IuiuwﬂwLwiaw’ﬁusumQ’Lsﬂ’ﬁ'mmamﬁé’ﬂmﬁm q lunwuindanuusnansiuedeiidedAgnieada
(p>0.050) (M151971 4.5)

= L a W
M990 4.5 FI50YVBININUN

Vital Injector 3 Protocol
Week p-value
Mean+SD Mean+SD
Baseline 87.8+38.8 91.0+61.1 0.608
Week 4 90.1+35.1 87.7+31.9 0.533
Week 8 92.1+39.4 89.8+37.0 0.612
Week 12 86.5+38.7 87.7+39.2 0.802

Wi lUNYe93508URIRINEUA AN 9 TuladilunlduAnUungUn9ag o (A7 4.5)
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Wrinkle (VisioScan)

160
140

o T T T

s e | J

40
20

Week 0 Week 4 Week 8 Week 12

Vital Injector ~ ceeeeeee- Protocol

] i a ] =i ’ a Y Ao 61
AN 4.5 ANRFYLLATIULUEIUUNIATZIU YBITITBYYDININUN NAUAUHNG 9

4.3.1 WSeULNgUALRagANINSITREVDINT TERININOULATNAINITNAaRIluLAasdUANY Tu
Tunmiusazanu
lagmsInseiveyanis Kolmogorov-Smirnoff Test Lilonaaaun1suaniasuninyin

ToyanauaiinIskanuasuni (p>0.050)

[y

WIgUgUALRAYTENING NaULATaINISNRaadluLRazdUnY Tuluninkaazau ALty
a v

N9IATIZYlaY Paired T-Test wuinlidanuunnsinaiuegsdtded1Agyn1saia (p>0.050) (M1579%
4.6)

AN5719% 4.6 WIBUTgUALRAYSITRYVBIRT (SEW) SERINNBURATaINISNAaadluLsasdUny 1ag

Paired T-Test

Mean 95% ClI
Week p-value
Difference Lower Upper

Vital Injector 3

Baseline vs. Week 4 -2.3 -8.4 3.9 0.466

Baseline vs. Week 8 -4.3 -11.6 3.1 0.257

Baseline vs. Week 12 1.4 -5.9 8.5 0.712
Protocol

Baseline vs. Week 4 33 -7.4 14.0 0.543

Baseline vs. Week 8 1.1 -10.1 12.3 0.844

Baseline vs. Week 12 3.3 -8.4 15.0 0.578
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432 Wisuileuanadesasesveisyning lumidudi3nans 219 PCL in water freintes
Vital Injector 3 Wa¥ Protocol
Tasmsiiaszvideyase Kolmogorov-Smimoff Test Lilenageunisianiasninyii
Gﬁ’agaﬁgmmﬁﬂmmmmﬂﬂa (p value > 0.050)
Wisuiisuauad osening luminduiidnans 21% PCL in water #a81A3 04 Vital
Injector 3 waz Protocol fidUaise 9 9eldlun1s3ns1zsilag Independent T-Test wuinlifiany

o w a

waNANAUBE LT AgYNI9EdRA(p>0.050) (115199 4.7)

A157199 4.7 LUSoUgUANLRAESI908UDIRI(SEW) S¥1I MUNTLIRUNEAE1S 21% PCL in water

A81A3 84 Vital Injector 3 wag Protocol M nauN1sNAaBY dUANYT 4,8, 12 aua1nu lay

Independent T-Test
Vital Injector 3 Protocol Mean 95% ClI p-
Week

Mean+SD Mean+SD  Difference  Lower Upper value
0 87.8+38.8 91.0+61.1 -3.1 -15.0 8.8 0.608
q 90.1+35.1 87.7+31.9 2.5 -5.3 10.3 0.533
8 92.1+39.4 89.8+37.0 2.3 -6.5 11.0 0.612
12 86.5+38.7 87.7+£39.2 -1.2 -10.2 7.9 0.802

4.4 Wad19AEIAINNITNARDY

nadradssiin léun msutn sesuns so81 uay sesyu Tasnatrafesiinuiomn
melulaioaniglu 2 dUnavinasanida waglinunadrafsesiowsalala Wy wiguuss Randamse
91878U1AHRDAIINNITYARUTBUAUGEA

Tneonuanisuandndesndslasunisnaass ia Vital Injector 3 & 9 578 (69.2%) uazile
Protocol §1 12 578 (92.3%) 91n15588uAs e Vital Injector 3 & 9 518 (69.2%) uazils Protocol il
6 518 (86.29%) 91n"3508%7 H9 Vital Injector 3 & 10 578 (76.9%) wazila Protocol & 8 578 (61.5%)
91n13308YY Hs Vital Injector 3 1 10 578 (76.9%) wagila Protocol & 11 516 (84.6%) (nwil 4.6)

Jd5mmaase 2 srenandgs Wuiveetn) dornsuanminuinalumi Jadu
nadrafeaiiinduainats PCL netAnensuiauinaluminiuqadaluluniii 2 fu g
n¥ansdn 2-3 dalus Inenindinnsnaaesdunid 4 adunsdnndsd 2 Tagliflonisuiumieud

USnudulauanuilaannusuiada M9 2 519 Iansun1ssnenleswu 928 dexamethasone M4

waenion do1n1sAtuaumedulng uazldgndneanainnisnaaes
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L =
nadnatAae(ae)
14
12
12 11
10 10
10 9 9
8
8
6

6

4

2

0

1IN TREILAN i@ﬂ‘g’] ﬁ'@ﬂl‘:‘lu

M Vital Injector 3  H Protocol

ANA 4.6 HathaRginvuluisINNINRaeY
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2AUSIUNE LAz TDLEAUDLUY

UszAnsuavosindalusuanlaudonisi uyann i d1835n0158a0 0 U0y
Protocol Wiguisuniunisaniuu Vital Injector 3 Tuaaasinsaulne Tusseziian 12 dUass: s
nAaoweRAdnuUUgY wisnsemi §iaqUszasd ilennaounauesn1sdnas 21% PCL in water
pau Protocol Tulumtindhunils ifeufunisdauuu Vital Injector 3 Tudumsitunan i
TnefanaludruanuBaneu uar3ises (Insiados Cutometer MPAS80 uag Visioscan VC98) Wy
wat1aAss Tunulngeny 30-50 Y Aiszozinan 3 deu lagvinsanas 21% PCL in water uduu
o 3 ads viefundeay 4 §Uai TaevinisTanadi 0, 4, 8, 12 &Uai wdsntulninan1side

TUAATIZINean A

5.1 afusenansIvY
5.1.1 wasuAMuBanguvasia (Skin elasticity)
nsanuiseluafsiinuin Wewsuiisussningluniin sewinsile Vital injector 3 uas
Protocol lainupuuanasd e sEang uresinfidunisne 1iewinisnsda e 2 uuu dn1s
Sowasinaangaidn neluiad 3 lwuRmnsialunth Sadugedl 21% PCL in water Tlomanszane

16-18

mlulafetiues® aenndesivauufgIunIIeNasly

WatTeumisuauanguuesiialulumingde Vital injector 3 5em314 fdUN1IVARDY

[y |

wuinfieuBenguiindudiafisuiuniounisnaess dunainfimuBanguiniuaoud193nsiau
] & | o ¢ YAy = a 1 & a v . .. Aa
WUALUANAAILAT 4 FUAW {37839AN 1019 TUNaNIINN15AANTERNLAIY Vital injector 3 713l
msdudavesiaiudududiuauinn ilidanisuiaiuvesimiuaziiansdeuuay Jadunis
N3EAUN1asIARaaIUBNIenTe " drsainlunthils Protocol MiRzdunauiuanuuaneng idUans
#1 8 1Wusiuly
HANINARDINIUAINTANY UVBIHIABAANBITUUTIBY Ji Yeon Hong wazang ™
FalevinmsITeiieiiunsidnans 21% PCL in water lunynaaes 1nduiananudaneguves
AavlsaagiAses Cutometer 71 4 §UAW wudndiauiiangurasiaiiuduegeiliudAnmnieada o
lunsnaaeall 19n1s8a PCL 21% in water 0.25 §adans 6iagn 31U 4 90 NT28en1a 1 L9URWAT
o (Y = a = I N a & A ! a =2
LaYiNITiaNayednalagnse Faduainud wazUSumsseaiufuinndd n138akuy Protocol 34

[ Y @ v a A [ i
@WQ%SWWI‘ML%UN&WUW 7 4 dUAIUULDY
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5.1.2 Wafu3I508vesid (Wrinkles)
nsAnwideluadeiinudn Sa500veRTalaannsmnans o3 suiiiousening
Tunth semineila Vital injector 3 wag Protocol Tuifimnuunndnei Aiduavising q wazdsliunnsng
AusEwInanDULATNEINNSNAABIYURY 2INNSEUNANUIINITTN3I5e8URsAIRY Visioscan VCI8
Fagodld Probe Aldnwaludosdimaunauuuiuiont Fauseiinnauuuividaiy dwatunis

gnre1ev0eiInailiinAura InnRauvedTIseeinla wiagldlinaumeiu wasldusavin 9

<
AR

te

NANISANYIAIUIITOUVDINIANUA WIADAAADINUINUIIEVDIDNIDIINNUIT8UBY Guk

(Y U a

Jin Jeong wazamz® Felavinn1sideiiganunisanas PCL 21% in water Tun155nwi31998 U100

a 1

11901 TaeldUsuIns 21% PCL in water N2na9an 1.0 18305 #an19m1 1 919 Lainsises u

q

&

(%
a 1 o w a

181 12 UaRiiguiunaun1ITAaed WUI131998ana9g NHBEAYN19anA Feusuinsiilean
a 5 a = a aa < a [ I a al VM Y &, = [

USLAUMNNUTLINGe 1.0 Tadans wazilun1sdawasianawrusnatien ladunsdanaziana

UL 91N ANANISNAADITANUBANANSAULS
5.1.3 WAaAUNAUINLALIANY

v = ~ b4 & o a Ao P b ) It

nat1afssnnun e unatiufsnligunse wasmelulsemmuanieluaesduav

Ldnunadnafigesuwse wu dmdwseeisizvindenannnseaduvedduidion nuieeid1sunis

N9a8IEnIs187N1N1UINTBslUNTIUSIMNAR WU Injection-site reaction (Meaeesneidunitios

(%

) lagliiionn15n1es1eniedus) wagiionnsATundaInsnwILies 1 Tu

< ¥

* fifinsinudeya PCL injection Uy

d0nAADINUIIUITEUDY Shang Li-Lin Lagaus
Tunihlunane 9 szaueudn wdnfiuvdeyaduszesiia 3 ¥ dnsshwdwuiovmn 1,111 asa lu

Useinaldniu Famuisaratiafsddunss Wy eansuin sesdt dnUasundas

5.2 UDLaUBLUY

(% '
[y a

521 iiesainmsneassiliiunismaassssevdu fisvozinan 12 davt Seoravilidiunasyey
g1lunisnseduasaanaulalifiin n1s3delussuzeminivelivsslevidonisfinuUsednsuaves
21% PCL in water mmsﬁu

5.2.2 33¥ana32508818 Visioscan VC98 anatdunisinnadifivihliinmiunainnasuldie
onaldmsianaisau wioldnsussifiunaizeusiudeilafiuauusugilunisinunntu

5.2.3 @159 Subgroup analysis 999NANITIAWILULAAZUTLIN LU T8UAIIAT RUIUAY
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TREATMENT GUIDE

/\ DISCLAIMER

T

3.

When performing a procedure with this device, you should refer to the pr
ocedure guidelines. However, the outcome of procedures may vary depen
ding on the patient’s condition and the procedure environment. You shoul
d sufficiently consider the patient’s condition, set the levels accordingly, a

nd use the proper procedure technique.

Procedures must be performed by a person who has received the appro
priate training. The operator should carefully read these guidelines and b
e aware of all warnings, cautions, notes, and important information cont

ained therein.

The parameters and procedure guides in these guidelines are not final. Th
ese guidelines cannot be used as the main tool for making treatment deci
sions. These guidelines were created by Eunsung Global as a reference for

procedures.

Eunsung Global bears no responsibility for problems which occur during a
procedure due to causes such as the carelessness or lack of skill of the o

perator, rather than a defect in the product itself.
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Preparation before a procedure

1.1. Patients for a Vital injector3 procedure

Those with insufficient skin moisture
» Those desiring improvement of fine wrinkles in the skin
« Those desiring increased skin elasticity

+ Those needing scalp care

X Typical treatment area as below.

Possible areas for procedures

v" Whole face

v Neck and décolletage

v’ Scalp

' The backs of
the hands

v Upper knees
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Preparation before a procedure

1.2. Procedure consultation guide

Check the patient’s medical history

 Previous history of illnesses and treatment

+ Previous history of surgeries and procedures

Current medical condition and medications currently being taken

+ Allergies to medication

Select an area for the procedure

+ The area the patient wants the procedure performed on
+ Check whether the procedure is appropriate for the patient’s goal.

+ The area of the procedure may affect the efficacy of the injected drug.
« Check to make sure that the evaluation of the area before the procedure is

appropriate.

Give the patient a sufficient explanation of what Vital injector3 procedures
involve.

Explain the components and effects of the drug to be injected.

Explain the degree of discomfort which may occur during and after a procedure.
 Explain possible side effects which can occur following a procedure.

« Any other questions the patient has
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1.3. Pain management and prohibitions

Vital injector3 procedures require anesthetic, and even with anesthetic, the patient may ex
perience some discomfort during a procedure. During an injector procedure, the skin is ex
posed to vacuum pressure before the needles are inserted. When the substance is injected
, the patient may feel burning or stiffness. Bruising or swelling may occur following a proc

edure.

Patients with the following conditions are prohibited from receiving proced
ures with this device. If patients have conditions not listed below, a decisio
n about whether to perform a procedure should be made following a suffic

ient consultation.

Patients with malignant tumors
Children

Pregnant or breastfeeding women
Herpes patients

Patients with epilepsy, rashes, or infect
ions

Patients with inflammatory responses
Patients with bleeding disorders such
as hemophilia

Patients with cardiovascular disorders
Patients with kidney disorders

Patients using cardiac pacemakers
Patients with implanted metal stents
Patients with blood pressure issues
Patients with diabetes

Patients with skin disorders

Patients undergoing anti-coagulant tr
eatment or taking anti-coagulant medi
cation

D I

Patients with autoimmune disorders

Patients with facial paralysis

Patients with lupus, vitiligo, or albinism

Patients with high fever

Areas which have received filler procedures
Patients with implants (including dental, cosmetic,
or orthopedic)

Use caution if a patient experiences blood loss du
e to a cut or perforation, on or around the eye, o
r on the ear.

Patients who have a skin disorder which affects th
e whole body or does not improve in a particular
area

Keloid-type skin

Patients who are sensitive to electrical stimulation
Patients with a condition which causes a fever or
38°C or higher

Patients with other specific conditions

Use caution when performing a procedure on the
abdomen during menstruation.

Please do not perform a procedure if any of the following electronic medic

al devices are being used.

« Pacemakers and other implantable medical devices

« A life-prolonging device such as an artificial heart or artificial lung

+ A portable electronic medical device such as an electrocardiograph

+ Do not use in conjunction with any other treatment device which provides electrical

stimulation.

The intensity or output of a procedure can be adjusted depending on the

patient’s condition.

The intensity of procedures performed with this device can be adjusted as appropri

ate for the patient’s condition.

The efficacy of procedures may vary depending on patient condition.
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1.4. Precautions

Aspirin

Adjuvants

Smoking

Alcohol

Pain

Physical

Activity

Effects

If a patient is taking aspirin for the purpose of treatment, they
may continue taking it depending on the judgement of a physicia
n and the operator. However, if the patient is taking aspirin for t
he preventative purposes, they should stop taking it 3 days
before a Vital injector3 procedure. It may increase bruising or ble

eding during the procedure.

Patients should stop taking substances such as vitamin E, ginseng,

garlic extract, and gingko extract 2 days before a procedure.

Patients must refrain from smoking following a procedure, as it
can lead to inflammation.

It is recommended to avoid consuming alcohol or alcoholic bever
ages before and after a procedure.

Patients should expect some discomfort after receiving a Vital inj
ector3 procedure. However, if the discomfort continues, the patie

nt should consult with a doctor.

You can resume your daily life after a Vital injector3 procedure.
For 1 week following a procedure, refrain from using a sauna or

activities which might make you sweat.

Effects may differ depending on the goal of the procedure and
the drug used in the procedure.
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2.1. Procedure preparation checklist
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TREATMENT GUIDE

Main Device

Injector Needle (9pin)

Handpiece Filter

Main Device Filter

Disposable
Multi Needleéy

|

2

LSS

/

X

™~
ﬁ

X Other necessary materials

Gloves

71
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2.2. System
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O — 3ce

® @

VISCOSITY VACUUM A

1 5 .©

v

— = == —

( )R ©STANDBY /

No Name Description
@] Current shot display Current shot count shown in display.
@ Shot count reset Reset shot count to 0.
® Syringe type Syringe type selection (1 cc, 2 cc, 3 cc, 5 cc)
@ Depth Set needle Penetration depth
® Dose Set drug dosage per 1 shot.
® Viscosity Needle Delay time
@ Vacuum Vacuum Level
Select level Level setting button of mode number 4~7
SK / HR mode button
® SK / HR Mode button SK mode: start vacuum
- HR mode: stop Vacuum
Shot D / Shot C selection
@ SStht tl? / ih:: C Shot D : Discontinuous mode
clecdon button Shot C : Continuous mode
(o Standby/Ready Standby / Ready
® Sound On/Off Sound On/Off
® Setting Button Select the type of 3cc, 5cc syringe. (3cc / 3¢cBD / 5cc / 5¢cBD)
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About procedures

2.3. Injector

Syringe
Multi needle

Position holder

Forward
button Syringe

Backward dl

button

\ I | Filter

; Trigger
.\\/
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About procedures

2.4. Syringe recommendations

[ Recommended syringe dimensions ] [ Multi Needle ]

| AJRIX| 20|

Vital injector 3 Syringe Standard

Lists Syringe type Syringe Movement | Interior

length length diameter

1cc [Medyto 86.8+1mm| 32.08mm 6.3mm
X

2cc Hiju 96.7t1mm 34.43mm | 8.6mm

3cc [Shincha 83.6t1mm 43.4mm 9.4mm
ng

3cc BD 92.1+£1mm| 55.45mm 8.3mm

5cc |Shincha 94.6+1mm| 40.74mm 12.5mm
ng

Scc BD 88.8+1mm| 42.77mm 12.2mm
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2.5. Dosage information
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Vital Injector 3 Single Shot Mode Allowed Shot Count

Allowed shot count measurement standard : CC/DOSE

Type Dose Available Dose Available Tine Dose |Available Sho| Dose | Available
[ul] Shot [ul] Shot [ul] t [ul] Shot
5 200 12 83 5 600 13 231
6 167 13 7 6 500 14 214
7 143 14 7 Tt 429 15 200
1ce 8 125 15 67 - 8 375 20 150
9 11 20 50 9 333 25 120
10 100 25 40 10 300 30 100
11 9N 30 33 1 273 40 75
12 250 50 60
Dose | Available Dose Available Dose Available Dose | Available
Type Type
[ul] Shot [ul] Shot [ul] Shot [ul] Shot
5 400 12 167 10 500 20 250
6 333 13 154 " 455 25 200
7 286 14 143 12 a7 30 167
2cc 8 250 15 133 Sce 13 385 40 125
9 222 20 100 14 357 50 100
10 200 25 80 15 333
" 182 0 67 3cc, 5cc & 3cc(BD), 5¢c(BD) shot count is identica
Continuous mode usage time
Type Dose Available Type Dosg Available Type Dosg Available
[cc/min] sec [cc/min sec [cc/min sec
4 15 5 24 6 30
1cc 6 10 2cc 10 12 3cc 12 15
10 6 15 8 18 10
Type Dost_e Available
[cc/min] sec
6 50
5cc 12 25
18 17
3cc, Scc & 3ce(BD), 5¢cc(BD) time is identical.
CAUTION

A

About shot counts

different from those shown above.

* For syringes of a size other than those introduced on page 11, the shot count may be
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About procedures

2.6. Dosage information warning

1. For safety, a final warning tone sounds when almost all the contents of a syringe
being used for a procedure have been used.

2. If the final warning tone sounds, you must check the amount of remaining contents
and the condition of the needle. If the syringe rubber has reached the end of the s
yringe, you must stop using it.

3. If you continue to use the syringe after the final warning tone has sounded, the
syringe rubber will be compressed, causing physical stress to the device and
causing the needles to protrude. Protruding needles can damage the patient’s skin.

CAUTION
Dosage information warning
: The final warning tone sounds when almost all of the contents of the syringe have

been used.
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About procedures
2.7. QA

(&) Do injector procedures cause pain?

A. Procedures are carried out after applying a topical anesthetic to the epidermis, but so
me pain may occur during a procedure. The amount of pain varies by individual. This s

hould be sufficiently explained to the patient during consultation.

How long does a typical injector procedure last?

A. A typical injector procedure takes around 30 minutes for application of topical anesthe

tic and around 15-20 minutes for a whole face procedure, or 45-50 minutes in total.

A. Scalp procedures are carried out without anesthetic, and when carrying out injections
by section they take 20-30 minutes.

Are injector procedures effective after a single procedure?

A. Results may differ depending on the drug used, but effects can be felt after a single
procedure. In particular, a greater effect will be felt if the skin is typically dry or lacks
elasticity. The amount of effect felt and how long it lasts varies by individual. Depend
ing on the drug used, around 3 procedures should be carried out at 1-month interval

s, after which procedures should be carried out every 1-3 months.

A. For scalp procedures, depending on the drug used, effects can be felt after 1-10 pro
cedures are carried out at 1-week intervals. Depending on the patient, additional pr

ocedures may be required.
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About procedures
2.7. QA

(&) Do injector procedures require downtime?

A. After a procedure, the needles may leave marks in the areas where they were inserted, a
nd depending on skin condition the vacuum may cause redness due to extravasated bl
ood. This generally disappears within a few days. Because the procedure uses needles, it

may cause bleeding and some swelling.

A. Patients are prohibited from washing their hair the day of a scalp procedure.
Can patients use makeup immediately following an injector procedure?

‘It is not recommended to use makeup the day of a procedure. It can be used beginning

the following day.
Please tell me about the risks and side effects of injector procedures.

Red marks, swelling, bleeding, and bruising can occur following an injector procedure,
but disappear within a few days. If itching, burning, or swelling continue, it is recomm

ended to quickly consult a physician.

Where can injector procedures be performed?

A. Procedures are performed on areas with thin skin (the face, neck, décolletage, backs of

‘ the hands, upper knees, etc.).

A. For scalp procedures, a drug which promotes hair growth is injected to strengthen the

hair roots.
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About procedures

2.8. Procedure precautions

Check the following precautions before using this device.

1. Operators must read and understand the procedure guidelines before
using the device.

2. Operators must check the procedure preparations before using the
device.
Check the device, injector, syringe, and other equipment you plan to
use for the procedure.

3. Check to make sure the drug you intend to use is intended for
injection.

4. Selection of a drug, procedure goal, and procedure area must occur
following sufficient consultation with a physician.

5. Disinfect the skin before performing a procedure.

6. Loss of drug may occur depending on the viscosity and dose of the
drug use.

7. If too much drug is injected or the procedure is performed with
insufficient depth, side effects such as embossing can occur.

8. During a procedure, the trigger should be pulled after the skin is fully
sucked up by the vacuum. Be careful not to apply pressure.

9. The information included in this guide cannot be used as the main
tool for making treatment decisions. The vacuum level and dosage
settings should be adjusted based on the patient’s condition, inclu
ding factors such as sex, age, race, and skin type.
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How to perform a procedure

3.1. Procedure steps

3.1.1. Setting up the device

+ Attaching the injector filter
Install the filter to grooves of the side of injector.
|
2 ® ' :
. . .
+ Attaching the multi needles
Press both sides of the multi-needle you want to use and align the vacuum

hole of the multi-needle and the injector vacuum hole and fasten it. After a
ttaching the multi needle, remove the safety guard as shown in the picture
below.

A Check that the multi-needle is properly seated in the fixture.
Both ends of the needle hub of the multi-needle must go into the
grooves on both sides.

CAUTION

A Make sure to remove the safety guard of the multi needle after it is attached. If the
device is operated before the safety guard is removed, it may damage the multi needle
and cause the device to malfunction.
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How to perform a procedure

3.1. Procedure steps

3.1.1. Setting up the device

+ Connecting the syringe
Press the injector's backward button to position the position holder backwards. Ke

ep pressing 2 seconds and it automatically move back. Press button once to stop m
ovement.

= o

Backward button

A

A position holder A Move the position h
default position older all the way to the r
ear

Line up the syringe with the injector, then press down the end of the piston so that it
touches the position holder.
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How to perform a procedure

3.1. Procedure steps

3.1.1. Setting up the device

+ Connecting the multi needle to the syringe

Briefly press the Forward button. Repeat to connect the front of the syringe
to the connection groove of the multi needle. When the syringe connects to
the multi needle, use your hand to lightly guide the direction of the syringe
and continue operating so that the syringe precisely lines up with the conne

ction groove of the multi needle. After they are connected, push the syringe
i irection h i nnecti

any drug from spilling syrngEtEndla

v + Locking the syringe holder
Turn the syringe holder locking pin to lock the syringe in place.

% <« Syringe holder locking pin

NOTE
After attaching the syringe, briefly pull the trigger to remove any remaining air from

the syringe before preparing for the procedure.
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How to perform a procedure
3.1. Procedure steps

3.1.1. Setting up the device

06 Adjust the depth of the needle to be used, the amount of drug injected, the
speed, and the vacuum.

Refer to the figure below when injecting hyaluronic acid (non-crossing) drugs.

~ =] { cc

DEPTH DOSE VISCOSITY VACUUM A

1.2 3 4 f

N

.
STANDBY
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TREATMENT GUIDE

How to perform a procedure

3.1. Procedure steps

3.1.2. Procedures

0 « Apply topical anesthetic to the procedure area.

+ After 30 minutes, remove the topical anesthetic and disinfect the
procedure area with an alcohol swab.




VITAL INJECTOR&Y"

TREATMENT GUIDE

How to perform a procedure

3.1. Procedure steps

3.1.2. Procedures

» The operator should put on sterile gloves before performing a procedure.

» Once the entire face is disinfected, begin performing the procedure in a

vector beginning from the jaw.

« After the procedure is finished, dampen sterile gauze with physiological

saline and wipe the entire face.
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TREATMENT GUIDE

How to perform a procedure

3.1. Procedure steps

3.1.3. Steps taken after a procedure

e » Soothe the entire face with cryo or an ice pack.

@ + Finish the process.
« It is not recommended to use non-sterile products on the face after a procedure.

+ It is not recommended to use makeup on the day of the procedure.
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TREATMENT GUIDE

How to perform a procedure

3.1. Procedure steps

3.1.4. Other procedure area

6.;7 \ + Scalp

» The back of hand
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VITAL INJECTOR&Y"

How to perform a procedure

3.2. Procedure guide by drug injected

* For 9 pin multi needles

Type Depth Dose Vacuum
Restylane Vital 1.4mm-~ 5 Dose
o 100-200
Restylane Vital light 1.2mm-~ 5~10 Dose shots per
Teosyal skin booster 1.2mm~ 5~10 Dose 3=4 I
Rejuran (PDRN) 1'°m”r‘n“1'2m 5~10 Dose -
scalp 1.0mm~ 10 Dose~ 1 =

The information provided in this guide cannot be used as the main tool for
making treatment decisions.

Before performing a procedure, the depth, dose, and vacuum level settings
should be selected after giving sufficient consideration to factors including
the patient’s skin condition and the goal of using the drug.

Procedure results may vary depending on patient condition and the

procedure environment.

Skin
Components HA, PRP, Placenta, Vitamin, Peptide, Skin Booster, Derma Toxin

of other drugs
which can be
used Scalp

Mix Injection(Meso), Peptide, PRP
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VITAL INJECTOR&Y"

TREATMENT GUIDE

How to perform a procedure

3.3. Procedure guide by area

Cheeks For a procedure using Vital Light

v.'

Z

dose Vacuum

5~10 4

X Caution: Perform the procedure in a vector direction starting from the jaw.
When performing a procedure, pull the trigger after the skin has been
sucked in by the vacuum.
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TREATMENT GUIDE

How to perform a procedure

3.3. Procedure guide by area

Around eyes For a procedure using Vital Light

e

I
—_— l.(

dose Depth Vacuum

5~ 1.0~1.2 3

X Caution: The area around the eyes is sensitive to pain, so use caution when

performing a procedure. In areas with thin skin, the vacuum may |
eave marks.

Forehead For a procedure using Vital Light

dose Depth Vacuum

5 1.0~1.2 4




How to perform a procedure

3.3. Procedure guide by area

VITAL INJECTOR&Y"

TREATMENT GUIDE

Neck For a procedure using Vital Light
dose Depth Vacuum
5 12-1.5 3

X Caution: Performing a procedure in the area of the thyroid cartilage requires par
ticular care. It is recommended to use a depth of 1.5mm or less. The ski
n in this area is thinner and has fewer sebaceous glands than that of th
e face, and performing a procedure in this area may result in bruising or

swelling.

Décolletage

For a procedure using Vital Light

Depth

Vacuum

1.0-1.5

3

X Caution: It is recommended to use a depth of 1.5mm or less.
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How to perform a procedure

3.3. Procedure guide by area
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VITAL INJECTOR&Y"

For a procedure using Vital Light

The back of hand
dose Depth Vacuum
5~10 1.0-1.2 3

X Caution: When performing a procedure, pull the trigger after the skin has been enti
rely sucked in by the vacuum and is slightly raised. However, avoid the pro
truding veins on the back of the hand when performing a procedure.

Scalp

Scalp exclusive drugs

\
/

dose

Depth

Vacuum

10~

1.0-

1

X Caution: Set the vacuum to level 1 and press down slightly when performing a

procedure.
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How to perform a procedure

3.4. Recommendations during a procedure

Recommen
dations

Perform procedures so that the needle hub overlaps.

Needles are single-use and must be disposed of after a procedure.

* When performing a procedure, the dose and depth should be adjusted
depending on the drug used.
* The needle depth and vacuum level should be adjusted depending on the

patient’s skin condition.

(Vacuum level default: level 4)

Vital Light procedure ex.)
The neck and around the eyes: Depth 1.0-1.2mm, vacuum level 3

Cheeks: Depth 1.2-1.6mm, vacuum level 4

Forehead: Depth 1.0-.1.2mm, vacuum level 4

Procedures should be performed so that the needle hub overlaps.

*After a procedure, soothe the skin using a method such as cryo or an ice

pack.

*Make sure to explain the precautions to the patient following a procedure.
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TREATMENT GUIDE

How to perform a procedure

3.5. How to clean the device

* Remove the used needle, drug and disposable filter from the injector gun.

*  Use an alcohol swab and cotton swab to clean the remaining drug from
the area where the needle attaches to the injector gun and filter hole.

+  To maintain product hygiene, remove and clean the air filter on the back
of the main device regularly.
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TREATMENT GUIDE

Managing after a procedure

4.1. Recommendations for after a procedure

Performina procedures

Vital injector3 procedures are invasive and require the use of anesthetic.

Bleeding and a burning sensation may occur during a procedure.

A burning sensation may remain after a procedure, so it is recommended to use cryo
or an ice pack.

Bruising or swelling may occur after a procedure. Medication may be prescribed,

depending on the judgement of a physician.

X Cryo
Use a disinfected handpiece without product. Use light stamping to soothe the skin.

Establishina a plan for additional Vital iniector3 procedures

+ For injector procedures, it is recommended to use repeated procedures on

the same area rather than a single procedure.
+ Depending on the judgement of a physician, regular procedures on the same

area are possible.
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Managing after a procedure

4.2. Possible side effects following a procedure

The procedure area may be bumpy after a procedure.
Material is usually absorbed by the body in 1-7 days, but this

Embessing may differ depending on patient condition and the drug used for
the procedure.
Erythema or bruising may occur following a procedure due to the
Bruising vacuum and needles. They generally disappear in 1-2 weeks, but
this may vary depending on patient condition.
Following a procedure, there may be discomfort caused by
Plscontfort itching or burning. This usually disappears within a few hours.
Patients may experience a temporary loss of sensation in the
Loss of procedure area due to anesthetic. This usually disappears within a
sensation
few hours.
Patients may experience temporary skin dryness following a
Dryness

procedure. This usually disappears within 1 week.
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Device LCD

VITAL INJECTOR&Y" Weld3:7:Vy[o]\NolV][a ¢ VN [V):Y]

®
, ~zu—| 3 g
® @
VISCOSITY VACUUM A
1 5 —©

v
(S | | NE—— y

Description

Current shot count shown in display.

Reset shot count to 0.

Syringe type selection (1cc, 2cc, 3cc, 5cc)

Set needle penetration depth

Set drug dosage per 1 shot.

Needle delay time.

Vacuum level

®@Qe|o|®|e (e |e|&

Level setting button.

SK / HR mode button
SK mode : start vacuum / HR mode : stop vacuum

Shot D / Shot C selection
Shot D : Discontinuous mode / Shot C : Continuous mode

® | ©

READY / STANDBY setting

Sound on/off

® |® (e

Select the type of 3cc, 5cc syringe (3cc / 3ccBD / 5¢c / 5¢cBD)
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Setting up the device

+ Attaching the multi needle

+ Connecting the syringe

Both ends of the needle hub of the multi-needle
must go into the grooves on both sides.

Push the end of the piston down into the holder.

-

Connect the front of the syringe to the multi Turn the locking pin of the syringe holder to lock the

needle. syringe in place.
(Use your hand to push the syringe toward

the multi needle. Exercise caution to keep any

drug from leaking.)

Parameter

Type Depth Dose
skin booster 1.2mm~ 5~10 Dose 3~4 1D0=2005i5ts
per lcc
PDRN 1.0mm~1.2mm 5~10 Dose 374 -
scalp 1.0mm~ 10 Dose™ 1 -

* For 9 pin multi needle

99



100

VITAL INJECTOR&Y" Weold3:7:Vylo] NolV/[a ¢\ V:Y\[V/:V

Procedure steps

E

Apply anesthetic to the procedure Disinfect with an alcohol swab. Perform procedure on the
area face in a vector direction.

Wipe face with sterile gauze dampened Soothe skin with cryo or
with physiological saline. an ice pack.

Recommendations

* Refer to the procedure guide when performing procedures. However, results may

differ depending on patient condition and the procedure environment.

* The dose and depth should be adjusted depending on the durg used.

* The needle depth and vacuum level should be adjusted depending on the patient’s
skin condition.

* After a procedure, soothe the patient’s skin using cryo or an ice pack.

* After a procedure, make sure to explain the precautions to the patient.

3% Procedures should be performed with the needle hub overlapping.
Recommenda
tions

Needles are single-use, and must be disposed of after a procedure.

@ .\
\
se.)
? .//’/ 'Olloilopping
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Vital Injector

5-point Protocol

Subject
Week0 Weekd Week8 Week12 Week0 Weekd Week8 Week12

PCLO1 a2.5 54.1 46.9 43.2 51.6 68.7 67.8 59.9
PCLO1 35.2 49.8 45.9 40 473 57.9 61.9 72.4
PCLO1 aa.1 39.3 45.8 49.5 51.6 51.1 60.2 53.1
PCLO1 55.4 54.15 42.1 473 48.8 61.3 61.2 54.2
PCLO1 40.6 54.2 57.5 61.9 41.9 524 62.3 62.6
PCLO1 a8 38.7 40.2 64 52 60.1 59.9 40.1
PCLO1 52 50.2 53.2 47.9 56.2 574 55.7 533
PCLO1 51.1 46.3 40.7 41.7 70.9 61.9 53.2 51.6
PCLO1 55.9 34.4 62.9 64.9 41.4 33.6 49.6 68.4
PCLO1 36.3 54.4 62.8 63.3 60 66.5 68.5 64.4
PCLO1 39.6 52.3 ar.7 66.4 433 88.4 543 58.3
PCL02 51.8 62.3 69.7 7.4 56 57.6 64.7 58.7
PCLO2 55.2 61.2 67.8 61 50.5 50.3 55 78.5
PCLO2 55.6 69.1 59.2 53 4a4.9 53.9 50.3 61.9
PCLO2 59.3 74 67.2 58.2 55.5 60.4 61.5 49.9
PCLO2 62.4 52.8 75.5 65.2 63.1 36.2 65.1 69.4
PCLO2 63.3 69.2 67.5 65.2 73.6 62.3 60.5 65.5
PCL02 57.7 62.6 54 56.7 44.1 54.3 49.5 575
PCL02 45.8 62.4 41.8 68.4 67.3 58.2 81.6 65.8
PCL02 45.5 50.4 45.5 63.8 38.7 49.5 437 81.5
PCL02 63.7 54.1 64.2 69.9 70.2 60.9 42.5 55.9
PCL02 67.2 54 76.2 711 61.2 50.6 68.3 75.4
PCLO3 76.7 73.5 53.4 75.1 60.2 58.7 48 51.4
PCLO3 56.3 56.1 63.2 68.9 60.4 478 66 55.4
PCLO3 55.1 60.5 60.3 53.8 58.7 68.2 60.4 56

PCLO3 70.1 52.5 49.7 54 64.1 61.2 54 57.2
PCLO3 61.8 57.3 83.4 70.8 73.2 53.7 7 72.7
PCLO3 51.4 46.5 62.5 65.9 63.3 43.6 533 51.8
PCLO3 51.2 67.6 60.1 61.3 4a2.6 a6.4 48.4 49.9
PCLO3 56.9 55.3 89.5 54.1 64.6 41.4 59.1 55.9
PCLO3 60.4 63.3 56.3 67.9 54.5 57.4 55 55.5
PCLO3 53.2 50.7 57.4 62.6 45.1 53.2 41.7 55.2
PCLO3 68.4 55 68.5 55.7 51.6 52.4 59.2 48.8
PCLO5 50 69.1 56.9 723 ar 50.6 73.1 63.6
PCLO5 43,6 54.4 58.3 53.1 39.4 59.1 59.1 49.7
PCLO5 53.5 59.8 52.9 50.1 49.2 52.6 68.6 51.5
PCLO5 54.6 61.9 66.7 61.5 68.4 63.3 59.2 72.4
PCLO5 53.3 67.1 66.9 67.4 54.6 65.8 75.7 63.8
PCLO5 43.8 46.6 56.5 66.2 a8.7 49.4 74.9 62.7
PCLO5 55.5 437 45,5 56.6 52.2 a1 42.2 53.6
PCLO5 54.3 63 69 73.9 41.7 56.4 84.1 56.8
PCLO5 39.6 55.1 4a2.7 70.8 65.3 56.5 48.4 46.9
PCLO5 50.2 62 51.7 72.6 51.7 54.8 53.7 61.1
PCLO5 59.7 64.3 60 63.7 60.5 65.7 56.4 62.7
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PCLO6 73 60 69.7 68.1 51.9 36.9 I 50.1
PCLO6 53.6 69.2 58.5 65.8 54.7 71 64.8 61.5
PCLO6 78.7 69.1 62.5 60.8 80 60.6 515 67.4
PCLO6 70.6 47.8 81.8 79.3 76.2 78.6 71 62.7
PCLO6 70.3 73.9 74 65.3 60.1 44.5 61.4 66.3
PCLO6 73.6 60.9 58.3 55 71.1 56.9 67.1 67.1
PCLO6 69.7 62.1 74.4 61.9 49.3 71.8 62.8 56.4
PCLO6 40 64.5 63.3 66.9 5.7 54.8 56.1 71.2
PCLO6 56.1 79.6 55.7 70.3 50.4 73 58.2 75.1
PCLO6 68.9 60.6 63.8 59.8 713 50.7 63.5 69.3
PCLO6 71.2 59.3 64.4 67.4 62.9 62.7 65.6 70.7
PCLO8 70.4 54.1 75.9 60.2 70.6 51.1 59.3 66.7
PCLO8 62.5 60.7 58.2 52.8 54.7 52.1 49.3 56.4
PCLO8 62.1 76.8 63.7 66.9 42 574 38.8 65.8
PCLO8 39 75.2 65.8 62.7 66.4 51.4 56.8 T

PCLO8 56.6 65.1 63 66.3 53.3 74.9 59.8 61.7
PCLO8 ar.7 50.8 50 49.1 49.5 54.5 4ar.a 50.9
PCLO8 67.8 68.2 61.6 56.4 50 75.7 4ar.a 78.2
PCLO8 42.4 74 84.8 69.2 3.7 73.8 71.4 76.1
PCLO8 a6.7 50.7 63.3 49.7 33.6 70.9 55.7 79.6
PCLO8 49.3 61.8 62.9 61.2 67.7 51.1 60.6 72.1
PCLO8 56.4 45.2 68.2 65.1 60.4 73.8 5.7 61.4
PCL0O9 38.5 67.7 58.6 59.3 70.1 83.3 55.7 57.2
PCL0O9 51.5 49.4 64.2 65.3 46.3 71.4 514 53.6
PCL0O9 56.1 65 47.2 49.3 74.9 58.8 64.3 57.6
PCLO9 64 69.8 53 525 72.5 714 67.8 51.9
PCLO9 64.3 57.5 56.6 53.4 68.5 86.6 55.1 76.1
PCLO9 523 60.9 58.5 49.8 46.8 4a4.4 40.7 46.5
PCLO9 4a4.1 42.5 66.1 42.1 41.6 68.2 52.6 46.3
PCLO9 49.3 50.4 53.3 64.5 53.2 417 51.3 69.8
PCLO9 57.5 61.5 45.6 46.7 50 58 65.9 437
PCL0O9 51.3 43.3 53.2 67.2 45.6 55.6 535 75.4
PCL0O9 54.1 57.8 61.1 53.9 63 524 67.1 68.5
PCL10 67.7 51.2 58.4 68.9 51.5 60.9 69.7 50.5
PCL10 50.6 427 42.5 67.5 38.1 63 52.3 50.8
PCL10 64.1 50.4 50.6 52 54.9 56.8 65.6 51.5
PCL10 57.9 54.1 57.9 59.8 55.9 60.9 51.3 58.7
PCL10 57.3 58.6 50.9 553 57.1 50.8 60 525
PCL10 42.8 58.6 76.2 44.3 47.3 38 58.6 33.9
PCL10 54 60.4 424 41.9 61.7 56.4 48.6 40.7
PCL10 55.1 44.5 62.3 427 52.8 52 55.7 64

PCL10 333 63.2 60.2 43.4 54.6 61.7 60.3 69.5
PCL10 68.7 70 59 57.8 56.6 64.3 55.1 62.7
PCL10 53.3 42.5 61.6 49.3 64.3 50.6 56.7 53.3
PCL11 50.5 37.7 62.1 91.1 62.1 53.2 52.4 49.7
PCL11 61.4 457 40 40.5 51.8 44.5 54.4 48
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PCL11 60.4 67 51.6 43 50.2 53.2 47.8 66.3
PCL11 61.1 60.8 58.4 50.5 75 80 55 70.4
PCL11 63.6 56.8 70.1 65.1 47.5 61.8 58.9 62.2
PCL11 71.1 46.3 42.4 46.2 59.7 69.3 4a4.4 68.8
pPCL11 a1 63.8 49.5 68.3 48.6 51.4 44.5 63.7
pPCL11 514 56.9 67.4 54.1 50.3 aa.7 86.7 47.8
PCL11 61.1 68.1 56.9 40 42 54.8 65.8 45.8
PCL11 66.3 63.3 73.4 57.8 63.3 76.3 58 46.5
PCL11 49.6 52.4 64.9 58.5 47.1 69.7 62.8 69.2
PCL13 435 62.5 69.2 66.5 64.1 54.1 58.2 46.2
PCL13 61.6 4.7 64 69.9 56.2 524 61.9 38.3
PCL13 47.6 83.3 51.9 60.1 56.7 54.1 60.9 54.1
PCL13 80.4 78.4 67.6 77.6 64 52.6 56.7 40

PCL13 58.8 66.7 62.7 56.1 56.2 53.7 715 64.9
PCL13 88.2 725 60.1 72.8 72.6 68.8 58.3 58.2
PCL13 69 83.3 57.1 69.1 63.3 59.4 53.2 61.9
PCL13 69.8 66.7 78.2 57.2 43.5 68.2 66.7 60.9
PCL13 46 75 60.4 49.5 59.7 20 68 59.7
PCL13 48.4 50 66.2 55.8 35 65.7 2.7 42.4
PCL13 52.6 61.2 62.5 59.4 67 50 61 68.1
PCL14 70.7 61.5 55.6 66.9 50 62.3 62.1 43

PCL14 425 55.8 43 80.3 41.8 56.7 40 50.5
PCL14 67.2 53.8 62.4 62.9 47.5 48.3 41.2 40.1
pPCL14 65.6 58.9 54.2 579 51.2 48.6 42.4 533
pPCL14 62.4 62 59.4 8.7 50.1 58 61.8 51.6
pPCL14 61.3 59.3 50.1 68.1 53.3 472 47.5 48.4
pPCL14 72 54.6 50 50.8 51.6 54.1 51.2 64.4
pPCL14 36.2 65.1 74 55.8 48.4 533 472 58.3
pPCL14 67.6 68.5 61.5 62.7 53.8 59.6 63.8 4a9.7
pPCL14 54.1 60.8 69.7 59.6 56.9 63 56.9 48

pPCL14 65.6 62 52.4 60.8 51.4 58.9 514 66.3
PCL15 64.3 68.7 48.4 61.5 67 60.3 68.1 67.6
PCL15 65.7 69.3 535 64.6 51.6 49 75.8 55

PCL15 68.3 68.5 69.3 54 54.5 59.9 60.8 51.9
PCL15 68.3 7.2 71.4 65.9 64.2 66.3 79.3 66.9
PCL15 69.6 67.7 61 723 57.2 65 65.3 80.3
PCL15 54.2 69.3 66.8 65.3 52.8 55.8 722 62.9
PCL15 61.9 69 43.4 53.3 453 4a8.7 50 46.9
PCL15 58 62 63.7 64.7 70 52.8 70.5 68

PCL15 414 72.6 40.3 52.1 58.4 53.8 579 50.7
PCL15 63 63 79.4 49.3 58.4 69.6 8.7 55.4
PCL15 459 69.4 82.5 70.6 61.3 67.2 78.1 65.4
PCL16 72 51.4 61.7 54.1 54.9 47.6 50.8 73.9
PCL16 64.7 63.8 48.8 61.6 59.3 62.8 52.6 68.3
PCL16 59 74.3 49.3 55.9 50.9 56.3 48.4 55.8
PCL16 49.9 50 59.8 54 62 573 56.2 62.7
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PCL16 39.8 72.3 69.8 81.7 75.4 65.1 64.3 69.6
PCL16 47.9 453 48.2 58.8 71.4 67.5 50.1 ar.7
PCL16 69.7 69.3 45.8 63.5 53.5 773 58.1 41.3
PCL16 67.6 41.2 48.7 57.3 46 49.2 48.2 73.5
PCL16 52 65.9 48 48 51.4 425 34.2 58.7
PCL16 56.7 52.3 48.4 63.7 44.8 67.4 53.4 80.9
PCL16 56.5 60.9 65.2 65.1 49 55.9 65.7 51.5
#1379 A.1 mﬁﬂ%gamw@wﬂuﬁumﬁa (Gross Elasticity, R2)
Vital Injector 5-point Protocol
Subject
Week0 Weekd Weeks Week12 Week0 Weekd Week8 Week12

PCLO1 37.18 95.33 142.40 97.54 95.83 88.31 127.80 128.60
PCLO1 60.40 62.12 87.21 71.21 76.59 63.89 73.25 67.65
PCLO1 62.12 79.86 127.80 58.08 177.90 73.25 90.20 51.20
PCLO1 159.70 110.50 53.43 104.20 69.71 119.80 117.00 120.50
PCLO1 213.00 150.80 160.80 106.50 221.20 131.20 129.70 114.60
PCLO1 237.30 153.60 151.80 131.20 128.60 119.50 150.30 120.50
PCLO1 128.60 68.75 114.60 53.41 111.30 104.70 155.80 129.70
PCLO1 58.69 55.62 34.62 56.45 61.53 60.85 50.44 58.82
PCLO1 68.75 63.89 71.21 69.12 97.54 90.20 55.41 76.21
PCLO1 56.41 76.21 73.98 64.85 85.80 52.63 56.41 55.41
PCLO1 77.92 121.40 129.00 78.18 103.60 110.60 149.40 91.48
PCLO2 38.33 67.65 119.80 77.92 52.15 93.13 138.80 86.79
PCLO2 51.67 65.13 65.13 57.50 46.66 50.52 76.21 58.24
PCLO2 106.40 84.56 93.13 63.17 76.21 82.00 104.20 66.21
PCLO2 48.63 83.93 90.20 56.99 46.94 45.55 58.99 55.48
PCLO2 73.25 177.90 91.50 56.87 124.40 64.85 93.17 121.40
PCLO2 136.90 65.98 163.80 106.30 255.60 91.48 105.40 150.30
PCLO2 61.28 63.71 59.13 67.25 82.00 69.12 56.41 58.08
PCLO2 48.07 55.41 85.80 63.17 67.65 76.59 7212 53.94
PCLO2 73.98 52.27 68.14 70.99 87.46 77.51 82.30 75.35
PCLO2 61.37 87.89 97.96 67.20 85.96 80.79 126.40 89.84
PCLO2 51.20 61.53 82.14 50.00 78.18 76.67 56.45 85.96
PCLO3 97.54 143.20 91.48 124.40 55.02 113.40 87.21 75.66
PCLO3 58.69 64.57 52.85 41.12 49.16 62.12 76.33 45.25
PCLO3 68.44 84.56 79.86 52.27 61.78 102.20 73.02 69.71
PCLO3 66.21 63.89 65.50 67.25 59.60 48.07 52.27 50.52
PCLO3 163.20 97.54 87.46 55.54 66.56 84.80 76.59 58.63
PCLO3 86.79 122.40 113.00 150.80 164.30 131.20 97.54 117.30
PCLO3 58.46 102.70 64.57 76.59 50.97 80.70 51.20 46.68
PCLO3 50.41 53.16 54.76 51.20 47.92 56.87 60.53 75.16
PCLO3 73.25 92.74 77.92 58.69 132.40 73.98 68.24 55.29
PCLO3 111.30 97.54 119.50 81.22 87.21 104.20 106.30 73.25
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PCLO3 113.40 84.56 77.38 42,94 153.30 80.70 69.55 44.53
PCLO5 105.40 119.50 76.98 143.20 76.33 113.40 117.00 166.70
PCLO5 54.59 66.67 61.78 65.50 43.55 42.22 73.98 61.28
PCLO5 58.46 71.13 177.90 68.75 46.49 68.44 85.80 68.24
PCLO5 75.23 143.20 69.12 46.56 148.90 75.16 45.95 58.46
PCLO5 136.80 48.63 69.12 73.98 73.02 78.23 106.40 71.21
PCLO5 160.80 174.20 150.30 201.00 84.56 119.80 138.80 163.20
PCLO5 53.16 76.37 64.67 49.05 49.78 56.13 76.59 58.82
PCLO5 48.12 82.30 58.24 48.38 75.66 69.17 51.20 69.17
PCLO5 56.37 76.33 77.92 64.57 50.35 50.52 73.02 52.79
PCLO5 50.41 76.33 97.96 117.30 52.85 80.79 76.33 126.40
PCLO5 52.15 87.21 95.83 48.38 74.48 46.42 62.47 52.27
PCLO6 87.21 107.80 213.00 95.83 91.48 86.29 177.90 97.33
PCLO6 53.41 60.53 98.29 87.21 50.35 73.16 7792 72.12
PCLO6 113.40 111.30 160.80 80.79 53.94 84.56 263.50 61.37
PCLO6 48.07 44.09 66.20 86.79 136.10 70.43 59.60 96.64
PCLO6 66.21 93.17 163.20 206.60 107.80 91.85 113.00 139.40
PCLO6 86.79 139.20 185.20 141.50 49.05 119.80 213.80 139.20
PCLO6 129.70 199.80 243.80 126.60 82.30 151.80 73.98 107.80
PCLO6 57.64 117.30 126.40 57.87 48.38 56.13 55.41 84.80
PCLO6 64.85 87.21 185.30 97.54 68.14 70.99 91.29 167.90
PCLO6 58.24 67.25 124.40 114.20 48.07 63.71 149.40 89.84
PCLO6 76.21 91.48 89.84 91.29 111.10 88.31 150.80 109.50
PCLO8 122.80 96.35 94.31 153.60 96.64 130.70 123.00 141.50
PCLO8 113.40 109.50 7212 84.80 113.00 104.20 80.79 61.28
PCLO8 185.30 111.60 189.10 62.55 174.20 140.10 97.33 73.98
PCLO8 92.74 72.35 155.80 115.60 614.30 60.85 65.63 59.38
PCLO8 122.40 97.33 102.20 111.60 119.80 64.67 104.10 53.94
PCLO8 167.90 109.50 117.90 176.90 130.90 199.10 237.30 174.20
PCLO8 106.30 87.46 95.83 79.02 92.41 84.56 69.55 79.58
PCLO8 72.35 94.31 64.43 93.13 148.40 79.58 102.70 80.70
PCLO8 163.20 89.84 121.70 84.56 104.00 107.80 99.92 92.74
PCLO8 163.20 117.90 138.80 90.20 182.20 111.30 111.30 111.30
PCLO8 131.20 105.40 42.57 97.54 84.56 72.35 85.80 98.60
PCL0O9 74.48 76.98 87.89 71.78 106.40 155.80 119.50 76.59
PCL0O9 63.89 58.99 58.82 50.97 75.16 65.13 48.73 104.60
PCLO9 117.30 58.31 150.30 50.91 63.89 98.60 83.01 61.53
PCLO9 79.86 71.88 50.35 91.48 77.92 62.47 61.53 76.21
PCLO9 172.60 112.20 165.00 105.70 150.80 191.70 113.40 99.47
PCLO9 91.29 138.80 182.20 149.40 97.54 111.30 128.60 110.50
PCLO9 65.98 68.14 77.04 63.62 60.85 93.17 98.29 58.39
PCLO9 64.85 63.89 72.00 109.50 58.69 91.48 61.53 63.07
PCL0O9 86.79 61.37 104.00 48.38 93.17 97.96 90.20 90.20
PCLO9 81.22 71.21 91.27 81.66 77.51 81.66 76.21 58.46
PCL0O9 83.93 86.79 138.80 83.14 77.04 82.26 52.27 57.87
PCL10 113.00 176.90 72.00 236.10 79.86 111.30 159.70 292.30
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PCL10 58.69 69.55 65.43 163.80 67.25 54.59 75.66 111.30
PCL10 82.26 119.50 86.29 114.20 55.48 95.83 82.30 62.66
PCL10 51.20 58.99 73.98 45.95 54.56 61.78 7751 68.44
PCL10 77.92 191.70 91.29 98.60 104.70 150.20 93.13 178.80
PCL10 80.70 99.92 106.50 197.20 86.79 174.20 97.33 119.50
PCL10 46.42 52.98 53.55 65.77 44.80 78.23 66.21 62.72
PCL10 54.76 37.36 121.70 87.89 69.17 79.86 81.66 69.70
PCL10 52.27 92.74 55.82 112.20 66.21 77.38 69.55 128.60
PCL10 69.71 67.25 61.78 163.80 75.23 82.30 70.35 109.50
PCL10 71.21 73.16 86.79 68.45 76.67 82.14 79.86 79.86
PCL11 61.50 155.80 76.33 68.44 112.20 136.90 91.29 119.80
PCL11 63.89 59.38 49.78 73.98 50.91 60.53 45.45 56.99
PCL11 93.13 67.65 97.33 44.80 102.70 90.20 104.70 51.04
PCL11 105.40 56.87 37.21 39.93 50.97 44.00 48.63 65.34
PCL11 114.20 106.30 59.40 59.40 85.19 61.78 75.23 105.40
PCL11 178.60 129.70 86.79 180.00 119.80 73.76 117.90 131.20
PCL11 79.02 76.67 65.43 63.17 45.95 40.57 61.37 63.17
PCL11 53.43 51.20 60.53 54.76 85.80 52.63 65.50 71.21
PCL11 75.16 61.53 76.59 61.28 91.29 55.54 64.67 127.80
PCL11 119.80 104.00 113.40 71.13 91.29 85.80 71.21 64.43
PCL11 96.64 68.44 126.40 145.50 90.20 72.69 86.29 86.79
PCL13 73.98 51.20 104.10 76.41 50.69 155.80 155.80 75.12
PCL13 93.13 45.99 58.08 72.56 69.12 49.54 58.08 68.50
PCL13 91.29 102.20 58.69 75.98 81.22 82.00 45.90 59.55
PCL13 7792 62.12 91.85 69.52 65.13 104.00 89.84 78.78
PCL13 90.20 73.16 111.10 80.55 85.80 80.79 66.56 67.12
PCL13 85.96 139.20 160.80 133.20 79.58 177.90 111.30 109.56
PCL13 98.29 110.60 72.35 70.59 71.78 102.70 43.22 66.96
PCL13 63.71 59.38 68.24 69.98 61.53 52.79 69.55 64.35
PCL13 7792 55.62 72.12 52.45 58.99 60.85 63.71 66.37
PCL13 61.53 104.00 97.96 66.56 48.73 60.53 9241 62.99
PCL13 63.71 59.13 57.37 50.45 104.00 110.60 56.45 59.68
pPCL14 72.69 58.46 65.71 45.63 85.80 54.76 88.31 66.48
pPCL14 56.10 64.43 53.43 77.48 41.38 62.12 40.21 78.93
pPCL14 98.60 77.38 56.87 65.50 82.26 91.85 80.70 50.17
pPCL14 63.69 72.35 54.59 88.38 53.73 91.29 65.43 69.47
pPCL14 111.30 114.60 83.01 44.45 56.13 87.46 114.60 78.65
pPCL14 56.41 106.30 105.70 110.65 120.50 93.13 140.10 100.80
pPCL14 58.31 55.56 68.45 59.88 55.56 93.12 63.19 60.89
pPCL14 61.78 60.53 58.43 59.45 64.57 79.86 54.59 70.84
pPCL14 50.00 90.20 79.86 91.45 86.79 55.41 69.71 66.97
pPCL14 72.00 92.74 58.46 59.34 55.62 119.80 57.37 44.42
PCL14 110.60 149.40 71.78 72.44 71.88 83.01 52.63 65.78
PCL15 72.00 58.24 109.50 91.85 52.98 81.11 109.50 79.00
PCL15 82.30 87.89 70.35 75.35 44.09 101.90 77.38 196.60
PCL15 117.90 128.60 91.29 182.20 51.20 166.80 111.60 79.86
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PCL15 49.54 62.12 40.56 53.41 46.49 50.41 47.62 89.30
PCL15 62.47 58.99 50.47 90.55 107.80 108.70 78.23 58.31
PCL15 163.20 214.90 87.21 151.80 99.47 180.00 177.90 78.18
PCL15 41.82 55.56 70.43 52.98 43.96 68.06 76.67 121.40
PCL15 52.27 132.40 99.03 51.20 42.12 79.86 102.70 73.98
PCL15 70.99 60.53 72.35 85.03 49.05 73.07 69.55 59.13
PCL15 93.13 141.50 97.54 73.25 50.35 86.29 106.30 63.07
PCL15 75.16 61.37 49.78 52.40 87.89 67.25 52.85 164.30
PCL16 151.80 109.50 81.66 138.80 239.80 64.67 119.80 45.63
PCL16 91.27 75.16 67.25 48.73 80.73 73.72 52.40 63.71
PCL16 121.40 88.46 60.53 55.02 139.20 79.58 80.94 56.37
PCL16 102.70 52.98 50.00 45.45 92.41 ar.67 71.88 141.40
PCL16 111.60 166.80 93.13 119.80 130.90 112.20 91.29 242.10
PCL16 232.30 147.40 102.70 150.80 292.30 114.60 120.50 65.50
PCL16 60.54 67.70 68.75 91.48 153.60 63.07 84.56 44.09
PCL16 80.94 55.41 89.84 85.96 57.64 68.14 65.13 63.71
PCL16 103.60 83.93 57.50 75.66 85.03 49.59 70.99 131.20
PCL16 80.79 122.40 85.80 117.30 126.40 104.10 119.80 138.80
PCL16 80.94 61.53 64.85 72.00 91.50 115.60 104.00 93.26
#1319 A.2 a@%’aga’%mwaaﬂa (Skin Wrinkles, SEw)
Vital Injector
pCLO1  PCLO2  PCLO3  PCLO5 PCLO6  PCLO8  PCLO9 PCL1I0 PCL11  PCL13  PCL14  PCL15 PCL16
WOH1 1 0 1 0 0 0 0 1 0 0 0 0 1
WOH24 1 0 0 0 0 0 0 0 0 0 0 0 0
WOH72 1 0 0 0 0 0 0 0 0 0 0 0 0
woDn7 1 0 0 0 0 0 0 0 0 0 0 0 0
wop14 0 0 0 0 0 0 0 0 0 0 0 0 0
WaH1 1 2 3 0 1 0 0 1 0 0 0 2 1
WaH24 1 0 1 0 0 0 0 0 0 0 0 0 1
WaHT2 1 0 1 0 0 0 0 0 0 0 0 0 0
wap? 0 0 0 0 0 0 0 0 0 0 0 0 0
waD14 0 0 0 0 0 0 0 0 0 0 0 0 0
W8H1 1 1 1 0 0 1 1 2 0 0 0 0 0
W8H24 1 1 0 0 0 0 1 0 0 0 0 0 0
W8HT2 1 0 0 0 0 0 0 0 0 0 0 0 0
w8D7 0 0 0 0 0 0 0 0 0 0 0 0 0
weD14 0 0 0 0 0 0 0 0 0 0 0 0 0
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5-point protocol

PCLO1 PCLO2 PCLO3 PCLO5S PCLO6 PCL0O8 PCL0O9 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16
WOH1
WOH24
WOH72
WoD7
woD14
WAH1
WaH24
WAHT2
wap7
waD14
W8H1
W8H24
WB8H72
w8D7
waD14
v v a
M1309 A.3 ﬁEU‘UBQJ‘jaNﬂ‘U’NLﬂﬂQ (ﬂ’l’]llU’Jll)
Vital Injector
PCLO1 PCLO2 PCLO3 PCLO5S PCLO6 PCL0O8 PCL0O9 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16
WOH1 0 0 0 0 0 0 0 1 0 0 0 0 0
WOH24 0 0 0 0 1 0 0 0 0 0 0 0 0
WOH72 0 0 0 0 1 0 0 1 0 0 0 0 0
wop7 0 0 0 0 0 0 0 0 0 0 0 0 0
woD14 0 0 0 0 0 0 0 0 0 0 0 0 0
WaH1 0 0 0 0 0 0 0 1 0 0 0 1 0
WaH24 0 0 0 0 0 0 0 0 0 0 0 0 0
WaHT2 0 0 0 0 0 0 0 1 0 0 0 0 0
W4D7 0 0 0 0 0 0 0 0 0 0 0 0 0
wap14 0 0 0 0 0 0 0 0 0 0 0 0 0
W8H1 0 0 0 0 1 0 0 1 0 0 0 0 0
W8H24 0 0 0 0 1 0 0 0 0 0 0 0 0
W8H72 0 0 0 0 0 0 0 0 0 0 0 0 0
W8D7 0 0 0 0 0 0 0 0 0 0 0 0 0

w8D14 0 0 0 0 0 0 0 0 0 0 0 0 0
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5-point protocol

PCLO1 PCLO2 PCLO3 PCLO5 PCLO6 PCLO8 PCLO9 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16
WOH1
WOH24
WOH72
WOoD7
WoD14
WaH1
WaH24
Wa4H72
waDp7
Wab14
W8H1
W8H24
W8H72
W8D7
w8D14
v v al U
M1 A4 asqﬂmayjawamamm (AIUALU)
Vital Injector
PCLO1 PCLO2 PCLO3 PCLO5 PCLO6 PCLO8 PCLO9 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16
WOH1 0 0 0 0 0 0 0 0 0 0 0 0 1
WOH24 0 0 0 0 0 0 0 0 0 0 0 0 0
WOH72 1 0 0 0 0 0 0 0 0 0 0 0 0
woD7 0 0 0 0 1 0 0 0 0 0 0 0 0
woD14 0 0 0 0 0 0 0 0 0 0 0 0 0
Wa4H1 1 2 1 0 0 0 0 0 0 0 1 1 1
WaH24 1 0 1 0 0 0 0 0 0 0 1 0 1
WaHT2 1 0 0 0 0 0 0 0 0 0 1 0 0
wap7 0 0 0 0 0 0 0 0 0 0 0 0 0
Wwab14 0 0 0 0 0 0 0 0 0 0 0 0 0
W8H1 1 1 0 0 0 1 0 1 0 0 0 0 0
W8H24 1 1 0 0 0 0 0 1 1 0 0 0 0
WeHT2 1 0 0 0 0 0 0 0 0 0 0 0 0
wep7 0 0 0 0 0 0 0 0 0 0 0 0 0

wsD14 0 0 0 0 0 0 0 0 0 0 0 0 0
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5-point protocol

PCLO1 PCLO2 PCLO3 PCLO5 PCLO6 PCLO8 PCLO9 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16
WOH1
WOH24
WOHT72
WoD7
wobD14
WaH1
WaH24
WaH72
wap7
wab14
W8H1
WaH24
W8HT72
wa8D7
waD14
¥ v a b %
H19 A5 ﬁEU‘UBQJ‘jaNﬂ‘U’NLﬂﬂQ (ﬂ@ul&u)
Vital Injector
PCLOL PCLO2 PCLO3 PCLO5 PCLO6 PCLO8 PCLO9 PCL10 PCL1L PCL13 pPCL14 PCL15 PCL16
WOH1 0 3 2 0 0 0 0 0 2 0 0 1 1
WOH24 0 3 1 1 0 0 0 0 1 0 0 1 1
WOH72 0 2 1 0 0 0 1 0 0 0 0 3 1
WoD7 0 1 0 0 0 0 0 0 0 0 0 2 1
WOD14 0 0 0 0 0 0 0 0 0 0 0 0 0
WaH1 1 2 1 0 0 0 1 0 0 0 1 2 1
WaH2a 0 1 1 0 0 0 1 0 0 0 1 3 1
WaHT2 0 1 0 0 0 0 0 0 0 0 0 1 1
Wap7 0 0 0 0 0 0 0 0 0 0 0 1 1
wap1a 0 0 0 0 0 0 0 0 0 0 0 0 0
WeH1 1 1 1 0 0 0 1 1 1 0 0 0 0
WeH2a 1 1 1 1 0 0 1 1 0 0 0 0 0
W8HT2 0 1 0 1 0 0 0 1 0 0 0 0 0
W8D7 0 0 0 0 0 0 0 0 0 0 0 0 0

W8D14 0 0 0 0 0 0 0 0 0 0 0 0 0
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5-point protocol

PCLO1 PCLO2 PCLO3 PCLO5 PCLO6 PCLO8 PCLO9 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16
WOH1
WOH24
WOHT72
WoD7
wobD14
WaH1
WaH24
WaH72
wap7
wab14
W8H1
WaH24
W8HT72
wa8D7
waD14
v 1% a %’
M1 A.6 E“IEU‘UE]%IJGN&‘U’NMEN (598%1)
Vital Injector
PCLO1 PCLO2 PCLO3 PCLO5 PCLO6 PCLO8 PCLO9 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16
WOH1 0 1 0 0 0 2 0 0 0 0 1 0 1
WOH24 0 1 0 0 0 0 0 0 0 0 0 0 0
WOHT2 0 1 0 0 0 0 0 2 1 0 0 1 0
WoD7 0 0 0 0 0 0 0 0 0 0 0 0 0
WoD14 0 0 0 0 0 0 0 0 0 0 0 0 0
WaH1 1 3 1 0 0 1 0 0 1 0 1 0 0
WaH2a 1 2 0 0 0 1 0 0 0 0 1 0 0
WAHT2 0 1 0 0 0 0 0 1 0 0 0 0 0
Wap7 0 0 0 0 0 0 0 0 0 0 0 0 0
wap1a 0 0 0 0 0 0 0 0 0 0 0 0 0
WeH1 1 1 0 0 0 1 0 1 2 0 1 0 0
W8H24 1 1 0 0 0 0 0 1 1 0 0 0 0
W8H72 0 1 0 0 0 0 0 0 0 0 0 0 0
W8D7 0 0 0 0 0 0 0 0 0 0 0 0 0

W8D14 0 0 0 0 0 0 0 0 0 0 0 0 0
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5-point protocol

PCLO1 PCLO2 PCLO3 PCLO5 PCLO6 PCLO8 PCLO9 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16

WOH1
WOH24
WOH72
WoD7
WoD14
WaH1
WaH24
Wd4H72
wap7
WwdaD14
W8H1
W8H24
W8H72

w8D7

wsD14

M58 .7 asudeyanatiufes (unag)



114

AMANUIN

LONANTTIYALLDYANAN D UNN U LUNISITY PCL 21% in water GOURI®

%

Protocol Tumsldnansdueinnmunlaeinanlul 2022



D=X |

115

Product description
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DXL-TCF-02-02

2. Information

A. Manufacturer

Vi.

vii.

viii.

Legal Manufacturer's Name
Dexlevo Inc.

Legal Manufacturer’s Address
505, Daeryung Techno Town 5-cha, 632, Seobusaet-gil, Geumcheon-gu, Seoul,
Korea

Design, Manufacturing, Sterilization, Packaging and storage address:
505, Daeryung Techno Town 5-cha, 632, Seobusaet-gil, Geumcheon-gu, Seoul,
Korea

*There is no outsourcing process during the production of the device.

Tel number and email address
Tel: +82-2-2138-8780

Fax: +82-2-2138-8781

Email: info@dexlevo.com

Regulatory representative
Mr. Yu, Jaewon

Tel: +82-2-6952-8770
Email: jwyu@dexlevo.com

*Contact person of Dexlevo Inc.

Certificates of Manufacturer (If applicable)
Attachment A - Business Registration
Attachment B - GMP certificate
Attachment C - ISO 13485 certificate

European Representative

Name: CMC Medical Devices & Drugs S.L.

Address: C/ Horacio Lengo n18 C.P 29006 Malaga-Spain
Tel: +34 951 214 054

Eamil: mmateos@cmcmedicaldevices.com

Attachment P Agreement EC REP

Contact person

Name: Baekcheong Kim

Tel: +82-2-6952-8770

Email: javierkim@dexlevo.com

Contact person for Manufacturing, Sterilization, Packaging and storage of the
device.

Attachment O Letter of Assignment

Company History

2012.9 Began to develop polymers for cosmetics field.

2013.10 Established Dexlevo Inc.

2014.1 Completed development of polymer lifting thread

2014.3 Completed development of New Polymer Filler

2014.4 Next Generation Polymer Filler is being developed.

2015.3 Launched New Polymer Filler and new beauty lifting thread and started

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021) 1/ 29
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DXL-TCF-02-02

overseas sales.
2016.1 Acquired ISO 13485: 2003 certification
2016.12 Acquired clinical GMP certification
2019.1 Acquired ISO 13485: 2016 certification

B. Product information
i Product history

PCL is degraded by hydrolysis of its ester linkages in physiological conditions (such
as in the human body) and has therefore received a great deal of attention for use
as an implantable biomaterial. In particular, it is especially interesting for the
preparation of long-term implantable devices, owing to its degradation which is

even slower than that of polylactide.

Polycaprolactone (PCL) has been widely used in long-term implants and controlled

drug release applications.

ii. Product common name
Polycaprolactone Injectable Implant

iii. Brand name
GOURI
iv. Picture of the product
Picture Size
Prefilled syringe
HYPAK
PRB1MLL

(1mL)

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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DXL-TCF-02-02
- Syringe
Part: | 1mL Syringe
72.62:0.95 >
e A 655:0503 - =
§ 2 3
544-0.5 & ®
= 3 1 BS s
S ‘ S
1 ¥
e e S -
| . *
g 2 I
Unit: mm
Part: [ Tip cap
A
B
A:18+1
B:11.1
Unit: mm
Part: | Plunger
Unit: mm
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DXL-TCF-02-02

Part: | Finger grip

Unit: mm
Part | Plunger rod
]
; 1Mo
g (4D
KN
\
Ad’
2
1
Unit: mm

*Technical drawings are attached as “Attachment D Drawings”

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021) 4/ 29
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DXL-TCF-02-02

V. Description of appearance

() 3) 4 5 (6)

m
No Name Role and Function
1 Injection Liquid form of polymeric polycaprolactone and used as a
solution material for tissue augmentation.
2 Tioca It is used to protect the tip of the syringe and to prevent
p.cap the mixing of harmful substances.
3 Barrel A syringe barrel made of polymer, which serves to hold
the infusion solution.
It functions to maintain the seal and makes the gel to be
4 Plunger pressurized.
Backstop A finger support for the convenience of a practitioner.
It is a long rod-shaped piston used when injecting liquid
Plunger rod into human body.
Vi. Intended Use

Itis intended to be used for facial tissue augmentation for dermal implantation.

*We researched published literatures on the intended use of the device and
selected & referenced following literatures.

- Recommendations for volume augmentation and rejuvenation of the face and
hands with the new generation polycaprolactone-based collagen stimulator
(Ellansé®)

The range of fillers currently available for soft-tissue augmentation is constantly
expanding. The latest advances in filler technology include collagen biostimulators
that exert their esthetic effect by promoting neocollagenesis. One such product is
the next-generation collagen biostimulator (Ellansé®) that demonstrates properties
as yet unseen in soft-tissue fillers. It is composed of polycaprolactone (PCL)
microspheres in an aqueous carboxymethylcellulose gel carrier.

A novel biodegradable collagen stimulator, Ellansé® (Sinclair Pharmaceuticals,
London, UK), that combines durability and immediate outcome is now available.
This unique product is composed of microspheres of a totally bio-resorbable
polymer, polycaprolactone (PCL), in an aqueous carboxymethyl cellulose (CMC) gel
carrier. This PCL-based stimulator with a CE marking [European Conformity] was
introduced to the European aesthetics market in 2009 and has since been made
available in more than 80 countries.

The first prospective, randomized, controlled 24-month-study comparing S versus M
versions demonstrated the efficacy, patient satisfaction, treatment duration and
safety of the PCL-based stimulator in 40 patients treated for NLFs. Results
evaluated on the Global Aesthetic Improvement Scale (GAIS) were maintained with
the M version up to 24 months with good safety results.

Recently, the efficacy of the PCL-based stimulator was also evidenced on forehead
augmentation, a facial area also affected by aging with the appearance of laxity,

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021) 5/ 29
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DXL-TCF-02-02

wrinkles, and volume loss.

Refer to Attachment F Recommendations for volume augmentation and
rejuvenation of the face and hands with the new generation polycaprolactone

Based on the information we searched on the literatures which our equivalent was
used, there was efficacy for volume augmentation so we decided to use ‘It is
intended to be used for facial tissue augmentation for dermal implantation.”

Vii. Indication
It is indicated to be used for facial tissue augmentation for mid-to-deep dermal
implantation for the correction of moderate to severe facial wrinkles and folds.

*We researched published literatures on the indication of use of the device and
selected & referenced following literatures.

- Recommendations for volume augmentation and rejuvenation of the face and
hands

Recommendations on injection techniques are provided for the upper face, mid-
face and lower face and zone by zone for each of these areas, as well as hands.
Based on the particular anatomy of each area, the focus is on the techniques and
devices of injection and the volume and depth of injection. These recommendations
provide a guideline for physicians who wish to perform safe and efficacious
treatment with the PCL collagen stimulator for face and rejuvenation with volume
augmentation.

Refer to Attachment F Recommendations for volume augmentation and
rejuvenation of the face and hands

- A randomized, patient/evaluator-blinded, split-face study to compare the efficacy
and safety of polycaprolactone and polynucleotide fillers in the correction of crow’s
feet: The latest biostimulatory dermal filler for crow'’s feet

This study was designed to compare the efficacy and safety of a novel PCL- based
dermal filler, DLMRO1, with that of RJR, a purified polynucleotide dermal filler.

Both fillers were well tolerated, and no severe adverse effects were reported by
subjects during the study period. No persistent skin ab- normalities were observed
in the physical examination by the der- matologist. In this study, we showed that the
novel DLMRO1 is safe and performs similarly to RJR over 12 weeks. We expect that
DLMRO1 will widen the available selection of appropriate filler products to treat
crow's feet in a variety of patients.

*DLMRO1 is our device

Refer to Attachment G A randomized, patient/evaluator-blinded, split-face study

Based on the information we searched on the literatures which our equivalent was
used, the recommendation was various part of area but we decide to set our device
to use only facial area.

viii. Usage of the device
Our device is a surgically invasive and an implantable medical device.

Direction of use

A. Preparatory requirement before use

1) This product is medical device therefore it shall be used by licensed medical
professionals.

2) Before using it, the doctor shall provide sufficient explanation to the patient
about indications, contraindications and potential side-effects of this product.

3) Before its use it is necessary to check and see if sterilized condition is damaged

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021) 6/ 29
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or not.
4) Check the effective period on the label of the product.

B. Sequence of manipulation and method of use

1) Before use, disinfect the part subjected to injection thoroughly.

2) Carry out partial anesthesia when required.

3) Insert needle to injection syringe.

4) A certain amount of this product is injected into skin where the injection is
required according to judgement of medical professional and when required
repetitive injection may be made.

5) After injection the part where injection is made shall be shaped by tip of hands.

6) Regular additional injection is required or demanded in order to maintain
improved condition.

C. Method of storage and management after use
1) Itis disposable and therefore, make sure to dispose of it after use.
2) Never re-sterilize and use it again.

*We researched published literatures on the indication of use of the device and
selected & referenced following literatures.

- A randomized, patient/evaluator-blinded, split-face study to compare the efficacy
and safety of polycaprolactone and polynucleotide fillers in the correction of crow’s
feet: The latest biostimulatory dermal filler for crow’s feet

This study was designed to compare the efficacy and safety of a novel PCL- based
dermal filler, DLMRO1, with that of RJR, a purified polynucleotide dermal filler.

Both fillers were well tolerated, and no severe adverse effects were reported by
subjects during the study period. No persistent skin ab- normalities were observed
in the physical examination by the der- matologist. In this study, we showed that the
novel DLMRO01 is safe and performs similarly to RJR over 12 weeks. We expect that
DLMRO1 will widen the available selection of appropriate filler products to treat
crow's feet in a variety of patients.

*DLMRO01 is our device

Refer to Attachment G A randomized, patient/evaluator-blinded, split-face study

iX. Intended User
Specialist in the fields of dermatology or plastic surgery

X. Mechanism of action
The gel-carrier (suspension medium for microspheres) is gradually resorbed by
macrophages over a period of several weeks after treatment. The soft tissue
augmentation effect is maintained throughout the duration of action of the device.

We have published a literature based on our device and we also evaluated
mechanism of our device during this literature as below.

- Recommendations for volume augmentation and rejuvenation of the face and
hands

Recommendations on injection techniques are provided for the upper face, mid-
face and lower face and zone by zone for each of these areas, as well as hands.
Based on the particular anatomy of each area, the focus is on the techniques and
devices of injection and the volume and depth of injection. These recommendations
provide a guideline for physicians who wish to perform safe and efficacious
treatment with the PCL collagen stimulator for face and rejuvenation with volume
augmentation.

Refer to Attachment F Recommendations for volume augmentation and
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rejuvenation of the face and hands

Xi. The intended patient population (Contraindication)

1) Do not use in the following cases:

- Patients should be more than 19-years-old

- Women who are pregnant or breastfeeding

- Patient who showed anaphylaxis to raw materials of filler

- Patient who has history of serious allergy or anaphylaxis

- Patients with bleeding disorders or patients taking thrombolytic agents or
anticoagulants

- Patients receiving NSAIDs, coagulation inhibitors, anticoagulants,
immunosuppressants

- Patients who have allergic disease, autoimmune disease, sarcoid
granulomatous pathology, oslers endocarditis patient

- Patients with serious allergies, anaphylaxis

- Patients who tend to have hypertrophic scars

- Patients with a history of streptococcal disease

- Patients who are children and adolescents, minors

2) Do not inject into inflammatory or infected skin
3) Do not use with laser treatment, chemical peeling or peeling

This patient population was set based on the clinical trial plan and we researched
related side-effects of facial dermal filler from literatures.

Literature “Severe Acute Local Reactions to a Hyaluronic Acid-derived Dermal Filler”
state that; Injectable fillers are normally well tolerated by patients with little or no
adverse effects. The most common side effects include swelling, redness, bruising,
and pain at the injection site. This literature is about Hyaluronic Acid-derived Dermal
Filler but PCL filler could happen similar output.

Case report “Polycaprolactone facial volume restoration of a 46-year-old Asian
women: A case report” state that; Inmediately after and 1 week post-treatment, mild
swelling and edema of the face were observed, which resolved within 1 week
without intervention. There was no significant bruising due to deep injections in
relatively avascular anatomical structures with the use of cannulas.

Literature “Treatment Algorithm of Complications after Filler Injection: Based on
Wound Healing Process” state that; Currently, fillers are used in a variety of
situations. Their main indications are for the filling of superficial or deep wrinkles as
well as correction of congenital or acquired soft tissue depression. By contrast,
contraindications to the use of dermal fillers include hypersensitivity to product
components, bleeding disorders and a history of severe allergies and anaphylactic
shock.

These side effects can be occurred but it is rare so we concluded that undesirable
side-effect constitute an acceptable risk when weighed against the performances
intended. These side effects are addressed in the Instruction for use of the device
as below.

Expected side-effects

(1) After injection, symptom such as redness, edema, pressure pain and pain,
bruise and itchiness may appear and it shall disappear for itself after 1 ~2 weeks.

(2 It is necessary to inform the people concerned that immediately or after lapse of
a certain period of time, the following symptoms may appear. When such symptom
appears, it is necessary to report it to the seller.

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021) 8/ 29
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(3) After injection, inflammation(red fever, redness, edema) accompanied by cut
wound or pain may persist about a week.

@ After injection of Polycaprolactone, abscess and oversensitive reaction may
appear and so due precaution shall be taken.

&) If inflammation reaction persists more than a week or other side-effects appear,
then heal it through immediate consultation with medical professional.

Refer to;

Attachment H: Severe Acute Local Reactions

Attachment I: Polycaprolactone facial volume restoration

Attachment J: Treatment Algorithm of Complications after Filler Injection
Attachment K: Safety report of Ellanse

Xii. Warning
- Injection to intradermal or upper part of periosteum.
- Does not resterilize at the time of use.
- Avoid injecting it to blood vessel which is likely to cause occlusion of blood
vessels (tissue necrosis due to It).
- Avoid using it by mixing it with other products.
- Do not re-use it.
- Check and see if sterile condition is not damaged before use.
- Check the expiry date on the label of the product (Shelf life: 2 years)
- Do not inject into inflammatory or infected skin
- Do not use with laser treatment, chemical peeling or peeling

We researched warnings of facial dermal filler from literatures.

- Avoiding dermal filler complications

Soft-tissue augmentation with dermal fillers and injectable medical devices has
gained widespread acceptance as an alternative to more aggressive, invasive
treatment of the aging face. Dermal fillers that are matched appropriately to the
cosmetic defect, injected with proper technique, and implanted at the optimal depth
provide excellent cosmesis with little or no downtime. Inappropriate use of a dermal
filler or injectable medical device for a cosmetic procedure may lead to inadequate
correction or increase the risk for adverse effects or events.

Refer to attachment L Avoiding dermal filler complications

Xiii. Side effect

1) After injection, symptom such as bruising/hematoma, redness, swelling, pain,
tenderness, itching, rash, lumps/nodules, Inflammation/infection, and
Induration may appear, and it shall disappear for itself after 1~2 weeks.

2) Itis necessary to inform the people concerned that immediately or after lapse
of a certain period of time, the following symptoms may appear. When such
symptom appears, it is necessary to report it to the seller.

3) After injection, inflammation (red fever, redness, edema) accompanied by cut
wound or pain may persist about a week.

4) After injection of Polycaprolactone, abscess and oversensitive reaction may
appear and so due precaution shall be taken.

5) If inflammation reaction persists more than a week or other side-effects appear,
then heal it through immediate consultation with medical professional.

We researched side-effects of facial dermal filler from literatures.

- Literature “Severe Acute Local Reactions to a Hyaluronic Acid-derived Dermal
Filler” state that; Injectable fillers are normally well tolerated by patients with little or
no adverse effects. The most common side effects include swelling, redness,
bruising, and pain at the injection site. This literature is about Hyaluronic Acid-
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derived Dermal Filler but PCL filler could happen similar output.

Case report “Polycaprolactone facial volume restoration of a 46-year-old Asian
women: A case report” state that; Inmediately after and 1 week post-treatment, mild
swelling and edema of the face were observed, which resolved within 1 week
without intervention. There was no significant bruising due to deep injections in
relatively avascular anatomical structures with the use of cannulas.

Literature “Treatment Algorithm of Complications after Filler Injection: Based on
Wound Healing Process” state that; Currently, fillers are used in a variety of
situations. Their main indications are for the filling of superficial or deep wrinkles as
well as correction of congenital or acquired soft tissue depression. By contrast,
contraindications to the use of dermal fillers include hypersensitivity to product
components, bleeding disorders and a history of severe allergies and anaphylactic
shock.

These side effects can be occurred but it is rare so we concluded that undesirable
side-effect constitute an acceptable risk when weighed against the performances
intended. These side effects are addressed in the Instruction for use of the device
as below.

Expected side-effects

(D After injection, symptom such as redness, edema, pressure pain and pain,
bruise and itchiness may appear and it shall disappear for itself after 1 ~2 weeks.

2) It is necessary to inform the people concerned that immediately or after lapse of
a certain period of time, the following symptoms may appear. When such symptom
appears, it is necessary to report it to the seller.

(3) After injection, inflammation(red fever, redness, edema) accompanied by cut
wound or pain may persist about a week.

@ After injection of Polycaprolactone, abscess and oversensitive reaction may
appear and so due precaution shall be taken.

& If inflammation reaction persists more than a week or other side-effects appear,
then heal it through immediate consultation with medical professional.

Refer to;

Attachment H: Severe Acute Local Reactions

Attachment I: Polycaprolactone facial volume restoration

Attachment J: Treatment Algorithm of Complications after Filler Injection
Attachment K: Safety report of Ellanse

Xiv. Component of the product
One pre-filled syringe in one blister box
There are no accessories in the device.

XV. GMDN code
GMDN Code: 61219
GMDN P-Term: Dermal tissue reconstructive material, synthetic polymer
GMDN explanation: A sterile, bioabsorbable, aqueous solution containing a
chemically synthesized polymer (e.g., copolyamide) intended to be injected into the
dermis/hypodermis of the skin to add volume by serving as a space-occupying
supplement to the intercellular matrix of connective tissue (dermal filler), typically to
correct cutaneous contour deformities (e.g., wrinkles, folds, scars) associated with
aging, injury, or degenerative lesions; it does not include a local anaesthetic agent.
The material is typically preloaded in a disposable syringe.

XVi. Information related to the devices to be used together / to be in communication with
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the device in the product
The sterile needle should be connected with our device to inject the pre-filled
solution into the patient and the needle is not a component of the device so a user
should buy the sterile needle separately and we recommend using a sterile 30
gauge needle with our device.

DXL-TCF-02-02

XVvii. The risk class of the device and the justification of the classification rule(s) applied
according to Annex IX of Directive 93/42/EEC as amended by Directive 2007/47/EC;
No. Criteria Y/N Remark
Does it contact patient? Y | Itis afiller that adds volume to the
tissue, thereby restoring the skin
contours or enhancing the facial
1 area to the desired level of
’ correction.
Transient -
Short term -
Long term Y | Itis wholly absorbed.
Is it invasive device? Y | It should be injected into the deep
layer of the dermis and/or the
2 surface layer of the subcutis.
’ Body Orifice -
Surgically invasive -
Implantable device Y | Itis wholly absorbed.
3. | Is it reusable device? N | Itis a single use product
Is it active device? N | This is not an active device
Active therapeutic device -
4. Active device for diagnosis -
Active device to administer or | -
remove
5 Does it contact Central | N | It does not contact with Central
" | circulatory system? circulatory system.
6 Does it contact Central nervous | N | It does not contact with Central
" | system? nervous system.
Device incorporating integral | N | It does not contain any medicinal
7 | medicinal substance liable to act substance.
in ancillary way on human body?
If yes, Is this substance already | -
8
on the market or new?
Device used for contraception or | N | It is not used for contraception or
9 | prevention of sexually prevention of sexually transmitted
transmitted diseases? diseases
10 Specifically to be used for| N |It is not used for disinfecting
disinfecting medical device? medical device
1 Device intended for recording of | N | Itis not intended to recording of X-
X-ray diagnostic images? ray diagnostic images
12 Device utilizing non-viable | N | It is not a device utilizing non-
animal tissues or derivative? viable animal tissue or derivative.
13 | Is this product a blood bag? N | Itis not a blood bag
14 | Is this in sterile condition? Y | Itis subject to be sterilized

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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Therefore, this device is Rule 8 and Class IlI

XViii. Conformity Assessment Rout chosen
Directive 93/42/EEC as amended by Directive 2007/47/EC
ANNEX Il - Full quality assurance system including Section 4

XiX. Borderline Manual

This device is not concerned in the MANUAL ON BORDERLINE AND
CLASSIFICATION IN THE COMMUNITY REGULATORY FRAMEWORK FOR
MEDICAL DEVICES 1.22 (05-2019)
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Safety and Performance criteria of the device

Type

Items

Test specification

Test method

Result

Performance

Injection-Appearance

Semi-transparent liquid with
white color is injected into a
colorless transparent
container

Visually

Conformity

Perfc

5+1.0

Itis tested ding to the pH
method in the KPIC General Test Methods.

*This method is identical to “2.2.3. Potentiometric
determination of pH” of European Pharmacopoeia
9.0 edition

4.73

Performance

Injection-Actual volume

1ml or more

The test shall be carried out
according to the Actual Amount of Injection Test
Method in the General Practice of KP.

*This method is identical to “2.9.17. Test for
ble volume of p p ion™ of

European Pharmacopoeia 9.0 edition

1.10

Safety

Injection-Heavy metals

It should not be darker than
the comparison.
(Not more than 10 ppm)

It shall be tested in accordance with the Heavy
Metals Test Method in General Test Methods.

*Test method for Heavy metal in European
Pharmacopoeia was withdrawn since 2018

Conformity

Performance

Injection-Injection pressure

1~10N

Confirmation of test report

4.86

Safety

Injection-sterility test

No growth

The test shall be carried out
according to the aseptic test method in the General
Practice of the Korean Pharmacopoeia.

*This method is identical to “2.6.1 Sterility” of
European Pharmacopoeia 9.0 edition

Conformity

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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Safety

Insoluble matter

These is no insoluble matter
to be clearly seen

The test shall be carried out in accordance with the
Insoluble Particulate Test Method in the General
Tests.

*There is no specific test method related to
Insoluble matter of the device in European
Pharmacopoeia 9.0 edition

Conformity

Performance

Viscosity

0.1~0.9 Pa-s (Spindle No.:
L2, measured at 25°C £ 1)

It shall be tested according to the Viscosity
Measurement Method in the General Test Methods
of KP.

*This method is identical to “2.2.10. Viscosity-
rotating viscometer method” of European
Pharmacopoeia 9.0 edition

0.7 Pa's

Safety

Biocompatibility test

Suitable for Biocompatibility
test in ISO 10993 series

Cytotoxicity study using the ISO Elution Method
(ISO 10993-5)
ISO Modified Intracutaneous study in Rabbits
(1SO 10993-10)
ISO Guinea pig maximization sensitization
(ISO 10993-10
Bacterial reverse mutation study with a Dose range
finding study (ISO 10993-3)
Dose Range finding study with a definitive mouse
lymphoma assay (ISO 10993-3)
Mouse peripheral blood micronucleus study
(1ISO 10993-6, ISO 10993-11
Acute systemic Toxicity study in Mice
(1SO 10993-11)
I1SO systemic toxicity study in Rats following
Subcutaneous Implantation (13 weeks)
(1SO 10993-6, ISO 10993-11)
ISO muscle implantation study in Rabbits (4 weeks)
(ISO 10993-6)
1SO Muscle Implantation Study in Rabbits (26
weeks) (ISO 10993-6)
USP Pyrogen study — Material Mediated with
continuation (ISO 10993-11)

Conformity

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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We tested our product based on the above criteria and we ensured that our product met the requirements.
We attached a Certificate of Analysis for finished product as “Attachment E Certificate of Analysis for finished product”
Regarding Performance and safety test reports is attached in DXL-TCF-02-06 List of Test report
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XXi. Substance Declaration
- our product does not incorporate as an integral part:
+ Phthalates within the meaning of a provision of Regulation (EC) No. 2018/2005
and;
* PFOS (perfluoroctansulfonates) within the meaning of a provision of o Regulation
(EC) No 1907/2006.

- our product does not contain the following materials:

1. Drugs: a substance which, if used separately, may be considered to be a
medicinal product as defined in Article 1 of Directive 2001/83/EC and which is
liable to act upon the body with action ancillary to that of the device

2. Human blood: Medical device incorporating derivates of human blood, according
to Directive 2000/70/EC, amended by Directive 2001/104/EC

3. Animal tissue: tissues of animal origin referred to in EU regulation 722/2012;

4. Latex referred to in MEDDEV. 2.5/9 rev.1

XXii. Invasiveness, Single use, duration of Use
The device is a Surgical invasive and a single use.
Duration of use is more than 30 days (around 12 weeks)

XXiii. Storage condition
Shelf life: 2 years
Storage temperature: 5°C ~ 25°C

XXiV. History of Polycaprolactone Injectable implant

Polycaprolactone is a polymer that is part of the fascinating history of polymers that
started at the beginning of the 1900's with the synthesis of PCL by the Carothers
group. This gave rise to a number of major biomedical applications offering great
perspectives. PCL is used either alone or as a copolymer with other polymers
enlarging the applications of PCL. The natural and synthetic polymers have been
the object of great development in aesthetics; it is the case for polylactic acid
(SCULPTRA®) and polycaprolactone (ELLANSE®) which are also the components
of threads used to treat facial laxity.

PCL products are used in a number of applications and exist under various forms:
microspheres, nanoparticles, films, fibres, micelles, scaffolds etc.

The numerous advantages and wide array of functions that can be related to
polymeric systems have stimulated scientists and physicians to use polymers in a
large range of applications. The most developed polymers in the biomedical field
are polyhydroxy acids, including polylactide (PLA), polyglycolide (PGA), and
polycaprolactone (PCL). These polymers were originally employed as resorbable
sutures (Albertsson & Varma, 2003) and their application in the biomedical arena
has grown up to include drug delivery systems (Breitenbach et al, 2000), tissue
regeneration scaffolds (Agrawal & Ray, 2001; Hutmacher, 2000) and others such as
fixation devices in surgery (An et al, 2000), etc.

Polycaprolactone is one of the most widely used polymers because of its
biocompatibility, bioresorbability, and mechanical properties.

The description of some of the numerous medical applications of PCL that will be
given hereafter are intended to support the safety of PCL in its development and
use in humans.

Our device has not been placed any market yet.
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XXV. Software
Our device does not have software.

XXVi. Radioactivity
Our device does not have Radioactivity
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Xxvii. Raw material

Name Raw material or ingredient, quantity Specificati
(Per 1mL of product) on

Contact with patient

Model name

o Polycaprolactone 21% | Annex 1
sol‘gg;ﬁ':’gel) Polyethylene glycol 0.5% | USP
Sterile distilled water 78.5% USP

Yes

704105

81172

Daihan Sterile Distilled Water

Barrel Borosilicate glass 100 Annex 2
Silicone oil Silicone 100 Annex 3
Tip cap Isoprene-Bromobutyl 100 Annex4 |
Stopper Bromobuty! 100% | Annex 5

Indirect
(Contact with injection
solution)

Syringe Polystyrene 95% | Annex 6

No

Plunger rod

additive % | Annex 6

0

-
=]

Back Polypropylene 98% | Annex7

[

o]

N
X

additive % | Annex7

0

Hypak SCF™ Syringe

. CAS
12 Packaging | Tyvek 100% .88
13 (Blister) = 9002:864

| PET [ 100% | -

No
No

KM 1073BC TYVEK

Blister for 1cc

Packaging .
14| Ouerpon | P2Per 100%

No

sc300

[Annex 1] Polycaprolactone
1) Appearance: Solid white granule
2) Viscosity: 0.5 ~2.5P
3) Moisture content: Not more than 1.0%

[Annex 2] Borosilicate glass
1) Physical properties: Solid
2) Color: transparent
3) Incense: fragrance
4) Melting point: 1480-1540 T
5) Specific gravity: 2.3

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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[Annex 3] Silicon
1) Physical properties: liquid
2) Color: Mousse
3) Incense: Minor incense
4) Specific gravity: 0.97
5) Viscosity: 1000 cSt
6) Boiling point:> 35 T
7) Flash point: 100 T

[Annex 4] Isoprene-Bromobutyl
1)Ash: 49.4 + 2.0%
2) Specific gravity: 1.38 + 0.04

[Annex 5] Bromobutyl
1) Ash: 46.4 + 2.0%
2) Specific gravity: 1.37 + 0.04

[Annex 6] Polystyrene - CAS No. 9003-53-6
1) Color: transparent
2) Physical properties: pellets or granules
3) Odor: Minor incense
4) Specific gravity: 1.04-1.06
5) Auto ignition temperature: 300 C or more

[Annex 7] Polypropylene - CAS No. 9003-07-0
1) Appearance: Pellet
2) Physical properties: Solid
3) Color: Translucent or white opaque
4) Odor: Odorless
5) Melting point: 160 ~ 165 °C
6) Flash point: + 350 °C
7) Auto ignition temperature: 380 °C
8) Density (at 20 °C): 905 kg/m'
9) Bulk density (at 20 °C): 400-600 kg/m’
10) Solubility in water (at 20 °C) :> 1 (insoluble)

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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11) Solubility: insoluble (organic solvent)
[Critical Supplier]
No. Raw material Supplier Contact information Type of business
Polycaprolactone Eunae Lee
1 SIGMA-ALDRICH (MERCK Manufacturer
Polyethylene glycol ¢ ) sakr@merckgroup.com
BD MEDICAL Pharmaceutical Systems
2 . (US) and BD Medical-Pharmaceutical | Helen Kim Manufacturer
Syringe | systems (France) helen_kim@bd.com
3 BD Korea Supplier

*Supplier agreement is attached as Attachment M and Attachment N
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XXViii. Specification
ltems Test specification Test method
Semi-transparent liquid with
Injection-Appearance white color is injected into a Visually

colorless transparent container

It is tested according to the pH
measurement method in the KPIC General
Test Methods.
Injection-pH 5+1.0
*This method is identical to “2.2.3.
Potentiometric determination of pH" of
European Pharmacopoeia 9.0 edition
The test shall be carried out
according to the Actual Amount of Injection
Test Method in the General Practice of KP.

injeetien-Aotual soluma tmlormore *This method is identical to “2.9.17. Test for
extractable volume of parenteral
preparation” of European Pharmacopoeia
9.0 edition
It shall be tested in accordance with the
K should not bo:darkarithan ihe Heavy Metals Te:ﬂt Method in General Test
— ; ethods.
Injection-Heavy metals comparison.
(Not more than 10 ppm)

*Test method for Heavy metal in European
Pharmacopoeia was withdrawn since 2018

Injection-Injection s g .
pressure 1~10N Confirmation of test report

The test shall be carried out
according to the aseptic test method in the

General Practice of the Korean
Injection-sterility test No growth

Pharmacopoeia.
*This method is identical to “2.6.1 Sterility”
of European Pharmacopoeia 9.0 edition
The test shall be carried out in accordance
with the Insoluble Particulate Test Method in
) ) the General
iwsolibis matter These is no insoluble matter to Tests.

be clearly seen
*There is no specific test method related to
Insoluble matter of the device in European
Pharmacopoeia 9.0 edition
It shall be tested according to the Viscosity
Measurement Method in the General Test
Viscosity 0.1~0.9 Pa-s (Spindle No.: L2, Methods of KP.

measured at 25°C £ 1)

*This method is identical to “2.2.10.
Viscosity-rotating viscometer method” of
European Pharmacopoeia 9.0 edition
Cytotoxicity study using the ISO Elution

Biocompatibility test Suitable for Biocompatibility ISO M:f’?f:gg(:nl(:asc?ltggggﬁ-ssitudy in
testin ISO 10993 series Rabbits (ISO 10993-10)
ISO Guinea pig maximization sensitization
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(1ISO 10993-10
Bacterial reverse mutation study with a
Dose range finding study (ISO 10993-3)
Dose Range finding study with a definitive
mouse lymphoma assay (ISO 10993-3)
Mouse peripheral blood micronucleus study

(ISO 10993-6, ISO 10993-11
Acute systemic Toxicity study in Mice
(1ISO 10993-11)
ISO systemic toxicity study in Rats following
Subcutaneous Implantation (13 weeks)

(1ISO 10993-6, ISO 10993-11)
ISO muscle implantation study in Rabbits (4
weeks)
(ISO 10993-6)

ISO Muscle Implantation Study in Rabbits
(26 weeks) (ISO 10993-6)

USP Pyrogen study — Material Mediated
with continuation (ISO 10993-11)

XXiX. Sterilization method
Method: Steam sterilization
Applied standard: EN ISO 17665-1
Subject: Pre-filled syringe

Specification:
Test item Criteria
Bioburden test before sterilization I1ISO 17665-1
Endotoxin test after sterilization USP

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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XXX. Biological evaluation for consideration according to EN ISO 10993-1:2018 Annex

A1
Table A.1 — Endpoints to be addressed in a biological risk asssessment
Medical device categorization by Endpoints of F biological evaluation
Nature of body contact Contact duration
A - limited
(s24h) voacr | vertat | Acute | sub | sub L. . o ey
B- prolonged and/or |Cyto. intra -uhmuunnnmu_“mm tive/ | Deg
Category Contact (24 h10 30.9) chemical | toxi cuta ted | mic te | mic (SO mpa| ey | ore rada
Informa- | city seous | pyro | tox | ttond |toxd | ..u'r-k-uluu'
€ - Long term tion reac genl | city® y" | city e | Bty dtyd | roxici-
(>30d) tivity | citys tydr
A X L E E
Intact skin L X € E E
c X £ E E
Surface medical A X K E E
device Mucoral membeane L] X £ B L3 £ E E
C X v B E L3 E B E E E
Breached or A X E E E E E
compromised ] X E E E | 4 E E E
surface c X E L3 E E E E E E 3 K L]
Wood path, indirect A X K L E ¥ E £
" X L] L E K E E E
C X E B E E E E 4 E E £ E €
Externally Tsue/ A X £ E E E E
communicating bone/ " X E B E E E E
medical device dentin' C X E E E E E E 14 E E E L]
A X B B E L E £ Ly
Circulating blood " X E E E £ E E E K
c X B L] E L] E E E E E £ 3 L]
Medical device categorization by Endpoints of biological evaluation
Nature of body contact Contact duration
A - limited . Repro
(s24h) Physical il [l JRERY P54 cne| " vem| Gon | Car | due-
8- and/or |Cyto’ intra | media | syste | acu chro| | B | oo | 00| cin | tive/ | Deg
Category Contact (,z"'n"'"'mud") chemical | toxi cuta ted | mic | te | mic |[FREH CCR s | TOF | oge |develop | rada
informa- | city neous | pyro | toxi |toxi | texi city?| fects- | DI | ¢y nic | mental | tion'
C-Long term tion reac genl | iy’ |clty® | city he | Ry ity | toxiel-
(>304d) tivity | city tyte
A X £ E E E E
Tissue/bone | B X E E E E E E E E
Implant medical c X E E E £ B E E £ E E E
device A X £ £ E £ E £ £ E
Blood B X B £ E E E E B E E
C X E £ E E E B B £ E B E E
* Refer 10150 10993-11:2017, Annex F.
» that include acute systemic toxicity, subacute toxicity, subchranic toxicity and/ar chronic taxicity may be appropriate if sutfi-
Jent animal cluded and assessed. It |s not always necessary 1o perform separate studies for acute, subacute, subchronic, and chronic taxicity.
¢ hauld b For instance in contact with intact mecosal hed/ in contact mucosal
| membranes.
CRl devi mutagenic and/or toxic P th
* Reproductive and developmental toxicity should be addressed for novel materials, K i
(e.g. pregnant the potential far local pr b ga
r hould be any medical devices. medical device components or materials remaining within the patient, that have the potential for degradation.
' X risk.
» B dpoints in the risk (either through P testing, or a rationale for why assessment of the endpoint does nat
g set). If navel materials, not pi y . additional
vln:MZ‘bqudﬂvm marked “E” in this table should be considered. For particular medical devices, there is a pe y it will be include he
Indicated.
g d paces. For g ly see device specific
relevant to these medical devices.
| For. dical d used
Product Polycaprolactone Injectable Implant
Category Implant device
Contact Tissue
Duration Permanent
Applied tests Physical/Chemical information Cytotoxicity, Senstization,
Intraacutaneous reactivity, Subchronic toxicity, Genotoxicity and
implantation, Chronic toxicity, Carcinogenicty
XXX Storage condition
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Storage temperature: 5~25°C

Shelf life: 2 years

XXXii. Applied Standards

COUNCIL DIRECTIVE
93/42/EEC as amended by
2007/47/EC

Medical Device Directive

EN ISO 13485:2016

Medical devices - Quality management systems -
Requirements for regulatory purposes (ISO
13485:2016)

EN ISO 14971: 2019

Medical devices - Application of risk management to
medical devices

MEDDEV 2.12/1 rev.8

Guideline on a Medical Devices Vigilance System

MEDDEV. 2.7.1 Rev.4

Evaluation of clinical data: a guide for manufacturers
and notified bodies

EN ISO 15223-1:2016

Medical devices - Symbols to be used with medical
device labels, labelling and information to be supplied
- Part 1: General requirements (ISO 15223-1:2016,
Corrected version 2017-03)

EN 1041:2008+A1:2013

Information Supplied by the Manufacturer with Medical
Devices

EN ISO 10993-1:2020

Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management
process (ISO 10993-1:2018, including corrected
version 2018-10)

EN ISO 10993-3:2014

Biological evaluation of medical devices - Part 3: Tests
for genotoxicity, carcinogenicity and reproductive
toxicity (ISO 10993-3:2014)

EN ISO 10993-4:2017

Biological evaluation of medical devices - Part 4:
Selection of tests for interactions with blood (ISO
10993-4:2017)

EN 1SO10993-5:2009

Biological evaluation of medical devices - Part 5: Tests
for in vitro cytotoxicity (ISO 10993-5:2009)

EN ISO 10993-6:2016

Biological evaluation of medical devices - Part 6: Tests
for local effects after implantation (ISO 10993-6:2016)

EN ISO 10993-10:2013

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

EN ISO 10993-11:2018

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

EN ISO 10993-17:2009

Biological evaluation of medical devices - Part 17:
Establishment of allowable limits for leachable
substances (ISO 10993-17:2002)

EN ISO 10993-18:2020

Biological evaluation of medical devices - Part 18:
Chemical characterization of medical device materials
within a risk management process (ISO 10993-
18:2020)

EN 556-1:2001/AC:2006

Sterilization of Medical Devices - Requirements for
Medical Devices to be Labelled “STERILE", Part 1
Requirements for terminally sterilized medical devices

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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EN ISO 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 (1ISO 17665-1:2006)

EN ISO 11607-1:2020

Packaging for terminally sterilized medical devices -
Part 1: Requirements for materials, sterile barrier
systems and packaging systems (ISO 11607-1:2019)

EN ISO 11607-2: 2020

Packaging for terminally sterilized medical devices -
Part 2: Validation requirements for forming, sealing
and assembly processes (ISO 11607-2:2019)

EN ISO 14630:2012

Non-active surgical implants - General requirements
(ISO 14630:2012)

EN I1SO 14155:2011/AC:2011

Clinical investigation of medical devices for human
subjects - Good clinical practice - Technical
Corrigendum 1 (ISO 14155:2011/Cor 1:2011)

ENISO 11737-1:2018

Sterilization of health care products - Microbiological
methods - Part 1: Determination of a population of
microorganisms on products (ISO 11737-1:2018)

EN ISO 11737-2:2009

Sterilization of medical devices - Microbiological
methods - Part 2: Tests of sterility performed in the
definition, validation and maintenance of a sterilization
process (ISO 11737-2:2009)

EN ISO 14644-1:2015

Cleanrooms and associated controlled environments -
Part 1: Classification of air cleanliness by particle
concentration (ISO 14644-1:2015)

XXXiii. Packaging of the device
Packaging process:

Filling the solution into glass syringe -> place one pre-filled syringe in the blister

container box after sterilization -> put one blister container in an outer box.

Blister container:

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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Outer box:

Raw material:
Blister container: 1073B coated Tyvek + PET
Outer box: Paper

Blister packaging condition:

Blister packing machine: Temperature 185°C and Timer (Adhesive time: 4.5
seconds, Cooling time: 5 seconds)
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Manufacturing process

Receiving
Raw material

| Receiving Inspection I

Crushing of PCL |

1S0 7 Cleanroon — I

fe——(_pes, vater )

Weighing

v

Mixing I

1S0 § Cleanroom —

v

Appearance,
Insoluble matter

Filling |

B

Sterilization ]

1S0 7 Cleanroon — I

Asseably

v

v

Packaging

Label, Blister

v

Inner Box

Boxing |

.

Finished Product

Carton

Inspection Actual volume, Heavy metal,
+ Injection pressure,
B°’;"° I Sterility test

-

Storage & Release I
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- Description of the process
No Process | Description Equipment Documents
Receiving Receiving inspection
X g should be conducted on - -
inspection :
the raw materials
DXL-SOP-104
Semi-finished
1 Crushing of The PCL polymer is } product
PCL crushed. Manufacturing
Standard Operation
procedure
Electric scissor wool
Weighing of | Sterilized distilled water, (DXL-M-11-01) " E,’X'-;.SOW 0'3
2 PCL, PEG | PEG, and PCL polymer are Micro Pipette = 'mgp':;ﬁo?]r ing
and Water weighed (DXL-M-21-(())‘1!. DXL-M-22- Procedure
DIGITAL STIRRER DXL-SOP-104
Mixing (DXL-M-27-01) Semi-finished
(included Mixing the Yveighted HEATING MANTLE product'
filtering) materials (DXL-M-28-01) Manufacturing
ASPIRATOR Standard Operation
(DXL-M-14-01) procedure
In-process Ins_pect on appearance DXL-_SOI_?-1 05
inspection and msqluble matter of the - Seml-ﬁmsheq
mixed solution product inspection
DXL-SOP-107
3 Filling in Fill the syringe with a filling | Filling machine (DXL-M- Filling Work
Syringe machine. 01-1) Standard Operation
procedure
DXL-SOP-106
4 | Sterilization | Sterilize at 121 °C for 20 High pressure steam Sterilization
(Moist heat) minutes. sterilizer (DXL-M-02-2) Manufacturing
Procedure
Assemble
with Pre- Assemble the back Flﬁxﬁ'?oi’ms
5 i ssemble the backstop illed Packaging
5 m’l:?: se);m:'?e. and plunger rod on the - Work Standard
ger grip syringe. Operation
and Plunger procedure
rod
o lSt _ DXL-SOP-108
ackaging Pack the syringe in a . . . Filled Packaging
6 (Blister blister and seal it with Bllstergitkagg:‘%\:achme Work Standard
package) & Tyvek. (DALNR07) Operation
labeling procedure
2nd After labeling the blister DXL-SOP-110
7 Packaging containing the ﬁni;hed TROY INK JET PRINTER Stanc!ard for
(Inner box) product, package it in a (DXL-M-23-01) Lgbelmg anr:l
| labeled box. Packing Operations
Finished Take a portion to check the VISCOMETER DXL-SOP-109
8 rodlch feature, pH, viscosity, (DXL-T-03-01) Standard for
P | foreign substance, pH meter finished product
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inspection capacity, heavy metal, (DXL-T-04-01) inspection work
injection pressure and Constant / Low
sterility test. Temperature Incubator
(DXL-T-16-01, DXL-T-17-
01)

Digital Force Gauge
(DXL-T-18-01)
Stand for foreign matter
inspection
(DXL-T-23-01~02)

Keep the finished products
Storage and in the designated area or
Release deliver the products to the
client
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Polycaprolactone Injectable Implant

Shelf life: Two years (24 months)

Storage: Room temperature (5°C-25°C), avoid light and freezing

Package unit: 1 pre-filled syringe / 1 box

Composition: Polycaprolactone 210 mg per one syringe
Volume of One syringe: 1.0 ml

Intended Use: It is intended to be used for facial tissue

augmentation for dermal implantation.

Intended User: Specialist in the fields of dermatology or plastic

surgery

Indication: It is indicated to be used for facial tissue

augmentation for mid-to-deep dermal implantation for the

correction of moderate to severe facial wrinkles and folds.

Directions for the use

A. Warning:

1) Injection to intradermal or upper part of periosteum.

2) Does not resterilize at the time of use.

3) Avoid injecting it to blood vessel which is likely to cause
occlusion of blood vessels (tissue necrosis due to It).

4) Avoid using it by mixing it with other products.

5) Do not re-use it.

6) Check and see if sterile condition is not damaged before
use.

7) Check the expiry date on the label of the product (Shelf
life: 2 years)

B. Patient Group and contraindication

1) Prohibit using it to below groups.

- Patients who are known to hypersensitive to
Polycaprolactone

- Patients should be more than 19-years-old

- Women who are pregnant or breastfeeding

- Patient who showed anaphylaxis to raw materials of filler
- Patient who has history of serious allergy or anaphylaxis
- Patients with bleeding disorders or patients taking
thrombolytic agents or anticoagulants

- Patients receiving NSAIDs, coagulation inhibitors,
anticoagulants, immunosuppressants

- Patients who has allergic disease, autoimmune disease,
sarcoid granulomatous pathology, oslers endocarditis patient
- Patients with serious allergies, anaphylaxis

- Patients who tend to have hypertrophic scars

- Patients with a history of streptococcal disease

- Patients who is children and adolescents, minors

C € 2764

2) Do not inject into inflammatory or infected skin
3) Do not use with laser treatment, chemical peeling or
peeling

C. Precautions for use

1) Comply with general precautions at the time of injection to
intradermal or upper part of periosteum.

2) Always be careful because danger of infection is intrinsic.
3) There should be sufficient anatomic knowledge on the part
where injection is made.

4) Avoid injecting it to the part where permanent implant was
made.

5) Until disappearance of edema or sense of heat at the part
where injection is done, the patient shall not expose the part
where injection is made to sizzling heat or extreme coldness.
6) Avoid using it to patient who anticipate to have more
result than effect of treatment.

7) For the case where this product is injected to the part
where it is being treated with other filler, there is no verified
result.

8) Doing make-up during 12 hours after the injection is
prohibited. Long-term exposure to sunlight, UV, gel or sauna
(sweating bathroom) is prohibited for 2 weeks after the
injection.

9) Severe side-effect such as blindness, etc. may happen in
case of injection into blood vessel, and therefore, using it to
the eye contours (eye circle or eyelids) where its injection into
blood vessel is highly likely is prohibited. Special attention
shall be paid at the time of using it.

10) There was no established result on safety and
effectiveness for the case of using it for a long period beyond
the time which is established by clinical research.

11) There was no established result on safety and
effectiveness about lip broadening treatment.

12) Injection to patient who has history of herpetic eruption
may lead to the recurrence of it.

13) No safety is guaranteed to patient who tend to develop
keloid scarring, hyperpigmentation and hypertrophic scarring.
14) This operation shall be carried out by doctor who is
sufficiently trained for such operation.

15) Doctor shall sufficiently explain to patient about
indications, contraindications and potential side-effects before
injection. Disinfect the treatment site thoroughly before the
procedure.
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