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Abstract

Polycaprolactone (PCL) has become popular for stimulating new collagen production,
but studies on its effectiveness mostly involve 30% PCL in 70% Carboxymethyl Cellulose
(CMQ). There is only one study in Korea that investigated the effectiveness of 21% PCL in water
for reducing wrinkles, and there have been no experiments on Thai volunteers. Therefore, the
present study aimed to the effectiveness of 21% PCL in water for facial rejuvenation using
Thai volunteers aged 30-49 years, with a total of 15 participants. Then divided each side of
the face and randomly injected them in two ways: 5 points according to the Protocol
company's prescribed pattern, and evenly distributed using the Vital Injector. Each side of the
face received 1 milliliter of injection for a total of 3 times, spaced 4 weeks apart. The results
were measured using the VISIA® 7th Generation machine, which analyzed parameters such as
wrinkles, texture, and pore size. Pain and side effects were recorded after each appointment,
and satisfaction with the results was evaluated in weeks 4, 8, and 12 compared to the baseline.
Two participants were excluded from the experiment at week 4 due to swelling and receiving
steroid medication. Statistical analysis was conducted using Pair t-test to compare the mean
values before and after the experiment on each side of the face and Independent t-test to

compare the mean values of the experimental and control sides.



The results of the study showed no significant difference in wrinkles, smoothness, and
pore size between the two injection methods, except in week 4, where the Protocol side had
tighter pores than the Vital Injector side. Pain and side effects were not severe and mostly
disappeared on their own after one week, and volunteers were similarly satisfied with both
injection methods. Therefore, it can be concluded that both the Protocol and Vital Injector

methods provide similar effectiveness at a duration of 3 months

Keywords: Polycaprolactone, skin quality improvement, adverse effect, satisfaction
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Dry epidermis
* Redluction in sebaceous

and sweat glands
actinty

Thin epidermis

* Slower repair function

* Decreased vitamin D
production

* Reduced number of
Langerhans cells

Fewer melanocytes

* Paler skin

* Reduced tolerance
to sun exposure

- Thin dermis

* Sagging and
e 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 1o reductions in sex hormone
levels Reduced blood supply

* Slower healing
* Reduced ability to lose
heat
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Chronic exposure |
to environmental
factors

MACROMOLECULAR
FIBROBLASTS DAMAGE ECM
octooh truncated collagen uv
l oxidized proteins 1
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Celluar Dysfunction/ A ROS
Senescence PGs
T ) MPs TGFp Signaling
| | |
ollagen)
collagen e
breakdown sy"""s‘i )
epldermis /
dermis \ /
subcutis coll:gn.content
Qruncaf‘ collagen
SKIN AGING TRAITS 1
FIBROBLAST
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Dermal Fillers / Skin

rejuvenating Injection
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WU deep intradermal injection MUTAUTUNTNAIURTS 91U 3 ASI 71 0, 4 waz 8 §UAM 1y
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visfmannsveeitnsandse VAS 5) uuudsiliuanudianelavestidnsiudde GAIS Tasagduiingi o,

4, 8 uay 12 daviannduazihluasunanisnaaes

3.2 1A39n15398HIUNITHITUNINAMLNTTUNIINTITE Tuuy e
ngnlinusadull lisunsiiansananNAuensINNITIsEsTIUNTIdeluNywd umInendy
a o a ¢ A gvg = awv o ¥
gsfadauding Welilulumusudeumsidengnesannyay
A3 leTulenatsandugenitnTinnide vaslasunisesuigedsasiduni
(4

Usgloviuazanudesiionainduannside wasazveyin1sidedielanle
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3.3 MsNMUAUTEYINTLATNENA28E1
3.3.1 Usewng
Uszynslng 01g5ewdng 30 - 50 U lddfinune
3.3.2 NEufoY
Aiirsidelne engszming 30 - 50 U FedusomdnsiunisAnuidelasmnuaiiasla
wavaswuluanednvaldnusluenaiswansanudueeulunsdisiunside

3.3.3 YUINAIDYIS

[
av a a

$198991n9B%v09 Guk Jin Jeone wazamzlud a.e. 2019 eldvhnmAseiiientunis
3mans PCL 21% in water lun1s§nwn3asesusnamemt Wunan 12 §Uav vuiadaegiaiie
nagevaLNAgIuANRdY n3dluszuIng 2 ngu Lildudaszdeu (ndumaass uaz nguaiuaw) lne
Anadvveanduiiedieil 1 = 1.79 uazAadsvenguiietisi 2 = 1.41 daudsavuinasgiu =
0.24 ilarfyun Type | error = 0.05 Wag Power = 0.9 33l¢id1uau 10 fegrsonds
iiedosfiunsmnnisindevesngugiinsiunsmaass fidedddngusedie 15 fogrsengu
3.3.4 LNUNNSAALL
(1) dryudlng 91g5endng 30 - 50 U ludndnume
(2) LifivseTRn1sun Polycaprolactone (PCL) %#3981%1
3) Wildsunsiwinanisduanuasuulundilugig 6 Weudiium wazazdedliidunish
WraN13AUANLINUUTURINAUAUT BEA1TANYIIY
(@) lLidulsanieszuusnanie wu Wi nseen ugisa
(5) lLidulsamsfimdeusalumi
(6) Wilaldenquariieseenluvneidnsiunismaass
(7) Wildengu 1shuea ¥3e a1sHanwadNINTITENINNITaeY
(8) luSuusemunanduas oIS ﬁﬂszﬁumié’iwmaaamu 191U Pycnogenol, Astaxanthin
9) hinAsundnfumiaiesdonsiiliogidulssdseninmmeans
(10) anunsananiaes AnuSeuvsanuiugalanadlasunssne
(1) lafldviadisnsss Srddlunyns Uszsifousnliunfivievunssduiou

(12) A1 Wrinkle severity grading system?® annni1msewindu 3
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Wrinkle

Al rest Al Rest
Grade

No visible fold,

1) None
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.

27 3.1 Feg 19N IATIULTITREAINNEN Wrinkle severity grading system?
Weonusweamadaslaudideasyinisindeionaneiuiuiudadas lngzesuie
eazdun Tuneu ANUELe war Uselewdiilasu dudainsnnse ieleraradinsaiunsads
wminsswinUsglevdiuanudesilasuirdinsdenisiozdi saunideiniely lnedideaziu
A WideyalagaziBuniudesenisindemeladvielnsdwi eraadasiivia 3 Tu lumsdadula

% aa Y 1 a v [ Yo Y &) PN Vo Y <
D1AAIATNEULBNUD1TINNTITELAYINDT ﬂﬁﬂ%ﬁﬂl@ﬁU%@i&ﬁ‘ﬂumu‘WW@iﬂ GUSI@iUﬂ'ﬁUWVIlI’]EJL‘UU

I
v VA v o

euaalufianuinmruaieUsslivnuaudiogisasdendnase antugideasyinisveniny
Buvouonaadnslagausgazidonainonanstiuas uwarlilinnsasaneiioteduaednvaldnuysee
MimgufeUsUTURUNINAGEY lagaanadasnnsenlalinisasuiunaiaglasuduuienans

lﬂg} vy
FwaalInne
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3.3.5 NoEiN13Anean NaINIsEx
(1) wWans Polycaprolactone (PCL) Ailalun1ssnen
(2) ¥1PNsFARfaTENINNSANYIITY
(3) wianegann lasugiRme viseddula Ndwalviindsusialuntdiuasuudadly
1 < Y v
agaulatn
@) Tanunsauifeununinsnisvesnseasdlagu WrsunisiinaniseuaIy

[~ o

suuluvih seninseglutisesnavaass vie Wasunandnsiguaiiviildegiduused
FEMINNTNAG
33.6 Hiduulingusegneendu ngunaaeuaznguAIuAL

(1) nqunaaes : luntht1elasun1saa PCL iy Protocol

2) nguAuA : Tumihdelasun1sia PCL AaeA3ed Vital Injector

3.4 gunsafitldluauide
3.4.1 21% PCL in water, luhuunaeadadnsagu 1 mL

3.4.2 Wudee1vun 30G

[ Y
a

3.4.3 guUnsniuaziAIesliaunnd Wy 13 woaneged gailelduain Niavediay
3.4.4 #1901 Lidocaine 10.56% guuuumdmsuluni
3.4.5 @A Cetirizine wiiaudin 10mg

a o

3.4.6 @naslinuBuseud13w3de (Consent Form)
347 enmstoyatuasreandeniifidrinitedomny
348 wuutuiindeyafiuguesidniuidonounisise
3.4.9 wuuduiindeya
(1) uvutuiindiaises syuuwey Anudsudsuresiesidnianie
(2) wuutuiindeyanadnaAesannnisvivinanis
(3) wuutuiinAuUInAINNTYIIRONTYeli TN
(@) wuudsziuszauanuianelavedidniuide
3.4.10 1A383 VISIA® 7% Generation
3.4.11 1304 Vital Injector 3
3.4.12 Waduwdeldudrsdmduedes Vital Injector 3

2.4.13 LONAISSUTDILALLBNAITNSIADUANINLAS DY VISIA® 71 Generation wazsA3og Vital

Injector 3
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35 asssilefildluntsnnass
3.5.1 Vital Injector 3
1304 Vital Injector 3 LuaTesilownnd Alsdsuluoyginain dninaunuenssunis
9IMTUATYT NTTNTINEAITITUAY Lasuﬁ"luauapm 65-2-2-2-0004400 Toudnsiauat Vital Injector3
Model ESK-2432MTG Vital Injector3 lsr3uayan v3sv toama duluntu $1in 1uaiesiled
grelunsviinanisiifunisdauuunszans Saidedie awnsarivuausuiaeiaaldvindy 4
syfumNuAnTiviniY wasdnldndias 9 Mundinudnvarvesindy Wunstesduanuuansng

a & | Ao w P Y A 1o Y]
"i]']ﬂﬂ'ﬁﬂﬂiﬂﬁLLWV]EJLLmag'W'TL«!VW]']'VimﬂﬂqiLwaimﬂﬂ@‘ﬂﬂﬁﬂﬂﬂﬂL'VHL‘V]EJllﬂu

Al 3.2 1A304 Vital Injector 3
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3.5.2 VISIA® 7™ Generation

1304 VISIA Complexion Analysis System 1 un@nsasivasuisn Canfield Scientific,
Inc. Usznsansganni newades VISIA® anunsatssidiuanmiamiildvefmdetuuy uazduiiaf
Anasly annscenwlundildvie 3 yu e s fudne 330 wazduunn 33° de uasiildly
midwmwﬁwm 3 WUUAB Standard, Cross- Polarize wag UV Fluorescence tag wad Standard

slinmididnwazmuanuduede vilidiusesnne 33508 wnggul wazauseuiiouwes
Tunthlaegnataau

AN 3.3 1A584 VISIA® 7" Generation Wazn1SANEAINYIG 3 LU

MsIesElneados VISIA® Hilvtavian 8 SURUY UeiR3 SuvoasureuiLissdufivhald
TunsAne3sewiduldud
(1) Wrinkles 37508 seafintu soeriu tldnwazdununiendudn 5 VURINT 9
Lﬂuwammﬂm'ﬁsguﬁ’mm%uﬂaamLﬁ]uﬁl,?lamamﬂmaﬂsamusuaﬂa]f&’amEflul,l,azm&maﬂ

(2) Pores Tavwinguuvuntvwinin g vuluni

(3) Texture Yaanuliaiinaus vsernuliiSsuilourasnn wanaliiudaAINRey
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Wrinkles Pores Texture

AN 3.4 nFeE19TITeY JYNUN wazauliSeuduvesiianeses VISIA®

3.5.3 Visual Analog Pain Score (VAS)
Visual Analog Pain Score wtsmslwazuuusondu 11 aadaus 0-10 Tne 0 wunedslsl

fiaudutiausedndle waz 10 nunefuluuinegregunsunniign lnedinmeSuneglig wWhsiunis

¥ =2 [y 13 ¥ Y 1 a J I3 v a [y
Vlﬂﬁ’e]x‘iﬁ’llﬂiﬂLﬂ’]I‘\]ﬂﬂi%ﬂUﬂ’]']ﬂJL‘\]Uﬂ']ﬂlﬂﬁlqﬂﬂ’lwmﬁaﬁﬂﬂ LLﬁ%‘U’iSLiJuﬂ’]ﬂ’J']iJLf\]U‘U’J@lmﬂaLﬂEJ\‘Iﬂ‘U

mnuiduatanniiae
No Moderate Worst
Pain Pain Pain
l | l l l 1 l l 1 l |
I T 1 T ] 1 1 1 1 1 1
0 1 2 3 4 5 6 7 8 9 10
T~ e
@ )\ (@ @
\._‘.// S LN
0 2 4 6 8

A 3.5 Visual Analog Pain Score
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3.5.4 Global Aesthetic Improvement Scale (GAIS)
GAIS 1uLpIaailadTannuanisivrzwuueandu 5 ¥lag 0 unefaRIntN UL

AALATIILALNINITHEAY LAY 4 UUNEDY RINTNIUAILUINRALaT IR Nad NS NeDALE L

Degree Description
Exceptional ,
Excellent corrective result
Improvement
Very improved Marked improvement of the appearance, but
patient not completely optimal

Improvement of the appearance, better
Improved patient ~ compared with the initial condition, but a
touch up is advised

The appearance substantially remains the

Unaltered patient . - i
same compared with the original condition

The appearance has worsened compared

Worsened patient : . s
P with the original condition

A 3.6 Global Aesthetic Improvement Scale (GAIS)

3.6 A9N15NAADI

A
¢al o

3.6.1 fadenaraalinsiidnTiunuIdenunuminasly

362 Fuasteyasuiaenarsteyaionaisadasdesiunsunoudisanlaseuide
p1anadinsiansandulegrdasylunisinsiunisAineide

3.6.3 o1aadasasanednualidnestuenaisiviaugusenlunsinw (consent form)

364 ennatansentsyiinvssdousasdeyaiiugiu

3.6.5 hauazemiIvteaaing a1eguminng, augng uag mMuIn

3.6.6 Randomization Tuvthusiazils ¢y Block Randomization block 2 ynAuazlFsun1san
PCL 113 2 draveslumin Tnsduduilazyinn1sdaniu Protocol drudnassninazdndae Vital
Injector

367 \iudeyaiases yuuu wararmiSeudou foinios VISIA®

3.6.8 Ioraainssuusevuen antihistamine Wag Mg Wit w30 Uil

3.6.9 19384 21% PCL in water 2 syringe (1 mL) / 91@adAs 1 Au wazlds 30 G

3.6.10 AUADINUIATIAEAamEd1aYu 70% alcohol
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3.6.11 @n PCL 1mL dhafiguausiusmisiidmualy Tnounndfidermgy
(1) fumedt 1 Usnawmilem 2 e, mid pupil U165 0.2 mL
(2) Fusiedl 2 vinaentinagn 2 e, Uues 0.2 mL
(3) fiumiedt 3 fnansumied 2 eenludn 3 au. Tuszuuiediu Usunms 0.2 mL
(4) fuyiedl 4 vieannaan 3 g, YR 0.2 mlL
(5) fwmniedt 5w 2 9ages U 2 B Fudrees lateral canthus Lagsuas
me lateral canthus 2 ¥y. U3uns gaay 0.1 mL
3.6.12 8 PCL 1mL sewp3ed Vital Injector fren1udn 2mm USunssay 1mL st
Hunguniunu Tneunndfideansy
3.6.13 Teraadasiuuulssuanuidvtinndinisiminanis
3.6.14 lematasdain 1 iluaesvifiunatnafes
36.15 tnUsudunandondndludunniil 4 woe 8 TnsfudoyauassSeunulfiguientuly
Adauan
3.6.16 taussiflunaludunniil 12 ieidudeyaagunanisinulsifinsyhiaans

'
va o = v a

lumsviminanis@a PCL auguwuunisveaesi gIdelaliwnmddidessnyfliseuy
&y

U
(% v & Y o o
Ry

AalUll WnnEnds WIIUNEMS 95581830 waz wewnmnd Y dsatius Jufivinans lagasyi

Y

NSFUUNNEEY

Y
(%

USnwauideassulianuauasaainsmniamnnisaiildanafnduseninmsidenasnauli

winanistusnanadasusiazse Tuynasaninis@alvi Inewnmdnguilsiuiuenaised

msguasnuaunduniluunfavdud tnedatvayunsidedudeonaldaialiniugis

N

= ° Ao
AR 3.7 AURUSNMuUAluA1TAa s
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aa o

3.7 msnszidayauazadanidlunisfne

[
€ aa a A

3.7.1 MTIATIEREDARINUS U (Descriptive Statistics)

<9
[

(1) Foyarlesfuieiudnvariluvesitn3anide (Baseline Characteristics) T
MsuanuaseLd Anads dhudonuuinasgu

(2) Aii¥aldanniagos VISIA® 7 Generation (32508 Jynvu AmiFeuidou) ldun
Aady drudsauuinnsgu

(3) Global Aesthetic Improvement Scale (GAIS) ﬁy'qﬁﬂiuﬁui%@%’ﬁ'mmam laun
Anade dandeauunnnsgu

(@) wathaBaazadutInanmsyinans VAS lein nmsuanuasnad smsidiu
wayg Uty

3.7.2 NMTIMTIeITERReyNU (Inferential Statistics)

(1) Kolmogorov-Smimoff Test Iinsgvitoyauszanifionaaeunisuaniasna

(2) Pair T-Test LilaLUTsuifisuszminsrneds 2 nquilliidudaseseiu Ao dade
sevivieunarvdinmmnassadluntusiasdu Tiun $a30e Juumu uazanuFouidou

(3) Independent Sample T-Test iatSsuiisuszninaaie 2 nguindudaszseniu

Ao AdendINMINAaeITEnIluntudazau lakn 33588 JANUL kazANNSEULT
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3.8 52ZLa1lUNISANYIIY
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I E7dyOT
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| TE-2205T
I 00T
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| zz-Amy-s7
Idy JIT a4 uep 380 A0 170 dag Ay
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Z1 WALEJLE £ WALHEHTLUYY

§ AMLBMY 7 UEEBRHILEBY
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0 LEnE ﬁ,mmm_,,,n_.cn.s:_tz_mEwﬁacmé
BENALEPLEUENILLEM AL LN LAE AL UM R RITLEMLEM
§ LALEME € APEHILRYBULLY
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NANI538

N5ANYIITELT8UTEAVENAYRINTRANET 21% PCL in water Tilsan1saianeaaaulvali
18 aEoUTITOY AaNTIATYNTY wasiiuauseudouresianalund Wunisaasmieadin

WUy Split-face, prospective cohort, randomized control trial

'
v & A

IinguszasAiieyusziluanuunnminevessed@ninaainn1s@a PCL wuu Protocol Wiguriu

WU Vital Injector 3iikasionsiurlaain nivinluntiegndlsnslusulsedvsne nathades any

< = o a O VI v o ¢ o '
LQUU?@LL&%@’]’]@JW\TW@IQ 1agvinnIsan Mun 3 ASY WeiuAsIay 4 §Uav Iummaummqizmw

wva

30-49 U M wnauiian Wrinkle severity grading 811031 #381U 3 uasdnaaudfay q aud

AMUUALUINITD 3.3.4 314U 15 AU

=2 [y s I Y ada 1 [ < a [y ¢ o &
iwzwaﬂumiﬁﬂm 12 d@unan LL68LLUQﬂQN@?H?ﬁ@@JLUUUa@ﬂ 2 mammwmmgﬂmmmi

21% PCL in water (GOURI®) fildlusuideasadl launmsatvayulaeuien Siiudaides (Ussing

VAl & =

Ing) 9110 wazgIdedlunnd Fslasuanudremaslunisvininanisnaenauaulasan1siveain

[
[ 9%

LINVENGaNTIauians 95581870 waz wewnngUIyan seadud was3deiduiiude yaamue

Y Y

nszUINNTVIaas s uwunInlasal



Enrollment

Assessed for eligibility

(n=28)

J'—.

Recruited (n = 15)

|

Computerized Split face
Randomization (n = 15)

Excluded (n=13)
* Not meeting inclusion criteria

Allocation & Follow-Up

At 0 week (n = 15)

* Baseline data collection and received
1 Treatment Protocol (Intervention)
(n=15)

At 4 week (n = 15)

» 1 week data collection and received
2" Treatment Protocol (Intervention)
{n=15)

At 8 week (n = 15)
* 3 week data collection and received

31 Treatment Protocol (Intervention)
(n=13)

® Excluded from trial due to facial
swelling and steroid used (n=2)

At 12 week (n=13)
* 12 week data collection (n=13)

At 0 week (n = 15)

* Baseline data collection and received
1* Treatment Vital Injector
(Controlled) (n = 15)

At 4 week (n = 15)

* 4 week data collection and received
2" Treatment Vital Injector
(Controlled) (n = 15)

At 8 week (n = 15)
* 8 week data collection and received

31 Treatment Vital Injector
(Controlled) (n=13)

® Excluded from trial due to facial
swelling and steroid used(n=2)

At 12 week (n=13)
* 12 week data collection (n=13)

i
Analyzed (n=13)

A7 4.1 NSEUIUNNTNAABY Consort Diagram

27
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= a U Qy a d =< [
UN15UTLLUAT 52908 FJUYNTU ATULTEULUYU AMUNInela AN uUIn Lag

1%
v A

NAT1AES LAEAEUNAUDHNANITIVUANUA NN UAIH

4.1 $oymiasduisaiudnumsialuvedidinide

pranadasfiHnueidsnd 15 au 01gseaing 30-50 U uivdanisdaaiadt 2 Tu
Faifl 4 flenanasing 2 au wihuasnarlssumssnwisennsanen Dexamethasone Fadasdn
sonudinsduAnlusovay 13.33

'
[ Y

NanNsAAsIiteyadnyelUnuIn ananades fengwede 41.23+5.63 U Wune
nijsSovay 53.85 WumAreSovay 46.15 lifllsausednf Wrinkle severity grading system i
ANRdY 3.54+0.52 N153LATIEYITaYAaR 8 Kolmogorov-Smimoff Test WienA#BUN1THANKAS

UnAnuindeyaravaniiniswanuasunid (p value > 0.050)

A15197 4.1 81¢), 1A, Wrinkle grading score

Vital Injector (n=13) Protocol (n=13)
901Gy 01.23+5.63
mqsﬁl’wqm/qaqm (min/max) Min = 30 / Max = 49
WA (M to F Ratio) Male = 46.15 % / Female = 53.85%
Wrinkle Score 1adg 3.54+0.52

2 # 4.2 fregnsenatainsilann Wrinkle severity grading system winfiu 4
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2 4.3 fhegenaradasilaan Wrinkle severity grading system LU 3

4.2 aAnuNanalavaidniiunismaaas lnenisudeszauny GAIS
WisuiWeunaann1s@nasedl 1-3 Wieuiu Baseline lagligidnsiunisnaaes gamenely

LAAZASUASUAUNDUNITEN VBILUNTNLABLANU B8 U A LAASLUUAIN

0 MUY HAGNSIAIAINI LAY

1 wnefa nadnslldsunlas

2 waneds nadnsaty fewela

3 wneds nadnsatumn femelaynn
4 v Hadnsafian Rawelasnniign

NAAUNITHANUIUNAVDIUBYANIETS Kolmogorov-Smimoff Test WuIayananuaiin1suan

wa3Und (p value > 0.050)
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WawSeuisuauianelasenine@eaingunaaeie Independent Sample T-Test #u31

FUA9N 0 WeudUAUT 4 §Uanil 0 WeuAudUAUN 8 Lay dUa9iNl 0 sudUa19in 12 p-value

a o [

> 0.050 wansimuitsnelalagnisvevisaainguussuinsiifinnuunnaieiuegadidedidgynig

o

anm

M19197 4.2 ANUANElAveIidnTINNTNAGDS

Y. Vital Injector Protocol TEWINNGY
WIguneu
Mean+SD Mean+SD Mean diff p-\/a[ue
Week 0 vs Week 4 2.54+0.78 2.39+0.65 0.15 0.589
Week 0 vs Week 8 2.92+0.86 2.77+0.93 0.15 0.665
Week 0 vs Week 12 2.46+0.52 2.77+0.73 -0.31 0.225
ANUNINala

GAIS SCORE

ol -l o el el el A ol ol ol
RSN BRSO RWN RS

Week 4 Week 8 Weelk 12

Vital Injector  »+=++= Protocol

AN 4.4 nslaNuNInela



4.3 @7URUUININNITIIRAANTT VAS Bas Nat19shes

31

4.3.1 anudulan Useidlulagluuaauniy 0-10 AZLUUAIY Visual Analog Score 1ng

ADUNIUNEIINTRONITLATTUN LasATeezinan 1 T2l 24 F2lag 72 97119 7 34 way 14 Ju

v o w < 1% o v & LY ¢ al o ¢ al o ¢ al
Wﬁﬂ%ﬂ%ﬁﬂﬂ?ﬂﬂiﬂua?@WNaﬂﬂUﬂﬂﬂiﬂWﬂﬂa@QTuaﬂﬂﬂﬁﬂ()ﬁﬂ@?%Vl4L%ﬁiﬁﬂﬂ?WVl8‘Hﬂﬁ@UﬂW§

IERIERIGEL LR RHE

¥

387

3 Kolmogorov-Smirnoff Test wu3ndeyananuniiniswaniasuni (p

value > 0.050) Aede d@rndeauuinsgiu uazgiuien 283ruduUan (Pain Score Ratio) ANy

szuga e ulundainn1sininanis Wisufisun1s@aniu Protocol ag Vital Injector e

Independent Sample T-Test wu31 lunnduani wasynisanaswinieanis wuinludaaded

uanAAUeE1sITBEAYNINETA p-value > 0.050

P ! A a < o W
A13199 4.3 ANLRAY FIUUBN ANLUUIAIINNITNIUAONTT

Vital Injector Protocol JEMINNGY
Period
Mean=SD Mode Mean=SD Mode Mean diff p-value
FUansifi 0
naivium 7.0+1.9 8 7.3+1.5 8 0.3 0.652
1 s 2.2+2.4 0 3.3+2.7 3 1.1 0.261
24 Filu 0.2+0.6 0 0.9+1.3 0 0.7 0.071
72 3l 0.4+1.1 0 0.3+0.6 0 0.1 0.832
77U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 fu 0.0+0.0 0 0.0+0.0 0 0.0 1.000
&Uniii 4
naIivium 7.0+2.6 8 6.6+2.3 8 0.4 0.696
1 2l 3.0+3.0 1 2.8+2.5 1 0.2 0.888
24 43l 0.3+0.6 0 0.5+0.7 0 0.2 0.549
72 3l 0.0+0.0 0 0.0+0.0 0 0.0 1.000
7 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 qu 0.0+0.0 0 0.0+0.0 0 0.0 1.000
&Uavidi 8
naWIIum 6.2+2.5 7 6.4+2.0 7 0.2 0.800
1 3l 1.8+2.9 0 1.8+2.7 0 0.0 1.000
24 3l 0.2+0.4 0 0.2+0.4 0 0.0 1.000
72 4l 0.0£0.0 0 0.140.3 0 0.1 0.337
73 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 fu 0.0+0.0 0 0.0+0.0 0 0.0 1.000
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432 n3uan Yszdfiulasuuuasuniu 0-3 Azuuu Auszezarfiiulundsainnisyi
#mans Wisueunisaaniu Protocol kag Vital Injector Iae 0 visneds livluiae 1 wuneds v
Wndes 2 9u1ede vINUIUNEIE LA 3 NUIEAY UINUINNAFOUNITHIILIIT DY an 18735
Kolmogorov-Smirnoff Test wuiidayasmuniinisuaswasunfiufoudisunmsuiusenitsaesngy
Vna978 Independent Sample T-Test wud1 wu31 lunndUav wasynaaasivinans L

fAafenansenuegltedAn19ads p-value > 0.050

A15199 4.4 NaTIABe (N1SUIY) AINAISTVAANS

Vital Injector Protocol FEMINNGY
L9801

Mean+SD Mode Mean+SD Mode Mean diff p-value

#UAN 0

1 lag 0.340.5

0 0.5+0.7 0 0.2 0.319
24 3l 0.1+0.3 0 0.1+0.3 0 0.0 1.000
72 4la 0.1+0.3 0 0.2+0.4 0 -0.1 0.558
73U 0.1x0.3 0 0.1+0.3 0 0.0 1.000
14 Yy 0.0+0.0 0 0.0+0.0 0 0.0 1.000
FUaii 4

1 3l 0.821.0 0 1.1+0.8 1 0.3 0.511
24 3l 0.2+0.4 0 0.4+0.5 0 0.2 0.416
72 lua 0.2+0.4 0 0.2+0.4 0 0.0 1.000
73U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 $u 0.0+0.0 0 0.0+0.0 0 0.0 1.000
FUaid 8

1l 0.5+0.7 0 0.4+0.7 0 0.1 0.555
24 Flu 0.2+0.4 0 0.2+0.4 0 0.0 0.635
72 4l 0.1+0.3 0 0.1+0.3 0 0.0 1.000
7 %u 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 $u 0.0+0.0 0 0.0+0.0 0 0.0 1.000
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433 audu Yszidiulasuuuasuniy 0-3 Azuuy amuszezna1ii1ulundsainnnsi
#man1s Wisuisunsaaniu Protocol wag Vital Injector lag 0 wunefie ldAuay 1 vunefis Au
tradndes 2 nunefls Authadiunans uag 3 wunedia Auun WisuiiisuauAuszninaengy
A28 Independent Sample T-Test wu31 Wu31 TunndUavi wagnnyIwIamaviinanis Ll

I a o ! U 1 SN v o W aa
AURRYNLANANAUBYNUULFIAYNNEDR p-value > 0.050

A1519% 4.5 NaT9LABe (81N15AU) ANNANSYTNRRANIS

Vital Injector Protocol FEMINNGY
L9801
Mean+SD Mode Mean+SD Mode Mean diff p-value

FUaiT 0

1 3l 0.1+0.3 0 0.0+0.0 0 0.1 0.337
24 2l 0.1+0.3 0 0.2+0.6 0 -0.1 0.660
72 4la 0.2+0.4 0 0.2+0.4 0 0.0 1.000
71U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 Yy 0.0+0.0 0 0.0+0.0 0 0.0 1.000
FUaiii 4

1l 0.4+0.2 0 0.1+0.3 0 0.3 0.558
24 3l 0.0+0.0 0 0.0+0.0 0 0.0 1.000
72 4laa 0.1+0.3 0 0.1+0.3 0 0.0 1.000
73U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 Yy 0.0+0.0 0 0.0+0.0 0 0.0 1.000
&Upid 8

1 Falug 0.2+0.4 0 0.1+0.3 0 0.1 0.558
24 Flu 0.1+0.3 0 0.1+0.3 0 0.0 1.000
72 4l 0.0+0.0 0 0.0+0.0 0 0.0 1.000
7 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 Ju 0.0+0.0 0 0.0+0.0 0 0.0 1.000
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434 sooyu Ussdulaouuuasuniy 0-3 Azuuy muszoziiandiiulundaainnisvi
#nan13 Wieufisunsa@nmu Protocol wag Vital Injector Iag 0 vianedis lifiseeyu 1 e
soaywantes 2 viuneds Tsepyuliunans wae 3 vuneds dsesyuiulddn Wisuiflsunsiinses
YUTENINABINGUAIY Independent Sample T-Test wud1 wud1 Tunndunv wagnnyiannaIngs

o U a0 dl dl ! U 1 a o o L2 aa
MEANONIT 11]1]?’1’]LaaEJ‘VlLLG]ﬂGﬂ\‘iﬂu’eJEJ’]\ﬁJuﬁJﬁ’]ﬂiijl’Naﬂm p-value > 0.050

A15197 4.6 Nad10AYe (SaEYL) 1NNTVIWIRANTT

Vital Injector Protocol FEMINNGY
L3817
Mean+SD Mode Mean+SD Mode Mean diff p-value

FUaiT 0

1 3l 0.1+0.3 0 0.3+0.5 0 0.2 0.150
24 2l 0.0+0.0 0 0.1+0.3 0 0.1 0.337
72 4la 0.1+0.3 0 0.2+0.4 0 0.1 0.558
7 %u 0.1+0.3 0 0.1+0.3 0 0.0 1.000
14 Yy 0.0+0.0 0 0.0+0.0 0 0.0 1.000
FUaiii 4

1l 0.5+0.7 0 0.5+0.5 1 0.0 1.000
24 3l 0.3+0.5 0 0.4+0.5 0 -0.1 0.695
72 4laa 0.2+0.4 0 0.2+0.4 0 0.0 0.635
73U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 Yy 0.0+0.0 0 0.0+0.0 0 0.0 1.000
&Upid 8

1 Falug 0.3+0.5 0 0.8+0.8 1 0.5 0.051
24 Flu 0.3+0.5 0 0.3+0.5 0 0.0 1.000
72 lua 0.1+0.3 0 0.140.3 0 0.0 1.000
7 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 $u 0.0+0.0 0 0.0+0.0 0 0.0 1.000
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435 59871 Usvidlulasuuudeuniy 0-3 ATLUL ANNSEEEAT HulUnd191nn 59
¥inanns Wisuiigunisdnaiu Protocol uag Vital Injector Tae 0 waneds lifisestias 1 wuneis
flsousndadntdos 2 nuneds fsestiUiunans way 3 wuneie fsestiunn Wisuiisusesdn
J¥NIN9E@0NGUAY Independent Sample T-Test wud1 wud1 lunndUant wuasnnIwIamMaw

L% a0 dl dl ! U ! a v o L2 aa
NHONIT ‘lﬁJllﬂ’}LQaEWlLL(ﬂﬂGl’]ﬂﬂ‘U’e]EJ’N%JuEJa’W"lQJ,Vl'NﬁﬂG] p-value > 0.050

AN5199 4.7 WaY19LABY (SR8T1) INNNSYINTFRANTS

Vital Injector Protocol FEMINNGY
L38
Mean+SD  Mode  Mean+SD Mode Mean diff p-value

FUnnsifl 0

1 %aim 0.7+£1.0 0 0.2+0.4 0 0.5 0.157
24 %ﬁim 0.6+0.9 0 0.1+0.3 0 0.5 0.051
72 4la 0.6+1.0 0 0.2+0.4 0 0.4 0.127
73U 0.3+0.6 0 0.0+0.0 0 0.3 0.104
14 3y 0.0+0.0 0 0.0+0.0 0 0.0 1.000
FUaii 4

1 ﬁfib’ﬂm 0.7+0.8 0 0.6+0.7 1 0.1 0.783
24 3l 0.6+0.9 0 0.4+0.2 0 0.2 0.418
72 4laa 0.2+0.4 0 0.0+0.0 0 0.2 0.082
7 Tu 0.2+0.4 0 0.0+0.0 0 0.2 0.165
14 3y 0.0+£0.0 0 0.0+0.0 0 0.0 1.000
FUnnoifl 8

1 Efibﬂm 0.5+0.5 0 0.5+£0.7 0 0.0 0.744
24 %b’ﬂm 0.5+0.5 0 0.4+0.5 0 0.1 0.705
72 %b’ﬂm 0.2+0.4 0 0.2+0.4 0 0.0 0.635
73U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
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436 fuwnd Ussiulpeuuuaauniy 0-3 AzwuY AuszestIan iulundannnis
Wnanas 1W3euiisun133naiu Protocol wag Vital Injector Tag 0 suneds luinfunasias 1
wnede e uwasiisndndes 2 vuneds e unasliunans waz 3 nuiede S8 uwaun
WisuLisuiuLasseninaeIngusae Independent Sample T-Test wud1 wud1 Tunnddansi uas

NNFIIaInavInants lilidadenuanaiuedsliteddgvneadia p-value > 0.050

A15199 4.8 NaTALS (RULAY) 3NNANSVIIRRNNNIT

Vital Injector Protocol FEMINNGY
L9801
Mean+SD Mode Mean+SD Mode Mean diff p-value

FUaiT 0

1 3l 0.4+0.7 0 0.0+0.0 0 0.4 0.054
24 2l 0.1+0.3 0 0.0+0.0 0 0.1 0.337
72 4la 0.4+0.7 0 0.1+0.3 0 0.3 0.136
7 U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 Yy 0.0+0.0 0 0.0+0.0 0 0.0 1.000
FUaiii 4

1l 0.6+0.9 0 0.3+0.5 0 0.3 0.278
24 3l 0.4+0.7 0 0.1+0.3 0 0.3 0.136
72 4laa 0.2+0.4 0 0.1+0.3 0 0.1 0.558
73U 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 Yy 0.0+0.0 0 0.0+0.0 0 0.0 1.000
&Upid 8

1 Falug 0.5+0.7 0 0.2+0.4 0 0.3 0.176
24 Flu 0.3+0.5 0 0.1+0.3 0 0.2 0.150
72 4l 0.1+0.3 0 0.0+0.0 0 0.1 0.337
7 0.0+0.0 0 0.0+0.0 0 0.0 1.000
14 Ju 0.0+0.0 0 0.0+0.0 0 0.0 1.000




4.4 ANIAlANLATAN VISIA® Tth Generation (32588 FY3YU ANUTEULLEY)

TdA193A1E9lna1NAS 89 VISIA NLEAINaLkUU feature count A1989335087IUN (Wrinkle)

wansds fisaseevunadnrsevuialng Mudududiuiunin Avesgyuvy (Pore) wansdia d3yuvy

3 P ! LY I [ 1 al = = 1
5U‘lﬂ(ﬂLaﬂﬂi@%UWWIM@3?NﬂULﬂu%WU’JUN’]ﬂ LAY ANUDIAINULIBULLEU (Texture) GIATAINUL

= al' = a o av 1 a = = | Ay i o o = a A
LUYUNHIAN MNWSQQN?VUQWiNLiﬂ‘ULuﬁu a?ﬂﬂa ﬂqﬂuaﬂﬂﬂqmaqnﬂﬂjsﬁﬂﬂ )P MI3IAN ﬂmﬂWWN'J‘VI

Wil Alnan1533elaen1siUTeuiieusenineaeangueie Independent Sample t-test Wu31 Wa

nneaesweynddinlunnduam lifiauunnseiuegnedite

A15197 4.9 AUART 39508 JYNTY LavAuTEULTyY

d1AgNN9anA p-value > 0.050

FENINNGY
Vital Injector Protocol
1381 Mean
mean=SD mean=SD p-value
diff

%”Jiaﬂ

Week 0 112.92+29.55 119.77+36.54 -6.85 0.604
Week 4 109.62+27.33 112.46+38.76 -2.84 0.831
Week 8 119.31+24.60 113.62+37.32 5.69 0.650
Week 12 115.08+17.42 116.92+30.22 -1.85 0.850
FYUVY

Week 0 737.69+398.71 717.85+367.58 19.85 0.896
Week 4 834.23+327.57 816.85+353.44 17.38 0.898
Week 8 780.77+£373.30 799.92+412.17 -19.15 0.902
Week 12 762.38+348.39 784.85+434.92 -22.46 0.886
AU

Week 0 2781.49+1321.37 2769.38+1104.49 12.08 0.980
Week 4 2725.15+1271.06 2657.92+1201.84 67.23 0.891
Week 8 2817.92+1159.64 2871.15+1170.83 -53.23 0.908
Week 12 2617.62+1013.75 2600.15+£1143.75 17.46 0.967
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Wrinkle

Week 0 Week 4 Week 8 Week 12
Vital Injector  =sccce- Protocol
AN 4.5 A1515eNInlaeLASea VISIA®
Texture
b A ey e - ‘—-_h-__-
Week 0 Week 4 Week 8 Week 12

Vital Injector  «+++<< Protocol

AN 4.6 AU EULEUNIALAELATEY VISIA®

Pore

"

Week 0 Week 4 Week 8 Week 12

Vital Injector ~ «+««««+ Protocol

A 4.7 Argyuvuninlaenses VISIA®
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4.5 ManagaulszansualunisiunaAnnnig

[
Y [

Wisuifsumiiiasgsilsnniaies VISIA mnfirtfesnitdunsii 0 vesmnidin maned
ALATNFTRY
4.5.1 mswisuiisunasunsandousisesieu-ndinsiiinanisiae Pair t-test
3500uluntnden33auuu Protocol wag Vital Injector i Baseline (§Ua1%il 0)
FouRy dUAKR 4 Uavid 8 wasdunaid 12 31 pvalue > 0.050 wanslfiiuinlunisdn e 2

Y

sUwuu lifinasienisanideusisesealitud1Aynieata

a = = & ' Y] Y
1957190 4.10 LUSHUNEUAIIITRY NOU NEINITNIVRDNNIT

95% Cl
Paired t-test (Wrinkle) Mean diff p-value
Lower Upper
Vital Injector
Week 0 Vs Week 4 3.31 -8.41 15.02 0.550
Week 0 Vs Week 8 -6.38 -23.05 10.28 0.796
Week 0 Vs Week 12 -2.15 -19.91 15.60 0.796
Protocol
Week 0 Vs Week 4 7.31 -6.53 21.15 0.272
Week 0 Vs Week 8 6.15 -11.48 23.79 0.462
Week 0 Vs Week 12 2.85 -15.01 20.70 0.734
Pre-Post Result (Wrinkle)
160.000
150.000
+ 140.000 + i -
S
3 130.000
w 120.000
% 110.000
< 100.000
<
B 90.000 4 -+
-~ 80.000 )
70.000
60.000
WeekO VS Week4 WeekO VS Week8 WeekO VS Week12
Vital Injector Protocol

a ™ = & i o o
AN 4.8 [WIYUNPUATIITOY NBU NANNITNRANIT
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4.5.2 NMSWUSIUEURNAN LA IULHEUNDU-NAINITYINFRANISAIY Pair t-test

AT BULT B UTDININUINAIN1TAAULUU Protocol wag Vital Injector 91 Baseline

Fa9if 0) Wisuiu dUa1min 4 dUanin 8 wavdUawin 12 § p-value > 0.050 wansliiuIlung

a 5 1 1 a =) 1 a o o W aa
DIORIN E‘ULL‘U‘U ‘lﬂJiJNaGl@ﬂ’J’lﬁJLiEJ‘ULUEJUE‘]EJ’NNUEJE‘WQQJJVI’NEWG]

A15197 4.11 WS8UN8UAIANNLSEULTEU NOU BaINISVINTRNNNS

95% (I
Paired t-test (Texture) Mean diff p-value
Lower Upper
Vital Injector
Week 0 Vs Week 4 56.31 -91.40 204.02 0.422
Week 0 Vs Week 8 -36.46 -232.16 159.24 0.167
Week 0 Vs Week 12 163.85 -78.56 406.26 0.167
Protocol
Week 0 Vs Week 4 111.46 -100.50 323.42 0.274
Week 0 Vs Week 8 -101.77 -273.44 69.90 0.221
Week 0 Vs Week 12 169.23 -81.73 420.20 0.167
Pre-Post Result (Texture)
4500
4000 s
+ -
c
3 3500
0
Q
¢ 3000
= 2 —
© 2500
Y—
<C
& 2000
> .
1500 i -
1000
Week0 VS Week4 Week0 VS Week8 Week0 VS Week12

Vital Injector «e««++ Protocol

o = = i a = ' o o W
AN 4.9 [UFFUNYUANANULTHULLEU NBU NAINITNNVARDNNT
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4.5.3 M3SUgUNATeIAFYNVURBU-NINTIWINaN1SAIY Pair t-test
YUIAYDIFYLVUNGINTAALUY Protocol wag Vital Injector i Baseline (dUn13idl 0)
Fouiu §Uaiil 4 §Uaui 8 uazduansidl 12 3l pvalue > 0.050 wansliidudlun1sda we 2
sUuuu lifivasievunngyuuuetnaiidoddymiada endu nasinnisiana Protocol Tudunwiil 0
FleuRudua1vidl 4 3 p-value = 0.038 (p-value < 0.050) wanaIniinasovun YL vUee it dAny

N90H

o a ' ' o o w
M1919N 4.12 LU‘%ﬂULWﬂUﬂWEﬂQJ%u N9U UaINIINMUNONII

95% ClI
Paired t-test (Pore) Mean diff p-value
Lower Upper
Vital Injector
Week 0 Vs Week 4 56.31 -193.78 0.71 0.051
Week 0 Vs Week 8 -36.46 -174.63 25.56 0.623
Week 0 Vs Week 12 163.85 -131.46 82.07 0.623
Protocol
Week 0 Vs Week 4 111.46 -191.50 -6.50 0.038
Week 0 Vs Week 8 -101.77 -189.71 25.56 0.123
Week 0 Vs Week 12 169.23 -168.22 34.22 0.175
Pre-Post Result (Pore)
1200.00
1100.00 i T T
£ 1000.00 '
=
9 900.00
w
é 800.00 -
E 700.00
< 600.00
%)
> 500.00
400.00 :
300.00
WeekO0 VS Week4 WeekO0 VS Week8 WeekO0 VS Week12
Vital Injector Protocol

ANH 4.10 WIPUNZUAIINVY NBU YaIN1SINiRanTs
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4.5.4 MsSeuigulsyansnaves 2 nqumy Independent Sample t-test
JsvAnsuavesmsdaansindalusuaalaudensiiuniases syuru wazauey
Jeu vuluni medin1s@aniu Protocol wag Vital Injector finan1s3delagnisiUseuiisusening
A0INgUAY Independent Sample t-test 1ud1 HansMARBITEWNFIT TalunndUni lifiaanu

upnsinuegsltd1AeI9eia p-value > 0.050

A1519% 4.13 LUIBULTIBUANIITEY SYLVU AUSEULTEUTENINNTAATY 2 WU

Independent Sample t- 95% Cl
test
Mean diff p-value
(Vital Injector Vs Lower Upper
Protocol)

Wrinkle

Week 0 -6.85 -33.75 20.06 0.604
Week 4 -2.85 -29.99 24.30 0.831
Week 8 -5.69 -19.89 31.28 0.651
Week 12 -1.85 -21.82 18.12 0.851
Texture

Week 0 12.08 -973.74 997.90 0.980
Week 4 67.23 -934.10 1068.56 0.891
Week 8 -53.23 -996.53 890.07 0.908
Week 12 17.46 -857.40 892.32 0.967
Pore

Week 0 12.08 -290.58 330.27 0.896
Week 4 67.23 -258.46 293.23 0.898
Week 8 -53.23 -337.47 299.16 0.902

Week 12 17.46 -341.45 296.53 0.886




uni 5

9NUT1UNALAL YD LEUD U

Msfnw13deiosUszaniuaueansdnans 21% PCL in water Aiflsionisaiisaeaaniaulysid
178 andeuiises anvwIngrNIy wandiveuiSeuidsuresiailundy Wunsvaaowmanaiin
WUy Split-face, prospective cohort, randomized control trial ﬁi’mqﬂixaﬂmﬂ‘aﬂimﬁum’m
WANA19YBIUIEENTNARINNITAA 21% PCL in water 13 Protocol Wiguiu Vital Injector 1iinane
nsiunganmiiluntiegslsisludulssansue nadrafes aruduiinuazaudionela
Tnevhnnsan savan 3 ada siafuedsar 4 dUawi luoranataseysewing 30-50 3 Adunaeiden
Wrinkle severity grading 111071 ¥3oWiniU 3 wariauand@du q aud ivusluiide 3.3.4
$1u7u 15 AU svegailunmsing 12 dUnii efuganisidombooianaiing 13 au wadunduil

195un13iamu Protocol 13 §79E13 Uag nguiilasun1sdasie Vital Injector 13 faaga

5.1. aAUsIINaNTSINY
5.1.1. anuianelaveslidnsiunisnaaes fu HASNEINLASOILATIZRENINREY VISIA® Tth
Generation
nsinwiadad wui enanasiasiiaufiawelareudraunnsenanisian 21% PCL in

water lngauiianeladenadnsainnisdanisaesguuuy daafeusazdunnin 2.39 - 2.92 (GAIS)

o o a

1 1 v} 1 a v a < .:4' 1 1 = 1
wazlufianuuananeiueg 9ltudAgneada (p-value >0.05) Wunurauladn anuianelasiena
n132a WululufianieasatudnuduiunanisiasziaienIng VISIA® o1adunsizdn mnuaziden
Tun1snadureans o VISIA® fuinnindaismaziiuladaauy wiinnmaienladlunisiussunau

Y] ! 1Y N ® - a Y] @ A | I3 a Y v oy
LAZUAITUIINNITANYAINAYLATDY VISIA® LATDILAYINU Lﬂumuqaus[,"inqiu@]qulLUU"Ui\?LLﬁ'ﬂ IZjLGU’]

a4 o

SuuimMImMunsulAuN Nz suANLianelalianAuA MR TATWI B isuINAA LYY

[
o 1 = <@

sunvuilngun windlvuiadnas uadslled vie 3asesfiweldusesdinunn uiiuiuawdiuladasiae

Y

1 I v o S o v A o LY d' ® I Ve 2 Y I~
AU NTUAU AITINLAATU ENﬂQQﬂUUI@EJLﬂi@Q VISIA LL@IUﬂ’NﬂJEﬁﬂ‘U@QQL‘UWi‘UﬂWi‘VI@ﬁE)\‘i@@

AN MRalaeTNAv Tngluenanadasiilugugmatevinuuendt wiwmtndety Bamiguduunn

U uag oanadasdiuluguenin nihwala wndu



Baseline

A# 5.1 NM53AS19AN Texture 9 Baseline Wiguiuduanii

1 12 91anadinsvigeny 45 U
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Baseline a1 12

A# 5.2 N53A519AN Texture 91 Baseline Wiguiuduani

1 12 91anadnng 91g 36 U

45
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5.1.2. Usg@vanaveanisan 21% PCL in water AoN15aATWIATYLVY
2 A ' o 4 & P = ~ o ¢ a
Juithauladn navesnisanuuingyuaundinsdnnswsnilaSouieunadunni
0 Wisuiudmuil 4 wulndnasienisanvuinjyuvuesltedAyveada (p-value < 0.5) Liledn
#14 Protocol wakilefin1s@ng nailanduiaias NslllleRinnsanaindadendamasevuinvesgyuvy
a 2w [V a o e ° a Y & v a a P
eoradududsniulaiiu waaduginldlunsyhanvasenimvihneunisiiudeys ¥3e Usunandg
d‘ 1 @ % = a d’ll 1% ) 1 7Y V=1 % = o v
Aunaunsivtaya swlude eamnll wazanuiuluiesinsenaudisunstuiinteya 3919l
a e d" i
MMAATITRLANUAAIALATBULS
5.1.3. AMNENLNIALUAIINTEUAIVOY 21% PCL in water
N1SNTE18AIVBY 21% PCL in water ARARNM Protocol @snsansyanglugausiam
TndiAesle Wisuwindunisaaaie Vital Injector laguseansuanle Llunneneaiy Lalnad aAes
WguWIuUIalauniNn1sannae Vital Injector MANNISIBEYIUINNTY Protocol LS 1ZLIv84LAT Bd
Anfigaanendn way Sunusesidufininndy fweraianissestilauin lnganizegneBadmsugnd

(%
o

YURINUINUN

5.1.4. MINABUANYRFIUNTIVY
Mnmsasunanisaaadluunil 4 silvannsaasunanisvaaeuanyfgiuldin walu
FusaTos JuNTu warauEsuidou :1nn138A 21% PCL in water fe38nsdan Protocol uay
Vital Injector 114 2 wuvudl fnadwsiildunnsnady sady suinggurundanisdnniu Protocol
Wisuifisy baseline fudUasid 4 fanuuandnsiuegadtoddgyniada auyfgiuidia
Futn wadhafes wezanufisnelalunanisinvissrinenisiafiunnsnstutuaslinafiunneeiu

= | % 'y} a Au Aoy
HafllalidenadosivanyRgunsidenasl]

5.1.5.n56AN L RLLRY
uansnaaesluenaalinsiighluludunnii 8 (PCLOA) fimadnunianaresnisiandausnuazadsd
409 (FUa% 0 waz dUawifl 4) Tnsasiashy eaadnsimnufisnslaidusgranniunadnsilaan
AM33AMIY Protocol ua Vital Injector aghawindleniu Wednseisenios VISIA® wWisuifieu
Baseline AUFUAT 4 waz UAs 12 wun Tinnuuansneiu Tneausswosusasdunvicy

¥

Tudruvasanussuliou (Texture) wunisnsinisiuasuwdashulun1eanaau



a = P A a a
1957190 5.1 MU UNYUNAVDINTUANEILNLLAN

av

= a ) &
ASUSHUEUEUA NN

Improvement Ratio
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1.

VITAL INJECTOR&Y"

/\ DISCLAIMER

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 envirenment. You shoul
d sufficiently consider the patient’s condition, set the levels accordingly, a

nd use the proper procedure technique.

2. 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.

3. 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 Funsung Global as a reference for
procedures.

4. 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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TREATMENT GUIDE
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TREATMENT GUIDE

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

# Typical treatment area as below.

Possible areas for procedures

v Whole face
v Neck and décolletage

v Scalp

P ol The backs of
the hands

v Upper knees




VITAL INJECTOR&Y"

TREATMENT GUIDE

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

7



VITAL INJECTOR&Y"

TREATMENT GUIDE

Preparations before a procedure
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 cccur following a proc

edure.

Patients with the following conditions are prohibited from receiving proced

A 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 tumars Patients with autoimmune disorders

«  Children « Patients with facial paralysis
«  Pregnant or breastfeeding women +  Patients with Jupus, vitilige, or albinism
«  Herpes patents = Patients with hagh fever
= Patients with epdepsy, rashes, or infact  « Areas which have recened fller procedures
ons » Patients with implants (including dental, cosmetic,
+  Patients with inflammatory responses or orthopedic)
+  Patients with bleeding disorders such  «  Use caution if a patient experiences blood loss du
as hemophilia e to a cut or perfaration, on or around the eye, o
= Patients with cardiovascular disorders r on the ear,
«  Patients with kidney disorders «  Patients who have a skin cisorder which affects th
«  Patients using cardiac pacemakers e whole body or dees net improve i a particular
= Patients with implanted meatal stents area
*  Patients with bloed pressure issues *  Keloid-type skin
*  Patients with dabetes « Patients who are sa2nsitive to electnical stimu ation
«  Patients with skin discrders = Patients with a condition which causas & fever or
«  Patients undergong anti-coagulant 38°C or hugher
@atment o taking anti-ccagulant medi  « Patients with other spacific conditions
cation +  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 partable electronic medical device such as an electrocardiegraph

« Do not use in conjunction with any other treatment device which provides electrcal
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.



VITAL INJECTOR&Y"

TREATMENT GUIDE

Preparations before a procedure

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 @ 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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About procedures

2.1. Procedure preparation checklist

Main Device

% Other necessary materials

80



VITAL INJECTOR&Y"

About procedures

2.2. System

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 ¢, 3 ¢, 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 maode: start vacuum
B HR mode: stop Vacuum
Shat D / Shot C selection
SS:Iz'ctliZn/'l z:‘t,:oi Shot D : Discontinuous mcde
Shot € : Continuous made
Standby/Ready Standby / Ready
3 Sound On/Off Sound On/Off
i3 Setting Button Select the type of 3cc, Scc syringe. (3cc / 3ccBD / Scc / SccBD)




VITAL INJECTOR&Y"
About procedures
2.3. Injector
Syringe
Multi needle

Position holder

Filter

Trigger

82
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VITAL INJECTOR&Y"

TREATMENT GUIDE

About procedures

2.4. Syringe recommendations

[ Recommended syringe dimensions ] [ Multi Needle ]

| NERSTT

RS,

Vital injector 3 Syringe Standard
Lists Syringe type Syringe Movement | Interior
length length | diameter
1cc [Medyto jd 86.8x1mm 32.08mm | 6.3mm
X
2cc | Hiju ‘d 96.7+1mm| 34.43mm | 8.6mm
3cc [Shincha _ 83.6+1mm 43.4mm 9.4mm
ng -
3cc | BD - 92.141mm| 5545mm | 8.3mm
Scc |Shincha - 94.6+1mm| 40.74mm | 12,5mm
ng _ -
Scc | BD - 88.8+1mm| 42.77mm | 12.2mm




VITAL INJECTOR&Y"

TREATMENT GUIDE

About procedures

2.5. Dosage information

Vital Injector 3 Single Shot Mode Allowed Shot Count
Allowed shot count measurement standard :CC/DOSE
Dose | Available Dose Available Dose |Available Sho| Dose | Available
e | shot | [u] Shot e | t @] |  shot
S 200 12 83 5 800 13 23
6 167 13 77 6 500 14 214
7 143 14 71 7 429 15 20
féc 8 125 15 67 - 3 s b\ 150
9 111 20 50 9 333 25 120
10 100 3 &6 0 300 30 100
1 N 30 33 11 273 40 75
12 250 50 80
Dose | Available Dose | Available Dose | Available | Dose | Available
Type (1] Shot 1] Shot Type [ Shot (11 Shot
5 400 12 167 10 500 20 250
5 333 13 154 ki 455 25 a0
7 286 14 143 12 M7 30 167
2ce B 250 15 133 See 13 3385 40 125
9 222 Pl 100 “ 357 50 00
10 20 = 8 L] LS
" 182 LY 67 3¢, Sce & 3e(BD), ScciBD) shot count is identical.
Continuous mode usage time .
e P el | N A el | I
4 15 5 24 L) 0
1cc (i} 10 2cc 10 12 3cc 12 15
10 6 15 a 18 10
Type [o?}m.fnl Av:l:ble
6 50
Scc 12 25
18 i

3ce, Scc & 3cc(BD), ScclBl) time is identical.

CAUTION
A About shot counts
* For syringes of a size other than those intraduced on page 11, the shot count may be

different from those shown above.




VITAL INJECTOR&Y"

TREATMENT GUIDE

About procedures

2.6. Dosage information warning

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

. 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.

. 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 waming tone sounds when almost all of the contents of the syringe have

been used.
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TREATMENT GUIDE

About procedures

2.7. QA

Q 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 sheuld 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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TREATMENT GUIDE

About procedures

2.7. QA

Q 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 prehibited from washing their hair the day of a scalp procedure.
Can patients use makeup immediately following an injector procedure?

’lt 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
01 Install the filter to grooves of the side of injector.

y 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
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

/ 03 + Connecting the syringe
Press the injector's backward button to position the pesition holder backwards. Ke
ep pressing 2 seconds and it automatically move back, Press button once to stop m

ovement,

4= =

I l Backward button

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

Line up the syringe with the injectar, 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 synnge 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

cticn groove of the multi needle. After they are connected, push the syringe
i irecti f ’ i

Syringe handle

= 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 (nen-crossing) drugs.

I‘))) C}

~a—| { cc

VACUUM A
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How to perform a procedure

3.1. Procedure steps

3.1.2. Procedures

+  Apply topical anesthetic to the procedure area.

« After 30 minutes, remove the topical anesthetic and disinfect the
procedure area with an alcohol swab.
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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 physiclogical
saline and wipe the entire face.
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How to perform a procedure

3.1. Procedure steps

3.1.3. Steps taken after a procedure

@ » 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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How to perform a procedure

3.1. Procedure steps

3.1.4. Other procedure area

+ The back of hand
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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
TR 100-200
Restylane Vital light 1.2mm-~ 5~10 Dose shots per
Teosyal skin booster 1.2mm-~ 5~10 Dose 3~4 Lo
Rejuran (PDRN) 1'0'“";‘"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 setlings
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 precedure using Vital Light

dose Depth Vacuum
5~10 1.2~1.6 4

# 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.



VITAL INJECTOR&Y"

TREATMENT GUIDE

How to perform a procedure
3.3. Procedure guide by area

Around eyes For a procedure using “ital Light

=

)
§

g '
3 )
dose Depth Vacuum
S~ 1.0~12 3

# 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 Yital Light

dose Depth Vacuum

5 1.0~12 -




VITAL INJECTOR&Y"
TREATMENT GUIDE
How to perform a procedure
3.3. Procedure guide by area
Nat;k For a procedure using Vital Light
5 12-15 3

% Caution: Perfforming 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

Vacuum

5~10

1.0-1.5

# Caution: It is recommended to use a depth of 1.5mm or less.

100
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VITAL INJECTOR&Y"

——————————————————————————————————————————————————————————————————————————————————————————— B TREATMENT GUIDE

How to perform a procedure

3.3. Procedure guide by area

The back of hand For a procedure using Vital Light
-
dose Depth Vacuum
5~10 1.0-1.2 3

# 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 exclusve drugs

dose Depth Vacuum

10~ 1.0- 1

# Caution: Set the vacuum to level 1 and press down slightly when performing a
procedure,
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VITAL INJECTOR&Y"

TREATMENT GUIDE

How to perform a procedure

3.4. Recommendations during a procedure

Perform procedures so that the needle hub overlaps.

* 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
Recommen
dations Procedures should be performed so that the needle hub overlaps.

1
/ *Overlapping

e
\oee joeee Leoe

*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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VITAL INJECTOR&Y"

TREATMENT Ul

How to perform a procedure

3.5. How to clean the device

*  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 regulary.
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VITAL INJECTOR&Y"

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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VITAL INJECTOR&Y"

TREATMENT GUIDE

Managing after a procedure

4.2.

Possible side effects following a procedure

Embossing

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

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
Riscamta itching or burning. This usually disappears within a few hours.
Patients may experience a temporary loss of sensation in the
"°55?f 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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VITAL INJECTOR&Y" Weold3:7:Yile]Woel¥/la €\ V-V V/:V

Device LCD

®@ .
4. — 2 —| g
® @

VISCOSITY VACUUM A

No Description

@ Current shot count shown in display.

@ Reset shot count to 0.

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

@) Set needle penetration depth

& Set drug dosage per 1 shot,

] Needle delay time.

@ Vacuum level

® Level setting button.,

. SK / HR mode button

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

o . 'Shot D / Shot C selection '

= Shot D : Discontinuous mode / Shot C : Continuous mode
il READY / STANDBY setting

02 Sound on/off

BES Select the type of 3cc, Sce syringe (3cc / 3ccBD / Scc / 5ccBD)

107
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VITAL INJECTOR&Y" Weold3:7:Yile]Woel¥/la €\ V-V V/:V

Setting up the device

+ Connecting the syringe

« Attaching the multi needle

wnns

.

.
.

L

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 multl Turn the locking pin of the syringe holder to lock the

needle. synnge in place.
(Use your hand to push the syringe toward
hi | | rei i

drug from leaking.)

Parameter

- Il R,
, , | I O (. |
skin booster 1.2mm~ 5~10 Dose 34 100-200 shots
per 1cc
PDRN 1.0mm~12mm | 510 Dose 34 :
scalp 1.0mm~™ 10 Dose™ 1 -

* For 9 pin multi neeadle
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Procedure steps

Apply anesthetic te the procedure
area

m

face in a vector direction.

Wipe face with sterile gauze dampened Soothe skin with cryo or

Recommendations

with physiological saline. an ice pack.

Perform procedure on the

Recommenda
tions

* Refer to the procedure guide when performing procedures. However, results may
differ depending on patient condition and the procedure envirenment.

«  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, scothe the patient's skin using cryo or an ice pack.

«  After a procedure, make sure to explain the precautions to the patient,

# Procedures should be performed with the needle hub overlapping.
Needles are single-use, and must be disposed of after a procedure,

20 *Qverlopping
= f::f-,:
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COMPLEXTON
ANALYSITS

REVOLUTIONIZE YOUR SKIN CARE CONSULTATIONS



ENGAGE ciients

Visualize the skin's surface in
ghrere dimensions from any
! 3D viewer.

Eyelash analysis evaluates
and measures the results of lash
improvement treatments

E_AS“.Y capture consistent images

o —— - e —— T ' —
Repeatable facial
. - imaging enables you to L ——
track treatment progress 3 \]
and outcomes effectively : Y
over time, |

IntelliFlash®, cross-polarized, and UV lighting mades are used
to record and measure surface and subsurface skin conditlons
all with one quick, automated series of flashes

Capture-only mode enables fast,
repeatable facial imaging for photo
documentation without pausing to
process the images. Analysis may
be performed later, if desired.

VISIAYS copture module
rototes arownd the
stationary subject to
capture left, right and
frantal faciol views.

Skin type detection is automatic
for streamlined image processing
and feature analysis

Multi-zone masking

automatically identifies

"We've been using VISIA in our practice since 2004, the critical region for
and I can't imagine skin care consults without each complexion feature

7 and VISIA instantt
one. Our new 7th Generation VISIA takes patient analyzes Spots, \\;kales

education and communication to a whole new level.” Texture, Pores, UV Spots,
8rown Spots, Red Areas,
~Eliot Battie ; and Porphyrins,

Cultura Dermato

CANFIELD www.CanfieldScientific.com / infozcanfieldsci ¢
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“VISIA has transformed our aesthetic

consultations. There is no better way to

communicate with a patient about their
skin condition and the treatment options.”
o - ifd . b " P —Robert A
b The Maryiond Le

e Vein Insfitule

Aging simulation communicates the
bansfits of anti .‘lgmg treatments.

Compare results for any
comblination of views, features or time points.

RBX* Technology separates the unique color
slgnatures of Red and Brown skin components

Patented Comparison To Norms for visualization of canditions such as spider

analysis uses the world's largest veins, hyperpigmentation, rosacea, and acne,

skin feature database to grade

your chient’s skin relative to others UV photography provides data for sun damage assessment and
of the same age and skin type. analysis, including UV fluorescence imaging to reveal porphyrins.

CLEARLY communicate MOTIVATE c_l_lents to act

The visual impact

of VISIA Complexion
Analysis combined
with clear targeted
recommendations
from VISIA’s built-in,
customizable Product
& Treatment Library
will enable your staff to
sell rejuvenation and
skin care treatments
more effectively.

Your client can take

it all home with
ViewMyConsult web
portal and personalized
printad reports.

TruSkin Age® uses VISIA's analysis to !
assess your client’s overall skin condition |
and age, providing a revolutionary new ‘
metric to guide the selection of skin care “
products and treatment options,

30D SOLUTIONS

IMAGING & ANA
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Customize your VISIA consultations
with these powerful options

ViewMyConsult® web portal hialps you
| stay connected to your clients as they consider the
K possibilities of aesthetic procedures. By accessing
s secure, password-protected web portal, clients con
view their pictures, treatment recommaendations, and treatment
progress In the privacy of their own home.

A feature-rich dashboard displays clear analytics on dient visits,
page views, VISIA system usage,
recommendations, and more,

ViewldyConsult is included with g
current WSIA Confleld Care Service

Agreement A,
’
{
VISIA consultation app for iPad® silows sccess | The VISIA Deluxe
to your networked database of dient images and data from f with integrated mobile cort
anywhere In the practice, combining full featured aesthetic provides a complete turn-key
consultations, enhanced praduct recommendations selection, #maging solution.
. and multi-danguage support
’ with the convenience of a

and ViewMyConsult patient
portal access. One year of

Canfleld Care {s included with VISIA Complexion Analysis Solutions
every VISIA at no extra cost, e o D

: P tablet.
4 Canfield Care® Service
r " Agreeamaent provides
\ unlimited technical support,
. hardware warranty, training
ﬂ webinars, software upgrades
3

= Induded: System Solution Salution
Additional seat licenses. VISIA imaging booth and software 7 V4
itk S Ialed o0 YU ol alina o e ot s
client sessions from as many m"” keyboard and mouse v/ 4
\ work stations as you need— mobile imaging cant 4
f perfect for any practice with 2 hours of five, web based training* v v v
{ multiple consultation rooms. *For wsers with high-speed internel coneection
" & | Mirror” Integration Dimensions ar centered pasition Footprint with left and right
provides a direct Interface 142 130 booth rotation (top view)
with Canficld’s Mirror {36.0 cm) 125 om
o T w— ‘

medical imaging software (available

separately), to help communicate [ /‘ - N T
the benefits of resurfacing and
injectables. Mirror's medical image {1807
management keeps all of a patient’s ‘I . lv A1 eml
Images, from any camera, instantly 209" !
accessible, afl in one screen. (537 cm

|

229" (582 cm)
J 30 lbs 0 k)

IMAGING EXCELLEMNCE FROM

(@) CANFIELD

www.canfieldsci.com / info@canfieldsci.com / phone +1.973.434.1201 / (USA) B00.815.4330
1D SDLUTIONS « FACIAL IMAGING & ANALYSIS « IMAGING SOFTWARE « PHOTOGRAPHY + RESEARCH SYSTEMS & SERVICES - TRAINING

VISIA, Mirrar. S8, IntelMFlazh, Photofile, ViewM

. dand Confield Care ave regittered trademarks of Contield Scientilic, iac

1Ptk 1w braciemank of Mgl e, regittared i the U.S. and oiher cownsties LR
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CANFIELD Sdentific, Inc. | 4 Wood Hollow Road

' Parsippany, BJ 07054 USA IMAGING EXCLLLENCE FHON
1673.434,1200

 www, canfieldscicom CAN FI ELD

May 15, 2019

-

To: Whom it may concern

This letter is written to certify that the foilowing products are not regulated by theUnited States FDA.
They ali are photographic visualization equipment which have been designe

Canfield Sclentific, Inc. located at 4 Wood Hollow Road, Parsippany, NJ 070254, United States of America.

Those products are:
& /
FACIAL SYSTEMS FACE AND BODY SYSTEM ~RESEARCH SYSTEMS
£ VISIACOMPIEXIOn ANbysls i VECTRA XTImaging STRtem . o . . VISIAZCR fos ST

0 Reveal Imager ' IntelliStudio Aesthetic Solutigns® PRIMOS-CR g
i VECTRATHT et -2t VECTRC I MAEINg SVSYRB.: Ly - 1.2 1 R e ST |
_ VECTRA-H2 Imaging System VEOS Dermatoscope®” - ,
‘ﬁ@ﬁmﬁ JHOMED Bermobqitones s Wzl . L o ST

PR T
otographic e@iﬁme@ﬂch are to be

oM

All above mentioned products
manufacturer country, specifi

Authorized Signatory/Desig
Jim Larkey .
Senior Director of Prod(ct Management & Marketing
Canfleld Scientific, Inc.

Tel. +1.973.434.1200

Emall Jim%%»%gy Convy i of Commre o, inrstanco o
Fignated iy mumas&?;;mwum'mm"w bale, the

We confiem the sfcrementlonad is true and
carrect to the best of my knowledge.

fapresantation snd no,
Produsts aumed in ihis
Stephanie Tangara

NOTARY PUBLIC -
STATE OF NEW JERSEY M‘,@L %
MY COMMISSION EXPIRES July 22, 2023
ol
Lo hamii  Jogh
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Einbassy of the United States of America
Bangkok, Thailand

FOOD & DRUG ADMINISTRATION
MINISTRY OF PUBLIC HEALTH

Tivanond Road, Talat Xhwan Subdistrict
Muang Nonthaburi,

Nonthaburi 11000, Thalland

RE: Letter of Canfield Scientific, Inc,

Honorable Authorities of the Feod and D

Letter of Can ci 5 Inc., on behalf of Flltech Enterprise
1994 Public Company Limaited, has beer:b go\\ri}g@ Stephanie Tapgora, a notary publicin
oW &
)
~ O
convey that, 1othe @Q of our kno
meet tho r q&eme(t) of this ap
sality for the v Ry of the content thereig/
-

Commercial Office?

CASE }; ECS21906299
[¢3 Fitech Erterprise 1994 Public Congary Limitad
ENCL:  Asstoted showe.
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) 261327 . SJUL 2019

BXXI0 X 7
Ceriied Gemsin Signane(s)of

.. Misiates - Counseliar
Miniatcy of Porcign Affsirs of Thailend
3183508
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CANFIELD Sclentific, Inc. | 4 Wood Hollow Road
Parsippany, NJ 07054 USA
973.434.1200
www.canfleldsci.com

LETTER OF AUTHORITY
April 9,2019
To whom it may concern,

We, Canfield Scientific, Inc., located at 4 Wood Hol
hereby authorize:

Filtech Enterprise 1994 Public Com|
429 Bondstreet Road

This appointment is valid the 31* of December 2019,

Sincerely,

Authorized Signatory/Designation

Jim Larkey

Senior Director of Product Management & Marketing
Canfield Scieatific, Inc.

Tel, +1.973.434.1200

Email: Jim.Larkey@CanfieldSci.com

IMAGING EXCELLENCE FROM

(@ CANFIELD
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Time s¥Wa PCL01 PCL02 PCL0O3 PCL05 PCL06 PCL0O8 PCL09 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16

WO 97 86 85 66 113 13 88 144 129 173 129 129 98

W4 \I/ 17 87 93 75 121 98 70 127 90 162 122 148 115
W8 :1 121 117 126 100 124 81 80 148 95 152 137 151 119
W12 | 111 108 135 99 97 106 100 140 85 126 130 130 129
wWo I: 117 100 98 61 124 110 109 99 129 201 144 174 91

W4 ? 133 79 89 65 130 85 81 133 92 211 137 129 98
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W12 (I) 106 60 131 70 124 115 99 147 105 173 121 135 134
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Time s¥a PCL01 PCLO2 PCLO3 PCL05 PCLO6 PCL0O8 PCL09 PCL10 PCL11 PCL13 PCL14 PCL15 PCL16
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2. Information

A. / Manufacturer

z

Vi,

Legal Manufaciurer's Name
Dexlevo Inc.

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

Design, Manufacturing, Sterilization, Packaging and slorage address:
505, Daeryung Techno Town 5-cha, 632, Secbusaet-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, Jaewen

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

*Contact person of Dexlevo Inc.

Certificates of Manufacturer (If applicable)
Attactiment A - Business Registration
Altacthiment 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: mmatecs@cmemedicaldevices.com

Attachment P Agreement EC REP

Contact person

Name: Backcheong Kim

Tel: +82-2-6852-8770

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 liting thread and started

DXL-TCF-02-02 Product descraption (Rev. 4, 19.02.2021) 1/29
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overseas sales.
2016.1 Acquired ISO 13485: 2003 certification
2016.12 Acquired clinical GMP certification
2019.1 Acquired ISO 13485: 2016 centficaticn

B. Product Information

i Product history
PCL is degraded by hydrolysis of its ester linkages in physiolegical 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 contrelled
drug release applications,

i, Product common name
Polycaprolactone Injectable Implant

i, Brand name
GOURI

. Picture of the product

Picture Size
Prefilled syringe

HYPAK
— _: PRBIMLL
ey | (1mL)

1

DXL-TCF-02-02 Product descraption (Rev. 4, 19.02.2021) 2/29



Product description

S =N
DXL-TCF-02-02
- Syringe
Pant: | 1mL Syringe
i 72621095 -

8.15+01

Unit: mm

A 1821
B:11.1
Unit: mm

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021)
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Part:
Unit: mm
Part: Plunger rod
i |
5 [Tl
g (AP
ol ¥
Af
Unit: mm
*Technical drawings are attached as "Attachment D Drawings”
DXL-TCF-02-02 Product descrption (Rev. 4, 19.02.2021) 4/ 29
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v, Description of appearance
2 3) @ 5 (&)

)
m
No Name Role and Function —
1 Injection Liquid form of polymeric pelycaprolactone and used as a
solution material for tissue augmentation.
2 Tip ca It is used o protect the tip of the syringe and to prevent
P 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
Lo Plunger | pressurized. = 2
5 Backstop | A finger support for the convenience of a practitioner.
It is a long rod-shaped piston used when injecting liquid
6 Phinger rod into human body.

i, Intended Use
Itis intended 1o be used for facial tissue augmentation for dermal implantation.

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

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

The range of fillers currently available for soft-tissue augmentation Is constantly
axpanding. The latest advances in filler technology inciude 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-fissue fillers. It is composed of polycaprolacione (PCL)
microspheres in an aqueous carboxymethylcellulose gel carrier.

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

The first prospeclive, randomized, controfled 24-month-study comparing S versus M
versions demonstrated the efficacy. patient salisfaction, freatment duration and
safety of the PCL-based stimulator in 40 patients treated for NLFs. Results
avaluated on the Global Aesthetic Improvement Scale (GAIS) were maintained with
the M version up to 24 months with good safely 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 descraption (Rev. 4, 19.02.2021) 5/29
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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.”

Vi, Indication
It is indicated to be used for facial tissue augmentation for mid-to-deep dermal
implantation for the correction of moderate 1o 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 infection and the volume and depth of injection. These recommendations
provide a guideline for physicians who wish to perforrn safe and efficacious
treatment with the PCL collagen stimulator for face and rejuvenation vath volume
augmentation,

Refer to Attachment F Recommendsations for volume sugmentation and
rejuvenation of the face and hands

- A randomized, patient/evaluator-blinded, split-face study to compare the efficacy
and safety of polycaprolactone and polynucieotide fillers in the carrection 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 flier, DLMRG1, with that of RUR, a punfied polynucleotide dermal filler.

Both fillers were well tolerated, and no severe adverse effects were reported by
subjects dunng 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 DLMROT is safe and performs similarly to RIR over 12 weeks. We expect thal
DLMRO1 will widen the available selection of appropriate filler products to treat
crow's feet in a vanety of patients.

*‘DLMRO1 is our device

Refer lo Attachment G A randomized, patient/evaluator-blinded, spht-face study

Based on the informaticn 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,

viil, 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 ils use il is necessary lo check and see if sterilized condition is damaged

DXL-TCF-02-02 Product descraption (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, disinfact the part subjected to injection thoroughly.

2) Carry out partial anesthesia when required.

3) Insert needle o injection syringe.

4) A certain amount of this product is injected info skin where the injection is
required according to judgement of medical professional and when required
rapstitive 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) ltis 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 polynucisotide fillers in the coarrection of crow's
feet; The latest biostimuliatory dermal filler for crow's feet

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

Both fillers were well tolerated, and no severe adverse effects were reported by
subjects dunng the study period. No persistent skin ab- normalities were observed
in the physical examination by the der- maltologist. 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 avaiatle selection of appropriale filler products o treat
crow's feet in a vanety of patients.

‘DLMRO1 is our device

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

i, Intended User
Specialist in the fields of dermalology or plaslic surgery

X, Mechanism of action
The gel-camer (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 |iterature based on our device and we also evaluated
mechanism of our device during this literature as below.

- Recommendalions for volurne augmentation and rejuvenation of the face and
hands

Recommendations on infection techniques are provided for the upper face, mid-
face and lower face and zone by zone for each of these arsas, 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 & guideline for physicians who wish fo perform safe and efficacious
treatment with the PCL collagen stimulator for face and rejuvenation with volume
augmentation.

Refer lo Altachment F Recommendalions for volume augmentation and

DXL-TCF-02-02 Product descraption (Rev. 4, 19.02.2021) 7/29
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rejuvenation of the face and hands

X, 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 breastfeading

- Patient who showed anaphylaxis to raw materials of filler

- Patient who has history of serious allergy or anaphylaxis

- Patients with bleeding discrders or patienis 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 net 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 tnal plan and we researched
refated side-effects of facial dermal fitler from literatures.

Literature “Severe Acule 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 infection site. This literature is about Hyaluronic Acid-derived Dermal
Filler but PCL filer could happen similar ouiput.

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

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

These side effects can be occurred but i is rare so we concluded thal 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-offects

i After injection, symplom such as redness, edema, pressure pain and pain,
bruise and ilchiness may appear and il shall disappear for itself after 1 -2 weeks.

2 It is necessary to inform the people concermned that immediately or after lapse of
a certain penod of time, the following symptoms may appear. When such symptom
appears, It is necessary fo report if to the seller,

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

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

& I inflammmalion reaction persists more than a week or other side-effects appear,
then heal it through immediate consullation vith medical professional.

Refer to;

Attachment H: Severe Acute Local Reactions

Attachiment J: Polycaprolactone facial volume restoration

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

X, Warmning
- Injection to infradermal or upper part of periosteum.
- Does not resteriize at the time of use.
- Avoid injecting it te blcod vessel which is likely 1o cause occlusion of blood
vesseals (tissue necrosis due to It).
= Avoid using it by mixing it with other products.
- Do not re-use it.
- Check and see if sterle 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

Sofi-tissue augmentation with dermal fillers and injectable medical devices has
gained widespread acceptance as an altemative to more aggressive, Invasive
treatment of the aging face. Dermal filers that are malched approprately lo the
cosmetic defect, injected with proper techinique, and implanted at the optimal depth
prowvide excellent cosmesis with lttle 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 filter complications

xin, Side effect

1) After injection, symptom such as bruising/hematoma, redness, swelling, pain,
tendemess, itching, rash, lumps/nodules, Inflammationfinfection, and
Induration may appear, and it shall disappear for itself after 12 weeks.

2) Itis necessary to inform the people concemed that immediately or afler lapse
of a certain period of time, the following symptoms may appear. When such
symptom appears, it is necessary to repori 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 oversensilive reaction may
appear and so due precaution shall ba 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 hiteratures.
- Literature *Severe Acute Local Reactlons to & Hyaluronic Acid-derived Dermal
Filler™ state that; Injectable fiflers are normally well folerated 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-

DXL-TCF-02-02 Product descraption (Rev. 4, 19.02.2021) 9/29
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denved Dermal Filler but PCL filler could happen simitar output.

Case report “"Polycaprolactone facial volume restoration of a 46-year-oid Asian
women: A case report” state that; Immediately after and 1 week post-treatment, mild
swelling and ederna of the face were observed, which resolved within 1 wesk
without intervention. There was no significant brulsing 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” stafe that; Currently, fillers are used in a varety of
situations. Their main indications are for the filling of superficial or deep wrinkles as
well as correction of congenital or acquired soft tissve 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

(i After injection, symptom such as redness, edema, pressure pain and pain,
bruise and ilchiness may appear and il shall disappear for itself after 1 -2 weeks.

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

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

@ Afler injection of Paiycaprolactone, abscess and oversensilive reaction may
appear and so due precaution shall be takern.

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

Refer lo;

Attachment H: Severe Acute Local Reactions

Attachment I: Polycaprofactone facial volume restoration

Attachment J: Treatment Algornithm of Complications after Filler injection
Attachment K: Safety report of Ellanse

Xiv. Camponent 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’hypedermis of the skin to add volume by serving as a space-occupying
supplement 1o the intercellular matrix of connective tissue (dermal filler), typically to
comect 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.

XVl Information related to the devices to be used together / to be in communication with
DXL-TCF-02-02 Product deseraption (Rev. 4, 19.02.2021) 10/ 29
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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 neadle with our device.

DXL-TCF-02-02

XVil. The risk class of the device and the justification of the classification rule(s) applied

accerding to Annex X of Directive 93/42/EEC as amended by Directive 2007/47/EC;

No. Criteria YN 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 desked level of
5 correction.
Transient -
Long term Y | Itis wholly absorbed.
Is it invasive device? Y | tshould be injected info the deep
layer of the dermis andior the
2 surface layer of the subcutis.
g Body Orifice -
Surgically invasive -
Implantable device ¥ itis wholly absorbed.
3. | Is it reusable device? N | ILis a single use product
Is it active device? N | This is not an active device
Active therapeulic device -
4, Active device for diagnesis -
Active device to administeror | -
remove
5 Does it contact Central | N | It does nol contacl with Central
" | circulatory system? circulatory system.
8 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 ancilary way on human body?
8 If yes, Is this substanca already | -
on the market or new?
Device used for contraception or | N | It is not used for contraception or
9 | prevention of sexually pravention of sexually transmitted
transmilted diseases? diseases
10 Specifically to be used for | N | It is not used for disinfecting
disinfecting medical device? medical device
11 Device intended for recording of | N | Itis not intended to recording of X-
X-ray diagnostic images? ray diagnostic images
12 Device  utihizing non-viable | N | I is not a device utilizing non-
animal lissues or derivative? viable animal tissue or derivative.
13 | Is this product a blood bag? N | Itis not a blocd 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 |l

xvii, 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 concemed in the MANUAL ON BORDERLINE AND
CLASSIFICATION IN THE COMMUNITY REGULATORY FRAMEWORK FOR
MEDICAL DEVICES 1,22 (05-2019)

DXL-TCF-02-02 Product deseraption (Rev. 4, 19.02.2021) 12/ 29
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6£10

ml o morw

1L st

q o the pH

methad in the KPIC

*This method is

o
General Test Methocs,

0223 F

wnt

473

detarination of pH” of European Fhamacoposia

accoeding 1o tha Acaal Amcunt of Inection Tast
Ao in ha Ganaal Practics of KP.

1.10
“This metrod is aientical 1 °2.3 17 Test for

wxractable volums of parectersy pregerastion” of

Solety Injection-Huuvy metas

I shoukd nok bes carur than
he cumpanson,
{Not mare than 10 pom)

European Prarmaccpoeis 5.0 editon
R ahat be beated in accordanos with the Hesey
Metsis Tust Muthod in Genersl Test Mathods.

*last mathod for Heavy metal n

1-10N

Fhanmacoposa was withcrawn since 2018

Confrmason of fost report

Sataty Injectico-stariity tast

No gromth

The lest shal be carmad cut

Practics of the Karean Pharmacopoeia.

“Tres method is identcsl to "2 6.1 Stenity” of

DXL-TOF-02-02 Producs dessipeion (Rev 4, 19.021.2021)
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Eurnpean Prarmacopoeis 9.0 editon

acoording to the aseptic test mathad In the General

13,2
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DXL-TCF-02-02

Salety Insclutie matier

Thess is ro inscluble matter Tasks.

to be cearty seen

The ezt shal be camried cut in accordance with the
Insciubla Parfcuale Test Mathod in the Ganaral

“Thics & N0 SPRchc hel medhod redatad to
Ingaiuble rader of e davics 0 European
Pramacoposa 9.0 sdtion

VEoosky

0.1-0.8 Pa-s (Sprcie No.:
L2, measumd al 25'C £ 1)

1 shall be tested accordng to the Viscosty
Measurement Maethad i the General Test Melthads
o KP
“This methed is idectical 19 °2.2,70, Viscosty-
rolsbrg method” of £

Sataty Eiocompatibi Ry fest

Sultabée for Blocompat Bty
test in ISO 10692 serics

Phamacoposa 9.0 sdbon

Q7 Fas

Cytonouicity stody usng tha 150 Extion Meod
(IS0 10083-5)
150 Modfied inirscutaneous study in Rabibis
{50 10945103
IS0 Guinea pig maximzatcn
(150 10993.10
Backrial reversa mutatdon siudy wih & Doas manga
findng (150 1088G-3}
Cosw Rangs fnding sludy with 8 definitre mosse
ymphoma assay {150 10885-3)
biood mercruceus study
{1S0 10893.6, 1SO 10863-11
Acute systemic Taxdzity study in Mea
(IS0 10993-11)
IS0 wywieenic loxicity shacky i1 Refs folowing
Subcutansous Implantation {13 wesks)
(IS0 103856, 1SC 10883-11)
150 muscie Impantation study in Rabbts (4 weeks)

(180 109935}
IS0 Musda Ingantation Study in Rabbis (26
weeks) (IS0 100883-8)
USP Pyrogen sludy — Materis Medised with

DXL-TOF-02-02 Preduct dessiption (Rev 4, 19.02.2021)
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DXL-TCF-02-02

W tessted our product based on the abowe criena and we ensursd that cur product met the requirements.
e ac of Analyss %or fnished procuct as EC of Analyss for finishod product”
Regarcing Performance and safety test reparts is a%ached in DXL-TCF-02-05 List of Test report

DXL-TCOF-02-02 Predact desription (Rev 4, 19.02.2021) 1529
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XX, 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 (perfiuoroctansulfonates) within the meaning of a provision of o Regulation
(EC) No 1907/2006.

- our product does not contain the following matenials:

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

2. Human blood: Medical device incorporating derivates of human bloog, 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

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

xxin, Storage condition
Shelf life: 2 years
Storage temperature: 5°C - 25°C

XKV, 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
tha 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 1o treal facial laxity.

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

The numercus 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 ackls, Including pofylactide (PLA), polyglycolide (PGA), and
polycaprolactone (PCL). These polymars were originally employed as resorbable
sutures (Albertsson & Varma, 2003) and their application In the blomedical arena
has grown up to include drug delivery systems (Breilenbach el al, 2000), lissue
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 properbies.

The description of some of the numerous medical applications of PCL that will be
given hereafter are intended 1o support the safety of PCL in its development and
use in humans.

Our device has not been placed any market yet,

DXL-TCF-02-02 Product descraption (Rev. 4, 19.02.2021) 16 /29
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XXV, Software
Qur device does not have software.

UV, Radioaclivity
QOur device does not have Radioactivity

DXL-TCF-02-02 Product deseraption (Rev. 4, 19.02.2021) 17 / 29
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xavd.  Raw matenal

DXL-TCF-02-02

njection
sk 4y | Potsthytana giyod

Nams Reaw malewis of ingrediet
{Per ImL of preduct)
tane

qantity Speahcal
on

Sterbs chubld waler

Comact with peinnl

Bare Bocosiicate glass
Sikooew oil | Silcans

Stoppar Bromatatyl
Polystyrene

Flanger rod ilin

| Polypeappiene

Backakp [ oisiive

Tpecap lscprene- Bromametyl | 10C%  Annexd

Indirect
(Cortact with inechon
soktion)

Hypak SCF™ Symnge

Packagng
(Bister)

Packagng
(Outer box) | F2Rer

Tyvek
| PET

§ % 8FEEE

KM O0TIBC TYVEK

Bitatar for 1
300

[annex 1] Polycapotacicns
1} Appearary: Sclid wivls grauly
2} Vsmoary: 05-25P
3) Molsture comtent: Not more $han 1.0%

[Annex 2] Borosiicats glass
1) Pliysical prapecties: Salid
2) Color: Iranspsrant
3} Inverssu: fragrance
4} Muking paiek 1480-1540 T
5) Spaciic gravity: 2.3

DXL-TCF02-02 Produst dessiption (Rev. 4 19.02.2021)
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(Arnex 3) Sicon
1} Phiysxal propartiss: fquid
2} Celor: Mouzse
3} Incerae: Minor Incerae
4) Spacifc graviy: 097
5) Msmaky: 1000 ¢St
&) Ballng point> 35 1
7} Flash point 100 T

(Annax 4] soprana-Sromotuty
1)Ash; £0.4 + 20%

2} Spaciic gravty: 1.38 1 0.04

(Annex 5] Bromobuty!
1}Ash: 854« 20%

2) Spacifc gravty: 157 + 004
[Arnex 6] Polystyrans - CAS No 9003-53-8
1} Color: transparemt

2} Physical proparties: pelels o granues

3) Odor: Minor incerce

4) Spacitc gravity: 1.04-1.05

5} Auto igntion semperature: 300 1 or more

(Arnex 7] Polyprapglens - CAS No. S003-07-0
1} Appearance: Pellst
2} Physical proparties: Solld
3} Color: Translucant of whie cpaqua
4} Ocdor; Doordass
5 Muking port: 160 ~ 1685 °C
&) Flashpeint: L 3530°C
ThAute intion semperature: 350 °C
B} Cunsty {at 20 "C 805 k'’
9 Buk danzity (3 20 “C): 400-600 sy /sl
10) Sanbiity in waler (3¢ 20 °C) > 1 (rsokdia)

DXL-TCF02.02 Product dewription (Rev. 4 19.02.2021)
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19 /29

147



148

- Product description
=KL =0
DXL-TCF-02-02
11) Solubity: ki )
[Critcal Suppier]
No. Ruw mutens Supplec Conlyet mformation Type of busness
Polycaprotcione Eunan Loy
1 Polysthytan gycol SIGMAALDRICH [MERCK) saKrgimercigroup.com Marufaciurer
B0 MEDICAL Phamaceuicy Systems
2 |US) and BD Medikal Pharmaccutical Hadan Kim Marufacturer
Syringe France hedan_kimiDbd com
3 BO orea Suppler
*Suppler sgresmentis A M anc A N
DXL-TCF02-02 Produst dessiption (Rev. 4 19.02.2021) 20 / 29
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DXL-TCF-02-02
XXV, Specification
ltems : Test specification Test method
. Semi-ransparent liquid with
Injection-Appearance white color is injected into a Visually

_colorless transparent container

| Itis tested according to the pH

measurement method in the KPIC General

Test Methods.,

Injection-pH 5410
*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.

inactionAcialsiume. Ak oLt *This methed is identical to 2,9.17. Test for

extraclable volume of parenteral
preparation” of European Pharmacopoeia
9.0 edition
It shall be tested in accordance with the
Heavy Metals Test Method in General Test
Methods.

it should not be darker than the
Injection-Heavy metals | comparison.

(Notmore than 10 pPM} | +ragt method for Heavy metal in European

Pharmacopoeia was withdrawn since 2018
1~10 N Confirmation of test report

Injection-Injection

pressure
| The test shall be carried out
according to the aseptic test method in the
General Practice of the Korean
Injection-sterility test No growth Pharmacoposia.

*This method is identical to “2.6.1 Sterility”
of European Pharmacopoeia 9.0 editicn
The test shall be carried out in accordance
with the Insoluble Particulate Test Method in

| the General
' These is no insoluble matter to Tests,
| be clearly seen

Insoluble matter

*There is no specific test method related to
Insciuble maller of the device in European
Pharmacopoeia 9.0 edition
It shall be tested according to the Viscosity
Measurement Method in the General Test

10.1~0.9 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 2.0 edition
Cytotoxicity study using the 1SO Elution

: 2 e Method (ISO 10993-5)
; £ Suitable for Biocompatibility 3
Biocompatibility test test in 1SO 10993 series 1SO Modified Intracutaneous study in

Rabbits (ISO 10983-10)
1SO Guinea pig maximization sensitizaton

Viscosity

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021) 21/ 29
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(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 (IS0 10993-3)
Mouse peripheral blood micronucleus study

(ISO 10993-5, ISO 10993-11
Acute systemic Toxicity study in Mice
(1ISO 10993-11)
ISO systemic toxicity study in Rats following
Subcutaneous Implantation (13 weeks)

(IS0 10993-6, ISO 10993-11)
1SO muscle implantation study in Rabbits (4
weaks)
(ISO 10993-6)

ISO Muscle Implantation Study in Rabbits
(26 weeks) {1SO 10593-6)

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

XXX, Sterilization method
Meathod: Steam sterilization
Applied standard: EN ISO 17665-1
Subject: Pre-filled syringe

Specification:
Test item Criteria
Bioburden lesl before sterilization 1ISO 17665-1
Endotoxin test after sterilzation USP

DXL-TCF-02.02 Product description (Rev. 4, 19.02.2021)
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xxx.  Biolegical evaluation for consideration according to EN ISO 10993-1:2018 Annex
A1

Table A1 — Endpal he add d in a hiological risk
Madical device comogurication by
Wature o bady comtait Comtars daratin
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Product Polycaprolactone Injectable Implant
Category Implant device
Contact Tissue
Duration Permanent

Applied tests Physical/Chemical information Cytotoxicity, Senstization,
Intraacutanaous reactivity, Subchronic toxicity, Genotoxicity and
implantation, Chronic toxicity, Carcinogenicty

xxxi,  Storage condition

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021) 23 /29
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Storage temperature: 5~25°C

Shelf life: 2 years
i 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 (I1SO
13485:20186)

EN ISO 14971: 2019

Medical devices - Application of risk management to
medical devices

MEDDEV 2.12/1 rev.8

Guideline on a Medical Devices Vigllance System

MEDDEV. 2.7.1 Rev.4

Evaluation of clinical data: a guide for manufaclurers
and naotified 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, carcincgenicity and reproductive
toxicity (1ISO 10993-3:2014)

ENISO 109893-4:2017

Biological evaluation of medical devices - Part 4:
Selection of tests for interactions with blocd (ISO

EN 1S010993-5:2009

Biological evaluation of medical devices - Part 5: Tesls
for in vitro cytotoxicity (ISO 10893-5:2009)

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 sensitzation (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.
Establisnment of allowable limits for leachable
substances (1ISO 10993-17:2002)

EN ISO 10993-18:2020

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

EN 556-1:2001/AC:2006

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

DXL-TCF-02-02 Product description (Rev. 4,

19.02.2021) 24 / 29
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EN ISO 17665-1: 2006

Sterilization of heakh care products - Moist heat - Part
1: Recuirements for the development, validation and
routine conlrol of a slerilization process for medical
devices (ISO 17665-1:2006)

EN ISO 11607-1:2020

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

EN ISO 11607-2: 2020

Packaging for terminally sterlized 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
(150 14630:2012)

EN ISO 14155:2011/AC:2011

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

EN ISC 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 slerilization
pracess (ISO 11737-2:2009)

EN ISO 14644-1:2015

Cleanrcoms and associated confrolled environments -
Part 1: Classification of air cleanliness by particle
cencentration (ISO 14644-1:2015)

XXXl

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

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:

25 /29
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N A
-\-— v . -

Raw malerial:
Blister container: 1073B coated Tyvek + PET
QOuter box: Paper

Blister packaging condition:

Blister packing machine: Temperature 185°C ancd Timer (Adhesive time: 4.5
seconds, Coaling time: 5 seconds)

DXL-TCF-02-02 Product description (Rev. 4, 19.02.2021) 26 /29
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XXXV Manufacluring process

Receiving
Raw material

| Receiving Inspection |

:| Crushing of POL |

150 7 Cieanroca —-:l Heighing fe—(C pes, vater )

1 [ Mixing ]
‘A_

Insoluble matter

[ Filling I

v

Sterilization ]
2

L
|

1S0 S Cleanroce '4

150 7 Cleanroce ——

v

Paasis

v

=Z

Finished Product
Inseection

v
Com o]

| Storage & Pelease ]

e

DXL-TCF-02-02 Product descrption (Rev. 4, 19.02.2021) 27 / 29
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o DXL-TCF-02-02
- Description of the process
Process | Description Equipment Documents |
Receiving inspaction
I?\s ecelvtlgg should be conducted on - -
o the raw materials
DXL-SOP-104
Semi-finished
Crushing of The PCL polymer is product
PCL crushed. B Manufacturing
Standard Operation
procedure
Electric scissor wool
Weighing of  Sterilized distilled water, (DXL-M-11-01) it s P
PCL,PEG  PEG, and PCL polymer are Micro Pipette Operation g
and Water weighed (DXL-M-21-3;I). DXL-M-22- Procediire
DIGITAL STIRRER DXL-SOP-104
Mixing (DXL-M-27-01) Semi-finished
(included Mixing the weighted HEATING MANTLE product
fiters materials (DXL-M-28-01) Manufacturing
ering) ASPIRATOR Standard Operation
(DXL-M-14-01) procedure
Inspect on appearance DXL-SOP-105
I
':;m and insoluble matter of the - Semi-finished
mixad solution product inspection
DXL-SOP-107
Filling in Fill the syringe with afilling |  Filling machine (DXL-M- Filling Work
Syringe machine. 01-1) Standard Operation
__procedure
y DXL-SOP-106
Sterilization  Sterilize at 121 °C for 20 High pressure steam Sterilization
(Moist heat) minutes. slerilizer {DXL-M-02-2) Manufacturing
_Procedure
Assemble
with Pre- DXL-SOP-108
fil . Assemble the backstop Filled Packaging
s sydnge and plunger rod on the - Work Standard
Finger grip syringe. Operation
and Plunger procedure
rod
. 1st y DXL-SOP-108
ackaging Pack the syringe in a Filled Packaging
(Blister blister and seal It with Bllswr(gztl_(':g{l;\‘g_ohﬁchlne Work Standard
package) & Tyvek. Operation
labeling procedure
2nd After labeling the blister DXL-SOP-110
Packaging containing the finished TROY INK JET PRINTER Standard for
| b product, package itin a (DXL-M-23-01) Labeling and
(innerbox) " labeledbox. S e Packing Operations
Finished  'ake a portion to check the VISCOMETER DXL-SOP-109
product feature, pH, viscosity, (DXL-T-03-01) Standard for
foreign substance, pH meter finished product
28 / 29
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DXL-TCF-02-02
inspection capacity, heavy metal, (DXL-T-04-01) inspection work
injection pressure and Censtant / Low
slerility test. Temperalure 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
g | Storageand  in the designated area or i )
Release deliver the products to the
client
DXL-TCF-02-02 Product deseraption (Rev. 4, 19.02.2021) 29 / 29
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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 pra-filled syringe / 1 box

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

I ded Use: It is intendad to be used for facial tissue

augmentation for dermal implantation.

Intended User: Specialit in the fields of dermatology or plastic

surgery

Indication: It is indicated to be used for facial tissue

augmentation for mid-to-ceen dermal implantation for the

comection of mederate to severe faoal wrinkles and folcds.

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 dua to 11).

4) Avaie using it by meong it with other procucts,

5) Do not re-use it

€) 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 1o
Palycaprolactone

Patients should be more than 19 years old
- Worren who are pregnant or breastfeeding
- Patient who showed anaphylaxis to raw materials of filler
- Patient who has history of serious allergy or anaphylacs
- Patients with bleeding disorders or patients taxing
thrembolytic acents or anticoagulants
- Patients receiving NSAIDs, coagulation inbabitors,
anticoagulants, immunosuppressants
- Patients who has allergic disease, autommmune disease,
sarcoid granulomatous pathelogy, oslers endocardits patient
- Patients with serious allergies, anaphylaxis
- Patients who tend to have hypertrophic scars
- Patients with a history of streptococcal disease
- Patients who is chvldren and adolescents, minors

c € 2764

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

€, Precautions for use

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

2) Always be carelul because danger al infection s intrinsc
3) There sheuld be sufficient anatomic knowledge ca the part
where injection is made

4) Avoid injecting it 1o the part where perrmanent implant was
made,

5) Until disapprarance of edema or sense of heat at the part
where infection is done, the patient shall not expose the part
whare injection is made to sizzling heat or extreme coldness.
6) Avoid using it to patient who anticipate 1o have more
result than effect of treatment.

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

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

9) Severe side-effect such as blindness, etc. may happen in
case of ingection inte olood vessel, and therefore, using it to
the eye contours (eye circle or eyelids) where its injection into
blood vessel is haghly likely i§ 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 penod beyord
the time which & established by clinical research.

17} There was no established result on safety and
effactiveness about lip broadening treatment

12} Injection o patient who has history of herpetic eruption
may l2ad to the recurrence of it.

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

15} Doctor shall sufficiently explain to patient about
ingications, contrandicatons and potential side-effects before
jection. Disnfect the treatment site thoreughly before the
procedure,

158



159

pod uoyod [PYoR|D UR Yim WDaID By o adia,

NOLLYAPNI
HOd
NOLLVHVdTHd

1 usyoy 4 uaapy juayod ey 1) ||id BuwosiyyuC UD
juayod ﬂo;.cw_zw ‘B0s0 uoyselu cu. m.w_._.u u_.oio!.u Addy

RINOO

inciveon

SOUUIL OE-OF S0} WOAD g 2409




160

"1Dd {0 SAHSLIIDIDYD BU Of ANP [DNSN LD awwy 1aBuo) b Joj ubwal Aow [s1n00 i) Buisinig anpaccid
ey} Buojeq ulw OF ueYD} 8q pinoys ||id eulwpysiyyuUD U ‘uoydDas aunww Buoys jo Ajiqissod ay Jusaaud of sapio u)

DU LS Uy

(UL ERI} B4y} AJ03Dq SaENUIW 08

4020 B} PRjUOD
9509|d — SADP /3§ D UDY| DIOW 10§ INUNLCD SWOIAWAS DL JO LOjWCDSIP (394 NOA Ji JNAMOH UKD
|PUCHIPPD Jnoyim uans SADP M3y D uiyim Aomp of |joys swodwis ay o puo ‘asuodsas sunww)

OINDU D 4O JNS3I D S 4| Y U1 spoys sisayiuds vabo|o uaym 'ji Jayp SASP ()| -/ INOGD JO N, ud
I o Apoq oy ap [[00 Uaym ‘it Jayo sAop oq paoo ) 2
Buyswy ‘

ay Jeyo saype uaddoy Agissod pjno> ssaupes pup ‘sseuiyy ‘Buy|jems o Yans ‘spaye epis Joulw
-O-plIW JEAAMOH YN0 0 8Bosn pun Bulsay jo poad spoym ayy Joj PIUND00 S|SB APIS 843435 ON i

Ul Jnaddesig

‘PepUBLLILIOIA 5 JuBLDA.Y B10Jaq JnOY | Of seynuiw OF (eey-uoydidsaid) auizuye)) Bunp) .
‘s100Y 7 45414 3yy 404 uoydwnsucd |oyoojo pun ‘Buiyoq /Buiuwims ‘{uns ‘Dunos) UCYDIPDS PR D3Y O} Bunsodx@ ploay .

aanpanoad ay) aaojaq sruaned ay) waojug

RINOO



161

[RINOO

4o asodsip 0 3.ns oW ‘asn BYY .
‘Buiuado Jayn Aop swos ayj uo || |t 35
mc_NoE* puo Em__ PIOAD PUD D),0€ - .G 5! @injoiadiua) Wool b 810i5 «

SN A9YY pue aSeaos

‘08I0 PRBYRs0) BY| 0f uoyuRHD [Pads Aoy ‘uolelul sayo jyBu saps papalul sy gns Auss .
'OLE ~ O0E $1 3Z!% 3|PIdU PIPUILWADTY
‘PepuaIWodal jou st spapold Jayio yum Bunayy .
"JOROP By o uolBSIP By 0 unpadold sy a:0)9g UBAIB 8¢ UD UOKXUI JIPBYISIUD (D0 JO WINBAD JBSIUD LY
(Buisinag wuay-Buoy ploap o)) sceso |ojicpoisad
puD poBY2I0) AU U1 8qosd UOYDIISD UD PNPUOI Of 2uNS BN 'D2UD [ojicuosad osyy nod usym 21D [ppads sy pun Buydalul ajiym s[assan poo|q PIOAY

S10120P ) 0] UONRULIOJU]



162

sjuied Jayo ay uo yuiod sad 33570 Paly
sade ayy punouo juiod Jad 235°Q pely|

|0304014 Buidupyug

/i N
doeme | @l
f/ e —— \..
A_/ . . _\d
VN £ =
= Y
B> )
3

abunhs |+|+]

1INOO

juiod sod 2070

[9201044 TVYINIO

| A
Vel n.@..,.. )
._. L S— \f_
%™ b
% e f
N\ il T
RSP )
."’I

aBuuds |+

juiod Jad 20670
|020j014 243

aBuuis |

-NOD LOAPNI O.L MOH



163

[RINOO

sada ou 40 ay wouy Aomo Ayooipas puo
Agojuozucy uo (Z-G" | inoqp 'sDID pasiow pal 3y Uiy juiod auo palu) yuiod e

wiod g PUB .7 ) USIWRq SPPIL
a4y ur peyooo) ‘peol Jouadns auy uo aul| sch 3y Jo PuS By i [ane| awog zyutod Yy«

aucqRaL ay »mopq ‘juied 7 5o [@asa| aweg jquied pig .

o
[PIP3W By UC B50U BUY) WOK ADMD W £-Z JnOqR 'S|LIS0U Yim [ojuczucy yuiod puz .

URM 15 40§ Lolpstu sy
0910 voalul s uo Ausb Buigrru pusuALeoss am ‘DRID POREIO) Y| UD),
Jiincl 349 o 40 Jayu0 Sy anoqe ‘pra0y s o wod PP yusod S| -

jwod ed D Z'gpely 73

stuap dasp o) polu )

_OUO~OLQ _U._OCOO

IHNOY LYACPNTIOL MOH



164

RINOO

waipz-gi

‘saka ay jo
oy wouy Kamo A||poysan puo Aouozuoy Wiy Z-¢ | inogo
‘pauD pariow pas eyy uigua suod auo pelu) juod voielu) .

wied sed nggpely 17

smwap dasp o pslup 17y

|020j044 943

I-IN0D LOAPNTOL MOH



165

sade 10y 20G°0 ia puD SuI0d 4 - ] 10 20GZ'() L fodoyoxd
[uauBs o sjuiod awos ay Suwo|jog palu “ainy poads juom nod §| .

2504 aud — Jusod sad 33 7' el
s34a — quiod ssd 20 g sy 1)

siuuep deap of paly) 7}

[02040.44 Bupubyug

[HN0Y LOAPNI OL AOH



%o wEna

UszInnNIsAnE

W.A. 2547-2549

W.A. 2540-2543
Uszaunisailunisniieu

W.A. 2558-2561

N.A. 2560

W.A. 2555-2558

W.A. 2551-2554

W.A. 2549-2551

o

UseIndieu
Fue1d QLA
USgyay1ln Leadership and Liberal Study

Duquesne University, Pittsburgh, PA, USA

U3uay193 USMIsgInaneuiinmes umIne1desadn

eXPp ey

ianisthemanainenjlaginirgeninlauazinlan

o w

UTEW WBndiife (Ussmadguw) 31in

Iansiienseaingilnnanseduazninldneudas

e>2p

a o [ e a o w
UIWN LDNYNLAY (‘Uﬁ%mﬁl‘ﬂﬂ) A10A

%

AUIMITEAUgeEhenineInsuaaa uS¥n nsylSaesyn 911

o N

WHINNIEU

&

N

o

HAnNT5isausuNuesaNd 813u1e damdansed

v 1 a o @ A a °o w
aNsen1sAaInenila UsEm Wnditiie (Useinalng) 911n

166



	Titlepage
	Abstract
	Acknowledgment
	Contents
	Chapter 1
	Chapter 2
	Chapter 3
	Chapter 4
	Chapter 5
	Reference
	Appendix
	Profile

